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12 anpens 2010 roga N 61-P3

POCCUUCKAA ®EOEPALMA
®EOEPAIbHbIA 3AKOH
Ob OBPALLEHWUN NNEKAPCTBEHHbIX CPEACTB

[Ipunst
lNocynapcrBennoi {ymoit
24 mapta 2010 rona

Onobpen
Coserom Penepanuun
31 mapra 2010 rona

CHHCOK M3MEHSIOLINX JOKYMEHTOB
(B pen. depepanbHbIX 3aKk0HOB OT 27.07.2010 N 192-03,
or 11.10.2010 N 271-®3, ot 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3,
ot 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-@3,
or 25.11.2013 N 317-®3, ot 12.03.2014 N 33-@3, ot 22.10.2014 N 313-®3,
ot 22.12.2014 N 429-®3 (pen. 13.07.2015), ot 08.03.2015 N 34-@3,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-03,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-D3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-D3,
ot 28.12.2017 N 425-®3 (pen. 27.12.2019), ot 04.06.2018 N 140-D3,
ot 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N 134-D3,
ot 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-D3,
o1 27.12.2019 N 475-®3, ot 27.12.2019 N 478-®3, ot 27.12.2019 N 481-D3,
ot 26.03.2020 N 67-®3, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-D3,
ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-D3,
or 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, ot 08.03.2022 N 46-®3,
ot 26.03.2022 N 64-®3, ot 14.07.2022 N 311-®3, ot 20.10.2022 N 405-@3,
ot 05.12.2022 N 502-®3, ot 19.12.2022 N 519-®3, ot 28.04.2023 N 149-03,
ot 28.04.2023 N 171-®3, ot 24.07.2023 N 341-D3, ot 04.08.2023 N 428-D3,
ot 04.08.2023 N 466-®3, ot 04.08.2023 N 474-®3, ot 19.10.2023 N 503-D3,
ot 30.01.2024 N 1-®3, ot 08.08.2024 N 232-®3, ot 08.08.2024 N 323-@3,
oT 26.12.2024 N 494-®3)

nasa 1. OBLWUE MNMOJIOXKXEHUA

CraTtbsa 1. NMpeameT perynupoBaHusa HacTosilero ®enepanbHOro 3akoHa
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

1. Hacrosmmii @®enepaibHbIl 3aKOH pETyJIUpPYyeT OTHOLIEHMS, BO3HUKAIOIIME B CBS3U C
oOpaiieHueM - pa3pabdOTKOW, MOKIMHUYECKUMHU HCCIEAOBAHUSAMHU, KIMHUYECKUMHU HCCIEAOBAHUIMU,
3KCIEPTU30M, TOCYIAPCTBEHHOW PErMCTpalleil B COOTBETCTBHM C HacTosSUM DenepanbHbIM 3aKOHOM
(manee - rocymapCTBEHHasi pErucTpaiusi) WIH PEerucTpanueidl B COOTBETCTBUU C MEXAYHAPOIHBIMU
JIOTOBOpaMM U aKTaMH, COCTaBIIIOIIMMHU INpaBo EBpa3uiickoro 3KOHOMHYECKOrO CoOo3a (Jaiee -
peructpauusi), CO CTaHIApTU3AlMe M C KOHTPOJIEM KauecTBa, IPOU3BOJCTBOM, H3TOTOBIICHUEM,
XpaHEHHEM, IEpeBO3KOM, BBO30M B Poccuiickyro ®enepaunto, BeiBo3oM u3 Poccuiickoit denepaunu,
peKJIaMOM, OTIIYyCKOM, peaju3alueil, nepeaadeld, NPUMEHEHUEM, YHUYTOKEHHEM JIEKapCTBEHHBIX
CPEICTB.

(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

2. Hacrosimmii denepanpHplil 3aKOH yCTaHABIMBAET IPUOPUTET FOCYAAPCTBEHHOIO PETyIMpPOBAaHUS
0€e3011acHOCTH, KayecTBa U 3 (HEKTUBHOCTH JIEKApPCTBEHHBIX CPEACTB IIPU UX OOpaICHUH.
(B pen. @enepanbHoro 3akona ot 25.06.2012 N 93-d3)

Cratbs 2. Chepa npumeHeHUs HacTosiwero ®egepanbLHOro 3akoHa

Hacrosimuit ®enepanpHplii 3aKOH IPUMEHSAETCS K OTHOIIEHUSM, BOSHUKAIOIIKUM IpU OOpaleHuu
JICKApCTBEHHBIX CPEJICTB Ha TeppuTopuun Poccuiickoit Oenepauu.

CraTtba 3. 3akoHOoAaTeNnbLCTBO 06 OOpaLleHNn NeKapCcTBEeHHbIX CPpeacTB

1. 3akoHOmATENBCTBO 00 OOpaIIeHUU JIEKAPCTBEHHBIX CPEACTB COCTOMT U3 HACTOSIIETO
denepalbHOTO 3aKOHA, APYTUX (QeAcpaTbHBIX 3aKOHOB W WHBIX HOPMATHBHBIX IIPABOBBIX AaKTOB
Poccuiickoit ®eneparuu.

1.1. 3akoHO1aTENBCTBO 00 OOpAIllEHUH JIEKApCTBEHHBIX CPEJICTB B OTHOIICHUH FOPUIMYECKUX JIIL U
UHIVBUAYAJIBHBIX  NPEINPUHUMATENEH,  OCYIIECTBISIOIIMX  JEATEIBHOCTH  HAa  TEPPUTOPHH
MEXIYHApOJAHOIO MEIUIIMHCKOTO KJacTepa, MPUMEHSETCS C y4eTOM OCOOEHHOCTEW, YyCTaHOBJIEHHBIX
®DenepanbHbIM 3ak0HOM 0T 29 nroHs 2015 roga N 160-®3 "O MexayHapoJHOM MEIULIMHCKOM KIJIACTEPE
Y BHECEHHH M3MEHEHUI B OT/CNIbHBIC 3aKOHO1aTeIbHbIe akThl Poccuiickoit deneparun'.

(uactp 1.1 BBeaena denepanbHbiM 3akoHOM OT 29.06.2015 N 160-®3; B pen. @enepanbHOro 3aKkoHa OT
04.08.2023 N 428-03)

2. lleiictBue Hacrosuero denepanbHOro 3aK0Ha pacpocTpaHseTcs Ha o0palieHne HapKOTHUECKUX
JIEKapCTBEHHBIX CPEJICTB U ICUXOTPOINHBIX JIEKAPCTBEHHBIX CpPEICTB C YYE€TOM OCOOEHHOCTEH,
YCTaHOBJIEHHBIX  3aKOHOAaTenbcTBOM Poccuiickoit ®dexepanum O HAapKOTUYECKUX  CPENCTBAX,
MICUXOTPOIHBIX BEIIECTBAX M 00 MX IMpEeKypcopax.

3. Je#ictBue Hacrosimero @DenepanlbHOrO 3aKOHA  pacHpoCTpaHseTcs Ha  oOpaleHue
paguodapMareBTHIECKUX JICKAPCTBEHHBIX CPEACTB C yYE€TOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHoaarenscTBOM Poccuiickoit denepainu B o0mactu obecreyeHns paaualioHHON 0€30MacHOCTH.

4. Ecnm mexayHapoaHbIM qoroBopoM Pocculickoit denepanuu, MeXTyHapOIHBIMHU JTIONOBOPaMU U
aKTaMM, COCTABIIAIOUIMMHU MpaBo EBpa3uiickoro sKOHOMHYECKOTO COr03a (Jajiee - aKThbl, COCTABIISIOIINE
npaBo Coro3a), YCTaHOBJIEHbl HWHBIE TNpaBUJa, YeM T, KOTOpbIE IMPEAyCMOTPEHbl HACTOSIIUM
@denepanbHbIM 3aKOHOM, IPUMEHSIOTCS IIPaBUila MEXAYHAPOIHOIO JOTOBOPA, IPAaBUIIa, COAEpKAIIUECH B
aKTax, cocTaBystomuX npapo Corosa.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

(dactb 4 B pen. Peaepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. PemeHuss MEXKrocylIapCTBEHHBIX OpPraHOB, NPUHATHIE Ha OCHOBAaHUM  IOJIOKECHHI
MEXIYHApOAHBIX J0roBopoB Poccuiickoin ®enepauun B HUX HCTOJKOBAaHUU, IIPOTHUBOpEYAILEM
Konctutynuu Poccuiickoit @enepaunu, He mojjiexaT ucnoiaHeHuto B Poccuiickoit @enepanuu. Takoe
MIPOTUBOPEUYNE MOXKET OBITh YCTAHOBJICHO B TIOPSIAKE, OMPEIEICHHOM ()eepaTbHBIM KOHCTUTYIIHOHHBIM
3aKOHOM.

(uactsb 4.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 08.12.2020 N 429-D3)

5. B Poccuiickoii ®dexnepaiiui B COOTBETCTBUHM C MEXKIYHAPOAHBIMU JoroBopamu Poccuiickoi
@Oenepauun W (UMW) HA OCHOBE IMPHUHIUIIA B3aUMHOCTH MPHU3HAIOTCS PE3YIbTaThl KIMHUYECKUX
HCCIICIOBAHUHN JICKAPCTBEHHBIX IIPENapaToB Uil MEIUIIMHCKOTO NPUMEHEHHUS, IPOBEICHHBIX 3a
npenenamu teppuropun Poccuniickoit Genepanmu.

Ctatbs 4. OCHOBHbIE NOHATUA, ncnonb3yemMmbie B HACTosALLEM CDenepaanOM 3aKOHe

Hns ueneit Hactosiniero denepanbHOro 3aK0HA UCIIOIB3YIOTCA CIEIYIOIINE OCHOBHBIE TOHATHS:

1) nekapcTBEHHBIE CpEJCTBa - BEIIECTBA MJIM MX KOMOWMHAIIMM, BCTYMAlOIIME B KOHTAKT C
OpraHM3MOM 4YEJIOBEKa HJIM XUBOTHOI'O, NPOHUKAIOLIME B OpPraHbl, TKAaHW OpPraHM3Ma YEJIOBEKA HIIU
KUBOTHOTO, TPUMEHSEMbIE ISl MPOPUIAKTUKH, TUATHOCTHKU (32 HUCKIIOYEHHEM BEIUIECTB WU UX
KOMOWHAIMiA, HE KOHTAaKTHUPYIOIIUX C OPraHW3MOM 4YeJIOBEKa WJIM JKUBOTHOTO), JICUCHHs 3a00JIeBaHus,
peabunuTayu, sl COXpaHEHUs, MPEeIOTBPALECHUS WIH MpepblBaHUs OEPEeMEHHOCTH M TOJyYeHHBIC U3
KpPOBH, IIa3Mbl KPOBH, U3 OPraHOB, TKAHEW OpraHM3Ma YeJI0BEKA WIHM )KMBOTHOI'O, PACTEHHI, MUHEPAJIOB
METOJIaMU CHHTE3a WM C MPUMEHEHHEM OHOJOrMYecKux TexHojoruil. K nekapcTBeHHBIM cpeAcTBam
OTHOCSTCS (papMalleBTUYECKUE CYOCTaHILIMHU U JIEKAPCTBEHHbBIE IIPETIapaThl;

2) dapmaneBTHUeCcKas CyOCTaHIMS - JIGKAPCTBEHHOE CPEACTBO B BUAE OJHOTO HIIM HECKOIBKUX
obOnamaronux (GapMakoJIOTHYECKON aKTHBHOCTBIO JIEHCTBYIOIINX BEIIECTB BHE 3aBUCUMOCTH OT TIPUPOIBI
MPOUCXOXKACHUS, KOTOPOE TMPEJHA3HAUYEHO JMJI1 TPOU3BOJCTBA, HW3TOTOBJICHUS JIEKAPCTBEHHBIX
MpenaparoB U onpeaenseT ux 3pHEeKTUBHOCTE;

(m. 2 B pea. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) BCIIOMOTaTCJIbHBIC BCIICCTBA - BCIICCTBA HCOPTraHN4YCCKOro U1 OpTraHu4e€CKOro
MPOUCXOKACHUA, UCIIOJIB3YEMbBIC B ITPOLIECCE ITPOU3BOACTBA, U3TOTOBJICHUS JICKAPCTBCHHBIX ITPCIIAPaTOB
AJIg IpUuAaHusa UM HCO6XOI[I/IMI>IX (1)I/ISI/IK0-XI/IMI/III€CKI/IX CBOI\/JICTB;

4) nexapcTBEHHBbIE IIpenaparbl - JIEKAPCTBEHHBbIE CPEJCTBA B BHJE JIEKAPCTBEHHBIX (HopM,
IpUMEHsIeMble JUIsl TMPO(UIAKTUKHM, JAWArHOCTUKH, JIEYeHHUs 3a0oJieBaHUs, peadWIuTaluu, IS
COXpaHEeHMs, IPEAOTBPAILICHUS WU pEpbIBaHNs OEPEMEHHOCTH;

5) nekapctBeHHas (opMma - COCTOSIHHE JIEKAPCTBEHHOTO Tpernapara, COOTBETCTBYIOIIEE CHOCOOaM
€ro BBEJICHHS U IPUMEHECHHUS U 00ECIIeUnBaIOIIee JOCTIKEHHE HE00X0IMMOTO0 JiedeOHOro A deKTa;

5.1) no3upoBKa - cofiepaHHe OJJHOTO MM HECKOJIbKUX JEHCTBYIOIIUX BEIIECTB B KOJIMYECTBEHHOM
BBIDQ)KEHUU Ha EIWHUILy J03bl, WJIM E€AMHUIY Oo0beMa, WM E€AMHUIY MacChl B COOTBETCTBHH C
JeKapcTBeHHOM (opmoi nubO Il HEKOTOPBIX BHUJOB JIEKAPCTBEHHBIX (QOPM  KOJIMYECTBO
BBICBOO0K/IAEMOT'0 M3 JIEKAPCTBEHHON (hOPMBI IEHCTBYIOILIETO BEIIECTBA 3a €AMHHILY BPEMEHH;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

(m. 5.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

6) nepeyeHb KM3HEHHO HEOOXOIMMBIX U Ba)KHCHIINX JIEKAPCTBEHHBIX MIPEMapaToB - YTBEPIKIACMBII
IIpaBurensctBoM Poccuiickoin ®Penepanyy nepedeHb JICKapCTBEHHBIX INPENapaToB I MEAUIMHCKOIO
IIPUMEHEHHMs, 00ECIIeUNBAIOIIUX IPUOPUTETHBIE NOTPEOHOCTH 3APAaBOOXPAHEHUS B LENAX IPOPUIAKTUKI
U JleueHus: 3a00JIeBaHU, B TOM YHCIE MPEoOIagaomux B CTPYKType 3aboneBaeMoctu B Poccuiickoit
denepanuu;

(B pen. @enepanbHoro 3akoHa ot 13.07.2020 N 206-D3)

6.1) opdanHble JIeKapCTBEHHBIC Mpemaparhl - JIEKAPCTBCHHBbIC Mpenaparhl, MpeAHa3HAUYCHHbIC
MCKJIFOUUTENIFHO IS TUarHOCTHKH, 3THOMATOT€HETHYECKOT0 MU MaTOT€HETUYECKOro JIeUeHUs (JIeUeHN s,
HaIpaBJIEHHOTO HAa MEXaHU3M Pa3BUTHs 3a00JieBaHMs) peakux (ophaHHBIX) 3a00€BaHMUIT;

(n. 6.1 BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepaqbHOro 3akoHa OT
30.01.2024 N 1-®3)

6.2) OuoyorMYecKre JICKapCTBEHHBIC IpEmaparsl - JIGKAPCTBEHHBIC IpenapaThl, IEHCTBYIOIIEE
BEIIECTBO KOTOPBIX MPOU3BEACHO WM BBIIEIECHO M3 OMOJIOTMYECKOr0 MCTOYHHMKA M JUIS OIpEeeTICHUS
CBOWCTB M KayecTBa KOTOPHIX HEOOXOauMa KOMOWHAIMS OHOJOTHMYECKHX M (DU3MKO-XMMHUYECKHUX
meronoB. K OHOJOTMYECKUM JICKApCTBEHHBIM TIperaparaM OTHOCATCS HMMYHOOHOJIOTHYECKHUE
JICKApCTBEHHBIC TIperaparhbl, JEKAapCTBEHHBIC IIPEraparbl, IMOJyYeHHbIE W3 KPOBH, IJIa3Mbl KpPOBH
YeJOBeKa M JKMBOTHBIX (32 HCKIIOYCHHEM LEJIBHOW KPOBH), OMOTEXHOJIOTUYECKHE JIEKapCTBEHHBIC
npernapaTel, TeHOTEPANEBTHUECKUE JIEKApCTBEHHbBIE MpEenapaThl, JIEKapCTBEHHBIE MpenapaThl Ha OCHOBE
COMAaTHUYECKHUX KIIETOK;

(n. 6.2 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3akoHa ot
04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTUYHBIN JIEKAPCTBEHHBIN IpenapaT - NeHOTEepPaneBTUUECKUN JIEKapCTBEHHBIN
npernapar A MEJUIMHCKOrO NPHUMEHEHUs, WINM JIEKapCTBEHHBIN IIpernapaT Ha OCHOBE COMAaTHYECKHX
KJIETOK I MEJUIIMHCKOTO MPUMEHEHUs, WIK TKAaHEHHKEHEPHBII JIeKapCTBEHHBIN Npenapar (mpenapar
TKaHEBOW MH)KEHEPUN);

(m. 6.3 BBeneH deaepanbHbIM 3akoHOM OT 30.01.2024 N 1-D3)

7) UMMYHOOMOJNOTHMYECKHE JICKapCTBEHHBIE TMpemaparbl - JIEKapCTBEHHBIE Ipemnaparsl,
MpeHa3HauYeHHBIC I (POPMUPOBAHUS AKTUBHOTO WIIM TACCHBHOTO MMMYHHUTETa JTUOO JMATrHOCTUKH
HAIWYUS  UMMYHHUTETa WIM  JUArHOCTHKU  CHEHU(PUUYECKOrO0  MPHUOOPETEHHOTO0  M3MEHEHHUS
WMMYHOJIOTHYECKOTO  OTBETAa Ha  aUIepru3upyionye BemectBa. K UMMyHOOHOIOTHYECKHM
JEKapCTBEHHBIM  TpenaparaM  OTHOCSTCS  BAaKIUHBI,  AQHATOKCHUHBI,  TOKCHHBI,  CBHIBOPOTKH,
UMMYHOTJIOOYJIMHBI ¥ aJUICPTCHBI;

(m. 7 B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) GMOTEXHOJIOTUYECKHE JIEKAPCTBEHHbIE TPeraparhl - JIEKAPCTBEHHBIE MTpenapaThl, IPOU3BOJCTBO
KOTOPBIX OCYIIECTBIISIETCS C UCIOJIb30BaHUEM OMOTEXHOJIOTMYECKUX MPOLIECCOB U METOJIOB (B TOM YHCIIE
JTHK-pekoMOMHAHTHON TEXHOJOTHH, TEXHOJIIOTUU KOHTPOJIUPYEMON SKCIPECCHH T'€HOB, KOIUPYIOLIMX
OMOJIOTUYECKH AaKTHBHbIE O€JTKW B MPOKApHOTaX M HYKAPUOTax, BKIIOYAs H3MEHEHHBIE KIIETKU
MJIEKOTHUTAOIINX ), THOPUIOMHOTO METO/1a M METOa MOHOKJIOHAJIbHBIX aHTUTEIL;

(n. 7.1 BBegen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

7.2) TeHOTepalleBTUYECKHE JIEKAPCTBEHHbIE IMpernaparbl - JIEKapCTBEHHbIE Ipenaparhl,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

(dapmarieBTHuecKass CyOCTaHIUsI KOTOPBIX SIBISETCS PEKOMOWHAHTHON HYKIEMHOBOW KHCIOTON WIIN
BKIIOYaeT B ce0s PEKOMOMHAHTHYI) HYKJICHHOBYIO KHCIIOTY, ITO3BOJISIONIYIO —OCYIIECTBISATh
peryianupoBaHue, penapaluio, 3aMeHy, 100aBjIeHNe WK YAaJCHHE TeHETHUECKON MOCIeI0BATEIbHOCTH;
(. 7.2 BBeaeH denepanabHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8) HapKOTHYECKHE JIEKapCTBEHHBIC CPENICTBA - JIGKAPCTBEHHBIC NpenapaThl U (papmaneBTHUYECKHe
CyOCTaHIIMM, COJAEp)KalllMe HApPKOTUYECKHUE CPEeJICTBA M BKJINOYEHHblEe B IlepeueHb HAPKOTUYECKHUX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M MX IPEKypCOpOB, MOMIEXKAIIMX KOHTpor0 B Poccuiickoin
@Denepanyy, B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoit Penepanuu, MeEXKIyHAPOIHBIMU
norosopamu Pocculickor @enepanuu, B TOM yucie ENMHONM KOHBEHIMEW O HAPKOTHYECKUX CPEACTBaX
1961 rona;

9) MCUXOTPONHBIE JIEKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE MpernapaTsl U (apMalieBTUYECKHE
CyOCTaHIIMM, COJEp’Kalllie ICUXOTPOIIHbIE BEUIECTBA W BKIIOYEHHble B IlepedyeHb HapKOTHYECKUX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M MX IPEKypCOpOB, NOMIEXKAIIMX KOHTpor0 B Poccuiickoin
@Denepanyy, B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoil Penepanuu, MeEXIyHAPOIHBIMU
norosopamu Poccuiickoii denepaunu, B ToM uucie KoHBeHIuell 0 NCUXOTpOnHBIX BemiectBax 1971
roja;

10) pagmodapmarieBTHUECKHE JICKAPCTBEHHBIC CPEACTBA - JICKAPCTBEHHBIC CPEICTBA, KOTOPHIC
COJZiep>KaT B TOTOBOM JUIsl UCIOJIb30BaHUSA (OpME OJUH PAAMOHYKIU] WM HECKOJIBKO PaJHMOHYKIHIOB
(paaroaKTUBHBIX U30TOIOB);

10.1) opuruHaJbHBIA JIGKAPCTBEHHBIM MperapaT - JEKApCTBEHHBIH IMpenmapar C HOBBIM
JNEUCTBYIOIMM BEIIECTBOM, KOTOPBIM NEPBBIM 3apeructpupoBaH B Poccuiickoi Penepaunu WUiu B
MHOCTPAHHBIX FOCY1apCTBaX HA OCHOBAHUU PE3YyJIbTATOB JOKIMHUYECKUX MCCIEIOBAHUN JIEKAPCTBEHHBIX
CPEICTB U KIMHUYECKHX HCCJIEI0BAaHUI JIEKApCTBEHHBIX MPENapaToB, MOATBEPHKAAIOIINX €r0 KayecTBo,
3¢ (HeKTUBHOCTH U 0€30MaCHOCTE;

(m. 10.1 BBenen denepanbHbiM 3aK0HOM 0T 27.12.2019 N 475-D3)

11) pedepeHTHBIN JeKapCTBEHHBIH Mpenapar - JIeKapcTBEHHBIN IpenapaT, KOTOPbIH HCIIOJIb3YyeTCs
JUIS OLICHKH OMOSKBHUBAJIEHTHOCTH WJIM T€PANeBTUUECKON SKBUBAJIEHTHOCTH, KaueCcTBa, 3(EeKTUBHOCTH U
0€30MacHOCTH BOCIIPOU3BEJCHHOTO JIEKapCTBEHHOI'O MpernapaTra Wik OMOaHaJoroBoro (6Momojo0HOro)
JIEKapCTBEHHOTO Tipenapara (6uoananora). B xauecTBe pedepeHTHOro JEKapCTBEHHOTO TIpemnapara Jis
MEIULUHCKOTO MPUMEHEHUs HCIONb3YeTCsl OPUTMHAIBHBIM JIeKapCTBEHHbIM mpenapar Jubo, eciu
OpUTMHAJIBHBIA JIEKApCTBEHHBIM Mpernapar He 3aperucTpupoBaH WM HE HAXOAMTCS B 00opoTe B
Poccuiickoit ®enepanuy 1 He HaXOIUTCS B 000pOTE€ B MHOCTPAHHBIX TOCYAApPCTBAX, BOCIIPOU3BEICHHBIH
JIEKapCTBEHHBIN IMpenapaT Wik O1oaHaIOroBbIi (0MOMOA00HBIN) JeKapCTBEHHBIHN penapat (OnoaHaor),
KOTOPBIM TEpBBIM 3aperucTpUpOBaH M3 YHUCla Haxondmuxcs B obopore B Poccuiickoit ®enepauun,
OMOPKBUBAJICHTHOCTh WJIM  TEpaneBTUYECKas HKBUBAJIEHTHOCTb, KadyecTBO, JS()PEKTUBHOCTh U
0€30MacHOCTh KOTOPOTO OILIEHUBAJKCH 110 OTHOLICHHUIO K OPUTHHAIBHOMY JIEKapCTBEHHOMY Ipenapary, a
TakKe KadecTBO, 3(PPEeKTUBHOCTHL U 0O€30MaCHOCTh KOTOPOTO MOATBEPKAAIOTCA pe3yJIbTaTaMH
(dapMakoHaa30pa U MPOBEPOK COOTBETCTBUSA JIEKAPCTBEHHBIX CPEACTB, HAXOMASAIIMXCS B T'PaXIaHCKOM
000pOTe, YCTAaHOBIIEHHBIM TpeOOBaHMSIM K MX KadecTBY. B kauecTBe pedepeHTHOro JeKapCTBEHHOTO
mpernapata JUisli BETEPUHAPHOTO IPUMEHEHMs] UCIIOJIB3YETCSl  JIEKAPCTBEHHBIM IIpernapar  Juid
BETEPUHAPHOTO TPUMEHEHUS, 3aperucTpupoBaHHbli B Poccuiickoii @enepanmu Ha OCHOBaHUHU
pE3yJIBTaTOB JOKIMHUYECKUX HCCIIEJOBAHMM JIEKAPCTBEHHBIX CPEACTB U KIMHMUYECKHUX HCCIIEIO0BaHUMN
JIEKapCTBEHHBIX MPENapaToB, MOATBEPKAAIOIINX €0 KauecTBO, 3P (HEKTUBHOCTH U 0€30M1aCHOCTB;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

(m. 11 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12) Bocpou3BeICHHBII JIEKAPCTBEHHBIN Mpenapar - JeKapCTBEHHbIN MpenapaT JJisi MEAUIIMHCKOTO
MPUMECHECHHS, KOTOPBI WMEET OKBHUBAJICHTHBIH pedEepeHTHOMY JIEKAPCTBEHHOMY Iperapary
KaueCTBEHHBbIM COCTaB M KOJMYECTBEHHBIM COCTAaB JEHCTBYIOLIMX BEIIECTB B 3KBUBAJICHTHOU
JIEKapCTBEHHON (opMe, MO0 JEKApCTBEHHBIN Mpenapar A BETEPUHAPHOTO MPUMEHEHWHS, KOTOPBIHA
UMEeT TakKue K€, 4YTO M pedepeHTHbI JIeKapCTBEHHBIA IMpermapaT, KaueCTBEHHBI COCTaB H
KOJIMYECTBEHHBI  COCTaB  JICWCTBYIOIIMX BEIIECTB B TaKOW K€ JIGKApPCTBEHHOH  ¢opme,
OMOPKBUBAJIGHTHOCTh ~ WJIM  TepaneBTUYecKash JKBHUBAJIEHTHOCTh KOTOPBIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKapCTBEHHOMY IperapaTy MoATBEePKIeHA COOTBETCTBYIOIIUMU UCCIICIOBAHUSIMH,

(n. 12 B pen. ®enepanpHoro 3akoHa oT 27.12.2019 N 475-D3)

12.1) TepaneBTHYECKasi 3KBUBAJIEHTHOCTh JIEKAPCTBEHHBIX IPENApaTOB - JOCTH)KEHNUE KIMHUYECKU
COIIOCTAaBUMBIX TepaneBTH4Yeckoro s¢dexra M mnokaszarened 3((EeKTUBHOCTH U OE30IaCHOCTH IpH
IIPUMEHEHUN JIEKAPCTBEHHBIX IpENaparoB s MEIUIMHCKOTO IMPUMEHEHUS, HMMEIOIIUX OJIHO
MEX/IyHAapOJAHOE HEMAaTeHTOBaHHOE (WIM XMMHUYECKOe, WM TIPYNINHPOBOYHOE) HAMMEHOBAaHHE, B
SKBHUBAJIECHTHBIX JIO3UPOBKAX IO OJHUM U TEM K€ IMOKa3aHUSIM K IPHUMEHEHUIO U NpPU OJUHAKOBOM
crioco0e BBEJICHHs Y OHOM U TOM K€ TPYIIIbl OOJIbHBIX;

(n. 12.1 B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

12.2) GuoaHanoroBwlii (OMOMOMOOHBIN) JEKAPCTBEHHBIN Ipenapar (OMoaHaor) - OMOJOTHYCCKHUI
JICKapCTBCHHBIN TIperapar, CXOXHH 10 TapaMeTpaM KadecTBa, 3(PQGEKTUBHOCTH H O€30MacHOCTH C
pedepeHTHBIM OHOJOTHYECKUM JIEKAPCTBEHHBIM IIPErapaToM B TaKOil e JIeKapCTBEHHOH (opme u
MMEIOIIUH UIEHTUYHBINA cl1oco0 BBEICHUS
(m. 12.2 BBenen @enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12.3) B3aumo3aMeHsieMblil JIEKAPCTBEHHBIN IpernapaT - JEKAapCTBEHHbIN IpemnapaT ¢ JOKa3aHHOU
TEpaneBTUUECKOW HKBUBAJIEHTHOCTHIO MM OMOIKBHUBAJIEHTHOCTHIO B OTHOIIEHUH pedEepeHTHOTo
JIEKapCTBEHHOI'O IpernapaTa, UMEIOINN SKBUBAJIEHTHBIE €My Ka4€CTBEHHBIN COCTaB M KOJIMYECTBEHHBIH
COCTaB JEHUCTBYIOLIUX BEILIECTB, COCTAB BCIIOMOTAaTEIbHBIX BELIECTB, JIEKAPCTBEHHYIO (hopMy U crocod
BBEJICHUS;

(n. 12.3 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

12.4) OWOAKBUBAJEHTHOCTh JIEKAPCTBEHHBIX IpENapaToB - JIOCTH)KEHHE COMOCTaBUMBIX
IIOKa3aTeIe CKOPOCTH BCACBIBaHUs, CTENEHHU NMOCTYIUIEHUS K MECTY ACMCTBHS U CKOPOCTH BBIBEACHMS
OJIHOTO MJIM HECKOJIBKHUX O0JIafarouux (hapMaKoJIOrHYecKOo aKTMBHOCTBIO JEMCTBYIOLIUX BELIECTB MpPU
IIPUMEHEHUN JIEKAPCTBEHHBIX IPENaparoB s MEIUIMHCKOTO INPUMEHEHHUS, MMEIOIIHUX OJIHO
MEXIYHapOJAHOE HENaTeHTOBaHHOE (WM XHMHUYECKOE, WM TPYNINHPOBOYHOE) HAUMEHOBAHHE, B
HKBUBAJIEHTHBIX JO3UPOBKAX M MPH OJIMHAKOBOM CIIOCOOE BBEICHUS;

(n. 12.4 BBenen denepanbHbiM 3aK0HOM 0T 27.12.2019 N 475-D3)

13) JICKAPpCTBCHHOC PACTUTCIBHOC CBIPHC - CBCKHUC HJIM BBICYHICHHBIC PACTCHHA 0o ux 4qacCTu,
HCIIOJIB3YEMBIC JJId IMPOU3BOJACTBA JICKAPCTBCHHBIX CPCACTB OpraHu3aiuiaIMyd - IIPOU3BOAUTCIAMHA
JICKApCTBCHHBIX CPCACTB HJIM U3TOTOBJICHUSA JICKAPCTBCHHBIX IIPCIIApAaTOB aAllTCYHBIMU OpPraHU3alUsIMU,
BC€TCPUHAPHBIMH allTCYHBIMHU OpPraHu3aluiaIMH, WHAWBUAYAJIbHBIMU MNPECANTIPHUHUMATCIIAMU, WUMCIOIIUMU
JIMIICH3UIO HAa (bapMaLICBTI/I‘{CCKy'IO ACATCIIBHOCTD,

14) nexkapcTBEHHBIM pacTUTENbHBIM Mpenapar - JEKapCTBEHHBIN Ipenapar, MPOU3BEICHHBIN WM

www.consultant.ru Crpanuua 7 u3 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=470335&date=10.02.2025&dst=100013&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470335&date=10.02.2025&dst=100015&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470335&date=10.02.2025&dst=100017&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.02.2025&dst=100028&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.02.2025&dst=100029&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470335&date=10.02.2025&dst=100018&field=134

®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

M3TOTOBJICHHBIA U3 OJHOTIO BUJIA JICKAPCTBEHHOTO PACTUTEIHLHOTO ChIPhS WJIM HECKOJIBKUX BHJIOB TaKOTO
CBIPBS M peaiu3yeMblil B pacacOBaHHOM BHUJI€ BO BTOPUYHON (IOTPeOUTENbCKOM) YIIaKOBKE;

15) romeonaruyeckuil JeKapCTBEHHBIN Npenapar - J€KapCTBEHHBII IIpenapar, IpoU3BEACHHbBIN WIN
W3rOTOBJICHHBI U3  (papmaneBTHYECKOM cyOcTaHIMM WM  (papMaleBTHUECKUX CyOcTaHIMi B
COOTBETCTBHH C TpeOOBaHMAMH OOIIMX (papMaKoONEHHBIX CTaTeld K TOMEONaTUYECKHM JIEKapCTBEHHBIM
mpernapataM WIM B COOTBETCTBUU C TpeOOBaHMSIMU (papMakolen CTPaHbl HPOM3BOAUTENS TaKOI'o
JIEKApCTBEHHOIO IIperapara;

(. 15 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

16) MexTyHapOJHOE HEMTATEHTOBAHHOE HAMMEHOBAHHUE JICKAPCTBEHHOTO CPEJCTBA - HAUMEHOBaHUE
JCHCTBYIONIETO  BemIecTBa  (papMaleBTHYCCKOM  CyOCTaHIIMHM, pPEKOMEHJOBaHHOe  BcemupHOi
OpraHM3aIfel 31PaBOOXPAHEHUS;

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

17) ToproBoe HaMMEHOBAaHHE JICKAPCTBEHHOTO CPEACTBA - HAWMEHOBAHUE JIEKAPCTBEHHOTO
Cpe/ICTBa, NPUCBOCHHOE €ro pa3padOTYMKOM, JEp)KaTelieM WIM BIAJICIbIEM PETUCTPAIIMOHHOTO
YIIOCTOBEPEHUS JIEKapPCTBEHHOTO TIpenapara;

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

17.1) rpynmupoBOYHOE HAUMEHOBAaHUE JIEKAPCTBEHHOI'O  Ipernapara - HaWMEHOBaHHE
JIEKapCTBEHHOT'0 Ipernapara, He MMEIOIIEro MEXIyHapOJAHOIr0 HENaTEeHTOBAHHOTO HAaUMEHOBAHMs, WIN
KOMOWHAIIMH JICKAPCTBEHHBIX MPENapaToB, HCIOJIb3yeMOE B LENIX OOBEIUHEHUS WX B TPYIIY IOA
€IMHBIM HAaMMEHOBAHUEM UCXOJsl U3 OIMHAKOBOI'O COCTaBa JACHCTBYIOLIMX BEIIECTB;

(m. 17.1 BBenen PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

18) oOmiast hapmakorneitHas cTaThs - JTOKYMEHT, YTBEPXKICHHBIN YIIOJTHOMOYCHHBIM (hefepaibHbIM
OpPraHOM HCIIOJTHUTEILHOW BIIACTH M COJEPIKAIIUH TepedYeHb MOKa3aTele KadecTBa W (MJIM) METOJIOB
KOHTPOJISl KadyecTBa KOHKPETHOW JIEKapCTBEHHOH (OPMBI, JEKApCTBEHHOTO PACTUTEIHHOTO CBIPHS,
BCITOMOTATEIIbHBIX BEMISCTB, ONMHUCAHWS OWOJIOTHMYECKUX, OWOXUMHUYECKHX, MHUKPOOHOIOTHICCKUX,
(U3UKO-XUMHYECKUX, (PU3MUECKUX, XUMHUECKUX U JAPYTrUX METOJOB aHAIN3a JEKApPCTBEHHOTO CPE/ICTBRA,
a Takke TPeOOBAHMS K MCIOJIb3YEMBIM B IEJISIX MMPOBEICHUS JAHHOTO aHAIN3a PEaKTHBaM, TUTPOBAHHBIM
pacTBopam, HHIUKATOpaM;

(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

19) ¢dapmakoneiiHas cTaThsi - JOKYMEHT, YTBEP)KIEHHBIM YIOJIHOMOUYEHHBIM (enepaabHbIM
OpPraHOM UCTIOJTHUTEIIEHOU BJIACTH M COJIEPIKAIIHMI IMepEUYCHb MMOKa3aTelei KauecTBa U METOI0OB KOHTPOJIS
KauecTBa JIEKAPCTBEHHOT'O CpPEICTBA, JEKAPCTBEHHOI'O PACTUTENHHOTO CBIPHS, BCIIOMOTATENIbHBIX
BEIIIECTB;

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

19.1) crangapTHBIE 00pa3Ilbl - BEIIECTBA, TTOCPEICTBOM CPABHEHHS C KOTOPHIMH OCYIIECTBIISCTCS
KOHTPOJIb KayecTBa HCCIEAYyEeMbIX JIEKAPCTBEHHBIX CPEACTB C TOMOIMIBIO (PU3UKO-XUMUYECKUX U
OMOJIOTMYECKNX METOJIOB B IEJISAX MOJATBEPKACHHUS COOTBETCTBUS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
HOPMaTUBHON JOKYMEHTAIIMHU, YCTAHOBJIEHHBIM IPHU OCYIIECTBICHUHN T'OCYJIAPCTBEHHOW PErMCTpalluu, U
KOTOPBIE TPUMEHSIOTCS 11 KaJUOPOBKH CTaHJAPTHBIX OOpa3IOB MPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEICTB, HCIONIb3YyEeMBIX HJIsi KOHTPOJsS KadyecTBa M HHBIX IIeNield MpU OOpalleHHH JIeKapCTBEHHBIX
CPEICTB;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

(m. 19.1 BBenen PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

19.2) dapmakornelHplii CTaHAAPTHBIM 00pa3el] - CTaHAApTHBIA 00pasel, NPOU3BEICHHBIH B
COOTBETCTBHH C (hapMaKONEHHON CTaTheH;
(. 19.2 BBenen denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-D3)

20) HOpMaTHBHas JOKyMEHTalUs - JOKYMEHT, COJAEpXkallluii IepeueHb OINpeAesieMbIX IO
pe3yabTaTaM COOTBETCTBYIOIIMX SKCIEPTU3 IOKa3zaTeslell KauecTBa JIEKAPCTBEHHOIO CpPEACTBA s
MEIULIMHCKOTO IPUMEHEHUSI, METOJI0OB KOHTPOJISI €r0 Ka4eCTBA U YCTaHOBJIEHHBIN €0 POU3BOAUTEIIEM;

21) HOPMATUBHBIN TOKYMEHT - JOKYMEHT, COJIep Kallluii MepeyeHb ONpeeseMbIX MO pe3ybTaTam
COOTBETCTBYIOILIMX JKCHEPTHU3 IOKa3aTelied KauecTBa M (WJIM) METOJOB KOHTpPOJISI KadecTBa
JIEKapCTBEHHOM  (OpMBI, OMHCAHHUSI  OUOJNOTUYECKHX, OHOXHUMHYECKHUX, MHUKPOOHOIOTHYECKHUX,
(U3NKO-XUMHUYECKUX, (PU3UUECKUX, XUMUYECKUX W JIPYTUX METOJOB aHAJM3a JIGKAPCTBEHHBIX CPEICTB
JUIS BETEPUHAPHOTO MPUMEHEHHUS, TPeOOBaHMSI K UCIOJIB3YEMbIM B IEJIAX MPOBEACHUS JAHHOTO aHaln3a
peakTuBaM, TUTPOBAHHBIM PaCTBOPaM, HHAUKATOPAM U YCTAHOBJIEHHbBIN €ro MPOU3BOANUTEIIEM;

21.1) oOumii TEeXHUYECKH MOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTe€pUalIOB, COCTOSIIUN U3
HECKOJIbKMX  pPa3fesioB -  JOKyMEHTAllud  aJIMUHHCTPATUBHOTO  XapakTepa,  XUMHYECKOMH,
¢dapmaiieBTHUECKOl W OMOJIOrMYECKON JOKYMEHTAaluH, (HapMaKoJIOTHYeCKOW, TOKCHKOJIOTHYECKON
JOKYMEHTAIlMW, KJIMHUYECKOW JOKYMEHTAIIMM W TMPEACTABISIEMBbI OJHOBPEMEHHO C 3asBIICHUEM O
rOCy/IapCTBEHHON PETUCTPAallMH JIEKApCTBEHHOTO Mpernapara AJi MeJUIIMHCKOTo IPUMEHEHH B opmare,
YCTaHOBJICHHOM YIIOJTHOMOYEHHBIM (peiepalibHbIM OPraHOM HCIIOJIHUTEIHLHON BIIACTH;

(m. 21.1 BBenen @enepasibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKAPCTBEHHOTO CPEJICTBA - COOTBETCTBHE JICKAPCTBEHHOI'O CPEACTBA TPEOOBAHHSIM
(bapMakoNeHO| cTaThH JIMOO B CIIy4ae €€ OTCYTCTBUSI HOPMATUBHOM JIOKYMEHTAIIUU WM HOPMATHBHOTO
JOKYMEHTAa,;

23) 0e30MmacHOCTh JICKAPCTBCHHOTO CPCACTBA - XapaKTCPUCTUKA JICKAPCTBECHHOI'0 CpCIACTBa,
OCHOBAHHAasd Ha CPAaBHUTCIIbBHOM aHAJIN3EC €ro 3(1)(1)GKTI/IBHOCTI/I H pyUCKa MPpUYUHCHHA BpE€aa 3J0POBbIO,

24) >(p@eKTUBHOCTh JEKApCTBEHHOTO Ipernapara - XapaKTepUCTUKa CTENEeHHM MOJI0KHUTEIbHOTO
BJIUSHUSL JIEKAPCTBEHHOI'O IIpernapara Ha Te4YeHHe, NPOAOHKUTEIbHOCTh 3a00JeBaHUsl WU  €ro
IpeJOTBpalleHne, peaObuIuTaIui, Ha COXpaHEeHUe, TPeJOTBPalleHHE WX IpepbIBaHNe OEPEeMEHHOCTH;

25) cepusi IEKapCTBEHHOTO CPEJICTBA - KOJIUYECTBO JIEKAPCTBEHHOTO CPEICTBA, MPOM3BEICHHOE B
pe3yabTaTe OJJHOTO TEXHOJIOTHYECKOTO IIHKJIA €T0 MTPOU3BOIUTEIIEM;

26) perucTpanMoHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOTO Tperapara - 3aluch B TOCYAapCTBEHHOM
peecTpe  JIEKapCTBEHHBIX  CPEACTB, MOATBEpXKJaromias (akT TOCYZapCTBEHHOM  perucrpaunuu
JIEKapCTBEHHOTI'O MpernapaTta, U (Win) JOKYMEHT, MOATBEPKIAAOINHA (PakT rocyJapCTBEHHOM perucTpaiun
(perucTparim) JeKapcTBEHHOTO Mpernapara;

(. 26 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-D3)

26.1) pgepxartenb WU BIaJeNiel] PeruCTPAllMOHHOIO YAOCTOBEPEHUs JIEKApCTBEHHOTO Ipenapara -
pa3paboTUMK JIEKAPCTBEHHOTO CPEACTBA, MPOU3BOJIUTENIL JIEKAPCTBEHHBIX CPEJACTB WM HWHOE
IOpUANYECKOe JIMIO, 00Jajaroliee MpaBOM BIAJIEHUS PETUCTPAIIMOHHBIM YAOCTOBEPEHHUEM, KOTOpHIE
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

HECYT OTBETCTBEHHOCTh 3a KauecTBO, 3(h(heKTUBHOCTH M O€30MaCHOCTH JIEKAPCTBEHHOTO IpenapaTa;
(. 26.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

27) perucTpaliioHHBII HOMEp - KOJ0BOE 0003HAUYEHHUE, IPUCBOCHHOE JICKAPCTBEHHOMY IpenapaTy
IIPU €T0 TOCYIApPCTBEHHON PEruCTpanyy Ui PErUCTPalny;
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

28) oOpaiieHue JIEKapCTBEHHBIX CPEACTB - pa3paboTKa, JOKIMHUYECKHUE HCCIIEeIOBaHMS,
KIIMHUYECKHE HUCCIIEJOBaHMsI, OJKCIEPTHU3a, TOCYJapCTBEHHAs pErucrpanus WM perucrpanms,
CTaHJapTHU3alMsl U KOHTPOJIb KayecTBa, IMPOM3BOJCTBO, M3TOTOBJICHHE, XpaHEHUE, MEPEBO3Ka, BBO3 B
Poccuiickyro ®enepanuro, BbiB03 U3 Poccuiickoit @enepannu, pekiiama, OTIIYCK, peanu3anus, nepegaya,
MPUMEHEHHE, YHUYTOXKEHHUE JIEKAPCTBEHHBIX CPE/ICTB;

(B pen. @enepanbpix 3akoHoB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

29) cyOwbekTbl OOpalleHHsl JEKapCTBEHHBIX CpPEACTB - (U3WYECKUE JHUIla, B TOM UHUCIE
WHJUBHUIYAJIbHBIC TMPEANPUHUMATENN, W OPUAUYECKHE JIUIA, OCYIIECTBIISIONINE ACSITEIBHOCTD IpHU
oOpallleHUH JIEKApCTBEHHBIX CPEJICTB;

30) pa3paboTUUK JICKAPCTBEHHOTO CPEJICTBA - OpraHMU3aIys, 00Ia/1aomas mpaBaMyd Ha PE3yIbTaThl
JOKITMHMYECKUX  HMCCJICIOBAHMW  JIGKAPCTBEHHOTO  CPEACTBA,  KIMHUYECKHX  HMCCIICIOBaHUMN
JICKApCTBEHHOTO Mpenapara U (Win) Ha TEXHOJIOTHIO IIPOU3BOICTBA JIGKAPCTBEHHOTO CPEJICTBA;

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

31) mpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - ACATEIBHOCTH IO IMPOU3BOJICTBY JIEKAPCTBEHHBIX
CPE/ICTB OpPraHU3aIMsIMH - MTPOU3BOJUTEIISIMHU JICKAPCTBEHHBIX CPEICTB HA OJHOW CTaJMH, HECKOJIBKHX
WM BCEX CTQIUAX TEXHOJIOTHYECKOTO MPOIIeCcca, a TAKKE 10 XPAHCHHUIO M PEaTH3AIK MPOU3BEACHHBIX
JICKaApCTBEHHBIX CPE/ICTB;

31.1) npou3BoACTBEHHAs TUJIOMIAJKA - TEPPUTOPUATIBHO 000COOJICHHBIA KOMIUIEKC MPOU3BOIUTEIS
JIEKApCTBEHHBIX CPEJCTB, MPEIHA3HAUYCHHBIM JJI1 BBIIOJHEHHMS BCEro IMpolecca IMPOU3BOJICTBA
JIEKApCTBEHHBIX CPEJICTB WJIM €r0 OMPEIeIICHHON CTa/INH;

(n. 31.1 BBenen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-D3)

32) mpou3BOJMTENh JICKAPCTBEHHBIX CPEJCTB - OPraHHU3allusi, OCYIISCTBISONIAs MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEICTB B COOTBETCTBUM € TPeOOBaHUAMM HacTos1ero denepanbHOro 3aK0Ha,;

33) dapmarneBTHYECKasA ACATEIHHOCTh - NEATEIBHOCTh, BKIIOUAIONIAs B CEOsl ONTOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMU ~ CPEJCTBAMH, WX XpaHEHHe, TMepeBO3Ky U (WIM) PO3HUYHYIO TOPTOBIIO
JICKApCTBCHHBIMU IIpCriapaTtamMy, B TOM YHUCIC IUCTAHIWMOHHBIM CHOCO6OM, HX OTIIYCK, XpaHCHHUC,
NePEBO3KY, U3TOTOBIIEHHUE JEKAPCTBEHHBIX NPENapaToB;

(B pen. @enepanbHoro 3akoHa ot 03.04.2020 N 105-03)

34) opraHu3anusa OITOBOM TOProBJin  JICKAPCTBCHHBIMU cpeacTrBamMu - opraHusanus,
OCYHICCTBJIAIOIIAA OINTOBYIHO TOPIOBJIIO JICKAPCTBCHHBIMU CPEACTBAMH, HX XPaHCHHC, IICPECBO3KY B
COOTBCTCTBHHU C TpC6OBaHI/IHMI/I HaCTOAIICTO CDCI[CpaJ'IBHOFO 3aKOHa,

35) amTeuHas opraHu3anUs - OpraHu3alys, CTPYKTYpHOE IMOApa3JeleHne MEAUIIMHCKON
OpraHM3alMM, OCYIIECTBIAIOIIME PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMM IIpernapaTamMH, B TOM YHCIIE
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

JIMCTaHIMOHHBIM CIIOCOOOM, XpaHEHHE, TIEPEBO3KY, U3TOTOBJICHUE U OTITYCK JICKAPCTBEHHBIX MPENapaToB
1Sl METUIIMHCKOTO IIPUMEHEHHUS B COOTBETCTBUH € TpeOOBaHUSIMU HacTosiiero depepaipHOro 3aKoHa;
(B pen. @enepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BeTepuHapHas anTeyHas OpraHM3alUsl - OpraHu3alys, CTPYKTYpHOE II0/pa3/ielicHHe
BETEPUHAPHOW OpPTaHU3aIMH, OCYIIECTBISAIONINE PO3HUYHYIO TOPTOBIIO JIGKAPCTBEHHBIMU TperapaTaMu,
B TOM YHCJIE€ JUCTAaHIMOHHBIM CIOCOOOM, XpaHEHHE, W3TOTOBJICHHE MU OTIYCK JIEKAPCTBEHHBIX
npenaparoB [Jjid BCTCPUHAPHOI'O MNPUMCHCHHA B COOTBCTCTBUH C Tpe6OBaHI/I$IMI/I HaACTOAIICTO
denepanbHOTO 3aKOHA;

(B pen. @enepanbHoro 3akoHa ot 03.04.2020 N 105-D3)

37) dbanbcuduumpoBaHHOE JEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEICTBO, COMPOBOXKIAEMOE
JI0XHOM MH(OpMAaIel 0 ero cocTase u (W) IPOU3BOIUTEIIC,

38) HemoOpoKayecTBEHHOE JIEKApPCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIEE TpeOOBaHUSIM (apMaKOINEHHON CTaThu JIMOO B ClIydae €€ OTCYTCTBHSI TPEOOBaHUSIM
HOPMATUBHOM TOKyMEHTAllUW WX HOPMAaTUBHOTO JIOKYMEHTA;

39) koHTpadakTHOE JEKAPCTBEHHOE CPEJCTBO - JICKAPCTBEHHOE CPEACTBO, HAXOIAIIEECs B 000pOTe
C HapyIICHUEM I'PaXKJIaHCKOTO 3aKOHOIATEIIbCTBA;

40)  JOOKIMHUYECKOE  MCCIECIOBAaHHWE  JICKAPCTBEHHOTO  CpPEACTBA -  OHMOJOTUYECKHE,
MUKPOOHOJIOTUYECKHE, MMMYHOJIOTHYECKHE, TOKCHKOJOTHUYECKUe, (hapMakoimorudeckue, (u3ndeckue,
XUMHUYCCKUEC U JPYIrU€ UCCICAOBAHUA JICKAPCTBCHHOI'O CPEACTBA IIYTEM NIPUMCHCHHUA HAYYHBIX MCTOIOB
OLICHOK B IIEJISIX MOJIYYCHHsI JOKA3aTeIbCTB 0€3011acHOCTH, KadecTBa U () (HEKTUBHOCTHU JICKAPCTBECHHOTO
CpeACTBa;

41) KJIMHUYECKOE MCCIIEJOBAaHUE JIEKAPCTBEHHOIO IIpernapara - M3Y4YeHHE JAMarHOCTHYECKHX,
Je4eOHBIX, MPOPUIAKTUIECKUX, (apMaKOJIOTHYECKHX CBOWCTB JIEKAPCTBEHHOTO IpernapaTa B Ipolecce
€ro NPHUMEHEHHUS Yy 4EJIOBEKAa, >KMBOTHOIO, B TOM YHCIIE IPOLIECCOB BCACBIBAHUS, PaCIpENEICHMUS,
HU3MCHCHUA W BBIBCACHHUA, IIYTEM IMPUMCHCHUA HAYUYHBIX MCETOAOB OICHOK B MHOCIAX IMOJYUYCHHUA
JI0Ka3aTeNbCcTB OE30MacHOCTH, KadecTBa M 3((EKTUBHOCTH JICKAPCTBEHHOTO IpemnapaTa, JAaHHBIX O
HCKCIATCIIbHBIX PCAKIUAX OpraHu3dMa UYCJIOBCKaA, XKXHWBOTHOIO Ha MNPHUMCHCHUC JICKAPCTBCHHOI'O
npenapata U 00 3¢¢ekre ero B3aUMOJCHCTBUSA C APYTUMH JIEKapCTBEHHBIMM IpenapaTamu U (W)
MMUINEBBIMU IIPOIYKTaMU, KOpPMaMU;

42) MHOT'OIICHTPOBOC KIIMHUYCCKOC HNCCICAOBAHUC JICKAPCTBCHHOTO IMpeIiapara IJjisi MEAULIUHCKOT'O
MNPUMCHCHUA - KIIMHHUYECKOC HCCIICAOBAHUC JICKAPCTBCHHOI'O0 Ipflapara [mjiId MCAUIHUHCKOTO
MMPUMCHCHUS, ITPOBOANMOC p33pa6OT‘lI/IKOM JICKAPCTBCHHOT'O IIpCIllapaTa B ABYX U Ooiee MCIHUIMHCKUX
opranm3afusax 1Mo €AMHOMY IMPOTOKOIY KIMHUYECKOTO UCCICIOBAHUS JICKAPCTBCHHOTO ITpeIiapara,

43) MCKAYHAPOAHOC MHOT'OLICHTPOBOC KIIMHHUYCCKOC HCCICIOBAHHUC JICKAPCTBCHHOT'O IIPCIlapara
AJd MEAUIUHCKOTO MPUMCHCHHA - KIMHUYCCKOC MCCICIOBAHUE JICKAPCTBCHHOT'O IIpfriapara I
MCIUIHUHCKOI'0 MPUMCHCHUSA, TTPOBOAUMOC paBpa6OT‘-II/IKOM JICKAPCTBCHHOI'O Ipfrapara B Pa3IMYHBIX
CTpaHax Mo €AMHOMY IMPOTOKOJIY KIIMHUYCCKOI'0 UCCIICAOBaHM A JICKAPCTBECHHOT'O ITpEIiapara;

44) MOCTPCTUCTPAIMOHHOC KIMHUYCCKOC HCCICHOBAHUC JICKAPCTBCHHOI'O Ipfliapara JId
MCIUIOHUHCKOI0O TIMPUMCHCHHA - KIMHHUYECKOC HCCICAOBAHUC JICKAPCTBECHHOI'O IIpf€riapara I
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

MEIUIIMHCKOTO TPUMEHEHUS, TPOBOANMOE MPOU3BOIUTENIEM JIEKAPCTBEHHOTO IMpernapara, IpaxJaaHCKHi
000pOT KOTOPOTO OCYIIECTBISIETCS MOCTE TOCYJAapCTBEHHON pErucTpanuy WIM PerucTpalud, B LENIX
JIOTIOJTHUTEIHHOTO cOOpa JAAHHBIX O €ro 0e30macHOCTH U I(PPEKTUBHOCTH, PACHIMPEHUS MOKAa3aHUU K
MPUMEHEHHUIO JITaHHOTO JIEKaPCTBEHHOI'O Iperapara, a TaKKe BbBISBICHUS HEXKeJIaTeNbHBIX pPEaKIIHii
MaIEeHTOB Ha €ro JICHCTBHUE;

(B pen. @enepansroro 3akoHa ot 30.01.2024 N 1-D3)

45) wuccrnenoBaHre OWOIKBHUBAJICHTHOCTH JICKQPCTBEHHOTO TIperapara - BHUA KIMHHYECKOTO
UCCIICIOBaHMSI JICKAPCTBEHHOTO Tpenapara, MPOBEACHUE KOTOPOTO OCYIICCTBISICTCS ISl ONPEISIICHUS
CKOPOCTH BCACBIBAaHHMSI W BBIBEJCHHS OJHOTO WM HECKOJBKUX OO0Iagaronux ¢GapMaKoIOorHIecKon
AKTUBHOCTBHIO JICHCTBYIOIIMX BEHIECTB, KOJWYECTBA JICKAPCTBEHHOTO Iperapara, JIOCTUTAOIIETO
CUCTEMHOTO KPOBOTOKA, M PE3YJIbTaThl KOTOPOTO IMO3BOJISIFOT CAENAaTh BHIBOJ O OMOIKBHUBAICHTHOCTH
BOCIIPOU3BEICHHOTO JICKAPCTBEHHOT'O TMperapara B ONpe/esICHHBIX JICKAPCTBEHHOM (hopMe U JT03UPOBKE,
COOTBETCTBYIOLINX (hOpME U JO3UPOBKE pehepeHTHOr0 JIEKAPCTBEHHOTO MPETapara;

(1. 45 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

46) wuccnenoBaHHE TEPANEBTUUYECKONW SKBUBAJIEHTHOCTU JIEKAPCTBEHHBIX IIpENapaToB - BHUJ
KJIMHUYECKOTO MCCIIEA0BaHMUS JIEKAPCTBEHHBIX MPEMapaToB, MPOBEACHUE KOTOPOTO OCYIIECTBISETCS JUIS
BBISIBIICHUS OJTMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX IPENapaToB OINpPEIEIIEHHON JIEKapCTBEHHOH (hOpMBI, a
TaKke HAJIM4YMs OJMHAKOBBIX IOKazaTeneid O0e30macHOCTH M 3(PQGEKTHBHOCTH JIEKAPCTBEHHBIX
MPerapaToB, OJJUHAKOBBIX KIMHUYECKHX 3(P(PEKTOB MpH UX MPUMEHEHHH;

47) mpOTOKOA KIMHUYECKOTO HCCIIEOBAHMSI JICKAPCTBEHHOTO Mpemnapara - JOKYMEHT, B KOTOPOM
OTIPECIISAIOTCS 1eNH, (DOPMBI OPTaHW3aIlUU U METOJIOJIOTHS MPOBEICHUS KIMHUYECKOTO HCCIICAOBAHUS,
CTaTHUCTUYECKUE METOJbI 00pabOTKU pe3ylnbTaTOB TAaKOI'O HCCIEAOBAHUA M MEphl MO O0ECTICYCHHUIO
Oe3omacHOCTH (DU3MYECKHUX JIAIl, YYACTBYIOIIUX B KIMHUYCCKOM HCCIICIOBAaHUU JICKAPCTBEHHOTO
npernapara;

48) Oporurtopa UCCIeNOBaTeNs - CBOJHOE U3JI0KEHUE PE3YNIBTATOB JOKIMHUYECKOTO UCCIEIOBAHUS
JIEKapCTBEHHOTO CPEICTBA W KIMHUYECKOTO HCCIENOBaHHUS JIGKAPCTBEHHOTO TMpernapara Juis
MCIUIUHCKOI'O IPUMCHCHUA

49) uHpOpPMALIMOHHBIN JTUCTOK MAaIllUeHTa - TJOKYMEHT, B KOTOPOM COJIEpKaTCs B IOCTYIHOM opme
CBEJICHUS, KacCarolluecs IPOBOJMMOIO KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOrO IIpenapara, u B
dopmMe SIEKTPOHHOTO JOKYMEHTA, MOIMMCAHHOIO MAIMEeHTOM (€ro 3aKOHHBIM IPEJICTABUTENEM) C
HCIIOJIb30BAaHUEM YCHJIEHHON KBaIM(UIMPOBAHHOM AJIEKTPOHHOW MOJANUCH WM MPOCTOM 3JIEKTPOHHOU
MOJIMCH TMOCPEJICTBOM NPUMEHEHUs €IMHOW CHCTEMbl HACHTU(GHUKAIMU U ayTEeHTU(QUKAMH, U IO
KEIIaHWI0 MalUeHTa B INHCBMEHHOM QopMe O00pOBOJBHOE CcOrjacue NalMeHTa Ha YydacTue B
KJIMHUYECKOM MCCIIEJOBAHUU JICKApCTBEHHOI'O IIpernapara Iocjie O3HAKOMJIEHHS C OCOOEHHOCTSIMHU
KJIMHUYECKOTO MCCIIEIOBAaHMUs, UMEIOIIMMU 3HAYEHHUE JIUIS BBIPA)KEHUS TAKOTO COTJIACHS;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

50) mobouHOE JEHCTBHE - pEaKlus OpraHW3Ma, BO3HUKINAs B CBS3M C TMPUMEHEHHEM
JIEKapCTBEHHOTO TMpernapara B J03aX, PEKOMEHAYEMBIX B HWHCTPYKIUU [0 €ro MPUMEHEHHIO, IS
MPpOUITAKTHKH, THATHOCTHKH, JICUCHUS 3a00JI€BaHUSI WU TSI peaOuINTAIIH;

50.1) HexenarenbHas peakUus - HeNpeIHAMEepeHHas HeOJIaromnpusTHas peaklus OpraHu3Ma,
KOTOpasi MOKeT ObITh CBsI3aHa C MPUMEHEHHEM JIEKaPCTBEHHOT'O IIperapara;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

(n. 50.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepre3Has HexenaTeiabHas peakiUs - HeKeJaTelbHas peaklusi OpraHu3Ma, CBSI3aHHAs C
IIPUMEHEHUEM JIEKapCTBEHHOI'O IIpernapaTa, NpHUBEAlIas K CMEPTH, BPOXACHHBIM aHOMAJIUAM WIH
MOPOKaM Pa3BUTHs MO0 MpeACTaBIsAONmas cO00M yrpo3y KU3HH, TpeOyrolas TOCHUTAIU3ANU WIH
MpUBE/IIAs K CTOMKOW yTpare TPya0CIOCOOHOCTH U (MJIM) HHBAJIHIHOCTH;

52) HempenBuIICHHAs HEXKeJaTelNbHAs PEAKIMS - HEXelaTelbHas pPeakiys OpraHu3Ma, KOTopas
CBsi3aHA C TPUMEHEHHEM JICKapCTBEHHOTO Ipermapara B J/103aX, PEKOMEHIYEMBIX B IPOTOKOJIE €ro
KIIMHAYECKOTO HCCIICAOBaHMs, OpoIIope UcciaenoBareis, WM C [PUMEHEHHEM JICKapCTBEHHOTO
mpemapaTa B /033X, PEKOMEHIYEeMbIX B HMHCTPYKIIMH IO €ro MPUMEHCHUIO IS TpPOQUIAKTHKH,
JMAarHOCTHKH, JICYCHUS 3a00JICBaHUS WIH MEIUIIMHCKON peaOMINTAIMU TAIIMEHTA, U CYIIHOCTh, TSDKECTh
WIA HCXOJ KOTOPOW HE COOTBETCTBYET MH(OPMALMU O JICKAPCTBEHHOM IIperapare, cojepiKaiieiics B
MPOTOKOJIE €ro KJIMHUYECKOTO WCCICIOBaHMs, OpOIIOpPEe HCCIIENOBaTeNsl WM B HHCTPYKIUH I10
MIPUMECHECHHIO JICKAPCTBCHHOT'O TIPerapara;

(m. 52 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

52.1) ¢dapmakoHam30p - BHJ JAEATEIHHOCTH 10 MOHHTOPUHTY 3(P(GEKTUBHOCTH U 0€30IacHOCTH
JICKapCTBEHHBIX  IpernapaToB, HalpaBIE€HHbIH Ha BbIABIEHUE, OLEHKY M  IpeAoTBpalleHue
HE)KeJIaTEeJIbHBIX MTOCJIEICTBUI IPUMEHEHUS JIEKAPCTBEHHBIX IIPENapaToB;

(m. 52.1 BBenen PenepasibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

52.2) mmaH ynpaBlieHUS PUCKaMHU - TOJAPOOHOE OMHCAaHHWE MEPOIPHUATHH 1o (papMakoHAI30pY,
HAMpPAaBIIEHHBIX Ha BBIABICHUE, OIEHKY U MPENOTBPALEHUE WM MUHHUMH3AIUIO PUCKOB, CBA3aHHBIX C
JICKapCTBCHHBIMU TIpeTiapaTaMu, BKIF0UYas OEHKY 3 PEKTUBHOCTH JTAHHBIX MEPOTIPUSTHH;

(m. 52.2 BBenen PenepalibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

KoncynprantlIntoc: npumedanue.
C 01.03.2025 B 1. 53 ct. 4 BHOCsATcs u3meHeHus (D3 ot 30.12.2021 N 463-D3). Cm. Oyayuryro
PEeAAKIHIO.

53) peuent Ha IeKapCTBEHHBIA MpenaparT - MEIUIUHCKANA JTOKYMEHT YCTaHOBIEHHOW (OpMBI,
conepmamnf& HAa3HA4YCHUC JICKAPCTBCHHOI'O mpfrapara ajiid MCIUIMUHCKOrO HNPUMCHCHUA, BBI)IaHHI)IfI
MEIUIIMHCKUM PAa0OTHUKOM B IEJSIX OTIYCKa JIEKQPCTBEHHOTO TMperapara WM €ro W3TOTOBICHHS H
OTITyCKa Ha OyMa)KHOM HOCHTEJIE HITH C COTJIACHS MallMeHTa WM €T0 3aKOHHOTO MPEJICTABUTENS B opMe
ANEKTPOHHOTO JIOKYMEHTa, MOJMUCAHHOTO C HCIIOJb30BAHUEM YCHIJICHHON KBamu(UIIUPOBAHHOM
ANIEKTPOHHOW TMOJAMKMCH MEIUWLUHCKOIO pabOTHUKA, JUOO JIOKYMEHT YCTaHOBJIEHHOW (OpMBI,
COJiep>Kalllnii Ha3HAUYEeHHE JIEKapCTBEHHOIO Mpemnapara Ui BETEPUHAPHOTO MPUMEHEHWs, BBbIIAHHBIN
CHCIMAIMCTOM B O0JIACTH BETEPHHAPUH B IEJIAX OTITYCKa JICKAPCTBEHHOTO TIperapara HIH €ro
W3TOTOBJICHUS M OTIYCKa Ha OyMa>kHOM HOCHUTEIIE;

(B pen. deaepanbhbix 3aKk0HOB OT 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

Koncynprantlntoc: npumedanue.
C 01.03.2025 . 54 ct. 4 uznaraercst B HOBo# penakiuu (O3 ot 30.12.2021 N 463-D3). Cm. Oyaymryro
PEMAKIIHIO.
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?;iie?:;gbivzl ;%KZO‘; or 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Aata coxpaxenms: 10.02.2025

54) TpeboBaHMEe MEAMIMHCKOW OpraHu3allid, BETEPUHAPHOM OpraHu3amuu - JIOKYMEHT
YCTAHOBJIEHHOM ()OPMBI, KOTOPbI BBIMCAH MEJUIMHCKAM PAOOTHUKOM MJIM CIIEHUAINCTOM B 00JacTH
BEeTEpUHAPUH, MUMEIOIIUMH Ha 3TO NPaBO, M COJACPKHUT B NMUCbMEHHOW (opMe yKazaHUE anTEeYHOMH
OpraHu3aly WM BETEPUHAPHOM anTeyHOH opraHu3anuy o0 OTIyCKe JIEKAPCTBEHHOTO MpernapaTa Hiu o
€ro U3roTOBJIIEHUU U 00 OTIycKe Ajsl oOecrieueHust 1e4e0HOro Mmporecca B MEAUIIUHCKOM opraHu3anuy,
BETEpUHAPHOW OpraHu3aluy;

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

55) KOMIUIEKCHas OIlEHKa JIEKApCTBEHHOrO0 Iperapara - OLEHKa 3aperucTpUpPOBAHHOIO
JIEKapCTBEHHOTO TIperapara, BKIYaromias B ce0st aHamu3 nHGOpMaluu O CpaBHUTEIHHON KIMHHUYECKOU
3¢ (hHeKTUBHOCTH U 0€30MACHOCTH JIEKAPCTBEHHOTO Mpernapara, OEeHKY IKOHOMUYECKUX TOCIEICTBUN €ro
MIPUMEHEHHUSI, W3Y4YEHUE JIOMOJHUTEIbHBIX IOCICACTBUN MNPUMEHEHUsl JIEKapCTBEHHOTO Mpernapara B
LEeIsIX NPUHATHS PELIEHUH O BO3MOXKHOCTH BKJIIOYEHHS JIEKapCTBEHHOTO Ipenapara B IMEepedyeHb
KU3HECHHO HEOOXOJMMBIX M BaXXHEHIINX JIEKAPCTBEHHBIX MPENapaToB, HOPMATUBHBIC MTPABOBbIC aKThl U
WHBIE JOKYMEHTBI, ONPEACTSIONINe MOPAI0K OKa3aHUsI MEIUIIMHCKOM MMOMOIIH, WIH UCKIIOUEHUS ero U3
YKa3aHHBIX [EPEYHSs, aKTOB U JIOKYMEHTOB;

(m. 55 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

56) cucTreMa MOHHMTOPHHIa JBIMOKCHHS JICKAPCTBEHHBIX MPEMapaToB I MEIUIUHCKOTO
npuUMeHeHus - (enepanpHas rocydapcTBEHHass HH(POpPMAIMOHHAs CHCTEMa MOHUTOPUHTA JBUKCHUS
JIEKAPCTBEHHBIX TMpENapaToB JUIsi MEIUIMHCKOTO MPUMEHEHUS OT NPOU3BOAMUTENS /O KOHEYHOTO
MOTPEOUTENsI C HCIOJIB30BAHHEM B OTHOIIEHUHM JIEKAPCTBEHHBIX IMPENapaToB Al MEIUIIMHCKOTO
MIPUMEHECHHUS CPEJICTB UACHTU(DHUKAIIHH.

(m. 56 BBeneH denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-03)

Masa 2. NTONTHOMOYUA ®EQEPANbHbIX OPTAHOB UCNONHUTENBHONU
BNACTU, UCMOJIHUTENbHbIX OPFTAHOB CYEbEKTOB POCCUUCKON
®EOEPALUU NMPU OBPALLEHUU NEKAPCTBEHHbBIX CPEACTB
(B pea. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

Cratba 5. MNMonHomMmouusi cpedepanbHbIX OPraHOB WCNONMHUTENILHOM BRacTu npu
obpalleHnn nekapcTBEHHbIX CPeAcTB

K momromoumnsam Cl)e):[epaJ'ILHLIX OpraHoB HCIIOJIHUTEIHLHOM BJIACTH npu O6paH_leHI/II/I JICKApCTBCHHBIX
CpCACTB OTHOCATCA:

1) mposenenue B Poccuiickoil @enepanuu eAUHON TOCYIapCTBEHHON MOJUTHKM B 00JIACTH
o0ecrnieueHuns JeKapCTBEHHBIMU MpenapaTtaMu rpaxiaan B Poccuiickoit @enepanuy;
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2) yrBepxkaeHue oOmMX (¢dapMakoNmeWHbIX cTaTted, QapMakomeWHbIX CcTaTed, U3JaHHue
roCyJlapCTBEHHOI (papmaxorien, co3anue 1 BeJeHrne peectpa (papMakoneiHbIX CTaHIapTHRIX 00pa3IoB;
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) ocymecTBieHne ¢eaeparbHOr0 TOCYJapCTBEHHOTO KOHTPOIs (Ham3opa) B chepe obOpamieHus
JICKaPCTBCHHBIX CPEJICTB;
(B pen. deaepayibHbIX 3aKOHOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N 170-D3)
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?;iie?:;gbig ;%K;; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Hata coxparenms: 10.02.2025

4) nUIEH3WpPOBAaHUE NPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB, B TOM uucie (eaepanbHblii
rOCY/IapCTBEHHBIN JINIICH3MOHHBIA KOHTPOJIb JAESTEIBHOCTH 10 MPOU3BOJCTBY JICKAPCTBEHHBIX CPE/ICTB,
MEPUOINYECKOE TMOJATBEPKICHNE COOTBETCTBUS JIMIIEH3MATa, MMEIOLIETO JIMLEH3UI0 Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPE/ICTB, U (hapMaleBTHUECKOM NESATEIBHOCTH B COOTBETCTBHM C 3aKOHOJATEIHCTBOM
Poccuiickoit denepanuu;

(B pen. @enepanpHoro 3akoHa ot 11.06.2021 N 170-D3)

5) opraHu3zaius SKCIEPTH3bI JICKAPCTBEHHBIX CPEJCTB, ITHYECKOH SKCIEPTH3bI BO3MOXKHOCTU
MIPOBEJICHUS] KIIMHUYECKOTO UCCIICA0BAHMS JIKAPCTBEHHOTO Tpernapara JUisi MeJUIIMHCKOTO TIPUMEHEHUS,
OKCIEPTH3BI  JOKYMEHTOB, TMPEACTABICHHBIX [UIsl OMPEICIICHUsS BO3MOXXHOCTH PAacCMaTPHUBATh
JICKApCTBEHHBIM Ipenapar s MEIUIIMHCKOTO NMPHUMEHEHHS B KadecTBE OP(PAHHOTO JICKApCTBEHHOTO
npernapara;

(B pen. deaepanbubix 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

5.1) opranuzamusi NpPOBEICHUS KOMIUJIEKCHOW OILIEHKH JIEKQpCTBEHHOTO TMpernapara B LEJsIX
MNPUHATHST PEIIEHUH O BO3MOXKHOCTH BKIIIOUEHHS JICKAPCTBEHHOIO TMpernapara B IEepeyeHb >KU3HEHHO
HEOOXOIMMBIX M BaXXHCHWINWX JICKAPCTBEHHBIX IIPENapaTroB, HOPMATHUBHBIC IPABOBBIC AKThI M HWHBIC
JOKYMEHTBI, OMpEIENAIoINe MOPSIOK OKa3aHUs MEIUIIMHCKOW IMOMOIIM WJIM HCKIIOUEHUS €ro u3s
YKa3aHHBIX MEPEYHSs, aKTOB U JIOKYMEHTOB;

(m. 5.1 BBenen DenepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

6) BbIIaua pa3pelieHni Ha TPOBEICHUE KIMHUYECKUX MCCIIEI0BAHUM JIEKAPCTBEHHBIX MPENnaparos,
BEJICHUE PeecTpa BbIJAHHBIX Pa3pELICHUN Ha MPOBEICHUE KIMHUYECKUX MCCIIENOBAaHUN JIEKAPCTBEHHBIX
IIpenaparos;

7) rocymapcTBEHHAas pErucTpalvs JEKapCTBEHHBIX MIPErnapaToB, BEACHHE TOCYIapCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CPE/CTB;

7.1) peructpauus, MOATBEPKICHUE pPETUCTpaluu (TIepeperucTpalrs), BHECEHHE W3MEHEHUU B
PErUCTPalIMOHHOE J0ChE, a TAKKE MPOBEICHHUE MPOIEYP, CBI3aHHBIX C PETUCTPAINEii, B COOTBETCTBUU C
YTBEPKJICHHbIMU EBpa3uiickoli SKOHOMHUYECKONW KOMMCCHEH MpaBUaMU PErMCTPAlUU U SKCIEPTU3bI
JIEKAPCTBEHHBIX CPEJCTB JUISI MEIUIIMHCKOTO MPUMEHEHHUS M TpaBUJIaMH PEryJupoBaHUs OoOpamieHus
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB HAa TaMOXEHHOW TeppUTOpUU EBpa3smiicKoro 3KOHOMHUYECKOTO
COI03a;

(n. 7.1 BBenen ®enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

7.2) upenctaBieHue  MHGOpPMAlUMKM O  PETUCTpAlUM,  TMOATBEPXKACHUU  PETUCTpaLUU
(mepeperucTpaiyu), BHECEHHH H3MEHEHHH B pPETHMCTpPallMOHHOE J0Che, a TakXke O NpoLeaypax,
CBA3AHHBIX C perucrpanuei, B EBpasuiCKyl0 3KOHOMMYECKYI0 KOMHCCHIO C MCIOJb30BaHUEM
MHTETPUPOBAHHON MHPOPMALMOHHON cucTeMbl EBpa3zuiickoro 5KOHOMHUYECKOTO CO03a B COOTBETCTBUU C
YTBEPKACHHBIMU EBpazuiickoli 3KOHOMUYECKOW KOMHCCHEW MOpsSIKOM (QOPMHUPOBAaHUS M BEICHUS
€AMHOI0 peecTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpasuilcKOro 3KOHOMUYECKOr0 COX03a
U TpaBWIaAMU PETYIMpPOBaHUS OOpallleHusT BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB HA TaMOXKEHHOMU
TeppuTopun EBpasniicKOro 3JKOHOMUYECKOTO COKO3a;

(. 7.2 BBeaen ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

73) YTBCPIKACHUC TMIOpAAKa HPHUOCTAHOBIICHUS ﬂeﬁCTBHH PEruCTpaiuOHHOTO YAOCTOBCPCHUA
JICKApCTBCHHOT'O Mpfliapara HWJIHW OI'paHUYCHHA TMPUMCHCHHA JICKAPCTBCHHOI'O IIpfriapara I
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

MEAWIIMHCKOTO TPUMEHEHUsT B  CIIydasx, HPEeIyCMOTPEHHBIX YTBEPKIECHHBIMH  EBpazuiickoii
HYKOHOMHYECKOW KOMHCCHEH TpaBWIAMU PErHCTPAllMd M SKCHEPTU3bI JICKAPCTBEHHBIX CPEACTB IS
MEIWIIMHCKOTO TMPUMEHEHHUS, W BO300OHOBIICHUS JICUCTBUS PETUCTPAIMOHHOTO  YJOCTOBEPCHHUS
JICKQpCTBEHHOTO Tperapara WM CHATHS OTPaHUYCHHS MPUMEHEHHs JICKApCTBEHHOTO Iperapara s
MEAUIIMHCKOTO TPUMEHCHHS,

(n. 7.3 BBeaen ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

8) opranuzanms U (WJIK) MPOBEIACHUE MHCIEKTHPOBAHHUS CYOBEKTOB OOpAaIleHUs JIEKapCTBEHHBIX
CPEOCTB Ha COOTBETCTBUE YTBEPXKACHHBIM EBpasuiCcKOl HKOHOMUYECKOW KOMHCCHUEH IIpaBUIIAM
Ha/Iexameid 1adopaTopHOM MPAKTHUKH, TpaBUIaM HAJISKaIled KIMHUYECKOW TNPaKTHKH, MpaBHIIaM
Ha/JIexaled JUCcTpUObIOTOPCKONW TMPaKTHKM, MpaBUjaM HaJulexalledl NpakTuku (apmakoHaa3opa, a
TaKXKe YTBEPXKICHHBIM YIMOJHOMOUYEHHBIMH (pellepalbHBIMA OpraHaMH HCIIOJHUTEIFHOW BJIACTH
IIpaBWJIaM HaJJIeXKalled alTeuyHOM NPAaKTUKH, IPABUIIaM XPaHEHUS JIEKAPCTBECHHBIX CPEACTB;

(n. 8 B pen. @enepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

8.1) opranuzanus u (WIiK) IPOBEACHUE UHCIIEKTUPOBAHUS CYOBEKTOB OOpAICHUS JIEKAPCTBEHHBIX
CPEIICTB Ha COOTBETCTBHE TPEOOBAHMSIM MPABHJI HAIJICKAIIEH MPOU3BOJICTBEHHOW MPAKTUKH, BbIJayda
3aKJIIOYEHUH O COOTBETCTBUU TMPOU3BOAMTENS JIGKAPCTBEHHBIX CPEICTB TPEOOBAHUSM IPaBUII
HaJjIeKalel MPOU3BOJICTBEHHON MTPAKTUKH;

(m. 8.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8.2) ycraHOBIeHHE TOpsAKA BEICHHS M BEJCHHE TOCYIApCTBEHHOTO peecTpa 3aKIIOueHH o
COOTBETCTBUM  NPOU3BOAMTENS JICKAPCTBEHHBIX CPEICTB TpeOOBaHMSAM IpaBWJl  HajJexxaluei
IIPOU3BOJCTBEHHO! IIPAKTUKH;

(m. 8.2 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

9) rocymapcTBeHHass pErucTpanusi MPEeAeNbHbIX OTIYCKHBIX II€H TPOMU3BOAMUTENICH Ha
JIEKapCTBEHHBIE TMpenaparhl, BKIIOUEHHBIE B TMEpPEUYeHb KU3HEHHO HEOOXOMUMBIX M Ba)KHEHIIMX
JIEKApCTBEHHBIX TMpPENapaToB, M BEJIEHHUE TOCYIapCTBEHHOTO peecTpa MpeAesIbHBIX OTMYCKHBIX II€H
MIPOU3BOIUTENEH Ha JIEKAPCTBEHHBIE MperapaThl, BKIIOUEHHBIE B MEPEYCHb KU3HEHHO HEOOXOAUMBIX U
BOKHEUIIIMX JICKAPCTBEHHBIX MPENapaToB;

(B pen. @enepanbHoro 3akona ot 06.06.2019 N 134-03)

9.1) cormacoBaHue TPOEKTOB PEIICHUM WCIOJHUTEIBHBIX OPraHoB CyOBbeKTOB Poccuiickoii
Oenepan 00 yCTaHOBJICHMHM M (WJIM) W3MEHEHUU TMpelelbHBIX pPa3MEpOB OMNTOBHIX HAJ0aBOK U
MNpEACIIBHBIX pPasMCPOB PO3HUYHBIX Haz[6a1301< K q)aKTI/I‘IGCKI/IM OTIIYCKHBIM ILICHAM, YCTAaHOBJICHHBIM
MPOU3BOJAUTENSAMUA JIEKAPCTBEHHBIX IIPENApaTOB, HA JICKAPCTBEHHBIE IIPENaparbl, BKIIOYEHHBIE B
MEPCUYCHb ) KU3HCHHO H€06XOHI/IMI>IX 7 BaKHEHIIINX JICKAPCTBCHHBIX NPCIIapaToB;

(m. 9.1 BBenen denepanpHbiM 3akoHOM 0T 13.07.2015 N 241-03; B pen. DenepaqbHOro 3akoHa OT
08.08.2024 N 232-03)

10) BblIaya, YCTAaHOBJIGHHME TOpSJIKAa BbIAYM pa3pelieHus Ha BBO3 KOHKPETHOW MapTuu
JIEKapCTBEHHOTO cpeacTBa B Poccniickyro denepannro;
(m. 10 B pen. deaepanpHoro 3akoHa oT 02.08.2019 N 297-D3)

10.1) Bblgaua, ycTaHOBJIEHUE MOPAIKA BbIIAYM U (POPMBI IOKYMEHTA, KOTOPBIN MOATBEPKAAET, YTO
IIPOU3BOJCTBO JIEKAPCTBEHHOI'O IIpernapara il MEJULUHCKOIO IIPUMEHEHHs OCYILECTBIEHO B
COOTBETCTBMM C TpeOOBaHMSAMHM NPAaBUJI HaJUIeXkKalled MPOU3BOJACTBEHHON NPAKTHUKUM WJIA YTO
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?;iie?:;gbig ;%K;; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Hata coxparenms: 10.02.2025

JIEKapCTBCHHBIN Tpernapar i BETEPHHAPHOTO MPUMEHEHHs JOMyIIeH K oOpamieHuto B Poccuiickoii
Oenepauvv, ¥ MOUISKUT MPEACTABICHUIO IO TPeOOBaHUIO YIOJIHOMOYEHHOIO OpraHa CTpaHbl, B
KOTOPYIO BBO3HUTCS JIEKAPCTBEHHBIN MpEnapar;

(m. 10.1 BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3aKoHa OT
02.08.2019 N 297-®3)

10.2) BBIAa4ya, YCTaHOBJIICHUE TOPSAKA BBIAAYM U (POPMBI TOKYMEHTA, COJCPIKAIIEro CBEACHUS O
CTQAMAX TEXHOJIOTHUYECKOTO IIpoliecca IMPOM3BOJCTBA JIEKAPCTBEHHOIO CPEACTBA Ul MEAUIMHCKOIO
NPUMEHEHHSI, OCYIIECTBISIEMbIX Ha TEPPUTOpUH EBpaznuiickoro 5KOHOMHYECKOTO CO03a;

(m. 10.2 BBenen PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-@3, B pea. PenepanabHOro 3akoHa OT
13.07.2015 N 241-®3)

11) cozmanue cOBETOB MO BOMPOCAM, CBSI3aHHBIM C OOpaIIeHUEM JIEKAPCTBEHHBIX CPE/ICTB;
12) aTTecranus U CepTH(PUKAIHS CIICIIHATUCTOB;
13) yrpatun cuny ¢ 1 centsa6ps 2013 rona. - @enepanbhbiii 3akoH ot 02.07.2013 N 185-D3;

14) ocymecTBienue papMakoHaI30pa;
(n. 14 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yqactue B MEXIyHAPOAHOM COTPYTHUYECTBE;

16) mony4enwue 1mo 3arnpocamM yroIHOMOYCHHOTO (hefiepaTbHOro OpraHa UCTIOTHUTEILHOW BJIIACTH OT
UCTIOJIHUTENIBHBIX OpPraHoB cyObekTOB Poccuiickoit ®emepanuu, a Takke OT CyOBEKTOB OOpalleHUs
JICKApCTBCHHBIX CPCACTB AJId MCAUIMHCKOTO NPUMCHCHUA I/IH(l)OpMaLII/II/I 10 BOIIPpOCaM YCTAHOBJICHUS U
MPUMEHECHHMS ICH Ha JICKAPCTBEHHBIE MPernapaThl 1 HaJ0aBOK K HUM;

(B pen. @enepanpuoro 3akoHa ot 08.08.2024 N 232-D3)

17) MNPUMCECHCHUC MCP OTBCTCTBCHHOCTHU 34 HAPYHICHUC 3aKOHOAATCIBCTBA Poccuiickoit q)ez[epam/m;

18) yTBepkIeHUE MpaBWJl HAJUIeKalled anTeyHOW NMPAKTUKH, MPaBWJI XPAHEHUS JIEKapCTBEHHBIX
CpPEICTB;
(n. 18 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-D3)

19) ycranoBneHue nopsaka GOpMUPOBAHUS PETMCTPALMOHHOTO IOChE Ha JIEKapCTBEHHBIH Mpenapar
JUIS. BETEPUHAPHOTO MPUMEHEHHS U TPEOOBaHUH K JOKYMEHTaM B €0 COCTABE;

(n. 19 BBenen ®epepanbHbIM 3akoHOM 0T 22.12.2014 N 429-®3; B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

20) - 21) yrpatuinu cuiy. - @eaepanbHblit 3akoH ot 30.01.2024 N 1-03;

22) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbHblit 3akoH oT 27.12.2019 N 475-03;

23) yrBepxkaeHHe TpeOOBaHMN K MHCTPYKIMM IO BETEPUHAPHOMY HPUMEHEHMIO JIEKapCTBEHHBIX
Mperaparos;

(n. 23 BBegen ®PepepanbHbIM 3akoHOM 0T 22.12.2014 N 429-@3; B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

24) NpuUHATHE PEUICHUH, SBIISIONIMXCS OCHOBAHUSMHU JUJISi BKJIIOYEHUS JIOMEHHBIX UMEH U (WJIN)
yKazaTelel CTpaHHI] CaiTOB B MH(OPMAIMOHHO-TEIEKOMMYHUKAIMOHHOW ceTu "MHTepHeT", a Takxke
CETEeBBIX aJPECOB B CAMHYIO aBTOMAaTU3UPOBAHHYIO HH(OpMAIMOHHYIO cuctemy "EnunHblii peectp
JOMEHHBIX HMEH, yKa3aTelled CTpaHUll CalTOB B HH(OPMALHMOHHO-TEICKOMMYHHKAIIMOHHON CETH
"Unrepuer" u CETEBBIX aJ[peCoB, MO3BOJISTIOIIHNX UACHTU(DUIIPOBATH CalTEI B
MH(pOPMaITMOHHO-TEIEKOMMYHHUKAITHOHHOM ceTu "UnTepuer", coaepxamue  MHpoOpMaIuio,
pacmnpoctpaneHue kotopoil B Poccuiickoit ®Dexeparnuu 3ampenieHo", B OTHONICHWH WH(OpMAIIUH,
coJiepKallel Mpeasio’)KeHne O PO3HUYHON TOProBiie JIEKApCTBEHHBIMH IMpenaparaMd, B TOM 4YHCIIE
JTUCTAHIIMOHHBIM CIIOCOOOM, PO3HHYHAS TOPrOBJII KOTOPHIMU OrpaHWYCHA WM 3alpelleHa B
COOTBETCTBHUH ¢ HacTosuM DenepanbHbIM 3aKOHOM, U (WJIM) HHPOPMAILIMH, CoAepkKalllel MpeIoKeHHe
O PO3HHYHOW TOProOBIE JEKAPCTBCHHBIMHU IpenaparaMd, B TOM YHCIE IUCTAHIMOHHBIM CIIOCOOOM,
JUIAMH, HE HMMCEIOIIMMHU JIMIEH3UH W pPa3pelleHHs] Ha OCYILECTBICHHE TaKOW NeATeIbHOCTH, €CIH
MOJIyYeHUE JIMIEH3WH W  pPa3pelleHHs] MPEAYyCMOTPEHO 3aKOHOAATEThCTBOM 00  oOparieHuun
JIEKapCTBEHHBIX CPE/ICTB;

(. 24 B pen. denepanpHoro 3akoHa ot 03.04.2020 N 105-D3)

25) BblAaua pa3pelieHruid Ha BBOJ B TPaKIAHCKUNA 000POT UMMYHOOHOJIOTHUYECKUX JIEKAPCTBEHHBIX
Mpenaparos;
(m. 25 BBenen denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-03)

26) peryJMpoBaHHE BOIPOCOB, CBSI3aHHBIX C B3aMMO3aMEHSEMOCTHIO JICKAPCTBCHHBIX IPEIapaToB
TS METUITUHCKOTO TIPUMECHEHUSI.
(. 26 BBenen @enepanbHbiM 3akoHOM OT 19.10.2023 N 503-D3)

Cratba 5.1. [llepemaya ocyuwecTBneHUss mnosiHoMmouun eaepanbHbIX OpPraHoB
MUCMNOJSIHUTENIbHOW BNacTu Npu obpalleHMU NneKapCTBEHHbIX CPeACTB UCMONMHUTENbHbLIM
opraHam cy6bekToB Poccunckon Pepepaumm

(B pea. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

[TonmHoMOuMs (enepaabHBIX OPraHOB HMCIOJIHUTEIBHOW BJIACTH MpPHU OOPAILEHUH JIEKapCTBEHHBIX
CPEICTB, MPEAYyCMOTPEHHbIE HacTosAmMM @DenepanbHbIM  3aKOHOM, MOIYT IepefaBaTbCs s
OCYIIECTBJICHUSI HCIIOJHUTEIBHBIM oOpraHam cyobekToB Poccuiickoii denepaiuu MOCTaHOBICHUSMU
IIpaButensctBa Poccuiickoit denepannn B mopsake, ycraHoBieHHOM dDenepanbHeIM 3akoHOM OT 21
nexabpsa 2021 rona N 414-®3 "OO0 o0muxX NpUHIMIAX OpraHU3aluu MyOJUYHON BJIACTH B CyOBEKTax
Poccuiickoit ®enepanun".

Cratba 6. [lMonHOMOuYMA WMCNOMHUTENbHbLIX OpPraHoB cyo6bekta Poccunckon
deaepaumm npm odpaLleHnn NneKapcTBeHHbIX CPeacTB
(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

K momHOMOUYHMSIM MCHOTHUTENBHBIX OpPraHoB cyObekTa Poccuiickoit denepanuu npu obpamieHun
JICKApPCTBCHHBIX CPCACTB OTHOCATCA:
(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

1) pa3paboTka U peanuzanysi perHOHAIBHBIX MPOTrpaMM OOECIeUeHUs HaceleHUs JIEKapCTBEHHBIMU
npernaparamu;
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

2) yCTaHOBJIEHHUE TPENIEIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M MPECIbHBIX Pa3MEepOB POZHUYHBIX
Ha/10aBOK K (aKTHUECKUM OTIYCKHBIM II€HAM, YCTaHOBJEHHBIM IPOM3BOAUTENISAIMU JIEKAPCTBEHHBIX
IperapaToB, Ha JICKAPCTBEHHBIC IpenapaThl, BKIIOYCHHBIE B IEPEUYCHb >KU3HEHHO HEOOXOAUMBIX U
BAKHEHILNX JICKAPCTBEHHBIX MPENapaToB;

3) oOcCyIIecTBIEHHE PETHOHAIBHOTO TOCYAApCTBEHHOTO KOHTPOJIS 3a MPUMEHEHHEM IIEeH Ha
JICKApCTBEHHBIC TMpENapaThl, BKIIOYCHHBIC B TIEPEYCHb J>KU3HEHHO HEOOXOMUMBIX M BaKHEUIIHX
JIEKapCTBCHHBIX IPENapaToB, OPraHU3AIMUSIMH OINTOBOW TOPTOBIHM JICKAPCTBEHHBIMH CPEICTBAMH,
aNTeYHBIMH OPTaHU3ALUSAMH, WHIWBUAYAILHBIMU TIPEANPHHAMATEISIMH, WMCIOIIUMH JIMIICH3UI0 Ha
(dapMaleBTHYECKYIO JACSITENbHOCTh, MEIUIIMHCKUMH OpTaHU3AlUSIMH, HWMEIONIMMH JIUIECH3UI0 Ha
(bapMaIeBTHYECKYI0 JEeSITEIbHOCTh, U MX O0OCOOJCHHBIMH IOJAPa3ACICHUSIMH, PACIIONIOKECHHBIMU B
CEJIbCKMX HACEIIEHHBIX MYHKTAX, B KOTOPBIX OTCYTCTBYIOT allTeYHbIC OPTaHU3AIINH;

(B pen. @enepanbHbix 3akoHOB OT 25.06.2012 N 93-®3, ot 27.12.2019 N 475-®3, ot 08.08.2024 N
323-03)

4) npuHsATHE pemieHHss 00 HCIOJb30BaHMM Ha TeppuTopuu cyObekTa Poccuiickoit denepanun
HapsIy C pelenTaMy Ha JIGKapCTBEHHBIE TpenapaThl, 0(OPMICHHBIMU Ha OYMa>KHOM HOCHTEJIE, PEIETTOB
Ha JIEKapCTBEHHBIE Npenaparsl, CHOPMUPOBAHHBIX B JOPME IITEKTPOHHBIX JOKYMEHTOB.

(1. 4 BBeneH @enepanbHbIM 3ak0HOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYAAPCTBEHHASA ®APMAKOINEA

Cratba 7. PaspaboTka u usgaHue rocyaapcTtBeHHon dpapmakoneu, pasmelueHuve
AaHHbIX O HEen

1. Tlog rocynapctBeHHOW (apMakorneeil MOHUMAaeTcs CBOJ 00muX (apMaKoNeWHbIX cTaTedl u
(hapMaKOIEeHHBIX CTaTEeH.

2. Pa3paborka oOmux ¢apMakonelHbIXx cTaTell U (apMakoNeWHbIX CcTaTedf, B TOM 4YHCIE
(dapmakoreiHpIX cTared Ha (apMmakomeilHble CTaHAapTHbie oOOpaslbl, W BKJIOYEHHE WX B
rOCYJapCTBEHHYIO ()apMaKOINE OCYIIECTBISAIOTCS B TOPSJKE, YCTAaHOBJICHHOM YINOJHOMOUYEHHBIM
(denepanbHBIM OPraHOM UCIIOJTHUTENBHOM BIIACTH.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. Pa3zpabotka papmakoneitHol cTaTbi Ha pedepeHTHBIN JIEKapCTBEHHBIN IpenapaTr U BKIIOUYEHUE
ee B IOCyJapCTBEHHYIO (apMakolero B TEUEHHE CpOKa JEWCTBUS 3alllUThl WCKIIOYUTEIBHOTO TpaBa,
YIIOCTOBEPEHHOTO MAaTEHTOM Ha pedepeHTHBIN JIEKAPCTBEHHBIH Mperapar, OCYIECTBISIOTCS C COTIachs
€ro pazpaboTyHKa.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4. TocynmapctBeHHas (¢apmakornes U3JaeTCsl YINOJTHOMOUYEHHBIM  (hefepaibHbIM  OpPraHOM
WCTIOJTHATEIIEHOM BJIACTH 3a CYET CPEJICTB (eliepaaIbHOro OI0PKETa M MOJUICKHT TIEPEH3IaHusIM HE PeKe
4eM OJIMH pa3 B MATh JIeT, B MEPUOA MEXKIY KOTOPBHIMU H3JIAIOTCSA MPUIOKEHHS K TOCYAapCTBEHHOM
dapmakoriee, coxaepxamiue oOmme ¢apmakonelnple cTaThu W (Win) (apMakoIlelHbIe CTaThH,
YTBEPkKICHHBIE TTOCIIE W3/IaHUs WK MIepEN3aHus TOCyIapCTBEHHOM (papmakomnen.

5. YnomHomoueHHBIH (enepanbHBI OpraH HWCIOJTHUTEIBHOW BJIACTH pa3MeniaeT JgaHHBIE O
rocy/IapCcTBeHHOH (hapmakoree U MPIIOKEHHUSIX K Hell Ha cBoeM oUIMaNIbHOM caiite B cetu "MHTEepHEeT"

www.consultant.ru Crpanuua 19 us 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=471227&date=10.02.2025&dst=100338&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470335&date=10.02.2025&dst=100021&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=482566&date=10.02.2025&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=482566&date=10.02.2025&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=221184&date=10.02.2025&dst=100017&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=488481&date=10.02.2025&dst=100006&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.02.2025&dst=100086&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.02.2025&dst=100087&field=134

?;iie?:;gbivzl ;%KZO‘; or 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Aata coxpaxenms: 10.02.2025

B YCTAaHOBJICHHOM UM ITOPAIKE.

Mnaea 4. IMLULEH3NPOBAHUE NMPON3BOACTBA NNEKAPCTBEHHbIX CPELOCTB
N ®APMALIEEBTUYECKOWU OEATENBHOCTU, TOCYOAPCTBEHHbLIA KOHTPOJb
(HAA3OP) B C®EPE OBPALLEHUA NEKAPCTBEHHbLIX CPEACTB
(B pen. ®enepanpHoro 3akoHa ot 11.06.2021 N 170-D3)

Ctatba 8. JlMueH3MpoBaHMe NPOU3BOACTBA JIeKAPCTBEHHbIX CpPeAcTB U
dapmaueBTMUYECKON OEeATENBHOCTHU

1. JlneH3upoBaHue MPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB U (papMaleBTUUECKOH AEATeIbHOCTH
OCYILECTBIISIETCA B COOTBETCTBUU C 3aKOHOaTeIbcTBOM Poccuiickoit denepanuu.

2. O6s13aTeabHBIM YCIOBUEM MPEIOCTABICHUS JIMLEH3UN Ha IPOU3BO/ICTBO JIEKAPCTBEHHBIX CPE/ICTB
SIBISIETCSl TIPUJIOKEHHE K 3asBICHHIO COMCKATElNs JIMIEH3UHM TEePEeYHs JIEKapCTBEHHBIX (OpPM M (WIIN)
BUJOB (hapMaleBTHUECKUX CYOCTaHIMH, KOTOpPBIC MPOU3BOAWTENH JIEKAPCTBEHHBIX CPEACTB HaMEpEH
MPOU3BOANTD.

3. B ciaydae He0OXOIMMOCTH PaCIIUPEHHs MPOU3BOACTBA JEKAPCTBEHHBIX CPEJICTB 33 CUET HOBBIX
JIEKapCTBEHHBIX (OPM W BUAOB (PApMaEeBTUYECKUX CYOCTaHLUI TNPOU3BOIUTEND JIEKAPCTBEHHBIX
CPeACTB JOJDKEH I0/AaTh B JIMICH3WPYIOUIMA OpraH 3asBICHHE O BHECCHHHM HW3MEHEHHH B peecTp
JMLIEH3UI Ha TPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB.

(B pen. enepanbhbix 3akoHoB 0T 02.08.2019 N 297-D3, ot 11.06.2021 N 170-D3)

4. JIuueH3us Ha MPOU3BOJACTBO JICKAPCTBEHHBIX CPEACTB ((hapMaleBTUUECKOW CyOCTaHLMU CUpTa
STHJIOBOTO (PTAaHOJIA) BBIACTCS MpPHU YCJIOBUW HAJMYUS Yy OpraHW3alMd Ha IpaBe COOCTBEHHOCTH,
XO3SICTBEHHOI'O BEJICHUSI MJIM ONEPATUBHOTO YIPABICHHUS OCHOBHOTO TEXHOJOTHYECKOT0 000PYAOBaHUS
JUI. TIPOM3BOJICTBA JTUJIOBOTO CIIUPTA, 3apETHCTPUPOBAHHOTO B COOTBETCTBMU €O crTartbed 14.1
@enepanbHoro 3akoHa oT 22 HostOpst 1995 roma N 171-®3 "O rocynapCcTBEHHOM pEryIMPOBAHUU
MIPOM3BOJICTBA M 000pOTa 3TUJIIOBOIO CIHUPTA, AJKOTOJIBHOM M CIHUPTOCOJAEpXKAleH MPOAYKIUU U 00
OrpaHUYEHUH NMOTpeOIeHUs (PAaCIUTHS) aTKOTOJIbHON MPOTyKIHUU".

(uactb 4 BBeneHa denepanbHbiM 3aKk0oHOM 0T 27.12.2019 N 481-03)

Crtatba 8.1. OCOGEHHOCTM NUUEH3UPOBaHMA NPOM3BOACTBA JIeKAPCTBEHHbIX
cpeacTB (hapmaueBTUHECKOM CYOCTaHLMM cnupTa 3TUNOBOro (3TaHona)

(BBenena denepanbHbIM 3aKkOHOM OT 27.12.2019 N 481-D3)

1. JleiicTBue NHIIEH3MM Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CpelacTB ((hapmareBTHUECKON
CyOCTaHIIMM CHUPTa STUJIOBOrO (PTaHOJA) MPUOCTAHABIMBAETCS B YACTH IpaBa Ha IMPOU3BOJICTBO
(dapmalleBTHUECKON CyOCTaHIIMKM CIHPTA ATHIOBOTO (ITAaHOJA) JUIEH3UPYIOIMIUM OPTraHOM B CIIyYasX,
onpenaeneHHbix crarbeil 20 denepanpHoro 3akoHa ot 4 mag 2011 roga N 99-®03 "O nuueH3upoBaHUN
OTJENBbHBIX BHJOB JAEATEIHHOCTU", a TakKe Ha CPOK NPUOCTAHOBJICHHS JEWUCTBUS JHIICH3WH Ha
MIPOM3BOJICTBO ATHJIOBOTO CITHPTA JIJIsl MPOU3BOJICTBA (PapMarieBTUIECKON CYyOCTaHIIMHU CITUPTA ATHIOBOTO
(aTaHoNa), BBIIaHHOM B cOOTBETCTBUH ¢ DenepanbHbiM 3aKk0HOM OT 22 HosiOps 1995 roga N 171-®3 "O
rOCy/IapCTBEHHOM pPETyJIMpPOBaHUHM TMPOM3BOACTBA M 00OpPOTa STHJIOBOTO CHHUPTA, AIKOTOJBHOM H
CIUPTOCOJIEpIKAIIEH TPOAYKIIMH U 00 OTpaHHYEHUH TMOTPEOIeHHs (PACTIUTHS) ATKOTOJIBLHON MPOYKIHH".
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2. JleiicTBHe IMIEH3UM Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CpEeACTB  ((hapMaleBTHUECKOM
CyOCTaHIIMM CIHUpPTa STUJIOBOrO (3TaHONA) B 4YAacTH IpaBa Ha MPOU3BOJICTBO (papMarieBTHUECKON
CyOCTaHIIMM CIHpPTa ATUIOBOTO (dTaHOJA) MPEKPAIASTCS JHIICH3UPYIONIMM OpPraHOM B CIyYasX,
onpenaeneHHbix crarbeil 20 denepanbHoro 3akoHa oT 4 masg 2011 roga N 99-03 "O nuneH3upoBaHUU
OTJIETIbHBIX BHUJOB JIEATENBHOCTU", a TaKKe C JaThl NPEKpallleHHUs WIM aHHYJIUPOBAHUS JCUCTBUS
JUIEH3UU Ha MPOU3BOJCTBO 3TUJIOBOrO CIUPTA ISl MPOM3BOJACTBA (hapMalleBTUUYECKON CyOCTaHIINU
CIUpTa THIOBOTO (3TAHOJA), BBIJAHHOW B COOTBETCTBUU ¢ DenepanbHBIM 3aKOHOM OT 22 HOosOpst 1995
roga N 171-®3 "O rocymapCTBEHHOM pETYJIMPOBAHUM MPOU3BOACTBA MU 000pPOTa ATHIIOBOTO CIIUPTA,
QJIKOTOJILHOM ¥ CIUPTOCOJEPKAIeH MPOAYKIMH W 00 OrpaHHYeHUHM MOTpPeOJIeHUs: (PacIHTHS)
AJIKOTOJIbHOM POAyKIuuU'.

Koncynsrantlntoc: npumeqanue.

Cr. 8.2 na Teppuropusx Jonenkoit Hapomuoit PecmyOmuku, Jlyranckoit Hapomnoit PecmyOmuku,
3anopoxkckoi obsactu, XepcoHckor obOsactu npumensiercs ¢ 01.09.2024 (®3 or 04.08.2023 N
428-D3).

Cratba 8.2. OcobGeHHOCTM NUUEH3UpPOBaHMA hapMmaLeBTUYECKON AeATEeNIbHOCTU B
YacTu OCyLleCTBNEHUA ONTOBOW TOProBsix NieKapCTBEHHbIMU CpeacTBaMu

(BBenena @enepanbHbiM 3ak0HOM OT 04.08.2023 N 428-D3)

1. JlelficTBue nuLEH3UU Ha (apMaleBTHUECKYIO JESTEIbHOCTh B YaCTU OCYLIECTBICHHSI ONTOBOU
TOPTOBIM  JICKAPCTBEHHBIMH  CPEJACTBAMH  JUISI  MEIUIIMHCKOTO  TPUMEHEHHUS  MPEKpaiaercs
JIMILIEH3UPYIOUIMM OPraHoM B Cllyyasix, onpezeneHHbIX cratheil 20 @enepanbHoro 3akoHa ot 4 mas 2011
rora N 99-®3 "O nuIEeH3UpOBAaHUU OTHENbHBIX BHJIOB JAEITEIBHOCTU", a TakXKe IO PEIICHUIO
JIMIIEH3UPYIOLIETO OpraHa, MPUHATOMY B COOTBETCTBUU C HACTOALIEH YacThio. B ciaydae BbIABICHUS MU
OCYILIECTBICHUHN (eAepalbHOIO TOCYIapCTBEHHOrO0 KOHTpois (Ham3opa) B cdepe oOpalieHus
JIEKapCTBEHHBIX CPEICTB HapyIIEHHs OpraHM3aluedl ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CPEACTBAMHU
TpeboBanuil uacteil 1 - 3 crarbu 53 Hacrosuiero denepanbHOro 3aKOHA JAEWCTBHE JIMLEH3UM Ha
(bapMareBTUYECKYIO0 JESITEeIbHOCTh B YacTH OCYIIECTBJICHHS OINTOBOM TOPIOBIM JIEKAPCTBEHHBIMU
CpeACTBaMU Ui MEIUIIMHCKOTO TIPUMEHEHHUS TIPUOCTAHABIIMBACTCS B TEUCHUE JIECSATH PabOYMX JHEH co
JHS BBISBJICHUS YKA3aHHOT'O HapylleHus. JleficTBUe JMIEH3UN Ha (apMalleBTUYECKYIO JeSITeIbHOCTh B
YacTH OCYIIECTBJICHUS ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CPEICTBAMH JJISI  MEIUIITHCKOTO
PUMEHEHHs TPUOCTAHABIMBAETCS Ha CPOK, KOTOPBIN OIpeseNnseTcs JIUIEH3UPYIOIUM OpraHoM (HO He
MEHee YeM Ha OJMH MeCsSI), MO0 HCTCUYECHHH KOTOPOTO JEeHCTBHME MAaHHOW JIMIEH3UW TOJJICKUT
MPEKpAIEHUI0 Ha OCHOBAaHUH PEIICHUS JIMLEH3UPYIOIEro OpraHa, 3a HCKJIIOUEHUEM Cllydasi, YKa3aHHOTO
B YaCTH 2 HACTOSIIEH CTaThU.

2. JleficTBHE JMLIEH3UN HA (hapMaALEBTHUECKYIO IESATEIbHOCTh B YACTH OCYILECTBIIEHUS ONTOBOM
TOProBJIiM JICKAPCTBCHHBIMHU CpPEACTBAMU JIA MCIUIHUHCKOroO IMPUMCHCHUAA, )IefICTBI/Ie KOTOpOﬁ
MIPUOCTAHOBIIEHO B COOTBETCTBUHU C YacThiO | HacToOsIIEH cTaTbH, MOJICKUT BO3OOHOBIEHUIO B CIIydae,
€CJIM B TIEPHO]T MMPUOCTAHOBJICHHSI JICUCTBUSL JAHHOW JIMIICH3WH B paMKax JOCYAeOHOTO 00KajoBaHUS
peleHre KOHTPOJILHOTO (HaI30pHOT0) OpraHa B YacTH BBISIBIIEHHOT'O HapyIlleHUs TpeboBaHuii yactei 1 -
3 crateu 53 HacTosmero deaepanbHOro 3aK0OHa OTMEHEHO. B yKa3aHHOM cilydae AeMCTBUE JTUILIEH3UHU Ha
(bapMarieBTUYECKYIO0 JESTeIbHOCTh B YacTH OCYIIECTBJICHHS OINTOBOM TOPIOBIHM JIEKAPCTBEHHBIMU
CpeICTBaMH JUIsl MEAUIIMHCKOTO MPUMEHEHHS] BO3OOHOBIISIETCS] HE MO3/IHEE OJIHOTO paboyvero JHS CO JIHA
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[ata coxpaHeHus: 10.02.2025

OTMEHBI PEIICHUS] KOHTPOJIBHOTO (HaA30pHOI0) OpraHa.

Cratba 9. [locymapcTBeHHbIn KOHTponb (Hap3op) B cdepe obGpalieHus
neKkapcTBeHHbIX CPeaAcTB

(B pen. ®enepanpHoro 3akoHa ot 11.06.2021 N 170-D3)

1. TocymapcTBeHHBINi KOHTpOJIb (Ham30p) B cdepe oOpamieHus JIEKapCTBEHHBIX CPEICTB
OCYIIIECTBISIETCS TOCPEICTBOM  (heepaibHOTO TOCYAapCTBEHHOTO KOHTPOJis (Haa3opa) B cdepe
oOpaImieHusi JEKapCTBEHHBIX CPEICTB M (elepaIbHOTO TOCYIAPCTBEHHOIO JIUIIEH3MOHHOTO KOHTPOJIS
JEeSTENILHOCTH 110 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBIISIEMBIX (eAepaTbHBIMU OpraHAMH
HCTOJIHUTEJILHOM BJIACTH, yHOJIHOMOUYEeHHBIMU [IpaButenscTBoM Poccuiickoit @enepanuu.

2. Ilpenmerom QenepansbHOTO TOCYIAPCTBEHHOTO KOHTPOJS (Ham3opa) B cdepe oOparieHus
JICKAPCTBEHHBIX CPEJICTB SIBIISIOTCSI:

1) cobmomenne 00s3aTeNIbHBIX TpeOoBaHMA B chepe oOpalieHus JIEKAPCTBEHHBIX CPEJICTB, B TOM
qHcIIe:

a) Tp€60BaHHﬁ K OOKIMHHUYCCKHM HMCCICAOBAaHHUAM JICKAPCTBCHHBIX CPCACTB, KIMHUYCCKHUM
UCCIIEIOBAHMAM JICKAPCTBEHHBIX IMIPENapaToB, M3TOTOBICHUIO, XPAaHEHUIO, TIEPEBO3KE, BBO3Y B
Poccuiickyro ®enpepanuro, OTHOYCKY, pealM3allvu, Iepenade, MNPOJaKke JEKAPCTBEHHBIX CPEJCTB,
MPUMEHEHUIO JIEKAPCTBEHHBIX IPENapaToB, YHUUYTOKEHUIO JIEKAPCTBEHHBIX CPEJACTB, YCTAHOBJICHUIO
MPOU3BOJUTCIIAMU JICKAPCTBCHHBIX IIPCIIApaTOB LCH HAa JICKAPCTBCHHBIC IPCIIapaThbl, BKIIOYCHHLIC B
nepeyeHb )KU3HEHHO HEOOXOUMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaTos;

0) TpeOOBaHWN K COOTBETCTBUIO JICKAPCTBEHHBIX CPEICTB, HAXOMSIIUXCS B OOpaIleHUH,
MOKa3aTessiM KauecTBa, 3((HEeKTUBHOCTH M 0€30MaCHOCTH, YCTAHOBIEHHBIM B COOTBETCTBUU C HACTOSIINM
denepanbHbIM 3aKOHOM;

B) TpeOOBaHMI K COONIOACHHUIO CYOBEKTaMH OOpaIleHHUsS JIEKApCTBEHHBIX CPENICTB, YKa3aHHBIX B
yactu | crarbu 67.1 Hacrosmero denepasbHOrO 3aKOHA, OrPAaHUYEHUN, HAMaraéMbIX ctatbsiMu 67.1 u
67.2 nactosmero denepanbHOro 3aKOHA;

2) co0OuroICHUE JINIIEH3MOHHBIX TPEOOBAHMI K OCYIIIECTBICHHIO (DapMalleBTHUYECKON 1eITeTbHOCTH;

3) cobmoienne TpebOBaHUN K MPEJOCTABICHHIO CYObEKTaMU OOpaIlleHus IEKAPCTBEHHBIX CPE/ICTB
nH(pOpPMAMK O JIEKAPCTBEHHBIX CPEACTBaX W (WJIM) JIGKAPCTBEHHBIX Tperaparax, MpeayCMOTPEHHOM
ctatbsimu 9.1, 52.1, 52.2 u 64 nacrosero deaepaabHOrO 3aK0HA;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-®3)

Koncynbrantlntoc: nmpumevanue.
C 01.03.2026 1. 4 4. 2 ct. 9 yrpaunBaet cuiy (O3 ot 20.10.2022 N 405-D3).

