®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

12 anpens 2010 rona N 61-03

POCCUNCKAA ®EOEPALMA
®EOEPAJIbHbIA 3AKOH
Ob OBPALLEHWUU NNIEKAPCTBEHHbLIX CPEACTB

[TpunsT
I'ocynapcrBennoit Jlymon
24 mapta 2010 rona

Onobpen
Coserom ®enepanun
31 mapra 2010 roga

Cnycok 3MEHSINX T0KyMEHTOB
(B pea. @enepanbHbix 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-D3,
or 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, o1 22.10.2014 N 313-D3,

ot 22.12.2014 N 429-®3 (pea. 13.07.2015), ot 08.03.2015 N 34-03,
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 389-03,
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 134-03,
ot 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-D3,
otr 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 444-03,
or 11.06.2021 N 170-®3, ot 30.12.2021 N 463-®3, ot 08.03.2022 N 46-D3,
ot 26.03.2022 N 64-@3, ot 14.07.2022 N 311-®3, ot 20.10.2022 N 405-D3)

Mnaea 1. OBLWUE NMOJIOXXEHUA
Crtatbs 1. MpeameT perynupoBaHua HacToswero PegepanbHOro 3akoHa

1. Hacrosmmii ®enepanbHbli 3aKOH pPETYJUPYET OTHOILIEHUS, BO3HMKAIOUIME B CBI3U C
oOpalieHueM - pa3pabOTKOW, NOKIMHUYECKUMU HCCIEAOBAHUAMU, KIMHUYECKHMMH HCCIEIOBaHUIMH,
AKCIEPTU30M, TOCYAApPCTBEHHOM PpETUCTPALMEN, CO CTaHJApTU3aLME M C KOHTPOJEM KayecTsa,
MPOU3BOJCTBOM, M3rOTOBJICHUEM, XpPAaHEHUEM, IEPEeBO3KOM, BBO30M B Poccuiickyro @enepanuio,
BbIBO30M U3 Poccuiickoii denepannu, pekinaMon, OTIIYCKOM, peallu3aluei, nepeaadeii, IpUuMEHEHHUEM,
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YHUYTOXKCHHUEM JICKAPCTBEHHBIX CPE/ICTB.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hacrosimmit denepanbHblil 3aKOH YCTAHABIMBAET MPUOPUTET TOCYAPCTBEHHOTO PETYIUPOBAHUS
6e30macHOCTH, KauecTBa 1 3((HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB IIPH UX OOpaIICHUH.
(B pen. @enepanpHoro 3akoHa ot 25.06.2012 N 93-03)

Cratbs 2. Chepa npumeHeHUs HacTosiwero ®eaepanbLHOro 3aKkoHa

Hacrosmuit ®enepanbHblii 3aKOH MPUMEHSETCS K OTHOIICHHUSIM, BOSHUKAIOIIMM TIPU OOpaIleHUuH
JIEKApCTBEHHBIX CPEICTB Ha Teppuropuun Pocculickon denepanuu.

Cratbsa 3. 3akoHOA4aTEeNbLCTBO 06 OOpaLleHun NneKkapCTBeHHbIX CpeacTB

1. 3akoHOmATENbCTBO 00 OOpalIeHWH JIGKAPCTBEHHBIX CPEICTB COCTOUT U3 HACTOSIIETO
@denepalbHOTO 3aKOHA, APYrux ¢efepaibHbIX 3aKOHOB M HMHBIX HOPMATHBHBIX IPABOBHIX AaKTOB
Poccuiickoit @enepanuu.

1.1. 3akoHOIaTENBCTBO 00 OOpAIEHNH JIEKAPCTBEHHBIX CPE/ICTB B OTHOLICHUH IOPUINYECKUX JIUI] U
UHAVBUAYAIBHBIX  IpEANpPUHUMATENCH,  OCYIIECTBISIOIIMX  JEATEJBHOCTh  HAa  TEPPUTOPHUU
MEXIYHApOAHOTO MEIUIIMHCKOIO KjacTepa, INPUMEHSETCS C y4eTOM OCOOEHHOCTEW, yCTaHOBJIEHHBIX
@enepanbHbIM 3aKOHOM "O MEXAYHapOJHOM MEAMIMHCKOM KJacTepe U BHECEHMM W3MEHEHUH B
OT/IeJIbHBIE 3aKOHOAaTeNbHBIE akThl Poccuiickoit deneparun’.

(uacts 1.1 BBenena @enepasbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. JleiictBue Hactosmiero deaepanbHOTO 3aKOHA PAaCIpPOCTpaHsIeTcs Ha oOpalieHne HapKOTHYECKUX
JICKApCTBEHHBIX CPEACTB M TICHXOTPOIMHBIX JIGKAPCTBEHHBIX CPEICTB C YYETOM OCOOEHHOCTEM,
YCTAHOBJICHHBIX  3aKOHOAATeIbCTBOM  Poccuiickoii ®Deaepaluu O HAPKOTHYECKHX  CPEACTBAX,
MICUXOTPOITHBIX BEMIECTBAX U 00 MX MPEeKypcopax.

3. HeiictBue Hacrosimero @DenepaqbHOrO  3aKOHA  PACIPOCTpAHSIETCS Ha  oOpalrieHue
pannodapManeBTHYECKUX JICKAPCTBEHHBIX CPEACTB C yYETOM OCOOCHHOCTEH, YCTAaHOBJICHHBIX
3aKoHOMaTenbCTBOM Poccutickoit deneparuu B 061acTu odecrieueHus paarualiioHHON 0€301TacHOCTH.

4. Ecnn MexayHapoIHbIM JoroBopoMm Poccuiickoit @enepaliiy yCTaHOBJIEHBI MHBIE MPaBUia, YEM
Te, KOTOpbIE MpeAycMOTpeHbl HacrosmuM DenepanbHbIM  3aKOHOM, IPUMEHSIOTCS  IPaBHia
MEXKIYHAPOAHOIO J10r0BOpa.

4.1. PemeHuss MEXKrocyIapCTBEHHbIX OpPraHOB, NPUHATHIE HAa OCHOBAaHUM  IOJIOKECHHUI
MEXKIYHAPOAHBIX JA0roBopoB Poccuiickoii @exepauuu B UX MCTOIKOBAHHUM, IIPOTUBOpEYAILEM
Koncturynun Poccuiickoit ®enepannu, He nomajexar ucnoiHenuto B Poccuiickoit ®enepannu. Takoe
MPOTHBOPEYNE MOKET OBITh YCTAHOBJIEHO B MOPSJIKE, ONpeeIeHHOM (eepaTbHbIM KOHCTUTYLIHOHHBIM
3aKOHOM.

(uacts 4.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 08.12.2020 N 429-03)

5. B Poccuiickoii ®enepanuu B COOTBETCTBUHM C MEXAYHAPOJIHBIMH JOToBOpaMH Poccuiickoit
@enepau ¥ (WIM) Ha OCHOBE NPHMHILMIIA B3aUMHOCTH IPU3HAIOTCS PE3YJIbTaThl KIMHUYECKUX
WCCTIEOBAHUI JICKQPCTBEHHBIX TMpPENapaToB [UIsi MEAMIIMHCKOTO TIPUMEHEHHUsS, IPOBEICHHBIX 3a
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npenaenamu tepputropun Poccuiickoit @enepanuu.
CtaTtbsa 4. OCHOBHbIE NOHATUA, UCNONb3yeMble B HacTosileMm PenepanbHOM 3aKOHe

st meneit Hacrosiiero deaepanbHOT0 3aKOHA UCTIONB3YIOTCS CIIEIYIONE OCHOBHBIC MIOHSATHS:

1) nexapcTBEHHBIE CpPEJCTBA - BEINECTBA WJIM HMX KOMOHMHAIUMHM, BCTYMAIOIIME B KOHTAKT C
OpraHU3MOM 4YEJOBEKa WJIM KUBOTHOTO, MPOHUKAIOUIME B OpPraHbl, TKAHW OpPraHuW3Ma 4eJOBEKa WU
’KMBOTHOTO, TPUMEHSAEMBbIC IS NPOPHUIAKTHKH, IHATHOCTHUKU (32 HCKIIOUYEHHEM BEIIECTB HIM HX
KOMOMHAIM, HE KOHTAaKTUPYIOLIUX C OPTaHM3MOM YeJIOBEKa WM KUBOTHOIO), JICUeHHUsl 3a00JieBaHUS,
peaOwInTalMy, Uil COXpAaHEHHs, MPEeIOTBPAILECHHs WM NMPEephIBaHUs OEpEeMEHHOCTH M MOJIy4YEeHHBIC U3
KpOBH, IIa3Mbl KPOBH, U3 OPraHOB, TKAHEW OpraHU3Ma YeJIOBEKA WM KUBOTHOT'O, PACTECHUI, MUHEPAJIOB
METOAAMHU CHHTE3a WJINM C MPUMEHEHHEM OHOJOrMYecKHX TexHoyoruil. K jekapcTBEeHHBIM cpeacTBaM
OTHOCSTCS (papMalleBTUUECKUE CYOCTaHIIUU U JIEKApPCTBEHHBIE MTPenapaThl;

2) ¢apmareBTHUECKasi CyOCTaHIUS - JICKAPCTBEHHOE CPEJCTBO B BUJE OJHOTO WIJIM HECKOJIBKUX
oOnanaromux GpapMaKkoJIOrH4ecKoi aKTUBHOCTHIO JCHCTBYIONINX BEIIECTB BHE 3aBUCUMOCTU OT IPUPOIBI
NPOUCXOXKACHUS, KOTOpPOE IMpeIHa3HA4eHO JJIs IPOW3BOJACTBA, W3TOTOBJICHUS JIEKAPCTBEHHBIX
IpenapaToB U onpeaenseT ux 3pHEeKTUBHOCTS;

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

3) BcmomoraTenbHBIE BENIECTBA -  BEIIECTBA HEOPTraHMYECKOTO WJIHM  OPTaHHYECKOTO
MIPOUCXOXKACHUS, UCTIOJIb3YEMbIE B MPOLECCE POU3BOACTBA, U3TOTOBICHUS JICKAPCTBEHHBIX MPENapaToB
JUTSI IPUJIAHUS. UM HEOOXOTUMBIX (PU3UKO-XUMUYECKUX CBOMCTB;

4) nexapcTBEHHBIC TMperaparbl - JIEKAPCTBEHHBIE CPEJCTBA B BHUJE JIEKAPCTBEHHBIX (hopm,
IpUMEHSIeMble U1  NPO(UIAKTUKM, JAWArHOCTUKH, JIEUeHHsl 3abojeBaHus, peadWIuTauuu, s
COXpaHEeHHUs, IPEAOTBPAIICHHUS WU MPEPhIBaHNs OEPEMEHHOCTH;

5) nexapcTBeHHast popMa - COCTOSTHHE JIGKAPCTBEHHOTO Iperapara, COOTBETCTBYIOIIEE CIIOCO0aM
€ro BBEJCHHS U IPUMEHEHHUs U 00ecIieunBaroiee JOCTHKEHNEe He00X0AMMOro JeuebHoro 3¢ dekra;

5.1) n03UpOBKa - COMEPKAHNUE OJHOTO MIIM HECKOJIBKHX JCUCTBYIONINX BEUICCTB B KOJHMYECTBEHHOM
BBIPOKCHUM HA COUHUIY [03bl, WIA €IWHUIy o0beMa, WIH EJIWHHIy MAacChl B COOTBETCTBUU C
JeKapCTBEHHON ¢GopMoi 7auOO UII HEKOTOPBIX BHJIOB JIEKAPCTBEHHBIX (OPM  KOJIUYECTBO
BBICBOOOKIAEMOTO U3 JIEKAPCTBEHHOU (DOPMBI IEHCTBYIOIIETO BEIISCTBA 32 €AMHUILY BPEMEHHU;

(. 5.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) nepeueHb JKU3HEHHO HEOOXOIUMBIX U BaXKHEHIIINX JIEKAPCTBEHHBIX MTPEMApaTOB - YTBEPKAAEMBbIi
[IpaButensctBoM Poccuiickoit @enepanun nepedyeHb JICKAPCTBEHHBIX MPENapaToB I MEIULIMHCKOTO
PUMEHEHHS, 00ECTIeUNBAIOIINX PUOPUTETHBIE MOTPEOHOCTH 3PAaBOOXPAHEHHUS B LIESIX MPOPHIAKTUKI
W JIeYeHHs 3a00JIeBaHHWM, B TOM YHCJIE MPeoOIaalolnX B CTPYKType 3aboneBaeMocTd B Poccuiickoit
denepaunu;

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

6.1) opcdanHBIEe JEKapCTBEHHbIE NpenapaTbl - JIEKAPCTBEHHBIC Iperaparhbl, MpeaHa3HaYCHHBIC
UCKJIFOUUTENIBHO JJIsl JUArHOCTUKU WM NAaTOI€HETHYECKOro JIeYEeHUs (JIeYeHMs, HAIPaBJICHHOTO Ha
MEXaHU3M Pa3BUTHUS 3a0051eBaHus) pelkux (ophaHHbIX) 3a001eBaHuUil;
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(. 6.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6.2) OuonorMyecKkue JIeKapCTBEHHBbIE INpemnapaThl - JIGKAPCTBEHHBIE Mpenapathl, JACHCTBYIOLIEE
BEIIECTBO KOTOPBIX MPOU3BEJCHO WU BBIICICHO M3 OMOJIOTMYECKOTO MCTOYHMKA WM Ui OINpENesICHUs
CBOMCTB M KayecTBa KOTOPHIX HeoOXoauMmMa KOMOHMHAIUsi OWONOTHYECKUX U (U3UKO-XUMHYECKHUX
MeTonoB. K OuosormdyeckuM JI€KapCTBEHHBIM IperaparaM OTHOCATCS HMMMYHOOHOJIOTHYECKUE
JICKapCTBEHHbIE Tperaparhbl, JEKapCTBEHHBIC IpenapaThl, IOJyYeHHbIE M3 KPOBH, IUIA3Mbl KpPOBH
YeJIOBEKa M JKUBOTHBIX (32 MCKJIIOUCHMEM LEJIBHOM KpOBHM), OMOTEXHOJOIMYECKHE JIEKapCTBEHHbBIE
Ipernaparsl, TEHOTEPANEBTUYECKUE JIEKAPCTBEHHBIE MpenapaThl;

(. 6.2 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

7) WMMYHOOHMOJIOTHMYECKHE JICKAPCTBEHHBIE Tpemaparbl - JIGKapCTBEHHBIE Ipenaparhl,
nperHa3HauyeHHble A (GOPMUPOBAHUSA AKTUBHOTO WM MAaCCUBHOIO MMMYHHUTETa JIMOO AMArHOCTUKH
HATAYUS  WUMMYHHTETa WJIH  JUATHOCTHUKM  CHEIU(PUYECKOrO0  MPHOOPETEHHOTO  M3MEHEHHS
MMMYHOJIOTMYECKOTO  OTBETa Ha  ajuleprusupyromue BemectBa. K HMMyHOOHOJIOTHYECKHM
JIEKApCTBEHHBIM  MpernapaTaM  OTHOCATCS ~ BaKIMHBI,  AaHATOKCHHBI, = TOKCHUHBI,  CBIBOPOTKH,
MMMYHOTJIOOYJIMHBI U aJUIEPTeHbI;

(n. 7 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7.1) GMOTEXHOJIOTUYECKHE JIEKAPCTBEHHbBIE IIPETapaThl - JIEKapCTBEHHBIE MTPenapaThl, IPOU3BOJICTBO
KOTOPBIX OCYIIECTBIISIETCS C UCTIONIBb30BaHUEM OMOTEXHOJIOTUYECKUX MPOLIECCOB U METOJIOB (B TOM YHUCIIE
JIHK-pekoMOWHAaHTHON TEXHOJOTHH, TEXHOJIOTMH KOHTPOJUPYEMON SKCIPECCHU TE€HOB, KOJUPYIOIIUX
OMOJIOTUYECKH aKTHBHBIE O€JIKH B MPOKAPHOTAX M JYKAPUOTAX, BKIOYAs] H3MEHECHHBIE KIIETKH
MJIEKOMUTAOMINX ), THOPUIOMHOTO METO/1a U METOAa MOHOKJIOHAJIBHBIX aHTUTEIL;

(m. 7.1 BBenen denepanbHeIM 3aK0HOM 0T 22.12.2014 N 429-D3)

7.2) TeHOTepanmeBTHYECKHE JICKAPCTBCHHBIC TIpemapaThl - JICKAPCTBEHHBIC  Iperaparsl,
dapmarieBTHUeCKass CyOCTaHIMS KOTOPBIX SIBISIETCS PEKOMOMHAHTHOW HYKJIEHMHOBOW KHCIOTOW WIIH
BKIIOYaeT B ce0s pPEKOMOMHAHTHYIO HYKJICHHOBYIO KHCJIOTY, TIO3BOJISIONIYI0 OCYIIECTBISITh
pETyIHUpOBaHKE, PEMapaIiio, 3aMeHy, J0OABICHUE WIH YAaJeHUEe TeHETHUYECKON TTOCTIeI0BATEIbHOCTH;
(. 7.2 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8) HapKOTHYECKHE JIEKapCTBEHHBIE CPEJCTBA - JIGKAPCTBEHHBIC MpemnapaThl M (papmaneBTHUYECKUE
CyOCTaHIIMM, COAEp)KalllMe HApKOTUYECKHE CPEICTBA U BKIIOYEHHble B IlepedeHb HapKOTHYECKHX
CPEACTB, IICUXOTPOIHBIX BEIIECTB M HMX IPEKYpCOpPOB, NOMJIEKAIMX KOHTpoo B Poccuiickon
®denepanMi, B COOTBETCTBMU C 3aKoHOAaTenbcTBOM Poccuiickoit denepanmu, MeXAyHAPOIHBIMU
norosopamu Pocculickoin @enepannu, B TOM yucie ENMHON KOHBEHLMEN O HAPKOTHYECKUX CPEACTBAaX
1961 ropa;

9) mCUXOTPOIHBIE JIGKAPCTBEHHBIE CPEJCTBA - JIGKAPCTBEHHBIE Npenaparthl U (hapMaleBTHUECKUE
CyOCTaHIIMM, COAEpKalllle ICUXOTPONHBbIE BEIIECTBA U BKIIOUEHHbIE B IlepedeHb HAPKOTHYECKHUX
CPEACTB, IICUXOTPOIHBIX BEIIECTB M HMX IPEKYpCOpPOB, IOMJIEKAIMX KOHTpoio B Poccuiickon
®denepanMi, B COOTBETCTBMU € 3aKoHOAATenbcTBOM Poccuiickoit denepanmu, MeXAyHAPOIHBIMU
norosopamu Poccuiickoii denepaunu, B ToM unciae KoHBeHIMEN 0 NCUXOTpONHBIX BemecrBax 1971
roja;

10) pagmodapmaneBTHUECKHE JEKAPCTBEHHBIE CPEICTBA - JICKAPCTBEHHBIE CPEACTBA, KOTOPHIC
cojepkaT B TOTOBOM ISl MCTOJB30BaHUs (OpMe OAMH PATUOHYKIIMI WM HECKOJBKO PaTHOHYKIIHIOB
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(pamnMoaKTUBHBIX U30TOTIOB);

10.1) opurvHamBHBIM JEKApCTBEHHBIM IIpemapaT - JIEKapCTBEHHBI Ipernapar ¢ HOBBIM
JNEUCTBYIOIIMM BEIIECTBOM, KOTOPBIM MEPBBIM 3apeructpupoBaH B Poccuiickoit ®denepanuu wikd B
MHOCTPAHHBIX TOCYJapCTBaX HA OCHOBAHUU PE3YJIbTAaTOB JTOKIMHUYECKHUX UCCIICOBAHUN JIEKAPCTBEHHBIX
CPEICTB U KIMHUYECKHX HCCIEeIOBAaHUI JIEKapCTBEHHBIX MPENapaToB, MOATBEPKAAIOIIMX €ro KauyecTBo,
3¢ (HEeKTHBHOCT U 0€30MTaCHOCTS;

(m. 10.1 BBenen denepanbHbiM 3aKk0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIN JeKapCTBEHHBIH Mpenapar - JIeKapcTBEHHBIN MpenapaT, KOTOPBIA HCIIONIb3YyeTCs
IUIS OLICHKU OMOSKBHBAJIEHTHOCTU WJIM T€PANeBTUUECKON IKBUBAJIEHTHOCTH, KauecTBa, 3P (HEeKTUBHOCTH U
0€30MacHOCTH BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO Mpernapara Win OroaHanoroBoro (6nomomoOHOTO)
JIEKapCTBEHHOTO TpemnapaTa (Omoanamora). B kauectBe pedepeHTHOTO JIEKApCTBEHHOTO Ipernapara s
MEJUIIMHCKOTO TPUMEHEHHS WCIONb3yeTCsS OPUTHHANBHBIN JIGKAPCTBEHHBINM IMpemnapar Ju0o, eciu
OpUTHHAJIbHBIA JIEKAPCTBEHHBIM MpermapaT HE 3aperucTpUpOBaH WM HE HAaXOIUTCS B 000poTe B
Poccuiickoit ®enepanyv 1 He HAXOIUTCS B 000pPOTE€ B MHOCTPAHHBIX IOCYJapCTBaX, BOCIPOU3BEICHHBII
JIEKapCTBEHHBIN TpemapaT win OMoaHaIoroBbIi (OMOMO00HBIN) JeKapCTBEHHBIHN Mpemnapat (OrnoaHasor),
KOTOPBIM TMEpPBBIM 3aperUCTPUPOBAH U3 YHCIa HaXoAsmuxcs B obopore B Poccwuiickoit ®Deneparum,
OMOSKBUBAJICHTHOCTh WJIM  TEparneBTHYECKas HKBUBAJIEHTHOCTb, KadecTBO, J3(PPEKTUBHOCTb U
0€30MacHOCTh KOTOPOTO OLEHUBAJIUCH 10 OTHOILEHUIO K OPUTHHAIBLHOMY JIEKapCTBEHHOMY Ipernapary, a
TaKKe KadecTBO, OS(PPEeKTHBHOCTL W 0€30MacHOCTh KOTOPOTO TOATBEPXKAAIOTCA pe3yiabTaTaMu
(dapMakoHaa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB, HAXOISIIUXCS B TPAXKITAHCKOM
000pOTe, YCTAaHOBJIEHHBIM TpeOOBaHMSIM K UX KayecTBy. B kauecTBe pedepeHTHOro JIeKapCTBEHHOTO
mpemapata JUIsl  BETEPUHAPHOTO TMPUMEHEHHs] HCIIOJNB3YeTCs  JIGKAPCTBEHHBIM  Tpemapar  Jyis
BETEPUHAPHOTO TIPUMEHEHUsS, 3aperucTpupoBaHHbIi B Poccuiickoit ®enepaunyi Ha OCHOBAHUU
pe3yabTAaTOB JTOKJIMHUYECKUX HMCCIIEIOBAHUM JIEKAPCTBEHHBIX CPEACTB M KIMHHUYECKUX HCCIEAOBaHUI
JIEKapCTBEHHBIX MPENapaToB, MOATBEPKAAIONINX €T0 KauecTBO, 3((HEeKTUBHOCTH U O€30MaCHOCTD;
(m. 11 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12) BocTipou3BEACHHBIN JICKAPCTBEHHBIN MpernapaT - JISKapCTBEHHBIN Mpenapar isi MeTUITMHCKOTO
MPUMEHEHHS, KOTOPBI HWMEET OKBHBAJICHTHBIA pedepeHTHOMY JICKQpCTBEHHOMY Ipemnapary
Ka4eCTBEHHBIN COCTaB M KOJMYECTBEHHBIM COCTAaB JIEMCTBYIOIIMX BEMIECTB B HSKBUBAJICHTHOMH
JeKapCTBEHHON (opme, OO JIeKapcTBEHHBIH MpemnapaT Ui BETEepUHAPHOTO MPUMEHEHMS, KOTOPBIH
MMEeT TaKue XKe, 4YTOo W pedepeHTHBIM JIEKapCTBEHHBIM TNpemapar, KadyeCTBEHHBIM COCTaB H
KOJIMYECTBEHHBI  COCTaB  JCWCTBYIONIMX BEIIECTB B TaKOW K€ JIGKQpCTBEHHOU  dopme,
OMOSKBHUBAJIGHTHOCTh ~ WJIM  TEpaleBTUYECKass HAKBUBAJIEHTHOCTb KOTOPBIX  COOTBETCTBYIOLIEMY
pedepeHTHOMY JIeKapCTBEHHOMY IpernapaTy MOATBEPKICHA COOTBETCTBYIOIIMMH UCCIICTIOBAaHUSIMU;

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

12.1) TepaneBTHYECKasi 3KBUBAJIEHTHOCTD JIEKAPCTBEHHBIX IPENApaToOB - JOCTH)KEHNUE KIMHUYECKU
COTIOCTaBUMBIX TepaneBTHUeckoro 3ddekra u mokazareneit dpdekTuBHOCTH W 0E30MACHOCTH TpH
NPUMEHEHUH JIEKAPCTBEHHBIX TpenapaToB JJIsi MEIUIMHCKOTO TPUMEHEHHUS, HMEIOUINX OJHO
MEXIYHapOJAHOE HEMaTeHTOBaHHOE (MM XHMHYECKOE, WM TPYNIHUPOBOYHOE) HAWMEHOBaHHUE, B
HKBUBAJICHTHBIX O3MPOBKAX MO OJHUM M TEM K€ IOKa3aHUSAM K MPUMEHEHHMIO W TNPHU OJUHAKOBOM
crioco0e BBEJICHHSI Y OJTHOW U TOH K€ TPYIIIbI OOJIBHBIX;

(m. 12.1 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) GuoaHanoroBeiii (0MOTIOMOOHBIN) JEKAPCTBEHHBINH Tpenapar (O0moaHayior) - OMOJOTHYECKHUI
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JIEKApCTBEHHBIA TMperapaT, CXOXHH M0 mapaMmeTpaM KadecTBa, 3(P(EKTUBHOCTH W OE€30MAaCHOCTH C
peepeHTHBIM OHOJIOTUYECKUM JIEKApCTBEHHBIM IpenapaToM B TaKOH e JIeKapcTBEHHOW Qopme u
HMEIOIINHA UASHTUYHBINA CIOCO0 BBEACHMS

(n. 12.2 BBenen denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-D3)

12.3) B3amMo3aMEHSAEMBIA JICKAPCTBEHHBIN Mpenapar - JEKapCTBEHHBIM MperapaTr ¢ JOKa3aHHON
TEpaneBTHUECKON JKBUBAJCHTHOCTBIO WM OWOIKBUBAJICHTHOCTHIO B OTHOIICHHH pedEePeHTHOTO
JIEKapCTBEHHOI'O IpernapaTa, UMEIOIINNA SKBUBAJICHTHBIE €My KaueCTBEHHBIH COCTaB M KOJIWYECTBEHHBIN
COCTaB JICHCTBYIOIIMX BEIIECTB, COCTAB BCIIOMOTATEIbHBIX BEIIECTB, JEKAPCTBEHHYIO (OpPMY U CIOCOO
BBEJICHUS;

(n. 12.3 BBenen denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-D3)

12.4) OMOAPKBHBAJICHTHOCTh JIEKAPCTBEHHBIX TPEMApaTOB - JIOCTHKEHHUE COMOCTABHUMBIX
MOKa3aTesel CKOPOCTH BCACHIBAHHUS, CTENIEHU MOCTYIUICHUS] K MECTy JEHCTBUSI U CKOPOCTH BBIBEICHUS
OJTHOTO WJIM HECKOJIbKHX OO0Jaaromux (papMakoIoruieckoil akTHBHOCTBIO JIEHCTBYIOIIMX BEIIECTB MPU
MPUMEHEHUU JIEKAPCTBEHHBIX TMpEenapaToB JUIsi MEIUIMHCKOTO NPUMEHEHUs, HMEIOIIMX OJHO
MEXIYHapOJAHOE HEMaTeHTOBaHHOE (MM XHMHYECKOE, WM TPYNIHUPOBOYHOE) HAWMEHOBaHHUE, B
SKBHBAJICHTHBIX JO3UPOBKAX U MIPH OJMHAKOBOM CIIOCOOE BBEIICHUS;

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

13) nekapcTBEHHOE PACTUTENIFHOE CHIPbE - CBEKHME WM BBICYIICHHBIE PACTCHMs JHOO MX YacTH,
UCIIONB3YEMBIE Ul INPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB OpPraHU3aLMAMU - IPOU3BOAUTEISAMHU
JIEKAPCTBEHHBIX CPEJCTB WM M3IOTOBJICHUs JIEKAPCTBEHHBIX IPENApPaTOB ANTCUYHBIMU OpPraHU3ALUSIMU,
BETEPUHAPHBIMU ANTEYHBIMU OPraHU3aLUAMHU, WHIAUBULYAIBHBIMU IPEAIPUHUMATEIAMU, UMEIOIUMHU
JIMIICH3UIO HA (papMalleBTUYECKYIO IEATEIbHOCTD;

14) nexapCTBEHHBI PAaCTUTEIBHBIN Tpemapar - JIEKApCTBEHHBIM Mpemapar, MPOW3BEICHHBIN WIIN
HU3TOTOBJICHHBIN U3 OOHOIr'0 BUAA JICKAPCTBCHHOT'O PACTUTCIIBHOTO ChIPpbA WM HCCKOJIBLKUX BUJOB TaKOI'O
CBHIPbS U PEATM3YEMBIN B pachacoBaHHOM BHUIE BO BTOPUYHOM (TIOTPEOUTEIILCKOM) YIIaKOBKE;

15) romeonaTuyeckuil TeKapCTBEHHBIN Mpenapar - J€KapCTBEHHBIHN Ipenapar, IpOU3BEACHHbBIN WIN
W3TOTOBJICHHBIM W3  (apMaleBTUYECKON CyOcTaHIMM WM (apMareBTUYECKUX CyOCTaHIIMA B
COOTBETCTBHH C TPeOOBAaHMAMH OOIIMX (apMaKONEHHBIX CTaTed K TOMEONaTHYECKHM JICKapCTBEHHBIM
npernapaTaM WM B COOTBETCTBUU C TpeOOBaHUSAMHU (apMakoIlled CTpaHbl MPOU3BOIUTENS TAaKOTO
JICKapCTBEHHOTO Mperapara;

(m. 15 B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

16) MexyHapOJHOE HETIATEHTOBAHHOE HAMMEHOBAHUE JIEKAPCTBEHHOT'O CPEJICTBA - HAUMEHOBaHUE
NEHUCTBYIONIETO0  BemecTBa  (papMameBTHYECKOW  CyOCTaHIIUHM, pEKOMEHJoBaHHOe  BcemupHoit
opraHu3zalyei 31paBoOOXpaHeHUS;

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

17) TOproBoe HaWMMEHOBaHWE JICKAPCTBEHHOTO CpEICTBA - HAWMEHOBAHHE JIEKAPCTBEHHOTO
CpeACTBa, NPUCBOCHHOE €ro pa3padOTYMKOM, JeplKaTelieM WM BJIAJENbleM pPErHCTPaliOHHOTO
yIIOCTOBEPEHUS JICKAPCTBEHHOTO Mpemnapara;

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

17.1) rpynmupoBOYHOE HAMMEHOBAaHUE JIEKAPCTBEHHOIO  IIpermapara - HAaWMEHOBaHME
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
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JIEKApCTBEHHOTO TIperapara, He WMEIOIIET0 MEXTYHAPOJIHOTO HEMAaTCHTOBAHHOTO HAMMEHOBAHUS, WJIU
KOMOMHAIMK JIEKAPCTBEHHBIX TIPENapaToB, HCIOIb3YeMOE B IENAX OOBEAMHEHUS HX B TPYIIY IO
€IMHBIM HANMEHOBAaHUEM UCXOJI U3 OJJMHAKOBOTO COCTaBa JACHCTBYIONIUX BEIIECTB;

(n. 17.1 BBenen denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-D3)

18) obmas apmakomneitHast CTaThsl - JOKYMEHT, YTBEPKJACHHBIM YITOJHOMOYCHHBIM (eaepaabHbIM
OpPraHOM WCTIOJHHUTEIHLHOW BIIACTH M COACpIKAIIMN MEpeueHb MoKa3aTellel KadecTBa U (WJIM) METOJOB
KOHTPOJISI KayeCTBAa KOHKPETHOW JIEKapCTBEHHOW (DOPMBI, JIEKAPCTBEHHOTO PACTUTEIBLHOTO CHIPHS,
OMMHCAaHUsI OMOJOTHYECKUX, OMOXUMUYIECKIX, MUKPOOMOIOTHIECKIX, (PU3NKO-XUMHUUYECKUX, (PU3HUECKUX,
XUMUYECKUX H JAPYTHMX METOJOB aHaiW3a JIEKAPCTBEHHOTO CPEICTBA, a Takke TpeOOBaHMS K
UCTIONIb3YEMBIM B IEJSAX MPOBEJACHHUS TaHHOTO aHalu3a peakTHBaM, TUTPOBAHHBIM pacTBOpaM,
WHIUKATOpaM;

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

19) dapmakonieliHasi CTaThsi - JOKYMEHT, YTBEPXKICHHBIM YIOJHOMOYEHHBIM (eaepaabHbIM
OpraHOM MCHOJIHUTENbHOM BJIACTH U COJIEpKAIlNi IIepeueHb MmoKa3aTesei KauecTBa U METOJ0OB KOHTPOJIA
KauyecTBa JIEKAPCTBEHHOTO CPEJICTBA;

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

19.1) crangapTHBIe 00pa3Ilbl - BEIIECTBA, TTOCPEACTBOM CPAaBHEHHS C KOTOPBIMHU OCYIIECTBIISICTCS
KOHTPOJb KauecTBa HCCIIEYyEeMbIX JIGKAPCTBEHHBIX CPEACTB C MOMOIIBI0 (PU3UKO-XUMUYECKUX U
OMOJIOTMYECKUX METOJIOB B IIEJISIX TIOATBEPXKIACHUS COOTBETCTBHSI JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM
HOPMaTUBHOM JOKYMEHTAIMH, YCTAHOBJIEHHBIM IIPU OCYIIECTBICHUU T'OCYAApPCTBEHHOM pErucTpamuu, 1
KOTOPBIC TPHUMEHSIOTCS I KaJTUOPOBKH CTaHAAPTHBIX OO0pPa3I0OB MPOWU3BOAMTEINS JIEKAPCTBEHHBIX
CPEICTB, HCIIOJIb3yeMbIX JJIsi KOHTPOJS KadecTBa M HHBIX IIeJied MpU OOpalleHUH JIeKapCTBEHHBIX
CPEJICTB;

(n. 19.1 BBenen denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-D3)

19.2) dapmakomneiHplli CTaHAAPTHBIM 00pa3el] - CTaHJAapTHBIA o00paser, NPOW3BEICHHBIA B
COOTBETCTBHUH C (hapMaKOIEHHOM CcTaThel;
(m. 19.2 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

20) HOpMaTHBHas JOKyMEHTallUs - JOKYMEHT, COZAEpXkalllhii IepeueHb ONPEAENIAEMbIX IIO0
pe3yabTaTaM COOTBETCTBYIOIIMX SKCIEPTU3 IIOKa3aTeleld KadecTBa JIEKApCTBEHHOIO CpeJCTBa JUis
MEIULIMHCKOTO IPUMEHEHHSI, METOI0OB KOHTPOJISL €r0 Ka4eCTBAa U YCTAHOBJIEHHBIN €TI0 IPOU3BOAUTENEM;

21) HOpMATHUBHBIA JOKYMEHT - JOKYMEHT, COJICpP KA MepeueHb ONMpeesIieMbIX TI0 pe3yIbTaTaM
COOTBETCTBYIOIIUX JKCIEPTHU3 TIOKa3aTeleld KadecTBa W (WIM) METONOB KOHTPOJIS KadecTBa
JIEKApCTBEHHOM  (OpMBI, OMHCAHUS  OMOJIOTMUECKHX, OWOXMMHYECKUX, MHKPOOHOIOTHYECKUX,
(bI/I3I/IKO-XI/IMI/I‘-IeCKI/IX, (I)I/I?)I/I‘-IGCKI/IX, XUMHUYCCKUX U APYIUX MCTOAOB aHalin3a JICKAPCTBCHHBLIX CPCACTB
JUIs. BETEPUHAPHOTO MPUMEHEHUSI, TPEOOBaHUS K UCIIOJIb3YyEMbIM B LIEJISX MPOBEACHUS TaHHOTO aHaIu3a
peakTuBaM, TUTPOBAHHBIM PACTBOPAM, HHIUKATOPAaM U YCTAHOBIICHHBIN €r0 IPOU3BOJUTENIEM;

21.1) oOmwmii TEXHHMYECKHUH MTOKYMEHT - KOMIUICKT IOKYMEHTOB M MaTepHaJIOB, COCTOSIINNA W3
HECKOJIbKUX pa3aciioB - AOKYMCHTAaIuU AIMUHUCTPATUBHOT'O XapakTepa, XHMH‘-ICCKOfI,
(dhapmaneBTHUEeCKOW W OHOJOTMYECKOW JOKYMEHTAIMH, (apMaKoJIOTHUYEeCKOW, TOKCHUKOJIOTHUYECKON
AOKYMCHTAIUH, KIIMHUYECKOU AOKYMCHTAIlUU U HpeﬂCTaBHHCMBIﬁ OOAHOBPEMCHHO C 3asdBJICHUCM O
roCy/1apCTBEHHOW PETUCTPALUY JIEKapCTBEHHOTO Ipernapara Jisi MEIUIIMHCKOTO MpUMeHeHus B hoopmare,
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YCTQHOBJIEHHOM YIIOJTHOMOUYEHHBIM (peiepaibHbIM OpraHOM UCIOJHUTEIbHOMN BIIACTH;
(m. 21.1 BBeneH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

22) KauecTBO JIEKAPCTBEHHOI'O CPEACTBA - COOTBETCTBHUE JIEKAPCTBEHHOI'O CpeACTBa TPeOOBAHUSIM
(bapMakomneiHoi craTby MO0 B CiIy4ae €e OTCYTCTBUSI HOPMATUBHOM JTOKYMEHTAIIMK UM HOPMAaTHBHOTO
JNOKYMEHTA;

23) 0e30macHOCTb JIGKAPCTBEHHOT'O CpPEACTBAa - XapaKTePUCTHUKA JIEKAPCTBEHHOTO CPE/ICTBA,
OCHOBAHHAsl HA CPAaBHUTEIIFHOM aHaN3e ero 3(p(HeKTUBHOCTH M pHCKa MPUYMHEHHS BPEa 370POBBIO;

24) >(p¢eKTUBHOCTh JEKAPCTBEHHOTO Mperapara - XapaKTePUCTHKA CTEMEHU IOJ0KUTEIbHOTO
BIMSIHASA JIEKAPCTBEHHOI'O Ipernapara Ha TEYEHHE, MPOAOKUTENIBHOCTh 3a00J€BaHUA WM  €ro
NpeJOTBpalleHUE, peabINTaIuIo, Ha COXpaHeHUE, IPeI0TBpAIlleHIe WIH IIPEephIBaHIEe OEPEMEHHOCTH;

25) cepusi IEKapCTBEHHOTO CPENICTBA - KOJIMYECTBO JICKAPCTBEHHOTO CPENICTBA, MPOHM3BEACHHOEC B
PE3YIBTATC OAHOTO TCXHOJOTMYCCKOT' O UKJIA €T0 ITPOU3BOAUTCIICM,

26) perucTpaIioOHHOE yIOCTOBEPEHHE JIEKAPCTBEHHOTO Tpemnapara - TOKYMEHT, MOTBEPKIArOITHI
(akT rocy1apCTBEHHOW PETUCTPAIINH JICKAPCTBEHHOTO Mpemnapara;

26.1) meprkaTellb WIH BIAJACIEI PErHCTPAIMOHHOTO YAOCTOBEPEHHUS JICKApCTBEHHOTO Ipernapara -
pa3paboT4YMK JICKAPCTBEHHOTO CPEJICTBA, TMPOM3BOAMUTENh JICKAPCTBEHHBIX CPEACTB WIH HHOE
IOPUINYECKOE JIMIO, 00Jamaroiee MpaBoM BIIAJCHHUS PETHCTPAIMOHHBIM YIOCTOBEPEHHEM, KOTOPHIE
HECYT OTBETCTBEHHOCTh 32 Ka4eCTBO, 3PPEKTUBHOCTh U OE30MACHOCTH JIGKAPCTBEHHOTO Mpemapara;

(. 26.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

27) perucTpalioHHBI HOMEp - KOJO0BOEe 0003HaUYEHHUE, IPUCBOCHHOE JICKAPCTBEHHOMY Ipernapary
IIPU €ro rocy1apCTBEHHON PErucTpalny;

28) oOpamieHue JEKapCTBEHHBIX CpPEACTB - pa3paboTka, MOKIMHHYECKHUE HCCIIeOBaHMS,
KIIMHUYECKHE HCCIIeI0BaHuUs, IKCIEPTH3a, TOCYIapCTBEHHAs] pEeruCcTpalys, CTaHIapTU3alus U KOHTPOJIb
KauecTBa, MPOU3BOACTBO, U3TOTOBJICHHE, XpaHEHUE, IEPEeBO3Ka, BBO3 B Poccuiickyio denepalinio, BHIBO3
n3 Poccuiickoit ®@enepanuu, pekiiama, OTIIYCK, pealu3alus, Nepenada, MPUMEHEHUE, YHHUYTOXKECHUE
JIEKApCTBEHHBIX CPEJICTB;

(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

29) cyObekThl OOpalleHus JIEKapCTBEHHBIX CpPEACTB - (HU3MYECKUE JHIA, B TOM YHCIE
WHIUBHUyalbHbIC TMPEINPUHUMATEIN, W IOPUAWYECKHE JIHIA, OCYIICCTBISIONINE ICATEIFHOCTh HPH
00palleHNH JIEKAPCTBEHHBIX CPEJICTB;

30) pa3paboTuuK JIEKApCTBEHHOTO CPEJCTBA - OpraHU3aIys, 00JIa1arolas MpaBaMu Ha Pe3yJIbTaThl
JNOKIIMHUYECKUX  HMCCIEAOBAaHWUN  JICKAPCTBEHHOTO  CPENCTBA,  KIMHUYECKHX  HCCIICIOBAHHMA
JIEKapCTBEHHOT'0 IpernapaTa U (Win) Ha TEXHOJOTHIO TPOU3BO/ICTBA JIEKAPCTBEHHOTO CPEJICTBA;

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

31) mpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - JAESITEIBLHOCTb IO MPOU3BOJACTBY JIEKApPCTBEHHBIX
CPEICTB OpraHu3alUsIMH - IPOU3BOAMUTENISIMH JIEKAPCTBEHHBIX CPEJCTB HA OJHOM CTaJUM, HECKOJIbKHUX
WIM BCEX CTaAUAX TEXHOJIOTMYECKOTO MpoIlecca, a TaKXkKe M0 XPaHEHHUIO U pealn3alii MpOU3BEICHHBIX
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JIEKapCTBEHHBIX CPE/ICTB;

31.1) mpou3BOACTBEHHAS IUIOLIAAKA - TEPPUTOPUATBHO 000COOICHHBIM KOMIUIEKC NMPOU3BOAUTEIIS
JIEKapCTBEHHBIX CPEJCTB, IMPEAHA3HAYEHHBIM JUIsI BBIIOJHEHHMsS BCEro IpoLecca IMPOU3BOJCTBA
JIEKapCTBEHHBIX CPEICTB UJIM €0 ONPEEIEHHOMN CTauu;

(m. 31.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

32) npou3BOAMTENDL JIEKAPCTBEHHBIX CPEACTB - OpPraHM3alysl, OCYLIECTBIISIONIAs IPOU3BOACTBO
JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBUM C TPeOOBaHUAMU HacTosALlero PenepaabHOro 3aKOHa;

33) ¢apmaneBTHUeCKast ACATEIBHOCTD - IEATENBHOCTh, BKIIOYAIONMAs B C€0sl ONTOBYIO TOPTOBIIO
JEKapCTBEHHBIMM  CPEICTBAMHU, MX XpaHEHHe, TMepeBO3Ky M (WIM) PpO3HUYHYIO TOPrOBIIIO
JICKApCTBEHHBIMH TIpernapaTaMy, B TOM YHCJIE TUCTAHIMOHHBIM CHOCOOOM, UX OTIIYCK, XpaHEHHE,
NIEPEBO3KY, U3rOTOBJICHHE JIEKAPCTBEHHBIX IIPENapaToB;

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

34) opraHu3anyds ONTOBOM TOPTOBIM  JICKAPCTBEHHBIMH CpPEICTBAMH -  OpraHU3aIus,
OCYHICCTBJIAOIIAA OITOBYKO TOPTOBJIIO JICKAPCTBCHHBIMH CpPCACTBAMHU, HX XPAHCHUC, IICPCBO3KY B
COOTBETCTBHUH ¢ TpeOoBaHUAMHU HacTosero deaepaabHOro 3aK0HAa;

35) anreyHas opraHuzalMs - OpPraHM3aLUs, CTPYKTYPHOE MOJpa3JeleHue MEAULIUHCKON
OpraHM3alNH, OCYIIECTBISIOINE PO3HHYHYIO TOPTOBIIIO JICKAPCTBEHHBIMH IpenapaTtaMi, B TOM YHCIE
IMCTAaHIIMOHHBIM CIIOCOOOM, XpaHEHHE, IEPEBO3KY, U3TOTOBJICHUE U OTIYCK JIEKAPCTBEHHBIX MPENapaToB
JUIS1 MEAUIIMHCKOTO MIPUMEHEHHS B COOTBETCTBUH C TPEOOBAaHUAMH HacTosIero GeneparbHOro 3aK0Ha,
(B pen. @enepanbHbIx 3ak0HOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BeTepwHapHas anTeYHas OpraHU3allvs - OpTaHW3alus, CTPYKTYpHOE TOJpa3/eicHue
BETEPUHAPHOM OPraHMU3alliU, OCYLICCTBIISAIOIUE PO3HUYHYIO TOPIrOBIIIO JIEKAPCTBEHHBIMU IIPENapaTaMy,
B TOM 4YHCJE AWCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHE, H3TOTOBJIEHWE W OTIYCK JIEKapCTBEHHBIX
IpernapaTroB JUIsi BETEPHUHAPHOTO TIPUMEHEHUS B COOTBETCTBUH C TPEOOBaHMUAMHU HACTOSILETO
®denepanbHOTO 3aKOHA;

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

37) panbcupuuUpOBaHHOE JIEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPE/ICTBO, COMPOBOXKIAEMOE
JI0XKHOM MH(OpPMAIEl 0 ero cocTaBe U (UJIM) IPOU3BOIUTEIIE;

38) HenoOpOKAaYEeCTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JIGKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIEe TpeOOBaHUAM (hapMaKONeHHOI cTaTbu JMOO B CiIydae €e OTCYTCTBHS TpeOOBaHUSIM
HOPMAaTHBHOM JJOKyMEHTAIIH WJIK HOPMAaTUBHOTO TOKYMEHTA;

39) xoHTpadakTHOE NEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, HaXosIIeecss B 000poTe
C HapyILLIEHUEM TPakJaHCKOTO 3aKOHO/1aTeIbCTBA;

40)  JOKIMHHUYECKOE  HUCCIICOBAaHME  JIGKAPCTBEHHOIO  CpelcTBa -  OWOJIOTHYECKHE,
MHUKPOOHOIOTHYECKHE, MMMYHOJIOIMYECKHE, TOKCHKOJOTHMUYecKue, (papmakosoruyeckue, (pusnyeckue,
XUMHUYECKHE U IPYTU€ UCCIIEN0BAHUS JIEKAPCTBEHHOTO CPEACTBA yTEM IIPUMEHEHHS HAyYHBIX METOJOB
OLIEHOK B LIEJISIX MOJIy4EHHs JJOKa3aTeNbCTB 0€30MacHOCTH, KadecTBa U 3(h(HEKTUBHOCTHU JIEKAPCTBEHHOTO
CpEeICTBa;
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41) KJIMHUYECKOE WCCICOBAHNE JIEKAPCTBEHHOTO IMIperapara - H3YYCHHE JIHarHOCTHYECKHX,
ne4eOHBIX, MPOPHIAKTHIECKUX, (apMAKOIOTHIECKIX CBOWMCTB JICKQPCTBEHHOTO IMpernapara B Mpolecce
€ro TMPHMEHEHHs y 4YelIOBeKa, XMBOTHOTO, B TOM YHCJE MPOIECCOB BCACHIBAHUS, PACTIPEACIICHHUS,
HU3MCHCHUA W BBIBCACHHA, NYTCM IMPUMCHCHUSA HAYYHBIX MCTOJOB OICHOK B MNCJIHAX TMOJYUCHUA
J0Ka3aTenbCcTB OE30MaCHOCTH, KadecTBa M A(P(EKTUBHOCTH JIEKAPCTBEHHOT'O TNpenapara, AaHHBIX O
HCKCIIATCIIBHBIX PCAKIUAX OpraHu3dMa 4YCJIOBCKaA, XHUBOTHOI'O Ha HNPHUMCHCHUC JICKAPCTBCHHOI'O
npenapata u 00 3ddekre ero B3aUMOJEHCTBUS C APYTUMHU JICKAPCTBEHHBIMU TIpenaparamu U (WIiIH)
MUIIEBLIMU IPOAYKTAMH, KOPMaMHU;

42) MHOTOLIEHTPOBOE KIMHUYECKOE HCCIIeI0BAaHUE JIEKAPCTBEHHOTO MpernapaTa Jisi MEIUIIUHCKOTO
MPUMEHEHUSI - KIMHUYECKOE HCCIEAOBaHUE JICKAPCTBEHHOTO IMpemapara sl MEIUIUHCKOIOo
MPUMEHEHHUS, TPOBOJIMMOE Pa3pabOTYNKOM JIEKAPCTBEHHOI'O Mperapara B IBYX U 0ojiee MEIUIIMHCKUX
OpraHu3alusIX 1Mo eAMHOMY IPOTOKOJY KIMHUYECKOTO UCCIIEI0BaHUS JIEKAPCTBEHHOTO MpEeTapara;