4) coOmoieHne MpeyCMOTPEHHBIX cTaThel 55.1 HacTosmero denepaabHOrO 3aKOHA TPEOOBAHUN K
MIPOBEJICHUIO SKCIIEPUMEHTA MO OCYIIECTBICHUIO PO3HUYHON TOPIOBIM JIEKApCTBEHHBIMH IIperapaTaMmu
JUIE  MEIULUHCKOIO IPUMEHEHMsI, OTIYCKacMbIMU II0 PELENTy Ha JEKapCTBEHHBbINM Ipernapar,
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(pen. ot 26.12.2024)
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

JUCTAaHIIMOHHBIM CIIOCOOOM.
(. 4 BBennen denepanbabiM 3aKk0HOM OT 20.10.2022 N 405-D3)

2.1. B memsax oOecneueHuss TOCYIAapCTBEHHOTO KOHTpoisi (Ham3opa) B cdepe oOpamieHus
JICKapCTBEHHBIX  CPEeICTB  (efepabHblii OpraH HCIHOJIHUTEIBHOW  BJIACTH, OCYIICCTBIISIONIAI
rOCYJapCTBCHHYIO PETUCTPAIMIO JICKAPCTBCHHBIX IPEMapaToB, MPEIOCTaBisIeT (enepaibHOMy OpraHy
UCIIOJIHUTEIbHOW  BJIACTH, OCYIICCTBIAIONIEMY (YHKIMA [0 KOHTPOJIO | Hama30py B cdepe
3IPaBOOXPaHEHHMS, TI0 €ro 3aMpocy B paMKax MEKBEIOMCTBEHHOTO MH()OPMAIIMOHHOTO B3aMMOICHCTBUS
B TOpSIKE, YCTAHOBICHHOM YyKa3aHHBIMH ()elepalbHbIMH OpraHaMH HCIIOJHUTEIbHOW BJIACTH,
CIEYIOLINE CBEJCHUSI O JICKAPCTBEHHBIX CPEJICTBAaX, B TOM YHCJIE B CiIydae, €CIM TaKUe CBEICHHUS
COCTaBJISIFOT KOMMEPYECKYIO TaiHY:

1) cBenenumst 0 hapManeBTUUECKON CyOCTaHIINU:

a) HauMeHoBaHue (papMaleBTUYECKON CyOCTaHIINH, ee CTPYKTypa, O0Ilre CBOICTBA,
0) HAaMMEHOBAaHUE U a/Ipec IPOU3BOAUTEIIS;

B) CBOICTBA U CTPYKTYypa ACHCTBYIOUINX BEIIECTB;

I') XapaKTepUCTHKA IpUMeceil;

1) crienupukanys Ha (apMaleBTUUECKYIO CyOCTaHIINIO U €e 000CHOBAaHUE;

€) aHAIMTHYCCKUE METOJUKH, WCIIOJIB3yeMble TIPH OCYIISCTBICHHH KOHTPOJISI KadecTBa
(bapmaleBTUUECKOI CyOCTaHIINY;

) pe3yJIbTaThl aHAIM30B CepUil papMalleBTUUECKOM CyOCTaHIUY;

3) IepeyYeHb CTAaHAAPTHBIX 00Pa3IOB WM BEIIECTB, UCTIOIB3YEMBIX MPHU OCYIIECTBICHUHU KOHTPOJIS
KadecTBa (papMarieBTUIECKON CyOCTaHIINM;

1) OMUCaHNE XapaKTEPUCTHK U CBOWCTB yITaKOBOYHBIX MATEPUAIOB U YKYIOPOUHBIX CPEJICTB;
K) TaHHBIE O CTAOMJIBHOCTH (DapMaleBTUYECKOM CyOCTaHITUY;

J7) CPOK TOJTHOCTH;

2) cBelleHHsI O JICKapCTBEHHOM IIpenapare Jjisi MEAUIIUHCKOTO MPUMEHEHHUS :

a) ONMCaHKe U COCTaB JIEKAPCTBEHHOT'O MpernapaTa Jisl METUIIUHCKOTO IPUMEHEHUS;

0) omnmcanue dapmareBTUYECKOH pa3paboTku (00OCHOBaHME BBIOOpAa COCTaBa, MEPBUYHOMN
YIIaKOBKH);

B) HaMMEHOBAaHME M aJpec MecTa OCYLIECTBIICHUS MPOM3BOJACTBA JIEKAPCTBEHHOrO Mpenapara Jis
MEIUILUHCKOTO MNpPUMEHEHHsS (B cCllydae Halu4yusl HECKOJbKMX YYaCTHMKOB IIpoliecca MpPOMU3BOACTBA
HEO0OXOMMO yKa3aTh HAMMEHOBAHHE U aJIPeC KaXJI0ro U3 HUX);

www.consultant.ru Crpanuua 23 u3 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=429415&date=10.02.2025&dst=100010&field=134

®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

') MUKPOOHOJIOTUYECKHE XaPAKTEPUCTUKH;
1) OITUCaHKE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MAaTEPUAIOB U YKYIOPOUHBIX CPEJICTB;
€) TpeOOBaHUs K KaUECTBY BCIIOMOIaTEJIbHBIX BELIECTB;

)K) AHAIUTUYCCKUE MCETOAUKH, HMCIOJB3YEMBIC IIPH OCYIICCTBICHHH KOHTPOJIA Kade€CTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

3) CBCACHU 00 HCIIOJIB30BAaHMH BCIIOMOIaTeIbHBIX B€IICCTB YCIIOBCYCCKOIO M KHBOTHOI'O
IMPOUCXOKIACHUSA,

I/I) CBCIACHUA 00 HCITOJIb30BAaHUM HOBBIX BCITOMOTaTeIbHBIX BC€IICCTB,

K) TpeOOBaHMS K KadeCTBY JICKaPCTBEHHOIO TIperapara Uil MEIUIIUHCKOTO NPUMCHCHHS
(ceprudukar, cnenudukanys Ha JEKapCTBEHHBIN IIpernapar U uX 000CHOBaHHE),

JI) AHAIIUTUYCCKUC MCTOAWKH, HCIIOJB3YCMBIC IIPU OCYIICCTBJICHHUHM KOHTPOJA KadC€CTBa
JICKaApCTBCHHOI'O IIplIiapara JJisd MCAUIMHCKOI'O IIPUMCHCHU A,

M) pe3yJIbTaThl aHAJIU30B CEPUH JIEKAPCTBEHHOIO Mpenapara Jjsi MEAULIUHCKOIO IPUMEHEHNUS;
H) XapaKTepuCTHKa IIpuMeceii;

0) NepCUYCHb CTAHAAPTHBIX 06pa311013, HCIIOJIB3YCMbBIX IIPHU OCYIICCTBJIICHHMU KOHTPOJIA KadeCTBa
JICKApCTBCHHOI'O IIplIiaparta JJisd MCIAUIIMHCKOI'O IIPUMCHCHU A

) JaHHBIE O CTAOMIIBHOCTH JIEKAPCTBEHHOTO Mperapara Jjisi MeIUIIMHCKOTO TPHUMEHEHHUS,
3) oT4eTH! O JOKIMHUYECKUX UCCIIET0BAHMSIX;

4) oT4eThl O KIMHUYECKUX HCCIIET0BaHUSAX;

5) mactep-daiin cucremMsl hapMaKkoHaI30pa;

6) T1aH yIpaBJIeHUS PUCKAMH.
(uactsb 2.1 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

3. Ilpu ocymectBieHuu ¢eaepasbHOr0 TOCYAapCTBEHHOTO KOHTPOJs (Ham3opa) B cdepe
oOpallleHusi JIeKApCTBEHHBIX CPEACTB MPOBOAATCS CIEIYIONIME BUIbl KOHTPOJBHBIX (HAI30PHBIX)
MEPONPUATHH:

1) nokymeHTapHas IpoOBEpKa;
2) BBIE3/IHAS IPOBEPKA;
3) BBIOOPOYHBIM KOHTPOJIb KAUECTBa;

4) KOHTpOJIbHAS 3aKYIKa;
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5) MHCTIEKITMOHHBIN BHU3UT;

6) HaOmoacHHE 3a COOMIOJeHHEM O0s3aTeNbHBIX TpeOOBaHM (MOHUTOPUHT O€30MMaCHOCTH)
(papmakonanzop).

4. Opranu3zanus 1 ocyiiecTBieHue ¢peaepatbHOro rocyaapCTBEHHOr0 KOHTpouIs (Haa3opa) B cdepe
oOpalIeHus JIeKapCTBEHHBIX CPeACTB perynupytorcs dexepanbabiM 3akoHoM oT 31 mrons 2020 roma N
248-®3 "O rocymapCcTBEHHOM KOHTpOJe (HAA30pe) W MYHHUIMIAIBLHOM KOHTpoje B Poccuiickoi
Oenepauun".

5. BHemnaHoBBI BBIOOPOUYHBIM KOHTPOJIb KadyecTBa IPOBOJUTCS B TOM 4YHCJIE€ HAa OCHOBAHUHU
IIPOrpaMMBbI IIPOBEPOK.

6. [11aHoBBI BHIOOPOYHBINA KOHTPOJIb KaueCTBA HE MPOBOIUTCS.

7. Tlo pesynbTaram (enepalbHOTO TOCYIApPCTBEHHOTO KOHTPOJS (Ham3opa) B chepe obOpamieHus
JICKApPCTBEHHBIX CPEACTB Hapsy C PELICHHSIMHU, NMPEAyCMOTpeHHbIMH DenepanbHbIM 3aKOHOM OT 31
utosisg 2020 roga N 248-®3 "O rocyaapcTBEHHOM KOHTpPoOJE (HAA30pe) U MYHMIIMIIAILHOM KOHTPOJIC B
Poccuiickoit deneparuu”, GenepaabHbIMH OpraHAMH HCIIOJHUTEIBLHON BJIACTH, YIOJTHOMOUYCHHBIMH Ha
oCyIlIecTBIeHHEe (eaepatbHOr0 TOCYAapCTBEHHOTO KOHTpoyis (Hang3opa) B chepe oOpamieHus
JICKApCTBEHHBIX CPECTB, IPUHUMAKOTCS CIICAYIOIINE PEIICHUS:

(B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

1) (6] HaHBHeﬁmeM rpaxxaaHCKOM 06op0Te CCpUH, NMAPTHU COOTBECTCTBYIOLICTO JICKAPCTBEHHOI'O
CpeacTBa B ClIy4dac MOATBCPKACHUA IO PE3yJibTaTaM IHPOBCACHHBIX HCIIBITAaHUH COOTBETCTBHS KadeCTBa
JICKApCTBCHHOT'O CpCACTBA YCTAHOBJICHHBIM Tpe6OBaHI/I$IM;

2) 00 U3BATHH U3 TPaXJAAHCKOrO0 00OpOTa CEpUM, MAPTUU COOTBETCTBYIOUIETO JIEKAPCTBEHHOI'O
CPEICTBa B CIy4yae BBIABICHHUS IO PE3y/lbTaTaM IPOBENCHHBIX HCIBITAHUNA HECOOTBETCTBUS KadyecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBAHUSIM;

3) o mepeBoje JEKApCTBEHHOI'O CpEACTBAa Ha IMOCEPUHHBIM BBHIOOPOUHBIH KOHTPOJIb KauecTBa
JIEKapCTBEHHBIX CPEJCTB B CIy4yae MOBTOPHOT'O BBHISIBJIEHMS] HECOOTBETCTBUS KaueCTBa JIEKAPCTBEHHOTO
CpeACTBa YCTAaHOBJIEHHBIM TpeOOBaHMUAM M (MPU HEOOXOAWMOCTH) O MpPOBEpKE CyOBeKTa OOpaleHHs
JIEKapCTBEHHBIX CPEJCTB. Pacxo/pl, CBsI3aHHBIE C IMPOBEJECHUEM MOCEPUHHOr0 BHIOOPOYHOIO KOHTPOJIS,
OIJIAYUBAIOTCS. MPOU3BOJUTENIEM JIEKAPCTBEHHOI'O CpeACTBa JMOO JepikKaTeslieM WINM BIIaJelbleM
PETUCTPALIMOHHOTO YI0CTOBEPEHUS JIEKapCTBEHHOTO Mpenapara;

4) 0 CHATUU JIEKAPCTBEHHOTO CpPEJCTBA C IOCEPUMHOTO0 BBIOOPOYHOTO KOHTPOJIS KadecTBa
JIEKQpCTBEHHBIX CPEJICTB HAa OCHOBAHWHU TMOJOXHUTEIBHBIX OKCIEPTHBIX 3aKIIOUYEHHUH, BBIAAHHBIX
benepaabHBIM TOCYIAPCTBEHHBIM OO/DKETHBIM YUPEXKIEHUEM, I10/IBEJOMCTBEHHBIM (eepaaIbHOMY
OpraHy HCIIOJHHUTEIBFHON BJIACTH, OCYIIECTBISIOMIEMY (GYHKIMH IO KOHTPOJIO M Haa30py B cdepe
3/IpaBOOXpaHEHMs, WIK (hefiepalibHOMY OpraHy MCHOJIHUTENBHOM BIACTH, OCYLIECTBISIOMIEMY (YHKIUU
0 KOHTPOITIO U HAaZ30py B chepe oOparieHus IeKapcTBEHHBIX CPEJICTB ISl BETEPUHAPHOTO IPUMEHEHUS,
Ha OCHOBAHMU IMPOTOKOJIA UCHBITAHUNA JIEKAPCTBEHHOI'O CPEJCTBA, MPOBEACHHBIX MO BCEM IOKA3aTeNsIM
YTBEP)KJICHHOH HOPMATHBHOW JOKYMEHTAIlMH (HOPMATHBHOTO JOKYMEHTa) B OTHOIICHHUH TPEX CepHuil
JIEKapCTBEHHOTO CPEJICTBA.

(1. 4 BBenen @enepanbHbM 3akoHOM OT 30.01.2024 N 1-D3)
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8. denepanpHblii rOCYyapCTBEHHBIN JIMLEH3UOHHBIM KOHTPOJIb JEATEIBHOCTH 10 MPOU3BOACTBY
JIEKapCTBEHHBIX CPEICTB OCYLIECTBISAETCS B COOTBETCTBMM C 3aKOHOJATEIbCTBOM Poccuiickoin
denepanuu.

CraTtbsa 9.1. Mporpamma npoBepok
(BBeneHa @PenepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. B mensix opranu3anuu BEIOOPOYHOTO KOHTPOJISE KAYeCTBA JICKAPCTBEHHBIX CPEICTB (hOpMUpyeTCs
IIPOrpaMMa IIpOBEPOK.

2. lns uenedt peanu3alMH MPOTrpaMMbl MPOBEPOK MPOU3BOJAUTEIU JIEKAPCTBEHHBIX CPEICTB U
OpraHM3alii, OCYIIECTBIISIIOINIME BBO3 JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyto ®expepanutio,
MPEAOCTABIAIOT B OTHOLIEHWH JIEKAPCTBEHHBIX CPEACTB [UII MEIUIIMHCKOTO TPUMEHEHUS B
YIIOJTHOMOYEHHBIN (efepanbHblii OpraH HCIOJHUTENBHON BIACTH, OCYIIECTBISIONIMN (YHKIUU IO
KOHTPOJII0O W Haa30py B cdepe 3apaBOOXpaHEHHS, B OTHOIICHWH JIEKAPCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO TMPUMEHEHHUS B YIIOJIHOMOYEHHBIN (QeaepanbHblii OpraH MCIOJMHUTEIBHONW BIACTH,
OCYIIECTBIISIOMUN (YHKIIUM TI0O KOHTPOJIO M HAA30py B chepe oOpaleHus JeKapCTBEHHBIX CPEJCTB s
BETEPUHAPHOTO MPUMEHEHHUS, CBEICHUS O CEpUAX, MapPTHUSIX JIEKAPCTBEHHBIX CPEJACTB, MOCTYMAIOIINX B
rpaxxaaHckuii o6opotr B Poccuiickoit denepanuu, B MOpsaKe, COCTaBE M 00bEME, YCTAHOBJICHHBIX
yKa3aHHbIMH (eZiepalbHbIMU OpraHaMH UCTIOJHUTEIHHOM BIACTU B OTHOIICHUHU JIEKAPCTBEHHBIX CPEICTB
JUIST MEIUIIMHCKOTO TPUMEHEHHWS W B OTHOIICHUHW JIEKAPCTBEHHBIX CPEACTB I BETEPUHAPHOTO
MIPUMEHEHHSI COOTBETCTBEHHO.

3. Ilporpamma mpoBepok ¢opMHpyeTCs Ha KaleHIapHbId rox B cpok g0 30 mexabpst roxa,
MPE/IIIECTBYIONIETO Oy POBEICHUS BHIOOPOYHOTO KOHTPOJIS.

4. B cinyuyae HacTyIuleHMsI COOBITHH, yKa3aHHbIX B MOAnyHKkTax "0" m "B" myHkrTa 2 yactu 6
HacTosIed cTaTbi, (efepalbHbIM OpPraHOM HCIOJHUTENBHOM BIIACTH, OCYIIECTBISIIOIUM (DYHKIMM T10
KOHTPOJIIO M HAA30py B cdepe 3ApaBOOXpaHEHUs, (eAepalbHbIM OPraHOM HCIIOJHUTEIbHON BIACTH,
OCYILIECTBISIONIMM (PYHKIIUHM MO KOHTPOJIIO U HA/A30pYy B chepe oOpalieHus JIeKapCTBEHHBIX CPEACTB JUIs
BETEPUHAPHOTO TPUMEHEHHUs, MNpPU HEOOXOAMMOCTH BHOCITCS COOTBETCTBYIOLIME HW3MEHEHHUS B
IIPOrpaMMy IPOBEPOK.

5. B nporpammy npoBepok MOT'YT BKJIIOUAThCSI MEPOIIPUSITHSI C YIETOM HapyIICHUH, BBISIBICHHBIX B
paMKax KOHTPOJIbHBIX (HaZA30pHBIX) MEPONIPUATUI 32 MPEAbIIYLINI KaJleHIapHbIH rof.

6. [IporpaMma MpoBEPOK COJCPIKHUT:

1) mepeyeHb JIEKAPCTBEHHBIX CPEJICTB, 0TOOP 00Pa3I0B KOTOPBIX OYIET OCYLIECTBIATHCS B paMKax
BBIOOPOYHOI'O KOHTPOJISI, (POPMUPYEMBIM C yUETOM PE3yIbTaTOB IOCYIapCTBEHHOIO KOHTPOJIs (Haa30pa)
B cepe oOpalleHus JIEKapCTBEHHBIX CPEACTB 3a KaJeHIapHBINA IO, MPEIIIECTBYIONINNA rOAy IpOBEICHUS
BBIOOPOYHOT'O KOHTPOJIS;

2) ykazaHue Ha COOBITHE, HACTYIUICHHE KOTOPOIO SBJSIETCS OCHOBAaHMEM JUI OCYIIECTBICHUS
BBIOOPOYHOT'O KOHTPOJIS:

a) MMOJIYy4YCHHC CBGZ[GHI/II‘;I, MNpEACTaBIKICMbBIX B COCTABC U O6’bCMe, YCTAHOBJICHHBIX (I)e)lepaJIBHBIM
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OpPraHOM HCIIOJHUTEIILHON BJIACTH, OCYIICCTBISIOMUM (YHKIIMU TI0O KOHTPOIO U HAI30py B cdepe
3paBOOXpaHeHus, (eaepaabHbIM OpraHOM HMCIOJHUTEIBHON BIIACTH, OCYIIECTBISIOMMUM (YHKIHUHA IO
KOHTPOJIIO U HA/J30py B cepe oOpalieHus JeKapCTBEHHBIX CPEJICTB JJIsi BETEPUHAPHOTO MPUMEHEHHUS, O
CepHsiX, MApTHUAX JIEKAPCTBEHHBIX CPEACTB, IOCTYIMAKIIUX B TpaKJaHCKHil obopor B Poccuiickoi
@denepanun, yKa3aHHBIX B TNyHKTe | HacTosmed dYacTH, OPraHU3alUsIMH, OCYIIECTBIISIIOUIUMU
MIPOM3BOJICTBO JICKAPCTBEHHBIX cpeAcTB B Poccuiickoit denepanuu U BBO3 JICKAPCTBEHHBIX CPEACTB B
Pocculickyro ®@enepanuio, 3a UCKIIOYEHUEM CEpUM MUIIU NTAPTUH JIEKAPCTBEHHBIX IIPENApaToOB, YKa3aHHBIX
B yactu 4 cratbu 52.1 n yactu 6 ctatbu 52.2 Hactosiuero denaepaqbHOrO 3aKOHA;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

0) moJydeHHe MOCTyNaroeld B MOpsAIKe, YCTAHOBICHHOM cTaThell 64 HacTosmero denepaibHOTO
3aKoHa, WH(OpPMAIUK O TOOOYHBIX JEHCTBUSX, HEIKEIATEIHHBIX PEAKIINAX, CEPhE3HBIX HEKEIATEIbHBIX
peaKkuusx, HeMpeABUICHHBIX HEXEIaTeNbHbIX PeaKIUsIX MMPU MPUMEHEHUH JIEKAPCTBEHHBIX MPENaparos,
00 WHIWBHIYyaTbHOW HENMEPEHOCHMOCTH, OTCYTCTBUU 3(PPEKTUBHOCTH JICKAPCTBEHHBIX IMPENaparoB, a
Takke 00 MHBIX (haKTax U 0OCTOSTENBCTBAX, MPEACTABISIONIUX YTPO3Yy KU3HU WIH 3J0POBBIO UeIOBEKa
00 JKUBOTHOTO IPH TPUMEHEHWHW JICKAPCTBEHHBIX IPENapaTOB W BBIIBICHHBIX Ha BCEX JTamax
oOparlieHus JIeKapCTBEHHBIX IpenapaToB B Poccuiickoit deaepanuu u Ipyrux rocy1apcrpax;

B) noiy4yeHue B coorBercTBuu ¢ denepanpHpiM 3axkoHoM oT 31 urons 2020 roma N 248-03 "O
rOCY/IapCTBEHHOM KOHTpOJ€ (Haa30pe) W MYHHLUIAIBHOM KOHTpojie B Poccuiickoit deneparmn”
CBEIEHUI O NMPUYMHEHWH Bpena Win o0 yrpo3e MPUYMHEHHUS Bpela >KU3HH, 30POBBIO TPAKIAH WIIH
’KHBOTHBIX.

Cratba 9.2. [locypnapCTBeHHbIM KOHTponb (Hag3op) 3a  peanusauven
UCNONHUTENbHLIMMU oOpraHamm cyo6bekToB Poccunckon Pepepaumm MNOfIHOMOYUNA B
ccepe obpaLleHUs nekKapCcTBEHHbIX CPeAcTB AN MeAULMHCKOrO NPpMMEHeHUA
(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

(BBeneHa ®enepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. l'ocynapcTBeHHBINH KOHTPOJIb (HAI30p) 3a peaau3anueil HCIOTHUTENbHBIMU OpraHaMu CyOBbEKTOB
Poccuiickoit denepanyn nonHoMounii B cepe oOpalieHus JIeKapCTBEHHBIX CPEACTB JUIsl METUIIMHCKOTO
IIPUMEHEHHUs OCYLIECTBISETCS YIMONHOMOYeHHbIM [IpaBurensctBoM Poccuiickoit denepanuu opranom
VCIIOJIHUTEJILHOM BJIACTH.

(B pen. @enepanvHoro 3akoHa ot 08.08.2024 N 232-D3)

2. IlpenmeToM rocynapCTBEHHOIO KOHTpOJs (Hag3opa) 3a peaidu3aluedl HCHOIHUTENbHBIMU
opranamMu cyobekToB Poccuiickoii ®enepanuu nogHOMOUYMi B cdepe oOpaleHus: JeKapCTBEHHBIX
CPEeACTB Il MEAULIMHCKOTO MTPUMEHEHHUS SIBJIIETCS COOII0ACHNE YITOTHOMOUYEHHBIMH HCIIOTHUTEIbHBIMU
opraHamu cyowsekToB Poccuiickoit @enepanyii METOAMKY YCTAHOBIIEHUS MIPEIEIbHBIX Pa3MEPOB ONTOBBIX
Ha/J0aBOK M TMPENENbHBIX pPa3MEpPOB PO3HUUYHBIX HAA0aBOK K (PAKTUYECKHMM OTIYCKHBIM II€HaM,
YCTAaHOBJICHHBIM IPOU3BOJIUTENSIMU JIEKAPCTBEHHBIX IpENapaTroB, Ha JIEKapCTBEHHbIE IIperaparsl,
BKJIIOYECHHBIE B IIepeUEHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHIIINX JIEKApPCTBEHHBIX MpEnapaToB.

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

3. Ilpm ocymecTBieHMHM TOCYJapCTBEHHOIO  KOHTpois  (Haa3opa) 3a  peanu3anuein
WCIIOJIHUTENIbHBIMU OpraHaMu cyOobekToB Poccuiickoit ®@enepanuu noiHomounii B cepe oOparieHus
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

JIEKaPCTBEHHBIX CPEJICTB JUISI MEIUITUTHCKOTO MPUMEHEHHUSI IIPOBOJISATCS CIICAYIOIINE BUIBI MEPOTIPHSITHIA:
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

1) noKyMeHTapHbIE IPOBEPKH;
2) BbI€3IHBIE IPOBEPKHU.

4. OpraHuzanusi U OCYIIECTBIECHUE TOCYIapCTBEHHOrO0 KOHTpOJiA (HaA30pa) 3a peanusarueit
UCTIOJIHUTEIEHBIMUA OpraHaMu cyObekToB Poccuiickoit denepanuu mosHoMounii B chepe oOpalieHus
JIEKaPCTBEHHBIX CPEJICTB JJIsi MEIUIIMHCKOTO MPUMEHEHHS perynupyrorcs denepalbHbIM 3aKOHOM OT 21
nexadps 2021 roga N 414-®3 "OO6 oOuux NMpUHIMIIAX OpPTaHU3AIMU IMyOJMYHON BJIACTH B CyOBEKTax
Poccuiickoit ®eneparun'.

(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

5. IlonoxkeHne o TrocyJapcTBEHHOM KOHTpoJie (Haa30pe) 3a pealu3alueil HCIOIHUTEIbHBIMU
opraHamu cyoObekToB Poccuiickoit ®enepanuu nonHomMouuii B cdepe oOpalleHus JIeKapCTBEHHBIX
CPEICTB JUI MEAULIMHCKOrO IpUMEHeHMs yrBepxkaaercs lIpasurensctBom Poccuiickoi @enepannn.

(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

CraTtba 9.3. PermoHanbHbIN rocyaapCTBEHHbIN KOHTPOSb (HaA30p) 3a NPUMEeHeHneMm
LeH Ha NeKapCcTBeHHble npenapartbl, BKIIOYEHHbIE B NepevyeHb XXU3HEHHO HeobxoauMbIX
M BaXXHEMLUUX NleKapCTBEeHHbIX NpenapaTtoB

(BBenena @enepanbHbiM 3ak0HOM OT 11.06.2021 N 170-D3)

1. PernoHanbHbIil rocy1apcTBEHHBIH KOHTPOJIb (Haa30p) 3a MPUMEHEHHEM IIeH Ha JIEKapCTBEHHbIE
mpernaparel, BKJIIOYEHHBIE B TIEpEUYEHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX
IPEenapaToB, OCYLIECTBISIETCS HCHOJHUTEIbHBIM oOpraHoM cyOwbekTa Poccuiickoit ®enepauuu,
YIOJTHOMOYEHHBIM BBICIIUM HCIIOJIHUTEIbHBIM OpraHoM cyobekTa Poccuiickoit @enepanyu.

(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

2. IlpenMeTroM pernoHaJIbHOIO TOCYJApPCTBEHHOIO KOHTPOJIA (Haza3opa) 3a MPUMEHEHHWEM LIeH Ha
JIeKapCTBEHHbIE MpEenaparhbl, BKIIOUEHHBIE B TMEPEYEHb JKU3HEHHO HEOOXOMUMBIX M BaXXHEHUIIMX
JIEKapCTBEHHBIX  IpErnapaToB,  SBJISETCS  COONMIOJEHHE  OpraHu3alusMH  ONTOBOH  TOPrOBIIH
JIEKapCTBEHHBIMM CPEACTBAMH, alTEYHBIMH OpPraHU3ALUSAMHU, UHIUBUAYAIBHBIMU MpeIPUHUMATEISIMH,
UMEIOLIUMH  JIMLIEH3UI0 Ha (apMaleBTUUECKYI0 JeATENbHOCTh, MEIULIUHCKUMHU OpraHU3alUsIMH,
MMEIOIIMMHU JIMLEH3UI0 Ha (apMalleBTUYECKYIO JIeATEIbHOCTh, M X 000COOJIEHHBIMU MO/Ipa3AeIeHUsIMH,
PacroJOKEHHbIMU B CEJIbCKMX HACEJIEHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT alT€UHbIE OpraHU3alluy,
IpU pealu3alii JIEKapCTBEHHBIX IPENapaTroB TpeOOBAHUN K NMPUMEHEHUIO 1I€H, YPOBEHb KOTOPBIX HE
JOJDKEH TMPEBBILIATh CYMMY (aKTUYECKOW OTMYCKHOM II€HBI, YCTAHOBJIEHHON TPOM3BOAUTENIEM
JIEKapCTBEHHBIX MIPENApPaTOB, U KOTOPBIE HE MPEBBIIAIOT 3apPErUCTPUPOBAHHBIX MPEACIBHBIX OTIYCKHBIX
LIEH, ¥ pa3MepOB ONTOBBIX HaA0aBOK M (WJIM) pa3MEpOB PO3HUYHBIX HAJ0ABOK, HE MPEBBIIIAIOLINX
COOTBETCTBEHHO Pa3MEpPOB IpeIebHBIX ONTOBBIX HaJ0ABOK M (WJIM) pa3MepoB MPEAebHBIX PO3HUYHBIX
HaJ0aBOK, YCTAHOBIIEHHBIX B CyOBekTe Poccuiickoit deneparumn.

(B pen. denepanbhoro 3akoHa ot 08.08.2024 N 323-03)

3. OpraHu3anusi ¥ OCYIIECTBICHUE PETHOHAIBHOTO TOCYJIapCTBEHHOTO KOHTPOJsS (Ham3opa) 3a
MPUMEHEHHEM IIEH Ha JICKAPCTBEHHBIC MPENapaThl, BKIIOUCHHBIC B IEPEUYCHD KU3HEHHO HEOOXOAUMBIX U
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

BAKHEHINNX JIEKapCTBEHHBIX IIpenapaToB, perynnpyoorcs denepanbpiM 3akoHoM oT 31 urons 2020 roga
N 248-®3 "O rocymapcTBEHHOM KOHTpoJie (Haa30pe) M MYHHUIIMIIAJILHOM KOHTposie B Poccuiickoi
Oenepanun".

4. Tloo)xeHUE O PErMOHAIBHOM TOCYAAPCTBEHHOM KOHTpPOJIE (HAA30pe) 3a MPUMEHEHUEM IICH Ha
JICKapCTBCHHBIE TMpENaparhl, BKIIOYEHHBIC B TMEPEUCHb JKU3HCHHO HEOOXOAWMBIX U BaKHEHUIINX
JICKApCTBEHHBIX TPENapaToB, YTBEP)KIACTCS BBICIIMM HCIIOJHUTEIBHBIM OPraHOM cyObekTa Poccuiickoit
denepanuu.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

Cratba 9.4. ®PepepanbHbll roCcyAapCTBEHHbIA  JIMLUEH3UOHHbLIM  KOHTPOJb
AeATenbHOCTN NO NPOU3BOACTBY JIeKAPCTBEHHbIX CPpeacTB

(BBeneHa ®enepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. ®enepayibHbIl rOCYAApCTBEHHBIM JIUIIEH3UOHHBIN KOHTPOJb JEATEIbHOCTU IO IPOU3BOJCTBY
JICKapCTBEHHBIX CPEJICTB OCYIIECTBIsETCS (peaepanbHbIMM OpraHaMHM HCIIOJHUTEIbHOM — BIJIACTH,
ynosiHoMo4eHHbIMU [IpaButensctBoM Poccniickoit denepanun.

2. @enepanbHblii rOCYAapCTBEHHBIM JIMLEH3UOHHBIM KOHTPOJb JESATEIbHOCTH IO IMPOU3BOJCTBY
JIEKapCTBEHHBIX CPEACTB OCYILECTBISIETCS B COOTBETCTBUU ¢ DenepanbHbIM 3akoHOM oT 4 mast 2011 roga
N 99-®3 "O nuieH3upoBaHUHU OTIACIBHBIX BUIOB JesATeaIbHOCTH" U DenepanbHbIM 3aKOHOM OT 31 HMroms
2020 roma N 248-®3 "O rocymapCcTBEHHOM KOHTpoJie€ (Haa30pe) M MYHHUIUIAIBHOM KOHTPOJIE B
Poccuiickoit ®enepanuu". B pamkax ¢eaepasbHOr0 rocyiapcTBEHHOIO JIMIIEH3MOHHOIO KOHTPOJIS
JESTEIbHOCTH 110 IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB IUIAHOBBIE KOHTPOJIbHBIE (HAJ30pHBIC)
MEpONPUATHS HE MPOBOIATCS, MPU ITOM IMPOBOAUTCS MEPUOIUYECKOE MOJITBEPHKIECHUE COOTBETCTBUS
JUIEH3UATOB JIMIIEH3UOHHBIM TpeOOBaHUSAM B cOOTBeTCTBUM ¢ PDenepanbHbiM 3akoHOM OT 4 masg 2011
roga N 99-03 "O nuueH3upoBaHUM OTAEIbHBIX BUIOB ACSITEIBHOCTH' .

nasa 5. PASPABOTKA, AOKITMHUYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KIIMHUWYECKUE UCCJIEAOBAHUA
NEKAPCTBEHHbIX NMPEMNAPATOB AJ14 BETEPUHAPHOIO NPUMEHEHUA

CraTtba 10. Pa3paboTka nekapCTBeHHbIX CpeacTB

1. Pa3paboTka JEeKapCTBEHHBIX CpEACTB BKIIOYAET B ce0s MOMCK HOBBIX (hapMaKoJIOTHYECKU
aKTUBHBIX BEIIECTB, [OCJIEIYyIOIlee H3YyYEHHE MX JIEKapCTBEHHBIX CBOMCTB, JIOKJIMHHYECKHE
UCCIIeIOBaHMs, Pa3pabOTKy TEXHOJIOTMH MPOU3BOJCTBA (hapMalleBTHUECKUX CYOCTaHIMH, pa3paboTKy
COCTaBOB M TEXHOJIOTUI MPOU3BOCTBA JIEKAPCTBEHHBIX MTPENapaToB.

2. ®uHaHCOBOE o0ecTeueHne pa3paboTKH JIEKAPCTBEHHBIX CPENICTB OCYIIECTBISETCS 3a CUeT:
1) cpenctB deneparbHOTO OFOKETA;
2) cpencTB pa3pabOTUYNKOB JIEKAPCTBEHHBIX CPECTB;

3) CpEICTB MPOU3BOAUTENEH JIEKapCTBEHHBIX CpEICTB npu BBITTOJTHEHUH
HAyYHO-HCCIIEIOBATEIbCKUX PabOT MO JOTOBOPY MEXIY pa3padOTYMKOM JIEKApPCTBEHHBIX CPEICTB H
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

MIPOU3BOUTENIEM JIEKAPCTBEHHBIX CPEJICTB;
4) MHBIX HE 3alPEIICHHBIX 3aKOHOIATEIHCTBOM Poccuiickoit denepaliiu HCTOYHHKOB.

3. IIpaBa pa3zpaboTurka JIEKapCTBEHHOT'O CPEJICTBA OXPAHSIFOTCS TPAKIAHCKUM 3aKOHOIATEIHCTBOM.

Cratba 11. [JOKNUHMYECKOe wuccrefoBaHUE JleKapCTBEHHOro cpeacTtea Ans
MeAULUHCKOro NpUMeHeHus1

1. I[OKJ'II/IHI/ILIeCKOG HCCICAOBAHUC JICKAPCTBCHHOI'0 CpE€aACTBa 1 MCAWIUHCKOI'O IIPUMCHCHHA
MMpOBOAUTCA MYTEM IHNPUMCHCHHA HAYUYHBIX MCTOJOB OHLCHOK B INCIAX IIOJIYYCHHA JOKa3aTCIILCTB
6C3OHaCHOCTI/I, Ka4dycCTBa U B(b(l)eKTI/IBHOCTI/I JICKaApCTBCHHOTI'O CPCACTBA.

2. JIoKIMHUYECKOE WCCIEeIOBaHHE JIEKAPCTBEHHOT'O CPENCTBA Ui METUIIMHCKOTO MPUMEHEHHS
MPOBOAMTCS B COOTBETCTBUU C MpaBUJIAMH HaJyIekKalleld 1a00paTOpHOM MPaKTUKH, YTBEPIKIECHHBIMH
EBpa3uiickoii 3KOHOMHUYECKON KOMHUCCUEH.

(B pen. Deaepanbubix 3aKkoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

3. Jlns opraHu3anyy U NpoBeIEeHUs JOKIMHUYECKOTO UCCIIEJOBaHMS JIEKAPCTBEHHOTO CPEJCTBA AJIs
MEIHUIIMHCKOTO MpPUMEHEHUs! pa3pabOTUMKH JIEKAPCTBEHHBIX CPEJICTB BIpPABE IMPUBICKATh HAy4YHBIE
opraHu3aiuu, o0pa3oBaTeIbHBIC OPTaHU3AIMN BBICIIIETO 00pa30BaHUs U WHBIE OpraHU3AIMH, UMEIOIIUE
HEOOXOIMMYI0  MaTepUaTbHO-TEXHUUYECKYI0 0a3y U  KBaIU(UIMPOBAHHBIX  CIEHUAINCTOB B
COOTBETCTBYIOLIEH 001aCTU UCCIIEOBaHMUSL.

(uactsb 3 B pen. denepanproro 3akoHa ot 30.01.2024 N 1-D3)

4, ,Z[OKJIHHH‘I@CKOC HCCICAOBAHUC JICKAPCTBCHHOI'0O CpEACTBA IJId MCOAWMIUHCKOI'O IIPUMCHCHHA
NpOBOAUTCA IIO YTBCPKIACHHOMY pa3pa6OTLII/IKOM JICKAPCTBCHHOT'O CPEACTBa IIJIaHy C BCIACHUCM
IMPOTOKOJIa 3TOT0 MCCICHOBAHUA M COCTABJICHHEM OTUYCTA, B KOTOPOM COACPIKATCA PE3YJIbTaTbl 3TOIO
HUCCICOOBAHUA MW 3aKIHOYCHHUC 0 BO3MOJXHOCTU  HPOBCACHUSA  KIIMHUYCCKOTI'O HUCCICI0BaHUA
JICKApCTBCHHOTO Iperapara JJIs1 MCAUIUHCKOTO IPUMCHCHHUA.

5. [IpoBenenue mpoBepoK COOMIOACHUSI MPABUI HaAJNEXKAIEH Ta00paTOPHOM MPAKTUKHU U TIPABOBBIX
HOPM HCIIOJIb30BaHUSI KUBOTHBIX MPH TPOBEICHUU TOKIMHUYECKUX HCCIIEIOBAHUM JIEKAPCTBEHHBIX
CPEICTB sl MEIUIIMHCKOTO MPUMEHEHHUS OCYIIECTBISETCS YIMOIHOMOYEHHBIM (peepalbHbIM OpPraHOM
HWCIIOTHUTETbHOM BIACTH.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6. Pe3ynpTaThl MOKIMHUYECKOTO HCCIIENOBAHMS JIEKAPCTBEHHOTO CPEACTBA I MEIUIIMHCKOTO
MPUMEHEHHUST MOTYT OBITh TMPEACTaBICHBl B YIOJTHOMOYEHHBIN (enepalbHblil OopraH MCHOTHUTENHHOM
BJIACTH B YCTAHOBJICHHOM TOPSAKE B LIESAX PETUCTPAINH JICKAPCTBEHHOTO Tpernapara.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

Cratba 12. [JoknuMHM4YecCKOe uUccrefoBaHMe JeKapCTBEHHOro cpeacrtBa W
KNMMHMYECKOe uccrieAoBaHWe JieKapCTBEHHOro npenapata Ans  BeTepuHapHOro
npUMeHeHuA

1. I[OK.HI/IHI/I‘-ICCKOG HUCCIICAOBAHUEC JICKAPCTBCHHOI'O CpCACTBA JIsI BCTCPUHAPHOI'O IMPUMCHCHUA
IMPOBOAWUTCA MYTEM IMNPHUMCHCHHA HAYUYHBIX MCTOJOB OIICHOK B MNCIIX IOJIYYCHHUS O0Ka3aTCIbCTB
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

6G3OHaCHOCTI/I, KadeCTBa U 3(1)(1)6KTI/IBHOCTI/I JICKAPCTBCHHOT'O CPEACTBA, B TOM YHCJIC OIMPCACICHUA CPOKa
€ro BbIBCACHHUA U3 OpPraHu3Ma >XMBOTHOI'O, B LCIIAX obecneyeHnss 6€30aCHOCTH IpOAYKIHH KUBOTHOI'O
MPOUCXOKACHUA MOCJIC NPUMCHCHUA COOTBCTCTBYIOLICTO JICKAPCTBCHHOI'O IIpCIiapara.

2. JIOKJIIMHUYECKOE HCCIEJOBAaHUE JIEKAPCTBEHHOIO CPEICTBA M KIMHUYECKOE HCCIEIOBaHUE
JICKApCTBEHHOTO TpenapaTta JUisi BETEPHHAPHOTO NPHUMEHEHMS, HCCIIEAOBAaHHE OHMOIKBHBAJICHTHOCTH
YKa3aHHOTI'O JIEKapCTBEHHOT'O Ipenapara MPOBOLATCS B COOTBETCTBUMU C IPAaBUIIAMH, YTBEPKICHHBIMU
YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM MCTIOTHUTEIBHOM BIACTH.

3. JIOKJIIMHUYECKOE HCCICNOBAHUE JIEKAPCTBEHHOIO CpPEACTBA M KJIMHMYECKOE MCCIEI0BAHNE
JIEKAPCTBEHHOI'0 Ipernapara Uil BETEPUHAPHOIO IPUMEHEHMS IIPOBOLATCA 110 YTBEPKIACHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CPEACTBA IUIAHY C BEIEHUEM IPOTOKOJIOB 3THX MCCIEJOBAHUN U
COCTABJICHMEM OTYETOB, B KOTOPBIX COAEPIKATCS PE3YyIbTaThl 3TUX UCCIICIOBAHUMN.

4. Jlng opraHu3anuy U NPOBENCHUS JTOKIMHUYECKOIO HCCIENOBAaHUS JIEKAPCTBEHHOI'O CPENCTBA U
KJIIMHUYECKOT0 UCCIIEI0OBAaHUS JIEKAPCTBEHHOTO Npenapara Jijisl BETEpUHAPHOI0 IPUMEHEHUSI pa3paboTUUK
JIEKapCTBEHHOT'O  CPEJACTBA  MOXET  INpUBJIEKaTb  OpraHu3aluM, HMEIoUMe  HEOOXOJUMYIO
MaTepUaIbHO-TEXHUUYECKYIO 0a3y M KBAIM(PHUIMPOBAHHBIX CHEIMAIMCTOB B COOTBETCTBYIOUIEH o0iacTu
UCCIIEIOBaHUS.

5. KiuHuyeckne HUCClenoBaHMs JIEKAPCTBEHHBIX IIPENApaTroB I BETEPUHAPHOTO NPHUMEHEHMS
IPOBOJIATCSI B BETEPUHAPHBIX OpraHU3alMiAX M B OpraHU3alMsX, OCYIIECTBISIOIIUX pa3BeJCHHUE,
BBIPALIMBAHUE U CO/IEPKAHHUE KUBOTHBIX, B LIEIISIX:

1) YCTAHOBJICHUS ICPCHOCHUMOCTH JICKAPCTBCHHBIX IIPCIIAPAaTOB 3JOPOBBIMHU KUBOTHBIMHU,

2) monbopa ONTHUMAIBHBIX TO3MPOBOK JIEKAPCTBEHHBIX NpENapaToB W Kypca JICUEHHUS Ha
KOHKPETHOM IpyIIe )KUBOTHBIX C ONpPE/IETICHHBIM 3a00JI€BaHNEM;

3) ycraHoBieHHs 0e3011acHOCTH U 3P (EKTUBHOCTH JIEKAPCTBEHHOTO Npenapara, peJHa3HaueHHOT 0
JUIs JIEYEHUS ONpeIeTIeHHbIX 3a00JIeBaHUM KUBOTHBIX, MM 3((EKTUBHOCTH JIEKAPCTBEHHOI'O Mperapara
JUTst TPpO(UITAKTHKY 3a00JI€BaHUM 3I0POBBIX )KHBOTHBIX;

4) u3y4deHHs] BO3MOXHOCTEH pacHIMpeHUs TOKa3aHUM K MPUMEHEHUIO 3aperucTPUpPOBAHHOTO
JIEKapCTBEHHOTO MperapaTa 1 BhISIBJICHUS paHee HEM3BECTHBIX TOOOYHBIX ICUCTBHUH.

6. Knuanuaeckoe HCCICAOBAHUC JICKAPCTBCHHOI'O IIpCliapara [JIsI BCTCPHUHAPHOI'O HNPUMCHCHUA
OCYIICCTBIIACTCA 3a CHET CPEACTB pa3pa60TqHKa JICKApCTBECHHOT'O CPEACTBA.

7. Ordersl O pe3yapTaTax IOKIMHMYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOIO CpEACTBA U
KJIIMHUYECKOTO  MCCIIEIOBAHMS  JIEKAPCTBEHHOI'O Ipernapara Julsli BETEPUHAPHOIO  INPUMEHEHHS
COCTABIISIIOTCS  Pa3pabOTUYMKOM JIEKAPCTBEHHOTO CPEJACTBA C YYETOM 3aKIIOUeHHH OpraHu3anui,
IIPUHUMABIIINX y4acTHE B OPraHN3alui U MPOBEICHNUN 3TUX MCCIIEJOBAaHUM.

8. KOHTpOJ'IB 3a TMPOBCACHUCM HTOKIIMHHUYCCKUX I/ICCJ'IC,HOBaHI/Iﬁ JICKApCTBCHHBIX CPCACTB U
KIIMHUYCCKUX I/ICCJ'IG)IOBaHI/II\/'I JICKAPCTBCHHBIX  IIp€rapaTroB A  BCTCPUHAPHOIO  IMPUMCHCHUA
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM (bCI[CpaJ'ILHLIM OpraHom HCIIOJIHUTENLHOM BIACTH.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

Masa 6. OCYLWECTBNEHUE rOCYOAPCTBEHHOW PETUCTPALIMM,
PEFMCTPALUWUUN NEKAPCTBEHHbIX NMPEMNAPATOB
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

Koncynprantllintoc: npumedanue.

[lo 3asBnenusvM, nomanHbiM g0 01.01.2021, nexkapcTBeHHblE mpenaparbl A MEAUIMHCKOIO
MIPUMEHEHHUS PETUCTPUPYIOTCS B COOTBETCTBUU C TpeOoBaHUsAMH, AciicTBoBaBmuMU 10 30.01.2024. O
IIpUBEAECHNUN B cooTBeTCTBUE ¢ akTaMu EADC Takux M paHee 3aperMCTPUPOBAHHBIX MPENApaTOB CM.
@3 ot 30.01.2024 N 1-D3.

Cratba 13. [locypapcTBeHHas perucrTpauumsi, perucTpaumsi JneKapCcTBEHHbIX
npenapaToB
(B pen. @enepanpuoro 3axoHa ot 30.01.2024 N 1-D3)

(B pen. depepanpHoro 3akoHa oT 22.12.2014 N 429-03)

1. B Poccuiickoii ®enepanuu [I0MyCKarOTCS IMPOU3BOACTBO, XpPAaHEHHUE, IMEPEBO3Ka, BBO3 B
Poccuiickyro @enepanuto, BbiBo3 u3 Poccuiickoit @eneparuu, pekiiama, OTIIYCK, peanu3alus, nepeaaya,
NPUMEHEHHE JICKApPCTBEHHBIX MpPENapaToB, €CIM OHM  3apETUCTPUPOBAHBI  YIMOJIHOMOYEHHBIM
benepanbHBIM OPraHOM HCTIOJHUTENBHOM BIACTH B COOTBETCTBUM C HAcTOAIUM DeepanbHbIM 3aKOHOM
1100 B COOTBETCTBUU C aKTaMH, COCTaBISIFOIMME 1paBo Coro3a.

(B pen. deaepanbubix 3akoHOB OT 13.07.2015 N 241-D3, ot 30.01.2024 N 1-D3)

2. 'ocynapcTBEHHOM perucTpanuy Mojyiexar:

1) Bce JexapCTBEHHbIE IMpenaparhbl, BIEPBbIC MOJICKAIINEe BBOAY B oOpamieHue B Poccuiickoit
denepanuu;

2) nexkapCTBEHHble Ipemnaparbl, 3aperMCTPUpPOBAHHBIE paHEe, HO MPOU3BEJACHHbIE B APYIHX
JIEKapCTBEHHBIX (POpMax B COOTBETCTBUU C MEPEYHEM HAUMEHOBAHUMU JIEKAPCTBEHHBIX ()OPM, B HOBOU
JI03UPOBKE IPU JO0Ka3aTEIbCTBE €€ KIMHUYECKON 3HAUUMOCTH U 3P PEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMU 3apPETUCTPUPOBAHHBIX paHEE JIEKAPCTBEHHBIX MPENapaToB.

3. I'ocynapcTBeHHasi perucTpanus JIEKApCTBEHHBIX MPENapaTOB OCYIIECTBISIETCS MO Pe3yJbTaTaM
IKCIEPTU3HI JIEKAPCTBEHHBIX CPEJICTB.
(uactsb 3 B pen. denepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4. TocynapcTBeHHasi perucTpalus JeKapCTBEHHOTO IperapaTa OCyIECTBISIETCSI COOTBETCTBYIOLIUM
YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OpPraHOM HCIIOJIHUTENIBHONW BJIACTH B CPOK, HE MPEBBILIAIOIUN CcTa
HIecCTUECATH pabouyux JHEW Cco JHS TPUHATHS 3asBIEHUS O TOCYJApCTBEHHON perucrpaiuu
JIEKApCTBEHHOI0 Ipernapara sk MEAUIIMHCKOIO IPUMEHEHNUs, U B CPOK, HE IIPEBBIIIAIONINHT CTa ABaALATH
pabounx JHEH CcO [AHS TNPUHATUS 3asBICHUS O TOCYJAapCTBEHHOW pEerucTpanuu JEeKapCTBEHHOTO
npernapara Juis BETepUHAPHOTO MPUMEHEHUs. B yka3aHHBINM CpOK BKIIOYAeTCsl BpeMsi, HE0OX0AUMOe /ISt
ITOBTOPHOT'O TPOBEJAEHUS HKCIIEPTU3bl JIEKAPCTBEHHOTI'O CPEICTBA B COOTBETCTBMM CO CTaTtbed 25
Hactosawero denepanbHoro 3akoHa. CpoK rocylapCTBEHHON pPErvMCcTpanuy JEKapCTBEHHOIO Ipernapara
UCYMCISETCS CO JHS MPHUHITHS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (heepaqbHbIM OpPraHoM
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

WCIIOJTHUTENIbHOM  BJIACTU ~ COOTBETCTBYIOLIEIO  3asBJIICHUS O TOCYJApCTBEHHOM  perucrpanuu
JIEKapCTBEHHOI'O Tperapara C MPWIOKEHUEM HEOOXOJUMBIX JOKYMEHTOB 10 JIeHb BBIJA4H
PETUCTPALIMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOI'O IIpenapaTa. BpeMs, HeoOxoauMoe 1Sl HarpaBiaeHus
YIOJTHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIIOJIHUTEIbHOM BIJIACTH 3alpoca O MpeACTaBICHUU
HEO0OXOIMMBIX MAaTEPHAJIOB U TPEJCTABIICHUS 3asBUTEIIEM OTBETA HA JAHHBIN 3alPOC B COOTBETCTBHH CO
cratbsiMu 16, 19 u 23 nacrosimero denepanbHOr0 3aKOHA, HE YYUTHIBACTCSA NPU HCUYHUCICHUU CPOKa
roCy/1lapCTBEHHON PErUCTpaLliy JIEKApCTBEHHOTO IIpernapara.

(B pen. ®enepansuoro 3akona ot 30.01.2024 N 1-D3)

5. T'ocynapCTBEHHOW pErucTpalmu HE OAJIEKAT:

Koncynbrantllntoc: mpumeyanue.
C 01.03.2025 B . 1 4. 5 ct. 13 BHOCATCS M3MeHeHust (O3 ot 30.12.2021 N 463-D3). Cm. Oyayuryro
PEaKIuIO.

1) nexapcTBEHHbIE Ipenaparbl, U3rOTOBJICHHbIE AaNTEYHbIMU OpPraHU3alUsSIM{, BETEPUHAPHBIMU
anTeYHbIMU OpraHU3ALMAMHU, UHIUBUIYAIbHBIMUA IPEANPUHUMATEIAMH, KOTOPBIE UMEIOT JIMLICH3UIO Ha
(bapMareBTHYECKYI0 ACSTEIbHOCTh, 10 pEeleNnTaM Ha JIEKapCTBEHHBIC TpenapaTsl W TpeOOBaHUSAM
MEIULMHCKUX OpraHu3aluil, BETEPUHAPHBIX OpraHU3alluii;

2) JIeKapCTBEHHBIC TIpeaparhl, MPHOOpeTeHHbIC GU3MYSCKUMU JIUIIAaMU 3a TipenenamMu Poccuiickoit
denepauuy U NpeIHA3HAYCHHBIE IS JUYHOIO UCIIOJIBb30BAHMUS;

3) nekapcTBEHHBIE Mpenapathl, BBO3UMbIe B Poccuiickyro denepaliuio aiis okazaHusi MEIUITMHCKON
MIOMOIIM 1O XU3HEHHBIM MOKA3aHHUSIM KOHKPETHOI'O MAalMEeHTa HAa OCHOBAaHUMU Pa3pPELIEHUs, BbIJIAHHOIO
YIOJIHOMOYEHHBIM (PeiepaIbHbIM OPraHOM UCTIOTHUTEIHHOM BIIACTH;

4) JICKApCTBCHHBIC CPCACTBA, BBO3UMBLIC B POCCHﬁCKym q)enepaumo Ha OCHOBAHHWHU BBIAAHHOI'O
YIOJIHOMOYCHHBIM Q)enepam)HmM OopraHom HCIIOJIHUTEILHON BIIACTH pasp€liCHud U MPCIHA3HAUYCHHBIC
AJIL OPOBCACHUSA KIMHUYCCKHUX I/ICCJ'IC,[[OBaHI/Iﬁ JICKAPCTBCHHBIX IIPCIIAPATOB U (I/IJ'H/I) IMPOBCACHUA
OKCIICPTU3BI JICKApCTBCHHBIX CpCaAcCTB JUIA OCYHICCTBJICHUA FOCYJIapCTBeHHOfI perucTpanmuu
JICKApCTBCHHBIX MPCIIAPaATOB;

5) dbapmanieBTHUECKHE CyOCTaHIINN;

6) paﬂHO(bapMaHCBTquCKHC JICKApPCTBCHHBIC IIpelapaThbl, HU3TOTOBJICHHBIC HCEIIOCPCIACTBCHHO B
MCIUIHUHCKUX OpraHu3alnuiax B IOPAAKEC, YCTAHOBJICHHOM YIOJHOMOYCHHBIM @eﬂepaﬂmeM OopraHom
HUCIOJHUTEIbHOM BJIaCTH,

7) nekapcTBEHHBIE MTpenapaThl, IPOU3BOAUMBIE AJIsl HKCIIOPTA;

8) OHOTEeXHOJIOTMYECKHE JIEKapCTBEHHBIE IpenapaTsl, IpeJHa3HAueHHbIE JJs NPUMEHEHUS B
COOTBETCTBUM C WHAMBUAYAJIbHBIM MEIWIHMHCKAM HA3HAYEHWEM M CIELHUAIbHO W3TOTOBJICHHBIE JUIS
KOHKPETHOI'O MallMeHTa HENOCPEICTBEHHO B MEAUIIMHCKON OpPraHn3aluy, B KOTOPOU IIPUMEHAETCS TaKOU
OMOTEXHOJIOTMUECKUN JIEKAapCTBEHHBIN IMpermapaT, HMEIoIIMe B CBOEM COCTaBe€ COEIWHEHUS,
CUHTE3UPOBAHHBIE 110 pe3yIbTaTaM I'€HETUYECKUX UCCIIEIOBAHUN MaTepraa, IoJy4eHHOrO OT NAlUeHTa,
JUIS  KOTOPOTO HW3TOTOBJEH TaKol OMOTEXHOJOTMYECKHIl JeKapcTBeHHbINM mpemnapar. llepedens
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

MEAUIIMHCKUX OPTaHU3allUi, UMEIOIINX TIPABO M3TOTABIUBATH M MIPUMEHSATh TaAKUE OMOTEXHOJIOTHUECKUE
JIEKapCTBEHHBIE Tpenapathl, yrBepxkaaercs [IpaButensctBom Poccuiickoit @enepaunn. Paspenienue Ha
MPUMECHCHHE TAaKUX OMOTEXHOJOTHMYECKHX JIEKAPCTBEHHBIX IPEMApaTOB BBIAACTCS YIIOJIHOMOYCHHBIM
denepanbHBIM OpPraHOM MCIIOJHUTEIBHOW BJIAcTU B TOPSAKE, ycTaHaBinBaeMoM IIpaBuTenbcTBOM
Poccmiickoit ®enepanuu. [lopsmox oOpamieHus TakuxX OHOTEXHOJOTHYECKHX JICKAPCTBEHHBIX
[IpernapaToB, BKIIOYAs MOPSIOK UX M3TOTOBJICHUS, TPOBEICHUS IKCIEPTU3BI, OCYIIECTBICHUS KOHTPOJIS
KauecTBa TaKWX OWOTEXHOJOTMYECKHUX JICKAPCTBEHHBIX IMPEMapaToB, MPUMEHEHUS, XPaHCHHSI,
TPAHCIOPTUPOBKU M YTHIM3ALMU TaKUX OMOTEXHOJOTMYECKHX JIEKAPCTBEHHBIX IPENaparoB, a TaKxke
TpeOOBaHUST K TAaKUM OHOTEXHOJOTHYECKHM JICKAPCTBEHHBIM IpenapataM H  MEAUIIMHCKUM
OpraHm3alusM, HX M3rOTABIMBAIOIIMM M TPUMEHSIONIUM, ycTaHaBiIuBaioTcs [IpaBuTenbcTBOM
Poccuiickoit ®enepanuu.

(n. 8 BBenen denepanbabIM 3aKk0HOM OT 30.01.2024 N 1-D3)

5.1. 3asBieHwe O PpEruCTpallMk BOCIPOU3BEJACHHOTO JIEKAPCTBEHHOTO TIpemapara  Jyis
MEIUIIMHCKOTO TPUMEHEHUS MOXeT OBITh TMOJaHO B YHOJHOMOYEHHBINH (enepanbHbIil Opran
WCIIOTHUTEJIbHOW  BJIACTH, OCYIIECTBISIOMIMA TOCYJAapCTBEHHYIO PETHUCTPAIMIO  JICKAPCTBEHHBIX
[penaparoB, MO UCTEYEHUHM YETBIPEX JIET C AaThl I'OCYAAPCTBEHHOM PEruCTpallMM WIA PEruCcTpaluu
pedepeHTHOTO JIEKAPCTBEHHOTO Mperapara Jijisl MeIUIMHCKOTO IpuMeHeHus B Poccuiickoii denepanum.
(uacts 5.1 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5.2. 3asBiEeHHE O pErucTpanuy OMOaHAIOTrOBOTO (OMONOJOOHOT0) JEKAapCTBEHHOTO Iperapara
(Ouoananora) JUisi METUIIUHCKOTO MPUMEHEHHSI MOXKET OBITh MOJAaHO B YIIOJIHOMOUYEHHBIN (hefepanbHbIN
OpraH HCIIOJHUTEIHHON BIIACTH, OCYHIECTBISIONIMNA TOCYIAPCTBEHHYIO PETHUCTPALUIO JIEKAPCTBEHHBIX
MpernapaToB s MEAMIMHCKOTO TMPUMEHEHHs, MO0 HCTEYEHHUH TpeX JeT C JaTbl TOCyJapCTBEHHOM
PETHUCTpALMH WIH pEerucTpanuu peepeHTHOTO JIEKApCTBEHHOTO TipemapaTa B Poccutickoit denepanuu.
(uacTsb 5.2 BBeneHa @enepanbHbM 3akoHOM OT 30.01.2024 N 1-D3)

5.3. He nomyckaercs HUCHOJB30BaHME B KOMMEPUECKHMX IeNIX HMH(OpManuu o pesyiapTaTax
JTOKJIMHUYECKUX UCCIEAOBaHUM JIEKAPCTBEHHBIX CPEACTB M KIIMHUYECKUX MCCIIEIOBAHUN JIEKAPCTBEHHBIX
MpenapaTroB Ui MEAWIIMHCKOTO TPUMEHEHHS, MPEACTABICHHOW 3asBHUTENIEM [JIs TOCYIapCTBEHHOU
pErUCTpaly WK PETUCTPAllUU JIEKAPCTBEHHOTO MpemnapaTa, 0e3 ero coriacus B TE€UEHHUE IIECTH JIET C
JaThl TOCYIAPCTBEHHOW PETUCTPAIMU WU PErHCTpalud peepeHTHOro JIEKapCTBEHHOTO Ipemnapara B
Poccuiickoit denepanuu.

(uactp 5.3 BBegeHa denepanbubimM 3akoHoM OT 30.01.2024 N 1-D3)

6. He nomyckaercs rocy1apcTBEHHasl pETUCTpaLys:

1) JnexapcTBEHHBIX IpenapaToB, OTJIMYAIOUIMXCA JPYr OT Jpyra KayeCTBEHHBIM COCTaBOM
JNEUCTBYIOLIUX BELIECTB, M0 OAMHAKOBLIM TOPIOBBIM HAUMEHOBAHUEM;

2) OAHOTO JIEKapCTBEHHOTO IpernapaTa, MPEeACTaBICHHOTO Ha TOCYJapCTBEHHYIO PErHCTpalHIO B
OTHOLICHUHM OJHOTO W TOTO >K€ JepKaTelss WM BJaJeliblla PETUCTPAIlMOHHOTO YIOCTOBEPEHUS
JIEKApCTBEHHOTO TIperapara B BUAE IBYX M 0oJjee JIGKapCTBEHHBIX INpEnapaToB TOJ pa3IHIHBIMHU
TOPrOBBIMU HAMMEHOBAHUSMHU.

(. 2 B pea. @enepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7. Ilo 3ampocy B D3JEKTpPOHHOM Qopme cyObekTa oOpaleHuss JEKapCTBEHHBIX CPENCTB
COOTBETCTBYIOIIUM  YIIOJIHOMOYEHHBIM  (peIepaIbHBIM  OpraHOM  HCIOJHHUTENbHOM  BJAcTH,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

OCYILECTBIISIOLIMM IOCYJapCTBEHHYIO PErMCTPALMIO JIEKAPCTBEHHBIX IPENapaToB, B YCTAHOBJIEHHOM UM
MOPSIIKE OCYILECTBIIAETCSI HAay4YHOE KOHCYJIbTHPOBAaHUE [0 BOINPOCAM, CBSI3aHHBIM C MPOBEICHUEM
JOKJIIMHUYECKUX HUCCIIEI0BAaHUM, KIMHUYECKUX HCCIEN0BAaHUN JIEKapCTBEHHBIX MIPENAapaToB, SKCIIEPTU3BI
KauecTBa JICKAPCTBEHHBIX CpPeACTB, dA(PQPEeKTUBHOCTH M  OE30MACHOCTH, C  OCYIIECTBICHHEM
rOCyZapCTBEHHOM pPETUCTpalMU JIEKAPCTBEHHBIX IpenaparoB. KOHCYJIBTHUPOBAaHHE OCYIIECTBIIETCS €
IpuUBJIeYEHUEM (pellepaibHbIX TOCYJAapCTBEHHBIX OIO/DKETHBIX YUYPEXKICHHM, M0JIBEIOMCTBEHHBIX
TaHHOMY (hefepallbHOMY OpraHy HCIIOJIHUTENFHOW BIIACTM M HE YYAaCTBYIOIIMX B OpPraHU3ALUHU
MPOBEACHUS  DKCIEPTU3bl KadyecTBa JIEKAPCTBEHHBIX CPEACTB B  LEJIAX OCYIIECTBICHUS MX
rocyJapCTBEHHOM pPErucTpaiy B COOTBETCTBHM cO cTaThed 16 Hacrosimero denepaibHOTO 3aKOHA, B
BUJIC OTBETAa B MHUCbMEHHON (hOpME YIMOJTHOMOYEHHOTrO (peiepaibHOrO OpraHa MCIOJIHUTEIHHONW BIACTH
Ha 3arpoc. Pasmep B3uMaeMoil ¢ 3asBUTEI IIJ1aThl ONPEAEISIETCS B COOTBETCTBUU C 3aKOHOJATEIILCTBOM
Poccuiickoit denepannu 06 opraHuzaluy NpeaoCTaBICHHs TOCYJapCTBEHHBIX U MYHUIIUTIAIBHBIX YCIIYT.
Wudopmanus 00 OCYIIECTBICHUHM HAYYHOTO KOHCYIbTHPOBAHUS, B TOM 4YHCIE CTaThbH, OO030pHI,
CIpaBOYHbIE MaTepHalbl U MHas uHopMmamus 00 OCYIIECTBICHHMH HAyYHOTO KOHCYJIbTUPOBAHUSA,
pa3Meniaercs Ha OQUIMAIBHOM CalTe YIOJIHOMOYEHHOTO (peepaJbHOr0 oOpraHa HCHOJHUTEIbHOU
Bnactu B ceTu "MHTepHer" ¢ coOnofeHHEeM OrpaHUYEHUIl, YCTaHOBJICHHBIX 3aKOHOAATEIHLCTBOM O
[IEPCOHANIBHBIX JaHHBIX, KOMMEPUECKOM U (UJIM) rOCy1apCTBEHHOM TailHe.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

8. Tl'ocymapcTBeHHast perucrpanusi JEKapCTBEHHBIX MPENaparoB, KOTOpPbIE IpeIHAa3HAYEHbl IS
IIPUMEHEHHUsI B  YCIOBMSX BOCHHBIX [JE€HCTBUHM, YPE3BBIYAWHBIX CUTYallUHd, MHPERYyNPEkKIACHUS
YpEe3BbIUANHBIX CUTYalMid, MPOPUIAKTHKH U JICYeHUsI 3a00JIeBaHUM, NMPEACTABISIFOIINX OIMACHOCTh IS
OKpY’KaroIlux, 3a00JI€BaHUN U MOPAXKEHUH, MOITYUYEHHBIX B pe3yjbTaTe BO3AECHCTBHUS HEOIAronpUATHBIX
XUMHAYECKHX, OMOJIOTMYECKHX, PaJUAllMOHHBIX (AKTOPOB, M KOTOpPbIE pa3pabOTaHbl B TOM YHCIE IO
3aJaHuI0 (heZiepalibHBIX OpPraHOB MCIIOJHUTEIbHOM BIJIACTH, YHNOJHOMOYEHHBIX B 00JIaCTH OOOpPOHBI
CTpaHbl U 0E30MAaCHOCTH TOCYJAapCTBa, a TAK)KE JICKAPCTBEHHBIX CPEJCTB B cliydae MX NePEKTyphl HIIH
pHCKa BO3HHMKHOBEHMs Je(QEeKTYpbl B CBSI3U C BBeAe€HHEM B oTHouleHuun Poccuiickoit ®Penepanuu
OTPAaHUYMUTENBHBIX MEpP JKOHOMHMYECKOTO XapaKTepa OCYIIECTBIAETCS B IOPSAKE, YCTAHOBICHHOM
[IpaBurenscTBOoM Poccuiickon denepanuu.

(B pen. Denepanbbix 3akoHoB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Cratbs 14. NMpUHUMNbI 3KCNEepPTU3bl NEeKapCTBEHHbIX CpeacTB
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. 3KCHCpTI/I3a JICKAPCTBCHHLBIX CPCACTB OCHOBLIBACTCS HA NPUHIOUIIAX 3aKOHHOCTH, CO6J'IIOI[CHI/I$I
npaB u CBO60)1 YCJIOBCKa U TpaXJaHUHA, IIpaB HOPHAWYCCKOI0 JIMId, HCE3aBHUCHUMOCTU JSKCIICPTA,
O6L€KTI/IBHOCTI/I, BCCCTOPOHHOCTU U IMOJIHOTBIL I/ICCJ'IGI[OBaHI/II\/JI, MNpPOBOJAUMBIX C HCIIOJB30BAHUEM
COBPCMCHHBIX ,Z[OCTI/I)KeHI/II\;I HAaYKM MW TCXHUKH, OTBCTCTBCHHOCTHU (be):[epaanoro rocyaapCTB€HHOT'O
6I-OJI)KCTHOFO YUpCKACHUA II0 MPOBCACHHUIO OKCIICPTU3bI JICKAPCTBCHHBIX CPCACTB MW ISKCICPTOB 3a
MMPOBCACHUC U KAUYCCTBO 3KCIICPTUIHI.

2. DKcnepTu3a JeKapCTBEHHBIX MIPenapaToB JUIsl MEIUIIMHCKOTO IPUMEHEHHS BKIIIOYaeT B ceOsl:

1) skcnepTH3y NOKYMEHTOB, IPEICTABJICHHBIX JUISl ONpPENEICHHMS] BO3MOXKHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIN Mpernapar Ui MEIUIIMHCKOrO NMPUMEHEHHUS B KadyecTBE Op(aHHOTO JIEKApCTBEHHOTO
npernapara;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024) [lokyMeHT npefoctaBneH KoHcynbTaHTloC

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Aata coxpaxenms: 10.02.2025

(B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

2) SKCIepTU3y MPEAIOKEHHBIX METOAOB KOHTPOJS KauecTBa JIGKAPCTBEHHOT'O CPEACTBA M (WIIN)
Ka4yecTBa IPE/CTABICHHBIX OOPa3LOB JIEKAPCTBEHHOIO CPEACTBA C HCIOIB30BAaHUEM ITHX METOMOB
(manee - sKCHEpTH3a Ka4eCTBA JIGKAPCTBEHHOTO CPE/ICTBA);

(B pen. denepanpuoro 3akona ot 30.01.2024 N 1-D3)

3) odKchepTu3y OTHOILIEHUS OKHUIAEeMOW TMOJIb3bl K BO3MOXKHOMY PHUCKY IPHUMEHEHUs
JIEKapCTBEHHOI'O IIperapara;

4) SKCIEpTU3y PEruCTPAlMOHHOTO JIOChe Ha JICKAPCTBEHHBIM IMpernapar B IENsAX ONpeIeTICHHS
B3aMIMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPENApaTOB JJIsi MEAUIIMHCKOTO IPUMCHECHHS.
(1. 4 BBennen denepanbHBIM 3aKOHOM OT 27.12.2019 N 475-D3)

3. DkcneprTr3a JIEKapCTBEHHBIX IPENapaToB JJIs BETEPUHAPHOTO INPUMEHEHHUs BKIIOYAeT B cels
JKCIEPTU3y KauecTBa JIEKAPCTBEHHOTO CpPEICTBA M 3KCHEPTH3Yy OTHOUICHUS OXXHMIAeMOW IOJb3bl K
BO3MOKHOMY PHUCKY IIPUMEHEHHSI JIEKApCTBEHHOTO Iperapara.

Ctatba 15. ®epepanbHoe rocyfapcTBeHHoe OHOAXKETHoe YyupeXxaeHue o
NpoBeAeHUI0 3KCNepPTU3bl NIeKapCTBEeHHbIX CPeACTB

DKcnepTusa JIGKapCTBEHHBIX CPEACTB MPOBOAUTCS (eiepalibHbIM TOCYAapCTBEHHBIM OIOIKETHBIM
YYPEXKICHUEM COOTBETCTBYIOMIETO YIOJHOMOYCHHOTO (heepaIbHOTO OpraHa HCIIOJIHUTEIHHOW BIIACTH,
CO3/IaHHBIM JIJI1 00eCHEYCHHsS MCIOJIHCHHS ITOJIHOMOYMK 3TOro (eaepajbHOro OpraHa Io BbIIaye
paspeleHnii Ha MPOBEICHUE KIMHUYECKUX WCCICAOBAHUN JIEKAPCTBEHHBIX IpermapaToB W (WIK) IO
TOCYJapCTBCHHON perucTpanuu (perucTpaiuy) JEKapCTBEHHBIX IPENnaparoB (fajee - HSKCHEPTHOE
YUpEXKJIEHUE).

(B pen. @enepanbHoro 3akona oT 30.01.2024 N 1-D3)

KoncynprantlIntoc: npumedanue.

[Tonoxenus ct. 16 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs NpeloCTaBIEHUs TOC. YCIYT IPU
oOpaIieH!u JIEKapCTBEHHBIX CPEACTB I MEIUIIMHCKOTO ¥ BETEPUHAPHOTO MPUMEHEHHUSI IOCPEICTBOM
€IMHOM CHCTEMBI U (WJIH) eUHOTO TIopTaja, mpuMeHstores ¢ 01.01.2026.

CraTtbsa 16. Oprauusauuﬂ npopeneHus 3KCnepTu3bl NIeKapCTBeHHbLIX cCpeacTB
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DOkcmepruza JIEKapCTBEHHBIX CPEACTB IPOBOAUTCS KOMHUCCHUEH DSKCIIEPTOB OJKCIIEPTHOTO
YUpPEKIAECHUS, HA3HAYECHHOW €r0 PYKOBOJWTEIEM, Ha OCHOBAaHMHU 33JaHUS HA MPOBEJACHUE JKCIEPTU3BI
JIEKapCTBEHHOTO CPEJCTBA, BBIAAHHOTO YIOJHOMOYEHHBIM (peepalbHbIM OpPTraHOM HCIIOJHUTEIbHON
BJIAacTU. PykoBOIUTENh SKCIIEPTHOTO YUPEKIACHHU 00eCreunBaeT HaaJIeKallee IPOBEIEHUE dKCIIEPTH3bI
JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBUU C 3a/JaHUEM, BBIIAHHBIM YIIOJIHOMOYEHHBIM (eepaabHbIM
OpraHOM HCITOJIHUTEJIBHON BIACTH, U OPTaHU3YET MOATOTOBKY CBOJHOTO 3aKJIFOUYEHHUs ITOW KOMHUCCHU. B
COCTaB 3TOM KOMHUCCHUH TIO PELICHUIO PYKOBOAMTEINS SKCIIEPTHOTO YUPEXKIECHHSI MOT'YT OBITh BKIIIOUECHBI B
KauyecTBE AKCIEPTOB JIMIla, HE paboTaroie B JaHHOM 3KCIEPTHOM YUPEKICHHUH, €CJIU UX CHEeIHaTbHbIE
3HaHUS HEOOXOOUMBI ISl TPOBENCHMS HKCHEPTH3bl U TaKHe SKCHEPThl OTCYTCTBYIOT B JaHHOM
JKCIIEPTHOM YUPEXKICHHH.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

2. DKCHepToM IO IMPOBENEHUIO IKCIEPTU3bl JIEKAPCTBEHHBIX CPEJCTB SIBISETCS ATTECTOBAHHBIM
paOOTHUK SKCIEPTHOIO YUPEXKICHMsI, KOTOpBIH HMEET BbICIIEE MEAMLUHCKOE, (hapMaleBTHUECKOE,
OMOoJIOTNYECKOe, BETEpUHAPHOE MM XUMHUECKOEe 00pa30BaHUE U MPOBOAUT IKCIIEPTU3Y JIEKAPCTBEHHBIX
CPEZACTB B MOPSIIKE UCTIOIHEHUS CBOMX JOJPKHOCTHBIX 00sI3aHHOCTEH (J1asiee - SKCIepT).

3. HpI/I MPOBCACHUUN OKCHICPTU3BI JICKAPCTBCHHLIX CPCACTB JSKCICPT HE MOXKCET HAXOAUTHCSA B
KaKoi-1100 3aBHCHUMOCTH OT Jiia, Ha3HA4YMBLICTO 3TY OJSKCIIEPTHU3Y, pa3pa60TqI/H<a JICKApPCTBECHHOT'O
CpCACTBA UJIU APYTUX 3aMHTCPCCOBAHHLIX B PC3YyJIbTATaX SKCIICPTU3LI JIMII.

4. Tlpu mnpoBEeNCHHHM O3KCIEPTH3bl JICKAPCTBEHHBIX CPEACTB HE JOMYCKAaeTCsl HCTpeOOBaHHE
OKCIICPTOM Yy 3aABUTCIIA 00 HUHBIX JIML MaTepuruaioB, HCOGXOZ[I/IMBIX IJI TIPOBECACHHUA 3KCIICPTU3LI. B
cllydyae HEIIOCTATOYHOCTH TIPEJICTABICHHBIX JKCIIEPTY MaTepPHaJOB B JIMYHBIA KaOWHET 3asiBUTEIS B
€IMHOW ToCylapcTBEHHOW HH(OPMAIMOHHOW cuUcTeMe B cdepe 3IpaBOOXpaHeHHs (nanee - eauHas
cHCTEMa) OKCIEPTHBIM YUPESIKIACHUEM HANpPAaBISETCS 3ampoc O MPEICTABICHHH HEOOXOIUMBIX
MaTEepUajIoB, MOJNUCAHHBIA PYKOBOJAUTENIEM (YIOJHOMOYEHHBIM JIMI[OM) 3KCIIEPTHOTO YUPEXKIEHUS C
UCIIOJIb30BAHUEM YCHIICHHON KBATU(UITUPOBAHHON JIIEKTPOHHOMW TIO/IITHCH.

(dactb 4 B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. 3asBuTenb 0053aH HANIPABUTH B JIMYHBINA KAOMHET SKCIIEPTHOTO YUPEXKJICHHS B €IUHON cUCTEME
MOJINTMCAHHBIA YCHJICHHON KBaJM(UIIMPOBAHHON 3JIEKTPOHHOM MOAMUCHIO OTBET HA 3aIPOC IKCIIEPTHOTO
YUPEXIEHUS B CPOK, HE IMPEBBIMAIOLIMNA JEeBIHOCTa pabo4YMX JHEW CO JTHS IMOJyYEHMs SKCHEPTHBIM
YUPEKIACHUEM DIIEKTPOHHOIO YBEIOMIICHHMsS O IIOJY4YEHMM 3asBHUTENIEM 3ampoca. Bpems co [HA
HaNpaBJICHUs SKCIEPTHBIM YUPEKIACHUEM B JIMUHBIM KaOMHET 3asBUTENs B €IMHOM CHCTEME 3ampoca O
[IPE/ICTABICHUH JOMOJHUTEIbHBIX MAaTepUaoB 0 JHS HANpPAaBJICHUS 3asBUTENIEM B JIMYHBIM KaOMHET
AKCIIEPTHOIO YUPEKJIEHUS B €IMHON CUCTEME OTBETA HA 3alpOC HE YYUTBIBAETCS IIPU UCUUCICHUH CPOKa
IIPOBEACHUS IKCIIEPTU3HI JIEKAPCTBEHHOT'O CPEICTBA.

(uacts 4.1 B pea. @exnepanbHoro 3akona ot 30.01.2024 N 1-03)

4.2. Ecnm 3asBuTeneM B COOTBeTCTBUU C yacThio 1.1 cratem 30 wim vacteio 2 crateu 34
Hacrosero denepajabHOro 3aKOHa MPEACTaBI€HA KOMMS PELICHUs YIOJIHOMOYEHHOro (erepaibHOro
OpraHa UCIHOJHUTEIbHOM BIAaCTM O MPOBEIEHUU (PapMaleBTUYECKOM WHCHEKIUU IPOU3BOJICTBA
JICKApCTBEHHBIX CPEJCTB NS MEIUIMHCKOIO MPUMEHEHHMs Ha COOTBETCTBUE TpPEOOBAaHUSAM MpPaBUII
HaJUIeKAIIEed IPOU3BOJCTBEHHOW INPAKTUKH EBPAa3sMUCKOr0 3SKOHOMHYECKOTO COK03a, JKCIEpPTy M0
oopmieHHs pe3yabTaTOB HKCHEPTU3BI JIEKAPCTBEHHOI'O CPEJICTBA MPEACTABISIETCS KOS 3aKII0YEHUS O
COOTBETCTBUM  IPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB  TpeOOBaHUSAM MpaBWJI  HaJJexallen
MIPOU3BO/ICTBEHHO! MPaKTHKH, BBIIAHHOTO YIOJHOMOUYEHHBIM (pe/iepaibHbIM OpraHOM HMCIIOJHUTEIbHON
BJIACTH, WJIM KOIUS cepTU(UKaTa COOTBETCTBUS MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEIUIMHCKOTO TPUMEHEHUs TpeOOBaHUSAM MpPaBUI HAAJEKaIIed TNPOU3BOACTBEHHONW IPaKTUKU
EBpazniickoro 5KOHOMHU4ECKOT0 COK3a.

(dactsb 4.2 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.3. 3agBuTens 00s3aH HANPABUTh B JIMUHBIN KAOMHET SKCIIEPTHOTO YUPEKIEHUS B €MHON CUCTEME
KOIMIO 3aKJII0UYEHUS WIN KOIHMIO CepTH(HKaTa, yKa3aHHBIX B 4acTH 4.2 HACTOAIIEH CTaTbH, B CPOK, HE
MPEBBIIIAIONIMI CTa BOCBMHAECATH pPabOUMX JHEW CO JIHSA MOJIyUYEHHUS HKCIEPTHBIM YUpPEkKICHHEM
JJIEKTPOHHOTO  YBEJOMJIEHMS O  IIOJIYYEHUM  3asgBUTEIEM  IMOJNUCAHHOIO  PYKOBOJUTEIEM
(YNOTHOMOYEHHBIM ~ JIMIIOM)  DKCHEPTHOTO  YUYPEXKIEHUS  C  HCIOJb30BAaHHUEM  YCHIIEHHOM
KBaJIM(HUIIMPOBAHHON 3JIEKTPOHHON IOAINMMCH 3ampoca O IMPeJOCTaBICHUU JOKyMeHTa. Bpems co aHs
HaIpaBJIEHUs] SKCIIEPTHBIM YUPEXKJACHUEM 3alpoca B JTUYHbBIN KaOMHET 3asBUTENS B €AMHON CHUCTEME J0
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

JTHSI HATPABJICHUS 3asBUTEIEM B JIMYHBIH KaOMHET SKCIIEPTHOTO YYPEXKICHHUS B €UHON CHCTEME KON
3aKJIIOUEHUS WM KOIMUHU cepTU(HUKaTa, yKa3aHHBIX B yacTH 4.2 HACTOSIIEH CTaThU, HE YUUTHIBACTCS IIPU
HCUYHUCJICHUH CPOKa MPOBEJAECHUS IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPECTBA.

(dactp 4.3 B pen. @enepanpuoro 3akona ot 30.01.2024 N 1-D3)

5. Dkcnepr mIpu MPOBEAECHUU IOPYYEHHOH €My pPYKOBOAMTEIEM OHKCIEPTHOIO YUpEXKICHUS
HKCHEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) mpoBecTM TIOJHOE HCCIEIOBaHUE MPEACTABIECHHBIX €My OOBEKTOB, MAaTepualioB, JAaTh
000CHOBaHHOE U OOBEKTHBHOE 3aKIIOYCHHE [0 T[IOCTaBJICHHBIM IepeJ HHUM BOIpocaM WIH
MOTHBUPOBAaHHOE 3aKJIIOYEHHE O HEBO3MOXKHOCTU IIPOBEAECHUS WM SKCIEPTU3bl JIEKAPCTBEHHOIO
CpEeICTBa, €CJIU MOCTaBICHHbIE BOIIPOCHI BBIXOJAT 3a MpeJeibl ClielualbHbIX 3HAHUHN JKCIIepTa, OObEKTHI
HCCIIE0OBAHUN U MaTepHalibl HEMPUTOJHBI WJIM HEJIOCTATOUHBI JJIsi IPOBEJICHUSI UCCICIOBAaHUN U Jauu
3aKJII0UEHHUs MO0 COBPEMEHHBIM YpOBEHb Pa3BUTHs HAyKU HE IMO3BOJIIET OTBETUTH Ha IMOCTABIICHHBIC
BOIIPOCHI;

2) HC pasrjiamarb CBCACHHA, KOTOPBIC CTAJIM €My U3BCCTHBI B CBA3U C IMPOBCACHUCM 3KCIICPTU3bL
JICKApCTBCHHOT'O CPCACTBA, a4 TAKKC CBCIACHUSA, COCTABIAIOIMIMUC IOCYAapCTBCHHYIO, KOMMCPUYCCKYIO WA
HHYI0 OXpPaHACMYI0 3aKOHOM TaﬁHy;

3) obecrneunTh COXPAHHOCTH MPEACTABICHHBIX 00BEKTOB HCCIICIOBAHUN U MaTEPHAIIOB.
6. DKCIepT HE BIpaBe:

1) nIpoBOOUTH 3KCHEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA MO OOpAILEHHIO HEMOCPEACTBEHHO K HEMY
OpraHu3anuii Wi GU3NYEeCKuX JIMLL;

2) caMOCTOSITEIFHO COOMPATh MAaTePUAIbI JIJIsl IPOBEICHUSI SKCIIEPTHU3bI JIEKAPCTBEHHOTO CPEJICTBA;
3) IpOBOAUTH IKCIIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAU€CTBE HETOCYIaPCTBEHHOTO IKCIIEPTA.

7. B caydae HeoOXOAMMOCTH OKCHEPT BIPaBE XOJATaliCTBOBATH MEpel PYKOBOAMUTEIEM
HKCHEPTHOTO YUPEXKJICHHSI O IPUBJICUCHNUH K POBEICHHUIO SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA IPYTUX
9KCIEPTOB.

8. Kaxzaplii sKcrepT, BXOAAMIMI B COCTaB KOMUCCHUU 3KCIEPTOB, KOTOPOM MOPYUYEHO NMPOBEIEHUE
AKCIIEPTU3Bl JIEKAPCTBEHHOTO CPEACTBA, HE3aBUCUMO U CaMOCTOSITEIbHO MPOBOIUT HCCIEIOBaHMUS,
OLICHUBAET Pe3yJbTaThl, MONYyUYEHHbIE UM JIMYHO U JAPYTUMHU IKCIEpPTaMu, U (HOPMYIHUPYET BHIBOJBI
OTHOCUTEIIFHO TIOCTABJICHHBIX BOTIPOCOB B MIPEJiesiaXx CBOMX CIICIMAIbHBIX 3HAHUH.

9. PCSyHbTaTBI 9KCIICPTU3BI JICKAPCTBECHHOI'O CPEACTBA 0(1)OpMJ'IHIOTC$I 3aKJIFOYCHUECM KOMUHCCHH
OKCIICPTOB. B 3axmioueHnn KoMmMCCHU OKCIICPTOB YKAa3bIBAKOTCA TIICPCUCHBb HCCHGJIOB&HHﬁ, 00BeM
MMPOBCACHHBIX KAXKABIM 3KCIICPTOM I/ICCJ'ICI[OBaHI/II\/'I, YCTAHOBJICHHBIC KaXX/IbIM U3 HUX (I)aKTLI U CACIIaHHBIC
B pE3yJbTaTeC I/ICCJ'ICJIOBaHI/Iﬁ BBIBOJbI. SKCHepT, MHCHHE KOTOPOro HE COBNAAACT C PEIICHUEM KOMHUCCUU
9KCIICPTOB, BIIPABC BbIPA3UTh CBOC MHCHHUC B MUCbMEHHOM (bopMe, KOTOpPOC npno61uaeTc51 K 3aKJIIOYCHUIO
KOMHCCHUH DKCIIEPTOB.

10. 3KCHCpTBI, BXOOsAIUE B COCTaB KOMUCCHUH, MPCAYIIPCIKIAAOTCA 00 OTBETCTBEHHOCTH B
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?;iie?:;gbig 32%'(22; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Aata coxpaxenms: 10.02.2025

COOTBETCTBUM C 3aKOHOJaTenbcTBOM Poccuiickoin denepanuu 3a gady 3aKIOUYCHUS, COAEPKAIIETO
HEOOOCHOBaHHbBIC WM (aTbCU(UIIMPOBAHHBIE BBHIBOJIBI, O YEM OHH JIAIOT IOJITUCKY.

11. Onpenenenre ypoBHs MpodecCHOHATBHON MOATOTOBKH AKCIIEPTOB U aTTECTAIMS MX HAa MPaBO
MPOBEJICHUST IKCIEPTH3bI JICKAPCTBEHHBIX CPEICTB OCYMIECTBISIOTCS 3KCIEPTHO-KBATH(PUKAIMOHHBIMU
KOMHUCCHUSIMU B TIOPSIJIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIIOJTHOMOUYEHHBIM (efepaTbHbIM OPraHOM
WCTIOJTHUTEJIEHOW BIIACTH. YPOBEHb MPO(ECCHOHAIBLHOW MOJTOTOBKH SKCIIEPTOB TOJICKHUT MEPECMOTPY
YKa3aHHBIMH KOMHCCHUSIMH HE PEXKE YeM OJIMH pa3 B ISATh JIET.

12. IlpaBuna mpoBedEHUS HKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB M OCOOCHHOCTH HKCIEPTHU3BI
OTACNBHBIX BUAOB JICKAPCTBEHHBIX TpenapaToB (pe(epeHTHBIX JIeKapCTBEHHBIX IPENaparos,
BOCIPOU3BE/ICHHBIX JIEKAPCTBEHHBIX IPENapaToB, OHOJOTHYECKUX JIEKAPCTBEHHBIX IpENapaTos,
OroaHaNOroBhIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX TpenaparoB (OMOAHAJIOrOB), TOMEONATHYECKUX
JIEKapCTBEHHBIX MPENapaToB, JEKAPCTBEHHBIX PACTUTEIBHBIX MPENapaToB, KOMOUHAIMKA JIEKapCTBEHHBIX
npenaparoB), (OpPMBI 3aKIIOUEHHH KOMHCCHH OJKCIIEPTOB YCTAHABJIMBAIOTCS COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM UCIIOIHUTEILHOU BIACTH.

(uactb 12 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynpsrantlintoc: npumedanue.

Ho 31.12.2025 npna mupenaparoB, mpous3BeleHHbIX B P® B 1mensix wuMmnopro3aMenieHus,
YCTaHABIIMBACTCS  PEXKUM  YCKOPEHHOH MpOLEAyphl TOCPETUCTPAlUM B  COOTBETCTBHH  C
ITocranoBnenuem [IpaButenscrea PO ot 12.03.2022 N 353.

Cratba 17. Nopgavya u paccMoTpeHne 3asiBNieHUsi 0 rocyAapCTBEHHOW perncrpauuu
reKapCcTBEHHOro npenapara AnsA BeTepUHaApHOro NpuMeHeHus

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynsrantllntoc: npumeyanue.

[Tonoxenus ct. 17 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeJoCTaBIEHUS rocC. YCIyT Ipu
OOpallleHnn JIEKapCTBEHHBIX CPEJCTB JUIsI BETEPHUHAPHOIO MNPUMEHEHHs IOCPEICTBOM E€IHHOTO
nopraina, npumenstores ¢ 01.01.2026.

1. Jns rocyaapCTBEHHOH perucrpanuy JI€KapCTBEHHOIO IIpernapara JUlsi BeTepUHApHOTO
NPUMEHEHHUS Pa3pabOTUYMK TAaKOTO JIEKAPCTBEHHOTO TMperapara WM YIOJIHOMOYEHHOE UM Jpyroe
IOPUINYECKOE JIMLO (Jlajiee B HACTOALIEH CTaThe - 3asBUTEIb) HANpaBIseT MMOCPEACTBOM (eliepaabHOM
rocy/1lapCTBEHHOW MHQOpMaIMOHHOW cucTeMbl "ENWHBIN mopTal rocyaapCTBEHHBIX U MYHUIIMNAIbHBIX
yeayr (pyHkiuil)" (anee - eAUHBIN MOpPTaN) B YIIOJIHOMOYEHHBIH (peiepanbHblii OpraH UCIIOIHUTENbHON
BJIACTH 3asBJICHHE O TOCYAApPCTBEHHOW PETHCTPAIlMH JIEKApCTBEHHOTO TperapaTta Uil BETEPHHAPHOTO
NPUMEHEHHs, TMOANUCAHHOE YCUJICHHON KBaJU(UIMPOBAHHOW HIEKTPOHHOM TMOAIMUCHIO, a TaKkKe
JTOKYMEHTBI, U3 KOTOPBIX (DOPMHUPYETCS PETHCTPAMOHHOE NIOChe Ha JICKApCTBEHHBIN Mpenapar st
BETEPUHAPHOTO MPUMEHEHHUS.

(uactb 1 B pen. denepanproro 3akoHa ot 30.01.2024 N 1-D3)

2. B 3asBI€HUH O rOCYAapCTBEHHOW PETUCTpPALUy JIEKAPCTBEHHOIO Ipenapara AJisi BETEPUHAPHOIO
IIPUMEHEHHUSI YKa3bIBalOTCA:

www.consultant.ru Crpanuua 39 us 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.02.2025&dst=100140&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=497052&date=10.02.2025&dst=136&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.02.2025&dst=100142&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&date=10.02.2025&dst=100107&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&date=10.02.2025&dst=100472&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&date=10.02.2025&dst=100107&field=134

®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

1) HauMEeHOBaHME U aJPecC 3asBUTEIIA, Pa3padOTUYMKA U MPOU3BOAUTENS JIEKAPCTBEHHOTO Mpernapara
IUId BETEPUHAPHOIO IPHMEHEHHS M aIpec MecTa OCYIIECTBJICHHs IIPOU3BOJCTBA JIEKAPCTBEHHOIO
npenapaTta JUisi BETEPUHAPHOIO NPUMEHEHHUs (B Cilydae HaJlM4uusl HECKOJIbKMX YYaCTHHKOB IIpoliecca
IIPOM3BOJICTBA HEOOXOAMMO YKa3aTh KaXkJJOI0 U3 HUX);

2) HaMMEHOBAHUE JIEKAPCTBEHHOIO IperapaTa i BEeTEPUHAPHOTO MPUMEHEHHs (MEXIyHapOIHOE
HEMaTeHTOBAaHHOE, WM IPYNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

3) MEpCUCHb I[eﬁCTBYIOHIHX N BCIIOMOTaTCJIbHBIX BCHICCTB, BXOAANIUX B COCTAB JICKAPCTBCHHOI'O
nmpenapara JJjid BETCPUHAPHOI'0 IPUMEHCHUS, C YKa3aHUEM KOJIMYECTBA KAXKI0I'0 U3 HUX,

4) nexapcTBeHHas ¢opMma, JO3UPOBKA, CIOCOOBI BBEJICHUS W NPHUMEHEHHUsS, CPOK TOJHOCTH
JICKApCTBEHHOTO Mperapara Jjisi BETEPHHAPHOTO IIPUMEHEHUS;

5) papmakorepaneBTHUECKas IPYIIIa;

6) He0OXOIMMOCTh MPUMEHEHHUSI YCKOPEHHOH MPOLEeayphl SKCIEPTU3HI JEKAPCTBEHHBIX CPEACTB B
LEJISIX TOCYIapCTBEHHON PEerucTpaIuy JEeKapCTBEHHOTO Mpenapara;

7) KOIIMU JOKYMCHTOB, ITIOATBCPKAAOIINNX YIUIATY FOCYHapCTBCHHOﬁ IIOIIJIMHBI:

a) 3a MPOBEAECHUE HKCIEPTHU3bl KAayecTBa JIEKAPCTBEHHOT'O CPEACTBA U HIKCIEPTU3bl OTHOLICHMUS
OKUJAEMOH I0JIb3BI K BO3MOKHOMY PUCKY IPUMEHEHHUs JIEKAPCTBEHHOIO Npenapara i BETEpUHAPHOIO
IIPUMEHEHHSI IIPU €r0 FOCYAApPCTBEHHOM PErUCTPALNY;

6) 3a BbIAAa9y PEruCTpaiuOHHOI'O0 YAOCTOBCPCHUA JICKAPCTBCHHOTO IIPCIlapara,

8) HamuuHWe coriacus, NPEeIyCMOTPEHHOTO YAaCThI0O 7 HACTOSIIEH CTaThHM, €CIM C MOMEHTa
peructpanuu peQepeHTHOro JEKapCTBEHHOTO TMpernapara A BETEPUHAPHOTO MPUMEHEHHUS MPOIILIO
MEHEE YeM IIECTh JIET.

(B pen. @enepanbHoro 3akona ot 13.07.2015 N 241-03)

3. PerucrpanuoHHoe 10cke B IESX IKCIEPTU3BI JEKAPCTBEHHOTO IpenapaTa Ui BEeTEPHHAPHOTO
IpUMEHEeHHs (POPMUPYETCS U3 CIEAYIOIINX TOKYMEHTOB U CBEJCHHUI:
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBeseHust o0 JaTe MPeNOCTaBICHUS W PETUCTPALIMOHHOM HOMEpEe JMIIEH3MHM Ha IPOHM3BOJICTBO
JIEKApCTBEHHBIX CPEJICTB, MPEJOCTABICHHONW MPOW3BOAUTENIO PErHCTPUPYEMOTO JIEKApCTBEHHOTO
npernapara Juisi BETepUHAPHOTO MPUMEHEHHUSI, AJIsl POCCUHCKUX MTPOU3BOIUTENCH;

(B pen. DenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-D3)

2) cBeieHuUsl O JaTe MPENOCTABICHUS U PETUCTPALIMOHHOM HOMEpE JIMIICH3MHM Ha MPOHM3BOJICTBO
JICKApCTBEHHBIX ~ CPEICTB, MPEIOCTABICHHOW IPOWU3BOAMUTENIO (apMaleBTUIECKOH CyOCTaHIIHNH,
BXOJISIIIIEH B COCTaB PETUCTPUPYEMOTO JICKApCTBEHHOT' O Mpenaparta /i BeTepUuHApHOTO MPUMEHEHHUS, TS
POCCHICKHAX TPOU3BOAUTENEH;

(B pen. deaepanbhbix 3akoHOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

21) KOImug AJOKYMCHTA, BBIJAHHOI'O YIIOJHOMOYCHHBIM OpTraHOM CTpaHbBI HPOU3BOAUTCIIA JIA
Ka)KHOﬁ HpOH3BOI[CTBCHHOI>i IJIomaaKun perucTpupyemMoro JICKAapCTBECHHOI'O npemnapara JJIsA
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

BETEPUHAPHOTO NPUMEHEHUS U TOJTBEPKAAIOUIETO COOTBETCTBUE MPOU3BOAUTENS JIEKAPCTBEHHOIO
npernapaTa TpeOOBaHUAM MPaBUI Ha/IIeKalel MPON3BOACTBEHHON MPAKTUKH, U €0 MepeBO/I Ha PYCCKUIA
SI3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IMOPSAKE, a TaKXKe KOMUSA 3aKJIIOUYEHHS] O COOTBETCTBUU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUSAM NPaBHJ HaJUIekalled MPOU3BOICTBEHHOM
MIPAKTUKH, BBIJAHHOTO YIIOJIHOMOYEHHBIM ()e/IepaIbHBIM OpTraHOM MCTIOJHUTEILHOW BIACTH IS KaXKIOU
MIPOU3BOJCTBEHHON IUIOIIAJIKM PErUCTPUPYEMOr0 JIEKapCTBEHHOI'O Ipernapara [jsi BETEPUHAPHOIO
MPUMEHEHHUS, JINOO KOMHS PEIICHUs O MPOBEACHUH WHCIICKTUPOBAHUS MPOU3BOAUTENS JICKAPCTBEHHBIX
CPEICTB, MPUHSATOrO YIOJIHOMOUYEHHBIM (helepaqbHbIM OPraHOM HCHOJIHHUTEIBHOW BIACTH Ui KaXAOW
MIPOU3BOJICTBEHHON IUIOIIAJIKM PErUCTPUPYEMOTr0 JIEKapCTBEHHOI'O Tpernapara Jjsi BETEPUHAPHOTO
MIPUMEHEHHUs. YKa3aHHbIE TOKYMEHTbI IIPEACTABIISIIOTCSA B CIIy4ae, €ClIM IMPOU3BOICTBO JIEKAPCTBEHHOIO
rpernapara ocyuecTBiieTcs 3a npeaenamu Poccuiickoin denepanmu;

(. 2.1 BBeaeH ®enepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) KOmUsl JIOKYMEHTA, BBIJAHHOI'O YIOJHOMOYEHHBIM OpPraHOM CTPaHbl [POU3BOIUTEIIS
(bapmaneBTHYECKOI CyOCTaHIIMM W MOJTBEP)KAAIOLIETO COOTBETCTBUE  TNPOU3BOJIUTEIS
(bapMarieBTHUECKON CyOCTaHIINH, BXOAAIIECH B COCTaB PETUCTPUPYEMOTO JIEKApCTBEHHOTO TpenapaTa Juist
BETEPHHAPHOTO MPUMEHEHUs, TPeOOBAaHHUAM MPABWJI HA/JIeXkKAIeld MPOM3BOJCTBEHHOM NMPAKTUKU, U €T0
NEepeBOJl Ha PYCCKHUH SI3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSAKE, B CIydae, €CIU IMPOU3BOICTBO
(bapmaneBTHYECKOM CyOCTaHIIMM OCYIIECTBIsIETCs 3a mpeaenaMu Poccuiickoit denepanuu;

(m. 2.2 BBenen @enepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

3) TOpOeKT HOPMATHUBHOTO JOKYMEHTa Ha JIEKApCTBEHHBIM TMpemapaT [Jjs BETEPUHAPHOTO
MIPUMCHCHHS,

4) IOKYMEHT, coaepKalluii cleAyrorylo uHpopmanuio o (apmaneBTHUECKOH CYOCTaHIIMU WU
(dapMareBTHYECKUX CYOCTAHIIMSIX, BXOSIIMX B COCTAB JICKAPCTBEHHOTO IMpernapara Jiisi BETSPHHAPHOTO
MPUMEHEHUS:

a) HauMEHOBaHUE (apMalleBTUUECKON CyOCTaHIMM, €€ CTpyKTypa, oOmue cBoiicTBa (Tpu
TOCYJapCTBEHHON  perucTpalyu  MMMYHOOMOJIOTMYECKMX  JIEKapCTBEHHBIX  IpemapaTtoB  JJs
BETEPUHAPHOTO TMPUMEHEHUS NPEJCTaBISIIOTCS CBEACHHUS O NITaMMe, BKJIIOYas €ro HauMEHOBaHHE,
MHGOPMAIIHIO O TPOUCXOXKACHNH, M0 CBOUCTBAX, XapaKTEPUCTUKAX U MECTE JIEIOHUPOBAHMS);

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) HaNMMCHOBAHUC U aIpCC IIPOU3BOJUTCIIA,

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTaI[I/If/'I IMPONU3BOJACTBA U MCTOAOB KOHTPOJIS Ha BCEX
CTagudgXx IMPOU3BOACTBA,

r) uHbopmanusg O TmpuMecsX (He TMpeAcTaBIseTcsl MpU TOCYJapCTBEHHON perucrpanuu
MMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MPEnapaToB /jsl BETEPUHAPHOTO IPUMEHEHHUS);
(B pen. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

n) cnenudukaus Ha GpapManeBTUIECKYI0 CyOCTaHIUIO (HE MPEICTaBIsSeTCs IPHU TOCYIapCTBEHHOMN
perucTpali UIMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MTPENapaToB JIsl BETEPUHAPHOTO IPUMEHEHUS );
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

€) OnucaHle METOIUK KOHTPOJISl KauecTBa;

www.consultant.ru Crpanuua 41 u3 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=10.02.2025&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=374285&date=10.02.2025&dst=100140&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470142&date=10.02.2025&dst=100018&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470142&date=10.02.2025&dst=100020&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=10.02.2025&dst=100031&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=10.02.2025&dst=100032&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=10.02.2025&dst=100033&field=134

®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

) pe3yabTaThl aHanu3a cepuil (papmarneBTHUYECKOW CyOCTaHIHMH (HE TPEACTABISIOTCS TMPH
TOCYJapCTBEHHON  perucTpalii  MUMMYHOOHOJIOTMYECKHX  JICKAPCTBEHHBIX  IpErapaToB s
BETEPUHAPHOTO MMPUMEHEHHS);

(B pen. @enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

3) NEpCUCHb CTAaHAAPTHBIX 06pa3u03 HJIM BCIICCTB, UCIIOJIB3YCMbIX IIPU OCYIICCTBICHUU KOHTPOJIA
KadecCTBa,

1) OIIMCAHUE XapaKTEPUCTUK U CBOWCTB yIIaKOBOYHBIX MATEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHblE O CTA0MJIBHOCTH (HE WPEICTABISIOTCS TMpPH TOCYAApCTBECHHOH perucTparuu
UMMYHOOMOJIOTUYECKIX JICKAPCTBEHHBIX MPEapaToB ISl BETEPUHAPHOTO MPUMEHEHHUS ),
(B pen. @enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

J) CPOK F'OJIHOCTH, YCIIOBUSI XPAaHEHMUS;

Koncynpsrantlintoc: npumedanue.

[Ipy ycKOpeHHOM MpoLeaype pPErucTpalldd BOCIPOM3BEIEHHOIO Ipernapara JOIMYyCKaeTcs
HEMpPEeJICTABICHUE OMHUCAHUS METOJOB U HMX JOKYMEHTAJIBLHOTO MOATBEPKACHUS, NIPU MHUCHMEHHOM
00s13aTeILCTBE UX MPEACTaBUTh B TeueHue 12 mecsueB co s peructpanuu ([loctanoneHue
[IpaButensctBa P® ot 12.03.2022 N 353).

5) oryer o pe3ynbTarax JOKJIMHUYECKOIO MCCIEIOBAHUS JIEKaPCTBEHHOIO CpEJICTBA s
BETEpPUHAPHOTO NPUMEHEHHUs, BKJIIOYAIOIIUN ONUCAHHWE METOJIOB ONpPENAEICHUs OCTAaTOYHBIX KOJUYECTB
JEHCTBYIOLEr0 BeEIleCcTBAa (JICHCTBYIOIIMX BELIECTB), JAOCTUTAIOLIErO (JOCTUTAKOUIMX) CHUCTEMHOTO
KPOBOTOKA, B MPOAYKIHMH >KUBOTHOTO IPOUCXOXKICHHS MOCJIE MPUMEHEHHs TaKOro JIEKapCTBEHHOIO
CPEICTBA, a TAKXKE JIOKYMEHTAJIbHOE MOATBEPkKACHNE (BaIUIaUs) YKa3aHHBIX METO/I0B;

(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

6) order o0 pe3ynbTaTaX KJIMHUYECKOTO HCCIENOBaHMUS JICKAPCTBEHHOIO IIpernapara JJis
BETEPUHAPHOI0 NPUMEHEHHUS Yy KAKA0T0 BUAA KUBOTHBIX, YKa3aHHBIX B MHCTPYKLUHU 10 BETEPUHAPHOMY
IIPUMEHEHHUIO;

7) MMPOCKT UHCTPYKIHHU I10 BETCPHUHAPHOMY NPUMCHCHHUIO JICKAPCTBCHHOI'O IIpCIlapara, conepmameﬁ
CJICAYIOUEC CBCACHUA:

a) HAMMCHOBAHUC JICKAPCTBCHHOI'O IIpeliapaTta AJid BETCPUHAPHOI'O IMPUMCHCHUA (Me)KI[YHaPOI[HOC
HCIMMAaTCHTOBAHHOC, WJIK I'PYHITHUPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/Ifl);

6) JICKApCTBCHHAsA (I)opMa C YKa3aHUCM HAaMMEHOBAHUM M KOJMYECTBEHHOIO COCTaBa ,HCP’ICTBYIOHII/IX
BCIICCTB U KAYECCTBCHHOI'O COCTaBa BCIIOMOT'aTCIBbHBIX BECIICCTB,

B) OIMMMCAHUC BHCIIHCT'O B A JICKAPCTBCHHOI'O IIpCriapaTta AJid BETCPUHAPHOTO IPUMCHCHUS

r) ¢papmakoTepaneBTHUECKas TPYIa JIEKapCTBEHHOTO Mperapara JJisi BEeTepUHAPHOTO MPUMEHEHUS
WIM YKa3aHHE "TOMEONaTHUYECKUI JIEKapCTBEHHBIN Ipenapar';
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

n)  (dapmakomuHaMMKa W (apMaKOKMHETHKAa (32  HCKIIOYEeHHEM  (PapMaKOKHHETUKH
rOMEOIATHYECKUX JICKAPCTBEHHBIX NPENapaToB W PACTHTEIbHBIX JICKAPCTBEHHBIX IPENapaToB) WU
OIMMHMCaHNE UMMYHOOHUOJIOTHUECKUX CBOMCTB JICKAPCTBEHHOTO Mpernapara;

€) MOoKa3aHusl JIsl IPUMEHEHHUS;
K) IPOTUBOIIOKA3aHUs [l IPUMEHEHUSI;
3) MEpbI MPEAOCTOPOKHOCTH NMPU MPUMEHEHUH;

M) yKa3aHHe BO3MOKHOCTH M OCOOCHHOCTEH MPUMEHEHUS Y O€pEeMEHHBIX JKUBOTHBIX, Y )KUBOTHBIX B
[IEPUOJ JTAKTALUH, Y IIOTOMCTBA )KUBOTHBIX;

K) PEKUM JO3UPOBaHUs, CIOCOO BBEACHUS U NPUMEHEHMS], NPU HEOOXOAUMOCTH BpeMs IpuemMa
JIEKApCTBEHHOTIO IIperapara JJis BETEpUHAPHOT0 IPUMEHEHUS, IIPOJOJDKUTEIbHOCTD JICUEHUS,

JI) BO3MOJKHEIE ITOOOYHBIE I[CflCTBI/I?I, HCKECJIATCIbHBIC PECAKIIMU IIPHU IIPUMCHCHHUU JICKAPCTBECHHOI'O
npceriapata JJjis1 BETCPUHAPHOI'O IIPUMCHCHUA

M) CUMIITOMBI IEPETO3UPOBKH, MEPHI IO OKA3aHUIO IOMOLLY IIPU NEPETO3UPOBKE;
H) B3aMMOJIEHCTBHE C IPYTMMU JIEKAPCTBEHHBIMU MpenapaTaMy U (WIN) KOpMaMu;
0) (hopMBbI BBIITYCKA JIEKAPCTBEHHOTO Mpenapara JJisi BETEpUHAPHOTO IPUMEHEHMUS;

1) yKazaHue (Mpu HEOOXOAUMOCTH) OCOOCHHOCTEHW IeHCTBHS JIEKapCTBEHHOIO IMperapara s
BETEPUHAPHOT0 NIPUMEHEHMSI IIPU IIEPBOM MPUEME WK IIPU €0 OTMEHE;

p) onucanue (IIpu HEOOXOTUMOCTH) JEHCTBUH ClieualnucTa B 00JacTH BETEpPUHAPHHU, BIIAJENbIa
KHBOTHOTO TPH TPOIYCKE IpHEeMa OJHOW WM HECKONBKHX 03 JIEKapCTBEHHOTO Mperapara s
BETEpUHAPHOTO IPUMEHEHHUS;

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) CPOK TOAHOCTH MW YKa3aHUC Ha 3alpeT MNPHUMCEHCHUA JICKAPCTBECHHOI'O IIpeliapaTa IJId
BCTCPUHAPHOI'O MPUMEHCHUA 110 UCTCUCHUHN CPOKA I'OJJHOCTH;

T) YCIIOBHSI XpaHEHMS;

y) yKazaHue Ha HEOOXOJMMOCTb XpaHEHHs JIEKapCTBEHHOTO Mpenapara i BETEpPUHAPHOTO
IIPUMEHEHHUS B MECTaX, HEAOCTYIIHBIX IS JETEH;

¢) ykazanue (Mpu HEOOXOAMMOCTH) CIEUHUATBHBIX MEpP MPEAOCTOPOKHOCTH TPH YHUUYTOKECHUH
HEHCIOJIb30BAHHBIX JIEKAPCTBEHHBIX MIPENAPATOB JIJI1 BETEPUHAPHOIO IPUMEHEHHUS;

X) CPOKH BO3MOKHOT'O HCIIOJIB30BaHUA MNPOAYKOHHN KWUBOTHOI'O IMPOUCXOXACHHA ITIOCIIC BBCIACHUA
JKUBOTHOMY JICKAPCTBCHHOTO IIpCIiapaTta JJIs1 BETCPUHAPHOT'O MPUMCHCHUS

I1) YCJIOBUS OTITYCKa;
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'-I) HAaMMCHOBAHUA MW aJp€Ca MNMPOU3BOACTBCHHBIX IIJIOMAAO0OK IPOU3BOAUTEIA JICKAPCTBCHHOI'O
npenapara Jjid BETCPUHAPHOI'O IPUMCHCHUA

II) HAUMEHOBaHME, AaJpeC OpraHU3allM{, YHIOJHOMOYEHHOM Jep)KaTeleM WM BIaAeibLeM
PETHCTPAllHIOHHOTO  YJOCTOBEPEHHUSI JIEKAPCTBCHHOTO IperapaTa Ha MNPUHATHE TPETEH3UH OT
noTpeOuTeNs;

8) MpOEKThl MAKETOB MEPBUYHON YIAKOBKM U BTOPUYHOM YIAKOBKH JIEKAPCTBEHHOTO MIpernapaTa Jiis
BETEPUHAPHOTO IPUMEHEHUS;

9) cnenyromue cBeeHHs O JIEKAPCTBEHHOM Tpenapare /il BETCpUHAPHOTO IPUMEHCHHUS:
a) OIMCaHKE U COCTaB JICKAPCTBEHHOTO TIperiapara Juisi BETEPUHAPHOTO MPUMEHEHHUS;
0) onucanue (papMaleBTHIECKOM pa3pabOTKH;

B) OIMCAHME MPOLIECCa MPOU3BOJICTBA U €0 KOHTPOJISA, MOIMUCAHHOE B TIOPSIIKE, YCTAHOBICHHOM B
COOTBETCTBHH C YacThIO | HACTOSIIEH CTaThy;
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

I') ONUCAaHWE KOHTPOJS KPUTHUECKUX CTaJHWi IPOU3BOACTBA M IPOMEKYTOYHOW MPOIYKIIUH,
MTOJINMMCAHHOE B MOPSJIKE, YCTAHOBJICHHOM B COOTBETCTBHH C YaCcThIO | HACTOSIICH CTAaThU;
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

) HAMMCHOBAaHWSA M ajapeca pa3paboTdmka, JaepiKarels WM BIaJeNblla PETUCTPAIMOHHOTO
yIIOCTOBEPEHHsI  JICKAPCTBEHHOTO  Mperapara, MPOU3BOJACTBEHHBIX  IUIOMIAJIOK  IPOM3BOIUTEIS
JICKapCTBCHHOTO TIperapara Ui BETCPUHAPHOTO NMPUMEHEHUS C YKa3aHHWEM CTaJIud TEXHOJOTHYECKOTO
mpolecca, OCYIIECTBISIEMbIX Ha MPOU3BOJCTBEHHBIX IUIOMIAAKAX MPOU3BOJUTENS JIEKAPCTBEHHOTO
mperapara Jiyisi BETepUHAPHOTO IPUMEHEHUS;

(B pen. DenepanbHbix 3aKk0HOB 0T 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

e) ¢apmareBTUIeCKasi COBMECTUMOCTb;
’K) MUKPOOHOJIOTHYECKHE XapaKTePUCTHUKHY;
3) MaTepuaIbHbINA OallaHC 1715 MPOU3BOACTBA CEPUH TOTOBOTO MPOIYKTa;

I/I) OINMHMCAHUC XAPAKTCPUCTUK U CBOICTB YIIAKOBOYHBIX MATCPHUAJTIOB U YKYIIOPOYHBIX CPCACTB,

KoncynprantlIntoc: npumedanue.
IIpn perucrtpauuu 1O YCKOPEHHOW MPOLEAYPE JOIMYCKAETCS HENPEICTaBICHUE JOKYMEHTOB,
n_.n

npeaycMoTpeHHsix mm. "K" m. 9 4. 3 cr. 17, mpu yCIOBUM MHCHBMEHHOTO O00s3aTEeIbCTBA HX

IIPEIOCTaBUTh B TedeHHe 12 mecsnes co aHs peructpauuun (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

K) JOKYMEHTAJIbHOE MOATBEPkKACHHE (BATUIAINS) IPOIIECCOB U (MJIH) UX OIEHKA;

J) TpeboBaHMSI K KayecTBY BCIIOMOTaTeIbHBIX BelIeCTB (cepTUdUKAT, cHenuduKanus Ha
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BCIIOMOTaTeJIbHbIE BELIECTBA U UX 00OCHOBAHUE);

Koncynprantllintoc: npumedanue.
[Ipu perucrpanuu 1O YCKOPEHHOM MpoOLEAype JOMYCKAeTCsi HENPEACTaBICHHE JIOKYMEHTOB,
npeaycMoTpeHHbIX mm. "M" m 9 4. 3 cr. 17, mpu yclIOBUM THUCBMEHHOTO O00s3aTENIbCTBA HX

IIpeoCTaBUTh B TeueHue 12 mecsueB co aHs peructpauuu (Ilocranosnenue IlpaBurenscta PO ot
12.03.2022 N 353).