43) MeXIyHapOIHOE MHOTOLIEHTPOBOE KIMHUYECKOE HCCIENOBaHUE JIEKapCTBEHHOIO IperapaTa
JUIS MEIUIMHCKOTO TPHUMEHEHHUS - KIMHUYECKOE WCCIICJJOBAHUE JIEKAPCTBEHHOTO TIpernapara it
MEIUIIMHCKOTO MPUMEHEHHUsI, TPOBOAUMOE Pa3pabOTUMKOM JIEKapCTBEHHOTO Mperapara B pa3IUyHbIX
CTpaHax 1o €IMHOMY IIPOTOKOIY KIMHUYECKOTO HCCIIeIOBAHUS JICKAPCTBEHHOTO Mpernapara;

44) TOCTPErHCTPAallMOHHOE KJIMHUYECKOE KCCICIOBAaHWE JICKAPCTBEHHOTO TMpenapara s
MCIUIUHCKOIO IMPUMCHCHUA - KIMHHUYCCKOC HCCICAOBAHUC JICKAPCTBCHHOI'O IMpfcliapara A
MEJUIIUHCKOTO MPUMEHEHHS, POBOJAUMOE MPOU3BOAMTENIEM JICKAPCTBEHHOTO Tpernapara, rpakIaHCKUi
000pOT KOTOPOTO OCYIIECTBISIETCSl TIOCTE TOCYJAPCTBEHHON pPErHCTpaIiuy, B IENSX JOTMOTHUTEIHLHOTO
cOopa JaHHBIX 0 ero 6e30macHOCTH U 3()PEKTUBHOCTH, PACIIMPECHHS TTOKAa3aHUI K IPUMEHEHHUIO TAaHHOTO
JICKApCTBCHHOTO IMPLCIiapaTa, a TAKXKC BbIABJICHH A HCIKCIATCIbHBIX peaKLII/Iﬁ IIaIMECHTOB HaA €ro IICI>'ICTBI/IG;

45) wuccnenoBaHne OMOAPKBHBAJICHTHOCTH JIEKAPCTBEHHOT'O TIperapara - BHJ KIMHHYECKOTO
UCCIIEZIOBAaHMs JICKAPCTBEHHOT'O Mperapara, MpOoBEACHUE KOTOPOTO OCYIIECTBISIETCS Il ONpe/IeTIeHUs
CKOPOCTH BCAaChIBAaHMS W BBIBEACHHUS OJHOTO WM HECKOJBKHX O0Jafaromux (GapMaKkoIOorHIecKoH
aKTUBHOCTBIO JICHCTBYIOIIMX BEIIECTB, KOJMYECTBA JICKAPCTBEHHOI'O TIpenapaTa, JOCTHUrAIOIEro
CHCTEMHOTO KPOBOTOKA, W PE3YJIBTaThl KOTOPOTO IO3BOJISIOT CIeNaTh BHIBOA O OMOIKBHBAJICHTHOCTH
BOCIIPOU3BENICHHOTO JIEKAPCTBEHHOT'O TpernapaTa B ONpEeICHHBIX JeKapCTBEHHOH (opMe U J03UpOBKeE,
COOTBETCTBYIOMINX (hopMe 1 T03MPOBKE pe(hepEeHTHOTO JIEKAPCTBEHHOTO TIPETapara;

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

46) wuccnenoBaHWE TEPaNEeBTHUECKONM SKBHBAJICHTHOCTH JICKAPCTBEHHBIX IIPEMapaTtoB - BHJ
KJIMHUYECKOTO MCCIIeI0OBaHMs JICKAPCTBEHHBIX IpPEnapaToB, MPOBEACHUE KOTOPOIO OCYIIECTBISIETCS A
BBISIBJICHUS] OJJMHAKOBBIX CBOWMCTB JICKAPCTBEHHBIX MPENAapaToB OMpPEAEICHHON JEKapCTBEHHOW (OPMBI, a
TaKKe HaJM4Yus OJMHAKOBBIX IIOKa3arened Oe30macHOCTH U A(P(PEKTUBHOCTH JIEKAPCTBEHHBIX
IpenaparoB, OJMHAKOBBIX KIMHUYECKHUX 3()(HEKTOB MPH NX NPUMEHEHHH;

47) npoTOKOJA KJIMHUYECKOTO MCCIIEIOBaHMsI JIEKAPCTBEHHOI'O Ipenapara - JOKYMEHT, B KOTOPOM
OIIPENeNIAIOTCA L1eH, (POPMBI OpraHU3alMM M METOO0JIOTUS NTPOBEACHUS KIMHUYECKOTO HCCIEeI0BaHHUsA,
CTaTUCTHYECKHE METO/Abl 00pabOTKM pe3yJbTaToOB TAaKOTO HCCIEIOBAaHMSA M MEphl MO 00eCHeueHHIO
0e30nmacHOCTH (U3MYECKHUX JIMI, YYAaCTBYIOIUMX B KIMHUYECKOM HCCIEJOBAHUU JICKAPCTBEHHOI'O
npernapara;

48) Opomrtopa Mccaea0BaTeNs - CBOAHOE U3JI0KEHUE PE3yNIbTaTOB JOKIMHUYECKOTO HUCCIEIOBAaHUS
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JICKAQpCTBEHHOT'O Cp€ACTBA MW  KIMHHUYCCKOIO HCCICAOBAHHA JICKAPCTBCHHOI'O IIpf€riapata OJId
MCIUITUHCKOT'O TPUMCHCHU S ;

49) nHbOpMaITMOHHBIN JINCTOK MAIUEHTA - JOKYMEHT, B KOTOPOM COJIEpXKAaTCsl B TOCTYITHOH (opme
CBEJICHHUS, Kacaloluecs MPOBOAUMOTO KIMHUYECKOTO HCCIEIOBaHUS JIEKAPCTBEHHOIO TMpernapara, u B
MUCHbMEHHOM (hopMe JTOOpPOBOJIEHOE COTJIACHE IMAlMEHTa Ha YYacTHE B KIMHUYECKOM HCCIIECIOBAHUHU
JIEKapCTBEHHOTO TMperapaTa IOCie O3HAKOMJICHHSI C OCOOEHHOCTSMH KIMHUYECKOTO WCCIEIOBaHUS,
MMEIOIIMMU 3HAUYCHHE TSI BEIPKEHHS TAKOTO COTJIACHS;

50) moOouHOe JeiicTBUE - peaklus OpraHu3Ma, BO3HHUKIIAS B CBA3M C IPHUMEHEHHEM
JIEKapCTBEHHOI'O TIIpernapara B [03aX, PEKOMEHAYEMBIX B HHCTPYKIHH IO €r0 NPUMEHEHHIO, IS
npoUIAKTUKH, TUATHOCTUKH, JICUCHUs 3200JI€BaHUS WU JIUTsl peaOMIINTaluu;

50.1) HexenaTenbHas pEaKkIus - HENpeAHAMEpPEeHHas HeOJaronmpusiTHas pEaKIus OpraHu3Ma,
KOTOpasi MOKET OBITh CBSI3aHA C MPUMEHEHUEM JIEKAPCTBEHHOTO MIperapaTa;
(. 50.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepbe3Has HeXenaTelbHAas peakiMs - HEXKeJaTelbHas peaklHs OpraHu3Ma, CBs3aHHAs C
INPUMEHEHHEM JICKapCTBEHHOTO IIpemapara, NpHBEAIas K CMEPTH, BPOXICHHBIM aHOMAIHSAM WIN
MOpPOKaM DPAa3BUTHUS JIMOO MpeNCTaBIsAIoONIast cOOOW Yrpo3y >KHW3HH, TpeOyromas TroCIUTATU3AlUN WIN
MpUBEIIIAs K CTOMKON yTpaTe TPYJA0CTIOCOOHOCTH | (WMJTH) HHBAJIUIHOCTH;

52) HempeaBHUICHHAs HEXKENATENbHAs PEaKlvs - HEeKeJaTelbHas PEaKIus OpraHu3Ma, KoTopas
CBsi3aHA C TPUMEHECHHEM JICKapCTBEHHOTO TIpernapaTa B J03aX, PEKOMEHIYEMBIX B IPOTOKOJE €ro
KIIMHUYECKOTO HCCIIEAOBaHUs, OpOIIIOpe WCCIEAOBATEeNs], WIW C MPUMEHEHHEM JIEKApCTBEHHOTO
mpenapara B J103aX, PEKOMEHIYEeMbIX B HWHCTPYKIMH TI0 €ro NPHUMEHEHUWIO IS TPO(UIAKTHKH,
JTMATHOCTHKH, JICUSHHS 3a00JIeBaHUS WU MEIUIIMHCKOW peaOMIUTAIlUU TAIUEHTa, ¥ CYITHOCTh, TSXKECTh
WIA HUCXOJ KOTOPOW HE COOTBETCTBYET MH(OPMALMU O JICKAPCTBEHHOM IIpenapare, CoIeprKalieics B
MIPOTOKOJIE €ro KIMHUYECKOTO WCCIEAOBAaHUS, OpOIIIOpe HCCIAeAOBaTeNsl WIHM B HWHCTPYKIIUU TIO
MPUMEHEHHIO JICKApPCTBEHHOTO TIpernapara;

(n. 52 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

52.1) dapmakoHam3op - BUI ACATEIBHOCTH MO MOHHTOPUHTY 3((PEKTUBHOCTH W OE30MaCHOCTH
JIEKapCTBCHHBIX  MpEmapaToB, HANpaBICHHBIM HAa  BBISBICHHE, OIECHKY H  MPEeIOTBpAIICHUE
He)KeJIaTeJIbHBIX MMOCIIECTBUI MPUMEHEHUS JIEKAPCTBEHHBIX MPENapaToB;

(m. 52.1 BBenen DenepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-D3)

52.2) miaH ympaBJeHUSI pUCKaMHU - TMOAPOOHOE OINMHUCAHWE MEPONPHUATHH 1Mo (hapMakoHAA30pY,
HANPABIICHHBIX Ha BBISABIICHUE, OIEHKY M IMPEAOTBPAICHUE WM MUHUMHU3ALUIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMU TperapaTaMy, BKIIt0Yas OLeHKY 3((EeKTUBHOCTH JaHHBIX MEPONPUITUH;

(n. 52.2 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-D3)

53) penenT Ha JEKApCTBEHHBIH mMpernapaT - MEIUIMHCKANA JOKYMEHT YCTaHOBIICHHOW (OPMBI,
coJiepKalllMii Ha3HAaueHHE JIEKapCTBEHHOI'O Ipenapara s MEIULUHCKOIO NPUMEHEHMs, BbIIAHHBIN
MEIUIIMHCKUM PaOOTHUKOM B LEJSIX OTIyCKa JIEKapCTBEHHOTO IMperapara WM €ro HU3TOTOBIEHHUS U
OTITyCKa Ha OyMa)XHOM HOCHUTEJIC HJIU C COTJIaCHsl MallMeHTa UM ero 3aKOHHOTO MPEICTaBUTENs B (hopme
ANIEKTPOHHOTO JIOKYMEHTa, MOJIMUCAHHOTO C HCIOJIb30BAaHUEM YCHWJICHHON KBaJM(UIMPOBAHHOMN
AJIGKTPOHHON MOJNUCH MEIUIIMHCKOTO pPa0OTHUKA, JIMOO JOKYMEHT YCTaHOBJIEHHOW (HOpMBI,
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CoJep)KalIiii Ha3HAYCHHWE JICKAPCTBEHHOTO TNpernapaTa Ulsi BETEPHHAPHOTO NPUMEHECHHWsS, BbIIAHHBIN
CHEIMAIMCTOM B OO0JacTH BETEPHHAPUU B LEISIX OTHYCKa JIEKapCTBEHHOTO TMpemapara WIH €ro
W3TOTOBIICHHSI U OTITyCKa Ha OYMa)KHOM HOCHTEJIE WIIM C COTJIACHS BJIa/IENbIIa dKUBOTHOTO WIJIA 3aKOHHOTO
MPEJICTABUTENS BJaJeblla KHUBOTHOTO, O(QOPMIICHHBI B D3JEKTPOHHON (opMe ¢ HCHOIB30BAHUEM
(benepaibHON rocyaapcTBEHHON NHGOPMAIIMOHHONW CUCTEMBI B 00JIaCTH BETEPUHAPHH;

(B pen. @enepanbubix 3akoHOB OT 29.07.2017 N 242-®3, ot 02.08.2019 N 297-®3, ot 30.12.2021 N
463-D3)

54) tpeGoBaHME MEAMLMHCKOM OpraHU3alMM, BETCPUHAPHOM OpraHU3alMd WM OpTraHU3aIUH
(MHAMBUAYALHOTO  MPEANPUHUMATENS),  OCYIIECTBISIONIEH  (OCYIIECTBISIONIEIO)  pa3BE/ICHHE,
BBIpAIllMBaHUE U COJEp)KaHHE >KUBOTHBIX, - JOKYMEHT YCTaHOBJICHHOW (OpMBI, KOTOPBIH BBINHCAH
MEJUIIMHCKUM PaOOTHUKOM WJIM CIIEUATINCTOM B O0JIACTH BETEPUHAPUHU, UMEIOUIMMH Ha 3TO MPaBo, U
COJCP)KUT B MHUCHMEHHOW (hopMe yKa3aHWE amnTeYHOH OpraHu3alMd WIM BETEPUHAPHOW aNTEeYHOH
OpraHm3anu 00 OTIYyCKe JIEKapCTBEHHOI'O MperapaTa WM O €ro M3TOTOBJICHHUH M 00 OTHYyCKe IS
obecrieyeHus J1e4eOHOro mporecca B MEIUIIMHCKON OpraHu3aliy, BETEPUHAPHON OpraHu3aluyd Wi B
opraHuzany  (MHIUBUAYAJIbHBIM  TPEANPUHUMATENIEM), OCYIICCTBISIOMENH  (OCYIIECTBIISIOIINM )
pa3Be/ieHuEe, BBIPAIIMBAHUE U COJIEPYKAHUE )KUBOTHBIX;

(. 54 B pen. @enepanpuoro 3akoHa oT 30.12.2021 N 463-D3)

55) KOMIUIEKCHasi OLEHKa JIEKapCTBEHHOTO TMperapara - OLEHKa 3aperucTpupOBaHHOTO
JIEKapCTBEHHOI'O Tperapara, BKIoYaromiasi B ce0st aHanu3 UHGOpMaluyu O CpaBHUTEIHHOW KIMHUYECKOM
3¢ (HEeKTHBHOCTH U 0€30MaCHOCTH JICKAPCTBEHHOTO MpemapaTa, OleHKY SKOHOMUYECKUX TTOCIEACTBHIA €T0
MPUMEHEHHSI, U3yUYEHHUE JOMOJHUTENIbHBIX MOCIEICTBUNA NPUMEHEHHUs JIEKApCTBEHHOrO Ipernapara B
LUEeNsAX MPUHIATHS PELICHUH O BO3MOXHOCTH BKJIIOYEHHUS JIEKAPCTBEHHOrO IIpernapara B IIE€pPEeYeHb
KU3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX JEKApPCTBEHHBIX MpENapaToB, HOPMATUBHBIE MPABOBBIC aKThI U
WHBIE IOKYMEHTBI, OMpPeACIIAIONINe MOPSI0K OKa3aHUsI MEIULIMHCKON MOMOIIH, UM UCKIIOUEHHUS €ro U3
YKa3aHHBIX N€PEeYHs, aKTOB U JOKYMEHTOB;

(. 55 BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

56) cucreMa MOHUTOpPUHTA JBIJKEHUS JIEKAPCTBEHHBIX IMIPErapaTtoB Ui MEAMIIMHCKOIO
npuMeHeHHus - (elnepanbHasi TOCydapCTBEHHAs WH(POpPMAIMOHHAS CHUCTEMa MOHUTOPUHTA JBUKCHHS
JIEKapCTBEHHBIX MPENapaTroB Il MEAMIIMHCKOTO TMPUMEHEHUS OT MPOU3BOJIUTENS [0 KOHEYHOTO
MOTPEOUTENsT C WCIONB30BAHUEM B OTHOIICHUHW JICKAPCTBEHHBIX IMPEMapaToB s METUIITHCKOTO
MPUMEHEHUS CPE/ICTB UIACHTUPHUKAIIH.

(n. 56 BBeneH DenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

Mnaea 2. NOJTIHOMOYUA PEANEPAJIbHbLIX OPFTAHOB VICI'IOHHVITEJ'IbI-JOVI 5
BJIACTWU, OPFAHOB UCIMOJIHUTEJIbHOWU BJIACTU CYBBEKTOB POCCUNCKOU
®EAOEPALUNU NPU OBPALLUEHUN NEKAPCTBEHHbLIX CPEACTB

Cratba 5. NMonHomouna depepanbHbIX OPraHOB WCMOJSIHUTENIbHOW BRAacTuU MNpu
obpaleHMn NnekKapCcTBeHHbIX CPeacTB

K nonnomouusmM denepaibHbIX OpraHOB UCIIOTHUTEIBLHOM BIACTH MPHU OOpaLICHUH JIEKAPCTBEHHBIX
CPEICTB OTHOCSTCS:

1) mpoeaenue B Poccuiickoii depepanuu €IWHONW TOCYIApPCTBEHHOW TIOJHMTHKHA B 00JACTH
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oOecrieueHus JTeKapCTBEHHBIMHU TMIpenapaTamMu rpaxaad B Poccuiickoit denepanun;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepkAcHHE OOmmX ¢apMakoneHHbIX craTed, (apMaKONeHHBIX CTaTei, W3JaHue
roCyIapCTBEHHOU (hapMaKoIen, CO3aHNue U BEACHHE peecTpa papMaKoMeHHbIX CTAaHIAPTHBIX 00pa3IoB;
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3) ocymecTBieHHe ¢GeAepaTbHOr0 TOCYJapCTBEHHOTO KOHTPOJs (Haa3opa) B cdepe oOpaineHus
JICKaApCTBEHHBIX CPE/CTB;
(B pen. @enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-d3, ot 11.06.2021 N 170-D3)

4) nUIEH3WpPOBaHWE IIPOM3BOACTBA JICKAPCTBEHHBIX CPEJCTB, B TOM dHCIE (eaepalbHbII
rOCYJapCTBEHHBIN JTUIICH3MOHHBIA KOHTPOJb IEATEILHOCTH 1O MPOU3BOJCTBY JICKAPCTBEHHBIX CPEACTB,
NEepUOANYECKOE TOATBEPXKICHUE COOTBETCTBHS JIMIIEH3MATa, MMEIOIIETO JHIEH3HI0O Ha IPOU3BOJCTBO
JICKapCTBEHHBIX CPEICTB, U (papMaleBTUUECKOH NEATENLHOCTH B COOTBETCTBUHU C 3aKOHO/AATEIHCTBOM
Poccuiickoit deneparuu;

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

5) opraHm3anys JKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB, ITUUYECKON SKCHEPTH3bI BO3MOXKHOCTH
MPOBEACHUS KIMHUYECKOTO UCCIEA0BAHMS JIEKAPCTBEHHOTO IIpernapara i MeIUIIMHCKOTO MPUMEHEHHUS,
AKCTEPTU3bl  JOKYMEHTOB, TMPEJACTABICHHBIX JJIS ONpEIeNIeHHWs BO3MOXKHOCTH pPacCMaTpUBAThH
JIEKApCTBEHHBIM TMpernapaT sl MEAMIIMHCKOTO MPUMEHEHHS TpPH TOCYIapCTBEHHOW PErucTpaluu B
KadecTBe ophaHHOTO JIEKAPCTBEHHOTO Mperapara;

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

5.1) opraHuzamusi TPOBEIEHUsS KOMILJIEKCHOW OIICHKH JICKQpCTBEHHOTO IIpernapara B IEJsIX
IIPUHATHST PEIIEHUH O BO3MOYKHOCTH BKJIFOUEHMS JIEKAPCTBEHHOI'O Ipernapara B IEpedYeHb YXU3HEHHO
HEOOXOUMBIX M Ba)XHEHMIIMX JIEKapCTBEHHBIX NpENapaToB, HOPMATHBHBIC INPABOBBIE aKThl U WHbBIE
JOKYMEHTBI, ONPEIENIAIOIINE IMOPSIOK OKa3aHUs MEIUIMHCKOM IMOMOIIM WM MCKIIOYEHHUS €ro U3
YKa3aHHbIX M€PEeYHs, aKTOB U JOKYMEHTOB;

(m. 5.1 BBenen PenepanbHeIM 3aK0HOM 0T 22.12.2014 N 429-D3)

6) BpIJa4a pa3pelieHUil Ha MPOBEACHUE KIMHUUECKUX HCCIIE0BaHUM JIEKapCTBEHHBIX MPEnapaTos,
BEJICHUE PEeCTpa BBIIAHHBIX pa3pelleHUi Ha MPOBEICHNE KIMHUYECKUX UCCICTOBAHHMA JIEKAPCTBEHHBIX
MpernapaTos;

7) TrocynapcTBEHHAas pPETUCTpalus JIEKapCTBEHHBIX IIPENapaToB, BEACHHME TIOCYIAapCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CPEJCTB;

8) opranm3anus u (WIK) MPOBEICHHE HHCIIEKTUPOBAHUS CYOBEKTOB 00paIeHHS JIEKAapCTBEHHBIX CPEACTB
Ha COOTBETCTBHE MpaBUJIaM HaJyIexkKallel 1a00paTopHOil MPaKTUKH, TpaBUIaM HajJiexarien
KJIMHUYECKOW TPAaKTUKH, IPaBUIaM HaJJIeXKaIIe MPAKTUKKU XPAaHEHUS U MIEPEBO3KH JICKapPCTBEHHBIX
MpenapaToB, MpaBUIaM HaJyIeKaIIeH JUCTPUOBIOTOPCKOM MPAKTHKH, TIPaBUIaM HaIJICkKAIICH anTeUHON
MIPAKTUKY;

(n. 8 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

8.1) opranuzanust u (WIiK) NPOBEICHHE WHCIEKTUPOBAHUS CYOBEKTOB OOpAICHHUs JEKapCTBEHHBIX
CPEACTB Ha COOTBETCTBHE TPEOOBAHMSAM IIPABUJI HAAJIEKAIIEHd NMPOU3BOACTBEHHOW INMPAaKTHKH, BblAaya
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3aKJIIOYEHUH O COOTBETCTBUU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUSIM TpaBUII
HaJUJIeXKaIIEH MPOU3BOACTBEHHON IPAKTUKU;
(. 8.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8.2) yCTaHOBJEHHE MOpsAKa BEACHHUS M BEIACHHE TOCYAAPCTBEHHOIO PEECTpa 3aKIYEHHH O
COOTBETCTBUM  INPOU3BOAMTENSI JIEKAPCTBEHHBIX CPEJICTB  TPeOOBaHMSIM  MpaBWJ  Hajjexallein
IIPOU3BOJCTBEHHO! IIPAKTUKY,

(. 8.2 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9) rocynapcTBeHHas perucTpanus INPEENbHBIX OTIYCKHBIX L€H IPOM3BOAMUTENEH Ha
JICKApCTBEHHBIC TPENaparhl, BKIIOYEHHBIE B IMEPEYCHb J>KU3HEHHO HEOOXOAWMBIX W BaKHEHIINX
JICKApCTBCHHBIX MpCraparoB, WM BCACHUC TOCYAAPCTBCHHOTO pEeCTpa MNPCACIbHBIX OTIIYCKHBIX IICH
MIPOM3BOIUTEINICH Ha JIEKapCTBEHHBIE TpenapaThl, BKIIOYCHHBIC B MEepPeUeHb )KU3HEHHO HEOOXOIAMMBIX U
BAJKHEUILNX JICKAPCTBEHHBIX IIPENIAapaToB;

(B pen. @enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

9.1) cormacoBaHue MPOEKTOB PEIICHHI OPraHOB MCIOJIHUTENBHOM BIacTu cyOBbeKToB Poccuiickoii
Oenepanun 00 ycTaHOBIEHWHM W (WJIM) W3MEHEHHH TIPEACIBHBIX Pa3MEpPOB OINTOBBIX HAI0ABOK H
NpeJeNbHBIX Pa3MEPOB PO3HUYHBIX HAA0aBOK K (PaKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
MIPOU3BOJUTENSAMH JIEKAPCTBEHHBIX IpEnapaTtoB, Ha JIEKAPCTBEHHbIE IMpernapaThl, BKIIOYEHHBIE B
NepevyeHb )KU3HEHHO HEOOXOAUMBIX U BKHEUIIIHNX JIEKAPCTBEHHBIX MIPETAapaToB;

(. 9.1 BBeneH denepanbHbiM 3akoHOM OT 13.07.2015 N 241-D3)

10) Bblmaya, YCTAHOBJIEHHWE TMOpsIKa BBbIJAYM PA3PELIEHUs] HA BBO3 KOHKPETHOW MapTHH
JIEKapCTBEHHOTO cpeAcTBa B Poccuiickyro denepanutio;
(. 10 B pen. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

10.1) BbIIaYa, ycTaHOBIIEHHE TIOPSAIKA BhIIAYH U (POPMBI TOKYMEHTa, KOTOPBIN MOATBEPIKIAET, YTO
MPOU3BOJICTBO JIEKAPCTBEHHOTO TMpernapara g MEIUIHUHCKOTO TNPUMEHEHHUS OCYIIECTBICHO B
COOTBETCTBMHM C TpeOOBaHHSAMHU NPAaBWJ HaJUIekKalled TMPOU3BOACTBEHHON NPAKTHUKU WIM UTO
JICKapCTBEHHBIN Ipemapar A BETEPUHAPHOTO NPHUMEHEHUs IOoMylleH K oOpameHuio B Poccuiickoii
@Oenepan, ¥ MOMJIECKUT TMPEACTABICHUIO IO TPEOOBAHUIO YMOJHOMOYEHHOTO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIH Mpernapar;

(m. 10.1 BBenen DenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanpbHOro 3akoHa ot
02.08.2019 N 297-@3)

10.2) BbIIaya, yCTAaHOBIEHHE MOPSIKA BblIA4M M (POPMBI JOKYMEHTA, COAEPXKAIIEro CBEACHUS O
CTaZuAX TEXHOJOTMYECKOro Ipolecca IPOU3BOJCTBA JIEKAPCTBEHHOI'O CPEACTBA Uil MEAUIIMHCKOTO
IIPUMEHEHHMSI, OCYLLECTBIIAEMBIX HA TEppUTOpUH EBpa3uiickoro 3KOHOMUYECKOTO CO03a;

(n. 10.2 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3, B pen. denepabHOrO 3aKOHa OT
13.07.2015 N 241-®3)

11) co3nanue cOBETOB IO BOIIPOCAM, CBSA3aHHBIM C 0OpallleHHEeM JEKapCTBEHHBIX CPE/ICTB;
12) aTTecTamus u cepTU(UKAIKS CICIIHATICTOB;

13) yrparun cuny c 1 centsiops 2013 roga. - @enepanbusiii 3akon ot 02.07.2013 N 185-D3;
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14) ocymecTBiaenue hapMakoHaI30pa;
(n. 14 B pen. enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yuactue B MEXIyHApPOIHOM COTPYIHUYECTBE;

16) nmomyueHue 1o 3anpocam yrnoJTHOMOUEHHOTO (hefepaibHOTO OpraHa UCTIOTHUTEIBHOM BIACTH OT
OpraHOB HWCITIOJHUTEIBHON BiacTu cyOwbekToB Poccmiickoit deneparuu, a Takke OT CYOBEKTOB
oOpalleHusl JIEKapCTBEHHBIX CPEACTB Ui MEAUIMHCKOrO NpPHUMEHEHHs HHGOpMalUU IO BOMPOCaM
YCTaHOBJICHHS ¥ IPUMEHEHHUSI 1IEH Ha JIEKApCTBEHHbIE IIpenapaThl U Ha/1I0aBOK K HUM;

17) npumeHeHne Mep OTBETCTBEHHOCTH 3a HapyLIEHHE 3aKOHOoAaTenbcTBa Poccniickoit @enepanuu;

18) yTBepkaeHWE TpaBUI HaJIeKaIIeH JabopaTOpHON TNPAKTUKU, TpaBUI  HaAJIeKaIIeH
KIMHUYECKOW MPAaKTUKW, MPABWJI HAMJIEKAIIECH MPOU3BOJCTBEHHOM NPAKTUKH, IPAaBUI HaJIeKAIIeh
MPAaKTUKXM  XPAaHEHUs] W  TEPEeBO3KM  JIEKAPCTBEHHBIX  IIPENapaTroB, MPaBWI  HaJJIeXkalleu
IUCTPUOBIOTOPCKONW TPAKTUKH, MpaBHJ HaJUIeKalled anTeyHOH MpakTHKH, NpaBWI HajaJexalei
MPaKTUKU (hapMaKoHA[30pa JEKaPCTBEHHBIX NMPENapaToB AJs MEIULIUHCKOIO TPUMEHEHUS;

(n. 18 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

19) ycranoBieHHe mopsiaKa GOPMHPOBAHUS PETHCTPALIMOHHOTO JIOChE Ha JICKApPCTBEHHBIHN MpenapaT
1 TpeOOBaHMIA K TOKYMEHTaM B €T0 COCTaBE;
(. 19 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

20) yTBepKIeHHE TTPABIII PAIIHOHATBHOTO BEIOOPA HAMMEHOBAHUH JICKAPCTBEHHBIX MIPEMapaTOB JIJIs
MEJUITUHCKOTO TIPUMECHECHHUS;
(n. 20 BBeneH DenepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

21) yTBepkIeHre TIepevHs] HAMMEHOBAHUHN JIEKAPCTBEHHBIX (hOpM;
(n. 21 BBenen @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

22) yrpatun cuiry ¢ 1 mapra 2020 roxa. - ®enepanbhblii 3akoH oT 27.12.2019 N 475-D3;

23) yTBepXkJAEHHUE TPEOOBAHMH K HMHCTPYKLUUU MO MEIUIMHCKOMY NPUMEHEHHIO JIEKAPCTBEHHBIX
IIPENapaToB U K MHCTPYKLIUHU 110 BETEPUHAPHOMY IPUMEHEHHIO JIEKapCTBEHHBIX IIPENapaTos;
(n. 23 BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

24) nmpuHSTHE PEIICHUH, SBISIOUIUXCS OCHOBAaHHUSAMH JJIS BKJIIOUYEHHS JOMEHHBIX UMEH U (WJIN)
yKaszaTelell CTpaHull CaiiToB B MH(OPMAIMOHHO-TEICKOMMYHUKAMOHHOW cetu "MHTepHeT", a Takxke
CETEBBIX aJpPECOB B EAMHYI aBTOMATH3WPOBAaHHYIO HMH(POPMAIMOHHYIO cucTteMy "EaunHbli peectp
JOMEHHBIX HMEH, yKa3aTeleil CTpaHWIl CalTOB B HMH()OPMAIMOHHO-TEIEKOMMYHHKAIIMOHHON CETH
"UnTepuer” u CETEBBIX aJIpECoB, MO3BOJISTIOIINX UIEeHTU(UIIUPOBATH CaWTEI B
MH(POPMALIMOHHO-TEIIEKOMMYHUKAITMOHHOW ~ CEeTH "UnTepHer", cojepxaimpe  MHPOPMALHUIO,
pacrmipocTtpanenue kotopoi B Poccuiickoit deneparmuu 3ampernieHo", B OTHOLIEHWH WH(OpMAIUH,
coJiepKallel MpeayIoKeHHe O PO3HUYHOM TOProBj€ JIEKAPCTBEHHBIMU IIperapaTamMHM, B TOM YHCIE
JUCTAHLIIMOHHBIM CIOCOOOM, pPO3HHMYHAS TOProBJIS KOTOPHIMM OrpaHWYEHA WM 3alpelleHa B
COOTBETCTBHH C HacTOsIUM DenepaibHbIM 3aKOHOM, U (MIIM) HHPOPMAIUH, COAEpIKaIIel MpeIoKeHne
O PO3HMYHOM TOProBJi€ JEKAPCTBEHHBIMHU IpernaparaMyd, B TOM 4YHCIIE€ JAUCTAHIMOHHBIM CIIOCOOOM,
JUIaMM, HE HMMEIOIIMMH JIMLIEH3MM WU PA3pelEHHUs] Ha OCYIIECTBIEHUE TaKOW MAESITEIbHOCTU, €CIU
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MOJyYCHUE JIMICH3WM W paspelieHus NPeAyCMOTPEHO 3aKOHOJATelbcTBOM 00  oOpamieHun
JIEKapCTBEHHBIX CPE/ICTB;
(. 24 B pen. @enepanproro 3akoHa oT 03.04.2020 N 105-D3)

25) BeIgaua pa3penieHuit Ha BBOJ B TPAXKAAHCKUN 000pOT MMMYHOOHOIOTMYECKHX JIEKApPCTBEHHBIX
IIPETapaToB.
(. 25 BBeneH denepanpHbiM 3aKkoHOM OT 28.11.2018 N 449-03)

KoncynprantlIntoc: npumeyanue.

Cr. 5.1 pacnpocTpaHsieTcss Ha MOJIHOMOYHS, KOTOPbIE HE IEpelaHbl A OCYLIECTBIECHUS OpraHaM
roCy/1IapCTBEHHOU BJIacTU cyObeKTOB P® 1 opranaM MECTHOTO CaMOYIPaBICHHS! COOTBETCTBYIOIIMMHU
denepanbabiMu 3akoHaMu (O3 ot 13.07.2015 N 233-D3).

Cratba 5.1. llepemaua ocywecTBneHus nonHomouun enepanbHbIX OpPraHoB
MUCMNOSIHUTENIbHOW BRacTu npu obpalleHUM rfeKapCcTBEeHHbIX CpeaAcTB oOpraHam
ucnosnHuTenbHON BnacTu cyobekToB Poccumnckon depepauumn

(BBeneHa PenepanbHbIM 3ak0HOM OT 13.07.2015 N 233-D3)

[TomHOMOUMST (penepanbHBIX OPraHOB UCHOJHUTENHHOW BIACTH MPU OOpAIICHUU JIEKAPCTBEHHBIX
CPENCTB, MpPEAyCMOTPEHHbIE HacTosmMM @DenepanbHbIM  3aKOHOM, MOIYT IEepefaBaTbCs A
OCYIIECTBIICHUS ~ OpraHaM  WCIOJHHUTENbHOW  Biacth  cyObekToB  Poccuiickoit  Denepanuu
nocranoBieHusiMu [IpaButensctBa Poccuiickoit denepanuv B MOpAIKE, YCTaHOBICHHOM DenepaibHbIM
3aKOHOM OT 6 OKTA0ps 1999 roma N 184-®3 "OO6 o0muX NMPUHIMIIAX OPTaHU3ALUKM 3aKOHOJATEIbHBIX
(IpencTaBUTENBbHBIX) W HMCIIOJHUTEIBHBIX OPTraHOB TOCYAAPCTBEHHOM BJIACTH CYOBEKTOB Poccuiickoii
Oenepauun".

Cratba 6. NNonHOMOYMA OpraHOB UCMNONIHUTENbLHOM BracTu cyobekta Poccumckoun
Penepauunm npu obpaLLeHnn NneKkapcTBeHHbIX CpeacTB

K momHOMOUYMSM OpraHoB HCIOMHUTENBHOW BiacTu cyObekTa Poccuiickoit ®Depepanuu mpu
06paH_IeHI/II/I JICKApPCTBCHHBIX CPCACTB OTHOCATCA:

1) pa3paboTka U peanuzanys perHOHAIBHBIX MPOTrpaMM 00ecrieYeHHsI HACEJICHHUs JIEKapCTBEHHBIMU
npernapaTamu,

2) ycTaHOBJIEHHE TPENIEIbHBIX Pa3MEPOB ONTOBBIX HAJA0ABOK U MPEENIbHBIX Pa3MEPOB PO3ZHUYHBIX
HanA0aBOK K (DaKTUYECKUM OTIYCKHBIM II€HAM, YCTAHOBJICHHBIM MPOU3BOJUTEISAMH JIEKAPCTBECHHBIX
MpernapaToB, Ha JIEKAPCTBEHHbIE Npenaparhl, BKIIOUEHHbIE B IEpPEUYEHb >KU3HEHHO HEOOXOAMMBIX H
BOKHEUILIMX JICKAPCTBEHHBIX MIPENapaToB;

3) ocymecTBICHHE PETHOHAIBHOTO TOCYJapCTBEHHOT'O KOHTPOJIS 3a INPUMEHEHHWEM IIeH Ha
JICKapCTBEHHbIC TMpEraparhl, BKJIIOYEHHBIE B IE€PEYCHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX MPENapaToB, OPraHU3AIMSIMH ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CPEICTBAMH,
anTEeYHBIMH OPTraHU3ALUSAMH, HHAWBUAYAIBHBIMUA TNPEANPHHUMATENSIMH, WMEIOIIUMHU JIMIICH3UI0 Ha
(bapManeBTHYECKYIO JESTEINbHOCTh, MEIUIMHCKHUMH OPraHW3alUsIMH, HMCIONIMMHU JIMLEH3HIO Ha
(bapManeBTUYECKYI0 JesITEeIbHOCTh, W HMX O0O0COOJIEHHBIMU TOJpa3fencHusIMH (amMOyIaTopusMu,
dbenpamepckuMu U QENBAMIEPCKO-aKYIIEPCKUMU  ITYHKTaMH, IIeHTpaMH (OTIAEICHUSMU) OOIIen

www.consultant.ru CrpaHuua 16 us 146
HafeXXHaa npaBoBas noafepixka



®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

BpaueOHON (CEMEHHOM) MPAKTUKH), PACIIOIOKEHHBIMH B CEIbCKMX HACEJICHHBIX IMYHKTaX, B KOTOPBIX
OTCYTCTBYIOT alITCUHBIC OPTaHU3AlINN;
(B pen. @enepanbHbIX 3ak0HOB OT 25.06.2012 N 93-D3, o1 27.12.2019 N 475-D3)

4) nmpuHATHE pelieHuss 00 HMCIONb30BAHUM Ha TeppuTopuu cyObekTa Poccuiickoit @eneparuu
Hapsy C pelienTaMy Ha JIEKapCTBEHHbIE IIpenapaThl, 0hOpPMIEHHBIMU Ha OyMa)XHOM HOCHUTEJNE, PELENTOB
Ha JIEKapCTBEHHBIE Mpenaparthl, CHOPMUPOBAHHBIX B ()OPME FIEKTPOHHBIX TOKYMEHTOB.

(1. 4 BBenen denepanbHBIM 3aK0HOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYOJAPCTBEHHASA ®APMAKOINEA

Cratbsa 7. Paspabotka v u3gaHme rocypapctBeHHou chpapmakonen, pasmelieHue
OaHHbIX O Hen

1. Tlog rocymapcTBeHHOW (apMakorneeii MOHMMAETCs CBOJ OO0mUX (hapMaKONEWHBIX CTaTed H
(hapMaKOIIeHHBIX CTaTeH.

2. Pa3zpaborka oOmmx ¢apMakomeHslx craTed W (papMakoneHHBIX cTaTeil, B TOM YHCIE
(dapMakoleHbpIX cTaTed Ha (QapMakonelHble CTaHAAapTHBIE oOOpasmbl, W BKJIOYEHHE WX B
rOCYJapCTBEHHYIO (h)apMaKONe OCYILECTBISIOTCS B TOPAIKE, YCTAHOBJICHHOM YIMOJHOMOYEHHBIM
(benepaibHBIM OPraHOM UCIIOJTHUTENBHOM BJIACTH.

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

3. Pa3pabotka dapmakoneiiHON cTaThi Ha pedepPEHTHBIN JICKAPCTBEHHBIN MpemapaT W BKIIOYCHUE
€e B TOCYIapCTBEHHYIO ()apMaKOIel0 B TEUEHUE CpPOKa JCHCTBHS 3allUThl UCKIIOYUTEIHLHOTO IpaBa,
YIIOCTOBEPEHHOTO MATCHTOM Ha pedepeHTHBIN JIEKapCTBEHHBIN Mperapar, OCYIIECTBISIOTCS C COTIIACHs
€ro pa3paboTyHKa.

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

4. TocynapctBeHHast (apMakones H3/4aeTCsl YNOJHOMOUYEHHBIM  (efepaibHbIM  OpraHOM
WCTIOJTHUTEJIEHOM BJIACTH 3a CUET CPEACTB (peliepaabHOro OI0PKETa U MOJUICKHUT TIEPEH3TaHUSIM HE PEKe
4eM OAWH pa3 B IIATH JIET, B IEPUOJ MEXIY KOTOPBIMU M3IAIOTCA IPHIOXKEHUS K IOCYAAapCTBEHHOU
dbapmakoriee, coxaepxamiue oOmue ¢dapMmakorneinple ctaTbu W (W) (apMakonerHble CTaThH,
YTBEPIKICHHBIE MTOCIIE U3IaHUS UITH MEPEU3IaHusI TOCyIapCTBEHHON (hapMaKOIIEH.

5. YnomHomoueHHBIH (enepanbHBIi OpraH HCIOTHUTEIHPHOW BJIACTH pa3MENIaeT aHHBIE O
roCy/IapCcTBeHHOU (hapMakoriee U MPUIOKECHHUSIX K Hell Ha CBoeM ouiinaibHOM caiite B cetr "MuTepHeT"
B YCTAaHOBJICHHOM UM TOPSJKE.

nasa 4. IMLULEH3NPOBAHUE NPON3BOACTBA JIEKAPCTBEHHbLIX CPEACTB
N ®APMALIEBTUYECKON OEATENbHOCTU, TOCYOAPCTBEHHbIA KOHTPOIb
(HAO30P) B COEPE OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB
(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

Cratba 8. JlMueH3uMpoBaHMe nNpPOU3BOACTBA JIEeKAPCTBEHHbIX CpeacTB MU
chapmMaueBTUYECKON [eATEeNbHOCTH

1. JluueHnsupoBaHue MPOU3BOJCTBA JEKAPCTBEHHBIX CPEACTB U (hapMalleBTUYECKOMN NeSTEIIbHOCTH
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OCYILIECTBJISIETCS B COOTBETCTBUU € 3aKOHO1aTesIbecTBOM Poccuiickoit denepanui.

2. O6s3aTeIBHBIM YCIOBUEM IPEIOCTABICHNUS JIULEH3UU Ha MTPOU3BOICTBO JICKAPCTBEHHBIX CPEICTB
SBIIAETCS TPUIIOKEHUE K 3asBICHUIO COMCKATENs JIMIIEH3MH IEpeyHsl JIEKApCTBEHHBIX (GopM H (MIN)
BUJIOB (hapMaleBTUUECKUX CYOCTaHLMN, KOTOpPbIE MPOU3BOAUTENH JIEKAPCTBEHHBIX CPEICTB HaMepeH
MIPOU3BOIUTE.

3. B ciiyuae HEOOXOIUMOCTH pacIIUpEeHUs] POU3BOJCTBA JEKAPCTBEHHBIX CPEJCTB 3a CYET HOBBIX
JIEKapCTBEHHBIX (OPM W BUAOB (PAPMANEBTUYECKUX CyOCTAHIMH NPOM3BOIUTENb JIEKAPCTBEHHBIX
CpeACTB JOJDKEH IOJAaTh B JIMIEH3UPYIOUIMI OpraH 3asBICHHE O BHECEHHMHM W3MEHEHHMH B peecTp
JIMLIEH3UH Ha MTPOU3BOICTBO JIEKAPCTBECHHBIX CPE/CTB.

(B pen. @enepanbubix 3ak0HOB 0T 02.08.2019 N 297-®3, ot 11.06.2021 N 170-D3)

4. JIuueH3us Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPeACTB ((hapmalleBTHUECKON CyOCTaHIIMM CIIUpTa
STUJIOBOTO (STaHOJNA) BBIAACTCA MPH YCJIOBUM HAIWYUS y OpPraHW3alid Ha MpaBe COOCTBEHHOCTH,
XO35IIICTBEHHOT'O BECHUS WM ONEPATUBHOIO YIPABIECHUS OCHOBHOTO TEXHOJIOTMYECKOTO 000PYAOBAHUS
JUIS TPOM3BOJCTBA ATHJIOBOTO CIUPTA, 3apETUCTPUPOBAHHOIO B COOTBETCTBUM cO craThed 14.1
®denepanpHoro 3akoHa OT 22 HOsiO6ps 1995 roma N 171-®3 "O rocymapCTBEHHOM pETyJIUPOBAHUU
MPOM3BOJICTBA U 00OPOTa STHIOBOIO CIUPTA, AJKOTOJBHOW M CHHPTOCOJEpXAlled MPOAYKIUU U 00
OTpaHUYCHUH TOTPEOICHUS (PACTIUTHSI) aTKOTOJIbHON TTPOTYKITHN" .

(uactb 4 BBeneHa denepasibHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

Ctatba 8.1. OCOOGEHHOCTM NnMUUEH3NPOBaHUA MNPOU3BOACTBA JIeKAPCTBEHHbIX
cpencTB (hapmMaueBTUHECKOWN CyOGCTaHLMM cnUpTa 3TUNIOBOro (3TaHona)
(BBeneHa @eaepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

1. JleiictBue JUIEH3MM Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPeICTB ((hapManeBTHYECKON
CyOCTaHIIMM CIHMPTAa STWIOBOIO (3TaHOJA) NPUOCTAHABIMBAECTCS B YAcCTH IpaBa Ha INPOU3BOJCTBO
(bapMareBTHYECKONH CyOCTaHLIMU CHHMPTa 3TUIOBOTO (3TaHOJNA) JTHUICH3UPYIOUIMM OpPraHoM B CIydYasXx,
onpenaeneHHbIx crarbeil 20 denepanbHoro 3akoHa oT 4 mag 2011 roga N 99-@3 "O nuieH3upoBaHUU
OTIENbHBIX BHJOB JAEIATEIBHOCTU", a TaKK€ Ha CpPOK IPUOCTAHOBJICHUS JAEWCTBUS JIMIIEH3UMM Ha
IIPOM3BOJICTBO 3THJIOBOTO CIIMPTA AJIS IPOU3BOJCTBA (papMalleBTUUECKO CyOCTaHIIMK CIUPTa STHIOBOTIO
(aTaHona), BEIIaHHOM B coOTBETCTBUH ¢ DenepanbHbIM 3akoHOM OT 22 HosiOps 1995 roga N 171-®3 "O
rOCYJapCTBEHHOM PpEryJIMpOBaHUM IPOU3BOJACTBA M 000OpOTa ATUIOBOTO CIUPTA, AJIKOTOJBHOW U
CIHUPTOCOAEPKAILECH MPOJYKIUU H 00 OTpaHNUYCHUH MOTPeOIeHHS (PACIUTHSA) alTKOTOJIbHOW MPOAYKITHH'".

2. JleticTBMe JMIIEH3WW Ha TPOU3ZBOACTBO JIEKAPCTBEHHBIX CpeacTB ((papmameBTHYCCKOM
CyOCTaHIIMKM CHHMpTa JTUIOBOrO (dTaHOJA) B YACTH IIpaBa Ha MPOU3BOJCTBO (apMaleBTUISCKOM
CyOCTaHIIMM CHHMpTa ATUIOBOrO (3TaHOJA) MpEKpallaeTcss JUIEH3UPYIOUUM OpraHoM B Clydasx,
onpeneneHHbIX ctatheil 20 denepanpHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nuneH3upoBaHUU
OTIENbHBIX BHJIOB JEATEIbHOCTU", a TaKXKe C JaThl NPEKpalleHHUs WM aHHYJIMPOBAHUS JEHCTBUS
JTUIEH3UU Ha MPOU3BOJICTBO JTHUJIOBOTO CIHUPTAa AJIsS MPOU3BOJACTBA (hapMalieBTUUECKOW CyOCTaHIIUU
CIUpTa 3TUIIOBOTO (3TaHOJA), BEIJAHHON B coOTBEeTCTBUH ¢ DenepanbHbIM 3akOHOM OT 22 HOs0ps 1995
roga N 171-®3 "O rocyaapCTBEHHOM pETyJIMpPOBAHHWU IMPOU3BOACTBA U 00OPOTa ATUIOBOTO CIHPTA,
QIKOTOJIBHOM W CIUPTOCOACpIKAlled MPOAYKIIMM M 00 OrpaHMYCHUU TOTpeOIeHUsT (pacruThs)
QJIKOTOJILHOM MPOTyKIUH "
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Cratba 9. [locymapcTBeHHbIW KOHTponb (Hag3op) B cdepe obpaweHus
neKkapcTBeHHbIX CPeacTB
(B pen. ®enepanpHoro 3akoHa ot 11.06.2021 N 170-D3)

1. TocymapcTBeHHBIN KOHTpOJib (Ham30p) B cdepe oOpamieHus JEeKapCTBEHHBIX CPEACTB
OCYIIIECTBIISIETCS TOCPEICTBOM (heeparbHOTO TOCYAapCTBEHHOTO KOHTpOJis (Haa3opa) B cdepe
oOpallleHusl JEKapCTBEHHBIX CPEACTB M (PelepalibHOr0 TOCYJapCTBEHHOIO JHUIIEH3MOHHOIO KOHTPOJIS
ACATCIIbBHOCTU I10 IMPOU3BOACTBY JICKAPCTBCHHBIX CPCACTB, OCYIICCTBIIACMBIX (I)CHCP&HBHBIMI/I OopraHaMu
WCTIOJIHUTENIbHOMN BIACTH, yoJTHOMOUYeHHBIMU [IpaBuTenscTBoM Poccuiickon @enepanuu.

2. IlpeameroMm (emepanbHOTO TOCYIApPCTBEHHOTO KOHTpOJs (Ham3opa) B chepe oOpamieHus
JIEKapCTBEHHBIX CPEJICTB SBJISIOTCS:

1) cobGmonenue o0s3aTeNbHBIX TpeOOBaHUI B chepe oOpalieHus JeKapCTBEHHBIX CPENICTB, B TOM
qucIe:

a) TpeOOBaHUI K JOKIMHUYECKHM HCCIICIOBAaHUSAM JIEKAPCTBEHHBIX CPEACTB, KIUHUYECKUM
UCCIIEIOBAaHMSIM JICKAPCTBEHHBIX IIPEMapaToB, M3rOTOBJICHUIO, XPaHEHWIO, MEPEBO3KE, BBO3Y B
Poccuiickyio ®enepanuio, OTIYCKy, peajd3aluu, Iepeaade, MNpoJake JEKApCTBEHHBIX CPENCTB,
MPUMEHEHUIO JIEKAPCTBEHHBIX IPENapaToB, YHHUYTOXKEHUIO JIEKAPCTBEHHBIX CPEACTB, YCTAHOBJICHMIO
MIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX MpPENapaTtoB II€H Ha JIEKAPCTBEHHbIEC IpENapaThl, BKIIOUECHHBIC B
nepeyeHb )KMU3HEHHO HEOOXOMMBIX U BaKHEHIINX JIEKApCTBEHHBIX MIPENapaToB;

0) TpeOOBaHMII K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEJICTB, HAXOSAIIUXCA B OOpalleHuH,
MOKa3aTessIM KauecTBa, YPPEKTUBHOCTH U OE30IIaCHOCTH, YCTAHOBJIEHHBIM B COOTBETCTBUH C HACTOSIILIUM
®enepanbHbIM 3aKOHOM;

B) TpeOOBaHMI K COONIOCHUIO CyOBEKTaMH OOpAaIleHHs JEKAPCTBEHHBIX CPENICTB, YKa3aHHBIX B
gactu | crateu 67.1 HacTosdmero denaepanbHOro 3aKOHAa, OTPAHUUYEHUM, HaJlaraéMbIX CTaTbsaMu 67.1 u
67.2 nacrosiero deaepaibHOro 3aKOHA;

2) coboIeHNe JTMLEH3UOHHBIX TPEeOOBaHUN K OCYLIECTBICHHIO (papMaleBTUUECKOM 1 TeTbHOCTH;

3) cobmoneHre TpeOOBaHMI K MPEJOCTABICHUIO CYOBEKTaMH OOpalieHus JIEKapCTBEHHBIX CPEACTB
uHpOpMaIMK O JIEKAPCTBEHHBIX CpPEACTBAaX M (MJIM) JIEKApCTBEHHBIX Mpernaparax, MpeayCMOTPEHHOU
cratbsimu 9.1, 52.1 u 64 nacrosero PeaepanbHOro 3aKOHA;

Koncynprantllntoc: npumeyanue.
C 01.03.2026 11. 4 4. 2 ct. 9 yrpaunBaet cuiry (D3 ot 20.10.2022 N 405-D3).

4) cobmoieHue IpeyCMOTPEHHBIX cTaThelt 55.1 Hacrosmero deaepanbHOro 3aKOHA TPEOOBAHUN K
MPOBEJICHUIO KCIIEPUMEHTA 110 OCYIIECTBICHHIO PO3HUYHON TOPTOBIIM JIEKAPCTBCHHBIMHU IIpeTiapaTaMu
JUIS  MEIUIMHCKOTO TPUMEHEHHs, OTIYCKaeMBIMH 10 pEIenTy Ha JIeKapCTBEHHBIA Mpemnapar,
JTMCTAHIIHOHHBIM CIIOCOOOM.

(1. 4 BBeneH PenepanbHbM 3akoHOM OT 20.10.2022 N 405-D3)

3. Ilpum ocymecTBieHUu ¢eaepaJbHOr0 TOCYAapCTBEHHOTO KOHTPOJs (Ham3opa) B cdepe
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oOpalleHusl JIEKapCTBEHHBIX CPEACTB MPOBOJATCA CIEAYIOIIME BHJbI KOHTPOJBHBIX (HAA30PHBIX)
MEPOIPUATHMN:

1) noxymeHTapHasi MPOBEPKa,

2) Bble3HAsI IPOBEPKA;

3) BEIOOPOYHBIN KOHTPOJIb KA4eCTBa,
4) KOHTpOJIbHAs 3aKYIKA;

5) MHCTIEKITMOHHBIA BU3UT;

6) HabOmozeHue 3a COOJIOJCHHEM 00s3aTelbHbIX TpeOOBaHUKA (MOHUTOPUHI OE30MaCHOCTH)
(dbapmakonagzop).

4. Opranu3zanys U OCyIECTBICHUE (heepaTbHOr0 roCyIapCTBEHHOI'O KOHTPOJIS (Haa30pa) B chepe
oOparieHust JEKapCTBEHHBIX CPeICTB perynupytorcs DenepanbHbiM 3akoHOM OT 31 mronst 2020 roma N
248-®3 "O rocynapCTBEHHOM KOHTpoJie (HaA30pe) W MYHHUIUNAIBHOM KOHTposie B Poccuiickoit
Oenepanun".

5. BHeriaHoBBIH BBIOOPOYHBIM KOHTPOJbL KadecTBAa IMPOBOAWUTCS B TOM 4YHCIE HAa OCHOBAaHHUH
IIPOrPaMMBI IPOBEPOK.

6. I1naHOBBIM BEIOOPOYHBIA KOHTPOJIb KAU€CTBA HE MPOBOIUTCSI.

7. Ilo pe3ynbTaTaM BBIOOPOYHOTO KOHTPOJISI KauecTBa HAPALY C PELICHUSMH, MPEAyCMOTPEHHBIMU
®enepanbubiM 3akoHOM OT 31 uronst 2020 roma N 248-D3 "O rocyaapcTBEHHOM KOHTpoJie (Haa30pe) U
MYHUITUIIAILHOM KOHTpoJie B Poccuiickoir ®@eneparnuu', deneparbHIMH OpraHAMH HCTIOTHUTEIBHON
BIIACTH, YIOJIHOMOYEHHBIMH Ha OCYIIECTBIIEHHE BBIOOPOYHOTO KOHTPOJS KAauecTBa, MPUHUMAIOTCS
CJIEYIOIIHE PEIIeHUS:

1) o nmampHeiIeM TpakIaHCKOM OOOpPOTE CEepUH, MapTUU COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO
CPEICTBa B ClIy4ae MOATBEPXKACHUA IO Pe3y/bTaTaM IIPOBEICHHBIX UCIBITAHUN COOTBETCTBHS Ka4eCTBA
JICKapCTBEHHOT'O CPE/ICTBA YCTAHOBJICHHBIM TPEOOBAHUSIM;

2) 00 W3BATUU M3 TPAXKIAHCKOTO 000pOTa CEpPHH, MAPTUU COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
CpcacTBa B CJIy4ac BBIABJIICHUSA IO PC3yJibTaTaM IMPOBCACHHLIX HUCIBITAHUNA HECOOTBETCTBUS KauecTBa
JICKApCTBEHHOTO CPEJICTBA YCTAHOBJICHHBIM TPEOOBAHHSIM,

3) o mepeBoje NEKAapCTBEHHOI'O CPEACTBA Ha IMOCEPHHUHBIM BHIOOPOYHBIH KOHTPOJIb KayecTBa
JIEKapCTBEHHBIX CPEZCTB B ClIydae IMOBTOPHOTO BBISBICHHS HECOOTBETCTBUS KadeCTBA JICKAPCTBEHHOTO
CpeACTBa YCTaHOBJIEHHBIM TpeOOBaHMAM M (MpU HEOOXOAMMOCTH) O MpPOBEPKE CyObeKTa OOpalleHus
JIEKapCTBEHHBIX CPEACTB. Pacxozpl, cBI3aHHBIC C MPOBEJCHUEM ITOCEPHUHHOTO BEIOOPOYHOTO KOHTPOJI,
OITAYMBAIOTCS TMPOU3BOAUTENIEM JIEKAPCTBEHHOTO CpeACTBa JHMOO JepiKareleM WM BJaJelbleM
PETHCTPAIIOHHOTO YI0CTOBEPEHHS JIEKAPCTBEHHOTO IIpenapara.

8. denepanbHbli IrOCYIapCTBEHHBIN JIMLEH3UMOHHBIM KOHTPOJIb JEATENIBHOCTH 110 MPOU3BOACTBY
JIEKapCTBEHHBIX CPEICTB OCYLIECTBIIIETCS B COOTBETCTBHM C 3aKOHOAATEILCTBOM Poccuiickon
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denepanuu.

CraTtba 9.1. MporpamMmma npoBepok
(BBenena @enepanbHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. B mensix opranu3anuy BEIOOPOYHOTO KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX CPENCTB (popMupyeTcs
IIporpamMmma IIpoOBEPOK.

2. Jlng uenedl peanm3alMd IpOrpaMMbl IPOBEPOK IPOU3BOAUTENN JIEKAPCTBEHHBIX CPENCTB M
OpraHM3alfy, OCYUIECTBIISIIOIINE BBO3 JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro ®Dexpeparuto,
IIPEIOCTABIIAIOT B OTHOLIEHWM JIEKAPCTBEHHBIX CPEACTB JJII MEIUIUHCKOTO IPUMEHEHUS B
YIOJIHOMOYCHHBIH (he/lepaIbHbIi OpraH HCIIOJHUTEIHHOM BJIACTH, OCYIISCTBISIOMMN (DYHKIIMH 10
KOHTPOJII0O W Haa30py B cdepe 3ApaBOOXpaHEHHS, B OTHOUICHWH JIEKAPCTBEHHBIX CPEIACTB IS
BETEPUHAPHOTO TPHUMEHEHHUS B YINOJHOMOYEHHBIN (¢eaepanbHbli OpraH HCIOJIHUTEIHLHOW BIIACTH,
OCYILIECTBISIONIMNA (YHKIIMU IO KOHTPOJIIO M HAJ30py B cepe oOpalieHust JeKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO NMPHUMEHEHMS, CBEICHHS O CEpUsAX, NAPTHUIX JEKAPCTBEHHBIX CPEACTB, NMOCTYNAKOIIUX B
rpaxaaHckuii obopor B Poccuiickoit denepanuu, B TMOpsIKE, COCTaBE W 00bEME, YCTAaHOBJIECHHBIX
yKa3aHHbIMU (eqiepaabHbIMU OpraHaMU UCIIOJHUTENbHOMN BJIACTU B OTHOIIEHUH JIEKAPCTBEHHBIX CPEICTB
JUIS MEIMLUHCKOIO IPUMEHEHHsT M B OTHOLIEHUM JIEKApPCTBEHHBIX CPEACTB JUISI BETEPUHAPHOTO
MIPUMEHEHHUS COOTBETCTBEHHO.

3. Ilporpamma mpoBepok (opMupyercs Ha KaJeHIapHbli rog B cpok no 30 mekalps roxa,
MPEIIECTBYIOUIETO FOAYy IPOBEACHUS BBIOOPOYHOTO KOHTPOJIS.

4. B ciydae HacTyluleHHs COOBITHH, yKa3aHHBIX B moamyHktax "O" m "B" myHkTa 2 yactu 6
HacTosIILEeH CTaThbi, (efepalbHbIM OPraHOM HCIOJHMUTENBHOM BJIACTH, OCYLIECTBISIOINM (DYHKIMH IO
KOHTPOJIIO M Ha/a30py B cdepe 3ApaBOOXpaHEHUs, (helepaibHbIM OPraHOM HCIIOJHUTEILHON BIIACTH,
OCYILIECTBIISAIOMMM (DYHKIIMHU IO KOHTPOJIIO U HAA30pY B chepe oOpalleHus JeKapCTBEHHbIX CPEACTB AT
BETEPUHAPHOTO MPHUMEHEHHs, IpH HEOOXOAMMOCTH BHOCATCS COOTBETCTBYIOIIME HM3MEHEHUS B
IporpamMmy IpOBEPOK.

5. B nporpammy npoBepoK MOT'YT BKJIIOUAThCSI MEPOIIPUSTHS C YIETOM HAapYUIEHHH, BBISIBICHHBIX B
paMKax KOHTPOJIbHBIX (HaJ30pHBIX) MEPONPUATHH 32 NPEAbIAYIINI KaJIeHAapHbIN TO1.

6. IIporpaMmma npoBEpPOK COAEPIKUT:

1) mepedeHp JEKapCTBEHHBIX CPEICTB, OTOOP 00pa3lioB KOTOPHIX Oy/IET OCYIIECTBISATHCA B paMKax
BBIOOPOYHOT'O KOHTPOJISI, (POPMHUPYEMBIN C YUETOM PE3yJIbTaTOB TOCYAAPCTBEHHOTO KOHTPOJS (HAA30pa)
B cepe 0OpamieHus JTIeKapCTBEHHBIX CPEACTB 32 KaJCHIAPHBINA IO, TPEIIESCTBYIONIHA TOy TPOBEACHUS
BBIOOPOYHOT'O KOHTPOJIS;

2) ykazaHHe Ha COOBITHE, HACTYIUICHHE KOTOPOTO SIBISETCS OCHOBAHUEM [UIS OCYIECTBICHHS
BBIOOPOYHOT'O KOHTPOJIS:

a) MOJy4YeHHe CBEIEHUMN, MPEJICTaBIsIEeMbIX B COCTaBe U 00bEME, YCTAaHOBJICHHBIX (erepaibHbIM
OpPraHOM HCIOJHHUTEIBHOM BIIACTH, OCYIIECTBISAIOUIMM (DYHKIMM 1O KOHTPOJIIO U HAA30py B cdepe
3/paBOOXpaHeHus], QefepanbHbBIM OPraHOM HCHOJHUTENBHON BJIACTH, OCYIIECTBISAIOMUM (DYHKIUHU IO
KOHTPOJIIO U HaJ30py B cpepe oOpalieHus JIeKapCTBEHHBIX CPEICTB Il BETEPUHAPHOTO MTPUMEHEHHS, O
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cepusiX, MapTHUSX JIEKAPCTBEHHBIX CPEACTB, IMOCTYMAIIMX B TpakIaHCKHK 000por B Poccuiickoii
@enepanyy, yKa3aHHbIX B IIyHKTe 1 HacTosAlmed 4YacTH, OpraHU3alUsIMH, OCYLIECTBIISIIOIIMMHU
MPOU3BOJCTBO JIEKAPCTBEHHBIX cpelcTB B Poccuiickoit denepanmy U BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro @enepanuio;

0) moJydeHHue MOCTyNaromel B MOPsAJIKEe, YCTAHOBIEHHOM cTaThell 64 HacTosmero denepaabHOTO
3aKO0Ha, I/IH(i)OpMaI_II/II/I (6] HOGO‘-IHI:IX HCﬁCTBHHX, HCIKCJIATCIIbHBIX PCAKIHAX, CCPBbC3HBIX HCKCIIATCIbHBIX
peaxkuusx, HeMpeABUICHHBIX HEXEIaTeNbHbIX PEaKIUsIX MPU MPUMEHEHUH JIEKAPCTBEHHBIX MPENaparos,
00 MHIMBHIyalbHON HENEPEHOCUMOCTH, OTCYTCTBUHM 3(P(PEKTUBHOCTH JIEKAPCTBEHHBIX IPEMaparoB, a
Takke 00 MHBIX (haKTax U 0OCTOATENbCTBAX, MPEACTABIAIONINX YIPO3Yy JKU3HHU WU 3[J0POBBIO YEOBEKa
JII/I60 JKUBOTHOI'O IIpU MTPUMCHCHHUU JICKAPCTBCHHBIX IIPCHAPATOB W BBIABJICHHBIX Ha BCCX JTallax
oOparieHus JeKapCTBEHHBIX mpernapaToB B Poccuiickoit denepanuu v Ipyrux rocy1apcTBax;

B) nojy4yeHue B coorBercTBUU ¢ DenepanpHbiM 3akoHOM oT 31 uronst 2020 roma N 248-d3 "O
roCyJapCTBEHHOM KOHTposie (Haa30pe) W MYyHHIMNaIbHOM KoHTpose B Poccuiickoit deneparin"
CBEICHUI O MPUYMHEHHWH Bpela WM 00 yrpo3e MpUUMHEHHs Bpeia KHU3HH, 370pPOBBIO T'PaXKIaH HIU
KUBOTHBIX.

Cratba 9.2. locymapcTBeHHbIN KOHTpOsNb (Hag3op) 3a peanusaumen opraHamu
UCNONMHUTENbLHON BnactTun cyobektoB Poccunckon Pepepaumm nosiHoMouun B cdhepe
obpalleHnA nekapCcTBEHHbIX CPeaAcTB AN MeAULMHCKOro NpMMeHeHus

(BBenena @eaepanbHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. T'ocynapcTBeHHBIH KOHTPOJb (HAA30p) 3a peaiv3alueil OopraHamMy HCIOJIHUTEIbHOM BIACTH
cyowrektoB Poccuiickoit ®denepanuu moasHOMOUYUN B cdepe oOpalleHus JIEKapCTBEHHBIX CPEACTB IS
MEIULMHCKOTO IPUMEHEHHs OCYLIECTBISETCS yNOJHOMO4YeHHBIM IIpaBurensctBom Poccuiickoit
®denepan OpraHOM HUCTIOIHUTEIBHOM BIACTH.

2. IlpenmeTom rocyaapCTBEHHOTO KOHTPOJIs (HAA30pa) 3a peanu3alreil opranaMu UCIIOJIHUTEIbHON
BIacTu cyobekToB Poccuiickoit Denepannu nmoaHoMounid B chepe oOpaieHus JeKapCTBEHHBIX CPEJICTB
JUTSE METUITUHCKOTO TIPUMEHEHUS SIBJISIETCS COOJIO/ICHUE YITOJITHOMOUYEHHBIMHA OpPraHaMU UCTIONTHUTEIILHON
BIIacTu CyOBekTOB Poccuiickoit deaepanuu METOJAMKH YCTAHOBJIEHHUS MPENEIbHBIX Pa3MEpPOB OINTOBBIX
HaA0aBOK W TMPEAENbHBIX pa3MEpPOB PO3HUYHBIX HAM0aBOK K (DAKTHUECKMM OTIYCKHBIM I[€HAM,
YCTAaHOBJICHHBIM MPOU3BOJUTENSAMU JIEKAPCTBEHHBIX IpENapaTtoB, Ha JIEKAPCTBEHHbIE Iperaparshl,
BKIIFOUEHHBIE B MIEPEUCHB )KHU3HEHHO HEOOXOUMBIX M BOXKHEUIIIHNX JICKAPCTBEHHBIX MPETapaToB.

3. Ilpu ocymiecTBIEHUN TOCYAapCTBEHHOTO KOHTPOJsA (HAA30pa) 3a pealu3aluedl opraHamu
UCTIOJHUTENBHOM Bnactu cyO0bekToB Poccuiickolt @enepanuu mnonHoMounid B cdepe oOpamieHus
JIEKapCTBEHHBIX CPECTB JUISl METUIIMHCKOTO MPUMEHEHHSI IIPOBOJISATCS CIIEAYIONINE BUIABI MEPOIIPHSITHIA:

1) noKyMeHTapHbIE IPOBEPKH;
2) BBIC3/THBIE TIPOBEPKH.

4. Opranuzanys M OCYIIECTBJIEHHME TIOCYAAPCTBEHHOTO KOHTPOJS (Haa3opa) 3a peanusanueit
opraHaMy HCIIOJTHUTEIBHOM BJacTH CyOBekToB Poccuiickort ®enepanuu MOJTHOMOYMH B cdepe
oOpareHust JIGKApCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO MPUMEHEHHS perynmupyroTcs denepanbHbIM
3aKOHOM OT 6 OKTs0ps 1999 roga N 184-®3 "OO6 o0mmx NMpPUHIIUMIIAX OPTraHU3aAIMU 3aKOHOJATECIIbHBIX
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(IpencTaBUTENBbHBIX) W HMCIIOJHUTEIBHBIX OPTraHOB TOCYAAPCTBEHHOM BJIaCTH CYOBEKTOB Poccuiickoii
Oenepauun".

5. TlomokeHHWe O TOCYJApCTBEHHOM KOHTposie (Haa3ope) 3a pealu3aldeldl opraHamu
UCTIOJHUTENBHOM Bnactu cyO0bekToB Poccuiickolr @enepanun monHOMounid B cdepe oOpamieHus
JIEKaPCTBEHHBIX CPENICTB ISl MEIMIIMHCKOTO TpUMEHEeHUsT yTBepkaaercs [IpaButensctBom Poccuiickoi
denepanuu.

CraTtbsa 9.3. PermoHanbHbI rocyAapCcTBEeHHbIA KOHTPONb (HaA30p) 3a NpUMeHeHueM
LeH Ha NeKapCTBeHHbIe npenapartbl, BKITIOYEHHbIe B NepeyYyeHb XXU3HEHHO HeobxoaAuMbIX
M BaXXHeMLUUX NeKapCTBEHHbIX NpenapaToB

(BBenena denepanbHbiM 3ak0oHOM OT 11.06.2021 N 170-D3)

1. PernonanpHBIN rOCyIapCTBEHHBI KOHTPOJIb (HAA30P) 32 MPUMEHEHHEM II€H Ha JICKapCTBEHHBIE
npernaparsl, BKIIOUYEHHBIE B TIEpEUYEHb JKU3HEHHO HEOOXOIMMBIX M BA)KHEHIIMX JIEKapCTBEHHBIX
MpenapaToB, OCYIIECTBISETCS OPraHOM HCIIOJHUTEIBHOW BiacTH cyOobekTa Poccuiickont denepanmw,
YIIOJIHOMOYEHHBIM BBICITUM MCIIOJHUTEIBHBIM OPraHOM T'OCYJIapCTBEHHOH BiacTu cyObekTa Poccuiickoit
denepanuu.

2. IlpenMeToM pernoHaNIbHOTO TOCYIAPCTBEHHOI'O KOHTPOJIS (Haa30pa) 3a MPUMEHEHUEM IIEH Ha
JIEKapCTBEHHbIE TMpenaparbl, BKJIIOUYEHHbIE B IEPEUYEHb >KU3HEHHO HEOOXOJUMBIX M Ba)KHEHIIMX
JICKApCTBEHHBIX  IpEMNapaTtoB, SBISETCS  COOJIOACHHWE  OPraHM3aLUUSMH  ONTOBOM  TOPTOBIHU
JIEKapCTBEHHBIMHU CPEACTBAMHM, alTEYHBIMU OPraHU3AMSIMHU, WHAUBUAYAIbHBIMU MPEANPUHUMATENSAMH,
UMEIOIIMMHU  JIMICH3HI0O Ha (apMaIeBTUYECKYIO JESITEIbHOCTb, MEIUIMHCKUMH OpPTaHU3aLUSIMH,
MMEIOLIUMU JTUIEH3UI0 Ha (DapMalieBTUUECKYIO JEeSTeNbHOCTh, U UX 000COOJCHHBIMU MOIPA3AECICHUSIMU
(amOynaropusimu,  QenabAIIEPCKUMH U (ENBIIIEPCKO-aKYIIEPCKUMH  MYHKTaMH,  LIEHTPaMHU
(otmeneHusiMu) oOIIeH BpaueOHON (CEeMEWHOM) MPAaKTHUKU), PACTIOJIOKEHHBIMU B CEJIbCKUX HACEIEHHBIX
NYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTEYHbIC OPraHM3alUMU, MpPU pealu3alui JEKapCTBEHHBIX
MpernapaToB TpeOOBaHMN K NPUMEHEHHIO II€H, YPOBEHb KOTOPBIX HE [OJDKEH IMPEBBIIIATH CYMMY
(akTH4EeCKOM OTIYCKHON LIE€HBI, YCTAaHOBJICHHOW IPOMU3BOAMTEIEM JIEKAPCTBEHHBIX IIPENaparoB, M
KOTOpbIE€ HE MPEBBIIMIAIOT 3apETUCTPUPOBAHHBIX MPENEIbHBIX OTIHYCKHBIX 1I€H, U Pa3MEpPOB ONTOBBIX
Ha/10aBOK W (WJIM) pa3sMEpOB PO3HUYHBIX HAJ0aBOK, HE MPEBBHIMAIOIIMX COOTBETCTBEHHO pPa3MEpoB
Mpe/iebHBIX ONTOBBIX Ha/J0aBOK U (MJIM) pa3MepoB MpeleibHBIX POSHUYHBIX HA/10aBOK, YCTaHOBJICHHBIX
B cyOBbekTe Poccuiickoii @enepanuu.

3. Opranuzanusi ¥ OCYIIECTBICHHE PETHOHAJIBLHOTO TOCYAApCTBEHHOTO KOHTPOJsS (Haa3opa) 3a
NPUMEHEHHEM LIeH Ha JICKAPCTBEHHBIE MIPENapaThl, BKIIOUECHHBIC B NIEPEYCHb KU3HEHHO HEOOXOAUMBIX U
BOXHEHIINX JIEKAPCTBEHHBIX MPENAPATOB, perynupyrorcs OeaepanbHbiM 3akoHoM oT 31 urons 2020 roga
N 248-®3 "O rocyaapcTBEHHOM KOHTpoJie (HaA30pe) M MYyHMIMIAIBHOM KOHTposie B Poccuiickoit
Oenepanun".

4. ITonoxxeHne O PErMOHAIBLHOM TOCYJAapCTBEHHOM KOHTpoOJie (HaA30pe) 3a MPUMEHEHHEM LIEH Ha
JIEKapCTBEHHbIE MPENaparhbl, BKIIOUYEHHBbIE B IEPEYEHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IPENapaToB, YTBEP)KIAeTCsl BBICIIMM HCIOJHUTENBHBIM OpPraHOM TIOCYIapCTBEHHOM
BiacTu cyowrekra Poccuiickoit Denepanmm.

Cratba 9.4. ®depepanbHblii FOCYyAapCTBEHHbLIN  JINLEH3NOHHbLIW  KOHTPOJb
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AeATeNnbHOCTU NO NPOU3BOACTBY J1IeKapCTBEeHHbIX cpeacTB
(BBenena @enepanbHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. ®enepasbHbIl rOCYAAPCTBEHHBIM JUIIEH3UOHHBIM KOHTPOJb AEATEIBHOCTU IO IPOU3BOJCTBY
JIEKapCTBEHHBIX CPEJICTB OCYIIECTBISIETCS (peliepaibHbIMM OpraHaMHM HCIIOJIHUTENIBHOW  BIIACTH,
ynosHoMoueHHbIMH [IpaBurenscTBoM Poccniickoit denepanuu.

2. @enepalibHBI TOCYJAPCTBEHHBIN JMIEH3MOHHBIA KOHTPOJb JEITEIBHOCTH IO MPOU3BOJICTBY
JIEKAPCTBEHHBIX CPEJICTB OCYLIECTBISETCS B COOTBETCTBUU ¢ DenepaiibHbiM 3akoHOM OT 4 mast 2011 roga
N 99-®3 "O nuneH3upoBaHUM OTIEIbHBIX BUIOB ACATEIbHOCTH" U DenepanibHbIM 3aKOHOM OT 31 uroms
2020 romga N 248-®3 "O rocynapCTBEHHOM KOHTpoOji€ (HaA30p€) WU MYHHULMIIAIBHOM KOHTPOJIE B
Poccuiickoit ®enepanmu". B pamkax denepanbHOTO TOCYJApCTBEHHOTO JIMIIEH3MOHHOTO KOHTPOJIS
NEeSATEIbHOCTH MO MPOU3BOJACTBY JIEKAPCTBEHHBIX CPEACTB IUIAHOBBIE KOHTPOJIbHBIE (HAI30pPHBIE)
MEPONPUATHS HE MPOBOIATCS, NMPU 3TOM MPOBOAMUTCS MEPUOAMYECKOE IMOATBEPHKACHHUE COOTBETCTBHS
JTUIEH3UATOB JIMIICH3UOHHBIM TpeOOBaHUSAM B COOTBETCTBUHM ¢ DenepanbHbiM 3akoHOM OT 4 Mmas 2011
roaa N 99-®3 "O nuneH3upoBaHUM OTEIbHBIX BUIOB ACATEILHOCTH' .

nasa 5. PASPABOTKA, JOKITMHNYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUYECKUE UCCIIEQOBAHUA
JNIEKAPCTBEHHbIX NMPENAPATOB AnA BETEPUHAPHOIO NPUMEHEHUA

CraTtba 10. PazpaboTka nekapcTBeHHbIX CpeAcTB

1. Pa3paboTka JEeKapCTBEHHBIX CPEJCTB BKJIIOYACT B ce0s IMOMCK HOBBIX (DAapMaKOJIOTHUYECCKH
AKTHUBHBIX BCIICCTB, MOoCJICAYOICC HU3YUYCHHUC HUX  JICKAPCTBCHHBIX CBOﬁCTB, JOKIIMHUYECCKHUEC
HCCIe0BaHMs, Pa3pabOTKy TEXHOJIOTHH MPOU3BOACTBA (hapMalleBTHUECKUX CYOCTaHIIUM, pa3paboTKy
COCTAaBOB U TEXHOJIOTUI IIPOU3BOACTBA JICKAPCTBEHHBIX [IPENIAapaTOB.

2. ®uHaHCOBOE oOecneueHne pa3padOTKU JIGKAPCTBEHHBIX CPEJICTB OCYIIECTBISETCS 3a CUET:
1) cpencTB denepanibHOTO OOIKETA;
2) cpeAcTB pa3pabOTUYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CPEICTB IIPOU3BOJUTENEH JIEKapCTBEHHBIX CPEICTB pu BBITIOJIHEHUH
HAy4YHO-HCCJIEIOBATEIbCKUX pabOT MO JOrOoBOpY MEXIY pa3pabOTYMKOM JIEKApCTBEHHBIX CPEICTB U
IIPOU3BOIUTENIEM JIEKAPCTBEHHBIX CPENICTB;

4) WHBIX HE 3aIpEIICHHBIX 3aKOHOIaTeILCTBOM Poccuiickoit deepannn HCTOYHUKOB.

3. HpaBa pa3pa60TqI/H<a JICKAPCTBCHHOTO CPCACTBA OXPAHAIOTCA I'PAKIAHCKUM 3aKOHOAATCIILCTBOM.

Ctatba 11. [oknuHMYecKoe wuccnenoBaHMEe JeKapCTBEHHOro cpeacrsa Ans
MeAULIMHCKOro NpMMeHeHus

1. JIOKIIMHMYECKOE WCCIEeIOBaHUE JIEKAPCTBEHHOTO CPENICTBA IUII METUIIMHCKOTO MPHMEHEHHS
NpOBOAUTCA MYTEM HNPUMCHCHHA HAYUYHBIX MCTOAOB OICHOK B MNOCIAX IIOJNYYCHHA JOKa3aTCIILCTB
0e30macHOCTH, KadecTBa U 3P(HEKTUBHOCTH JICKAPCTBEHHOTO CPEICTBA.
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2. JIOKIMHUYECKOE HCCIICIOBAaHUE JICKAPCTBEHHOTO CPEICTBA JUIsl MEIUIIMHCKOTO TPHUMEHEHUS
MPOBOAMTCS B COOTBETCTBUU C MpaBWIaMH HaJyIekalield 1ab0opaToOpHON MPaKTUKH, YTBEPKICHHBIMU
YIOJITHOMOYECHHBIM (peiepaabHbIM OPraHOM HCTIOTHUTEILHOM BIACTH.

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

3. Jlns opraHu3anyy ¥ MPOBEACHUS TOKIMHUYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO CPEACTBA JUIS
MEIUIIMHCKOTO  TPUMEHEHUs  pa3pabOTUMKU  JICKQpPCTBEHHBIX  CPEACTB  MOTYT  IPHBJIEKATh
HAaY4HO-MCCIIEJOBATEIbCKUE OPraHW3alliy, O00pa3oBaTeNbHBIC OpPraHU3allMM BBICIIETO OOpa3oBaHMA,
UMeIoIe HEOOXOIUMYI0 MaTepHaIbHO-TEXHUYECKYI0 0a3y M KBaJU(HUIIMPOBAHHBIX CIICHUAIUCTOB B
COOTBETCTBYIOIIEH 00JIaCTH HCCIIEAOBAHNS.

(B pen. @enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

4. JloxmuHWUYECKOE HCCIIEIOBAaHUE JICKAaPCTBEHHOT'O CPEACTBA [JII MEAMIIMHCKOTO MPUMEHEHUS
MPOBOAMTCS TIO YTBEPKIACHHOMY pa3pabOTUMKOM JIEKAPCTBEHHOTO CPEICTBAa IUIAHY C BEICHUEM
MIPOTOKOJIa 3TOTO MCCIEOBAHUS M COCTABJICHHEM OTYETa, B KOTOPOM COJEPXKATCS PEe3yJabTaThl ATOTO
UCCIEAOBAHUS M  3aKIIOYEHHE O BO3MOXKHOCTH MPOBEIACHUS  KIMHUYECKOTO  HUCCIIEI0BAHUS
JIEKapCTBEHHOTO MperapaTa il METUITMHCKOTO TIPUMECHEHHUS.

5. [IpoBenenue mpoBepoOK COOMIOACHHS TIPABUI Ha/JIEXKAIIEH 1a00paTOPHOI MIPAKTHKHU U TTPABOBBIX
HOPM HCIIOJIb30BAHUSI KWUBOTHBIX MPH MPOBEACHUH JOKIMHUYECKHX HCCIEIOBAaHUN JICKapCTBEHHBIX
CPEICTB sl MEIUIMHCKOTO MPUMEHEHUSI OCYIIECTBIISICTCS YIMOJHOMOUYEHHBIM (peepalbHBIM OpPraHOM
HCIIOJIHUTEHLHON BIACTH.

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

6. PesympTaThl NOKIMHUYECKOTO HCCIENOBAHMS JICKAPCTBEHHOI'O CPEACTBA I MEIMLIMHCKOIO
NPUMEHEHHUS. MOTYT OBITh NMPEICTABICHBI B YIMOJHOMOUYEHHBIN (hefepabHbI OpraH HCIOJIHUTEIbHON
BJIACTH B YCTAHOBJICHHOM MOPSAJKE B LENSIX FOCYIapCTBEHHON PErUCTPALliH JIEKAPCTBEHHOTO NIpernapara.

Cratba 12. [oknuHuYeckoe wuccriegoBaHUE JeKapCTBEHHOro cpeacrtBa M
KNMMHMYECKOe uccreaoBaHWe JfieKapCTBEHHOro npenapata pAns  BeTepuUHapHOro
npUMeHeHuA

1. JloknMHMYECKOEe HCCIIEJOBAHUE JIEKAPCTBEHHOTO CPEACTBAa AJsi BETEPUHAPHOIO MPUMEHEHUS
MPOBOAMTCS IMYyTeM TMPUMEHEHHS HAYYHBIX METOJOB OIICHOK B IENSAX TMOJXYYCHUS [0KA3aTeIbCTB
0e30MacHOCTH, KauecTBa U A(P(HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA, B TOM YHUCIIE ONpPEAETICHHS CPOKa
€ro BBIBEJICHUS M3 OPraHM3Ma XUBOTHOTO, B IEJSX oOecredeHusi 0€30MacHOCTH MPOAYKIIUU KUBOTHOTO
MIPOUCXOXKACHHUS ITOCII€ TIPUMEHEHHUSI COOTBETCTBYIOIIETO JIEKAPCTBEHHOT'O IIperapara.

2. JIOKJIMHHUYECKOE HCCIEA0BAHUE JIEKAPCTBEHHOIO CPEJICTBA M KIMHUYECKOE HCCIEOBaHUE
JIEKapCTBEHHOI'O TMpemnapara Juisi BETEpUHAPHOTO NPUMEHEHUs, HCCIeNoBaHHEe OMO’KBUBAJIEHTHOCTH
YKa3aHHOI'O JIEKAPCTBEHHOI'O Ipernapara MPOBOASATCS B COOTBETCTBUHU C IpPaBUIIAMM, YTBEPKICHHBIMU
YIIOJTHOMOYEHHBIM (eiepaibHbIM OPTaHOM HCIIOTHUTENbHOM BIIACTH.

3. JloxnuHuYeckoe uccleoBaHUE JIEKAPCTBEHHOIO CPENCTBA M KIMHUYECKOE HCCIe0OBaHUE
JIEKapCTBEHHOI'O TIperapaTta [uisi BETEPUHAPHOTO TMPUMEHEHUS NPOBOJAATCA MO YTBEPKICHHOMY
pa3paboTYNKOM JICKAPCTBEHHOTO CPEJCTBA IUIAHY C BEICHHEM MPOTOKOJIOB JTHX HCCIEAOBAaHUN U
COCTaBJICHHEM OTYETOB, B KOTOPBIX COAEPKATCS PE3yJIbTaThl 3TUX UCCIIEIOBAHHI.
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4. Jlna opraHu3anny U NMPOBEACHUS JNOKIMHUYECKOIO MCCIEAOBAaHUSA JIEKAPCTBEHHOTO CPEACTBA U
KIMHHUYECKOTO UCCIIEIOBaHMS JICKApPCTBEHHOTO Mperapara Jjisi BETEPUHAPHOTO IPUMEHEHUS pa3paboTuuK
JEKapCTBEHHOTO  CPEACTBA  MOXET  IpUBJEKaTb  OpraHu3aluM, HMEIoUMe  HEoOXOIUMYIO
MaTepHaIbHO-TEXHUUECKYI0 0a3y M KBaJIM(UIIMPOBAHHBIX CICIHMAIMCTOB B COOTBETCTBYIOIIEH 001acTH
UCCIIEIOBaHMS.

5. KinmHnueckue wncciaenoBaHUsl JIEKAPCTBEHHBIX IIPENapaToB MJsl BETEPUHAPHOTO INPUMEHEHUS
[IPOBOJIATCS B BETEPUHAPHBIX OPraHM3alUAX W B OpPraHuU3alUaX, OCYLIECTBIAIOIIUX pa3BeACHHE,
BBIPAILIMBAHUE U COJEPKAHUE )KUBOTHBIX, B LIEJIAX:

1) ycTaHOBJIEHUS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MTPENapaToB 30POBBIMHU KUBOTHBIMH;

2) monbopa ONTUMAIbHBIX JIO3MPOBOK JICKAPCTBEHHBIX MPENapaToB M Kypca JICUEHUS Ha
KOHKPETHOM! IpyIIe JKUBOTHBIX C ONPEAEICHHBIM 3a00JI€BaHUEM;

3) ycTaHOBieHHUs 6€30MAaCHOCTH U 3(P(HEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara, npeIHa3HaueHHOro
IUISL JICYCHUS OTIPEJICIICHHBIX 3a00JI€BaHM KUBOTHBIX, WX 3()(HEKTHBHOCTH JEKaPCTBEHHOTO Iperapara
U1 TPOHUIAKTUKY 3a00JIeBaHUM 310pPOBBIX KHUBOTHBIX;

4) wu3ydeHHs] BO3MOXXHOCTEH pacIIUpeHUs] IOKa3aHWH K TMPUMEHEHHIO 3aperuCTPUPOBAHHOTO
JICKApCTBCHHOTO IMpeTiapaTa v BbIABJIICHUSA PAHCC HCU3BCCTHBIX HO60‘IHBIX I[GI’ICTBPIIE.

6. Knunndeckoe wuccienoBaHue JEKapCTBEHHOIO IperapaTa il BETEpUHAPHOIO MPUMEHEHUS
OCYIIIECTBIISIETCS 32 CUET CPEJCTB pa3padOTUHKA JICKAPCTBEHHOTO CPE/ICTBA.

7. Otuerbl O pe3ylnbTaTax JAOKIMHUYECKOTO WCCICIOBAHUS JIGKAPCTBEHHOTO CPEICTBA U
KIIMHUYECKOI'O HUCCIICO0BaHUA JICKAPCTBCHHOT' O npemnapara JJISL BCTCPUHAPHOI'O MMPHUMCHCHU
COCTABIISIIOTCSL  Pa3pabOTYNKOM JIEKAPCTBEHHOTO CPEICTBA C YYETOM 3aKIIOUEHHH OpraHu3alui,
MNPpUHHUMABIIUX Y4aCTUC B OpraHU3alu U MPOBCACHUHN DTUX HCCJ’IGI[OBaHHﬁ.

8. KoHTponp 3a mnpoBeneHHMEM JOKIMHUYECKHX HCCIEJOBAaHUN JIEKAPCTBEHHBIX CPEICTB U
KIMHUYECKMX HCCJIEIOBAaHUI  JIEKApCTBEHHBIX IIPEMapaToB Il  BETEPUHAPHOIO  IPUMEHEHUS
OCYILIECTBIISICTCS YIIOJIHOMOYEHHBIM (heiepaibHbIM OpPraHOM HUCIIOTHUTENIBHOM BIACTH.

Masa 6. OCYLLECTBNIEHUE FOCYQAPCTBEHHOW PETMCTPALMA
JNNIEKAPCTBEHHbIX NMPEMNAPATOB

Cratbsa 13. FlocypaapcTBeHHasi perucTpaums nekapcTtBeHHbIX NpenapaTos
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynprantllntoc: npumeyanue.

JlonmyckaeTcsi IpUMEHEHNE B MEAMIIMHCKUX IIESIX HE 3apeTHCTPUPOBAHHBIX B P® jekapCTBEHHBIX
MPENapaToB, COACPIKAIINX HAPKOTHUYECKUE CPEJICTBA MIIM TICUXOTPOIHbIE BEIIECTBA, BBE3CHHBIX B PD
B COOTBETCTBUU C 4. 3.1 cT. 47 nanHoro gokymeHTa (1. 8 ct. 3 @3 o1 27.12.2019 N 475-D3).

1. B Poccuiickoit @enepannu AOMYCKAIOTCS MPOU3BOJICTBO, U3TOTOBJICHUE, XPAaHEHUE, TTEPEBO3KA,
BBO3 B Poccuiickyto ®@enepanuio, BeiB03 U3 Poccuiickoii depepanuu, pekinama, OTIYCK, peanu3aius,
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nepeqada, TMPUMEHEHHE, YHUYTOKEHHE JIEKAPCTBEHHBIX IMPENapaToB, €CIM OHHU 3aperHCTPUPOBAHBI
COOTBCTCTBYIOIIUM YIIOJTHOMOYCHHBIM (I)C,HepaHBHbIM OopraHoM HUCIIOJHUTEILHOU BJIACTH.
(dactp 1 B pen. Denepanbroro 3akoHa ot 13.07.2015 N 241-D3)

2. 'ocynapCcTBEHHOMN pEerucTpaluy MOoJIexkKaT:

1) Bce ynexapCTBEHHBIE TpEMapaThl, BIEPBBIC MOJICKAIIHE BBOAY B oOpamieHue B Poccuiickoit
denepaunu;

2) nekapcTBEHHbIE Ipenaparhbl, 3aperUCTPUPOBAHHBIE paHee, HO TPOU3BEICHHBIE B JAPYrUX
JICKapCTBEHHBIX (hOpMax B COOTBETCTBUU C NEPEYHEM HAWMEHOBAHUI JIEKApCTBEHHBIX (OPM, B HOBOM
JO3UPOBKE MPH JI0KA3aTENbCTBE €€ KIMHNYECKONH 3HAYMMOCTH U 3P PEKTUBHOCTH;

3) HOBBbIE KOMOMHAIIMY 3apPETUCTPUPOBAHHBIX paHee JeKapCTBEHHBIX MPEnapaToB.

3. TocynapcTBeHHasi perucTpainus JIEKapCTBEHHBIX IMPEnapaToB OCYIIECTBISETCS MO pe3yibTaTaM
HKCHEPTHU3bl JICKAPCTBEHHBIX CPEJICTB, @ TOCYAApPCTBEHHAs pEerucTpaius ophaHHBIX JEKapCTBEHHBIX
MIPEernapaToB OCYLIECTBISIETCA IO pe3ysibTaTaM JKCHEPTU3bl JOKYMEHTOB, IPEACTaBICHHBIX IS
OIpezieNIeHUs] BO3MOKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIN Mpenapar il MEAUIIMHCKOTO IPUMEHEHHUS
IPU  OCYIIECTBICHUH TOCYIapCTBEHHOW perucTpalyuy B KadyecTBe Op¢aHHOTO JIEKapCTBEHHOTO
Ipenapara, v 0 pe3yJibTaTaM 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB.

4. TocynapcTBeHHasi pETUCTpaLUs JIEKaPCTBEHHOTO IIperapaTa OCYyIECTBISIETCSI COOTBETCTBYIOUIUM
YIIOJTHOMOYEHHBIM (peiepajbHBIM OPraHOM HCHOJHMTEIBHOM BIACTH B CPOK, HE IMPEBBIMIAIONIMNA CTa
HIeCTUJECATH pabouux JHEH cO JHS MPUHATHS COOTBETCTBYIOIIETO 3asBIIEHUS O TOCYIapCTBEHHOM
perucTpanyy JIGKapCTBEHHOTO Tpemnapara. B yka3aHHBIA CPOK BKIIOYAeTCS BPEeMs, HEOOXOAUMOE st
MOBTOPHOTO TPOBEJEHUSI SKCHEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBHUM €O cTaThel 25
Hacrosiniero dexepanbHOro 3akoHa. Cpok rocyJapCTBEHHOM perucTpaluy JEKapCTBEHHOrO Ipernapara
UCYMCIISIETCS CO [JHS TMPHHATHS COOTBETCTBYIOUIMM YIIOJIHOMOYEHHBIM (peliepabHBIM OpPraHoM
UCIIOJIHUTEIIBHOW  BJIACTM  COOTBETCTBYIOLETO  3asBJICHUS O TOCYJAapCTBEHHOW  PErUCTPALMH
JIEKapCTBEHHOI'O Tpernapara ¢ MNPWIOKEHHUEM HEOOXOJUMBIX JIOKYMEHTOB TIO JEHb BbLIaYu
PETUCTPAIIMOHHOTO yJOCTOBEPEHHS JIEKaPCTBEHHOT 0 Ipenapata. Bpemsi, HeoOXxoauMoe JUTst HalpaBIeHUS
YIOJTHOMOYEHHBIM (elepaabHbIM OpPraHoOM HCIOJHUTENBFHOM BJIAacTH 3ampoca O MPeACTaBICHUU
HGOGXO,Z[I/IMBIX MaTCpraJIOB U NPCACTABIICHUSA 3adBUTCIICM OTBCTA HaA I[aHHBIfI 3a1pocC B COOTBETCTBUHU CO
cratbsiMu 16, 19 u 23 nacrosmero denepanbHOr0 3aKOHA, HE YUYUTHIBACTCS MPU HWCUHUCICHUH CPOKA
rocyAapCTBEHHOM perucTpalyu JIEKapCcTBEHHOTO Mpernapara.

5. T'ocynapCcTBEHHOM perucTpalyu He MOJIexKaT:

1) nexapcTBeHHbIE NpenapaTbl, W3TOTOBJIECHHBIE AaNTEUHBIMU OPraHU3alUsSMH, BETEPUHAPHBIMU
aNTEeYHBIMH OpTraHU3aIMsIMHU, WHAWBUIYAIGHBIMU MPEINPUHAMATEISIMHA, KOTOPbIE UMEIOT JIUIICH3UIO Ha
(bapMareBTUYECKYIO0 JESITEeIbHOCTh, IO pelenTaM Ha JIEKapCTBEHHBIC INpenapaTsl M TpeOOBaHUSAM
MEJUIUHCKUX OpTaHU3alfii, BETCPUHAPHBIX OPTraHW3AlMN WM OpraHu3anuil (MHIWBUIYATBHBIX
Hpe,Z[HpI/IHI/IMaTeJIGI\/'I), OCYIICCTBIIAOIINX Pa3BCACHUC, BbIPpAILIMBAHUC U COACPIKAHUC JKUBOTHBIX;

(B pen. @enepanpHoro 3akoHa ot 30.12.2021 N 463-D3)

2) nexapCTBEHHBIE MpenapaThl, MPUOOpeTeHHbIE (PU3NYECKUMHU JTUIIAMHU 3a nipeaenamMu Poccuiickoit
Denepauyy U MpeIHA3HAYCHHBIE IS JIMYHOTO UCIIOJIb30BAHNS,
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3) nmekapcTBEHHBIC TIpemnapathl, BBO3UMbIe B Poccuiickyro deneparinio st Oka3aHUsT MEIUITMHCKON
IMOMOIIH IO XU3HCHHBIM IMOKAa3aHHAM KOHKPCTHOT'O MAalMCHTA Ha OCHOBAHUHW PA3PCIICHHA, BBIJAHHOTO
YIIOJTHOMOYEHHBIM (e/iepabHbIM OPTaHOM HCTIOTHUTEIFHON BIIACTH;

4) nexkapcTBEHHBbIE CpEICTBa, BBO3UMbIE B Poccuiickyto denepanyio Ha OCHOBaHMM BbIJIAHHOTO
YIIOJIHOMOYEHHBIM (eIepalibHbIM OPraHOM HCIOJIHMTEIBHOM BIACTH pa3pelleHUs M NpeJHAa3HAYCHHBIE
IUId TPOBENCHUSA KIMHUYECKUX MCCIEAOBAaHNUN JIEKAPCTBEHHBIX IpenaparoB W (WIM) IPOBENCHUS
JKCIIEPTU3bl  JICKAPCTBEHHBIX  CPEACTB  JUISl  OCYILECTBICHHMS TOCYJAapCTBEHHOM  perucrpanuu
JIEKAPCTBEHHBIX IIPETIApATOB;

5) dbapmarieBTHUECKHE CyOCTaHIINH,

6) pagnodapMaleBTUYECKUE JIEKapCTBEHHBIE IpenapaThl, M3TOTOBJICHHBIE HEMOCPEICTBEHHO B
MEIUIUHCKUX OpraHu3alMsIX B IMOPSAIKE, YCTAaHOBJICHHOM YIOJIHOMOYEHHBIM (enepabHbIM OpPraHoM
VCIIOJTHUTEJIBHOU BJIACTH;

7) nekapcTBEHHBIE MTpernapaThl, IPOU3BOIUMBIE AJI SKCIIOPTA.
6. He nonyckaercs rocynapcTBeHHasl perucTparus:

1) JexapcTBEHHBIX MpenapaToB, OTIMYAIOUIUXCA JPYr OT JApyra KauyeCTBEHHBIM COCTaBOM
JENUCTBYIOLIUX BEUIECTB, MO/l OAMHAKOBBIM TOPrOBBIM HAUMEHOBAHUEM;

2) OIHOTO JIEKApCTBEHHOTO Mpernapara, MPeICTaBICHHOTO HA TOCYIApCTBEHHYIO PETHCTPAIHIO B
OTHOIICHHWKU OJHOI'0 MW TOI0 3KC [JOCpKATCIA MWW BJaACJblla PCTUCTPALIMOHHOI'O YIOCTOBCPCHHUA
JICKQpCTBEHHOTO Tpernapara B BUAC JBYX H 0ojiee JICKAPCTBEHHBIX MpENapaToB IMOJ pPa3TUYHBIMUA
TOProBbIMU HAMMCHOBAHUAMMU.

(. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B d1eKTpoHHOU (opMe WM Ha OyMa)XHOM HOCHUTENE) CyObeKTa oOpalieHus
JIEKapCTBEHHBIX  CPEICTB  COOTBETCTBYIOIIMM  YIIOJHOMOYEHHBIM  (elepajbHbIM  OpPraHOM
WCIIOMHUTEIbHOW  BJACTH, OCYIIECTBJSIONIMM TOCYAAPCTBEHHYIO PETHCTPALUI0  JIEKAPCTBEHHBIX
MIpPernapaToB, B YCTAHOBICHHOM UM IOPSIJIKE OCYILIECTBISETCS] HAyYHOE KOHCYJIBTUPOBAHKE TI0 BOIIPOCAM,
CBS3aHHBIM C  TPOBEJICHUEM  JIOKJIMHUYECKUX  HUCCICAOBAHMM, KIMHUYECKUX  MCCIIEOBAHUMN
JIEKapCTBEHHBIX IPENapaToB, OSKCIEPTU3bl KauyecTBa JIEKAPCTBEHHBIX CPEICTB, 3(PPEeKTUBHOCTH U
0€30MacHOCTH, C OCYIIECTBICHHEM TOCYIAapPCTBEHHONW PETHCTpalH JIGKAPCTBEHHBIX IPETapaToB.
KoHcynpTupoBaHue ocyIiecTBIsieTCs C MpuUBIeYeHHEM (eaepalbHbIX TOCYIapCTBEHHBIX OOJIKETHBIX
YUpEKJEHUH, MOJBEIOMCTBEHHBIX HTaHHOMY (enepalbHOMY OpraHy HWCIOIHUTEIBHON BIACTH U HE
Y4acTBYIOUIMX B OpraHU3allid IMPOBEJICHHUS AKCHEPTU3bl KayecTBa JIEKAPCTBEHHBIX CPEICTB B IENAX
OCYIIECTBJICHUS HX TOCYIApCTBEHHOW PErucTpallid B COOTBETCTBHM CO CTaThed 16 HacTosmero
@enepalbHOTO 3aKOHA, B BUJE OTBETA B MHUCHMEHHOH (opMe YIMOJIHOMOUYEHHOTO (eiepaibHOro opraHa
WCIIOJTHUTENIbHOW BJIacTW Ha 3ampoc. Pa3Mep B3umaemMoil ¢ 3asBUTENsl IUJIaThl ONpPEAENseTCS B
COOTBETCTBHMH C 3aKOHOAATENbCTBOM Poccmiickoit demepanun 00 oOpraHu3anuu  TPEIOCTaBICHUS
TOCYy/IapCTBEHHBIX M MYHUIUNAIBHBIX yciuyr. HWupopmanus 00 OCYIISCTBICHHHW HAYyYHOTO
KOHCYJBTUPOBaHUS, B TOM 4YHCIIe CTaThd, 0030pbI, CIPAaBOYHBbIE MaTepHaibl M UHas uHbopMauus 00
OCYIIIECTBICHUH HAYYHOT'O KOHCYJIbTUPOBAHUS, Pa3MeIIaeTcss Ha O(pUIMaTbHOM CaliTe YITOJHOMOUYEHHOTO
(dbenepasbHOrO OpraHa HMCIHOJHUTEIBLHON BiacTH B cetu "MHTepHeT" C COOI0OIeHHEeM OTrpaHWYCHUM,
YCTAaHOBJICHHBIX ~ 3aKOHOJATEIbCTBOM O  MEPCOHAIBHBIX  JIAHHBIX, KOMMEpYEeCcKOW u  (WiH)
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roCyJ1apCTBEHHOM TaiiHE.

8. T'ocynmapcTBeHHasl perucTpanus JE€KapCTBEHHBIX IPENapaToB, KOTOPbIE NpeIHa3HAYEHBI JIs
NPUMEHEHUS] B YCJIOBUSX BOCHHBIX JCHCTBUH, YpE3BBIYAHHBIX CHUTYallMH, MPEeAYNPEkKICHUS
Ype3BBIYANHBIX CHTYAlMid, MPO(QUIAKTUKYA U JICUYCHHS 3a00JICBaHUA, MPEICTABISIIONINX OMACHOCTH IS
OKpY’KaIOIIKX, 3a00JI€BaHUIl U MOPAKEHUH, MOTYYSHHBIX B pe3yJbTaTe BO3AEHCTBUS HEOIArOMpPHUSITHBIX
XUMHUYECKHUX, OWOJIOTUYECKUX, PAJUAIMOHHBIX (AaKTOPOB, M KOTOpHIE pa3pabOTaHBl B TOM YHUCIE IO
3aaHuio (eaepaabHbIX OPraHOB HCIOJIHUTENBHOW BIACTH, YIOJIHOMOYEHHBIX B 00JACTH OOOPOHBI
CTpaHbl U 0€30MAaCHOCTH T'OCYAAapCTBA, & TAKXKE JIGKAPCTBEHHBIX CPEJICTB B Clydyae WX ACPEKTYphl WIH
pUCKa BO3HHKHOBEHHUs JIe(PEKTypbl B CBS3M C BBEIEHHEM B OTHomeHMH Poccuiickoit deneparuu
OTPAaHUYUTENBHBIX MEP JKOHOMHYECKOTO XapaKTepa OCYIIECTBISETCS B MOPSAKE, YCTAHOBICHHOM
[IpaBuTenscTBOM Poccuiickoi denepanum.

(B pen. @enepanbubix 3ak0HOB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Cratbsa 14. MpUHUMNDbI 3KCNEepTU3bl NEeKapCTBEHHbIX CpeacTB
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DkcnepTH3a JIEKAPCTBEHHBIX CPEACTB OCHOBBIBAETCS Ha MPUHLMIAX 3aKOHHOCTH, COOJIOCHUS
npaB M CcBOOOJ 4YelOBEKAa M TpaKJAaHWHA, NpPaB IOPUIMYECKOTO JIMIA, HE3aBUCHMOCTH DJKCIepTa,
OOBEKTUBHOCTH, BCECTOPOHHOCTH M TMOJHOTHI HCCIEAOBAaHUN, MPOBOJUMBIX C HCIIOJIB30BAHUEM
COBPEMEHHBIX JIOCTHXKCHUH HAyKW W TEXHHKH, OTBETCTBEHHOCTH (helepalibHOTO TOCyIapCTBEHHOIO
OIO/PKETHOTO YYPEXKACHUS IO MPOBEICHHUIO SKCIEPTH3bl JIEKAPCTBEHHBIX CPEICTB M JKCHEPTOB 3a
IIPOBEJIEHUE U KaYE€CTBO 3KCIEPTU3HI.

2. DKcnepTu3a JeKapCTBEHHBIX MPEenapaToB /Il MEIUIIMHCKOIO IPUMEHEHUs BKIIIOYaeT B ce0sl:

1) skcnepTU3y JOKYMEHTOB, IPEICTaBICHHBIX ISl ONpPEAEICHUS BO3MOKHOCTH paccMaTpUBATh
JIEKapCTBEHHBIN Mpemnapar i MEAUIIMHCKOTO MPUMEHEHMsI MPH OCYIIECTBICHUU TOCYIapCTBEHHON
perucTpanyy B kKauyecTse opphaHHOTO JIEKAPCTBEHHOT'O TpenapaTa;

2) 3KCHepTU3y MPeagoKeHHbIX METOJ0B KOHTPOJIS KaueCTBa JIEKAPCTBEHHOTO CPEJICTBA U KayecTBa
MPEJCTaBICHHBIX O0pPAa3lOB JIGKAPCTBEHHOTO CPEICTBA C HCIIOJIB30BAaHHUEM JTHX METOJIOB (Janee -
AKCIIEPTH3a KaueCcTBA JIEKAPCTBEHHOI'O CPECTBA);

3) okchepTH3y OTHOLIEHUS OXXKHAAEMOW IOJIb3bl K BO3MOXXKHOMY PHUCKY IPUMEHEHUs
JIEKapCTBEHHOI'O IIPEIapara;

4) sKCIepTU3y PErucTPALMOHHOTO JOChe Ha JICKApCTBEHHBIM MpenapaT B IENsAX OINpeaesICHHs
B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MTPENapaToB U MEIUIIMHCKOTO IIPUMEHEHUSI.
(. 4 BBeneH PenepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

3. DkcnepTu3a JIEKapCTBEHHBIX MpPErnapaToB AJs BETEPUHAPHOTO MPHUMEHEHUs BKIIOYaeT B cels
JKCMEPTU3y KadecTBa JICKAPCTBEHHOTO CPEACTBA M JKCIEPTU3Y OTHOILICHUS OXUIAEMOM MOJb3bl K
BO3MO>XHOMY PUCKY NPUMEHEHHUS JIEKAPCTBEHHOTO Mpernapara.

Cratba 15. ®epepanbHoe rocyfapCTBeHHOe OHKETHOE y4ypexaeHue no
npoBeAeHUI0 IKCNepTU3bl NleKapCTBEHHbIX CPeACTB
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DKcnepTu3a JIEKapCTBEHHBIX CPEACTB MPOBOAUTCA (efepalbHbIM IOCYJapCTBEHHBIM OIOKETHBIM
YUpEXKICHUEM COOTBETCTBYIOLIETO YIOJHOMOYEHHOTO (eepalbHOTO OpraHa HMCIIOJHUTEIHHON BIIACTH,
CO3/IaHHBIM JJisi OoOecredyeHHus MCIONHEHUs TIOJIHOMOYUN 3Toro (enepasbHOr0 OpraHa Mo Bblgaye
pa3pelieHuil Ha TMPOBEACHUE KIMHMYECKUX HCCIIEIOBAHHMM JIEKAPCTBEHHBIX IMpenapaTtoB U (WiIU) IO
rocy/1apCTBEHHOW PETUCTPALIMU JEKapCTBEHHBIX MPEnapaToB (Aajiee - SKCIEPTHOE YUPEKICHHE).

CraTtba 16. OpraHusaums npoBeaeHUA 3KCNEePTU3bI JIEKAPCTBEHHbLIX CPeacTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DOkcnmeptu3a JIEKapCTBEHHBIX CpPEACTB IPOBOJUTCS KOMMCCHUEH 53KCIEPTOB 3KCIEPTHOTO
yUpeXK/IeHUs, Ha3HAYEHHOW €ro pyKOBOJHUTENIEM, Ha OCHOBAaHUHU 3a/laHUsl HA IMPOBEJIEHHUE IKCIEPTU3BI
JICKQpCTBEHHOTO CPEJCTBA, BBIJAHHOTO YIOJIHOMOYEHHBIM (ellepajbHbBIM OpPraHOM HCIOJIHUTEIbHOM
BJacTu. PykoBoauTe b SKCHEPTHOTO YUpEkACHHsI oOecrieunBaeT HaaJexallee MpoBeeHHE SKCIIEPTU3I
JICKApCTBEHHBIX CPEJCTB B COOTBETCTBHM C 3aJaHHUEM, BBIAAHHBIM YIIOJTHOMOYEHHBIM (perepanbHbIM
OpPraHOM HCIIOJIHUTEIbHON BJIACTH, U OPraHU3YeT MOJATOTOBKY CBOJHOIO 3aKJIIOYEHHs 3TOH Komuccuu. B
COCTaB 3TOM KOMHMCCUH IO PEIICHUIO PYKOBOIMTENS SKCIIEPTHOTO YUPEKIACHUS MOTYT OBITh BKIIOUCHBI B
KauyecTBE AKCIEPTOB JHIla, HE paboTalolie B JAHHOM 3KCIEPTHOM YUPEKICHUH, €CIIU UX CIelHallbHbIe
3HAHUS HEOOXOMUMBI ISl TPOBEACHMS SKCIEPTU3bl M TaKUE SKCIEPThl OTCYTCTBYIOT B JIaHHOM
AKCIIEPTHOM YUPEKICHHUH.

2. DKCHepToOM IO MPOBEAEHUIO AKCIEPTHU3bl JEKAPCTBEHHBIX CPEJCTB SIBISETCS aTTECTOBAHHBIN
pabOTHUK SKCIEPTHOTO YYPEKICHHS, KOTOPBIA HMEET BBICIICE MEAMIMHCKOE, (hapMaleBTHIECKOE,
OMOJIOTMYeCcKOoe, BETEPUHAPHOE WM XUMUYECKOEe 00pa30BaHUE M MPOBOIUT IKCIIEPTHU3Y JCKAPCTBEHHBIX
CPEJICTB B MIOPSIKE UCTIOTHEHHUS CBOMX JOKHOCTHBIX 00S3aHHOCTEH (1aiee - IKCIepT).

3. Ilpu mpoBeneHMHM SKCHEPTU3bl JIEKAPCTBEHHBIX CPEJCTB AKCHEPT HE MOXKET HAXOJMUTHCS B
KaKoW-1100 3aBHCHUMOCTH OT JIMIA, Ha3HAYMBIIETO 3Ty JKCIEPTU3Y, pa3paboTuMKa JIEKapCTBEHHOTO
CpelCTBa WK JPYTUX 3aUHTEPECOBAHHBIX B pE3yJIbTaTaX dKCIEPTHU3HI JIULI.

4. Tlpu npoBeNeHHM SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB HE JOIYCKaeTcsi HUCTpedoBaTh y
3asBUTENsI JIMOO WHBIX JIMI[ MaTepuaibl, HEOOXOAWMBIC IS TPOBEICHHUS OSKCHepTU3bl. B ciydae
HEJOCTATOYHOCTU TMPEACTABICHHBIX JKCHEPTY MaTepuanoB JUIS Jaud 3aKIIOUYEHHS DSKCIEPT CTaBUT
BONPOC O TPEACTABICHUH €My HEOOXOIMMBIX MAaTepHajoB Neped PYKOBOIUTEIEM HKCHEPTHOTO
yUpexXIeHus, KOTOPBIA 0OpaIiaercs ¢ COOTBETCTBYIOIIUM 3allpOCOM B YIOJHOMOYEHHBIN (efepanbHbIN
OpraH HCIIOJIHUTEIIbHOW BJIACTH, BBIAABIIMI 3aJlaHWE€ Ha TPOBEJACHUE HKCIEPTU3BI JIEKAPCTBEHHOIO
cpenctBa. YKa3zaHHbIN (he/lepaibHbIA OpraH MCIIOJIHUTEIIBHON BJIACTH B TEUYCHHE IATH pabOdMX JHEH CO
THS TIOCTYIUIEHHs 3allpoca PYKOBOJIUTENSI SKCIIEPTHOIO YUPEXKACHUsI HAIPABISAET 3asBUTENIO 3alpoC O
Mpe/ICTaBJICHUH HEOOXOAMMBIX MaTepuanoB. JlaHHBIN 3alpoc MOXKET OBITh MepefaH YHOJIHOMOYEHHOMY
MPEACTABUTENIO 3asBUTENIS IMYHO MO/ PACIIMCKY, HAMPABIICH MO MOYTE 3aKa3HbIM MUCHMOM WJIU NEpeIaH
B DJIEKTPOHHOH (popme Mo TeIeKOMMYHHMKAIMOHHBIM KaHajlaM CBsi3u. B ciydyae HampaBiieHUs TaHHOTO
3arpoca o MOYTe 3aKa3HbIM ITMCbMOM OH CUMTAETCS MOJYYEHHBIM 10 MCTEYEHUH IIECTH AHEH C JaThbl
HaIpaBJIEHUs 3aKa3HOTO MHUCHMA.

(uactsb 4 B pen. enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asBuTenb 0053aH MPEACTABUTH OTBET Ha 3alpoC YMOJHOMOUYEHHOTO (eAepaJbHOTO OpraHa
WCTIOJTHUTEJIBHOM BIIACTH B CPOK, HE MPEBBIIIAIONINI IeBIHOCTA pabOUYMX JHEH CO JHS €ro MOJyYCHHS.
YronHOMOYEHHBIH (eepanibHbI OpraH MCIIOJHUTEIBHOW BJIACTH, BBIAABIINN 3aJaHUE HA IIPOBEICHHE
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HKCHEPTHU3bl JIEKAPCTBEHHOTO CPEJACTBA, B TEUYEHHE NATH pabouumx [THEW €O JHS TMOCTYIUIEHUS OT
3asBUTENISL OTBETA HA JAHHBIM 3allpOC HANPABIIAET TaKOW OTBET B DKCIIEPTHOE yupexkaeHue. B ciydae
HENpEeACTaBICHU 10 MCTEUYEHHM JEBSIHOCTAa PAabOuMX IHEH 3asBUTE]IEM OTBETAa Ha JAHHBIA 3arpoc
YIIOJTHOMOYEHHBIN (eepanbHblii OpraH MCHOJIHUTEIbHOM BIAcTH, BBLIABLIMMA 3aJaHHE HA IPOBEICHHE
HKCHEPTHU3bl JIEKAPCTBEHHOI'O CPEJCTBA, B TEUYEHUE MATH pPabOYMX IHEHW HAIpaBiseT B IKCHEPTHOE
YUpEKIACHUE YBEIOMIICHHE O HEIPEACTABICHUM 3asBUTEIEM OTBETa Ha 3alpoC YKa3aHHOIO OpraHa.
Bpemst co nHS HampaBiieHHMs 3ampoca 3KCIEPTHOTO YYPEKICHHS B YIOJIHOMOYEHHBIH (eaepabHbIi
OpraH HCIIOJHUTEIbHOU BIIACTH IO [IHS IOJY4EHHUS DKCIEPTHBIM YUYPEXKICHHEM OTBETa HA 3aIpoC WU
YBEAOMJICHHSI O HENPEACTABICHUU OTBETA HAa 3alpoC HE YYMTHIBAETCS IIPU HMCUHCICHHH CpOKa
IIPOBEACHUS DKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEICTBA.

(dactb 4.1 BBeaeHa denepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. Ecnu B cocTaBe pEerucTpallMOHHOTO J10Ch€ Ha JIEKApCTBEHHBIM Mpemnapar sl MEAUIIMHCKOIO
MPUMEHEHUSI COJACPKUTCS TMpeaycMOTpeHHas crtatbeil 18, uwacteio 1.1 cratem 30 um cratheir 34
HacTosmiero @enepalbHOTO 3aKOHA KOMHS pEHICHHs] YIOJTHOMOYEHHOTrO (helepaabHOro opraHa
WCIIOJIHUTEJIBHON BJIACTU O MPOBEJCHUM WHCIEKTUPOBAHUS IMPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB,
JKCIIEPTY 110 OGOPMIICHHS PE3yIbTATOB ASKCIEPTH3bI JEKAPCTBEHHOTO CPEICTBAa MPEIOCTABISETCS B
MOPSIIKE M HA YCIOBUSIX, KOTOPbIE NPEAyCMOTpeHbl 4dacTsiMu 4 u 4.3 HacTOsIIIEHd CTaThbH, KOIMS
3aKIIFOYCHHUA O COOTBCTCTBHMU IHPOU3SBOAUTCIIA JICKAPCTBCHHBIX CPCACTB Tp€60BaHI/IHM IIpaBUJI
HaJJIeXalled MPOU3BOJICTBEHHOW MPAKTUKU, BBIIAHHOTO YIIOJHOMOYEHHBIM (enepaqbHbIM OpraHoM
HUCIOJIHUTEIHHOU BIACTH.

(dactb 4.2 BBeaeHa DenepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.3. 3asButens 00s3aH MPEICTABUTh B YIOJHOMOUYEHHBIH (enepaabHblii OpraH HCIOJHUTEIbHON
BJIACTH KOIHIO 3aKJIOYEHHS] O COOTBETCTBUHU MPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUSIM
MPaBWI HAJIEKAIIECH MPOU3BOACTBEHHON MPAKTUKUA B CPOK, HE MPEBBIIAIOMINN CTa BOCBMUIECITH
pabouux OHEHW cO JIHS TOJYYEHHUs 3ampoca O €€ MPEJOCTaBICHUH. YTOJHOMOYCHHBIN (eaepanbHbIN
opran HUCIOJIHUTEIbHOU BJIaCTH, BLIIIaBH_II/Iﬁ 3aaHuC Ha IMPOBCACHHUC ISKCICPTU3BI JICKAPCTBCHHOI'O
CpeICcTBa, B T€UEHHE MATH pabouux THEH cO JHS MOCTYIUICHUS OT 3asBUTENS KOMUU 3aKIIOYEHHS O
COOTBETCTBUU IMPOU3BOAUTCIIA JICKApCTBCHHBIX CpCACTB Tpe6OBaHI/IHM IpaBuUJI Haunemameﬁ
MIPOM3BOJICTBEHHON MPAKTHUKH, HAMpaBJseT €€ B dKCIEPTHOE yupekieHue. B ciyyae HempeacTaBieHUS
3asdBUTCIIEM B yKaSaHHBIfI CPOK KOIIMHU 3aKJIIFOYCHHUA O COOTBCTCTBUH INPOU3BOIAUTCIIA JICKAPCTBCHHBIX
CpPEeICTB TpeOOBaHUSAM TMpaBWJI HaAJEXalleld MPOU3BOACTBEHHON TMPAKTUKU  YIOJIHOMOYEHHBIH
benepanbHBIE OpraH WCIOJHUTENBLHOW BIACTH, BBIJABIIMN 3aJaHUE HaA TMPOBEIEHHE SKCIEPTU3HI
JIEKapCTBEHHOT'O CPE/ICTBA, B TEeUeHHE NATH pabouux AHEH HampaBiseT B SKCIEPTHOE YUPEKJECHUE
YBCAOMIICHHUEC O HCHOPCACTABIICHUU 3asIBUTCIICM KOIIMH 3aKJIOYCHUSA O COOTBCTCTBUH IMPOU3BOIAUTCIIA
JIEKapCTBEHHBIX CPEICTB TPeOOBaHUSAM MpaBUJl HaJUJIeKaIled MPOU3BOJICTBEHHOM MpakTuku. Bpems co
IHS HalpaBlIeHUs] 3ampoca S3KCIEPTHOTO YYPEXKJIEHHUs B YIOJIHOMOYCHHBIH (QenepanbHblil oprax
WCIIOJIHUTEIBHON BJIACTH JO [JHS IIOJIYYEHHS SKCIEPTHBIM YUPEKJACHHEM KOMHMMU 3aKIIOYEHHS O
COOTBETCTBUU IMPOU3BOAUTCIIA JICKApCTBCHHBIX CpCACTB Tpe6OBaHI/IHM paBuUJI Haunemameﬁ
MIPOM3BOJICTBEHHOW MPAKTUKKW WM YBEJIOMIIEHHS O €€ HENpeACTaBICHUU HE YYUTHIBACTCS MpH
HCYUCJICHUH CPOKA MPOBEJAECHUS IKCIIEPTU3BI JIEKAPCTBEHHOI'O CPE/ICTBA.

(dactp 4.3 BBeaeHa DenepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. Dkcnepr mpu MPOBEAECHUU IOPYYEHHOH €My pPYKOBOAMTEIEM OHKCIEPTHOIO YUPEXKICHUS
HKCHEPTHU3BI JIEKAPCTBEHHOT'O CPEICTBA 00s3aH:
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1) mpoBecTH TIOMHOE WCCIEJOBAHUE TMIPEACTABICHHBIX €My OOBEKTOB, MaTepHalioB, IaTh
000CHOBaHHOE M OOBEKTUBHOE 3aKIIOUEHHE T[0 TIOCTABICHHBIM TIEpell HHUM BOINPOCAM WM
MOTHUBHPOBAHHOE 3aKIIOYEHHE O HEBO3MOXXHOCTH TMPOBEJACHUS WM JKCIEPTU3Bl JIEKAPCTBEHHOTO
CPEICTBA, €CIIA TIOCTABJICHHBIE BOMPOCKHI BBIXOAST 32 MPEACIbl CIICIUATbHBIX 3HAHUN dKCTIEPTa, OOBEKTHI
WCCIEAOBAHUN M MaTepHasibl HEMPUTOAHBI WM HEAOCTATOYHBI JJIS MPOBEACHHS HUCCICIOBAaHUN M Ja4d
3aKJIFOYCHHUsSI JTHOO COBPEMEHHBIN YpOBEHBb Pa3BUTHS HAYKH HE IMO3BOJISIET OTBETHTHh HA MOCTaBJICHHBIE
BOITIPOCHI;

2) He pasriialaTh CBEJCHMS, KOTOPbIE CTAIM €My M3BECTHBI B CBSI3U C IPOBEIECHUEM SKCIIEPTHU3BI
JIEKapCTBEHHOI'O CPEACTBA, a TaKXKE CBEJCHHS, COCTABISIOLINE TOCYAAPCTBEHHYI0, KOMMEPUYECKYIO WU
HMHYIO OXPaHSIEMYIO 3aKOHOM TalHY;

3) obecreunTh COXPaHHOCTh MPEACTABICHHBIX 00BEKTOB HCCIICIOBAHUN U MAaTEPHAIIOB.
6. DKcnepT He BIIpaBe:

1) mpoBOAUTH KCHEPTU3Y JIEKAPCTBEHHOTO CPEJCTBA MO OOpAIICHHIO HEMOCPEICTBEHHO K HEMY
OpraHu3aIyii UiIu GU3NIECKIX JIHII,

2) caMOCTOSITENILHO COOMPaTh MaTepUallbl Ul IPOBEAECHUS SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEACTBA;
3) IpOBOANTH FKCIEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA B KAUECTBE HETOCYIaPCTBEHHOIO IKCIIEPTA.

7. B ciaydae HEOOXOOUMOCTH OKCHEPT BIIpaBEe XOAATAHCTBOBATh TEpel PYKOBOJIUTEIEM
AKCIEPTHOTO YUPEKACHUS O MPUBJICYCHUHU K MPOBEACHUIO SKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEICTBA APYTUX
JKCIIEPTOB.

8. Kaxnplii sKcrepT, BXOASAIIMI B COCTaB KOMUCCHUHU 3KCIIEPTOB, KOTOPOW MOPYUYEHO IPOBEACHHE
JKCNEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCHUMO W CaMOCTOATENBHO IPOBOJAUT HCCIEIO0BaHUSA,
OILICHUBAET PE3YJbTAThl, MOJYYCHHbIE MM JIMYHO W JPYTHMMH SKCIEpTaMHu, U (OPMYITUPYET BHIBOIBI
OTHOCHUTEJIBHO TIOCTABJIEHHBIX BOIIPOCOB B MPEJENIaX CBOMX CIEIHAIbHBIX 3HAHUM.

9. Pe3ynbraThl AKCHEPTH3BI JICKAPCTBEHHOTO CpPEACTBa O(QOPMIISIOTCS 3aKIIOYEHHEM KOMHCCUH
JKCIEPTOB. B 3aKkiioyeHNH KOMHCCHM SKCIIEPTOB YKa3bIBAIOTCS IEpPEUYEeHb HCCIeNOBaHUM, 00BeM
MIPOBEICHHBIX KAX/IBIM SKCIIEPTOM HCCIICOBAHUM, YCTAHOBICHHbBIE KaXKIbIM U3 HUX (PAKTHI U ClICIaHHBIC
B pe3y/bTaTe UCCIEA0BaHUN BBIBOABI. DKCIEPT, MHEHHUE KOTOPOTO HE COBMAAAET C PEUICHHEM KOMHUCCHH
HKCHEPTOB, BIIPABE BBIPA3UTh CBOE MHEHHE B MUCbMEHHOW (hopMe, KOTOpOe MPUOOIIIAETCs K 3aKII0UEHUIO
KOMHUCCHUH SKCIIEPTOB.

10. DxcnepTsl, BXOASAIIME B COCTaB KOMHCCHHM, MPEIYNpPEXIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJaTelbcTBOM Poccuiickoit depeparuu 3a Aady 3aKIIOYEHHUS, COJEPHKAIIETO
He00OCHOBaHHBIE WU (aTbCU(PUIIMPOBAHHBIE BBIBOIBI, O YEM OHU JAIOT MOJIHUCKY.

11. Onpenenenne ypoBHS MpodhecCHOHATBLHON MOATOTOBKH SKCIEPTOB M aTTECTAIMS WX Ha MPaBO
MPOBCACHUSA SKCICPTHU3BLI JICKAPCTBCHHBIX CPCACTB OCYIICCTBIIAKOTCSA BKCHepTHO-KBaJII/I(I)I/IKaI_II/IOHHBIMI/I
KOMHUCCHUSIMU B TIOPSZIKE, YCTAHOBJICHHOM COOTBETCTBYIOIINM YIOJIHOMOUYEHHBIM (hefiepaibHbIM OpraHOM
WCTIOJHUTENBHOM BIIACTH. YPOBEHb NMPO(HECCHOHAIBHOM MOATOTOBKH 3KCIEPTOB MOUICKHUT MEPECMOTPY
YKa3aHHBIMU KOMHUCCHSIMH HE PEKEe YeM OJIMH pa3 B MATh JIET.
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12. TlpaBuna npoBEeNEHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB M OCOOEHHOCTH HKCHEPTHU3BI
OTACNBHBIX BUAOB JICKAPCTBEHHBIX IpenapaToB (pedepeHTHBIX JICKApCTBEHHBIX IpPENaparos,
BOCIIPOU3BE/ICHHBIX JIEKAPCTBEHHBIX IPENapaToB, OHOJOIMYECKUX JIEKAPCTBEHHBIX IPENapaTos,
O01oaHaJIoroBbIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IMpernaparoB (OMOAHANIOTOB), TOMEOMATHYECKUX
JIEKapCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX PACTUTENBHBIX MPENapaToB, KOMOMHAIUK JI€KapCTBEHHbBIX
npenaparoB), (OpMBI 3aKITIOUEHHH KOMHUCCHUHM 3KCIIEPTOB YCTAHABJIMBAIOTCS COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (peZiepajIbHbIM OPTaHOM HUCIIOJHUTENBHOM BIACTH.

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

KoncynprantlIntoc: npumeyanue.
CM. 0COOEHHOCTH pa3pelIUTENbHBIX PEXUMOB B cepe oOpalleHus JIEKapCTBEHHBIX MPENapaToB A
BeTepuHapHOro npumeHenus, yrB. [locranoBnenuem [IpaBurensctea PO ot 12.03.2022 N 353.

Cratba 17. Nopaya u paccMoTpeHMe 3asBfIeHUA O rocyaapCTBEHHOW perncrpauuu
NeKapCTBEHHOro npenapara aAns BeTepMHapHOro NpMMeHeHuUs
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jlng TrocynapCTBEHHOM perucTpanuy JIEKApCTBEHHOI'O IIpernapara Uil BETEPUHAPHOTO
MpPUMEHEHHUs pa3paboTUMK TaKOro JIEKapCTBEHHOIO IIpernapaTra WM YHOJIHOMOYEHHOE UM JpYyroe
IOpUANYECKOE JIMLO (JajJlee B HACTOALIEM CTaTbe - 3asBUTENb) NPEACTABIAECT B YIOJIHOMOYEHHBIN
denepanbHBI OpraH HUCHOJHUTENIBLHON BJIACTHU, OCYIIECTBISIOIIMNA TOCYIAPCTBEHHYIO DPETHUCTPALUIO
JICKapCTBEHHBIX MPENapaToB Il BETEPUHAPHOTO MPUMEHEHHsI, B IEKTPOHHON (hopMe UM Ha OyMaskHOM
HOCHUTEJE 3asBJICHHE O TOCYAapCTBEHHOW PErMCTPALMM JIEKAPCTBEHHOTO Ipenapara Jyisi BETEpUHAPHOIO
NPUMEHEHHS, a TAK)KE B TIOPSIJIKE, YCTAHOBIIEHHOM COOTBETCTBYIOIIMM YIOJTHOMOUYEHHBIM (heaepaibHbIM
OpPraHOM HCIIOJHUTENBHOIN BJAacTH, B 3JEKTPOHHOHN (opMe min Ha OyMa)XHOM HOCHUTeNle HeOOXOIUMBbIe
JOKYMEHTBI, U3 KOTOPBIX (DOPMHUPYETCS PETHCTPAMOHHOE J0Che Ha JICKApCTBEHHBIN mpemnapaT ajs
BETEPUHAPHOTO IPUMEHEHUS.

2. B 3asBieHUN O roCyAapCTBEHHOM PETUCTPALMNU JIEKAPCTBEHHOTO NpenapaTa sl BETEpUHAPHOTO
IIPUMEHEHHS YKa3bIBAIOTCS:

1) HauMeHOBaHKE U aAPeC 3asABUTEINS, pa3paboTINKa U MTPOU3BOIUTEINS JIGKAPCTBEHHOTO Tperapara
JUIS BETEPHUHAPHOTO TPHUMEHEHHS W aJpec MecTa OCYIISCTBICHHS IPOU3BOJICTBA JIEKAPCTBEHHOTO
IpenapaTta JUisi BETEpUHAPHOIO NPUMEHEHUs (B Clydyae Halu4Msl HECKOJBKHMX YYAaCTHHUKOB IIpolecca
MIPOM3BOJICTBA HEOOXOAMMO yKa3aTh KaKJI0TO U3 HUX);

2) HaMMEHOBaHME JIEKAPCTBEHHOTO Ipenapara JJisi BETEPUHAPHOTO INPUMEHEHUS (MEKIyHapOIHOE
HEMAaTEeHTOBAHHOE, WJIU TPYNIUPOBOYHOE, MIIM XUMHUUECKOE U TOPrOBOE HAUMEHOBAHUS);

3) MNEpCUCHDb I[CﬁCTB}GOH.IHX 1 BCIIOMOTAaTCJIbHBIX BCHICCTB, BXOAAIHUX B COCTAB JICKAPCTBCHHOI'O
npenapara ajid BETCPUHAPHOI'0 IPUMEHCHUA, C YKa3aHUEM KOJIMYECTBA KaXKJ10I'0 U3 HUX;

4) nexapcTBeHHas (opma, TO3MPOBKA, CIOCOOBI BBEIEHUS M TNPUMEHEHHs, CPOK T'OJHOCTH
JIEKapCTBEHHOT'O MpenapaTa AJis BETEpUHAPHOIO IPUMEHEHNUS;

5) papmakoTreparneBTHUECKas TPYIIIa;
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6) He0OXOIMMOCTh MPUMEHEHHUSI YCKOPEHHOM MPOLEeAyphl SKCIEPTU3bI JEKAPCTBEHHBIX CPEICTB B
LEJISIX TOCYIapCTBEHHON PETUCTPALIMU JIEKapCTBEHHOTO penapara;

7) KONUH TOKYMEHTOB, MOATBEPKIAIOIIMNX YIIJIATy TOCYIapCTBEHHON MOIUTUHBI:

a) 3a MPOBEACHUE HKCIEPTHU3bl KAUECTBa JIEKAPCTBEHHOI'O CPEACTBA U IKCIEPTH3bl OTHOLICHMS
0’KHMJIa€MOH T0JIb3bl K BOBMOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOI'O IIpenapara s BETEpPUHAPHOIO
IIPUMEHEHHUS IIPH €T0 FOCYAAPCTBEHHOM PETUCTpalLlH;

0) 3a BeIJaUy PETUCTPAIIMOHHOTO YOCTOBEPECHHUS JICKAPCTBEHHOTO MTPETapara;

8) HanmMuue corjacus, MPEAyCMOTPEHHOTO YacTbl0 7 HACTOALIEH CTaThU, €CIM C MOMEHTa
peructparnyu pedepeHTHOro JIEKapCTBEHHOTO TpemnapaTta I BETEPHHAPHOTO MPHMEHEHHS MPOIILIO0
MCHEEC 4YE€M HICCTH JICT.

(B pen. @enepanpHoro 3akoHa ot 13.07.2015 N 241-D3)

3. PerucrpanmoHHO€ 10Che B LIEISIX AKCHEPTH3BI JICKAPCTBEHHOTO Ipenaparta A BeTepUHAPHOTO
npUMeHEHHs (OPMHUPYETCS U3 CIEAYIOMUX JOKYMEHTOB U CBEJICHUI:
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBeneHnst o0 nare MPENOCTaBICHHS W PErHCTPAIMOHHOM HOMEpE JIMIICH3MH Ha NPOU3BOJCTBO
JICKApCTBEHHBIX CPEJACTB, MPEIOCTABICHHOW TPOU3BOJUTENI0 PETUCTPHUPYEMOTO JIEKAPCTBEHHOTO
npenapara Juisi BETEpHHAPHOTO IPUMEHEHHUS, U POCCHICKHUX MTPOM3BOJUTEIICH;

(B pen. @enepanbHbix 3aKk0HOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) cBelneHUs O JAaTe MPEAOCTaBICHUS] M PETUCTPALMOHHOM HOMEpE JHUIEH3UM Ha MPOU3BOJICTBO
JICKApCTBEHHBIX  CPEICTB, MPEIOCTABICHHOW MPOM3BOAMUTENIO  (papMaleBTUUECKON CyOCTaHINH,
BXOJSIIEH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOIO MpernapaTa sl BETEPUHAPHOTO IPUMEHEHNUS, IS
POCCUICKHX IIPOU3BOAUTEIICH;

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

2.1) xomusi JIOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpaHbl HPOU3BOAMTEINS ISt
KaXJIOH  TMPOM3BOJACTBEHHOW IUIOIIAJKK  PETHCTPUPYEMOIO  JIEKAPCTBEHHOIO  Ipernapara Ui
BETEPUHAPHOTO IPUMEHEHUS W TOATBEPKIAIOIIETO COOTBETCTBUE IPOU3BOIAUTENS JIEKAPCTBEHHOTO
npernapaTa TpeOOBaHUAM MPaBUII HaJJIeKalel MpON3BOACTBEHHON MPAKTHKH, U €r0 TIepeBO Ha PYyCCKUI
SI3bIK, 3aBEpPEHHBIE B YCTAHOBICHHOM TMOPSAJIKE, a TAaKXKE KOIMUS 3aKIIOUYEHHs] O COOTBETCTBUU
MIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM MpaBWJI HaJUIekKalled MPOU3BOJACTBEHHOM
MIPAKTUKH, BBIJJAHHOTO YIIOJIHOMOYEHHBIM ()eiepabHBIM OPTaHOM UCTIOMHUTEIBHOW BIACTH JJIS KAXKI0H
MIPOU3BOJCTBEHHON IUIOIIAJIKM PErMCTPUPYEMOrO JIEKAPCTBEHHOIO IIpenapara il BETEPUHAPHOTO
MPUMEHEHHUS, JIUOO KOMUS PEIICHUs O MPOBEACHUH WHCIEKTUPOBAHUS TPOU3BOAMUTENS JIEKAPCTBEHHBIX
CPEICTB, MPUHATOTO YIOJIHOMOYEHHBIM (peliepabHbIM OpraHOM HCIOJHUTENbHON BIIACTH IS KaXKIOM
MIPOU3BOJICTBEHHON IUIOIIAJIKM PErUCTPUPYEMOrO JIEKAPCTBEHHOrO Tpernapara Jjii BETEpUHAPHOTO
IIPUMEHEHHUs. YKa3aHHbIE TOKYMEHTHI MPEACTABIISIIOTCS B ClIydae, €ClU MPOU3BOJICTBO JIEKAPCTBEHHOTO
rpernapara ocyumecTBisieTcs 3a npeaenamu Poccuiickoit deneparuu;

(. 2.1 BBeneH denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) xomusi JOKYMEHTAa, BBIJIAHHOTO YIIOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOAUTENS
(bapManeBTHYECKON cyOCTaHIK " MOJTBEPIKJAIOLIETO COOTBETCTBUE IIPOU3BOIUTEIA
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(hapmareBTHUeCKoi CyOCTaHIIUU, BXOSIIEH B COCTAB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO TIpernapara Jijis
BETEPUHAPHOTO MPUMEHEHUs, TPEOOBaHUSM MPABUJI HAJIEXKAIIEH MPOU3BOICTBEHHON MPAKTUKHU, U €T0
MEepPEeBOJl Ha PYCCKUU S3bIK, 3aBEPECHHBIC B YCTAHOBJICHHOM MOPSAKE, B Cly4ae, €CIu IMPOU3BOACTBO
(hapmareBTHUECKON CyOCTaHIIMK OCYIIECTBIIsIeTCS 3a penenamu Poccuiickoit denepanuu;

(. 2.2 BBeneH ®enepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

3) TOpOEeKT HOPMAaTHUBHOIO [OKYMEHTAa Ha JIEKApCTBEHHBIM IIpemapaT sl BETEPUHAPHOIO
[IPUMEHEHN;

4) IOKYMEHT, COAEpKAIlUi CIeAYIoNyr0 HHpopManuio o (GapMaleBTUYSCKOW CyOCTaHIIUN WU
(bapManeBTHYECKIX CYyOCTAaHIUSAX, BXOSIIUX B COCTaB JIGKAPCTBEHHOTO Iperapara Jjisi BETePHHAPHOTO
MIPUMCHCHUS

a) HaMMEHOBaHME (apMaleBTUUECKOW CYOCTaHIIUH, €€ CTPYKTypa, OOIIMe CBoMcTBa (Mpu
TOCYJapCTBEHHON  perucTpali  UMMYHOOHMOJOTMYECKMX  JIGKAPCTBEHHBIX  MpEraparoB  JJis
BETCPUHAPHOTO TPUMEHEHHS TMPEICTABIIIOTCS CBEICHHMS O IITaMMe, BKIIOYash €ro HAauMECHOBAHWE,
MH(OPMAIIHIO O TIPOUCXOXKICHUH, €T0 CBOMCTBAX, XapaKTEPUCTUKAX U MECTE JCTIOHUPOBAHUS);

(B pen. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

0) HaMEHOBAaHUE M aJJPEC MPOU3BOJUTEIS;

B) TEXHOJIOTHA IMPOMU3BOACTBA C OIMMMCAHUEM CTa,Z[I/Iﬁ IMPOU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudgXx IMPONU3BOACTBA,

r) wuHbopMmamus O mnpuMecsx (HE TPEACTABISIETCS TPH TOCYIAPCTBEHHOW PETHCTpaliU
MMMYHOOHOJIOTHYECKUX JEKAapCTBEHHBIX MPEnapaToB JJisi BETEPUHAPHOTO IPUMEHEHU );
(B pen. @enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

1) crienuuKanys Ha GpapMaleBTUYECKylo CyOCTaHIIMIO (HE MPEACTABISACTCS MPU TOCYJapCTBEHHOM
pETHCTpail UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MTPENapaToOB U BETEPHHAPHOTO IPIMEHEHN);
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

€) OIMCcaHhe METOUK KOHTPOJISl KaueCTBa,

) pe3ylbTaThl aHamu3a cepuil (papmaneBTUUECKOH CyOCTaHIMU (HE MNPEACTaBIAIOTCA IPH
TOCYJapCTBEHHON  pETUCTpAlli  UMMYHOOHMOJOTMYECKMX  JIGKAPCTBEHHBIX  MPENapaTroB IS
BETEPUHAPHOTO IPUMEHEHMUS);

(B pen. ®enepanpuoro 3akoHa ot 02.08.2019 N 297-D3)

3) Hepequb CTaHIIapTHI:IX O6p33LIOB HWIn BCIICCTB, I/ICHOJH:3yeMBIX HpI/I OcyH_[eCTBJIeHI/II/I KOHTpOHH
KavecTBa;

1) OIIMCAHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MaT€pUaAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JIlaHHble O CTaOMIBHOCTH (HE TIPEACTABIAIOTCA TPH TOCYAAPCTBEHHOW pErucCTpaIuu
MMMYHOOHOJIOTHYECKUX JEKAapCTBEHHBIX MPEnapaToB JJisi BETEPUHAPHOTO IPUMEHEHU );
(B pen. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

J) CPOK F'OJTHOCTH, YCJIOBUSI XPAHEHMUS;
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KoncynprantlIntoc: npumeyanue.

[Ipu perucTpauuu BOCHPOM3BEAECHHOIO Mpemnapara IO YCKOPEHHOH Mpoleaype JOoIMycKaeTcs
HETIPE/ICTABICHNUE CBEJCHUI B YaCTH ONHMCAHUS METOJIOB, UX JOKYMEHTAJIBHOTO IOATBEPKACHUS TIPU
MUCHBMEHHOM 00s3aTe€JIbCTBE HX MPEJAOCTaBUTh B TeueHHEe 12 MecsAleB €O JHS pEerucTpanuu
(ITocranoBnenue [IpaBurensctBa PO ot 12.03.2022 N 353).