M) AHAIIUTUYCCKUC MCTOJUKH, HUCIOJIB3YCMbIC TIIpH OCYUICCTBJICHHU KOHTPOJIA KadYCCTBa
BCIIOMOT'aTCJIBbHBIX BCILICCTB,

KoncynprantlIntoc: npumedanue.
[Ipu perucrtpanum 1O YCKOPEHHOM MpPOLEAYpE JOIYCKAETCS HENpPeACTaBICHUE JOKYMEHTOB,
npeaycMoTpeHHsix nm. "H" m. 9 4. 3 cr. 17, mpu yclIOBHM THUCBMEHHOTO O00s3aTENbCTBA HX

MpeloCcTaBUTh B TedeHue 12 mecsien co ans peructpauuu (I[locranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

H) JAOKYMCHTAJILHOC MOATBCPKIACHUC (BaJII/IZIaIII/ISI) AHAIINTUYCCKUX MCETOJUK, HCIIOJIb3YCMbLIX IIpH
OCYIICCTBJIICHNU KOHTPOJIA Ka4€CTBAa BCIIOMOTI'aTCIIbHBIX BCIICCTB,

O) PIH(bOpMaI_[I/IH 00 HCIIOJB30BAaHUM BCIIOMOTaTeIbHBIX BCIICCTB YCJIIOBCUYCCKOI'O M KHBOTHOI'O
IMPOUCXOKIACHUSA,

1) yrpatui cuiy. - @enepanbusiii 3akoH ot 02.08.2019 N 297-03;

p) TpeboBaHMS K KauyecTBY JIEKAPCTBEHHOrO TMpernapara Jyisi BETEpPUHAPHOTO TNPUMEHEHUS
(ceprudukar, cienudukanys Ha JIeKapcTBEHHBIN Mpenapar U UX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAWKH, HCIIOJB3YEMBIC TIPU OCYHICCTBJICHUHW KOHTPOJIA Ka4YCCTBa
JICKApCTBCHHOTO IIpeliapaTa AJIs1 BETCPUHAPHOT'O MPUMCHCHUS,

KoncynprantlIntoc: npumedanue.
[Ipn perucrtpanuu 1O YCKOPEHHOW NPOLEAYype JOMYCKAaeTCs HENPEACTAaBIEHUE TOKYMEHTOB,
n.n

npeaycMoTpeHHsix nm. "t m. 9 u. 3 cr. 17, mpu yCIOBHM NHCHMEHHOTO 0053aTeNbCTBA WX

MpeIoCTaBUTh B TedeHue 12 mecsieB co ans peructpauuu (I[locranoBnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

T) JOKYMCHTAJIbHOC NOATBCPIKACHHUC (Bannaaum{) AHAIIUTUYCCKUX METOJUK, HUCIIOJbB3YCMBIX IIPpU
OCYIICCTBJICHUU KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHOI'O MTpCriapaTta AJid BETCPUHAPHOTO IIPUMCHCHUA

Y) JOKYMCHT, HO)ITBep)K}IaIOHH/Iﬁ KaueCTBO JICKAPCTBCHHOI'O IIpf€riapaTta TPEX MTPOMBIINIIICHHBIX
cepuii (IMPOTOKOJT aHAIN3a MU CEPTU(PUKAT aHAIHM3a), OJTHA CEPUSI KOTOPOTO 0JDKHA COBIMA/IATh C CepUei

o6pa3ua JICKApCTBCHHOTO IIpCriapaTa, MIOAaAHHOTO Ha pCruCTpanuio,

¢) xapakTepucTuKa NpruMecei;
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X) NEpeYeHb CTaHJApPTHBIX 00pa3lOB, UCIOJIb3YEMBIX IPU OCYILIECTBICHUU KOHTPOJS KayecTBa
JIEKapCTBEHHOTIO IIperapara JJisl BETEpUHAPHOTO IPUMEHEHUS;

Koncynsrantlntoc: npumeqanue.

[Ipu yckopeHHO Tmpouenype perucTpauuyd BOCIPOU3BEAEHHOTO Ipenapara JOIyCKaeTcs
HETIpECTaBICHUE CBEICHHM, NpeaycMOTpeHHbIx mm. "n" m. 9 4. 3 cr. 17, npu NHUCbMEHHOM
00s13aTeNILCTBE UX MPENOCTaBUTh B TeueHue 12 wmecsneB co aHs peructpauuu (IlocranoBnenue
[TpaButensctBa PO ot 12.03.2022 N 353).

H) JaHHBIC O CTaOMIBLHOCTH JICKApCTBCHHOTO IIpfIriapara AJisi BETCPUHAPHOT'O IIPUMCHCHUS,

10) xommst JDOKyMEHTa, cojepamero MHGOpMAIHMIO O HAIWYMM WIK 00 OTCYTCTBUH (DaKTOB
perucTpanyy JeKapCTBEHHOTO TpernapaTa JUlsl BEeTepHHAPHOTO NMPUMEHEHUs 3a mpenenamu Poccuiickoi
denepauuu;

11) cornacue B MUCHbMEHHOH (hopMe, MPEeITyCMOTPEHHOE YacThiO 7 HACTOSIICH CTAaThU, B CiIydae
perucTpanyy BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO Tpenapara;
(B pen. @enepanbHoro 3akona ot 13.07.2015 N 241-03)

12) xomus JOKyMEHTa Ha pPYCCKOM $3bIKE, 3aBEPEHHON0 B YCTAHOBJIEHHOM MOpPSAKE U
MOJTBEPXKIAIOLIETO IPABOMOYHOCTh 3asBJICHHS O TOCYJAapCTBEHHON PpErucTpalnuy JIeKapCTBEHHOI'O
npernapara Jyisi BETEpUHAPHOIO IPUMEHEHUS (JIOBEPEHHOCTb );

Koncynpsrantlintoc: npumedanue.

Jo 31.12.2030 poccuiicKUM MPOU3BOIUTENSAM Pa3pEIICHO HE MPEICTABIATh CBEJACHUSI B COOTBETCTBUU
c m. 13 4. 3 cr. 17 mpu perucrtpanuu HUMMYHOOHMOJIOTUYECKUX JIEKAPCTBEHHBIX IMPENnapaToB
(ITocranosnenue [IpaBurenscrBa PO ot 12.03.2022 N 353).

13) cBemeHMss O TOCYAApCTBEHHOM perucTpaluyd TIeHHO-MHXEHEPHO-MOIU(PHUIMPOBAHHBIX
OpPTaHU3MOB, TIPEAHA3HAYEHHBIX [UIS BBITYCKA B OKPYXKAOIIYI0 cpeay (IpH TOCYAapCTBEHHOM
perucTpal JIEKapCTBEHHBIX IpenapaTroB Uil BETEPUHAPHOTO TMPUMEHEHHUs, MOJIYYEHHBIX C
NPUMEHEHHEM T'eHHO-MH)XEHEPHO-MOJU(PHUIMPOBAHHBIX ~ OPTaHU3MOB WJIM  COJAEPXKAIMX  TaKue
OpPTraHU3MBI).

(m. 13 BBenen denepanbHbiM 3aKkoHOM 0T 02.08.2019 N 297-03)

4. Tlpu mnpoBeNeHHMH YCKOPEHHOW MpOLEenyphl SKCHEPTU3bl JIEKApCTBEHHOIO Ipemnapara s
BETEpPUHAPHOTO TIPUMEHEHHUs (32 MCKIIIOUYEHHWEM JIEKapCTBEHHOTO TIpenapaTta il BETEPHHAPHOTO
IPUMEHEHMs, YKa3aHHOro B yacTu 4.1 HacTosAlIel CTaTbM) B LESAX €ro rocylapcTBEHHON perucTpanuu
BMECTO OTYETa pa3paboTUMKa O Pe3yabTaTax JOKIMHUYECKOTO MCCIEIOBaHMS JIEKapCTBEHHOTO CPEACTBa
JUIl BETEPUHAPHOTO TNPHUMEHEHHUs MOXeT OBbITh NpEACTaBIeH 0030p HAayuyHBIX PabOT O pe3yiabTaTax
TOKIMHUYECKOTO HCCIEeNOBaHUS pPe(EepeHTHOro JIeKapCTBEHHOTO Mpenapara Juii BETEPUHAPHOTO
NPUMEHEHHs, a BMECTO OTYETa O pe3ybTaTax KIMHUYECKOrO MCCIIEJOBAHUS JIEKApCTBEHHOTO Iperapara
A BETCPUHAPHOIO MNPHUMCHCHHA OTUYCT O Ppe3yibTarax I/ICCHe}IOBaHI/Iﬁ OHMO’KBHUBAJIEHTHOCTH
BOCIIPOU3BEIEHHOT' O JIEKAPCTBEHHOT'O IpenapaTa /il BeTepUHAPHOTO TPUMEHEHHUS.

(B pen. DenepanbHbix 3akoHOB 0T 02.08.2019 N 297-®3, ot 28.04.2023 N 171-D3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

4.1. Tlpu mnpoBeaeHUU YCKOPEHHOM HPOLEIYypbl AKCIEPTU3bl JIEKAPCTBEHHOTO IMperapara st
BETCPUHAPHOTO NMPUMEHEHUs, MPEAHA3HAYCHHOTO JJI JICUEHUs JTOMAIIHUX >KUBOTHBIX, OIMpPEICIICHHBIX
@enepanbHbiM 3ak0oHOM 0T 27 gnekabpst 2018 roma N 498-@3 "OO OTBETCTBEHHOM OOpaIIeHUH C
JKUBOTHBIMU M O BHECEHUM M3MEHEHUU B OTJEJIbHbIC 3aKOHOAATEIbHbIE akThl Poccuiickoit denepanun',
U 3aperucTpUPOBAHHOTO B KAayECTBE JICKAPCTBEHHOT'O Mperapara s MEAUIMHCKOrO MPUMEHEHHUS, B
LEJISAX €r0 TOCYAaPCTBEHHOW PErucTpaiii BMECTO OTUeTa pa3paboTurKa O pe3ybTaTax JOKIUHUYECKOTO
WCCJICTIOBAHMS JICKAPCTBEHHOTO CPEICTBA JJII BETCPUHAPHOTO MPUMEHEHHSI MOTYT OBITH MPEACTABICHBI
pe3yiabTaThl JTOKJIMHUYECKOTO HCCIEIOBAaHUS COOTBETCTBYIOIIETO JICKAPCTBEHHOT'O CpEACTBA  JUIS
MEIUIMHCKOTO TPUMEHEHHUs, a BMECTO OT4YeTa O pe3ysibTarax KIMHUYECKOTO HCCIIeOBAHUS
JIEKApCTBEHHOT'O TperapaTa il BETCPUHAPHOTO MPUMEHEHHUs - 0030p Hay4YHBIX pabOT O pe3yibTarax
KJIIMHUYECKUX HCCIEAOBAaHUM JIEKapCTBEHHOTO MperapaTta i MEIUIMHCKOrO NMPUMEHEHHS Ha BHUAAX
YKUBOTHBIX, KOTOPBIM IPEIHA3HAYACTCS UCCIICTYEMbIH JICKaPCTBEHHBIN Mperapar.

(dactb 4.1 BBegena denepanbubiM 3akoHOM OT 28.04.2023 N 171-03)

5. Ha sKkcriepTu3y pa3iuydHbIX JIGKAPCTBEHHBIX ()OPM OIHOTO M TOTO )K€ JICKAPCTBEHHOTO Mperapara
JUTSE BETCPUHAPHOTO TMPUMEHEHUS 3asIBUTEIIb MPEACTABIISCT OTACIbHBIC 3asSBICHUS U PETHCTPAIIOHHBIC
J0ChE Ha KaXIYI0 JieKapcTBeHHYIO (hopmy. [IpH yciioBUM 0JJHOBPEMEHHOM MMO/Ia4H HA SKCIIEPTU3Y OIHOM
JIEKapCTBCHHON (DOPMBI C PA3IMYHBIMU JTO3UPOBKOM, KOHIICHTPAIUEH, 00HEMOM 3assBUTEIh MPEICTABIISICT
OJTHO 3asIBJICHHUE M PETUCTPAI[IOHHOE JIOChE C MPUIIOKEHUEM MAKETOB NMEPBUYHON YITAKOBKU M BTOPUYHOM
yrmakoBkd. Ha Makerax mepBUYHOHN YITAKOBKH M BTOPUYHOW YIAKOBKH YKA3BIBAIOTCS BCE MPOU3BOIUMBIC
JO3UPOBKH, KOHIEHTpAIUU, 00BEMBI U KOJMYECTBO JI03 B YIAKOBKE JICKAPCTBEHHOTO Tpenapara s
BETEPHHAPHOTO MMPUMCHCHHSI.
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

6. B cnydae HemnpejicTaBieHUsI C 3aiBJICHHEM O TOCYAApPCTBEHHOM PErucCTpalvy JIEKAPCTBEHHOTO
npenapara Jijisi BEeTepUHApHOTO MPUMEHEHHS JOKYMEHTOB, OATBEPKAAIOIINX YILIATy rOCYI1apCTBEHHON
MOLIMHBI U YKa3aHHBIX B IYHKTE 7 4acTW 2 HACTOSIIEH CTAaTbM, CBEICHUN O JUUEH3UAX, YKA3aHHBIX B
nyHkTax | ®w 2 wactu 3 Hacrosmied CTaThbM, a TakXKe BBIIABaeMBIX (TPEJOCTABISEMBIX)
YIOJIHOMOYEHHBIMU  (he/lepaibHBIMA OpraHaMU HMCIIOJIHUTENIFHON BIJIACTH JOKYMEHTOB (CBEICHUM),
yKa3aHHbIX B TyHKTe 2.1 dYactu 3 HacTosiied cTaThbd, YIOJTHOMOYEHHBIH ¢eaepanbHblii Opra
WCTIOTHUTEIPHOM  BJIACTH  3allpallliBaeT  yKa3aHHbIE  JIOKYMEHTHI  (CBEJCHHsS) B  MOPSAKE
MEXBEJIOMCTBEHHOTO MH(POPMAIIMOHHOTO B3aUMOICHCTBUSI.

(uactsb 6 B pen. denepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He pnomyckaercss HCHOJIb30BaHME B KOMMEPUECKMX ILeNAX HMH(POpMAUM O pe3yiabTaTax
JOKJIIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPENICTB U KIMHUYECKUX UCCIIEI0BAaHUN JIEKapCTBEHHBIX
IIPENapaToB JUIsl BETEPUHAPHOIO NPHMEHEHUs, NPEICTABICHHON 3asiBUTENEM [UIsl TOCYAApCTBEHHOU
perucTpalMy JIEKapCTBEHHBIX IIpernaparoB, 0e3 ero corjacuss B TEUYEHHWE WIECTH JIeT C JAaThbl
rOCyJapCTBEHHOI perucTpaiuu pegepeHTHOro JeKkapcTBEHHOTo npemnapara B Poccuiickoit deneparum.

8. Jlepkarenp WM BiIaAesel] PerHCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKApPCTBEHHOTO Ipenapara s
BETEPUHAPHOTO MPUMEHEHHSI MPEJICTABISAET B YIOJTHOMOUEHHBIN (eiepaabHbIi OpraH MCIOJHUTEIbHON
BJIACTH OTYET IO pe3yiabTaTaM (papMakOHAA30pa OAMH pa3 B HIECTh MECALEB B TEUCHHE JIBYX JIET IOCIE
rOCyJIapCTBEHHOM perucTpaiuy JIeKapcTBeHHOro npemnapara B Poccuiickoit denepannu, 3aTeM €XEroaHo
B TEUCHHE MOCIECIYIOMUX TPEX JIET U B TaTbHEHIIIEM OJIH pa3 B TPH roja.

(uactp 8 BBeneHa PenepanbHbIM 3aKk0HOM OT 02.08.2019 N 297-D3)
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?;iie?:;gbig 32%'(22; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Hata coxparenms: 10.02.2025

Cratbsa 18. YTpatuna cuny ¢ 1 ceHtabpa 2024 ropa. - PeapepanbHbIi 3aKOH OT
30.01.2024 N 1-3.

Koncynsrantlntoc: npumeqanue.

[Tonoxenus ct. 19 (B pen. @3 ot 30.01.2024 N 1-d3), kacaromuecs IpeIoCTaBICHUS TOC. YCIYT TIPH
oOpaIlleHuu JICKAPCTBEHHBIX CPEJICTB JIJIsi MEIUIIMHCKOTO M BETCPUHAPHOTO IIPUMEHEHUS TIOCPEICTBOM
€IMHOM CHCTEMBI U (WJIH) eIuHOTO TTopTaja, mpuMmenstores ¢ 01.01.2026.

Ctatbs 19. MpuHATHE pelleHUsa O Bblgaye 3KCMEPTHOMY yUpeXAeHUI0 3aJaHusa Ha
npoBeAeHne 3KCNepTU3bl NeKapcTBEHHOro cpeacTBa

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B TeueHue necatu pabouux JIHEH CO JHS MPUHSITHS 3asIBJIICHUS O TOCYapPCTBEHHON PETUCTPAIUU
JIEKapCTBCHHOTO Tperapara WM 3asBICHHS O NPH3HAHWH JICKAPCTBEHHOTO Ipermapara ophaHHBIM
JICKQpPCTBEHHBIM  TIpErapaToM  COOTBETCTBYIOIIMN  yIIOJHOMOYEHHBIH  (efepalibHBId  OpraH
WCIIOJTHUTEIIBHON BJIACTH MPOBOIUT MPOBEPKY IMOJHOTHI, JOCTOBEPHOCTH M MPABUIBLHOCTH OPOPMIICHHS
MPEJCTABICHHBIX JIOKYMEHTOB PErMCTPAallMOHHOTO JOChe Ha JICKAPCTBCHHBIM Mpenapatr U MPUHHUMAET
pelIeHre O BhIIaue 3aJaHus Ha TPOBEICHUE:!

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) skcmepTH3sl JOKYMEHTOB, IMPEICTABICHHBIX JUIS ONPEICIICHUS BO3MOXKHOCTH pPaccMaTpUBaTh
JICKApCTBEHHBIM Ipenapar s MEIUIIMHCKOTO NMPHUMEHEHHUS B KadecTBE OP(PAHHOTO JICKApPCTBEHHOTO
npernapara;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

KoncynsrantlIntoc: mpumedanue.
C01.01.2026 i1. 2 4. 1 ct. 19 yrpauusaer cuny (@3 ot 30.01.2024 N 1-D3).

2) OKCIICPTU3BI JICKAPCTBCHHOI'O CPCACTBA B YACTH SKCIIEPTU3bI KAUYCCTBA JICKAPCTBECHHOI'O CPEACTBA
N SKCIICPTU3bI OTHOLICHUS 0XKHIAEMOH MOJB3blI K BO3MOXHOMY PUCKY IIPUMCHCHUA JICKAPpCTBCHHOT'O
npemnapara Jjid MCIUIUHCKOTIO IIPUMCHCHU,

3) sKcepTH3bI JEKApCTBEHHOTO CPE/ICTBA B YACTH HKCIEPTHU3bI KaUeCcTBa JEKapCTBEHHOTO CPE/ICTBA
M OKCIICPTU3bl OTHOLICHUS O)KI/II[aeMOfI IMOJIB3bI K BO3MOKHOMY PHCKY HNPHUMCHCHHA JICKAPCTBCHHOI'O
mpernapara Uil MEIWLUHCKOTO NIPUMEHEHHs B IMOPAJKE YCKOPEHHOM MpOLENypbl AKCIEPTHU3BI
JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHUHU CO CcTaThel 26 HacTosuiero @enepaabHOro 3aK0Ha;

4) »sKcHepTu3bl JIEKapCTBEHHOI'O CPEJICTBA B OTHOLIEHWUM JIEKAPCTBEHHOIO IIpernapara Uit
BETEPUHAPHOTO IPUMEHEHUSI.

2. YnomHOMOUYEHHBIH (eepanbHbIii OpraH HCHOJHHUTENbHOM BJIACTH HANpaBisieT B JIMYHBINA
KaOMHET SKCIEPTHOIO YUPEeXKICHUS B €IUHOU cHCcTeMe MOANMCAHHOE YCUJIEHHOW KBaIU(UIIMPOBAHHON
AJIEKTPOHHOM TMOANMCHIO 33JjaHHE Ha NPOBEICHHME KCIEPTU3, NPEAYCMOTPEHHBIX YacThiO | HacTosALIeH
CTaTbM, B JIMYHBIM KaOWHET 3asBUTENs B €AMHOM CHUCTEME - TOJNUCAaHHOE YCHJIEHHOU
KBAJM(HUIUPOBAHHON 3JIEKTPOHHON MOJMHUCHIO YBEAOMIIEHHE O NMPHUHATOM PEIIEHUH O BblIade 3aJaHus
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

Ha MPOBEJICHUE IKCIEPTU3, TPEAYCMOTPEHHBIX YacThiO | HACTOSIIEH CTaThH, U B CIy4ae HEOOXO0AUMOCTH
0 BbAAaYe paspeuieHus Ha BBO3 B Poccuiickyro ®enepanuio KOHKPETHOW IapTUH, CEPHU
3apETUCTPUPOBAHHBIX W (MJIM) HE3apEeTHCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WM 00 OTKa3e B
IPOBEJICHUH TAaKUX AKCIIEPTU3 C yKa3aHUEM IPUYMH OTKa3a.

(uactsb 2 B pen. enepanpHoro 3akona ot 30.01.2024 N 1-D3)

3. B ciyuyae BBIABICHMSI OTCYTCTBUS WJIM HEJIOCTOBEPHOCTH HH(POPMALMHU, COJAEpIKallehcs B
NPEJCTaBICHHBIX 3asBUTENEM IOKYMEHTaX, YIOJHOMOYEHHBIH (elepanbHblii OpraH HCIOJIHUTEIbHON
BJIACTU HANpaBJISIET 3asBUTEII0 MIOCPEICTBOM €JMHOIO MOpTajla WIK B €ro JIMYHbIA KaOMHET B €IUHOMN
cucTeMe 3ampoc 00 YTOYHEHHMH 3TOM WMH(pOpMalMH, MOANUCAHHBIN YCHJICHHON KBaJM(UIIMPOBAHHOM
3JIEKTPOHHON HOJIMCHIO (Jajiee - 3ampoc YINOJIHOMOYEHHOro (eaepanbHOro opraHa MCIOJHUTEIbHON
BIJIACTH).

(dactb 3 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. 3asBuTenp 00s3aH HAPABUTH IMOCPEACTBOM €AMHOTO MOPTAIa B YIIOJTHOMOUYEHHBIH (eiepanbHbIii
OpraH HCHOJHMTEIbHOM BJIACTHM WJIM B JIMYHBIA KaOMHET YIOJIHOMOYEHHOro (efepalbHOro OpraHa
WCTIOJHATENBHOW BJIACTH B E€AMHOW CHCTEME IMOJIIMUCAHHBIA YCWJICHHOW KBaTH(pUIMPOBAHHOU
3JIEKTPOHHON MOAMUCHI0 OTBET HAa 3alpOC YINOJHOMOYEHHOro (heAepalbHOrO OpraHa MCIOJHUTEIbHON
BJIACTH B CpPOK, HE INPEBBIAIOMUN JE€BIHOCTa padouuX JHEH CO JHS IOJIY4YEHUs YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM MCIIOJHUTEIBHOM BJIACTH 3JEKTPOHHOTO YBEAOMIIEHUS O MOJIYYEHUH 3asBUTEIIEM
naHHoro 3ampoca. Cpok, yka3aHHbIM B yacTM | HacToslledl cTaTbu, NPUOCTAHABIUBACTCS CO JIHSA
HalpaBJIeHUsl MOCPEICTBOM E€IMHOIO HOpTaja WM B JMYHBIA KaOMHET 3asBUTEN B €IUHON CUCTEME
3ampoca YHOJHOMOYEHHOTO (eepabHOTO OpraHa HWCIOJIHHUTENBHOW BIACTH [0 IHS HAampaBJICHUS
3asBUTEJIEM MOCPEJICTBOM €AMHOTO MOpTaja UM B JIMYHBIM KaOWHET YMOJIHOMOYEHHOTO (erepaabHOro
OpraHa UCIOJIHUTEIIbHOM BJIACTH B €IMHOW CUCTEME OTBETA.

(uactsb 4 B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHOBaHuEM JUIsl OTKa3a B OpraHU3allid 3KCIEPTH3, MPEAYCMOTPEHHBIX YacThio | HacTosien
CTaThH, SBISETCA TpEACTaBICHHE HEOOXOAMMBIX JUIsI MPOBEAEHUS IPETyCMOTPEHHBIX O3KCIEPTU3
JOKYMEHTOB B HEIMOJIHOM 00bEME WM HEMpECTABIEHNE 3asBUTEIEM B YCTAHOBJIEHHBIN CPOK OTBETa Ha
3alpoc YMOJHOMOYEHHOTo (hefepalibHOTO OpraHa HCHOJHHUTEIbHON BIACTH, a TAaKKe Ipe/ICTaBIEHUE
JIOKYMEHTOB, HE COJIEPKalX NCUYEPIBIBAIOIIETO MePeUHs HEOOXOIUMBIX CBEICHUH.

6. Ilpu oTka3e B OpraHM3anUM 3KCIEPTU3bI, MPEAYCMOTPEHHOW NMyHKTOM 4 uyactu | Hacrosmen
CTaTbH, JOKYMEHTBI, BXOJSIIME B COCTaB PErMCTPAIIMOHHOTO JI0ChE Ha JIEKApCTBEHHBIM Mpenapar ais
BETEPUHAPHOTO NPUMEHEHHs, MOTYT OBITh BO3BpAIEHBl 3asBUTENII0 HAa OCHOBAaHMM €ro 3arpoca,
MOJNUCAHHOTO  YCUJICHHOW KBaJU(UIMPOBAHHOM AJIEKTPOHHOM MOAMMCHIO M HAIpPaBJIEHHOTO
MIOCPEJICTBOM €JIMHOI0 MOopTajia B YHOJHOMOYEHHBIN (hefiepaibHblii OpraH MCIOJHUTEIbHOM BIACTU MU
JUYHBIN KaOMHET YIOJIHOMOYEHHOIO (peiepallbHOTO OpraHa UCIOJIHUTEIBHON BIIACTH B €JUHON CHUCTEME,
B TEYCHME TPUALATH pabouyux AHEH cO JHS HPUHATHS YIOJIHOMOYEHHBIM (hefepalibHbIM OpPraHoM
WCIIOJIHUTENIPHON BIIACTH pelieHus 00 OTKa3e B OpraHU3allid TaKOW SKCIEPTH3bl. YTIOIHOMOUYEHHBIH
(benepanbHBI OpraH UCIIOJTHUTEIHHON BIACTH BO3BPAILACT 3asiBUTENIO YKa3aHHBIE JOKYMEHTHI B TEUEHHUE
JecsiTh paboumx AHEH CO JTHS MOJyYeHUS! COOTBETCTBYIOIIETO 3alIpoca 3asiBUTEIS.

(uactp 6 BBeneHa DenepanbHbiM 3aK0oHOM OT 02.08.2019 N 297-03; B pea. PeaepanbHOrO 3aKOHA OT
30.01.2024 N 1-®3)

Koncynprantlntoc: npumedanue.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

[Tonoxenus ct. 20 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs IpeIoCTaBICHUS TOC. YCIYT TIPH
oOpalieHuu JICKapCTBEHHBIX CPEJACTB ISl MEAMIIMHCKOTO TMPUMEHEHHS TIOCPEACTBOM EAMHON
cucremsl, npumensitoresa ¢ 01.01.2026.

Ctatbsas 20. O3KcnepTusa [OOKYMEHTOB, MNpeAcCTaBlieHHbIX ANs  onpeaeneHus
BO3MOXHOCTM paccMaTpuMBaTb JleKapCTBEeHHbIW npenapaT AnA  MeAULMHCKOro
npuUMeHeHUs B KavyecTBe opdraHHOro JieKapCTBEHHOro nNpenapara

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1. Ilpounenypa ompenenaeHusi BO3MOXKHOCTH paccMaTpuBaTh JIEKApCTBEHHBIN IpemapaTr Juisd
MEAHUIIMHCKOTO MPUMEHEHHs] B KayecTBe OppaHHOrO JIEKAPCTBEHHOT'O Mpernapara MOKET MPOBOIUTHCS
KaK B OTHOILEHUU JIEKAPCTBEHHOI'O Ipernapara, 3aperuCTPUPOBAHHOTO B COOTBETCTBUU C HACTOSIIMM
@denepallbHBIM 3aKOHOM JIMOO B COOTBETCTBMM C aKTaMM, COCTaBisfomMMU npaBo Coro3a, Tak U B
OTHOIIEHWU  HE3aperuCTPUPOBAHHOIO  JIEKAPCTBEHHOIO  Ipernapara. OJKCHepTHu3a  JIOKYMEHTOB,
MPEACTABICHHBIX [UJIl ONpPEAEJICHUs BO3MOXXHOCTU pPACCMATPUBATH JIEKAPCTBEHHBIM IpenapaTr it
MEIUIMHCKOTO TPUMEHEHHsS B KadecTBe Op(aHHOrO JIEKAPCTBEHHOTO IMIperapara, COCTaBJICHUE
KOMHCCHEN HKCIEPTOB 3aKIIOYEHUST O BO3MOXKHOCTM WM  HEBO3MOXKHOCTHM  paccMaTpHUBaTh
JICKApCTBEHHBIN Ipenapar A MEJUIIMHCKOTO NPUMEHEHUS B KadecTBe Op(aHHOTO JIEKAPCTBEHHOTO
mpermapaTa W HampaBlieHWE B JIMYHBIA KaOWHET YMOJHOMOYEHHOTO (enepanbHOro OpraHa
WCTIOJTHUTEIIEHOW BIIACTH B €MHOM CHCTEME JAHHOTO 3aKJIIOUEHHs B (JOPME IEKTPOHHOTO JOKYMEHTA,
MOJANUCAHHOTO YCHJIEHHOW KBATM(DUIIMPOBAHHON 3JIEKTPOHHOMN MOMKCHIO, OCYLIECTBISIOTCS B CPOK, HE
MPEBBIIAIOIMNNA TPUANATH PaOOYMX JHEH €O [HS HamNpaBICHUS B JIMYHBIA KaOMHET JKCIIEPTHOTO
YUPEKIEHUS B €IMHON CHUCTEMe 3aJaHus YIOJHOMOYEHHOTO (enepanbHOro opraHa MCHOIHUTEIbHOM
BJIACTH U CJIEYIOIIUX JOKYMEHTOB U CBEACHUMA:

1) 3asBieHHE O MPHU3HAHUH JICKAPCTBEHHOTO MpenapaTta ophaHHBIM JIEKAPCTBEHHBIM MPEMapaToM,
COCTaBJICHHOE IO (popMe, YTBEP>KIEHHON YIMOJIHOMOYEHHBIM (DeepaibHbIM OpPraHOM HCIOJHUTEIbHON
BIIACTH, TOJNHCAHHOE YCHJIEHHOW KBaNU(UIIMPOBAHHOW JIIEKTPOHHON MOMIMKUCHI0 YIOJIHOMOYEHHOTO
MIPEACTABUTEINS FOPUUYECKOTO JIUIIA, TIEUCTBYIONIETO B COOCTBEHHBIX MHTEPECAX WM YIIOJTHOMOUYEHHOTO
MPEACTABIATH HUHTEPECHI APYrOro IPUANYECKOTO JINIIA;

2) Komusg JOKyMEHTa Ha pPYCCKOM S3bIK€, 3aBEPEHHOI0 B YCTAHOBJIEHHOM MOpPSAKE U
MIOATBEPKAOLIETO TPAaBOMOYHOCTD 3asBUTEIN I0JAaBAaTh 3asBJICHUE O MPU3HAHUM JIEKAPCTBEHHOIO
npenapaTta oppaHHbIM JIEKApCTBEHHBIM MpenapaToM (Ip1 HEOOXOIUMOCTH);

3) obocHOBaHMe Op(haHHOCTH 3a00JieBaHMs, HE OTHECEHHOTO B COOTBETCTBUU ¢ DenepaiabHbIM
3akoHOM OT 21 HostOpst 2011 roma N 323-®3 "OO6 ocHOBax OXpaHbI 37I0POBbsl TpaxaaH B Poccuiickoit
@enepanuu” Kk penkuM (oppaHHBIM) 3a00J7€BaHUSAM, B TOM 4YHCIe MOJApoOHas HH(opManus o
IMAarHOCTHKE, MPOPUITAKTHKE WIIN JICYCHUU TaKOTO 3a00JIeBaHMS,

4) yTBep)KIE€HHas HHCTPYKLHS MO MEIULMHCKOMY IPUMEHEHHMIO JIEKapCTBEHHOI'O Ipenapara,
3aperuCTPUPOBAHHOTO B COOTBETCTBMM ¢ HacTosimiuM DenepanbHbIM  3aKOHOM, WIM  0OO0IIas
XapaKTepUCTHKA JIEKapCTBEHHOI'O IIpernapara, 3aperuCTPUPOBAHHOTO B COOTBETCTBUU C aKTaMH,
cocraBistonmMu npaBo Coro3a (py HATUYHUH);

5) HHCTPYKIUA TTO MCAULIMHCKOMY HNPUMCHCHHUIO HJIM KpaTKasd XapaKTCPUCTUKA JICKAPCTBCHHOI'O
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

Ipernapara, yTBEp>KIACHHbIE B CTPAHE POU3BOAUTENS (IIPU HATUYMH);

6) KONMHM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM IMOPSAKE U MOATBEPXKIAIOMIMX (aKT
perucTpanyy JEKapCTBEHHOTO IpenapaTa B HMHOCTPAHHBIX TOCYAAapCTBax B KauecTBe Op(haHHOTO
JIEKapCTBEHHOT'0 Ipernaparta (Ipyu HaJIUuuuu);

7) OPOEKT XapaKTEpPUCTHKU HE3aperMCTPUPOBAHHOIO JIEKAPCTBEHHOIO IIpENapara, COAEpKallero
CIIEAYIOIIME MHHHMMAJbHbIE CBEAEHUS O HE3aperuCTPUPOBAHHOM JIEKAPCTBEHHOM  Ipernapate
(momyckaercs IpeNCTaBICHUE IPOEKTAa XapaKTEPUCTUKH HE3aperMCTPUPOBAHHOIO JIEKAPCTBEHHOTO
Ipernapara, COCTaBJIEHHOI'O B COOTBETCTBUHU C JIOCTYNHBIMU JIaHHBIMHU 110 IPOBEIEHHBIM KIMHHUYECKUM
HCCIIEIOBAaHMUSM JIEKAPCTBEHHOIO Ipenapara M JOKIMHUYECKUM HCCIIEJOBAHUSIM JIEKAPCTBEHHOTO
CpeAcTBa Ha MOMEHT IOJAauyd 3asdBJIEHUS O NPU3HAHUM JIEKAPCTBEHHOro Ipenapata opgaHHBIM
JIEKapCTBEHHBIM IIpErapaToM):

a) HaMMEHOBAHME JIEKAPCTBEHHOIO TIpenapara (MeXAyHapoJHOE HENaTeHTOBaHHOE, WU
IPYNIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

6) JICKAapCTBCHHAsA Q)opMa C YKa3aHUCM HAaMMEHOBAHMU M KOJIMUECTBEHHOI'O COCTaBa ﬂeﬁCTBYIOHlHX
BCIICCTB U KAYCCTBCHHOT'O COCTaBa BCIIOMOI'aTCIIbHBIX BCUICCTB (HpI/I H€O6XOI[I/IMOCTI/I KOJIMYCCTBECHHOI'O
CcoCTaBa BCIIOMOI'aTCIIbHBIX BeIJ_ICCTB);

B) (papmakoaHAMUKa U papMaKOKHHETHKA;
I') HOKa3aHMsl JUI1 IPUMEHEHUS;
1) IPOTUBOIIOKA3aHUs U1 IPUMEHEHUS;

e) BO3MOXKHBIC ITOOOYHBIC JEHUCTBUS U HEXEJIaTCIbHBIC pCaKknuu 1nmpu NpuMEHCHHUHU JICKAPCTBEHHOI'O
npemnapara ajid MCIUIUHCKOTIO IPUMCHCHU,

’K) HAUMEHOBAaHUS W ajpeca MPOHM3BOJCTBEHHBIX IUIOMIAJOK IPOU3BOJUTENS JIEKAPCTBEHHOTO
npernapara;

3) cBeJeHMS O pa3paboTyMKe JIEKapCTBEHHOTO CpEACTBA (JepXkareiae perucTpalioHHOrO
YIOCTOBEpPEHUS);

8) cBelleHMs O TEKYILEM CTaTyce pa3padOTKU He3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpernapara,
a TaxoKe IUIaH ero pa3paboTKy;

9) O630pH JOKJIMHAYECKUX HCCIEIOBaHUN JICKAPCTBCHHBIX CPECACTB U KIIMHUYCCKUX HCCIIeJOBaHUI
HE3apCTUCTPUPOBAHHOTO JICKAPCTBCHHOI'O IMpe1iapara, JOCTYIIHBIC Ha JCHb ITOAAa4YU 3asABJICHUA,

10) oTueTel O NPOBEACHHBIX JOKJIMHUYECKUX MCCIEAOBAHUAX JIEKAPCTBEHHOIO CpEACTBA U
KJIIMHUYECKUX MCCIIEIOBAHUIX HE3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpenapara (Ipyu HaJIudun);

1 1) PCKBU3UTHI JOKYMCHTA, IOATBCPKAAOMICTO YIUIATY FOCYIlapCTBCHHOf/'I ITOIIJIHUHBI.

2.B CJIyda€ HEAOCTATOYHOCTHU IMMPEACTABIICHHBIX MAaTCPUAJTIOB B LEIAX IMMPOBEACHHA OKCIICPTHU3BI AJIA
OIPEACIICHUA BO3MOXHOCTHU pacCMAaTpuBaTh HeKapCTBeHHBIﬁ npenapar it MCAUIIUHCKOIO NPpUMCHCHUSA
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B KadecTBe Op(aHHOTO JIEKaPCTBEHHOTO Iperapara 3KCIEPTHOE YUYpPEXkICHUE HANpaBiIsIeT B JIMYHBIN
KaOMHET 3asBUTENIA B €JUHOM CHCTEME 3alpoc O IPEACTABICHUH HEOOXOIUMBIX MAaTepUalloB,
MOANUCAHHBIM  pyKoBOAMUTENEM  (YHOJHOMOYEHHBIM  JIMIIOM)  JKCHEPTHOTO  YUPEKIEHHUS  C
UCIOJIb30BAHUEM YCHJIEHHOM KBaJM(UUUPOBAHHON HJIEKTPOHHON MOANUCH. 3asBUTENb 00s3aH
HANpPaBUTh B JUYHBIA KaOMHET 3KCIEPTHOTO YUPEKACHUS B €IWHOW CHCTEME MOANMCAHHBIN YCUICHHON
KBAJIM(UIIMPOBAHHON 3JIEKTPOHHOH MOANUCHIO OTBET Ha 3aIllPOC B CPOK, HE NMPEBBIIAIOLINH ECTUIECATH
pabouux HEH CO AHS MOTYYSHHS SKCIIEPTHBIM YUPEKICHUEM DJICKTPOHHOTO YBEOMJICHHUS O TIOITYYECHUHU
3agBuTeseM 3amnpoca. Cpok, yKa3aHHBIM B 4acTH | HacTOsIIEH CTaTbU, NMPUOCTAHABIMBACTCS CO JHS
HaNpaBJICHUS 3asSBUTEIIO B €r0 JIMYHBIM KaOMHET B €JMHON CHCTEME 3arpoca SKCIEPTHOTO YUPEKIACHUS
70 JIHS HaIpaBJeHUs 3asBUTEIEM B JIMYHBIM KaOWHET HKCIEPTHOIO YUPEKACHUS B €AMHOM cucreme
OTBETa Ha 3alpOC U HE YYUTHIBACTCA IIPU HCUMCICHHHM CPOKA IIPOBEIEHHUs IKCIEPTU3bI JOKYMEHTOB,
IIPEJICTABICHHBIX I ONPEACICHUS BO3MOXKHOCTH pPAcCCMaTpUBaTh JICKAPCTBEHHBIM Ipenapar uis
MEIULMHCKOTO MPUMEHEHHUS B Ka4eCcTBE Op(PaHHOTO JEKApCTBEHHOTO Mperapara.

3. B cpok, He MpeBBIAOLMN MATH pabouux IHEW CO JHSA HalpaBlE€HUS B JIMYHBIA KaOMHET
YIIOJIHOMOYEHHOTO (pefiepaibHOr0 OpraHa HCIIOJHHUTENBHOW BIIACTU B €AMHOW CHUCTEME 3aKIIIOUEHHS,
yKa3aHHOTO B 4YacTH | HacToslled cTaThbd, YINOJHOMOYEHHBIH (efepalbHbli OpraH HCIOJHUTEIbHON
BJIACTH OCYILECTBISCT OLEHKY 3aKJIIOYEHUs [UId OIpPENEICHHMS €ro COOTBETCTBUS 3aJaHUI0 HA
IIPOBE/ICHUE SKCIIEPTU3bI U HANpaBIseT B JUYHBIA KaOMHET 3asBUTENS B €AMHOM cUCTeMe MOANHUCAaHHOE
YCUJICHHOH KBaJIM(UIIMPOBAHHONW AJIEKTPOHHON MOAMMKCHIO YBEJOMJICHHE O PE3yNbTaTax NpOBEIECHHON
HKCHEPTHU3bl C NMPUIOKEHUEM KOIUHU HKCIEPTHOIO 3aKIIOYEHUs (C COXpaHEHHEM KOH(UAECHIHATbHOCTH
nHpOpPMAIMK O COCTaBE KOMHCCHH JKCIIEPTOB) M BO3MOKHOCTH WJIM HEBO3MOXXHOCTH pPacCMaTpUBATh
JIEKapCTBEHHBIM Ipenapar A MEIUIMHCKOTO NPHUMEHEHHUs B KadecTBE Op(paHHOTO JIEKapCTBEHHOI'O
mpernapara.

Cratba 21. YTpatuna cuny ¢ 1 ceHTa6pa 2024 ropa. - PeaepanbHbIA 3aKOH OT
30.01.2024 N 1-P3.

CraTtba 22. YTpatuna cuny ¢ 1 vronsa 2015 ropa. - PepgepanbHbiv 3aKoH oT 22.12.2014
N 429-®3.

Koncynsrantllntoc: npumeyanue.

[Tonoxenus ct. 23 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeOCTaBIECHUS rocC. YCIyT Ipu
OOpallleHnu JIEKAPCTBEHHBIX CPEACTB JJI MEIUIUHCKOIO MPUMEHEHHs IOCPEACTBOM EIUHOMN
cucreMsl, npuMensitores ¢ 01.01.2026.

Ctatbs 23. 3KcnepTusa KauvecTBa JleKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLUEHUSI OXMAAEeMOW NOJSib3bl K BO3MOXHOMY PUCKY NPUMEHEHUsI JleKapCTBEHHOro
npenapaTta gnsa MeaAuLMUHCKOro NpMMeHeHus

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. 3KCHCpTI/I3a KaueCTBa JICKAPCTBCHHOT'O CPCACTBA U SKCIICPTHU3a OTHOUICHUA O)KPII[&CMOﬁ IIOJIB3bI
K BO3MOXHOMY PHCKY NPUMCHCHHA JICKAPCTBCHHOI'O IIpfriapara AjJd MCIUIHUHCKOro IPHUMCHCHUA,
COCTAaBJICHUC KOMHCCHUAMU OKCIICPTOB 3aKJII0YCHUN 110 pe3yiibTaTaM MPOBCACHHBIX JSKCICPTU3 U
HAIpaBJICHUE DOTUX 33KJ’II—O'—I€HI/II>1, MOANMUCAHHBIX YCUJICHHBIMU KBaHI/I(l)I/II_[I/IpOBaHHBIMH SJICKTPOHHBIMU
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MOJAINKUCSAMH, B JIMYHBIA KAOWHET YIOJIHOMOUYEHHOTO (pelepalbHOTO OpraHa WCIIOTHHUTEIBHOW BIACTH B
€IMHOW CHUCTEME OCYIICCTBIISIFOTCS B CPOK, HE MPEBBIMIAIONIMNA CTa JCCATH PadOYMX IHEH CO IHS
HANpaBJICHUs B JIMYHBI KaOMHET SKCIEPTHOTO YUYPEKIACHHS B C€IUHON CHCTEME COOTBETCTBYIOIIETO
3aJjaHus  YIOJHOMOYEHHOTO (pelepalbHOro oOpraHa WCIOJIHHUTEIBHOW BJIACTH W HEOOXOJMMBIX
JOKYMEHTOB.

(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

Koncynsrantlntoc: npumeqanue.

[To 3asBnenuto, noganHomy B MunsznpaB Poccun no 11.04.2022, npyu HEBO3MOXKHOCTH HPOBEIACHUS
SKCMEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPEJICTB B OKCIEPTHOM YUPEXKICHHH, OMYCKAeTCs €€
MPOBEACHUE TIOCPEJCTBOM JUCTAHIIMOHHOTO B3aMMOJICHCTBHUS, TOPAIOK U (POPMBI KOTOPOTO
OMPEEIAIOTCS SKCIEPTHBIM YUpeXIACHUEM Tm0 coriacoBanuio ¢ 3asButeiasiMu ([loctanoBneHue
[IpaButensctBa PO ot 05.04.2022 N 593).

2. B TedeHume neBAHOCTA AHEW CO IHS TIOJTYYEHHUS YMOJHOMOUYEHHBIM (pelepabHbIM OpPraHOM
UCTIOJIHUTEIBHON BJIACTH YBEAOMIICHHS B DJICKTPOHHOW (OpME O MOITYYEHHUH 3asBUTENEM PEUICHUS O
IMPOBCACHUHN SKCICPTU3, MPEAYCMOTPCHHBIX YaCTbIO 1 HaCTOSIHIef/'I CTaTbu, 3asABUTCIIb MPCACTABIISICT B
IKCIIEPTHOE YUYPEXKJCHUE sl TPOBEACHUS KCIEPTH3bl KauecTBa JICKAPCTBEHHOTO CPENCTBAa OOpa3LbI
JICKAPCTBCHHOT'O IIpfliapara AJd MCAUIUHCKOIO IMPUMCHCHHUA, HNPOU3BCACHHOIO B COOTBCTCTBUU C
TpeOOBaHMUSMH ONBITHO-NPOMBIIUICHHOTO W (WJIM) TNPOMBIIUIEHHOTO PETJIaMEHTOB, YTBEPKICHHBIX
PYKOBOJUTCIICM ITPOU3BOJUTCIIA JICKAPCTBCHHBIX CPCACTB, a@ TAKXE B COOTBCTCTBYIOIIHX ClIydasax
o0pa3isl papMaleBTHYECKON CyOCTaHIIMHU, TECT-IITaMMa MUKPOOPTAHU3MOB, KYJIBTYPbI KJIETOK, 00pa3IIbl
BCIICCTB, IMPUMCHACMBIX JIsI KOHTPOJIA KAa4CCTBA JICKAPCTBCHHOI'0 CPEACTBA IYTEM CPAaBHCHUSA C HUMU
UCCIIETyEeMOro JIEKapCTBEHHOTO CPE/CTBA, CIEUU(HUSCKHE PeareHThl, HEOOXOJUMbIE ISl TPOBEACHUS
UCTIBITAHUKA ~ OOpasloB  JIGKAPCTBEHHBIX  MPENapaTroB, B  KOJIMYECTBAX, HEOOXOMUMBIX IS
BOCIIPOU3BEICHHS] METOJJOB KOHTPOJISI KauecTBa.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3. Ilpu nomyueHun oOpa3lOB JEKAPCTBEHHOIO Ipernapara M (hapManeBTHYECKON cyOcTaHIUU
OKCIICPTHOC YUYPCIKIACHUC HAIIPABIISACT B JIMYHBIA KaOWHET 3asgBUTEIS B CI[I/IHOI\/JI CUCTCMEC YBCIOMIICHUC,
MOJITBEPKIAIOIIIee OIYyUeHNEe YKa3aHHBIX 00pa3IoB.

(uactsb 3 B pen. enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4. Yka3aHHBIM B 4YacTH 2 HACTOSALIEH CTaThU CPOK JUIsl MPEACTABICHUS 3asgBUTENEM OOpPas3IoB
JICKapCTBCHHOTO TIperapaTa M (apMaleBTUYECKON CYOCTaHIIMM HE BKJIFOYASTCS B CPOK IPOBEIACHHS
AKCIIEPTH3, MPEAYCMOTPEHHBIX YaCThI0 | HACTOSIIEH CTaThH.

(dactb 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. Yrparun cuny. - @eaepanbusiii 3akoH ot 30.01.2024 N 1-03.

KoncynsrantlIntoc: npumedanue.

[Tonoxenns ct. 24 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs npeaoCTaBIEHUS TOC. YCIYT IpU
oOpallleHuu JIeKapCTBEHHBIX CPEACTB MJii BETEPUHAPHOIO MPUMEHEHHS IOCPEICTBOM €IMHOTO
nopraina, npumenstores ¢ 01.01.2026.

Cratba 24. J3KcnepTu3a KayecTBa JleKapCTBEHHOro cpeacTBa M 3KcnepTu3a
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

OTHOLUEHUSA OXWOAeMOW NOoMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKapCTBEeHHOro
npenapara Ans BeTepMHaApHOro NpuMeHeHUsA

1. DkcnepTu3a KauecTBa JIEKapCTBEHHOI'O CPENCTBA U DKCIIEPTU3a OTHOLIECHUS OXKUIAAEMOM IOJIb3bI
K BO3MOXXHOMY pPHUCKY IIPUMEHEHHMs JIEKapCTBEHHOI'O IIpenapara Mg BETEPUHAPHOIO IIPUMEHEHHS,
COCTaBJICHHE KOMMCCHAMM DSKCIEPTOB 3aKIIOUEHUN II0 pe3ylbTaTaM YKa3aHHBIX JKCIEPTH3 U
HaNpaBJICHUE TAKUX 3aKIIOYCHHH B SJIEKTPOHHOW (GopMe B YHNOIHOMOYCHHBIM (enepaiabHbIl opraH
UCIIOJIHUTEJIBHOM BJIACTH OCYIIECTBIISIFOTCSA B CPOK, HE IPEBBIIAIOIINI CTa 1eCATH pabodnx AHEH co THSA
MOJyYeHUsI OKCHEPTHBIM  YUYPEKICHHEM B JJIEKTPOHHOW (dopMmMe 3anaHus  YHOJIHOMOYEHHOTO
(benepanbHOro OpraHa MCIOJHUTEIbHOM BIACTU C JOKYMEHTAaMH, yKa3aHHbBIMM B 4YacTW 3 craTbu 17
Hacrosuiero denepasbHOro 3aKOHa.
(B pen. ®enepanbHbix 3akoHOB OoT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-®3, ot 30.01.2024 N
1-®3)

2. B Teuenue Tpuamatd paboOuYMX JHEH CO JHS TOJNYYCHHS YIOJHOMOUYEHHBIM (eaepabHbIM
OpPraHOM HCIIOJIHUTEIHHON BJIACTH YBEAOMJICHHS B JJIGKTPOHHOW (opMe O TMOJYYCHUU 3asBUTEICM
pelleH sl O TIPOBEICHUH YKAa3aHHBIX B YacTH | HACTOSIIEH CTaTbU SKCIIEPTU3 3asBUTEIb MPEICTABISCT B
HKCHEPTHOE YUPEKACHUE JJISi MPOBEACHUS SKCHEPTH3bI KAUYeCTBa JIGKAPCTBEHHOTO CPENCTBA 00PAa3Ilbl
JICKQpCTBEHHOT'O TIpernapara Uil BETEPUHAPHOTO IMPUMEHEHHs, MPOU3BEACHHOTO B COOTBETCTBHU C
TpeOOBAaHUSMHU TEXHOJOTHYECKHX PErJIaMEHTOB, YTBEP)KICHHBIX PYKOBOJIUTEIIEM IPOU3BOIUTEIS
JICKQpPCTBEHHBIX CPEJICTB, & TAaKXKE B COOTBETCTBYIOUIMX CIy4asX TECT-IITAMMbI MHKPOOPTaHU3MOB,
KYJIBTYPBl KJICTOK, 00pa3iel (hapMareBTHYECKONH CyOCTaHIIMM, OOpa3Ilbl BEIICCTB, MPUMEHSEMBIC IS
KOHTPOJISl KayecTBa JICKAPCTBEHHOTO CPEJICTBA, B KOJIMYECTBAX, HEOOXOIMMBIX JUISI BOCHPOHM3BEICHUS
METO0B KOHTPOJISI KAueCTBa.

(B pen. deaepanbubix 3akoHOB 0T 02.08.2019 N 297-D3, ot 30.01.2024 N 1-D3)

3. Ilpu momydeHuu o0Opa3IOB JICKAPCTBEHHOTO TNpemapara U (papMaleBTUYECKON CyOCTaHIIMH
HKCHEPTHOE YUpEKACHUE B JCHb MOIYy4eHHUs 0Opa3lOoB HalpaBisgeT B 3JIEKTPOHHOH (opMe 3asiBUTEINIO
yBEOMJIEHHE, TOITBEP K IAIOIIEE MOTYUeHHE YKAa3aHHbBIX 00pa3LoB.

(uactb 3 B pen. @enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

4. Vka3aHHBIM B 4YacTH 2 HACTOSALIEH CTaThU CPOK JUIsl MPEACTABICHUS 3asgBUTENEM OOpPa3IOB
JIEKapCTBEHHOTO TpenapaTta U (apMaleBTHUECKOM CyOCTaHIIMM HE BKIIOYAETCS B CPOK IPOBEICHMS
JKCIIEPTHU3, MPEYCMOTPEHHBIX YaCThIO | HACTOSIIEN CTAThH.

(uactb 4 B pen. denepansHoro 3akoHa ot 30.01.2024 N 1-D3)

5. ¥Yrparun cuny. - @enepanbubiit 3akoH oT 30.01.2024 N 1-03.

CraTtbsa 25. nOBTOpHoe npoeeneHue 3KCNepTmn3bl JieKapCTBeHHbIX CpeacTB
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1.B cirydadax HEJ0CTaTOYHOM 000CHOBAHHOCTH WJIM HEITOJIHOTHI 3aKIFOUYCHUS KOMHCCUU OKCIICPTOB,
HaJIM4Ynud B HEM IMPOTHUBOPCUMBLIX OJAHHBIX, q)aJ'II)CI/I(l)I/IKaHI/II/I BBIBOJIOB JKCIIEPTHU3BI JICKAPCTBCHHOI'O
CpCACTBA, COKPLITUA OT YIIOJIHOMOYCHHOI'O (I)C,Z[CpaJ'IBHOFO opraHa HCIIOJIHUTEILHON BJIaCTH OCHOBAaHUM
AJg  OTBOJIa OKCIIEpTa BCICACTBHEC €TI0 3aWHTCPECOBAHHOCTH B pPE3yJibTaTax COOTBeTCTByI-OH_[eI\/'I
OKCIICPTU3BbI, HAJIUYUA JAaHHBIX O IPAMOM 100 KOCBEHHOM BMEIIATEILCTBE B mnmponecc
COOTBGTCTBy}OHlefI OKCIICPTHU3BI JIMI, HC YUJAaCTBYIOIIHUX B €€ NMPOBCACHHH, HO OKa3aBIIMWX BJIMAHHUEC Ha
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MPOLIECC U PE3YNIbTATHl €€ MPOBEACHUS, YIMOJIHOMOYCHHBIM (eepallbHBIM OpPraHOM HWCTOTHUTEIBLHOM
BJIACTU HAa3HAYAETCs IIOBTOPHAs SKCIIEPTU3a JIEKAPCTBEHHOT'O CPEJCTBA U (UJIM) ITUYECKAs HIKCIEPTHU3a.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynsrantllntoc: npumeuyanue.

[Tonoxenus ct. 25 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs npeaoCTaBIEHUS rocC. YCIyT Ipu
00pallleHNH JIEKAPCTBEHHBIX CPEJICTB ISl MEAUIIMHCKOTO U BETEPUHAPHOIO IIPUMEHEHUS IIOCPEICTBOM
€IMHOM CUCTEMBI U (WIK) €AUHOTr0 nopTaia, npumenstores ¢ 01.01.2026.

2. TloBTOpHAsT SKCIEPTH3a JCKAPCTBEHHOI'O CPEJICTBA MPOBOIMTCS C YYETOM PE3yJbTATOB paHee
MPOBEJICHHOM JKCIEPTH3bl B CPOK, YCTAHOBJICHHBIH YIOJTHOMOYEHHBIM (elepalibHBIM OpPraHoM
MCIIOJIHUTEIIBHON BJIACTH M HE MPEBBIMIAIONINN TPUIATH PA00YNX JHEH CO JTHS MOJYYCHUS IKCIEPTHBIM
VUpEeXKICHUEM B JINYHOM KaOWHETE B €IMHOUW CHCTEME 3a/J1aHUs Ha TIPOBEJCHHUE MOBTOPHOM IKCIICPTH3BI
JICKApCTBEHHOT'O CPEJICTBA, MOANMCAHHOTO YCHICHHON KBATM(UITMPOBAHHOM IEKTPOHHON TIOIITHCHIO.

(B pen. deaepabHbIx 3aK0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

3. ®wuHaHCOBOE OOCCIICUCHUE BBHIMOJHEHHS 3aJIaHUsl Ha TIPOBEICHHE IMOBTOPHOH 3KCIIEPTU3BI
JIEKApCTBEHHOTO CPEJICTBA HE OCYIIECTBIISETCS.
(B pen. @exnepanbHOro 3akona ot 22.12.2014 N 429-03)

KoncynsrantlIntoc: npumedanue.
C 01.01.2026 crt. 26 He pacmpoCTpaHSETCS Ha MPABOOTHOIICHUS, BO3HUKAIOUIUE MPU OOpaIicHUH
JIEKapCTBEHHBIX CpeACTB i MeauiuHckoro npumeHenus (@3 ot 30.01.2024 N 1-D3).

CraTtbA 26. YcKkopeHHas npoueaypa 3KCnepTusbl JIEKApCTBEHHbLIX CPeAcTB

1. YckopenHas mnpouenypa SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB B IENAX TIOCYNapCTBEHHOU
perucTpalnmy JIEKApCTBEHHBIX IPENapaToB NPUMEHSETCS B OTHOLIEHUWH Op(aHHBIX JIEKaPCTBEHHBIX
IIPENapaToB, MEPBBIX TPEX JEKApPCTBEHHBIX NpENapaToB, perucrpupyemslx B Poccuiickoit denepannu B
KayecTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX IIPENapaTroB, OUYEPEIHOCTb KOTOPHIX ONpENeNseTcs B
COOTBETCTBMM C HOMEPOM M JaTOW BXOJAIIMX 3asBICHMM O TOCYJapCTBEHHOM pPETUCTPALAN
JIEKapCTBEHHBIX IIPENapaToB B paMKaxX OJHOIO MEXJAYHapOJHOIO HENaTEeHTOBAHHOIO HAaWMEHOBAaHMS
JIEKapCTBEHHOI'O IIpernapara WM TPYNIHAPOBOYHOIO HAWMEHOBAHMS JIEKAPCTBEHHOIO IIpemnapara,
JIEKapCTBEHHBIX MPENaparoB Ui BETEPUHAPHOIO MPUMEHEHHMs, TMpEeIHAa3HAUEHHBIX Ui JICYEHUS
JIOMAIlIHUX JKUBOTHBIX, onpezeneHHbIX PenepanbHbiM 3akoHOM 0T 27 nexadpst 2018 rona N 498-03 "O6
OTBETCTBEHHOM OOpAIlleHUH C JKUBOTHBIMU M O BHECEHHM M3MEHEHUH B OT/EIbHBIE 3aKOHOJATENbHbIE
akTel Poccuiickont ®enepaunn”, U 3aperucTpUpOBaHHBIX B KAUECTBE JIEKAPCTBEHHBIX IPENapaToB IS
MEAUIMHCKOTO NMPUMEHEHUs, U JIEKApCTBEHHBIX IPENapaToB, MPEIHA3HAYEHHBIX HCKIIOYUTEIBHO IS
IIPUMEHEHHNS] HECOBEPLIEHHOJIETHUMHU I'PaXK1aHaMHU.

(B pen. ®enepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-®3, ot 28.04.2023 N
171-03)

2. YckopeHHas Tpoleaypa AKCIEPTU3bl JICKAPCTBEHHBIX CPEACTB B IEIAX TOCYIApPCTBEHHOM
pErucTpalny JIEKapCTBEHHBIX IIPENapaToB HE IPUMEHSAETCS B OTHOIICHUU:

1) 6roananoroBbix (6MOMOI00HBIX) JIEKAPCTBEHHBIX MpenapaToB (61M0aHaIOTOB);

www.consultant.ru CrpaHuua 55 u3 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.02.2025&dst=100405&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&date=10.02.2025&dst=100159&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.02.2025&dst=100406&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&date=10.02.2025&dst=100159&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.02.2025&dst=100407&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&date=10.02.2025&dst=100473&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=482855&date=10.02.2025
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.02.2025&dst=100409&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=182628&date=10.02.2025&dst=100023&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=446097&date=10.02.2025&dst=100018&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=446097&date=10.02.2025&dst=100018&field=134

?;iie?:;gbig 32%'(22; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Hata coxparenms: 10.02.2025

2) pedepeHTHBIX JEKAPCTBEHHBIX IpernapaTroB (3a HCKIOYEHHEM Op(aHHBIX JIEKapCTBEHHBIX
MpenaparoB);

Koncynsrantlntoc: npumeqanue.

Ho 31.12.2025 pocCCuiCKMM MNPOU3BOAUTEISAM JICKAPCTBEHHBIX IIPENApaToOB Il BETEPUHAPHOTO
MPUMEHEHHs Pa3pelieHo I0/aBaTh PErHCTPALMOHHOE JOChE IO YCKOPEHHOMW mporenype 0e3 yuera
TpeboBanwmii 1. 3 4. 2 cT. 26 ([Toctanornenue [pasutenscta PD ot 12.03.2022 N 353).

3) BOCHPOM3BEACHHBIX JIEKAPCTBEHHBIX IPEMapaTroB (3a HCKIIOYEHHEM TEPBBIX  Tpex
peructpupyeMmbix B Poccuiickoil @enepanuum B KauecTBE BOCIPOM3BEIEHHBIX JIEKAPCTBEHHBIX
IpernapaToB M JIGKAPCTBEHHBIX IPENaparoB, IMpeIHAa3HAUYCHHBIX HCKIIOUUTENBFHO MJISi TMPUMEHEHUS
HECOBEPLICHHOJIETHUMH Tpa)<JaHaMM, a TaKXKe JIEKapCTBEHHBIX IPENnaparoB, MPEeIHA3HAYEHHBIX MJIs
JICYEHHUs JOMAalIHUX XUBOTHBIX, orpenencHHbIXx PenepanbHbIM 3akoHOM OT 27 nekadbps 2018 roma N
498-®3 "OO OTBETCTBEHHOM OOpaIICHUU C >KMBOTHBIMM M O BHECEHWHM H3MEHEHUW B OT/CIIbHBIC
3aKoHozarenpHble akThl Poccuiickoit denepanun, U 3aperuCTPUPOBAHHBIX B KA4E€CTBE JIEKAPCTBEHHBIX
IIPEnapaToB Ui MEAULUHCKOTO IPUMEHEHNUS);

(B pen. @enepanbHoro 3akoHa ot 28.04.2023 N 171-03)

4) HOBBIX KOMOMHALIMN 3apETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaToB;

5) JleKapCTBEHHBIX MPENaparoB, 3apEerMCTPUPOBAHHBIX paHEE, HO MPOU3BEIEHHBIX B JPYIHX
JIEKapCTBEHHBIX (hopMax B COOTBETCTBUU C NEPEYHEM HAaMMEHOBAHMU JIEKAPCTBEHHBIX (OPM U B HOBOM
J03UPOBKE;

6) JIeKapCTBEHHBIX MPENaparoB A MEAUIHUHCKOTO NMPUMEHEHHUs, TOCYJapCTBEHHAs PETHUCTPaIUs
KOTOPBIX OTMEHEHA, MIPU UX PETUCTPAIlMU B KayeCTBE JIEKAPCTBEHHBIX IMPENapaToB i BETEPUHAPHOTO
MIPUMEHEHUS.

(. 6 BBennen denepanbHbIM 3aK0HOM OT 28.04.2023 N 171-D3)
(uactsb 2 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3. YckopeHHas mporeaypa SKCHEPTU3bl JICKAPCTBEHHBIX CPEACTB MPOBOJIUTCS IO PEIICHUIO
COOTBETCTBYIOIIETO YIMOJTHOMOUYEHHOTO (pelepalbHOr0 OpraHa HCIOJHUTENBHON BJIACTH HAa OCHOBAaHUU
3asBJICHUS 3asBUTEIIA B CPOK, HE MPEBBIMIAIOIINN BOCKMUECATH pabounx aHed. [Ipu sTom skcrepTusa
JOKYMEHTOB, COJEPKALIMUXCSA B PETMCTPALIMOHHOM JI0ChE Ha JIEKAPCTBEHHBIN Mpernapar, IPOBOJUTCS B
CPOK, HE TPEBBIMIAIONIUN JECATH padouMX IHEH, DKCIEepTH3a KauecTBa JIEKApCTBEHHOTO CPEICTBA U
JKCMEpPTH3a OTHOLIECHUS OKUJAEMOH IMOJb3bl K BO3MOXKHOMY PHUCKY IMPUMEHEHHS JE€KapCTBEHHOTO
rpenapara mpoBOASTCS B CPOK, HE MPEBHIIAIONTNN IECTUACCITH pabounx JHEH.

(uactsb 3 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3.1. Vrparun cuny. - ®enepanbhsiii 3akoH ot 30.01.2024 N 1-D3.
4. VYckopeHHas IMpoleaypa 53KCIEPTU3bl JEKAPCTBEHHBIX CPEJACTB IPOBOAUTCS B MOPSIKE,
yctaHoBieHHoOM crtatbsimu 17, 19, 20, 23 u 24 wnacrosmero denepaibHOTO 3aKOHA, U HE O3HAYAET

CHIDKEHHsI TpeOOBaHUH K 0€30MacHOCTH, KauecTBY M 3()(heKTUBHOCTH JIEKAPCTBEHHBIX MPEMAPaTOB.
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

CrtaTba 27. PelieHue o rocyaapCTBEHHOW perncrpauum nekapcTBeHHOro npenapara
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

1. B cpok, He mpeBBIAIOMIUN ACCITH padOYnX JHEH CO JHS IMOJTYYEHHUs 3aKIFOYCHHUH KOMHCCHH
AKCIEPTOB MO pe3ybTaTaM HKCIEPTU3bI KAUECTBA JIEKAPCTBEHHOT'O CPEACTBA M IKCIEPTU3bI OTHOILICHUS
0’KHMJIa€MOH I10JIb3bl K BO3MOKHOMY PUCKY IPUMEHEHHS JIEKapCTBEHHOI'O MpenaparTa, COOTBETCTBYIOLINN
YIIOJTHOMOYEHHBIN (peiepalIbHbIi OpraH UCTIOTHUTEILHOUW BIIACTH:

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) ocymiecTBISIET OICHKY 3aKIIOUEHHH KOMHMCCHH JKCIEPTOB JUISl OINpPENEIICHUS COOTBETCTBUS
3aJaHUIO HA MPOBE/ICHHUE ITUX IKCIIEPTHU3;
(n. 1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

2) mpUHHMMAaeT pelIeHHEe O TOCYAApCTBEHHOM pEerucTpaluy JEKapCTBEHHOTO Mpemnapara wid o0
OTKa3e B TOCYJapCTBEHHOM perucTpanuy JeKapcTBEHHOIO IIpenapara;

Koncynprantllnroc: npumeyanue.

[Tonoxenus ct. 27 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeJoCTaBIEHUS rOcC. YCIyT Ipu
oOpallleHNH JIEKAPCTBEHHBIX CPEACTB U MEITUIIMHCKOTO ¥ BETEPHHAPHOTO IIPUMEHEHHUS TIOCPEICTBOM
€IMHOM cUCTeMbI U (WIK) eAUHOro nopTaia, npuMmenstores ¢ 01.01.2026.

3) BHOCHUT NpHU NPUHATUU PELICHUSI O TOCYAApCTBEHHOUN perucTpaiiy JIEKapcTBEHHOrO Mpernapara
JaHHBIE O 3apPETUCTPUPOBAHHOM JICKQPCTBEHHOM Ipenapare, B TOM 4YHCIE O (apMareBTUYSCKOU
cyOCTaHIIMM, BXOZIIEH B COCTaB JIEKAPCTBEHHOTO TIperapara, B TOCYIapCTBEHHBIH peecTp
JIEKAPCTBEHHBIX CPEJCTB M BBIJAET 3aABUTEIIO PETHUCTPAIMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOTO
mpernapaTa MyTeM HampaBleHHUS 3asABUTENIO MOCPEJICTBOM €AMHOTO MOPTaja WM B JIMYHBIM KaOWMHET
3asBUTENS B €JAMHOM CHUCTEME BBIITUCKH M3 TOCYIAPCTBEHHOI'O pEecTpa JEKAPCTBEHHBIX CPEJCTB,
MOANMCAHHOW YCUIIEHHOUW KBATH(UIIMPOBAHHON AIIEKTPOHHON MOAIUCHIO, hopMa KOTOPOU yTBEpKAAETCS
YIOJIHOMOYEHHBIM (he/IepaIbHbIM OpPraHOM HCIIOJHUTEIBLHOW BIIACTH, COTJIACOBAHHBIE HOPMATHUBHYIO
JOKYMEHTAIMI0, HOPMATUBHBIN TOKYMEHT, HHCTPYKIIMIO MO MPUMEHEHHIO JIEKAPCTBEHHOTO Ipernapara u
MaKeThl IEPBUYHON YMAKOBKU M BTOPUYHOMU (MOTPEOUTENBCKOM) YITAKOBKH C yKa3aHHEM Ha HUX HOMepa
PErUCTPAllMOHHOTO  YJOCTOBEPEHMs] JIEKapCTBEHHOI'O TMpernapara M JaTbl €ro ToCyJapCTBEHHOM
perucTpallii WJIA B CIIy4ae TPUHITHS pEIIeHUs 00 OTKa3e B TOCYIapCTBEHHOW pPErHCTpalluu
JIEKApCTBEHHOI'0 TIpernapara HampapBisieT 3asBUTENI0 MOCPEACTBOM E€AMHOrO MOpTaja WU B JIMYHBIMA
KaOMHET 3asgBUTENSI B €IMHON CHCTEME YBEAOMJIEHHE 00 9TOM C YKa3aHHWEM MPHUYMH TaKOTO OTKaza. 3a
BbIJ]a4y PETUCTPALMOHHOIO YJOCTOBEPEHHMs JIEKApCTBEHHOIO IMpernapara B3UMAETCs TroCyAapCTBEHHas
MOIJIMHA B COOTBETCTBUU C 3aKOHO1aTeILCTBOM Poccutickoit denepanuu 0 Hajgorax u cOopax.

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

2. OcHOBaHMEM Al OTKa3a B TOCYJapCTBEHHOW DPErMCTpAallUU JIEKAPCTBEHHOIO Ipenapara Jis
MEIUIMHCKOTO  NPUMEHEHHs  SBISAETCS  3aKIOYEHHE  COOTBETCTBYIOLIETO  YINOJHOMOYEHHOTO
denepanbHOro OpraHa HCIHOJHUTENBHOM BJIACTH O TOM, YTO KauecTBO M (Wiu) 3PQPEKTUBHOCTDH
PETUCTPUPYEMOIO JIEKAPCTBEHHOI'O IIpernapaTra s MEAMIMHCKOIO IMPUMEHEHHS HE IOATBEP)KIEHBI
MOJIyYEHHBIMHM JIaHHBIMH WJIM YTO PUCK NPUYMHEHHUS Bpela 30POBBIO0 YEJIOBEKa BCIEJCTBHE IpHUEMa
JICKapCTBEHHOTO TMpemnapara Uil MEAMLUHCKOTO MPUMEHEHHUS TMpeBbIIaeT 3(PPEeKTUBHOCTh €ro
MIPUMEHEHHUS.

(uactp 2 B pen. @enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

3. IloBTOpHOE TmpeacTaBiIeHHE B COOTBETCTBYIOIIMN YIIOJTHOMOYEHHBIM (QenepaibHblil oprax
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

WCTIOJTHUTEJIBHOW BJIACTH JICKAPCTBEHHOTO Mperapara, B OTHOLICHMHM KOTOPOTO TIOJIY4eH OTKa3 B
rOCY/IapCTBEHHOW PErHCTpalyy U KOTOPBIM BIOCIEACTBUH MOIABEPICS N3MEHEHHUIO B YAaCTH €r0 COCTaBa,
paccMarpuBaeTCs Kak IPEJCTaBIEHHE HOBOIO JIEKAPCTBEHHOIO IIpernapaTa Ha €ro roCyAapCTBEHHYIO
PETHCTPAIMIO HE3aBUCUMO OT COXPAaHEHHUS €0 NEPBUYHOIO HAUMEHOBAHHUSL.

(uactsb 3 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Tlpy mpenocTaBiICHUU 3asBHTEIEM B COCTAaBE PETHCTPAIIMOHHOTO JIOChE Ha JICKapCTBEHHBIM
mpemapar Juisi BETEPUHAPHOTO NMPUMEHEHUSI KOIHUU PEUICHHS YIIOJTHOMOYEHHOTO (eIepalbHOTO OpraHa
WCTIOJTHUTEJIGHOW BJIACTH O TPOBEICHUM WHCIIEKTUPOBAHUS TPOU3BOJMTENS JICKAPCTBEHHBIX CPEICTB
CPOK TIPUHATHS pEIICHHS O TOCYJApCTBEHHON pErucTpalyy JICKApCTBEHHOTO TIpermapara Jis
BETCPUHAPHOTO TIPUMEHEHUS IPHUOCTAHABIMBACTCS CO JHSI MOJIYYCHHUS 3aKIIOUYCHUH, YKa3aHHBIX B YaCcTH
1 Hacrosimed cTaThH, IO AHS TPUHATHS YIIOJTHOMOYEHHBIM (eepalbHBIM OPTaHOM HCIOIHUTEIBHON
BJIACTH pEIICHHUS O BbIade WM 00 OTKa3e B BbIJaye 3aKIIOYCHUS O COOTBETCTBHH IPOU3BOIUTEIIS
JICKaPCTBCHHBIX CPEJCTB TPEOOBAHUSAM MPABIII HAJUICKAIICH MPON3BOJACTBCHHON MMPAKTUKU, HO HE OoJiee
YeM Ha CTO BOCEMBJIECST Pa0OUYMX JHEH.

(dactp 4 BBeneHa OenepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. OcHOBaHMEM HJisi OTKa3a B TOCYAAPCTBEHHOM PErucTpalMM JIEKapCTBEHHOrO Mperaparta AJis
BETEPUHAPHOTO TIPUMEHEHUSI SBIIACTCS 3aKIIOYCHHWE YIIOJHOMOYEHHOTO (emepanpbHOro oOpraHa
UCIOJHUTENBHON BJIACTH O TOM, 4YTO KadecTBO H (wi) 3(PGEeKTUBHOCTh PErHCTPHUPYEMOrO
JIEKApCTBEHHOT'0 Tperapara [Jjisi BETEPUHAPHOTO NPUMEHEHUsS HE TMOATBEPKACHBI MMOITYYECHHBIMHU
JAHHBIMHU WJIM YTO PUCK NMPUYMHEHHUS BPE/ia 3I0POBbIO )KUBOTHOI'O BCJICACTBUE MPHUEMA JICKAPCTBEHHOTO
mpermapaTta i BETCPUHAPHOTO TPHMEHEHHUS MPeBbIMAcT 3PQPEKTUBHOCTh €ro MPUMECHEHHS, OTKa3
YIIOJTHOMOYEHHOTO (hefiepalibHOrO0 OpraHa HWCHOJHUTENBHON BJIAacTHM B BbIJA4Ye 3aKIIOYEHUS O
COOTBETCTBUHM  TPOU3BOAMUTENS JICKAPCTBCHHBIX  CPEJACTB  TPEOOBAHWSM TIPABWJ  HaJyIekKalen
MPOU3BOJICTBEHHOW TMPAaKTUKH JJI1 KaXJO0H MPOU3BOJICTBEHHOW IUIOMIAJKA PErHCTPUPYEMOrO
JIEKApCTBEHHOT'0 TIpenapara JUisi BETEPUHAPHOTO TPUMEHEHUs B Cllydyae, €CJIM MPOU3BOACTBO
JIEKApCTBEHHOr'0 Ipenapara Uil BETEPUHAPHOIO MPUMEHEHHsS OCYILIECTBISETCA 3a IMpeaeliaMu
Poccuiickoit denepanuu, WK OTCYTCTBUE TAKOTO 3AKITHOYEHUS.

(uacts 5 BBenena denepansubiM 3aKk0HOM OT 04.06.2018 N 140-D3)

KoncynsrantlIntoc: mpumedanue.
O mnopsiike W CpoKax OINPEJCTICHHUs B3aUMO3aMEHSEMOCTH JIEKApCTB JIEKAPCTBEHHBIX IpENnapaTos,
3apeructpupoBanHbix 10 01.03.2020, cm. ct. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aMmo3aMeHSieMOCTb NeKapCTBEeHHbIX nMpenapaTtoB  AnA
MeAULIMHCKOro NnpMMeHeHus

(B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. B3anmo3aMeHAEeMOCTh JIEKAPCTBEHHBIX MpenaparoB g MEAUIUHCKOrO IMPUMEHEHHUS
OTIpEIETISICTCS] YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCTIOJHUTENBHOW BIACTH, OCYIIECTBIISIOIINM
TFOCYJIAPCTBEHHYIO PETUCTPAIMIO JIEKAPCTBEHHBIX MPENapaToB Mg MEAUIUHCKOIO NPUMEHEHHS, B
paMKax OJHOIO0 MEXIYHApOJHOIO0 HEMAaTeHTOBAHHOIO (WJIM XHUMHUYECKOTO, WM TPYHIUPOBOUYHOTIO)
HANMEHOBAHUS HA OCHOBE 3aKJIIOYECHUSI KOMHMCCHUHU OSKCIEPTOB 3KCIEPTHOrO YUYPEKIAEHUS O
B3aMIMO3aMEHSIEMOCTH JICKQpPCTBEHHOTO TperapaTa A MEIUIIMHCKOTO MPUMEHEHHUs JTHUOO0 O TOM, YTO
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

JIEKapCTBEHHBIN Tpernapar Uisi MEIUIIMHCKOTO MMPUMEHEHHS HE SBJISETCS B3auMo3aMeHsieMbiM. [lopsmok
OTIpEJICIICHUs] B3aUMO3aMEHSIEMOCTH JICKQPCTBEHHBIX IPEIapaToB sl MEIUIIMHCKOTO TPUMEHEHUS |
dbopMa 3aKIIOYCHUS KOMHCCHU DJKCIEPTOB OSKCIIEPTHOTO YUPESKICHUS O B3aUMO3aMEHSIEMOCTHU
JICKaQpCTBEHHBIX MPENapaToB I MEAUIIUHCKOTO IPUMEHEHHUS JINOO O TOM, 4TO JICKAPCTBEHHBIN Mperapar
JUIST MEAWIIMHCKOTO TMPHMEHEHUS HE SIBJISICTCS B3aMMO3aMEHSEMBIM, YCTAHABIMBAIOTCS (eepaabHbIM
OpPraHOM HWCIOJHHUTEIBHON BIJIACTH, OCYIIECTBIIIOMMM (QYHKIIMU TI0 BBIPAOOTKE H peau3aIliu
rOCy/IapCTBEHHON TOJUTHKU M HOPMAaTUBHO-TIPABOBOMY PETYIHPOBAHUIO B cepe 3apaBOOXpPaHCHHSI, IO
COTJIACOBAaHUIO C (pelepanbHbBIM OPraHOM HCIOJHUTEIBHON BIIACTH, OCYIIECTBISIONIMM (DYHKIHMH 10
JTUIEH3UPOBAHUIO ITPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB.

(B pen. @enepanpHoro 3akoHa ot 19.10.2023 N 503-D3)

2. Kommccus 3KCHEPTOB IKCHEPTHOTO YUPESKICHUS JaeT 3aKJIIOUYEHHE O B3aMMO3aMEHSEMOCTH
JICKApCTBEHHOTO TpenapaTa JUisi MeJUIIMHCKOTO TIPUMEHEHHS JTM00 O TOM, YTO JIEKAPCTBEHHBIN IpenapaT
JUIS  MEIWIIMHCKOTO TPHUMCHECHHS HE SBISICTCS B3aMMO3aMCHSIEMBIM, HAa OCHOBAaHWUHU CIICAYIOIIUX
KpUTEpHUEB (XapaKTEPUCTHK):

1) OSKBHUBaJCHTHOCTh (Is OMOAHATIOTOBBIX (OMOIOMOOHBIX) JICKAPCTBEHHBIX IIPEIapaToB
(OuoanamoroB) -  COMOCTaBUMOCTb)  KAa4eCTBEHHBIX M KOJHMYECTBEHHBIX  XapaKTEPUCTHUK
(dhapMaIeBTHUECKUX CYOCTAHIIMNA WM COMOCTaBUMOCTh aHTUTCHHOT'O COCTaBa BaKIWH. Vcrosib30BaHUE
pa3IMYHBIX colieil, 3(UPOB, KOMIUIEKCOB, U30MEPOB, KPUCTANIMYECKUX (HOPM U APYrHUX MPOU3BOIHBIX
OJIHOTO W TOrO0 K€ JECUCTBYIOIIETO BEIIECTBA HE SABISICTCS MPENATCTBHEM Jisi  ONpeeeHUs
B3aMIMO3aMEHSIEMOCTH  JICKAPCTBEHHBIX  IpemapaToB, €ClIM MpU  MPOBEACHUM  HMCCIEIOBAHUS
OMOPKBHBAJICHTHOCTH  JICKAPCTBEHHOIO  Tperapara  WIM  HUCCICAOBAHHUS  TEPalleBTUYCCKOU
SKBHUBAJIEHTHOCTHU JIEKAPCTBEHHOI'O Mperapara JI0Ka3aHO OTCYTCTBUE KIIMHUYECKU 3HAUYMMBIX pPa3iudHid
dapmakokuHeTHKH © (win) dS(QekTUBHOCTH ¥ 0E30MaCHOCTH JICKAPCTBEHHOTO TIperapara Juis
MEAHUIIMHCKOTO IPUMEHEHHUS,

2) SKBHUBAJIEHTHOCTb JIEKapCTBEHHON (QopMmbl. 1o/l 3KBUBaIEHTHBIMU JIEKAPCTBEHHBIMU (hopMaMu
MOHUMAIOTCSI Pa3Hble JIEKapCTBEHHbIE (DOPMBI, MMEIOILIME OJMHAKOBBIE CIIOCOO BBEACHUS M CIIOCOO
NPUMEHEHUs, O00JIaZjalolie  CONOCTaBUMBIMU  (DapMaKOKMHETUUYECKMMM  XapaKTEpUCTUKAMU U
(bapMakoJIOTHYECKUM JIeHiCTBHEM U 00eCIIeunBalOIINe TaKkKe TOCTHKEHUE He00X0AUMOro KIMHUYECKOTO
s¢dekra. Paznuuust JekapcTBEHHbIX (OpM HE SIBISIFOTCS  MPENSTCTBHEM JUIsl  ONpPEIEJICHUS
B3alMO3aMEHSIEMOCTH  JIEKAPCTBEHHBIX  IPENapaToB, €CIM NpPU  TNPOBEACHUM  HCCIEIOBAHMS
OMOPKBUBAJICHTHOCTH  JIEKAPCTBEHHOI'O  Tperapara  WJIM  HUCCIEAOBAaHUA  TepaneBTUYECKOU
SKBHMBAJIEHTHOCTHU JIEKAPCTBEHHOIO Tpenapara J0Ka3aHO OTCYTCTBUE KIMHUYECKU 3HAUYMMBIX pa3Indui
dbapmakokuHeTukn u (W) 3¢hQexTuBHOCTH U 0€30MacHOCTH JIEKAPCTBEHHOrO TMpernapara s
MEIUIMHCKOTO IPUMEHEHHS],

3) SKBUBAJIEHTHOCTh HJIM COTIOCTAaBHUMOCTH COCTaBa BCIOMOTATENFHBIX BEIIECTB JIEKAPCTBEHHOTO
mpenapara s MEAMLIMHCKOTO TpUMEHeHus. Pa3nuuus cocraBa BCHOMOTraTeNbHBIX —BEILECTB
JICKQpCTBEHHOTO TIperapara He SIBISTIOTCS TIPETSITCTBUEM UL OTPEACTICHUS B3aWMO3aMEHSEMOCTH
JIEKapCTBEHHBIX  NpenapaToB, €CIM TpU  TMPOBEACHUM  HCCIEIOBaHUA  OMOPKBHUBAJIECHTHOCTU
JICKApCTBEHHOTO TIperapara WIA HCCIESIOBAaHHUS TEPaNeBTHUECKOW AKBUBAICHTHOCTH JIEKAPCTBEHHOTO
mpernapara JJOKa3aHO OTCYTCTBUE KIMHUYECKH 3HAYUMBIX pPa3nuuuil (papMakOKMHETHKH U (WIIN)
3¢ (}eKTUBHOCTH M 0€30MacCHOCTH JIEKapCTBEHHOI'O MperapaTa JUuisi MEIUIMHCKOro npumeHenus. [Ipu
HINYMU KIMHUYECKU 3HAUUMBIX Pa3Nuuuil (papMakKOKUHETHKH U (WiIH) 3PPEKTUBHOCTH U 0€301aCHOCTH
JICKApCTBEHHOTO TMpernapara Uil MEJIWIWHCKOTO TPUMEHEHHUS B3aWMO3aMEHSEMOCTh OIPENeNseTcsl ¢
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

YKa3aHUECM Ha UCKIIHOUCHUC OTACIIbHBIX I'PYIIII MMAIIUCHTOB,
4) NICHTHUYHOCTDb crocoba BBCACHUA U crocoba IIPUMCHCHUS

5) cOOTBEeTCTBUE MPOU3BOAUTEINS JIEKAPCTBEHHOI'O CPEICTBA TPEOOBAHUSAM IPaBHII HaJJICKAIICH
IIPOU3BOJICTBEHHOMN MPAKTUKH.

3. be3 HEOOXOAMMOCTH [10Ka3aTeIbCTBA OHMO3KBUBAJIEHTHOCTH OCYILIECTBIISIETCS OIPEICIECHUE
B3aMMO3aMEHSIEMOCTH BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX MPENApaToOB, KOTOPHIE:

1) mpenHazHauyeHbl U1 MAPEHTEPAIBHOIO (IMOJKOKHOIO, BHYTPUMBILIEYHOTO, BHYTPUBEHHOTIO,
BHYTPUTIJIA3HOTO,  BHYTPUIIOJIOCTHOTO, BHYTPUCYCTAaBHOTO, BHYTPUKOPOHApHOI'O) BBEACHUA W
MIPEJCTABISAIOT cO00I BOAHBIE PACTBOPHI;

2) mpelCTaBISIIOT COOOM PacTBOPHI AJIsi HEPOPATHLHOTO MPUMEHEHHUS;
3) npou3sBeieHbI B (hOpME MOPOIIKOB HITH JIMOPUIN3ATOB JJISI IPUTOTOBIICHHS PACTBOPOB;
4) ABIAIOTCS ra3aMu;

5) SBJISIFOTCS YIIHBIMU WJIM TJ1a3HBIMU JIEKAPCTBEHHBIMM IIpernapaTamMu, IPOU3BEIEHHBIMU B (opMe
BOJHBIX PaCTBOPOB;

6) mpeaHa3HA4YeHBl Ui MECTHOTO M (WJIM) HApYXHOTO NMPHMEHEHHs M TPUTOTOBJICHHI B (hopme
BOJIHBIX PaCTBOPOB;

7) NpeACTaBISIIOT COOOW BOJHBIE PACTBOPHI JJIsi UCIIOIB30BAHMS B (DOPME MHTAISAIUN C TOMOIIBIO
HeOynaiizepa WIM B KauyecTBE HA3aJbHBIX CIIPEEB, MPUMEHSEMBIX C MOMOIIBIO CXOTHBIX (ITOXOXKHX,
aHAJIOTUYHBIX) YCTPOUCTB (IIprOOPOB, anmapaTos).

(uactb 3 B pen. ®enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

4. OcoGeHHOCTH ONpPEENICHNs B3aUMO3aMEHAEMOCTH OMOJIOTMYECKUX JIEKAPCTBEHHBIX MPENaparos,
KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX IMpenaparoB (copepikaliMx KOMOMHAIUMI [JBYX U Ooiee
HeﬁCTBYIOHIHX BeHIeCTB), JICKApCTBCHHBIX npemnaparon JII MapCHTCPAIBHOIO IUTaHUA u
HE/I03UPOBAHHBIX  JIEKAPCTBEHHBIX  IPENapaToB  yCTAHABIMBAIOTCA  (elepaldbHBIM  OpraHOM
WCTIOTHUTEJIPHON BJIACTH, OCYIIECTBIISIONIMM (DYHKIIMH MO BBIPAOOTKE U peaan3aluy ToCy1apCTBEHHON
NOJUTUKY M HOPMAaTHUBHO-TIPAaBOBOMY PETYJIMPOBAHHUIO B cepe 31paBOOXPAHEHUs, 110 COIVIACOBAHUIO C
q)ellepaJ'IBHBIM OpraHomMm UCIIOTHUTETbHOMN BJIaCTH, OCYHICCTBJIAIOMIUM q)YHKHI/II/I 0 JIMICH3UPOBAHUTIO
IIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

(B pen. @enepanbHoro 3akoHa ot 19.10.2023 N 503-03)

5. OHpCHCHCHHC B3aUMO3aMCHACMOCTH HEC OCYIICCTBIIICTCA B OTHOIICHHU JICKAPCTBCHHBIX
PACTUTCIIBHBIX IPEIapaToB, rOMCOIMATUICCKUX JICKAPCTBCHHBIX ITPEIIapaToB.

6. q)OpMI/IpOBaHI/IC MEpCUHs B3aNMMO3aMCHACMBIX JICKAPCTBCHHBIX IIPCMapaToB A MCIAUITUHCKOI'O
MPUMEHCHUSA OCYIICCTBIIACTCSA JSKCIICPTHBIM YUPCKIACHUEM IMOCPEIACTBOM 06’I)eJII/IHeHI/I$I JICKApPCTBCHHBIX
npemnapartoB B OTACIBbHBIC TPYIIIBI, B Kaﬁ(ﬂOﬁ U3 KOTOPBIX JICKAPCTBCHHLBIC IMPCIIApaThl ABJIAIOTCH
B3aMMO3aMCHSICMbIMHU.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

7. B cinydae BKIIOYEHUS B HMHCTPYKLUHIO [0 MEIULMHCKOMY IIPUMEHEHHUIO JIEKAPCTBEHHOIO
IpernapaTa Ha OCHOBAaHMM Pe3yJIbTaTOB COOTBETCTBYIOIIMX HMCCIEAOBAaHUN NOKA3aHUM JJI1 IPUMECHEHHS,
KOTOPBIE OTJIMYAOTCS OT IOKA3aHUM U1 IPUMEHEHHUs APYTHX JIEKAPCTBEHHBIX INPENapaToB U3 TPYIIIbI
B3aMMO3aMEHACMBIX JIEKAPCTBECHHBIX IIPENApaToB, B IIEPEYHE B3aMMO3aMEHAEMBIX JIEKAPCTBEHHBIX
MPEerapaToB /Ui MEIUIIMHCKOTO IPUMEHEHHUS JOJDKHA OBITh YKa3aHa COOTBETCTBYIOIIAs WH(POPMAIIHSL.

8. IlepeyeHp B3aMMO3aMEHSEMbIX JIEKAPCTBEHHBIX IPENapaToB JUIsl MEIAULUHCKOIO NPUMEHEHUS
pasMeniaeTcs yrnoJHOMOYEHHBIM (elepaIbHbBIM OPraHOM HMCIOJHHUTEIBHON BIACTH, OCYIIECTBISIOMINM
rOCYJapCTBEHHYI0 PErMCTPALUIO JIEKAPCTBEHHBIX IPEenapaToB Uil MEAMLMHCKOIO IMPUMEHEHHs, Ha
cBoeM odunuaabHoM caiite B cetn "Wntepuer". MHbopmanus B mepedHe B3aUMO3aMEHSEMBIX
JIEKapCTBEHHBIX IpPEnapaToB A MEIUIIMHCKOTO MPUMEHEHHUs OOHOBISETCS YKa3aHHBIM (erepaabHbIM
OpPraHOM HCIIOJIHUTEJIBHON BJIACTH C YYETOM HOBBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB
IUI1  MEIULMHCKOIO TIPUMEHEHUS M BHECCHHbIX HW3MEHEHMH B JIOKYMEHTBI, COJEepKalluecss B
PETUCTPALIMOHHBIX JOChE HA 3apETrUCTPUPOBAHHBIE JIEKAPCTBEHHBIE Mpenaparbl A MEIULUHCKOTO
IPUMEHEHHUS.

9. INopsa0K UCTIOIB30BaHUSI UHPOPMAIIUU O B3aUMO3aMEHICMBIX JIGKAPCTBEHHBIX Tperaparax s
MEIUIMHCKOTO TMPUMEHEHUS W TOPSJOK Jaud pPa3bsICHEHHWH 110 BOMPOCAM B3aWMO3aMEHSEMOCTH
JICKaPCTBCHHBIX TPENapaToB ISl MEIUIIMHCKOTO MPUMEHECHHSI YCTaHABIMBAIOTCS (hefiepaTbHbIM OPraHOM
WCTIOJIHUTEJIBHOW BIJIACTH, OCYIIECTBISIONIMM (DYHKIIMH 11O BBIPAOOTKE M peau3alliy rocyJapCTBEHHON
MOJINTUKA ¥ HOPMATHBHO-TIPABOBOMY PETyJIUPOBaHUIO B cepe 3paBOOXPAHCHHS, IO COTIACOBAHUIO C
(denepaabHbIM OPraHOM HCIOJHHUTEIBHON BJIACTH, OCYIIECTBISIONIMM (YHKIUHU IO JIMIECH3UPOBAHHIO
MIPOU3BO/JICTBA JICKAPCTBEHHBIX CPEJICTB.

(B pen. @enepanbHoro 3akona ot 19.10.2023 N 503-03)

Koncynprantlntoc: npumedanue.

Cpok perucrpanyy JIEKapCTBEHHOTO Ipemnapara JUisi BETEPUHAPHOTO NMPUMEHEHMsI, UCTEKAIOLIUHA C
14.03.2022 mo 31.12.2022, a taxxke B 2023 roay, mpomien Ha 12 wmecsueB (IloctanoBienue
[TpaButensctBa P® ot 12.03.2022 N 353).

Koncynpsrantlntoc: npumedanue.

Cpoxu AeiCTBUS PETUCTPAIMOHHBIX YIOCTOBEPEHUM JE€KAPCTBEHHBIX MPENapaToB I MEIUITMHCKOTO
MpUMEHEHUsI, KOTopble ucTekaroT B 2024 r. npojyieHsl Ha 12 mecsues, a B 2025 1. - mo 31.12.2025
(ITocranonenue [IpaBurensctBa PO ot 12.03.2022 N 353).

CraTtbAa 28. PeructpaymoHHoe ygoCcToBepeHue nekapcTBeHHOro npenapara

Koncynprantlntoc: npumedanue.

Pazpemaercs oOpamienne B P® 3aperucTprpoBaHHBIX JIEKAPCTBEHHBIX IMPENapaToB, CPOK JACUCTBUS
PErMCTPAIMOHHOTO YAOCTOBEPEHHUsI KOTOPBIX MCTEK B Ciydae, MpeaycMoTpeHHoM 4. 11 cT. 4 @3 or
30.01.2024 N 1-93.

KoncynprantlIntoc: mpumevanue.
C 01.01.2026 4. 1 - 3 cr. 28 He pacHpOCTpPaHSIOTCS HAa NPAaBOOTHOIIECHHS, BO3HMKAIOUIWE IMpU
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?;iie?:;gbig ;%K;; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Aata coxpaxenms: 10.02.2025

oOpaIieHuu JIEKapCTBEHHBIX CPEACTB A MeauiuHCcKoro npumeHeHus (D3 ot 30.01.2024 N 1-D3).

1. PerucrpanmoHHoOe yJOCTOBEPEHUE JIEKAPCTBEHHOI'O IIperapara ¢ yKa3aHHWEM JIEKapCTBEHHBIX
dbopM U JO3MPOBOK BBITACTCS OECCPOUHO, 33 MCKIOYEHHEM PEruCTPAlMOHHOTO YAOCTOBEPEHUs
JIEKApCTBEHHOTO TIpernapara, Bbl1aBaeMOro CO CPOKOM JIEHCTBHUS TISATH JIET, HA BIIEPBBIEC PETHUCTPUPYEMbIC
B Poccuiickoit denepanuu JeKapcTBEHHBIC MpenapaThl.

2. Tlo ucTeyeHMM YKa3aHHOTO B 4YacTW | HacCTOSIIEH CTaThbM CpOKa BBIJAeTcs OeccpouHoe
PETUCTPALIMOHHOE YAOCTOBEPEHUE JIEKApCTBEHHOIO IIpernapara IpU YCIOBUU IOATBEPKICHUS €ro
roCyZapCTBEHHOM pPEruCTpaLu.

3. B ciyuae BHecenust B cooTBeTcTBUU co cTaThsiMu 30 u 31 HacTosmero denepaibHOro 3aKOHA
U3MEHEHUN B COJEpXKallMeCs B PErMCTPALlMOHHOM JIOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar JOKYMEHTBI, 3aTParuBarOlUX CBEIACHUS, OTPAKEHHbIE B PETMCTPALMOHHOM YAOCTOBEPEHUU
JICKapCTBCHHOT'O Tperapara, YIOJIHOMOYCHHBIN (enepalbHbIii OpraH MCTOJHUTEILHOW BIIACTH BBITACT
HOBOE PErMCTPALMOHHOE YJOCTOBEPEHHE JIEKapCTBEHHOIO Ipenapara, cojAepiKallee BHECEHHbIE B HETO
W3MEHEHUSI.

(uactb 3 BBenena denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

KoncynsrantlIntoc: npumedanue.
C 01.01.2026 4. 4 ct. 28 yrpaunBaet cuiy (®3 ot 30.01.2024 N 1-D3).

4. B caywyae yTpaTbl WM HOBPEXKACHUS PErHMCTPALMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOTO
mpenapara IO 3asBJICHHIO B IUCbMEHHOW ¢opMme Jaep)kaTelis WM Blafeiblia PErucTparoOHHOIO
YAOCTOBEPEHUs JIEKAPCTBEHHOT'O IIpenapara Win yIIOJHOMOYEHHOTO UMU JPYroro IOpUAUYECKOro JIMLA O
BblJIaue JyOJIMKaTa PerucTPallMOHHOrO YIOCTOBEPEHHS JIEKAPCTBEHHOIO Ipernapara ynoJIHOMOYEHHBIN
(benepanbHbI OpraH MCIOJIHUTEIBLHON BIACTU B CPOK, HE NMPEBBIMIAIOLIUN JeCATH pabounx JHEH co JTHS
MOCTYIUICHUSI 3asiBICHUs, BBLAAET JYOJNUKAaT pPErHMCTPALlMOHHOTO YIAOCTOBEPEHHUS JIEKapCTBEHHOIO
npernapaTta. 3a BblJady JyOiuMKaTa pPErMCTPallMOHHOTO YAOCTOBEPEHHs JIEKApCTBEHHOTO IIpernapara
B3UMacTCs rOCyAapCTBEHHAs IOIIIMHA B COOTBETCTBUU C 3aKOHOAATeNnbCTBOM Poccuiickoit denepannu o
Hajorax u coopax.

(uacTh 4 BBeneHa denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

KoncynsrantlIntoc: npumedanue.
C 01.01.2026 ct. 29 He pacmpocTpaHsSeTCs Ha MPaBOOTHOIICHUS, BO3HUKAIOUIUE MPU OOpaIicHUH
JIEKApCTBEHHBIX CPeNCTB [ist MeauuHckoro npuMenenus (O3 ot 30.01.2024 N 1-D3).

Koncynbrantlntoc: nmpumevanue.
Cpox perucTpaiuu JICKQpCTBEHHOTO MperapaTa s BETEPUHAPHOTO MPUMEHEHHUS, UCTEKAIOIINI B
2025 rony, npoayen Ha 12 mecsiues ([loctanoBnenue [Ipasutenscta PO ot 12.03.2022 N 353).

Koncynprantlntoc: npumevanue.
[Tonoxenus ct. 29 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeJOCTaBIEHUS rOC. YCIYT HpU
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

00pallleHNH JIEKAPCTBEHHBIX CPEJICTB JUIsl MEAMLIMHCKOTO U BETEPUHAPHOIO IPUMEHEHUS IOCPEACTBOM
€IMHOM cHUCTeMbl M (WiaM) eauHoro mnoprana, npumenstorcs c¢ 01.01.2026. PeructpannoHHble
YJIOCTOBEpEHHs JIEKApCTBEHHBIX MpEenapaToB JUIsl MEAMLMHCKONO IPUMEHEHHUs, Ha OyMaXHOM
HocuTtene u nyonukarsl ¢ 01.01.2026 He BpIatoTCs.

Cratba 29. [loaTBepXxaeHMe rocynapCTBEHHOM perucrTpauvm neKkapcTBeHHOro
npenapara

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. ITonTBepkieHNE rOCYJapCTBEHHOM perucrpanuy JEeKapCTBEHHOIO Ipernapara OCYLIECTBIISETCS
IpU BblAaue OeCCPOYHOr0 PErMCTPALMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOrO IperapaTa B ciydae,
YKa3aHHOM B 4acTu 2 cTtaTthi 28 Hacrosuiero denepanbHOro 3akoHa, B CPOK, HE MPEBBIMIAIOIINN COpOKa
pabounx AHEW co THS HampaBJCHHs IMOCPEICTBOM €IUHOTrO MOpTaia B YHOJTHOMOYEHHBIN (enepalbHbIi
OpraH HWCIIOJIHUTEIBHOW BIACTH WU JIMYHBIA KaOWHET YIIOJIHOMOYEHHOTO (QeIepalbHOTO OpraHa
UCIIOJIHUTENILHOM BJAacTW B €OUHOM CHUCTEME 3asBIICHUS O TMOATBEPKACHUM TOCYJapCTBEHHOMN
perucTpanyy  JEKapCTBEHHOTO  Iperapara, IOANKWCAHHOTO  YCHWJIEHHOHW — KBaTH(pHUIMPOBAHHOMN
ANEKTPOHHOU moAnuchlo. He ocyiiecTBisieTcss MOATBEPKICHHE TOCYJAapCTBEHHON pPETUCTpaldd B
OTHOIICHHU JICKAPCTBCHHOI'O Ipfcrapara [jd BETCPUHAPHOIO NPHUMCHCHHA, HE HAXOJIUBIICTOCA B
obOpamenuu B Poccuiickoit ®denepanuu B TeueHHE Tpex H Oojee JIET, a TakKe B OTHOIICHUU
JICKApCTBEHHOTO CPEJCTBA, MPOU3BEICHHOTO C HapyIICHUEM TpeOOBaHUS, YCTAHOBICHHOTO YacThiO 3.7
ctatbu 71 HacTosmiero ®enepanbHOTO 3aKOHA.
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

2. 3asgBieHUE O MOATBEPKICHHM TOCYAapCTBEHHOM pErucTpaluy JIEKapCTBEHHOrO Ipenapara
HalpaBJsieTCs  MOCPEJACTBOM  €IMHOTO TopTaja B  YIOJHOMOYEHHBIM  (enepaibHBIA  OpraH
WCTMIONHUTENBHON BJNACTH WM JHUYHBIM KaOMHET  yINOJTHOMOYEHHOro (enepalbHOTO OpraHa
WCTIOTHUTEJILHON BJIACTH B €IMHON CUCTEME HE PaHEe YeM 3a CTO BOCEMBJCCT JHEH 10 UCTEUEHUS CPOKa
NEUCTBUSI PETUCTPAIIMOHHOTO YJOCTOBEPEHHMs JIEKAPCTBEHHOI'O Ipernapata M HE IO03/1HE€ OKOHYAHUS
CpOKa €ro JIeMcTBHUS.

(uacts 2 B pen. denepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

2.1. Yrparun cuny. - ®enepanbhbiii 3akoH oT 30.01.2024 N 1-®3.

3. HOI[TBep)KI[eHI/IC FOcyIlapCTBeHHOﬁ peructpanuu JCKApCTBECHHOT'O Ipflapara OCYIICCTBIISACTCA
Mo pe3yjbTaTaM OBKCICPTU3bI OTHOIICHUSA 0XKHJAEMON MOJB3BI K BO3MOXHOMY PUCKY HNPHUMCHCHUA
JICKApCTBCHHOT'O IMpelapaTa Ha OCHOBAHUUW PE3YyJIbTATOB MOHUTOPHHIA B(I)(I)GKTI/IBHOCTI/I 1 0e30MacHOCTH
JICKApCTBCHHOT'O  mpfrapara, MOPOBOJUMOIO ACPKATCICM MWK  BJIAACIbUOCM  PETHCTPALMOHHOIO
YAOCTOBCPCHUA JICKAPCTBCHHOTI'O ITpeIiapaTa 0o YIOOJIHOMOYCHHBIM UMHU IOPUIUYCCKUM JIMIIOM, 4 TAKIKEC
COOTBCTCTBYIOIIUM YIIOJTHOMOYCHHBIM (bellepaHBHBIM opraHomM HCIIOJIHUTEIHLHOMN BJIACTH B COOTBETCTBUHU
C Tpe6OBaHI/I$IMI/I cratou 64 HaCTOAIICTO (I)C,Z[CpaJILHOFO 3aKOHa.

4. K 3asBIE€HUIO O MOATBEPKAECHUH I'OCYTaPCTBEHHOM PETUCTPALMH JIEKAPCTBEHHOTO IIpenapara Juis
MEJIULMHCKOIO IIPUMEHEHUS IIPUIIAratoTCs:

1) nHOKyMEeHTBI, cojaepxXallue pe3ylabTaTbl MOHUTOPUHTAa 3(PGEKTUBHOCTH U O€30MacHOCTU
JIEKapCTBEHHOI'O IIpernapara [uisi MEJUIUHCKOrO IPUMEHEHUs, IPOBEAECHHOIO JEp)KaTeleM WU
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

BJIQJIETIBLIEM PETUCTPALIMOHHOIO YIOCTOBEPEHMSI JIEKAPCTBEHHOI'O Ipemnapara JUisli MEAULIMHCKOTO
MpPUMEHEHUsS JH00 YHNOJHOMOYEHHBIM KM IOPUIMYECKHM JIMIIOM, MO (opme, yTBEpKIACHHOMN
YIOJTHOMOYEHHBIM ()eIepaTbHBIM OPTaHOM HCIIOJTHUTEILHOW BIIACTH;

2) cBeleHUsl O JaTe MPEAOCTABICHUS M PErHMCTPAIMOHHOM HOMEpE JIMIIEH3UMH Ha MPOU3BOICTBO
JICKapCTBEHHBIX CPEJCTB, WJIM CBEICHUS O JaTe MPENOCTaBICHHS W PErUCTPALUOHHOM HOMEpPE
3aKJIIOUYEHUST O COOTBETCTBHM IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHUSAM IpaBUII
HaJJIeXkKAaIeld MPOU3BOJCTBEHHOW MPAKTUKH, WM KOMHS cepTU(dUKaTa COOTBETCTBUS MPOW3BOIUTENS
JIEKapCTBEHHBIX CPEACTB Ui MEIUIUHCKOTO MPUMEHEHUsS TpeOOBaHUSAM TMpaBWII HaJJIexallei
MPOU3BOACTBEHHOM  MNPAKTUKKM  EBpasuMiCKOrO  SKOHOMHMYECKOIO  COK03a,  MPEIOCTABICHHBIX
YIOJTHOMOYEHHBIM (pe/iepaqbHbIM OPraHOM MCIIOJIHUTEIBHON BJIACTH B OTHOUICHHM MPOU3BOACTBEHHOMN
IUIOUIAJKH JIEKAPCTBEHHOIO IIpEnapara il MEIULIMHCKOrO MPUMEHEHHUS], TOCYJapCTBEHHAs PETUCTPALUS
KOTOpPOro IOATBEP)KIAETCS B Cllydae, €CIM MPOM3BOJACTBO JIEKAPCTBEHHOIO Ipernapara s
MEIHUIIMHCKOTO TPUMEHEHU OCyIIECTBIIsAETCS B Poccuiickoit @enepauuu;

(B pen. deaepanbHbIx 3aKk0HOB OT 27.12.2019 N 478-03, ot 30.01.2024 N 1-D3)

3) Komusl TPEIOCTaBICHHOW YIMOJIHOMOYEHHBIM OPraHOM CTPAHbl IPOU3BOAMTEINSA JIMIIEH3UH Ha
MIPOU3BOJICTBO JIEKAPCTBEHHOI'O Ipernapara Ajsi MEAULMHCKOIO MPUMEHEHHS U €€ MEpPEeBOJ Ha PYCCKUU
SI3bIK, 3aBEPEHHBIE B YCTAHOBJICEHHOM TMOPSIKE, a TaKXKE KOMUS 3aKIIOUYEHHS] O COOTBETCTBHUH
MIPOM3BOUTENSI JICKAPCTBEHHBIX CPEJICTB TPeOOBaHMSIM TMPaBUJ HAJJICKAIICH MPOU3BOJACTBEHHOM
MPAKTUKW, WIH KOMHS CEepTU(PHUKATA COOTBETCTBUS IPOU3BOJUTENS JIGKAPCTBEHHBIX CPEICTB LIS
MEJIUIIMHCKOTO TIPUMEHEHHS TpeOOBaHUSAM TPABWJI HAJJIC)KAIIed IPOM3BOJACTBEHHON TMPAKTUKH
EBpa3uiickoro 3KOHOMHYECKOTO COI033, BBIIAHHBIX YIIOJHOMOUYEHHBIM (DeepabHBIM  OPTaHOM
HCTOJHUTEJILHOM BJIACTH B OTHOLICHUM MPOU3BOJACTBEHHOM IUIOIIAJIKK JIEKAPCTBEHHOrO Mpemnapara Jjis
MEIUIIMHCKOTO TPUMEHEHUs, TOCYAapCTBEHHAs] PErHCTpalys KOTOPOTO MOATBEPKIACTCS, WIM KOMUS
pellleHrs YMOJIHOMOYEHHOro (eAepalbHOr0 OpraHa HWCHOJHUTENBHON BIACTH O MPOBEACHHUU
(hapmareBTUUeCKO MHCTICKIIUU MMPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB JIJISI METUITMHCKOTO TPUMEHEHUS
Ha COOTBETCTBHE TpeOOBaHUSM TMpaBWJI HaAJEXKallell MPOU3BOJACTBEHHOW MNpakTUKH EBpaszuiickoro
SKOHOMHUYECKOT0 CO03a B Cllydae, €y MPOU3BOJCTBO JICKAPCTBEHHOTO Ipenapara i MEIUIMHCKOTO
IIPUMEHEHHUSI OCYLIECTBIISIETCS 3a nipeaenamu Poccuiickoit denepanuu.

(. 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)
(uactsb 4 B pen. Denepanbroro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOmIEHNH OMOJOTUYECKUX JIEKAPCTBEHHBIX MPENapaToB JJII MEAUIIMHCKOTO MPUMEHEHHS
3asBUTEb JOMOJHUTENBHO MPEICTABISAET PE3yNbTaThl MEPONPUITHH, NPELYCMOTPEHHBIX IUIAHOM
YIOpaBJICHUS PUCKAMHU, YTBEPXKIECHHBIM YIOTHOMOYEHHBIM (eaepaqbHbIM OpPraHOM HCIIOJHUTEIHHOM
BJIACTU TIPU OCYILECTBICHUH TOCYJAPCTBEHHON PpEruCTpallMM JIEKApCTBEHHOrO Ipenapara s
MEIUIIMHCKOTO TPUMEHECHHUS.

(uactb 4.1 BBenena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. K 3asBI€HUIO O MOJTBEPKICHUU TOCYIAPCTBEHHOW PETHCTPALMU JIEKAPCTBEHHOTO Ipernapara
JUIS BETEPUHAPHOTO TMPUMEHEHHs MPHJIAraloTCs JTOKYMEHTHI, COJAEpIKalllie pe3yiabTaTbl MOHUTOPUHTA
3¢dekTUBHOCTH M 0O€30MacHOCTH JIEKAPCTBEHHOI'O Ipemnapara Jis BETEPUHApHOTO MpHUMEHEHUS,
MPOBOAMMOrO JepXkKaTelieM WM BIaJelblleM PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
mperapaTa JUIs BETCPUHAPHOTO MPUMEHEHHS JTUOO YITOJIHOMOYEHHBIM WM FOPUAMYCCKHM JTHIIOM, TIO
dbopMe, YTBEpKIEHHOW YIOJHOMOUYEHHBIM (efepaibHbIM OpPTaHOM HCIIOJHUTENbHOW BIIACTH, U
JIOKYMEHTBI, YKa3aHHbIE B TyHKTaX 1, 2 - 2.2, moamynkrax "a", "6", "k", "n" mynkra 4 gactu 3 ctateu 17
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

Hacrosero denepaabHOro 3aKkoHa. B OTHOIIEHNH UMMYHOOHOJIOTHYECKHUX JICKAPCTBEHHBIX MPETapaToB
JUIS BETEPUHAPHOTO MPUMEHEHHUS HE MPEACTaBISAIOTCA CBEACHMS, yKa3aHHbIE B MOANMYHKTEe "K" myHKTa 4
yactu 3 crateu 17 Hacrosmero denepanbHOro 3aKOHA. B OTHOIIEHMH JIEKapCTBEHHBIX IIPENApaToOB IS
BETEPUHAPHOTO TMPUMEHEHHMSI, IMOJYYEHHBIX C NPUMEHEHHUEM TE€HHO-WUHXEHEPHO-MOAU(PUIIMPOBAHHBIX
OPraHM3MOB HWJIM COJAEPXKALIUMX TAKUE OpPraHU3Mbl, JIONOJHUTEIbHO IIPEACTABISIOTCS CBEACHUS,
yka3zaHHble B TyHKTE 13 yactu 3 ctatbu 17 Hactosiero deaepaibHOro 3aKoHa.

(uactb 4.2 BBeneHa PenepanbHbIM 3akoHOM OT 04.06.2018 N 140-®3; B pen. deaepanbHOro 3aK0Ha OT
02.08.2019 N 297-03)

4.3. 3asgBuTenb BIpaBe IPEACTAaBUTh C 3aBJIEHUEM O IMOATBEPKACHUU TIOCYAApCTBEHHOM
perucTpanyy JIEKapCTBEHHOI'O Ipernapara pEeKBU3UTHl JOKYMEHTa, MOATBEPXKIAIOIIEro yIuaTy
rOoCy/lapCTBEHHON IOLUIMHBI 3a MOATBEP)KICHUE TIOCYNAapCTBEHHONW pErHMCTPAlluU JIEKAPCTBEHHOTO
Ipernapara, a TaKKe BblJaBaeMble (IIPEJOCTaBIIIEMbIE) YIIOJHOMOUYEHHBIMU (hefiepalbHBIMU OpraHaMu
UCIIOJIHUTEJIBHOM BJIACTH JOKYMEHTHI (CBEIEHHs), yKa3aHHblE B IyHKTaX 2 M 3 yacTu 4 HacTosuleu
crathu. B ciyuae ux HenpencTaBieHHs YIOTHOMOYEHHBIN (eiepaabHblil OpraH UCIIOJHUTEIbHON BIACTH
3ampamnvBaeT yKa3aHHbIE JIOKYMEHTbI (CBEJIECHUS) B MOPSAKE MEKBEIOMCTBEHHOI'O HMH()OPMALMOHHOIO
B3aUMOJICHCTBHSI.