5) ortduer o pe3ynbTaTax JOKJIMHUYECKOTO HCCIEAOBaHUSl JIEKAPCTBEHHOTO CPEIACTBA IS
BETEPUHAPHOTO MPUMEHEHHMSI, BKJIIOYAIOLIUI OMUCAaHUE METO/OB OINpEAENICHUS] OCTaTOYHBIX KOJINYECTB
JEUCTBYIOLIEro BelIEeCTBAa (ACHCTBYIONIMX BEIIECTB), JAOCTUTAIOLIETO (JOCTUTAIOLIMX) CHCTEMHOTO
KPOBOTOKa, B NPOAYKLIHMH >KHUBOTHOTO MPOUCXOXKACHHUS TOCIEe MPUMEHEHHS TaKOro JIEKapCTBEHHOTO
CPEICTBa, a TAKXKE TOKYMEHTAJIbHOE MOITBEPKACHUE (BAIMIALIMSI) YKa3aHHBIX METO/IOB;

(B pen. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

6) oTueT O pe3yJabTaTax KIMHUYECKOTO MCCIENIOBAaHUs JIEKAPCTBEHHOrO Ipenapara Jyist
BETEPUHAPHOTO MPUMEHEHHUS Y KaXKJIOTO BUJA KUBOTHBIX, YKa3aHHBIX B MHCTPYKIIMH MO BETEPUHAPHOMY
MIPUMEHEHHUIO;

7) IpOEKT MHCTPYKLUHU MO0 BETEPUHAPHOMY IPUMEHEHHUIO JIEKAPCTBEHHOTO Mpenapara, cofepxalien
CIIEYIOINE CBEACHMUS:

a) HaMEHOBaHUE JIEKapCTBEHHOT'O IpernapaTa Jjsi BETEPUHAPHOTO MPUMEHEHUS (MEXIyHApOIHOE
HEMAaTeHTOBAHHOE, WIH IPYIIUPOBOYHOE, WIH XUMUYECKOE U TOPrOBO€ HAMMEHOBAHUS );

0) nekapcTBeHHas (popma ¢ yKazaHHEeM HaMMEHOBAaHUHN M KOJWYECTBEHHOI'O COCTaBa JACHCTBYIOLIUX
BEILIECTB U KAUECTBEHHOT'O COCTaBa BCIIOMOTATEIbHBIX BEILIECTB;

B) OIMCAaHUE BHEIIHEr0 BU/IA JIEKAPCTBEHHOTO Mpernapara J1jsi BeTepUHAPHOrO IPUMEHEHHUS,

r) dapMakoTepaneBTHUECKas TPYIINa JIGKAPCTBEHHOTO MpemapaTa il BETePUHAPHOTO MPUMEHEHUS
WJIM YKa3aHHE "TOMEONaTHYEeCKUM JISKApCTBEHHBIN ITpenapart';

n)  QapmakonguHamMMka M (apMaKOKMHETHKa (32  MCKIIOYeHHeM  (hapMaKOKHHETHKH
rOMEOINAaTHYECKUX JICKApCTBEHHBIX MPENapaToB W PACTUTENBHBIX JICKAPCTBEHHBIX MpENapaTroB) HIN
OINMCaHNe UMMYHOOHOJIOIMYECKMX CBOUCTB JIEKAPCTBEHHOT'O IpenapaTa;

€) MOoKa3aHusl ISl IPUMEHEHUS;
’K) IPOTUBOIIOKA3aHUs JUIsl IPUMEHECHHUS;
3) MepbI MPEIOCTOPOKHOCTH NMPU NPUMEHEHUH;

M) yKa3aHHe BO3MOXKHOCTU U OCOOCHHOCTEH MPUMEHEHHUS y OEpEMEHHBIX KUBOTHBIX, Y )KHBOTHBIX B
[IEPUOJ JIAKTALMH, Y IOTOMCTBA )KUBOTHBIX;

K) PeXHM TO3MPOBAHUS, CIIOCOO BBEACHUS M NMPUMEHEHUS, MPH HEOOXOTUMOCTH BpEMs MpUemMa
JIEKAPCTBEHHOTO MpernapaTa sl BETEPUHAPHOTO IPUMEHEHNS, ITPOIOJKUTEIIbHOCTD JICUECHHUS;
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"06 O6pa|.|.leHV|V| NeKapCTBEHHbIX Cpe,Cl,CTB" [Oata COXpPaHEHuA: 09.11.2022

J) BO3MOXKHBIE MMOOOYHbBIE JAEUCTBUS, HEXeNaTelbHbIE PEAKIINN NP MPUMEHEHUHU JEKapCTBEHHOTO
mpermapara Jiyisl BETepUHAPHOTO IPUMEHEHUS;

M) CUMITOMBI IIEPET03UPOBKH, MEPHI IO OKA3aHUIO MOMOIIH IIPU IEPEA03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU NIpenapaTaMy U (WIn) KopMaMuy;
0) GopMBl BBIITyCKA JEKAPCTBEHHOT'O Mpenapara AJisi BETEPUHAPHOIO IPUMEHEHNS;

n) ykasaHue (IpH HEOOXOIMMOCTH) OCOOEHHOCTEH AEWCTBHUS JICKApCTBEHHOIO Iperapara Juls
BETEpUHAPHOTO IPUMEHEHHUS IIPU IEPBOM IIPHEME WJIU NIPU €T0 OTMEHE;

p) omucanue (TIpU HEOOXOAMMOCTH) ACHCTBHIA CHEIHAINCTA B OOMACTH BETEPHHAPHUU, BIAJCIbIA
KHBOTHOTO TPH TMPOIMYCKE IMpHEeMa OJHOW WM HECKOJBKHX JI03 JIEKAPCTBEHHOT'O Iperapara s
BCTCPUHAPHOI'O IMPUMCHCHU A,

(B pen. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

C) CpPOK TOJHOCTM W YyKa3aHWE Ha 3alpeT INPUMEHEHUs JIEKapCTBEHHOIO IIpernapara Ul
BETEPUHAPHOTO MPUMEHEHHUS 110 UCTEUCHUH CPOKa FOJJTHOCTH;

T) YCJIOBUS XpPaHEHUS;

y) yKazaHWe Ha HEOOXOAMMOCTh XpaHEHHs JIEKapCTBEHHOIO NpernapaTa [isi BETEpUHAPHOTO
MIPUMEHEHHUSI B MECTaX, HEJJOCTYIHBIX JJIsl JETeH;

¢) ykazanme (MpU HEOOXOIMMOCTH) CIECIHAIBHBIX MEpP MPEIOCTOPOKHOCTH TMPHU YHUUTOKCHUH
HCHUCIIOJIb30BAHHBIX JICKAPCTBCHHBIX MPCTIApaTOB AJIsd BETCPUHAPHOTO ITPUMCHCHUS

X) CPOKH BO3MOKHOT'O HCIIOJIb30BAaHUS MPOAYKLUHU KUBOTHOTO IMPOMCXOXKIAEHUS IOCIIE BBEICHHS
YKUBOTHOMY JIEKAPCTBEHHOTO IIpernapara JJisi BETEpUHAPHOTO IPUMEHEHUS;

I1) YCJIOBUS OTITYCKa;

Y) HAMMEHOBAHUS W ajJpeca MPOU3BOJCTBEHHBIX IUIOMIAJAO0K MPOU3BOAUTENS JIEKAPCTBEHHOIO
npernaparta Jijisi BETEpUHAPHOTO IPUMEHEHUS;

II) HAaUMEHOBAaHWE, aJpec OpraHu3alld, YIOJIHOMOYEHHON [epxaTejleM W BIlaJelbleM
PETUCTPALIMOHHOTO  YIOCTOBEPEHHUS JIEKAPCTBEHHOTO IperapaTa Ha MPUHATHE MPETeH3UH OT

noTpeOuTens;

8) MpOEKThl MAKETOB MEPBUYHOMN YIAaKOBKU U BTOPUYHON YITaKOBKH JIEKAPCTBEHHOTO Mpernapara Asis
BETEPUHAPHOTO IPUMEHEHUS;

9) cnenyromue cBeCHUS O JIEKapCTBEHHOM Ipemnapare AJisi BEeTEpUHAPHOTO IPUMEHEHHUS:
a) OIMCaHME U COCTaB JIEKAPCTBEHHOIO IIpernapaTa JUisl BETEpUHAPHOIO IIPUMEHEHUS;

0) onucanue (papMaleBTHIECKOMN pa3paboOTKH;
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"06 OGpaLLleHVIVI NeKapCTBEHHbIX Cpe,CI,CTB" [Oata COXpPaHEHuA: 09.11.2022

B) OITMCaHME MPOIIECCca MPOU3BOJCTBA M €T0 KOHTPOJIS, IMOAMMCAHHOE B MOPSAKE, YCTAHOBICHHOM B
COOTBETCTBHUH C YACThIO 1 HACTOSIICH CTAThH;
(B pen. @enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

I) ONHCAaHHUE KOHTPOJS KPUTUYECKUX CTaJAUH NPOU3BOACTBA U IPOMEKYTOUHOM MPOAYKIUH,
HOJNMCAHHOE B MOPSAKE, YCTAHOBJICHHOM B COOTBETCTBHH C YacThIO | HACTOSIIEH CTAaThH,
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) HaMMEHOBAaHWA M ajapeca pa3paboTyMKa, AepKaTelst WM BIAJENbIa PETUCTPAIIMOHHOTO
YIIOCTOBEPEHHUs]  JICKAPCTBEHHOTO  Npenapara, IPOU3BOJACTBEHHBIX  IUIOMIAJAOK  MPOU3BOAMTEIS
JIEKapCTBEHHOTO Tpenapara il BETePUHAPHOTO NMPUMEHEHHS C YKa3aHHEM CTaJIdi TEeXHOJIOTHYECKOTO
mpoliecca, OCYIIECTBIISIEMBIX Ha IPOU3BOJACTBEHHBIX IUIOMIAAKAX IPOU3BOAUTEINS JIEKAPCTBEHHOI'O
npenapara Juisi BETEpHHAPHOTO IPUMECHEHHS;

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

e) ¢apmareBTUYECKasi COBMECTUMOCT;
) MUKPOOHOIOTHYECKHE XapaKTePUCTHKHY;
3) MaTepuaIbHbII OaNaHC IS TPOU3BOICTBA CEPHH TOTOBOTO MPOIYKTA;

1) OIIMCAHHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MaT€pUaAJIOB U YKYIIOPOUHBIX CPEJICTB;

KoncynprantlIntoc: npumeyanue.
IIpn perucrpanuu 10 YCKOPEHHOM IIPOLELype MJOIYCKACTCS HENPEACTABICHUE JTOKYMEHTOB,
00

npeaAyCMOTPCHHBIX IIII. 'K II. 9 4u. 3 crT. 17, npu YCJIOBHU HHUCBMCHHOI'O 00s3aTENbCTBA HX

IIpeIOCTaBUTh B TeueHHue 12 mecsnes co aHs peructpaunu (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

K) JOKYMEHTAJILHOE MOATBEPKACHUE (BATHUIAINS ) IPOIIECCOB U (MJIN) UX OLIEHKA;

) TpeOoBaHMS K KauyeCTBY BCIIOMOTATEIbHBIX BemecTB (ceprudukar, cnenudukanyds Ha
BCIIOMOI'aTCJIbHBIC BCIIICCTBA U UX OGOCHOBaHI/Ie);

KoncynprantlIntoc: npumeyanue.
IIpn perucrpauuu 10 YCKOPEHHOM IMIpOLELype MOIYCKAeTCs HENPEACTABICHUE JTOKYMEHTOB,
npeaycMoTpeHHbIX mm. "M" m 9 4. 3 cr. 17, mpu yClIOBUM THUCBMEHHOTO OO0S3aTENhCTBA HX

IIPEeIOCTaBUTh B TeueHHue 12 mecsnes co aHs peructpaunu (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

M) AHAIIUTHUYCCKUC MCTOAUKHU, MUCIIOJIB3YEMbIC TIpU OCYHICCTBJICHHUM KOHTPOJI KadCCTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

Koncynprantllntoc: npumeyanue.
[Ipm perucrtpanmm 1O YCKOPEHHOM NpOLELype JOIMYCKAETCS HENPEACTABICHUE JIOKYMEHTOB,
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(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

npeaycMoTpeHHbsix nm. "H" m. 9 4. 3 cr. 17, mpu ycnoBMM NUCBMEHHOTIO 00s3aTENbCTBA HX
MpeaoCTaBUTh B TeueHue 12 mecsmes co nus peructpanuu (IlocranoBnenue IIpaButensctBa PO ot
12.03.2022 N 353).

H) JIOKyMEHTaJbHOE MOATBEpKJICHUE (BaTMIAIMs) aHATUTUUECKUX METOIMK, HCIOIb3YEMbIX MPH
OCYIIECTBJICHUU KOHTPOJIS KaueCTBa BCIIOMOTATEIbHBIX BEILIECTB;

0) I/IH(bOpMaHI/Iﬂ 00 HCIOJB30BAHUN BCIIOMOTaTeNIbHBIX BCIICCTB 4YCJIIOBCYCCKOT'O U XUBOTHOI'O
MPOUCXOXKIACHUS

) yrpaTun cuiy. - Deaepanbubiii 3aK0H ot 02.08.2019 N 297-D3;

p) TpeboBaHMS K KauecTBY JIGKAPCTBEHHOTO TIperapara Jjsi BETEPHUHAPHOTO TPUMEHEHUS
(ceprudukar, cnenudukanys Ha JEKapCTBEHHBIN ITpenapar U ux 000CHOBaHUE);

C) AaHaNUTUYECKUE METOAMKH, HCHOJIb3yeMble TMPU OCYIIECTBICHUU KOHTPOJS KadecTBa
JIEKapCTBEHHOT'O MIpernapaTa Jisi BETEpUHAPHOTO IPUMEHEHUS;

Koncynprantllntoc: npumeyanue.

[Ipn peructpanuu 1O YCKOPEHHOM TMpoLEeaype [OMYyCKAaeTCs HENpeICTaBIeHUE JIOKYMEHTOB,
npenycMoTpeHHbix . "t m 9 4. 3 cr. 17, mpu ycIOBHM THCHBMEHHOTO O0053aTelnbhCTBA HUX
MpeaoCcTaBUTh B TeueHue 12 mecsien co nus peructpanuu (IlocranoBnenue IIpaBurensctBa PO ot

12.03.2022 N 353).

T) JOKYMEHTAJIbHOE MOATBEPXKACHHE (BalMAallvs) aHAIUTUYECKUX METOJAMK, MCIOJIb3YyEeMbIX IMPHU
OCYIIECTBJICHUU KOHTPOJIS KaueCcTBa JICKAPCTBEHHOTO Ipenapara Jyisi BETEpUHAPHOT0 MPUMEHEHHS;

y) AOKYMEHT, MOATBEPXAAIOIINUNA KayecTBO JIEKAPCTBEHHOTO Ipenapara TpeX MPOMBIIIICHHBIX
cepuii (MPOTOKOM aHANN3a WM CepTU(PUKAT aHAIH3a), OJTHA CEPUS KOTOPOTO JOHKHA COBIAAATh C CepPHEH
oOpa3ia JIeKapCTBEHHOT0 Mpenapara, MoJaHHOTO Ha PErHCTPaIHio;

¢) xapakTepucTHKa IpUMeceii;

X) TMepedeHb CTaHAApPTHBIX 00pa3loB, MCHOJIb3YEMBIX MPU OCYIIECTBICHUU KOHTPOJIS KayecTBa
JIEKapCTBEHHOI'O IIpernapaTa Jisl BETEpUHAPHOIO IPUMEHEHUS;

KoncynprantlIntoc: npumeyanue.

IIpn peructpanyu BOCIHPOU3BEIECHHOIO JIEKAPCTBEHHOI'O Ipenapara I10 YCKOPEHHOM Ipouenype
JONTYCKAETCSl HEMNPENCTAaBICHUE CBEACHUM, MNpeaycMOTpeHHbIX nn. "m" m. 9 4. 3 cr. 17 npm
MUCBMEHHOM 0053aTelIbCTBE HMX MPEAOCTABUTh B TeueHHE |2 MecslleB CO JHS PETUCTPAIAH
(ITocranoBnenue [IpaBurensctBa PO ot 12.03.2022 N 353).

I1) JaHHbIE O CTAOMIIBHOCTH JICKAPCTBEHHOTO Mperapara Jjisi BETEpUHAPHOTO PUMEHEHUS;

10) xomus DOKyMEHTa, COJEPKAIIero WH(POPMAIUIO O HATWYUU WIH 00 OTCYTCTBHUU (DaKTOB
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(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

perucTpaimy JEeKapCTBEHHOTO Mperapara JIjs BeTepHHApHOTO MPUMEHEHUs 3a mpenenamu Poccuiickoit
denepauuu;

11) cornacue B MUCbMEHHOUW (opMme, MPEAYCMOTPEHHOE YaCThIO 7 HACTOSIICH CTaThH, B CiIydae
pPErucTpaly BOCIIPOU3BEICHHOIO JIEKAPCTBEHHOTO MperapaTa;
(B pen. @enepanpHoro 3akoHa ot 13.07.2015 N 241-D3)

12) xomus JOKyMEHTa Ha PYCCKOM S3BIKE, 3aBEPEHHOTO B YCTAaHOBJICHHOM MOpPSAKE H
MOJTBEPKJAIOLIET0 PABOMOYHOCTh 3asBICHHS O TOCYJAapCTBEHHON PpErucTpalu JIEKapCTBEHHOIO
Ipenaparta Jyisl BETEpUHApPHOIO IPUMEHEHNUS (JI0BEPEHHOCTD);

KoncynprantlIntoc: npumeyanue.

Jlo 31.12.2022 poccuiickuM INpOU3BOAMUTEISAM pa3pellieHO HE NMPEACTABIATh CBEEHUS B COOTBETCTBUU
c m. 13 u. 3 cr. 17 npu perucrtpalii HMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX IIPErapaToB
(IToctanosnenue IlpaBurensctBa PO ot 12.03.2022 N 353).

13) cBemeHuss O TOCYJApCTBEHHOW PETHCTPAllMM TE€HHO-MH)XCHEPHO-MOIU(PHUITUPOBAHHBIX
OpraHu3MOB, TPEJHA3HAYEHHBIX JJs BBIIYCKA B OKPYXKaWIIYyl cpeay (Ipud TOCyIapCTBEHHOU
perucTpalyy JEKapCTBEHHBIX MpenapaTroB JUIsl BETEPUHAPHOTO MPUMEHEHUs, TOJYyYEHHBIX C
MPUMEHCHHEM TE€HHO-WH)XCHEPHO-MOIU(MUIIMPOBAHHBIX  OPTraHM3MOB WU  COACPXKAIIUX  TaKHue
OpTaHU3MBI).

(n. 13 BBenen denepanpHbiM 3akoHOM 0T 02.08.2019 N 297-03)

4. Ilpu mnpoBeIEeHHH YCKOPEHHOM MpOUEAYpbl HSKCIEPTHU3bl JIEKAPCTBEHHOTO Mpenapara s
BETEPUHAPHOTO MPUMEHEHHUS B LIESIX €ro TOCYAapCTBEHHON PerucTpalii BMECTO OTUeTa pa3paboTunKa
0 pe3yinbTaTax JOKIMHUYECKOTO MCCIIEOBAHUS JIEKAPCTBEHHOIO CpPEJICTBA JJIi BETEPUHAPHOTO
NPUMEHEHHS MOXKET OBITh TPEACTaBICH 0030p HAay4HBIX pabOT O pe3ynbTaTax JAOKIMHUYECKOTO
uccienoBaHusl peepeHTHOro JIEKapCTBEHHOTO IMpernapara il BETEpUHAPHOIO NPUMEHEHHUs, a BMECTO
OoTueTa O pe3yJibTaTax KIMHUYECKOTO MCCIIEOBAHUS JICKAPCTBEHHOTO MperapaTta Il BETEPUHAPHOIO
NPUMEHEHHUST OTYET O pe3ysibTaTaXx UCCIEAOBaHUM OHMOAKBUBAJICHTHOCTH  BOCIPOU3BEIEHHOTO
JIEKapCTBEHHOI'0 IIperapara i BETEpUHAPHOI0 IIPUMEHEHU.

(dactp 4 B pen. DeaepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

5. Ha skcniepTu3y pa3iauyuHBIX JIEKAPCTBEHHBIX ()OPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
IUIL BETCPUHAPHOIO NPUMEHEHUS 3asBUTENb MPEACTABIAECT OTACIbHBIC 3asBICHUS U PErMCTPALlMOHHBIC
J0ChE Ha KaXKIyIo JIeKapcTBeHHYIO (hopmy. [IpH ycinoBuu 0THOBpEMEHHOM MOAaYM HA SKCIIEPTU3Y OJHOU
JIEKapCTBEHHOHN ()OPMBI C PA3IUYHBIMU JO3UPOBKOM, KOHLIEHTpAe, 00bEMOM 3asBUTEIb PEICTABISIET
OJIHO 3asIBJICHUE U PETUCTPALMOHHOE JOChE C NPUIOKEHUEM MAKETOB IIEPBUYHOM YIIAKOBKU U BTOPUYHOU
ynakoBku. Ha Makerax NMepBUYHON YNAaKOBKM M BTOPUYHOM YIIAKOBKHU YKa3bIBAIOTCS BCE NPOU3BOAMMBIE
JO3UPOBKH, KOHIEHTpAaIUU, 00BEMBI U KOJMYECTBO /03 B YNAKOBKE JIEKAapCTBEHHOTO Mperapara s
BETEPUHAPHOT'O IPUMEHECHHUSL.
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6. B ciydae HempeACTaBICHHS C 3asBJICHUEM O TOCYAApPCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOIO
npenapara Jijisi BET€pUHAPHOTO NPUMEHEHUSI JOKYMEHTOB, MOATBEPKAAIONINX YIUIATY TOCYAapCTBEHHOM
MOUUIMHBI U YKa3aHHBIX B MYHKTE 7 4acTW 2 HACTOSIIIEH CTAaThbH, CBEICHUHN O JIMIIEH3UAX, YKa3aHHBIX B
nyHkrax | w 2 w4actu 3 Hacrosmied CTaThd, a TakXKe BbIIABAEMBIX (TIPEIOCTABISIEMBIX )
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[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

VIIOJTHOMOYCHHBIMH ~ (peZIepalbHBIMH  OpraHaMH HCTIIOJHHUTEIBHON BJIACTH JOKYMEHTOB (CBEICHHU),
yKa3zaHHBIX B TyHKTe 2.1 dYactTm 3 Hacrosiied CTaTbd, YIMOJHOMOYEHHBIH (heaepabHbli OpraH
WCTIOJTHUTEIIGHOM  BJIACTH  3alpallliBaeT  yKa3aHHbIE  JIOKyMEHTHl  (CBEIEHHsS) B  IOPSIKE
MEKBEJJOMCTBEHHOT'O HH(POPMAITMOHHOTO B3aUMOICHCTBHS.

(dactb 6 B pen. DeaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He pnomyckaercss HCIOJNB30BAaHME B KOMMEpPYECKHMX LEIAX HHPOpMALUU O pe3yibTrarax
JOKJIIMHUYECKUX MCCIIEJOBAHUN JICKAPCTBEHHBIX CPEACTB M KIIMHUYECKMX MCCIIENOBAHUN JIEKAPCTBCHHBIX
[IpenapaToB il BETCPUHAPHOIO IPUMEHEHHUs, INPEACTABICHHOW 3asBUTENIEM Ui TOCYAAapCTBEHHOMU
perucTpanyy JIEKapCTBEHHBIX IIpenaparoB, 0e3 €ro corjacus B TEYEHUE IIECTH JEeT C JAaThl
rOCYJapCTBEHHOMN perucTpanuu peepeHTHOTo JIEKapCTBEHHOTO npenapata B Poccuiickoii @enepanuu.

8. JlepaTenp WM BIaelel] PETUCTPALMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO IIpernapara s
BETEPUHAPHOTO MPUMEHEHHS MPEICTABISET B YIOJIHOMOUEHHBIH (efepabHblii OpraH MCIOJIHUTEIbHON
BJIACTH OTYET MO pe3yiabTaTaM (apMakOHaI30pa OJMH pa3 B LIECTh MECALEB B TEUEHUE JBYX JIET MOCIIE
roCyAapCTBEHHOM PETUCTpaLuu JIEKAPCTBEHHOI0 npenapara B Poccuiickon denepanuu, 3aTeM €XKErOqHO
B T€YECHHE NOCIEAYIOMUX TPEX JIET U B JAJIHEHIIEM OMH pa3 B TPU roja.

(uactb 8 BBeneHa denepanbHbiM 3aKkoHOM 0T 02.08.2019 N 297-03)

Cratba 18. Nopaya u paccmoTpeHne 3asBfIeHUA O rocyaapCTBEHHOW perncrpauuu
neKkapcTBEHHOro npenapara Ans MeauLMHCKOro npMMeHeHus
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Jnga rocymapCTBEHHOM perucTpalvy JIEKapCTBEHHOI'O Ipemapara s MEAUIMHCKOIOo
NPUMEHEHHs OPUIMYECKOE JIMIO, JEHCTBYIOIIEE B COOCTBEHHBIX MHTEpecax MM YINOJHOMOYEHHOE
IIPEJICTABIATh MHTEPECHI JPYroro IOPUAMYECKOTO JIMIA U 3asABIIAIONIEE JIEKAPCTBEHHBIN Npenapar Ha
rOCYJapCTBEHHYIO PErMCTpaluio (Janee B HACTOALIEH CTaTbe - 3asBUTENb), IPEACTaBISET B
YIIOJTHOMOYEHHBIN (eiepabHblii OpraH UCHOJTHUTEIBHOM BIACTH, OCYIIECTBIISIONNI roCy1apCTBEHHYIO
PETUCTpALMIO JIEKAPCTBEHHBIX MPENapaToB AJI MEAULUHCKOIO IPUMEHEHHUS, B JEKTPOHHON (hopMe U Ha
OyMa)KHOM HOCHTEJE 3asBJICHHE O TOCYAApCTBEHHOH pErucTpalnuu JEKapCTBEHHOTO Npernapara s
MEIUIUHCKOTO NPUMEHEHHUs, a TaKXke B IOpsJKE, YCTAaHOBICHHOM YIOJHOMOYEHHBIM (eaepanbHbIM
OpPraHOM HCIIOJTHUTEIBHON BJIACTH, B JJEKTPOHHOH (popMe M Ha OyMakHOM HOCHUTENE HEOOXOIUMbIE
JOKYMEHTBI, U3 KOTOPBIX (OPMHUPYETCS PETHCTPALMOHHOE J0Che Ha JICKApCTBEHHBIN mpemnapaT ams
MEJULMHCKOTO IIPUMEHECHUS.

(dactp 1 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3asBieHNN O TOCYAApCTBEHHOW PETUCTPALIMU JEKAPCTBEHHOIO Ipenapara i MEAUIMHCKOTO
IIPUMEHEHHUS YKa3bIBAIOTC:

1) HanMeHOBaHMeE, ajapec 3adBUTENS U IPOU3BOAMTENS JIEKAPCTBEHHOI'O Ipenapara Jyis
MEJHUIIMHCKOTO MPUMEHEHHs, CBEIEHUsI 00 UX PErMCTpallMyd B KaueCTBE HAJIOTOIUIATENbIIMKAa B CTpaHe
peructpanyu (A7 pOCCUHCKUX IOPUANYECKHX JIUI] - UACHTU(PUKAMOHHBIH HOMEpP HAJIOTOIUIaTebIINKA
(MHH), nyist mHOCTpaHHBIX IOPUIWYECKUX JIULL - CTPaHa PEerucTpalii, HANMEHOBAHUE PETUCTPHUPYIOIIETO
OpraHa, perucTpallMOHHBIM HOMEp, KOJI HAJOIOIIaTENbIIMKAa B CTpaHE pErucTpaluuu (MHKOPIIOpalUy)
WIM €r0 aHajoT) U aJpec MecTa OCYIIECTBICHHS MPOU3BOJICTBA JIEKAPCTBEHHOIO Mpernapara (B ciydae
HQJINYMS HECKOJBKUX YYAaCTHMKOB IIpOIlecca €ro MpOU3BOACTBA HEOOXOAMMO YyKa3aTh KaKIOTro
y4acTHUKA B COOTBETCTBUU C OCYILECTBISIEMON CTaAUEH MPOU3BOJICTBA);
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

(n. 1 B pen. ®enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HaMMEHOBAHHUE JIEKAPCTBEHHOTO Mpernapara sl MEIUIMHCKOTO MPUMEHEHHUs (MEXIYHAPOIHOE
HENMaTeHTOBAHHOE, WM TPYIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS );

3) MNEpCUCHDb HCfICTBYIOHlHX 1 BCIIOMOTAaTCJIbHBIX BCHICCTB, BXOAAIHUX B COCTAB JICKAPCTBCHHOI'O
npenapara ajid MEAUIUHCKOI'O IPUMCHCHUS, C YKa3aHUEM KOJIMYCCTBA KAXXIO0T0 U3 HUX,

4) nexapctBeHHas (opma, JO3MPOBKA, CIOCOOBI BBEIEHUS M TNPUMEHEHHsS, CPOK T'OJHOCTH
JIEKapCTBEHHOT'O Mpenapara A MEIUIIMHCKOIO IPUMEHEHUS;

5) bhapmakoTepaneBTUUECKAs TPYIINA, KOJ aHATOMO-TEPANeBTHUECKO-XUMUYECKON KIaccuPHKaIiy,
PEKOMEHJIOBaHHOW BcemMupHO#l opraHuzanuel 371paBOOXpPAHEHUs, 3asBIsAEMbIC [OKa3aHUA IS
MNPUMCHCHUS JICKAPCTBCHHOT'O MperiapaTa JJId MCAUIUHCKOIO IPUMCHCHUA

6) OTCYTCTBHE€ HEOOXOJWMOCTH TIPEJOCTaBICHUS OTYeTa O pe3yibTaTaX KIMHHUYECKOTO
WCCIICIOBAHMSI, MCCIEAOBAHUs OMOIKBUBAJICHTHOCTH JIEKAPCTBEHHOTO Mpemnapara, pa3peuieHHOTO s
MEIUITMHCKOTO IpuMeHeHus B Poccuiickoit deneparuu 6oJiee 1BaaaTh JET, C YKa3aHHEM HOPMaTHUBHBIX
MPAaBOBBIX AKTOB, MOATBEPKAAOIINX JAaHHBIA CPOK IPUMEHEHUS;

7) HeoOxomuMocTh odopmieHHs paspemnieHuss Ha BBo3 B Poccuiickyro denepanuio KOHKPETHOM
NapTUM  3apETUCTPUPOBAHHBIX M (WIM)  HE3aperMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJICTB,
NpeIHa3HAUYCHHBIX JIJIS TPOBEICHUST AKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB B LENSIX TOCYIApCTBEHHOU
perucrpanuy;

8) HeoOXOIMMOCTh MPOBEACHHS HKCIEPTU3Bl JOKYMEHTOB, IMPEACTABICHHBIX JISl OMpEesICHUs
BO3MOKHOCTH paccMaTpHUBaTh JIEKApCTBEHHBIM Tmpenapar IJjsi MEIUIUHCKOTO MNPUMEHEHHUS MpHU
OCYILIECTBICHUH IOCYAapCTBEHHOI perucTpaiuy B kKauecTBe ophaHHOTO JIEKapCTBEHHOTO MperapaTa;

9) HeoOXOAMMOCTh NMPUMEHEHHS] YCKOPEHHOM MpOLEAYpbl AKCHEPTH3bI JIEKAPCTBEHHBIX CPEACTB B
LEeJSIX TOCYIapCTBEHHON PETUCTPALliy JIEKapCTBEHHOTO Mpenapara;

10) xkonuy JOKYMEHTOB, IOATBEPAKAAIOIINX YIUIATy TOCYAApCTBEHHOM MOIIJINHBL:

a) 3a MPOBEJIEHUE DKCIEePTU3bl JOKYMEHTOB, MPEICTABICHHBIX IJI1 OMpEIeNIeHUs BO3MOKHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar i MEAUIMHCKOIO IPHUMEHEHHUs IpU OCYLIECTBIIEHUU
roCy/1apCTBEHHOW PETUCTPALlMU B KauyecTBE OppaHHOTrO JIEKaPCTBEHHOTO IIperapara;

0) 3a mMpoBeICHHE HKCHEPTH3bl KayecTBA JICKAPCTBEHHOT'O CPEACTBA M HKCHEPTH3bI OTHOIICHHS
OKUJACMOH TTOJIB3BI K BO3MOKHOMY PUCKY IIPUMEHEHHMS JIEKapCTBEHHOTO IIPENapara, pa3peleHHOro I
MeIUIMHCKOro npuMeHeHust B Poccuiickoit depepanuu Oojee IBaamaTd JET, MPU OCYIIECTBICHUU
roCyIapCTBEHHON PETUCTPALUU JIEKapCTBEHHOTO IIpenapara;

B) 3a IPOBEICHHME SKCIIEPTH3bl KauecTBA JIEKAPCTBEHHOTO CPEACTBA U SKCIEPTU3bl OTHOLICHUS
0’KMJIa€MOH TOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUs JIEKAPCTBEHHOTO MpernapaTta s MEAULIMHCKOTO
IIPUMEHEHHUS [IPH €T0 FOCYAAPCTBEHHOM PErUCTpalLty;

I) 3a MPOBEACHUE HKCIEPTHU3bl KAuecTBa JIEKAPCTBEHHOTO CPEACTBA U SKCIEPTH3bl OTHOLICHHS
0’KMJIa€MOM TOJIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHHUS JICKAPCTBEHHOTO MpernapaTa s MEAUIIMHCKOTO
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?;ii‘leﬁ”;gb% ;%'(ZC’Z*; ot 12.04.2010 N 61-03 [okymeHT npepocTtasneH KoHcynbTaHTIt0C

"06 O6pa|.|.leHV|V| NeKapCTBEHHbIX Cpe,Cl,CTB" [Oata COXpPaHEHuA: 09.11.2022

IIPUMECHEHHs, B OTHOLICHHHM KOTOPOTO IPOBEIEHBI MEKIYHAPOIHBIE MHOTOLICHTPOBBIE KIMHUYECKHE
HCCIEA0BAHMUs, 4acTh M3 KOTOpbIX ImpoBeneHa B Poccuiickoit ®Penepanuu, MIpU OCYLIECTBICHUU
roCyIapCTBEHHON PETUCTPALUU JIEKapCTBEHHOTO IIpenapara;

11) Hanmuume coriacus TPOU3BOIUTENS JIEKAPCTBEHHOI'O Mpenapara, MPOU3BOJCTBO KOTOPOTO
ocymiecTBisiercss 3a npenenamu  Poccuiickoit  ®depepainuu, Ha TPOBEACHHE HMHCIEKTUPOBAHUS
MIPOU3BOIUTENS HA COOTBETCTBUE TPEOOBAHUAM MpaBUJI HaAJIexkKalleil MPOU3BOICTBEHHOM MPAKTUKY;

12) nanuuue coryacus, MpeayCMOTPEHHOTO YacThio 18 HACTOSAIICH CTaThy;

13) ykazanue Bua JeKapCTBEHHOTO Ipernapara, MpeICTaBIeHHOr0 Ha perucTpanuio (pedepeHTHbIi
JIEKApCTBEHHBIM  TIpermapar, BOCIPOM3BEACHHBIM  JICKAPCTBEHHBIM  Mpemapar, OHOJIOTHYEeCKUI
JIEKapCTBCHHBIN MpernapaT, OMoaHANIOroBbI (OMOMOMOOHBIN) JIeKapCTBEHHBIM mMpenapar (OmoaHaor),
TOMEOIaTUYECKHH JICKApCTBEHHBIN Mperapar, JICKapCTBEHHBIN paCTUTEIBHBIN Mperapar).

(uacts 2 B pen. enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PerucrtpammoHHOE 1OCh€ Ha JICKAPCTBEHHBIH Npenapar i MEIUIIMHCKOTO HPUMEHEHHS
mpenocTaBiseTcs B (hopMe 00IIeT0 TEXHUIECKOTO TOKYMEHTA.
(dactb 3 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Paznen JOKyMEHTAIMM aIMUHUCTPATUBHOTO XapaKTepa BKIIIOYAeT B ceOsl:

1) 3asBiIeHHE O TOCYIApCTBEHHOHN pPErucTpanuyl JICKapCTBEHHOTO Mpemnapara Jjas MEIUITHCKOTO
MPUMEHEHHS B AJIEKTPOHHOH opMe U Ha OyMakHOM HOCHUTEIIE;

2) KONUI0O JOKYMEHTa Ha pPYCCKOM S3bIKE, 3aBEPEHHOI0 B YCTAHOBJICHHOM THOpSAKE U
MOATBEPKIAIOIIETO MPABOMOYHOCTh 3asIBUTENSI MOJABaTh 3asBJICHHE O TOCYAApPCTBEHHOM PErvcTpaluu
JIEKapCTBEHHOT'O MpernapaTa Jisi MEAUIIUHCKOTO IPUMEHEHUS (JI0BEPEHHOCTD);

3) cBeaeHHs O JaTe MPEAOCTABIICHUS U PETMCTPALIMOHHOM HOMEpE JMIEH3MH Ha MPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEACTB WM CBEJIEHHUA O Jare IMpPEJOCTABICHUS W PEruCTPAllMOHHOM HOMEpe
3aKJIFOYECHUST O COOTBETCTBHM TPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEJACTB TPEOOBAHUSM IPABUI
HaJJIeXxalled MPOU3BOACTBEHHON MPAKTUKU, BBIAAHHBIX (IPEIOCTABICHHBIX) YIOJTHOMOUYEHHBIM
denepadbHBIM OPTraHOM HCIIOJIHUTEIBHOW BJIACTH B OTHOIICHHH IPOWU3BOJCTBEHHOW IUIOIIAJIKH
PErUCTPUPYEMOrO JIEKapCTBEHHOI'O IIpenapara, B CIIy4ae, €CIM IPOU3BOJACTBO JIEKAPCTBEHHOTO
npemnapara ocyuectisiercs B Poccuiickont @enepaunu;

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

4) XonuIO0 MPEeAOCTaBICHHON YINOJHOMOYEHHBIM OPraHOM CTpaHbl IPOWU3BOJIUTEINS JIMLEH3UHM Ha
IIPOU3BOJICTBO JIEKAPCTBEHHOIO IIpermapaTra M €€ IEepeBOJ Ha PYCCKHH A3BIK, 3aBCPEHHBIC B
YCTaHOBJIEHHOM TOPSAKE, @ TAK)KE KOIUIO 3aKJIIOYEHHS] O COOTBETCTBUU ITPOU3BOIUTEINS JIEKAPCTBEHHBIX
cpeAcTB  TpeOOBaHMSAM  IpaBMI  HAAJEKaIled  MPOU3BOJACTBEHHONH  NPAaKTUKH,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (pe/iepajbHBIM OPraHOM HCIIOJIHUTEIBHOW BJIACTH B OTHOILEHUH MPOHM3BOJCTBEHHOM
IUIOMAJIKM PETUCTPUPYEMOIO JIEKAPCTBEHHOI'O IIpernapaTra, WIA KOIMIO PEIICHUS YINOJIHOMOYEHHOTO
(benepanbHOrO OpraHa HCIOJHUTEIBFHOW BIIACTH O TPOBEICHUM HHCIEKTUPOBAHUS MPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJCTB, B CIIy4ae, €CJIM MPOU3BOACTBO JIEKAPCTBEHHOTO IIpeapaTa OCYIIECTBIIAETCS 3a
npeaenamu Poccuniickont denepanuu;

(B pen. @enepanbubix 3akoHOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

5) IPOEKT UHCTPYKIMH M0 METUIIUHCKOMY NIPUMEHEHHIO JIEKapCTBEHHOTO IpenapaTa, cojepxalien
CIIEYIOINE CBEACHMUS:

a) HaMMEHOBaHHME JIEKapCTBEHHOro IMpemapata (MeXAyHapoAHOE HENMaTeHTOBAaHHOE, WU
IPyNIMPOBOYHOE, MIM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) nekapcTBeHHas (popma ¢ yKazaHHEeM HaMMEHOBAaHUHN M KOJMYECTBEHHOI'O COCTaBa JACHCTBYIOLIUX
BEIIECTB U KAYECTBEHHOTO COCTaBa BCIIOMOTATENIbHBIX BEMIECTB (MPU HEOOXOAUMOCTH KOJIHYECTBEHHOTO
cocTaBa BCIIOMOTaTeNbHbBIX BELIECTB);

B) OMMMCAaHUC BHCUIHCTO BU A JICKAPCTBCHHOTO ITperiapaTa 11 MCAUITUHCKOI'O IPUMCHCHUA ;
) GU3NKO-XUMHUUYECKHE CBOMCTBA (IJ1s1 paino(dapManeBTHUYECKUX JICKAPCTBEHHBIX MTPENapaToB);

1) (dapMmakoTepaneBTHYECKass TpyINa, KOJ JIEKAPCTBEHHOrO Ipernapara s MEIUIIMHCKOTO
MIPUMEHEHHUS 110 aHATOMO-TEPANEBTUYECKO-XUMUIECKOH KlacCu(HUKaAIIUU, PEKOMEHI0BaHHOW BeceMupHoit
OpraHM3alMel 31paBOOXpaHEHus, WM yKa3aHUE "TOMEONaTUYeCKUi JJeKapCTBEHHBIN npenapar”;

e) d¢apmakoguHamMuka W ¢dapMaKOKMHETHKa (32  HCKJIIOYEeHHEeM  (papMaKOKWHETUKH
TrOMEONAaTUYECKUX JIEKAPCTBEHHBIX MPENApaTOB U PACTUTENBHBIX JIEKaPCTBEHHBIX MIPENAPATOB);

) TIOKa3aHUsl IJIs1 IPUMEHEHHUS;
3) IPOTUBOMOKA3AHUS JIsl IPUMEHEHUS,
1) MEpHI IPETOCTOPOKHOCTHU NP PUMEHEHHH;

K) YyKa3zaHHE€ BO3MOXXHOCTHM M OCOOEHHOCTEH NpUMEHEHHs JIEKapCTBEHHOIO IIpernapara Jyis
MEIUIUHCKOTO HPUMEHEHHUs] OEpeMEHHbIMM JKCHIIMHAMH, JKEHIIMHAMH B MEpUOJ] TIPYAHOIO
BCKapMJIUBAHHUSL, J€TbMH, B3POCIIBIMU, HIMEIOLIMMH XPOHUYECKHE 3a00JICBaHNUS;

J) peXUM J03UPOBaHUS, CIOCOOBI BBEIECHUS U MPUMEHEHUs, MPU HEOOXOAMMOCTH BpeMs MpHema
JIEKApCTBEHHOTO TMpemnapara s MEAUIIMHCKOTO MPUMEHEHHUs, MPOAOKUTEIbHOCTh JICUEHUS, B TOM
qyclie y IeTel 10 U Mociie OJJHOTO ro/a;

M) BO3MOXXHBIE HEXKEJIATEIbHBIE pEaKUUU IpU NPUMEHEHUU JIEKapCTBEHHOI'O Ipenapara s
MEIULMHCKOTO IPUMEHEHMUS;

H) CUMIITOMBI IEPEIO3UPOBKH, MEPBI IO OKA3aHUIO MIOMOILY IIPU NEPETO3UPOBKE;
0) B3aMMOJICICTBHE C APYTUMHU JICKaPCTBEHHBIMU MpenapaTaMu U (UJIu) MULIIEBBIMU MTPOIYyKTaAMH;
1) GopMBI BEITYCKa JIEKaPCTBEHHOTO TIperapara;

p) ykazaHue (Ipu HEOOXOIMMOCTH) OCOOCHHOCTEHW IEHCTBHsI JIEKAPCTBEHHOTO Tperapara s
MCIUITUHCKOI'O IPUMCHCHUS MPHU IICPBOM MMPHUEMC UJIU ITPU €TO OTMCHC,

¢) onucanue (Mpyu HEOOXOAMMOCTH) IeUCTBHM Bpada ((denpamepa) u (WIK) MaueHTa mpy MpomycKe
npucma O,[[HOI>'I HJIM HCCKOJIBKHX 103 JICKAPCTBCHHOI'O NIpCriapara AJid MCAUIIUHCKOTO0 MPUMCHCHU A,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

T) BO3MOXXHOC BJIMAHUC JICKAPCTBCHHOI'O IIpfriapata MId MCIUIHUHCKOrO IIPUMCHCHUSA Ha
CIIOCOOHOCTH YIIPaBJIATh TPAHCIIOPTHBIMU CPCACTBAMU, MCXAHU3MAMU;

y) CpPOK TOAHOCTHM M YKa3aHHE Ha 3alpeT NpPUMEHEHHUs JIeKapCTBEHHOIO Tmperapara i
MEJUIIUHCKOTO IPUMEHEHHS TT0 UCTEUEHUU CPOKA TOJJHOCTH;

¢) ycnoBus XpaHEHUS;

X) yKa3aHHe Ha HEOOXOIUMOCTh XpAaHEHUs JIEKapCTBEHHOI'O Ipernapara Uil MEIMIIMHCKOTO
IIPUMEHEHHS B MECTaX, HEAOCTYIIHBIX Ul JETEH;

1) ykazaHue (Ipu HEOOXOAMMOCTH) CIEHHUAIBHBIX MEp IMPEIOCTOPOKHOCTH NPU YHUUTOKEHUH
HEHUCIIOIb30BAHHBIX JIEKAPCTBEHHBIX IIPENAPATOB Ul MEAULIMHCKOIO IPUMEHEHUS;

Y) yCJIOBUS OTITYCKa;

II) HAaUMEHOBaHMsS M aJpeca MPOM3BOACTBEHHBIX IJIOLIAJOK IPOM3BOIUTENS JIEKAPCTBEHHOTO
npernapara;

) HAaWMCHOBAHHWE, aJpeC OpraHU3AIMH, YIOJTHOMOYEHHON JepKaTeleM WA BIaJeiblieM
PEruCTPAalIMOHHOTO YJOCTOBEPEHHUs JIEKAPCTBEHHOI'O Mpernapara sl MEIULIMHCKOTO MPUMEHEHHs Ha
MIPUHATHE TIPETEH3UNA OT OTPEOUTENS;

6) MHCTPYKLUIO 110 MEAUIIMHCKOMY IPUMEHEHUIO MU KPaTKYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOIO
Ipernapara, yTBEepKICHHbBIE B CTPAHE IPOU3BOAUTEIIS;

7) IPOEKTHl MAKETOB IEPBUYHOMN YIIAaKOBKHM U BTOPUYHON YIIAKOBKH JIEKAPCTBEHHOTO Mpernapara Ajs
MEIULMHCKOTO IPUMEHEHMUS;

8) HpOEKT HOPMAaTHUBHOW JOKYMEHTAlMM WJIM HOPMAaTHUBHOIO JOKYMEHTa Ha JIEKapCTBEHHBIN
npernapart sl MeIMLIMHCKOTO MPUMEHEHHs JTM00 yKa3aHHe COOTBETCTBYIONIEH (papmMakoneitHON cTaThu;

9) HOKyMEHT, coaepkaluii WHPOPMALMIO O HAJHMYUU WM 00 OTCYTCTBHU (DAaKTOB PETUCTPAILIUH
JIEKapCTBEHHOTO Tpernapara Jjisi MeIUIIMHCKOTO MTPUMEHEHHU 3a nipenaenaMu Pocculickoit @enepanuu;

10) konmuM OOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBIIEHHOM IOpPSJIKE W TOATBEPXKIAIOMIMX (paKT
perucTpanuy JICKapCTBEHHOIO IpenapaTta B HMHOCTPaHHBIX IOCYJapcTBaX B KauecTBe OpP(aHHOIo
JIEKapCTBEHHOI'O IIPETnapara;

11) mnnman ympaBiaeHHsT pUCKaMHU JUIsi OWOJIOTMYECKUX JIEKAPCTBEHHBIX IMPErapaToB IS
MEIUIIUHCKOTO IPUMEHEHHUS;

12) nokymeHT o cucteme ¢dapMakoHaa30pa JAepikaTens WM BIaJelblla PErucTParOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOI'O Mpenapara;

13) noxymeHT, MOATBEPKIAOLIUI KadecTBO JIEKAPCTBEHHOT'O Iperapara TPeX HMPOMBIIIICHHBIX
cepuil (ITPOTOKOJI aHAJIN3a WK CEPTU(UKAT aHAIN3a), OHA CEpUsi KOTOPOTO JI0JKHA COBMAIATh C cepueit
oOpa3na JIEKapCTBEHHOIO Ipemapara JUisi MEAMIMHCKOTO TPUMEHEHUs, IMPeICTaBICHHOIO Ha
roCyIapCTBEHHYIO PETUCTPALIMIO.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

(dactp 4 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. Paznmen xumudeckoi, (apMaleBTHUECKON M OMOJIOTMYECKOW TOKYMEHTAllMW BKIIIOYAeT B ceOs
JTOKYMEHTBI, coJiepKalie nH(opMaIuo o papMarieBTHIECKONH CyOCTaHIIMH U JICKAPCTBEHHOM Iperapare
JUTSE. MEUITMHCKOTO TPUMEHEHHsI, MPOIeCCe €ro MPOM3BOACTBA U METOJAX KOHTPOJS KadecTBa, B TOM
qHce:

1) KomHIO0 TOKYMEHTA, COAEPIKAIIEro CIEeAYIONIYI0 HHPOpMAIHIO 0 papMaleBTUYECKO cyOcTaHIIMK
wii  (apMaleBTUUECKUX CyOCTaHIUAX, BXOMSIIMX B COCTaB JIEKAPCTBEHHOIO IIpenapaTa, 3a
UCKITIOYeHHeM HHpopMaimu o (apMalneBTUYECKUX CYOCTAHIMSAX, BKIIOYEHHBIX B TOCYIAapCTBEHHBIN

peecTp JEeKapCTBEHHBIX CPEACTB B COOTBETCTBHUM CO cTaThel 34 HacTosiero @eaepajibHOTO 3aKOHA:
(B pen. @exnepanbHoro 3akoHa ot 27.12.2019 N 462-03)

a) HauMeHOBaHue (hapMaleBTHUECKOW CYOCTaHINH, €€ CTPYKTYpa, OOIIHNe CBOMCTRA;
0) HaMEHOBaHUE U aJJPEC MPOU3BOJUTEIS;

B) TEXHOJIOTHA IMPOMU3BOACTBA C OIMMMCAHUEM CTa,Z[I/Iﬁ IMPONU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudgXx IMMPONU3BOACTBA,

T') ONMCAaHKUE Pa3pabOTKH IpoIiecca MPOU3BOJICTBA,

1) OTIMCAaHNE KOHTPOJISI KPUTHUECKUX CTAJAUN IPOU3BOJCTBA U IIPOMEXYTOUHOHN MPOTYKIINH;
€) TOKYMEHTAJIbHOE TTOATBEPIKIACHUE (BaTHIAIIHS) MPOIECCOB U (MJIN) UX OIICHKA;

) CBOMCTBA U CTPYKTYpa IEHCTBYIOIUX BEIIECTB;

3) XapaKTepHUCTHUKa IPUMECEH;

1) cnenudukanys Ha GpapManeBTHUIECKYIO CyOCTaHIIMIO U €€ 000CHOBAHMUE;

K) AaHWINTHYECKHE METOJHMKH, HCIOIb3yeMble TPH OCYIISCTBICHHH KOHTPOJIS KadecTBa
(bapManeBTHUECKON CyOCTaHIIUH;

J) TOKYMEHTaJIbHOE MOATBEPXKIEHUE (BaluAalysl) aHATUTHUYECKUX METOAMK, MCIIOJIb3yEeMbIX MPHU
OCYILECTBICHHH KOHTPOJIS KauecTBa (papMalieBTH4ecKoi cyOcTaHIuu;

M) pe3yJIbTaThl aHAJIN3a CEPHUi (hpapMarieBTUIECKON CyOCTaHIINM;

H) HepequL CTaHIIapTHBIX 06pa3u0B HniIn BCIICCTB, I/ICHO.HB?)YCMLIX HpI/I OcyIJ_[eCTBJIeHI/II/I KOHTpOHH
KadecTBa;

0) ONMCAHNE XaPAKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MATEPHAJIOB M YKYIIOPOUHBIX CPEJICTB;
1) TaHHBIC O CTAOUILHOCTH (hapMaIleBTUUECKON CyOCTaHIINY;

P) CPOK FOJIHOCTH;
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

1.1) B oTHOmIEHHMU (apMaleBTUYECKUX CyOCTaHIUIl, BXOJIAIIMX B COCTaB JIEKAPCTBEHHOTO
rpenapara U BKJIIOYEHHBIX B TOCYJApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHUU CO
cratbeil 34 nactosimiero denepanbHOr0 3aKOHA, - KOMHUS JOKYMEHTA, COJEPMHALIEro CIEAYIONIYIO
UH(OpMALHUIO:

a) HauMeHOBaHue (hapMaleBTHUECKOW CyOCTaHIMH, €€ CTPYKTYpa, OOIIHNe CBOMCTRA;
0) HaMEHOBaHUE U aJPEC MPOU3BOJUTEIS;
B) pe3yJIbTAThl aHAIHM3a CepHil (hapMaIleBTUUECKON CyOCTaHIINH;

') CPOK T'OJIHOCTH;
(n. 1.1 BBenen denepanbHbIM 3akOHOM OT 27.12.2019 N 462-D3)

2) NTOKYMEHT, COAEPIKAIIMI CIEAYIOLUINE CBEACHNUS O JIEKAPCTBEHHOM Ipenapare A MEAULIMHCKOTO
IIPUMEHEHHUS:

a) OIMMUCAHUC U COCTAB JICKAPCTBCHHOTO IIperiapaTa I MCAUITUHCKOIO NIPUMCHCHUA ;

0) omnmcanue QapmareBTUYECKON pa3paboTku (00OCHOBaHME BBIOOpAa COCTaBa, MEPBUYHOMN
YIaKOBKU U UHOTO);

B) TEXHOJIOTHA IMPOMU3BOACTBA C OIMMMCAHUEM CTa,Z[I/Iﬁ IMPONU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudgXx IMPONU3BOACTBA,

I) ONMCaHWe KOHTPOJS KPUTHUECKUX CTaJud mpolecca MNPOU3BOACTBA U MPOMEKYTOUHOMH
IIPOYKLIH;

1) HaUMCHOBAaHHE M aJIpeC MEeCTa OCYIIECCTBICHUS MPOM3BOJICTBA JICKAPCTBECHHOTO Tpernapara Jijis
MCEAUIITUHCKOT'O HpI/IMeHeHI/ISI (B cnyqae HaJIM4YUiad HCCKOJBKUX y‘-IaCTHI/IKOB Hpouecca HpOI/I3BOI[CTBa
HEOOXOMMO YKa3aTh KaKIOTO U3 HUX);

e) apmarieBTHYECKAasi COBMECTUMOCTb;

’K) MUKPOOHOJIOTHYECKHUE XapaKTEPUCTUKH,

3) MaTepuaIbHBINA OallaHC 7Sl IPOU3BOJICTBA CEPUH TOTOBOTO MPOAYKTA;

1) OMHMCAHKUE XapaKTEPUCTUK U CBOWCTB YITAKOBOYHBIX MaT€pUAIOB M YKYITOPOUHBIX CPEJICTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BATHUIAINS ) IPOIIECCOB IPOU3BOICTBA U (WJIM) UX OICHKA;

) TpeOOBaHMS K KauyeCTBY BCIIOMOTATEIbHBIX BemecTB (ceprudukar, cnenudukanyds Ha
BCIIOMOI'aTCJIbHBIC BC€IIICCTBA U UX OGOCHOBaHI/Ie);

M) AHAIIUTUYCCKUEC MCETOAUKH, MCIIOJIB3YEMbBIC TIIPpHU OCYHICCTBJICHHHM KOHTPOJA KadcCTBa
BCIIOMOTaTCJIBHBIX BCIICCTB,

H) IOKyMEHTaJbHOE MOATBEpKJIEHUE (BaJMIAIMs) aHATUTUUYECKUX METOIMK, HCIOIb3YEMbIX MPH
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OCYIICCTBJIICHUHU KOHTPOJIA KAQ4€CTBA BCIIOMOI'aTCJIbHBIX BCIIICCTB,

O) I/IH(l)OpMaI_II/IH 00 HCIIOJIB30BAHUM BCIOMOTATEIbHBIX BCIICCTB YCJIIOBCYCCKOT'O M XHUBOTHOI'O
IMPOUCXOXKIACHUS

H) I/IH(l)OpMaI_[I/ISI 00 MCHOJIB30BaHUH HOBBIX BCIIOMOTaTEIBHBIX BCIICCTB,

p) TpeboBaHMS K KadecTBY JICKApCTBEHHOTrO Tpemapara /i MEJUIUHCKOrO IPUMEHECHHUS
(ceprudukar, cienuduKanys Ha JIEKapCTBEHHBIN MpenapaT U uX 000CHOBaHUE),

C) AHAIIUTUYCCKUC MCTOAWKH, HCIOJB3YEMBIC IIpU OCYHICCTBICHHMM KOHTPOJA Kade€CTBa
JICKApCTBCHHOTO IMperiapaTa i1 MCAUITUHCKOI'O IPUMCHCHUS ;

T) JOKYMEHTAJIbHOE MOATBEPXKACHHE (BalHMAallvs) aHAIUTUYECKUX METOAMK, MCIOJb3YyEeMbIX IMPHU
OCYIIECTBJIECHUU KOHTPOJI KaueCTBa JIEKAPCTBEHHOTO Ipenapara 1Jjisi MEIULIMHCKOTO TPUMEHEHUS,

y) pe3yJbTaThl aHAIM30B CEPHIl JIEKAPCTBEHHOTO MpenapaTa JIisi MEIUIIMHCKOTO IPUMEHEHUS;
&) xapakTepucTUKa MPUMECEH;

X) TMepeueHb CTaHAApPTHBIX 00pa3loB, MUCHOJIb3YEMBIX MPU OCYIIECTBICHUU KOHTPOJIS KayecTBa
JIEKapCTBEHHOTO MpernapaTa i MEIUIUHCKOTO TPUMEHEHUS;

11) JaHHbIE O CTAOUIBHOCTH JIEKAPCTBEHHOTO Npenapara Al MEJUIIMHCKOTO IPUMEHEHUS.
(uactsb 5 B pen. enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Paznen ¢dapmakomornueckon, TOKCUKOJIOTUUECKONW JOKYMEHTAIIMU BKIIOYAET B CE0S OTUYETHI O
pesynLTaTax JOKIIMHUYCCKUX I/ICCJIG,Z[OBaHI/Iﬁ JIGKapCTBeHHOFO CpeI[CTBa IJIsI MCAUITUHCKOT'O HpI/IMCHeHI/ISI,
B TOM 4YHCIIE:

1) otueT o papMaKOTUHAMUYECKHIX UCCIICTOBAHMSIX;
2) ot4eT 0 hapMaKOKMHETHICCKUX MCCIICIOBAHUSIX

3) OTYET O TOKCUKOJIOTUYECKUX UCCICTOBAHUSIX.
(dactb 6 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Paznmen KIMHUYECKOM JOKYMCHTAlIUU BKJIIOYACT B ce0s OTUETHI O pe3yjibTaTax KIMHUYCCKHUX
HCCHCI[OB&HHI;'I JICKApCTBCHHOTO IIperiapara JJIs1 MCIUIIUHCKOI0 IPpNMMEHCHN, B TOM YHCJIIC:

1) oryersl 00 wWCCNEAOBaHUSX OWOMAOCTYIMHOCTH W OWOSKBHBAICHTHOCTH, WCCIICIOBAHUSAX,
YCTaHABIIMBAIOIINX KOPPEISINIO PE3YJIBTATOB, MOTYYEHHBIX B YCIOBHSX 1n Vitro  in vivo;

2) oT4eTsl 0 (hapMAKOKMHETHUECKUX HUCCIICAOBAHMIX;
3) oT4eThl 0 (hapMaKOIMHAMHYECKUX HCCIICIOBAHUAX;

4) 0TYETHI O KIIMHUYECKUX UCCIIEOBAHUAX Y(PPEKTUBHOCTH U O€30aCHOCTH;
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5) OTYET O MOCTPETUCTPAIMOHHOM OTIBITE TPUMEHEHUS (TTPU HAIUYHUH ).
(uactb 7 BBenneHa denepalibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. TpeboBanusi k 00beMy WH(MOpPMAIIUU, TIPEIAOCTABIIEMON B COCTaBE PETHCTPALIMOHHOTO JOCHE,
JUISl OTJIETbHBIX BUJIOB JIEKAPCTBEHHBIX MPENapaTroB Il MEAUIIMHCKOTO MPUMEHEHHUS YCTaHABIMBAIOTCS
YIOJIHOMOYECHHBIM (peiepaIbHbIM OPraHOM HCTIOJHUTEILHOM BIACTH.
(uactb 8 BBeneHa denepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9. B OTHOLIEHNH JIEKAPCTBEHHBIX MPENApaTOB, PA3PEIICHHBIX Uil MEAULIMHCKOTO MPUMEHEHUS B
Poccuiickoit denepanuu Oosiee ABAAIATH JIET W B OTHOIICHHH KOTOPHIX HEBO3MOXKHO MPOBEICHHE
UCCIEOBAaHUM MX OHOSKBUBAJICHTHOCTH (32 HCKJIIOYEHHEM OHOJOTUYECKUX  JIEKAPCTBEHHBIX
MpPermapaToB), JOMYCKAETCS BKIIOUYEHHUE B COCTaB pasnena (apMaKoIOTHYECKOW, TOKCHKOJIOTUYECKOM
JOKYMEHTAllMl U pasjefia KIMHUYECKOW NOKYMEHTAllud BMECTO OT4YeTa pa3paboTdyHMKa O pe3yibTaTrax
COOCTBEHHBIX JOKIMHUYECKUX HCCIICOBAHHUNA JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKUX HCCICIOBAHHIA
JIEKapCTBEHHBIX MPENnapaTtoB UIsi MEAWLUHCKOTO MPUMEHEHHs] 0030pa HaydHbIX paboT O pe3yibTaTax
JOKIUHUYECKUX MCCIICIOBAHUN JIEKAPCTBEHHBIX CPEACTB M KIMHMUYECKUX HCCIEAOBAaHUN JTaHHBIX
JIEKAPCTBEHHBIX IIPENApaToOB, B TOM YHCJIE BKJIFOYAs OIBIT UX MOCTPETUCTPAIMOHHOTO IPUMEHEHUSI.
(uactp 9 BBeneHa DenepanbHbiM 3ak0HOM OT 22.12.2014 N 429-03; B pen. @enepaibHOTO 3aKOHA OT
27.12.2019 N 475-®3)

10. Ilpu rocygapCTBEHHON pErucTpali BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX IPENapaToB s
MEJUIIMHCKOTO TPUMEHEHHsSI JONMyCKaeTcs BKJIIOYEHHE B COCTaB paslena (papMakoIOrHuecKoH,
TOKCHUKOJIOTHYECKOM JTIOKYMEHTAallMd U pa3jefia KIMHUYECKOM JIOKYMEHTallUM BMECTO OTYeTa
pa3zpaboTurka O pe3yjbTaTax COOCTBEHHBIX JOKIMHUYECKUX HCCIIEIOBAaHUI JIEKAPCTBEHHBIX CPEICTB
0030pa Hay4YHBIX pabOT O pe3yibTaTax MOKIMHUYECKUX HCCIECIOBAHHUA pedepeHTHOro JIEKapCTBEHHOTO
npernapaTta U MPEJICTaBICHUE BMECTO KIMHHUYECKHUX HMCCIEAOBAHUN B MOJIHOM O0bEME, YCTAaHOBIEHHOM
pa3nenoM KIMHUYECKOW TOKYMEHTAIlMH, OT4eTa O pPe3yJbTaTaX HCCICIOBAHUN OHOAKBHBAICHTHOCTH
BOCIPOM3BE/IEHHOTO JIEKAPCTBEHHOTO TMpernapara Juisi MeIuUuHCKoro mnpumeHenus. He tpeOyercs
MpEJCTaBICHHE OT4YeTa O pe3yidbTaTaX MCCIEAOBaHUNH OWOAKBUBAJICHTHOCTH BOCIPOU3BEICHHOTO
JIEKapCTBEHHOT'O MpernapaTa A MEAUIIMHCKOTO MPUMEHEHUS, €CJIU PETUCTPUPYIOTCSI BOCTIPOU3BEICHHBIE
JIEKapCTBEHHBIE MTpenapaTsl JUisi MEAUIIMHCKOTO IPUMEHEHHUS, KOTOPBIE:

1) mpenHazHaueHbl UIS MapeHTEPATbHOrO (MOJKOMXKHOTO, BHYTPUMBIIIEYHOIO, BHYTPUBEHHOTO,
BHYTPUIJIA3HOTO,  BHYTPHIIOJIOCTHOIO, BHYTPUCYCTaBHOTO, BHYTPUKODOHAapHOI'O) BBEIEHUS W
MIPEJICTaBISAIOT CO00i BOAHBIE PACTBOPHI;

2) mpEeCTaBISIIOT COOO0M PACTBOPHI ISl MEPOPATHLHOTO MPUMEHEHHUS;
3) npousBenieHbl B (popMe MOPOIIKOB WU JTHOGUIU3ATOB ISl IPUTOTOBIIEHUS! PACTBOPOB;
4) SBISIOTCS ra3aMu;

5) ABNAIOTCS YIIHBIMHU WJIU TJ1a3HBIMU JIEKAPCTBEHHBIMH IpernapaTaMu, IPOU3BEeIEHHBIMH B (hopMme
BOJIHBIX PaCTBOPOB;

6) peHa3HaYeHbI JAJI1 MECTHOT'O IPUMEHEHHUS U IPUTOTOBJICHBI B (hOpMe BOJIHBIX PACTBOPOB;

7) mpeAcTaBiAOT co00i BOAHBIE PACTBOPHI Ul UCHOJIB30BaHUS B ()OPME MHTAISAIMA ¢ TOMOILBIO
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HeOyai3epa Uin B Ka4eCTBE Ha3aJIbHBIX CIIPEEB, TPUMEHSIEMBIX C IIOMOIIBIO CXOIHBIX YCTPOWCTB.
(actb 10 BBenena @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. [dns cnydaeB, ykKa3aHHbIX B myHktax | - 3, 5 - 7 wyactu 10 HacTosimield cTaThw,
BOCIIPOM3BE/ICHHBIN JIEKAPCTBEHHBIN Ipenapar Uisi MEAULMHCKOIO INPUMEHEHMS IOJDKEH COIEpXkKaTb
TaKHe K€ BCIIOMOTaTeNIbHbIE BEIIECTBA B TaKUX K€ KOJIMYECTBAaX, KaK U peepeHTHBIH JIeKapCTBEHHBIN
npemnapar. Ecau cocTaBbl BCIOMOTATENBbHBIX BEIIECTB PA3JIMYAIOTCS, 3asBUTENb JOJDKEH IMPEICTaBUTH
JI0Ka3aTeNbCTBA TOTO, YTO HMCHOJb3yeMble B JAHHBIX KOHIICHTPAIUSX BCIOMOTaTelIbHBbIE BEUIECTBA HE
BIMSIOT Ha Oe3omacHocTh M (WiM) 3((PEeKTUBHOCTH JEKApCTBEHHOTO NpenapaTta Ijis MEIUIITHCKOTO
npuMeHeHus. B cimyyae, eciu 3agBUTENh HE MOXKET MPEJICTABUTh TaKUE JI0KA3aTEIbCTBA U (MJIM) HE UMEET
JOCTyNa K COOTBETCTBYIOLIUM J@HHBIM, OH JIOJDKEH IPOBECTH COOTBETCTBYIOLIME HCCIENOBAHUA IS
J0Ka3aTeNbCTBA OTCYTCTBHUSl BJIMSIHMSI Pa3HbIX BCIIOMOTAaTENbHBIX BELIECTB WM BCHOMOIAaTEIbHBIX
YCTPOHCTB Ha 0e30macHOCTh U (Miu) 3((EKTUBHOCTh JIEKAPCTBEHHOTO Mpernaparta JUisi MEAULUHCKOTO
MIPUMEHEHUS B COOTBETCTBUU C aKTaMH, COCTABIIAIOIIMMU ITpaBo EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a.
(uactp 11 BBenena denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3akoHa ot
22.12.2020 N 444-03)

12. TIpu rocynapCTBEHHOM perucTpalii KOMOMHAININ paHee 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX
IIPEenapaToB s MEOULIMHCKOTO IPUMEHEHHUs JOIyCKaeTCsl BKIIOYEHHME B COCTaB  pasnena
(bapMakoIIOTHYECKO, TOKCHKOJIOTHYECKOM IOKYMEHTAllMM MW pas3jeia KIMHUYECKOH TOKYMEHTalUU
BMECTO OTYeTa pPa3paboOTYMKa O pe3ylabTaTax COOCTBEHHBIX JOKIMHUYECKUX HMCCIEIOBAHUMN
JICKApCTBEHHBIX CpeNCTB 0030pa Hay4yHBIX pabOT O pe3yiapTaTax JAOKIMHUYECKHX HCCIIEIOBaHUN
peQEepeHTHBIX JIEKAPCTBEHHBIX IpENapaToB, BXOAALIMX B COCTaB KOMOMHAIMM JIEKApPCTBEHHBIX
IpernaparoB, ¥ 00 OTCYTCTBUU MX B3aUMOJICHCTBUS B OJJHOM JIEKAPCTBEHHOU (opMme.

(dactpb 12 BBenena denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

13. Ha okcmepTusy pasIuYHBIX JIEKAPCTBEHHBIX ()OPM OJHOTO W TOTO K€ JIEKAPCTBEHHOTO
mpernapata JAjas MEAUIMHCKOTrO TNPUMEHEHUS 3asBUTENb MPEICTaBIseT OTACNbHbIC 3asBICHUS U
PETUCTPAIIMOHHBIC IOChE HA KAKIYIO JIeKapcTBeHHYIO (hopmy. [Ipu ycrmoBuM 0THOBPEMEHHOM MOIa4yM Ha
AKCTIEPTU3Y OJHOW JICKAPCTBEHHOW (OPMBI C Pa3IWYHBIMH JIO3UPOBKOM, KOHIIEHTpAIueh, 00beMOM
3asIBUTEIb MPEACTABIISIET OJTHO 3asIBJICHUE U PETUCTPALMOHHOE 10ChE C MPUIIOKEHUEM MAaKETOB YIaKOBOK
Ha Ka)XIyI0 JO3UPOBKY, KOXKIYI0 KOHIIEHTPAIMIO, KaXK/IbIil 00beM U KaXJ10€ KOJIMYECTBO J03 B YIaKOBKE.
(dactb 13 BBenena @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

14. Tlpu rocymapCTBEHHON perucTpanmuu Op(aHHOTO JIEKAPCTBEHHOTO IIpernapara 3asBUTEIb
npencTaBiseT nHpopmamnuoo, HeoOXoMUMY0 sl GOPMHUPOBAHUS pa3lieia KIMHUISCKOW JOKYMEHTAIUH,
B 00beMe, YCTAaHOBJIEHHOM YIIOJTHOMOYEHHBIM (pe/iepalbHbIM OPraHOM MCTIOTHUTEIbHON BIIACTH.

(dactpb 14 BBenena @enepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

15. Ilpu peructpamuu OHOJOTHYECKOTO JIEKAPCTBEHHOTO Tperapara, MOJYYEHHOTO H3 KPOBH,
IJIa3Mbl KpPOBHM YENIOBEKAa, B COCTaBE PETMCTPALMOHHOIO JIOChE Ha JIEKAPCTBEHHBIW MpernapaTr it
MEIUIIMHCKOTO MPUMEHEHUSI TOJIKHBI OBITH MPECTABICHBI TOTIOTHUTEIBHO:

1) B pasmene [OKyMEHTAllMM aJAMHHHCTPATHBHOTO XapakTepa JOKYMEHT, COJEpIKaIuii
nH(popManuio 0 CyOBbEKTax OOpaIIeHUs JOHOPCKOW KPOBW U (WJIM) €€ KOMIIOHEHTOB, O TOM, T/ie Oblia
ocymiecTBieHa mMoHamus (KpoBHM © (WIHM) TUIa3Mbl KPOBH), a TaKkKe ITaHHBIE 00 WHQEKIMOHHBIX
3a00J1€BaHUAX, TEPEHAOIINXCS IMapeHTepaIbHBIM IyTeM, HWH}oOpMalus o cyObeKTax oOpalieHus
JOHOPCKOW KpOBM M (WMJIM) €€ KOMIIOHGHTOB, B OTHOLICHHH KOTOPBIX OCYIIECTBISETCS KOHTPOIb
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JIOHOPCKOW KPOBH U (WJIH) €€ KOMIIOHEHTOB;
2) B pazzene XUMHUYECKOH, (hapMalieBTHUECKONW U OMOIOTHYECKOM TOKYMEHTAIUH:

a) KpUTEpUH U CIOCOOBI 0TOOpA, TPAHCTIOPTUPOBAHUS M XPAHCHHS TOHOPCKOW KpOBU M (WJIH) €e
KOMITOHCHTOB;

0) pe3yabTaThl HUCCICIOBAHUNA OTOOpPAHHBIX TOHOPCKOW KPOBH M (MJIM) TUIa3Mbl KPOBH W TMYJIOB Ha
Hanuuue Bo3OymuTeneld wuHQEKui, BKIOYas WHPOPMAIUI0 00 WCIONh30BAHHBIX METOJIUKAX
UCCIIC/IOBAaHWI M B CIy4ae WCCICAOBAaHUS TYJIOB IUIa3Mbl KPOBU PE3YJIbTaThl JOKYMEHTAJIHHOTO
MOATBEPKICHUS (BAIUIAIIUH ) UCIIOJIB30BAHHBIX METOTUK;

B) TEXHHUYECKHE XapPaKTEPUCTUKH YITAKOBKH JIJIsT OTOOpaA JOHOPCKON KPOBH W (MJIN) TUIa3Mbl KPOBH,
BKJTI0Yast HH(GOpMAIHIO 00 UCTIONB30BaHHBIX PACTBOPAX AHTHKOATYJISIHTOB.
(dactpb 15 BBenena denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

16. KnuHuueckue HccleoBaHUs JIEKApCTBEHHOTO Mpenapara Juisi MEAUIIMHCKOTO MPUMEHEHUS B
LEeJIIX €ro TOCYJapCTBEHHOM peructpauun npoBoasTcss B Poccuiickoin ®enepanni B MOPSIKE,
ycTaHoBI€HHOM crtaThsiMu 38 - 44 mnacrosmero denepanbHoro 3akoHa. OTYeT O MPOBEIEHHBIX
HCCIEAOBAHUAX BKJIKOYAETCS B COCTAB pa3/iefla KIMHUYECKON NOKYMEHTALUH PETMCTPAlMOHHOTO J0ChE
Ha JIEKAPCTBEHHBIN Mpenapar A MEIULMHCKOTO NMpUMEHEeHHus. /(s JekapCTBEHHBIX MpenapaToB AJis
MEIUIHUHCKOTO TPUMEHEHUS, B OTHOIIEHWH KOTOPBIX B pe3ylbTaTe JKCIEPTU3bl JOKYMEHTOB,
MPEACTABICHHBIX Il ONpEAENICeHUs BO3MOXHOCTH paccMaTpuUBaTh JIEKAPCTBEHHBIM MpenapaTr it
MEJUIIMHCKOTO MPUMEHEHHUsI B KauecTBe OpaHHOTO JIEKApCTBEHHOIO IperapaTra, Takash BO3MOXKHOCTb
MpU3HAHA M B OTHOIIEHUHM KOTOPBIX MPOBEACHBl KIMHUYECKHUE HCCIEIOBAHUS, BBINOJHEHHBIE 3a
npeaenamu Poccuiickoit denepaniii B COOTBETCTBMM C TIpaBWJIAMH HaJJIeKalled JabopaTopHOM
MPaKTUKU M TpaBWIAMHU HaJJIeXalled KIMHUYECKOW MPaKTUKH, JTOMYCKAETCs BKIIOYEHHE B COCTaB
paszena KIMHMYECKOW JTOKYMEHTAallMM BMECTO OT4YETa O pe3yibTaTax KIMHUYECKHUX HCCIEAOBaHUN
JIEKApCTBEHHOIO IIpernapara Uil MEAUIIMHCKOIO IIPUMEHEHNUs, IpoBeaeHHbIX B Poccuiickoit denepanuu,
oT4eTa O pe3yibTaTax KIMHUYECKUX MCCIEAOBAHMM, BBIMIOJIHEHHBIX 3a mpeaenamu Poccuiickoii
denepanuu.

(gactp 16 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

17. B cnyuae HENpeaCTaBIEHUS C 3asBJICHUEM O IOCYAApCTBEHHOW pErucTpaliy JIEKapCTBEHHOTO
mpenapara A MEJUIMHCKOTO NMPHUMEHEHHUs! JOKYMEHTOB, MOATBEPKAAIOIMIMNX YIUIATy IOCYJapCTBEHHON
IOIUIMHBI M YyKa3aHHbIX B nyHkre 10 wactm 2 HacTrosAmled cTaTbM, a TAaKXE BbIIABAEMBIX
(mpenocTaBiIsieMbIX)  YIOJIHOMOYEHHBIMHM  ()eiepajbHBIMH  OpraHaMU  HCHOJHMUTEIBHOM  BIacTH
JOKYMEHTOB (CBEICHMI), YKa3aHHBIX B IyHKTaX 3 ¥ 4 yacTu 4 HACTOSILIEN CTAaTbU, YIOJIHOMOYEHHBIN
(benepanbHBIi OpraH MCIOJHUTEIBHOW BJIACTH 3alpalldBaeT YKa3aHHbIE JOKYMEHTbI (CBEACHHUS) B
MOPSIKE MEKBEIOMCTBEHHOTO HH(POPMALIMOHHOTO B3aMMO/ICHCTBHSL.

(gactp 17 B pen. ®enepanpHoro 3akoHa oT 27.12.2019 N 478-D3)

18. He nomyckaeTcs HCHOJB30BAaHME B KOMMEPYECKHX LENAX HMH(GOpMAIMU O pe3ysbTarax
JOKJIIMHUYECKUX MCCIIEJOBAHUN JICKAPCTBEHHBIX CPENCTB M KIIMHUYECKUX MCCIIENOBAHUN JIEKAPCTBECHHBIX
IIPENapaToB s MEAULIMHCKOTO IPHUMEHEHUs, NPEJICTaBICHHON 3asBUTENEM M TOCYAApCTBEHHOMN
perucTpanuy JIEKapcTBEHHOI'O Ipernapara, ©0e3 €ero corjacus B TEYEHHE IIeCTH JIeT C JaThl
rOCYJapCTBEHHOM perucTpanuu peepeHTHOTO JIEKapCTBEHHOTO npenapaTa B Poccuiickoii @enepanuu.
(dactpb 18 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)
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19. Jlepkatens niaM Biaaeiel] PETUCTPAlMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara Ha
OMOTEXHOJIOTMYECKHI MM Op(aHHBIN JIEKAPCTBEHHBIN MpernapaT 00s3aH MPeI0CTaBIATh Ha BO3ME3HOM
OCHOBE 00pa3libl peepeHTHOTO JEKApCTBEHHOTO IIpenapara 3asiBUTEISIM IJIs IPOBEJCHUS KIMHUYECKUX
uccnenoBanuii. CTOMMOCTh 0O0pasna peQepeHTHOro JIEKapCTBEHHOTO Ipernapara, BKIIOYEHHOTO B
IepevyeHb )KU3HEHHO HEOOXOUMBIX M BaXKHEHIIIMX JEKAapCTBEHHBIX MPENapaToB, HE JODKHA MPEBBIIIAThH
3apETUCTPUPOBAHHYIO IMPENEIbHYIO OTIYCKHYIO IIEHY Ha pe(epeHTHBIN JIEKapCTBEHHBIN Mpernapar Win
LIEHYy Ha JICKapCTBEHHBIN IIpenapar B CTPaHE MPOU3BOIUTEIIS.

(dactb 19 BBenena @enepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

20. 3asBneHrUe O roCyAapCTBEHHOM PErucTpaluyd BOCHPOU3BEACHHOIO JIEKAPCTBEHHOTO IMpenapara
JUIS MEJAMIIMHCKOTO TPUMEHEHHUsS MOXET OBITh TOJaHO B YIOJHOMOYECHHBINH (QenepalbHbIil OpraH
WCIIOJIHUTEIBHON ~ BIACTH, OCYIIECTBJISIONIMM TOCYJapCTBEHHYIO PErHCTpPAllUIO  JIEKAPCTBEHHBIX
MpermapaToB, MO HCTEYCHUU YETHIPEX JIET C JaThl TOCYAApCTBEHHOH perucTpanuu pePepeHTHOrOo
JIEKapCTBEHHOTO Tipenapara B Pocculickoit denepanuu.
(uactb 20 BBeneHa depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21. 3asBieHwe O TOCYJAapCTBEHHOW  perucTpanmuu OmoaHaysoroBoro  (6mormomo0HOTO)
JIEKapCTBEHHOTO MpenapaTa (0noaHaaora) MOXeT ObITh MMOJAHO B YIIOJTHOMOYEHHBIH (eepalibHbIi opran
UCIIOJIHUTEIBHON  BIACTH, OCYIIECTBJISIONIMM TOCYJapCTBEHHYIO PErHCTpPAllMIO  JIEKAPCTBEHHBIX
MpermapaToB, MO HWCTEYCHHHM TPEX JIeT C JaThl TOCYIJAapCTBEHHON perucrpanuu pedepeHTHOTO
JIEKapCTBEHHOTO Tipemnapara B Pocculickoit @enepanuu.

(uactb 21 BBenena @enepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

22. [epxaTenb WIM BJIaAesel] PErHCTPALMOHHOTO YAOCTOBEPEHUs JIEKAPCTBEHHOIO Mpernapara
NPEJCTABISET B YIMOJHOMOUYEHHBIN (hefepalbHbli OpraH HMCIOJHUTEIbHON BIIACTH, OCYIIECTBIISIOMINN
(GYHKIIUM 110 KOHTPOJIIO U HAI30pY B cepe 3ApaBOOXpaHEHHs], OTUET MO pe3yibTrataM (apMakoHaI30pa
OJIMH pa3 B IIECTb MECSIEB B TEUCHHUE JIBYX JIET MOCIIE TOCYAApPCTBEHHOM PErucTpaluy JEKapCTBEHHOTO
npemnapara B Poccuiickoit denepannu, €KeroqHo B TEUEHUE MOCIEAYIOMMX TPEX JIET U B JaJbHEUIIIEM
OJIUH pa3 B IMSITh JIET.

(dactb 22 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratba 19. [puHATME pelwleHUs O BblAaye 3KCMEPTHOMY YUYPEeXAEeHUI0 3aAaHus Ha
npoBeAeHMe IKCNepTU3bl IeKapCTBEHHOro cpeacTsBa
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B Teuenue necatu pabovux AHEH CO AHS MPUHATHSA 3aBJICHHS O TOCYIapPCTBEHHOW PETUCTpaIluu
JICKapCTBEHHOTO  Mperapara  COOTBETCTBYIOIIMH  YMOJIHOMOYEHHBIM  ¢enepanbHbIi  Opran
MCIIOJIHUTEJILHON BJIACTU MPOBOJUT MPOBEPKY MOIHOTHI, JOCTOBEPHOCTH M MPAaBUIBLHOCTU OGOPMIICHHUS
IIPEJICTABICHHBIX JOKYMEHTOB PErMCTPAllMOHHOIO JOChE Ha JIEKAPCTBEHHBIM Ipenapar U NPUHUMAET
peuieHue o BbIJave 3aJaHusl Ha IPOBEICHUE:

1) skcnepTu3sl JOKYMEHTOB, NMPEACTABICHHBIX JUISl ONpPENEICHHUsS BO3MOXHOCTH pPaccMaTpHUBaTh
JIEKapCTBEHHBIN Mpemnapar g MEAUIIMHCKOTO MPUMEHEHMsI MPH OCYIIECTBICHUU TOCYIapCTBEHHON
perucTpanuy B kayecTse oppaHHOTO JIEKAPCTBEHHOI'O TpenapaTa;

2) SKCHEePTHU3HI JICKAPCTBEHHOTO CPEACTBA B YACTH SKCIIEPTU3bI KAUeCTBa JIEKAPCTBEHHOT'O CPEJICTBA
M SKCICPTU3bI OTHOIICHUSA O)KI/II[aeMOI\;I MOJIb3bl K BO3MOKHOMY PHUCKY HNPUMCHCHHA JICKAPCTBCHHOIO
npernapara Juisi MEMIIMHCKOTO TPUMEHEHHUS,
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3) sKcrepTHU3bI JIEKAPCTBEHHOTO CPEACTBA B YACTU SKCIIEPTH3bI KAUEeCTBA JIEKAPCTBEHHOT'O CPEICTBA
U OKCHEPTU3bl OTHOIICHHS OKUIAEMOU TOJBb3bl K BO3MOXXHOMY PHCKY NMPHMEHEHHUS JIEKAPCTBEHHOTO
mpernapata s MEAWLMHCKOTO NPHUMEHEHHS B TMOPSJKE YCKOPEHHOW Mpouenyphl SKCIEPTH3bI
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU CO CTaThell 26 HacTosero deaepasbHOrO 3aKOHA;

4) »sKcHepTU3bl JIEKApCTBEHHOTO CpPEICTBA B OTHOILIEHUM JIEKAPCTBEHHOTO Tpernapara Juis
BETEPUHAPHOTO IPUMEHEHMUSL.

2. YomHOMOYEHHBIH (heiepanbHbIA OpraH MCIOJHUTEILHON BJIACTH YBEAOMIIAECT B DJICKTPOHHON
¢dopme mnu Ha OyMaKHOM HOCHUTEINIE 3asBUTENS U HKCHEPTHOE YUPEKAECHUE O MPHUHATOM PEIICHUH O
BbIJ]a4€ 33JJaHUI HA IPOBEICHHUE SKCIEPTU3, IPELYCMOTPEHHBIX YaCThIO | HACTOSAIIEH CTaThbU, U B CIIydae
HE00XO0AMMOCTH O BbIJlaue pa3pelieHus: Ha BBo3 B Poccuiickyro ®enepanuio KOHKPETHOW MapTHH, CEpUn
3aperuCTPUPOBAHHBIX W (WJIM) HE3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB WM 00 OTKasze B
IIPOBEJIEHUH NMPEAYCMOTPEHHBIX IKCIEPTU3 C YKAa3aHUEM IIPUUMH TAKOTO OTKa3a.

3. B ciydae BBISBICHHS OTCYTCTBHS WJIM HEAOCTOBEPHOCTH HWH(GOpPMAIIMH, COACpIKAIICHCS B
NPEJCTaBJICHHBIX 3asBUTENIEM IOKYMEHTaX, YIOJHOMOYEHHBIH (enepaibHbIil OpraH HCIOJIHUTEILHON
BJIACTH HAMpPABIIACT 3asfBUTENIO 3ampoc 00 YTOYHEHHUH OTOoW uHMopMmaruu (majee - 3ampoc
YIIOJTHOMOYEHHOTO (peiepaibHOTO OpraHa HCIOJHUTEIBHON BIIACTH), KOTOPBIA MOXET OBITH TepenaH
VIIOJTHOMOYCHHOMY TIPEACTABUTEIIO 3asBUTEIS JIMYHO TOJ PACIHCKY, HAlPaBICH IO MMOYTE 3aKa3HBIM
MUCHbMOM WJIN TIEpeJaH B 3JEKTPOHHOIN (opMe Mo TeIeKOMMYHHUKAIIMOHHBIM KaHajlaM CBs3U. B ciyuae
HaTpaBJICHUs] 3ampoca YIOJIHOMOYEHHOTO (henepallbHOTO OpraHa HMCIIOJHUTEIFHOW BJIACTH IO ITOYTE
3dKa3HbIM NHUCBMOM OH CUYHUTACTCAd IMOJYUYCHHBIM I10 HCTCUCHUU IICCTU I[Hefl C JaTbl HAIIpaBJICHUA
3aKa3HOTO MHUCHMA.

4. 3asBUTENHh 0053aH MPEICTABUTh OTBET HA 3alpOC YIOJIHOMOYEHHOTO (eAepaibHOro opraHa
WCIIOJIHUTEJILHON BJIAacTU B CPOK, HE MPEBBIMIAIOMINN JeBIHOCTa paboumX JHEH cO AHS ero MOJydYeHHs.
Cpok, ykazaHHbIM B 4acTu | HACTOSIIEH CTaTbH, MPUOCTAHABIMBAETCS CO JHS HAIIPABJICHUS 3asBUTEIIO
3arnpoca YHOJHOMOYEHHOIro (henepaqbHOr0 OpraHa HCIOJHUTENbHONM BIACTH 10 AHS TMOJIYYEHHUS UM
COOTBETCTBYIOIIETO OTBETA.

5. OcHOBaHUEM [IJI1 OTKa3a B OpraHM3alMu 3KCIEPTHU3, TPEAYCMOTPEHHBIX 4YacThio | HacTosiein
CTaTbH, MABJKCTCA MNPCACTABICHUC HCOGXOI[I/IMLIX IJid OpOBCACHUSA MPCAYCMOTPCHHBIX OJKCICPTHU3
JOKYMEHTOB B HEIMOJIHOM O0bEME WIJIM HENpPEJCTaBICHHUE 3asBUTENIEM B YCTAHOBJICHHBIM CPOK OTBETA Ha
3aMpoc yIMOJTHOMOYEHHOTO (eIepallbHOTO OpraHa HCTIOJTHUTEILHOW BIACTH, a TAaKXKE MPE/ICTaBICHHE
JIOKYMEHTOB, HE COJIEPKalllX NCUYEPIBIBAIOIIETO MepeuHsi HEOOXOIUMBIX CBEICHUH.

6. Ilpu oTkase B opraHM3aluy IKCHEPTU3bI, IPEIYCMOTPEHHON MyHKTOM 4 yacTu | Hacrosiuen
CTaTbU, NTOKYMEHTHI, BXOJSIIME B COCTAB PErMCTPALIMOHHOTO JIOChE Ha JIEKapCTBEHHBIM Ipenapar ams
BETEPUHAPHOTO NMPUMEHEHUS, MOTYT OBITh BO3BPAILICHbI 3aSBUTENI0 Ha OCHOBAHUHM €r0 MHCbMEHHOTO
3aIpoca, HalpaBJIEHHOTO B YIIOJHOMOYEHHBIN (eiepaabHbIi OpraH UCIOIHUTENBHOM BIIACTU B TEUEHUE
TpUALATH pabOYMX JHEW CO JHS MPUHSATHUS YIIOJIHOMOYEHHBIM (ellepaabHbIM OpPraHOM UCIIOJHUTEIBHOM
BJIACTH PEIICHUS 00 OTKa3e B OPraHHM3allUHd TAaKOW AKCIIEPTHU3BI. YTIOJHOMOYCHHBIN (eaepaibHbIld OpraH
WCTIOJHUTENIBHOM BIIACTH BO3BpAIAeT 3asBUTENIO YKa3aHHBIC JOKYMEHTHI B TEUCHHE JECATH PabOumx
JHEW cOo AHS MOJYyYEeHUs] COOTBETCTBYIOLIETO 3aIpoca 3asBUTENS.

(uacTb 6 BBenieHa denepanbHbiM 3aKkoHOM 0T 02.08.2019 N 297-03)

Ctatbsi 20. JkcnepTu3a [AOKYMEHTOB, MNpeACcTaBreHHbIX AnA onpeaeneHus
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BO3MOXHOCTU paccMmaTpuBaTb neKapCTBeHHblﬁ npenapar ansa MeaAULMNHCKOro
NPUMMEHEHUA NpU OCYLUEeCTBIIEHUN TOCYyAapCTBEHHOM perucrtpauum B KavecTBe
opcpaHHOro nekapcTBeHHOro npenapara

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

1. DkcnepTuza AOKYMEHTOB, MPEIACTaBICHHBIX JUIsl OMPENETICHUS BO3MOXHOCTH pPaccMaTpUBaTh
JICKapCTBEHHBIM MpenapaTr il MEIUUMHCKOTO MPUMEHEHUS MPU OCYIIECTBICHHHM TOCYIapCTBEHHOMH
perucrpanuu B KayecTBe Op(haHHOTO JIEKAPCTBEHHOTO IperapaTa, COCTABICHUE KOMHCCHEH KCIEPTOB
3aKJIFOYEHUS O BO3MOXKHOCTH WJIM HEBO3MOXXHOCTH paccMaTpUBATh JICKAPCTBEHHBIM Mpemnapar s
MEJIUIIUHCKOTO TPUMEHEHHUS TMPU OCYIIECTBICHUH TOCYJApCTBEHHON pErucTpalry B KadecTBE
op(haHHOTO JIEKAPCTBEHHOTO TMpernapaTa W HampaBieHWE MAAaHHOTO 3aKJIIOYCHHUS B YIOJIHOMOYCHHBIN
benepanbHBIA OpraH HCIOJTHUTEIHHOUW BJIACTU OCYIIECTBIISIFOTCS B CPOK, HE MPEBBIMIAIONIMA TPUIIATH
pabouux AHEH CO THS MOJTYyYEHHUS SKCIEPTHBIM YUPEKICHUEM 3a/IaHHs YIIOJTHOMOUYECHHOTO (peiepaabHOTo
OpraHa UCTIOJHUTEILHON BIACTH U B JICKTPOHHOU (hopMe MM Ha OyMa)KHBIX HOCHUTENSIX HEOOXOIMMBIX
JOKYMEHTOB, YKa3aHHbIX B myHkTax 1, 2, 5, 6, 10 wactu 4 u B yactu 7 crtathu |8 HacTOsAIIErO
denepanbHOIrO 3aKOHA.

2. JIOKyMeHTBI, CoOlep Kallluecss B PErUCTPAllMOHHOM JIOCh€ Ha JICKapCTBEHHBIM mpemnapar H
MOCTYIIMBIINC HA GYMa)KHBIX HOCHUTCJIIX B 9KCIICPTHOC YUPCIKIACHUC NI OCYHICCTBIICHUA UX SKCIICPTU3BI
JUIS  OTpeJeNieHUusT BO3MOXKHOCTH paccMaTpuUBaTh JIEKApCTBEHHBIN Mpemapar Uil METUIIMHCKOTO
NPUMEHEHHST B KadecTBe Op¢daHHOrO JIEKapCTBEHHOIO TMpermapaTa, MOAJEKaT BO3BpaTy B
YIOJTHOMOYEHHBIN (efepaiabHblii OpraH HCHOJHUTEIbHOM BJIACTH OJHOBPEMEHHO C 3aKIIFOUEHUSMU
COOTBETCTBYIOIIHNX IKCIEPTHU3.

Crtatbsa 21. PeweHMe 0 BO3MOXHOCTM paccMaTpuBaThb JIeKapCTBEHHbIW npenapar
npuM OCYyLWeCTBNEeHUM TrocyfapCTBEHHOW peructpauMm B KavecTBe opdaHHOro
nekapcTBEHHOro npenapara

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

1. B cpok, HE TpEeBBINIAIOMMNA MTSATH PadOUMX JTHEHW CO JHS MOJYyYEHHUS 3aKIIOUYCHHUS, YKa3aHHOTO B
gactu 1 crateum 20 Hactosimero @enepanbHOTO 3aKOHA, YINOJIHOMOYEHHBIM (penepanbHblii oprax
WCIIOJIHUTEJIBHON BJIACTH OCYIIECTBIISIET OLEHKY IOJYYEHHOTO 3aKJIIOUEHUS IS OMpEeNeleHHs €ro
COOTBETCTBHS 3aJaHUI0 HA IIPOBEJECHUE COOTBETCTBYIOLIEH SKCIEPTU3bl U YBEIOMIISET 3asBUTENS B
ANEKTpOHHOU (opme uiaM Ha OyMakKHOM HOCHUTEIE O pe3yJbTaTaX IMPOBEIEHHOM 3KCIEpPTU3bI C
MPUIIOKEHUEM KOMTUHU SKCIEPTHOTO 3aKII0UeHHs (C COXpaHeHHEM KOH(UACHIIMAIBHOCTH UH(POPMAIIUU O
COCTaBe AKCIEPTHOW KOMHMCCHHU) U O BO3MOKHOCTH WJIM HEBO3MOKHOCTH PACCMaTPHUBATh JIEKAPCTBEHHBIH
npernapaTr s MEIWLUHCKOIO NPHUMEHEHUs IPHU OCYIIECTBIEHUM TOCYJAapCTBEHHON perucTpanuuu B
KauecTBe OppaHHOTO JEKAPCTBEHHOIO IIpernapara.

2. Ilpu BbIHECEHMH KOMMCCHEH HSKCIEPTOB 3aKJIIOUEHHSI O BO3MOXKHOCTH paccMaTpuBaTh
JIEKapCTBEHHBIN Mpemnapar i MEAUIIMHCKOTO MPUMEHEHMsI MPH OCYIIECTBICHUU TOCYIapCTBEHHON
perucTpanuy B KauecTBe op(haHHOTO JIEKApCTBEHHOTO Mpernapara yIoTHOMOUYEHHBIH (enepalbHbIi opran
MCIIOJIHUTEJILHON BJIACTH B CPOK, HE MPEBBIMIAIOMUN MSATH pabouux AHEH CO JHS MOJyYeHHUS TaHHOTO
3aKJIIOYEHHUsI, NPUHUMAET pEUIeHHWE O BbAau€ 3aJlaHus Ha TMPOBEACHHE SKCIEPTH3bl KauecTBa
JIEKapCTBEHHOT'O CPEACTBA M OKCIEPTHU3bl OTHOILIEHUS O0XHJIAeMOW TOJb3bl K BO3MOXXHOMY PHCKY
MPUMEHEHHUsI JIEKApCTBEHHOTO Mpernapara AJisi MEIUIMHCKOrO MPUMEHEHHS B MOPSAJIKE YCKOPEHHOM
MpOLEAYpPhl AKCIEPTU3bl JIEKAPCTBEHHOTO CpPEICTBA B COOTBETCTBHUM CO CTaTheil 26 HACTOSIIETO
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®denepanbHOTO 3aKOHA.

3. B ciiydae npHHSTHS PELIEHUS] O HEBO3MOKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIN Ipenapar i
MEIUIIMHCKOTO TNPUMEHEHHUsS TpU TOCYJAapCTBEHHOM perucrpaluu B  KadyecTBe Op¢daHHOTO
JICKApCTBEHHOTO Iperapara YMOJIHOMOYEHHBIH ¢enepanbHblii  OpraH  HMCIOJHUTENbHONW  BIACTH
MpeKpalaeT mpoueaypy rocyJapcTBEHHON perucTpaiuy JeKapcTBEHHOTO MpenapaTa. 3asiBUTEINb BIIPaBe
0o0paTUThbCST B PETHUCTPUPYIOUIUI OpraH ¢ 3asBICHHUEM O TOCYAAPCTBEHHOUW PETHUCTpAIMU YKa3aHHOTO
JIEKapCTBEHHOTO TIperapara B COOTBETCTBHUM CO cTaThel 18 HacTosmero @eaepabHOTO 3aKOHA.

Cratbsa 22. YTpaTtuna cuny ¢ 1 uronsa 2015 roaa. - ®egepanbHbIv 3aKoH oT 22.12.2014
N 429-@3.

Cratba 23. JkcnepTusa KayecTBa JeKapCTBEHHOro cpencTBa WM 3IKcnepTusa
OTHOLUEHUA OXWAAeMOMW NOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs NeKapCTBEHHOro
npenapara Ans MeAULUMHCKOro npuMeHeHus

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

1. DkcnepTu3a KadecTBa JIEKapCTBEHHOTO CPEACTBA M DKCIEPTU3a OTHOIICHUS OKUIACMOM IOJIb3bI
K BO3MOYXHOMY PHCKY IIPUMEHEHHMs JICKapCTBEHHOI'O IIpernapara s MEIULMHCKOIO IPUMEHEHHS,
COCTaBJICHHE KOMHUCCHSIMHU DKCIIEPTOB 3aKIIOYECHHH II0 PpEe3ylbTaTaM IPOBEICHHBIX JKCIIEPTH3 H
HaNpaBJICHUE JTUX 3aKIIOYEHHH B YIIOJIHOMOYEHHBIH (hefiepaibHblii OpraH HCIOJHUTEIBHOW BIAcTH
OCYILECTBIISIOTCS B CPOK, HE IMPEBBIIAIOIININ CTa AECATH pabouuX JHEH CO JHA MOIYYEHHs SKCIEPTHBIM
YUPEKICHUEM COOTBETCTBYIOLIETO 3a/1aHUSI YIOJHOMOUYEHHOTO (heepaJbHOr0 OpraHa UCTIOIHUTEIBHOM
BJIACTH M HEOOXOAUMBIX TOKYMEHTOB B 3JIEKTPOHHOM (popMe MM Ha OyMa)KHbIX HOCUTEISAX.

Koncynprantllntoc: npumeyanue.

[lo 3asBieHnto, noganHoMy B Mun3zapaB Poccun 1o 11.04.2022, npu HEBO3MOXHOCTH MPOBEACHUS
1a00paTOpPHON HSKCIEPTHU3bl KauyecTBA JIEKAPCTBEHHBIX CPEACTB B OKCHEPTHOM  YUPEXKICHHUH,
JIOMYCKAeTCsl €€ MPOBEACHUE MOCPEACTBOM TUCTAHIIMOHHOTO B3aHUMOJCHCTBUS, MOPAIOK U (OPMBI
KOTOPOT'O  ONPEACIAIOTCS  JKCIEPTHBIM  YUYPEKIECHHEM II0 COIVIAaCOBAaHUIO C  3asBUTEISIMU
(ITocranoBnenue [IpaBurensctBa PO ot 05.04.2022 N 593).

2. B TedeHue AeBSIHOCTA JHEW CO JHS TONYYCHHS PEIICHUS YIMOJHOMOYEHHOTrO (emepambHOro
OpraHa HCIIOJHUTEIBHOW BJIACTH O NPOBEICHHUU SKCIEPTH3, MPEAYCMOTPEHHBIX 4YacThio | HacTosen
CTaThH, 3aABUTEINIb MPEACTABISIET B SKCIEPTHOE YUYPEXKICHHE ISl MPOBEICHUSI AKCIEPTU3bl KauecTBa
JIEKapCTBEHHOI'O CpEeJICTBAa 00paslibl JIEKapCTBEHHOTO MpernapaTta i MEAULIMHCKOTO0 NpPUMEHEHUs,
MIPOU3BEJCHHOTO B COOTBETCTBUH C TPEOOBAHUSMHU OIMBITHO-MIPOMBINIIICHHOTO U (MJIK) TMPOMBIIUIEHHOTO
pErIaMeHTOB, YTBEPKICHHBIX PYKOBOJIWUTEIEM HPOU3BOAUTENS JICKAPCTBEHHBIX CPEACTB, a TAKKE B
COOTBETCTBYIOIIUX CITydasx oOpasisl (hapMarieBTHUeCKON CyOCTaHIINH, TECT-IITaMMa MHKPOOPTaHH3MOB,
KYJIbTYpPbI KJIETOK, 00pa3libl BEIIECTB, IPUMEHIEMBIX ISl KOHTPOJISI KauecTBa JIEKapCTBEHHOI'O CPeCTBa
MyTeM CPAaBHEHUS C HUMH HCCIIEyeMOTO JIEKAPCTBEHHOTO CPEJICTBA, B KOJIMYECTBAX, HEOOXOIUMBIX IS
BOCIIPOM3BEICHUS METOJOB KOHTPOJIS KAU4eCTBA.

3. Ilpu momydeHHH o0Opa3OB JIEKAPCTBEHHOTO Ipemapara U (apMaleBTUYECKOH CyOCTaHIMH
HKCIIEPTHOE YYPEKACHHE BBIAACT 3asgBUTENIO JIOKYMEHT, MOATBEP)KIAIOUIMK IIOJydeHHE YKa3aHHBIX
00pa31oB, U B CPOK, HE MPEBHINAIONINN TpeX pabouux JHEH, yBeAOMIISET B 3JCKTPOHHOM (opme Hiu Ha
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OyMa)XHOM HocUTeJIe 00 3TOM YIOJTHOMOYEHHBIN (eiepanbHbIil OpraH UCIOTHUTEIBHOM BIACTH.

4. YxazaHHbIC B YacTsIX 2 U 3 HACTOSIIECH CTaThbU CPOK JJIsi MPEACTABICHUS 3asBUTENIEM 00pa3IoB
JIEKapCTBEHHOTO Tpenapata M (papMaleBTHUECKOM CyOCTaHLMU M CPOK YBEIOMJIEHHS 3KCIEPTHBIM
yupexjaeHueM o0 3ToM Ha OyMaXHOM HOCHTENE YHOJIHOMOYEHHOTo (enepaabHOro OpraHa
UCTIOJHUTEJIBHOM BIIACTU HE BKJIIOYAKOTCS B CPOK MPOBEAEHUS IKCIEPTU3, IPETYCMOTPEHHBIX 4aCThIO |
HAaCTOSLICH CTaTbU.

5. JIOKyMEHTBI, NOCTYNUBUIME B D3KCIEPTHOE YYPEKICHHE U1 TPOBEICHHS OKCIEPTH3,
MPEIyCMOTPEHHBIX YacThl0 | HACTOSIIEH CTaThH, MOAJIEKAT BO3BPATY B YIIOJIHOMOYECHHBIN (hefepabHbINH
OpraH MWCIOJIHUTEIBHOW BJIACTH OJHOBPEMEHHO C 3aKIYCHHUAMH, IOJYYCHHBIMH IO pE3yJIbTaTaM
COOTBETCTBYIOIIMX IKCIIEPTH3.