(B pen. DenepanbHbix 3aKoHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

5. B teuenuwe msatu paboumx AHEH cO AHS HAMpaBiCHHUs] MOCPEICTBOM €IWHOTO TMopTalia B
VIIOJHOMOYCHHBIN  (efepaibHBli  OpraH  HCHOJHUTEIBHONW  BIACTH  WJIM  JIMYHBIA ~ KaOWHET
YIIOJTHOMOYEHHOTO (eIepabHOr0 OpraHa HCIOJHUTEIbHON BJIACTU B €AMHOW CHCTEME 3asBICHUS O
MOJATBEPKJICHUM TOCYAapCTBEHHOM PErucTpallM JICKAPCTBEHHOTO IIpernapata W JOKYMEHTOB,
COJIEp>KaIINX Pe3ylbTaThl MOHUTOPUHTA (PGEKTUBHOCTH U 0€30MacHOCTH JIEKAPCTBEHHOTO Mperapara,
MPOBOJMMOIO JIEP/KATEJIIEM WM BIIAJEIBLEM PETHCTPALMOHHOIO YJIOCTOBEPEHHUS JIEKAPCTBEHHOIO
npemnapaTa Ju00 yIOJIHOMOYEHHBIM UMHU IOPUINYECKUM JIUIIOM, YIIOJTHOMOUYEHHBIN (heepanbHblii opran
WCTIOJIHUTEJILHOM BJIACTHU:

(B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

1) mpoBOOUT HPOBEPKY MOJHOTHI CBEACHHH, COJEpXKAIIUXCS B TNPEICTABICHHBIX 3asBUTEIEM
JNOKYMEHTaX;

2) mpUHUMAET pelieHUuEe O MPOBEIECHUU WIM 00 OTKa3e B MPOBEICHUU IKCIEPTU3BI OTHOIICHHS
O’KHMJIa€MOM TMOJIb3bl K BO3MOKHOMY PHCKY IPUMEHEHHUs JIEKApCTBEHHOTO MpernapaTta Ha OCHOBAaHUU
pe3yIbTaTOB MOHUTOPUHTA 3()PEKTUBHOCTU U OE30MACHOCTH JIEKAPCTBEHHOTO Tpemnapara, MpoBOJIUMOTO
JepKaTelleM WU BIAAENbLEM PErHCTPAlMOHHOTO YIOCTOBEPEHHs JIEKApCTBEHHOTO IMpemapaTta Ju0o
YIOJIHOMOYEHHBIM UMH IOPUINIECKUM JIUIIOM, a TaKke (eepaibHbIM OPTaHOM HCIIOTHUTEIBHON BIIACTH
B COOTBETCTBUU C TpeOOBaHUAMHU cTaTh 64 HacTosero deaepanbHOro 3aKOHa;

3) HampaBisSIET B JIMYHBIA KAOWMHET JKCIEPTHOTO YUYPEKIEHUS B €IUHOW CHCTEME MOAMHCAaHHOE
YCUJICHHOW KBaTU(UIIUPOBAHHOW JIIGKTPOHHON TMOAMKUCHIO 33aJaHUE Ha TMPOBEICHUE OSKCIEPTHU3HI,
MPEyCMOTPEHHOM IMYHKTOM 2 HACTOSIIEH YacTH, a TAKKE HAMPABISET 3aABUTENIO MOCPEICTBOM €IUHOTO
mopraia WIA B JUYHBIA KaOWHET 3asBUTENs B ©OUHOW CHCTeME TMOAMNHCAHHOE YCHICHHOU
KBATHU(HUITUPOBAHHON AJIEKTPOHHOM TMOMUCHI0 YBEIOMJICHUE O MPUHSATOM PEIICHUH O BbIade 3ajaHus
Ha TPOBEJCHUE YKAa3aHHOW OJKCHEepTU3bl THOO0 00 OTKa3e B MPOBEACHHHM YyKAa3aHHOW JKCHEPTU3BI C
YKa3aHUEM MPUYMH OTKa3a.

(m. 3 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

6. B ciydae BBIABICHHS HEJJOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTH MH(POPMALIUH, COAEPIKaIIeHCs
B IIPE/CTaBICHHBIX 3asgBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHBIN (heepaabHblii OpraH UCHOJHUTEIbHOM
BJIACTH HAIpPABIIAET 3aSBUTENIO MOCPEICTBOM E€AMHOTO IMOpTaJia WIM B JIMYHBIA KaOWHET 3asBUTENS B
€IMHOM cHucTeMe 3ampoc 00 YTOYHEHMHM YKa3aHHOW HHQOpMAalMM, TMOANUCAHHBIN YCUICHHOU
KBaJIM(UIIMPOBAHHON HJIEKTPOHHOH MOAIHUCHIO.
(dactb 6 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

7. 3asBuTENH 00513aH HAIIPABUTH IIOCPEICTBOM €IMHOTO IOPTAJIa B YIIOJIHOMOYEHHBIN (eepaabHbIi
OpraH HCIIOJIHUTEIbHON BJIACTH MM JIMYHBIA KaOMHET YHNOJHOMOYEHHOro (QenepaabHOro opraHa
UCTIOJTHUTENIBHOW BJACTH B E€AMHOW CHCTEME MOJNMUCAHHBIA YCHWJICHHOW KBaJHM(PHUIMPOBAHHOK
3JIEKTPOHHON MOAMUCHIO OTBET Ha 3alpOC YINOJHOMOYEHHOro (heAepalbHOrO0 OpraHa HMCIOJHUTEIbHON
BJIACTH, YKA3aHHOTO B YacCTH 6 HACTOALICH CTAaThH, B CPOK, HE MPEBBIIIAIONINNA AEBIHOCTA pabounx JHEH
CO JHS MOJYYEHUs YHOJIHOMOYEHHBIM (elepaJbHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTU 3JEKTPOHHOTO
YBEJIOMJICHHS O MOTYYEHUH 3asiBUTEIIEM Takoro 3amnpoca. Cpok, yKa3aHHBIN B YaCTH 5 HACTOSAIIEH CTaThH,
IIPUOCTAaHABIMBACTCA CO JHS HAIPABJIICHUs 3asABUTEIIO IIOCPEACTBOM €IMHOIO IOpTaja WU B JMYHBIN
KaOWHET 3asBUTENS B €AMHON CUCTEME TAaKOIo 3ampoca J10 JHs HalpaBJiICHUs 3asBUTENIEM I1OCPEICTBOM
€IMHOrO TOpTaja B YHNOJHOMOUYEHHBIH (enepalbHblii OpraH HCHOJHUTENbHOM BIACTH WM JIMYHBIN
KaOMHET YIOJIHOMOYEHHOro (eepaIbHOr0 OpraHa HCIIOJIHUTEIbHOW BJIACTH B €UHOW CHUCTEME OTBETa
Ha TaKOW 3ampoCc M HE YUYUTHIBACTCA IIPU HCUHUCICHUM CPOKA IIOATBEPKICHHUS TOCYAAPCTBEHHOU
pEerucTpanuy JEKapCTBEHHOIO Mperapara.

(uactb 7 B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHoBaHMEM Ul OTKa3a B IIPOBEIEHUM SKCIEPTU3bl OTHOIIECHUS OXHJAAEMOH IMOJIb3bl K
BO3MOYKHOMY PHUCKY HPHUMEHEHMs JIEKapCTBEHHOI'O Ipernapara sBISETCs NPEeACTaBICHUE JOKYMEHTOB,
COJIEPIKAIIMX PE3YJIbTaThl MOHUTOPUHTA 3P(HEKTUBHOCTH U OE30MMACHOCTH JICKAPCTBEHHOTO TIperapara, u
(M) B OTHOUIEHWM OMOJIOTMYECKMX JIEKAPCTBEHHBIX IIPENapaToB pe3yJbTaTOB OCYILECTBICHUS
M€p0HpI/I$ITI/Iﬁ B COOTBETCTBUH C IIAHOM YIPABJICHUA PHCKAMH, YTBCPKACHHBIM YIOJIHOMOYCHHBIM
(benepaabHBIM OPraHOM HCIIOJHUTENBHON BJIACTU MPH OCYLIECTBICHUM TOCYIapCTBEHHOW pErucTpaliu
JIEKapCTBEHHOI'0 IperapaTa, B HEMOJIHOM oObeMe, OTCYTCTBHE MH(pOpMallUy, MOATBEpKIAtoIe (axt
yIUIaThl ~ TOCYJAapCTBEHHOM  NOLUIMHBI 3@  IOATBEP)KIEHUE  TOCYJAapCTBEHHOM  pErHCTpalnyu
JIEKapCTBEHHOI'0 Ipenapara, JUOO HENpPEICTAaBICHHE 3asBUTENIEM B YCTAHOBIIEHHBIH CpPOK OTBETa Ha
yKa3aHHbII B YacTM 6 HACTOALIEH cTaTbM 3ampoc YIMOJHOMOUYEHHOIro (eaepalbHOrOo OpraHa
WCIIOJIHUTEJILHOM BJIACTH, a TAKXKe OTCYTCTBHE B YKa3aHHBIX JTOKYMEHTaxX MH(POpPMAIUH, KOTOPast TOJIKHA
OBITh B HUX OTpaKeHa.

9. DOkcmepTuza OTHOUIEHMSI OXHUAAEMON TOJb3bI K BO3MOXXKHOMY PHUCKY HPHUMEHEHUs
JIEKapCTBEHHOT'O Iperapara B LENIX MOATBEP)KICHUS TOCYJIapCTBEHHOW PErucTpaluy JIEKapCTBEHHOTO
mpernapara MpOBOJUTCS KOMHCCHEH DKCIIEPTOB SKCIEPTHOTO YUPEKACHUS B CPOK, HE TPEBBIIIAFOIINI
TpUJLATH PAOOYMX JHEH.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-®3)

10. B coyuyae HEZOCTATOYHOCTH IIPEICTABICHHBIX 3KCIEPTY MAaTEPUANIOB I auM 3aKIIOUYEHUS B
JUYHBINA KaOMHET 3asBUTENS B €IMHON CHCTEME HaIlpaBiIsieTCs 3alpoc O MPEICTaBICHUN HEOOXOIUMBIX
MaTEpUasIoB, MOJNUCAHHBIA PYKOBOJUTENIEM (YIOJHOMOYEHHBIM JIMIIOM) 3KCIEPTHOIO YUPEKIEHUS C
HCIOJIb30BaHNUEM YCUJIEHHON KBaJM(UIUPOBAHHOM 3JI€KTPOHHOM MOAIHUCH.

(uactp 10 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

11. 3asBuTenb 00s3aH HAMIPABUTh B TUYHBIA KAOWHET SKCIIEPTHOTO YUPEIKICHUS B €IUHON CHCTEME
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?;iie[?:;gbig ;%KZO‘; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Hata coxparenms: 10.02.2025

MOJINTMCAHHBIA YCHJICHHON KBaJIM(UIIMPOBAHHON 3JIEKTPOHHOM MOINKMCHIO OTBET HA 3apPOC SKCIIEPTHOTO
YUPEXKACHUS B CPOK, HE MPEBBILIAIOMMI MIECTUAECATH pabOYMX JHEH CO AHS MOIYYEHHUsS HKCIEPTHBIM
YUPEKIAECHUEM DJIEKTPOHHOI'O YBEAOMIICHHs O IOJYYECHHH 3asBUTEIEM YKa3aHHOIO 3ampoca. Bpems co
JIHsI HalIpaBJICHUs B JIMYHBIN KaOWHET 3asBUTENS B €MHOM CHUCTEME 3aIpoca SKCHEPTHOIO YUPEXkIAECHUS
70 JTHS HampaBJCHUS 3asBUTEJEM B JIMYHBIA KaOWHET AKCHEPTHOIO YUPEKACHUS B €AMHOM CHCTEME
OTBETa HA YKAa3aHHBIM 3allpOC HE YUWUTBHIBACTCS IIPU HCYHUCIECHUU CPOKA IIPOBENEHUS DKCIIEPTHU3BI
OTHOILLIEHUS O0XMJAeMOM IIOJIb3bI K BO3MOXXHOMY PHUCKY IIPUMEHEHMs JIEKapCTBEHHOIO Iperapara Ha
OCHOBAHUHU JOKYMEHTa, COJEPIKallero pe3yibTaTbl MOHUTOPUHIa S(PQHEKTUBHOCTH U O€3011aCHOCTH
JIEKApCTBEHHOTIO IIperapara.

(dactp 11 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-D3)

12. B cpok, HE MPEeBBIMIAONINN TATH pabounMx AHEW CO JHA HANpPABICHHUS B JMYHBIA KaOWMHET
YIIOJIHOMOYEHHOr0 (peiepanbHOr0 OpraHa MCIOJHHUTEIbHON BJIACTH B €IUHON CHCTEME 3aKJIFOUEHUS
KOMHUCCHHM 3KCIIEPTOB M0 pe3yibTaTaM AKCIEPTHU3bl OTHOLIEHMS 0KMJIa€MOW I0JIb3bl K BO3MOXKHOMY
PHUCKY NPUMEHEHHs JIEKApCTBEHHOro IpenapaTa, COOTBETCTBYIOIIMN YHNOJIHOMOYEHHBIN (enepanbHbIi
OpraH HUCIIOJIHUTEIBHOM BIIACTH!

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) OCYHICCTBIACT OLCHKY OTOr0 3aKJIIOYCHUA JIA OIPCACICHUA €TI0 COOTBCTCTBUA 3aJdHUIO Ha
IIpOBCACHUC YKaSaHHOfI OKCIICPTHU3LI,

2) IpUHMMAET pEUIeHHE O IMOATBEPXKACHUU TOCYJAapCTBEHHOM pEerucTpanuu JEeKapCTBEHHOIO
npenapara wid o0 OTKa3e B IOATBEPXKJIEHHUM TIOCYJAapPCTBEHHOW pPErucTpaluy JIeKapCTBEHHOI'O
npenapara;

3) BHOCUT TMpU TMPUHATHH PELIEHUS O TMOATBEPKACHUM TOCYJAapCTBEHHON perucTpanuu
JIEKApCTBEHHOT'O TperapaTa CBEICHUS B TOCYIAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB U BBIAACT
3asBUTEN0 OECCPOYHOE PETUCTPAIMOHHOE YIOCTOBEPEHME IJIEKapCTBEHHOTO TMperapara MOCpeaCTBOM
HaIpaBJIEHUs Yepe3 €IUHBIN MOpTall WIM JUYHBIA KaOWHET 3asBUTENS B €IMHOW CHUCTEME BBIMUCKU U3
rOCy/IapCTBEHHOT'O pPEecTpa JEKapCTBEHHBIX CPEICTB, MOAMUCAHHOW YCHUJICHHOW KBaTU(UIIMPOBAHHOM
3JIEKTPOHHOU MOJIHUCHIO.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

13. OcHOBaHMeM /ISl OTKa3a B MOJTBEPKICHUHM TOCYIApCTBEHHON PETHUCTPAIMU JIEKAPCTBEHHOTO
mpemnapara SBISETCS 3aKIOYEHHE COOTBETCTBYIOILErO YHOJHOMOYEHHOTO (heepasbHOroO oprasa
HWCIIOJHUTEIBHON BIACTH O TOM, YTO PHCK INPUYUHCHUA BpEaa 3J0POBbBI0O YCIOBCKA HIIM XKHUBOTHOTO
BCJIEJICTBHE IIpHEMa JISKapCTBEHHOT'O MpernapaTa npeBblmaeT 3¢ (HeKTUBHOCTh €r0 MPUMEHEHHUS.

(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-03)

14. B mnepuox mnpoBeAEHMs MPOUEAYpPhl MOATBEPKICHUS TOCYJAPCTBEHHOW pPErucTpanuu
JIEKapCTBEHHOTO TMperapaTa ero odparienue B Poccuiickoii @enepanuiv He MPUOCTAHABINBACTCS.

15. Jlomyckaercsi oOpalieHHe JIEKapCTBEHHBIX IIpPErnapaTroB A0 HCTEYEHHS CpPOKa TOJHOCTH,
MIPOU3BEICHHBIX B TEYEHUE CTAa BOCBMMJAECATH KAJNECHIAPHBIX JHEH IIOCIE JAaThl IPUHATHUS
YIIOJIHOMOYEHHBIM (peiepabHbIM OpPraHOM HCIOJHHUTENBHOM BIACTH pEUIEHHUS O TOATBEPXKIACHUU
rOCy/IapCTBEHHOW pEerucTpaluy, B COOTBETCTBUM ¢ HHoOpMaiueil, conepkauieiics B JAOKYMEHTax
PETUCTPALIMOHHOTO TOChE HA JIEKAPCTBEHHBIN MTpenapaT 10 AaThl IPUHATHS TaKOIO PEILICHUS.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

Koncynsrantlntoc: npumeqanue.
[Tonoxenus cr. 30 (B pen. @3 ot 30.01.2024 N 1-®3), kacarommecs: TPeIOCTaBICHUS T'OC. YCIYT
MOCPEJICTBOM €IMHOM CUCTEMBI U (MJIM) eIMHOro nopTtaia, mpumensitores ¢ 01.01.2026.

Cratba 30. BHeceHMe wu3MeHeHMW B [OKYMEHTbl, cogepxawmecss B
perucTpauMoHHOM [OCbe Ha 3aperncTpupoBaHHbIA NeKapCTBEHHbLIW npenapat Ans
MeAULIMHCKOro NpuMeHeHus

1. B mensix BHECCHHsI M3MEHEHHH B JIOKYMEHTHI, COJEPIKAIIMECs B PETHCTPAIMOHHOM JIOChE Ha
3apErHCTPUPOBAHHBIN JICKAPCTBCHHBIH MpemapaT A METUIIMHCKOTO TPUMEHEHUs, AepKaTelb WIH
BJIAJIENICl] PErHCTPALMOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOTO IIperapara WA YIOJHOMOYEHHOE UM
APYyroe IPUANYECKOe JIUIIO (Jlajiee B HACTOSIICH CTaThe - 3asiBUTENb) HAIPABIISIET TOCPEICTBOM €IMHOTO
nopTajia B yIMOJHOMOYCHHBIH (efiepalibHbIi OpraH MCIOJHHUTEIBHOW BIIACTH WJIM B JIMYHBIH KaOWHET
YIIOJTHOMOYEHHOTO (heIepalibHOTO OpraHa HCIOJHUTENFHON BIACTH B €IMHOW CHCTEME MOIHCAHHOE
YCUJICHHOW KBaJTHU(PHUIIMPOBAHHON 3JICKTPOHHOM MOJIKMCHIO 3asBJICHUE O BHECCHUH TAaKUX U3MEHECHUH 110
dbopMe, YCTaHOBJICHHOW YIIOJTHOMOYEHHBIM (eICpAIbHBIM OpPraHOM HCIIOJIHUTEIBHONH BIACTH, W
npujaracMple K HEMy M3MCHCHHUsS B yKa3aHHBIC JIOKYMEHTBI, a TAaKXe OKYMEHTBI, IOATBEPKIArOIINE
HE0OXOIMMOCTh BHECEHUS TAKUX M3MCHCHHI.

(B pen. ®enepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N 140-®3, ot 30.01.2024 N
1-®d3)

1.1. Ilpu HeoOXOIMMOCTH BHECEHUS B JOKYMEHTHI, COJEpKAIINecs B PETUCTPALIMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIA  JICKAPCTBEHHBIM IMpenapar il MEIUWIUHCKOrO IPUMEHEHHUS, W3MEHEHUU
OTHOCUTEJILHO MeECTa MPOU3BOJACTBA JIEKAPCTBEHHOrO IMpemnapara sl MEAUIMHCKOIO IMPUMEHEHUS,
Tpe6y}01111/1x HpOBeILGHI/IS{ 3KCH€pTI/I3I)I Ka4dyeCTBa J'IeKapCTBeHHI)IX Cpe)ICTB, 3as4BUTCIIb HOIIOJIHUTCIIBHO
HaMpaBIIeT MOCPEICTBOM €IUHOTO MOpTaia B YIIOJTHOMOUYEHHBIH (heJepaabHbId OPraH UCIOIHUTENBHON
BJIAaCTU HWJIN J'II/I‘IHI)II\/'I Ka6I/IH€T YHOJIHOMOLIGHHOFO @eﬂepaﬂLHoro opraHa I/ICHOJ’IHI/ITCJ'II)HOI\/'I BJIaCTU B
eJUHOH CHUCTeME:

1) cBeneHus o jJare MPEeNOCTaBIECHUS M PErMCTPAlMOHHOM HOMEpE JIMIIEH3MH Ha MpPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEJICTB, a TAKXKE KOIUIO 3aKIIOYEHUsI O COOTBETCTBUM IPOU3BOJUTEINS JIEKAPCTBEHHBIX
CPEICTB i MEAMIMHCKOrO MPUMEHEHHs] TpeOOBaHUSAM IpaBWJI HaJUIekKalled IPOU3BOJICTBEHHOM
NPAaKTUKM, WM KONHUIO cepTU(UKaTa COOTBETCTBUS MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEAUIMHCKOTO MPUMEHEHUs TpeOOBaHMSM TMpaBWJl HaJIekalled MPOU3BOACTBEHHOM IPAKTUKU
EBpa3uiickoro SKOHOMHYECKOTO CO03a, BBIJIAHHBIX YIOJHOMOYEHHBIM (ellepajIbHbIM OpraHOM
WCIIOJIHUTEJIBHON BJIACTM B OTHOIIEHWHM W3MEHEHHOW M (WJIM) JOMOJHEHHOH MPOU3BOJICTBEHHOU
IJIOINAAKHU JIEKapCTBEHHOI'O IIpernapara Uil MEAMIMHCKOrO IPUMEHEHHs, WM KOIMIO PEIICHUS
YIIOJIHOMOYEHHOr0 ()eIepalbHOr0 OpraHa UCIOJIHUTEIBHON BJIACTH O MPOBEJECHHUU (apMalleBTUYECKON
MHCIIEKI[UU TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEIACTB JJII MEIULMHCKOIO INPUMEHEHHUS Ha COOTBETCTBUE
TpeOOBaHUSAM NPaBUJ HaAJeXallell MpPOU3BOACTBEHHON mnpakTuku EBpa3uiickoro SKOHOMHYECKOTO
CO03a B OTHOUIEHUH U3MEHEHHOM U (WJIN) AOMOJIHEHHOW NMPOU3BOICTBEHHOM IUIOIAKN JIEKAPCTBEHHOT O
mpenapara Jjisi MEJUIIMHCKOTO MPUMEHEHUs B CIy4ae, €CIIM MPOU3BOJCTBO JIEKAPCTBEHHOIO Ipernapara
ocyuiectisercs B Poccuniickoit denepanuu;

2) KOMMIO MPEJOCTaBICHHON YMOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOAMUTENS JIMUIEH3UU Ha
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

IIPOU3BOJICTBO JIEKAPCTBEHHOI'O IIpenapara Uil MEIUIMHCKOIO NMPUMEHEHUS U €€ MEePEBOJ Ha PYyCCKUU
A3bIK, 3ABCPEHHBIE B YCTAHOBJIICHHOM IIOPSAKE, a TAaKXKE KOIHIO 3aKJIIOYEHHS O COOTBETCTBUU
MIPOU3BOJIUTENSL JICKAPCTBEHHBIX CPEACTB TPEeOOBAHUSAM TNPABWII HAJIKAICH MPOU3BOACTBEHHOMN
IPAKTUKHU, WM KONMIO cepTU(UKAaTa COOTBETCTBUS IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB AJIs
MEAUIMHCKOTO IPUMEHEHUs TpeOOBaHMSM IpaBWJI HaAJeXalleld MpPOU3BOACTBEHHON MPaKTUKU
EBpa3uiickoro 3KOHOMHYECKOTO CO03a, BBIJAHHBIX YIOJHOMOYEHHBIM (ellepaabHbIM OpraHOM
WCIIOJTHUTEJIbHOW BJIACTH B OTHOIICHHMM HW3MEHEHHOM u (WJIM) JOMOJHEHHOM MPOU3BOJICTBEHHON
IUTOINAJIKY JICKAPCTBEHHOI'O Mpenapara, Uil KOIHUI0 PEeIleHHs YIIOJIHOMOYEHHOro (hefepalbHOro OpraHa
WCTIOJTHUTEJIBHOW BJIACTU O MPOBEACHUH (PapMarleBTUYECKOH MHCIEKIIUHN MPOU3BOACTBA JIEKAPCTBEHHBIX
CPeACTB sl MEIAMLMHCKOrO IPUMEHEHHMs Ha COOTBETCTBUE TpeOOBAHMSAM MpaBWII HaJUIeXkKalleH
IIPOU3BOJCTBEHHON IPAKTUKU EBPAasuMHCKOro 3KOHOMHMYECKOIO COK03a B CiIydae, €CIM IPOU3BOJICTBO
JIEKapCTBEHHOI'0 IIperapara oCylecTBisgercs 3a npenenamu Poccuiickoit denepanun.

(uactsb 1.1 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1.2. IIpy He0OXOAMMOCTH BHECEHMS B JIOKYMEHTBI, COAEPIKAIIMECS B PETUCTPALIMOHHOM J0ChE Ha
3apEruCTPUPOBAHHBIN  JIEKAPCTBEHHBIN IIpenapar i MEAMIMHCKOIO IPUMEHEHHs, W3MEHEHUU
OTHOCHUTEJIBHO TIOKa3aTelIel KayecTBa JIEKapCTBEHHOIO IpenapaTa I MEJULUHCKOTO IPUMEHEHUs U
(W) METOJIOB KOHTpPOJS KauecTBa JIEKAPCTBEHHOI'O Mpenapara s MEJUIUHCKOrO INPUMEHEHUS,
TpeOyIOLUMX MPOBEIEHHUs] SKCHEPTU3bl KAueCTBA JIEKAPCTBEHHBIX CPEICTB, 3asBUTENb JIOMOJHUTEIHHO
HaIpaBJIET MOCPEICTBOM €IMHOrO MopTaia B yIOJIHOMOUYEHHBIN (heepaabHblii OpraH UCIOJHUTEIbHOU
BJIACTU WIW JIMYHBIM KaOWMHET YIOJIHOMOYEHHOro (heepaibHOro opraHa HCIOJHUTEIBHOW BIacTd B
€IUHOI CHCTEME:

1) cBeaeHUs O JaTe NMPEAOCTABICHUS M PETHCTPAIMOHHOM HOMEpPE JIMIICH3MHM Ha IMPOHU3BOICTBO
JICKapCTBEHHBIX CPEACTB WJIM CBEICHUS O Jare MPEJOCTABICHHS W PETHCTPALMOHHOM HOMEPE
3aKJIIOYEHUST O COOTBETCTBUU IPOU3BOJIUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM IIPABUII
HaJIeKalleld MPOU3BOJICTBEHHON MPAKTHUKUA WM KOIMUIO CepTH(HUKATA COOTBETCTBUS MPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEICTB Ui MEIUIMHCKOTO TMPUMEHEHHUS TpeOOBaHUSAM TIPaBUI HaJIexalien
MIPOU3BOJICTBEHHON TPaKTUKU EBpazuiicKOro SKOHOMHUYECKOTO CO03a, BBIJAHHBIX (IIPEAOCTABIICHHBIX )
YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPTaHOM HCIIONHUTENBHON BIACTH B OTHOIIEHUHU MPOU3BOJICTBEHHOM
IJIONIAJKH JICKAPCTBEHHOTO IMpernapara, B Cilydae, €ClId MPOU3BOJICTBO JICKAPCTBEHHOTO IMpernapara
ocymectsisercs B Poccuiickoit denepanuu;

2) KOIHUIO TMPEJOCTABICHHONW YIMOJIHOMOYEHHBIM OPTaHOM CTpPaHbl MPOWU3BOAUTEINS JHUIEH3UH Ha
MIPOU3BOJCTBO JIEKAPCTBEHHOTO IIpenapara i MEIULIMHCKOrO IPUMEHEHUS U €€ MEPEBOJ HA PYCCKUU
SI3bIK, 3aBEPECHHBIE B YCTAHOBJIEHHOM IOPSJKE, a TaKXe CBEICHUS O JaTe€ TMPEIOCTAaBICHUS U
PETUCTPALIMOHHOM HOMEPE 3aKJIIOUYEHHS O COOTBETCTBUM IIPOU3BOJMTEINS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSIM TMPABWII HAJIEKAIIEH MPOU3BOACTBEHHON TMPAKTUKH, WM KOIMUIO cepThuduKara
COOTBETCTBHS MPOU3BOJUTEINSI JTEKAPCTBEHHBIX CPEACTB I MEAMIIMHCKOTO MPUMEHEHUs! TpeOOBaHUSIM
MpaBWI HaJJIekKaUIEHd MPOU3BOJACTBEHHON MPAKTUKU EBpa3nuiiCKOro 3KOHOMHUYECKOTO COK03a, BBIJAHHBIX
YIIOJTHOMOYEHHBIM (heZiepaabHbIM OPTaHOM HCIIOIHUTENBHON BIACTH B OTHOIIECHWU MPOU3BOJICTBEHHOM
IJIONIAJKHA JIEKAPCTBEHHOrO MpernapaTra, WM CBEICHHS O JlaTe€ MPEIOCTaBICHUS W PETHUCTPAMOHHOM
HOMEpe pelIeHHs] YIOJTHOMOYEHHOTOo (efepaibHOr0 OpraHa HCHOJHUTENBHON BIIACTH O TPOBEACHHUU
(hapmaIreBTHUeCKOi MHCTICKIIUU TTPON3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB JIJISI METUIITMHCKOTO TPUMEHEHUS
Ha COOTBETCTBHE TpeOOBaHUSM TMpaBWI HAAJEXKANIEH MPOU3BOJACTBEHHONW MpaKTUKH EBpa3uiickoro
SKOHOMHYECKOT'O COI03a, €CJIA MMPOU3BOJCTBO JIEKAPCTBEHHOTO IIpenapara OCyIeCTBISIETCA 3a IpeieaMu
Poccuiickoit denepanun.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

(uactb 1.2 B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1.3. Ilpunsatue pemieHUss O BHECEHHMM H3MEHEHWUW WM 00 OTKa3e BO BHECCHHHM W3MCHCHHH B
JIOKYMEHTBI, COJICpXAIIUECS B PETUCTPALMOHHOM JIOChE€ Ha 3apEruCTPUPOBAHHBIN JIEKapCTBEHHBIM
npenapar Jijisi MeIUIIMHCKOTO IPUMEHEHUS, B ClIydae HEOOXOMMOCTH IIPOBEICHUS SKCIIEPTH3bI Ka4yecTBa
JIEKAPCTBEHHBIX CPEJICTB M (MJIM) DKCIEPTU3bl OTHOLIEHUS O0XUAAEMOM IMOJIb3bl K BO3MOXKHOMY PHCKY
MIPUMEHEHHUS JICKaPCTBEHHOTO Tpenapara isi MEAUIIMHCKOTO0 IPUMEHEHHUSI OCYIIECTBIIACTCS B CPOK, HE
MPEBBIIAIOIINN TATUACCITH pabOUUX JHEH, a B OCTAJIBHBIX CIydasX B CPOK, HE MPEBBIMIAIOIINN JIECATH
pabouux JHEHW cOo AHS HANpPABJICHHS MOCPEACTBOM €IMHOTO MOpTaia B YIIOJIHOMOYCHHBIH (pemepanbHbIi
OpraH HWCIIOJIHUTENBHONW BIACTH WM JIMYHBIM KaOWHET YIOJHOMOYEHHOTO (enepalbHOTO OpraHa
HCIIOJIHUTENILHON BIACTH B €IMHON CHCTEME 3asBJIEHUS O BHECEHNH TaKHUX M3MEHEHHH.

(uactb 1.3 BBenena @enepanbHbM 3akoHOM OT 04.06.2018 N 140-®3; B pen. deaepanbHOro 3aK0Ha OT
30.01.2024 N 1-®3)

1.4. YnomHomouyeHHbIN (enepanbHblii OpraH HCHOJHUTENIBHON BIACTH C YYETOM pe3yJIbTaToOB
(bapMakoHaa30pa U MPOBEPOK COOTBETCTBUSA JIEKAPCTBEHHBIX CPEACTB, HAXOASAILIMXCS B I'PaXIaHCKOM
000poTe, YCTAaHOBJICHHBIM TPEOOBAaHMAM K HX KAueCTBY B TECUCHHE NECATH pPabdOYMX JHEW CO JHS
MOCTYIUICHUSI COOTBETCTBYMIOLIEH MH(OpManuu pa3Mmellaer Ha CBOEM O(MIMAIBHOM CcalTe B CETH
"NuTepHer" cBeNeHUS O HEOOXOIMMOCTH BHECEHHS] B MHCTPYKIMIO 110 MEIUIUHCKOMY NPUMEHEHUIO
JIEKapCTBEHHOI'O IIpernapaTa MU3MEHEHM B OTHOLIECHUU CBEACHHHW O IMOKAa3aHUAX Ul NPUMEHEHUS U
MPOTHBOMOKA3aHUAX U IPUMEHEHHUS JIEKAPCTBEHHOTO TpenapaTa, BhISIBICHHBIX TTOOOYHBIX JCHCTBHSIX,
HEXXEJIATEJIBHBIX PEaKUUAX MPU MPUMEHEHUU JIEKAPCTBEHHOIO Ipernapara W HalpasiisieT MOANHUCAHHOE
YCUJICHHOW KBATH(PHUIIMPOBAHHON IEKTPOHHON MOJITUCHIO YBEJIOMIICHHE B IMYHBIN KAaOMHET 3asBUTEIS B
€IMHOW CHCTeMe, a TakKe B JIMYHble KaOWHEThl 3asBUTENCH B €IUHOM cHCTeMe, SBISIOIIUXCS
JepXKaTeNssMd  WIM  BJaJeNbllaMM  PETUCTPALMOHHBIX  YJIOCTOBEPEHHH  B3aMMO3aMEHSEMBbIX
JIEKapCTBEHHBIX MIPENapaToB (MM YIOJTHOMOUYEHHbBIX UMM JPYTUX IOPUANYECKUX JIULL).

(dactp 1.4 BBegena denepanbHbIM 3akoHOM OT 27.12.2019 N 475-®3; B pen. denepaibHOro 3aKOHA OT
30.01.2024 N 1-93)

1.5. [epxarenp WM BiaAesiell perUCTPALMOHHOIO yIOCTOBEPEHUS JIEKAPCTBEHHOIO Ipemnapara, a
TaKXe JepKaTesld WIN BIIAAEIbIbl PETUCTPALIMOHHBIX YAOCTOBEPEHUH JEKapCTBEHHBIX MPenapaToB (HIu
YIOJTHOMOYEHHbIE UMH APYTUE I0OPUANUECKUE JTUIa), KOTOPBIE SIBISIFOTCS B3aMMO3aMEHSEMbIMU, 00s13aHbI
HamnpaBUTh B JIMYHBIA KaOWMHET YIOJHOMOUYEHHOTO (enepaIbHOro OpraHa HUCIOJHUTENBHONW BIACTH
MOJNKCAHHBIE YCUJIEHHBIMU KBAJIM(DUIIMPOBAHHBIMU JIEKTPOHHBIMH MOANUCIMHU 3asiBICHUS O BHECEHUU
U3MEHEHHH B JIOKYMEHTBI, COJAEpXKalluecs B PErMCTPALMOHHBIX JOChE€ Ha 3aperuCTPUPOBAHHBIC
JIEKapCTBEHHbIE IpernapaThl s MEIUIIMHCKOTO MPHUMEHEHHUs, B OTHOILIEHUU CBEIEHUI, yKa3aHHBIX B
MHCTPYKIIMU IO MEIUIIMHCKOMY INPUMEHEHHUIO JIEKapCTBEHHBIX NpenapaToB, B TEYEHUE COpPOKa pabodmx
JHEH €O JHS TOJY4YeHHs] YIOJIHOMOYEHHBIM (elepaqbHbIM OpraHOM HCIOJHUTENbHOM BIacTH
JIEKTPOHHOTO YBEIOMJIEHMSI O TIOJNYYEHMM JIE€p)KaTeleM WM BIAJENbLEM PETUCTPALUOHHOTO
YIOCTOBEpPEHUS JIEKApPCTBEHHOTO Mpenapara (I yIoJHOMOYEHHBIM UM APYTUM IOPUANYECKUM JIMIIOM)
uHpopManuy, ykazaHHoi B yactu 1.4 Hacrosielt ctarbu. /lanHHOe TpeOoBaHUE HE PACIPOCTpPaHIETCs Ha
Cllydad BHECEHHUS B MHCTPYKIHUIO IO MEIUIIMHCKOMY THPHUMEHEHHUIO JIEeKapCTBEHHOIO Ipernapara
M3MEHEHUI B OTHOIIEHUH HOBBIX MOKAa3aHUM JUIsl IPUMEHEHUS JIEKAPCTBEHHOIO NIpenapaTa Ha OCHOBaHUH
PE3yJIbTaTOB COOTBETCTBYIOLIUX UCCIIEI0BAaHUH.

(uactp 1.5 BBegena denepanbHbIM 3akoHOM OT 27.12.2019 N 475-03; B pen. OenepanibHOro 3aK0Ha OT
30.01.2024 N 1-®3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

2. Pemenue o mMpoBENCHUH SKCHEPTU3bl KAYECTBA JICKAPCTBEHHBIX CPEACTB U (MJIM) IKCIEPTH3BI
OTHOIICHHS OKUIAEMOIl IMOJB3bl K BO3MOXKHOMY PHCKY NPHMEHEHHS JICKapCTBEHHOT'O Iperapara Jyis
MEIUIUHCKOTO TPUMEHEHUsT NPUHUMAETCS B COOTBETCTBUUM C YTBEP)KICHHOH YHOJHOMOYEHHBIM
¢denepabHBIM  OPraHOM HCIIOJIHUTENBHOW BIACTH KiIacCH(pUKanuedl W3MEHEHHWH, BHOCHUMBIX B
JTOKYMEHTBI, COAEp)KAIIMeCs B PETUCTPAIMOHHOM J0ChE€ Ha 3aperHCTPUPOBAHHBIA JIEKApPCTBEHHBIN
npenapar.

(uactsb 2 B pen. enepanpHoro 3akona ot 30.01.2024 N 1-®3)

3. 3asBuTENb BIpPaABE NPEACTABUTH IO COOCTBEHHON MHMLIMATHBE BMECTE C 3asBJICHUEM O BHECEHUU
U3MEHEHUH B JIOKYMEHTBI, COJAEp)KALUECS B PETUCTPALlMOHHOM JI0OCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIH npenapar JUisi MEJULIMHCKOTO IPUMEHEHUS, PEKBU3UTHI IOKyMEHTOB, IIOATBEPIKIAIOIINX
yIUIaTy FOCYJApCTBEHHOM NOLUIMHBI 32 BHECEHUE B JOKYMEHTBI, COAEpIAIHUECs B PErHCTPallMOHHOM
JI0ChE Ha 3apEerMCTPUPOBAHHBIN JIEKApPCTBEHHBIH Mpenapar JUisi MEIUIMHCKOTO IPUMEHEHUs, U3MEHEHUH,
TpeOYIOIMX TPOBEIACHUS OSKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B YACTH OKCIEPTU3Bl KadyecTBa
JIEKapCTBEHHOT'O CPEACTBA U (MJIM) SKCHEPTU3bl OTHOIICHUS OXKUJAaeMON MOJIb3bl K BO3MOXKHOMY PHUCKY
IIPUMEHEHHUS JIEKapCTBEHHOTO Npenapara Jiisi MEIUIUHCKOTO IPUMEHEHMSI, TOCYJaPCTBEHHON MOLUIMHbI
3a BHECEHUE B JIOKYMEHTbI, COJEpXalliecs B PErUCTPALMIOHHOM JIOChE€ Ha 3aperucTpUpOBAHHBIN
JICKapCTBEHHBIN IMpemapar Ui MEAWLIUHCKOTO MPUMEHEHHs, U3MEHEHHH, HEe TPEOYIOUIMX MpPOBEICHUS
HKCHEPTHU3bI JIEKAPCTBEHHOI'O CPEJICTBA, a TAK)Ke BbllaBaeMble (IPEAOCTABIIIEMbIE) YITOJIHOMOUYEHHBIMU
(benepanbHBIMU OpraHaMU UCIIOJIHUTEIILHOW BIIACTH JOKYMEHTHI (CBEICHUS), yKa3aHHbIe B JacTax 1.1 u
1.2 mnacrosimeit crathu. B ciydae uX HempeAcTaBieHUs YIOJHOMOYEHHBIH QenepaiabHblii Opra
UCIOJHUTEJIBHOM  BJIACTM  3alpallluBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEACHMs]) B  IOPSIKE
MEXBEJJOMCTBEHHOI'0 MH()OPMAIIMIOHHOTO B3aUMOJICHCTBHUS.

(B pen. DenepanbHbix 3aK0HOB 0T 27.12.2019 N 478-@3, ot 30.01.2024 N 1-D3)

4. B Teyenue nATH paboOYMX JHEH CO JHS MOCTYIUICHUS YKa3aHHOTO B YacTW | HACTOsSIIEH CTaTbu
3asBJICHUS U HEOOXOIMMBIX JOKYMEHTOB YIIOJIHOMOYEHHBIH (peepanbHblii OpraH HCHOJHUTEIbHOU
BJIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-®3)

1) MMpOBOAUT MPOBEPKY MHMOJIHOTHI U JOCTOBEPHOCTHU CBCI[CHI/Iﬁ, COoACpKaNXCs B IMPEACTABIICHHBIX
3asABUTCIIEM MaTCpUuajiax,

2) mpUHUMAET pellIeHUE O MPOBEICHUH YKa3aHHBIX B YaCTU 2 HACTOSIIEH CTaThU COOTBETCTBYIOLIUX
AKCIIEPTU3 JIEKAPCTBEHHOT'O CPE/ICTBA MIIM 00 OTKAa3€ B UX MPOBEACHUU;

3) HampaBiseT B IMYHBIA KaOWHET 3asBUTENs B €IWHOM CHCTeMe MOAMHCAHHOE YCHUJICHHOU
KBUTH(DUIIMPOBAHHON 3JICKTPOHHOW TMOMIMKUCHI0 YBEIOMJICHHE O TPHHITOM PEIICHHH WIH B CIIydae
NPUHATHS pelieHrs o0 oTKa3ze B MPOBEICHUH COOTBETCTBYIOIIEH HSKCIEPTH3bI C yKa3aHUEM MPUYHH
TaKOIo OTKa3a.

(B pen. deaepanibHbIX 3aK0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

4.1. B ciyyae BBISIBICHHS HEIOCTOBEPHOCTH CBEJCHHM, COACPKAMMXCS B MPEACTaBICHHBIX
3asiBUTENIEM MaTepuaiax, yoJIHOMOUYEHHBIN (peepanbHblii OpraH UCIIOTHUTEIHLHON BIACTH HAMIPABIISIET B
JUYHBIA KaOWHET 3asBHUTENsA B E€IWHOM CHCTEME 3ampoc 00 YTOYHEHHHM YKa3aHHBIX CBEJICHHM,
MONMCAHHBINA YCUIIEHHOW KBATM(DUIIMPOBAHHOMN 3TIEKTPOHHOU MOAMUCHIO.

(uactsb 4.1 B pen. DenepanpHoro 3akona ot 30.01.2024 N 1-D3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

4.2. 3asButens 00s3aH HANPABUTh B JIMYHBIA KaOWHET YMOJIHOMOYEHHOTO (heJepaibHOro opraHa
WCIIOTHUTEIPHOW BJIACTU B €IMHOM CHCTEME IMOAMMCAHHBIA YCHUJICHHOW KBaJU(PHUIIMPOBAHHON
ANIEKTPOHHON TOJIUCHI0 OTBET Ha 3alpoC YIMOJHOMOUYEHHOTO (henepalbHOTO OpraHa MCTIOTHUTEILHOM
BJIACTH B CPOK, HE MPEBBIIIAIONMIUN JIeBIHOCTa pabouux JHEH CO JHS TMOJYYEHUS YIOJTHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIIOJTHUTEIHHON BIACTH 3JIEKTPOHHOTO YBEIOMIJICHHS O MOJIYUCHUH 3asiBUTEIIEM
nanHoro 3ampoca. Cpok, yka3aHHBIM B uyacTH 4 HACTOSAUIEH CTaThbu, NMPUOCTAHABIUBACTCS CO JHA
HalpaBJ€HUsT B JIMYHBIA KAaOWHET 3asBUTENII B €AMHOM CHCTEME 3ampoca YIOJHOMOUYEHHOIO
denepanbHOro oOpraHa MCHOJHUTENBHOM BJIACTH JO JHS HaNpaBleHUS B JIMYHBIM KaOWHET
YIOJTHOMOYEHHOTO (eIcpaThbHOT0 OpraHa UCIIOJIHUTEIBHOMN BIACTH B €IMHON CHCTEME OTBETA Ha JTAHHBIN
3apoc M HE YYUTHIBACTCS IMPU HCUHUCICHUM CPOKa MPUHSATUS PEIIeHHS O BHECEHWU H3MEHEHUU B
JIOKYMEHTBI, COJIpXAIIUECs B PETUCTPALMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npernapar Il MeIMLIUHCKOTO TPUMEHEHHSI.

(uactsb 4.2 B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

5. OcHoBaHMeM JIsl OTKa3a B MPOBEACHUM yKa3aHHBIX B 4YacTH 2 HACTOSIICH CTAaThU DKCHEPTHU3
SIBJIICTCS TIPEACTABIICHUE JOKYMEHTOB, IEPCUNCIICHHBIX B YacTAX | W 3 HACTOSIICH CTaThH, B HEIIOJIHOM
o0beMe, HENPEICTAaBICHUE 3asBUTEICM B YCTAHOBICHHBIH CPOK OTBETa Ha YyKa3aHHbBIM B uactu 4.1
HACTOSIIEH CTaThU 3alPOC YIOJHOMOYEHHOTO (peiepaibHOTO OpraHa MCTIOTHUTEILHOM BIACTH, & TAKXKE
OTCYTCTBHE€ B  MPEICTABJICHHBIX  JIOKYMEHTAaX  JIOCTATOYHBIX  CBEICHHH, MOJATBEPKIAIOIIMX
HE0OXOIMMOCTh BHECEHUS M3MECHECHUM, WIIM OTCYTCTBHE HH(OPMAIINH, IMOATBEPKAAOMIEH (aKT yIUIATHI
rOCYJapCTBCHHBIX MOLUINH, YKa3aHHBIX B YaCTH 3 HACTOSIIEH CTAThH.

(B pen. deaepanbhbix 3aKk0HOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

6. YKa3aHHbIE B 4aCTU 2 HACTOSIIEW CTaThbU SKCHEPTU3BI MPOBOAATCS B MOPSIIKE, YCTAHOBICHHOM
crathelt 23 Hacrosero deaepaabHOTO 3aKOHA.

7. B cpok, He MpeBBIMIAIOIUN NATH pabouynx JHEW CO JHS HAMpaBICHUS MOCPEIACTBOM EAMHOIO
rmoprajia B YIOJHOMOYECHHBIM (enepalibHbIi OpraH HWCIOJTHUTEIBHOW BJIACTH WM JIMYHBIA KaOWHET
YIIOJTHOMOYEHHOTO (hefiepaabHOr0 OpraHa WCIOIHUTENBHON BIACTH B €AMHON CHUCTEME TMOJITUCAHHBIX
YCUJICHHBIMH KBaJTU(UIIUPOBAHHBIMU JIEKTPOHHBIMHU TMOJMUCIMH 3aKIFOUEHUH KOMUCCUM SKCTIEPTOB 11O
pe3ynbTaTaM YKa3aHHBIX B YacTH 2 HACTOSIIEW CTaThbH SKCIEPTH3, YIMOJHOMOYECHHBIN (eaepalbHbIi
OpraH UCIOJIHUTEIbLHOMN BIIACTH:

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

1) npyHUMaeT peleHnue O BHECEHUH U3MEHEHHH B TOKYMEHTBI, CO/IEp KAIllUecs] B PETUCTPALOHHOM
JI0ChE Ha 3aperuCTPUPOBAHHBIN JICKApPCTBEHHBIN Mpenapar s MEAMLUHCKOTO NPUMEHEHHUs, Wih 00
OTKa3€ BO BHECEHUM TAKUX U3MEHEHHUI;

2) BHOCHT B TOCYIapCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEICTB HAa OCHOBAaHMM PpEIICHUS O
BHECCHUU N3MEHEHHH B AOKYMCHTBI, coAcpKamurecs B PEruCTpailuOHHOM JOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIM TMpenapaT Ui MEIUIMHCKOrO IpPHMEHEHHs, HeoOXOoauMble
M3MEHEHWST,

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-P3)

3) BBIZAET 3asABUTEII0 HOBOE PETHCTPAIIMOHHOE YIOCTOBEPEHHE JICKApPCTBEHHOTrO Mpernapara B
cllyyae M3MEHEHHs CBEICHUM, COJEpIKAIIUXCS B HEM, IyTeM HAlpaBJICHUS 3asBUTEII0 MOCPEICTBOM
CANHOI'O IopTajia ujin B JIMYHBIA KaOWHET 3aABUTENSA B e,ZII/IHOI\/'I CHUCTEME BBIIIUCKU U3 TOCYJApPCTBEHHOI'O
peecTpa JIEKaPCTBEHHBIX CPEJICTB, MOANUCAHHON YCHUJICHHOW KBaTU(DUIIMPOBAHHON 3JIEKTPOHHOMN
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

MOJIHUCHIO.
(n. 3 BBemen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanpHOro 3akoHa OT
30.01.2024 N 1-®3)

8. OcHOBaHMEM JUIsl OTKa3a BO BHECEHHMM H3MEHEHUH B JIOKYMEHTBI, COJEp)Kalluecs B
PETUCTPALIMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar MJjisi MEIUIMHCKOrO
IIPUMEHEHHS, SIBJIAETCS 3aKJII0YEHNUE YIOJTHOMOYEHHOTO (hefiepalbHOro opraHa MCIOJIHUTENbHOM BIacTH
O BO3MOYKHOCTH CHH)KEHHUSI O0€30IacHOCTH, KadecTBa, I(PQPEKTUBHOCTH JIEKAPCTBEHHOTO CpEACTBA B
Ccllyyae BHECEHMsI TAKUX N3MEHEHHH.

9. Homyckaercst oOpalleHue JEeKapCTBEHHBIX IPENaparoB s MEAULIUHCKOTO TNPHUMEHEHHS 10
UCTEUEHHsI CPOKa TOJHOCTH, IIPOU3BE/ICHHBIX B TEUCHNUE CTa BOCBMHJICCATH JTHEW IOCIE AAaThl IPHUHSATHS
YIIOJHOMOYCHHBIM q)eﬂepaHLHBIM OpraHom HWCIIOJHUTEIBHON BJIACTH pelIcHrd O BHCCCHHUU W3MCHCHHH B
JIOKYMEHTBI, COJEp)KallMecs B PETHCTPAIlMOHHOM JOChe, B COOTBETCTBUH C HH(pOpMAIHEH,
cofiepKamieiicss B JOKYMEHTaX pPETHUCTPAlMOHHOTO JI0Che Ha JICKApCTBEHHBIM Ipemapar 10 AaThl
NPUHSATHS TAKOTO PELICHUS.

(uactb 9 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. IIpaButenbctBOo Poccuiickoii ®enepanuu BHpaBe YCTAHOBUTH OCOOCHHOCTH BHECCHHS
W3MCHCHUH B JIOKYMEHTBHI, COJEP)KAIIUECS B PETUCTPAIIMOHHOM JIOChe Ha 3apETHCTPHPOBAHHBIN
JICKApCTBEHHBIN Mpemapar Juis MEAMIMHCKOTO TPHUMEHEHUsS, B ciy4ae Ae(QeKTypbl HIM pHUCKa
BO3HUKHOBEHHUS Je(EKTyphl JIEKAPCTBEHHBIX INIPEIapaToB B CBSI3W C BBEJICHUEM B OTHOIICHHH
Poccuiickoit @enepanuu orpaHUYUTEIBHBIX MEP SKOHOMHUYECKOTO XapaKTepa.

(uactp 10 BBenena ®enepanbubiM 3akoHOM OT 08.03.2022 N 46-D3)

KoncynprantlInroc: mpumevanue.
[Tonoxenus cr. 31 (B pen. @3 ot 30.01.2024 N 1-®3), xacarommuecs: TpeIoCTaBIECHUS TOC. YCIyT
MOCPEICTBOM €IMHOTO nopTaina, npumenstores ¢ 01.01.2026.

Cratba 31. BHeceHne u3MeHeHUMn B  AOKYMEHTbI, copgepxawmecs B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JeKapCTBEHHbIN npenapar Aans
BEeTePMHAPHOIro NPUMEHeHuUA

1. B mensix BHECEHMS M3MEHEHUN B JOKYMEHTHI, COAEPIKAIIUECS B PETUCTPALMOHHOM J0CHE Ha
3apErUCTPUPOBAHHBINA JICKAPCTBEHHBIN IIpemnapar Uil BETEPUHAPHOIO INPUMEHEHMs, IepKaTellb WIIU
BJIQJIEJIC]] PETUCTPALMOHHOTO YJIOCTOBEPEHHMs JIEKAPCTBEHHOI'O IIpenapara WIM YINOJIHOMOYEHHOE UM
ApYyroe I0pUANYECKOe JIMLO (Jlajiee B HACTOSIIEH CTaThe - 3asiBUTENb) HAPABJISIET TOCPEICTBOM €JUHOTO
[opTrajia B yINOJIHOMOYEHHBIH (efepaibHblii OpraH MCHOJHUTENBHON BIACTH MOANMCAHHOE YCHJIEHHOU
KBaJM(UIUPOBAHHON 3JIEKTPOHHOM MOJMMCHIO 3asBJICHHE O BHECEHMM TAaKMX HM3MEHEHHH 1o Qopme,
YCTaHOBJICHHOW YIOJIHOMOYEHHBIM (heJiepajbHbIM OPraHOM HCIOJIHUTENbHOM BIIACTH, U IpUJIaraeMble K
HEMY U3MEHEHHs B yKa3aHHbBIC JIOKYMEHTBHI, a TAaKXKe JIOKYMEHTBHI, MOATBEPKIAIOINE HEOOXOIUMOCTD
BHECEHUS TakuxX u3MeHeHu. [Ipu HeoOXoIMMOCTH BHECEHUSI N3MEHEHUH B IOKYMEHTBHI, CofiepXKallnuecs B
PEruCTPallMOHHOM J0ChE€ Ha 3apEerUCTPUPOBAHHBIA JIEKAPCTBEHHBINM IIpemapar IJs BETEPUHAPHOTO
NPUMEHEHUs, B CIy4asX W3MEHeHHs M (WIu) JOINOJIHEHUS TPOU3BOJICTBEHHOM  IUIOIMIAJKU
JIEKAPCTBEHHOI'0 CPEJCTBA, a TAKXKE U3MEHEHMS IIOKa3aTeJIed KadecTBa JIEKApCTBEHHOIO IIperapara Jis
BETEPUHAPHOTO MPUMEHEHUS U (MJIM) METOJOB KOHTPOJS KadecTBa JIEKAPCTBEHHOTO IMperapara Jyis
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

BETEPUHAPHOTO0 IPUMEHEHUS 3asBUTEINb JIONOJHUTEIBHO HAMpPAaBISAET IOCPEACTBOM €IUMHOrO MopTaja B
YIIOJIHOMOYEHHBIN (pefepabHblii OpraH UCIIOJHUTEIbHOMN BIACTH CIIEAYIOLINE JOKYMEHTHI (CBEIEHUS):
(B pen. @enepanbHbix 3aKoHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

1) cBeneHnst 0 Aare MPENOCTAaBICHHS M PETUCTPAlMOHHOM HOMEpE JHMIICH3WH Ha MPOHM3BOACTBO
JIEKapCTBEHHBIX CPEACTB, IIPEJOCTaBICHHON IPOU3BOIUTENIO JIEKAPCTBEHHOrO Ipenapara it
BETEPHHAPHOTO IPUMEHEHUS, [UI POCCUICKUX MPOU3BOANTENCH;

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

2) cBeleHUsl O Jare MPEAOCTABICHUS M PErHMCTPAIMOHHOM HOMEpE JIMIICH3UMH Ha MPOU3BOICTBO
JIEKapCTBCHHBIX  CPEJCTB, NPEIOCTABICHHOW MPOW3BOAUTENIO (hapMarieBTHUECKOH CcyOcTaHIuH,
BXOJIAIIEH B COCTaB JIGKAPCTBEHHOT'O Ipernapara Jjs BETEPUHAPHOIO MPUMEHEHHUS, AJIS POCCHICKUX
MIPOU3BOAUTENEH;

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)

3) KOIIUA AOKYMCHTA, BBIAAHHOI'O YIIOJIHOMOYCHHBIM OPraHOM CTPAaHbI IIPOU3BOAUTECIIA AJIA Kﬁ)KI[OfI
MIPOM3BOJICTBEHHON IUIOMIAJIKK JIEKAPCTBEHHOTO IMpemnapara Jjs BETEPUHAPHOTO MPUMEHEHUs H
MOJITBEPIKIAIOIIETO COOTBETCTBUE IMPOU3BOIUTEINS JICKAPCTBEHHOI'O Ipenapara TPeOOBaHUSM IPaBUI
HaJJIeXalled MPOU3BOACTBEHHON TPAKTUKH, W €ro IMepeBOJ] Ha PYCCKUH S3bIK, 3aBEpEHHBIC B
YCTAHOBJICHHOM IOPAAKE, a TAKKC KOIIHA 3aKIIIOYCHUA O COOTBCTCTBHUU IMPOU3BOAUTCIIA JICKAPCTBCHHBIX
CpeacTB  TpeOOBaHWSM  MpaBUI  HaJuIeXkalled  MPOM3BOACTBEHHOM  MPaKTUKW,  BBIJAHHOTO
VIIOJTHOMOYCHHBIM (he/lepabHbIM OpPTaHOM HCIIOJIHUTEIBHON BIIACTH JUIS KaXKIOW MPOW3BOJICTBEHHOM
IUIOUIA/IKK JIEKAPCTBEHHOT'O Tperapara i BETePUHAPHOTO MPUMEHEHHs, JUO0 KOMHsS PEIIeHUs O
MPOBCACHUHN MHCIICKTUPOBAHUSA ITPOU3BOAUTEIA JICKAPCTBCHHBIX CPCACTB, IPHUHATOTO YIIOJITHOMOYCHHBIM
denepanbHBIM OpPraHOM HCIIOJHUTENBHOM BIACTH JUISL K&XIOM MPOM3BOJCTBEHHOW IUIOIIAIKU
JICKApCTBCHHOT'O IIpfriapara i1 BETCPUHAPHOI'O MPUMCHCHUS. VYka3aHHbIe JOKYMCHTHI ITPCACTABIAIOTCSA
B cllydae, €CIM TPOU3BOJCTBO JIGKAPCTBEHHOTO Tperapara Ajsi BETePUHAPHOTO MPUMEHEHUS
ocyliecTBisieTcs 3a npeaenamu Poccutickoit @enepanuu;

4) xomus JIOKyMEHTa, BBIJAHHOTO YIMOJHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOAUTEINS
(bapmareBTUUECKOU cyOcTaHIu u MTOATBEPIKIAOIIIETO COOTBETCTBHUE MIPOU3BOIUTENS
(bapmalleBTUUECKOil cyOCTaHIIMU, BXOAAIIEH B COCTaB JEKApCTBEHHOTO Mpernapara JAjs BETEPUHAPHOTO
MPUMEHEHUsI, TpeOOBaHUAM TIPaBUJI HaJJIeKalled MPOWU3BOJCTBEHHOM NPAKTUKH, M €ro TNEepeBo] Ha
PYCCKHW  53bIK, 3aBEPEHHbIE B YCTAHOBIEHHOM TIOpSAJIKE, B ClIy4yae, €CId HPOU3BOJICTBO
(hapmareBTUUECKOM CyOCTaHIIMU OCYIIECTBISETCS 3a npeaenamu Poccuiickoit depepanuu.

(uacth 1 B pen. denepanbroro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cnyyae u3meHeHuss u (WJIM) TOTOJHEHUS TPOWU3BOJCTBEHHOW TUIOMIAJKK JIEKAPCTBEHHOTO
CpelCcTBa JOKYMEHTBI, YKa3aHHbIE B 4YacTH | HACTOSIIEW CTaTbH, NPEACTABISIIOTCA 3asBUTEJIEM B
OTHOIIEHWH M3MEHSAeMOM W (MJM) JOMOJHSIEMON MPOU3BOJACTBEHHON IUIOLIAJAKH JIEKAPCTBEHHOIO
cpencrtsa. Pemenrie 0 BHECEHMM U3MEHEHUHN B JOKYMEHTBI, COACPIKALUECS B PETUCTPALIMOHHOM JIOChE Ha
3aperucTpUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar i BETEPUHAPHOTO MPUMEHEHHS, MK 00 OTKa3ze B UX
BHECEHUHU MPUHUMAETCS B cllydae HEOOXOJMMOCTH NMPOBEJCHUS SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJCTBA B
CPOK, HE MPEBBILIAIOIINMA AEBSIHOCTA pabOUYMX AHEH, a B OCTAJbHBIX CIy4asX B CPOK, HE IPEBBIIIAIOIINN
TpUILATH pabOYMX JHEH CO JHA HampaBJIEHUS IMOCPEACTBOM E€AMHOTO IMOpTajla B YIOJIHOMOYEHHBIH
(benepanbHBIN OPraH UCIOJHUTENBHOMN BIACTHU 3asBJIECHUS O BHECEHUU TAKMX NU3MEHEHUH.

(uactp 1.1 BBeaena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pen. deaepanbHOro 3aK0Ha OT
30.01.2024 N 1-®3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

1.2. B cinydae peopraHuzaluu JepiKaTesis WM BIaJeiblla PErucTPallMOHHOTO YIOCTOBEPEHUS
JIEKApCTBEHHOT'O0 TperapaTa i BETCPUHAPHOTO IPUMEHEHHUs, pa3pabdoTyMKa WM TPOU3BOAUTEIIS
JIEKapCTBEHHOT'O Mpernapara il BETEPUHAPHOIO NPUMEHEHUS B 3asBJICHHMM O BHECEHUM U3MCHEHUU B
JIOKYMEHTBI, COJEpKalluecs B PETHMCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIMN
Mpernapar g BETEPUHAPHOIO NPUMEHEHMS, YKA3bIBAIOTCA JIaHHBIE JOKYMEHTA, IOJITBEPKIAFOLIErO
BHECEHHE COOTBETCTBYIOIIMX M3MEHECHMH B EWHBIN TOCYyIapCTBEHHBIH peecTp IOPUAUYCCKUX JIHL (I
OpraHM3alyii, 3aperucTpUpPOBaHHBIX Ha TeppuTopuu Poccuiickoit denepaunn), Ui UHOTO JOKYMEHTA,
MOATBEPIKIAIOIIETO PEOPTaHU3AIMIO FOPUINYECKOTr0o JHMa (IUIsi OpraHu3amuii, He 3aperuCTPUPOBAHHBIX
Ha Ttepputopun Poccuiickoit ®enepanuu). 3asBiIeHHE O BHECEHUM U3MEHEHUH B JOKYMEHTHI,
COJIEpIKAIlIMECS B PETUCTPAIIMOHHOM JIOCh€ HA 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIA Tpenapar s
BETEPUHAPHOTO IPUMEHEHUS, U MIPUJIAraéMbI€ K HEMY JOKYMEHTBI HAIIPABIISIIOTCS IOCPEACTBOM €AUHOIO
rmopTajia B YIOJHOMOYCHHBIA (elepanbHbId OpraH HCIOJTHUTEIBHONW BJIACTH HE IO3JHEE YEeM uepes
TPUALIATH PabOUMX THEH CO JHS BHECEHHUsS COOTBETCTBYIOIIUX M3MEHEHWH B EQWHBINA ToCynapCcTBEHHBIN
peecTp MOpUIWYECKHX JIMI ()11 OpraHU3alMii, 3aperHCTPHPOBAHHBIX Ha TeppuTopuH Poccuiickoi
denepanun) WIA CO JTHS MPUHITHS COOTBETCTBYIOLIETO JTIOKYMEHTA, MOATBEPKAAIOIIETO PEOPraHU3aAINIO
IOpUJIMYECKOTO JuIa (11 OpraHu3aluid, HE 3aperuCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoi
Oenepanun). B ciaydae peopranuzanuu nepikaTesis WM BIaAesblla PETUCTPAIMOHHOTO YAOCTOBEPEHUS
JICKapCTBEHHOT'0 Mpenapara Jyisi BETEPUHAPHOrO MPUMEHEHHUS 3asBJICHHE O BHECEHUM W3MEHEHHH B
JOKYMEHTBI, COJEpkKalMecss B PETMCTPAMOHHOM JOChE€ HA 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIN
npenapar s BETEPUHAPHOIO IPUMEHEHMs, MOJAeTCA IOPUAMYECKUM JHUIOM, KOTOpOMY B XOJ€
peopraHu3ainuu repejano MpaBo BIIAJICHUS TAKUM PETUCTPAMOHHBIM YAOCTOBEPEHUEM.

(gactp 1.2 BBeaeHa denepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3; B pen. denepalibHOrO 3aKOHA OT
30.01.2024 N 1-®3)

2. B cnyyae BHeCeHMsS U3MEHEHHUH B JOKYMEHTBI, COJEpXKallliecs B PEerMCcTPallMOHHOM J0ChE Ha
3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIN INpernapar il BETEPUHAPHOIO MPUMEHEHUs, B OTHOLICHUU
CBEJICHMH, yKa3aHHbIX B noamynkrax 'e", "x", "k", "n", "H", "c¢", "x" mynkra 7 wactu 3 crateu 17
Hactosuero denepanbHOro 3aKoHa, U3MEHEHUS U (WJIM) JTOMOJIHEHMs] MPOW3BOJICTBEHHOW IUIOMIAJIKU
JIEKapCTBEHHOI'O CPEJCTBA, a TAKXKE B ClIlydae M3MEHEHMs II0Ka3aTellell KadecTBa JIEKAPCTBEHHOTO
npenapaTta s BETEPUHAPHOTO TNPUMEHEHUS U (MJIM) METOAOB KOHTPOJS KayecTBa JIEKAPCTBEHHOTO
mpenapara Ul BETEPHUHAPHOIO IPUMEHEHMsI IPOBOAMUTCSA JKCIEPTHU3A JIEKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOr0 TNpUMeHeHMs. B ciayyae HEOOXOIMMOCTH BHECEHHS WHBIX M3MEHEHHH B JOKYMEHTHI,
coJiepKallyecs B PETUCTPALIMOHHOM JOChE HA 3apErMCTPUPOBAHHBIM JIEKAPCTBEHHBIN Ipenapar il
BETEPUHAPHOTO MPUMEHEHMS, SKCIIEPTH3a JIEKAPCTBEHHOT'O CPE/ICTBA Uil BETEPUHAPHOTO IPUMEHEHUS HE
IIPOBOAMTCS.

(B pen. deaepanbhbix 3aKk0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asBUTENb BIpaBEe NPEACTAaBUTh O COOCTBEHHON MHMIIMATHBE BMECTE C 3asBJICHHEM O BHECEHUHU
W3MEHEHUH B JOKYMEHTBI, COJEp)KalllUecs B PErUCTPALMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKApCTBEHHBIN ITpenapar IJis BETEpUHAPHOT0 IPUMEHEHUS, PEKBU3UTHI TOKYMEHTOB, IIOATBEPKAAIOLINX
yIUIaTy TOCYJAapCTBEHHOM IOIUIMHBI 3d BHECEHUE B JIOKYMEHTBI, COJEPIKAIIUECS B PETrUCTPALMOHHOM
JOChE Ha 3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar A1 BETEPUHAPHOIO IPUMEHEHHUS], U3MEHEHUH,
TpeOyIOIIMX MPOBEICHHS] SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEJCTBA, WM H3MEHEHHH, He TpeOyromux
MIPOBE/ICHUS] SKCIIEPTU3bI JEKApCTBEHHOTO CPEACTBa. B ciydae HEOOXOIMMOCTH M3MEHEHUs CBEICHUH,
COJIepXKAIIMXCS B PErMCTPALMOHHOM YJOCTOBEPEHHH JIEKAPCTBEHHOTO Ipernapara JUisi BETEpUHAPHOTO
IIPUMEHEHHUS, C 3asBJICHUEM, YKAa3aHHBIM B 4acTU | HACTOSILIEH CTaTbH, 3asIBUTEIb BIPABE MPEACTABUTH
0 COOCTBEHHOW WMHULIMATUBE PEKBU3UTHI JOKYMEHTA, MOJATBEP)KIAIONIEr0o YIIaTy rocyAapCTBEHHOM
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

MIOTIJTMHBI 32 BBIJAYY PETUCTPALMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO IIperapara. 3assBUTEIb BIIpaBe
MPEJCTaBUTh 10 COOCTBEHHOW MHUIIMATUBE CBEICHUS O JIMIEH3UIX, yKa3aHHbIe B MMyHKTax | u 2 yactu 1
HACTOSAIIEH CTaThW, a TakXKe BbBIJABACMbIC YIMOJHOMOYEHHBIMUA  (eiepalIbHBIMH  OpraHaMH
WCTIOJTHUTEJIEHOW BIIACTH JOKYMEHTBI, YKa3aHHbIE B IYHKTe 3 4acTu | HacTosmied cratbu. B ciryuae
HEMPEJICTABICHUS yKa3aHHBIX JIOKYMEHTOB (CBEICHHWI) YIOJHOMOYCHHBIN (enepanbHblii Opran
UCTIOJIHUTEIGHOW ~ BJIACTH  3alpallliBacT  yKa3aHHbIE  JOKYMEHTHI  (CBEICHHS) B  IOPSIKE
MEXBEJIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMOICHCTBUS.

(B pen. deaepanbubIx 3aKk0HOB OT 27.12.2019 N 478-03, ot 30.01.2024 N 1-D3)

4. B cpok, HEe MPEBBIIIAIONINN ASCATH pabOYuX JHEW CO JHS MOCTYIJICHUS YKAa3aHHOTO B yacTu |
HACTOAIIEH CTaThbU 3asBJICHUS W HEOOXOAMMBIX JOKYMEHTOB, YIOJHOMOYEHHBIH (enepalibHblil opran
HCIOJIHUTEIbHOM BJIACTHU:

1) MMpOBOAUT MPOBEPKY HOJIHOTHI U JOCTOBEPHOCTHU CBGHCHHﬁ, CoACpKaAMXCA B ITPCACTABJICHHBIX
3asABUTCIIEM JOKYMCHTAX;

2) NpUHUMAET PEeLICHUE O MPOBEIEHUH SKCIEPTU3bI JEKAPCTBEHHOI'O CPECTBA JUIsl BETEpUHAPHOTO
MIPUMEHEHHUS WK 00 OTKa3€ B €€ MPOBEACHUH;

3) HampaBiseT TOCPEICTBOM E€IMHOTO I[OpTajia 3asBUTEII0  MOJIMUCAHHOE YCHJICHHOU
KBUTM(DUIIMPOBAHHON D3JICKTPOHHOW MOMAINKCHI0 YBEIOMJICHHE O TPHHITOM PEIICHHH WIH B CIIydae
MPUHATHUS PEHICHUsI 00 OTKa3€ B MPOBEACHUHU IKCIIEPTH3BI JICKAPCTBEHHOTO CPENICTBA ISl BETEPHHAPHOTO
MIPUMECHCHHUS C YKa3aHUEM IMPUIHH TaKOTO OTKAa3a.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

4.1. B cityyae BBISIBJICHUSI HEJJOCTOBEPHOCTH U (WJIM) HEIOCTATOUYHOCTH CBEJICHUM, CONEPKAIIMXCS B
MIPE/ICTABJICHHBIX 3asBUTEIEM MaTepuajiax, YIOJIHOMOYEHHBIN (enepalbHblii OpraH UCHOTHUTENbHOM
BJIACTH HAMpaBJIsieT TOCPEJCTBOM EAMHOTO TMOpTaja 3asBUTENI0 3ampoc 00 YTOUHEHHH YKa3aHHBIX
CBEICHMIA, TOIMMCAHHBINA YCUTICHHOW KBATM(UIIMPOBAHHOMN 2JIEKTPOHHOM MOAMKCHIO.

(dactb 4.1 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asButenb 00s3aH HAIPaBUTh IIOCPEJICTBOM €IMHOIO TMoOpTaja B YHOJHOMOYECHHBIH
(benepanbHbBIl  OpraH HCIOJHUTEIBHONW BJIACTH MOANMCAHHBIM  yCUJIEHHOM KBaTU(UIUPOBAHHOM
3JIEKTPOHHON MOAMUCHIO OTBET Ha 3alpOC YIOJHOMOYEHHOro (heAepalbHOTO OpraHa HMCIOJHUTEIbHON
BJIACTH B CPOK, HE MPEBBIMIAIOMUN JIeBIHOCTa pabouMxX JHEH CO JHS TMOJY4YEHHs YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM MCIIOJHUTEIBHOM BIIACTH 3JEKTPOHHOTO YBEJJOMJIEHUS O TOJIY4YEHUH 3asBUTENEM
nanHoro 3ampoca. Cpoku, ykazaHHble B yacTu 1.1 Hacrosiieil craTbd, MPUOCTAHABIMBAIOTCS CO JTHSA
HampaBJIeHUs1 MOCPEICTBOM €IUHOr0 MOopTaja 3asBUTENIO 3alpoca YHOJHOMOUYEHHOIo ¢enepaabHOro
OopraHa MWCIOJHUTEIbHOM BJIACTH 1O [JHSA HAIpaBICHUS IOCPEACTBOM €IMHOrO0 IOpTajia B
YIIOJIHOMOYEHHBIN (e/iepanbHblii OpraH MCIOJHHUTEIbHON BIacTH OTBETa Ha JAHHBIA 3ampoc U He
YUMUTBIBAKOTCS TPU HCYUCICHUM CpPOKA NPHHATHS PELIEHUS O BHECEHHHM W3MEHEHUH B JOKYMEHTHI,
coJepaKallvecss B PErUCTPAllMOHHOM JOCh€ Ha 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIM IIpemnapar s
BETEPUHAPHOTO IPUMEHEHUSI.

(uactsb 4.2 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHoBanueMm 1 OTKada B TIPOBCACHUU OKCIICPTU3BI JICKAPCTBCHHOI'0 CpEACTBaA JJIdA
BCTCPUHAPHOI'O IMPUMCHCHUSA SABJISACTCA IMPCACTABICHUC IOOKYMCHTOB, YKA3aHHBIX B YaCTAX 1 u 3
HaCTOHHIeﬁ CTaTbu, B HCIIOJTHOM o0beMe HIIH OTCYTCTBHC B MMPEACTABIICHHBIX JOKYMCHTAaX JOCTATOYHBIX
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

CBEJICHMI, TIOATBEPKIAIONIMX HEOOXOAMMOCTh BHECCHHS HW3MEHEHUH, JMOO0 HEMpeICTaBICHHE
3asBHUTEJIEM B YCTAHOBJICHHBI CPOK OTBETa HAa YKa3aHHBIA B 4acTu 4.1 HacTOsIIEH cTaThbH 3arpoc
YIIOJTHOMOYEHHOTO (heZiepalibHOTro OpraHa UCIIOHUTEILHON BIACTH.

(B pen. @enepansHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DKcriepTu3a JEKApCTBEHHOIO CPEACTBA ISl BETEPUHAPHOIO MPUMEHEHHUS B IIEJIIX BHECEHHS
W3MEHEHUH B JOKYMEHTBHI, COJIEp)KAIIUECs] B PErUCTPAIIMOHHOM JO0Che Ha 3aperucCTpPUpPOBAHHBIN
JIEKApCTBEHHBIA  MpenapaT Uil BETEPUHAPHOTO MPUMEHEHHUS, OCYIIECTBISIETCS B  IOpPSJIKE,
YCTAHOBJICHHOM cTaTbeil 24 HacTosiero deaepaibHOro 3aKoHa.

6.1. B cpok, HEe TPEBHIIAOIINN IECATH PaboUnX AHEH CO JTHS HAMPABJICHUS MTOCPEICTBOM €IUHOTO
noprajia B YIOJHOMOYEHHBIN (helepaabHblii OpraH UCIOIHUTEIbHONW BJIACTH MOJIMCAHHOIO YCUJIEHHOMN
KBUTM(DUIIUPOBAHHON JJICKTPOHHOW MMOAMUCHIO 3aKIIOUEHUS KOMHUCCHHM JKCIEPTOB IO pPe3yiabTaTam
yKa3aHHOM B 4YacTW 2 HACTOSIIEH CTaTbM OAKCIEPTHU3bl, YHNOJHOMOYEHHBIH (QenepalbHblil opran
WCIOJIHUTEIbHOM BIACTHU:

(B pen. deaepanbubix 3akoHOB 0T 02.08.2019 N 297-03, ot 30.01.2024 N 1-D3)

1) npyHUMaeT peleHUe O BHECEHUH U3MEHEHUM B TOKYMEHTBI, COIEPIKAILUECS B PETUCTPALIUOHHOM
JI0ChE Ha 3apeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar JJis BETEpUHAPHOIO NPUMEHEHHs, WIu 00
OTKa3€ BO BHECECHUM TAKUX U3MEHEHHUI;

2) BHOCHT B TOCYIapCTBEHHBIH PEECTp JICKAPCTBEHHBIX CPEJCTB HAa OCHOBAHHMU PEIICHHS O
BHGCEHWU WM3MCHCHHMM B  JIOKyMEHTBI, COJEp)Kallhuecs B  PETHCTPAI[MOHHOM  JOChe  Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpernapar Juis BETEPUHAPHOTO TMPUMEHEHHUS, HEOOXOIUMbIE
W3MCHCHHS,

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3) BBITAET 3asBUTEII0 HOBOE PETHCTPALIMOHHOE YJIOCTOBEPEHHE JICKAPCTBEHHOTO Ipernapara s
BETEPUHAPHOTO MPUMEHEHHS B Cllydae HEOOXOJUMOCTH W3MEHEHHUs CBEIEHUH, COAECPKAIIMXCSA B HEM, C
COXpaHEHHWEM HOMEpa paHee BBIJIAHHOTO PETUCTPAIIMOHHOTO YIOCTOBEPEHHUSI JIEKAPCTBEHHOTO MperapaTa
JUTsl BETEPUHAPHOTO IPUMEHEHHS.

(. 3 BBennen denepanbHbiM 3aKk0HOM OT 02.08.2019 N 297-D3)
(dactp 6.1 BBenena denepanbHbIM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B cmydae BHeCeHUs U3MEHEHUN B JIOKYMEHTBI, COJIEp)KAIlUecs B PETUCTPAIIMOHHOM J0ChE Ha
3apETUCTPUPOBAHHBIA  JIEKAPCTBEHHBIM Mpenapar sl BETEPUHAPHOIO IPUMEHEHHs, B YacTH,
Kaca}omeﬁcsl NU3MCHCHUS H (I/IJ'II/I) JOITOJIHCHU A HpOI/I?;BO]lCTBeHHOI\/’I II0IIAa KN J'IeKapCTBeHHOFO
npenapara, Npyu Npe/ICTABICHUN 3asBUTENIEM B COOTBETCTBUHU C MYHKTOM 3 yacTu | HacTOsIIEW CTaTbU
KOIInnu peIIICHI/Iﬂ ynOJIHOMOquHOFO q)ezlepam)Horo opraHa I/ICHOJ'IHHT@J'IBHOﬁ BJIaCTHU O HpOBejleHI/II/I
WHCIIEKTUPOBAHUS MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHBIM B yactu 6.1 Hacrosmiei
CTaThu, HpI/IOCTaHaBJ'II/IBaeTCSI CO IOHS HOJ'Iy‘ICHI/Iﬂ 3aKJIFOYCHUA KOMHUCCHUU BKCI'IepTOB 0 IOHA HpI/IHflTI/ISI
YIIOJTHOMOYEHHBIM (pe/iepalIbHBIM OPTaHOM HCIIOTHUTEIFHOM BIACTH PEIICHHsI O Bblade Win 00 OTKase B
BbIJAYC 3aAKJIIFOUCHHUA O COOTBCTCTBUH HpOI/ISBO)II/ITCJ'ISI HeKapCTBeHHLIX Cpe)ICTB Tpe60BaHI/I$IM HpaBI/IJ'I
HaJJIeXxaleld TpOU3BOJICTBEHHON TPAKTHKH, HO HEe 0oJiee UeM Ha CTO BOCEMbJIECAT pabouuX JTHEH.

(dactp 6.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM [UIsl OTKa3a BO BHECEHUMM W3MEHEHUH B JIOKyMEHTBI, COJEpJKalluecs B
PErMCTPAalMOHHOM J0ChE€ Ha 3apEeTMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Npemnapar Uisi BETEPUHAPHOIO
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

MIPUMEHEHHUS, B CIIy4asX, HE TPEOYIOMIMX MPOBEICHUS 3KCIIEPTU3HI JIEKAPCTBEHHOT'O CPEJICTBA, SIBISICTCS
MIpe/ICTaBJICHUE TOKYMEHTOB, YKa3aHHBIX B 4YacTax | u 3 HACTOSIIEH CTaThbU, B HEMOJHOM O0BEME WIH
OTCYTCTBHE B IPEJICTABICHHBIX TOKYMEHTaX CBEICHUN, KOTOPBIE JOJDKHBI OBITh B HUX OTPAXKEHBI, TNOO
HEMpEe/ICTaBICHUE 3asgBUTEIIEM B YCTAaHOBJICHHBIM CPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 HacTosuiel
CTaThU 3aIPOC YIIOJIHOMOYEHHOTO (heepaTbHOrO OpraHa UCIIOJHUTEIHHON BIACTH.

(dactpb 7 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHWeM /i OTKa3a BO BHECEHUMM HM3MEHEHHMM B JIOKYMEHTBI, COJACpIKalluecs B
PETUCTPALIMOHHOM JIOCb€ Ha 3apeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIA IMpernapar i BETEPUHAPHOTO
MPUMECHCHHS, B CIydasx, TPEOYIOIIMX MPOBEACHUS SKCIEPTH3bI JICKAPCTBEHHOTO CPEJICTBA, SIBISICTCS
3aKJIIOUYEHHE YIOJIHOMOYEHHOTO (henepaqbHOro OpraHa HCIOJIHUTEIbHOW BIIACTH O BO3MOXKHOCTH
CHIDKECHHUS 0€30TacHOCTH, KauecTBa, 3(PPEKTUBHOCTH JICKAPCTBEHHOTO Tperapara BCISJACTBUE BHECEHUS
M3MEHEHUN B yKa3aHHbIE JOKYMEHTBI, OTKa3 YIIOJHOMOYEHHOTO (pe/iepabHOr0 opraHa UCHOJHUTEIbHOM
BJIACTH B BBIJAY€ 3aKJIIOYEHUS O COOTBETCTBHH IMPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM
MpaBWJI HaJJIeKallell MPOU3BOJICTBEHHOW MPAaKTUKH B clydyae HW3MEHEHHs U (WIHM) JOMOJIHEHUS
IIPOM3BOJICTBEHHONW IIJIOUIA/IKM JIEKAPCTBEHHOIO Ipernapara, €clid IPOU3BOJCTBO JIEKAPCTBEHHOTO
mpernapaTa Juisi BETEpUHAPHOTO MPUMEHEHHUs OCYILeCTBIseTcs 3a mpenenamu Poccuiickoit @enepanuu,
WM OTCYTCTBHUE 3TOTO 3aKJIIOUEHUS.

(uactb 7.1 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

8. Jlomyckaercss oOpaiieHHe JEeKapCTBEHHBIX MPENapaToB JUIsi BETEPUHAPHOTO NPUMEHEHUS /0
UCTEYEHHs CPOKa TOJHOCTH, MIPOU3BE/ICHHBIX B TEUCHNUE CTa BOCBMHJIECATH JTHEW IOCIE AAaThl IIPHHSATHS
YIIOJIHOMOYCHHBIM @eﬂepaJH)HI)IM OopraHom HWCIIOTHUTEILHON BIACTH PEeIICHHA O BHCCCHHUU N3MEHEHUH B
JTOKYMEHTBI, COJICPIKAIINECs B PETHCTPAIIMOHHOM JIOChE Ha JICKApCTBEHHBII Mperapar, B COOTBETCTBUH C
nHpopManueH, copepKalieics B JOKyMEHTaX PErUCTPAlMOHHOTO JI0Che HA JIGKAPCTBEHHBIN MpenapaT 10
JaThl IPUHSATHUS TAKOTO PEIICHHUS.

(uactb 8 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

KoncynprantlIntoc: npumedanne.
O Bo3MOXHOCTH oOpatieHusi B PO iekapcTBEHHBIX MpenapaToB MOCIE NPUHATUS PEIIeHUs: 00 OTMEHe

TOCPETUCTPAllUA U HCKIIOYEHHBIX M3 peecTpa ¢apMaleBTUYECKUX cyOcTaHumii cM. cT. 4 @3 ot
30.01.2024 N 1-@3.

CraTtbsa 32. OTMeHa rocyfapCcTBEHHOW perncrpauuvm fieKapcTBEHHOro npenapara

Pemenne 006 oTtMeHe FOCYI[apCTBCHHOﬁ perucTpanu JCKApPpCTBECHHOTO IpeliapaTa U UCKIHOUYCHUN
JICKApCTBCHHOT'O Ipfriapara M3 TOCYAAapCTBCHHOI'0 peeCTpa JICKAPCTBCHHBLIX CPEACTB IMPUHHUMACTCA
YIIOJIHOMOYCHHBIM (I)e,[[epaJlBHBIM OpraHomMm HCIIOJIHUTEILHOM BIACTH B cJIydac:

1) mpencraBieHHs] COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (e/iepaibHbIM OPTaHOM HCIOJIHUTENbHON
BJIACTU 3aKJIOYEHHS O pPUCKE WM 00 Yrpo3e 370pOBbIO, XKM3HM YEIOBEKAa WIM >KUBOTHOTO IpHU
MIPUMEHEHUH JIEKQpCTBEHHOTO Ipenapara, MPEeBBIIAINMX €ero 3(QQeKTUBHOCTh, MO pe3ybTaTaMm
OCYILECTBIISIEMOT0 UM MOHUTOPUHTA 6€30I1aCHOCTH JIEKAPCTBEHHOTO Mperapara;

KoncynprantlIntoc: mpumevanue.
[Tonoxenns ct. 32 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs npeaoCTaBIEHUS TOC. YCIYT IpU
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024) [lokyMeHT npefoctaBneH KoHcynbTaHTloC

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Hata coxparenms: 10.02.2025

OOpallleHNH JIEKAPCTBEHHBIX CPEACTB U METUIIMHCKOTO M BETEPHHAPHOTO IPUMEHEHUS TOCPEICTBOM
€IMHOM CUCTEMBbI U (WIK) €AUHOT0 nopTaia, npuMmenstores ¢ 01.01.2026.

2) momayM JepiKareieM WU BIAJCibIEM PErHCTPAIMOHHOTO YIAOCTOBEPECHHUS JIEKaPCTBEHHOTO
mpermapaTa  WIM YIOJTHOMOYEHHBIM WM JIPYTUM  IOPUJIMYECKAM JIMIIOM 3asiBIICHUS 00 OTMCEHE
TOCYJapCTBEHHON  pPErucTpallid  JICKApCTBEHHOTO  TIpernapara,  MOJIIMUCAHHOTO  YCHJICHHOH
KBUTM(DUIIUPOBAHHOMN AJIEKTPOHHON MOANMKCHIO, ITyTEM €ro HAPaBICHUS MOCPEACTBOM €IMHOTO MOpTaia
B YIOJHOMOYECHHBIH (enepasbHbIii OpraH HCIOJHUTEIBHOW BJIACTH WM JIMYHBIA KaOWHET
YIIOJTHOMOYEHHOTO (heiepalibHOTO OpraHa UCTIOJIHUTEIFHON BIACTH B €MHOM CUCTEME;

(B pen. deaepanbubix 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

KoncynprantlIntoc: npumedanue.
C 01.01.2026 n. 3 - 6 cTt. 32 He pacHpOCTPaHAIOTCS Ha MPABOOTHOIICHHUS, BO3HUKAIOIIUE IPU
oOpaIieHnu JIEKapCTBEHHBIX CPeACTB Mg MenuuuHckoro npumeHeHus (O3 ot 30.01.2024 N 1-D3).

3) HemoATBEPKIIEHUSI TOCYJAPCTBEHHON PETUCTpaIluy JICKAPCTBEHHOTO Mpernapara Mo UCTCYCHHH
CpOKa JIEUCTBUS PETUCTPALMOHHOTO YAOCTOBEPEHHUS, BBIJAHHOTO Ha IATH JIET;

4) HenpeacTaBiIeHUS 3asBUTENEM HH(OpMaLMK, KOTOpasi MOKET MOBJIEYb 32 COO0N HEOOXOIUMOCTh
BHECEHHS N3MCHCHUH B JOKYMCHTBI, COACPKAIIHUECA B pCTUCTPAIMOHHOM OOCHC HA 3ap€FI/ICTpI/IpOBaHHI)II7I
JIeKapCTBEHHBIH Mpenapar, B TeUeHHUEe TPUALATH pabouux JHEH CO AHS HACTYIUIEHUS 3TUX U3MEHEHUH;

5) ocCylecTBICHHUs] TOCYAapCTBEHHOM pPETHUCTpalMy JIEKAPCTBEHHOr'O Mperapara IOJ] TOPTOBBIM
HaWMEHOBAHHEM 3apEeTUCTPUPOBAHHOIO PaHEE IO ATUM TOPTOBBIM HAMMEHOBAaHHWEM JICKAPCTBEHHOTO
npenapara, OTJIMYaIOIIerocsi KaueCTBEHHBIM COCTaBOM JICUCTBYIOIINX BEIIECTB;

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6) OCyIIECTBIICHHS TOCYJAPCTBEHHOMN PETUCTPAIIH OJHOTO U TOTO YK€ JEKapCTBEHHOTO Iperapara B
OTHOIIEHUH OJHOTO W TOTO K€ Jep)KaTeis WM BIAJENblla PETUCTPAIMOHHOTO YIOCTOBEPEHUS
JICKapCTBCHHOTO TIpermapaTa B BHUAE JBYX W 0OoJiee JIEKAPCTBEHHBIX TNPENapaToB IOJ Pa3THYHBIMH
TOPrOBBIMH HAMMEHOBAHUSIMU;

(. 6 B pen. @enepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHMSI CY/IOM PELICHUsI 0 HapYIIEHUH IpaB MpaBoobiagaresst 00beKTOB HHTEIUIEKT yaJlbHON
COOCTBEHHOCTHU IIPU 0OpAaIll€HNH JIEKapCTBEHHBIX CPE/CTB;

Koncynsrantllntoc: npumeyanue.
C 01.01.2026 1. 8 ct. 32 HEe pacHpoCTpaHsIETCs Ha MPABOOTHOIIEHHSI, BO3HUKAIOIIUE MPU OOpaIleHUH
JIEKapCTBEHHBIX CPEACTB sl MenuiuHckoro npumenenus (O3 or 30.01.2024 N 1-D3).

8) OTCYTCTBHS JIEKApCTBEHHOTO Tpermapara B oOparieHuu B Poccuiickoit denepanuui B TeueHHE
Tpex u boee Jer;
(1. 8 BBeieH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HCBBIITOJTHCHU A ACPIKATCIIEM niIn BJIaACIIbLIEM PETrUCTPATOHHOT'O YAOCTOBCPCHUSA
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

JIEKapCTBEHHOTO Tpernaparta Ju00 yIOTHOMOYEHHBIM UMU JAPYTUM FOPUIAYCCKUM JIHIIOM MEPOIPHUSATHIA
no oOecrneyeHno Oe30MacHOCTH JIEKAaPCTBEHHBIX IPENapaToB, YCTAHOBJICHHBIX YIOJIHOMOYEHHBIM
denepanbHBIM OPraHOM HCIIOJHUTEIBHONH BIIACTH B COOTBETCTBUU C dYacTasmMu 3 u 4 crateu 64
HacTosiero denepanbHOro 3aK0Ha, B paMKax OCYIIECTBICHUs (papMaKkoHaA30pa;

(n. 9 BBennen DenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) orkaza JnepkaTenss WIM BiaJeiblla PETUCTPAMOHHOIO YAOCTOBEPEHHUS JIEKapCTBEHHOIO
npemapaTta JIM00 YIMOJIHOMOYEHHOTO MMM JIPYroro IOPHAWYECKOTO JIMIA OT BHECCHUS W3MCHCHUN B
MHCTPYKLHIO IO NPUMEHEHHUIO JIEKapCTBEHHOIO IIperapaTa, KacaroIIUXCs HOBBIX IOATBEPKIACHHBIX
JAHHBIX O TOM, YTO PUCK NMPUYUHEHHUS BpPeJa 3/I0POBBIO UEIOBEKA WUJIM KUBOTHOTO BCIEJCTBUE MpUEMA
JIEKapCTBEHHOT'O Ipernapara rnpeBbiaeT 3G PeKTUBHOCTD €ro IPUMEHEHUS.

(n. 10 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

CraTtbsa 33. locyaapCTBEHHbIN peecTp fleKapCTBEHHbIX CpeacTB

1. T'ocymapcTBeHHBI peecTp JEKAPCTBEHHBIX CPEICTB COJCPKHUT TE€PEUYCHb JIEKAPCTBEHHBIX
MpernapaToB, MPOILIEANINX TOCYIAPCTBEHHYIO PETUCTPALIMIO, NepeueHb (hapMaleBTHUECKUX CyOCTaHIIHM,
BXOJISAIIUX B COCTAB JICKAPCTBEHHBIX MTPETAPATOB, U CIICIYIONIYI0 HH(OPMAIIHIO:

1) B OTHOIIIEHUH JEKAPCTBEHHBIX MIPENapaToB:

a) HaMMEHOBAHME JIEKAPCTBEHHOrO Tpenapara (MeXIyHapoJHOE HEMaTeHTOBAaHHOE, WU
IPYNIHPOBOYHOE, WIIM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);
(B pen. denepanpuoro 3akona ot 22.12.2014 N 429-03)

0) nekapcTBeHHas (OopMa ¢ yKa3aHUEM JIO3MPOBKHU JICKAPCTBEHHOTO TIperapaTa U ero KOJINYecTBa B
NOTPEOUTENLCKOM YITaKOBKE;

B) HAaMMEHOBaHUE JiepKaTessl UM BIa/eiblla PErUCTPAlMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara U CBEACHHUS O PEruCTpalyy JepkKaTells WM BIaJeNblla PErHCTPAllMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO Ipernapara A MEJUIIMHCKOTO MPUMEHEHHs B KauyecTBE HaJIOToIIaTeNblIKa B CTpaHe
perucTpanuu (sl POCCUMCKUX IOPUANYECKUX JIUI - UICHTU(PUKAIMOHHBIM HOMEp HaJOroIuIaTeNbIIuKa
(MHH), n1st ”HOCTpaHHBIX IOPUAMYECKHUX JIMIL - CTPaHa PErMCTpallii, HAMMEHOBAHUE PETUCTPUPYIOLIETO
OpraHa, perucTpallMOHHBIA HOMEp, KOJ HAJOroIUIaTebIINKa B CTPaHE pEerucTpanuu (MHKOPIOpAI|H)
WJIH €r0 aHaJyor);

(nm. "B" B pen. ®enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAUMEHOBAHUE U aJIpec MPOU3BOAMTENS JEKAPCTBEHHOr0 MpenapaTa U CBEACHUS O PEerUCTpalliuu
MIPOM3BOJUTENS  JIEKAPCTBEHHOrO  Ipermapata Ui  MEAMULMHCKOIO TNPUMEHEHHs] B  KayecTBe
HQJIOroIJIaTeNbIlMKa B  CTpaHe  perucrpaiuuu  (IUis  POCCHMMCKMX  IOPUJIMYECKHUX  JIMI[ -
UJCHTU(PUKAIMOHHBI HoMmep Hanoromuiarensiiuka (MHH), nns MHOCTpaHHBIX OPUAMYECKUX JIHIL -
CTpaHa pEerucTpanyy, HAaUMEHOBAHME PETUCTPUPYIOLIETO OpraHa, PEruCTPallMOHHBIM HOMEp, KOJ
HaJIOTOIJIaTENbIINKA B CTPaHe perucTpaiuy (MHKOPIOPAlluK) WK €ro aHajior);

(nmm. "r" B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

) dapmakoTeparneBTHYECKas rpyIma, KOJT JIEKapCTBEHHOT'O npernapara o
aHATOMO-TEPANeBTHUECKO-XUMUYECKON KIacCU(pUKAIUK, pEKOMEHI0BaHHOW BceMupHoOW opranusammen
3/IpaBOOXPaHEHUS;
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?;iie[?:;gbig ;%KZO‘; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Aata coxpaxenms: 10.02.2025

(nmm. "n" B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
€) OKa3aH!sl U MPOTUBOIOKA3aHUS K IPUMEHEHUIO JIEKApCTBEHHOIO IIpernapaTa;
) TOOOYHBIE IEHCTBHS JIEKAPCTBEHHOTO MPerapara;
3) CPOK F'OJTHOCTH JIEKapCTBEHHOI'O Mpenapara;
1) YCIIOBUS XpaHEHUS JIEKApCTBEHHOIO Npernapara;
K) YCJIOBHS OTITYCKa JIEKAPCTBEHHOTO IIperapara;

J) HOMep QapMakomeWHOW CTaThl WIM B CiIy4ae €€ OTCYTCTBHSL HOMEpP HOpPMaTHBHOM
JOKYMEHTAIK 100 HOPMATUBHOTO JOKYMEHTA;

M) JaTra TOCYJapCTBEHHON PETHUCTPAIMH JIGKAPCTBEHHOTO TIperapara W €ro PerucTpariMOHHBINA
HOMEp, JlaTa 3aMEHbl PETUCTPAIMOHHOIO YAOCTOBEPEHHUs JICKApPCTBEHHOIO Iperapara Ha OeccpouyHOe
pPETUCTpAIIMOHHOE ~ YAOCTOBEPEHHE JIEKAPCTBEHHOIO TpenapaTa, Jara TOAa4yd  3asBICHUS O
MOJITBEPXK/ICHUM  TOCYIapCTBEHHOW PETHCTpalMy  JIGKAPCTBEHHOTO  Iperapara, Jara  OTMEHBI
rOCy/IapCTBEHHOW PETUCTPAIINH JICKAPCTBEHHOTO Tperapara;

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

H) KAa4eCTBEHHBIH COCTAaB U KOJUYECTBEHHBIM COCTaB JEHCTBYIOIIMX BEIIECTB M KAaYECTBEHHBIN
COCTaB BCIIOMOTaTeIbHbIX BELIECTB JIEKAPCTBEHHOTI'O Mpenapara;
(nn. "H" BBeneH denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

0) uHpopmarrs 000 BcexX pa3pelIeHHbIX BUAaX BTOPUYHOM (TOTPEOUTENBCKOM) YITaKOBKU;
(. "o" BBeneH denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-03)

M) JaTta TPUHITHUS PEHIeHHs O BO3MOXKHOCTH paccMaTpUBaTh JIEKapCTBEHHBIA MpemapaTr Mpu
roCyJapCTBEHHOM pEerucTpaIiu B KauecTBe op(aHHOTO JIGKapCTBEHHOTO Tpenapara (1J1st JIeKapCTBEHHBIX
MpernapaToB sl MEAUIIUHCKOTO MPUMEHEHUS);

(mm. "m" BBenmen denepanbHbIM 3akOHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOrO 3aKOHA OT
27.12.2019 N 475-03)

p) HajgM4Me JIEKapCTBEHHOTO IMpenapara B IEepeyHe KU3HEHHO HEOOXOIUMBIX M Ba)KHEHIITUX
JIEKapCTBEHHBIX MPEnapaToB (It IEKaPCTBEHHBIX MPEMapaToB JIJIsl MEIUIIMHCKOTO IPUMEHEHUS );
n.n

(mm. "p" BBemen deaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3aKoHa OT
27.12.2019 N 475-03)

C) HaJU4Ke B JICKAPCTBEHHOM IIpenapare HapKOTHYECKUX CPEICTB, ICUXOTPOMHBIX BEIIECTB U UX
MPEKYpCOpoOB,  MOJIeKaIUMX KOHTponto B Poccuiickoit  ®@enepaun, B  COOTBETCTBUH  C
3aKoHOJaTenbcTBOM Poccutickoit denepanuu, MexxayHapoHbIMUA JoroBopamu Poccuiickoit denepanu,
B TOM uuciae EnnHON KoHBeHIMEW O HapkoTuueckux cpeacrBax 1961 roma m Konsenuumeinn o
MCUXOTPONHBIX BenecTBax 1971 roga;

(mm. "c" BBeneH DenepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

T) uHQOpMalMsl O TOM, SBIAETCA JIM JaHHBIA JIEKAPCTBEHHBIH Tmpenapar peQepeHTHHIM
JIEKApCTBEHHBIM IIPENapaTOM;

www.consultant.ru Crpanuua 81 u3 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.02.2025&dst=100519&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.02.2025&dst=100521&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.02.2025&dst=100522&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.02.2025&dst=100524&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.02.2025&dst=100525&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470335&date=10.02.2025&dst=100048&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=474804&date=10.02.2025&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.02.2025&dst=100526&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470335&date=10.02.2025&dst=100049&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=135628&date=10.02.2025
https://login.consultant.ru/link/?req=doc&base=LAW&n=121091&date=10.02.2025
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=10.02.2025&dst=100527&field=134

®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

(nm. "1" BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

y) CBEIEHHUS O Iojauye 3asBJIECHUS O BHECEHUU M3MEHEHUH B JOKYMEHTBI, CoJepXalluecs B
pPErUCTPaLlMOHHOM JI0OChE Ha JIEKapCTBEHHBIN Ipenapar;

nen

(. "y" BBeneH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)
¢) yrpartun cuny ¢ 1 mapta 2020 rona. - @enepanbublii 3akon ot 27.12.2019 N 475-03;

X) CPOK BBEICHHS JICKAPCTBEHHOTO Mperapara il BETCPUHAPHOTO NMPUMEHEHUS B T'pakKIaHCKUIH
obopor;
(mm. "x" BBemeH deaepanbHBIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOrO 3aKOHa OT
30.01.2024 N 1-®3)

11) “HGOpPMAITUS O TOM, SIBJISICTCS JIU JaHHBIA JICKApCTBEHHBIN ITpenapar oppaHHbIM JICKaPCTBEHHBIM
npenaparoM, HMMMYHOOHOJIOTHYECKUM  JIEKAPCTBEHHBIM  TMpErapaTtoM, paanodapManeBTHYECKUM
JIEKAPCTBCHHBIM ~ TIPEMapaToM, T'OMEONAaTHYECKUM JICKAapCTBEHHBIM IperapaToM, OHOJOTHYECKHM
JIEKAPCTBEHHBIM  IpENapaToM, BBICOKOTEXHOJOTUYHBIM JICKAPCTBEHHBIM  IPENapaToOM, BIEPBBIC
3aperucTpUpoBaHHBIM B Poccuiickoit depepaninu B COOTBETCTBUH € HacTosAIUM DenepaibHbIM 3aKOHOM
WJIU aKTaMH, COCTaBJIsomUMHU 1paBo Coro3a;

(. "u" BBenen denepanbHbM 3aKk0HOM OT 30.01.2024 N 1-D3)

2) B OTHOLIEHUHU (PapMaLIeBTUUECKUX CYOCTAHIIMMA:

a) HauMCHOBaHHE (papMalleBTUYECKOH CyOcTaHIMKH (MEXKIYHAPOIHOE HENAaTCHTOBAHHOE, WIIH
TPYNIUPOBOYHOE, WM XUMHYECKOE M TOProBO€ HaWMEHOBaHWsI), (opMa BBITYCKa (C YKa3aHHEM
JO3UPOBKHU (IIpU HATUYUH), (PACOBKU U YIIAKOBKH);

(B pen. deaepanbHbIx 3aK0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

0) HauMEHOBaHHE M aJpec MPOU3BOAUTENA (papMaleBTUUECKON CyOCTaHIUMM (U1l POCCHHCKUX
IOPUANYECKUX JIUI - HIEeHTU(UKAIMOHHBIM HoMmep Hanoromuarensmuka (MHH), ans mHOCTpaHHBIX
IOPUANYECKHX JIULL - CTPaHa PETUCTPALU, HAMMEHOBAHNE PETUCTPUPYIOIIErO OpraHa, perucTpaliOHHbIN
HOMeEp, KOJ1 HaJIOrOIlIaTeNbIIMKa B CTpaHe perucTpanuy (MHKOPIIOpalluy) WK €ro aHajor);

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

B) CPOK TOAHOCTU (papMaIrieBTUIECKON CYOCTaHINY;
T) yCIIOBUS XpaHeHUs (apMalleBTUYECKON CyOCTaHIINN;

) Homep (¢apMakoneWHON cTaTbu WM B CIy4yae €€ OTCYTCTBHSI HOMEP HOPMaTHUBHOM
JOKYMEHTAIMH 100 HOPMATUBHOTO JOKYMEHTA;

€) Hamuuue (papMareBTUYECKON CyOCTaHIIMU B TIEpEeYHE HAPKOTHUYECKUX CPENICTB, TICHXOTPOIHBIX
BEILIECTB M UX IMPEKYPCOPOB, MOJUIEKAIUX KOHTposito B Poccuiickoit denepaiuu, B COOTBETCTBUU C
3aKoHoJaTenbcTBOM Poccutickoint denepanuu, MexxayHapoJHbIMUA JoroBopamu Poccuiickoit denepanuy,
B TOM uuciae EnnHON KoHBeHIMEW O HapkoThueckux cpeacrBax 1961 roma m Konsenuueiln o
MCUXOTPONHBIX BemecTBax 1971 roxa.
(mm. "e" BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

2. dapmareBTHUECKas CyOCTaHIIMs, MPOU3BEACHHAS IS peaau3allii, MOXKET ObITh BKIIIOUEHA B
rOCy/IapCTBEHHBI pEeCTp JIEKApPCTBEHHBIX CPEJICTB HAa OCHOBAaHUM 3asBIICHUS pPa3padOTUMKa WIH
MIPOU3BOJIUTENSL JIEKAPCTBEHHOTO CPEICTBA JHOO YIOJIHOMOYEHHOTO MMM IOPHIMYECKOr0 JHIA TMPH
YCIIOBUM TPOBEJCHHUS B OTHOIICHHWU Takoil (apMalleBTUYECKON CYOCTaHIIMM SKCIEPTH3bl KauecTBa
(dapmaleBTHUECKON CyOCTaHIIMU B TMOPSIIKE, YCTAaHOBIEHHOM craTheil 34 Hacrosimero denepambHOTo
3akoHa. B oTHomeHMM ¢apManeBTUYECKUX CYOCTaHLUN, MPOU3BEIEHHBIX Ui pealu3aluH, B
rOCYJapCTBEHHOM peecTpe JEKapCTBEHHBIX CPEACTB COJACPKHUTCS ClIeAyIonast HH(pOpMaIHs:

1) HamMeHOBaHWE (apMaIleBTHYECKONW CyOCTaHIMM (MEXIyHApOJHOE HEMATCHTOBAHHOE, WIIH
IPYNIUPOBOYHOE, MM XHUMHUYECKOE M TOPrOBOE€ HAaWMEHOBaHUS), (opMma BhITYyCKa (C YyKa3aHHEM
JO3UPOBKHU (ITPH HATUYWH ), PACOBKH U YIIAKOBKH);

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

2) HaMMEHOBaHUE, aJpec MPOU3BOAUTENS (papMaLeBTUUECKOM CyOCTaHLIMH, a TAK)KE B OTHOLICHUU
JIEKAPCTBEHHBIX CPEICTB I MEJULMHCKOIO NPUMEHEHMUS CBEICHUS O PETUCTPAlUU ITPOU3BOAUTEIIS
¢dapmarieBTUUECKOH CyOCTaHLMM B KadecTBE HAJIOrOIUIaTeNbIMKAa B CTpaHe perucrpauuu (amas
POCCHICKMX FOPUAMYECKUX JIMI - WACHTU(HUKAIMOHHBIN HoMmep Hamorormiarensiumka (MHH), s
MHOCTPAHHBIX IOPUIMYECKUX JIAL - CTpaHa PETUCTPALMM, HAMMEHOBAHUE PErMCTPUPYIOLIETO0 OpraHa,
PErUCTPALllMOHHBI HOMEpP, KOJI HAJIOTrOIUIaTesbIIMKa B CTPaHE PErucTpauuy (MHKOPIOPALMU) WIH €ro
aHaJjor);

(. 2 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMaleBTUYECKOM CyOCTaHIINu;
4) ycnoBus XpaHeHUs! papMarieBTUUECKOM CyOCTaHIINM;

5) uomep (apmakomeiiHOW craThu JHOO B Cllydae €€ OTCYTCTBUS HOMEP HOPMaTHBHOU
JOKYMEHTAIIUU UM HOPMATUBHOTO JOKYMEHTA;

6) Hannuue QGapMaleBTUYECKOW CYOCTaHIIMM B MEPEYHE HAPKOTHUYECKUX CPENICTB, NMCHUXOTPOIHBIX
BEIIECTB M HMX IPEKYpPCOPOB, MOJUIEKAIIMX KOHTPOJ B Poccuiickoit denepannu, B COOTBETCTBUU C
3aKkoHonarenbCcTBOM Poccuiickon denepanuu, MeXIyHapoAHBIMU JoroBopamu Pocculickoit @enepanny,
B ToM uucine EauHO#il KOHBEHIMEH O HapKOTHYecKuX cpenctBax 1961 roma u KouBenmueir o
MICUXOTPONHBIX BemecTBax 1971 roxa;

7) nata BKJIIOYEHMs (papMalleBTUYECKON CyOCTaHIIMM B TOCYJIapPCTBEHHBIH PEECTp JEKAapPCTBEHHBIX
CpEeACTB, JAaTa BHECEHHs M3MEHEHHUH B JTIOKyMEHTH! (hapMalleBTHUECKOM cyOCTaHIIMH, AaTa UCKIIOUCHHS
(apmaleBTUUECKOI CyOCTaHIIMY U3 FOCYIapCTBEHHOIO PeecTpa JIEKapCTBEHHBIX CPECTB.

(uactsb 2 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Tlopsiok BeleHHS TOCYAApCTBEHHOTO pPEecTpa JIGKAPCTBEHHBIX CPEJCTB JUISI MEIHIIMHCKOTO
IPUMEHEHUSI W TIOPSJAOK BEIECHHUS TOCYAApPCTBEHHOIO pEECTpa JIEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TPUMEHEHUSI YTBEP)KIAIOTCS COOTBETCTBYIOIIMM YITOJTHOMOYEHHBIM (eepabHbIM
OpPraHOM HCIIOJIHUTEIBHOMN BIIACTH.

KoncynsrantlIntoc: npumedanue.
[Tonoxenns ct. 34 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs NpeaoCTaBIEHUS rOC. YCIYT IpU
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?;iie?:;gbig ;%K;; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Hata coxparenms: 10.02.2025

OOpallleHNH JIEKAPCTBEHHBIX CPEACTB U METUIIMHCKOTO ¥ BETEPHHAPHOTO IIPUMEHEHHUS IIOCPEIICTBOM
€IMHOM CUCTEMBbI U (WIK) €AUHOT0 nopTaia, npuMmenstores ¢ 01.01.2026.

Cratba 34. BknroyeHMe B rocyaapCTBeHHbIM peecTp NeKapCTBEeHHbIX CpeacTB WU
MUCKNIoYeHne u3 rocynapcTtBeHHOro peecTtpa NeKapCTBEHHbIX cpencTB
c¢hapmaueBTUYECKON CyOCTaHLMKN, NPOU3BEAEHHOMN ANA peanu3auumn
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. Jns Brmro4deHHs] ¢apMaleBTUYCCKOW CYOCTAaHIIMM, NTPOW3BEIECHHOW I peanu3aiuu, B
roCyAapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEICTB, IPOBOAUTCS SKCIIEPTU3A €€ KAUeCTBA.
(B pen. denepanbhoro 3akona ot 22.12.2014 N 429-03)

2. DKcrnepTH3a KayecTBa yKa3aHHOW B yacTu | HacTosiel craTbu (papMarieBTHUECKON CyOCTaHIINH,
COCTaBJICHHE KOMHCCHEW JKCIIEPTOB 3aKJIIOUYCHHI 1O pe3yJabTaTaM 3TOH IKCIEPTHU3BI, MOJMUCAHUE HX
YCUJICHHBIMU KBaJIM()UIMPOBAHHBIMH 3JIEKTPOHHBIMU MOJIMUCSAMH, HAMPABICHUE JAHHBIX 3aKIIOYCHUN B
JUYHBINH KaOWHET YIIOJTHOMOYEHHOTO (peiepaibHOTO OpraHa WCIIOJIHUTEIBHON BJIACTH B €MHON CHCTEME
OCYILIECTBISIOTCS B CPOK, HE MPEBBIAIONINN TPUILATH pabOUUX JHEW CO JIHS HAIMPaBJICHUS B JIMYHBIN
KaOWHET DKCIEPTHOTO YUPEIKICHUS B €IUHOW CHCTEME COOTBETCTBYIOIIECTO 3aJaHHS YITOJHOMOYEHHOTO
denepanbHOrOo OpraHa HCIOJIHUTEIBHOW BIIACTH, MOAMUCAHHOTO YCUJIEHHOW KBaTU(UIIMPOBAHHOM
3JIEKTPOHHOU MOAMKUCHIO, U CICIYIONIUX TOKYMEHTOB (CBEICHUN):

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) cBegeHust 0 JaTe MPEAOCTABICHUS M PETHCTPALIMOHHOM HOMEpPE JIMIICH3UM Ha MPOU3BOACTBO
JICKAPCTBEHHBIX CPEJACTB WJIM CBEACHUS O JaTe IMPEJOCTaBICHUS U PETHUCTPAllMOHHOM HOMEpPE
3aKJIIOYEHUST O COOTBETCTBUU IPOU3BOJIUTENS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSM IIPABUI
HaJJIeXalled MPOU3BOACTBEHHON MPAKTUKU, BBIJAHHBIX (IPEIOCTABICHHBIX) YIOJIHOMOYEHHBIM
(dbenepaibHBIM OpPraHOM HCIIOJIHUTEIBHOM BJIACTH, B CJllydae, €CJIM TPOU3BOACTBO JIEKAPCTBEHHOTO
cpeacTBa ocyuiecTsisieTcs B Poccuiickoit @enepanuu;

(B pen. DenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

2) xomus JOKYMEHTAa, BBIIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOIUTEINS
JIEKapCTBEHHOI'O CPEJICTBA U MOATBEPKAAIOIIETO pa3pellieHne MPOU3BOICTBa JIEKaPCTBEHHOIO CPEJICTBA,
U €ro NMepeBO/ Ha PYCCKUH SI3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IOPSIJIKE, & TAK)KE KOIMUS 3aKJIIOUEHUS O
COOTBETCTBUH  TPOU3BOJIUTENS  JIEKAPCTBEHHBIX CPEACTB TpPEOOBAaHUAM TpaBWJI  HaJJIeKalen
MIPOU3BOJICTBEHHON MPAKTUKH, BBIIAHHOTO YIOJTHOMOYEHHBIM (efepanibHbIM OPraHOM HCTIOTHUTEIbHOM
BJIACTH, JIMOO KOMHS PEIIEHUS YIMOJTHOMOUYEHHOTO (heepaibHOTO OpraHa HCIOTHUTEIBHOW BIACTH O
MpoBeeHUH (hapMalleBTUUECKON MHCIIEKIIUU MTPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB ISl MEAUIIMHCKOTO
MPUMEHEHUSI Ha COOTBETCTBHE TPEOOBAHMSIM TPABWJI HAJICKANIEH TMPOU3BOJICTBEHHOW MPAKTUKH
EBpazuiickoro 3KOHOMHYECKOTO CO03a. YKa3aHHbIE JOKYMEHTBHI MPEJCTaBISAIOTCS B Cily4yae, €cliu
MPOU3BOCTBO JEKAPCTBEHHOI'O CPEICTBA OCYILECTBISETCS 3a npeaenaMu Pocculickoit @enepanuu;

(B pen. deaepanbHbix 3akoHOB OT 04.06.2018 N 140-D3, ot 30.01.2024 N 1-D3)

3) IOKYMEHT, COZEp KAl CIEAYIONINEe CBEICHUsI O (DapMaIleBTHUECKOM CyOCTaHITUU:
a) HauMeHOBaHue (papMareBTUIECKON CyOCTaHINH, €€ CTPYKTypa, O0Ire CBOICTBA,

0) HauMEHOBAaHHE U a/IpEC MPOU3BOAUTENS;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUCM CTaI[I/Iﬁ MMPOU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCCX
CTaguiaX IIPOU3BOACTBA,

T') onUcaHue pa3paboTKH Mpolecca Mpor3BO/ICTBA;

J1) OINHCAHWE KOHTPOJIS KPUTUYECKUX CTaJAMK TpoIlecca MIPOU3BOACTBA M IPOMEKYTOUHOM
MPOAYKUHH;

€) TOKYMEHTaJIbHOE TTOATBEPIKACHUE (BATHMIAIIMS ) POIECCOB U (MJIM) UX OLICHKA;
’K) CBOMCTBA U CTPYKTYpa JACUCTBYIOIINX BEIIECTB;

3) XapaKTepPUCTUKA TIPUMECEH;

1) cnenudukanys Ha hapMaleBTHUECKYIO CyOCTaHIINIO U ee 000CHOBAHHE;

K) aHaJUTHUYECKHE METOAMKH, WCIOJIb3yeMble TPH OCYIIECTBICHHH KOHTPOJA KadecTBa
(dapmareBTHIECKOMN CYOCTaHIINH;

J) JOKYMEHTAJIbHOE IMOJATBEPXKACHUE (BaIMJAlMsl) aHATUTUYECKUX METOJAUK, UCIONb3YeMbIX IMPH
OCYIIECTBICHUH KOHTPOJIS KauecTBa (hapMaleBTHUECKOW CyOCTaHIINY;

M) pe3yJIbTaThl aHaIK3a cepuil hapMaleBTUUECKOI CyOCTaHIINN;

H) MEpCUCHb CTaHAAPTHBIX o6pa311013 HJIM BEIICCTB, UCIIOJIb3YCMbBIX MPU OCYHICCTBICHUN KOHTPOJIA
Ka4dyCCTBa,

0) OITMCAaHME XaPAKTEPUCTUK U CBOMCTB YITAKOBOYHBIX MaTEPHAJIOB U YKYIIOPOUYHBIX CPE/ICTB;
) JaHHbIE O CTAOUIIBHOCTH (hapMaleBTHUECKOM CyOCTaHIIUY;
P) CPOK TOAHOCTH;

4) TOKYMEHT, COAEpIKAIINI CBEACHUS O PErHCTPAIMU TPOU3BOIUTEINS JIGKAPCTBEHHBIX CPEJICTB M
MEUIIMHCKOTO TIPUMEHEHUSI B Ka4eCTBE HAJIOTOIUIATENIBIINKA B CTPAHE PETUCTPAMH (ISl POCCHHCKUX
IOPUANYECKUX T - HICHTU(UKAIUOHHBIA HOMep Hanororuiarensimuka (MHH), ans wHOCTpaHHBIX
IOPUMYECKHX JIHI] - CTPaHa PETUCTPAIlMU, HANMEHOBAHNUE PETUCTPHUPYIOIIETO OpraHa, peruCcTPalHOHHbII
HOMeEp, KOJI HATIOTOIJIATEbIINKA B CTPaHe pEerucTpaiy (MHKOPIOPAluK) HIIA €ro aHasor).