Ctatba 24. JOKcnepTu3a KadecTBa JIEKaPCTBEHHOro cpeacTBa M 3KcnepTu3a
OTHOLUEHUA OXWAAeMOMW NOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs NeKapCTBEHHOro
npenapara Ansi BeTepMHapHOro NnpuMeHeHus

1. DxcnepTU3a KauecTBa JEKAPCTBEHHOI'O CPEACTBA U SKCIEPTHU3a OTHOIICHHS OKUIAEMOU MOJIb3bI
K BO3MOXKHOMY pHCKY INPUMEHEHHs JIEKApCTBEHHOTO TMpemnapara il BETEPUHAPHOTO MPUMEHEHUS,
COCTABJICHME KOMHUCCHUSIMU SKCIEPTOB 3aKIIOYEHHH [0 pe3ynbTaTaM yKa3aHHBIX 3KCHEPTU3 U
HaIpaBJieHUE TAKWUX 3aKIIOYEHUH B YIOJHOMOYCHHBIH (heepaIbHbId OpPraH HCIIOJIHUTEIBHOW BIIACTH
OCYHICCTBIIAKOTCA B CPOK, HC HpeBLIIJ_IaIOIJ_II/Iﬁ CTa ACCATHU pa60q1/1x I[HGﬁ CO JHA MOJYYCHUS SKCIICPTHBIM
yUpeXJIeHHEM 3aJaHusl YIMOJIHOMOYEHHOro (QenepaibHOTO OpraHa HCIOJHUTENBHON BJIAcTH C
JOKYMEHTaMH, YKa3aHHbIMU B yacTu 3 ctaThi 17 Hacrosero @eaepanbHOro 3aKOHa.
(B pen. @enepanbHbix 3akoHOB OT 22.10.2014 N 313-D3, ot 13.07.2015 N 241-D3)

2. B TeueHue TpuAUATH pPAOOYMX JHEH €O MAHA TOJYYEHHUS pPEIICHUS YIOJIHOMOYEHHOTO
(benepaTbHOrO OpraHa HCIOJHUTEIFHON BIACTH O MPOBEJACHUH YKa3aHHBIX B YacTH | HACTOSIIEH CTaThu
AKCIIEPTH3 3asABUTEINh MPEJCTABISICT B OKCIEPTHOE YUPEKACHHUE TSI TIPOBEACHHS IKCIIEPTU3BI KauecTBa
JICKApCTBEHHOTO CpEeACTBa 00pa3ipl JICKAPCTBEHHOTO TMpernapara s BETCPUHAPHOTO IMPUMEHEHWUS,
MNPOU3BCACHHOIO B COOTBCTCTBHUU C Tpe6OBaHI/I$IMI/I TCXHOJIOTUYCCKUX PCIrIIaMCHTOB, YTBCPXKIACHHBIX
PYKOBOIUTENIEM MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB, a TAaKKE€ B COOTBETCTBYIOIIUX CITydasx
TECT-IITAaMMbl MMKPOOPTaHU3MOB, KYJIbTYphl KJIETOK, 0Opa3mbl (apMareBTHUECKOW CyOCTaHIHNH,
00pa3upl BEIIECTB, MPUMEHSEMBIC TSI KOHTPOJIS KavyecTBa JICKAPCTBEHHOTO CPENCTBA, B KOJIUYECTBAX,
HCOGXO,Z[I/IMBIX U BOCIIPOU3BCACHU S MCTOAOB KOHTPOJIA Ka4CCTBA.

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

3. Ilpu momydeHHH 0Opa3OB JEKAPCTBEHHOTO Ipemapara U (apMaleBTUYECKOH CyOCTaHIMH
HKCIIEPTHOE YYPEKACHHE BBIAACT 3asgBUTENIO JIOKYMEHT, MOATBEP)KIAIOUIMN IIOJydeHHE YKa3aHHBIX
00pa3loB, 1 B CPOK, HE MPEBBIIAIOLINNA TpeX padouux THEH, yBeIOMIISET B MUCbMEHHON (hopMme 00 3ToM
YIIOJITHOMOYCHHBIN (perepaabHbIi OpraH UCTIOTHUTEIBHOU BIIACTH.

4. Cpox i TpeACTaBICHUS 3asBUTENEM OOpa3IOB JICKAPCTBEHHOTO TMpemapara |
(bapmalneBTUUECKOl CYOCTaHIIMM M CpPOK YBEIOMIIEHHS SKCIEPTHBIM YyUYpekIeHHEM 00 JTOM B
MUCHMEHHOM (pOpMe YIOIHOMOYEHHOTO (eIepaJIbHOr0 OpraHa MCIOJHUTENFHONW BIIACTH, YKa3aHHBIC B
4acTAX 2 U 3 HACTOSINIEH CTaThbU, HE BKJIIOYAIOTCA B CPOK MPOBEACHUS YKA3aHHBIX B 4acTu | HacTosIiei
CTaThU HKCIIEPTHU3.
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5. JIokyMeHTbI, TOCTYNMBIINE B SKCIEPTHOE YUPEKICHUE IS IPOBEIACHUS YKA3aHHBIX B 4acTu |
HACTOSIIEH CTaThbM OKCHEpPTH3, IMOJJIeKAT BO3BpPAaTy B YIOJHOMOUYEHHBIH (enepanbHblii  oprax
WCIIOJTHUTENIBHOW BJIACTU OJTHOBPEMEHHO C 3aKJIFOYEHUSMU IO pe3yJIbTaTaM yKa3aHHBIX SKCIEPTHU3.

CraTtba 25. [loBTOpHOE NpoBeAeHNe IKCNEepPTU3bI JIeKapCTBEHHbIX CpeaCcTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnmydasix He1oCTaTOYHONH 0OOCHOBAHHOCTH WJIM HEMOJIHOTHI 3aKIIFOUEHHUSI KOMUCCHH DKCIIEPTOB,
HaJU4usl B HEM MPOTHBOPEUYMBBIX JTaHHBIX, (hambCH(HUKAIMKU BBIBOJOB JKCIEPTU3BI JIEKAPCTBEHHOTO
CPEICTBA, COKPHITHS OT YIIOJHOMOYEHHOTO (heepaabHOr0 OpraHa UCIOJHUTEIBHON BIACTH OCHOBAHHMA
JUIsL OTBOAA OJKCHEpTa BCJICACTBHE €r0 3aMHTEPECOBAHHOCTH B PE3yJIbTaTax COOTBETCTBYIOIICH
OKCIIEPTH3bI, HANWYHs JAHHBIX O TMPSIMOM JHMOO KOCBEHHOM BMEIIATEIBCTBE B  IPOIECC
COOTBETCTBYIOIICH SKCMEPTHU3bI JIMI], HE YYaCTBYIOIIMX B €€ MPOBEJICHWH, HO OKAa3aBIIHUX BIUSHHUE Ha
MPOLIECC U PE3YIbTATHl €€ MPOBEACHUS, YIOIHOMOUYEHHBIM (eIepaTbHBIM OPraHOM HCIOJHUTEIBHON
BJIACTH HA3HAYAETCS MOBTOPHAS AKCIIEPTU3A JIEKAPCTBEHHOTO CPEJCTBA U (MIJIH) dSTUYECKAst SKCIIEPTH3a.

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

2. TloBTOpHast dKCHEPTH3a JIEKAPCTBEHHOTO CPEJICTBA MPOBOJUTCS C YUETOM PE3yJIbTaTOB paHee
MPOBEJCHHONW OJKCHEPTU3bl B CpPOK, YCTAHOBJICHHBIH YIIOJHOMOYEHHBIM (elepabHbIM OpraHOM
WCTIOJTHUTEIBHOM BJIACTH M HE TPEBBIMNAOIINN TPUAIATH PabOYUX THEH CO JHS MOJTYYCHHUS SKCIIEPTHBIM
yUpeKIeHUEM 3aJaHUS Ha TPOBEJICHUE MIOBTOPHOM IKCIIEPTU3BI IEKAPCTBEHHOTO CPEICTRA.

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

3. ®unHaHcOBOe OOeCIEYCHHE BBHIMOJHEHUS 3aJaHUs HA MPOBEACHUE IOBTOPHON HKCHEPTH3BI
JIEKapCTBEHHOT'O CPE/ICTBA HE OCYILECTBIISAETCS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CraTtbAa 26. YckopeHHas npoueaypa 3KCnepTusbl JIeKApCTBEHHbIX CPeAcTB

1. YckopenHas mnpouenypa SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB B ILENAX TOCYAAPCTBEHHOU
perucTpanyy JIEKapCTBEHHBIX IPENapaToB IPHUMEHSETCS B OTHOUIEHUM Op(aHHBIX JIEKapPCTBEHHBIX
[IpenaparoB, IEPBLIX TPEX JIEKAPCTBEHHBIX INPENaparoB, perucrtpupyeMsix B Poccuiickoin denepanuu B
KAaueCcTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX IIPENApaToB, OYEPEIHOCTb KOTOPBIX OIpPEHENsIeTCS B
COOTBETCTBMM C HOMEpPOM U JaTOM BXONSIUMX 3asBICHUNM O TOCYJApCTBEHHOM pPETUCTPALUU
JIEKapCTBEHHBIX IIPENapaToB B PaMKaX OAHOIO MEXKIYHAapOJHOTO HEMATEHTOBAHHOTO HAMMEHOBAHUS
JIEKAPCTBEHHOI'0 IIpernapara WIA TPYIIAPOBOYHOIO HAMMEHOBAHMS JIEKAPCTBEHHOIO IIpernapara, Hu
JIEKapCTBEHHBIX IIPenaparTos, IIPEIHA3HAYEHHBIX HCKIIIOYUTEIIBHO JUIs IIPUMEHEHUS
HECOBEPILICHHOJIETHUMHU I'PAKIaHAMHU.

(B pen. @enepanbHbIX 3ak0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

2. YckopeHHas Mpoleaypa SKCIEPTU3bl JEKAPCTBEHHBIX CPEACTB B LEISIX TOCYJapCTBEHHOMN
pEerucTpanyy JeKapCTBEHHbIX IPenapaToB HE IPUMEHSAETCS B OTHOILICHHUH:

1) 6roananoroBeIx (OMOMOIOOHBIX ) JIEKAPCTBEHHBIX MpemapaToB (OMOaHAIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX TNIPEMapaToB (3a HCKIIOYCHHEM OpGaHHBIX JIEKApCTBEHHBIX
IIPENnapaToB);
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Koncynprantllntoc: npumeyanue.

Jlo 01.09.2023 poccuiCKMM NPOU3BOJIUTENSAM JIEKAPCTBEHHBIX IPENapaTtoB il BETEPUHAPHOTO
IIPUMEHEHHS pa3pelieHo MOAaBaTh PETHCTPAMOHHOE J10Che MO YCKOPEHHOH mpouenaype 0e3 ydera
TpeboBanuii 1. 3 4. 2 cT. 26 (IToctanoBnenue [1paBurensctea PO ot 12.03.2022 N 353).

3) BOCHpPOU3BEIEHHBIX JIEKAPCTBEHHBIX IIpENapaToB (3a HUCKIOYEHMEM IEPBBIX  TpeX
peructpupyembix B Poccuiickoit ®enepanu B KayeCTBE BOCIHPOU3BEICHHBIX JIEKApPCTBEHHBIX
IIPENapaToB M JIEKAPCTBEHHBIX IPENAapaToB, IPEIHA3HAUYEHHBIX HCKIIOYMUTEIBHO [UIsl NPUMEHEHMS
HECOBEPIICHHOJIETHUMHU I'paXK1aHaMu);

4) HOBBIX KOMOMHAIIHMI 3apETUCTPUPOBAHHBIX PaHEe JIEKApPCTBEHHBIX MIPENapaTos.;

5) nexapCTBEHHBIX NpEnapaToB, 3aperMCTPUPOBAHHBIX paHEe, HO MPOM3BEICHHBIX B APYTUX
JICKapCTBEHHBIX (hopMax B COOTBETCTBUH C MEpPEYHEM HAUMEHOBAHHI JIEKAPCTBEHHBIX ()OPM M B HOBOU
T03UPOBKE.

(uacts 2 B pen. enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. VYckopeHHass mpoueaypa SKCIEpTHU3bl JIEKaPCTBEHHBIX CPEJACTB IMPOBOJUTCS IO PELICHUIO
COOTBETCTBYIOLIETO YIIOJIHOMOYEHHOTO (heZiepalbHOTO OpraHa HMCIOJHHUTEIbHOM BIACTH Ha OCHOBAHUU
3asBJICHUS 3asBUTENS B CPOK, HE NMPEBBIMIAIOLINN BOCbMUAECATH padounx aHel. [Ipu 3tom skcneprusa
JOKYMEHTOB, COJAEP)KALLUXCS B PETHCTPALlMOHHOM JOChE€ Ha JIEKApPCTBEHHBIM IpemnapaT, MPOBOJUTCS B
CPOK, HE MpPEBBIIIAIONMI JOecsITH pabodyMx IHEH, HKCIepTH3a KauyecTBa JIEKAPCTBEHHOI'O CPEICTBA U
9KCIIEPTH3a OTHOIICHHS OXHUAAEMOH IOJIb3bl K BO3MOXXKHOMY PHUCKY IPUMEHEHMs JIEKapCTBEHHOTO
npernapara NpoBOAATCS B CPOK, HE MPEBBIIAIONIUM ECTUAECATH pab0UMX THEH.

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

3.1. B oTHOmIEHNH Op(aHHBIX JEKApCTBEHHBIX MIPENapaToOB MOTYT OBbITh MIPEICTABICHBI PE3YIbTATHI
JOKJIIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX MCCIIEAOBAHUMN JIEKAPCTBEHHBIX
MpEnapaToB sl MEAUIIMHCKOTO MPUMEHEHHMS, BBIIOJHEHHBIX 3a npenesnamu Poccuiickoit @eaepanuu B
COOTBETCTBHHM C TMpaBWJIaMH HajaJexalleld 1abopaTOpHONH MpakTHKH U MpaBUJIaMH Hajjexalnei
KIIMHUYECKOU MTPAKTHKH.

(uacts 3.1 BBeneHa @enepasibHbIM 3aK0HOM OT 22.12.2014 N 429-03)

4. VYckopeHHas mpoleaypa SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB IPOBOJUTCS B MOPSIKE,
YCTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 n 24 HacTosiero @eaepanbHOro 3aKOHa, U HE 03HAYAET CHUYKEHUS
TpeboBaHUI K 0€30MaCHOCTH, Ka4eCTBY M 3(PPEKTUBHOCTH JICKAPCTBEHHBIX MIPETIapaToB.

CtaTtbs 27. PeweHue o rocyaapCTBEHHOW perucrpaumm nekapcTBeHHOro npenapara

1. B cpok, He MpeBBIIAIOMNNA ACCATH padOUnX THEH CO AHS MOJTYyYEHHUs 3aKITFOYECHUN KOMHUCCUHU
AKCIEPTOB MO pe3yJbTaTaM AKCHEPTU3bl KaUeCTBa JIEKAPCTBEHHOTO CPEJICTBA U SKCHEPTU3bI OTHOIICHHUS
0’KHMJIa€MOH TOJIb3bI K BO3MOKHOMY PUCKY INPUMEHEHMS JIEKAPCTBEHHOI'O IIpenapara, COOTBETCTBYOIIHNM
YIIOJTHOMOYEHHBIN (hefepalibHbIi OpraH UCTIOTHUTEIHHOMN BIACTH:

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

1) pa3mMeraer Ha cBoeM OQHIMAILHOM caiiTe B ceTd "HMHTepHET" COOTBETCTBYIOIIME 3aKIIOYCHHUS
KOMHMCCHUU 3KCIEPTOB M OCYILECTBJIET HX OLEHKY JJIs OINpENETeHUs COOTBETCTBHUS 3aJaHUI0 Ha
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IIPOBE/ICHUE ITUX IKCIEPTU3;
(n. 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) TpUHUMAET pEIIeHUEe O TOCYJApCTBEHHON PETHUCTpAIlliH JICKApCTBEHHOTO Iperapara Wi 00
OTKa3€ B TOCYJapCTBEHHOM perucTpaiiy JeKapCTBEHHOTO Mpernapara;

3) BHOCHUT MpHU NMPUHATHHA PEUICHUS O TOCYAAPCTBEHHOW PETHUCTpAIluy JIEKAPCTBEHHOTO IMpernapara
JaHHBIE O 3apETUCTPUPOBAHHOM JICKAPCTBEHHOM IMIpemapare, B TOM duciIe O (apMareBTUIECKOM
cyOCTaHIIMM, BXOJSIIEH B COCTaB JICKAPCTBEHHOTO TMperapaTa, B TOCYAApCTBEHHBIM peecTp
JIEKAPCTBEHHBIX CPEJCTB W BBIJAET 3asBUTEII0 PETUCTPALMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO
npenaparta, opMa KOTOPOro YTBEpKIAETCs YIIOTHOMOYCHHBIM (peiepaibHbIM OPraHOM MCTIOTHUTEIBLHOMN
BJIACTH, COTJIACOBAHHbIE HOPMATHUBHYIO JOKYMEHTAIMIO, HOPMATUBHBIM JOKYMEHT, UHCTPYKLHIO IO
MPUMEHCHUIO JIGKAPCTBEHHOTO TMpernapaTa ¢ MaKeThl TEePBUYHOM YNAKOBKH UM BTOPUYHOM
(moTpeOuTENbCKOW) YHMAKOBKM C YKa3aHHMEM Ha HHUX HOMEpa pETHUCTPAIMOHHOTO YIOCTOBEPECHHUS
JIEKApCTBEHHOTO TIpermapara W JaThl €ro TOCYJAapCTBEHHOW pPETUCTpPAllMd WX B Cllydae NPUHITHS
pemieHrss 00 OTKa3e B TOCYJApCTBEHHON PETUCTpallid JIEKAPCTBEHHOTO Ipenapara yBEIOMIISIET B
NMMCBbMEHHOW (QopMe 3asBUTENsE 00 H5TOM C YyKa3aHWEM TMPUYMH TaKoro OTKa3a. 3a BbIIauvy
PErUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO MIpernapara B3UMAeTCsl TOCyAapCTBEHHAs! MOIIMHA B
COOTBETCTBHUH C 3aKOHOJATEIbCTBOM Poccuiickoit deneparinu o Hajorax u coopax.

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

2. OcHOBaHMEM i1 OTKa3a B TOCYIApCTBEHHOW PETMCTpalMM JIEKAPCTBEHHOI'O Mpemnapara i
MEIUIIMHCKOTO  NPUMEHEHUs  SABISETCA  3aKIIOYEHHE  COOTBETCTBYIOLIETO  YIMOJHOMOYEHHOI'O
(dbenepaslbHOTO oOpraHa HCIIOJIHUTEIBHOW BJIACTH O TOM, 4YTO KadecTBO U (wiu) 3((PEeKTHBHOCTH
PETUCTPUPYEMOTO JICKAPCTBEHHOTO TMpemapara s MEAWIIMHCKOTO TMPUMEHEHHS HE TMOITBEPIKICHBI
MOJIYUEHHBIMH JaHHBIMU WJIH YTO PUCK MPUYMHEHMs Bpela 3/J0pPOBbI0 YeJOBEKa BCJEACTBHUE NpUEMaA
JEKapCTBEHHOTO TMpemnapara s METUIIMHCKOTO MPUMEHEHUs TMPEeBBIMAeT 3PQPEKTUBHOCTh €ro
MIPUMEHEHUS.

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

3. TloBTOpHOE mTpenCTaBIEHHE B COOTBETCTBYIOIIMI YIIOJHOMOYCHHBIH (enepaabHbIii opraH
WCIIOJIHUTEJIBHOM BJIACTH JIEKAPCTBEHHOI'O IIperapaTa, B OTHOIIEHWHM KOTOPOrO IIOJy4YeH OTKa3 B
roCy/1apCTBEHHOW PETUCTPALMU M KOTOPBI BIOCJIEICTBUU MOJBEPICS U3MEHEHHUIO B YaCTH €ro COCTaBa,
paccMaTpuBaeTcsl Kak IPEACTaBICHUE HOBOTO JIEKAPCTBEHHOrO Ipenapara Ha €ro rocyAapCTBEHHYIO
pErucTpaluio HE3aBUCUMO OT COXPAHEHHS €ro MEPBUYHOIO0 HAUMEHOBAHMS.

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

4. Tlpu mpenocTaBIE€HUM 3asiBUTEJIEM B COCTABE PETUCTPALMOHHOTO JIOChE€ Ha JIEKAPCTBEHHBIMN
npernapar Juis BETEPUHAPHOTO MPUMEHEHHsI KOIMU PEIICHUS YIIOJIHOMOYEHHOTo (eepaJbHOro opraHa
WCIIOJIHUTEJIBHON BJAcTU O MPOBEICHUM HHCIEKTHUPOBAHUS IMPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB
CPOK TIPHUHATUS pEUIEHHs O TOCYJapCTBEHHOM perucTpaluu JEKapCTBEHHOIO Ipemapara Juis
BETEPUHAPHOTO MPUMEHEHHS IPUOCTAHABIMBACTCSA CO JHS MOJYYEHHUs 3aKIIIOUYEHUH, YKa3aHHBIX B YaCTH
1 Hacrosimiel cratbd, JO JHS TPUHSITHS YIOJHOMOYEHHBIM (perepalbHBIM OPraHOM HCIOJHUTEIBHON
BJIACTH pEIIEHHUS O BbAaue WM 00 OTKa3e B BbIJaue 3aKJIIOYEHHS O COOTBETCTBUHM MPOU3BOAMUTENS
JICKapCTBEHHBIX CPEJICTB TPEOOBAHUAM MPABUII HAJUIEKAIEH MPOU3BOACTBEHHOM MPAKTHKHU, HO HE Oosee
9YeM Ha CTO BOCEMbB/AECST pabounux AHEH.

(uactb 4 BBeneHa denepanbHbiM 3aKkoHOM 0T 04.06.2018 N 140-D3)
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5. OcHoBaHMeM ISl OTKa3a B TOCYJAPCTBEHHOW PErucTpalyy JICKAPCTBEHHOTO IMpenapara s
BETEPUHAPHOTO TPUMEHEHUsSl SIBJISCTCS 3aKII0YCHHE YIOJHOMOYEHHOro (QelepallbHOTO opraHa
WCTIOTHUTEIPHOW BJIACTH O TOM, 4YTO KadecTBO H (win) 3G(EKTUBHOCT PETHCTPUPYEMOTO
JIEKapCTBEHHOTO TIpermapaTa i BETCPUHAPHOTO MPUMEHEHHS HE MOATBEPXKICHBI IMOTYyYCHHBIMU
JaHHBIMU WJIM YTO PUCK MPUYMHEHUS Bpeaa 310pPOBbIO KHUBOTHOTO BCIEACTBHE MPHEMA JIEKAPCTBEHHOTO
mpemapaTta il BETePUHAPHOTO NPUMEHEHUs TMPEBbIMAeT 3PQPEKTUBHOCTh €ro MPUMEHEHHS, OTKa3
YIOJHOMOYEHHOTO (pelepaqbHOrO OpraHa HCIOJHUTENBHOM BIACTH B BblJaye 3aKIIOYEHUS O
COOTBETCTBUHM  MPOU3BOJIUTENS JIEKAPCTBEHHBIX  CPEACTB TpPeOOBAaHUSM MpaBWI  HAJJICKAIICH
MIPOM3BOJICTBEHHOW TPAKTUKH JUIA KaXJAO0H MPOU3BOJICTBEHHOM IUIOMIAJKA PETHCTPUPYEMOTO
JIEKapCTBEHHOTO TMpemnapara JUisi BETEPHHAPHOTO NPHMEHEHUsS B CIydae, €clid MPOU3BOJCTBO
JIEKapCTBEHHOI'O TMpernapara Jjsi BETepUHAPHOTO TPUMEHEHHUS OCYLIECTBIAETCS 3a MpeaeaMu
Poccuiickoit denepanuu, WIA OTCYTCTBUE TAKOTO 3aKIHOYCHUS.

(dactp 5 BBenena denepabHbIM 3aK0HOM OT 04.06.2018 N 140-D3)

Koncynprantllntoc: npumeyanue.
O mopsiaike M CpOKax OINpEeNeHUs B3aMMO3aMEHSIEMOCTH JIEKApCTB JIEKAPCTBEHHBIX MPENApaToB,
3apeructpupoBaHHbIX 10 01.03.2020, cMm. ct. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3ammo3ameHAieMOCTb  JleKapCTBEHHbIX MnpenapaTtoB  Ans
MeAULUHCKOro NpUMeHeHus
(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

1. B3aumo3amMeHsieMOCTb JIEKAPCTBEHHBIX IMpEMapaToB Mg MEIUIUHCKOTO MPUMEHEHHS
OMPEACIACTCA YIIOJIHOMOUYCHHBIM (bez[epaanLIM OopraHoM HUCIOJIHUTEILHOU BJIAaCTHU, OCYIICCTBIIAIOIINM
rOCy/IapCTBEHHYIO PETUCTPAIMIO JIEKAPCTBEHHBIX NPENapaToB [UIsi METUIIMHCKOTO TNPUMEHEHHs, B
paMKax OAHOTO MCKAYHApPOAHOI'0 HCEIAaTCHTOBAHHOIO (I/IJII/I XUMHUYCCKOIo, HIN FPYHHI/IpOBO‘-IHOI‘O)
HAUMEHOBAHMSI Ha OCHOBE 3aKIIOYEHHS KOMHUCCHUHM JKCIIEPTOB HKCIEPTHOTO YUPEKACHUS O
B3aMMO3aMCHACMOCTH JICKAPCTBCHHOI'O IHpfrapara AJjid MCAUIHWHCKOIO IMPHUMCHCHUS HI/I60 O TOM, 4YTO
JIEKapCTBEHHBIN Mpernapar JUisi MeIUIIMHCKOTO MPUMEHEHHS HE sBIIsETCS B3anuMo3aMeHsieMbIM. [lopsmok
OIMPCACIICHUSA B3aWMMO3aMCHACMOCTU JICKAPCTBCHHBIX IIPCNApaTOB IJid MCAUIMHCKOIO NPHUMCHCHUA U
dbopMa 3aKIIOYEHHS KOMMCCHUU OJKCHEPTOB OSKCIEPTHOTO YUPEKIEHUS O B3aMMO3aMEHSEMOCTH
JICKAPCTBCHHLBIX MPCIIapaToOB AJId MECAUIIUHCKOTO ITPUMCHCHU JII/I60 O TOM, 4TO HeKapCTBeHHbeI npemnapar
U MEUIIMHCKOTO NMPUMEHEHHsI HE SIBIISIETCS B3aMMO3aMeHsieMbIM, ycTaHaBnuBatoTcs [IpaBurenscTBom
Poccuiickoit @enepanuu.

2. Komuccus 3KCnepToB 3KCIEPTHOTO YUPEKIEHUS OAET 3aKII0YEHHE O B3aUMO3aMEHSEMOCTH
JICKapCTBEHHOTO Ipernapata Il MeIUIIMHCKOT0 MPUMEHEHHS TUO0 O TOM, YTO JIEKAPCTBEHHBIN Mpenapar
U1l MEOUIMHCKOTO IPUMEHEHHs] He SBISETCd B3aUMO3AMEHSEMBbIM, HA OCHOBAaHUM CIIEIYIOLIMX
KpUTEPUEB (XapaKTEPUCTHUK):

1) DSKBUBaJEHTHOCTh (71 OMOAHAIOTOBBIX (OMOMOMOOHBIX) JICKAPCTBEHHBIX IpENapaToB
(OmoaHanoroB) -  CONOCTaBMMOCTb)  Ka4eCTBEHHBIX M  KOJIMYECTBEHHBIX  XapaKTEPUCTHK
(bapmaleBTUUECKUX CYOCTaHIIMM WJIM COMOCTaBHMMOCTh @HTUIE€HHOTO COCTaBa BakIUH. Vcmonb3oBaHue
Pa3NUYHBIX COJeH, 3(pUpOB, KOMIUIEKCOB, U30MEPOB, KPUCTATUYECKUX (HOPM M APYrHUX MPOU3BOTHBIX
OJTHOTO U TOrO K€ JEWUCTBYIOIIETO BELIECTBA HE SBISETCA NPENATCTBUEM IJs ONpPEeICHUS
B3aMMO3aMEHSAEMOCTH  JICKAPCTBEHHBIX  IpEmapaTroB, €CIM MNpPU  TMPOBEACHUU  HCCIEJOBAHUS
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OMODKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Tperapara  WJIM  HWCCIEAOBAaHHS  TEPareBTUYCCKOMH
9KBUBAJICHTHOCTHU JICKAPCTBCHHOI'O Mpfriapata AOKA3aHO OTCYTCTBUC KIIMHHUYCCKH 3HAYMMBIX pa3111/1q1/1ﬁ
dbapmakokuHeTHkn # (W) S(OPEKTUBHOCTH W OE30MaCHOCTH JIGKAPCTBEHHOTO TMperapara s
MCIUITUHCKOT'O TPUMCHCHU S ;

2) SKBUBAJICHTHOCTH JIEKapCTBEHHOH (popmbl. [1og SKBUBaJICHTHBIMH JIEKAPCTBEHHBIMH (hOPMaMH
MMOHUMAIOTCS Pa3HbIC JIGKAPCTBEHHBIC (OPMBI, MUMEIOIINE OJWHAKOBHIE CIMOCOO BBEIEHUS M CIOCOO
NpUMEHEHHs, O00JajgaroIe  COMOCTAaBUMBIMU  (PapMaKOKUHETHYCCKHUMHU  XapaKTEPUCTHKAMU U
(hapMaKoIOTHIECKUM JEHCTBUEM U 00ECIICUNBAIONINE TAKKE JOCTIKEHHE HEOOXOAUMOT0 KIIMHUYECKOTO
apdekra. Paznmuus JIEKapCTBEHHBIX (OPM HE SBISIOTCS NPEMSATCTBHEM JUISL  ONPENEIICHUS
B3aNMO3aMCHACMOCTH JICKApCTBCHHBIX npemnaparos, €CJIN npu OpOBCACHUHN HUCCIICA0BAaHUA
OMODKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Tperapara  WJIM  HWCCIEAOBAaHHS  TEPareBTUYECKOMH
9KBUBAJICHTHOCTHU JICKAPCTBCHHOI'O Mpfriapata AOKAa3aHO OTCYTCTBUC KIIMHHUYCCKH 3HAYMUMBIX pa3111/1q1/1ﬁ
dbapmakokuHeTHk # (W) S(OPEKTUBHOCTH W OE30MaCHOCTH JIGKAPCTBEHHOTO TMperapara s
MCIUITUHCKOT'O TPUMCHCHU S ;

3) 9KBHBAJIEHTHOCTh HJIM COIOCTABHMOCTH COCTaBa BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO
mpenapara i MEAMLIMHCKOTO TpUMEHEHHus. Pasznuuusi cocraBa BCIIOMOTATENBHBIX — BEIIECTB
JIEKapCTBEHHOTO IIperapara He SBISIOTCS MNPEISTCTBHEM JUISL ONpENeNeHHs B3aMMO3aMEHSIEMOCTH
JICKApCTBEHHBIX  NpenapaToB, €CJAM TOpU  TPOBEICHUM  HUCCICNOBAaHMA  OMOPKBUBAICHTHOCTH
JIEKapCTBEHHOTO IIpenapara WM HCCIEIOBAHUS TEPAaNeBTUYECKONW SKBHBAJICHTHOCTH JIEKaPCTBEHHOTO
mpernapara JOKa3aHO OTCYTCTBHE KIMHUYECKH 3HAUYUMBIX pPa3Nuuuil (apMakOKMHETUKH U (WIJIH)
3 eKTUBHOCTH M 0E30MaCHOCTH JIEKAPCTBEHHOTO TperapaTa A METUIIMHCKOro mpuMeHeHus. Ilpm
HAJIMYMH KIMHUYECKU 3HAYMMBIX pa3Nuduid (papMakoKMHETHKH U (UiH) 3 (EKTUBHOCTH U 0€30I1aCHOCTH
JIEKapCTBEHHOTO TIperaparta Uil MEAWIIMHCKOTO TNPHMEHEHHS B3aUMO3aMEHSEMOCTh OIpeesieTcs ¢
yKa3aHHeM Ha UCKIIIOYEHHUE OTAEIbHBIX IPYII MAllUEHTOB;

4) HIEHTUYHOCTH CIIOCO0a BBEJICHUSI M CIIOCO0a MPUMEHECHHUS;

5) cOOTBEeTCTBUE MPOU3BOAUTEINS JIEKAPCTBEHHOT'O CPEICTBA TPEOOBAHUSAM IPABHI HaJIEKAIICH
IIPOM3BO/ICTBEHHOHN NMPAKTUKH.

3. OmnpeneneHue B3aMMO3aMEHSIEMOCTH BOCIPOM3BE/ICHHBIX JIEKAPCTBEHHBIX MPEMapaToB s
MEIUIIMHCKOTO MPUMEHEHUs, yKa3aHHbIX B yacTu 10 cratem 18 Hacrosimero denepasbHOro 3akoHa,
ocytiecTBisieTcs 6€3 He0OXOAUMOCTH JTOKA3aTeIhCTBA UX OMOIKBUBAJICHTHOCTH.

4. OcoOeHHOCTH OIpeIeIeHUs B3aMMO3aMEHIEMOCTH OMOJIOrMUECKUX JICKAPCTBEHHBIX MPENapaToB,
KOMOMHUPOBAaHHBIX JIEKAPCTBEHHBIX IpernaparoB (CoAepikalMx KOMOMHALUIO JBYX U Oosee
JNEUCTBYIOIMX  BEIIECTB), JIEKAPCTBEHHBIX IPENaparoB Uil MApEHTEPAJbHOIO MHUTAaHUS U
HEJIO3UPOBAHHBIX JIEKAPCTBEHHBIX IIpenaparoB ycra”aBiauBarorcs IIpaBurensctBoM Poccuiickoit
denepanuu.

5. OmnpeneneHne B3aUMO3aMEHSIEMOCTH HE OCYIIECTBJISETCS B OTHOLICHUU JIEKAPCTBEHHBIX
pPacTUTENBHBIX MpPENnapaToB, TOMEONAaTUHYECKUX JIEKaPCTBEHHBIX MTPENapaToB.

6. ®opMupoBaHHE NEPEUHSI B3aUMO3aMEHSIEMBIX JIEKAPCTBEHHBIX MPENApaTOB I MEAUIIMHCKOIO
MPUMEHEHUS OCYILIECTBIISETCS SKCIEPTHBIM YUPEKACHUEM MOCPEACTBOM OOBEIMHEHUS JIEKapCTBEHHBIX
IIPENAapaToOB B OTACJIBHBIE TPYIIbI, B KaXJAOH W3 KOTOPBIX JIEKAPCTBEHHBIE IIPEMApaThl SBIISIOTCS
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B3aHMMO3aMCHsICMbIMU.

7. B cinydae BKIIOYEHUS B HMHCTPYKLHIO II0 MEIULMHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOIO
IpernapaTa Ha OCHOBAaHMM PE3YJIbTaTOB COOTBETCTBYIOIIUX HCCICIOBAHMN IOKA3aHUM ISl TIPUMEHEHUS,
KOTOPBIE€ OTJIMYAIOTCSA OT MOKA3aHUU Il IPUMEHEHHUs JPYIUX JICKaPCTBEHHBIX MPENapaToOB U3 IPYIIIILI
B3aMMO3AMCHAEMBIX JICKAPCTBEHHBIX IIPENapaTroB, B IEPEYHE B3aHMO3aMEHSAEMBIX JIEKAPCTBCHHBIX
MPEenapaToB Il MEAULMHCKOTO MPUMEHEHHS JOJKHA OBITh YKa3aHa COOTBETCTBYIONIAs MH(OpMAIus.

8. IlepeyeHp B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IPENApaToB A MEAMLIHMHCKOTO IPUMEHEHHUs
pasmeraercs yrnoJHOMOYEHHBIM (eiepajIbHbIM OPraHOM HMCIIOJHUTEIBHON BIIACTH, OCYLIECTBIISIOIIMM
TOCYJapCTBEHHYIO PErMCTPALUI0 JIEKApCTBEHHBIX MPENaparoB JUIsl MEJULIMHCKOTO INPUMEHEHUs, Ha
cBoeM odunuanbHoM caiite B cetn "HMHTepuer". WHbopmamus B mepeyHe B3auMO3aMEHSEMBIX
JIEKapCTBEHHBIX IpPEnapaToB A MEJUIIMHCKOTO MPUMEHEHHsI OOHOBISETCS YKa3aHHBIM (hefepabHbIM
OpPraHOM HCIIOJIHUTEIBHOM BJIACTH C YYETOM HOBBIX 3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaTOB
IUI1  MEIUIMHCKOIO TIPUMEHEHUS M BHECEHHBIX W3MEHEHMH B JIOKYMEHTBI, COJAEp)Kalluecs B
PETUCTPALIMOHHBIX JOChE Ha 3apETUCTPUPOBAHHBIE JIEKAPCTBEHHBbIE IMpEnaparbl il MEIULUHCKOIO
IIPUMEHECHHUS.

9. Iopsok UCTONB30BaHUS MH(POPMALIMU O B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX Iperaparax JUls
MEIUIIMHCKOTO TPUMEHEHHS W TIOPSJIOK Ja4d Pa3bsCHEHWH IO BOIMPOCAM B3aWMO3aMEHIEMOCTH
HeKapCTBCHHBIX HpenapaTOB JId MCOUIIMHCKOTI'O HpI/IMeHeHI/IH yCTaHaBJII/IBaIOTC}I HpaBI/ITeHLCTBOM
Poccuiickoit @enepanuu.

Koncynprantllntoc: npumeyanue.

Cpok peructpaiyy JeKapCTBEHHOTO Ipemnapara Jjisi BEeTEpUHAPHOTO MPUMEHEHMsI, UCTEKAIOUINil ¢
14.03.2022 mo 31.12.2022, mpoxnen nHa 12 wmecsaueB (IloctanoBnenue IlpaButensctBa PD ot
12.03.2022 N 353).

CraTtbAa 28. PeructpauymoHHoe yaoCcToBepeHue fieKapcCTBEHHOro npenapara

1. PerucrpanmoHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOTO Mpernapara ¢ yKa3aHUEM JIEKapCTBEHHBIX
dbopM U JO3MPOBOK BBIJAETCSI OECCPOUHO, 3a HCKIOYEHHEM PETHUCTPALMOHHOIO YJOCTOBEPEHUS
JICKApCTBCHHOT'O IpCIiapaTa, BbIAaBacMOro co Cpokom I[CFICTBPISI IIATh JICT, Ha BIICPBLIC PECTUCTPUPYCMEIC
B Poccuiickoit @enepanyuu JieKapCcTBEHHBIE MpenapaThl.

2. Tlo ucTeyeHWW YKa3aHHOTO B 4YacTH | HacTOsAIIEH cTaThU Cpoka BbIaeTcs OeccpouyHoe
PETUCTPAIIMOHHOE YAOCTOBEpEHUE JIEKApPCTBEHHOI'O IMpernapaTa MpU YCIOBUM TOJITBEPXKICHUS €ro
rocyJapCTBEHHOM perucTpauu.

3. B cnydae BHeceHus B cOOTBETCTBMHU cO cTaThimu 30 u 31 Hacrosmero denepasbHOro 3aKOHA
U3MEHEHUN B COJEpXKAIIMECs B PErUCTPALMOHHOM JOChE Ha 3apEerUCTPUPOBAHHBIN JICKAPCTBEHHBIN
npernapaT JOKYMEHTBI, 3aTParvBalollUX CBEIEHUS, OTPaKCHHbIE B PErHCTPALlMIOHHOM YIOCTOBEPEHUH
JICKApCTBEHHOTO Tpernapara, YIOoJTHOMOUYEHHBIN (elnepanbHblii OpraH WCHOJHUTEIbHOM BIACTHU BBIJACT
HOBOE PETUCTPALMOHHOE YAOCTOBEpEHHUE JIEKAPCTBEHHOTO IpernapaTa, CoJepsKaliee BHECEHHBIE B HETO
NU3MCHCHUS.

(dactb 3 BBeneHa denepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)
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4. B cinywyae yTparbl WJIM TOBPEKICHHS PETUCTPALMOHHOTO YIOCTOBEPEHHUS JIEKApCTBEHHOTO
mpermapata 1o 3asBICHUI0 B THCHbMEHHOW ¢opMe aepikareis WX BiaJeiblla PErHCTPAIlOHHOTO
YAOCTOBEPEHHUSI JIEKAPCTBEHHOTO Tpernapara Wik yIOoJHOMOYEHHOTO UMH APYroro IPUANYECKOrO JUla O
BbIIaue AYOJIMKAaTa PErHCTPAIIOHHOTO YJOCTOBEPECHHsI JIGKAPCTBEHHOTO TMpernapara yImoTHOMOYECHHBIN
(dbenepabHBINA OpraH MCTIOJHUTEIHLHON BJIACTH B CPOK, HE MPEBBIMAIONMINN ACCATH pab0ounX JHEH CO JTHA
MOCTYIUICHUSI 3asBIICHUS, BBIAeT IyONMKAT PETUCTPALMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
mpenapata. 3a BbAady AyOJIMKaTa PETrUCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKApCTBEHHOTO Iperapara
B3MMAETCS rOCYAapCTBEHHAS MOILIIJIMHA B COOTBETCTBUHU C 3aKOHOAATENLCTBOM Poccuiickoi denepamuu o
Hajorax u coopax.

(dactb 4 BBeneHa denepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

KoncynprantlIntoc: npumeyanue.

Cpok peructpalyy JEKapCTBEHHOIO Ipenapara Ajs BETEPUHAPHOIO NMPUMEHEHMs, MCTEKAIOLUN C
14.03.2022 mo 31.12.2022, npomnen Ha 12 wmecsneB (Ilocranonenue IlpaBurensctBa P® ot
12.03.2022 N 353).

Cratba 29. [lloarBepXxaeHwe rocyAapCTBEHHOW perncrpaumm JrneKapCTBEeHHOro
npenapara
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. IToaTBepkaeHUE rOCYIapCTBEHHOW PETrMCTPAlUM JICKAPCTBEHHOTO Mpenapara OCYIIECTBISETCA
IpHU BbIJaue OECCPOYHOrO PETUCTPAIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Ipemnapara B cliydae,
YKa3aHHOM B 4acTu 2 crtatbu 28 Hactosimero denepasbHOr0 3aKOHA, B CPOK, HE IPEBBIIAIONIUN
HIECTUACCATH pabounx THEH CO THS TMOyYeHHs] COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (eaeparbHbIM
OpraHOM HCIIOJIHUTEIbHON BIIACTH 3asIBICHUS O TMOATBEPKICHUM TOCYJAapCTBEHHON pEerucTpalnuu
JIeKapCcTBeHHOro mpenapara. He ocymiecTBisieTcs MOATBEPKIACHUE TOCYJAPCTBEHHON PErucTpaluud B
OTHOIIIEHWH JICKAPCTBEHHOTO Tperapara, He HaXouBIIerocs B oopamenun B Poccuiickoit denepanuu B
TEYCHHE TpeX M Oojee JIeT, a TakKe B OTHOIICHUW JICKAPCTBEHHOTO CPENCTBA, MPOU3BEIACHHOTO C
HapyIlIeHueM TpeOOBaHUs, YCTAaHOBIGHHOTO YacThio 3.7 ctathu 71 HacTosmero deaepalbHOro 3aKOHA.

2. 3asBIEHUE O NMOJATBEP)KJIECHUU IOCYIAPCTBEHHOW pErucTpanuy JEKapCTBEHHOI'O INpemnapara Juis
MEIUIIMHCKOTO MPUMEHEHHUS MPEACTAaBISACTCS B COOTBETCTBYIOIIMII YIOJHOMOYEHHBIN (enepanbHbIi
opran HWCIOJTHUTEIBHOM BIACTH HE paHeC 4YCM 3a CTO BOCCMBIACCAT I[Heﬁ A0 UCTCUYCHUA CPOKa IICI\/JICTBI/DI
PETHCTPAIIOHHOTO YOCTOBEPEHHS JIEKapCTBEHHOTO Mpenapara Juis MeIUIIMHCKOTO IIPUMEHCHHS.

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

2.1. 3asBieHNE O MOJATBEPKICHUU TOCYAAPCTBEHHOM PErucTpalyy JEKApCTBEHHOIO Mpernapara st
BETEPUHAPHOTO TMPHUMEHEHHs TPEACTABIAETCS B COOTBETCTBYIOIIMH YIIOJIHOMOYEHHBIN (heaepanbHbIi
OpraH UCIOJIHUTEIbHOIN BIIaCTH HE paHee YeM 3a CTO BOCEMbJECAT JHEW J0 MUCTeUEHHUs CpOKa JeHCTBUA
PETUCTPALIMOHHOIO yJIOCTOBEPEHMSI JIEKAPCTBEHHOI'O Ipernapara Ul BETEPUHAPHOTO NPUMEHEHUS U HeE
MO37/HEe OKOHYAHHUS CPOKA €ro ACHCTBHUS.

(uactsb 2.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 02.08.2019 N 297-03)

3. IonTBepkaeHNEe rocyJapCTBEHHOM perucTpaluy JeKapCcTBEHHOIO Mperapara OCYHIeCTBIISETCS
M0 pe3yiabTaTaM HKCIEPTU3bl OTHOILICHUS OXUAAEMOW IMOJb3bl K BO3MOXXHOMY PHUCKY MPUMEHEHUS
JIEKapCTBEHHOI'O TperapaTa Ha OCHOBAaHUH PEe3yJbTaTOB MOHUTOPUHTA 3((HEKTUBHOCTH M 0€30MaCHOCTH
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JIEKapCTBEHHOI'O Ipernapara, M[POBOAMMOIO JiepXKaTeleM WIM BJIAJEeNbLEM PErucTPalMOHHOTO
YIIOCTOBEPEHUS JIEKAPCTBEHHOTO IpernapaTa Ju00 YIOIHOMOYSHHBIM UMHU IOPUIUYECKUM JIUIIOM, a TaKXkKe
COOTBETCTBYIOLIMM YHOJHOMOUYEHHBIM (eiepaIbHbIM OPIaHOM MCIIOJHUTEIbHON BIACTH B COOTBETCTBUU
¢ TpeboBaHusAMU cTaTh 64 HacTosmero denepansbHOrO 3aKOHA.

4. K 3asBI€HHIO O MOATBEPKIECHUH TOCYJapCTBEHHON perucTpanuy JIeKapcTBEHHOTO Mpernapara Jiis
MEIUIIUHCKOTO MPUMEHEHUS TPUIIaratoTCs:

1) JOKyMEHTBI, COJAEpIKallhue pe3yabTaTbl MOHHTOPUHTA 3S(PPEKTHBHOCTH H 0E30MaCHOCTH
JICKApCTBCHHOT'O IpfnapaTta A MCIUINHUHCKOrO HNPUMCHCHHA, HNPOBCACHHOTO ACPIKATCICM WA
BJIQJICNIBIIEM PETHUCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO TMperapara JUisi METUIIHHCKOTO
NPUMEHEHHS JHOO0 YIOJHOMOYEHHBIM UM HOPUIUYECKHUM JUIOM, 10 (opme, yTBEpKIACHHOMI
YIIOJTHOMOYEHHBIM (heiepalIbHbIM OPTaHOM UCTIOTHUTEIBHOM BIIACTH;

2) cBeleHUsl O JaTe MPEJOCTABJICHHUS W PErHUCTPALMOHHOM HOMEpE JHUIEH3MH Ha MPOU3BOJICTBO
JIEKApCTBEHHBIX CPEACTB WJIM CBEIECHUS O JaTe TMPEJOCTABICHHUS W PErHUCTPAIIMOHHOM HOMEpe
3aKJIFOUYECHUST O COOTBETCTBHM TPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEJACTB TPEOOBAHUSM IPABUI
HaJIeKaIeld TMPOU3BOJCTBEHHONW TMPAKTUKH, TPEIOCTAaBICHHBIX YIOJHOMOYCHHBIM (heneparbHbIM
OpraHOM HCIIOJIHUTEJIIbHOW BJIACTM B OTHOIICHUH MPOU3BOJCTBEHHOM IUIOIMIAJIKH JIEKaPCTBEHHOIO
npenaparta il MEAUIIHHCKOTO TTPUMEHEHHUSI, TOCYAapCTBEHHAS PETUCTPAIsl KOTOPOTO MOTBEPKIAACTCS
B Cly4yae, €CIM MPOU3BOJCTBO JIEKAPCTBEHHOIO IMpemapara [Uuisi MEAMIIMHCKOTO MPUMEHEHUS
ocymectnisiercs B Poccuiickoit denepanmy;

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

3) xomus NPeAOCTABICHHON YHNOJIHOMOYEHHBIM OpPraHOM CTPAaHbl MPOU3BOAWTEINS JIMLEH3UU Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOT'O IpenapaTa A MEIUIUHCKOTO IIPUMEHEHHUsS U €€ NEpPEBOJ Ha PYCCKHM
A3bIK, 3aBEPCHHBIC B YCTAHOBICHHOM IIOPSAIKE, a TAKXKE KOMHA 3aKIYECHHS O COOTBETCTBUHU
MPOM3BOJUTEINSL JICKAPCTBEHHBIX CPEACTB TpeOOBAHMSAM NPaBWI HaJUIeXKalled IMPOU3BOACTBEHHOU
IPAaKTUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (elepaJbHbIM OpPraHOM HCIOJHUTEIBHOW BIIACTH B
OTHOIIEHWU [POMU3BOJACTBEHHON IUIOLIAJKM JIEKAPCTBEHHOTO Ipenapara Uil  MEAULMHCKOTO
IIPUMEHEHHS, TOCYIAapCTBCHHAs PETUCTPALMA KOTOPOTO MOATBEPKAACTCA, WIA KONUSA PEHICHUS
YIIOJIHOMOYEHHOTO (helepajJIbHOr0 OpraHa HMCIOJHUTENBHON BIACTH O NMPOBEACHUU HMHCIEKTHPOBAHUS
IIPOU3BOUTEINS JIEKAPCTBEHHBIX CPEACTB B CIIy4aec, €CIIM IMPOU3BOJCTBO JIEKAPCTBEHHOTO Ipernapara JUuist
MEJULMHCKOT0 IPUMEHEHMS OCYLIECTBIISAETCS 3a npenenamu Poccuiickon denepannu.

(B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)
(uactsb 4 B pen. enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOmEHNN OMOJIOTMYECKUX JICKAPCTBEHHBIX MPENapaToB IS MEIUIIMHCKOTO NMPHUMEHEHHUS
3asBUTENb JOMOJHHUTEIBHO TPEACTABIACT pE3yabTaThl MEPONPHUATHH, NPEIYCMOTPEHHBIX IUIAHOM
YIIPaBICHUS! PHCKAMH, YTBEPKICHHBIM YIIOJHOMOUYCHHBIM (eepaTbHbIM OpPraHOM HCIIOJHUTEIbHON
BJIACTH TIPH OCYLIECTBICHHM TOCYAAPCTBEHHOM pErucTpaluy JEKapCTBEHHOTO Nperapara Ais
MEIUIIMHCKOTO TIPUMEHEHUSI.