(. 4 BBennen denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)
(uactsb 2 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pex. 13.07.2015))

3. Jling mpoBeACHHMS OSKCHEPTH3bl KadyecTBa YKa3aHHOM B dYacTu | Hacrosmied CcTaTbu
(dapmalleBTUUECKON CyOCTaHIIMM  3asBUTEIb HAIMpPaBISIET TMOCPEACTBOM EIMHOTO TopTala B
YIOJIHOMOYCHHBIM  (eflepalIbHBIA ~ OpraH  WCIOJTHUTEIBHOW  BIACTH WM  JIMYHBIA ~ KaOWHET
YIIOJTHOMOYEHHOTO (he/IepaIbHOTO OpraHa UCTIONHUTENILHOMN BIIACTH B €IMHON CHCTEME:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) 3asgBieHHME O BKJIIOUYEHWM B TOCYAAPCTBEHHBIM pEECTp JIEKAPCTBEHHBIX CPEJICTB JaHHOU
¢dapmalneBTUUECKON CcyOCTaHIMHM, TMOANHMCAHHOE YCUJIEHHOW KBaJU(ULUMPOBAHHON 3IEKTPOHHOU
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

MOJINUCEIO;
(B pen. @enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

2) PEKBU3UTHI JOKYMEHTA, MOATBEPKIAAIOIIETO YIUIATy FOCYAapCTBEHHON IOIUIMHBI 32 BKJIIOUEHUE
B IOCYJIapCTBEHHBIN PEECTp JEKApCTBEHHBIX CPEIACTB (apMalleBTUYECKON CyOCTaHLMU, NPOU3BEICHHON
U peanu3aluu, JU00 1O COOCTBEHHON WHHMIIMATHBE YKa3aHHBIA JOKYMEHT. YTIOJIHOMOYEHHBIN
GbenepanbHbIl OpraH HCIIOJHUTEIBHON BIIACTH MpoBepsieT (akT yIIaThl rOCyJapCTBEHHOM IOIUIHHBI
3asBUTEJIEM C UCIIOJIb30BaHUEM MH(pOpMaNUu 00 yrjaTte TOCYAapCTBEHHOM MOLUIMHBI, COAEPIKAIICHCS B
I'ocynapcTBeHHOM MH(DOPMAIMOHHONW CHUCTEME O TOCYAAPCTBEHHBIX W MYHUIMIAIBHBIX IUIaTEXaxX, Ha
OCHOBAHMHM IIPEACTABJIICHHBIX 3asBUTEIEM PEKBU3UTOB JOKYMEHTA, ITOATBEPKIAIOLIECTO YILIATy
roCylapCTBEHHOM NOLUIMHBI;
(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

3) 1OKyMEHTBI, YKa3aHHbIE B UaCTH 2 HACTOALIEH CTaTbU;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4) 3asiBIICHHE O BblIAue paspelieHus Ha BBO3 B Poccuiickyro demepalvio KOHKPETHOH MapTHU
HE3aperuCTPUPOBAHHOIO JICKAPCTBEHHOI'O CPEACTBA, MPEJHA3HAYEHHOIO Ui IPOBEACHUS yKa3aHHOMN
HKCIEPTHU3BIL.

(1. 4 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3.1. B cinywyae HempeICTaBlIEHHUsI C 3asBJICHUEM O BKJIIOYEHHU B TOCYAApCTBEHHBIM pEECTp
JIEKAPCTBEHHBIX  CPEICTB  (papMaleBTUYECKON  CyOCTaHIIMM  BbIJaBaeMbIX  (IIPEAOCTABIISIEMBIX )
YIIOJTHOMOYEHHBIMH  (efiepalbHbIMU OpPraHaMU HCIOJHUTENBHON BIACTH JOKYMEHTOB (CBelEHUIR),
YKa3aHHbIX B NYyHKTax | W 2 4YacTu 2 HacTOALIEM CTAaThbU, YINOJIHOMOYEHHBIN (enepanbHbIi Opra
UCIIOJIHUTENHONM  BIACTH  3ampalluBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEACHMs]) B  IOPSIKE
MEXXBEJIOMCTBEHHOT'0 MH(POPMAIIMOHHOTO B3aUMOICUCTBUSI.

(uactp 3.1 BBeaeHa denepanbHbiM 3akoHOM OT 27.12.2019 N 478-D3; B pen. PenepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

4. B TeueHue NATH paboOunX AHEH CO THS MPUHSTHS 3asBICHUS O BKIIOUEHUHU YKa3aHHOU B "acTu 1
HACTOSAIIEH cTaThu (hapMaIleBTHUECKON CYOCTAHIIMH B TOCYIaPCTBEHHBINA PEeCTp JIEKAPCTBEHHBIX CPECTB
U TOKYMEHTOB, TIEPEYUCIICHHBIX B YacTu 1 U MyHKTe 2 4acTu 3 HACTOSIIEH CTAaThH, YIOJTHOMOYEHHBIH
(dbenepabHBINA OpraH UCIIOJIHUTEIIBHON BIIACTH:

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

1) mpoBOAMT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH JAHHBIX, COJAEPKAIIMXCSA B IPEJCTaBICHHBIX
3asBUTENIEM JIOKYMEHTAX;
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) mpuHUMAET pelIeHHEe O HAMpaBJICHHH B JKCIEPTHOE YYPEXKICHUE 3a/laHds Ha IMPOBEACHUE
IKCTIEPTU3BI KAUeCTBA YKA3aHHOW B YacTH | HacTosAImEeH cTaThil (papMarieBTUIECKON CyOCTaHIIMU WA 00
OTKa3€ B TAKOM HaIIPABJICHUU;

3) HampaBliseT B JIMYHBIA KaOWHET 3asBUTENSI B CIUHOW CHCTEME ITOANMMCAHHOS YCHIICHHOM
KBTM(DUIIUPOBAHHOMN AIIEKTPOHHOMN MOIIMUCHIO YBEIOMIICHHE O TIPUHSATOM PEIICHUH WU B CIIydae OTKa3a
C YKa3aHHEM MMPUIHH TaKOTO OTKa3a.

(B pen. deaepanibHbIX 3aK0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

4.1. B citydae BbIsIBJICHUSI HEJJOCTOBEPHOCTHU U (MJIM) HEIOCTATOUYHOCTH CBEJICHUMN, COICPKAIINXCS B
MIPE/ICTABJICHHBIX 3asBUTEJIEM MaTepuajiax, YIOJIHOMOYEHHBIN (enepalibHblii OpraH HCHOJHUTEIbHOM
BJIACTH HAIpPABIIAET 3aSBUTENIO MOCPEICTBOM E€AMHOTO IMOpTaJia WIM B JIMYHBIA KaOWHET 3asBUTENS B
€IMHOM cucTeMe 3ampoc 00 YTOYHEHUM YyKa3aHHBIX CBEICHUI, TOJNMCAHHBIA  YCUJICHHOU
KBaJIM(UIIMPOBAHHON HJIEKTPOHHOH MOAIHUCHIO.

(dactp 4.1 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asButenb 00s3aH HANpPaBUTh TOCPEACTBOM €IMHOIO TOpPTaja B  YIOJIHOMOYEHHBIH
(benepanbHbI OpraH MCIOJHUTEIbHON BIACTH WM JIMYHBIN KaOMHET YIOJIHOMOYEHHOTO (elepaibHOro
OpraHa MCIOJHUTEIBHOW BJIACTH B €JMHON CHUCTEME IMOJIMUCAHHBIM YCHWJIEHHOW KBaJIM(HUIIMPOBAHHOM
3JIEKTPOHHON MOAMUCHIO OTBET Ha 3alpOC YINOJHOMOYEHHOro (heAepalbHOrO0 OpraHa HMCIOJHUTEIbHON
BJIACTU B CPOK, HE NPEBBIMIAIOIINN IEBSIHOCTA PabOYMX IHEH CO JIHS TMONyYCHHS YMOTHOMOUYEHHBIM
(benepaabHBIM OPraHOM MCIIOJHUTEIBHOM BIACTH 3JIEKTPOHHOI'O YBEAOMIIEHHUS O MOIYYE€HUH 3asBUTEIEM
naHHoro 3ampoca. Cpok, yka3aHHbIM B 4yacTHM 4 HAacTOSALIEH CTaTbU, NPUOCTAHABIMBACTCS CO JIHA
HaNpaBJICHUs 3asBUTENIO MOCPEACTBOM €IUHOI0 MopTaja WM B JUYHBIA KaOMHET 3asBUTENS B €IUHOMN
CHCTEME 3ampoca YIOJHOMOYEHHOro (efepaJbHOr0 OpraHa HCIOJHUTEIBHONH BIACTH IO JHS
HampaBJICHUsl 3asBUTENEM IOCPEICTBOM E€AMHOrO IOpTajla B YIOJIHOMOYEHHBIH (heaepalbHbIi OpraH
UCTIOJTHATENIGHOW ~ BJACTH WM JIMYHBIA  KaOWHET  yIOJIHOMOYEHHOro  (elepaabHOro  opraHa
UCIIOJIHUTEJIBHOM BJIACTH B €IMHOM CHCTEME OTBETa Ha JAHHBIM 3alpoCc W HE YYMUTHIBAETCS IIPH
WCYMCIICHUN CPOKa ODKCIEPTH3bl KadecTBa (HapMaleBTUUECKOW CyOCTaHLIMH, MPOU3BEACHHOW s
pean3anui.

(dactb 4.2 B pen. Genepansuoro 3akona ot 30.01.2024 N 1-03)

5. OcHOBaHMEM [UIsl OTKa3a B HAIIPaBJICHUU B HKCIEPTHOE YUPEKICHUE 3aJlaHUs Ha IPOBEICHUE
IKCIIEPTH3bl Ka4yeCcTBa yKa3aHHOW B dYacTU | Hacrosimeld cratbu (apMareBTUYCCKOW CyOCTaHIINH
SBIIIETCS HEMpEJCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4YacTH 2 HACTOSIIEH CTaTbH, OTCYTCTBHUE
uHpopManuy, TMOATBEPXKIAOMEeH (akT ymiIaThl TOCYJapCTBEHHOW TMOUUIMHBI 32 BKJIIOYCHHUE
dapmalleBTUUECKO CyOCTaHIMM, TPOU3BEACHHON M pealu3allid, B TOCYAapCTBEHHBIA peecTp
JIEKApCTBEHHBIX CPEJCTB, HEIIPEACTABICHUE 3asBUTENIEM B YCTAaHOBJICHHBINM CPOK OTBETA HA YKa3aHHBIN B
gactu 4.1 HacTOSIIEH CTaThU 3aIPOC YIIOJTHOMOUYEHHOTO (heepaabHOro0 OpraHa UCIOJHUTEIHHON BIACTH
WJTU TIPEJICTABIICHUE TJOKYMEHTOB, HE COJIEPIKAIIMX UCUEPIIHIBAIOIICTO MEPEUHsI HEOOXOIUMBIX CBEJICHUM.
(uacth 5 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

6. B Teuenume mnsATHamuaTH paboOUYMX JHEW CO JHS TOJYYEHHUs PEIICHHS YIOJIHOMOYEHHOTO
(benepanbHOrO OpraHa UCMOJHUTENBHON BIACTH O HAIMPABIEHWH B DKCIEPTHOE YUPEKIECHUE 3aJaHMs Ha
MPOBEACHUE SKCIEPTU3hl KauecTBa YKa3aHHOM B yacTu | HacTosmed cratbu (hapMareBTHUYECKOM
CyOCTaHIIMK 3asBUTENb MPEACTABISET B IKCIEPTHOE YUPEKACHUE IS MPOBEICHUS JAaHHOW HKCIEPTU3HI
oOpasiibl (hapmMareBTUUeCKoi CyOCTaHIIMKM B KOJUYECTBE, HEOOXOIUMOM JIJIsi BOCIIPOU3BECHUSI METOJIOB
KOHTPOJSl KauecTBa. OKCIEPTHOE YYpEeXkJACHHWE NpHU TONy4yeHUH OO0pas3loB yKazaHHOM B yacTu 1
HACTOSIIIEH CTaThbu (PapMaleBTUYECKON CyOCTaHIIMM B TOT K€ JI€Hb HANpaBJsIET B JUYHBIA KaOWHET
3asiBUTENSI B €IMHOM CHCTEME YBEIOMIJICHHE, MOATBEPIKIAIOIIee MOMyuyeHUE ITHX 00pa3iioB. ITH CPOKH
HE BKJIFOYAIOTCSI B CPOK MTPOBEICHMS TAHHOW IKCIIEPTHU3HI.

(B pen. deaepanibHbIX 3aK0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

7. Ytparun cuiy. - ®eaepanbubiil 3akoH oT 30.01.2024 N 1-®3.

8. B cpok, He MPEBBIMIAIONINKI MATH pabOYuX THEH CO JTHS HaNpaBlIEHUS MOCPEICTBOM €IUHOTO
moprajia B YIMOJHOMOYECHHBIM (elepalibHbIi OpraH HWCIOTHUTEIBHOW BIACTH WM JIMYHBIA KaOWHET
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

YIIOJTHOMOYEHHOTO (peIepabHOTO OpraHa MCIOJHHUTEIBHON BJIACTH B €IUHOW CHCTEME 3aKIIOUYEHUS
KOMHCCHH 3KCIIEPTOB IO PE3yJbTaTaM JKCIEPTU3bl KaUeCTBAa YKa3aHHOW B 4acTH | HAcTOALIEH CTaTbU
(dhapmalneBTHYECKOI CyOCTaHIINHY, YITOJIHOMOYSHHBIN (efiepanbHbIii OPTaH UCIIOJHUTEIHPHON BIACTH:

(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

1) OCYHICCTBIIACT OLCHKY TAKOI'O 3aKJIKOUCHUA Ui ONPCACICHHUA €ro COOTBCTCTBUSA 3aJdHUIO Ha
IIPOBCACHUEC HaHHOfI OKCIICPTU3BI;

2) npUHUMAET PeUIeHre O BKIIOYCHUN YKa3aHHOM B 4acTH | HAacTOAIIeH cTaThy (papMalieBTUUECKOi
CyOCTaHIIMM B TOCYJapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEACTB MM pelleHHe 00 OTKa3ze B TaKOM
BKJIFOUEHUU;

3) BHOCUT MpH TPHHITHH PEHICHUS O BKJIIOUCHWH YKa3aHHOH B YacTH | HACTOSAMICH CTaThH
dapmameBTHUECKOM  CyOCTaHIIMM B TOCYAAPCTBEHHBIM  pEeCTp  JICKAPCTBEHHBIX  CPEICTB
MPEYCMOTPEHHYIO YacThio 2 ctaThil 33 HacTosmiero denepaabHOro 3akoHa HHPOPMAIIUIO U HAMPABIISET
3asIBUTEIII0 TIOCPEJICTBOM EIMHOTO IOpTaja WIA B JIMYHBIA KaOWHET 3asBUTENS B CIMHON CUCTEME
BBINKCKY U3 FOCYIaPCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPEIICTB.

(B pen. ®enepanbHbix 3ak0oHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-®3, ot 30.01.2024 N
1-®3)

9. OcHoBaHueM [Uisi OTKa3a BO BKJIIOYEHUMM YyKa3aHHOM B uyactu 1 Hacrosimed craTtbu
bapMarieBTUYECKOH CyOCTaHIIMM B TOCYJApCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEJCTB SIBISAETCS
3aKJIFOYEHHUE COOTBETCTBYIOLIETO YHNOJHOMOYEHHOro (helepaibHOr0 OpraHa MCIOJHUTEIBbHOM BIACTH O
TOM, 4TO KauyecTBO (papMalleBTUYECKON CYOCTAHIIMM HE MOATBEPKICHO MOJIyYeHHBIMU JJAHHBIMH.

(dactp 9 BBenena DenepanbHbiM 3aK0HOM OT 22.10.2014 N 313-D3; B pea. PeaepanbHOTO 3aKOHA OT
04.06.2018 N 140-93)

10. He nomyckaeTcsi BKJIIOUEHHWE B TOCYJAPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB OIHOU
(bapmalleBTUUECKO CYyOCTaHIIMM, MPOU3BEACHHOM M peaau3alliid U BBITYCKAEMOW OJHUM M TEeM e
MIPOU3BOUTENIEM, B BUJIC JIBYX M 00JI€€ PEeCTPOBBIX 3aIMHUCEH.

(uacth 10 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. BHecenue nu3mMeHeHu B JOKYMEHTHI Ha (papMalieBTUYECKYIO CYOCTaHIUIO, IIPOU3BEACHHYIO IS
peanu3anry U BKJIKOYEHHYIO B T'OCYJAapCTBEHHBI PEECTp JEKAPCTBEHHBIX CPEICTB, OCYLIECTBIIIETCS B
nopsiike, ycraHoBieHHOM ctathsiMu 30 u 31 wHacrosmiero ®denepanbHOro 3aKkoHa, C YIUIATOM
rOCyJIapCTBEHHOM IOLIIMHBI, TPEAYCMOTPEHHOM 3aKoHOAaTENLCTBOM Poccuniickon denepanuu o Hanorax
U cOopax.

(uacth 11 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynprantlntoc: npumedanue.
O BO3MOXXHOCTH oOOparmieHus: (apMaleBTUUECKOW CyOCTaHIIMHM, WCKIIOUYEHHONW M3 TOCpeecTpa, CM.
takke O3 ot 30.01.2024 N 1-03.

12. Jlomyckaetrcsi oOpamieHue ¢apManeBTUYECKO CyOCTaHIIMU J0 HCTEUEHHUS CpPOKa TOIHOCTH,
MPOM3BEICHHON [IJI1 pealn3allid B TEUYEHWE CTa BOCHMUICCATH [JHEW TOcCiHe JaThl TPUHSATHUS
YIIOJTHOMOYEHHBIM (heJiepabHbIM OPTaHOM MCIIOTHUTENBHOM BIACTH PEUICHHs] O BHECEHUN M3MEHEHUH B
JIOKYMEHTHI Ha (papMareBTUYECKYI0 CYOCTAHIIMIO, B COOTBETCTBUM C HMH(OpMAaIen, coaeprKaIieiics B
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

JOKyMEHTaX Ha (hapMaleBTHUECKYIO CYOCTAHIIMIO JI0 NAThI IPUHATHS TAKOTO PEIICHUSI.
(dactb 12 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-D3)

13. Pemenue 00 HCKIIOYEHMHM U3 TOCYJApCTBEHHOIO pEecTpa JICKAPCTBEHHBIX CPEICTB
(bapMarieBTUUECKON CyOCTaHLMM, NMPOU3BEACHHON i pean3aluy, NPUHUMACTCS YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM UCIIOJIHUTENILHON BIIACTH B CIIyYae:

1) mpencraBieHHs] COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (peiepaibHbIM OPraHOM HCIIOIHUTEIbHON
BIIACTH 3aKIIOUEHUS O PHUCKE WIH 00 yrpo3e >KU3HH WU 3JI0POBBIO YeJOBEKa JHMOO KHUBOTHOTO IPH
MCIOJIb30BaHUU JIEKAPCTBEHHOT'O CPE/ICTBA;

2) HampaBieHHUs pa3pabOTYMKOM JIEKaPCTBEHHOT'O CPEJICTBA WIIM MPOU3BOAMUTENIEM JICKAPCTBEHHOTO
cpeacTBa JUO0 YIMOJIHOMOYEHHBIM UMH JPYTHM IOPUANYECKUM JIMIIOM ITOCPEICTBOM €IMHOrO MopTaja B
VIIOJHOMOYCHHBINH  (efepaidbHBli  OpraH  HWCHOJHUTEIBHONW  BIACTH  WJIM  JIMYHBIA ~ KaOWHET
YIIOJTHOMOYEHHOTO (eIepalbHOr0 OpraHa WCIOJHUTENBHON BJIACTU B €AMHON CHCTEME MOJINKMCAHHOTO
YCWJIEHHOM  KBaIU(UIMPOBAHHOW 3JEKTPOHHOW MOANUCHIO  3asBICHUS OO0 UCKIIOYEHUH U3
rOCy/IapCTBEHHOI'O peecTpa JEKApPCTBEHHBIX CPEICTB (apMaleBTUYECKON CyOCTaHIMH, MPOU3BEICHHOM
JUISL peau3alum;

(m. 2 B pea. @enepanbroro 3akoHa ot 30.01.2024 N 1-D3)

KoncynprantlIntoc: npumedanue.
C 01.01.2026 nm. 3 4. 13 cr. 34 He pacnpoCTpaHseTCsd HAa MPABOOTHOIICHUS, BO3ZHUKAIOIIUE TPHU
oOpaIieHuu JIEKapCTBEHHBIX CPeACTB Mg MenuuHckoro npumeHeHus (O3 ot 30.01.2024 N 1-D3).

3) orcyrcTBUA (hapMalleBTHUECKON cyOCTaHIIMU, MPOU3BEACHHOM sl peau3alny, B 00palieHuy B
Poccuiickoit deneparuu B TeUeHUE TpeX U OOJIEE JIET.
(uacth 13 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

CraTtba 35. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PepgepanbHbiv 3aKoH oT 22.12.2014
N 429-®3.

Cratba 36. OOGxanoBaHue peweHUss 06 oOTKase B Bblgaye paspelleHus Ha
npoBeAeHMNe KIIMHUMYECKOro uccriefoBaHUs JeKapCTBEHHOro npenapara, pelieHuss o6
OTKase B rocygapCTBEHHOM perucrTpauum neKkapcTBEHHOro npenaparta, 3akflo4eHus
KOMMUCCUM IKCMEPTOB IKCNEPTHOIO YYpeXXaeHUA UIn 3aKkioveHus coBeTa no aTuke

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Pemienue cOOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (heIepajbHOrO OpraHa MCIOJHUTENbHON BIIACTH
00 oOTKa3e B BbIAaYe pa3peIICHUs] Ha MPOBEAECHUE KIMHUYECKOIO HCCIIEAOBAHUS JIEKAPCTBEHHOTO
mpernapara, pelieHHe YyKa3zaHHOTO (eepasbHOrO oOpraHa HCIIOJHUTENBHOW BIIACTHM 00 OTKase B
rOCYJapCTBEHHON pEerucTpanuy JEKapCTBEHHOIO Ipernapara, 3aKiI4YeHHe KOMHUCCHM JSKCIEpTOB
HKCHEPTHOTO YUPEKICHUS MM 3aKIIOYCHHE COBETa IO ITHUKE MOXKET OBITh 00XKaJllOBaHO B MOPSJIKE,
YCTaHOBJIIEHHOM 3aKOHOJATenbCTBOM Poccuiickont ®enepanuu. 3akiIrOUYEeHWE KOMHCCHUU OSKCIEPTOB
SKCIIEPTHOIO YYPEXAECHHUS O B3aMMO3AMEHSEMOCTH JIEKapCTBEHHBIX INPENaparoB JUIsl MEAUIIMHCKOTO
MMPUMCECHCHUA b0 0 TOM, 4TO HeKapCTBeHHBIﬁ npenapar ajid MCAUIUHCKOI'O MPUMCHCHHA HE SABJISICTCA
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

B3aMMO3aMEHSAEMBIM, MOXXET OBITh OO0KaJIOBAaHO JEp)KaTeleM WM BIAJCIbIEM PETHCTPALIHIOHHOTO
yIIOCTOBEPEHHS JICKapCTBEHHOI'O Mpernapara B YIOJHOMOUYEHHbIN (eepanbHblii OpraH UCIOJIHUTEIbHON
BJIACTH, KOTOPBIM MPHUBJIEKAET K PACCMOTPEHUIO YKA3aHHOW KaJloObI MOJABEJOMCTBEHHBIC €My Hay4HbIC
OpraHu3aly M  0o0pa3oBaTeibHbIC OPraHU3alMM  BBICIIETO  O0pa30BaHUS, OCYLIECTBIIAIOIIUE
NeSATeNbHOCTh B c(epe oOpalieHus JIeKapCTBEHHBIX CPEACTB. 3aKIOYEHHE KOMMCCHUH 3KCIIEPTOB
HKCHEPTHOIO y4YpexJaeHus, O(OpPMIEHHOE II0 HTOraM IepecMoTpa O0KaJTOBAaHHOIO 3aKJIHOYEHUS
9KCHEepPTa, MOXKET OBITh OCHOPEHO JepKaTelieM WM BIAAETbIEM PETHCTPALIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'0 IIpernapara Ju00 YIOJIHOMOYEHHbIM MMM JIMLOM B MOPAJKE, YCTAHOBJIECHHOM
3akoHonaTenbcTBOM Poccuiickoit ®enepanuu. I[lpum o0XkanoBaHWM peUICHUS YHOJHOMOYEHHOTO
(benepanbHOrOo OpraHa HCIOJHUTEIbHON BIIACTH, 3aKJIIOYEHMs SKCIepTa WIM KOMUCCHM SKCIEpTOB
SKCIIEPTHOIO YUPEKJACHUS, 3aKIIOUEHHUSI COBETA IO 3TUKE JEpKaTellb WM BJIAJEINIEL] PETUCTPALUOHHOIO
yIIOCTOBEPEHHs JIEKapCTBEHHOI'O IpenapaTta Ju00 YMOJIHOMOYEHHOE HMMH JIMIO BIIPAaBE NPEICTaBUTh
pe3yJIbTaThl 3KCIEPTU3bl JIEKAPCTBEHHOI'O IIperapara, IPOTOKOJbI IOJYYEHHBIX AKKpPEIUTOBAHHBIMU
UCHBITATEIbHBIMU JA00paTOPUAMU (LIEHTPAaMH) PE3Y/IbTATOB UCCIIEAOBAHUM, UCTIBITAHUH.

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. WUHdopmauusa, cBsA3aHHaA C oOcCywecTBNeHUWeM rocyaapcTBeHHOM
peructpauMm WU perucTpauum rneKkapcTBeHHbIX MpenapaTtoB, WHoOpmauua o
3aperucTpMpoBaHHbIX JleKapCTBEHHbIX rMpenapatax W JneKapCcTBEHHbIX Mnpenaparax,
MCKINIOYEHHbIX U3 rocyapCTBEHHOro peecTpa NekapcTBEHHbIX CpeAcTB
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

1. CoOTBETCTBYIOIINI YITOTHOMOUEHHBIN (eiepaibHbIil OpraH UCIOTHUTEIBHOM BIACTH pa3MeniaeT
Ha cBoeM oduiuanbHoM caiite B cetd "VHTepHer" uH(poOpManMio, CBSI3aHHYIO C OCYILECTBICHHEM
rOCYAapCTBEHHOM pETUCTpaluy WM PETHCTPAalUM JIEKAPCTBEHHBIX IIPENapaTroB, B TOM YHCIIE
IIPOBEIGHUEM HKCIEpPTH3bl JIEKAPCTBEHHBIX CPEACTB (BKJIIOYAs pe3ylbTaTbl €€ IPOBEICHMS),
MH(OPMALIMI0O O 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIperapaTax W JEKapCTBEHHBIX Ipernaparax,
HCKIIFOYEHHBIX M3 TOCYJapCTBEHHOI'O pEecTpa JIEKApCTBEHHBIX CPEICTB, HE IIO3JHEE YEM 4Yepe3 IIATh
pabouux HEH cO JHS MOITY4YEHHs YIOJIHOMOYEHHBIM (e/iepaibHbIM OPraHOM HCIIOJIHUTENIBHON BIacTH
COOTBETCTBYIOLIEH HH(pOpMALIUU.
(B pen. ®enepanbubix 3ak0oHOB 0T 22.12.2014 N 429-®3, ot 02.08.2019 N 297-®3, ot 30.01.2024 N
1-03)

2. Cpoku M TOpAIOK pa3MeEIleHHs YKa3aHHOW B yacTu | Hacrosimied cTatbu HHQOpMAIUH
yCTaHaBJIMBAIOTCS YIOJIHOMOYEHHBIM (hefiepalibHbIM OpPraHOM HCIOJHUTENbHOU BiacTH. MHpopmanus,
yKa3aHHasg B 4acTH | HacTosAlIell cTaTbu, SBISETCS OTKPBHITON M OOIIEAOCTYNHON M MPEAOCTaBISETCS
3aMHTEPECOBAHHBIM JIMIAM B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickon denepanum.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Mnaea 7. KMIMHUWYECKUE UCCJIEAOBAHUA JIEKAPCTBEHHbIX
NPEMAPATOB ANnA MEANWLUMHCKOIO NPUMEHEHUA, OrOBOP
Ob UX NMPOBEAEHUW, MPABA NALUMEHTOB, YYACTBYIOLLUX
B 3TUX UCCITIEAOBAHUAX

Cratba 38. KnuHuuyeckue wuccnegoBaHMA INeKapCTBEHHbIX MpenapaTtoB Ans
MeAULIMHCKOro NpMMeHeHuns
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

1. Knmuandeckue ucciaenoBaHUs JIGKAPCTBEHHBIX MPENaparoB I MEAMIIMHCKOTO NMPUMECHEHHUS, B
TOM YHCIIE MEKIYHAPOIHBIE MHOTOIICHTPOBBIC, MHOTOIICHTPOBBIE, TOCTPETHUCTPAIIMOHHEIE, TPOBOISATCS B
OJTHOM MM HECKOJBbKUX METUITMHCKUAX OPTaHU3aIUsAX B CIEAYIONUX [ETIIX:
(B pen. deaepanbubix 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

1) ycranoBneHue 6€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB I 3A0POBBIX TOOPOBOJIBIEB U (WITH)
MIEPEHOCUMOCTH UX 3J0POBBIMH J00POBOJIbLIAMH, 32 UCKIIOYEHHEM TaKUX MCCIIEIOBAHUN JIEKaPCTBEHHBIX
MpEIaparoB, MPOU3BEICHHBIX 3a npeaenamu Poccuiickor denepannu;

2) noabop ONTUMATIBHBIX TO3UPOBOK JIEKAPCTBEHHOTO Iperapara U Kypca JIeUeHUs sl MalUeHTOB
C OMpeJeNIeHHBIM 3a00JICBAHUEM, ONTHUMAIBHBIX 103 U CXEM BAKIUHAIMH WUMMYHOOHOJIOTHYECKHUMHU
JIEKapCTBEHHBIMU MperapaTaMu 3I0pOBbIX JOOPOBOJIBLIEB;

3) ycranoBieHuEe 0€30MaCHOCTH JIEKApCTBEHHOTO Tpenapara u ero 3(h()EeKTUBHOCTHU ISl MAIIEHTOB
C ONpeACICHHBIM 3a0o0JieBaHHEM, NPOPHIAKTHUCCKOW APPEKTUBHOCTH HUMMYHOOHOJIOTHYECKHUX
JIEKapCTBCHHBIX MPENapaToB IS 3J0POBBIX TOOPOBOJIBIICE;

4) n3ydyeHue BO3MOXKHOCTH PaCIIMPEHUs NOKa3aHUU [yl MEAMLIMHCKOTO IPUMEHEHUS U BBISBICHUS
paHee HEU3BECTHBIX MOOOYHBIX JEHCTBUI 3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

1.1. Knuaudeckue ucciieoBaHUs JEKAPCTBEHHBIX IPENapaToB ISl MEIULMHCKOTO NMPUMEHEHHS
IIPOBOJATCS. B COOTBETCTBUM C IPABHJIAMU HAJICKALICH KIMHUYECKOM IPAKTHKH, YTBEP KICHHBIMU
EBpazuiickoit 5KOHOMUYECKONH KOMUCCHUEH.

(uactsb 1.1 BBenena @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

2. B oTHOIIEHNH BOCIIPOM3BEICHHBIX JICKAPCTBEHHBIX MIPENapaToB Uil MEAUIIMHCKOTO TPUMEHEHHS
IMPOBOAATCA HCCICAOBAHUA OMODKBUBAJIEHTHOCTH W (I/IJII/I) TepaHGBTquCKOﬁ OKBHUBAJICHTHOCTH B
NOpsi/IKe, yCTAHOBJIEHHOM aKTaMH, COCTaBIISIOIUMHE 1paBo Coro3a.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-®3)

3. OpFaHI/BaHI/IIO MPOBCACHHUA KIIMHUYCCKUX I/ICCJ'IeI[OBaHI/II‘/’I JICKAPCTBCHHOTO TIIp€riapara IJIsd
MCIUIHUHCKOI'O IPpUMCHCHUS BIIPABC OCYIICCTBIATE!:

1) pa3paOoTuMK JIEKapCTBEHHOTO MpernapaTa UK YIIOJIHOMOYEHHOE UM JIULIO;

2) obOpa3oBaTenbHbIE OpPraHU3alMM BBICIIETO OOpa30BaHUs, OPTaHM3AIMU JOTMOJHUTEIHLHOTO
npodeccnoHanTpHOT0 00pa30BaHus;
(m. 2 B pen. @enepanbuoro 3akoHa ot 02.07.2013 N 185-D3)

3) HayuHBIE OpraHU3AIUH.
(B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

4. KiuHHMuYeCKHE HCCIIEeIOBaHUs JIEKapCTBEHHOIO Ipernapara Uil MEAMIMHCKOIO IMPUMEHEHMS
MIPOBOJATCS. HA OCHOBAaHUM pa3pelIeHUs] Ha MPOBEICHUE KIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO
mpernapara, BbBIIAHHOTO  YIIOJIHOMOYEHHBIM (efepaJbHbIM OpPraHOM  HCHOJHHUTEIBHOM  BIJIACTH.
YnonHoMoueHHBIN (eepalbHbIi OpraH UCIOJHUTENBbHOM BIAaCTH BEJET PEECTP BBIIAHHBIX Pa3pelIeHH
Ha IPOBEICHUE KIIMHUYECKUX UCCIIENOBAHUM JIEKAPCTBEHHOIO IIpenapara, CoAepKallvil ykasaHue Ha UX
LIEJIb WM LIEJIA, B YCTAHOBJIIEHHOM 3TUM OPTraHOM ITOPSIJIKE.
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?;iie?:;gbig ;%K;; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Aata coxpaxenms: 10.02.2025

(B pen. @enepanbHbIX 3aKoHOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)
5. Yrparun cuiny ¢ 1 uronsg 2015 roaa. - @enepanbubliii 3akoH ot 22.12.2014 N 429-D3.

6. K opranmsanmu mnpoBeAeHUS KIMHUYECKUX HCCICAOBAHUM JIEKapCTBEHHOTO mpernapara Jyis
MEIUIIMHCKOTO TPUMEHEHUS pPa3pabOTYMKOM JIEKApPCTBEHHOTO Iperapara MOTYT IPHUBJIEKATHCS
IOpUIMYECKHE JIMIa JI000H OpraHM3allMOHHO-TIPABOBOM  (pOpMBI  TpH  yCIOBUM  OOECICUYeHUs
COOTBETCTBUS 9THX HCCIIEIOBaHUI TpeOoBaHMAM HacTosmero denepanbHOro 3aKoHa.

7. YTpatun cuny. - @eaepanbubiit 3akon oT 30.01.2024 N 1-03.

8. IlepeueHb MEAMIIMHCKUX OpraHU3alWd, MOPOBOASIIMX  KIMHUYECKHUE  HCCIIEeIOBaHUS
JIEKapCTBEHHBIX IPENapaToB JUIsl MEIULUHCKOIO NPUMEHEHUS, U PEECTpP BBIJAHHBIX pa3pelIeHUl Ha
MPOBEJCHUE KIMHUYECKUX HCCIICJJOBAaHUM JIEKAPCTBEHHBIX IMPENapaToB OMYyOJUKOBBIBAIOTCS WU
pa3MenaroTcs YIOJIHOMOYEHHBIM (he/iepaabHbIM OpraHOM HUCIIOJHUTENIBHOM BIACTU B YCTAHOBJIEHHOM UM
MOPsIIKE Ha CBOEM oHIManbHOM caiite B cetu "HHTepHET".

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

Koncynpsrantlintoc: npumedanue.
[Tonoxenus cr. 39 (B pen. @3 ot 30.01.2024 N 1-®3), xacarommuecs: TpeIoCTaBICHUS TOC. YCIYyT
ITOCPEJICTBOM €IMHOM CUCTEMBI U (WJIH) €IMHOTO TopTaja, mpumenstorcs ¢ 01.01.2026.

Cratbsa 39. PeweHue o npoBeAeHUU KNMHUYECKOro nccrefoBaHUs NeKapCTBEHHOro
npenapara ans MeaULUHCKOro NpuMeHeHus

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Kauawmueckoe HCCIICAOBAHHUEC JICKAPCTBCHHOI'O IIp€rapara I MEAULUHCKOI'O IMNPUMCHCHUA
IMPOBOAWUTCA HAa OCHOBAHWHM PA3pCHICHUA Ha MPOBCACHHUEC KIMHUYCCKOro MCCICAOBAHUA JICKAPCTBECHHOI'O
npemnapara, BbIAAHHOTI'O YIIOJIHOMOYCHHBIM (I)eI[epaJ'ILHLIM OpraHomMm HCIIOJIHUTENLHOM BIIACTH 11O
pe3yibTaTaM JSKCICPTHU3bI AOKYMCHTOB, H€O6XO}II/IMI)IX IJId TIOJIYYCHHA pPaspCllICHHA Ha IMPOBCACHUC
KIIMHUYCCKOT'O UCCIICAOBAHUS JICKAPCTBCHHOT'O IIPEIiapaTa 1 ATHYECKOU OKCIICPTHU3BI.

2. Jlng mosyyeHusl pa3pelieHHs] Ha MpPOBEIACHHE KIMHUYECKOTO HCCIIEOBaHMS JIEKapCTBEHHOIO
npenapara JAjas MEIULUHUHCKOTrO NPUMEHEHUs 3asBUTEIb HAIpaBiseT MOCPEACTBOM E€IUHOrO MopTraja B
YIOJIHOMOYECHHBIM  (e/lepasibHBIA  OpraH  WCIOJHUTEIBHOM  BIACTH WM  JIMYHBIA ~ KaOWHET
YIIOJIHOMOYEHHOTO (heiepabHOTO OpraHa UCIOJHUTEIBHOM BIACTH B €IMHON CUCTEME:!

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) 3asABJICHUC O BbIAAYUC PASPCIICHHUA Ha MPOBCACHNEC KIIMHUYCCKOI'O UCCIICAOBAHUSA JICKAPCTBCHHOT'O
nmpemapara A MCIULOUHCKOTO IMPUMCHCHHSA, ITOAIMCAHHOC yCHHeHHOﬁ KBaJ'II/ICbI/II_[I/IPOBaHHOI\/’I

3JIEKTPOHHON TOANHCHIO;
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2) yrpatui cuity. - @enepanbubiil 3akoH oT 30.01.2024 N 1-D3;

3) IMPOTOKOJ KIIMHHUYECKOI'O HCCICAOBAHUA JICKAPCTBECHHOT'O IMpe€napara IjId MCIUIUHCKOro
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

IMPUMCHCHUS,

4) Opourtopy uccienoBatelss (JUisl 3aperUCTPUPOBAHHOrO JEKApCTBEHHOI'O IIpernapara JOIMyCTHMO
3aMEHHUTHh OJNOOpPEHHOW OO0ImeH XapaKTepUCTHUKOW JIEKAPCTBEHHOTO Mperapara, eclid  TaKol
JIEKapCTBEHHBIH Ipenapar 3aperucTpUpoBaH B COOTBETCTBUU C aKTaMH, COCTaBsAolMMU IpaBo Coro3a,
U €ro IpPUMEHEHHE B KIMHUYECKOM HCCIEJOBAaHUM HE IPOTUBOPEUUT OJOOpPEHHON oOuIeH
XapaKTepUCTHUKE JIEKapCTBEHHOT'O Mpenapara A1 MEIULMHCKOIO IPUMEHEHUS);

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

5) uHGOpPMaAITMOHHBIH JIMCTOK MMALIUEHTA;

6) cBereHus 00 OmbITE PabOTHI HCCIENOBATENEH MO COOTBETCTBYIOIIMM CIEHHUAIBHOCTSIM U HX
OIbITE PabOThI IO IPOBEIECHUIO KIMHUYECKUX UCCIIE0BaHU;

7) - 8) yrpatuiu cuiy. - ®enepanbHbiii 3akon ot 30.01.2024 N 1-D3;

9) KOIIMIO J0roBopa 0053aTeNLHOr0 CTpaxoOoBaHUA, 3aKIHOYCHHOI'O B COOTBCTCTBHU C THUIIOBBIMHU
ImpaBUJIaMn 00s13aTeIHLHOTO CTpaxoBaHHuid, C YKa3aHUCM HpeILCHBHOﬁ YHUCJICHHOCTH ITAallMCHTOB,
y4aCTBYOOMX B KIIMHAYCECKOM HCCJIICAOBAHUU JICKAPDCTBCHHOI'O IIpfliaparta MoJisi MCEAUIUHCKOI'O
IMIPUMCHCHUS,

10) mHpopmanMIO O COCTaBe JEKApCTBEHHOIO Ipernapara Uil MEAMLMHCKOro MpUMEHEeHHs (3a
UCKJIIOUYEHUEM OMOJIOTUYECKUX JIEKAPCTBEHHBIX NIPENapaToB);
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

11) nOKyMeHT, cOCTaBICHHBIN MPOU3BOAUTENIEM JIEKAPCTBEHHOI'O Mpenapara JUisi MEAULIMHCKOIO
IPUMEHEHHUsST U COJEpKalluMi IO0KazaTesln (XapaKTepUCTHKH), a TAaKKe CBEIEHHs O JIEKapCTBEHHOM
npernapaTe Uil MEIMLMHCKOIO MNPUMEHEHHs, MPOU3BEIEHHOM [UIsl MPOBEACHUS KIMHUYECKUX
UCCIIeIOBaHMHM (32 UCKIIIOYEHHEM OMOJIOTHYECKUX JIEKapCTBEHHBIX MpenapaToB);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-®3)

11.1) nOKyMeHTHI ¥ CBEACHHMsS, TNPEAYCMOTPEHHBbIC TpPaBUIAMH TPOBEIACHHS WCCIICOBAHUMA
OMOJIOTMUECKNX JICKAPCTBEHHBIX CPEACTB EBpa3suiicKOro SKOHOMHUYECKOTO COH03a, YTBEPKIECHHBIMU
EBpasuiickoit 5KOHOMUYECKOH KOMHUCCHUEN;

(n. 11.1 BBenen denepanbabiM 3akoHOM 0T 30.01.2024 N 1-D3)

12) cBeneHus 0 naTe MPEAOCTaBICHHS] W PETHCTPAIMOHHOM HOMEpPE JIMIIEH3MH Ha MPOH3BOJCTBO
JIEKapCTBEHHBIX CPEJACTB B Clly4ae, €CJId MPOU3BOJICTBO JIEKAPCTBEHHOIO MpErapara OCYIIECTBISETCS B
Poccuitickoii ®epepanuu, WM JTOKYMEHT, COJAEPKAIIMM CBEIEHMS O JaTe IMpPEJOCTaBICHUSA U
PETUCTPAIMOHHOM HOMEpPE 3aKJIIOYEHHSI O COOTBETCTBMU IMPOU3BOIAUTENS JIEKAPCTBEHHOI'O Iperapara
TpeOOBaHUAM IIPaBUII HaJJIexKaniei MIPOU3BOIACTBEHHOMN MIPAKTUKH, MPEIOCTABICHHOTO
YIOJTHOMOYEHHBIM OPTaHOM CTPAaHbI MPOXU3BOIUTENIS JIEKAPCTBEHHOTO TIpernapara.

(B pen. ®enepanbubix 3akoHOB oT 04.06.2018 N 140-D3, ot 27.12.2019 N 478-d3, ot 30.01.2024 N
1-®3)

2.1. Csenenus, moAaTBepkAamomue (HakT yImaTel TOCYAapCTBEHHOH MOIUIMHBI 3a IpPOBEIEHUE
ATHUYECKOM SKCIEePTHU3bl, SKCIEPTH3bl JAOKYMEHTOB Ha JIEKApCTBEHHBIM TNpenapar Ajas MOJy4eHHUs
paspellieHuss Ha TNPOBEACHHE KIMHUYECKOTO HCCIENOBAaHUSA JIEKapCTBEHHOIO Ipenapara Juisd
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

MEJIULMHCKOIO IIPUMEHEHHUs, 3a BbIJAady Ppa3pelICHHs] Ha IMPOBEIACHUE KIMHUYECKOTO HCCIEAOBaHUS
JIEKapCTBEHHOI'O IIpenapara il MEIULUHCKOTO IIPUMEHEHHUs, 3a IPOBEACHHUE DKCIIEPTU3bl JOKYMEHTOB
Ha JICKAPCTBEHHBIM IIpenapar I IOJYy4YEHHsl pa3pelieHHs Ha IPOBEICHHE MEXKIYHApPOIHOIO
MHOTOLICHTPOBOTO KJIMHMYECKOTO HCCIIENOBaHMUS JIEKapCTBEHHOIO IIpernapara s MEJULMHCKOrO
IIPUMEHEHHUs, 3a BblJAa4y pa3pelICHHss Ha [POBEIACHUE MEKIYHApOJHOIO MHOIOLICHTPOBOIO
KIIMHUYECKOTO HCCIICJOBaHMs JIEKAPCTBEHHOI'O IIpernapara Uil MEOULUMHCKOrO IPUMEHEHMS, 3a
MIPOBEACHUE 3TUYECKOW OKCIEPTHU3bI, JKCIEPTHU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM IIpenapar s
IIOJIyYE€HUsI Ppa3pellcHHss Ha MPOBEACHHE IOCTPETUCTPALMOHHOTO KIMHUYECKOIO HCCIEIOBAHUS
JIEKAPCTBEHHOI'O IIpernapara Il MEJULUHCKOrO0 IPUMEHEHHMs, 3a BblJady pa3pelicHUs Ha IIPOBEICHUE
IIOCTPETUCTPALIMOHHOIO KJIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOIO Ipernapara A MEOULMHCKOTO
IPUMEHEHHS, a TAKXKE CBEJICHUS O BBIIaBAEMBIX (IIPEIOCTABISEMBIX) YIIOJTHOMOYEHHBIMHU (eiepaTbHBIMU
OpraHaMM HCIIOJIHUTEJIbHON BIACTH JOKYMEHTax (CBEIEHMSX), YKa3aHHbIX B IyHKTe 12 wactu 2
HACTOSIIEH CTAaThbU, YMOJHOMOUYEHHBIN (efepabHbIii OpraH MCHOJIHUTEIBHOW BIIACTH 3alpallidBacT B
MOPAJIKE MEXBELOMCTBEHHOT'O 2JIEKTPOHHOI'O B3aUMOIEHCTBUS.

(dactb 2.1 B pen. denepansuoro 3akona ot 30.01.2024 N 1-03)

3. B cpok, He mpeBbIIAOMIMK Tpex pabouuMx AHEW CO JIHA HaAMpaBlIEHUs B JMYHBIA KaOWUHET
YIIOJTHOMOYEHHOTO (pe/IepaIbHOr0 OpraHa HCIOJHUTEIFHOW BIIACTH B €IUHON CHCTEME YKAa3aHHOTO B
nyHkTe | yacTu 2 HACTOAILIEH CTaTbU 3asBICHUS U HEOOXOIMMBIX TOKYMEHTOB, YIOJHOMOYEHHBIH
denepanbHBIA OPraH UCIOJHUTEIIBHON BIIACTH:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) mpoBOAUT MPOBEPKY IMOJHOTHI U JOCTOBEPHOCTU CBEJIEHUH, COAECPKAILUXCS B MPEICTaBICHHbBIX
3asBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET PEUICHHE O MPOBEAECHUU SKCIEPTU3bl JTOKYMEHTOB JUIsl IIOJyUYEHUsl pa3pellieHus: Ha
[IPOBEACHUE KIMHUYECKOI0 MCCIIEI0OBAaHU JIEKAapCTBEHHOIO IIpernapaTa I MEAULUHCKOrO IPUMEHEHHUS
1 ATUYECKOH 3KCIEepPTU3bl UM 00 OTKa3e B MPOBEACHUN YKa3aHHBIX IKCIEPTHU3;

3) HampaBlsieT 3aABUTENIO MOCPEICTBOM €IMHOTO MOpTaja WU B JIMYHBIA KaOMHET 3asiBUTENS B
€AMHOM CUCTEeMe TOJNMUCAHHOE YCUIICHHON KBaTU(UIMPOBAHHOMN AJIEKTPOHHOM MOAMUCHI0 YBEIOMIICHUE
O TPUHATOM PEIIEHUH JTU00 B clydyae MPUHSITUS PElIeHHs] 00 0TKa3e TaKkKe ¢ yKazaHHUEM IMPUYUH TaKOTO
OTKa3a;

(B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4) HampaBJIsIeT B IMYHbBIN KAOMHET SKCIIEPTHOTO YUPEKJICHHS B €IMHOM cucTeMe U JINYHBIA KaOUHET
COBETa II0 ITHKE 3aJaHus Ha MPOBEACHHE COOTBETCTBYIOLIMX JKCIEPTHU3, MOJAINUCAHHBIE YCUICHHBIMU
KBJIN(ULIMPOBAHHBIMU 3JIEKTPOHHBIMH MOANHUCIMHU.

(m. 4 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. B cinydae BbISBICHUS HEMOJHOTHI W (WMJIM) HEJOCTOBEPHOCTH HH(pOpMAINH, COAepiKallehcs B
NPEJICTaBICHHBIX 3asBUTENEM JOKYMEHTAaX, YIOJHOMOYEHHBIH (elepanibHblil OpraH HCIOJIHUTEIbHON
BJIACTH HAIpaBJIIET B JIMYHBIA KaOWMHET 3asBUTENS B €AMHON CHCTEME 3allpoc 00 YTOUHEHUU yKa3aHHOU
uHpOpMalUY, TOANUCAHHBIN YCHUJICHHON KBalU(HUIIMPOBAHHONW 3IIEKTPOHHOM IOANKUCHIO. 3asBUTEIb
00si3aH HampaBUTh B JIMYHBIN KaOWHET YIOJHOMOYEHHOro (henepasbHOro opraHa HCIOJTHUTEIbHON
BJACTU B €IAMHOI CHUCTeMe MOANUCAHHBINH YCUJICHHOH KBaTU(HUIMPOBAHHOW SJIEKTPOHHOH MOJMHUCHIO
OTBET Ha 3alpoC YINOJHOMOYEHHOIrO (heaepasbHOr0 OpraHa HCIOJHUTENIBHOW BIIACTH B CpPOK, HE
MPEBBIMAIOIINN EBIHOCTa pabounX JHEH CO JHS MOITY4YEHUs YIIOJIHOMOYEHHBIM (heiepalibHbIM OpraHOM
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

WCTIOJHUTEJIBHOM BJIACTH 3JEKTPOHHOTO YBEIOMJICHHS O IIOJNydeHHH 3asBUTeleM 3ampoca. Cpok,
YKa3aHHbBIN B 4acTW 3 HACTOSIIEH CTaThH, IPUOCTAHABIUBACTCS CO JHS HAIIPABIICHHS B JIMYHBIN KaOWHET
3asBUTEN B €IMHOW CHCTEME 3arpoca YIOJIHOMOYEHHOTO (heepasbHOro OpraHa HCIOJHUTEIbHON
BJACTH JO JHS HalpaBlICHHUS B JIMYHBIM KaOWHET YIIOJIHOMOYEHHOro (enepaibHOr0 OpraHa
WCIIOJIHUTEJILHOHN BJIACTH B €UHOW CHCTEME OTBETA Ha 3alpOC U HE YYUTHIBACTCS MIPH UCUUCICHUHN CPOKA
MPUHATHUS YIIOJTHOMOYCHHBIM (heZiepalibHbIM OPTaHOM UCIIOJIHUTEIILHOW BIIACTH PEIICHHS O MPOBEACHUU
AKCIEPTHU3bI JOKYMEHTOB JUIS TOJYYEHHUs pPa3pelicHHs] Ha MPOBEACHHE KIMHUYECKOTO HMCCIIEAOBAHUS
JICKApCTBEHHOTO Mperapara Jisi METUIIHHCKOTO IIPUMECHEHUSI.

(dactb 4 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHOBaHHMEM JUIsl OTKa3a B MPOBEIACHUU SKCIEPTHU3bI JOKYMEHTOB JIJISl MOJYYEHHUS Pa3peiIeHUs
Ha TMPOBEJCHUE KIMHUYECKOTO KCCIIEOBAHUS JICKAPCTBEHHOTO TMpernapara Uil MEIUIIMHCKOTO
MPUMEHEHUSI W OTUYECKON SKCHEPTH3bl SBISETCS TPEICTaBICHHUE IOKYMEHTOB, MPEIYCMOTPEHHBIX
YacThIO 2 HACTOSIIEH CTaThbW, B HEMOJHOM OOBEME, HEMPEACTABIICHHE 3agBUTEIIEM B YCTAHOBIICHHBIN
CpPOK OTBETa Ha yKa3aHHBI B 4YacTH 4 HACTOSIIEH CTaThbU 3alpoC YIMOJIHOMOUYEHHOro (heaepaabHOro
OpraHa UCHOJHUTEILHON BIIACTH JTMOO OTCYTCTBHE B TPEICTABICHHBIX JOKYMEHTAX HCUEPITBIBAOIIETO
MepevHs HeoOXoauMOoN WHGOpMaK WKW WHGOPMAIMH, KOTOpas JO/DKHA OBITh OTPaKEHA B HUX, a
TaKkKe OTCYTCTBUE  CBEIACHUH, KOTOpblE B  JaJbHEWUIIEM  IOJTBEPXKAAIOTCS  MOCPEACTBOM
MEXBEJIOMCTBEHHOTO 3JIEKTPOHHOTO B3aMMOJCHCTBHS, O (pakTe yIraThl TOCYIapCTBEHHON IMOIUIMHBI 32
MPOBEACHUE 3TUYECKOW SKCHEPTU3BI, IKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Mpemnapar s
MOJIyYEHUsl pa3pellleHusl Ha MPOBeIeHNEe KIMHUYECKOT0 MCCIE0BaHUs JIEKAPCTBEHHOIO Mpenapara Juis
MEIUIIMHCKOTO TMPUMEHEHHUs, 32 BBIJa4y pa3pelieHHUs] HA TMPOBEJACHUE KIMHUYECKOTO HCCIEAOBaHUS
JIEKapCTBEHHOT'O TMpenapara il MEIUIIMHCKOTO MPUMEHEHHUS, 32 MPOBEACHHUE SKCIEPTU3bl JOKYMEHTOB
Ha JIEKAPCTBEHHBIM TMpernapaTr g TOJyYeHHs] pa3pelieHus] Ha MPOBEACHHE MEXIYHAPOIHOTO
MHOTOIICHTPOBOTO KJIMHHMYECKOTO HCCIASAOBaHUS JIEKAPCTBEHHOTO IIpernapara s MEIUIIMHCKOTO
MPUMEHEHHUSI, 32 BbIJAYy pa3pelieHus] Ha MPOBEJACHUE MEXKIYHAPOJHOTO MHOTOIICHTPOBOTO
KJIIMHUYECKOTO HCCIIEJOBAaHUS JIEKAPCTBEHHOIO TMpernapara g MEIUIMHCKOTO MPUMEHEHHUs, 3a
MPOBEACHUE DSTUUYECKOW SKCIEPTU3BI, IKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Mpemnapar s
MOJIYYEHUs] pPa3pelieHHs] Ha MPOBEACHUE TMOCTPErMCTPALMOHHOIO KIWHUYECKOrO0 HCCIEAOBaHUs
JIEKApCTBEHHOTO Tpernapara Jjisi MEIUIIMHCKOTO MPUMEHEHHS, 3a BbIJIauy pa3pelieHus Ha MPOBEICHHE
MOCTPETUCTPALIMOHHOTO KJIMHUYECKOIO MCCIENOBaHUs JIEKAPCTBEHHOrO MpernapaTta Uisi MEAUIMHCKOTO
MIPUMEHEHUS.
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

6. IlpoBenpeHme OKCHEpPTU3bl JOKYMEHTOB JUIsl TOJYYEHHUS pa3pelieHuss Ha MPOBEIACHUE
KJIMHUYECKOTO MCCJIEI0BAHMS JIEKAPCTBEHHOIO TpernapaTa Jijisi MEAUIIMHCKOTO MPUMEHEHHS U 3TUYECKON
9KCIEPTHU3BI, COCTABIIEHNE KOMUCCUEH IKCIIEPTOB U COBETOM I10 ITHUKE 3aKITFOYCHUN O BO3MOKHOCTH WJTH
HEBO3MOKHOCTH TPOBEJEHUSA TAKOro0 KIMHUYECKOTO MCCIENIOBAaHMS, TMOJANUCAHUE 3aKIIOUYECHUU
YCUJICHHBIMH KBAJTU(DUIIMPOBAHHBIMU 3JICKTPOHHBIMU MOUCSIMU U HAMPABIIEHNE JaHHBIX 3aKITIOUYEHUN B
JUYHBINA KaOWHET YIOJTHOMOYEHHOTO (peiepabHOTrO OpraHa MCIOJHUTENLHON BIACTH B €IMHOW CUCTEME
OCYIIECTBJISIIOTCSI B CPOK, HE TPEBBIIIAIONIMN JIBAaAaTH TATH pabo4MX JHEW CO JHS HANpaBlICHUS B
JUYHBIA KaOMHET »JOKCHEepTHOTO YUPEXKIEHUS B €IWHOM CHUCTEME 3a/laHds YIOJIHOMOUYEHHOTO
(dbenepalbHOTO OpraHa UCIOJHUTEIBHON BJIACTH C MPUJIOKEHWEM JOKYMEHTOB, YKa3aHHBIX B IMyHKTax 3,
4,10, 11 u 11.1 gactu 2 HacTosIed CTaTbU, U HAIPABJICHUS B JIMYHBIA KaOWHET COBETA MO JTHUKE B
€AMHOM CHUCTeME 3aJaHMs YIOJHOMOYEHHOTO (QeaepaqbHOTO OpraHa WCIOJHUTEIRHON BJIACTH C
MIPUIIOKEHUEM JTOKYMEHTOB, YKa3aHHBIX B MMyHKTaX 3 - 6 1 9 yacTu 2 HACTOSIICH CTaThH.

(uactsb 6 B pen. denepanproro 3akoHa ot 30.01.2024 N 1-D3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

7. B cpok, He TpeBBIAIOIMMA Tpex paboumx JHEW CO JHS HANpPaBICHUS B JIMYHBIA KaOWHET
YIIOJIHOMOYEHHOr0 (heAepalbHOrO OpraHa HCIOJHMUTENbHOM BIAcTH B €AMHOM CHCTEME 3aKJIIOUEHMH,
YKa3aHHBIX B 4YacTH 6 HACTOSIIEH CTaThbH, YIMOJHOMOYEHHBIH (elepalbHbIii OpraH HCIOJHUTEIHHON
BJIACTH:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

1) OCYHIECTBIIACT OLCHKY NOCTYIIUBIINUX 3aKJIFOYCHUM IJIg oNpEACICHUA NX COOTBETCTBUA 3aJaHUAM
Ha NPOBCACHUC COOTBCTCTBYIOIIUX OKCIICPTU3;

2) mpUHMMAeT pEeLIeHHE O BBAAYe PA3PEIICHUS Ha IMPOBEICHHE KIMHUYECKOTO HCCIEIOBAHMS
JIEKAPCTBEHHOI'O IIperapara il MEIULIHUHCKOTO IIPUMEHEHUS, BHOCUT B PEECTP BBIIAHHBIX PA3PEILICHUN
Ha TMPOBEJCHHWE KIMHUYECKUX HCCIEAOBAaHMN JIEKAPCTBEHHOTO IMpermapara COOTBETCTBYIOLIYIO
MHPOPMALIMIO W HAIMpPAaBISET IMOCPEACTBOM E€IMHOIO IMOpTala 3asBUTENI0 WIM B JMYHBIA KaOWHET
3asBUTENSI B €IMHON CHCTEME BBIMHCKY U3 PEECTpa BBITAHHBIX pa3pelIeHHd Ha TPOBEICHUE KIMHIYECKUX
WCCIIC/IOBAaHUI  JICKQPCTBEHHOTO  TpenapaTa, MOIMHCAHHYI0  YCHJICHHOH  KBaJU(UIIMPOBAHHOU
AIIEKTPOHHOH TOAIHUCHIO;

(m. 2 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

3) mpuHHMaeT pelieHHe 00 OTKa3e B BbIIade pa3pelICHUsT Ha MPOBEACHUE KIMHUYECKOTO
MCCJICIOBAHMS JICKAPCTBEHHOTO IperapaTa ik MEIUIIMHCKOTO MPUMEHEHHS M HAIIPABIISICT MMOCPEICTBOM
€IMHOTO TOpTaia 3asBUTEII0 WIA B JIMYHBI KAOWHET 3asBUTEIIA B CIMHOW CHUCTEME JAHHOE PEIICHUE,
MONMCAHHOE YCHJICHHOW KBATH(DUIIMPOBAHHOMN AJIEKTPOHHOH MOIMKICHIO, C YKa3aHWEM IPUYUH O0TKa3a.
(m. 3 B pea. @enepanbuoro 3akona ot 30.01.2024 N 1-D3)

8. OcHOBaHUEM JUIsl OTKa3a B BblJaye pa3pellieHUs] Ha MPOBEICHHE KIMHUYECKOIO HMCCIIEI0BaHUs
JIEKApCTBEHHOIO IIpenapara Uil MEIULMHCKOIO IIPUMEHEHUS ABIIACTCA HATUYME 3aKII0YEHUs KOMUCCHU
JKCIIEPTOB WIJIM 3aKJIIOYEHUS COBETa II0 3THKE O HEBO3MOXKHOCTH IIPOBEIACHUS KIMHUYECKOIO
UCCIEAOBAHUA JICKAPCTBEHHOIO Ipenapara Uil MEAMIUHCKOrO IPUMEHEHUS [0 pPe3yJbTaraM
MIPOBEACHHBIX IKCIIEPTU3, IPEAYCMOTPEHHBIX YaCThIO 6 HACTOSIIEH CTAThHU.

9. Pemienne 00 oTka3ze B MPOBEACHHM SKCIEPTH3bI JOKYMEHTOB JUISl TMOJYYCHHs pa3pelieHus Ha
MPOBEJICHUE KIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOr0 Ipenapara Juisi MEAUIIMHCKOTO MPUMEHEHHUS
U OTUYECKOM DKCIEPTU3bl M B BbIJau€ pa3pelleHUss Ha NPOBEIACHUE KIMHUYECKOTO HCCIIEIOBaHUs
JIEKApCTBEHHOT'O TIperapara JUisli MEIUIIMHCKOTO TPUMEHEHHUSI MOXKET OBITh 00XaJOBAaHO B TOPSIKE,
YCTAHOBJICHHOM 3aKOHOAATENLCTBOM Poccuiickoit denepanuu.

KoncynprantlIntoc: npumedanue.
[Tonoxenus ct. 39.1 (B pea. @3 ot 30.01.2024 N 1-d3), kacaronuecs NpeaOoCTaBIECHUS TOC. YCIYT
IIOCPEICTBOM €IMHOM cucTeMsl, mpuMenstores ¢ 01.01.2026.

Cratbsa 39.1. dTuyeckas akcnepTmusa
(BBenena denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)
1. DTuueckas 3KkcnepTH3a MIPOBOJUTCS COBETOM IO 3THKE, CO3AaHHBIM B MOPSIKE, YCTAHOBIEHHOM

YIIOJIHOMOYCHHBIM (bejlepaJ'IBHI)IM OopraHom HCIIOJIHUTEILHOMN BJIaCTH, B LCJIAX BbIAAYHU 3aKJITIOYCHUS 00
TUYECKON 00OCHOBAHHOCTH BO3MOKHOCTH MPOBCACHUA KIIMHUYCCKOTO HCCIICAOBAHUS JICKAPCTBECHHOI'O
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

npemnapara Jjid MCIUIUHCKOIO NPpUMCHCHH .

2. DKcrnepTaMu COBETa MO 3TUKE MOTYT OBITH MPEICTaBUTEIN MEIUIIMHCKUX OpraHU3aluil, HAy4HbIX
opraHuzanuii, 00pa3oBaTENbHBIX OpPraHU3AIMI BBICHIETO OOpa30BaHUs, a TaKXKe MPEICTABUTEIN
OOIIECTBEHHBIX OPTraHU3ALNUNA, PEIUTHO3HBIX OpPraHU3alMi U CPeACTB MaccoBOi MHpopmauuu. /JaHHble
SKCIIEPTHl HE MOJDKHBI HAXOJUTHCA B KAKOW-THOO 3aBHUCHMOCTH OT Pa3paOOTYMKOB JIEKAPCTBEHHBIX
MpernapaToB U APYTUX JIUL, 3aMHTEPECOBAHHBIX B PE3YJIbTaTaX dTUYECKON IKCIIEPTU3BIL.

3. Omnarta yciayr SKCIEPTOB COBETa I10 ATHKE OCYLIECTBISETCS Ha OCHOBAaHMM JIOIOBODA,
3aKJIFOUEHHOTO MEX]y YHMOJHOMOYEHHBIM (he/iepaJbHbIM OPraHOM MCIIOJHUTEIBHON BIACTH, KOTOPBHIM
CO3JIaH COBET IO 3TUKE, M OKCIEPTOM COBETa IO OSTHKE, 3a CYeT OIOKETHBIX AaCCUTHOBAHUHU,
MIPElyCMOTPEHHBIX YIOJIHOMOYEHHOMY (heepaJbHOMY OpraHy MCIOJHUTEIBHOW BJIACTH, KOTOPBIM
CO3JIaH COBET MO 3THKE, B (elmepanbHOM OIOPKETe Ha COOTBETCTBYIOIIMK TOJ Ha OOECIeYeHHe €ro
NesTeNbHOCTH, B pa3Mepax, ycTaHoBleHHBIX [IpaButensctBoM Poccuiickoit denepanuu.

4. DKcHmepThl COBETa MO 3THUKE HECYT OTBETCTBEHHOCTH B COOTBETCTBUM C 3aKOHOJATEIHCTBOM
Poccuiickoit deneparuu.

4.1. Tlpm mpoBeAEHWH ATHYECKOW OKCIEPTU3BI HE JOMYCKAECTCS HCTPEeOOBAaHUE OJKCIIEPTOM Yy
3asBUTENS JIMOO WHBIX JIMI MaTEpUalIOB, HEOOXOMMMBIX Ul NMPOBENCHHS STHUECKOM HSKCrepTu3bl. B
cllydyae HEIOCTATOYHOCTH TIPEICTABICHHBIX JKCIIEPTY MATEPHAJIOB B JIMYHBIA KaOMHET 3asBUTENS B
eIMHOI CHUCTEME YIOJHOMOYEHHBIM JIMIIOM COBETa IO ITHKE HAIPaBISIETCS 3alpoc O MPEACTaBICHHU
HEOOXOIMMBIX MaT€PHAJIOB, MOAMMCAHHBIA PyKOBOAUTENEM (YIOJTHOMOYEHHBIM JIUIIOM) COBETA MO STHUKE
C HCIIOJIb30BAHUEM YCHJICHHOW KBaJU(HUIMPOBAHHOW AJIEKTPOHHOW IOMIKCH, a TAKKe HAIpaBIIAETCS
yBEJOMJIEHHE 00 YKa3aHHOM 3alpoce B JIMYHBIM KaOMHET YIOJHOMOYEHHOro (erepaabHOTO OpraHa
UCTIOJIHUTEIBHON BIIACTH B €JMHON CHCTEME.

(uactsb 4.1 BBenena @enepanbHbM 3akoHOM OT 30.01.2024 N 1-D3)

4.2. 3asButenb 00s3aH HAMpPaBUTh B JMYHBIA KAaOMHET COBETa MO OTHKE B EIWHOM CHUCTEME
MOJNUCAHHBIA  YCHJIEHHOM KBaTU(UUUPOBAHHOW >3JIEKTPOHHOM MOJMNKMCHIO OTBET Ha 3alpoc O
MPEJICTaBJICHUH HEOOXOJUMBIX MAaTepHalIOB COBETY MO ATHKE B CPOK, HE TMPEBBIMIAIONINN EBSHOCTA
paboumx JHEH CO JHS TMOJYYCHHS] COBETOM II0 JITHKE JJIEKTPOHHOTO YBEIOMIICHHUS O TIOTYICHHH
3asiBUTENIEM YKa3aHHOTO 3ampoca. Bpems co qHS HampaBlIeHHUS COBETOM IO STHKE B JIMYHBIA KaOMHET
3asBUTENII B ©IUHOM CHCTEME 3ampoca O TIPEJCTABICHUH HEOOXOMUMBIX MaTepuaioB 0 JIHS
HaIpaBIICHUs 3asSBUTEIEM B JTUYHBIN KaOWHET COBETA MO ITHUKE B €IMHON CUCTEMe OTBETa Ha yKa3aHHBIH
3aMpoc He YYUTHIBACTCS TP UCUUCICHUU CPOKA MPOBEACHUS STUICCKON IKCIIEPTU3HI.

(uacTsb 4.2 BBeneHa @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5. CocraB coBeTa 110 3TUKE, IIOJI0KEHUE 00 3TOM COBETE, IOPSIIOK €ro AesTEIbHOCTH, TPEOOBAHUS K
KBAJM(HUKAILMU U ONBITY PaOOTHI IO SKCIEPTHOM OI[EHKE HAYYHBIX, MEAUIIMHCKUX M 3THYECKUX aCIEKTOB
KJIMHUYECKUX  HCCIIEOBAaHUM  JIEKAPCTBEHHBIX MpEnaparoB A MEAUIMHCKOTO IMPUMEHEHMUS,
IIPENBABISAEMBIE K OKCIIEPTAM COBETa IO JTHUKE, IOPSIOK OpPraHW3alMd M IPOBEIEHUS ITHUYECKOU
AKCIIEPTU3BL, (hOopMa 3aKITIOUEHUS COBETa MO ITUKE YCTAHABIMBAIOTCA YIOJHOMOYEHHBIM (helepaabHbIM
OpPraHOM MCHOJIHUTENBbHOM BiacTH. UMCIO NpeacTaBUTENEN MEIUIMHCKUX OpraHu3aluid HE MOXKET
MIPEBBILIATH MMOJIOBUHY OT OOIIET0 YHCIia IKCIEPTOB COBETA MO ITUKE.

6. Mudopmanus o coctaBe coBeTa MO ATHKe, IJIaHAX €ro paboThl W TEKyLIeH IesTeNbHOCTH
pasmemiaercs Ha OQUIMAIBHOM CalTe YHNOJHOMOUYEHHOIO (heepaJlbHOr0 OpraHa HCIOJHUTEIBHOU
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?;iie?:;gbig ;%K;; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Hata coxparenms: 10.02.2025

BJacTH B ceTu "MIHTEepHET" B yCTAaHOBIIEHHOM UM IOPSIJIKE.

Koncynprantllintoc: npumedanue.
[Tonoxenus ct. 40 (B pen. @3 or 30.01.2024 N 1-®3), xacaromuecsi MPeIOCTaBICHUS TOC. YCIyT
MOCPEJCTBOM €IMHOM cuctemMbl, mpuMmenstoTces ¢ 01.01.2026.

Cratbsa 40. lNpoBeaeHMe KNMHUYECKOro UccriefoBaHNA NeKapCcTBeHHOro npenapara
AN MeauLMHCKOro NnpMMeHeHus

1. PykoBoauTenb MEIUIIMHCKON OpraHU3aIMH, KOTOpas IMPOBOJMT KIMHUYECKOE HCCIEIOBaHUE
JIEKApCTBEHHOTO0  Tpernapara s  MEIUIMHCKOTO  TNPUMEHEHMs, Ha3HauaeT  HCCIeqoBaTes,
OTBETCTBEHHOTO 3a TMPOBEJCHUE TAKOTO HCCIACAOBAaHUS M HWMEIOMIETO JICUSOHYIO CIeIHAIBHOCTD,
COOTBETCTBYIOIIYIO MPOBOJUMOMY KIMHUYECKOMY MCCIICIOBAHHUIO JIEKAPCTBEHHOTO Ipernapara, co
CTakeM pabOThI MO MporpaMMaM KIMHHYECKHUX HCCIICIOBAHHUM JICKAPCTBEHHBIX IpErapaToB HE MEHEe
YyeM TpU roja M IO €ro MPEIOKEHUIO HA3HAYaeT COMCCIENOBATENIC W3 4YHWclia Bpayed 3Tou
MEIUIIMHCKOW OpTraHU3aIiu.

(B pen. denepanphoro 3akona ot 22.12.2014 N 429-03)

2. Hccnenosatenb OCYHICCTBJIACT BBI60p MMaguECHTOB, KOTOPLIC IIO MCAUIHWHCKHUM IIOKa3aHUAM
MOTYT OBITH IMPUBJICYCHBI K Y4YaCTUIO B KIMHHUYCCKOM HCCIICAOBAHWH JICKAPCTBCHHOI'O IIpCriapara IJid
MCAULUHCKOI'O IIPUMCHCHU .

3. UccnegoBaTrenr ©  COMCCIIEAOBATCIM  JTOJDKHEI OBITH O3HAKOMJICHEI C pe3yibTaTaMu
JOKIINHHUYCCKOI'O HCCIICOOBaHUA JICKaApCTBCHHOI'O CpCacCTBa, COACPIKAITUMHUCS B 6pom10pe
HCCIICO0BATCIIA, INPOCKTOM IIPOTOKOJIA KIIMHUYCCKOI0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIpCriapara IJId
MCAUIHUHCKOI'O IMPUMCHCHUA, p33pa6OTaHHLIM p33pa6OT‘lI/IKOM JICKAPCTBCHHOI'O IIpfliapara HWJIXM HHbBIM
OPUINYCCKUM JIMIIOM, IIPHUBJICKACMBIM K OpraHu3alii MIPOBCACHHA KIMHUYCCKOTO HCCICAOBAHUA
JICKApCTBCHHOT'O TIIpfriapara I MCEAULIUHCKOTO IMPUMEHCHUA, U APYTUMH MATCpUalaMHd TaKOIro
HUCCICIOBaHUs.

3.1. PykoBoauTeNnb MEAUIIMHCKON OpPraHU3allii B CPOK, HE MPEBBIMIAIONINN TpeX paboyux JAHEH co
JTHSI Hayaja MPOBEACHUS KIMHHUYECKOTO MCCIIEAOBAHUS JIEKAPCTBEHHOrO Tperapara Jjisi MEeIUIIMHCKOTO
MPUMEHEHHUs, coo0IIaeT 00 3TOM B YIMOJHOMOYEHHBIN (hefepaibHbIi OpraH HMCIOJHUTEIHHON BJIACTH,
BBIJIABIITUH pa3pellieHre Ha MPOBEACHUE TAKOTO UCCIEA0BaHUs, TI0 YCTAHOBJICHHOM UM (opMe.
(uactp 3.1 BBengeHa denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYHIECTBISIOIINE OPTaHU3AlMI0 IPOBEIEHUS KIMHUYECKOIO HCCIIEIOBAHUS
JIEKapCTBEHHOI'O IIpenapaTta Uil MEIULUHCKOIO NPUMEHEHUs W yKa3aHHble B 4YacTu 3 craThu 38
HacTodlero @enepalbHOrO 3aKOHA, B Clyyae HEOOXOJUMOCTH BHECEHHUS H3MEHEHHUH B IMPOTOKOI
KJIMHUYECKOTO HMCCIIEIOBAHUS JIEKAPCTBEHHOIO Ipernapara Jiisi MEJAULMHCKOTO MPUMEHEHHUSI COOOIIA0T
00 3TOM B YIIOJIHOMOYEHHBIN (eiepanbHbIN OpraH UCIOJIHUTEIBHON BIIACTH, BBIIABIINHN pa3pelleHne Ha
MIPOBE/IEHUE TAKOTO UCCIIEJOBAHUS, 110 YCTAHOBIEHHON UM (hopme.

(B pen. @enepanpuoro 3akoHa ot 11.10.2010 N 271-D3)

4.1. <D0pMa COO6H.ICHI/I${ O BHECEHMH M3MCHEHHUN B IMPOTOKOJI KIMHHUYCCKOTO HUCCIICAOBAHUA
JICKApCTBCHHOTO ITperiapara JJIsd MCAUIIUHCKOIO IPUMEHCHUA JOJKHA COACPKATE CIICAYIOINE CBECACHUA:
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

1) HaumeHOBaHUe, NICHTU(UKAIIMOHHBIA HOMEP | JIaTa MPOTOKOJIA KIMHUYECKOTO UCCIICIOBAHMS;
2) nata BHECEHHsI K3MEHEHUM B MPOTOKOJI KIIMHUYECKOTO UCCIEA0OBaHUS;
3) HaMMEHOBaHUE U MECTO HaXOXKICHUS 3asIBUTEIIA,

4) HaMMEHOBaHUE OpraHU3allMU, MPUBJICYCHHON pPa3zpabOTUMKOM JIEKapCTBEHHOI'O Ipenapara K
OpraHu3aly MPOBEACHUS KIMHUYECKOr0 UCCIe0BaHus (TIpU HAJIMYUH);

5) HaAHMMCHOBAHUSA M MECTa HaAXO0XICHHA MCIHUIHMHCKHX OpFaHHSaHHﬁ, B KOTOPBIX ITPOBOIUTCHA
KIMHUYCCKOC NCCICIOBAHUC,

6) nmara BBIJAYM pas3pelleHHs Ha TPOBEACHHE KIMHUYECKOTO WCCIEIOBAaHHS W HOMEp 3TOrO
pa3penIeHus;

7) ©U3MEHEHUS1, BHOCHMBIC B IPOTOKOJI KIIMHUYECKOTO HCCIICIOBAHUS.
(uacTs 4.1 BBerena @enepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He MpeBbIIAOLINI IBaAaTH BOCBMU pabo4MX JHEH cO JHS MOJy4YeHUs yKa3aHHOI'O B
4acTH 4 HACTOALICH CTaTbU COOOIICHWS, YHOJTHOMOYECHHBIN (eepalbHblii OpraH HCIOJHUTEIHHON
BJIACTU paccMaTpUBaeT 3TO COOOIIEHHWE B YCTAHOBJICHHOM WM IOpPSJIKE M IPUHUMAET pelIeHue O
BHECECHMM WM3MEHEHHHM B IIPOTOKOJ KJIMHUYECKOTO MCCIEIOBAaHMs JIEKAPCTBEHHOr'O IIpenapara Uit
MEIULUHCKOrO NMPUMEHEHHUsI WM 00 OTKa3e BO BHECEHUM TAKMX M3MEHEHMM, MOJIMCAHHOE YCUJICHHOMN
KBaJTM(UIIMPOBAHHOW AJIEKTPOHHOW IOAINMUCHIO, TIOCPEJCTBOM HANpaBJICHUS COOTBETCTBYIOILETO
pelieHusl B JMYHBIA KaOuWHeT 3asBUTENs B eAMHOM cucreme. Ilpu paccMoTpeHuun cooOuieHus o
HEOOXO/JMMOCTH BHECCHHMsSI M3MEHEHHWH B TPOTOKOJ KIMHHYECKOTO HCCIEJOBAHUS JICKAPCTBEHHOTO
mpenapara A8 MEAWLUHCKOrO IPUMEHEHHs B ILeNAX OLEHKM OOOCHOBAHHOCTH MpPEJIaraeMbIX
W3MEHEHUN U OIPENENICHUs CTENEHW PHUCKA JUIsl NAUEHTOB, IPUHUMAIOIINX y4acTHE B KIMHUYECKHX
UCCIIEIOBAHMSIX, YIOJIHOMOYEHHBIM  (ellepalbHbIM OpPraHOM  HUCIOJHUTEIBHOW BJIACTH  MOTYT
MIPUBJIEKATHCSI SKCIIEPTHI COBETA MO 3TUKE U (MJIN) SKCIIEPTHI AIKCIIEPTHOTO YUPEKACHHUS.

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

6. Knmnuyeckoe wuccieoBaHUE JIEKAapCTBEHHOrO TMpemapara i MEIMIIMHCKOTO MPUMEHEHHS
MOKET OBITh MPHOCTAHOBIEHO WU MPEKpaIIeHO, €CM B Mpolecce €ro MpoBeIAeHHs OOHapyKeHa
OMACHOCTh JIJIS JKU3HH, 3J0POBbS MALIMEHTOB. B cilydyae BO3HMKHOBEHUS OMACHOCTH ISl )KU3HH, 3/I0POBBS
MAlMEHTa, YYACTBYIOLLETO B  KJIMHAYECKOM HCCIEIOBAHUM JIEKAPCTBEHHOIO Ipemnapara Ui
MEJUIIMHCKOTO TPUMEHEHHS, HCCIENOBaTeIN 00s3aHbl MPOMH(OPMHUPOBATE 00 3TOM PYKOBOJUTENS
MEIMIMHCKOM OpraHu3allMd W  OpraHU3aldio, I[OJYYMBIIYH) Pa3pelieHUuE  YIIOJIHOMOYEHHOIO
(dbenepaibHOTO OpraHa WCIOJHHUTEIBHOW BIAaCTH HAa OPTraHU3alldi0 TPOBEACHUS KIMHUYECKOTO
HCCIIEIOBAHUS JIEKAPCTBEHHOTIO Ipernapara. Penenre o npuoCTaHOBIEHUH KIMHUYECKOTO UCCIIEI0BAHUS
JIEKapCTBEHHOTO Mpernapara i MEAUIUHCKOrO MPUMEHEHUS! IPUHUMAIOT PYKOBOJAUTEND MEIUIIMHCKOMN
OpraHu3alyy 1 (MJI1) OpraHu3aIys, MOJTYYUBIIasl pa3pelieHne YIOTHOMOYSHHOTO (peiepaabHOro oprana
WCTIOJIHUTEJIbHON BJIACTH HA OPraHU3alMI0 MPOBEACHUS KIMHUYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOIO
rnpernapara sl MEIUIMHCKOTO IPUMEHEHUS, PEIIEHWE O MPEKPAllEHUH TaKOro HCCIEeI0BaHUs
MIPUHUMAET YITOJTHOMOYEHHBIN (heiepabHbI OpraH UCIIOTHUTEIHFHOM BIACTH HA OCHOBAHUH COOOIIEHUS
B TMHCHMEHHOW (opMe PyKOBOIUTENS MEIUIIMHCKOW OpraHu3allid WM OpTaHW3aIus, MOTyYHBIIAs
paspelleHrue YIoJHOMOYEHHOro (¢efepalbHOr0 OpraHa HCIHOJIHUTENbHOM BIAaCTHM Ha OPraHU3alUIo
MPOBEICHUS KIIMHUYECKOTO UCCIEA0BAHMUS JIEKAPCTBEHHOIO Mpenapara JJisi MEAULIUHCKOIO IIPUMEHEHHUS.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

7. B cpok, He MPEBHINAIIUNA NATH pado4YnX AHEW CO JHS 3aBEPIICHUS, TPUOCTAHOBICHUS WU
IIPEKPAIEHUsT  KJIMHUYECKOTO  HMCCIECJOBAHMs JICKAPCTBEHHOIO IIpemnapara Uil  MEAMIMHCKOIO
IpPUMEHEHHs, COOOIIeHne 00 TOM HAaNpaBIIeTCsl OpraHU3alMsIMU, YKa3aHHBIMHA B YacTH 3 cTaTbu 38
Hacrosero denepaibHOro 3aKkoHa, B YIOJHOMOUYEHHBIN (eepaabHblil OpraH UCHOJIHUTEIBHOW BIACTH
10 YCTAaHOBJICHHOH UM (hopme.

8. d)opMa COO6H.[CHI/IH O 3aBCpIICHHH, IPUOCTAHOBJICHHU MKW MIPCKPAINCHHUN KIMHUYECKOT'O
HCCIICA0BaHMA JICKAPCTBCHHOI'O Ipcriapara AJid MCAUIUHCKOTO IIPUMCHCHUA JOJIKHA COACPKATDh!:

1) uadOpMaIIO O MEAUIIMHCKONW OpPraHW3alluyd WIIM MEIUIIMHCKUX OpPraHU3alMsIX, MPOBOIUBIINX
JIaHHOE MCCIIEIOBAHUE;

2) OIIMCAaHUEC JaHHOI'O MCCIICAOBaHUA,

3) nmanHbBIC WccienoBarens ((haMuius, UMs, OTYECTBO, MECTO PabOTHI, 3aHMMaeMasi JTOJDKHOCTb,
CIEHUANIBHOCTh, CTaX pabOThl MO MporpaMmaM KJIMHMYECKMX HCCICIOBAaHUN JIEKaPCTBEHHBIX
MpernaparoB, MepedYeHb KIMHUYECKUX HCCICOBAHUN JICKapCTBEHHBIX MPENapaToB, B KOTOPBIX OH
MPUHUMAIT ydacTue (MIEPUO/Ibl YUACTHsI) B KAUECTBE MCCIICI0BATEIIS WM COUCCIICIOBATES ),

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

4) pe3ynbTaT AAHHOTO MCCIEI0BaHU (3aBepllieHue, IPUOCTAHOBICHUE WM MIPEKpallleHUue JAHHOTO
HCCIICA0BaHNA C YKA3aHUCM HX IMPUYKUH U BJIUAHUA HAa OLICHKY €ro pe3yJIbTaToOB, 06IIIy10 OLICHKY PpUCKa "
OKUJAEMOM IOJB3bl OT MPUMEHEHMsI MCCIEAYEMOrO JIEKAapCTBEHHOIO IIpemapara, a Takke
IpeIoiaraeMble JajJbHENIINe JeHCTBHS).

8.1. Ilpu BeIABIECHMM (eliepalbHbIM OpPraHOM MCIIOJHUTEIbHON BIACTH, OCYIIECTBISIOIIUM
(GYHKIMK IO KOHTPOJII0O M HAA30py B cdepe 3apaBOOXpaHEHMS, HAPYUICHWH NpPaBWI HaJIeKaIlel
KJIIMHUYECKOW NPAKTUKU NPU NPOBEICHUM KIMHUYECKOIO HCCIIENOBaHMs JIEKAPCTBEHHOIO IIperapara,
BJIUSIONUIMX HAa MOJHOTY U (WJIM) JOCTOBEPHOCTh IJAHHOI'O KIMHHYECKOIO HCCIIEAOBAHUS, yKa3aHHBIH
(benepanbHBIl OpraH MCHOJHUTEIBHON BIACTH MPUOCTAHABIMBAET MPOBEIECHUE JAHHOTO KIMHUYECKOTO
UCCJIEIOBaHMsI M BBIHOCUT MEIMLMHCKON OpraHu3allM, B KOTOPOH NPOBOAUTCS JAHHOE KIMHUYECKOE
UCClIeIoBaHMe, MpelnrcaHue o0 YCTpaHEHUM BbIABICHHbIX HapymeHuil. [lpu HeycTpaneHuun
MEIUIIMHCKON OpraHu3alueld BbIABICHHBIX HAPYUIEHW B YCTAHOBIICHHBI B MNPEANUCAHUH CPOK
yKa3aHHbI (enepanbHblii OpraH MCIOJHUTEIbHOM BIIACTM NPUHUMAET peIIeHHEe O IpeKpalleHuu
MIPOBEJCHUS KJIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOrO IpernapaTa M HampasisieT B (enepalbHbIi
OpraH MCIIOJHUTEIbHON BIIACTH, OCYLIECTBISAIOMMNA (YHKIMHM 1O BBIPAaOOTKE U  peanu3aliuu
roCy/lapCTBEHHONW MOJUTHUKA U HOPMAaTHBHO-IIPABOBOMY PETYIMPOBAHHUIO B cC(epe 3/paBOOXpaHEHUS,
3aKJIFOUYEHUE O BBIABICHUU NPU NMPOBEACHUN JAHHOTO KIMHUYECKOTO MCCIIEN0BAaHUS HAPYILIEHUN MPaBUII
HaJuIexKalleld KIMHUYECKON MPAKTUKYU Ul IPUHATUS pelIeHHus] 00 OTMEHE pa3pelIeHHs] Ha OpraHUu3aluio
IIPOBEJIEHUS JAHHOTO KIMHMYECKOTO HCCIIENOBAaHUS C JaThl IPUHATUS PEILICHHUS O MPUOCTAHOBICHHUH
MIPOBEICHUS KJIMHUYECKOT0 UCCIIe0BAaHUS JIEKapCTBEHHOIO IIperapara.

(uactsb 8.1 B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

8.2. Ilpm nmpoBeneHUMM KIMHUYECKOTO UCCIEAOBAaHMS JIEKAPCTBEHHOrO TMpenapara s
MEIHUIIMHCKOTO MPUMEHEHHSI B cllyyae YTOUHEHHUs (M3MEHEHUSs) TaHHBIX, COACPIKAIIMUXCS B pa3pelieHUH
Ha MPOBCACHUC JTAHHOI'O KIMHHUYCECKOTO HCCICAOBAHHA, Ha OCHOBAHMHW HAIIPABJICHHOI'O B JIMYHBIN
KaOWHET YIMOJIHOMOYEHHOTO (enepaqbHOro OpraHa HCHOJHUTENBHOW BJIACTU B €IUHOW CHUCTEME
oOpallieHusi 3asiBUTENIs, MOANKWCAHHOTO YCHUJICHHOM KBaJIM(UIMPOBAHHON AIIEKTPOHHOM MOJIUCKHIO, C
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?;iie[?:;gbig ;%KZO‘; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Aata coxpaxenms: 10.02.2025

MIPUJIOKCHUEM MOTHBUPOBAHHOTO OOOCHOBaHUS W JOKYMEHTOB, TMOJTBEPKAAOIIMX HEO0OXOIUMOCTh
YTOYHEHHs JaHHBIX, YIIOJTHOMOYEHHBIM (QenepalibHblii OpraH HCIOJHUTEIBHON BJIacTU B CpPOK, HE
MPEBBIMIAIONIMIA JBAANATA BOCHBMH pabOYMX JHEW CO JHS TMOCTYIJICHUS TAKOro oOpalieHus, BHOCHT
M3MEHEHHUS B pa3pelleHre Ha MPOBEICHNE KIIMHUYECKOTO HCCIE0BaHU JIEKAPCTBEHHOIO Mpenapara Jyis
MEIUILUHCKOTO TPUMEHEHUSI U PEecTp BbIAAHHBIX pa3pelIeHUd Ha MPOBEACHUE KIMHUYECKUX
UCCIIETOBAaHUM JIEKapCTBEHHBIX IpENapaTroB, a TaK)Ke HaIpaBiseT B JIMYHBIM KaOWMHET 3asBUTENS B
€MHOM CHCTEME BBIMKMCKY U3 pPEeCcTpa BBIIAHHBIX pa3pelICHUH Ha MPOBEACHHE KIMHUYECKUX
UCCIIEIOBAaHUM  JICKAPCTBEHHBIX  IPENapaToB, MOJIUCAHHYIO YCHUJICHHOW  KBaTU(UIIUPOBAHHOM
ANEKTPOHHOU TOJIUCHIO, MO0 MPUHUMAET pelieHne 00 0TKa3e BO BHECEHUH M3MCHEHHU B Pa3pelICHHE
Ha [POBEJEHUE KIMHUYECKOTO MCCIEAOBAaHUS JIEKAPCTBEHHOrO TMpernapara JUisi MEAUIIMHCKOTO
MIPUMEHEHHUSI U HAMPABJIAET B IMYHBIM KAOMHET 3asBUTEIIA B €IMHOW CUCTEME 3TO pellIeHUe, OANMUCAHHOE
YCUJIEHHOM KBATU(PUIIMPOBAHHON AJIEKTPOHHOM MOMKUCHIO, C YKa3aHUEM IPUYUH OTKa3a.

(uactb 8.2 BBegena denepanbubiM 3akoHoM OoT 30.01.2024 N 1-D3)

9. VnonHoMmMo4eHHBIH (enepasbHBIi  OpraH MCHOJHUTEIbHON BJIACTH ONYOJIMKOBBIBAET U
pasMeniaer Ha CBOeM oOQuIMalbHOM caiite B cetu "MHrepHer" cooOlieHue o 3aBeplICHUH,
NPUOCTAHOBIICHUN WM TPEKPAICHHH KIMHUYECKOTO HCCIIEIOBAHUS JICKAPCTBEHHOTO Iperapara Juls
MCIUIHUHCKOI'0 MPUMCHCHUA B CPOK, HEC HpCBLIHIaIOH_II/If/'I IIAATH pa6oq1/1x I[Hefl CO JIHdA €TI0 IOJYy4YCHUS, B
YCTaHOBIICHHOM UM TOPSI/IKE.

10. YmonHoMO4YeHHBIH (enepaabHblii OpraH HCIOJHHUTEIHHOW BJIACTH OCYIICCTBIISCT BEIACHHE
peecTpa uccienoBarene, NpoOBOAsAIIMX WIA HIPOBOAUBIINX KIMHUYECKHE UCCIIEI0BAHUS JIEKAPCTBEHHBIX
MPENapaToB il MEIUIMHCKOTO NMPUMEHEHUS, B COOTBETCTBUU C YTBEPKICHHBIMH MM IpaBUIAMU U
pa3Meniaer ero Ha cBoeM oduuuanbHOM caiite B ceTd "HHTepHeT" B YCTAaHOBJIEHHOM WM IMOPSJIKE.
VYka3aHHBIN peecTp COACPKHUT MH(OPMALIUIO, TPETYCMOTPEHHYIO ITYHKTOM 3 YacTH & HACTOSIICH CTAThU.

11. Oryer o pe3ynapTaTax KIMHUYECKOIO MCCIEAOBAaHUS JIEKAPCTBEHHOIO IIpernapara Juis
MEJIULUHCKOTO MPUMEHEHUS COCTABIISIETCS] OPraHU3alUeH, YKa3aHHOW B 4acTHU 3 CTaThbu 38 HACTOSILETO
denepanbHOr0 3aKOHA, U MPEACTABISIETCS B YIOJIHOMOYEHHBIH (eaepanbHblii OpraH MCHOIHUTEIbHOM
BJIACTH, BBIJABUIMI pa3pellieHue Ha MPOBEIEHUE STOr0 HCCIEJOBAHMS, B CPOK, HE IPEBBILIAIONINM
JBEHAILIATH MECSLEB CO JHS €ro 3aBEpIICHHs, NPHUOCTAHOBJICHUS WIM IpEKpallleHus, B IOpPSIKE,
YCTaHOBJIEHHOM YTIOJIHOMOUYEHHBIM (pe/iepajbHbIM OPraHOM HCIIOJIHUTENBHOMN BIIACTH.

(B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

12. Hapymienue npaBusl Hajuiexamieldl KIMHUYECKOW MpakTUKH, (anbcuUKalUs pe3yibTaToB
KJIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO MpernapaTta sl MEAUIIMHCKOIO NMPUMEHEHHs BJIEKYT 3a
co00l OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOAATENILCTBOM Poccuiickoit denepanuu.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

13. [Ipu mpoBeIeHNH KJIMHUYECKOTO MCCIIEI0BAHUS JICKAPCTBEHHOTO MIpenapara Jijisi MeIUIIMHCKOTO
MIPUMEHEHUS JOIMycKaeTcsi 3a00p y MaIlMeHTOB OMOJOTHYECKUX MaTepHasioB (00pa3iibl OMOTOTHUYECKUX
KUJKOCTEH, TKaHEW, CEKPETOB M TPOAYKTOB >KU3HEACATEIHLHOCTH 4YEIOBEKa, (U3HOJOTUUECKHX U
MATOJIOTUYECKUX BBIJEICHU, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OWOTICHITHBIN MaTepuan)
st ux u3ydenus B Poccuiickoit @enepanuu u (wim) 3a npeaenamu Poccuiickoit deneparuu.

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

14. Tlopsmok BBo3a B Poccuiickyro denepannio U BbIBO3a 3a mpeneibl Poccuiickoit deneparnuun
OMOJOTMYECKHX  MaTepUaloB, TONYYEHHBIX TIPU MPOBEACHUM  KJIMHUYECKOTO  HMCCIEIOBaHUS
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

JIEKApCTBEHHOr'0 TperapaTta s MEIUIMHCKOrOo TPUMEHEHMs, YycTaHaBiuBaercs IIpaButenbcTBOM
Poccuiickoit @eneparuu.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 41. [loroBop 0 npoBeAeHUU KITMHUYECKOro uccrnenoBaHUs fieKapCTBEHHOro
npenapara Ans MeaUUUHCKOro npuMeHeHus

1. KinuHuueckoe wucciefoBaHHE JIEKAPCTBEHHOIO IIpernapaTta A METUIMHCKOTO HPUMEHEHUs
MIPOBOJIUTCSI B COOTBETCTBHUH C JIOTOBOPOM O MPOBEICHUH KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO
mnpemnapaTta JJii MEIULMHCKOTO TNPUMEHEHMs], 3aKII0YaeMbIM MEXIy OpraHu3alieil, Moay4YuBIIeH
paspeleHre YInoJHOMOYEHHOTO (eepalbHOr0 OpraHa WCIOTHUTEILHOW BIACTH HA OPraHU3aIUIo
MIPOBEJICHUSI TAKOIO MCCIEAOBAHUSA, M MEAMIIMHCKOW OpraHU3alMel, OCYIIECTBIISIIONICH MpOBEICHHE
TaKOI'0 UCCJIEJOBAHMSL.

2. I[OFOBOp O IIPOBCACHHUHU KIMHHYCCKOI'O HMCCICAOBAHUA JICKAPCTBCHHOI'O IIpfliapara IJIsd
MCIUIHUHCKOI'O IPpUMCHCHUS JOJIKCH COACPIKATD:

1) YCJIOBUA U CPOKH TPOBCACHUA JAHHOTO HUCCICJOBAHUS

2) ompexaelieHHE OOIIEH CTOMMOCTH MPOTPaMMBbI JAHHOTO HCCIIEIOBAHUS C YKAa3aHUEM CYMMHBI,
NpeIHa3HAYAIOIICHCS TSI BBITUIAT UCCIICI0BATEIISIM, COUCCIICIOBATEIISM,

3) ompenencHue (GOpPMBI MPEACTABICHUS PE3Y/IHTATOB JAHHOTO MCCIICAOBAHUS B YITOJIHOMOYEHHBIN
(benepanbHBIN OPraH UCHOIHUTEIBHOM BIACTH.

Crtatbna 42. duHaHcoBoe obecnevyeHue KNMUHUYECKOro nccnenoBaHus
NeKapCTBEHHOro npenaparta ansa MeauLMHCKOro NnpuMeHeHus

dunaHcoBoe oOecHeUeHHEe KIMHHYECKOTO HCCIICAOBaHUA JICKAPCTBCHHOI'O IIpCriapara I
MCIUIHUHCKOI'O IPUMCHCHUS OCYLICCTBIIACTCA 3a CUCT:

1) cpencTs genepanbHOro OrOIKETA;

2) CpCACTB OpFaHI/I3aI_II/II71, MMOJIYYUBHINX PAa3pClICHUC HA OpTraHHU3alrdil0 MPOBCACHUA HOAHHOI'O
HCCIICO0BaHMA, B COOTBECTCTBHUH C YCIOBUAMU JOTOBOpA O €T0 MPOBCACHHHU,

3) HHBIX HC 3alIpCHICHHBIX 3aKOHOAATCIIBCTBOM Poccuiickoit <Denepau1/m HCTOYHHKOB.

Cratba 43. lpaBa nauyuMeHTOB, y4YacTBYWOLWMUX B KIIMHUYECKOM MUCClegoBaHUU
NeKapCTBEHHOro npenapara ans MeauuUHCKOro npuMeHeHus

. VYyacthe mamueHTOB B KJIMHUYECKOM HCCJICJIOBAHMM JICKAPCTBEHHOTO TMperapaTta Jyist
MEAHUIIMHCKOTO MPUMEHEHHUS SIBIISCTCS JOOPOBOIBHBIM.

KoncynprantlIntoc: mpumevanue.
C 01.01.2026 B a63. 1 4. 2 ct. 43 BHOCsATCS n3Menenus (O3 ot 30.01.2024 N 1-D3).
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

2. TlanueHT WM ero 3aKOHHBIA MPEACTABUTENh JOJDKEH OBITh MH(OOPMHUPOBAH B MUCHBMEHHOU
dhopwme:

1) 0 JICKaApCTBCHHOM IIpfriapare il MCIAUIHUHCKOr0 MPUMCHCHHA W CYIIHOCTU KIMHUYCCKOTO
HCCIICO0BAaHMU 3TOT'O JICKaAPCTBCHHOI'O IIpCIiapara,

2) o 6e30MacHOCTH JIEKAPCTBEHHOTO Ipernapara Jjisi MEAUIIMHCKOTO MPUMEHEHHSI, €0 0XKH1aeMO
3¢ (HEeKTUBHOCTH U CTENIEHU PUCKA Ui MAlUEHTA;

3) 00 yci0BHSIX ydacTus MMALIMEHTA B KJIMHUUYECKOM HCCIIEJOBAaHUM JIEKAPCTBEHHOI' O IIperapara Jjs
MEIULUHCKOTO IPUMEHEHHUS;

4) 0 IS WM HCIdX W TPOAOJDKUTCIIBHOCTHU KIMHHUYCCKOI'O HCCICAOBAHHA JICKAPCTBCHHOI'O
mnpceraparta 11 MCAUIUHCKOI'O IIPUMCHCHU,

5) o JeHCTBUSAX NAUUEHTa B Cllydyae HENPEABUAECHHBIX 3(QQEKTOB BIUSHUS JIEKAPCTBEHHOI'O
rpenapara s MEAUIUHCKOrO IIPUMEHEHKS Ha COCTOSIHUE €0 310POBbS;

6) 00 ycIoBHsIX 0053aTEIFHOTO CTPAXOBAHHUSI KU3HH, 3J0POBbS MAIHEHTA;

7) 0 TapaHTHAX KOH(bI/II[eHI_II/IaJ'ILHOCTI/I ydqacTusa IalUCHTa B KIMHHUYCCKOM HCCICAOBAHHUU
JICKApCTBCHHOTO IIperiapara 11 MCAUIUHCKOI'O IPUMCHCHU .

Koncynprantlitoc: mpumevanue.
C 01.01.2026 4. 3 ct. 43 uznaraercs B HoBoi pegakuuu (O3 ot 30.01.2024 N 1-D3).

3. Z[O6pOBOJ'ILHOC COrJIaCu¢€ IMalluCHTa HAa Y44aCTUC B KIMHHUYCCKOM HCCICIOBAHUU JICKAPCTBECHHOI'O
npemnapara Mjis1 MCIUIHUHCKOrO MPHUMEHCHUS IOATBCPKAACTCA €TI0 IMOANMUCBIO HWIIM IMOAINMUCBIO €T0
3aKOHHOT'O TPCACTABUTCIIA Ha I/IHq)OpMaI_II/IOHHOM JIUCTKE IMaliuCHTA.

4. HaHI/IeHT WIN €ro 3aKOHHBII ONpeaACTaBUTCIIb HMECT IpaBO OTKaA3aTbCd OT YYaCTUA B
KIIMHUYCCKOM HCCIICAOBAHUUN JICKAPCTBCHHOTO IIpCliapaTa AJII MCAUIHUHCKOI'O IMPUMCHCHUA Ha 000
CTaguu MPOBCACHUA TaKOI'0 UCCICIOBAaHMA.

Koncynerantllntoc: npumeyanue.
C 01.01.2026 B u. 5 ct. 43 BHOCsTCs M3MeHeHus (D3 ot 30.01.2024 N 1-D3).

5. IlpoBengeHue KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOIO Ipenapara s MEIULIUHCKOro
MIPUMEHEHHUS C YYaCTHEeM B KaueCTBE IMAIMEHTOB JIETeH MOMYCKAETCsl TOJBKO C COTIaCHsl B TUCHMEHHOM
dbopMe uxX poauTenei, ycplHOBUTeNleH. J[eTH MOryT paccMaTpuBaThbcs B KauyeCTBE MOTEHIIMATBHBIX
MAIMEHTOB TAKOTO MCCIIEI0BaHUs, TOJIBKO €CIIM €0 MPOBEACHUE HEOOXOAUMO ISl YKPETIEHUS 3/10pOBbS
netei nin npouIakTUku UHQEKIIMOHHBIX 3a00J€BaHUI B IETCKOM BO3pacTe MO0 €CIIU IENbI0 TaKOTro
WCCTICIOBAHUS SBJISICTCS TIOJIYYCHHE JAaHHBIX O HAWJTydlled TO3UPOBKE JICKAPCTBEHHOTO IMpemnapara JJis
nedyeHus: Jered. B 3TUX clydasx TakoMy HCCIEAOBAaHUIO JOKHO MPEAIEeCTBOBATH KIMHUYECKOE
WCCTIEIOBAaHUE JIEKAPCTBEHHOTO Tpemnapara Uisi MEIWIIMHCKOTO TMPHUMEHEHHsSI Ha COBEPIICHHOJIETHHX
rpaXJaHaxX, 3a MCKIOYEHUEM CIIy4aeB, €CJIM HCCIeAyeMbld JIEKapCTBEHHBIA mpemnapar Juist

www.consultant.ru Crpanuua 103 n3 163
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&date=10.02.2025&dst=100324&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=494647&date=10.02.2025&dst=100326&field=134

®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

MCAUIIMHCKOI'O IIPUMCHCHU A npeaHa3Ha4cH HUCKIIIOYUTCIIBHO JJIsL HUCII0JIb30BaHUA
HECOBEPILICHHOJIETHUMHU I'pakJaHaMHU.
(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpemaeTc;1 IMPOBEACHHUEC KIMHHYECKOI'O0 MCCICIOBAHUA JICKAPCTBCHHOI'O IIpe€riapatra IJId
MCIUIHUHCKOI'O IPUMCHCHUS C YIACTUCM B KAYCCTBC MMAIlUCHTOB!

1) neTeii-CUpOT U ACTEH, OCTABIIUXCS O€3 TMONCUCHHS POAUTEIICH;

2) JKCHIIUH B TMEpUOJ OCEPEeMEHHOCTH, JXEHIIMH B TIEPUOJA TPYAHOTO BCKApMIIMBAHUA, 32
HCKJIIOUEHUEM CIIy4YaeB, €CIM IPOBOAUTCSA KIMHUYECKOE HCCIEAOBAHME JIEKAPCTBEHHOrO Ipenapara,
MPEeIHA3HAYEHHOTO ISl YKA3aHHBIX JKEHIIWH, IPH YCIOBUU HEOOXOAMMOCTH MONYYeHHs] MH(DOpMAIiu
TOJIBKO BO BpEMsl MPOBEACHUS COOTBETCTBYIOIIMX KIMHUYECKUX MCCIECIOBAaHUNW M NPUHATUS BCEX
HEOOXOJIMMBIX MEp [0 HCKIIOUCHHUIO PUCKA HAHECCHHs Bpela JKCHIIMHE B TIEpUOJ] OCpEMEHHOCTH,
KEHILMHE B IEPUOJ IPYAHOTO BCKAPMIIMBAHUSL, IIJIOY UIH PEOCHKY;

3) BOEHHOCIYXalllUX, 32 MCKIIOYEHHUEM CIIy4aeB IIPOBEACHUS KIMHUYECKOIO HCCIIEIOBAaHUSL
JICKapCTBEHHOI'0 IpemnapaTa, CHElMaIbHO pPa3pabOTaHHOro JUIsl NMPUMEHEHHs B YCIOBUSAX BOEHHBIX
NEUCTBUM, 4Ype3BbIYAMHBIX CUTyallMi, NpOPUIAKTUKA U JIedyeHUs 3a00J€BaHUM M MOpaXEeHUH,
IOJYYEHHbIX B  pe3yJibTaTe BO3ACUCTBUS  HEOJArONpUATHBIX ~ XMMUYECKHX, OHOJOIMYECKHX,
paauanroHHbIX (akTopoB. KilmHMYeckoe uccieoBaHME TaKOIrO JIEKApCTBEHHOrO IIpenapara MOXKET
IIPOBOAMTHCS C yYaCTUEM B Ka4ECTBE IMALIUEHTOB BOCHHOCIIYKAIUX, 3a UCKJIIFOUEHUEM BOCHHOCIIYKAILUX,
MIPOXOAIINX BOCHHYIO CIYX Oy 10 NMPU3bIBY, C COOIIOACHUEM TpeOOBaHUM, YCTAHOBIEHHBIX HACTOSILUM
@DenepalbHBIM 3aKOHOM B OTHOLICHHH I'PaXIAHCKUX JIMLL;

4) cOTpYIHUKOB [TPaBOOXPAHUTEJIbHBIX OPraHoOB;

5) JINII, OT6BIB3.IOH_[I/IX HaKa3aHHUC B MCCTax JTHUIICHUA CBO6OI[BI, a TaKXKC JIMIL, HAXOOAIIIUXCA I10M
CTp&)K@fI B CJICACTBCHHBIX HU30JIATOpAX.

Koncynbrantlltoc: npumeyanue.
C 01.01.2026 B u. 7 ct. 43 BHOCsTCs 3mMeHeHus (D3 ot 30.01.2024 N 1-D3).

7. Jlomyckaercs NpOBENEHHE KIMHUYECKOIO MCCIEIOBAaHUs JIEKAPCTBEHHOIO IpernapaTta Juis
MCIOAUITUHCKOT'O HpI/IMeHeHI/ISI, npenHasHaquHoro A JICHCHUA IICUXUYCCKUX 3a6OH€BaHI/II\/'I, C y‘IaCTI/ICM B
KauecTBE MAI[MEHTOB JIUI C ICUXMYECKUMH 3a00IeBaHHUSIMHE, TIPU3HAHHBIX HEJIEECTIOCOOHBIMH B TIOPSKE,
YCTAHOBIICHHOM  3aKOHOJarelbcTBOM  Poccuiickoit ~ @enepanuu. KnuHnueckoe — uccienoBaHUe
JIEKapCTBEHHOT'O TMpernapara B 3TOM CIIy4ae MPOBOJUTCS MPH HAIWYUHU COTJIAcHs B MUChMEHHOU (opme
3aKOHHBIX HpeHCTaBHTGHGﬁ YKa?;aHHI)IX JINII.

Ctatba 44. OO6GsAszaTenbHoOe CTpaxoOBaHME XU3HW, 300pPOBbA  MNaUMUEHTa,
yyacTBywLWero B KIMHMYECKOM MUCCneaoBaHUM JieKapCTBEHHOro npenaparta Ans
MeAULMHCKOro npumMeHeHus

(B pea. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

1. Opranuzanus, TNOJYYWBIIAs pa3pelieHHe Ha OpPraHU3aIUI0 TPOBEACHUS KIMHUYECKOTO
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

HCCIICAO0BaHUA JICKAPCTBCHHOI'0 Ipcfrapara ajd MCECOAUIUHCKOIO IMPUMCHCHUA, o0si3aHa B KauyecTBE
CTpaxoBaT€iisd CTpaxoBaTb PHCK IPUYMHCHUA BpE€Aa KHU3HH, 3I0POBbIO IallMCHTAa B PE3YJIbTaTe
MPOBCACHUA KIIMHUYCCKOTO UCCICAOBAHUS JICKAPCTBCHHOI'O Mpcriapara Ajisi MCAUIUHCKOTO ITPUMCHCHU A
3a CBOM CYET IIYTEM 3aKIIIOYCHHA JOTOBOpa 00513aTeJIbHOIO CTpaxOoBaHUsI.

2. OOBEKTOM 00s3aTETBHOTO CTPAaXOBaHHS SBISETCS MMYIIECCTBEHHBIM MHTEpEC TNalHueHTa,
CBSI3aHHBI C MMPUYMHEHHEM BpE/a €ro XH3HHU WM 370POBBIO B PE3yNIbTaTe NMPOBEACHUS KIMHUYECKOTO
MCCIIEIOBAHMSI JICKAPCTBEHHOTO Mpernapara JAJisi MEIUIIMHCKOTO IIPUMEHEHUSI.

3. CTtpaxoBbIM CllyyaeM IO JOIOBOPY 00s3aTEIbHOIO CTPAXOBaHUS SABJISETCS CMEPTh NAllMEHTa WU
YXYIIIEHUE €0 3A0POBbs, B TOM YHCIIE BIEKYyIIee 32 cO00H yCTaHOBIEHHE HHBAJIUIHOCTH, IPU HATUIAN
IPUYMHHO-CJIEICTBEHHON CBSI3M MEXJy HACTYIUIGHHEM 3TOro coOBbITUS M YdacTHEM MaleHTa B
KIIMHUYECKOM HCCIIEI0BAHUH JIEKAPCTBEHHOTO IIpenapara.

4. Tpe6OBaHI/I$I O BO3MCHICHMM Bpc€aa, IPUYMHCHHOI'O JKHU3HHW HWJIMX 3J0pPOBbBIO IIAIIMCHTA,
MMPCABABIAIOTCA B TCUCHHUC CpOKOB HCKOBOI1 JaBHOCTH, YCTaHOBJICHHBIX TpaXXJaHCKUM
3aKOHOJaTCJIbCTBOM.

5. Pa3mep cTpaxoBoil BIILIATHI IO JOTOBOPY 0053aTEILHOTO CTPAXOBAaHUS COCTABIISET:

1) B ClIydac CMCPTH IIalMCHTA ABa MUJIJIMOHA pY6J'IeI71 Ha KaXJO0ro InanueHTa, y4aCTBOBABLICTO B
KIIMHUYCCKOM HUCCJICAOBAHUU JICKAPCTBCHHOTI'O ITpLCIiapara,

2) mpu yXyALIEHUU 37J0POBbs MAIIUEHTA!

a) IOBJIEKILIEM 3a cO0OM yCTaHOBJIIEHHE MHBAJIWIHOCTU | rpynmbl, OAMH MWIUIMOH MHSTHCOT ThICSY
pyOsiell Ha KaXXAOro IManUeHTa, y4YyacTBOBABLIET0 B KIMHUYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOTO
npenapara;

6) moBiekmeM 3a coOoil ycTaHOBIEHME MHBAIMAHOCTH Il rpynmel, OAMH MWIIMOH pyOsied Ha
Ka)KJ]0r0 MalMeHTa, yiaCTBOBABLIETO B KIIMHUYECKOM HCCII€0BAaHNH JIEKapCTBEHHOTO Mpenapara;

B) NOBJEKIIEM 3a co0oi ycTaHoBieHue umHBanuAHocTH III rpymmel, maTbcoT ThICSY pyOiei Ha
Ka)KJI0r0 MalMeHTa, yiaCTBOBABLIETO B KIIMHUYECKOM HCCII€0BAHNH JIEKapCTBEHHOTO Mpenapara;

I') He MOBJIEKIIEM 3a co00M yCTaHOBJIEHUSI MHBAJIHMIHOCTH, HE OoJee ueM TpHUCTa Thicsu pyoOuielt Ha
KaXJOro TMalueHTa, Y4YacTBOBABIIET0 B KIMHUYECKOM HCCJIEIOBAaHUHU JIEKApCTBEHHOTO Ipernapara,
UCXOJs W3 HOPMAaTHMBOB, OTPAXKAIOIIMX XapakTep M CTENEHb IOBPEKICHMS 310pOBbA, a TaKXKe
(aKkTUYECKH [IOHECEHHbIX MAallMeHTOM pPAcXO0JI0B, BbI3BaHHBIX IOBPEKICHUEM 3/I0pPOBbS, Ha
MEIULUHCKYIO TOMOILb, TPHOOPETEHHE JIEKAPCTBEHHBIX MPENapaToB.

(nm. "r" B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. Ytpatun cuny ¢ 1 utons 2015 roaa. - @exnepanbHblil 3akoH oT 22.12.2014 N 429-03.

7. Cpox moroBopa 0053aT€TBHOTO CTPAaxOBaHUS HE MOXKET OBITH MEHEe, YeM CPOK IPOBEICHHS
KJIMHMYECKOTO MCCIIEIOBAaHUS JIEKAPCTBEHHOIO Mpenapara.

8. VYcinoBusi noroBopa 00s3aTENbHOTO CTPAaxOBAaHUS, B TOM YHCIE CTPaxoBble TapU(bl IO
00s513aTeIbHOMY CTpPaxOBaHHIO, MepeueHb HEOOXOAUMBIX JOKYMEHTOB JJISi OCYIIECTBICHHUS CTPaxOBOM
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

BBITUIATHI, TOPSAOK YCTAHOBJICHUS CTpPaxoBaTeieM WHAMBUIYAILHOTO WICHTH(PHUKAIMOHHOTO KOJa
MaIKeHTa, NOPI0K HHOOPMUPOBAHHS CTPAXOBATEIEM CTPAXOBIIUKA O MPUBJICYCHHBIX K KIIMHHYECKOMY
WCCIICIOBAHHUIO JICKAPCTBCHHOTO Mpemnapara Uil MEAWIIMHCKOTO TPHMEHEHUs IMallMeHTaX, MOPSI0K
VILIaThl CTPAXOBOW MPEMHUH, TIOPSIJIOK pPeaM3alluy ONPEICIICHHBIX HacTosiuM DeepaibHbIM 3aKOHOM U
npyrumu - (penepanbHBIMH 3aKOHAMH TpaB U OOS3aHHOCTEH CTOPOH MO JIOTOBOPY O00s3aTeIhHOTO
CTpaxOBaHHs, a TaKXEe HOPMATHBBI, OTPAKAIOUIME XapaKTep M CTEICHb TOBPESKACHUS 370POBBS,
YCTaHABIIMBAIOTCS TUIIOBBIMHU MTPABWIIAMU 00S3aTEIILHOTO CTPAXOBAHUS.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

9.B CJIydac NpUYUHCHUA BpE€aa ) XU3HU MMAIUCHTA, YHaCTBOBABIICTI'O B KIMHUYCCKOM HCCIICAOBAHUUA
JICKApCTBEHHOI'O ITpe€riapara, BBIFOI[OHpHOGpeTaTCJ'IﬂMI/I o J0roBopy 00513aTEJIbHOTO CTpaxoBaHUA
ABJIIOTCA T'paXJaHC, HMCIOMIUC IIPpaBO Ha BO3MCHICHHUEC BpClda B Cliydac¢ CMCPTH KOpMWJIbLla B
COOTBETCTBHUH C TI'paXXAaHCKUM 3aKOHOJATCJIbCTBOM, IIPM OTCYTCTBHMM TaKUX TIpaXXJaH - POAUTCIIH,
Cymnpyr, ACTU yMCPLICTIo MnanyveHTa, y4aCTBOBABHICIO B KIIMHUYCCKOM HCCICAOBAHHWHN JICKAPCTBCHHOI'O
npemnapara, B ClIyda€ CMCPTH IalMCHTA, YYAaCTBOBABIICTO B  KJIMHHUYECKOM  HCCICAOBAHHUU
JICKApCTBCHHOT'O Ipfraparta U HC HMMEBLICTO CaAMOCTOATCIBHOI'O J0XOJd, - IpakAaHC, Ha WKIAWBCHUU
KOTOPBIX OH HaxoAWJICid, B OTHOIICHMHM BO3MCHICHHA pPacxoaoB Ha norpe6eHHe nmanueHTa,
Y4aCTBOBABUICTO B KIIMHUYCCKOM HCCIICAOBAHUU JICKAPCTBCHHOI'O IIpfIiapara, - JIMIO, IMOHCCHICC TAKHC
pPacxoJbl.

10. CTanOBaﬂ BbIIlJIaTa B CUCT BO3SMCHICHHMA BpC€ad, IMNMPUYMHCHHOI'O JKWU3HU IIAllMCHTA,
Y49aCTBOBABLICTO B KIIMHUYCCKOM HCCICAOBAHUUN JICKAPCTBCHHOI'O IIpCIiapaTa, pacCIpCACIIICTCA MCEKIAY
BI)II‘OI[OHpI/IO6p€TaT€JI$IMI/I IMPOMOPUHUOHAIBHO UX KOJIMYCCTBY B PABHBIX OO0JIAX.

11. Tlpu HaCTYIUIGHMH CTpPaxOBOTO Cliyyas T[allMEHT, Y4YaCTBOBABIIM B KIMHHYECKOM
WCCIICIOBAaHUM  JICKAPCTBEHHOTO  TIperapara,  BBIFOJONPHOOpETaTeNlb  BIpaBe  MPEAbSIBHUTH
HEMOCPEJACTBEHHO CTPAXOBIIMKY TpeOOBaHHE O BO3MEIICHUU MPUYMHEHHOTO BpeAa. CTpaxoBas BbIILIAaTa
OCYHICCTBIIACTCA CTPAaxXOBHIMKOM B TCUCHUC TpUALATU I[Hefl CO OHA NOpCACTaBICHUS H€06X0)II/IMBIX
NoKyMeHTOB. [lalMeHT, yyacTBOBaBIIMI B KIIMHUYECKOM HCCIE0BAHUH JIEKApPCTBEHHOTO Mpernapara, Win
BBITOJIONIPHOOpETaTeNlb 00s3aH COOOIIUTHh CTPAXOBUIUKY [IJISI OCYIIECTBJICHHS CTPAXOBOM BBHITUIATHI
WHIUBUAYAIbHBIN HISHTU(UKAIMOHHBINA KO MallieHTa, YCTAHOBJICHHBIN CTPaxoBaTeJIeM B COOTBETCTBUH
C TUIIOBBIMHU ITpaBHUJIaMH 00s13aTEIBLHOTO CTpaxoOBaHUs.

12. Jlo MONHOrO OmNpeleNeHHs pa3Mepa IMOAJIEKAIETO BO3MELIEHUIO Bpela CTPAaXOBIIUK IIO
3asBJICHUIO NAI[UEHTA, YYaCTBOBABIIETO B KIMHUYECKOM MCCIIEIOBAHNUH JIEKAPCTBEHHOTO Ipenapara, Win
3asBJICHUIO BBITOAONPUOOpETATENs BIIPABE OCYIIECTBUTh YAaCTh CTPAXOBOI BBIILIATHI, COOTBETCTBYIOILYIO
(bakTUYECKH OINpeeICHHON YacTH MPUUYMHEHHOTO Bpea.

13. CTanOBaﬂ BbIIlJIaTa B  COOTBCTCTBUU C JOrOBOPOM 00513aTEIHLHOTO CTpaxOBaHUA
OCYHICCTBIIACTCA HE3aBUCUMO OT BBITIIAT, MPUYUTAIOIINUXCA IO APYTUM BHIaM CTPaxXOBaHH.

14. He pomyckaeTcs ydvacTHe TAllMEHTa B MPOBEACHUU KIWHHYECKOTO HCCIICOBAHUS
JICKapCTBEHHOTO Ipernapara Mpu OTCYTCTBHUHU JIOTOBOPA 0053aTEILHOTO CTPAXOBAHUS.

15. KoHTponp 3a HCIOJIHEHMEM OpraHM3alMel, IOJYyYMBLIEW pa3pellleHue Ha OpraHU3aLUIo
MIPOBEJICHUS KIIMHUYECKOIO MCCIIe0BaHuUs JIEKAPCTBEHHOTO Mpenapara Jisi MEIULIUHCKOTO IPUMEHEHHUS,
YCTAHOBJICHHOH HacTosIIel cTaTheil 00SA3aHHOCTU MO 00S3aTEIbHOMY CTPAaXxOBAaHUIO JKU3HH, 3/10POBBS
ManueHTa, YJacTBYIOLIEro (y4yacTBOBaBUIETr0) B KJIMHUYECKOM HCCIIEIOBAHUU JIEKAPCTBEHHOTO
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[ata coxpaHeHus: 10.02.2025

npemnapara, OCYHCCTBIACTCA YIIOJITHOMOYCHHBIM @eﬂepaHLHBIM opranomM HCIIOJIHUTEILHOM BJIaCTH,
BBIJIABIIUM Pa3spClICHUC HAa IMPOBCACHUC KIIMHUYCCKUX I/ICCJ'ICIIOBaHI/Iﬁ JICKAPCTBCHHBIX IIpE€IIapaToB AJId
MCIUIUHCKOI'O IPUMCHCHMUA.

Nnasa 8. MIPON3BOAOCTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPEACTB
CraTtbsa 45. [pon3BoACTBO fleKapCTBEHHbLIX CPEeACTB

1. TIpom3BOACTBO JIEKAPCTBEHHBIX CPEICTB JIOJDKHO COOTBETCTBOBATh TPEOOBAHMSM IIPABHUII
HaJJIexalleld MpOU3BOJACTBEHHON MPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYEHHBIM (peiepabHbIM OpraHoM
UCTIOJHUATENBHON BiacTH. OCOOEHHOCTH Mepexo/a MPOU3BOJICTBA OTJACIBHBIX JEKAPCTBEHHBIX CPENICTB K
UX MPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAHUAMHU MpPAaBHII Ha/AJIEXKAIEH MPON3BOACTBEHHON MPAKTUKU
ycranaBinuBarorcs IIpaBurensctBom Poccuiickoit ®denepauuu. Bpinaya 3akir04eHHil O COOTBETCTBHH
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUSAM NPAaBHJ HaJJIekKalleld MPOU3BOJICTBEHHOM
IIPAKTUKX OCYILECTBIAETCS IO PE3yJIbTaTaM HWHCIEKTUPOBAHMS IPOU3BOIAUTENIEH JIEKAPCTBEHHBIX
CpelIcTB B mopsake, ycraHoBieHHOM lIpaButensctBom Poccuiickoit ®denepanuu. Pasmep mnatel 3a
BBIJIa4y 3aKIIOYEHUS O COOTBETCTBHH TPOM3BOIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSAM IPABHII
HaJUIeKalled  NpPOU3BOACTBEHHOM  MpakTUKU  ycTaHaBiauBaercs [IpaBurensctBoM  Poccuiickoit
@enepannu. [lopsaok opraHu3alnyy U MPOBEACHUS MHCIEKTUPOBAHUS MTPOU3BOJUTENECH JIEKAPCTBEHHBIX
CpPEICTB Ha COOTBETCTBHE TpPEOOBAHMUAM TPAaBUI HaJUIekKalled TMPOU3BOJACTBEHHON MPAKTUKU
ycranasinusaercs [IpasurensctBom Poccniickoit denepanun.

(B pen. @enepanbHbix 3akoHOB OT 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N
429-D3)

2. IlpousBoncTBO JeKapCcTBEHHBIX cpeacTtB B Poccuiickonn @enepanuu  OCYLLECTBISIETCS
IIPOU3BOJUTEISIMU JIEKAPCTBEHHBIX CPEJCTB, UMEIOIIMMH JIMIEH3UI0 Ha MIPOU3BOJCTBO JIEKAPCTBEHHBIX
cpencts. IloaTBepikaeHHE COOTBETCTBUsA JIMLEH3MATa I[IPABUJIAM HAJJIEXalled IPOU3BOJCTBEHHOU
MIPAKTUKU OCYHIECTBISETCA B PAMKAxX JULEH3MOHHOTIO KOHTPOJISI B COOTBETCTBUU C 3aKOHOJATEIBCTBOM
Poccuiickoii @enepaniuu ¢ yueToM 0COOCHHOCTEH, YKa3aHHBIX B 4aCTH | HacCTOsIIEH CTaThu.

(B pen. deaepanbhbix 3aKk0HOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

2.1. Jlna uenedl NHUIIEH3UPOBAHUS MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB MJIs MEIUIMHCKOTO
MPUMEHEHUSI U MHCTIIEKTUPOBAHUSI CYOBEKTOB OOpaIeHUsl JEKapCTBEHHBIX CPEJICTB HA COOTBETCTBUE
TpeOOBaHUSAM MPABIII HAJIekKAIIeH MPOU3BOICTBEHHOM NMPAKTUKU (eiepalibHbIN OpraH UCIOTHUTENbHOM
BJIACTH, OCYIIECTBIISIIOIIMI TOCYJAPCTBEHHYIO PETrMCTPAlMI0 JIEKAPCTBEHHBIX MPENApaToOB A
MEIHUIIMHCKOTO TMPUMEHEHHS, TMPeAOoCTaBisieT (QenepalbHOMY OpraHy HCHOJHUTENBHON BIIACTH,
OCYIIECTBISIOMEMY (eZepabHbI TOCY/IapCTBEHHBIN JIMIIEH3UOHHBIA KOHTPOJb JIEATEIILHOCTH IO
MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB I MEIUIMHCKOTO NPUMEHEHMS, IO €ro 3ampocy B paMmKax
MEXBEJIOMCTBEHHOTO MH(OPMAIIMOHHOTO B3aUMOJCHCTBHUS B TOPSIKE, YCTAHOBIEHHOM (henepaibHbIM
OpraHOM HCIIOJIHUTEIBHOW BJIACTH, OCYLIECTBIISIIOIIMM JIMLIEH3UPOBAHUE ITPOU3BOJACTBA JIEKAPCTBEHHBIX
CPEICTB I MEIUIIMHCKOTO TIPUMEHEHHUs, W (QeAepaTbHbIM OpPraHOM HCIIOJIHUTEIBHONW BIIACTH,
OCYILECTBJISIOIIMM TOCYJAAPCTBEHHYI) PETUCTPALMIO JIEKAPCTBEHHBIX IIPENAPATOB I MEAULIMHCKOIO
MIPUMEHEHHUSI, CIICIYIOIINE CBEICHHS O JIEKAPCTBEHHBIX CPEACTBaX (B TOM YHCIE B Cydae, €Clid Takue
CBEICHHS COCTABIISIIOT KOMMEPUECKYIO TaitHy):

1) B oTHOLIEHUU (hapMalleBTHUECKON CyOCTaHIINMK WK (papMalieBTHUECKUX CyOCTaHIIUM, BXOISIINX
B COCTaB JIEKAPCTBEHHOTO Ipernapara (3a UCKIYeHneM (papMalleBTHYeCKUX CyOCTaHIIMM, BKIIOUEHHBIX B
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rOCy/lapCTBEHHBI PEECTP JIEKApPCTBEHHBIX CPEACTB B COOTBETCTBUM CO CTaTbel 34 HacTOsIIEro
denepanbHOro 3aK0Ha):

a) HauMeHOBaHMe (papMaIeBTUICCKON CyOCTaHINH, €€ CTPYKTypa, OOIIre CBOMCTBA,
0) HANMEHOBAHHUE U aJIPEC MPOU3BOTUTEIIS;

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUCM CTaIII/If/’I MMPOU3BOACTBA U MCTOAOB KOHTPOJISA Ha BCCX
CTaguiaX IIPOU3BOACTBA,

T') ONKCaHKe pa3pabOTKH Mpolecca MPOU3BO/ICTBA;

1) OITUCaHNe KOHTPOJISI KPUTUYECKUX CTAHI MPOU3BOICTBA U MPOMEKYTOUYHON MPOIYKIIHH;
€) TOKYMEHTaJIbHOE TTOITBEPKIACHHUE (BaIMIALIMSI) POIIECCOB U (UJTM) X OIEHKA,

’K) CBOMCTBA M CTPYKTYpa JIEHCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTHKA TIPUMECEH;

n) creurdukanys Ha hapMaleBTHUECKYIO CyOCTaHIUIO U €€ 000CHOBAHME;

K) aHaJUTHYECKUE METOJMKH, WCIOIb3yeMble TIPH OCYINECTBICHHHM KOHTPOJIA KadecTBa
(hapmaleBTUUECKOI CyOCTaHIINY;

JI) AOKYMCHTAJIBbHOC MOATBCPIKIACHUC (BaJII/I[[aLII/Iﬂ) AHAIUTUYCCKUX METOJUK, HCIIOJIb3YCMBIX IIPU
OCYHICCTBJICHUU KOHTPOJII Ka4€CTBa q)apMaueBTqucxoﬁ CY6CTaHI_II/II/I;

M) pe3yJIbTaThl aHAJIN3a CEPHl (hapMaIleBTUUECKON CyOCTaHIINH;

H) TIepeueHb CTaHAAPTHBIX 00pPa3llOB MM BEIIECTB, UCIOJIb3YEMbIX MPU OCYIIECTBICHUN KOHTPOIS
Ka4yecTBa,

0) OIMCaHME XapaKTEPUCTUK U CBOMCTB YIaKOBOYHBIX MaT€pPHAJIOB U YKYIIOPOUHBIX CPE/ICTB;

1) JaHHbIE O CTA0MIIBHOCTH (papMalieBTUUECKON CyOCTaHIINH;

P) CPOK TOJTHOCTH;

2) B OTHOILIECHUHU (papMaleBTUYECKUX CYOCTaHLMM, BXOIALINX B COCTaB JIEKAPCTBEHHOTO Mpernapara
U BKIIIOYEHHBIX B TOCYAApPCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEICTB B COOTBETCTBUHU CO cTaThel 34
Hacrosero dexepanbHOro 3aKoHa:

a) HaUMEeHOBaHMe (apMaleBTHUECKON CYOCTaHIINH, €€ CTPYKTYypa, o0IIre CBOUCTBA;

0) HauMEHOBAaHHE U a/IpeC MPOU3BOAUTENS;

B) pe3yJIbTaThl aHAJIN3a Cepuil (papMalieBTUIECKOI cyOCTaHIINN;

T') CPOK TOJTHOCTH;
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3) B OTHOHICHUH JICKAPCTBCHHOTI'O ITpCriapaTta AJid MCIUINHCKOTO IPUMCHCHUA
a) OIMMCAHUE U COCTaB JICKAPCTBECHHOTI'O IIpEriapara JJId MCAUIUHCKOI'O IIPUMCHCHU A,

0) omucanue (apmareBTHUECKONH pa3paboTku (000OCHOBaHHME BBIOOpPA COCTaBa, IEPBUIHOU
YIaKOBKH);

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUCM CTaIII/If/’I IMPOU3BOJACTBA U MCTOA0OB KOHTPOJIA HAa BCEX
CTaguiaX IIPOU3BOACTBA,

I) ONHMCaHWE€ KOHTPOJS KPUTHYECKUX CTaJuil Ipolecca IPOU3BOJACTBA U IPOMEKYTOUHOU
IPOAYKIHIH;

J1) HAUMEHOBAHUE M aJIpeC MECTa OCYIIECTBIEHUS MMPOU3BOJICTBA JIEKAPCTBEHHOI'O Mpernapara Juist
MEIHUIIMHCKOTO TMPUMEHEHUs (B Cllydae HaJM4YUsl HECKOJNBKHUX YYAaCTHHUKOB IIpoliecca IMPOU3BOJCTBA
YKa3bIBAETCS KAXK/IbII U3 HUX);

e) apmarnieBTHYECKAasI COBMECTUMOCTD;

) MUKPOOHOJIOTHYECKHIE XaPaKTEePUCTHKH;

3) MaTepuanbHBIA OaaHC JJIs MPOU3BOACTBA CEPUH FOTOBOTO MPOJIYKTA;

1) OMKMCAHUE XapaKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MATEPUAJIOB M YKYITOPOUYHBIX CPE/ICTB;

K) JOKYMEHTAJIbHOE MOATBEPkKACHHE (BaIM A1) POIIECCOB IPOU3BOJICTBA U (MJIM) UX OIICHKA;

1) TpeOOBaHUs K KAYECTBY BCIIOMOTaTEIbHBIX BELIECTB;

M) AHAIIUTUYCCKUC MCTOAUKHU, HUCIOJIB3YEMbIC IIpU OCYHICCTBJIICHHMU KOHTPOJISI KadeCTBa
BCIIOMOTaTCIBbHBIX BCIICCTB,

H) AOKYMCHTAJIbHOC TTOATBCPIKIACHUC (BaJ'II/II[aI_II/IH) AHAIIUTUYCCKUX MCETOJUK, HCIIOJIb3YCMBIX IIPpH
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBAa BCIIOMOT'aTCJIbHBIX BEIICCTB,

O) PIH(I)OpMElI.[PIﬂ 00 HCIIOJIB30BAHMHM BCIIOMOTATEIbHBIX BCIICCTB YCJIIOBCUYCCKOTO M XHWBOTHOI'O
IMPOUCXOKIACHUSA,

H) I/IHq)OpMaI_II/IH 00 MCIIOJIb30BaHUN HOBBIX BCIIOMOTaTEIIbHBIX BCHICCTB,

p) TpeOoBaHMS K KauyecTBY JIEKQpCTBEHHOrO IpermapaTa Uil MEAMIMHCKOIO NPUMEHEHUS
(ceprudukar, cienudukanys Ha JJeKapCTBEHHBIHN Mpenapar U UX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAWKH, HCIHOJB3YEMBIC TIpU OCYHICCTBJICHUMW KOHTPOJIA KadcCTBa
JICKApCTBCHHOTO ITpCriapara JJIs1 MCAUTTUHCKOT'O MTPUMCHCHUS

T) JOKYMCECHTAJIbHOC IOJATBECPIKACHHUC (BaJII/IJIaI_[PISI) AHAIIUTUYCCKUX METOJUK, HUCIIOJB3YCMBIX ITPpU
OCYIICCTBJICHUU KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHOI'O Mperiapara Ijisd MCIUIUHCKOTO IIPUMCHCHU A,
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y) pe3yJbTaThl aHATM30B CEPHl JIEKAPCTBEHHOTO MpermapaTa JIyisl MeIUIIMHCKOTO IPUMEHEHUS;
¢) XapakTepuCTHKA TPUMECEH;

X) NEpeueHb CTaHJApPTHBIX O00pa3lOB, UCIOJIb3YEMBIX IIPU OCYILIECTBICHUU KOHTPOJS KayecTBa
JIEKapCTBEHHOIO IIperapaTa il MEAULIHUHCKOTO IPUMEHECHUS;

11) IaHHBIE O CTAOUIILHOCTH JIEKAPCTBEHHOTO penapara JAJisi MeIUIIMHCKOTO TPUMEHEHUSI.
(dactb 2.1 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

3. IIpom3BOACTBO JIEKAPCTBEHHBIX CPEACTB OCYILIECTBISETCA C COONIIOJCHHEM TpeOOBaHUI
MPOMBIIICHHOTO PETJIaMEHTa, KOTOPBIA YTBEPIKIACTCS PYKOBOJUTEIEM POU3BOIUTENS JICKAPCTBEHHBIX
CpPEeACTB W BKJIIOYAaeT B ce0s MepeueHb HCIOJIb3YeMbIX (hapMaleBTHUECKUX CyOCTaHUUN W
BCIIOMOTATEIILHBIX BEIIECTB C YKa3aHHEM KOJIMYECTBA Ka)JIOTO M3 HHX, TAHHBIE 00 HCIOJIb3yeMOM
00OpYJIOBaHUM, ONHMCAHHE TEXHOJOTHYECKOTO IIpoIlecca M METOJOB KOHTPOJIS Ha BCEX JTamax
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEIICTB.

4. IIpu npou3BOJCTBE JIEKAPCTBEHHBIX MIPENApaTOB ISl MEAULIMHCKOIO IPUMEHEHUS UCTIONb3YIOTCS
¢bapMmarieBTHUECKHE CYOCTaHLMM, CBEACHHUS O KOTOPBIX COAEP)KATCS B TOCYJapCTBEHHOM peecTpe
JIEKapCTBEHHbIX  CPEIACTB  JUIsl ~ MEAMIMHCKOIO  INpUMEHEHUuss U (WIM) €IUHOM  PEecTpe
3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpelcTB EBpa3niickoro 5KOHOMUYECKOTO COK03a, 33 UCKIOYCHUEM
(bapMareBTHYECKIX CyOCTaHIIMNA, MPOU3BOAUMBIX IS TIPOBEICHHUS KIMHUYECKUX HUCCICAOBAHUHN U (IIN)
g 9Kkenopra. [Ipm mpoM3BOACTBE JIEKAPCTBEHHBIX CPEACTB JIA  BETEPUHAPHOIO ITPUMEHEHHUS
UCIOJIB3YIOTCS (hapMalleBTUUECKHE CYOCTaHLIMHU, CBEACHUS O KOTOPBIX COJIEPIKATCS B FOCYAApCTBEHHOM
peecTpe JEeKapCTBEHHbIX CPEACTB Ul BETEPUHAPHOIO NMPUMEHEHUs, U (MJIM) rocy1apCTBEHHOM peecTpe
JIEKapCTBEHHBIX  CPEACTB  JJIS  MEAMIMHCKOIO  INpPUMEHEHMs, U (WIM) eAUHOM  pPeecTpe
3apErUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIPENaparoB EBpa3uiiCKOr0 3KOHOMHUYECKOIO
cow3a, M (WIM) €AMHOM pEeecTpe 3aperucCTPUpPOBAHHBIX JIEKAPCTBEHHBIX cpeAcTB EBpasuiickoro
HSKOHOMHUYECKOTO COI03a, 3a HCKIIOYeHHEM (apMaleBTHUECKUX CyOCTaHIMH, NPOU3BOJUMBIX IS
MPOBEACHUS KJIMHUYECKUX HccheqoBaHui W (wiam) s dkcnopra. K mporeccy Mpou3BOJCTBA
(bapMmarieBTUUECKON CyOCTaHIIMU OTHOCSATCS JTF0ObIE CTaAMK TEXHOJIOTHYECKOTO Mpoliecca, MO3BOJISIONINE
MOJIYYUTh TOTOBBIA MPOJYKT, COOTBETCTBYIOUINI TpeOOBaHUAM (papMaKONEeHON CTaTbU, B TOM UHUCIE
(bepMeHTaus, SKCTPaKIHs, OUUCTKA, BbIACICHUE, IePEeKPUCTAIIN3AIM, BEICYIIMBaHUE, U3MebueHue. B
cllydae HEOOXOJMMOCTH HCIIOJNb30BaHUS ASTHJIOBOTO CHUPTa, B TOM uucie (apMaleBTHYECKON
CyOCTaHIIMM CIHPTa 3TWIOBOTO (3TaHOJIA), NMPH MPOMU3BOJCTBE JIEKAPCTBEHHBIX CPEACTB B KauyecTBE
JEMCTBYIONIETo U (WIK) BCIIOMOTaTEIbHOTO BELIECTBA, a TAK)KE B MHBIX TEXHOJIOTMYECKUX IIENIAX JOKHA
OBITh HCIOJIB30BAaHA TOJIBKO (hapMareBTHUECKasi CyOCTaHIMs CIIUPTA STUIIOBOTO (3TaHOM).

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-@3, ot 27.12.2019 N 462-®3, ot 27.12.2019 N
481-03, ot 24.07.2023 N 341-D3)

4.1. IlepeueHb JEKAPCTBEHHBIX MPENApaToOB s MEIUIMHCKOTO IMPUMEHEHHUS, B OTHOIICHUU
KOTOPBIX YCTaHABJIMBAIOTCA TpeOOBaHHA K OOBEMY Taphl, YNAaKOBKE M KOMIUIEKTHOCTH, IepeueHb
JIEKAPCTBEHHBIX NIPENApaTOB JIsl BETEPUHAPHOTO IPUMEHEHHS], B OTHOIIEHUH KOTOPBIX YCTAHABIUBAIOTCS
TpeOoBaHUsI K 00BEMY Taphl, a TakkKe TpeOOBaHUS K OOBEMY Tapbl, YMaKOBKE M KOMIUIEKTHOCTU
JIEKapCTBEHHBIX IpenaparoB MJii MEIUIMHCKOrO0 TMpUMEHEHHs, TpeOboBaHUs K 0OBEMYy Tapbl
JIEKAPCTBEHHBIX IIPENApaToB I BETEPUHAPHOIO IPUMEHEHHs OIPEACISIOTCS COOTBETCTBYIOIIMMU
YIOJTHOMOYEHHBIMU (eiepalbHBIMU OpraHaMU HCIOJHUTEIBHON BJIACTU B MOPSJIKE, YCTaHOBICHHOM
IIpaBurensctBoM Poccutickoit denepanuu.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

(uactsb 4.1 B pen. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. Opranuzanuy, OCYIIECTBISIOIIME IPOU3BOACTBO (PapMaleBTUYECKON CyOCTaHIIMM CIUpTa
STHJIOBOTO (STaHONA) JAJsl MPOU3BOJCTBA CHUPTOCOAEPKAIIUX JICKAPCTBEHHBIX IPENapaToB, OOs3aHbI
OCYILIECTBIIATh YUYET B MOPSAKE, YCTAHOBIEHHOM cTaThsiMu 8§ u 14 denepanbHOro 3aKoHa OT 22 HOAOPS
1995 roga N 171-®3 "O rocynapcTBEHHOM peryjanpoBaHUU MPOU3BOACTBA U 000POTA ITUIOBOTO CIHUPTA,
QJIKOTOJILHOM ¥ CIUPTOCOJEpKallel MpOAyKIMH U 00 OrpaHMYeHUM MOTpedsieHus: (paciuTus)
aJIKOTOJIbHOM mpoayKiuu'". IIpon3BoacTBO hapManeBTHUECKONW CyOCTaHIIMM CIIMPTa STHIIOBOTO (3TAaHOJA)
JIOMYCKAeTCsl TOJNBKO OpraHu3alveid, OCYIIECTBISIONIEH MPOU3BOJACTBO PEKTU(HUKOBAHHOTO ATUIIOBOTO
CIMpTa W3 IMILEBOIO ChIpbS HAa OCHOBAHMM JIMLEH3MM Ha IPOU3BOJCTBO 3TUIIOBOIO CIHUpTa MAJIs
MIPOU3BOJICTBA (papMaleBTUYECKOW CYOCTaHIIMM CHUpPTa S3TUJIOBOrO (STaHOJIAa) B COOTBETCTBUU C
TpeboBanusimMu DexnepanpHoro 3akoHa oT 22 HosOps 1995 roma N 171-®3 "O rocymapcTBeHHOM
PEryJIMPOBaHUM IPOU3BOJICTBA M 00OpPOTa ATHIOBOTO CIHPTA, AIKOTOJIBHON M CIUPTOCOIEpKallei
OPOAYKIIMM ¥ 00 OrpaHMYeHHH MOTpeOieHuss (pachuThs) aJKOTOJIBHOW MPOAYKIUHU'", METOAOM
pa3BelieHUs] BOJOW OYMILEHHOW TaKOro 3THIIOBOTO CIHPTA, MPOU3BEICHHOTO JAHHOW OpraHU3alueil mo
MECTY OCYIIECTBIICHUS TPOU3BOICTBA (papManeBTUIECKOI CyOCTaHIIMN CIIUPTA STHIIOBOTO (3TAHOJIA).
(dactpb 4.2 BBeaeHa DenepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. deaepalibHOro 3aKOHA OT
27.12.2019 N 481-D3)

4.3. UnnuBuayanabHble MPEANPUHUMATENN U IOPUAMYECKHUE JIMIA, OCYIIECTBIAIOMINE 3aKYNKy U
WCIOJIb30BaHUE (DapMarieBTHYECKON CyOCTaHIIMHM CIUPTa THJIOBOTO (ITAaHOJA), a TaKKe IMPOU3BOJICTBO,
M3TOTOBJICHHE W (WiaM) o000pOT (32 MCKIIOYEHHEM PO3HUYHOW MPOJAXKU) CIIMPTOCOACPIKAIINX
JICKapCTBCHHBIX IPENapaToB, O0S3aHbl OCYIIECTBISITH HMX Yy4eT W JICKIAPUPOBAHUE B TIOPSKE,
yCTaHOBJIEHHOM cTaThsiMu 8 u 14 denepanbHoro 3akoHa or 22 HosiOps 1995 roma N 171-®d3 "O
rOCyJapCTBEHHOM PETyJIMPOBAHUHM TIPOM3BOJACTBA W 000pOTa ITHIIOBOTO CIHMPTA, aJKOTOJBHON U
CHUPTOCOEpIKAIIEH MPOAYKIIMH U 00 OrpaHUYEHUU OTPeOICHUS (PACIUTHS) AIKOTOIBHOM MPOTyKITUH'".
(dactp 4.3 BBeaeHa denepanbHbiM 3akoHOM OT 29.07.2017 N 278-D3)

4.4. Tlpu mnpoU3BOJCTBE JIEKAPCTBEHHBIX TMPEMapaToB s BETEPUHAPHOTO TMPUMEHEHHS
JIOMTYCKAETCsl HWCIOJB30BaHUE IIPOM3BEICHHBIX JUIS peanu3anu  (apMaleBTHYSCKUX CyOCTaHIIHA,
BKJIFOUEHHBIX B TOCYIApCTBEHHBIM peecTp JIeKapCTBEHHBIX CPEACTB YIOTHOMOYEHHBIM (enepanbHbIM
OpPraHOM  HWCIIOJHHUTENBHOW  BIACTH, OCYIIECTBISIONIMM BEJICHHE TOCYJapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB IS MEIUITMTHCKOTO IPUMEHEHHUS.

(dactp 4.4 BBeneHa denepanbubiM 3akoHOM OT 02.08.2019 N 297-03)

5. 3ampemmaercst IpOU3BOICTBO:

1) nexapCTBEHHBIX CPEJCTB, CBEIACHMSI O KOTOPBIX HE COJAEPKATCA B IOCYIAapCTBEHHOM pEecTpe
JIEKapCTBEHHBIX CPEJICTB s MEIUIMHCKOIO NpHUMEHEeHMs, U (WIM) TOCylapCTBEHHOM peecTpe
JIEKapCTBEHHBIX  CPEACTB Ui  BETEPUHAPHOTO  MPUMEHEHMs, W  (WIM) €IUHOM  peecTpe
3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpelCTB EBpa3uiickoro sSKOHOMHYECKOT0 CO03a, U (WIK) eJMHOM
peecTpe  3aperuCTPUPOBAHHBIX  BETEPUHAPHBIX  JIEKAPCTBEHHBIX  mpemnapatoB  EBpasuiickoro
SKOHOMMYECKOTO CO03a, 332 MCKIIOYEHHEM JIEKAPCTBEHHBIX CPEICTB, MPOU3BOAMMBIX JUISI IPOBEACHHUS
KJIIMHUYECKUX MCCIIEOBAHUM WM JUISl SKCIIOPTA;

(m. 1 B pen. @enepanbHoro 3akona ot 24.07.2023 N 341-D3)

2) dhanbcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB;
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?;iie?:;gbig 32%'(22; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Hata coxparenms: 10.02.2025

3) JIeKapCTBEHHBIX CPEJCTB O€3 JUIEH3UN Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPE/ICTB;

4) nexapCTBEHHBIX CPEJICTB C HApyLIIEHUWEM IPaBUJl OPraHU3alMM IPOU3BOJCTBA M KOHTPOJSL
KauecTBa JIEKApCTBEHHBIX CPE/ICTB;

5) yrpatun cuiy. - @enepanbHbiii 3akoH ot 27.12.2019 N 481-D3;

6) CIHPTOCOACPKAIMUX JICKAPCTBCHHBIX MPEMApaTOB IO MECTY OCYIIECTBICHHS IPOU3BOJICTBA
(dhapMareBTHUeCKO CyOCTaHIIMM CIHUpPTa STUIOBOrO (3TaHoja) W (WMJIM) 1O MECTY OCYIICCTBICHUS
MIPOU3BOJICTBA ITUIIOBOTO CITUPTA;

(. 6 BBennen denepanbHBIM 3aKOHOM OT 27.12.2019 N 481-D3)

KoncynsrantlIntoc: npumevanue.

®denepanbHbiM 3aKOHOM OT 22.12.2020 N 436-®3 ct. 14.1 @3 ot 22.11.1995 N 171-®3 uznoxena B
HOBOM penakuuu, Hopma I. 1.1 ct. 14.1 crapoit penakuuu @3 cooTBeTCTBYET HOpMe I. 2 cT. 14.1
HOBOM PEJIaKIINH.

7) dapmaneBTHUECKONH CyOCTaHIIMHM CIHPTa ITUIOBOrO (dTaHOdA) W (WIH) CHUPTOCOISPIKAIIIX
JIEKapCTBEHHBIX MpEnapaToB Ha OCHOBHOM TEXHOJOTHMYECKOM OOOpYAOBAaHUU MJisi MPOU3BOICTBA
STWJIOBOTO CIMPTA, yKazaHHOM B IyHKTe 1.1 crateu 14.1 @enepanbHoro 3akoHa ot 22 Hos0ps 1995 rona
N 171-®3 "O rocynapcTBEHHOM pEryJIMpOBaHMM TMPOM3BOACTBA M 000pOTa ATHIOBOTO CHHPTA,
QJIKOTOJIBHOM U CIUPTOCOJEpKAle MpOAYyKIMM M 00 OrpaHMYeHUM MOTpedsieHus (paciuTusi)
AJIKOTOJIbHOM MPOAYKIMK".

(. 7 BBeneH PenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

6. Ilpm BBOAE JEKAPCTBEHHBIX CPEACTB B TPAXIAHCKUH OOOPOT YIIOJIHOMOYEHHOE JIHIO
MPOU3BOJUTEIIA JICKAPCTBECHHBIX CPEACTB OCYIICCTBIIACT NOATBEPIKACHHUEC COOTBETCTBUA JICKAPCTBCHHBIX
CpeAcTB TpeOOBAHUAM, YCTAHOBJIIEHHBIM IIPH HUX TOCYJApPCTBEHHOW pETUCTpalMy, U TapaHTUPYET, 4TO
JICKApCTBCHHBIC CpEACTBa MNPOU3ZBECACHLBI B COOTBCTCTBUU C Tpe6OBaHI/I$IMI/I ImpaBujI Ha)IJ'Ie)KaHIeI\/’I
MIPOU3BO/ICTBEHHOM MPAKTUKH.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

7. YIIOJHOMOYEHHBIM JIMIIOM MPOHM3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB SIBISETCS €ro PadOTHHK,
aTTECTOBAHHBIN B YCTaHOBJICHHOM YIOJHOMOYEHHBIM (pefiepaabHbIM OPraHOM HCIIOJHHUTEIBHON BIACTH
MOPSIZIKE U UMEFOIINI CTaX pabOThI HE MEHEe YeM TISITh JIET B 00JIACTH MPOM3BOJCTBA U (M) KOHTPOJIS
KadecTBa JICKAPCTBEHHBIX CPEJICTB, BBICIIEE 00Pa30BaHUE COOTBETCTBEHHO 10 OJTHOI M3 CIIEIHAIbHOCTEH
u (WIM) OJHOMY U3 HampaBJICHUWH MOJATOTOBKH: OWONOTHSA, OWOTEXHOJOTHS, BETEpHUHApHS,
BETCPHHAPHO-CAHUTAPHAS OKCIEPTU3a, KIMHUYECKAas MEIWIMHA, paJUallMOHHAs, XHMHYecKas |
Ouonoruyeckas 3amura, papmarys, GyHIaMeHTalIbHas METUIIMHA, XUMUYECKast TEXHOIOTUS, XUMHUSL.

(B pen. DenepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

8. Ilpou3BoauTeNnn JEKApCTBEHHBIX CPEICTB (3a HCKIIOUEHHEM (papMaleBTUYeCKOH CyOCTaHLUU
CTIHPTa 3TUJIOBOTO (3TAHOJIA) MOTYT OCYIIECTBIISTH MPOAAXKY JICKAPCTBEHHBIX CPEJICTB WM IMEpeaaBaTh
UX B YCTAaHOBJIEHHOM 3aKoHOJaTenbCcTBOM Poccuiickoit deneparyu nopsake:

(B pen. ®exnepanbHoro 3akona ot 29.07.2017 N 278-03)

1) APYTrUuM IMPOU3BOAUTCIIAM JICKAPCTBCHHBIX CPECACTB JIA IPOU3BOACTBA JICKAPCTBCHHLIX CPEACTB,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

2) opraHu3anysaM ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) AIllTCUHBIM OpraHu3anusaM, BCETCPUHAPHBIM aIITCUHBIM OpraHu3alusaM, HWHAWBUAYaJIbHBIM
npeanpuHuMaTeIsiM, UMCIHOIIUM JIMICH3WIO Ha q)apMaLleBTI/I‘-IeCKYIO JACATCIIBHOCTh WJIM JIMICH3WIO Ha
MCIUIHNHCKYIO JCATCIbHOCTD,

4) Hay4YHBIM OpTaHMU3ALUAM JJIs1 HAYYHO-UCCIIE0BATENBCKON PadoOTHI;
(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

5) MEIULIMHCKUM OpraHU3alUsM U BETEPUHAPHBIM OpraHU3alUsIM;

6) opraHu3anysIM W HWHIAWUBUAYAIBHBIM IPEANPUHUMATEISAM, OCYIICCTBISIONIMM pPa3BeICHUE,
BEIpAIIUBAHUE M COJIEPKAHHWE JKUBOTHBIX (32 HCKIIOYEHHEM MPOJaXH UM (PapMareBTUICCKUX
CyOCTaHIIMI WU UX TIEpeaun);

(. 6 B pen. ®enepanpuoro 3akoHa ot 02.08.2019 N 297-03)

7) WCHBITaTENbHBIM J1a00paTOpusM (LIEHTpaM), MPOBOISIIMM HCIBITAHUS B OOJIACTH KOHTPOJIS
KayecTBa JICKAPCTBEHHBIX CPEACTB, AKKPEJAWTOBAHHBIM B COOTBETCTBMH C 3aKOHOJATEIHCTBOM
Poccwuiickoit @enepannu 06 akKpeJUTAMK B HAMOHAIBHOM CHCTEME aKKPEIUTAIHH.

(n. 7 BBeneH ®enepanbHbM 3akoHOM OT 04.08.2023 N 428-D3)

9. IlpoumsBoaurenu QapMaleBTUYCCKON CyOCTaHIIMM CIHHpPTA ATHIOBOTO (3TaHOJA) OOsI3aHbI
OCYIIECTBISITh pean3anuio (mepeaady B yCTaHOBICHHOM 3aKOHOJATelIbcTBOM Poccuiickoit deneparyu
nopsiike)  (hapManeBTUYECKOW  CyOCTaHIIMM  CHOUpPTAa ATUJIOBOTO  (3TaHOJIA)  MPOU3BOAUTEIISIM
JICKApPCTBCHHBIX CPCACTB AJId ITPOU3BOACTBA JICKAPCTBCHHBIX CPEACTB, ITPOU3BOAUTCIIAM (I/I3FOTOBI/ITCJI$IM)
MEJIUIUHCKUX U3ICIUH JIJIsl IPOU3BOJICTBA U U3TOTOBJICHUS MEAMIIMHCKUX U3JIEIIUN B EMKOCTSIX 00BEMOM
He Oonee 1 mutpa n (wnm) He menee 1000 IUTPOB, a OpraHU3alUsAM, YKa3aHHBIM B IyHKTax 3 - 5 u 7
4acTu 8 HAcTOsIIEH cTaThy, B Tape 00beMoM He Oosee | auTpa.

(uactp 9 BBenmena denepanbHbiM 3aKk0oHOM OT 29.07.2017 N 278-D3; B pen. deaepanbHbIX 3aKOHOB OT
27.12.2019 N 481-®3, o1 22.12.2020 N 444-D3, ot 04.08.2023 N 428-D3)

10. Peammusanusa (mepemada B YCTaHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoit ®denepanmu
nopsnake) (QapManeBTHYECKOW CYOCTaHIIMM COHpPTa STUIOBOTO (3TaHONA) OpraHU3alMsIM ONTOBOU
TOPTOBJIH JICKAPCTBEHHBIMU CPEJICTBAMH HE JIOTTYCKAETCSI.

(uacth 10 BBegena PenepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (apmaneBTHUECKON CyOCTaHIIMM CIHMPTA ATHIOBOTO (3TAHOJA) OCYIIECTBISIIOTCS C
coOnoieHneM TpeOOBaHMM, YCTAHOBJEHHBIX a03alleM 4eTBepThIM MyHKTa 3 crathu 9 DenepaiabHOro
3akoHa oT 22 Hos0psa 1995 roma N 171-®3 "O rocynapcTBEHHOM pEryjilMpOBaHUM IMPOU3BOJICTBA U
0o0opoTa 3TUJIOBOTO CHMPTA, AJIKOTOJBHOM M CHHpTOCOJEpKamell NpOoAYKIMM M 00 OrpaHUYEHHUH
noTpebsieHus (pacuTHs) aIKOT0JIbHOM MpoayKiuu'.

(uactp 11 BBenena denepanbHbiM 3akoHOM 0T 27.12.2019 N 481-D3)

CraTtbsa 46. MapkupoBKa nekapcTBeHHbIX CpeaAcTB
1. .HeKapCTBeHHLIC mpemnaparsl, NpomieAmMne roCyrapCTBCHHYIO pCrucrpanuo B COOTBETCTBUU C

Tpe60BaHI/I$IMI/I HaCTOsAIICTO d)ezlepaﬂLHoro 3daKOH4, 3a HCKIOUCHHUCM JICKAPCTBCHHLBIX IIPEIIapaToB,
HU3TOTOBJICHHBIX alITCYHBIMHA OopraHu3alusaMu, BCTCPUHAPHBIMU alITCYHBIMHU OopraHu3anusimu,
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?;iie[?:;gbig ;%KZO‘; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Hata coxparenms: 10.02.2025

WHIUBUIYIBHBIMH TPEIIPUHAMATEISIMEA, UMEIOITUMHU JIMIIEH3UIO Ha (DapMaIleBTHUECKYIO ACSITEILHOCTD,
JOJDKHBI ITOCTYIATh B 0OpaleHue, eCIIu:
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

1) Ha WX TICPBUYHON YIAaKOBKE (32 HWCKIIOYEHUEM MEPBUYHON YIAKOBKH JICKAPCTBEHHBIX
PACTHTENBHBIX IMPEMapaToOB) XOPOIIO YHTAEMBIM MIPUPTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAUMEHOBAHHE
JICKQpCTBEHHOTO Tpenaparta (MEXIYHApOJHOE HEMaTeHTOBAaHHOE, WJIM TPYIIHPOBOYHOE, WIH
XUMHYECKOE, WU TOPTOBOC HAMMEHOBAHKE), HOMEP CEpPHUH, JaTa BBITYCKa (15 IMMYHOOHUOJIOTUYECKUX
JICKApCTBEHHBIX IpPENapaToB), CPOK T'OJHOCTH, JO3UPOBKA HIIM KOHIICHTpalusi, 00beM, aKTHBHOCTH B
€IMHUIIAX JCUCTBUS WIH KOJIMYECTBO J103;

(B pen. deaepanbhbix 3aKkoHOB OT 11.10.2010 N 271-03, o1 22.12.2014 N 429-D3)

2) Ha WX BTOPHYHOHN (MOTPEOUTETHCKOM) YMAaKOBKE XOPOIIO YUTAEMBIM MIPHPTOM HA PYCCKOM
S3bIKE YKa3aHbl HAaMMEHOBAHHE JIEKAPCTBEHHOTO Mpemnapara (MeXAyHapOoAHOE HEMaTeHTOBAaHHOE, WU
TPYIIIAPOBOYHOE, WM XHUMHYECKOE M TOProBOC HAMMEHOBaHUS), HAMMEHOBAHUE TMPOU3BOJIUTEIS
JIEKapCTBEHHOTO Tperapara, HOMEp CepuH, J1aTa BBITYCKa (151 IMMYHOOUOJIIOTUYECKUX JIEKaPCTBEHHBIX
MpenapaToB), HOMEpP PETUCTPAIMOHHOTO YJIOCTOBEPEHHS, CPOK TOJHOCTH, CIOCOO0 TMPUMEHEHHS,
JO3UPOBKA WJIM KOHLIEHTpalus, o0beM, aKTHBHOCTh B €IMHMIIAX JIEWUCTBUS JMOO KOJIUYECTBO /103 B
YIaKOBKe, JIeKapcTBEHHas: (popma, YCIOBUS OTIYCKa, YCIOBHUS XPaHESHUsI, PEAYNPEIUTEIHHBIC HAIITUCH.
(B pen. deaepanbubix 3akoHOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2. @apmaneBTUUYECKHE CyOCTaHIIMU JOJDKHBI MOCTYINaTh B OOpallleHHe, €ClIM Ha UX [EepBUYHOU
YIaKOBKE XOPOIIO YMUTAEMBIM HIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHUE (papMaIleBTUICCKON
CY6CTaHHI/II/I (MC)KIIyHapO[[HOG HCIIaTCHTOBAHHOC, HJIN Fp}/'HHI/IpOBOLIHOG, NN XUMHUYCCKOC U TOpFOBOe
HAaMMCHOBAHMS), HAUMEHOBAHUE MPOU3BOAMUTENS (DapMalleBTUUECKOW CyOCTaHIIMK, HOMED CEpUU M JlaTa
HU3TrOTOBJICHHUA, KOJIMYECTBO B YHaKOBKe U CAUHUIIBI I/I3M€p€HI/I$I KOJIN4YEeCTBA, CpOK TOOHOCTHU N YCJIOBI/UI
XpaHEHHUS.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. .HeKapCTBeHHBIe CpeACTBA B KaUCCTBC ChIBOPOTOK JOJI’KHBI ITOCTYIIATh B o6pa1ueHHe C YKa3aHHuEM
JKMBOTHOI'O, U3 KPOBH, IJIa3MBI KPOBH, OPTraHOB U TKaHel KOTOPOIr0 OHHU IOJYUCHBI.

4. Ha BTOpHYHYIO (MOTPEOUTENIBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJICTB, MOTYYEHHBIX U3 KPOBH,
MJa3Mbl KPOBHM, OPraHOB M TKAaHEW dYeNOBEKa, JIOJDKHA HAHOCUTHhCS Haamuch: "AHtutena k BUY-1,
BHMY-2, x Bupycy renaruta C 1 MOBEPXHOCTHBIM aHTUT€H BUpYyca rernarura B orcyrcrByror”.

3. Ha  nepBuunyro YIaKOBKY M BTOPUYHYIO (mOTpeOUTENBCKYIO) YIIAKOBKY
pannodapmaneBTHYECKUX JIEKaPCTBEHHBIX CPEJCTB JOKEH HAHOCUTHCS 3HAK PaJIMallMOHHON OMAaCHOCTH.

6. Ha BropuuHyto (MOTpeOUTENHCKYI0) YIMAKOBKY TOMEONATHYECKUX JICKAPCTBEHHBIX IMpenapaToB
JIOJDKHA HAHOCHUTHCS HaAMmUCh: ""['oMeonaTtuueckuii".

7. Ha BrOpuuHyl0 (NMOTPEOUTENbCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTUTENBHBIX IMpPENnapaToB
JOJKHA HAHOCUTHCA Haanuch: "[Ipoaykuus npouuia paiualnoHHbIA KOHTPOJIB' .

8. Ha mepBuuHyr ymakoBKy (€ciyd Il ITOTO CYIIECTBYET TEXHUYECKas BO3MOXKHOCTH) U
BTOpPUYHYIO (NOTPEOUTENHCKYIO) YHMAKOBKY JICKAPCTBEHHBIX MPEMapaTroB, NpeJHA3HAYCHHBIX IS
KIMHUYECKUX HUCCIICA0OBAaHUM, O KHA HAHOCUTHCS HAJAMKCH: "I KITMHUYECKUX HCCIeA0BaHuN".
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

9. VYmaxkoBka JEKapCTBEHHBIX CpEACTB, IIPEIHA3HAYCHHBIX HCKIIOYUTEIBHO MJI JKCIOPTA,
MapKUpPYETCsl B COOTBETCTBUM € TPEOOBaHUSIMH CTPaHbI-UMIIOPTEPA.

10. Ha TpaHcnopTHyio Tapy, KOTOpas HEe NpeIHa3HauyeHa s MoTpeduTeneii u B KOTOPYIO
MOMEIIIEHO JICKAPCTBEHHOE CPEJCTBO, JOJDKHA HAHOCUTHCS WHGOpMAIlMs O HANMEHOBAaHUU, CEPHH
JIEKapCTBEHHOT'O CPEJICTBA, JaTe BbBINYCKAa, KOJUYECTBE BTOPHUHBIX (HMOTPEOUTEIHCKUX) YIIAKOBOK
JIEKapCTBEHHOI'O CPEACTBA, MPOU3BOAMUTENE JIEKAPCTBEHHOI'O CPEJICTBA C YKAa3aHHMEM HAUMEHOBAHUSA U
MECTOHAXO0KICHHSI IPOU3BOIUTES JIEGKAPCTBEHHOTO CPe/ICTBA (a/Ipec, B TOM YMCIIE CTpaHa U (M) MECTO
MIPOU3BOJICTBA JIEKAPCTBEHHOT'O CPEJICTBA), a TAKXKE O CPOKE TOAHOCTH JIEKAPCTBEHHOT'O CPEACTBA M 00
YCIIOBUSIX €r0 XpaHEHUs U MEePEeBO3KH, HEOOXOAUMbIE IPEYNPEAUTEIbHBIC HAITUCU U MAHUITYJIATOPHBIE
3HAKHU.

11. Ha nepBuuHyl0 yHakoBKYy W BTOPUYHYIO (MOTPEOUTENHCKYIO) YIMAKOBKY JIEKapCTBEHHBIX
CPEICTB MJisi BETEPUHAPHOTO TMPUMEHEHUs JODKHA HAHOCUTHCS HaAanuchk: "Jljis BeTepUHAPHOTO
NpUMeHeHus".

12. Ha BropuuHyto (IOTpeOUTENbCKYIO) YHNAKOBKY JIEKapCTBEHHOI'O IIpernapaTa HaHOCUTCS
IITPUXOBOM KOJ.

nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYIO ®EOEPALMIO U BbIBO3 NEKAPCTBEHHbIX CPEACTB
U3 POCCUNCKON ®EOEPALIUN
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

CraTtba 47. Nopsaaok BBO3a nekapcTBeHHbIX cpeacTtB B Poccumnckyro denepaumio m
BbIBO3a NIeKapCTBEHHbIX cpeacTB us Poccunckon Pegepauum
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHBIX cpenctB B Poccuiickyro @enepanuro OCyIIECTBISETCS B IOPSIKE,
ycraHoBieHHOM [IpaButensctBoM Poccuiickoit @enepanyy, B COOTBETCTBUN C aKTaMH, COCTaBIISIOLIMMU
npaso Coro3a, u (W) 3akoHo1aTesIbeTBOM Poccuiickoit denepany 0 TaMOKEHHOM PEryIMpOBaHUU.

(B pen. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

KoncynprantlIntoc: npumedanue.

Jo 31.12.2025 poccuiiCKMM TPOM3BOJMUTENISIM Pa3pelIeHO B YBEAOMHUTEILHOM MOPSJKE BBO3UTHh HE
BHECEHHBbIE B peecTp (apmaleBTUYECKUE CYOCTaHIIMM JUJIsi BETEPUHAPHOIO MPUMEHEHUs s
MIPOM3BOJICTBA 3apPETUCTPUPOBAHHBIX JiekapcTBeHHBIX cpeacTB ([loctanoBnenue IlpaBurenncrBa PO
ot 12.03.2022 N 353).

2. BBosumbie B Poccuiickyro ®Desepaiinio JIeKapCTBEHHBIE CPEICTBA JOJKHBI COJAEPKATHCS B
TOCY/IapCTBEHHOM pPEeCTPe JICKApCTBEHHBIX CPEACTB, WJIH EIWHOM pEecTpe 3aperuCTPUPOBAHHBIX
JEKapCTBEHHBIX  CPEACTB  EBpa3zmiickoro  SKOHOMHYECKOTO  COK03a, WIM EIHHOM  pPeecTpe
3apETHCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBCHHBIX TNIPENapatoB EBpPa3sHiiCKOr0 SKOHOMHUYECKOTO
COI03a.

(B pen. ®enepanpubix 3akoHOB OoT 06.12.2011 N 409-®3, ot 27.12.2019 N 462-®3, ot 30.01.2024 N
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

1-03)

3. Honyckaercsi BBO3 B Poccuiickyto @enepannio KOHKPETHONH MapTHUU 3apErMCTPUPOBAHHBIX U
(W)  HE3aperHCTPUPOBAHHBIX  JIGKAPCTBEHHBIX CPEACTB, MPEIHA3HAYCHHBIX JUISI  pa3paboTKu
JIEKapCTBEHHBIX CPEJCTB, MPOBEICHUS HAYYHBIX M HHBIX MCCIEIOBAaHUM, MPOBEICHUS KIMHUYECKUX
WCCIICI0BAHUI JIEKAPCTBEHHBIX MPENapaTroB, MPOBEACHHUS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB IS
OCYILIECTBIICHUS TOCYIapCTBEHHON PErucTpaliyl WIK perucTpaliy JeKapCTBEHHBIX NMPEnapaToB WK AJIs
OKa3aHUsI MEAUIIMHCKON MOMOIIU IO >KM3HEHHBIM TOKA3aHUSM KOHKPETHOTO MalMeHTa Ha OCHOBAaHUU
paspeleHus, BbIIAHHOTO YINOJHOMOYEHHBIM (heJiepaibHbIM OpPraHOM HCIHOJHUTEIBHON BJIACTU IO
3asBJICHUSIM JIUI, YKa3aHHBIX B cTaThe 48 Hacrosiiero deaepanbHOro 3akoHa. PaccMoTpeHue Takoro
3asBJIGHHS W TPHUHIATHE pEIIeHUs O BblJaue pa3pelieHuss Ha BBO3 KOHKPETHOW MapTUU
3apErUCTPUPOBAHHBIX U (WIJIM) HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, MPEIHA3HAUCHHBIX JJIs
pa3paboTKU JIEKAPCTBEHHBIX CPEJCTB, IMPOBEACHUS HAYYHBIX W HMHBIX HUCCIICJOBAHUM, MPOBEACHUS
KIIMHUYECKUX HCCIIEIOBAHUM JICKAPCTBEHHBIX IPENapaTroB, MPOBEICHUS HKCIEPTU3BI JICKAPCTBEHHBIX
CPEICTB JJsi OCYILECTBICHHUS TOCYAApCTBEHHOW pErucTpaluu WM PETUCTPAlMHU JIeKapPCTBEHHBIX
npenaparoB WM JUIsi OKAa3aHWS MEIUIMHCKOM IMOMOIIM IO KU3HEHHBIM TOKa3aHUSIM KOHKPETHOTO
nanueHTa 1100 06 oTKa3e B Bblaue YKa3aHHOTO pa3pelieHUs] TPOU3BOIATCS B CPOK, HE MPEBBIIIAIOIIUI
natu padouunx aHei. [1naTta 3a Bejauy yKa3aHHOTO pa3pelieHrs HE B3UMAETCA.

(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

3.1. Yrparun cuny ¢ 1 auBaps 2024 roga. - @enepaibhblil 3akoH oT 27.12.2019 N 475-D3.

3.2. 1o 31 nexaGpst 2025 roma momyckaroTcs BBO3 Ha Teppuropuro Poccuiickoii denepanuu u
obpamenue B Poccmiickoii denmepanuu ¢ ydeToM OCOOCHHOCTEH, YCTaHOBJICHHBIX IIpaBHTEIHCTBOM
Poccuiickoit ®epepaunu, 3aperuCTpUpPOBAHHBIX JIEKAPCTBEHHBIX MPENAapaToB s MEAUIIMHCKOIO
NPUMEHEHHS B YIAKOBKaX, MPEJIHA3HAYEHHBIX U1 OOpaIIeHUs] B MHOCTPAHHBIX TOCYIapCTBaX, B cliydyae
nedeKTyphl JIEKQpCTBEHHBIX MpEnapaToB WIM pPHUCKA €€ BO3HUKHOBEHUS B CBS3UM C BBEICHHUEM B
otHowmeHnn Poccuiickoit denepanuy OrpaHUYUTENBHBIX MEP SKOHOMHUYECKOIO0 XapakTepa IIpU yCIOBUU
COOTBETCTBUSI BBO3UMBIX JIEKAPCTBEHHBIX INpenapaToB TpeOOBaHMSM, YCTAHOBIEHHBIM NpU HX
perucTpanmm, 3a UCKIOYEHHEM TpeOOBaHUN K MEPBUYHOM YIIAKOBKE, BTOPUYHOHN (HOTPeOUTENbCKOMN)
yIIaKOBKE, a TaKKe€ MpPHU HAIWYMM Ha BTOPHUYHOW (HMOTPEOMTENbCKON) YHNAKOBKE JIEKapCTBEHHBIX
[IpernapaToB, HaXOJALIMXCA B OOpalleHHH, CaMOKJEsIIENcs ITHUKETKH, CoJepKalledl HHpopManu o
JIEKapCTBEHHOM IIpENapaTe Ha PYyCCKOM SI3BIKE.

(uactp 3.2 BBenmena denepasibHbIM 3akOHOM OT 26.03.2022 N 64-D3; B pen. denepabHBIX 3aKOHOB OT

19.12.2022 N 519-@3, ot 26.12.2024 N 494-D3)

3.3. Jlomyckarotcsi BBo3 B Poccuiickyto deneparnuto u obpamenue B Poccuiickoit denepanun ¢
y4ETOM ocoOeHHocTeH, YCTaHOBJIEHHBIX IIpaBuTenscTBOM Poccuiickoii denepanuu,
3apEruCTPUPOBAHHBIX ~ OPUTHMHAIBHBIX  Op(aHHBIX  JIEKAPCTBEHHBIX  MpernapaTtoB U (WUJIM)
BBICOKOTEXHOJIOTHYHBIX JIEKAPCTBEHHBIX IIPENapaToB [Js MEOUIMHCKOIO IIPUMEHEHUS B TEUYCHHE
JBEHAAIaTH MECAILIEB Moclie JaThl WX peructpauun B Poccuiickoii ®enepanuu B ylmakoBKax,
npeJHa3sHauYeHHbIX s OOpallleHHss B MHOCTPAHHBIX TOCYIapCcTBaX, IpPU YCIOBHM COOTBETCTBUS
BBO3HMMBIX JIEKAPCTBEHHBIX MPENapaToB I MEIULMHCKOTO MPUMEHEHHs TpPeOOBaHUIM, YCTaHOBJIEHHBIM
OpU HUX PErucTpaluy, 3a MHCKIIOYEHHEM TpeOOBaHMM K TIEpBUYHOM YHakoBKE, BTOPUYHOMN
(moTpeOuTeNbCcKOW) yMakoBKEe, M NpU HAIMYMM HA BTOPUYHOM (MOTPEOUTENIbCKON) YIIaKOBKE
JICKapCTBEHHBIX MpernaparoB Ui MEAMIMHCKOTO TPUMEHEHHUs, HaxoJAIIMXCS B OOpalleHuH,
caMOKJIesIeCcsl ATUKETKH, coJieprKalieil HGOopMaIuio 0 JEKapCTBEHHOM IpenapaTe AJisi MEIUIIUHCKOTO
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

MIPUMEHEHHUSI Ha PYCCKOM sI3bIKe. B OTHOIIEHUHU AaHHBIX JIEKAPCTBEHHBIX MPEMApaToOB HE MPUMEHSIOTCS
MOJIOXKEHHUs yacTu 7 ctatbu 9 m vacteir 1 u 2 crateu 52.1 HacTosmero denepanbHOro 3aKoHA.
(uactb 3.3 BBeaena denepanbubiM 3akonoM oT 30.01.2024 N 1-D3)

4. B Poccuiickyto denepaiiuto MOXHO BBO3UThH JIEKAPCTBEHHBIE CPEICTBA, KAUYE€CTBO KOTOPBIX
MOATBEPKICHO  CEpTU(PUKATOM  MPOM3BOAMUTENS  JICKAPCTBEHHBIX  CPENCTB,  yAOCTOBEPSIONINM
COOTBETCTBHE BBO3UMBIX JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM, YCTAHOBIECHHBIM MPH MX PETUCTPALIUU
WJTU TIPOBEJICHUHU MIPOIIEAYP, CBI3aHHBIX C PETUCTPALIUCH.

(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-03, ot 30.01.2024 N 1-D3)

5. 3anpemaercst BBo3 B Poccuiickyto @enepannio GpanbCupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
HeI0OPOKaYEeCTBEHHBIX JICKAPCTBEHHBIX CPENICTB, KOHTPA(aKTHBIX JICKAPCTBEHHBIX CPE/ICTB.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. danbcuduuupoBaHHbIE JEKApPCTBEHHbIE CPEICTBA, HEIOOPOKAYECTBEHHBIEC JIEKAPCTBEHHbBIE
CPEACTBA MOJIEKAT UIBATHIO U MOCIIEAYIOIEMY YHUUYTOKEHUIO WM BbIBO3Y M3 Pocculickoit @enepanuu,
KOHTpadaKTHbIE JIEKAPCTBEHHBIE CPE/ICTBA - U3BATHUIO U MOCIEAYIOIIEMY YHUUYTOXKEHUIO. Y HUUTOXKEHUE
wim BbBO3 U3 Poccuiickoit  @Denepamun  GanbCUPUIMPOBAHHBIX  JIGKAPCTBEHHBIX  CPEJICTB,
HEI00pOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB,  KOHTpa(aKTHBIX  JIEKAPCTBEHHBIX  CPEICTB
OCYLIECTBJISIETCA 3a CYET JIMLA, OCYUIECTBUBIIEr0O HX BBO3. [IOpANOK YHHUYTOXKEHHMS W3BATHIX
¢banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEI0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
KOHTpagaKTHBIX JEKapCTBEHHBIX CpeACTB ycTaHnaBnuBaercs [IpaButenscTBoM Poccuiickoit @enepanuu.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

7. Jluma, ocymectBistomme BBo3 B Poccuiickyro  ®enepamuio  hanbCUBUIMPOBAHHBIX
JICKapCTBEHHBIX  CPEACTB, HEJOOPOKAUYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTPa(aKTHBIX
JIEKapCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoi
denepanuu.

(B pen. deaepanbhbix 3akoHOB 0T 06.12.2011 N 409-03, ot 30.01.2024 N 1-D3)

8. BriB0O3 nekapcTBeHHBIX cpeacTB U3 Poccuiickoit denepariii oCyIiecTBISIeTCS B COOTBETCTBUU C
aKTamH, cocTaBisonumMu npaBo Coroza, u (W) 3akoHOJATeNbCTBOM Poccuiickoit ®denepanuu o
rOCy/IapCTBEHHOM PETYJIUPOBAHUU BHEITHETOPTOBOU JESITEIbHOCTH.

(dactb 8 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

9. BBon B rpaxknaHCKuii 00OpOT JIEKAPCTBEHHBIX MPEMapaToB A METUIIMHCKOTO MPUMEHEHUs,
BBe3eHHBIX B Poccuiickyro deneparuio, oCymecTBIseTcs ¢ COOM0eHneM TpeOOBaHU, yCTaHOBIEHHBIX
crathelt 52.1 Hacrosmero deaepalbHOrO 3aKOHA.

(dactb 9 BBeneHa MenepanbHbIM 3aK0HOM OT 28.11.2018 N 449-D3)

Koncynprantlntoc: npumedanue.

Y. 10 ct. 47 He pacnpocTpaHseTCA Ha CEPUH JIEKAPCTB /Il BETEPUHAPHOTO IPUMEHEHHSI, BBEJICHHBIE B
rpaxaanckuii o6opor g0 01.09.2023, xoropele mojyexar MPUMEHEHHMIO JO HCTEYEHHsS CpOKa HX
rogaoctd (®3 ot 02.07.2021 N 317-D3).

10. BBox B rpakJaHCKH 00OPOT JIEKApCTBEHHBIX NMPENapaToB Uil BETEPHUHAPHOIO MPUMEHEHHMS,
BBE3€HHBIX (mepeMenieHHbIX) B Poccuiickyto ®enepannio, OCyLIIECTBISIETCS C COOMIOACHUEM
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?;iie[?:;gbig ;%KZO‘; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Hata coxparenms: 10.02.2025

TpeOOBaHUH, YCTaHOBJICHHBIX cTaThel 52.2 HacTosmero OenepaabHOro 3aKOHA.
(dactpb 10 BBenena denepanbubiM 3akoHOM OT 02.07.2021 N 317-D3)

Cratbs 48. lOpuanyeckue nuua, KOTOpbIM pa3pelleH BBO3 fleKapCTBEHHbIX CpeacTB
B Poccuinckyro ®eaepauuto
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

JlekapcTBennsie cpenctBa B Poccuiickyro denepainio MOryT BBO3UTh:
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1 ) IMPOU3BOJUTECIIN  JICKAPCTBCHHBIX  CPCACTB  JJIA eneu COOCTBEHHOI0 IMPpOU3BOJICTBA
JICKApCTBCHHBIX CPCIACTB;

2) UWHOCTpaHHBIC pPa3pa0OTUYMKKH JIEKAPCTBEHHBIX CPEJCTB W HHOCTPAHHBIC IPOU3BOIAMTEIN
JICKaPCTBCHHBIX CPEJCTB WIIH JIPYTHE IOPUINICCKHUE JIUIA 10 TIOPYYSHHUIO pa3paboTurKa JIEKapCTBEHHOTO
cpeactBa Ui pa3pabOTKH JIGKAPCTBEHHBIX CPEICTB, MPOBEICHUS HAyYHBIX W WHBIX HCCJICIOBAHUM,
MPOBEJICHUSI  KIMHUYECKMX  HWCCIICOBAHWMA  JICKAPCTBEHHOI'O  IIpemaparta,  OCYIIECTBICHHS
TOCYJapCTBCHHON  pPErHCTpallMd WM  PETUCTPAIlMHM  JICKAPCTBEHHOTO — Mperapara, BKIFOYCHUS
(dapMaIreBTHUECKON CyOCTaHIIMM B TOCYIAapPCTBEHHBIH pEECTp JICKAPCTBEHHBIX CPEACTB, KOHTPOJIS
Ka4yecTBa JICKAPCTBEHHBIX CPEICTB MPH HAIMYHMU PA3PEIICHHs YIIOJIHOMOYEHHOTO (eiepaIbHOr0 opraHa
WCTIOJTHUTEIIEHOM BJIACTH HA BBO3 KOHKPETHOM IMAPTHH JICKAPCTBECHHBIX CPEJICTB;

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3) opranu3aly ONTOBON TOPTOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU;

4) Hay4yHbIE OpraHU3aIK, 00pa30BaTEIIbHBIC OPraHU3alMU BBICIIIETO 00pa30BaHuUs, TIPOU3BOIUTEIIH
JICKapCTBCHHBIX CPEICTB JUIS pa3pabOTKH, WCCICIOBAaHUN, KOHTpPOJII O€30MacHOCTH, KadecTBa,
3¢ (HEeKTUBHOCTH JEKApPCTBEHHBIX CPEACTB MPU HAIMYUU pa3pelieHuss YIOJTHOMOYEHHOTO (heaepaabHOro
OpraHa UCHOJHUTEIbLHOMN BIIACTH;

(B pen. DenepanbHbix 3akoH0B 0T 02.07.2013 N 185-®3, ot 30.01.2024 N 1-D3)

5) MeIUIIMHCKUE OpraHu3alliy, UHbIC YKa3aHHbIC B YHKTax | - 4 HAcTOAIIEH CTaThU OpraHU3aLUH
JUIS OKa3aHWs MEIMLMHCKON TIOMOIIM I10 )KM3HEHHBIM [TOKa3aHUAM KOHKPETHOTO MALIMEHTa IPU HAJTMYNU
paspeleHus: ynoJIHOMOUYEHHOTO (eepalbHOr0 OpraHa HCIOJIHUTEIbHON BJIacTH Ha BBO3 KOHKPETHOM
NapTUH JIEKapCTBEHHOIO IpenapaTa, BBIAAHHOTO B YCTAHOBJIEHHOM IOpsAJKe B (opMe 3JIEKTPOHHOTO
JOKYMEHTA, MOANNCAHHOTO YCUJIIEHHON KBaTU(UIMPOBAHHOM 31€KTPOHHON MOIMHUCHIO;
(B pen. @enepanbHoro 3akona ot 12.03.2014 N 33-D3)

6) yrpatun cuiny c 1 ssuBaps 2024 roga. - @enepanbhblii 3akoH oT 27.12.2019 N 475-D3.

7) IPOU3BOIUTENN MEAUIIMHCKUX U3JCUN IS 1eNiel TPOU3BOJICTBA METUIIUHCKUX H3ACTHUH.
(n. 7 BBenen @enepanbabiM 3ak0HOM OT 30.01.2024 N 1-D3)

Cratba 49. [loKyMeHTbl, nNpeacTtaBnsieMble B TaMOXeHHble opraHbl Poccuuckowm
denepauum npm BBO3e NieKapCTBEeHHbIX cpeacTB B Poccumnckyro depepauuto
(B pen. @exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. Ilpu BBO3e nekapcTBeHHBIX cpeAcTB B Poccuiickyro denepanuto B TaMOXEHHBIE OpraHbl
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

Poccuiickoit @enepanyuu Hapsay ¢ JOKYMEHTAMM, NPEACTaBICHUE KOTOPBIX IPELYCMOTPEHO aKTaMH,
cocTaBisitouuMu npaBo Coro3a, u (wiM) 3akoHonaTtenbcTBoM Poccuiickoil Denepaluu 0 TaMOXKEHHOM
PeryIupOBaHNH, IPEACTABIAIOTCS CIIEAYIOMINE JOKYMEHTHI B JIEKTPOHHOH (opme:

(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

1) ceptudukar TPOU3BOAMTENS JIEKAPCTBEHHOTO CPEIACTBA JUISI BETEPHUHAPHOTO MPUMCHECHUS,
YIIOCTOBEPSIIOLINIA COOTBETCTBHE BBO3UMOTO JICKAPCTBEHHOTO CPEJICTBA JUISl BETEPUHAPHOTO TIPUMECHEHUS
TpeboBaHUsIM (hapMaKONECHHOM cTaThu JIMOO B CIIydae €e OTCYTCTBUS HOPMATUBHOTO IOKYMEHTA;

(B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

2) paspelieHue YIOJHOMOYEHHOTrO (hefepanibHOrO0 OpraHa HCIOJHHUTENIBHOW BIACTH HAa BBO3
KOHKPETHOW MapTUM JIEKAPCTBEHHOI'O CpPEACTBAa B CIIydasX, YCTAHOBJIEHHBIX 4acTbio 3 ctarbu 47
Hacrosero denepaibHOro 3aKoHa.

2. JIOKyMeHTBI, yKa3aHHble B IyHKTax | u 2 uvacTu 1 Hacrosmieil craTbu, NPEACTABIAIOTCA B
TaMOXEHHbIe opranbl Poccuiickolt @enepanui mpu MPUOBITHH JEKAapCTBEHHBIX CpeAcTB B Poccuiickyro
®denepanuio.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BB0o3 nekapcTBeHHbIX npenapatoB B Poccuuckyro ®Pepepauuio aAns
NIMYHOTO UCNONIb30OBAaHMNA U UHbIX HEKOMMEPYECKUX Lienen, a Takke Ans Ucnosnb3oBaHus
Ha TeppUTOPUM MEeXAYHAPOAHOIro MeaAULIMHCKOro Krnacrepa
(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-03, ot 29.06.2015 N 160-D3)

1. JlexkapcTBeHHBIE Mpemnapartbl MOTyT ObITh BBe3eHbl B Poccuiickyro ®enepauuio 06e3 yuera
TpeOOBaHUH, IPEyCMOTPEHHBIX YacTsMu | - 4 crateu 47, ctathsimu 48 u 49 Hactosmiero denepabHOTO
3aKOHa, €CIIM OHU IpeIHA3HAYCHBI JJIA:

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) TUYHOrO MCMONIBb30BaHUS (PU3NYECKMMHU JUIaMu, NMpuOsBIIMMH B Poccuiickyto ®enepanuto.
I[Ipu »stom BBO3 B Poccuiickyro Denepanuio JIEKapCTBEHHBIX MPENApaToB, COAECPKAIINX
CWIBHOACHUCTBYIOIIME U (WIN) SJOBUTHIE BELIECTBA, BKJIIOYEHHBIE COOTBETCTBEHHO B CIIMCOK
CUJIbHOJICHCTBYIOIIMX BEMIECTB MJIS LIEJIEH YroJIOBHOTO 3aKoHoJarenbeTBa Poccuiickoit denepanuu U B
CIMCOK SJIOBUTBIX BELIECTB JJI1 LEJIEH YrojJoBHOro 3akoHonarenbcTBa Poccuiickoit denepaunuu,
yrBepxkaeHHble [IpaBurensctBoM Poccniickoit denepanuu, OCyIECTBIAETCSA NPU HAJTUYMM JTOKYMEHTOB
(3aBepeHHBIX KOMUI TOKYMEHTOB HJIM 3aBEPEHHBIX BBIMTUCOK W3 HUX), MOATBEPXKAAIOIINX HazHaueHHE
¢u3nyecKkoMy JHIy YKa3aHHBIX JIEKAPCTBEHHBIX NIPENapaToB (3a MCKIIOUYEHHUEM JIEKapCTBEHHBIX
IpenaparoB, 3aperucTpupoBaHHbIX B Poccuiickoit @enepauuu MO0 3aperucTpUpPOBAaHHBIX B
COOTBETCTBHUH C aKTaMH, cocTaBJstomuMu ipaBo Coro3a, u oTiyckaeMbix B Poccuiickoit @enepanun 6e3
pelienTa Ha JeKapcTBEHHbIM mpemnapat). IloaTBepkaaromue JOKYMEHTHI (MX 3aBEpEHHbIE KOMHMM HIIU
3aBepEHHbIC BBIMUCKM W3 HHUX) JOJDKHBI COJAEPKAaTh CBEJCHHWS O HAUMEHOBAaHUU U KOJUYECTBE
HA3HAUYEHHOI'0 JIEKAPCTBEHHOrO TIpenapaTta. B cioywae, eciau MOATBEpXAAIOUIME JOKYMEHTHI (MX
3aBepeHHbIE KOMHM WJIM 3aBEPEHHBIC BBIMHCKU W3 HUX) COCTABJIEHbl HA MHOCTPAHHOM SI3bIKE, K HHUM
IIpUJIaraeTcs HOTApUAIbHO 3aBEPEHHBIN NIEPEBO HA PYCCKUH S3BIK;
(B pen. Denepanbbix 3akoHOB 0T 02.06.2016 N 163-D3, ot 30.01.2024 N 1-D3)

2) UCHONb30BaHUS pPa0OTHUKAMH  JUIUIOMATHYECKOTO KOpIyca WM  MPEACTaBUTEISIMHU
MEKTYHApOIHBIX OpraHu3aluid, akKpeIuToBaHHbIX B Poccuiickor denepannu;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

3) Je4eHHsT MACCaAXMPOB M WICHOB SKUIIAXKEHW TPAaHCHOPTHBIX CPEACTB, INOE3THBIX Opuran u
BOJUTENEH TPAHCIOPTHBIX CPEICTB, NpuObIBIINX B Poccuiickyro @enepario;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) nedeHus y4aCTHUKOB MEXKIYHAPOJHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPONPUATUN M YUACTHHUKOB
MEXyHAPOAHBIX YKCIICIUIINIA;

5) JeyeHUs KOHKPETHBIX JKMBOTHBIX B 300IapKax, 300cajaxX, IMPKax, OKEeaHapuymax,
nenbpuHApUAX, JIEYCHUS TUKHUX JKUBOTHBIX, MOCTOSHHO WM BPEMEHHO HACEISIONUX TEPPUTOPUIO
Poccutiickoit denepanuu, HaXOIAMUXCSA B COCTOSHUM E€CTECTBEHHON CBOOOABI M MPHUHAICKANUX K
BUJaM, 3aHeceHHBIM B KpacHyro kuury Poccuiickoii @enepauuu v (MaM) KpacHble KHUTH CYOBEKTOB
Poccuiickoit denepanuu, a Takke >KMBOTHBIX, BBO3UMBIX B Poccuiickyro ®Denepauuio s y4yacTusi B
CHOPTUBHBIX U 3PEJIUILIHBIX MEPOIPUATHSX;

(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-03, ot 02.08.2019 N 297-D3)

6) UCIIOJIb30BAaHUS HA TEPPUTOPUHU MEXKTYHAPOIHOTO METUIIMHCKOTO KIacTepa.
(. 6 BBeneH DenepanbHbM 3ak0HOM OT 29.06.2015 N 160-D3)

2. B ciayuasx, npelyCMOTPEHHbIX 4acThlo | HacTosIeN cTaThy, AOIycKaeTcsi BBO3 B Poccuiickyro
denepanyio JIEKapCTBEHHBIX MPENapaToB, HE 3aperucTpupoBaHHblX B Poccuiickoil depepaunn nubo He
3aperuCcTPUPOBAHHBIX B COOTBETCTBUM C aKTaMU, COCTaBJISIFOIIMMH ITpaBo Coro3a.

(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

3. JlekapcTBEHHBIE TpENaparhl, MPeAHA3HAYCHHBIC TSI TYMAHUTAPHOW TTOMOIIH (COMNCHCTBUS) WA
MOMOIIM TIPU Ype3BbIUAWHBIX CUTyalMsX, BBO3sTca B Poccuiickyro @enepanuio B MHOpPsIKE,
yctanoBieHHoM [IpaButenbctBom Poccuiickoit ®enepanun. 3ampemaercs BB03 B Poccuiickyto
Qdenepalliio  HE3aPETUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  IpENaparoB,  NpeJHA3HAYCHHBIX IS
TYMaHUTApPHOW MTOMOIIH (COEHCTBHS) WIIA TTOMOIIU MPU YPE3BBIYANHBIX CUTYyaIIHUsIX.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratba 51. CotpyaHuuyecTBO cpepgepanbHOro opraHa WCNONMHUTENbLHOW BRacTy,
ocyulecTBnsAoWwero pyHKUUM nNo KOHTPOJIIO U Haa30py B 06nacTu TaMOXEHHOro aena, u
APYruX ynosiHOMO4YeHHbIX dpegeparnbHbIX OPraHoOB UCNOJTHUTENIbLHOM BRacTu
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1. VYnonHnoMmoueHHble (enepaibHble OpraHbl HCHOJHUTENIBHOM BIAaCTH MpPEIOCTaBISAIOT B
pacriopsbkeHue (enepaJbHOr0 OpraHa MCIOJHUTENbHON BIIACTH, OCYIIECTBIISIOLIET0 (DYHKIUH 110
KOHTPOJIIO U HAJ[30py B 00JIACTH TaAMOXKEHHOTO JIeJ1a, TOCYJapCTBEHHBII peecTp JIEKapCTBEHHBIX CPEJICTB,
a TaKoke MH(OPMAIIMIO O BBIIAHHBIX Pa3pelleHUsIX Ha BBO3 KOHKPETHOM MapTHUH JIEKAPCTBEHHBIX CPEJCTB
B CIIy4asX, yCTAHOBJIEHHBIX 4acThiO 3 ctaThu 47 HacTosmero GenepajbHOro 3aKoHa.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

2. MdenepanbHBId OpraH UCHOJHUTENBHOM BIIACTH, OCYIIECTBISIONUN (DYHKIUU MO KOHTPOJIO U
Ha/J30py B 00JacTH TaMOXXEHHOTO Jiena, MH(OpPMUpPYET yKa3aHHble B YacTW | HacTosAlled cTaTbu
YIOJHOMOYEHHbIE (pe/iepalibHble OpraHbl UCIOJHUTENBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepaiuio 1 BbIBO3€ JIEKAPCTBEHHBIX cpecTB U3 Poccuiickoit denepanuu no ¢popme u B
nopsiike, KoTopble ycraHoBieHsl [IpasurensctBom Poccniickoit denepanun.

(B pen. deaepanbHbix 3akoHOB OT 06.12.2011 N 409-03, ot 30.01.2024 N 1-D3)
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Mnaea 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb
CraTtba 52. OcyuwecTBneHue ¢papmMaLeBTUYECKON AeATEeNbHOCTH

1. ®apmaneBTHYeCKas JACATENFHOCTh OCYLICCTBISICTCS OpPraHH3alUsSMH OINTOBOH TOPrOBIIH
JICKaPCTBEHHBIMU  CPEACTBAMHM,  alTEYHbIMH  OPraHU3alMsIMH, BETCPUHAPHBIMUA  ANTCYHBIMHU
OpraHu3alusIM{,  WHIUBUAYAJIbHBIMH  OpPEIIPUHAMATEISIMH,  UMCIOIIMMH  JIMICH3HIO  Ha
(bapMaLeBTHYECKYIO JESTEIbHOCTh, MEIUIMHCKMMU OpraHU3alMsIMH, WMCIOIIMMHU JIMLICH3HI0 Ha
(bapMaleBTHYECKYIO JEATEIbHOCTh, U HMX OOOCOOJCHHBIMHU IOJPA3ACICHUIMH, PACHOJIOKCHHBIMUA B
CEJIbCKUX HACEJICHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTCYHbIC OpPraHU3alUH, U BETCPUHAPHBIMU
OpraHU3aLUsIMU, UMCIOIIMMU JIMLECH3HIO Ha (papMaleBTUYECKYIO eITeIbHOCTb.

(B pen. @enepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

Koncynsrantllntoc: npumeyanue.

Y. 2 ct. 52 (B pen. @3 ot 28.04.2023 N 149-D3) B yacT akKpeIUTAIIMU CIICIIUATUCTOB C BBICIIUM WJIN
CpPEAHHMM BETEPUHAPHBIM OOpa30BaHMEM, OCYIIECTBISIIOMUX (apMaleBTUYECKYIO JIeATeIbHOCTD,
npumensierca ¢ 01.03.2026. Ceptudukarsl TakuM JnnaM BbiaaroTes o 28.02.2026 n neicTBYIOT He
6ozee 5 ner.

2. Owu3MyYeCKue JMIAa MOTYT OCYHIECTBIATH (DapMaleBTHUECKYIO JAEATEIBHOCTh MPU HAIWYHU
BBICIIEIO WJIM CpEAHEero (QapmaneBTH4ecKoro oOpa3oBaHus M cepTH(dUKaTa cHenuanucra Jmodo
MPOIIEHHONW AaKKPEIUTALUU CIEIHATNCTA, BBICIIEIO WM CPEJHEr0 BETEPUHAPHOTO OOpa3oOBaHHS U
cepruuKaTa CrenualnucTa JMOO TPOWACHHON aKKpEAWTAlWU CIEHHAIMCTAa, a TAK)KE BBICIIETO WM
CpeIHEro MEIHWIIMHCKOTO 00pa3oBaHMs, cepTH(]HKaTa CIEIHaTucTa JTUO0 MpPOHIEHHONH aKKpeAuTaIlH
CHELUANNCTAa U JOMOJHUTEIBHOIO MPOPECCHOHATBLHOIO O0pa30BaHUS B YAaCTH PO3HUYHOM TOPrOBIU
JICKApCTBCHHBIMU IIpCriapaTtaMu  JII MCAUIUHCKOIO TMPUMCHCHHA ITIpU YCIOBHUH HX pa6OTI>I B
000C00JIEHHBIX MOAPA3IeICHUIX MEIUIIMHCKUX OpraHu3alui, yKa3aHHbIX B yacTu | HacTOsIEel cTaThy.
(uacts 2 B pen. enepanbroro 3akoHa ot 28.04.2023 N 149-D3)

Koncynpsrantlntoc: npumedanue.

JlexapcTBEHHBIE MTpenapaThl A1 MEAULIMHCKOIO MPUMEHEHUS, BBEIEHHbIE B TPaXKJaHCKUN 000pOT 10
29.11.2019, noanexaT XpaHEHHIO, NEPEBO3KE, OTIYCKY, peaju3allH, mnepeaade, NPUMEHEHUIO 10
ucreveHus cpoka ux roguoct (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMM OOOpPOT JneKapCTBeHHbIX CpeacTB Ans
MeAULMHCKOro NpMMeHeHus
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

(BBenena denepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOJOM B rpaskJaHCKUN 000OPOT Ka)I0H CEpUU WM KaKIOW MapTUU MPOU3BEIECHHOTO B
Poccuiickoit @enepanun J€KapCTBEHHOIO MpenapaTa s MEIUIMHCKOTO MTPUMEHEHHS, 32 UCKIIFOUEHUEM
UMMYHOOMOJIOTUYECKUX  JIGKAPCTBEHHBIX IPEMapaToB, MPOU3BOJUTENh TaKOTO JIEKAPCTBEHHOTO
mpenapara TMpeACTaBIsSeT B JJIEKTPOHHOW ¢Gopme B (eaepanbHbIi OpraH HCHOJHUTEIHLHON BIIACTH,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

OCYHIECTBIIAIOIINN (YHKIIMM IO KOHTPOJIIO U Hag30opy B cdepe 31paBOOXpaHEHHS, HOKYMEHT
IPOU3BOAMTENS JIEKAPCTBEHHOTO CPEJICTBA, TOATBEPKIAIOIINI KauyecTBO JIEKAPCTBEHHOTO Ipernapara, u
MOATBCPIKACHUC YIIOJIHOMOYCHHOI'O JIMIAa HIPOU3BOAUTCIIA JICKAPCTBCHHLIX CPCACTB COOTBCTCTBUA
JIEKapCTBEHHOTO Ipenapara TpeOOBaHMUIM, YCTAHOBJICHHBIM IIPH €r0 PETHCTPALIH.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

1.1. Tlepen BBOOM B rpakIaHCKUK 00OPOT KaXKIOW CEPUHU WIIM KaKJIOM IMapTUU NMPOU3BEICHHOM B
Poccuiickoit ®enepanuun  papManeBTUIECKOW CYOCTaHIIMHM IMPOU3BOIUTENb TAKOTO JIEKAPCTBEHHOTO
CpeICTBa IMpEACTaBIseT B JIIEKTPOHHON (opme B QenepalibHblil OpraH HCHOJHUTENbHON BJIAacTH,
OCYIIECTBISIONMN (QYHKIMK 10 KOHTPOIK W Haa3opy B cdepe 3ApaBOOXpaHEHHUS, TOKYMEHT
MIPOU3BOJUTENS  JIEKAPCTBEHHOTO  CPEJICTBA, IMOJATBEPXKIAIONIMI  KauyecTBO  (papMalleBTUUYECKOU
CyOCTaHIINM, W JOKYMEHT, MOATBEPkIAMOIINNA COOTBETCTBUE JICKAPCTBEHHOT'O CPEICTBAa TPEOOBAHUSM,
YCTAaHOBJICHHBIM TIPU €ro TOCYJAapCTBEHHON pPETrUCTpallid WM PErucTpaluv, U O(QOPMIICHHBIH
YIOJIHOMOYEHHBIM JIUIIOM MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJICTB.

(uacts 1.1 BBenena @enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

2. Ilepen BBOAOM B TpakIaHCKUH OOOPOT KXKIOM CEpPUM WM KaXKJIOM MapTUU BBO3UMOTO B
Poccuiickyro ®@enepanuio JIEKapCTBEHHOrO Ipenapara JUuisi MEIMUHUHCKOTO IPUMEHEHHUs, 3a
UCKJIFOYEHHEM WMMYHOOHMOJOTHUECKUX JIEKAPCTBEHHBIX IPENapaToB, OPTaHU3alUs, OCYIIECTBIIIOMIAs
BBO3 JICKapPCTBEHHOTO mpemnapara B Poccuiickyro Denepaliuio, mpeAcTaBiseT B 3JIEKTPOHHOH (opme B
(benepanbHBI OpraH UCIOJHUTEIBHOIN BIACTH, OCYHIECTBISIOMNN (PYHKIUU TI0 KOHTPOJIIO U HaA30py B
chepe 3ApaBOOXpaHEHHS, JOKYMEHT IPOU3BOAMTENS JIEKAPCTBEHHOTO CPEACTBA, IMOATBEPKAAIOIINN
KaueCTBO  JIGKapCTBEHHOI'O  Ipernapara, W  INOATBEPKICHUE  IPEICTABUTENs  OpraHU3alNM,
OCYUIECTBJISIFOILEH BBO3 JIEKAPCTBEHHOro mpemnapara B Poccuiickyto denepannio U ynoJIHOMOUYEHHOU
MHOCTPAHHBIM IPOU3BOJIUTENIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBUSI BBO3UMOIO JIEKAPCTBEHHOTO
npernapaTa TpeOOBaHUSAM, YCTAHOBIEHHBIM IIPU €T0 PErUCTPALIHH.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2.1. Tlepen BBOJOM B TpaKJaHCKUN OOOpPOT KaKIOW CEpUM WM KaKIOW MapTHH BBO3UMOW B
Poccuiickyro ®enepannio ¢papmMaiieBTUUECKON CyOCTaHIIMK OpraHU3alus, OCYIIECTBISIONIasi BBO3 TaAKOIO
JeKapcTBEeHHOTO cpeactBa B Poccuiickyto Denepannio, mOpeacTaBiseT B AJIEKTPOHHOH (opme B
(dbenepalibHBIA OpraH UCMOJHUTEIBHON BIIACTH, OCYIIECTBIISIONIMN (DYHKIIMU IO KOHTPOJIIO M HA/I30py B
chepe 3ApaBOOXpaHEHHS, JOKYMEHT MPOU3BOAMTENS JIEKAPCTBEHHOTO CPEICTBA, IMOATBEPKAAIOIINN
KauecTBO (hapMalleBTHUYECKOM CyOCTaHIIUU.

(uactsb 2.1 BBenena @enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

3. Tlopsimok mpencTaBieHHS B COOTBETCTBUU ¢ dactsmu 1, 1.1, 2 m 2.1 Hacrosimmel craTtbu
JOKYMEHTOB M CBEICHHM O JIEKapCTBEHHBIX CPEACTBAaX, BBOJUMBIX B TpPaXKIAHCKUI 000pOT,
ycranasinuBaercs [IpaBurensctBom Poccniickoit denepanun.

(uactsb 3 B pen. denepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4. B OTHOHmIEHMHM TMEpPBBIX TPEX CEpUA WIM NapTUA JIEKapCTBEHHOrO IIpenapara, BIEPBbIE
npousBerieHHoro B Poccuiickoit @enepanun uim BrepBble BBo3UMoOro B Poccuiickyio @enepanmio (6e3
ydera JI03UPOBKH) B paMKaxX OJIHOTO PErucTpaliOHHOTO YAOCTOBEepeHus, B (eaepanabHbIi Opran
UCTIOJHUTENIBHOW  BJIACTH, OCYHIECTBISIOMMKA (YHKIMH 1O KOHTPOJIO U Haa3opy B chepe
3/IpaBOOXPAHEHNUs, JAOMOJIHUTEIBHO MPEICTABISAECTCS MPOTOKOJ MCIBITAHUNA O COOTBETCTBUU CEPHUM WIIU
MIapTUU JICKAPCTBEHHOI'O IIpemapara Uil MEAULUHCKOrO IIPUMEHEHHs II0Ka3aTelsiM KadecTsa,
MPEyCMOTPEHHBIM HOPMATUBHOM JIOKyMEHTallMeW, WM TpeOOBAaHUSAM, YCTAaHOBJIEHHBIM IIpH
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pPErucTpalvy B COOTBETCTBUHU C aKTaMHU, COCTaBIsOMKUMHE paBo Coro3a (janee - mMpoTOKOJI UCTIBITAHUMN ),
MIPOBOAMMBIX aKKpPEAUTOBAaHHBIMU B COOTBETCTBUU C 3aKoHoAarenbcTBOM Poccuiickoit denepauun 06
aKKpeIUTAllMd B HAIMOHAIBHONH CHUCTeME aKKpeauTanuu (eaepalbHbIMA  TOCYAapCTBEHHBIMHU
OIOPKETHBIMU  YUPEKACHUSIMH, TOJBEIOMCTBEHHBIMH (heJiepaibHOMYy OpraHy HCIOJIHHUTEIbHOM BJIACTH,
OCYIIECTBISIONIEMY (YHKIMM 1O BBIPAa0OTKE ¥ peaju3aliid TOCYJapCTBEHHON TMOJIUTHKUA U
HOPMAaTUBHO-TIPAaBOBOMY pETyJIHpOBaHHIO B cdepe 3apaBooxpaHeHus, M ¢eaepalbHOMy OpraHy
WCIIOJIHUTEIBHON  BIIACTH, OCYIICCTBISIONMIEMY (YHKIIMM IO KOHTPOJIIO M Haa30py B cdepe
3apaBooxpaHeHud. Jlomyckaercs — mpeAcTaBiI€HUE  IPOTOKOJA  MCHBITAHWM, MPOBEIEHHBIX C
HCIOJIb30BAHUEM  CPEICTB JAUCTAHIIMOHHOTO B3aumoacucTBHA. [lopsAmok Bblgauum  yKa3aHHBIMU
benepanbHBIMU FOCYAAPCTBEHHBIMU OFOJKETHBIMU YUPEKICHUSIMU JAHHOTO MPOTOKOJIA M pa3Mep IUIaThI
3a €ro Bbllauy ycraHaBinBaroTcs [IpaButensctBom Poccuiickon @enepannu.

(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. IIpencraBieHue NpOTOKOJA UCIIBITAHUI JIOMTYCKAETCsl TOJbKO B OTHOILIEHUU [EPBOM CEpUU MU
MepBOM MAapTHU JIEKAPCTBEHHOTO Ipenapara, BIepBble NpousBeAeHHoro B Poccuiickoit denepaunu win
BIiepBbIe BBO3UMOro B Poccuiickyto ®enepanuio (3a HCKIIOYCHHEM JIEKAPCTBEHHBIX IPEMapaToB,
yKa3aHHBIX B yacTsx 4.2 u 4.3 HacTosIIeH CTaThH), B Cllydae MPeI0CTaBlIeHUs CBEICHHM O aTe BbIIa4H U
PErMCTPallMOHHOM HOMEpE 3aKJIKYEHUS COOTBETCTBHSA IIPOM3BOJACTBA JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM TPaBUI HAJJIeKAIIEW MPOU3BOJACTBEHHOW MPAKTUKHU, BBIIAHHOTO YHOJIHOMOYEHHBIM
benepanbHBIM OpPraHOM HCIIOJHUTEIBHON BIIACTH, WM CEepPTH(UKATa COOTBETCTBHS MPOM3BOJICTBA
JIEKapCTBEHHBIX  CPEJICTB TPeOOBAHMUSAM TMPAaBHJI  HAAJEXKallel  MPOU3BOJICTBEHHOW  MPAKTHKU
EBpa3uiickoro 3KOHOMHUYECKOTO CO03a, BBIJIAHHOI'O YIIOJIHOMOYEHHBIM OpPraHOM IOCYIapCTBa - 4ji€Ha
EBpa3uiickoro = SKOHOMHYECKOIO  COK3a, B  OTHOIIEHMM  IPOU3BOACTBEHHOM  IUIOLIAAKU
(MIpOU3BOACTBEHHBIX IUIOMIAJIOK), OCYLIECTBIIAIONIEH MPOU3BOJACTBO FOTOBOM JIEKAPCTBEHHOM (OPMBI U
BBIITYCKAIOIIUM KOHTPOJb KauyecTBa JICKAPCTBEHHOI'O Ipernapara, NpU YCIOBUU OTCYTCTBHS B TEUEHUE
TpeX JIET, IPEAMIECTBYIOINX JaTe BbIJaYM IPOTOKOJIA UCIIBITAHUN, CIIy4aeB BBIABICHHS HECOOTBETCTBUSA
YCTAQHOBJICHHBIM TPeOOBaHUSIM KauyecTBa JIEKAPCTBEHHBIX CPEJCTB, HHQPOpPMaLusi O KOTOPBIX
oIyOJIMKOBaHa Ha caiiTe (enepalbHOrO OpraHa HUCIOJIHUTEIBHON BIACTH, OCYIIECTBISAIONIErO (PYHKINUU
110 KOHTPOJIIO M HAa/30py B chepe 3ApaBOOXpPaHEHNUs], B OTHOIIEHUH BCEX NMPOU3BOCTBEHHBIX IUIOMIA/IOK,
OCYLIECTBJISIOIINX IMPOU3BOJICTBO JIEKAPCTBEHHOI'O IIperapara M BBIIYCKAIOMNWNA KOHTPOJIb KadecTBA
JIEKApCTBEHHOTIO IIpernapara.

(dactb 4.1 BBegena denepanpubimM 3akoHoM OT 30.01.2024 N 1-D3)

4.2. He Tpebyercs mpeacTaBIeHHE MPOTOKOJA HCIBITAaHUM, yKa3aHHOro B uactu 4 wunu 4.1
HACTOSIIIEH CTaThbH, B OTHOIIEHWH Op(aHHBIX JIEKAPCTBEHHBIX IMPENapaToB, BBICOKOTEXHOJOTUYHBIX
JIEKapCTBEHHBIX MPENaparoB, MOJYYEHHBIX U3 OMOJOTHYECKOr0 MarepHalia OMpeNeIeHHOTO YeloBeKa U
MpeAHa3HaYEHHBIX ISl IPUMEHEHHS 3TOMY K€ YEJIOBEKY.

(dactb 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

4.3. B OTHOUICHWH OIHON CEpUH WM OJHOM MAPTHH BBHICOKOTEXHOJOTMYHOTO JIEKAPCTBEHHOTO
npernapara (3a UCKJIIOUEHHEM BBICOKOTEXHOJOTHYHBIX JIEKAPCTBEHHBIX MpPENapaToB, MOJYYEHHBIX W3
OMOJIOrMYECKOro MaTepuaa ONpeIeIeHHOrO YeJI0BeKa U MpeIHa3HAYEHHBIX JUIsl IPUMEHEHUS ITOMY Ke
YeJIOBEeKY), BIIEpBbIe IMpousBeaeHHOro B Poccuiickoit denepanyu wuiaM BHEpBblE BBO3MMOIO B
Poccuiickyro @enepannio, MPeaCTaBISIETCd MPOTOKOJ HMCHBITAHUW, MPOBEICHHBIX C HMCIOJIb30BaHUEM
CPEICTB JUCTAHIIMOHHOTO B3aUMOJEICTBHUS B TEUEHUE MEPBBIX TPEX JIET MOCIE BBOJA TAKOIO Mpernapara
B I'PaX/1aHCKHI 000pOT.

(uactsb 4.3 BBeneHa PenepanbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

5. Exxeromno He mo3aHee 1 ampens MPOW3BOAMTENH JICKAPCTBEHHBIX CPEACTB WM OpPTaHU3AINH,
OCYILIECTBIISIONINE BBO3 JIEKAPCTBEHHBIX IpermapaToB B Poccuiickyro @Dexpepanuio, NpeAcTaBisSiOT B
(denepanbHBI OPraH UCMOIHUTEIBHON BJIACTH, OCYIIECTBISIFONIMA (DYHKIIMHA IO KOHTPOIIO M HAI30PY B
chepe 3IpaBOOXpAaHEHUS, MPOTOKOJ UCHBITAHUI MOCTYNUBLIETO B TEYEHHE MPEIUIECTBYIONIETO
KaJICHJApHOTO T0/la B TPAXKJAHCKHI 00OPOT JIEKApCTBEHHOTO IMperapara COTJIACHO PEruCTPalMOHHOMY
YIOCTOBEPEHUIO (Ha OJHY CEpUI0 TOPrOBOTO HAWMEHOBAHHS C YYE€TOM JIEKApCTBEHHOW (HOpMBI OTHOM
JO3UPOBKH), TPOBOJUMBIX AKKPEIUTOBAHHBIMH B COOTBETCTBHHM C 3aKOHOJATEIHCTBOM Poccuiickoii
Qenepaut 00  aKKpeAWTAallMd B  HAIUMOHAJIBHOW CHCTEME AaKKpPEAMTAlUU  HCIBITAaTeIbHBIMU
naboparopusimu (meHTpamu). [IpencraBieHrne MpOTOKOJIa UCHBITAHUH, MPEAYCMOTPEHHOTO HACTOSIICH
4acTbl0, B OTHOILIEHUHU JIEKAPCTBEHHBIX IPENapaToB, YKa3aHHBbIX B 4acTu 4.2 HacCTOsIEH CTaThH,
JIOMTYCKAETCsl OJIMH Pa3 B TPU TO/Ia NIPU YCIOBHH MX BBOJA B rpaKAaHCcKuii o6oport. [Ipu npencraBneHnn
MIPOTOKOJIA UCTIBITAHUM, peaycMoTpeHHoro yactsimu 4 u 4.1 Hacrosuieit ctatbi, B QeiepalibHbIi opra
WCIIOJIHUTEIBHON  BJIACTH, OCYIISCTBISIONMMNA (QYHKIMH 1O KOHTPOJIO U Haa3opy B cdepe
3/IpaBOOXpaHEHUs], TPOTOKOJ UCIBITAHUN, MPEAYCMOTPEHHBIA HACTOSIIENH YacThlO, B yKa3aHHBIM OpraH
HE MPE/ICTaBIISCTCS.

(uactsb 5 B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

5.1. IlpousBonuTenu JEKApPCTBEHHBIX CPEJICTB WJIM OpPraHU3alMH, OCYIIECTBISAIOIINE BBO3 B
Poccuiickyro @enepanyo BBICOKOTEXHOJOTMYHBIX JIEKAPCTBEHHBIX IPENapaToB, BMECTO IPOTOKOJIA
UCTIBITAHUH, TPEIYCMOTPEHHOTO YacThIO0 5 HACTOSIIEH CTAaThW, BIPaBE IMPEICTaBUTh B (enepaabHbIN
OpraH HCIOJHMTEIBHOM BIJIACTH, OCYIIECTBIAIOMMN (YHKIMM IO KOHTPOJK U HaA30py B cdepe
3IpaBOOXPAHEHHUsA, CBEACHUS O JaT€ W PErucTPallMOHHOM HOMEpE 3aKIKYEHUS O COOTBETCTBUU
IIPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM NpaBWJ HaJUIeXKalled MPOU3BOACTBEHHOMN
MPAaKTUKH WK cepTU(UKATA COOTBETCTBHSI IIPOU3BOCTBA JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUAM TIPABHII
HaJUIeXKalled IPOU3BOJACTBEHHONM NPAKTUKM EBpPa3suiiCKOr0 3KOHOMMYECKOTO COK03a, BBIIAHHOIO
YIOJIJHOMOYEHHBIM OpraHOM TrocyZapcTBa - 4jieHa EBpa3suicKOro 3KOHOMHYECKOTO CO03a, Ul
MIPOU3BOJICTBEHHON TIJIOMIAJKK (TIPOM3BOACTBEHHBIX IUIOIIAO0K), OCYIIECTBISIONEH MPOU3BOACTBO
rOTOBOM JIEKaPCTBEHHOM (POPMBI U BHIMYCKAIOIINN KOHTPOJIb KauecTBa JIEKAPCTBEHHOTO Tpernapara.
(dactb 5.1 BBenena denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

6. IlpousBoguTenn JIEKAPCTBEHHBIX CPEJICTB MM OpPraHU3alUM, OCYLIECTBISIONINE BBO3
JIEKapCTBEHHBIX IIpenaparoB B Poccuiickyro Penepainuro, He MEHEE YeM 3a OJMH I'OJ 10 IUIAHUPYEMBIX
IIPUOCTAHOBIICHHSI WJIH IPEKPAIIECHNs] NPOU3BOJCTBA JIEKAPCTBEHHBIX IPENaparoB WJIM HMX BBO3a B
Poccuiickyto ®enepanuio yBeJOMISIIOT 00 3TOM B D3JEKTPOHHOM ¢opme QenepanabHbIl oprax
UCTIOJIHUTEJIBHOM ~ BIIACTH, OCYLIECTBISIOMIMKA (YHKIMM IO KOHTPOJIK M Haa3opy B cdepe
3/IpaBOOXpaHEHMs U (elepalbHbIil OpraH HCIOJHUTEIbHON BIACTH, OCYHIECTBISAIOMIMNA (YHKIUHU I10
JIMLEH3UPOBAHMIO IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPENICTB.

(B pen. denepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

7. BBoa B TpakJaHCKUH OOOpPOT KaXKIAOW CEpUU WM KaKJIO0M MapTUh MMMYHOOHOJIOIMYECKOTO
JIEKapCTBEHHOIO Mpenapara, npousseneHHoro B Pocculickoit denepannu nwim BBo3uMoro B Poccuiickyro
denepannio, OCYIIECTBISIETCS HAa OCHOBAaHWUHM Pa3peIICHUs, BBIJAHHOTO (eAepadbHbBIM OpPTaHOM
WCTIOJIHUTENHON BJIACTH, OCYIICCTBISIONIUM (YHKIIMM TI0 KOHTPOJK U HAA30py B cdepe
3IpaBOOXpPAHEHUS, HAa OCHOBAaHWHM BBIJAHHOTO (enepanbHBIMH TOCYAAPCTBEHHBIMH OFOKETHBIMU
YUPEXKACHUSAMHU, YKa3aHHBIMU B 4acTU 4 HACTOAIIEW CTaThbU, 3aKJIIOYEHHUS O COOTBETCTBUU CEPUHU WU
MapTUU WUMMYHOOHOJIOTHUYECKOTO JIEKQPCTBEHHOTO Tpemnapara TpeOOBaHUSAM, YCTAaHOBJIECHHBIM IPH €TO
rocy/apCcTBeHHON peructpanuu. [Topsok BbIaYu pa3pelieHus] Ha BBOJ B TPaXKTAHCKUI 000pOT cepuu
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

HJIM ITapTUHA I/IMMYHO6I/IOJIOFI/I‘-IGCKOFO JICKAPCTBCHHOT'O IIpCIiapaTa, a TAKKEC MMOPAJOK BblAa4YU YKA3aHHOI'O
3aKJIIOYEHHUs M pa3Mep IUIaThl 3a €ro BblAauy ycraHaBiauBaroTcs IlpaBurtensctBoM Poccuiickoit
denepanuu.

7.1. ®opMa 1 TOPAIOK MPOBEJACHUS MCIBITAHUN, YKa3aHHBIX B yacTsax 4, 4.1, 4.3 u 5 Hacrosmiei
CTaThH, B TOM YHUCJIC C UCTOJIH30BAHUEM CPEICTB JUCTAHIIMOHHOTO B3aWMOJCHUCTBUS, YCTAHABIMBAIOTCS
[IpaBuTenscTBOM Poccuiickoit denepanum.

(uactp 7.1 BBegena denepanbubiM 3akonoM oT 30.01.2024 N 1-D3)

8. 3a HempencTaBJeHHE WM HECBOEBPEMEHHOE IMpEACTAaBICHUE JOKYMEHTOB M CBEJICHUH,
npenycMoTpeHHbx yactsmu 1, 2, 4, 41, 43, 5, 51 u 6 Hacrosmied craThbd, MPOU3BOJAUTEIH
JIEKapCTBEHHBIX CPEACTB M OpraHU3allid, OCYILECTBIISAIONINE BBO3 JIGKAPCTBEHHBIX IIPENapaToB B
Poccuiickyro denepainuio, HECYT OTBETCTBEHHOCTh B COOTBETCTBHM € 3aKOHOAATENBCTBOM Poccuiickoi
®Oenepanuu.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-®3)

9. IlpencraBieHre JTOKYMEHTOB M CBEICHUH, MPEIYCMOTPEHHBIX YacTsmu 1, 2 u 4 HacTosuien
CTaThbH, W TMOJYYCHHE NPEIyCMOTPEHHOTO 4YAaCThIO 7 HACTOSIIEH CTAaThU pAa3pelICHUs Ha BBOJ
UMMYHOOHOJIOTHUECKOTO JICKAPCTBEHHOTO TIpenapara B TPaXIaHCKUKA 000pOoT HE TpeOyroTcs B
OTHOIICHWU JICKAPCTBEHHBIX TIPENAparoB, MPEAHA3HAYCHHBIX IS TPOBEACHHUS  KIMHUYCCKHX
WCCIIC/IOBAaHMI JIGKAPCTBCHHBIX MPEIapaToB, MPOBEACHUS 3KCIEPTHU3bl JICKAPCTBEHHBIX CPEACTB JIJIS
OCYIIIECTBIICHUS TOCYAapCTBEHHOW PErHCTPAIlMH JICKAPCTBEHHBIX IMPENaparoB, a TAK)KE B OTHOIICHUU
HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX ITPENapaToB, NMPEAHA3HAYCHHBIX U OKa3aHUS MEIUIIMHCKON
MTOMOIIM TI0 >KH3HCHHBIM ITOKA3aHUSIM KOHKPETHOTO IMAIMEHTA WM TPYIIIBI MAlMEeHTOB, BBO3UMBIX B
Poccuiickyro ®@enepannio B cOOTBETCTBUU € 4YacTsiMu 3 u 3.1 crartbu 47 Hacrosmiero denepanbHOro
3aKOHa.

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

10. Tlpu BBISBICHUM B TPAXKTAHCKOM O0OpOTE CEpHM WM TMApTHU JIEKAPCTBEHHOTO Mperapara,
JOKYMEHTBI M CBEJIEHUS O KOTOPBIX, NPeayCMOTpeHHble vacTsmu 1, 2, 4, 4.1, 4.3, 5 u 5.1 Hactosmen
CTaThH, HE TPEICTABICHHI B (heZiepalbHBI OpTaH MCIIOJHUTEIBHON BIACTH, OCYIIECTBISIONMN (YHKITUH
[0 KOHTPOJIIO M HAA30py B cepe 31paBooXpaHeHus], TM00 CepUr WU MapTUU UMMYHOOMOJIOTHYECKOTO
JEKapCTBEHHOTO TIpernapaTra, HE WMEIONMX pa3pelieHduss Ha BBOA B TPaXAAHCKAH 000pOT,
IPEJYCMOTPEHHOI0 4YacThlO0 7 HAcTOsIeH cTaTbd, (eepalbHbIi OpraH MCIOJHUTEIbHON BIACTH,
OCYHIECTBIIIOMNN (YHKIIMM MO KOHTPOJNIO W HaA30py B cdepe 31paBOOXpaHEHHS, B MOPSJIKE,
ycraHoBieHHOM IIpaButensctBoM Poccuiickoit deneparnyu, NpUHUMAET peHIEHHE O MPEKPALICHUU
rpaXIaHCKOTO 000pOTa TaKWX CEPUH WM TAapTHH N0 TIPEACTABICHUS YKAa3aHHBIX JOKYMEHTOB H
CBeJleHUH 1100 MoJTyuyeHHs! YKa3aHHOTO pa3pereHHus..

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

Koncynprantlntoc: npumedanue.

Cr. 52.2 He pacnpoCTpaHIETCS Ha CEPUU JIEKApCTB ISl BETEPUHAPHOIO NPUMEHEHUS, BBEJICHHBIE B
rpaxaaHckuii o6opor g0 01.09.2023, xoropsle mojyexar MPUMEHEHHIO JO HCTEYEHHsS CpOKa HX
rogaoctd (@3 ot 02.07.2021 N 317-D3).

Cratba 52.2. BBoa B rpaxaaHCKMn oOOOpPOT neKapCTBEHHbIX npenapaTtoB Ans
BeTePUHAPHOIro NpUMMeHeHus
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

(BBenena denepanbHbiM 3akoHOM OT 02.07.2021 N 317-D3)

1. Ilepen BBOAOM B TpaXAaHCKUA OOOpPOT KaXJAOW Cepuu IpousBeleHHOTO B Poccuiickoii
@denepanyiii  JICKAPCTBEHHOTO Tperapara s BETEPUHAPHOTO MNPHUMEHEHHUS, 32 UCKIIOYCHHEM
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOT'O Mperapara Uil BETepUHAPHOTO MPUMEHEHUS, IPOU3BOIUTEND
TaKOTO JICKAPCTBEHHOTO TperapaTa MPeJICTaBIsIeT B YBEIOMHUTEILHOM TMOPSIKE B (eiepalibHBIN OpraH
WCTIOTHUTEJIPHONW BJIACTH, OCYIICCTBIISIFOIIUN (PYHKIIMU MO KOHTPOJIIO (Haa3opy) B cdepe obOparieHus
JIEKapCTBEHHBIX CPEJICTB JUISl BETEPUHAPHOTO MPUMEHEHUSI:

1) JOKyMEHT MPOU3BOAUTEINSI JIEKAPCTBEHHBIX CPENICTB, MOATBEPKIAAIOIINI COOTBETCTBUE KAueCTBa
JICKApCTBEHHOTO IIperapara Uil BETEPUHAPHOTO NPUMEHEHUs, BBOAMMOIO B TPaXIAaHCKUH 000poT,
TpeOOBaHUSAM, YCTAaHOBJIEHHBIM IIPH €0 FOCYAapCTBEHHON PETUCTPALIUU;

2) TNOATBEP)KIACHHE YIOJIHOMOYEHHOIO JIMIAa IPOU3BOJUTENS  JIEKAPCTBEHHBIX  CPENCTB
COOTBETCTBHUSI  JIEKAPCTBEHHOTO IIpernapara Juid BETEPUHAPHOIO INPUMEHEHUs TpeOOBaHHUSM,
YCTaHOBJICHHBIM IIPY €r0 FOCYAapCTBEHHOM PEruCTpaLiy.

2. Ilepen BBOIOM B TIpaXTaHCKH 000pOT KaXJOW Cepur BBO3UMOro (IepeMeniaeMoro) B
Poccuiickyro @epepanuio JEKapCTBEHHOIO IIpenapara Uil BETEPUHAPHOIO INPHUMEHEHHUs, 34
UCKJIFOYEHUEM MMMYHOOMOJOTHYECKOro JEKapCTBEHHOIO Ipenapara Jjsi BETEpUHAPHOTO MPUMEHEHHUS,
OpraHu3ans, OCyLIECTBIIAIOIAs BBO3 (IIEPEMEIECHUE) JIEKAPCTBEHHOIO IIpenapara Uil BETEpUHAPHOTO
npuMeHeHus B Poccuiickyto dezpepanuio, NpeAcTaBiIseT B YBEIOMUTEIBHOM MOpSAAKE B (enepaabHbIi
OpraH WCIIOJIHUTEIbHONW BJIACTH, OCYIIECTBISIOMMI (yHKIMM 1O KOHTpomoo (Ham3opy) B cdepe
oOpallleHuUs JIEKAPCTBEHHBIX CPE/ICTB /ISl BETEPUHAPHOTO IPUMEHEHUS:

1) TOKyMEHT MPOU3BOAUTEINSI JIEKAPCTBEHHBIX CPEJCTB, MOATBEPKAAIOIINNA COOTBETCTBUE KauecTBa
JIEKapCTBEHHOT'O Iperapara Juis BETEpUHAPHOIO NPUMEHEHUs, BBOAMMOIO B Tpa)IaHCKUH 000poT,
TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPH €T0 FOCYAapCTBEHHON PETUCTPALINN;

2) WOATBEpKJEHHE JMILA, YHNOJIHOMOYEHHOTO JeprKaTeleM WM BIaJlelblieM pPerucTpalioHHOTO
YAOCTOBEpPEHUsl JIEKAPCTBEHHOI'O TIpernapara s BETEPUHAPHOIO IIPUMEHEHHMs, COOTBETCTBUSA
JIEKapCTBEHHOT'O Ipernapara Jjsl BETEPUHAPHOTO NMPUMEHEHHs! TpeOOBAHUSAM, YCTAHOBJICHHBIM IPH €ro
roCyAapCTBEHHOM pPEruCTPALNH.

3. BBoa B rpaxmaHckuii o0opoT BBO3MMOro (mepemeniaemoro) B Poccuiickyro ®epeparuio
JIEKApCTBEHHOT'O Tperapara Jyuisi BETEPUHAPHOTO MPUMEHEHHUS OCYIIECTBISIETCS TPH  HAJTUIHH
3aKJIIOUYEHUST O COOTBETCTBHM MPOU3ZBOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSM TPaBUII
HaJIeKaled MPOU3BOJICTBEHHONW TMPAKTHKH, BBIJIAHHOTO YIOJTHOMOYEHHBIM (enepaibHbIM OpraHOM
WCIIOJTHUTENIBHOM BJIACTU JUISI TPOM3BOJCTBEHHOM IUIOLIAJKHU JIEKAPCTBEHHOIO Ipenapara s
BETEPUHAPHOTO IPUMEHEHUS, BBOJUMOTO B TPAXKIAHCKUI 00OpOT.

4. JIuno, yNOJHOMOYEHHOE JEpKaTelIeM WIM BIAAEIbLEM PETUCTPALMOHHOIO YIOCTOBEPEHMS
JIEKapCTBEHHOI'O Tpernapara /s BETEpPUHAPHOIO TMPUMEHEHUs, [OJKHO OBbITh aTTEeCTOBAHO B
YCTAHOBJICHHOM YIOJHOMOYEHHBIM (pe/lepalbHbIM OpPraHOM HCIOJHUTENILHONW BIACTU MOPSIKE U UMETh
CTa)k pabOTBl HE MeHee 4YeM IMATh JIeT B 00JacTh MPOW3BOJACTBA M (WJIM) KOHTPOJS KadecTBa
JIEKapCTBEHHBIX CpeACTB JHOO0 B 00JacTH MOHHUTOpUHTAa HPPEKTUBHOCTH U  0€30MacHOCTU
JIEKapCTBEHHBIX IMPENapaToB JJisi BETEPUHAPHOIO MPUMEHEHHUs, IPOBOJUMOIO JAep)KaTeleM WU
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

BJIAJICNIBLIEM PETUCTPALIMOHHOTO YIOCTOBEPEHHUsI JIEKApCTBEHHOrO IIpernapara Jyuisi BETEPUHAPHOIO
MIPUMEHEHHUS JINOO YIOTHOMOYEHHBIM UMHU IOPUINIECKUM JIUIIOM, BBICIIEE 00pa30BaHUE COOTBETCTBEHHO
10 OJTHOW U3 CIICIUATBHOCTEH U (WJIM) OJTHOMY U3 HAMPaBICHUH MOATOTOBKU: OHOJIOTHSI, OMOTEXHOJIOTHS,
BETEpUHAPHUs, BETEPUHAPHO-CAHUTAPHAS JKCIIEPTH3a, KIMHUYECKAas MEAWINHA, paJualldOHHasd,
XUMHUYECKass W Owuonormueckas 3ammurta, ¢dapmanus, (yHIaMEHTAIbHAS MEAUIMHA, XHUMHYECKas
TEXHOJIOTHS, XUMUS.

5. TlopsioKk TPEICTaBICHUS B COOTBETCTBUU C YacTsMU | M 2 HACTOSAIIEH CTAaThU JOKYMEHTOB U
CBEJICHUH O JIEKAPCTBEHHBIX IpenapaTax s BETEPUHAPHOTO NPUMEHEHHUsS, BBOJAUMBIX B I'DaXKIaHCKUU
oboport, ycranasiubaercs [IpaButenscTBoMm Poccuiickoit @eneparum.

6. B oOTHOmEHHMM NEpBBIX [JBYX CEpUH JIEKAPCTBEHHOIO IIpernapara IJjis BETEPUHAPHOIO
IIPUMEHEHHUs], BIIEpBBIE IpoM3BeNeHHOro B Poccuiickon ®enepanuu WIM  BIEPBbIE BBO3HMOIO
(mepememaemoro) B Poccuiickyto @enepauuto, B QelepaibHblii OpraH HCHOJIHUTENBHOM BIacTH,
OCYIIECTBISIONNH (DYHKIIUU TT0 KOHTPOIIO (HAI30py) B cepe oOpaieHus JIeKapCTBCHHBIX CPEIICTB JIJIs
BETEPUHAPHOTO NMPUMEHEHMs, HapsALy ¢ JOKYMEHTaMH, IPeyCMOTPEHHBIMU YacTsMHU 1 U 2 HacTosiel
CTaTbM, NPEJCTABISIIOTCS IPOTOKOJIBI MCIBITAHUM O COOTBETCTBUM 3THUX CEPUIl JIEKApCTBEHHOI'O
Ipenapara sl BETEpUHAPHOIO NIPUMEHEHUS 110KA3aTeNsIM Ka4ecTBa, IPELyCMOTPEHHBIM HOPMAaTHBHBIM
JOKYMEHTOM (Jlajiee - MPOTOKOJ HUCIBITAaHUM), MPOBOJUMBIX aKKPEIUTOBAHHBIMU B COOTBETCTBHM C
3akoHojartenbcTBOM  Poccuiickoit  ®enepanuu 00 akKpeIiuTalMM B HALMOHAJIBHOM  cHcTeMe
aKKpeIUTALUU UCIIBITATEIbHBIMU JIA0OPATOPUSAMU (LIEHTPAMH).

7. Exeronno He mo3aHee 1 ¢eBpans MpOU3BOIUTENN JICKAPCTBEHHBIX CPEJICTB WU OpraHU3alliHy,
OCYILIECTBIISIOLINE BBO3 (IIEPEMELIEHHUE) JIEKAPCTBEHHBIX IIPENapaToB JUlsl BETEPUHAPHOIO IPUMEHEHUS B
Poccuiickyro ®enepauuio, mnpeAcTaBisioT B (eAepalbHBIE  OpraH  HCIOJHUTEIBHOW  BIACTH,
OCYIIECTBISIONUH (DYHKIIMH IO KOHTPOITIO (HaI30py) B chepe oOpalieHus JIeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOI0 MPUMEHEHMS, MPOTOKOJ HMCHBITAHUM IMOCTYNMBIIETO B TEUEHHUE TOJa B TPaXKITAHCKUU
000pOT JIEKAapCTBEHHOTO Ipernapara Jjsi BETEpUHAPHOTO MPUMEHEHHS] KOHKPETHOTO MPOU3BOAUTENS (Ha
OJJHYy CEepHUI0 KaXJO0ro TOProBOro HAMMEHOBAHUSA C YYEeTOM JIeKapCTBEHHOW (opMbl, a s
JIEKapCTBEHHOT'O npernapara TUISE BETEPUHAPHOTO MIPUMEHEHU, HE SIBJISIOILErOCs
MMMYHOOMOJIOTHYECKIM, TakkKe C Y4eTOM JO3HPOBKH), TPOBOJUMBIX AaKKPEAHUTOBAHHBIMH B
COOTBETCTBUHM C 3aKoHojarenbcTBOM Poccuiickoii ®enepanuu 00 akKpeOUTalMU B HAlMOHAJIBHOU
CUCTEeME aKKpeIUTAI[MH UCTIBITaTeIbHBIMU Ja00paTopusMu (IICHTPaMHU).

8. BBoxg B rpaxmaHckuii 000OpPOT MMMYHOOMOJIOTMYECKOTO JIEKAPCTBEHHOrO TIpernapara s
BETEPUHAPHOTO TNpPUMEHEHUs, MnpousBeAeHHoro B Poccuiickoit ®enepauuu WiIM  BBO3UMOIO
(nepememiaemoro) B Poccuiickyro deneparinio, OCylIeCTBISIETCS HA OCHOBAHUU Pa3pEeIICHHUs, BBIJAHHOTO
denepanbHBIM OPraHOM UCTIOTHUTENHHOM BIACTH, OCYIIECTBISIIONIMM (QYHKIIUHU MO KOHTPOIIO (HaA30py)
B cepe oOpareHus JIeKapCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO MPUMEHEHHUsI. Y Ka3aHHOE pa3perieHre
BBIJJAETCSl HA OCHOBAHWUU IMPOTOKOJA HCHBITAHUM, MTPOBOJIUMBIX AKKPEIUTOBAHHBIMH B COOTBETCTBUU C
3aKOHO/IaTenbCTBOM  Poccuiickoii  ®Denepanmuui 00 aKKpeauTallMd B HAIMOHAIBHOW  CHCTEME
aKKpeIUTAIlMd OPTaHU3aIMsIMU, MOABEIOMCTBEHHBIMU (eJIepaTbHOMY OpPTaHy MCIIOJHUTEIHLHOU BIACTH,
OCYILIECTBISIONIEMY (YHKIUHU IO BBIPAaOOTKE TOCYIapCTBEHHOM MOJMTUKH U HOPMATHBHO-TIPABOBOMY
pPETYIIUPOBaHUIO B Cdepe arporpOMBIIIJIEHHOTO0 KOMIUIEKCa, BKJIIOYas oOpallieHue JIeKapCTBEHHBIX
CpC€ACTB jid BETCPUHAPHOTO MNPHUMCEHCHUSA, HIIN (bejlepaHBHOMy oprany HCHOJIHUTEILHON BJIaCTH,
OCYIIECTBISIONIEMY (DYHKIIMU IO KOHTPOIIO (HaA30py) B chepe oOpaleHus IeKapCTBEHHBIX CPECTB s
BETEPUHAPHOTO TMPUMEHEHMs], a TakXe JTOKYMEHTOB U CBEIEHUM, MPEeIyCMOTPEHHBIX 4acTbio 1 (mis
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IIpernapaToB, Ipou3BeneHHbIX B Poccuiickoit denepaunn) wiM 4actbio 2 (JUIsl penapaToB, BBOZUMBIX
(mepememaembix) B Poccuiickyro deaepaiinio) HaCTOSIIEH CTaThH.

9. Cpox BbIIauW pa3peiieHus, yKa3aHHOTO B YaCTH 8 HACTOSIIEH CTaThH, COCTABIISICT MATh pabOYnX
IHEH €O JHS TpeACTaBICHUS IPOU3BOAUTENIEM JIEKAPCTBEHHBIX CPEACTB WM OpraHu3anuei,
OCYIIECTBJISIIOIIEH BBO3 (IlepeMeNIeHUE) JEKapCTBEHHOTO Mpenapara Jjisi BETepUHAPHOTO MPUMEHEHUS B
Poccutickyro ®denepanuro, B henepanbHbIi OpraH UCIOJIHUTEILHON BIACTH, OCYIICCTBISIOMUNA (PYHKITUN
0 KOHTPOJITIO (HAaa30py) B chepe oOpanieHus JIEKapCTBEHHBIX CPEJICTB ISl BETEPUHAPHOTO MIPUMEHECHHS,
JOKYMEHTOB, MPEAYCMOTPEHHBIX YaCThIO § HACTOSIIEH CTaThH.

10. Pa3pemieHue, yka3aHHOE B 4acTH 8 HACTOALIEH CTAaThbU, BBIIAETCA B OTHOLIEHUM KaXKIOW U3
NEepBbIX JBYX CEpudl HMMMYHOOMOJIOTMYECKOTO JICKApCTBEHHOIO Ipernapara i BETEPUHAPHOTO
IIPUMEHEHHUs], BIIEpBBIE IpOM3BeNeHHOro B Poccuiickon @Penepauuu WIA BIEPBbIE BBO3UMOIO
(nepemeriaemoro) B Poccuiickyro @enepanuto. Takoe paspelieHre BbIJIA€TCsl HA BECh CPOK 0OpallleHust
CepUl HMMMYHOOMOJIOTMUECKOIO JIEKAPCTBEHHOrO IIpernapaTa JUisli BETEPUHAPHOTO IPUMEHEHMS, B
OTHOIIEHWH KOTOPOH OHO BBAAHO. B OTHOWIEHMM NOCIEAYIOIUX CEpUH OJHOIO TOPrOBOIO
HAaMEHOBAHHUS MMMYHOOHOIJIOTHYECKOTO JIGKAPCTBEHHOTO Tperapara Ui BETEPHHAPHOTO MPUMEHEHHUS,
npousBereHHoro B Poccuiickoit ®exnepaunu wim BBo3UMOro (mepememniaemoro) B Poccuiickyro
denepannio, TAKOE pa3pelieHNe BBIIACTCS CPOKOM Ha Tpu roja. Ilopsaok Beljaum pa3penmieHus Ha BBOJ B
IpaXJaHCKHi 000pOT HMMMYHOOMOJIOTHYECKOIO JISKApCTBEHHOIO IpernapaTta il BETEPUHAPHOIO
IIPUMEHEHHUS, TOPSJA0K BBIJAYM IPOTOKOJA MCHBITAHWN, YKA3aHHBIX B 4YacTH 8 HACTOALIEH cTaThu, a
TAaK)K€ METOJMKA ONPENEJICHHUA pa3MEpoB ILIaThl 3a BbIIAYY YKa3aHHOIO IIPOTOKOJIA HCIBITAHUN
ycranasinusaercs [IpasurenscrBom Pocceniickoit denepanun.

11. MmMmyHOOHONOrMYEeCKUE JIEKAPCTBEHHBbIE MpenapaTbl Uil BETEPUHAPHOIO IPUMEHEHHUs,
BBEJICHHBIE B TPAXIAHCKHA OOOPOT B COOTBETCTBHM C YACThIO 8 HACTOALICH CTaThH, MOIJIEKAT
XPaHEHHIO, MEpPEeBO3KEe, OTIYCKY, peaau3aluM, Nepeaaye, MNPUMEHEHHIO JI0 MCTEYEHHUs CpoKa HX
TOJTHOCTH.

12. 3a HempencTaBleHHWE WM HECBOEBPEMEHHOE NIPEJCTABICHHUE JIOKYMEHTOB M CBEICHHUH,
MPEYCMOTPEHHBIX YacTsaMu | - 3, 6 U 7 HacTOsIIeH CTaThH, MPOU3BOJUTEIH JIEKAPCTBEHHBIX CPEICTB U
OpraHu3allK, OCYLIECTBISAIONINE BBO3 (TIepeMElIeHHE) JIeKapCTBEHHBIX MpenapaToB JAJsl BETEPUHAPHOTO
npuMeHeHus B Pocculickyro denepannio, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU € 3aKOHOJIATEIILCTBOM
Poccuiickoit denepanuu.

13. IlpencrarieHne JOKYMEHTOB M CBEJICHUH, TPEIyCMOTPEHHBIX dacTsamu | - 3, 6 u 7 HacTrosen
CTaTbH, U TMOJYYCHHE pa3pelieHus, yKa3aHHOTO B YacTH & HACTOSIIEH CTaThbH, HE TPEOYIOTCS B
OTHOIICHWU JICKAPCTBEHHBIX IPENapaToB IS BETEPHHAPHOTO TMPUMEHEHUS, NPEIHA3HAYCHHBIX IS
BbIBO3a M3 Poccuiickoii ®Deneparyiy, MPOBEIEHUS MOKIMHUYECKHX WCCIEJOBAHUNA JIEKapPCTBEHHBIX
CPEJCTB, KIMHUYCCKUX HCCIICIOBAaHUH JICKAPCTBEHHBIX IMPEIApaToB JIJIi BETEPHUHAPHOTO TMPUMEHEHUS U
BBO3a JUIS 1IeNiel, yKa3aHHBIX B MyHKTE 5 yacTu 1 ctathu 50 HacTosmero denepalbHOTO 3aKOHA, a TaKXKe
00pa3IoB JICKAPCTBEHHBIX TIPEMapaToB JUI BETCPUHAPHOTO IMPUMEHEHHS, IPEIHA3HAYCHHBIX IS
MIPOBEJICHUSI OKCIEPTH3bl JIEKAPCTBEHHBIX CPEJACTB B IENAX OCYIIECTBICHUS TOCYAapCTBEHHOU
pETHCTpAIMH JICKAPCTBEHHBIX MTPEIapaToB JIJIsi BETEPUHAPHOTO MTPUMEHEHHUS WM BHECEHUS N3MCHCHUN B
PETUCTPAIIMOHHOE TOChE Ha JIGKAPCTBEHHBIN MpemapaT JJIsl BETEPUHAPHOTO IPUMEHEHUSI.

CraTtba 53. Mpopaxa, nepegavya NeKkapCcTBeHHbIX CPeACTB OpraHM3aumMaMm ONTOBOWM
TOProBnu fieKapcTBEHHbIMU CpeacTBaMm
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1. Opranuzanuy ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH CPEACTBAMHU MOTYT OCYLIECTBIIATH MPOJAXKY
JICKApCTBEHHBIX CPEACTB WM IepeaBaTb MX B YCTaHOBJICHHOM 3aKOHOJATENLCTBOM Poccuiickoit
Oenepanuu nopsake (3a UCKIOUEHUEM (papMmalieBTHUEeCKON CyOCTaHLIMK CIHUPTA 3TUIOBOrO (3TaHOJA) C
y4eToM TpeOOBaHMI YacTh 3 HACTOSILEH CTaThH:

(B pen. deaepanbubix 3aKk0HOB OT 27.12.2019 N 481-D3, ot 04.08.2023 N 428-D3)

1) apyrum opranusanusiM onTOBON TOPIOBJIH JIEKAPCTBEHHBIMU CPEJICTBAMU;
2) IpOU3BOIUTEISAM JICKAPCTBEHHbBIX CPEJCTB IS eIl TPON3BOACTBA JIEKAPCTBEHHBIX CPEJICTB;
3) anTeyHbIM OpraHU3alUsAIM U BETEPUHAPHBIM allTEYHbIM OpraHU3aLUsaM;

4) Hay4YHBIM OpTaHM3AILUAM JIJIsl HAYYHO-UCCIIE0BATEIILCKOM PadOTHI;
(B pen. @enepanproro 3axkoHa ot 30.01.2024 N 1-D3)

5) WHAUBUAYAJIbHBIM  HPCAIIPUHUMATCIIAM, HWMCHOIIUM JIMLOCH3UIO HA (bapMaueBTquCKon
ACATCIIbBHOCTD WJIN JIMICH3HUIO HAa MCIUINHCKYIO ACATCIIbHOCTD,

6) MEAUIIMHCKUM OPTraHU3alMsIM, B TOM YHCIIE CO3/IaHHBIM M 3aPETUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJATEJIIbCTBOM HWHOCTPAHHOIO TocydapctBa - uieHa OpraHu3ald  SKOHOMHUYECKOTO
COTpYJIHMYECTBA M  Pa3BUTHS  MHOCTPAHHBIM  IOPUJIMYECKHM  JIMIAM,  WHAUBUAYaJIbHBIM
MPEANPUHUMATEIISIM, SBJISIOIIUMCS YYaCTHUKAMU MPOEKTAa B COOTBETCTBUU ¢ DeepaibHbIM 3aKOHOM OT
29 urons 2015 roga N 160-®@3 "O mex1yHApOJHOM MEAMIIMHCKOM KJIACTEPE M BHECEHUU M3MEHEHUH B
OTJeNIbHbIE 3aKOHOIaTeNIbHbIE aKThl Poccuiickoit @enepanun'", 1 BETEpUHAPHBIM OpPraHU3aLNsIM;
(B pen. deaepanbhbix 3aKk0HOB OT 26.07.2019 N 240-D3, ot 04.08.2023 N 428-D3)

7) opraHuzanMsAM ¥ WHIWBUAYIbHBIM TPEANPUHUMATENSAM, OCYIISCTBISIONIUM pa3BeICHUE,
BBIpAlIUBAaHUE M COJIEpP)KaHHWE JKUBOTHBIX (32 HCKIIOYEHHEM TMPOJaXu UM (dapMaleBTUYECKUX
CyOCTaHIIMI UK UX TIEPEadH ).

(m. 7 B pea. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

2. OpraHu3anuyd ONTOBOM TOPTOBIHM JICKAPCTBCHHBIMU CPEJCTBAMH HE BIIPAaBE OCYIIECTBISATH
npojaxy (mepenadyy B YCTAHOBIGHHOM 3aKOHOJAaTeNnbCcTBOM Poccuiickoit ®enepanuu mTOpsSAKe)
(hapmareBTUUeCKOM CyOCTaHIIMU CIIUPTA STUIIOBOTO (3TaHOJA).

(uactsb 2 B pen. denepanbHoro 3akoHa oT 27.12.2019 N 481-D3)

KoncynsrantlIntoc: npumedanue.

Y. 3 cr. 53 Ha tepputopusx JIHP, JIHP, 3anoposkckoit o6aacTi, XepCOHCKOM 001acTH MPUMEHSETCS C
01.09.2024 (®3 ot 04.08.2023 N 428-D3).

3. Opranu3zanuy ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMHU MOTYT OCYLIECTBIIATH MPOJAXKY
(mepemgauy B YCTAHOBJIEHHOM 3aKoHoJaTenbcTBOM Poccuiickoit denepanuu nopsake) JeKapcTBEHHOTO
npenapaTta il MEAULMHCKOIO NPUMEHEHHS C MEXIYHapOJHBIM HEMAaTEHTOBAaHHBIM HAaWMEHOBAHHEM
"Oranon":

1) OPUINYICCKUM JIMaM, HUMCIOIIUM JIMIICH3UIO Ha q)apMaL[eBTI/I‘-ICCKy'IO JACATCIIbHOCTE B C(bepe
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

O6paH.IeHI/I$I JICKAPCTBCHHLIX CPCACTB JIsI MCAUITUHCKOI'O IPUMCHCHU S

2) UHOUBUAYAIbHBIM MPENNPUHUMATENSIM, HMEIOIIUM JIUIEH3UI0 Ha (apMaleBTHUECKYIO
JeSTeIbHOCTD B chepe 0OpalieHus JIEKapCTBEHHBIX CPEJCTB IS MEAULIMHCKOTO TPUMEHEHHUS;

3) HHIWBUAYAJIbHBIM IIPEANTPUHUMATEIIAM, HMCIOIIUM JIMOCH3UIO HA MCIUITUHCKYIO ACATCIbHOCTD,
4) OPUINYCCKUM JIMlaM, UMCIOIHUM JIMICH3UIO HAa MCAUIIUHCKYIO JACATCIbHOCTD;

5) MHOCTPAaHHBIM IOPHIMYECKUM JIMIAM U MHIAWBUAYAJIBHBIM IPEANPHUHUMATENSAM, CO3IaHHBIM U
3apETUCTPUPOBAHHBIM B COOTBETCTBHHM C 3aKOHOJATEICTBOM HHOCTPAHHOI'O TOCyJapcTBa - YJICHA
Opranu3zanuy SKOHOMHUYECKOTO COTPYAHUYECTBA W PAa3BUTHUS, SBISIOMIMMCS YYaCTHHKAMHU HPOEKTa B
cootBeTcTBUM ¢ DenepanbHbiM 3akoHOM OT 29 wmioHsa 2015 roma N 160-®3 "O mexayHapoJHOM
MEIUIIMHCKOM KJIacTepe M BHECEHUHM W3MEHEHHMH B OT/ICNbHBIC 3aKOHOJAATEIbHBbIE aKThl Poccuiickoit
Oenepanun";

6) UCHBITATEIBHBIM JIA0OPATOPUSIM (ILIEHTPaM), MPOBOISIIUM HCIBITAHUS B OO0JACTH KOHTPOJIS
KaueCTBa JICKAPCTBCHHLIX CPEACTB, AKKPCAUTOBAHHBIM B COOTBCTCTBUM C 3aKOHOAATCILCTBOM
Poccuiickoit @enepanuu 06 akKpeAUTAIMK B HAITMOHAIILHOW CHCTEME aKKPEIUTALINH.

(uactp 3 BBeneHa denepanbubiM 3aKk0HOM OT 04.08.2023 N 428-D3)

Cratbs 54. lpaBuna onToBOM TOProBJIU JIEKaPCTBEHHLIMU cpeacTBaMu

1. OmnroBas TOProBis JEKAPCTBEHHBIMU CPEJICTBAMHU OCYIIECTBISETCS IPOU3BOIUTEISIMU
JIEKapCTBEHHBIX CPEACTB W OPraHMU3alMsIMM ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMH CPEACTBAMM 11O
IpaBWIaM HajJiexaleil TucTpuObIOTOPCKONW NMPAKTUKH, YTBEPXKACHHBIM EBpa3zuilickoil SKOHOMHUYECKOU
KOMHUCCHEN, W TMpaBUiIaM XpaHEHUS JIEKAPCTBEHHBIX CPEACTB, YTBEP)KIECHHBIM YIOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM UCIIOTHUTENBHOM BIIACTH.

(uactb 1 B pen. @enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

2. OpraHm3anusi ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CpEACTBAMH 00s3aHa COOIIOAATh
npeiebHbIe CPOKU OTTPY3KHU 3aTPEOOBAHHBIX allTE€YHOW OpraHMU3aIMel JIeKapCTBEHHBIX MPENapaToB s
MEIWIIMHCKOTO TMPUMEHCHHSI W HE BIIPaBE OTKA3bIBATh AallTEYHOW OpTraHM3AIMH, C KOTOPOW y Hee
3aKJIFOUYE€H COOTBETCTBYIOLIUIH JOTOBOP O MOCTAaBKaX JIEKAPCTBEHHBIX MPENaparoB ISl MEIUIIUHCKOTO
MPUMEHEHHS, B TIOCTABKE JICKAPCTBEHHBIX IMPEMApaTOB JUISI METUIIUHCKOTO NMPUMEHEHUS MPU HATHIHH
3aTpeOOBaHHBIX JIEKAPCTBEHHBIX MPEMapaToB A MEAMIIMHCKOTO MPUMEHEHHs Y OpraHU3allui ONTOBOM
TOPTOBIIM JIGKAPCTBEHHBIMU CpeAcTBamMu. [IpenenbHBIE CPOKH OTIpy3KH 3aTpeOOBaHHBIX aINTEUYHOMN
OpraHu3alyeil JIeKapCTBEHHBIX MPEnaparoB [UIsi MEAUIMHCKOTO TPUMEHEHHS B 3aBUCUMOCTH OT
pacToIOKEHUsT MeCTa OTIPY3KH JIEKAPCTBEHHBIX MPEMapaToB JUISI MEIUIMHCKOTO IMPUMCHCHHS
yCTaHABIUBAIOTCS YIIOJTHOMOUYEHHBIM (pe/iepabHBIM OPTaHOM HCIIOIHUTENBHON BIACTH.

(dactb 2 BBeneHa DegepanbHbBIM 3aKOHOM OT 26.03.2022 N 64-D3)

Cratbs 55. I'Iopnp,ox pO3HI/I‘-IHOﬁ TOProBIin neKapCTtBeHHbIMUM npenapatamm

1. Po3nuunas TOProBJid JICKAPCTBCHHBIMU IIpCliapaTaMu B KOJIMYECTBAX, H€O6XOJII/IMI)IX JJIA
BBIITOJIHCHU L Bpa‘-IeGHBIX (Q)CHBIU_HCPCKI/IX) Ha3HAUCHUM WM Ha3HaYeHUM CIICIUaJInCTOB B obactu
BETCPUHAPUH, OCYIICCTBIIACTCA AIlITCYHBIMH opraHuzanusimMu, BETCPUHAPHBIMU alITCYHbBIMU
opraHu3anusimu, HHIAUBUAYAJIbHBIMHA OpeAIpUHUMATCIISAMU, UMCIOIIIUMHU JIUIICH3UIO Ha
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

(bapMareBTUYECKYI0 ACSITEIbHOCTh, MEIUIMHCKHUMU OpTaHU3alMsIMM, HMMEIOUIMMH JIMLEH3UI0 Ha
(bapMaleBTUYECKYIO JEATEIbHOCTh, U UX O0OCOOJEHHBIMM IOJPa3/EICHUsAMH, PAaCIOIOKEHHBIMU B
CEJIbCKUX HACEJICHHBIX ITYHKTAaX, B KOTOPBIX OTCYTCTBYIOT allTEUHBIC OPraHM3alUU, U BETCPUHAPHBIMU
OpraHu3alMsIMM, UMEIOIIMMU JIMIEH3UI0 Ha (papMalleBTUYECKYIO JesITeIbHOCThb. Pa3pelieHa po3HUYHAs
TOPrOBIIS TOJBKO JICKAPCTBEHHBIMU IIperapaTaMu, 3aperucTpupoBaHHbIMM B Pocculickoin Penepauyu
1100 B COOTBETCTBUU C aKTaMH, COCTaBisomUMH npaBo Coro3a, WIM HM3TOTOBJIEHHBIMH aNTEYHBIMU
OpraHu3alysIMH, BETEPUHAPHBIMU anTeYHbIMU OpraHu3aLusIMu, VHAUBUAYAJIbHBIMU
IPEINPUHUMATEISIMY, HMEIOIUMH JIMIEH3UI0 Ha (apMalleBTUYECKYIO JesTelbHOCTh. Po3HMuYHas
TOPrOBJIS JIEKAPCTBEHHBIMM IIpPENapaTaMHd OCYLIECTBIISETCS II0 IpaBWJIaM HaJIEXallel anTeyHOU
IIPAKTUKH, YTBEPHKAECHHBIM YIIOJIHOMOYEHHBIM (e1epaabHbIM OPraHOM HCIIOJIHUTEIbHON BIACTH.

(B pen. @enepanpubix 3akoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-®3, ot 30.01.2024 N
1-®3, ot 08.08.2024 N 323-03)

1.1. Po3HuyHass TOPromis JIEKAPCTBEHHBIMHU TMperapaTaMy JUisi MEAMIIMHCKOTO IMpUMEHEHHUs (3a
HCKIIFOYEHHEM JIEKapCTBEHHBIX IPENaparoB, OTIYCKAEMbIX IO PELENTY Ha JICKapCTBEHHBIN Ipemnapar,
HAPKOTUYECKHUX JIEKAPCTBEHHBIX IMPENapaToB M IMCUXOTPOMHBIX JEKAPCTBEHHBIX IPENApaTOB, a TAKKE
CHUPTOCOJEPKAIIMUX JICKAPCTBEHHBIX IpenapaToB ¢ OOBEMHOW [0JIel ATHIIOBOTO CHHpTA CBbIIIE 25
MPOIICHTOB) MOJKET OCYIIECTBIATHCS AaNTEYHBIMU OPraHU3alUsIMH  JAUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HuuHyr0  TOProBiar0  JIEKAPCTBEHHBIMU  Ipenaparamud  JJid  MEIULHMHCKOTO  IPUMEHEHUs
JTUCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBJISITH aNTEUHBIE OpPraHU3AlMH, MUMEIONIUE JHUIEH3UI0 Ha
(dapmalleBTUUECKYIO0  ACSITENbHOCT U COOTBETCTBYIOIIEE pa3pelieHue  (QeaepalbHOro  OpraHa
WCTIOJHUTEIBHOM BJACTH, OCYIIECTBISIIOUIET0 (YHKIMM TIO KOHTPONIO W Hag3opy B cdepe
3napaBooxpaHeHud. [lopsimok  Belauum  paspelieHHsT Ha OCYIIECTBJICHHE PO3HUYHOM  TOPIOBIIU
JIEKApPCTBEHHBIMU TIperapaTaMy JUCTAHIUOHHBIM CIIOCOOOM, TpeOOBaHUSA K alTEYHBIM OpPraHU3allUsM,
KOTOPbIE MOTYT OCYILIECTBIISAITh TAaKyH) TOPIOBJIIO, U IMOPSAOK €€ OCYIIECTBICHMS, a TAKXKE IpaBUiIa
JIOCTAaBKM JIEKApCTBEHHBIX IIPENAapaToB rpaxiaaHaM YycraHaBiauBaroTcs IIpaBurensctBoM Poccuiickoit
Oenepannn. Undopmanus 06 ormadyeHHBIX (OTHYIICHHBIX) U TMOMYYEHHBIX JIEKAPCTBEHHBIX MperapaTax
BHOCUTCS B CHCTEMY MOHUTOPUHIA JBWKEHHUS JIEKQPCTBEHHBIX IMPENAPATOB I MEIULIHUHCKOIO
MIPUMEHEHUS B MOPSAIKE, TPEAYCMOTPEHHOM 4YacThi0 7 cTaThu 67 HacTosuiero @eaepaabHOTO 3aKOHA.
(uactp 1.1 BBengena denepanbubiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buapl anTeyHBIX OpraHu3alMii W TpaBWia OTIYCKa JIEKapPCTBEHHBIX IIPENapaToB JUIs
MEIUIIMHCKOTO TMPUMEHEHHUS alTeYHbIMH OpPTraHU3alUsAMH, WHIWBUAYAJIbHBIMU TPEIIPUHUMATEISIMH,
MMEIOLIMMH JIUIIEH3UI0 Ha (apMaleBTHYECKYIO JeSITENbHOCTD, 8 TAKXKE MPaBHJIa OTITYCKA JIEKAPCTBEHHBIX
npernaparoB Il MEIUIIMHCKOTO MPUMEHEHUS! MEIUIIMHCKUME OPTraHU3aIMsIMU, UMCIOLIIMMH JIHIICH3HIO
Ha (hapMareBTHUECKYIO JESATEIbHOCTh, U X 00OCOOJICHHBIMHU TIO/IPA3JICICHUSMH, PACIIONI0KEHHBIMU B
CEJIbCKUX HACEICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEYHBbIC OpPraHU3AlMH, YTBEPKIAIOTCS
YIIOJTHOMOYEHHBIM (heiepabHbIM OPraHOM HUCTIOHUTEIBHON BIIACTH.

(B pen. DenepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. IIpaBuna oTmycka HApKOTHMUYECKUX CPEJCTB U MCUXOTPOIHBIX BELIECTB, 3aPETUCTPUPOBAHHBIX B
KaueCTBC JICKAPCTBCHHBLIX IIPCMIapaToB, JICKAPCTBCHHBIX IIPEIapaToB, COACPKAIMIMX HAPKOTHYCCKUC
CpeAcTBa UM TIICUXOTPOIHBIE BEIECTBA, YTBEPKIAIOTCA YIOJIHOMOYEHHBIM (hefepalbHbIM OpraHOM
WCTIOJTHUTEIEHOW BIIACTH IO COTJIACOBAHHWIO C (pemepanbHBIM OpraHOM WCIIOJIHUTEIFHOW BIIACTH,
YIIOJIHOMOYEHHBIM B cpepe BHYTPEHHHX JIE.

(B pea. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

4. JlexapcTBeHHbIE IIpenapaTbl JJii BETEPUHAPHOTO IPUMEHEHUS IOJUIEKaT  OTIIYCKY
BETEPHHAPHBIMU aNTEYHBIMU OpPTaHU3AIMsIMH, BETEPHHAPHBIMH OpPraHU3alMAMH, WHIUBHUIYaTbHBIMU
npeanpuHuMareJIsiMM, HWMCIOIIMMHU  JIMICH3WIO Ha q)apMaL[eBTI/I‘-IeCKyIO ACATCIIbHOCTB. OTHYCK
JIEKapCTBEHHBIX IIPENapaToB Uil BETEPUHAPHOTO NPHMEHEHHUS OCYIIECTBISETCS B COOTBETCTBHH C
ImpaBUJIaMn Hazlﬂexcameﬁ anTeYHOMI IMPAKTUKHU JICKAPCTBCHHBIX IIPCIIApaTOB IJid BCETCPUHAPHOIO
NPUMEHEHHS, YTBEP)KICHHBIMH YIIOTHOMOYEHHBIM (peiepabHbIM OPTaHOM MCHOJTHUTEIHHOM BIACTH.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. TlepeyeHb MEOUIIMHCKUX OpraHU3allMi, MMEIONIMX JIMIECH3WI0 Ha (apMaleBTHYECKYIO
JeSTeIbHOCTh, U UX 000COOIEHHBIX MOIPa3/IeICHNH, PACTIOJI0KEHHBIX B CEIbCKUX HACEICHHBIX ITYHKTAX,
B KOTOPBIX OTCYTCTBYIOT AallTEYHbIC OpraHU3alllH, a TaKKe MEPeYeHb JICKAPCTBEHHBIX IPEapaTos,
MpoJiaka KOTOPBIX MOXKET OCYIIECTBISIThCS YKAa3aHHBIMUA OpPraHU3alUsIMH U WX 000COOJICHHBIMH
MOJIPA3/ICIICHUSIMY,  YCTaHABIMBAIOTCS  UCIIOJIHUTEIBHBIMA ~ OpraHaMH  CyOBeKTOB  Poccuiickoit
denepanuu.

(B pen. ®enepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-®3, ot 08.08.2024 N
232-®3, ot 08.08.2024 N 323-D3)

6. AnTeuyHble OpraHU3allU¥, WHIUBUIYaJIbHBIC NPCANPUHUMATEIIN, WMCIOIIUE JIMIEH3UIO Ha
(dapMaIleBTHUECKYIO0  JESATEIIBHOCTh, OO0SA3aHBI  O0ECIeYMBaTh  YTBEPXKICHHBIM [IpaBUTEIHCTBOM
Poccuiickoit @enepanuu U GOopMHPYEMBbIli B YCTAHOBJICHHOM UM TIOPSIIKE MUHUMAJIbHBIA aCCOPTUMEHT
JIEKapPCTBCHHBIX MPENapaToB, HEOOXOAUMBIX I OKa3aHUs MEAUIIMHCKON TTOMOIIIH.

(uactsb 6 B pen. denepanbroro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTteyHble OpraHu3allid, WHIWNBUAYAJIbHBIC MPEANPUHUMATEIN, WMCIONINE JIMICH3UIO Ha
(bapMaIeBTHYECKYI0  JICATEIILHOCTh, HApsAy C JICKAPCTBEHHBIMU IMperaparaMd HUMEHIT IIPaBo
npuoOperaTh W TPoAaBaTh, B TOM YHCJIE JUCTAHIIMOHHBIM CIIOCOOOM, MEIUIIMHCKHAC W3JICIHS,
NC3UH(PHUIMPYIONINE CPEICTBA, MPEAMEThl M CPEJACTBA JIMYHONH TUTHEHBI, MOCYNY ISl MEIUIIMHCKHX
IeJICH, TPeIMEThI B CPEJICTBA, MTPETHA3HAUCHHBIC TS YX0/a 3a OOJIHHBIMU, HOBOPOXKICHHBIMHU U JCTHMH,
HE JOCTUTIIMMHU BO3pacTa TPEX JIET, OYKOBYIO ONTHUKY M CPEACTBAa yXoj/a 3a Hel, MUHEpaTbHbIE BOJBI,
MPOJYKTHl JIEYEOHOTO, AETCKOIO0 W JUCTHYECKOTO THUTAHHs, OWOJIOTUYECKH AaKTHUBHBIC J00aBKH,
napproMepHble U KOCMETUYECKUE CPENICTBA, MEIUIIMHCKUE W CAaHUTAPHO-TIPOCBETUTENIbHBIE MEYaTHBIC
W3JIaHus, peHa3HAYCHHBIC [Tl POTTaraHabl 3J0POBOT0 00pa3a )KU3HU.

(B pen. ®enepanpubix 3akoHOB OT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-®3)

8. JlearenpHOCTh anTe4HbIX opraHm3zauuii BoopyxkeHHbix Cuil Poccuiickont @enepauuu, Ipyrux
BOMCK, BOMHCKUX (DOPMUPOBAHMI M OPraHOB, B KOTOPBIX 3aKOHOnaTenbcTBOM Poccuiickoit denepannn
IPEJYCMOTPEHO TPOXOXKAECHUE BOEHHOM CIyKObl MM (enepaibHONl TrocylapCTBEHHON —CIIyKOBbI,
CBA3AHHOM C IPAaBOOXPAHUTEIBHOM JEATEIBHOCTBIO, pErlaMeHTHpyeTcss HacrosmuMm dDeneparbHbIM
3aKOHOM U YTBEPXKJAEHHBIMU COOTBETCTBYIOUIMMHM (peepanbHbIMU OpraHaMH HMCIIOJHUTEIbHON BIIACTH
nosioxkeHussMHU. KOHTponb 3a coOio/ieHueM yKa3aHHBIMHM aNTEeYHbIMU OpraHU3alUsSMU TOJIOKEHUH
Hacrosiero PenepasbHOr0 3aKOHA OCYLIECTBISETCS COOTBETCTBYIOIIMMHU (hellepaibHbBIMU OpraHaMu
VICIIOJTHUTEIBHON BIIACTH.

(B pen. deaepanbhoro 3akona ot 13.07.2015 N 262-03)

9. Yrparun cuiy ¢ 1 ssuBapst 2021 roga. - ®enepanbhebiil 3akoH oT 03.04.2020 N 105-D3.
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?;iie[?:;gbig ;%KZO‘; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Aata coxpaxenms: 10.02.2025

Koncynprantllnroc: npumeyanue.
C 01.03.2026 cr. 55.1 yrpaunBaer cuiny (®3 ot 20.10.2022 N 405-D3).

Cratba 55.1. MNMopsaok ocywecTBNeHUss PO3HUYHOW TOProBfIN JleKapCTBEHHbIMU
npenapatamum pAnsa MeAULMHCKOro MNpPUMEHEHUA, OTNyCKaeMbiMM MO peuenty Ha
NeKapCcTBEeHHbIM Npenapar, AUCTaHLMOHHbIM CNOCOOOM

(BBenena denepanbHbiM 3aKk0HOM OT 20.10.2022 N 405-D3)

1. B mepuon ¢ 1 mapra 2023 roma mo 1 mapra 2026 roma B ropojae (enepanbHOr0 3HAYCHHS
Mockse, B benropoackoit 1 MockoBckoi 00acTsx (Jajee B HaCTOsIIEH cTaThe - CyObeKThl Poccuiickoit
denepanun) MpeaycCMaTpUBACTCS MPOBEACHUE SKCIIEPUMEHTA IO OCYIIECTBICHUIO PO3ZHUYHON TOPTOBIIU
JIEKAPCTBEHHBIMU TIpenapaTamM Il MEIUIIMHCKOTO NPUMEHEHUs, OTIYCKaeMbIMU IO pPEIEenTy Ha
JIEKapCTBEHHBIN Mpenapar, JMCTaHIIMOHHBIM CIIOCOOOM (1aiee - SKCIICPUMEHT).

2. B paMkax sKCIIEpUMEHTa €ro Y4YaCTHHUKH BIIpaBE€ JHWCTAHIMOHHBIM CIOCOOOM OCYIIECTBISThH
PO3HUYHYIO TOPIOBIIIO JIEKAPCTBEHHBIMU IIpENapaTaMy AJI MEJULMHCKOTO IIPUMEHEHUS, OTIIYCKa€MbIMH
M0 pelenty Ha JEKapCTBEHHBIH mpemnapaT (B ToM ymcie chopMupoBaHHOMY B (opMe DIEKTPOHHOTO
JOKYMEHTa B JIMYHOM KaOMHETEe rpa’kAaHWHA HA €IMHOM IMopTaie U (WIM) Ha PerMOHAIbHBIX HOopTajgax
roCy/lapCTBEHHBIX U MYHULMIAIbHBIX YCIYT) U BKJIIOUEHHBIMU B IIEPEUEHb JIEKAPCTBEHHBIX MIPENapaToB
U (hapMaKoOTepaneBTUYECKUX TPYII JIEKAPCTBEHHBIX MPENapaToB, Pa3pelleHHbIX K peaqu3ali B paMKax
HKCIEPUMEHTA, YTBEP)KICHHBIN YIIOJTHOMOYEHHBIM (eIepaJbHBIM OpPraHOM HCIIOJHUTEIBHON BIACTH (3a
UCKJIIOUEHUEM JIEKaPCTBEHHBIX IIPENapaToB, COAECPXKAIUMX HAPKOTHYECKHE CPEICTBA, IMCUXOTPOIIHBIE
BEIIECTBA M HX NPEKYpCOpPBI, JIEKAPCTBEHHBIX IPENapaToB, COAECP/KAIUX CHJIBHOJACHCTBYIOIINE
BEIIECTBA,  paauodapMaleBTUYECKHMX  JICKAPCTBEHHBIX  IpPernapaTroB,  MMMYHOOHMOJIOTHYECKUX
JIEKAPCTBEHHBIX IPENApaTOB, a TAKKE JIEKAPCTBEHHBIX IPENapaToB, JUIsl KOTOPBIX B COOTBETCTBUH C
MHCTPYKLUMEH IO TNPUMEHEHHUIO JIEKAPCTBEHHOIO IIpernapaTa YCTAHOBIEH TEMIIEPATYPHBIA PEXUM
XpaHeHus: HIxke 15 rpagycoB Llenbcusi, cnupToconepKalux JeKapCTBEHHBIX MpenapaTroB ¢ 00beMHOU
JIOJIE JTWJIOBOTO CIIMpPTAa CBBIMIE 25 MPOLEHTOB M JIEKAPCTBEHHBIX IIPENApaTOB, H3TOTOBJICHHBIX
anTeuyHbIMM  opraHu3anusMu).  Kpurepum  BKJIIOYEHHMsS ~ JIEKAPCTBEHHBIX  IpENapaToB U
(bapMakoTepaneBTHYeCKUX TPYII JIEKapCTBEHHBIX MTPENapaToB B YKa3aHHBIN MepeueHb YCTaHABIMBAIOTCS
[IpaBuTensctBoM Poccuiickoii @epepanuu. [lonokeHns HacTosAIEH CTaTbU HE PacCHPOCTPAHSIOTCS HA
JIeKapCTBEHHbIE MpenapaTsl, OTIyCKaeMble OECIIaTHO WIIM CO CKUAKOHN IpakJaHaM, UMEIOIIKUM MIPaBo Ha
o0ecrieueHre JIEKApCTBEHHBIMU TpernaparaMd 3a CYeT CpeACTB  OHOKETHBIX  ACCUTHOBAaHUUN
dbenepanbHOro 610/KeTa 1 Or0KeTOB cyobekToB Poccuiickoit deneparum.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. VYuacTHUKaMH  DJKCIHEPUMEHTa  SBJSIIOTCS  YINOJNHOMOYEHHBIH  defepanbHBIi  Oprax
WCTIOTHUTEIbHOW BJIACTH, YIOJHOMOYEHHBIE HWCIIOJIHUTENbHBIE OpraHbl CyObeKTOB Poccuiickoi
denepanuu, MEIUIIMHCKUE OpPTaHU3AllMd W aNTeuHbIe OpraHU3allid, COOTBETCTBYIOUINE TPEOOBAHUSIM,
YCTaHOBJICHHBIM B COOTBETCTBHH C YACTHIO 4 HACTOSIICH CTaThH.

(B pen. denepanbhoro 3akoHa ot 08.08.2024 N 232-03)

4. TlonoxeHue O MOPSIJIKE MPOBEACHUS SKCIIEPUMEHTA, B TOM YHCIie TpeOOBaHUS K MEIULIUHCKUM
OpraHu3alysaM M AaNTeYHbIM OpPraHU3alUsAM, SBISAIOIUMCA YYaCTHUKAMH OKCIIEPUMEHTA, MOPSAIOK
OCYUIIECTBJIEHUSI PO3HUYHON TOPTOBJIN JIEKAPCTBEHHBIMU IperapaTaMy Il MEAUIIMHCKOIO IPUMEHEHUS,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

OTIIyCKAaEMBbIMU 110 pELENTy Ha JEKApCTBEHHBIN Mpenapar, AUCTaHLIUOHHBIM CIIOCOOOM, TpeOOBaHUS K
JOCTAaBKE TaKMX JICKADCTBEHHBIX IIPENaparoB TIpaXkJaHaM, IpaBUja BbIJAYM pPA3pelICHUs Ha
OCYLIECTBJICHUE PO3ZHUYHON TOPIOBIIM JICKAPCTBEHHBIMU IIperapaTaMu Uil MEAUIIMHCKOIO IPUMEHEHUS,
OTIIYCKa€MBbIMHU 10 pELENTy Ha JICKapCTBEHHBIN IMpenapar, JUCTAHLUOHHBIM CIIOCOOOM, YTBEpXKIAaeTcs
[TpaButensctBoM Poccuiickoit @enepanuu. TpeOoBaHMs K anTEeYHBIM OPraHU3ALMUAM, SBISIOIIAMCS
YYaCTHMKaMM SKCIIEPUMEHTa, HE MOTyT OBITb HMXE TpeOOBaHHM, YCTAHOBJIEHHBIX K aNTEYHBIM
OpraHM3alMsIM B COOTBETCTBUHU ¢ 4acThio 1.1 cTathu 55 Hacrosmero @enepanbHOroO 3aKOHa.

5. YionmHOMOYEHHBIH (eepaabHblil OpraH UCIOJHUTEILHON BIACTH:

1) ocyuiecTBileT METOAMYECKOE COINPOBOXKACHHUE DSKCIEPUMEHTa, BKJIKOYas METOJUYECKOE
COIPOBOXACHUE ACSITEIbHOCTH MEAMIMHCKUX OPTaHU3alUi U alTeYHbIX OpraHU3alil, yUacTBYIOIINX B
HKCHEPUMEHTE, 10 0(POPMIICHHIO, CITOJIF30BAaHHUIO M XPAaHEHHIO PELENTOB Ha JICKApCTBEHHBIN Ipemnapar,
B TOM 4Hclie COPMUPOBAHHBIX B (POPME JIEKTPOHHBIX TOKYMEHTOB;

2) npexacrasnsier B IlpaBurensctBo Poccuiickoit ®enepanuu npeaBapUTENbHBIM (B HEpUOJ
IIPOBE/ICHUS HKCIIEPUMEHTa, HO HE IO3]HEe YeM 3a JBa Mecsla JI0 MCTEYEHHUs CpOKa IpPOBEIEHUs
SKCIIEPUMEHTA) U UTOTOBBIN (110 OKOHYaHUM 3KCIIEPUMEHTA, HO HE MO3JHEE YEM Yepe3 JIBa Mecsla 1ociie
HCTEUCHUs CPOKa IMPOBEICHUS SKCIEPUMEHTA) JOKJIaIbl O pe3ysibTaTaX MpPOBEAEHUS HKCIEPUMEHTA U
IIPEJIOKEHUS] O BHECEHUU U3MEHEHHH B 3aKOHOJATEIBCTBO 00 00paIlleHUH JIEKapCTBEHHBIX CPEJICTB.

6. YII0JIHOMOYEHHBIN HCIIOIHUTEIbHBIN opran cyobekTa Poccuiickoit denepanuu:
(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

1) BIIpaB€ YCTAHOBUTb 0COOEHHOCTH IMPOBCACHUSA SKCIICPUMCHTA,

2) yTBEpXKAAeT MOPSIOK OTOOpa METUIIMHCKUX OpTraHW3alUid W anTeYHbIX OpraHu3alui s
y4acTHsl B DKCIEPUMEHTE, a TaKK€ MPOBOJUT TaKOW OTOOpP M YTBEpXKIAeT IMEepeYeHb METUIIMHCKUX
OpraHu3alHil U MePeUYeHb alTeUYHbIX OpraHU3aIfil, COOTBETCTBYIONIUX TPEOOBAHUSM, YCTAHOBIIEHHBIM B
COOTBETCTBHUH C YaCThIO 4 HACTOSLIEH CTaThH, U SBJISIOLIMXCS YYaCTHUKAMU HKCIIEPUMEHTA;

3) OCYIICCTBIACT MOHHUTOPHUHI IIPOBCACHUSA OKCICPHUMCHTA W NPCACTABIIACT €ro pe3yjbTaThbl B
yHOHHOMO‘-ICHHBIﬁ (be)lepaJ'IBHHﬁ opraH HUCITOJTHUTEILHOU BJIaCTH,

4) obecrneunBaeT WH(POPMAIIMOHHO-TEXHUUECKOE OOECIeYeHUEe TMPOBEJCHUS JKCIIEPUMEHTA
MOCPEJICTBOM HCIIOJIb30BaHMsI TOCYIapCTBEHHON MH(POPMAIIMOHHON CUCTEMBI B cepe 3ApaBOOXpaHEHHUs
cyobekta Poccuiickoit @enepanuu ¥ (MiIM) MEIULIUHCKUX HHQPOPMAIMOHHBIX CHUCTEM MEIULIUHCKHUX
OpraHu3alMii, SBIAIOMIMXCS YYaCTHHUKAMM OSKCIEpPUMEHTa, W MX B3aUMOJICHCTBUA C €AMHOM
rocyaapcTBeHHON HHGOPMAIIMOHHON CUCTEMOH B cdepe 3paBOOXpaHEHUSI.

7. MeaMIMHCKME OpraHM3allid W aNTEYHbIE OPraHM3alliM BIIPAaBE OTKAa3aTbCs OT ydacTUs B
AKCIIEPUMEHTE, M0/1aB B YIOJIHOMOYEHHBIN MCIOIHUTENbHBIN opran cyOobekta Poccuiickoit @enepanyu
COOTBETCTBYIOIIee oOpalieHre B TMCbMEHHOI (opMme.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

8. AnTeunbie OopraHu3anuu, ABJIOIIHCECA YYAaCTHHKAMU SKCIICPUMCHTA, 00s13aHbI npu npogaxke
JUCTAaHIIMOHHBIM CIIocoooM JICKApCTBCHHOTI'O ITp€riapata A MCAUIUHCKOr0 MpUMEHCHUA, OTITYCKAE€MOT' O
o PCUCIITY Ha HeKapCTBCHHBIﬁ npemnapar, o0ecneyuThb IIpU OCYHICCTBIICHUU NOCTAaBKH I/I,Z[CHTI/I(I)I/IKEU_II/IIO
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

JUYHOCTH TpaXKJaHWHA, TIIOJYYAIOIIEro TAaKOH JICKApCTBEHHBIM Mpenapar, B IEISIX YCTaHOBJICHHS
COOTBETCTBHUSI €r0 JIMYHOCTH M JIMIA, YKa3aHHOTO B pEIENTe Ha JIEKapCTBEHHBIM Mpernapar (ero
3aKOHHOTO TIPEJCTaBUTENs1), JTUOO JHIA, YIOJHOMOYEHHOTO JIMIIOM, YyKa3aHHBIM B pelenTe Ha
JICKaApCTBEHHBIH Mperapat (€ro 3aKOHHBIM MPEICTABUTEIIEM), Ha MOJIy4YeHHE JICKAPCTBEHHOTO Tpernapara
(manee B HACTOSIIEH CTaThe - JIMIO, YKA3aHHOE B PELENTE (3aKOHHBINA MPEICTABUTENb, YIOTHOMOYECHHOE
JIUIIO).

9. Jlumo, ocymecTBIAlOIEE JOCTaBKY JIEKAPCTBEHHOIO Ipemnapara Uil MEIULUHCKOIO
IPUMEHEHMs, OTIIYCKaeMOIro IO peLenTy Ha JIeKapCTBEHHbIN Ipenapar, 00sd3aHO MOTpeboBaTh y
IpaKJaHUHA, [T0IYYarolero TaKOM JIEKapCTBEHHBIN IIpenapar, IpeabsiBUTh JOKYMEHT, YA0CTOBEPAIOIINN
€ro JUYHOCTh, U1 UAEHTHU(PHUKALMUK JIMYHOCTH 3TOTO I'PakJaHHMHA M YCTAHOBJIEHUS COOTBETCTBUS €rO
JUYHOCTH M JIMIA, YKA3aHHOTO B pelenTe (3aKOHHOI'O IpPEJICTaBUTEINSA, YIOJIHOMOUYEHHOro juua). B
Cllydae BBIABIICHUS HECOBIAACHMS JIMYHOCTH IPakJaHUHA, IOJIY4arollero JEKapCTBEHHBIN Ipenapar, u
JMIA, YKa3aHHOTO B PELENTE (3aKOHHOIO NPEACTaBUTENs, YIOJIHOMOUYEHHOIO JIMLA), a TAKXKE B CIIydae
OTKa3za TpaJaHWHA, I[IOJyYalOLEro  JIEKAPCTBEHHBIM  IIpernapar, NpeIbsSBUTb  JIOKYMEHT,
YIOCTOBEPSIOIUN €ro JIMYHOCTD, JIMIO, OCYLIECTBIIOIIEE JOCTAaBKY JIEKAPCTBEHHOIO Ipenapara Juist
MEIULUHCKOTO MIPUMEHEHHsI, OTITYCKaeMOI'o IO pelenTy Ha JeKapCTBEHHbII IpenapaT, 00s13aHO BEPHYTh
TaKOW JIEKAPCTBEHHBIN IIpENapar B alTEYHYIO0 OPraHU3aLUIO.

10. TloaTrBepkaenwem (akTa Tmepeaayd JIGKApCTBEHHOrO TMpemnapara Mg MEAUIIMHCKOTO
IIPUMEHEHHUs, OTIIYCKAaeMOro IO pEeLenTy Ha JIEKapCTBEHHBIN Mpernapar, JIMIy, YKa3aHHOMY B peLenTe
(3aKOHHOMY TMPEACTABUTEINIO, YIOJIHOMOUYEHHOMY JIMILY), SIBIISIFOTCS KAacCOBBIM UY€K U MOAINHUCH JIMIIA,
MIOJIYMBILIEr0 TaKOW JIEKapCTBEHHBIM Ipenapar, Ha JOKYMEHTE O IOJIyYEHHUU TaKOIo JIEKAPCTBEHHOTO
npernapata mo ¢opme, YTBEPKIAeMOW YHNOTHOMOYEHHBIM (elepalbHbIM OPraHOM HCIOJIHUTEIbHOM
Binactu. llocne mepenaun JexkapcTBEHHOIO Ipemnapara July, YKa3aHHOMY B peLente (3aKOHHOMY
MPEJICTABUTENIO0, YIOJIHOMOYEHHOMY JIHILY), STOT JOKYMEHT MepeqacTcsl JHUIOM, OCYIIECTBUBIIUM
JIOCTaBKy TaKOIo JIEKapCTBEHHOI'O Ipernapara, B aNTeUYHYK OpPraHU3al{I0, OCYIIECTBUBILYI OTIYCK
JIEKapCTBEHHOIO Tpenapara. B ciydae BbIABIEHUS IpU INepeAade JIMIy, yKa3aHHOMY B peELENnTe
(3aKOHHOMY TPEICTaBUTENIO0, YIOJHOMOYEHHOMY JIMIly), JIEKapCTBEHHOIro Iipernapata (akToB
MEXaHMUYECKOTO IMOBPEKICHHUS €ro WIM €ro YNaKOBKM TaKOM JIEKapCTBEHHBIM Ipernapar JIMLOM,
YKa3aHHbIM B pelenTe (3aKOHHBIM MpPEICTaBUTENEM, YHNOJHOMOYEHHBIM JIUIIOM), HE MPUHUMAETCS U
BO3Bpalaercss 0e3 ero OIulaThl JIMILY, OCYIIECTBHMBILEMY JIOCTAaBKY JIEKapCTBEHHOTO Ipernapara u
00ecrneurBaroIIeMy ero BO3BpaT B alTEUHYI0 OPTaHU3aIHIo.

11. 3a Hapymenus 3akoHonarenbcTBa Poccuiickoit ®enepaiuy, COBEPIIEHHBIE NPU IPOBEICHUU
JKCIIEPUMEHTA, €ro YYaCTHUKH HECYT OTBETCTBEHHOCTb, YCTAHOBJEHHYI0 3aKOHOJATEIbCTBOM
Poccutickoii denepanuu.

12. KoHTponb 3a HCIONHEHHEM TpeOOBaHUM, CBA3aHHBIX C IPOBEJIEHUEM SKCIIEPUMEHTA,
ocylecTBisieTcs (elepaabHbIM OPraHOM MCIOJHUTEIBHON BIIACTH, OCYIIECTBISAIOIIMM (YHKIMH 10
KOHTPOJIIO ¥ Ha/I30py B cpepe 3apaBooXpaHeHUs], B MOPsiIKe, ycTaHOBIEHHOM DesiepanibHbIM 3aKOHOM OT
31 uronis 2020 roma N 248-®3 "O rocynapcTBEHHOM KOHTpoJIe (Ha30pe) U MyHUIIUTIAIEHOM KOHTPOJIE B
Poccuiickoit ®eneparnun’.

CrtaTbsa 56. M3roToBneHne n oTnyck rekapcTBeHHbIX NpenapaTros

Koncynprantlntoc: npumedanue.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

C 01.03.2025 B 4. 1 cr. 56 BHOCsTCA m3MeHeHus (D3 ot 30.12.2021 N 463-D3). CMm. Oyaynryro
penaKuuio.

1. UsrortoBneHue IeKapCTBEHHBIX IMpPENapaToB anTeUHbIMH OpraHU3alUsMU, BETEPUHAPHBIMU
aNTeUYHBIMH  OPraHU3alUsSMU, UMCIONIMMH JUICH3UWI0 Ha  (apMaIeBTHUYECKYIO JCSTEIbHOCTD,
OCYILECTBISIETCSl MO pelenTaM Ha JIeKapCTBEHHbIE IIpernaparbl, MO TpeOOBaHUSM MEAMIIMHCKUX
OpraHM3allyii, BETEPUHAPHBIX OPTaHM3AIMA B COOTBETCTBHM C IMPABWJIAMH HW3TOTOBJICHHUS U OTITYCKa
JIEKapCTBEHHBIX  MPENapaTroB,  YTBEP)KICHHBIMH  YIOJHOMOYEHHBIM  (ellepalibHbIM  OpPraHOM
WCIIOJIHUTEIIbHOU BJIACTH.

(B pen. @enepanbHoro 3akoHa ot 05.12.2022 N 502-D3)

2. Ilpu U3rOTOBICHUH JICKAPCTBEHHBIX IMPEMApaTOB ATEYHBIMUA OPraHU3AlMSIMU, BETCPUHAPHBIMH
aNTeYHBIMK  OPraHU3ALMUSAMH, HWMCIOIIMMHU JIMIICH3UI0 Ha  (DapMaleBTUYECKYIO JIESTEIbHOCTb,
WCIIOJIL3YIOTCSL JICKAPCTBEHHBIE TpermapaTel W (wim) (apManeBTHYECKHE CYOCTAHIIMH, BKJIFOYCHHBIC
COOTBETCTBEHHO B TFOCYIIapPCTBEHHBIN pEecTp JICKAPCTBEHHBIX CPEICTB Ui MEIUIIUHCKOTO TIPUMCHEHUS,
rOCY/IapCTBCHHBIH PEECTp JICKAPCTBEHHBIX CPEICTB JUISI BETCPUHAPHOTO NMPUMCHCHHSI, CIUHBIA peecTp
3apErUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPeACTB EBpa3uiickoro 3KOHOMHYECKOTO COK03a, SAMHBIN peecTp
3apETHCTPUPOBAHHBIX BETEPHUHAPHBIX JIEKAPCTBCHHBIX NIPENapaToB EBpa3swiickoro 3KOHOMHUYECKOTO
COI03a B YCTAaHOBJICHHOM Topsiike. He JomyckaeTcsi HM3rOTOBJICHHE AaNTEYHBIMU OpraHU3alHsIMU,
BETCPUHAPHBIMH  ANTCYHBIMH OPTAaHU3ANMSIMH, WMCIOIIMMHU JIMIEH3WI0 Ha (apMareBTHUSCKYIO
JeSTeIbHOCTD, JICKAPCTBEHHBIX IMPENapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit deneparu 1160 B
COOTBETCTBHH C aKTaMH, COCTABIISIOIIMMHU ITpaBo Coro3a.

(B pen. deaepanbubix 3aKkoHOB 0T 05.12.2022 N 502-D3, ot 30.01.2024 N 1-D3)

3. MapKI/IpOBKa JICKAPCTBCHHBIX MPCIapaTroB, HM3rOTOBJICHHLIX alTCYHLBIMHU OpraHUu3alusIMHu,
BETEPHHAPHBIMU  alTCYHBIMH OpPraHU3alMsAMH, HWMCEIOUIMMHU JIMICH3UWI0 Ha (hapMaleBTUYECKYIO
ACATCIbHOCTh, U O(bOpMJ'ICHI/Ie TaKUX IMpEernapaToB JOJLKHBI COOTBETCTBOBATHL IIpaBUJIaM, YKa3aHHBIM B
yacTu 1 HacTosmel cTaTby.

(B pen. @enepanbHoro 3akoHa ot 05.12.2022 N 502-03)

4. AnreyHble OpraHu3alMy, BETEPUHAPHBIC ANTEYHbIE OPraHMU3ALUHU, MUMEIOIIUE JMIEH3UI0 Ha
(bapMareBTHYECKYIO IeSITeTbHOCTh, HECYT OTBETCTBEHHOCTh 332 HECOOIIOJICHUE TIPABUII M3TOTOBJICHUS H
OTITyCKa JIEKAPCTBEHHBIX IPenapaToB B COOTBETCTBUU € 3aKOHOJaTeIbCTBOM Poccuiickoit dexepanuu.

(B pen. @exnepanbHoro 3akoHa ot 05.12.2022 N 502-03)

Koncynerantllntoc: npumeyanue.
C 01.03.2025 cr. 57 uznaraercsi B HOBoM penakiuu (@3 ot 08.08.2024 N 292-03). Cm. Oyayuryro
PEAAKIIHIO.

Cratba 57. 3anpeweHue npoaaxu danbCcUhMUUPOBaAHHbLIX NEeKapCTBEHHbIX
cpeAacTs, HeAOOpOKaYeCTBEHHbIX  JIeKAPCTBEHHbIX  CPeAcTs, KOHTpadaKTHbIX
NleKapCTBEeHHbIX CPpeacTB

[Tponaxa dhanbcuuImpoBaHHBIX JTEKAPCTBEHHBIX CPEICTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CPEICTB, KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPECTB 3aIPEIIAeTCs.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

CraTtbsa 58. XpaHeHuMe nekapCcTBEHHbIX CPeAcTB

1. XpaHeHue JIEKapCTBEHHBIX CpEACTB OCYIIECTBISAETCS IPOU3BOJUTENSIMU JIEKAPCTBEHHBIX
CPEACTB, OpraHu3alUsMH  ONTOBOM  TOProBIM  JIEKAPCTBEHHBIMH  CPEACTBAMH,  alTEYHBIMU
opraHnu3anusimu, BCTCPUHAPHBIMU alITCYHbIMU OopraHu3alnusimMu, WHIUWBUIYaJIbHBIMHA
IPEINPUHUMATEISIMU, UMEIOLUMHU JIMIEH3HI0 Ha (PapMaleBTHUECKYIO JIeATEIbHOCTh WIN JIMLEH3UI0 Ha
MCIUIHUHCKYKO ACATCIbHOCTb, MCIHIWMHCKHUMHU OpraHu3alruiaMH, BCTCPUHAPHBIMU OpraHu3allusIMUu U
UHBIMU  OpPraHU3alMsIM{, OCYUIECTBISIOIIMMU OOpallleHue JIEKapCTBEHHBIX CPEJICTB. XpaHEHUe
JICKApCTBCHHBIX CPCACTB JId BCTCPUHAPHOI'O IPHUMCHCHHUA OpPraHu3alusasMHu W HHIAUWBUAYAJIbHBIMHA
OpEIIpUHUMATEIIMA B CIy4asX, €CJIM OHHU MCIOJB3YIOTCS HCKIIOUUTENIBHO IIPU  Pa3BEICHHUU,
BbIpallluBaHWK, COACPKAHUU U JICUCHUU KXKUBOTHBIX, MOXCT OCYIICCTBIATHCA oe3 MOJIYYCHHA JIMIICH3UU
Ha (papMaleBTUYECKYIO 1EATEIbHOCTb.

(B pen. @exnepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. IlpaBwia  XpaHEHMs  JICKAPCTBEHHBIX  CPEICTB  YTBEPXKJAIOTCA  COOTBETCTBYIOILIHMM
YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOTHUTEIILHON BIACTH.

3. XpaHeHrue HApPKOTUYECKHUX JICKAPCTBEHHBIX CPEJCTB, MCUXOTPOIHBIX JEKAPCTBEHHBIX CPEJCTB,
paanodapMaleBTHUECKUX  JIGKAPCTBEHHBIX ~ CPEACTB  OCYIISCTBIISIETCS B COOTBETCTBUU  C
3akoHoJiaTeNbecTBOM Poccuiickoit deneparum.

Cratba 58.1. lpeaMeTHO-KONMMYECTBEHHbIA Y4YeT JieKapCTBeHHbIX CpeacTB Ans
MeAULIMHCKOro NnpMMeHeHus

(BBenena denepanbHbIM 3aK0HOM OT 25.12.2012 N 262-D3)

1. IlepedyeHb JEKapCTBEHHBIX CPEIACTB [UJII MEIUIIMHCKOTO TPUMEHEHUs, TMOJIekKAIINX
MPEeIMETHO-KOJIMYECTBEHHOMY ~ VU€Ty, YTBEP)KIAeTCsl YIMOIHOMOYEHHBIM (henepalbHbBIM  OpPTaHOM
HUCIIOJIHUTEILHON BJIACTH.

2. TlopsloK BKIIOYEHHUS JIEKAPCTBEHHBIX CPEACTB S MEAMIMHCKOTO NPUMEHEHHs B IEpedyeHb
JICKApPCTBCHHBIX CPEACTB IS MECAUIUMHCKOTO NPUMEHCHUA, MOJJIC)KAIIUX NPEIMETHO-KOJINYCCTBCHHOMY
y4yeTy, YCTaHaBIUBAECTCS YMOJIHOMOYEHHBIM (ellepaibHbIM OpPraHOM HCHOJHUTENBHOM BIIACTH 110
COTJIACOBAaHUIO C (elepalibHBIM OPraHOM HCIIOJIHUTEIFHONH BIIACTH, YIOJHOMOYEHHBIM B cdepe
BHYTPEHHUX JIEJI.

(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-03)

3. IIpenMeTHO-KOIMYECTBEHHBIN Y4ET JIEKAPCTBEHHBIX CPEIACTB JII MEIULUHCKOTO IPUMEHEHUS
BEIYT INPOU3BOJAUTENN JIEKAPCTBEHHBIX CPEICTB, OPraHM3allMd ONTOBOW TOPIOBIIM JIEKAPCTBEHHBIMHU
CPEICTBAMH, allTeYHbIE OpraHMU3alUy, WHIUBHUAYyaJbHBbIC MPEANPUHUMATENIN, UMEIOLINE JIMIECH3UI0 Ha
(apMaleBTUUECKYIO N1€ATEIbHOCTh WM JIMLIEH3UI0O HAa MEIUIUHCKYIO NEeSATENbHOCTh, U MEIULUHCKHE
OpraHu3aIiH, OCYIIECTBISAIOMNE 0OpalleHe JIEKAPCTBEHHBIX CPECTB IS MEAULIMHCKOTO PUMEHEHUS,
MyTEM PErucTpalnyy JIOObIX CBS3aHHBIX C MX OOpalleHHEeM OIepaluii, Ipyu KOTOPbIX H3MEHSETCS HX
KOJINYECTBO U (WJIM) COCTOSIHUE, B CIIEIHAIIBHBIX J)KypHAJIaX y4yeTa ONepaluii, CBI3aHHbIX C OOpaIleHueM
JIEKapCTBEHHBIX CPEJICTB JUISl METUIIMHCKOTO MMPUMEHEHHUSI (Jjajiee - CrielhaabHbIe KYPHAJIbI).

4. TlpaBuna perucTpanuy oIepanuii, CBA3aHHBIX C OOpAIEHHEM JIEKAPCTBEHHBIX CPEACTB JUIA
MEAUIIMHCKOTO MPUMEHEHHUS, BKIIIOUEHHBIX B IEpPEYEHb JIEKAPCTBEHHBIX CPEJCTB JJISI METUIIMHCKOTO
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?;iie[?:;gbig ;%KZO‘; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Aata coxpaxenms: 10.02.2025

IIPUMEHEHHUS], TIOJIEKAIIUX [IPEAMETHO-KOJINYECTBEHHOMY YYETY, B CIIELUAIbHBIX XypHalax U IpaBuia
BEJCHUSA M XPAaHEHUs CIELUANbHBIX JKypHAJIOB YTBEP)KIAIOTCS YIOJIHOMOYEHHBIM (enepaabHbIM
OpraHOM MCIIOJHUTEIbHOU BIIACTH.

5. Konrtpons 3a coOnrofeHHEM MpaBWJI PErUCTpalldd OIepalui, CBA3aHHBIX C OOpalieHueM
JIEKaPCTBEHHBIX CPEACTB JJISI MEIUIMHCKOTO MPUMEHEHHS, BKIIOUYEHHBIX B INEPEUYEHb JIEKAPCTBEHHBIX
CPEeICTB Uil MEQUUMHCKOrO IPUMEHEHMs, MOJUIeKAIUX MPEIMETHO-KOJIUYECTBEHHOMY Y4YETy, B
CHEIMANILHBIX JKypHAJIaX, a TaKXKe 3a COOJIIOJICHHEM TMpaBWI BEACHHS W XPaHEHUS CIEIUATbHBIX
KYpHAJIOB BO3JIaraeTcsd Ha YIOJIHOMOYEHHbIE (eaepaabHble OpraHbl HCHOJHUTENBHON BIACTH H
WCIIOJTHUTENIbHBIE Opranbl CcyOBeKToB Poccuiickoit denepanuu, OCYIIECTBIISIONME JUIEH3UPOBAHUE
MIPOM3BOJICTBA  JICKAPCTBEHHBIX CPEIACTB, (apMaleBTUYECKOM JEATEIBHOCTH M  MEIUIIMHCKOU
JEATEIIbHOCTH, U OCYILIECTBIISIETCA B PaMKaX JIMLIEH3UOHHOTO KOHTPOJIS.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

Maea 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPEOCTB
CrtaTtba 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUSI NeKapCTBEHHbIX CPeAcTB

1. HenoOpokauecTBEHHbIE JICKApPCTBEHHBIC CPENCTBa, (anbCU(UIUPOBAHHbBIE JIEKAPCTBEHHBIE
cpeacrtBa IMmomJie)Kar H3BATUIO U3 06pameH1/m N  YHHUUYTOXCHUIO B IMOPAAKE, YCTAHOBJICHHOM
IIpaButensctBoM Poccuiickont ®@enepanuu. OCHOBaHUEM [UIsl YHUUYTOKEHUS JIEKAPCTBEHHBIX CPEICTB
ABIISICTCA ~ pEIIEHHE  BIAJAEiblla  JEKapCTBEHHBIX  CPEACTB,  PELIEHHE  COOTBETCTBYIOILEIO
YIIOJIHOMOYEHHOT 0 (heiepabHOr0 OpraHa UCIOJHUTEIbHOM BIACTH WM PELICHUE Cya.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. KontpadakTHble TeKapCcTBEHHbIE CPEACTBA MOAIEKAT UZBATUIO U3 OOPAIEHUS U YHUUTOKEHUIO
1o pemeHuto cyaa. [lopsanok yHU4TOXeHUs KOHTpadaKTHBIX JEKAPCTBEHHBIX CPEJCTB YCTAHABIMBACTCS
[IpaBurenscTBoM Poccuiickon Penepanuu.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pacxompl, CBs3aHHBIE C YHUYTOXKEHHEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB,
HEZ00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, (DambCU(UIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB,
BO3MEILIAKOTCS UX BIAJEIBLEM.

4. Brnanener J1eKapCTBEHHBIX CPEACTB JOJDKEH MPEJCTaBUTh B YIOJHOMOYEHHBIN (erepalbHbIi
OpraH KCIIOJHUTEIbHOW BIIACTU JOKYMEHT WIM 3aBEPCHHYIO B YCTAaHOBJICHHOM IOPSJKE €ro KOIIHIO,
MOATBEPKIA0IIUE (PaKT YHUUTOKEHHS JIEKAPCTBEHHBIX CPE/ICTB.

5. CoOTBeTCTBYIOIIMN YIOJIHOMOYEHHBIH (eaepabHbli  OpraH HCIHOJIHUTENBHOM  BIIACTH,
NPUHSABIIMKA pelieHne 00 YHMUYTOKEHUHU JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBISET KOHTPOJIb 32 HX
YHUUYTOKEHUEM.

6. VYHUYTOXEHHE JIEKQpCTBEHHBIX CPEACTB MPOU3BOAUTCS OPTraHU3ALMSIMH, HMEIOIIUMU
COOTBETCTBYIOIIYIO JHMIIEH3UIO, Ha CHEIMATIBLHO 000PYAOBAHHBIX IIJIOMIAKAX, HOJUIOHAX U B CIIEHUAIBHO
000py/IOBaHHBIX MOMEIEHUAX C COONMI0IeHNEM TpeOOBaHU B 00JIACTH OXpaHbl OKPYKAIOIIeH cpelbl B
COOTBETCTBHUHU C 3aKOHOJATENbCTBOM Poccuiickon denepannu.

7. HapKOTI/I'-IeCKHe JICKApCTBCHHEBIC CPEACTBA, IICHUXOTPOIIHBIC JICKAPCTBCHHBIC CPCIACTBA,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

pagnodapMalieBTHUECKUE  JICKAPCTBEHHBIE  CPEICTBA  YHHUYTOXKAIOTCI B COOTBETCTBHHM  C
3akoHoJiaTesbecTBOM Poccuiickoit deneparum.

Mnasa 12. TOCYOAPCTBEHHOE PEIYJINPOBAHUE LIEH
HA NEKAPCTBEHHbIE NMPEMNAPATbI ANA MEAULUUHCKOIo NPUMEHEHUA

Cratba 60. NlocynapcTBeHHOE perynupoBaHue LieH Ha NeKapCTBEeHHble npenaparbl
ANA MeAULMHCKOro NpMMeHeHus

1. TocynmapcTBeHHOE pEryJIMpOBaHUE IIEH Ha JICKAPCTBEHHBIC Mpernaparbl ISl MEIUIIMHCKOTO
MIPUMEHEHHSI OCYIIECTBIISIETCS TOCPEACTBOM:
(B pen. @enepanpHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxknenus IlpaBurenscrBoM Poccuiickoit denepanuu nepeyHsi )KU3HEHHO HEOOXOIUMBIX U
BOXHEUIIMX JICKAPCTBEHHBIX IPENapaToB, KOTOPbIH (OPMHUPYETCS M HE pexe OIHOro pasa B IoJ
[IEpECMaTPUBACTC B YCTAHOBIEHHOM MM IIOPSIJIKE HA OCHOBE KOMIUIEKCHOW OLICHKH JIEKAPCTBEHHBIX
[pernaparoB, BKJIOYas aHAIM3 CBEACHUH O CpPAaBHUTEIBHOW KIMHUYECKOM A(PQPEKTUBHOCTH MU
0€30MacHOCTH  JIEKaPCTBEHHOTO CPEJCTBA, ONEHKY OSKOHOMHYECKHX TIOCIEJACTBHHA TNPUMEHEHUS
JIEKapCTBEHHOI'O CPEACTBA M M3Y4YEHHUE JOIOJHUTEIBHBIX IOCIEACTBUM IPUMEHEHUS JIEKAPCTBEHHOIO
CPEICTBa;

(B pen. deaepanbhbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2020 N 206-D3)

2) yTBEpKIEHHUS METOAMKH pacdyeTa IMpeaesbHBIX OTIYCKHBIX IIEH TPOU3BOJHUTENCH Ha
JICKapCTBEHHBIC TIpenapaThl, BKJIIOUYCHHbIE B MEPEYEHb JKU3HEHHO HEOOXOJMMBIX M BaKHEHIINX
JICKApCTBEHHBIX IPEMapaToB, a TaK)Ke BHEAPEHHUS MEXaHU3MOB (POPMHUpPOBaHMS CHCTEMBI peepeHTHBIX
LIeH;

(B pen. enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

3) TrocymapCTBEHHOW pErucTpalMi MpPENeNbHBIX OTIYCKHBIX II€H MPOU3BOJUTENEH Ha
JICKApCTBCHHBIC TIIpCHapaTthbl, BKIIOYCHHBIC B TICPCUCHbL KHU3HCHHO HGO6XO)II/IMI)IX A BaXHEHUIINX
JIEKapCTBEHHBIX MPENapaToB;

(B pen. @enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

4) BCACHUA TOCYHNAPCTBCHHOI'O peeCTpa IMPEACIIbHBIX OTIYCKHBIX IICH Hp0H3BOHI/ITeJIeI>’I Ha
JICKApCTBCHHBIC TIIpCHapaTthbl, BKIIOYCHHBIC B TMECPCUCHbL KHU3HCHHO HGO6XOI[I/IMI)IX U BaXKHEHUIIMX
JICKApCTBCHHBIX MPCIIAPaATOB;

5) yTBepXKJleHUSI METOJMKH YCTAHOBJIEHUS HCIOJHUTENIbHBIMH OpraHamu cyObekToB Poccuiickoit
denepanuy npeenbHbIX Pa3MEepPOB ONTOBBIX HAI0ABOK U MPEETbHBIX pa3MEpOB PO3HUYHBIX HAJI0ABOK K
(aKTUYECKUM OTHYCKHBIM 1I€HaM, YCTAaHOBJICHHBIM NPOU3BOAUTENSIMHU JIEKAPCTBEHHBIX IPENapaTroB, Ha
JIeKapCTBEHHbIE MpEenaparhl, BKIIOUEHHBIC B TMEPEUYEHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEHUIIMX
JIEKApCTBEHHBIX IIPENAapaToB;

(B pen. denepanbhoro 3akona ot 08.08.2024 N 232-03)

6) yCTaHOBIIEHUS MPEAEIBbHBIX Pa3MEPOB ONMTOBBIX HAJ0ABOK M MPEACIbHBIX Pa3MEPOB POZHHUUYHBIX
Hag0aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOJUTEISIMU JIEKAPCTBEHHBIX
MpenapaTroB, Ha JIEKAPCTBEHHBIC TMpEMapaThl, BKIIOYCHHBIE B TEPEUEHb KU3HEHHO HEOOXOIMWMBIX U
BOXKHENIIMX JIEKAPCTBEHHBIX MPENapaToB;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

6.1) ompenenenust IlpaBurensctBom Poccuiickoit Deneparuu mopsaka HeHOOOpa3oBaHUS Ha
HE3aperucTpUPOBAHHBIE JIEKAPCTBEHHbIE IpenapaThl Uil MEAULMHCKOTO IPUMEHEHUS, KOTOPbIE BBE3EHbI
B Poccuiickyro @Penepaunro i OKa3aHWS MEIULMHCKOW IOMOIIM [0 >KM3HEHHBIM I[MOKa3aHUSIM
KOHKPETHOTO MAallMEHTa U MEX/yHapOAHbIE HENAaTEeHTOBAHHBIE, UM I'PYINIIUPOBOYHBIC, MIIM XUMUYECKUE
HAaMEHOBAHMUA KOTOPBIX COJEpXKarcsi B TNEpeYHE JKU3HEHHO HEOOXOAWMBIX M  BaXKHEHUIIHX
JIEKapCTBEHHBIX IIPENapaToB;

(m. 6.1 BBenen denepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

7) yTBEpKICHHsI TIOpSAAKA BBIJAYM TPEANHCAHWA HMCIOJHUTEIBHBIM OpraHaM CyOBbEeKTOB
Poccuiickoii denepanuu 0 NpUBEAECHUNA B COOTBETCTBUE € 3aKOHOJATENbCTBOM Poccuiickon denepanuu
perieHuit 00 YCTaHOBJICHMM TIPEACIBbHBIX pPa3MEpPOB ONTOBBIX HaJA0aBOK W TMPEICIbHBIX pPa3MEPOB
PO3HUYHBIX HaA0aBOK K (DAKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOW3BOAUTEISIMU
JICKapCTBEHHBIX MpEenapaToB, Ha JIEKApPCTBEHHbIC NpenapaThbl, BKIIOUYCHHBIE B IE€PEYCHb KU3HEHHO
HEOOXOMMBIX M BXHEWINUX JICKAPCTBEHHBIX MPENapaTroB, €CIIM OHU TPUHATHI C HAPYIICHHEM
3aKoHoarenbcTBa Poccuiickoit @enepanuu, B nopsjike, ycranoBiaeHHOM [IpaBurensctBoM Poccuiickoit
®denepanuu;

(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

8) HampaBieHUS  YIOJHOMOYECHHBIM  (elepabHBIM OpPraHOM  HCIOJHHUTEIBHOH  BIAcTH
UCIIOJHUTENIbHBIM oOpraHam cyOobekToB Poccuiickoil @enepauuu mnpeanucaHuii o NPUBEICHUU B
COOTBETCTBME C  3aKOHOJHarenbCcTBOM Poccuiickoi ®enepauuy NPUHATBIX € HApyLICHUEM
3akoHoJaTenbcTBa Poccuiickoit denepannu perieHnii 00 yCTaHOBJIEHUH NPEAEIbHBIX pa3MEpOB ONTOBBIX
HaZI6aBOK U TOpCACIIbHBIX PasMCpPOB PO3HUYHBIX HaI[6aBOK K OCHaM Ha JICKapCTBCHHBLIC IIPCIIapaThl,
BKJIFOYEHHBIE B IIEpEUEHb )KU3HEHHO HEOOXOIMMBIX U BXKHEUIINX JICKAPCTBEHHBIX IIPENapaTos.;

(B pen. @enepanpuoro 3akoHa ot 08.08.2024 N 232-D3)

9) ocymectBieHus (heepanbHOro rocy1apcTBEHHOI0 Ha/130pa B cepe oOpalieHns JeKapCTBEHHbIX
CPEICTB M PErHOHAIBHOIO TI'OCYJAPCTBEHHOIO KOHTPOJIS 3a IPUMEHEHUEM II€H Ha JIEKAPCTBEHHBIC
IpernapaTbl COOTBETCTBEHHO YINOJHOMOYEHHBIMH (e/lepalbHbIMU OpraHaMM HMCIIOJHUTEIBHON BIACTH U
WCTIOTHUTENIbHBIMA OpraHamMu cyObekToB Poccuiickoii denepanuy COrJIaCHO HUX KOMIIETCHIIMH B
nopsake, ycranosiueHHoM IIpasurensctBom Poccuiickon @enepannu;

(B pen. DenepanbHbIX 3aK0HOB OT 25.06.2012 N 93-D3, ot 08.08.2024 N 232-D3)

10) mnpuMeHeHUs NPEAYCMOTPEHHBIX 3aKoHoAaTenbcTBOM Poccuiickoit  ®Penepauuu  mep
OTBETCTBEHHOCTH 32 HapylIeHHE TMOpsAaKa I[eHOOOpa30BaHWS Ha JICKApCTBEHHBIE Iperaparsl,
BKJIFOYEHHBIE B IIEpeUEHb )KU3HEHHO HEOOXOIMMBIX U BXKHEUIINX JICKAPCTBEHHBIX MPENapaToB.

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2. B ycrnoBusix ype3BplYaiiHONW cUTyannu M (WJIK) MPU BO3HUKHOBEHUU YIPO3bI PACIPOCTPAHEHUS
3a0071€BaHus, MPEACTABIISIONIETO OMACHOCTh IS OKPYKAIOIIMX, a TaKXKE B Clydae, €ClId B TEUEHUE
TPUJLIATH KaJ€HIApHBIX IHEW mnociie npuHsaTus lIpaBurensctBoM Poccuiickoii denepanuu peuieHus o
MPOBEJICHUM MOHUTOPHHIA PO3HUYHBIX IIEH HA JIEKAPCTBEHHBIC MPENAPATHI, HE BKIIOUEHHBIE B IEPEUYCHb
KU3HEHHO HEOOXOJMMBIX W BaXHEHUINMX JIEKAPCTBEHHBIX IPENapaTroB, Ha TEPPUTOPUIX CYOHEKTOB
Poccuiickoit @enepanny BBISBIECH POCT PO3HUYHBIX IIEH HAa YKAa3aHHBIE JIEKAPCTBEHHBIC MpENapaThl Ha
TPUALIATH IPOIIEHTOB U Oonee, [IpaButenbcTBo Poccuiickoit denepainyu BipaBe yCTaHOBUTH MPE/IeIbHBIE
OTIYCKHBIE I[EHbl MPOU3BOJUTENICH Ha yKa3aHHBIE JICKAPCTBEHHBIE MPENapaThl, MPEICIIbHBIE pPa3MeEpPhI
ONTOBBIX HAA0ABOK U TpeleibHbIe pa3Mephbl PO3HUYHBIX HAJ0AaBOK K (DaKTHUUECKUM OTIMYCKHBIM II€HaM
MPOU3BOAUTENEH HA yKa3aHHbIC JIEKAPCTBEHHbIC TMpemnapathl. [lepeyeHp 1eKapCTBEHHBIX MPENapaToB, HE
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

BKJIIOYEHHBIX B TEPEUCHb >KU3HEHHO HEOOXOAMMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX IMpenaparoB, U
nmopsiiok ero hopmupoBanus onpeaensrorcs [IpaBurensctBoM Poccutickoit denepammm.
(dactp 2 BBeneHa denepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B TedyeHue NE€BAHOCTA KAJICHAAPHBIX JHEW co nHA yrBepxkaeHusa lIpaButensctBom Poccuiickoi
denepanuu nepeydHsi, yKa3aHHOTO B YaCTH 2 HACTOSIIEH CTaThU, HE JIOMYCKAIOTCS peaun3alus U OTIIYCK
BKJIFOYCHHBIX B HETO JIEKAPCTBEHHBIX IpENapaToB IO IIEHAM, IMPEBBIMIAIOIINM MPEACIbHBIC OTITYCKHBIC
LIEHbl MPOM3BOJIUTENICH Ha YyKa3aHHbIE JIEKAPCTBEHHBIC Ipenaparhbl, MpeJeibHbIE pa3Mepbl ONTOBBIX
Hag0aBOK M TMPEACIIbHBIC pa3Mepbl PO3HUYHBIX HAA0ABOK K (PAKTHYECKUM OTIYCKHBIM II€HaAM
MPOM3BOJUTENIC HA yKa3aHHBIC JICKAPCTBEHHBIC Mpenaparhl ¢ YYeTOM Hallora Ha J00aBJICHHYIO
CTOMMOCTb.

(uactp 3 BBeneHa OeaepanbHbIM 3aKOHOM OT 26.03.2020 N 67-D3)

Koncynpsrantlintoc: npumedanue.
[Tonoxenus cr. 61 (B pen. @3 ot 30.01.2024 N 1-®3), xacarommuecs: TpeIoCTaBICHUS TOC. YCIYyT
ITOCPEJICTBOM €IMHOM CUCTEMBI U (WJIH) €IMHOTO TopTaja, mpumenstorcs ¢ 01.01.2026.

Cratbsa 61. FocynapCTBeHHaﬂ pernctpaumsa " nepeperucTpauna npeaesibHbIX
OTNYCKHbIX UeH I1pOVI3B0,,DMTeJ1917I Ha rIneKapCcTBeHHble nMnpenapaTtbl, BKNH4Y€HHbLIE B
nepeyeHb XU3HeHHO Heob6XoAUMbIX U BaXKHEULLUX JIeKapCTBeHHbIX npenapartoB

(B pea. @enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. IlpenenbHas OTIMyCKHas Ii€Ha IPOU3BOJUTEINS Ha JIEKAPCTBEHHBIN IpernapaT, BKJIIOUYEHHBIM B
NepeyeHb KU3HEHHO HEOOXOAMMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, MMOAJEKUT
rOCyJIapCTBEHHOM PErucTpaluy B MOpsaKe, ycraHoBiaeHHOM [IpaButensctBom Poccuiickoin denepannu,
Ha OCHOBAaHWH HAIPABIEHHOTO MOCPEACTBOM €MHOTO MOPTajia B YIIOJHOMOYEHHBIN (eiepanbHbIil opran
WCIIOJIHUTEJIBHOM  BJIACTH WJIM JIMYHBIM KaOMHET yYIOJIHOMOYEHHOro (QenepajibHOro  OpraHa
WCIIOJIHUTENBHON BJAacTHU B €IWHOM cHCTEMe, WOJMUCAHHOTO YCHIIGHHON KBamu(UIIUPOBAHHOM
JJIEKTPOHHOW MOANMCBHIO 3asBICHUS JEp)KaTelld WM BIAJENbIa PErUCTPALMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOT O Tpernaparta (ymoJHOMOYEHHOTO UM JIUIIQ).

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2. 3aperucTpupoBaHHas MpeJelibHass OTIYCKHas IIeHa TPOMU3BOJAMTENS Ha JIEKApCTBEHHBIN
npemnapar, BKJIIOUYEHHBIH B NEpCUCHb KMU3HCHHO H€O6XO)II/IMI)IX A BaXHEHIIMX JICKApCTBCHHBIX
IPEenapaToB, MOKET OBITh MEPEPErUCTPUPOBAHA B CTOPOHY YBEIMUYEHUS OAMH pa3 B KaJIEHAAPHOM Toly
Ha OCHOBAaHMHM HANpPAaBICHHOTO 10 | OKTAOpS KaXJOTro Troja IOCPEACTBOM EAMHOTO IopTala B
YIIOJIHOMOYEHHBIH  (efepalibHBId  OpraH  HUCHOJHMUTENBbHOM  BJIACTM WM  JMYHBIH ~ KaOMHET
YTIOJTHOMOYEHHOTO (heAepaIbHOT0 OpraHa WCIONHUTEIBHOW BIIACTH B €MHOM CHCTEME, TOAIMCAHHOTO
YCUJICHHOM KBaJM(UIMPOBAHHOW 3JIEKTPOHHONW MOJNMCHIO 3asBICHHUS Jiep)KaTesl WM Biajenbla
PETHCTPAIIIOHHOTO YJOCTOBEPEHHS JIEKaPCTBEHHOTO Mpenapara (yrmoJHOMOYEHHOTO MM JINI).

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-P3)

3. 3aperucTpupOBaHHAs MpeleibHas OTIYCKHAas I€HAa TMPOW3BOJMTENS Ha JIEKapCTBEHHBIN
npernapar, BKIIOYEHHBIH B TIepeuyeHb KU3HEHHO HEOOXOMUMBIX M BAKHEHIIHMX JIEKAPCTBEHHBIX
MpernapaToB, MOXKeT ObIThb NEPEepPerucTpUpOBaHa B CTOPOHY CHUKEHHS HAa OCHOBAaHUU HAIPABIEHHOTO
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

MOCPEACTBOM €IMHOTO TOpTaJia B YIOJIHOMOYCHHBIN (heepaIbHBIN OpraH MCIIOTHUTEIBLHOW BIACTH WIIH
JMYHBIA KaOMHET YIIOJIHOMOYEHHOTO (hesiepalbHOro opraHa HCIOJTHUTEIBHON BIACTH B €IMHON CUCTEME,
MOJANUCAHHOTO YCUJICHHOW KBaTU(MUIIMPOBAHHOW JJIEKTPOHHOHN IMOAMUCHIO 3asBIICHUS NEPiKATENsl WIIH
BJIAJIENIblIa PETUCTPAIIMOHHOTO YJAOCTOBEPEHHUS JICKAPCTBEHHOTO TMpernapara (yIOJIHOMOYEHHOTO UM
uua).

(B pen. @enepansroro 3akoHa ot 30.01.2024 N 1-D3)

4. Jlepxarenb WU BiaJelNiel] PEruCTPAllMOHHOTO YAOCTOBEPEHMS JICKApPCTBEHHOIO Ipernapara
(YHOJTHOMOYEHHOE MM JIMII0) O0s3aH HAINPAaBHTh MOCPEICTBOM EIMHOTO TOpPTaia B YIOJIHOMOYCHHBIH
(denepanbHBIA OpraH WCIOJHUTEIHLHONW BIACTH WM JIMYHBIA KaOMHET YIOJTHOMOYEHHOTO (eAepaibHOro
OopraHa HCIIOJHHUTEIbHON BIIACTH B €JIMHOW CUCTEME IOANMMCAHHOE YCWICHHOW KBaTH(DUIIMPOBAHHOMN
ANIEKTPOHHON TOJIHUCHIO 3asIBICHUE O TEPEPETUCTPALNU 3aPETUCTPUPOBAHHON MPEACTHHOM OTITYCKHOM
IIEHBI TPOU3BOIUTEIIS HA JICKAPCTBEHHBIN MpenapaT, BKIOYCHHBIA B TIEpEYCHb KU3HEHHO HEOOXOIUMBIX
Y BOKHECHUIINX JIEKAPCTBCHHBIX MPETIAPATOB, B CTOPOHY CHUKCHHSI B CJICAYIONINX CITYJasX:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) cHI)KEHME 1IeHbl B MHOCTPAHHOM BAJIIOTE Ha JIEKAPCTBEHHBIN MpeErapaT B CTPaHE POU3BOAUTEIIS
u (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIH IMpemapaT 3aperucTpupoBaH U (WJIM) B KOTOpHIE
IIOCTAaBJISAETCS IPOU3BOAUTETIEM;

2) CHMXEHHE LIeH Ha pedepeHTHbIE JICKapCTBEHHBIE IpernapaTthl B COOTBETCTBUM C IIYHKTOM |
HACTOSIIEH 4YacTH (Vi1 COOTBETCTBYIOIIMX BOCHPOHM3BEACHHBIX, OHOAHAIOTOBBIX (OMONOJOOHBIX)
JIEKapCTBEHHBIX MIPENapaToB);

3) mpeBbIlIeHNWE TPEAETbHON OTIYCKHOW IEHBI Ha MEPBBIA BOCHPOHM3BEACHHBIN, OMOAHATIOTOBBIN
(OmoromoOHBIH) JIeKapCTBEHHBIH MpernapaT MHOCTPAHHOI'O IPOM3BOJCTBA HAJ| MpEeAEIbHON OTIYCKHOM
LIEHOM MTPOU3BOIUTEISI HA BTOPOM BOCTIPOU3BEICHHBIN, OMOaHAIOrOBbIN (OMOMO0100HBIN) JIEKAPCTBEHHBIN
rpenapar, paCCUuTaHHON B COOTBETCTBUU C METOAMKOM, yrBepxkaeHHOU lIpaBurtensctBom Poccuiickoi
denepanuu;

4) mpeBbIllIEHUE TPEAeNbHON OTIMYCKHOW II€HBl Ha TEPBBIA BOCIPOU3BEICHHBIN, OMOAHATOTOBBIM
(6uomogOOHBI) JIEKAPCTBEHHBIM TIpernapar MpPOU3BOJAUTENST TocyaapcTBa - uieHa EBpaswuiickoro
SKOHOMHYECKOTO  COK03a HAJ MPEAEIIbHOM  OTIYCKHOM ILI€HOM MPOU3BOJAUTENII Ha  BTOPOM
BOCIIPOU3BE/ICHHBINH, OHOaHaIOoroBbI (OMONMONOOHBIN) JIEKAPCTBEHHBIM IpenapaT MPOU3BOJUTEINS
rocyiapcrea - wieHa EBpa3nMiiCKOro 3KOHOMHMYECKOIO COI03d, PACCUMTAHHOM B COOTBETCTBHM C
METOAMKOH, yrBepxkaAcHHOU [IpaButenscTBoM Poccniickont denepannn.

5. Ilopsaaok nepeperucTpanyy 3aperuCTpUPOBAHHBIX IIPEAEIBHBIX OTIYCKHBIX LIEH IPOU3BOIUTENCH
Ha JIEKapCTBEHHbIEC Ipenaparbl, BKIIOUEHHBIE B MEPEUYCHb XU3HEHHO HEOOXOOUMBIX M BaKHEMIIUX
JIEKapCTBEHHBIX IpenapaToB, B CiIydasX, HPEIYCMOTPEHHBIX dacTsMM 2 - 4 HacTosIed CcTaThbH,
ycranaBinusaercs [IpasurensctBom Poccniickoit denepanun.

6. DKOHOMHYECKMH aHaIW3 IpPENeIbHONW OTIYCKHOW ILIEHBI IPOM3BOAUTENS Ha JIEKAPCTBEHHBIN
npernapaT, BKIIOUEHHBIH B IE€peueHb JKU3HEHHO HEOOXOJMMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX
IIpenapaToB, IpU €€ TOCYJApPCTBEHHOM pEerucTpauuu WIM [EpPEeperucTpalvi  OCYLIECTBISIETCS
denepanbHbIM OpPraHOM MCIIOJHUTEIBHOW BIIACTH, OCYIIECTBISIONIMM (GYHKIUU 10 TMPUHATHUIO
HOPMATHUBHBIX IIPABOBBIX AaKTOB U KOHTPOJIO 3a COONIOJIEHHMEM 3aKOHOAATeNbCcTBA B cdepe
roCy/1IapCTBEHHOI'O PEryInpoBaHusl 1ieH (Tapu(oB) Ha TOBaphl (YCIyru).
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

7. Pacder mpenenbHBIX OTHYCKHBIX II€H, YKa3aHHBIX B YacTsAX | M 2 HACTOSIIEH CTaTbu, MPH UX
rOCylapCTBEHHON PErHCTpalMM WIN NEPEPErucTpaluy OCYLIECTBISETCS B COOTBETCTBUM C METOJIUKOM,
yrBepxkaeHHou [IpasurensctBoM Pocculickoit denepanu ¥ yYUTHIBAIOLIEH B TOM YHCIIE:

1) cobmronenue GanaHca MHTEPECOB MOTPEOUTENEH JIEKAPCTBEHHBIX IMPENapaToB, BKIIOUYEHHBIX B
MepeueHb KU3HEHHO HEOOXOJMMBIX M BAKHEHIIMX JICKApPCTBEHHBIX IPEMapaToB, W MPOU3BOAMTENCH
JIEKapCTBEHHBIX TPENaparoB, BKIIOYEHHBIX B IE€PEUEHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHUIIUX
JIEKapCTBEHHBIX IPENapaToB;

2) pakTHUECKYIO OTIYCKHYIO LIEHY Ha JIeKapCcTBEeHHbIe npenapatsl B Poccuiickoit denepanuu, 1eHy
BBO3a JIEKAPCTBEHHBIX MpenaparoB B Poccuiickyro denepanuio, a Takke LEHbI HA aHATIOTMYHBIE
JIEKapCTBEHHbIE MpernapaThl, Haxosuecs B oopamienun B Poccuiickoit denepanuu;

3) 3arpaTbl NpPOU3BOAUTENS JIEKAPCTBEHHOI'O IIpernapara Ha IPOM3BOJACTBO M  pealU3alUio
JIEKapCTBEHHOT'O IIperapara;

4) 1leHy Ha JIEKapCTBEHHBIN Mperapar, ero IeHy B CTpaHe MPOU3BOJUTENS U B CTpaHaX, B KOTOPBIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpupoBaH U (WiIHM) B KOTOPBIE MOCTABIISETCS IPOU3BOJUTEIEM.

8. He nomyckarotcs peanusanusi U OTIIYCK JIEKaPCTBEHHBIX IMIPENAapaToOB, BKIIOUEHHBIX B IEPEUYECHb
KHU3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX JEKapCTBEHHBIX IPENaparoB, HA KOTOPbIE MPOU3BOAUTENISIMU
JIEKapCTBEHHBIX IIPENapaToB HE 3aperucTpUpOBaHa IpeAeibHAs OTIYCKHAs LE€Ha, pealn3anus
IIPOU3BOIUTEIISIMU JIEKAPCTBEHHBIX IPENapaToB 0 II€HaM, MPEBBIIIAIONUM 3aperuCTPUPOBAHHbIE HWIIU
[IepeperucTpUpPOBAHHBIE MPE/EIIbHBIE OTITYCKHbIE LIEHbBI Ha JIEKAPCTBEHHbIE MIPEeNapaThl C yU€TOM Hajlora
Ha JI00aBJIEHHYIO CTOUMOCTb.

9. OcoOeHHOCTH TOCYJAPCTBEHHOTO PETYIMPOBAHUS MIPEASIBHBIX OTIYCKHBIX IIeH MPOU3BOANUTENICH
Ha JIeKapCTBEHHbIE IpenapaThl, BKIIOYEHHbIE B IEPEYCHb >KU3HEHHO HEOOXOIUMBIX M BaXKHEHUIIMX
JIEKapCTBEHHBIX IPENapaToB, B 3aBUCUMOCTU OT HKOHOMHUYECKHMX U (WJIM) COLHUAIbHBIX KpPUTEPUEB
(U3MEHEHME YCIIOBUH, MOPSIKA U CTOMMOCTH IIPOU3BOCTBA JIEKAPCTBEHHBIX IIPENAPATOB, UCIIOIB30BAHNE
HOBBIX ()OpM, METO/JOB U CIOCOOOB TOCYIAapCTBEHHOI'O pEryJIMpOBaHUS I€H Ha JIEeKapCTBEHHBIE
Ipernaparsl, B TOM YHCIE Ha OCHOBE MeXaHU3Ma pe(epeHTHOro [IeHO00pa30BaHMs, U3MEHEHUH TOpsIIKa
OKa3aHUsl MEIMLMHCKON IOMOIIY, W3MEHEHHE Kypca HMHOCTPAHHOM BaJlOThl M HHbIE H3MEHEHUS)
ycranaBiauBarotcs [IpasurensctBom Poccuiickon @enepannu.
(B pen. @enepanpuoro 3akoHa ot 08.03.2022 N 46-03)

Cratba 62. [ocymapCTBeHHbIU peecTp npeAeribHbIX  OTMNYCKHbIX  LeH
npousBoAuTenien Ha fekapcTBeHHble npenapaTtbl, BKIMOYEHHbIe B NepevyeHb XU3HEHHO
HeobXoAUMbBIX U BaXKHEULLUX NIeKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHbIE WM MEPEPETUCTPUPOBAHHBIE TPEICIIbHbIE  OTIYCKHBIE  IE€HBI
MIPOU3BOIUTENEH Ha JIEKapCTBEHHBIC MpenapaThl, BKIOUYEHHbIE B MepeueHb KU3HEHHO HEOOXOAMMBIX U
BaKHEHIITNX JICKAPCTBCHHEBIX IPEIapaTroB, IMIOAJICKAT BKIOYCHUIO B FOCY}IapCTBeHHBIﬁ peecTp
IpeJeNbHBIX OTIYCKHBIX 1I€H MPOU3BOIUTENEH Ha JIEKapCTBEHHBIE MpenapaThl, BKIOYEHHBIE B TIepeUYeHb
KHU3HECHHO HeO6XO}II/IMBIX 7 BayKHEUTIINX JICKAPCTBCHHLBIX IIpC€IIapaToB.

(B pen. denepanbhoro 3akoHa ot 06.06.2019 N 134-03)

2. T'ocynapcTBeHHBI PEECTp MPENETbHBIX OTIIYCKHBIX ILIEH MPOU3BOAUTEIEH Ha JIEKAPCTBEHHBIE
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?;iie[?:;gbig ;%KZO‘; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Hata coxparenms: 10.02.2025

mpemapaTsl, BKIIOYCHHBIE B IEPEUYCHb JKMU3HEHHO HEOOXOMUMBIX M BaXKHEHWIIUX JIEKAPCTBEHHBIX
MpernapaToB, COJIEPKUT B ceOe ClIeNyIoNy0 HH(OPMAIIHIO:

1) HaumeHOBaHME AepHKaTeNsd WIK BIaJENbla PETUCTPAMOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOTO
npernapara, HaMMEHOBAaHWE MPOM3BOAMTENS JIEKAPCTBEHHOTO IIperapaTa, CBEACHUS O PETrUCTPaLUH
JeprKaTeNs WIN BIIaJeblla PErUCTPAlIMOHHOIO YIOCTOBEPEHNUS JICKAPCTBEHHOI'O IIpenapaTa, CBEJCHU O
peruCcTpaliy MPOU3BOIUTEIS JEKAPCTBEHHOTO TIperapara JUlsi MEAUIMHCKOrO IPUMEHEHHS B KauecTBE
HQJIOTOIIATENbIIMKA B  CTpaHe  perucrpanmuu (Ui POCCHMCKUX  IOPHIMYECKUX  JIMI[ -
UIeHTH(OUKAIMOHHBI HOoMep Hanoromiarensimuka (MHH), mms uHOCTpaHHBIX IOPHIMYECKHX JIHI| -
CTpaHa pErucTpaluy, HAUMEHOBAaHHME PETUCTPUPYIOIIETO OpraHa, PErucTPALUMOHHBIA HOMEp, KOA
HAJIOTOIUIATENbIIMKA B CTPAaHE PETHCTpaluy (MHKOPHMOPALUK) WM €ro aHajor), MECTO HaXOXKICHUS
MPOU3BOJICTBEHHBIX IUIOUIAI0K, YIACTBYIOIIMX B MPOIIECCEe MPOM3BOJICTBA JIEKAPCTBEHHOTO Ipenapara, ¢
yKa3aHUEeM CTaJHH Ipolecca IMPOU3BOJICTBA;

(n. 1 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMEHOBaHWE JICKAPCTBCHHOTO mpemnapara (MEXKIYHApOJIHOE HEMaTeHTOBAaHHOE, WU
TPYIIHPOBOYHOE, WIH XUMUYECKOE U TOPrOBOC HAUMEHOBAHWS );
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

3) HOMep PEruCTPALIOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO TIpernapara;

4) nexapcTBeHHas (opMa ¢ yKazaHMEM JO3MPOBKH JIEKAPCTBEHHOI'O IIpenapara M ero KoJIM4yecTBa
BO BTOPUYHOM (MMOTPEOUTENBCKOMN) YIIAKOBKE, 8 TAKKE KOMILJIEKTHOCTb;
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHas MpeAeibHAs OTITYCKHAs I[CHA Ha JICKApPCTBEHHBIN Mpernapar B pyosisx;
(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 475-03)

6) naTta ¥ HOMEp NpPHKa3a YIMOJIHOMOYEHHOTO (heepaiIbHOTO OpraHa MCHOJHUTEIHHON BIACTH O
rOCy/IapCTBEHHOW PETUCTPALIMH UM TIEPEePETUCTPALIUU TIPeIeIbHON OTIMYCKHOM IIeHbI Ha JIeKapCTBEHHBIH
mpernapar, BKIIOYEHHBIH B TIEpEUYeHb HKMU3HEHHO HEOOXOMUMBIX M BAKHEHIINX JIEKAPCTBEHHBIX
MpenapaTos;

(B pen. enepanbHbIX 3aK0oHOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

6.1) naTa BCTYIUIEHHUS B CHIIy IIPHKa3a yIOJHOMOYEHHOIO (e/lepaIbHOro OpraHa MCIOJIHUTEIbHON
BJIACTU O TOCYJAapCTBEHHOW PETUCTPALMM WIM TEPEPEruCTPAllMd IPEACIbHOW OTIYCKHOM ILIEHBI
IIPOM3BO/IUTENSL HA JICKAPCTBEHHBIM IpenapaT, BKIIOYEHHBIH B NEepevyeHb >KU3HEHHO HEOOXOAUMBIX U
BaYKHEHIIINX JIEKApCTBEHHBIX MPENapaToB;

(n. 6.1 BBenen ®enepanbHbiM 3akoHOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJ, HAHECEHHBIH HAa BTOPUYHYIO (MOTPEOMTENHCKYIO) YIIAKOBKY JEKapCTBEHHOI'O
npernapara;
(. 7 BBeneH DenepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) KOa NeKapCTBEHHOro Mpemnapara MO aHAaTOMO-TEPANeBTHUYECKO-XUMUYECKON KIIaCCU(PUKALINH,
PEKOMEHIOBAHHOW BceMupHO# opranu3anueit 3[paBooOXpaHeHusl.
(n. 8 BBennen PenepanibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
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?;iie?:;gbivzl ;%KZO‘; or 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Hata coxparenms: 10.02.2025

3. TocymapcTBeHHass perucrpanuss WU IEpeperucTpanus IpeaeiabHbIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHbIE TIpEenaparbl, BKIIOUYEHHBIE B IMEPEYCHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEHMIINX
JIEKapCTBEHHBIX IPENaparoB, BEACHHUE TIOCYJApCTBEHHOIO peecTpa NpPEENbHBIX OTIYCKHBIX II€H
MIPOM3BOJIUTENIEH Ha JIEKAPCTBEHHBIE IPEnapaThl, BKIIIOUEHHbIE B MEPEUEHb KU3HEHHO HEOOXOAUMBIX U
BOXHEHIINX  JIEKAPCTBEHHBIX  IIPENapaToB, OCYLIECTBISAIOTCS B  IOPSAJKE, YCTaHOBJIEHHOM
[IpaBuTenscTBOM Poccuiickoit denepanuu.

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Cratba 63. YcTaHOBNEHMe MUCMNONMHUTENbHLIMU opraHamu cy6bekToB Poccuinckomn
®depepaumn npefenbHbIX pa3MepoB OMNTOBLIX HaAabaBOK WU npefernibHbIX pa3MepoB
PO3HUYHBbIX HaA6aBOK K akKTUYECKMM  OTMYCKHbIM LEeHaM, YCTaHOBJEHHbIM
Nnpou3BOAUTENSAMU JFeKapCTBEHHbLIX MpenapaTtoB, Ha JleKapCcTBeHHble npenaparhbl,
BK/TIOYEHHblIe B MepeyYeHb XU3HEHHO HeoO6XO0AUMbIX M BaXHEULWUX JeKapCTBEeHHbIX
npenapaToB
(B pen. enepanbHbIx 3aK0oHOB 0T 27.12.2019 N 475-®3, ot 08.08.2024 N 232-D3)

1. UcnonnutenbHble opranbl cyobekToB Poccuiickoil denepanny ycTaHaBIMBAIOT IpEAEIbHbIE
pa3Mepbl ONTOBBIX Ha/10aBOK M MpeeIbHbIE pa3Mepbl PO3HUYHBIX Ha/10aBOK K (PaKTUYECKUM OTITYCKHBIM
neHam (0e3 ywera Haisora Ha J00aBJIEHHYIO CTOMMOCTb), YCTAHOBJIEHHBIM IPOU3BOJUTEISIMU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKApCTBEHHBIE IIpenaparbl, BKIOYECHHBIE B IIEPEUYECHb KU3HEHHO
HEOOXOMMBIX ¥ BaKHEHIINX JICKAPCTBEHHBIX IIPENapaToB, B COOTBETCTBUH C YTBEPKIECHHON B TIOPSJIKE,
YCTaHOBJIEHHOM IIpaBuTenscTBOM Poccuiickoii Penepanuu, METOIUKOMN YCTaHOBJICHUS
HCIIOJIHUTENIbHBIMU OpraHamMu cyObekToB Poccuiickoit ®denepauuy mnpeAenbHbIX Pa3MEPOB ONTOBBIX
Ha/J0aBOK M IMPENENbHBIX pPa3MEpPOB PO3HUUYHBIX HAN0aBOK K (PAKTUYECKMM OTIYCKHBIM II€HaM,
YCTaHOBJICHHBIM TPOU3BOJUTEISIMHA JIEKAPCTBEHHBIX IIPENapaTroB, Ha JIEKApPCTBEHHBIE IIpENapaTsl,
BKJIIOYEHHbIE B IE€pEYeHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IpenapaToB.
[IpoekThl perieHnii HCIOMHUTENBHBIX OpraHoB cyObekToB Poccuiickoit @enepanyin 00 yCTaHOBICHUH U
(M) M3MEHEHMM TMpeNeNIbHBIX Pa3MEepPOB ONTOBBIX HaJA0aBOK M IpPENENbHBIX Pa3MEpPOB PO3HUYHBIX
Ha70aBOK K (PaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOJIUTENIIMU JIEKAPCTBEHHBIX
IpenaparoB, Ha JIEKApCTBEHHBIC NpenapaThl, BKIIOYEHHbIE B IEpeYeHb XKU3HEHHO HEOOXOIUMBIX U
BaXHEHININX JIEKAPCTBEHHBIX MPENaparoB, MOAJIEKAT COTJIACOBAHUIO C YIOJIHOMOUYEHHBIM (heepaabHbIM
OpPraHOM HCIOJHHUTEIbHOM BIACTH, OCYIIECTBISIOMNM (DYHKIIMU 110 MPUHATHIO HOPMATUBHBIX MTPABOBBIX
aKTOB M KOHTPOJIIO 32 COOJIOJICHHEM 3aKOHO/IaTeNNbCTBA B c(hepe rocy1apCTBEHHOTO PEryIUpOBaHuUs 1IEH
(TapudoB) Ha TOBapkI (yCIyru), B mopsaake, ycranoBieHHoM [IpaButensctBoM Poccuiickoii deneparui.
(B pen. ®enepanpubix 3akoHOB OoT 13.07.2015 N 241-®3, ot 27.12.2019 N 475-®3, ot 08.08.2024 N
232-D3)

2. Opra"uzanvi ONTOBOM TOPTOBIU JICKAPCTBEHHBIMH CPEJICTBAMHU, alTEYHBIE OpraHU3allNH,
WHIUBUAYaIbHbIE MPEANpPUHUMATENN, HWMEIOIIME IHUIEH3WI0 Ha (QapMaleBTUUYECKYI0 OesITeNbHOCTD,
MEIUIIMHCKUE OpraHW3alliK, HMEIOIINE JIMIICH3UI0 Ha (PapMaleBTUYECKYIO MESTEIbHOCTh, M HX
000CO0JICHHBIE TOMpa3feNieHus], PACIOJIOKEHHBIE B CEIbCKUX HACENEHHBIX IYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aIlT€UHbIC OpraHU3allUM, OCYIIECCTBIISIOT PEATU3AIMI0 JIEKAPCTBEHHBIX IMPENApaToB,
BKJIFOUEHHBIX B TEpPEeUeHb JKU3HEHHO HEOOXOAMMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX MPENapaTroB, IO
[IEHaM, KOTOpbIe (POPMHUPYIOTCS B COOTBETCTBUM C TIOPSJIKOM, YCTAaHOBJICHHBIM [IpaBHTENbCTBOM
Poccwuiickoit ®denepanuu, U ypoBeHb KOTOphIX (0e3 ydera Hamora Ha J0OaBICHHYIO CTOMMOCTH) HE
JIOJDKEH TIPEBBINIATh CYMMY (DaKTHYECKOW OTHYCKHOM II€HBI, YCTAHOBJIECHHOW TMPOW3BOJUTEIIEM
JICKapCTBEHHOI'0 IIperapara, He IPEBBIIAIONIEN 3apErHCTPUPOBAHHON WM IEPEPErUCTPUPOBAHHOMN
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

NpeJeNbHOW OTIHYCKHOM IEHBI NPOW3BOAMTENS (HAa JaTy peajHu3alliy JIEKAPCTBEHHOTO Mpenapara
MPOM3BOJUTENIEM), W pa3Mepa ONTOBOW Ham0aBKM | (WJM) pa3Mepa PpO3HMYHON HanA0aBKU, HE
MPEBBIIIAIOIINX COOTBETCTBEHHO pa3Mepa MpeesIbHOM ONTOBOM Haj0aBKu U (WIK) pa3Mepa IpeaeabHOR
PO3HUYHOM HaI0AaBKH, YCTAHOBIICHHBIX B CyObeKkTe Poccuiickoit deneparuu.

(B pen. @enepanbHbIx 3aK0oHOB 0T 27.12.2019 N 475-D3, ot 08.08.2024 N 323-D3)

3. UcnonHuTenpHbIE Opranbl cyobekToB Poccuiickoit Denepannu pa3meniaioT B cetu "MHTepHeT"
MHPOpPMALIMIO O 3aPErMCTPUPOBAHHBIX MPENENbHBIX OTHYCKHBIX II€HaX IPOU3BOAMTENECH Ha
JIEKapCTBEHHbIE IpEnaparbl, BKJIIOUYEHHBIE B IE€pPEUYCHb KU3HEHHO HEOOXOJUMBIX M Ba)KHEHIIMX
JIEKapCTBCHHBIX TIPErapaTroB, 00 YCTaHOBIEHHBIX B CyObekTe Poccwmiickoit denepanuu npemaenbHbIX
pa3Mepax ONTOBBIX Hal0aBOK U (WJIM) MpeleibHBIX pa3Mepax PO3HUYHBIX HAJ0aBOK K YCTAaHOBIIEHHBIM
MIPOU3BOIUTENISIMHA JICKAPCTBEHHBIX TpenaparoB (aKTHYECKUM OTIYCKHBIM II€HAM Ha JICKapCTBEHHBIC
npernapaTsl, BKJIIOYCHHbIE B IE€pPEUYEHb >KU3HEHHO HEOOXOJUMBIX M BaXKHEHIIUX JIEKapCTBEHHbIX
[IPEnapaToB, a TAKKE O CyMME 3apETrUCTPUPOBAHHBIX MPEAEIbHBIX OTIYCKHBIX II€H MPOU3BOAUTENEH Ha
JIEKapCTBEHHbIE TpEenaparbl, BKIIOUYEHHBIE B TMEPEYCHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEHMIINX
JIEKApCTBEHHBIX TIPEMapaToB, YCTAHOBIEHHBIX B cyOwbekre Poccuiickoit deneparuu mnpenenbHbIX
pa3MepoB ONTOBBIX HA/I0ABOK U Mpe/IeIbHBIX Pa3MEPOB POZHUYHBIX Ha/10aBOK U Hajiora Ha 100aBIEHHYIO
CTOMMOCTb. VH(popmamus, NpeaycMOTpEeHHash HACTOSIEH 4YacTbio, JOJDKHA HAXOJUThCS Takke B
anTeuHbIX OpraHU3alusiX B JOCTYIHOM IJI BCEX 3aMHTEPECOBAHHBIX JUI] (hOpMe U OOHOBISATHCS MO MEpPe
€€ pa3MelIeHHs UCIIOIHUTEIbHBIMU OpraHaMu cyObekToB Poccuiickoii @enepanuu B cetu "MHTepuer”.
(B pen. deaepanbhbix 3aKk0HOB OT 27.12.2019 N 475-03, ot 08.08.2024 N 232-D3)

4. Yrparun cuiy ¢ 1 maprta 2020 roaa. - @exnepanbhbiii 3akoH oT 27.12.2019 N 475-D3.

Masa 13. MOHUTOPUHI QOPEKTUBHOCTU U BE3OIMNMACHOCTU
JIEKAPCTBEHHDbIX NMPEMAPATOB, HAXOOALWUXCA B OBPALLEHUA
B POCCUNCKOWN ®EOEPALIA
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

CraTtbsa 64. PapmakoHagsop
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE Mpenapathl, HaxoasAmuecs B oopamiennn B Poccuiickoit deneparum, moexar
MOHHUTOPHHTY Bq)(beKTI/IBHOCTI/I 1 0e30I1aCHOCTH B OEJIAX BBIABICHUSA BO3MOXHBIX HEI'aTUBHBIX
MOCTECTBUM MX NpPUMEHEHMs, MHIUBUIYaJbHONH HENEPEHOCHMOCTH, MPEAYNPEKICHUS MEIULIUHCKUX
pa6OTHI/IKOB, CIICNUAJINCTOB B o0OJacTu BCTCPUHAPUH, IMAIMCHTOB HWJIM BJIAACIIBICB JXHMBOTHBIX W HX
3alIUThI OT IPUMEHEHHSI TAKUX JIEKapCTBEHHBIX MPENapaToB.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. @dapMakOHAJ30p OCYLIECTBISETCS COOTBETCTBYIOUIMM YIIOJIHOMOYEHHBIM (hesepaibHbIM
OpPraHOM HCIOJIHUTENbHOW BJIACTH B YCTAaHOBJIEHHOM WM MOPSJKE C YYETOM TpeOOBAHMUN HACTOSIIETO
@denepallbHOTO 3aKOHA M AKTOB, cocTaBisAtomux mnpaBo Coro3a, MyTeM aHalu3a MPeoCTaBIsEMON
cyObekTamMu  OOpallleHHs JIEKapCTBEHHBIX CpeACcTB  HMHGOpManuu O TMOOOYHBIX  JEHCTBHSIX,
HEXENATEIIbHBIX PEaKlMsIX, CEPbE3HBIX HEXKENATEIbHBIX PEAKLUAX, HENPEABUIACHHBIX HEXKEIATEIbHBIX
peakuusx OpU NPUMEHEHHH JIEKapCTBEHHBIX IpernapaToB, 00 HHAMBHUAYaJIbHONH HENEpEeHOCHUMOCTH,
OTCYTCTBHH 3()(PEeKTUBHOCTHU JEKAPCTBEHHBIX MPENApaToB, a TAKXKe 00 MHBIX (PaKTax M 0OCTOATEIHCTBAX,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

MPEJICTABISIONINX YIPO3y KU3HU WM 370POBBI0 YEJIOBEKa JIMOO KUBOTHOTO TMPU NPUMCHCHHH
JIEKapCTBEHHBIX MPENapaToB U BBIABIECHHBIX Ha BCEX ATamax oOpalleHus JIEKapCTBEHHBIX IMpernapaToB B
Poccuiickoit denepanuu u Apyrux rocyaapcrBax.

(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

3. CyObeKThl 0OpallieHus JIEKApCTBEHHBIX CPENICTB B MOPSJIKE, YCTAHOBICHHOM YIIOJTHOMOYEHHBIM
denepanbHbIM  OpPraHOM HCIOJIHHUTEIBHOW BIIACTH, OO0s3aHBI COOOINATH B  YMOJHOMOYEHHBIN
(benepanbHBIE OpraH MCHOJHHUTEIBHON BIACTH O TMOOOYHBIX JCHCTBUSX, HEXKEIATEIbHBIX PEaKIHsiX,
CEPBE3HBIX HEXKENATENbHBIX PEAKLUUAX, HEIPEIABUACHHBIX HEXKEIATEIbHBIX PEAKUUAX IPU IIPUMEHEHUN
JICKapCTBEHHBIX IPENapaTroB, 00 WHAWBUAYAJIbHOW HENEPEHOCUMOCTH, OTCYTCTBHU 3()()EKTHBHOCTH
JIEKapCTBEHHBIX MPENapaToB, a Takke 00 MHBIX (pakTax M 0OCTOSATENbCTBAX, MPEICTABISIIOIIMX YIPO3y
KU3HH WIA 3J0POBBIO YEJOBEKA JIMOO >KMBOTHOTO NPH NPHUMEHEHUH JIEKapCTBEHHBIX NpPENnapaToB U
BBISIBJICHHBIX Ha BCEX JTamax oOpalleHHs JeKapCTBEHHBIX mpemnapatoB B Poccuiickoit denepanuu u
JAPYIUX rOCyJ1apCTBax.

4. JlepxaTeny WM BIAJCIbIBI PETUCTPAIIMOHHBIX YJAOCTOBEPEHUH JICKAPCTBEHHBIX IPENaparosB,
OPUINYCCKUC JIMLA, HAa UM KOTOPBIX BbIAAHBI PAa3pCIICHUA HAa IPOBCACHUC KIIMHUYCCKUX I/ICCJ'IGI[OBaHI/If/'I
B Poccuiickoii ®exeparuu, MO0 YIIOJTHOMOYCHHbIE MMM JAPYrHe IOPUIMYECKHE JIMIa B paMKax
obecniedeHrst 6€30MaCHOCTH JIGKAPCTBEHHBIX MPEMApaToB B MOPSIJIKE, YCTAHOBICHHOM COOTBETCTBYIOIIHM
YIIOJIHOMOYEHHBIM (pe/iepalbHbIM OpPraHOM HCIOJHHUTEIBHON BIIACTH, OOsI3aHBI OCYILECTBIIATH IPHEM,
yder, 0o0paboTKy, aHaJIM3 H XpaHEHHWE TIOCTYMAIIUX B HX aJpec OT CYOBEKTOB OOpamieHus
JICKQpPCTBEHHBIX CPEJCTB M OPraHOB TOCYJAapPCTBEHHOW BJACTH COOOMICHUH O TMOOOYHBIX JICHCTBUSX,
HCKCIIATCIIbHBIX PCAKIHAX, CEPBE3HBIX HEKCIATCIbHBIX U HCHIPCABUACHHBIX HECKCIATCIbHBIX PCAKIHAX
IpU TPUMEHEHUU JIEKapCTBEHHBIX IMPENapaTroB, 00 OCOOCHHOCTSX WX B3aHMMOJICWUCTBUS C JPYTUMHU
JICKApCTBCHHBIMU IIPCIiapaTaMu, HHI{HBHI{Y&JIBHOﬁ HCIICPCHOCUMOCTH, a TaKXC 00 HHBIX (baKTax u
OOCTOSITENILCTBAX, MPEACTABISIONUX YrPO3y JKU3HU WM 37J0POBBIO YeNIOBEKa JHOO >KUBOTHOTO WM
BIIMAOIIUX HaA HW3MCHCHUEC OTHOIICHUSA 0>an[aeM0171 MOJIb3bI K BO3MOXHOMY PHCKY IIPHUMCHCHUA
JIEKapCTBEHHBIX MPENapaToB.

5. Ilpu BbIsBIEHUM HMH(OPMALIMKA O CEPbE3HBIX HEKEIATEIbHBIX PEAKIMSIX U HENpPEeABUIECHHBIX
HEXXEJIATeNbHbIX PEaKIUAX IpU HPUMEHEHHH JIEKApCTBEHHBIX IpenapaToB, 00 OCOOEHHOCTAX MX
B3aMMOJICHCTBUS C OPYTMMHM JIEKapCTBEHHBIMH IpenapaTaMu, WHJIUMBUIYalbHOW HENEPEeHOCUMOCTH, a
Takxke 00 MHBIX (paKkTax U 0OCTOATENHCTBAX, BIUSAIOIINX Ha U3MEHEHNE OTHOLICHUS OKHUIaeMOH MOJIb3bI K
BO3MOKHOMY PHUCKY TPUMEHEHHUS JIEKapCTBEHHBIX IIPENapaToB, JAepXKaTelu WIA  BIAAEIbIbI
PETUCTPALIMOHHBIX YIOCTOBEPEHUH JIEKAPCTBEHHBIX INPENAapaToB, IOPUANYECKNE JIUIA, HA UM KOTOPBIX
BBIIaHBI pa3pelleHus] Ha NpPOBEICHHE KIMHUYECKUX HccienoBaHuil B Poccuiickoit denepauuu, 1mdo
YIIOJIHOMOYEHHbIE MMM JpYyTHe OpUAWYECKHE JMLa O0sM3aHbl NPUHATH MEpbl, HalpaBIEHHbBIE Ha
YCTpAHEHUE  HEraTUBHBIX  IOCIEACTBHUM  NPUMEHEHUs  TaKUX  JIEKAPCTBEHHBIX  IMPENaparos,
IpeaynpexaeHue NPUUNHEHNs Bpesia )KU3HU WM 3JJ0POBBIO YeNoBeKa JM00 KUBOTHOTO, 3aIIUTY UX OT
MIPUMEHEHHUS TAKUX JIEKAPCTBEHHBIX IIPENapaToB, Ha JOMOJIHUTEIbHBIA cOOp TaHHBIX 00 3P PEeKTUBHOCTH
1 0€30IaCHOCTHU TAKHX JIEKAPCTBEHHBIX IPETapaToB.

6. 3a HecoOOIlIeHNEe UM COKPBITHE UH(OPMALIMU, TPEAYCMOTPEHHON YacThi0 3 HACTOSLIEH CTaThH,
JepKaTeld WIA  BJIAQAEIbLbl  PErUCTPALMOHHBIX  YIOCTOBEPEHUH JIEKAPCTBEHHBIX IIPENaparos,
OPUINYCCKUC JINIA, HAa UM KOTOPBIX BbIAAHBI Pa3pCIICHUA Ha IPOBCACHUC KIIMHUYCCKUX I/ICCJ'Ie)IOBaHI/Iﬁ
B Poccuiickoii ®enepauuu, 1uO0 YHNOJTHOMOYEHHBIE HMMH JApYrHe MOPUAMYECKHE JIHMIA, a Takke
JOJKHOCTHBIE JIMIIA, KOTOPBIM 3Ta MHGOpMalus cTajla M3BECTHA MO POAYy HMX NpodhecCHOHATHLHOU
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024) [lokyMeHT npefoctaBneH KoHcynbTaHTloC

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Aata coxpaxenms: 10.02.2025

JEATEIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOAATENLCTBOM Pocculickon denepanum.

7. Ilpu mosydeHUH YMOJIHOMOYEHHBIM (pe/iepaabHBIM OpraHOM HCIHOJHUTENBHOM BJIACTH B paMKax
OCYILIECTBICHUSI MM (hapMaKkoHaA30pa JI0Ka3aTeIbCTB O HECOOTBETCTBHM JICKAPCTBEHHOTO Ipenapara
YCTaHOBJICHHBIM TPEOOBAaHUSAM WU IPH MOJYy4YeHUH HH(OpPMALMK O HECOOTBETCTBUM JAHHBIX 00
3G HEKTUBHOCTH M 0 0€30MaCHOCTH JIEKapCTBEHHOT'O IMpernapara JaHHBIM O JIEKAPCTBEHHOM IIperapare,
COJIEp>KAIMMCSI B MHCTPYKIUU 110 €ro MPUMEHEHUIO (B TOM UYHMCJE BBISIBJICHHBIX B XOJ€ OCYIIECTBIICHUS
(dapMakoHaa30pa KOHTPOJIBHO-HAJ30PHBIMU OpPraHaMH WHOCTPAHHBIX TOCYNAPCTB), YHNOJTHOMOYEHHBIH
(benepanbHBI OpraH UCIIOJIHUTENIBHON BJIACTU B YCTAHOBJICHHOM UM IMOPSJIKE PacCMaTPUBAET BOIMPOC O
IIPUOCTAHOBJIEHUYU IPUMEHEHUS TAKOTO JIEKAPCTBEHHOIO IIperapara.

KoncynpranTlLitoc: mpumevanue.
C 01.01.2026 naumeHnoBanue ct. 65 uznaraercsi B HoBou penakiuu (O3 ot 30.01.2024 N 1-D3).

CraTtbsa 65. NMpuoctaHoBNeHue NpuMeHeHUs NeKapCcTBeHHOro npenapara

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

KoncynsrantlIntoc: npumedanue.
C 01.01.2026 B u. 1 ct. 65 BHOCcsATCs uzmenenus (O3 ot 30.01.2024 N 1-D3).

1. HpI/I MMOJIY4YCHHU U I/IH(i)OpMaIII/II/I 0 HCKCJIATCIBbHBIX PCAKIHUAX IIPU NPUMCHCHUU JICKAPCTBCHHOI'O
npernapara, He yKa3aHHbIX B MHCTPYKIMHM [0 IPUMEHEHHUIO JIEKapCTBEHHOIO Ipernapara, Cepbe3HbIX
HEXKEJIATeNbHBIX pPEaKIusiX, 00 OCOOCHHOCTAX €ro B3aWMOJCHCTBHUS C JPYTMMHU JIEKapCTBEHHBIMHU
npernapaTamu, KOTOpbIE MOTYT MPEJICTABIATh YIPO3y KU3HU WU 370POBbIO YeI0BeKa JIM00 KUBOTHOTO, a
TaK)K€ 0 HECOOTBETCTBUU JaHHBIX 00 3((EKTHBHOCTH U O OE30MaCHOCTU JIEKAPCTBEHHOIO Mpernapara
JAHHBIM O JIEKAPCTBEHHOM IIpenapare, CoAepKaluMCsi B MHCTPYKIIMHM 110 €ro IPUMEHEHHIO, B TOM UYHUCIIE
OT YINOJIHOMOYEHHBIX OPraHOB MHOCTPAHHBIX TOCYIapCTB, OOMEH KOTOpPOM OCYIIECTBISETCS B
COOTBETCTBUM C COIJIAIICHUSMH MEXIY YIOJHOMOUYEHHBIM (e/lepalbHbIM OPraHOM HCHOJIHHUTEIbHOM
BJIACTH U YIOJHOMOYEHHBIMH OpPraHaMU HMHOCTPAHHBIX TOCYAAapCTB, YHOJHOMOYEHHBIN (enepaibHbIi
OpraH UCIOJHUTENILHONW BJIACTU PaccMaTpUBAaeT BOIPOC O BO3MOKHOCTH NMPUOCTAHOBICHUS OOpalleHHs
TAaKOro JIEKapCTBEHHOT'O Ipenapara B MOPSAJKE, YCTAHOBJIEHHOM YIOJHOMOYEHHBIM (enepaibHbIM
OpPraHOM HMCIOJIHUTEIbHON BIACTH.

KoncynprantlIntoc: npumedanue.
C 01.01.2026 4. 2 ct. 65 uznaraercs B HOBoM pemakiuu (D3 ot 30.01.2024 N 1-D3).

2. Ilpm HEWCHOJHEHWM WIM HEHAJUIeKAEM WCIOJHEHNH JAEpKAaTeIsIMU WIA BIAACNIbIIaMU
PETUCTPALIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IPENApPATOB, IOPUAWYECKUMH JIMIAMH, Ha WM
KOTOPBIX BBIIAHBI Pa3peIICHUs] HA TPOBEACHNUE KIMHUYECKUX HccienaoBannii B Poccuiickoit denepanmuy,
WJIH YIIOJTHOMOYEHHBIMU UMY APYTUMH IOPUINYECKUMU JIMIIAMH 00s3aHHOCTEH, YCTAaHOBJICHHBIX YacTAMU
3 u 4 cratbu 64 HacTosAlero PenepalibHOTO 3aKOHA, JIMOO0 B CIIy4asX MPeICTaBIECHUS COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJHUTENBHOM BIACTU 3aKJIIOYEHHUS O HEIOCTOBEPHOCTH
PEe3yIbTAaTOB KIIMHUYECKOIO MCCIEN0BAaHUS JEKAPCTBEHHOIO Mpernapara Juisi MEAUIIMHCKOTO IPUMEHEHHS],
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

KOTOpOE OCHOBAaHO Ha pe3yjbTaTax MPOBEPKM MEAMIIMHCKOW OpraHu3aliM, MPOBOJIMBLIEH yKa3aHHOE
KJIMHUYECKOE HUCCIIEZIOBAaHUE C HApYLIEHUEM MpaBWJl HaJUIeXKalled KIMHUYECKON NPaKTUKU, U IPUBEJIO K
MOJTyYCHUIO HEIOCTOBEPHBIX PE3yJbTAaTOB, JTUOO B Ciy4yae HEBBIOJHEHMS NPEANUCAHUS, BBIIAHHOTO
YIIOJIHOMOYEHHBIM  (peiepajbHbIM OpPraHOM HCIOJIHUTEIBHOM BJIACTM IO MTOTaM OCYIIECTBJICHUS
BBIOOPOYHOT'O KOHTPOJISI KayecTBa JICKApPCTBEHHOTO Mpernapara, YIOJIHOMOYCHHBIH (enepaibHbIil opran
UCIIOJIHUTEJIBHOW BJIACTU B YCTAHOBJIEHHOM MM IOPSJKE PacCMaTpUBAaeT BOMNPOC O NMPUOCTAHOBJIECHUU
IIPUMEHEHHUS TAKOT'O JIEKAPCTBEHHOTO IIpernapara.

Koncynprantllnroc: npumeyanue.
C 01.01.2026 4. 4 ct. 65 yrpauuBaet cuiy (P3 ot 30.01.2024 N 1-D3).

3. YnonHoMoueHHBIH (enepanbHblii OpraH HCIOJIHUTENBHOM BJIACTU IMPHU MPEJICTAaBICHUU EMY
CBEJICHMI O HECOOTBETCTBUU IPOU3BOJIUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM  IMPaBHUII
HaJJIeXxallel Mporu3BOICTBEHHON MPAKTUKU U (WJIM) O HAPYLICHUH JIMIIEH3UOHHBIX TpeOOBaHH, KOTOpbIE
OBUTH BBISIBJICHBI B XOJI€ MIPOBEICHUS MHCIICKTHPOBAHHS IMPOU3BOMUTEIS JICKAPCTBEHHBIX CPEIICTB WIIN
OCYILIECTBIICHUS JIMIIEH3HOHHOTO KOHTPOIIA B cpepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB U MPHUBEIU
WM MOTYT IMPHUBECTU K MPOMU3BOJICTBY JICKAPCTBEHHBIX MPENApaToB AJisi MEIUIIMHCKOTO NMPUMEHEHUS,
MPUYMHUBIINX UM CIIOCOOHBIX TPUUYUHUTH BPE] )KM3HU WM 3I0POBBIO IPaXKIaH, pacCMaTPUBAET BOIPOC
O TPHUOCTAHOBJICHUU TPUMEHEHHUS JIEKAPCTBEHHBIX IMpENnapaToB I MEAUIIMHCKOTO NPUMEHECHHS B
YCTaHOBJICHHOM UM TOPSIKE B CIEAYIOIUX CIy4asx:

1) cocraB u (MIM) TEXHOJOTUs IMPOU3BOJCTBA JEKAPCTBEHHOI'O Ipernapara s MEAMIIMHCKOIrO
IPUMEHEHHs (C ONMCaHMEM CTaauil MPOMU3BOJCTBA) OTIMYAKOTCS OT 3aSABJICHHBIX B PErUCTPALMIOHHOM
J0ChE;

2) HeKapCTBeHHBIﬁ npemapar ajl MCAUIUMHCKOIO NpUMCHCHHA IMPOU3BCIACH Ha HpOHSBOHCTBGHHOfI
IIomaaKe, HE YKa3aHHOﬁ B PEruCTpaiiOHHOM JOCKE;

3) y HOpou3BOAMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JIOKYMEHTBHI, MOATBEPKIArOIue
COOTBETCTBME KadyecTBa JIEKAPCTBEHHOrO Mpernapara JUisi MEIULHUHCKOIO MPUMEHEHMs, BBOJIUMOrO B
rpaxIaHCKH 000poT, TpeOOBaHUSIM, YCTAHOBJIEHHBIM IIPU €r0 roCy1apCTBEHHON PErnCTpaluy;

4) nOpou3BOAMTENEM JIEKApPCTBEHHBIX CpPEACTB B  COTJIACOBAHHBIH C  COOTBETCTBYIOIIMM
YIIOJIHOMOYEHHBIM (heZiepalIbHbIM OPraHOM HCIOJHUTENBHOW BJIACTH CPOK HE YCTPAaHEHbI HapyIIEHUS
TpeOOBaHUI MpaBUJl HaJyIeXkalleld MPOU3BOJCTBEHHOW MPAKTUKU U (WJIM) JULEH3UOHHBIX TpeOOBaHU,
KOTOpble OBUIM BBISBICHBI B XOJ€ NPOBEIEHUS HMHCIEKTHUPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYIIECTBICHNUS JUIIEH3MOHHOTO KOHTPOJIS B cpepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEJCTB
Y TpUBEIM WIM MOTYT IMPHUBECTH K MPOM3BOJCTBY JIEKAPCTBEHHBIX MPENapaToB JUIsl MEIUIIMHCKOTO
MPUMEHEHHS, TIPUIMHUBIINX UM CIIOCOOHBIX MIPUYNHUTD BPEJl )KU3HU WM 37I0POBBIO TPaK/IaH.

(uactp 3 BBeneHa PenepanbHbIM 3aKk0HOM OT 04.06.2018 N 140-D3)

4. YnonHoMoueHHbIH (efepanbHbIi OpraH UCIOJHUTENBHOMN BIACTH IPU HAIMYUU Y HETO CBEICHUN
O HECOOTBETCTBHM IPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHMAM IpaBWI HaJyIekKallei
MIPOM3BOJICTBEHHOW MpakTUKW W (MJIM) O HApYyIIEHWHU JIMLIEH3UOHHBIX TpPeOOBaHUN, KOTOpbIE ObUIM
BBISIBJIEHBl B XOJE IPOBEICHHMS WHCIEKTUPOBAHUS IPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB WIH
OCYILIECTBJICHUS JINLIEH3UOHHOTO KOHTPOJIA B cpepe MpOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB U MPUBEIN
WIM MOTYT NIPUBECTU K NPOU3BOJCTBY JIEKAPCTBEHHBIX MPENApaToB AJI BETEPUHAPHOTO NPUMEHEHMS,
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(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

IMPpUYUHHUBIIUNX WA CIIOCOOHBIX MNPUYUHHUTL BPCA KHU3HU HIIKW 3JOPOBBIO KXUBOTHBIX, paCcCMAaTpuUuBaCT
BOIIPOC O IPHUOCTAHOBJICHHUH pe€alu3allid W IPUMCHCHHA JICKAPCTBCHHLBIX IIPCIiapaTroB  IJIA
BCTCPUHAPHOI'O MPUMCHCHUSA B YCTAHOBJICHHOM UM IOPAJKE B CICAYIOINUX ClIydasaX:

1) coctaB u (WJIM) TEXHOJOTHS MPOU3BOJCTBA JIEKAPCTBEHHOrO IpernapaTta Ijis BETEPUHAPHOTO
MpUMEHEHHUs (C OMHMCAHMEM CTaJWil MPOU3BOACTBA) OTJIUYAIOTCS OT 3asBJICHHBIX B PErHUCTPALIMOHHOM
JI0ChE;

2) JeKapCTBEHHBIN Ipenapar [yl BETEpUHAPHOTO MPUMEHEHMSI IIPOU3BENIEH Ha IIPOU3BOICTBEHHON
IUIOLIA/IKE, HE YKa3aHHOU B PETUCTPALIMOHHOM JIOChE;

3) y HOpou3BOAMTENS JEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, MOATBEPKAAIOIINE
COOTBETCTBUE KayeCTBA JIEKAPCTBEHHOI'O IIpernapara Ui BETEPUHAPHOIO NPUMEHEHMs, BBOAUMOIO B
IpaXIaHCKUI 000pOT, TPeOOBAHUSAM, YCTAHOBJIEHHBIM IIPU €r0 rOCYAapCTBEHHOM perucrpaimy;

4) TpOW3BOAMTENIEM JICKAPCTBEHHBIX CPEJCTB B COIJIACOBAHHBIH C  COOTBETCTBYIOLIMM
VIIOJTHOMOYEHHBIM (he/IepaTbHbIM OPraHOM HCIOJTHHUTEIHFHOW BJIACTH CPOK HE YCTPAHECHBI HAPYIICHHS
TpeOOBAaHUI MpaBUII HAUICKANICH TPOU3BOJICTBCHHON MPAKTUKKA W (WJIK) JHMIICH3UOHHBIX TPeOOBaHUH,
KOTOpbhIC OBUTM BBHISBICHBI B XOJIC¢ TPOBEICHUS WHCIICKTUPOBAHUS IPOU3BOIUTEIS JICKAPCTBEHHBIX
CPE/ICTB WJIM OCYIICCTBJICHUS JTUIICH3UOHHOTO KOHTPOJIS B chepe MpOoru3BOACTBA JICKAPCTBECHHBIX CPEICTB
W TPHUBEIM WIA MOTYT NPUBECTH K MPOU3BOJCTBY JICKAPCTBCHHBIX IPEMApaTOB Il BETCPUHAPHOTO
MPUMEHEHHS, IPUYMHUBIINX MM CIIOCOOHBIX PUYUHUTD BPEJI XKU3HH WIH 3J0POBBIO KUBOTHBIX.

(dactb 4 BBeneHa OenepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

7. B nopsake, npenycMOTPEHHOM 4acThi0 4 HACTOALIEH CTaTbH, YIIOJIHOMOYEHHBIH (heaepasibHbIN
OpraH MCIOJHUTEIbHOM BJIACTU pacCMaTPUBAET BOIIPOC O MPUOCTAHOBJICHUN pealu3alii U NPUMEHEHUs
JIEKapCTBEHHOI'0 Ipernapara il BEeTEepUHAPHOIO IPUMEHEHHs B ClIyyae BBISBICHUS B TPaKIAaHCKOM
000poTe cepuu JIEKapCTBEHHOTO Mpernapara /il BETEpUHAPHOTO TPUMEHEHHUS, IOKYMEHTBI U CBEJIEHHUS O
KOTOPOH, NpexycMOTpeHHble yacTaMu | - 3 u 6 crathu 52.2 Hacrosmero denepaabHOro 3aKOHa, HE
MIpE/ICTaBJICHbl B YKa3aHHBIA OpraH, JUOO cepuM MMMYHOOMOJOTMYECKOro JIEKapCTBEHHOI'O Mpernapara
JUIs. BETEPUHAPHOIO NIPUMEHEHUS, HE UMEIOIEN pa3pelieHus], IPEAYCMOTPEHHOTO 4acTbio 8 craTeu 52.2
HacTodlero denepalbHOro 3akoHa. B yka3aHHOM cilydae yIHOJIHOMOYEHHBIN (eaepanbHbI Opra
WCTIOJIHUTEJIbHOM BJIACTH NMPUHUMAET PELIEHHE O MPUOCTAHOBICHUM peaIM3alud U MPUMEHEHHS TaKUX
CepHil 1O TPEICTaBIICHUsS] YKa3aHHBIX JOKYMEHTOB M CBEICHMM JHOO [0 TMOJY4YEHHUs YKa3aHHOTO
paspeleHusl.

(dactb 7 BBeneHa denepanbHbiM 3akoHOM OT 02.07.2021 N 317-D3)

CraTtbsa 66. UHcpopmauma o pesynbtaTax hapmakoHagsopa
(B pea. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

VYrnonHOMOYeHHBIM  (enepaabHbIi  OpraH  WCIOJMHUTENBHOW  BIACTH,  OCYIIECTBIISIFOITUIN
(dapmakoHaa30p, MO €ro pe3ylibTaraM pa3MellaeT Ha cBoeM oduiManbHOM caiite B cetu "HHTepHeT"
nH(pOpMaLHUIO 0:

1) BBISIBJICHMU HOBBIX IIOATBCPKACHHBIX HOAHHBIX O MOOOYHBIX ﬂeﬁCTBHHX, HCXCIIaTCIIbHBIX
pPCaKuAaX, CCPbE3HBIX HEKCIATCIIBHBIX PCAKOUAX, HCIPCABUACHHBIX HCXKCEIIATCIBHBIX PCAKIUAX IIPU
NMPUMCHCHUU JICKAPCTBCHHOT'O IIPLCIIapaTa, B TOM YHUCJIC BIUAIOIINX HAa OTHOLICHUC o>1<1/1)1aeM0171 ITIOJIB3EbI K
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(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

BO3MOXXHOMY PHUCKY IPUMCHCHUA JAHHOTO JICKAPCTBCHHOI'O IIpCIiapara,

2) IPHUHATBIX PCIICHUAX O BHECCHUUN W3MEHEHUH B HHCTPYKIHIO 110 IPUMCHCHHIO JICKAPCTBCHHOI'O
npemnapara, 0 NpUOCTAHOBJIICHUU IMPUMCHCHHUA JICKAPCTBCHHOT'O IIpclapara, 00 U3BATHH U3 o6pa1ueH1/151
JICKaApCTBCHHOT'O IIpCIiapaTa UJiu O BO300HOBJICHHH IIPUMEHECHUA JICKAPCTBECHHOT'O IIpEIiapara.

nasa 14. AH®OPMALUA O NIEKAPCTBEHHbIX NMPEMNAPATAX. CACTEMA
MOHUTOPUHI'A ABUXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
anAa MEQUUMHCKOro NnPUMEHEHUA
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauma o nekapcTBeHHbIX rnpenapatax. CucremMa MOHUTOpPUHra
ABUXEHUS NeKapCcTBEHHbIX NpenapaToB ANA MeAULUHCKOro NPpUMeHeHUs
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. MadopMmarust o0 JIEKapCTBEHHBIX IpermapaTax, OTIYCKaeMbIX IO PElEnTy Ha JICKapCTBEHHBIN
npernapar, JOJDKHA COJIEPXKAThCsS TOJBKO B CIICIUAIM3UPOBAHHBIX M3JIAHUX, MPEAHA3HAYCHHBIX IS
MEIUIMHCKUX, (hapMaIleBTHUECKUX PAOOTHHKOB, CIICIIUAIMCTOB B 00JacT BerepuHapuu. MubopMmarus o
JICKApCTBEHHBIX IperapaTax sl CICIUAIMCTOB B 00JIACTH OOpallleHHsl JICKAPCTBEHHBIX CPEICTB MOKET
COJIep)KaThCsl B MOHOTrpadusix, CHpaBOYHHMKAX, HAyYHBIX CTaThsX, B JOKJIaJaXx Ha KOHIpeccax,
KOH(EpEHIMIX, CHUMIIO3UyMaX, HAYYHbIX COBETaX, a TaKXKe B HWHCTPYKIHAX [0 TPUMCHEHUIO
JICKapPCTBCHHBIX MPETapaToB.

(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

2. Nudopmanus o JeKkapCTBEHHBIX Ipenaparax, OTIYCKaeMbIX 0e3 pelenTta Ha JEKapCTBEHHBIN
mpemnapaTr, MOXKET COAepXKaTbCcs B IMYyONUKALUAX M OOBSIBICHUAX CPEICTB MaccoBOM HH(opMaIu,
CHEIUATU3UPOBAHHBIX M OOIIMX IMEUYATHBIX HU3JAHUSAX, MHCTPYKIHUSIX MO MPUMEHEHHUIO JIEKAPCTBEHHBIX
MpernapaToB, MHBIX U3JaHUIX CYOBEKTOB 0OpallleHus JIEKapCTBEHHBIX CpelcTB. PexiiaMHble MaTepuanbl O
JIEKApCTBEHHOM TIperapare, OTIyckaeMoM Oe3 pelenrta Ha JIGKapCTBEHHBIM Tpemnapar, JIOKHBI
COOTBETCTBOBATh MHCTPYKIMHU IO MPUMEHEHHUIO JIEKApCTBEHHOTO pernapara.

3. Jlomyckaercsi HCIONB30BaHHE JIOOBIX MaTepUANbHBIX HOCHUTENEW, IMO3BOJSIONIMX XPaHUTh,
nepeaaBaTh U UCIOIb30BaTh HHPOPMALIMIO O JIEKApCTBEHHBIX MpernapaTax 0e3 ee HCKaXeHHUs.

4. Jlna uenedl uAeHTH(UKAIMM YIIAKOBOK JIEKAPCTBEHHBIX MpENapaToB i MEIULHUHCKOIO
IIPUMEHEHHUs NPOU3BOJUTENMN JIEKAPCTBEHHBIX CPEACTB B IOPSAKE, YCTaHOBIEHHOM IIpaBuUTEnbCTBOM
Poccuiickoit denepanny, HAHOCAT Ha MEPBUYHYIO YIAKOBKY (B OTHOILIEHUU JIEKAPCTBEHHBIX MPENapaToB
JUIS. MEAULIMHCKOTO MIPUMEHEHHS, I KOTOPBIX HE MPEJyCMOTPEHA BTOPUYHAS YIIAKOBKA) U BTOPUYHYIO
(MOTpeOUTENbCKYI0) YIIAaKOBKY JIEKAPCTBEHHBIX MPENapaTroB s MEIUIMHCKOTO NMPUMEHEHHs CpelCTBa
UACHTUDUKAIMY, 32 HUCKIIOUEHHEM JIEKapCTBEHHBIX MPEnapaToB s MEAULUHCKOTO NPUMEHEHHS,
MIPOU3BOJUMBIX JUISl MIPOBEACHUS KIMHUYECKUX HCCIEIOBAHMM, SKCIOPTA, JIEKAPCTBEHHBIX IPENapaToB
JUIS MEIUMLUHCKOTO IPUMEHEHHUs, YKa3aHHbIX B 4acTAX 5 M 8 crateu 13 Hacrosmero denepanbHOro
3aKOHa, paanodapMaleBTHUECKUX JEKapCTBEHHBIX MPENapaToB, BHICOKOTEXHOIOIMUHBIX JIEKaPCTBEHHBIX
[IpenapaTroB, KOTOPBIE IPOM3BEACHBI MAJIBIMU CEPUSAMH, COCTOAT U3 OJHOM WM HECKOIBKUX J103
BBICOKOTEXHOJIOTUYHOTO JIEKAPCTBEHHOT'O Ipenapara, IpeJIHAa3HAaudeHbl Uil KOHKPETHOrO IIAlMEHTa,
UMEIOT KOPOTKHMI CPOK TOJHOCTH (10 AEBSIHOCTA KaJleHAAPHBIX THEH) W (WIK) TeMIepaTypHbId peXuM
XpaHEeHMs U TpaHcnoptupoBaHus MUHYC 60 rpagycoB Llenbcus ninn HUXKe, MUABOK MEIUIIMHCKUX U Ta30B
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

MEAULMHCKUX. )1 IeKapCTBEHHBIX NIPENapaToB ¢ MEXIYHAPOIHBIM HEMATEHTOBAHHBIM HaUMEHOBAaHUEM
"OraHon" cpeAcTBO UAECHTU(PHUKALIMA HAHOCUTCSI Ha BTOPUYHYIO (IOTPEOUTENIbCKYIO) YIIAKOBKY B ciIydae,
€CIT Takasl yNaKOBKa SIBISETCS WHIMBHIYaJbHONW BTOPUYHOM (MOTPEOUTENBCKOM) YMAaKOBKOH 3TOTO
JIEKapCTBEHHOI'0 IIpenapaTa, a B ClIy4ae OTCYTCTBUS BTOPUYHOM (ITOTPEOMTENbCKOW) YNAKOBKU WU
HINYMS YIIAaKOBKHU, B KOTOPOM HAXOAUTCS Oojiee OJHOW EAMHHUIBI YKAa3aHHOTO JICKApCTBEHHOTO
npernapara B IEpBUYHON YIIAaKOBKE, CPEICTBO UACHTU(DHUKALIMY HAHOCUTCS Ha IEPBUYHYIO YIIAKOBKY.
(uacte 4 BBegena denepanbHbiM 3akoHOM oT 28.12.2017 N 425-®3 (pen. 27.12.2019); B pen.
denepanbHbix 3aKk0HOB 0T 04.08.2023 N 428-D3, ot 30.01.2024 N 1-D3)

5. XapakTepucTHKH Cpe/ICTBa UACHTU(DUKALINY, TIOPSIOK €r0 HAaHECEHUS U TPEOOBaHUS K CTPYKTYpe
u ¢dopmary wuHbOpManUU, KOTOPYIO COACPKUT CPEICTBO HACHTU(UKALMUU, OMPEICNITIOTCS
IIpaBurensctBoM Pocculickoit denepanuu.
(dactb 5 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

6. Ilopsmox co3maHusi, pa3BUTHS, BBOJA B OJKCIUIyaTalMIO, O3KCIUIyaTallid W BBIBOAA W3
JKCIUTyaTalldd CHCTEMbl MOHMTOPUHIA JBUYKEHHUS JIEKAPCTBEHHBIX IPENapaToB sl MEAMIIMHCKOIO
MPUMEHEHHUSI, TOPSAIOK TMPEAOCTaBIeHUs HHGOPMAIIMK, COJAEpXKallelcss B CHCTEME€ MOHUTOPHHTA
JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB s MEOULUMHCKOTO MPUMEHEHHUs, U MOPSAOK B3aUMOJCHCTBUS
VKa3aHHOH CHCTEMbIl C HWHBIMH  TOCYIJApCTBEHHBIMH  WH()OPMAIMOHHBIMH  CHCTEMaMH |
MH(OPMALIMOHHBIMU CUCTEMAMHU IOPUINYECKHX JIUIl U MHAUBUAYAIbHBIX MPeANpUHUMATENCH, YKa3aHHbBIX
B yacTsx 7 u 10 mactosmie# crareu, ycraHaBinuBaiorcs [IpaButensctBoM Poccuiickoit Demepariui.
OnepatopaMy CUCTEMbl MOHHMTOPUHIA JBUKEHHUS JIEKAPCTBEHHBIX IMPENapaTroB [UIsi MEAUIIMHCKOIO
MPUMCHCHHS SIBJITIOTCS  (peepalibHBI  OpraH HWCIHOJHUTEIBHON BiacTd W (WIM) OpraHHU3aIus,
ynosHomoueHHble [IpaButenscTBOM Poccuiickoin @enepannn.

(dactb 6 BBeneHa DenepanbHbBIM 3aKOHOM OT 28.12.2017 N 425-D3)

7. FOpuanueckue JIMla U UHAUBUAYAIbHBIE MPEAIIPUHUMATENH, OCYIIECTBIISIIOLIME TPOU3BOACTBO,
xpaHeHue, BBO3 B Poccuiickyro ®Denepanuio, OTIIYCK, pealu3aluio, Nepenadyy, NTPUMEHEHUE |
YHUUYTOXKEHHUE JIEKAPCTBEHHBIX MPENapaToB A1 MEAUIIMHCKOTO MPUMEHEHUsI, 00eCTIEUNBAIOT B TTOPSIKE U
B cocTaBe, KoTopble YycTraHoBjieHbl IIpaBurenbctBoM Poccuiickoir @Penepauuu ¢ yd4eToM BHAA
OCYIIIECTBISIEMOM HUMHU JEATEIbHOCTH, BHECEHHE HWH(GOpMAllMd O JIEKAPCTBEHHBIX IIpemapaTax st
MEIUIIMHCKOTO TPUMEHEHUSI B CHCTEMY MOHUTOPHWHIA JIBIJKCHUS JICKQPCTBEHHBIX IMpENapaTtoB s
MEIULUHCKOTO MPUMEHEHMUS.

(dactb 7 BBeneHa DenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIE Mpenaparbl Uil MEIULUHCKOIO IPUMEHEHMs], TNpeJHa3HA4YECHHbIE IS
oOecrnieueHus UL, OOJbHBIX TreMO(UINeil, MyKOBUCHUHI030M, THIO(HU3apPHBIM HAHU3MOM, OOJIE3HBIO
l'omre, 37M0KaueCTBEHHBIMH HOBOOOpA30BaHMUAMHU JUMQPOUIHON, KPOBETBOPHOM U POJCTBEHHBIX UM
TKaHEH, pacCesTHHBIM CKJIEPO30M, JIUII MOCTe TPAHCIUIAaHTAI[MH OPTaHoB U (WJIH) TKaHEH, MPOU3BEACHHBIC
1o 31 nexabps 2019 roga, a Takke MHbIE JEKApCTBEHHbIE MPENapaThl A MEIUIIMHCKOTO PUMEHEHUS,
npousBeneHHble 10 1 wmronsg 2020 roga, mojuiekaT XpaHEHWIO, IEPEBO3KE, OTIYCKY, pealu3alivy,
nepeaaye, MpUMEHEHHIO 0e3 HAaHECEHUS CPEeACTB MACHTHU(HUKAIMU JIO UCTEYEHUS CPOKa UX TOIAHOCTH.
[IpaButenscTBO Poccuiickoit ®denepainiu BHpaBe YCTAHOBHTh OCOOEHHOCTH BBOJAa B TPaKIaHCKUN
000pOT JIEKAPCTBEHHBIX MPENapaToB A MEIUIIMHCKOIO MPUMEHEHUSs, MPOU3BEICHHBIX B mepuoj c¢ |
utons 2020 roma mo 1 oxTabpsa 2020 roga. B mensx BBoAa B Ipa)IaHCKHI 00OpOT JieKapCTBEHHBIE
mpernaparsl  JUIsl  MEIULUHCKOIO MPUMEHEHHs, 33 HCKIIOUEHUEM JIEKapCTBEHHBIX IIPENapaTos,
MpeHa3HAYeHHBIX ISl oOecredeHusl Jull, OOJbHBIX remModuiaueil, MyKOBHUCIHI030M, TMIO(U3APHBIM
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?;iie[?:;gbig ;%KZO‘; 0T 12.04.2010 N 61-03 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Hata coxparenms: 10.02.2025

HaHU3MOM, 0oJje3Hbio ['orre, 3710Ka4eCTBEHHBIME HOBOOOPA30BaHUAMH JIMM(POUTHON, KPOBETBOPHOU U
POJICTBEHHBIX UM TKaHEH, paCCeSTHHBIM CKJIEPO30M, JIUI] MOCJe TPaHCIUIAHTAIIMN OPTraHOB U (MJIM) TKaHEH,
MpOU3BEJICHHbIE 3a mpenenamu Tepputopun Poccuiickoit @enepaunu 1o 1 oktsiops 2020 roma, MoryT
ObITb BBe3eHbI B Poccuiickyto ®enepanuro a0 1 suBaps 2021 roma B mOpsaKe, yCTaHOBICHHOM
[TpaButenscTBoM Poccuiickoii @enepanuu, 6e3 HAHECEHUS CPEACTB UACHTU(DUKALHIH.

(B pen. deaepanbhbix 3aKk0HOB 0T 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranumzanus WHOOPMANMOHHOTO B3aUMOJCUCTBUS CHCTEMbl MOHUTOPWHTA JIBHKCHUS
JIEKapCTBEHHBIX MpEernapaToB JJig MEAUIMUHCKOTO TMPUMEHEHUS C MHBIMU TOCYAapCTBEHHBIMU
WH()OPMALIMOHHBIMUA CUCTEMaMH OOECMEYMBACTCSI B TOM YHCIE MOCPEICTBOM HH(PPACTPYKTYPHI,
oOecnieunBaromed UHGOPMAIMOHHO-TEXHOJIOTMYECKOE B3aUMOJICHCTBUE HH(POPMAIMOHHBIX CHUCTEM,
UCIOJIb3YEMBIX ISl TPEAOCTABICHHSI TOCYAAPCTBEHHBIX M MYHHIIMIAIBHBIX YCIYT W HCIIOJTHCHUS
roCy/1apCTBEHHBIX 1 MYHHUIIUIATbHBIX (DYHKIUI B 3JIEKTPOHHOI (opMme.

(dactb 8 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. Mudopmanusi, coaepkamascs B CUCTEME MOHUTOPHUHTA JBMKCHHUS JIEKAPCTBEHHBIX IIPENapaToB
JUIST METUITUHCKOTO TIPUMEHEHUS, SBISCTCS HHPOPMAIEH OrpaHUYCHHOTO JOCTYIa B COOTBETCTBUU CO
cratbeli 9 @enepanbHoro 3akoHa ot 27 wuiong 2006 roma N 149-®3 "OO6 wuHdpopMmanuw,
WH()OPMAMOHHBIX TEXHOJOTHUSAX ¥ O 3amuTe WHPopManuu', 3a HCKIOYECHUEM HH(POpPMAIIIH,
HEJOMYCTUMOCTh OTPAaHMYEHUS JOCTyMa K KOTOpPOil ycTaHOBIeHa (enepalbHBIMH 3aKOHAMH, a TaKXKe
nHpopmanuu, otHeceHHOU [IpaButenbcTBoM Poccuiickoit Dexepanuu B COOTBETCTBUU C HACTOSIIHM
®denepalbHBIM 3aKOHOM K 0011e0CTyHON nHpopMmanuu. O0menocTynHas nHGpopMaIus, coaepKaascs
B CHCTEME€ MOHUTOPHMHIA ABWKEHUS JICKAPCTBEHHBIX IPENapaToB MJisi MEIUIIMHCKOrO MPUMEHEHUS,
pa3Merniaerca B MHQOPMAIMOHHO-TEJIEKOMMYHUKAaIMOHHOW cetu "WHTepHer" (B Tom umcie B (opme
OTKPBITHIX JJAHHBIX) B MOpsiJIKe, ycTaHOBIeHHOM [IpaBurensctBoM Poccuiickoit denepanuu.
(uactb 9 B pen. enepanbuoro 3akoHa ot 04.08.2023 N 474-D3)

9.1. Moctyn k mHbOpMaIuu, coAepKaiieiicss B CUCTEME MOHUTOPHUHTA JIBHXKCHHS JIEKaPCTBEHHBIX
MpernapaToB sl MEIUIIMHCKOTO MPUMEHEHHs, O0ECIeUnBaeTCsl OMEPaTOpoOM CHUCTEMBl MOHUTOPHHTA
JBH)KEHUS JIEKAPCTBEHHBIX MPENapaToB I MEIUIMHCKOrO MPUMEHEHHS B TOPAJIKE, YCTaHOBJICHHOM
[IpaBurensctBoM Poccuiickonn @enepanuu, B COOTBETCTBUM C 3aKOHOAATENBLCTBOM Poccuiickoi
Oenepaniun 00 wHOpMaruu, WHOOPMAIMOHHBIX TEXHOJOTUSX W O 3amuTe HWH(OpMaIuu,
3akoHOoJarenbCcTBOM  Poccumiickorn  ®Penepaur O TOCYNAPCTBEHHOW TalHE, 3aKOHOAATEIbCTBOM
Poccuiickoit @enepanyii 0 KOMMEPYECKOW U MHOM OXPAHSIEMOM 3aKOHOM TalHE U C Y4ETOM IOJIOKEHUHN
Hacroswmen cratbu. IIpaBurensctBo Poccuiickont Penepanuu BIpaBe YCTAHABIMBATH IIEPEUYCHb
JIEKApPCTBEHHBIX TMPEMapaTtoB JUIsi MEAMIIMHCKOTO TpUMEHeHUs U (WIM) TPYNI JIEKapCTBEHHBIX
MpernapaToB JUisl METUIIMHCKOTO TNPUMEHEHHS M OCOOEHHOCTH JOCTyna K HWHQPOpMAIMU O TaKuX
JICKapCTBEHHBIX Mpenaparax, COJEpXKalencss B CHCTEME MOHHUTOPHHIA JIBUXKEHHS JIEKAPCTBEHHBIX
MPEIapaToB i1 MEAUIUHCKOTO IIPUMEHEHHUS.

(dactb 9.1 BBeneHa denepanbubiM 3akoHOM OT 04.08.2023 N 474-03)

9.2. Tlonb3oBaTenu CHUCTEMbl MOHHMTOPUHTA JBW)XXEHHUS JIEKAapCTBEHHBIX IMPEMapaTroB Ui
MEIUIIMHCKOTO TMPUMEHEHHS O00JaJar0T MPaBOM JOCTyNa K MH(POPMAIMH, COACPIKAIICHCS B CHUCTEME
MOHUTOPHUHIA JIBM)KEHMsSI JIEKapCTBEHHBIX NPENapaTroB [Jsi MEIMUIMHCKOTO TNPUMEHEHHs, C Y4EeTOM
OTpaHWYCHUHN JOCTyMa K yKa3aHHOW WHMOpMAIMu U €€ TOoCIeayromel 00padoTKe, YCTaHOBJICHHBIX
HactosimuM  DefepanbHBIM 3aKOHOM W HMHBIMA HOPMAaTUBHBIMU TPAaBOBBIMU akTamu Poccuiickoit
denepanuu.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

(uactb 9.2 BBenneHa PenepasibHbIM 3ak0HOM 0T 04.08.2023 N 474-D3)

9.3. ®denepanbHble OpraHbl HCIOJIHUTEIHHOW BJIACTH W HCIIOJHUTEIbHBIE OpraHbl CyOBEKTOB
Poccuiickoit @enepannn B Lesix, onpeneneHHbix lIpasurensctBom Poccuiickoit @enepannuu, UMEOT
paBo JocTyna K MHGOpMalnuu O CyObeKTax OOpalleHHs JIEKapCTBEHHBIX CPEICTB, O JEKApPCTBEHHBIX
npernaparax u 00 060poTe TaKHX JIEKAPCTBEHHBIX MPETapaToB, HEOOXOMMO IS BHIMOJIHEHUS 33124 U
OCYyIIECTBICHUS (YHKIMM, BO3JOKEHHBIX Ha (eaepajabHble OpraHbl HCIOJIHUTEIBHOW BIACTH U
WCIIOJIHUTENIbHBIE OpraHbl cyObeKkToB Poccuiickoit ®denepanuu, craTucTUYecKod WHOOpPMAUUA O
JIEKapCTBEHHBIX Mpernaparax u o0 ux obopoTe, a Takke K oOuienoctynHoil uapopmanuu. CoctaB 31O
uHpOpMALUK OMNpPEEseTCs COINIANICHUAMH 00 WH(GOPMAIMOHHOM B3aMMOJCHCTBHH, 3aKIIOYEHHBIMHU
OMEepaTopOM CHUCTEMbl MOHMTOPUHIA JIBH)KEHHS JIEKAPCTBEHHBIX IPENapaTtoB JUIsl MEAMIIMHCKOIO
npUMEHEeHHs ¢ (eaepantbHbBIMU OpraHaMH HCIOJIHUTENBHOW BIACTH WM HMCIOJHUTEIHHBIMH OpraHaMu
cyorektoB  Poccmiickoit  ®Denpepanuun U pemepanbHbIM  OPraHOM  HCIIOJHUTEIBHOM  BIIACTH,
OCYILECTBISIONMM (QYHKIMM IO BbIpAaOOTKE U peaJu3alud TOCYAapCTBEHHOM MOJUTUKH U
HOPMAaTUBHO-TIPAaBOBOMY PETYJIHPOBAHUIO B chepe 3ApaBOOXPAHEHUS.

(uactb 9.3 BBenena @enepanbHbM 3ak0HOM OT 04.08.2023 N 474-®3; B pen. deaepanbHOro 3aK0Ha OT
08.08.2024 N 232-D3)

9.4. CyObekT oOpamieHHs JIEKapCTBEHHBIX CpEACTB HMMEET IpaBO JOCTyNna K HHPOpMAIuu 00
orepanusax ¢ JEKapCTBEHHBIMU NpernaparaMy Jisi MEIULHUHCKOTO MPUMEHEHHUs, COBEPIICHHBIX 3THUM
CyOBEKTOM OOpaIIeHHs JICKAPCTBEHHBIX CPEJICTB, a TAKXKE K OOIIEI0CTYITHONH HH(POPMAIUH.

(uactb 9.4 BBenena @enepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.5. OnepaTOp CUCTCMbl MOHHUTOPHHI'a ABVIKCHUSA JICKAPCTBCHHBIX MPCIIapaTOB A MEAUIUHCKOT'O
npUMEHEHHsT o0JIajjaeT MpaBOM JIOCTyNa K MHQOPMAILUHU, COJCpPXKAIICHCS B CHCTEME MOHUTOPHHIA
ABWIKCHUS JICKAPCTBCHHBIX IMPCIapaToB I MCEAULIMUMHCKOTO MNPHUMCHCHUS, BKIIOYad I/IH(l)OpMaHI/IIO
OTPaHUYEHHOI'0 JIOCTYNa, C BO3MOXHOCThIO €€ OOpabOTKH, B TOM 4YHCIE €€ MPEIOCTaBICHUS WU
pacrpocTpaHeHHs, OOecCIiedeHns AOCTyla K HeH M OKa3aHUs YCIYT C €€ HCIIOJNb30BaHUeM (jajiee -
00paboTKa).

(dactp 9.5 BBeneHa denepanbubiM 3akoHOM OT 04.08.2023 N 474-D3)

9.6. Oneparop cuCTeMbl MOHUTOPUHIA JBUKEHMS JIEKAPCTBEHHBIX IIPENApaToB JJIl MEAULIIMHCKOTO
MIPUMEHEHHUSI MOXKET OCYIIECTBIATh 00paboTKy MHGOPMAIIMN OTPAHUYEHHOTO JTOCTYIIA, COJEPKAIICHCS B
CHUCTEME€ MOHUTOPHUHIA JBHKEHHS JIEKapCTBEHHBIX IPENapaToB A MEIULMHCKOTO NPUMEHEHUs, NpU
YCIIOBUU 00s13aTEIBHOTO 00€3IMUMBaHUs TaKoW HMHQOpPMAIMM B COOTBETCTBUU C YTBEPIKIAEMbIMU
benepaabHBIM OpPraHOM HCIIOJIHUTENBHONW BIIACTH, OCYILECTBIIIONMM (YHKIMM IO BBIPAaOOTKE H
pealiM3allud TOCYAApCTBEHHOW TMOJUTUKM M HOPMATHBHO-IIPABOBOMY pEryjlIMpoBaHHI0 B cdepe
3paBOOXPAaHEHMs, IO COIJIACOBAHUIO C  (eaepalbHbBIM OpPraHOM  HCIOJHHUTENbHOM  BlacTw,
OCYILECTBISIONUM (DYHKIIMU MO KOHTPOJIIO M HAA30py B cpepe NMHPOPMAIIMOHHBIX TEXHOJOTUHN U CBSI3H,
U QenepadbHbIM OpPraHOM HCIIOJIHUTENBHOW BIAacTM B obOjmacTu oOecreyeHHs Oe30MacHOCTH
TpeOOBaHUSAMHU K 00€3TMUMBAHUIO TaKOW MHPOPMALIMKM U METOJaMH 00€3TMUYUBaHUSI TaKOW MH(DOPMALIUH.
OO6e3nuueHHast MH(OpMAaIUs, MOIyYeHHass B pe3ylbTaTe YKa3aHHOW 0OpabOTKM M cojeprKamiasicss B
CUCTEME€ MOHUTOpPUHIA JBI)KEHUS JIEKAPCTBEHHBIX IMPErapaToB s MEIUIMHCKOTO MPUMEHEHUS,
ABIsieTca MHPOpMalueil orpannyeHHoro aocryna. O6e3nnueHHas HHPOpMaIus, JOCTYH K KOTOPOH ObLI
o0ecrieyeH OmNeparopoM CHUCTEMbl MOHUTOPUHIA JABM)KEHUS JIEKAPCTBEHHBIX IMpernapaToB JUIs
MEAUIMHCKOrO0 NMPUMEHEHUS B LIEJIAX OKa3aHUS YCIYI C €€ HCIIOJIb30BAHMEM, IOJJIEKUT XPAHEHHUIO B
CHUCTEME€ MOHUTOpPUHIA JBMKEHHUS JIEKAaPCTBEHHBIX IPENapaToB IJs MEIUIIMHCKOTO TNpPHUMEHEHUs He
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

MEHEe TSITH JIeT C JaThl MPEIOCTABICHUS JOCTyIMa K OOC3TMYCHHON HH(OpMAIMM, W HAa Hee He
pacnpocTpaHsitoTcs TpeOOBaHUS K MHQOpPMAIMK OTPAaHMYEHHOTO JIOCTYIA, YCTAHOBJICHHBIE HACTOSIICH
CTaTbEM.

(dactp 9.6 BBeaeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.7. Oneparop CUCTEMbl MOHUTOPUHTA JBUKCHHSI JICKAPCTBEHHBIX MPEMapaToB AJIsi MEIUIIMHCKOTO
MIPUMEHEHUS MOXKET OCYIIECTBISATH 00pabOTKy HH(pOpMALIMK OTPAaHUYEHHOTO IOCTYIA, COJIepKalIeiics B
CHUCTEME MOHHUTOPWHTA JBIKCHUS JIEKAPCTBEHHBIX MPEMapaToB I METUIIMHCKOTO MPUMEHEHUS,
MOJIyYEHHOM OT cyObeKkTa OOpalleHUsl JEeKApCTBEHHBIX CPEJCTB, 3apETHCTPUPOBAHHOTO B CHUCTEME
MOHHUTOPHHTA JBUXKCHHS JICKAPCTBEHHBIX IMPEMapaToB I MEIUIMHCKOTO MNPUMCHCHHUS W
MIPE/ICTaBUBIIETO B Hee CBEACHMS, B HHTEpPecax U IO IOPYYEHHIO TaKOro cyObeKTa oOpalieHus
JIEKapCTBEHHBIX CPEICTB 0e3 o0e3nuuuBaHus HHGOpPMAIIMKA OTPAaHUYEHHOTO JTOCTYTIA.

(dactp 9.7 BBeaeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.8. Oneparop cucTeMbl MOHUTOPUHTA JIBHXKCHHS JIEKAPCTBEHHBIX MPEMAPATOB ISl METUIIMHCKOTO
MIPUMEHEHHUsI BIPABE OKa3blBaTh HAa HEJUCKPUMUHALMOHHOM OCHOBE YCIYTrM C MCIHOJb30BaHUEM
o0e3nu4YeHHON WH(OpPMalUK, COACpXKAIIecs B CHCTEME MOHUTOPWHTA JABW)KCHHS JICKApPCTBEHHBIX
MpernapaToB AJsl MEAUIIMHCKOTO MPUMEHEHUs, CyObeKTaM oOpallieHus JIeKapCTBEHHBIX CPEJICTB, OPSI0K
U CTOMMOCTh OKa3aHUS KOTOPBIX OIPEICISIIOTCS OINEepaTOpoOM CHCTEMbl MOHHUTOPHHTA JABUKCHUS
JIEKAPCTBEHHBIX MPENaparoB Il MEJULUMHCKOTO NPUMEHEHHUs, C yYE€TOM OrpaHMYeHUH JocTyna K
00e3nMMYeHHON HH(OpMAIK, YCTAaHOBJICHHBIX HACTOSIICH CTaThell. YKa3aHHbBIC MOPSIOK U CTOUMOCTH
OKa3aHMs TaKUX YCIyT pa3MEIIAlOTCs ONEPAaTOPOM CUCTEMbl MOHUTOPHHIA JIBHXKEHMS JIEKAPCTBEHHBIX
npenaparoB Uil  MEIUIIMHCKOTO TMPUMEHEHHMsT Ha CalTeé CHUCTEeMbl MOHUTOPUHTA JBUKCHUS
JIEKapCTBEHHBIX MpenaparoB JUTSL MEIULUHCKOTO MIPUMEHEHUS B
WH()OPMAMOHHO-TEIICKOMMYHHKAITMOHHON cetn "VMHTepHeT" W MojJie),aT KOHTPOII0 B COOTBETCTBHH C
AHTUMOHOIOJBHBIM 3aKOHOAATeNbCTBOM Poccuiickoin @enepaunu. YKa3aHHbIE MOPSIOK U CTOUMOCTh
OKa3aHMs TaKWUX YCIYT JOJDKHBI OBITh €TUHBIMU JIJISl BCEX JIMII, OOpaIIaronInXcs 3a OKa3aHUEeM YCIYTH B
OTHOIIICHWU OJMHAKOBBIX BHIA, O0BbEMa W cocTaBa mpenocraBisiemMoil uHpopmaruu. CyObekTam
oOparieHusi JEKapCTBEHHBIX CPEJCTB 3alpeliaeTcs MPeJOCTABISITh U PACIPOCTPAHITH WH(OOPMAIIHIO,
MOJIYYEHHYIO B COOTBETCTBUU C HACTOSIIIEH YaCThIO.

(dactp 9.8 BBeneHa denepanbubiM 3akoHOM OT 04.08.2023 N 474-03)

10. IIpousBoauTenb JIEKaPCTBEHHBIX CPEACTB, JAep)KaTellb MO0 BIAAENel] PerucTPaliOHHOIO
YIOCTOBEPEHUSI JIEKAPCTBEHHOTO IIpernapaTa WIM MPeICTaBUTENbCTBO HMHOCTPAHHOM OpTaHU3alluu,
ABJISIOIIEHCS JiepkaresnieM JHOO BIAJENblEM PErucTPalMOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOI'O
npenapara, Ha Teppuropun Poccuiickoir @enepanuu, 3aperuCTpUPOBAHHBIE B CUCTEME MOHHUTOPHHIA
JBYKCHMSI JIEKAPCTBEHHBIX IPEMAapaToB JUIsl MEIULMHCKOTO NPUMEHEHMS WM IPEICTAaBUBIIAE B HEE
CBEICHUSI O HAHECEHUM CPEICTB MIACHTHU(PHUKAIMU Ha YIAKOBKM JIEKAPCTBEHHBIX MpEnaparoB, Hapsly C
uHpopMmanuel, ykazaHHOH B dYacTH 9.4 HacTosedl cTaTbH, MOJy4aeT COJEpXKallylocs B CHCTEME
MOHHUTOPHHIA JBUKEHUSI JIEKAPCTBEHHBIX MPENapaToB sl MEIUIMHCKOTO MPUMEHEHUs HH(OpMaLHNIo
OTPaHUYEHHOIO JJOCTYIA O CepHUsIX U MapTUSAX ITUX JIEKAPCTBEHHBIX MpenapaToB 0€3BO3ME3HO U BIIPaBe
OCYIIECTBJISITh CAMOCTOSITETIHHO WJIU MOpy4YaTh 00pabOTKy Takoi MH(OPMAIIUU TOJIHKO B COOCTBEHHBIX
uHTepecax. Ilpu 3ToM moctynm K Takoi HMHGOpMAIMM WM pe3yiabTaraM ee oOpabOTKH HMMEET TOJIBKO
JaHHBIA CYOBEKT OOpallleHusl JEKapCTBEHHBIX CPEICTB WM JHUI0, KOTOPOMY OH MOPYYUT OOpalbOTKYy.
CoctaB mpenocTaBisieMOM B COOTBETCTBMM C HACTOALIEH YacTbio HHGOpPMAIMU  OIpeaeseTcs
[TpaBuTenscTBOM Poccuiickoi @enepanum.

(vactp 10 B pen. denepanbHoro 3akoHa ot 04.08.2023 N 474-03)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

11. 3a mpoOM3BOJACTBO WJIM MPOAAXKY JCKAPCTBEHHBIX MPENApaTOB JIJIS MEIUIIMHCKOTO IPUMEHEHUS
0e3 HaHECCHHUsl CPEICTB HMICHTU(UKAIMHU, C HApYIICHHEM YCTaHOBJICHHOTO TOpPSIKA WX HAaHECCHWUs, a
TaKk’Ke€ 32 HECBOCBPEMEHHOEC BHECCHHME IAHHBIX B CHCTEMY MOHUTOPHHTA IBW)KCHHS JIEKAPCTBEHHBIX
IpernapaToB JUisi MEIUIMHCKOTO TIPUMEHCHHsT WM BHECEHHE B HEE HEIOCTOBEPHBIX JIaHHBIX
IOPUANYECKHE JIMIAa ¥ WHAUBHUIYAJIbHBIC NPEINPUHUMATENN, YKa3aHHbIC B YacTAX 4 W 7 HACTOSAIICH
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOATEIbCTBOM Poccuiickoit dexepanun.
(uactb 11 BBenena denepanbHbiM 3ak0HOM OT 28.12.2017 N 425-03)

12. TIlpaButensctBo Poccuiickoii ®enepanuu BIpaBe YCTAaHOBUTh OCOOCHHOCTH BHEIPEHUS
CHUCTEMbl MOHHMTOPWHIA JBWKEHHUS JIEKAPCTBEHHBIX IPENapaTroB Il MEIULMUHCKOTO MPUMEHEHUS,
BKJIIOYasi CpPOKM €€ BHEAPEHHUs, B OTHOUICHUM JIEKAPCTBEHHBIX MpEnapaTtoB [Uisi MEIUIIMHCKOTO
MPUMCHCHHS, BKIIOUEHHBIX B IEPEUCHb J>KU3HCHHO HEOOXOIMMBIX W BAXHEUIINX JIEKAPCTBEHHBIX
MpernapaToB, JEKAapCTBEHHBIX IMpernapaToB, MpeIHA3HAYEHHBIX [JIs OOecleueHus: JIML, OOJbHbBIX
reMo(uiIneii, MyKOBUCIIUI030M, THUMO(PHU3APHBIM HAHU3MOM, Oo0Jie3HBbIO ['olre, 370Ka4eCTBEHHBIMH
HOBOOOpa3oBaHUAMU TUMGBOUIHOMN, KPOBETBOPHON U POJICTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M,
JUIl TOCHEe TPAHCIUIAHTAIlMd OPraHoB W (WJM) TKaHEH, HHBIX JICKAPCTBEHHBIX IMpPEnapaTroB MJis
MEIUIIMHCKOTO MIPUMEHEHHS.

(dactb 12 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

Mnasa 14.1. OTPAHUYEHWA, HAJTATAEMbIE
HA OPTAHU3ALIUN, OCYLLECTBIAOLWUE AEATENNIBHOCTDb
MO OBPALLEHUIO NIEKAPCTBEHHbLIX CPEACTB

(BBeneHa @enepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

Ctatba 67.1. OrpaHuMyeHusi, Hanaraemblie NPU OCYLIECTBNEHUU [OeATeNbHOCTU B
cchepe obpalleHUs NeKapCTBEHHbIX CPeaCTB

1. Opranuzanuu, 3aHUMaroUIvecs pa3pabOTKOH, NPOM3BOJACTBOM U (WIM) peanu3anuen
JIEKapCTBEHHBIX MPENnaparoB A MEAUIIMHCKOIO MPUMEHEHMsI, OpraHu3aluy, 00aJatolie npaBaMu Ha
HCII0JIb30BaHNE TOPrOBOI0 HAMMEHOBAHUS JIEKAPCTBEHHOI'O Npenapara Juisi MEAUIIMHCKOTO IIPUMEHEHUS,
OpraHM3ali ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CpEICTBAMH, AaNTeUHble oOpraHu3auuu (MX
IPEJCTaBUTENIN, UHbIE (U3NYECKHUE U IOPHIMYECKHE JIMIA, OCYLIECTBISIONIME CBOKO AEATEIbHOCTH OT
MMEHU 3TUX OpraHu3aluil) B OTHOUIEHHMH MEAUIMHCKUX PAOOTHUKOB M PYKOBOAMUTEIEH METUIIMHCKUX
OpraHu3aIyii He BIpaBe:

1) BpyuyaTh MOJapKH, BBHIIUIAYMBATH JCHEKHBIE CPEICTBA (32 MCKIIOYEHHEM BO3HArpa)kICHHI 1o
JIOTOBOpaM IIpM  TPOBEACHUM KIMHUYECKMX HCCIECJOBAHMM JIEKAPCTBEHHBIX IIPENapaToB Ui
MEAUIMHCKOTO TPUMEHEHHUS, BO3HArpaXkI€HWUH, CBA3aHHBIX C OCYIIECTBICHHUEM MEIUIIMHCKUM
paOOTHHUKOM IEAaroruueckoi u (WiM) HaydHOW AEATENbHOCTH), B TOM YHCIIE OMJIauuBaTh Pa3BICUCHMUS,
OTIBIX, TPOE3JT K MECTY OT/bIXa, a TAaK)Ke MPHUBJIEKATh K Y4acTHUIO B pa3BJIEKATEIbHBIX MEPONPHUATHIX,
IIPOBOJMMBIX 3@ CUET CBOUX CPEJCTB;

2) 3akiaoyaTh COMIAIICHWS O Ha3HAYeHMHM WM PEKOMEHJAllMu MalueHTaM JIeKapCTBEHHBIX
IIPENnapaToB AJI MEIULMHCKOTO MPUMEHEHHUS (3@ UCKIIIOUYEHUEM JOIOBOPOB O NMPOBEAECHNUN KIMHUYECKUX
MCCIIETOBAaHUM JIEKapCTBEHHBIX MPENapaToB /Il MEIULIUHCKOTO IPUMEHEHU);
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

3) npenocTaBisATh 00pa3Ibl JEKAPCTBEHHBIX MpPEnapaToB JJs MEAUIMHCKOTO MPUMEHEHHUS B LIEJSIX
BPYYEHHUsl TMalUEeHTaM (32 HCKJIIYEHUEM CIIy4yaeB, CBS3aHHBIX C IPOBEIEHUEM KIMHUYECKHUX
HCCIIEIOBaHUM JIEKAPCTBEHHBIX IIPENApaTOB JIJIsl MEAULIUHCKOIO IPUMEHEHU);

4) npeoCTaBISATh HEJOCTOBEPHYIO U (WJIM) HEMOJIHYIO HH(POPMAIUIO O JIEKAPCTBEHHBIX Mpernaparax
JUTSI MEIMITTHCKOTO IPUMEHEHUS;

5) mocemate ux B pabouee BpeMs Ha pabOuMX MecTax, 3a UCKIFOUYEHHEM CIlyyaeB, CBA3aHHBIX C
IIPOBEJICHUEM  KJIIMHUYECKUX HCCIIEIOBAaHUI  JIEKAPCTBEHHBIX IIPENapaToB Uil  MEIUIMHCKOTO
IIPUMEHEHHs, C YyYaCTHEM B MOPSJIKE, YCTAHOBIEHHOM DPYKOBOAMTEIEM MEAMLMHCKOW OpraHu3aluy, B
COOpaHMsIX MEIUIIMHCKUX paOOTHUKOB M HMHBIX MEPOIPHUATHSAX, HANpPABICHHBIX Ha MOBBIIICHUE HX
Ipo(eCCHOHATBHOIO YPOBHSA WM Ha NPEeAOCTaBIeHHE HH(GOpPMAlUU, CBSI3aHHOH C OCYIIECTBIECHUEM
MOHHUTOPHUHTA 0€30IaCHOCTH JIEKAPCTBEHHBIX MIPETIApaToB;

6) no0yX/1aTh K BBIIMCHIBAHUIO JIEKAPCTBEHHBIX MpPENapaToB JUIsl MEJUIMHCKOIO MPUMEHEHUs Ha
OnaHKax, copepKalmux MH(GOPMALUIO PEKJIAMHOIO XapakTepa, a TakkKe Ha PELEeNTypHbIX OJaHKax, Ha
KOTOpBIX 3apaHee HareyaTaHO HaWMEHOBAaHUE JIEKAapCTBEHHOro IIpernapara i MEIUIMHCKOIo
IIPUMEHEHHUSL.

2. Opranu3zanuy, yka3aHHble B a03alie nepBoM yacTH | HacTosued cTaTbM, U UX HPEACTaBUTENHU B
OTHOIIECHHUU (hapMaIeBTHYECKIX PAOOTHHKOB U PYKOBOAMTENIEH alTeYHBIX OPTaHU3aINi HE BIIPABE:

1) Bpy4daThb IIOAApKH, BbIIUIAYUBATH NCHCKHBIC CPCACTBA, B TOM YUCIIC OIJIAYMBATH PA3BJICHYCHU,
OTAbIX, IMPOC3aA K MCECTY OTAbIXa, W IIPHUBJICKATb K YYACTHUIO B Pa3BJICKATCIIbHBIX MCPOIIPUATHAX,
IIPOBOAMUMBIX 3a CUHCT CBOUX CPCIACTB,

2) npenocTaBiIATh O0pa3lbl JEKAPCTBEHHBIX IPENapaToB i MEIULUHCKOTO MPUMEHEHUs IS
BpY4YEHMs HACCIICHUIO;

3) 3aKJII04YaTh COrJIall€HUA O MPCHIOKCHHUHN HACCICHUIO OHNPCACICHHBIX JICKAPCTBCHHBIX
npenapaTroB AJist MCAUIIUHCKOT'O IPUMCEHCHU A,

4) npenocTaBIsATh HEAOCTOBEPHYIO U (WJIN) HEMOJIHYI0 HHPOPMAIIUIO O JIEKaPCTBEHHBIX MpernapaTax
JUIE  MEOUIMHCKOTO TPUMEHEHHUs, B TOM 4YHCI€ MMEIOIMX OJMHAKOBOE MEKIYHAapOJIHOE
HENaTeHTOBaHHOE HaMEHOBAaHHUE.

Cratba 67.2. TpeboBaHMA K opraHM3aumMum U NpPoBeAEHUID Hay4YHbIX MEepOonpuUATUN,
MHbIX MEpPONpPUATUNA, HamnpaBfieHHbIX Ha NOBbIWEHWe NnpPo¢eCCUOHANBLHOIO YpPOBHS
MeAULIMHCKMX paboTHUKOB WU Ha npeaocTtaBrieHne UWH¢gopmauum, CBA3aHHOU C
ocyLiecTBNeHUeM MOHUTOPUHra 6e3onacHOCTU fieKapCTBEHHbIX NpenapaTos

1. IIpu npoBeneHNN HayYHBIX MEPONPUATUHN, UHBIX MEPOIPHUATHI, HAIIPABIEHHBIX Ha MOBBIIIEHUE
npoeccHoOHabHOTO YPOBHSI MEAMIMHCKUX pPAOOTHUKOB WJIM Ha TIPEJOCTaBICHHE CBS3aHHOM C
OCYILIECTBIICHUEM  MOHUTOpPHHra  O€30IacHOCTHM  JIGKAPCTBEHHBIX  IpenapaToB  HHQOpMaluy,
OpraHM3yeMbIX OpraHM3alMsIMH, yKa3aHHbIMM B ab3ane nepBoMm yactu | crateu 67.1 Hacrosiero
denepanbHOr0 3aKOHa, MX NPEACTABUTENSIMH W (WiM) (UHAHCUPYEMBIX 3a CUET CpPEICTB JTHUX
OpraHM3alliii W UX [peJCcTaBUTENeH, 3alperniaercs MPEensTCTBOBaTh YYaCTHI0 B YKa3aHHBIX
MEPOIPUATHIX MHBIX OpraHU3aluii, KOTOPbIE MPOU3BOJAT WM PEANMU3YIOT JEKAapCTBEHHBIE MpenapaThl
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?;iie?:;gbivzl ;%KZO‘; or 12.04.2010 N 61-03 [loKyMeHT npeziocTaBnieH KoHcynbTaHTTIoc

"06 obpalleHMn NekapCTBEHHbIX CPeacTB” Aata coxpaxenms: 10.02.2025

JUIS MEJMIIMHCKOTO TIPUMEHEHUS CO CXOXXUM MEXaHW3MOM (hapMaKOJIOTUYECKOTO ICHCTBHS, JHOO
Co37aBaTh JUCKPUMHUHAIMOHHBIC YCIOBUS JUIA OJIHUX YYaCTHHUKOB IO CPaBHEHUIO C JPYTHMH
Y4aCTHUKAMH, & UMEHHO:

1) nmpenocTaBiATh pa3IMYHOE KOJMYECTBO BPEMEHHM JJIS BBICTYIUICHUH YYaCTHUKOB, Pa3JIMYHbIE IO
pasMepy 3aHHMaeMOH IUIOIAAU MECTa JUIl JAEMOHCTpaluu oOpas3LloB JIEKapCTBEHHBIX MpPENapaTroB It
MEIULMHCKOIO INPHUMEHEHUS WIM PEKIaMHBIX MAaTepUajoB O JICKapCTBEHHBIX IIperaparax s
MEJIULUHCKOTO NPUMEHEHMS HA DKCIIO3ULMUAX, CTEHIaX, 38 UCKIIOUECHUEM CIIy4aeB, €CJIM TaKHUE YCIIOBHS
3aKpeIUIeHbl B COMIALICHUAX 3TUX OpraHM3alui, X IpeicTaBuTesell 0 (PUHAHCUPOBAHUU YKa3aHHBIX
MEPOTPUATHIA U 00YCIIOBIIEHBI PA3TMYHBIMU 3aTPAaTaMH YYACTHUKOB Ha WX OPTaHU3ALHIO;

2) ycraHaBIMBaTh pa3Mep B3HOCA AJIs YYAaCTHUKOB MEpOINPUSATHH, yKa3aHHbBIX B al3ale IepBOM
HACTOSLIECH YaCTH, IPEBBIIIAIONIMN CYMMY 3aTpaT Ha OPTaHU3aLUI0 YKa3aHHBIX MEPOIPUATUI U BEAYIIUN
K HEOOOCHOBAHHOMY OTPaHMUYCHHIO YUCIIA UX YYaCTHUKOB.

2. Opranuzauuy, ykasaHHble B a0O3aue nepBoM yactu 1 crarbu 67.1 Hactosmero denepanbHOro
3aKOHA, UX IMPEJICTABUTENHN, OCYIIECTBIIAIONIME OpraHu3aluio U (win) (UHAHCUPOBAHHE MEPOIPUITUH,
YKa3aHHBIX B 4aCTH | HACTOSIICH CTaThH, 0053aHBI 00ECIICYNBATE JOCTYI K MH()OPMAIIUY O JJaTe, MECTE U
BPEMEHHU MIPOBEACHUS YKa3aHHBIX MEPOIpPUATUH, IUIAaHAX, NpOrpaMMax IMPOBEICHHUSI YKa3aHHBIX
MepOHpI/ISITI/Iﬁ 1 TEMax, IIaHUPYCMBIX I PaCCMOTPCHUA, COCTABC UX YYACTHHUKOB ITYTCM pPa3MCHICHUA
COOTBETCTBYIOLIEH MH(OpMaIMM Ha CBOUX OQUIMATIbHBIX cailiTax B cetu "VHTepHeT" He mo3jHee IBYX
MeCSLEB J0 Havaja MPOBEACHUS YKAa3aHHbBIX MEPOIPUSITHIH.

3. Undopmanus o npoBeeHUH MEpOIPHUITUH, YKa3aHHBIX B 4acTU 1 HacTosIued CTaTbu, B CPOK,
YCTQHOBJICHHBIN YAacThIO 2 HACTOSAIICH CTaThH, JOJDKHA OBITH HampaBiieHa B (elnepanbHbIA OpraH
UCIOJHUTEIBHOW  BIIACTH, OCYLIECTBISAIOIMMNA (YHKIMH 1O KOHTPOJIIO U Haa3opy B chepe
3[IpaBOOXPAHEHMs, IS MOCIEAYIOIIEro pa3MeIleHusl e¢ Ha O(ULUAIBHOM CaiiTe 3TOro OpraHa B CETH
"NuTepuer".

nasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EOEPALIUM NP OBPALLEHUU NEKAPCTBEHHbLIX CPEACTB
N BOSMELLEHUE BPEOA, NPUYUHEHHOIO 30POBbLIO NIPAXXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHopaTtenbcTBa Poccunckon
depepaumm npu o6paLleHUn NNeKapCcTBEeHHbIX CpeacTB

1. Hapymenue 3akoHomaTenbcTBa Poccuiickoit ®enepanuu npu OOpalleHUH JIEKapCTBEHHBIX
CpPEICTB BJEYET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENIHCTBOM Poccuiickoi
denepanuu.

(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

2. 3a Hemnpe/CTaBlIEHUE WIM HECBOEBPEMEHHOE Mpe/icTaBieHue HH(OpMaIMK U (WIK) TOKYMEHTOB
aub0 TpeACTaBlIieHWE HENOCTOBEPHbIX UHGpopManuu U (WIKM) JOKYMEHTOB, MPEIyCMOTPEHHBIX
HactosmuM  DenepalbHBIM  3aKOHOM, CYOBEKThI OOpalleHHs JIEKAPCTBEHHBIX CPEJICTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

(uactp 2 BBeneHa DenepanibHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHOrO 3aKOHA OT
04.06.2018 N 140-d3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

Cratba 69. Bo3meweHne Bpepna, NPUYMHEHHOro 340pPOBbLI0 FpaXpaH BcreancTeuve
NpPUMeHeHUs NeKapCcTBEHHbIX NpenapaToB

1. [IpousBoauTENb JIEKAPCTBEHHOTO Mpenapara 00s3aH BOSMECTHTD BpPE, IPUUNHEHHBIH 370POBBIO
rpakJaH BCJEICTBUE IPUMEHEHHs JICKapCTBEHHOI'O Mpernapara, eciii JoKa3aHo, YTo:

1) nexapcTBEHHBIH mpenapar MPUMEHSICS IO Ha3HAYEHWIO B COOTBETCTBMM C HMHCTPYKLHUEH II0
MPUMEHEHUIO JIEKApCTBEHHOIO IpernapaTa M NMPUYMHON Bpelda SBUJICS BBOJ B TIpaKAaHCKUIl 00opoT
HEZ00pOKaYECTBEHHOIO JIEKAPCTBEHHOI'O IIperapara;

2) Bpel 3I0pOBbI0 MPUYMHEH BCIEICTBUE HEAOCTOBEpHON uHGpOpMaluu, colepKauieiicss B
MHCTPYKLUHU 10 IPUMEHEHUIO JIEKAPCTBEHHOTO IIpenapara, U3JaHHOW IPOU3BOAUTEIEM JIEKAPCTBEHHOIO
npernapara.

2. B ciydae, eciau Bpex 3J0pOBBIO IpaXkIaH MPUYMHEH BCIIEACTBHE IPHMEHEHHS JICKAPCTBEHHOTO
npernapara, MPHULICANICr0 B HErOJHOCTh B pPe3yJbTaTe HapyLICHHs MpPaBHJ XPAHEHHs JIEKApCTBEHHBIX
CPEICTB, MPaBUJ ONTOBOW TOPTOBJIM JIEKAPCTBECHHBIMHU IperapaTaMu, IMPaBHJ OTIYCKa JIEKAPCTBEHHBIX
npernapaToB, HpaBHJ H3TOTOBICHUS W OTIYCKa JIGKAPCTBEHHBIX IPENaparoB, BO3MELICHHE Bpela
OCYIICCTBIISICTCS. COOTBETCTBEHHO OpraHM3allMell ONTOBOM TOPTOBJIM JICKAPCTBEHHBIMH CPEICTBAMH,
anTeYyHOW OpraHu3aluel, WHAWBUIYAIbHBIM IMpEINPHHUMATEICM, HWMCIOIIUMU JIMICH3HIO Ha
(bapManeBTHYECKYIO JIESATEIBHOCTh WM JIMICH3UIO HAa MEIUIMHCKYIO JeSTEIbHOCTh, MEIUIIMHCKON
OpraHuzanuel, HMMCEKUICH JHUICH3UI Ha (apMalEBTUYCCKYIO JESITENbHOCTh (ee 000CcO0IICHHBIM
MO/Ipa3iejICHUEM, PACIIOIOKEHHBIM B CEJIbCKOM HACEICHHOM IyHKTE, B KOTOPOM OTCYTCTBYET anTeuHast
OpraHu3anusi), JOIMYCTUBIIMMH ITPOJIAKy HIIH OTITYCK TAKOTO JISKAPCTBEHHOT'O Mperapara.

(B pen. DenepanbHbix 3aKoHOB 0T 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. Bo3menienue Bpeda, MNPUYMHEHHOTO 3/I0POBBI0 TPaXKJAaH BCIEACTBUE MPUMEHEHUS
JIEKapCTBEHHBIX IPENapaToB WM COBEPUICHHS MPOTUBOMNPABHBIX JEHCTBUN CyOBEKTaMu OOpalieHUs
JIEKApCTBEHHBIX CPEJICTB, OCYIIECTBISIETCS B COOTBETCTBUUM C 3aKOHOJAATENbCTBOM Poccuiickoit
denepanuu.

Mnasa 16. 3AKITIOUYUTEJIbHbLIE NMOJIOXEHUA

Cratba 70. O npu3HaHMKM yTPaTUBLUMMU CUNY OTAESIbHbIX 3aKOHOAATeNbHbIX aKTOB
(nonoxeHun 3akoHoAaTenbHbIX akToB) Poccumnckon depgepaumm

[Tpu3HaTh yTpaTUBIIUMU CUITY:

1) denepanbubiii 3akoH ot 22 uwoHA 1998 roma N 86-®3 "O nexapcTBEHHBIX cpencTBax”
(CoOpanue 3axkoHonaTenscTBa Poccuiickoit @enepanmn, 1998, N 26, ct. 3006);

2) denepanbHblii 3akoH oT 2 ssHBaps 2000 roga N 5-®3 "O BHeceHUM M3MEHEHUS U JOIOJIHEHUH B
@enepanbubiii 3akoH "O nexkapcTBeHHbIX cpeacTBax" (CoOpanHue 3akoHomaTenbcTBa Poccuiickoit
®enepanun, 2000, N 2, cT. 126);

3) crartbio 40 denepanbHoro 3akona ot 10 suBaps 2003 roga N 15-@3 "O BHeceHNH U3MEHEHUH U
JIOTIOJIHEHUH B HEKOTOpPBIE 3aKOHOJATENbHbIE aKkThl Poccuiickoil Penepanny B CBS3M C IPUHATHEM
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

@enepanbHoro 3akoHa "O  JIUIEH3UPOBAHMM  OTAENBHBIX BHIOB jaearenbHocTH"  (CoOpanue
3akoHoarenbcTBa Poccuiickoit ®enepanuu, 2003, N 2, cr. 167);

4) cratpio 31 denepanbHoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeceHHHM U3MEHCHUN W
JIOTIOJIHEHUH B HEKOTOpBIE 3aKOHOJaTeIbHbIe akThl Poccuiickoit denepanuu, Npu3HAHUUA YTPATUBIIMMHU
CUIIy OTJACIBHBIX 3aKOHOJATENbHBIX aKTOB Poccuiickon @enepanuu, NPEeNOCTABICHUM OTIEIbHBIX
rapaHTUil COTPyIHUKAM OPraHOB BHYTPEHHUX JI€JI, OPTaHOB MO KOHTPOJIIO 32 000pPOTOM HApPKOTUYECKUX
CPEACTB M TICUXOTPOIHBIX BEIIECTB M YIpa3AHAEMBIX (eAepalbHbIX OPTaHOB HAJOTOBOH MOJHIIMU B
CBSI3M C OCYIIECTBICHHEM MEp IO COBEPIICHCTBOBAHUIO rocynapcTBeHHoOro ympanienus" (Cobpanue
3akoHonarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateio 101 ®enepanproro 3akona ot 22 asrycra 2004 roga N 122-03 "O BHeCCHHH W3MEHCHHIM
B 3aKOoHozarelbHble akThl Poccuiicko denepanuu M NPU3HAHUM YTPATUBLIMMHU CUJIYy HEKOTOPBIX
3aKOHOJATeNbHbIX akTOB Poccuiickoit ®@enepanuu B cBsizu ¢ npuHsatueM PenepanbHbIX 3aKoHOB "O
BHECCHHHM H3MEHEHHM u nonosiHeHuil B denepanpHbiii 3akoH "OO 00MMX MPUHIMIIAX OpPTraHU3AINH
3aKOHOAATENbHBIX (IMPEICTAaBUTENbHBIX) W HCIOJHUTEIbHBIX OpPraHOB TOCYIApCTBEHHOH BlacTu
cyobektoB  Poccuiickoit  ®enepauun" wu  "OO oOmMX NpPUHLMIAX OPraHU3aldd  MECTHOIO
camoynpasnenusi B Poccuiickoit @enepanun" (Cobpanue 3akoHomarenbcTBa Poccuiickoit denepanum,
2004, N 35, ct. 3607);

6) crarero 28 denepanbHoro 3akona ot 18 mexadbps 2006 roga N 231-D3 "O BBeacHUH B ICHCTBHE
yactu uerBeprod ['paxnmanckoro konekca Poccuiickoit ®enepauun" (CoOpaHue 3aKOHOAATEILCTBA
Poccutickoit ®deneparuu, 2006, N 52, cT. 5497).

CraTtba 71. BctynneHue B cuny HacTtosuwero PepgepanbHOro 3akoHa

1. Hactosauuit denepanbHblii 3aKoH BeTynaeT B cuity ¢ 1 centsops 2010 roaa.

2. JlekapcTBeHHBIE CpEICTBA, 3apETHCTPUPOBAHHBIE JO JHS BCTYIUICHUS B CHJIYy HACTOSIIETO
denepanbHOro 3aKOHA, MOMJICKAT BKIFOYEHUIO B FOCYIAPCTBEHHBIE PEECTPHI JEKAPCTBEHHBIX CPEACTB C
BHECEHHEM YyKa3aHHBIX B yactu | crartbu 33 Hactosimero denepalibHOrO0 3aKOHA CBEACHHH 00 ATHX
JIEKapCTBEHHBIX CpeACTBaX 0e3 MPOXO0XACHHS BHOBb MPOIEAYpbl TOCYAAPCTBEHHOW pErucTpanuu
JIEKapCTBEHHBIX MPEMAPATOB.

3. T'ocynapcTBeHHas perucTpalys JeKapCTBEHHBIX MPENapaToB, 32 UCKIOYEHUEM JIEKaPCTBEHHBIX
npemnaparoB i MCAUIHUHCKOIO IPUMCHCHHA, MPCACTABJICHHBIX Ha YKAa3aHHYIO PCTUCTPALMIO OO OHA
BCTYIUIEHHUS B CHJIy Hactosiuero denepanbHOro 3aKOHA, OCYIIECTBIISIETCS B COOTBETCTBUU C HACTOALLIUM
dDeJ:[epam)HmM 3aKOHOM Ha OCHOBAaHHMU NOKYMCHTOB W JAHHBIX, NPCACTABJICHHBIX OO JHA BCTYIJICHUSA B
cuiy Hacrosiiero deaepanbHOro 3aKoHa.

(B pen. @enepanpuoro 3akoHa ot 11.10.2010 N 271-D3)

3.1.T OCyAapCTBCHHAA PErucCTpanusd JICKAapCTBCHHBIX MPLCIapaToB JJIsI MCAUIUHCKOT'O ITPUMCHCHUA,
MNpEACTABJICHHBIX Ha TOCYAApCTBECHHYIO PCTUCTPAlIMIO OO0 JHA BCTYIUICHHA B CHIIY HACTOAIICTO
qDCI[Cp&J'H:HOI’O 3dKOHA4, U TOCYHapCTBCHHAA PErucTpanusa JICKApCTBCHHBIX IMPCHIApaToB  IJId
MCIUIOHUHCKOro IPUMCHCHUA, IPCACTABJICHHBIX Ha OJKCICPTU3Y JICKAPCTBECHHBIX CPEACTB 0 OHA
BCTYIUICHHUA B CHUIIY HACTOAIICTO dDeL[epanLHoro 3aKOHa B HCIIIX HUX HOCHC,I[y}OH_[Cﬁ FOCYI[apCTBeHHOﬁ
peructpaiu, OCYHICCTBIIAIOTCA Ha OCHOBAHMMU JOKYMCHTOB W JaHHBIX, HOPCACTABJICHHBIX 10 OHA
BCTYIUICHHA B CUJIY HACTOALICTO (Dez(epanLHoro 3aKOHa, a TaKXC 3asiABJICHUA O T OCYII&pCTBGHHOfI
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

pEerucTpalvy JEKapCTBEHHOIO TMpernapara, MPEeACTaBICHHOTO IMPOU3BOIUTEIIEM JIEKAPCTBEHHBIX
[IpernapaToB WM YIIOJTHOMOYEHHBIM UM JIMLIOM B COOTBETCTBUU ¢ HacTosAumM DeaepanbHbIM 3aKOHOM B
YIIOJTHOMOYEHHBIN (efiepabHBIN OpraH UCIIOHUTENbHON BiacTu 10 1 mapra 2011 rona, 6e3 TpeboBaHus
YIUJIAThl TOCYIapCTBEHHOW MONUIMHBI, TPEAYCMOTPEHHOM 3aK0HO1aTesIbcTBOM Poccuiickont denepaiuu o
Hajorax u coopax.

(dactb 3.1 B pen. @enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.2. lloxarBepXJeHUE TOCYAAPCTBEHHOW PErHCTpallud  JIEKAPCTBEHHBIX MpemnapaTtoB  JUIst
MEAUIIMHCKOTO MPUMEHEHHS, MPEACTABICHHBIX JJISl MOATBEPKIEHUS TOCYAAPCTBEHHOW PErUCTpaluu 110
JHS BCTYIUIEHHMSI B cuily Hactosiero denepanbHOro 3akoHa, W TMOJITBEPXKACHUE TOCYIapCTBEHHOU
pEerucTpaluy JIEKApCTBEHHBIX MPENapaToB JUIsl MEIULHUHCKOrO MPUMEHEHHUs, IPEACTABICHHBIX Ha
AKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10 JHS BCTYIUICHHUS B CHiy Hactosuero denepanbHOro 3akoHa B
LEeIsIX TOCIEeNYIOIIer0 MOATBEPKACHUS HMX TOCYJapCTBEHHON pPEerucTpaluu, OCYIIECTBIISIIOTCS Ha
OCHOBAaHMHU JOKYMEHTOB U JIaHHBIX, MPEJICTAaBICHHBIX JO [HSA BCTYIUICHUS B CHJy HACTOSIIETO
@denepallbHOTO 3aKOHA, a TaKXKE 3asdBICHUS O TMOATBEPXKIECHUU TOCYAapCTBEHHOW perucTpaiuu
JIEKApCTBEHHOT'0 TIpernapara, MPeJCTaBICHHOTO IPOU3BOIUTEIEM JICKAPCTBEHHBIX IMPENapaToB MM
YIIOJTHOMOYEHHBIM MM JIMIIOM B COOTBETCTBHM C HacToAmuMm @DenepalbHbIM 3aKOHOM B
YIOJIHOMOYCHHBIN (peiepaabHbIil OpraH UCIOJHUTENbHOM BiacTu 10 1 mapta 2011 roga, 6e3 TpeboBanus
yILIaThl TOCYAAPCTBEHHOM MOLUIHHBI, IPETyCMOTPEHHON 3aKoHOAaTeIbCTBOM Poccuiickoit @eneparuu o
Hajorax u coopax.

(uactsb 3.2 B pen. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

3.3. IlpunsAtue pemeHUss O BHECEHMM W3MEHEHMH B JOKYMEHTBI, COJEpKalluecs B
PEruCTpallMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIM JIEKApCTBEHHBIM Ipernapar Ais MeIUILMHCKOIo
IIPUMEHEHUSI U TPEACTaBIECHHBIE J0 JHSA BCTYIUJIEHUS B CUy HacTosuero denepasbHOro 3aKoHA, U
IIPUHATHE PEIIEHUsS] O BHECEHUU U3MEHEHUN B JJOKYMEHTBI, COJEpKAIleecs] B PerUCTPALMOHHOM JIOChE Ha
3aperucTpUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT i MEIULIUHCKOTO IPUMEHEHHUS U MPECTaBICHHbIE HA
HKCHEPTH3Y JIEKAPCTBEHHBIX CPEACTB A0 JIHS BCTYIUIEHHUS B CHIly HacTosuiero denepaibHOro 3aKkoHa,
OCYILIECTBISIOTCS Ha OCHOBAaHUM JOKYMEHTOB M JAHHBIX, MPEACTABIECHHBIX 1O JHS BCTYIUIEHUS B CHILY
Hacrosimero denepaqbHOrO 3aKOHA, a TaKXKe 3asBIEHUS O BHECEHWHM M3MEHEHUH B JIOKYMEHTHI,
coJieprKalliecs B PEruCTPalliOHHOM JO0Ch€ Ha 3aperuCTPUpPOBAHHBIA JIEKAPCTBEHHBIM INpemnapar uis
MEIULUHCKOTO TPUMEHEHUs, IPEICTABICHHOIO IPOU3BOANUTENIEM JIEKapCTBEHHBIX NpenapaToB WU
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBMM ¢ HacTosiiiuM DenepanbHbIM — 3aKOHOM B
YIIOJIHOMOYEHHBIN (heiepabHblil OpraH UCIOIHUTENbHON BiacTu A0 1 mapra 2011 rona, 6e3 TpeboBaHUs
yIUIaThl TOCYTapCTBEHHOM IMOLUIMHBI, IPEYCMOTPEHHOM 3aKOHOKaTenbCcTBOM Poccniickoit @enepanun o
Hajorax u cobopax.

(dactb 3.3 B pen. denepanpuoro 3akona ot 29.11.2010 N 313-D3)

3.4. Bplmaua paspenieHMM Ha TNPOBEACHHE KIMHUYECKMX MCCIEAOBAHUN JIEKAPCTBEHHBIX
IIpenaparoB JUIsl MEIULMHCKOrO NPUMEHEHHsS 110 3asBJICHUSAM, MOJAHHBIM J0 JHS BCTYIUICHHS B CHUILY
Hacrosuiero denepanbHOro 3aKOHa, a TAKXKE 110 3asABICHUAM, ITOJAHHBIM I10CIIE AHS BCTYILICHUS B CUILY
Hacrosiniero denepanbHOro 3aKOHAa HA OCHOBAHMM JKCIIEPTU3, TPOBENCHHBIX 10 JHS BCTYIUICHUS B CHILY
Hacrosuero denepaJbHOrO 3aKOHA, OCYILIECTBISAETCS B COOTBETCTBUM C HacrosuuM DenepanbHbIM
3aKOHOM Ha OCHOBAHMM JOKYMEHTOB W JAHHBIX, IPEJCTABICHHBIX WIH ITOJYYEHHBIX 0 JHS BCTYIUICHUS
B cuiy Hacrosmero denepajsbHOro 3aK0Ha, a TAKKE€ HA OCHOBAHHMM KOIHUH IIPEABAPUTEIIBLHOIO JOTr0BOpa
0053aT€IbHOTO  CTPAXOBAHMUS KU3HHU, 3JI0POBbS MAIIMEHTOB, YYaCTBYIOUIMX B  KIMHUYECKOM
HCCIIEA0BAHUM JIEKAPCTBEHHOI'O IIperapara s MEIULHUHCKOIrO INPUMEHEHMs, WM KOIUU JOroBOpa
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

0053aTENIbHOTO ~ CTPAXOBAaHUS  KU3HH, 3/J0pOBbSl MAIMEHTOB, YYaCTBYIOUIMX B  KIMHHUYECKOM
UCCJIEIOBAaHUM JIEKAPCTBEHHOTO Tperapara JJisi MEAMIIMHCKOTO MPUMEHEHHs, JIMOO MpeCTaBICHHON
KOIIMH J0rOBOpa 00s3aTeIbHOI0 CTPAXOBAHUS, 3aKJIFOYCHHOTO B COOTBETCTBUU C THUIIOBBIMH IPAaBUIAMU
0053aTeILHOTO CTPAaXOBaHMsSI, C YKa3aHHEM IHPEIesIbHONW YHCICHHOCTH MAalUEHTOB, y4YacTBYIOIIUX B
KIMHUYECKOM HCCIICZIOBAaHUM JIEKAPCTBEHHOI'O TMperapara s MEIUIUHCKOro MpHUMEHEeHHs, 0e3
TpeOOBaHUs YIUIAThl FOCYAaPCTBEHHOW MOILUIMHBI, MPEIyCMOTPEHHON 3aKOHOJATeNbCcTBOM Poccuiickoii
®denepanuu 0 HaJorax U coopax.

(dactb 3.4 B pen. Genepanpuoro 3akona ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B WHOCTPAHHOW BaJIOT€ 10 JHS BCTYIUICHUS B CHJIY HACTOSIIETO
denepanbHOroO 3aKOHA IPEIEIbHbBIE OTITYCKHBIE LIEHBl MHOCTPAHHBIX IPOU3BOAUTEINICH HA JIEKAPCTBEHHbBIE
mpemapaTsl, BKIIOYCHHBIE B IEPEYCHb KU3HEHHO HEOOXOMUMBIX M BaXKHEWIIUX JIEKAPCTBEHHBIX
IpernapaToB, MOJJIeKaT nepecuery B pyonu no kypey LlentpanbHoro 6anka Poccuiickoit @enepanuu Ha
naty, ycraHoBieHHyio [IpaButenbctBom Poccuiickoit denepanun, 06e€3 mpeacTaBieHUs 3asBICHUS O
IepecyeTe LeHbl C BHECEHUEM COOTBETCTBYIOLMX M3MEHEHUH B rOCYJIApPCTBEHHBINA PEECTpP MPEeAeabHBIX
OTIYCKHBIX II€H MPOM3BOJUTENCH Ha JICKAPCTBEHHBIE IMpernapaThl, BKIIOUYCHHbIC B MEPEUEHb KM3HEHHO
HEO0OXOIMMBIX M BaKHEUIIIHNX JIEKApPCTBEHHBIX MIPENapaToB.

(dactp 3.5 BBeaena denepanbubimM 3akoHoM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE JO JHS BCTYIUIEHUsT B cuily Hactosuero ®denepanbHOro 3akoHa
MpeAelibHBIE OTHYCKHBIE II€Hbl POCCHUUCKUX MPOU3BOJUTENEH Ha JIEKAPCTBEHHBIE IIperaparThl,
BKJIFOYCHHBIC B TIEPEUCHb >KM3HCHHO HEOOXOIUMBIX M BAKHEWINHX JICKAPCTBEHHBIX IPENapaTosB,
nojuiexar wuHaekcauuu ¢ 1 HosOps 2010 roma wcxonas W3 TPOTHOZUPYEMOTO YPOBHSA WHQIISLNH,
ycranoBieHHOro deaepanbHbiM 3aKk0HOM OT 2 nexadpsa 2009 roga N 308-03 "O denepanbHOM Or01KETE
Ha 2010 rox u Ha nnanoBsii mepuod 2011 u 2012 ronos" na 2011 rog.

(uacTb 3.6 BBeneHa @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roma He qomMycKalOTCS MPOU3BOJCTBO U BBO3 B Poccuiickyro denepariuio
JIEKapCTBEHHBIX MPENapaToB B YIIAKOBKAaX ¢ MApKUPOBKOH, KOTOpast ObljIa HAaHECEHA J0 JHS BCTYIUICHUS B
cwry Hactosmero dexepanbHOro 3akoHa. [1o MCTeYeHMHM yKa3aHHOTO CPOKa JaHHBIC JICKAPCTBEHHBIC
mpemapaTsl MOTYT OTHYCKAaThCs, PEAIM30BBIBATHCS, MEpeAaBaThbCsl M MPUMEHSITHCS JO UCTEUCHUS HX
CpOKa TOJTHOCTH.

(B pen. PenepanbHbix 3aKkoHOB 0T 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co nmHa BcTymieHus B cuity Hactosimero denepanbHoro 3akona u no 30 ampenst 2011 roga
BKJIFOUMTENBHO JIOMYCKAeTCs TMPOBENEHUE OKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB  AKCIEPTaMHU
OKCIICPTHOI'0  YUYPCKACHUA OO0 TMPOXOXKIACHUA HWMHU aTTeCTalkuu B IMOPAAKE, YCTAaHOBJICHHOM
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPTaHOM HCTIOTHUTEIHHON BIACTH.

5. Co mHsa BCTyIuieHHs B cuily Hacrosimiero ®eaepanbHoro 3akoHa u mo 31 mexabpst 2013 roma
BKJIIOUNTENBHO OCYLLECTBIISIETCS NMEPEXO] K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
MpaBWJIaMH OpPTaHHU3aIMK MPOU3BOJICTBA U KOHTPOJII KauecTBa JEKApCTBEHHBIX CPENICTB, yKa3aHHBIMU B
yactu | cratem 45 Hactosmero dexepalbHOro 3aKoHa, B MOJIHOM oObeme. Cpoku mepexoja
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K MX IPOU3BOJICTBY B COOTBETCTBUU C KOHKPETHBIMH
TpeOOBAaHUSAMHU MAHHBIX MPAaBUJ, BKJIIOYAs CPOKM aTTECTAl[MM YIOJHOMOYEHHBIX JIHI, YKa3aHHBIX B
gacTax 6 m 7 crateu 45 Hacrosmero denepanpbHOrO 3aKOHA, ycTaHaBlIuBaroTCsA IIpaBuTenscTBOM
Poccutickoit denepanumu.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-d3
(pen. ot 26.12.2024)
"06 obpalleHMn NekapCTBEHHbIX CPeacTB”

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 10.02.2025

6. JluueH3uun Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB, BblIaHHble 10 1 sHBaps 2014 roxa,
nercTByroT nocie 1 stuapst 2014 roma A0 MCTEUEHUST CpOKa MX JEHUCTBUS NPU YCIOBUHM COOTBETCTBUS
JUIEH3MaTa TpaBUjaM OpraHu3alMy MPOU3BOJICTBA M KOHTPOJISI KAuecTBA JICKAPCTBEHHBIX CPEJICTB,
yKa3aHHbBIM B yacTu | ctaThu 45 Hacrosero depepanbHOro 3aKOHa.

7. ®opmupoBaHHE TOCYAAPCTBEHHOTO 3aJlaHUs Ha MPOBEICHUE SKCHEPTHU3bl JIEKAPCTBEHHBIX
cpencTB (deaepaabHOMY TOCYAAPCTBEHHOMY OIOKETHOMY YUYPEKACHHUIO MO MPOBEACHUIO AKCIEPTU3BI
JIEKaPCTBCHHBIX CPEJCTB M (PMHAHCOBOE OOCCIICUCHUE BBITIOJHEHUSI 3TOTO 3aJIaHUsl OCYIIECTBISIFOTCS B
nopsijike, ycranoBjaeHHoM DenepaibHbIM 3ak0HOM OT 12 sauBapst 1996 roga N 7-03 "O HeKOMMEpUYECKUX
opraHuzanusx".

(dactpb 7 BBeneHa denepanbHbpIM 3aKk0HOM OT 29.11.2010 N 313-D3)

[Ipe3uneHt
Poccniickoit ®enepanuun
JA.MEJIBEJIEB
Mocksa, Kpemiib
12 anpens 2010 roga
N 61-®3
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