(uactsb 4.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

4.2. K 3as8BI€HHUIO O MOATBEPKACHUU TOCYAApPCTBEHHOW PErucTpalyu JICKAPCTBEHHOTO Mpenapara
711 BETEPUHAPHOIO INPHMEHEHUS IPUIIATaloTCs JOKYMEHTBI, COAEpKAaIlHUE pPe3yJabTaThl MOHUTOPUHIA
3¢ (deKkTUBHOCTH U O€30MacCHOCTH JIEKAPCTBEHHOI'O Ipernapara /i BETEPUHAPHOTO MPUMEHEHHUS,
NpoOBOAMMOrO JACPIKATCIICM WKW BJIAACIBICM PETUCTPAOUMOHHOI0 YAOCTOBCPCHHA JICKAPCTBCHHOI'O
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npenapaTta Jjsi BETEpPUHAPHOIO MPUMEHEHHs JMOO YIOJIHOMOYEHHBIM UM IOPUIAMYECKHM JIUIOM, IO
dbopMe, YTBEpKICHHOW YIOJIHOMOYEHHBIM (eJepalbHbIM OPraHOM HCIIONHUTEIBHOW BJIACTH, W
JTOKYMEHTBI, YKa3aHHbIE B TyHKTax 1, 2 - 2.2, monmynkrax "a", "6", "k", "n1" mynkTa 4 gactu 3 ctathu 17
HacTosmero deaepanbHOro 3akoHa. B OTHOIIEHUN UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB
JUISl BETEPUHAPHOTO TPUMEHEHUSI HE MPEJCTABIISIIOTCS CBEICHMS, YKa3aHHbIE B MOANYHKTE "K" MyHKTa 4
yactu 3 cratbu 17 Hactosero deaepanbHOro 3aKkoHa. B OTHOILIEHHWH JIEKAPCTBEHHBIX MPENapaToB AJIs
BETEPUHAPHOTO TNPUMEHEHHMSI, IMOJYYEHHBIX C MPUMEHEHHUEM TIE€HHO-WHKEHEPHO-MOAU(DHUIMPOBAHHBIX
OpraHuU3MOB WJIA COJAEpPXAIIUX TaKUE OpraHU3Mbl, JOIMOJHHUTEIHO MPEACTABISIOTCA CBEJICHUS,
yka3zaHHble B TyHKTE 13 yactu 3 ctateu 17 Hactogiero deaepaibHOro 3aKoHa.

(uactpb 4.2 BBegeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. deaepanbHOro 3aK0Ha OT
02.08.2019 N 297-@3)

4.3. 3asgBuTenp BIpaBe MPEACTABUTh C 3adBJIECHUEM O TMOATBEPKACHUHU TOCYJapCTBEHHOMN
perucTpanyy  JIGKApCTBEHHOI'O  Ipernapara  KOMHI0  JOKYMEHTa, IMOATBEPXKIAIOIIEro  yIjaTy
rOoCy/lapCTBEHHOM NOLUIMHBI 32 TMOATBEP)KIACHHE TIOCYJapCTBEHHOW pPETUCTpalUU JIEKapCTBEHHOTO
mpernapara, a TaKKe BblJaBaeMble (IIPEJOCTaBIIIEMBbIE) YIOJHOMOYEHHBIMU (hefiepanbHbBIMU OpraHaMu
WCIIOJIHUTEJIBHOM BJIACTH JOKYMEHTHI (CBEIEHHS), YKa3aHHbIE B IyHKTaxX 2 M 3 yacTu 4 HacTosuleu
cTaThu. B ciiydae ux HempeacTaBICHUS YIIOJIHOMOYCHHBIN (efepalibHbIN OpraH UCIIOJTHUTEIILHON BIIACTH
3alpalrBaeT yKa3aHHbIE JOKYMEHTBI (CBEACHHUS) B IMOPSIKE MEXKBEJIOMCTBEHHOTO HWH(OPMAIMOHHOTO
B3aUMOJICHCTBHA.

(uactb 4.3 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

5. B Teuenue pecatu pabouux JHEH coO AHS TPHUHATHS 3asBICHUS O TMOATBEPKICHUU
roCyJapCTBEHHON perucTpanuu JE€KapCTBEHHOTO Mpernapara U JTOKYMEHTOB, COJAEPXKAIIMX pPe3yJIbTaThbl
MOHHUTOPHUHTa 3PPEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpernapara, IpoBOJAUMOIO JepiKaTeaemM
WIA  BIAACIBIEM  PETHUCTPAIMOHHOTO  YJOCTOBEPEHHS  JICKAPCTBEHHOTO  Tpemapara  Jubo
YIOJTHOMOYEHHBIM UMU IOPUIUYECKUM JIUIIOM, YIIOJIHOMOUYEHHBIN (peiepalibHbIil OpraH UCIIONIHUTEIbHON
BJIACTH:

1) mpoBOOUT MHPOBEPKY IOJHOTHI CBEACHHM, COIEp)KAIIMUXCS B MPEICTABICHHBIX 3asBUTEIEM
JOKyMEHTaXx;

2) NpUHMMAET pELIEHUE O MPOBEJIEHHM WM 00 OTKa3ze B NPOBEJCHHUU SKCIEPTU3bl OTHOLICHMS
OKUJAEMON MOJIb3bl K BO3MOXHOMY PUCKY IPHMEHEHHs JIEKAPCTBEHHOI'O IIpernapaTa Ha OCHOBAHHMHU
pe3yabTaTOB MOHUTOPUHTA 3()(PEKTUBHOCTU U OE30MACHOCTH JIEKApPCTBEHHOr'O IMIpenapara, MpoBOJAUMOIO
JepiKaTelieM WIM BIAACTbIIEM PEruCTPAlMOHHOTO YAOCTOBEPEHHUS JIEKApCTBEHHOTO Npernapara Jnbo
YIOJIHOMOYEHHBIM UMH IOPUIUYECKUM JIMIOM, a TaKkKe (eiepaTbHbIM OPraHOM HUCIIOIHUTENBHOM BIacTH
B COOTBETCTBHUH C TPeOOBaHUSAMH cTaThi 64 HacTosmero depepaabHOro 3aK0Ha;

3) yBemomuisieT B OJIGKTPOHHOM (opmMe WM TUChMEHHOW (opMme 3asiBUTENS W OKCIIEPTHOE
YUPESKICHUE O MPUHATOM pELICHUHM OO0 B CiIydae MPHUHATUS pELICHHs 00 OTKa3e B NPOBEICHHUH
AKCIEPTHU3bI YKA3bIBACT MPUUMUHBI TAKOTO OTKA3a.

6. B ciydae BbIABIICHHSI HEJOCTOBEPHOCTH M (WJIM) HEJOCTATOYHOCTH MH(OpPMAIIMHU, CoAepKaIIecs
B NPEACTaBICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJIHOMOYEHHBIN (heepanbHblii OpraH MCIOJHUTEIBHON
BIIACTH  HAMpPABISICT 3asBUTEN0 3ampoc 00 YTOYHEHMHM YKa3aHHOW WHQOpMaIuu. 3ampoc
YIOJHOMOYEHHOTO  (heiepaJbHOTO OpraHa HUCIHOJHHUTENbHOM BIacTH MOXKET ObITh  MepelnaH
YIOJIHOMOYEHHOMY MPEACTAaBUTENIIO 3asBUTENSL JTUYHO IOJ] PACHHUCKY, HAIpPABJICH MO MOYTE 3aKa3HbIM
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MMCBMOM WM TEPEAaH B 3JIEKTPOHHON (hopMe MO TEIeKOMMYHHKAIIMOHHBIM KaHajaMm CBsi3U. B ciydae
HaNpaBJICHUsl 3ampoca YIMOJIHOMOYEHHOTO (herepallbHOr0 OpraHa HCIOJHUTENBHONW BJIACTH IO IOYTE
3aKa3HbIM IMCBMOM OH CYMTAETCS IOJIYYEHHBIM I10 MCTEUYEHHWM IIECTH JHEH C JaThl HApPABIICHHUS
3aKa3HOTO NMHUChMA.

7. 3asBuTenp 00s3aH MPEACTaBUTH OTBET Ha 3ampoC YMOJHOMOYEHHOro (enepalbHOr0 OpraHa
WCTIOJHUTEJIHOM BIIACTU B CPOK, HE MPEBBIIIAIONINI IeBIHOCTA pabOYMX JHEH CO JHS €ro MOJy4YCHHS.
CpoK, yKa3aHHBIM B YacTH 5 HACTOSIIIEW CTAThbU, MPUOCTAHABIMBAETCS CO JHS HANpPABJICHUS 3aABUTEIIO
3amnpoca yYHnoJHOMOYCHHOI'O q)e,uepanbﬂoro opraHa HUCIOJIHUTEILHOM BJIACTH A0 JHS TOJY4YCHHA HM
COOTBETCTBYIOLIETO OTBETa M HE YUYUTHIBA€TCS TMPU HUCYHUCIEHUH CPOKa TOATBEPKACHUS
rocyapCTBEHHOM pEerucTpalyu JIEKapCTBEHHOTO Mpernapara.

8. OcHoBaHMEM /Ui OTKa3a B TPOBEACHHM SKCIEPTHU3Bl OTHOIICHHUS OXKHUAAEMOH MONB3BI K
BO3MOYKHOMY PUCKY HPHUMEHEHHMsI JIEKAPCTBEHHOTO IpernapaTa SBISETCS MPEICTaBICHHE JTOKYMEHTOB,
COZIepIKAINX PE3yNIbTaThl MOHUTOPHHTA 3((GEKTUBHOCTH M 0€30MIaCHOCTH JIGKAPCTBEHHOTO Ipenapara, 1
(M) B OTHOIIEHWH OMOJIOTMYECKUX JIEKAPCTBEHHBIX NPENapaToB pe3ydbTaTOB OCYILECTBIICHUS
MEpOIPUATHIA B COOTBETCTBHM C IUIAHOM YNPABJICHUS PUCKAMH, YTBEP)KICHHBIM YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HUCTIOJHUTENIBHONW BJIACTH NPHU OCYILECTBIECHUH T'OCYAApCTBEHHOHN perucTpanuu
JIEKapCTBEHHOTO IIpenapara, B HETOJIHOM O0beMe, OTCYTCTBHE MH(OpPMALUH, NOATBEpKAatomei (akrt
yIjiaTel  TOCYIApCTBEHHOM  MONUIMHBI 32  HOATBEPXKIEHHE  TOCYIapCTBEHHOW  pEerHuCTpaiuu
JIEKapCTBEHHOTO Mpenapara, Ju00 HEMpeICTaBICHHE 3asBUTEIEM B YCTAaHOBICHHBIH CPOK OTBETa Ha
yKa3aHHbII B YacTu 6 HACTOALIEH CTaThbM 3ampoc YIMOJHOMOYEHHOro (helepalibHOro OpraHa
UCTIOJIHUTEIBHON BIIACTH, @ TAKXKE OTCYTCTBHE B YKa3aHHBIX IOKYMEHTaX MH(OpManuu, KOTopas J0JDKHA
OBITh B HUX OTpaKeHa.

9. DOkcneptu3a OTHOIICHUS OXHAAEMOM TMOJb3bl K BO3MOXHOMY PHUCKY HNPUMEHEHUS
JIEKAPCTBEHHOI'O IIpernapaTra B LENIX MOATBEPKICHUS I'OCYJapCTBEHHON PErUCTPALMU JIEKAPCTBEHHOTO
mpernapaTa MpOBOJUTCS KOMUCCHUEH SKCIEPTOB SKCIEPTHOTO YUPEKACHUS B CPOK, HE IMPEBBIIAOLIUI
COpoKa pabouyux THEH.

10. B cinydae HEZOCTAaTOYHOCTH IPEACTABICHHBIX DKCIEPTY MATCPUANOB IS JA4d 3AKIFOYCHHUS
HKCHEepPT 00palaeTcsi K pyKOBOAUTEINIO 3KCIIEPTHOTO YUPEXKICHHS O MPEIOCTABICHUU €My HeOOXOIMMbIX
MaTepuanoB. PyKkoBOAMTENb SKCIEPTHOIO YUpEXkAECHUs OOpallaeTcss ¢ COOTBETCTBYIOIIMM 3alPOCOM B
YIIOJIHOMOYEHHBIN (eiepaabHbI OpraH UCIOJHUTEIFHONW BJIACTH, BBIIABIIMK 33JaHUE HA NPOBEJCHUE
OKCIEPTU3bl OTHOLICHMS OXXHAA€MOM IOJb3bl K BO3MOKHOMY DPHCKY INPUMEHEHHS JIEKapCTBEHHOTO
mpernapara Ha OCHOBAaHHMU JOKYMEHTA, COJCpPIKAILEro pe3yabTaTbl MOHHTOPUHTA S(PQPEKTHBHOCTH U
0€30I1aCHOCTH JIEKapCTBEHHOT0 MpenapaTa. B TeyeHue nstu pabouux JHEH co HS NOCTYIUIEHUS 3aIpoca
PYKOBOJUTENST HKCHEPTHOTO YUPEKACHUS YKa3zaHHBIA (enepanbHblii OpraH HCHOJIHUTEIbHOM BIIACTH
HampaBisieT 3asBUTENIO 3aIpOC O IMPEICTABICHUM HEOOXOJUMBIX MAaTepUaoB, KOTOPBIM MOXET ObITh
nepefad YIOJIHOMOYEHHOMY IIPEACTABUTENIO 3asiBUTENS JIMYHO I10J PACIKCKY, HAIpaBIEH IO I0YTE
3aKa3HbIM MMCbMOM MJIM NIE€pe/laH B 2JIEKTPOHHOM (popMe Mo TeIeKOMMYHUKAIMOHHBIM KaHalaM CBsi3u. B
cllyyae HamlpaBJICHUS 3alpoca YMOJHOMOYEHHOIro (eaepanbHOTO OpraHa MCIOJIHUTENBHOM BIIACTH IO
IIOYTE 3aKa3HBIM MMCbMOM OH CUMTAETCS MOJIyYEHHBIM 10 UCTEYEHHUHU IIECTU JHEU C JaThl HAIIPaBJICHUS
3aKa3HOr0 MMChMa.

11. 3asButenp 00s3aH MPEICTABUTh OTBET HA 3alpoC YIMOJHOMOUYEHHOTO (heepalbHOr0 opraHa
WCTIOJHUTEJIBHOM BJIACTH B CPOK, HE IMPEBBIIAIONINNA MIECTUACCATH pabouux JHEW CO JHSA MOJTYYECHUs
YKa3aHHOTO 3arpoca. YIOJTHOMOYEHHBIN (enepanbHblii OpraH HMCIOJHUTEILHON BIIACTH, BBIIABIINI
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3aJJaHie Ha TMPOBEACHUE OKCIEPTU3bl OTHOIICHUS OXUAAEMOW TIOJNB3bI K BO3MOXXHOMY DPHCKY
MPUMEHEHHS JIGKAPCTBEHHOTO TIperapara Ha OCHOBAHMM JIOKYMEHTA, COAEPIKAIErO Pe3yNbTaThI
MOHUTOpHHTA 3P(HEKTUBHOCTH M 0€30MMACHOCTH JICKAPCTBEHHOTO Nperapara, B TCUCHHE MATH padOunx
JTHEW CO JHS MOCTYIUICHHUS OT 3asBUTENS OTBETAa Ha 3allpoC YMOJIHOMOYEHHOTO (pelepanbHOTO OpraHa
WCTIOJTHUTEJIEHOM BJIACTH HAIIPABIISIET STOT OTBET B OKCIIEPTHOE yupexaeHue. B ciydae HenpeacTaBieHus
M0 UCTEUYEHUH IIECTUIECITH pabouux JHEH 3asBUTENIEM OTBETa HAa YKa3aHHBIN 3a1poc yIOJIHOMOYEHHBIN
denepanbHBI  OpraH WCIIOJHUTEIFHOW BIIACTH, BBIJABIIMN 3aJaHWE Ha TPOBEICHHE OSKCIIEPTU3HI
OTHOILIEHUS 0XXHMJAEMOU IOJIb3bl K BO3MOXXHOMY PHUCKY IPHUMEHEHHUS JICKaPCTBEHHOI'O IIpenapara Ha
OCHOBAaHWHU JOKYMEHTA, COJEPKAIIEero pe3yibTaThl MOHHTOPUHTA S(PQGEKTUBHOCTH H O€30MacHOCTH
JIEKapCTBEHHOT'O TIperapara, B T€YCHHE MATH pabodmMX JHEW HAmpaBiseT B IKCIEPTHOE YUPEKICHUE
YBEIOMJICHHE O HETPEICTABICHUH 3asBUTEJIEM OTBETa Ha 3alpoc yKa3aHHOTO opraHa. Bpems co aHs
HANpaBJICHUSl 3ampoca HKCHEPTHOIO YyUYPEXKJIEHUs B  YNOJIHOMOYEHHBIM (enepanbHblii  oprax
WCTIOJTHUTEIGHOM BJIACTH JO JHS TOJYYCHUs SKCIEPTHBIM YYPEXKICHHEM OTBETa Ha 3alpoc WU
YBCAOMIICHUA O HCHOPCACTABJICHUH OTBCTAa Ha 3alpOC HC YYHUTBIBACTCA IMPU HUCUHUCIICHHUU CpOKa
MPOBEJICHUSI OKCHEPTH3bl OTHOMIICHUS OXKUJAAeMOW TIOJIb3BI K BO3MOXKHOMY PHCKY TPUMEHEHUS
JIEKapCTBEHHOTO TIperapara Ha OCHOBAHMU JOKYMEHTA, COJEPKaIlero pe3ylbTaThl MOHHTOPHHTA
s pexTUBHOCTH U OE30MTACHOCTH JICKAPCTBEHHOTO TIpenapara.

12. B cpok, He NpeBbIIAIOIMINN AeCATH padOYHNX JHEH CO JAHS MONYyYCHHS 3aKIIOUEHHs] KOMUCCHU
JKCIIEPTOB IO pe3yJIbTaTaM DJKCIEPTHU3bl OTHOIICHHS OKHIAEMOW IOJIB3bI K BO3MOXKHOMY PHCKY
NPUMEHEHHs JIEKAPCTBEHHOT'0 MpenapaTta, COOTBETCTBYIOUIMN YIMOJTHOMOYEHHBIN (eaepanbHblii opran
WCIIOJIHUTENIBHOM BIIACTH:

1) OCYHICCTBJIAACT OLCHKY J3TOr0 3aKJIIFOUYCHUA IJId OMPCACIICHHA €ro COOTBCTCTBHUA 3aJdHUIO Ha
MIPOBE/ICHUE YKa3aHHOW IKCTICPTH3BL;

2) IpUHMMAET pELIEHHE O MOATBEPXKACHUHU TOCYNapCTBEHHOW pETUCTPALlUU JIEKApCTBEHHOTO
npenapara wid o0 OTKa3ze B HOATBEPXKAEHUM TOCYJapCTBEHHOW pPETrUCTpalM JIEKapCTBEHHOI'O
Ipenapara;

3) BHOCHUT TMpU TPUHATHH PEIIEHUS O TMOATBEPKACHUU TOCYJapCTBEHHON perucTpanuu
JIEKapCTBEHHOI'O IIpernapaTa CBEIECHUS B IOCYAAPCTBEHHBIM pPEECTp JIEKApCTBEHHBIX CPEACTB U BBIAAET
3asIBUTEII0 OECCPOUHOE PErrCTPAIlIOHHOE YAOCTOBEpEHHUE JIEKAPCTBEHHOTO Mpernapara.

13. OcHOoBaHMEM JUIsl OTKa3a B MOATBEPKICHUM I'OCYIapCTBEHHOW PETMCTPALMU JIEKAPCTBEHHOTO
npenapara fABISETCS 3aKJIIOYEHHE COOTBETCTBYIOIIEIO YIMOJHOMOUYEHHOIO (ellepajabHOro OpraHa
HCIIOJIHUTEJIBHOM BJIACTH O TOM, YTO PUCK IPUUMHEHHUS Bpea 3J0POBBI0 YEJIOBEKAa WJIM >XMBOTHOTO
BCJIEJICTBHE IIpUEMa JIEKapCTBEHHOIO IpenapaTa MpeBblaeT 3()p(HEKTUBHOCTb €ro MPUMEHEHHS.

(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

14. B mnepuox mnpoBeAeHUS MOPOUEAYPhl MOATBEPXKACHUS TOCYIApCTBEHHOW PpEruCTpaluu
JIEKapCTBEHHOTO TIperapaTa ero obpaimienue B Poccuiickoii deaepanuy He MPUOCTAHABIMBACTCS.

15. JlomyckaeTrcsi oOpallieHHe JEKapCTBEHHBIX MIpPEenapaTroB J0 HCTEUYCHHUsS] CpoKa TOJHOCTH,
IIPOM3BEACHHBIX B TEYEHHME CTAa BOCBMHUAECITH KaJECHIAPHBIX [JHEH TMoOciae JaThl MPUHATHS
YIIOJTHOMOYEHHBIM (heZiepalbHbIM OpPraHOM MCIIOJIHUTEIbHOM BJIACTH pPEIIEHUs O MOATBEPXKICHUU
rOCYJapCTBEHHON pErucTpalMy, B COOTBETCTBUHM C HH(pOpMAalMel, colepaleiics B JTOKyMEHTax
PETHCTPALIMOHHOTO TOChE Ha JIEKApPCTBEHHBIN Ipenapar A0 AAThl IPUHATUSA TAKOTO PEIICHHUS.
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(B pen. @enepanpuoro 3akoHa ot 02.08.2019 N 297-D3)

Cratba 30. BHeceHue wu3MeHeHMM B [OOKYMEHTbl, coaepxawmecss B
perncTpauMoHHOM [OCbe Ha 3aperuMcTpyMpoBaHHbIA JNEeKapCTBEeHHbIA npenapar Ans
MeAULMHCKOro NnpMMmeHeHus

1. B mensix BHeCEHMS M3MEHEHUU B JOKYMEHTBI, COAEPKAIIUECS B PETHMCTPALMOHHOM JOChE Ha
3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpenapar [jsi MEIULHUHCKOTO MPUMEHEHHUs, JAepXKaTelb WU
BJIQJIEJICL] PETUCTPALMOHHOIO YIOCTOBEPEHMS JIEKAapCTBEHHOI'O Mpernapara Wid YIOJHOMOYEHHOE WM
JIpYroe I0pUANYECKOe JUIIO (J1ajiee B HACTOSIICH CTaThe - 3aBUTEINb) MPEICTABIAET B YIOJIHOMOYEHHBIM
benepanbHBId OpraH HCIOJIHUTEIBHOW BJIACTU 3asBJIEHHME O BHECEHHWM TAaKUX W3MEHEHUH 1o Qopme,
YCTaHOBJICHHOW YIOJTHOMOYEHHBIM (he/lepabHBIM OpraHOM UCTIOJHUTEIBHON BIIACTH, W MPHUIIaraeéMbIe K
HEMYy M3MEHEHMsI B yKa3aHHbIE JIOKYMEHTBI, a TAaKK€ TOKYMEHTHI, MOATBEPKAAI0INe HEOOX0IUMOCTh

BHECEHHUS TaKUX U3MEHCHUH.
(B pen. @enepanbHbIX 3ak0HOB OT 22.12.2014 N 429-D3, ot 04.06.2018 N 140-D3)

1.1. IIpu HEOOXOMMOCTH BHECEHHS B JIOKYMEHTHI, COJEpKAIINecs B PETUCTPAMOHHOM J0Che Ha
3apETUCTPUPOBAHHBIA JICKAPCTBEHHBIM Mpenapar Ui MEAUIMHCKOIO IPUMEHEHUs, W3MEHEHM,
yYKa3aHHBIX B MYHKTE 3 4acTW 2 HACTOALICH CTaTbu M TPeOYIOIIMX MPOBEACHUS KCIEPTU3Bl KauecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asBUTENb JOMOJHUTEIBHO MPEACTABISET B YIOJIHOMOUYEHHBIN (enepaabHbIi
OpraH HCIIOJIHUTEIIBHOM BIACTH CBEACHUA O JaTe INPEJOCTaBICHUS W PETUCTPALlMOHHOM HOMeEpe
JULEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB WM CBEACHUS O JaTe MpPEJOCTABICHUS U
PErUCTPALlMOHHOM HOMEpPE 3aKJIIOUEHUs O COOTBETCTBUM IIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSM TIPaBUJ HaAJeXKallell MNpPOM3BOACTBEHHONW NPAKTHKH, BBIIAHHBIX (IIPEIOCTABJICHHBIX)
YIIOJIHOMOYEHHBIM (pesiepaIbHbBIM OPTaHOM HCTIONIHUTENFHON BIACTH B OTHOLICHUM M3MEHEHHOU U (WIIH)
JOTIOJTHEHHOM MPOM3BOJACTBEHHO! IJIOIIAIKH JIEKAPCTBEHHOTO Mpernapara, B cliydae, €ClId IPOU3BOICTBO
JICKapCTBEHHOTO TMpernapara ocyuiectsisiercs B Poccuiickoit ®enepaunu, au00 CBeleHUS O Jarte
MPEAOCTABICHUST W PErUCTPALIMOHHOM HOMEpPE BBIJIAHHOM YIOJIHOMOYEHHBIM OpPraHOM CTpaHBbI
MIPOU3BOJUTEIS JIMLICH3UU HA IIPOM3BOJICTBO JICKAPCTBEHHOIO IIperapaTa U ee epeBoj] Ha PYCCKUH S3bIK,
3aBEpPEHHBIE B YCTAHOBJIEHHOM IOPSJIKE, @ TAKKE CBEICHHS O JAaTe NPEIOCTABIECHNS U PETUCTPALlMOHHOM
HOMEpE 3aKJIIOUEHHUs] O COOTBETCTBMU INPOU3BOIMTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IPABHII
HaJJIexalled MPOU3BOJICTBEHHOW MPAKTUKU, BBIIAHHOTO YIIOJHOMOYEHHBIM (enepaqbHbIM OpraHoM
WCIIOTHUTEIbHOW BJIACTH B OTHOIICHUM WM3MEHEHHOW U (WJM) JIOMOJIHEHHOW MPOU3BOACTBEHHOMN
IJIOIIAJIKM JIEKAPCTBEHHOI'O Iperapara, Wid CBEACHUS O JaTe NPEIOCTaBICHUS W PETUCTPAlMOHHOM
HOMEpE pELICHUs YIMOJTHOMOUYEHHOTO (elepalbHOr0 OpraHa HCIOJHUTENBHOW BJIACTH O IMPOBEACHUU
WHCIIEKTUPOBAHUS  MPOU3BOJAMTENS JIEKAPCTBEHHBIX CPEACTB B  ClIy4yae, €ClIu MPOU3BOACTBO
JIEKApCTBEHHOTIO IIperapaTa OCyLIECTBIAETCs 3a penenamu Poceuiickon @enepanuu.

(gactp 1.1 BBegena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. DeaepadbHOrO 3aKOHA OT
27.12.2019 N 478-D3)

1.2. Ilpu HeoOXOIMMOCTH BHECEHHUSI B JOKYMEHTHI, COJIEpKalIiecs] B PETUCTPALIMOHHOM J10Che Ha
3apETUCTPUPOBAHHBIA JICKAPCTBEHHBIN MpenapaT i MEAUIMHCKOrO IPUMEHEHUs, W3MEHEHH,
YKa3aHHBIX B MyHKTE 4 4yacTH 2 HACTOSILEH CTaTbU W TPEOYIOUIMX MPOBEICHHS SKCIEPTU3bI KauecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asBUTENb JOMOJHUTEIBHO MPEACTABISET B YIIOJTHOMOUYCHHBIN (henepaabHbIi
OpraH HCIIOJIHUTEJIbHOM BJIACTU CBEACHUSA O JaTe MNPEJOCTaBICHUS W PETHCTPALlMOHHOM HOMeEpe
JUIEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB WJIM CBEACHUS O JaTe MPEJOCTABICHUS U
PErMCTPAlIMOHHOM HOMEpPE 3aKJIIOUEHUsS O COOTBETCTBMM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB
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TpeOOBaHUSM NPaBUJ HaAJEXKalleld MNPOU3BOIACTBEHHON NPAKTHKH, BBIJAHHBIX (IIPEIOCTABJICHHBIX)
YIOJTHOMOYEHHBIM (peiepabHBIM OPTaHOM HCIIOJTHUTEIBHOW BJIACTH B OTHOIICHHH MPOU3BOICTBEHHON
IJIOIIAJIKM JIEKAPCTBEHHOIO Ipernapara, B Cily4yae, €CJIM IPOU3BOJCTBO JIEKAPCTBEHHOI'O Ipenapara
ocymectBusiercsi B Poccuiickoit  ®@enmeparmu, 1IuOO0 CBENEHUS O Jare MPEAOCTABICHHUS W
PEruCTPallMOHHOM HOMEpE BBIJJAHHON YIOJHOMOYEHHBIM OPTraHOM CTpPaHbl IPOU3BOAUTEIS JIULIEH3UN Ha
MPOU3BOJICTBO JICKAPCTBEHHOI'O IIpernapaTta U €€ IMepeBOJ Ha PYCCKUU A3BIK, 3aBEPEHHbIC B
YCTAaHOBJIIEHHOM TIOpAJIKE, a TaK)K€ CBENCHMS O JaTe MNPEJOCTaBICHUS M PETUCTPALMOHHOM HOMeEpe
3aKJIFOYCHHST O COOTBETCTBHHM TPOWM3BOJAUTENSI JIEKAPCTBEHHBIX CPEJACTB TPEOOBAHUSM TPABUI
HaJJIeXxalled MPOU3BOJICTBEHHOW MPAKTUKU, BBIIAHHOTO YIIOJHOMOYEHHBIM (enepaqbHbIM OpPraHoM
WCIIOTHUTEJIbHOW BJIACTU B OTHOIIEHUH MPOU3BOJICTBEHHON IUIOIIAJKU JEKAPCTBEHHOIO Mpenapara, Win
CBEICHUS O JaTe TMpPEJOCTABICHHUS W PErMCTPALlMOHHOM HOMEPE PELICHHUS YIOJIHOMOYEHHOIO
denepanbHOrO0 OpraHa WCIHOTHUTEILHON BIACTH O MPOBEICHUU HHCIEKTUPOBAHHS MPOU3BOIUTEINS
JIEKAPCTBEHHOT'O CPEJICTBA B CIIy4ae, €CJIA MPOU3BOJICTBO JEKAPCTBEHHOIO MperapaTa OCyIECTBISETCA 3a
npeaenamu Poccniickoit denepanuu.

(gactp 1.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. DeaepanbHOrO 3aKOHA OT
27.12.2019 N 478-D3)

1.3. IlpunsATHe pemieHUss O BHECEHWW HM3MEHEHHWW WIM 00 OTKa3e BO BHECEHWH HM3MEHEHUU B
JOKYMEHTBI, COACpXKAILIUECS B PETHCTPALMOHHOM JIOChE€ HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npernapart A MEAUIIMHCKOTO MPUMEHEHHMSI, B cllydyae He0OXOJUMOCTH MTPOBEICHUS IKCIIEPTU3BI KauecTBa
JIEKAPCTBEHHBIX CPEICTB M (WUJIM) IKCIEPTU3bl OTHOILIEHUS OXUAAEMOM MOJb3bl K BO3MOXKHOMY PHUCKY
MPUMEHEHHUS JIEKAPCTBEHHOTO Mpernapara JUisi MEAUIIMHCKOTO MPUMEHEHHS OCYIIECTBISIETCS B CPOK, HE
MIPEBBIIAIOMINN JEBSIHOCTa paboUMX JHEH, a B OCTAIBHBIX CIy4asX B CPOK, HE MPEBBIMIAOIINN TPUILATH
pabounx AHEH co JHA MPHUHATHS YHOJHOMOYEHHBIM (elepalbHbIM OPraHOM HCIOJHUTENIBHOMN BIIACTH
3asBJICHUSI O BHECCHUU TAKUX U3MEHEHUM.

(dactp 1.3 BBeaeHa ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.4. YnonHoMo4eHHBIH (enepanbHbIi OpraH HCHOJHHUTEIBHON BIACTH C YYETOM PpE3yJIbTaTOB
(bapMakoHaa30pa U MPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX CPEACTB, HAXOISIIMXCSA B IPAXKAAHCKOM
000poTe, YCTAaHOBJICHHBIM TPEOOBaHMAM K HX KAadyeCTBY B TEUEHHE JAECATH pabouyux IHEH co THs
MOCTYIUIEHUSI COOTBETCTBYIOIIEH HMH(OpMaluu pa3MellaeT Ha CBOEM O(HMIMAIbHOM CalWTe B CETH
"NuTepHeT" cBeieHUs O HEOOXOAMMOCTH BHECEHHMS B WHCTPYKLHMIO MO MEAMIIMHCKOMY MPUMEHEHHIO
JIEKapCTBEHHOI'O TpernapaTa W3MEHEHWH B OTHOLIEHUM CBEACHUN O MOKa3aHMAX IS NMPUMEHEHUS U
MPOTHBOINOKA3aHUAX JUISI IPUMEHEHHS JIEKAPCTBEHHOTO Iperapara, BbISIBICHHBIX MOOOYHBIX JEHCTBUSX,
HEXKEJIATeNbHbIX PEaKUUAX MpH NPUMEHEHHM JIEKapCTBEHHOI'O IpemnapaTa U yBEJOMISIET 00 3TOM B
ANEKTPOHHOU (opMme Wi muChbMeHHOH (opme (Ha OyMa)kHOM HOCHTENE) AepiKaTelss WU BIaJelbla
PETUCTPAIIMOHHOIO yJOCTOBEPEHMsI JIEKApCTBEHHOI'O Ipenaparta (WIM YIOJIHOMOYEHHOE UM JApYyroe
IOpUANYECKOE JIMI0), a TaKXKe JAepiaTeled WM BIIAJENIbLEB PETUCTPALMOHHBIX YIOCTOBEPEHUI
JIEKapCTBEHHBIX MPENapaTroB (MM YHNOJHOMOYEHHBIX MMHU JpPYTUX HOPUAMYECKUX JIMI), KOTOpbIE
SBJIAIOTCS B3aUMO3aMEHSIEMBIMHU.

(dactp 1.4 BBengena denepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)

1.5. Jlep>katenb WM BIajAesel] PETUCTPALMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOIO Ipernapara, a
TaK)Ke JIepIKaTeNM WIN BIaJeNblbl PETUCTPALIMOHHBIX YAOCTOBEPEHUH JIEKaPCTBEHHBIX MPEnapaToB (MU
YIIOJTHOMOYEHHBIE MU APYTHe IOPUAMYECKHUE JIUIA), KOTOPbIE SIBJISIOTCS B3aUMO3aMEHAEMBIMHU, 00s3aHbI
MIPEJICTaBUTh B YIIOJHOMOYEHHbIN (peiepanbHbIil OpraH UCIOJHUTEIBHOM BIACTH 3asIBICHUS O BHECEHUU
U3MEHEHUH B JIOKYMEHTBI, COJAEpXallMecs B PETUCTPALMOHHBIX [OChE Ha 3apETUCTPUPOBAHHBIE

www.consultant.ru CrpaHuua 69 un3 146
HafeXXHaa npaBoBas noafepixka



®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

JIEKapCTBEHHBIE IpEnapaThl I MEIUIUHCKOTO IPUMEHEHHs, B OTHOLUICHHM CBEICHHMH, YKAa3aHHBIX B
MHCTPYKIIUU 10 MEIUIIMHCKOMY NPUMEHEHHIO JICKApCTBEHHBIX MPENapaToB, B TEUYCHUE COpPOKa paboUynx
IHEH CO JHSA pa3MEIleHUs YIOJIHOMOYEHHBIM (elepaabHbIM OpPraHOM HCIOJHUTENbHOM BIAcTH
uHpopManuy, ykazaHHOH B yacTu 1.4 Hacrosiuel ctatbu. /laHHOEe TpeOoBaHME HE PACHPOCTpPaHIETCS Ha
Cllydal BHECEHHUS B HUHCTPYKUHUIO II0 MEIUIMHCKOMY IPUMEHEHHIO JIEKapCTBECHHOIO IIpernapara
U3MEHEHUH B OTHOLLIECHUH HOBBIX MOKa3aHUU JUIS IPUMEHEHUS JIEKApCTBEHHOIO IIperapaTa Ha OCHOBAaHUU
PE3YJIBTaTOB COOTBETCTBYIOLIUX UCCIIEIOBAHUM.

(uactb 1.5 BBeneHa @enepasibHbIM 3aKk0HOM OT 27.12.2019 N 475-03)

2. DKcnepTr3a JISKApCTBEHHBIX CPEICTB B YACTH DKCIIEPTU3bI KAUECTBA JICKAPCTBEHHOT'O CPEACTBA U
(unn) SKCIEepPTU3bl OTHOIIEHUS OXKHMIAEMOM MOJIb3bI K BOBMOXXHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO
mpenapara s MEAULIUHCKOTO IPUMEHEHHUS IIPOBOAMUTCS B ClIydae BHECCHMS M3MEHCHMM B IOKYMEHTHI,
coJiepKalliecss B PETUCTPAllMOHHOM J0Ch€ Ha 3aperMCTPUPOBAaHHBIN JIEKAPCTBEHHBIM Ipenapar, B
OTHOIICHHUU:

1) cBeneHuil, yka3aHHBIX B MHCTPYKUMHM [0 MEAUIMHCKOMY NPHMEHEHHUIO JIEKAPCTBEHHOTO
npenapara:

a) JIeKkapcTBeHHas (hopMa ¢ yKazaHHEM HaHMMEHOBAHUN M KOJMYECTBEHHOTO COCTaBa JACHUCTBYIOIIUX
BEIIECTB U KaYECTBEHHOI'O COCTaBa BCIIOMOTATENIbHBIX BEUIECTB (IIPU HEOOXOIUMOCTH KOJIMYECTBEHHOIO
COCTaBa BCIIOMOTaTEJIbHbIX BELIECTB);

0) dapmakoguHamMuka uU  (papMakOKMHETHKA (32  HMCKJIIOYEHHEeM  (papMaKOKWHETUKH
TrOMEONAaTUYECKUX JIEKAPCTBEHHBIX MPENApaTOB U PACTUTENBHBIX JIEKaPCTBEHHBIX MIPENApPaTOB);

B) MOKa3aHUs AJI IPUMEHEHUS;
T') IPOTUBOMOKA3aHUS JJIs1 IPUMEHCHUS;
1) MEpBI IPEIOCTOPOKHOCTU IIPU IPUMEHEHUH

€) YKa3aHHe BO3MOXXHOCTH M OCOOEHHOCTeH NpPUMEHEHHUs JIEKapCTBEHHOTO IIpernapara JyIs
MEIUIUHCKOTO MNPUMEHEHHUs] OEpeMEHHbIMM JKCHIIMHAMH, JKCHIIMHAMH B MEpUOJ] TPYAHOIO
BCKapMJIUBAHHUSL, J€TbMH, B3POCIBIMU, HIMEIOLIIMH XPOHUYECKHE 3a00JICBaHNUS;

) pPeXUM J03UPOBAHMS, CIIOCOOBI BBEACHHS M MPUMEHEHUs, IPU HEOOXOAUMOCTH BpeMs Mpuema
JIEKApCTBEHHOTO Tpernapara, MpoJA0KUTENIbHOCTh JEUYEeHUs, B TOM YUCIE y JETel 10 U MOCJIEe OJHOTO
roja;

3) BO3MOJKHBIE IOOOYHBIE IEHCTBUS M HEXKEJAaTeIbHbIE PEaKIMU NPH MIPUMEHEHUH JICKApCTBEHHOTO
npenapara;

1) CUMIITOMBI IEPEIO3UPOBKH, MEPBI IO OKA3aHUIO IIOMOILY IIPU NIEPETO3UPOBKE;
K) B3aUMOJICMCTBHE C APYTUMU JIEKAPCTBEHHBIMHU MpenapaTaMu U (WIH) MUIIEBBIMU IPOAYKTAMU;
1) popmBl BEIITyCKa JEKapCTBEHHOTO TIperapara;

M) ykazaHue (Mpu HEOOXOJUMOCTH) OCOOCHHOCTEW JCHCTBHUS JICKAPCTBEHHOTO IMperapaTta IMpu
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MIEPBOM IIPHEME WJIU MPU €T0 OTMEHE;

H) CBEJCHUSI O BO3MOXXHOM BIIMSIHUM JIEKAPCTBEHHOTO MperapaTa JJisi MEIULIUHCKOTO MTPUMEHEHUS
Ha CIIOCOOHOCTH YIPABIISATh TPAHCIIOPTHBIMU CPEACTBAMU, MEXaHU3MaMH;

O) CPOK I'OAHOCTU W YKA3aHUC Ha 3allpCT NPUMCHCHUA JICKAPCTBCHHOTO IIpCIiapaTa Mo UCTCUCHUU
CpOKa roaHOCTH,

1) YCJIOBUSI XpaHEHUS;

P) YCIIOBUS OTIYCKa;

2) cocTaBa JIEKapCTBEHHOTO Mpernapara sl MEJUIIMHCKOTO IPUMEHEHUS;

3) u3MeHeHus MecTa IPOU3BOCTBA JIEKAPCTBEHHOTO Ipenapara JUisi MEAULIMHCKOTO TPUMEHEHMS,;

4) n3MeHeHus MokKas3aTesell KauecTBa JIEKApCTBEHHOTO IpenapaTa AJii MEAULUHCKOIO PUMEHEHUS
1 (UJIM) METO0B KOHTPOJISI KaueCTBa JIEKApCTBEHHOTO Mpernapara Uit MEAUIIMHCKOTO IPUMEHEHHUS;

5) U3MeHeHus CpoKa rOJHOCTH JIEKAPCTBEHHOTO Mpenapara s MEAULIUHCKOIO IPUMEHEHNUS;

6) cBeleHUl 0 HEOOXOJMMOCTH BHECEHHS MHBIX M3MEHEHHH B WHCTPYKIHUIO MO MEIUIIMHCKOMY
MPUMEHCHHUIO JICKAPCTBEHHOTO TIperapara, a TakkKe B UWHBIE JOKYMEHTBI, COJEpKalluecs B
PETUCTPAIIMOHHOM [IOChE Ha 3aperMCTPUPOBAHHBIN JICKAPCTBEHHBIM Tpenapar. [Ipu 3TOM permieHue o
MNPOBCACHUUN DOKCICPTU3bI Ka4uCCTBA JICKAPCTBCHHLIX CPCACTB U (I/IJ'II/I) 9KCIICPTU3bl OTHOIICHUA
OYKU/Ia€MOH TIOJIB3BI K BO3MOXHOMY PHCKY TIPUMEHEHHS JISKAPCTBEHHOTO Mperapara Uik MEIUIIHHCKOTO
MNPUMCHCHUS MPUHHUMACTCA B COOTBECTCTBUMU C YTBep)KﬂeHHOﬁ YIIOJTHOMOYCHHBIM (bellepaHBHBIM OpraHoM
WCTIOJTHUTEJIEHOW BIIACTH KJIacCH(UKAIMell W3MEHEHHH, BHOCHMBIX B JOKYMEHTHI, COJIIEpIKaIluecs B
PETUCTPAIIMOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar.

(dactp 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. 3asBuTENb BIpaBE NPEICTABUTH MO COOCTBEHHON WHUIIMATUBE BMECTE C 3asBJICHUEM O BHECEHHH
U3MEHEHHH B JIOKYMEHTBI, COAEPXKAIIUECH B PErHCTPAlMOHHOM [JOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN IIpernapaT Al MEIUIMHCKOTO IPUMEHEHHS, KOIUU JOKYMEHTOB, MOJTBEPKIAOLINX
yIUIaTy TOCYJapCTBEHHOM IOLUIMHBI 32 BHECEHUE B JOKYMEHTHI, COACPIKAIIMECA B PErMCTPAlMOHHOM
JI0ChE€ Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar A1 MEJUIMHCKOTO IPUMEHEHUs, N3MEHEHUH,
TpeOyIOIMX MPOBEJCHUS OSKCIEPTU3bl JIEKAPCTBEHHBIX CPEIACTB B YaCTH OJKCIEPTH3bl KauyecTBa
JIEKapCTBEHHOI'O CPEACTBA U (MJIM) DKCIIEPTU3bl OTHOLIEHUS 0KUIAEMOM IMOJIb3bI K BO3MOKHOMY PHUCKY
IIPUMEHEHH JICKapCTBEHHOTO Npenapara Uil MEIULIUHCKOTO IPUMEHEHHS], TOCY1apCTBEHHON TTOLIUIMHBI
32 BHECEHUE B JOKYMEHTBI, COJEpJKallMecsd B PErMCTPALMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar Ui MEAMLMHCKOTO NMPUMEHEHUs, U3MEHEHHUH, He TpeOyroIuX NpOBENCHHUS
9KCIIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA, a TAK)KE BbIJABAEMbIE (IIPEIOCTABIISIEMBIE) YIIOJIHOMOUYEHHBIMU
(benepanbHBIMU OpraHaMy UCIIOJHUTENILHOW BJIACTH JIOKYMEHTHI (CBEACHHUS), yKa3aHHbIE B yacTax 1.1 u
1.2 Hactosmed crtatbu. B cimyyae WX HENpeICTaBICHHUS YIOJIHOMOYEHHBIH (eaepanbHblii OpraH
UCTIOJHUTEIBHOM  BJIACTM  3alpallliBaeT  yKa3aHHble  JIOKyMEHThl  (CBEIEHHMs) B  IOpsJKe
MEKBEJJOMCTBEHHOT'O HH(POPMAITMOHHOTO B3aUMO/ICHCTBHS.

(dactp 3 B pen. DeaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)
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4. B TeueHue necatu pabovux JHEH CO JTHS MOCTYIUICHUS YKa3aHHOTO B 4acTH | HACTOSAIIEH CTaTbu
3afBIICHUS U HEOOXOAMMBIX JIOKYMEHTOB YIIOJHOMOYEHHBIH (heaepanbHblii OpraH HUCIOJHUTEIbHON
BJIACTH:

1) mpoBOAUT MPOBEPKY IMOJHOTHI U JOCTOBEPHOCTU CBEJIEHUM, COAEPKAIIUXCS B MIPEICTaBICHHBIX
3asBUTEJIEM MaTepHaIax;

2) IpUHMMAET PELIEHUE O IPOBEICHUH YKa3aHHBIX B 4aCTU 2 HACTOSIIEH CTaThU COOTBETCTBYIOLIUX
HKCIEPTHU3 JIEKAPCTBEHHOTO CPECTBA WIN 00 OTKa3€e B MX MPOBEICHUM;

3) yBenoMisieT B 3JIEKTPOHHOW WMJIM MUCbMEHHOH (hopMe 3asBUTENS O MPUHSATOM PEIICHUH WU B
cllydyae TPUHATHS pEIIeHHs 00 OTKa3e B IMPOBEACHWU COOTBETCTBYIONICH SKCIEPTHU3BI C YKa3aHHUEM
MPUYMH TAKOTO OTKa3a.

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

4.1. B cinydae BBIABICHUS HEIOCTOBEPHOCTU CBEACHMM, COAEPXKALMXCA B IPEACTABICHHBIX
3asBUTEJIEM MaTepHajax, yIOJHOMOUYEHHBbIN (efepabHblii OpraH UCIOJHUTEIBHONW BJIACTHU HANpaBIIsIeT
3asBUTENIO 3ampoc OO0 YTOUYHEHMM YKa3aHHBIX cBeAeHuil. JlaHHBIA 3ampoc MoOKeT ObITh NepenaH
YIOJHOMOYEHHOMY IPEACTABUTEIIO 3asBUTEI JMYHO 0] PACIUCKY, HANPaBJIECH IO IOYTE 3aKa3HBIM
MUCHbMOM WM TIEpeJaH B 3JEKTPOHHOHN (opMe Mo TeIeKOMMYHHUKAIIMOHHBIM KaHajaM CBs3U. B ciyuae
HAIPABJICHUS TaHHOTO 3aIIpoca IO MOYTEe 3aKa3HBIM ITMCbMOM OH CUHUTAETCS MOJyYEHHBIM 10 UCTCYCHUH
LIECTH JHEH ¢ JaThl HAPABJICHMs 3aKa3HOIO IUChMA.

(dactb 4.1 BBegeHa denepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asgBuTenb 00s3aH NMPEACTAaBUTh OTBET HA 3alpOC YHOJIHOMOYEHHOTO (elepalbHOro opraHa
UCTIOJHUTEJIBHOM BIIACTU B CPOK, HE IPEBBIMIAIOUIMNA JEBSIHOCTa pabouux THEH €O JHS MOTy4eHUs
naHHoro 3ampoca. Cpok, yKa3aHHbII B 4yacTM 4 HacTOSALIEM CTaTbu, NPUOCTAHABIUBAETCS CO JHS
HaMpaBJICHUs 3aBUTEIIO 3apoca YIOJIHOMOYEHHOTO (peepanbHOro OpraHa UCIOJIHUTEIbHON BIACTH 10
THS TIOJIy4YeHHMsT UM OTBETa Ha JAaHHBIM 3alpoc M HE YYUTHIBACTCS NMPHU HUCUYHUCICHUU CPOKa NMPUHATHUS
pelieHrs O BHECEHMHM W3MEHEHUIl B JOKYMEHTBI, COAEp)KalllMecs B PETUCTPALMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar A1 MEJUIIMHCKOTO IPUMEHEHHS.

(dactp 4.2 BBeaeHa DenepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMEM JUIsl OTKa3a B MPOBEACHUU yKa3aHHBIX B 4YacTU 2 HACTOSIIEH CTAaTbU 3KCIEPTHU3
SIBJIIETCS MPEJCTABIICHUE IOKYMEHTOB, IEPEUNCICHHBIX B YacTAX 1 U 3 HACTOsIIEH CTaTbU, B HETIOJIHOM
o0beMe, HEeIpeJCTaBlICHUE 3asBUTEJIEM B YCTAHOBIICHHBIH CPOK OTBETa Ha yKa3aHHbIM B uactu 4.1
HACTOAIIEH CTaThU 3alpoC YIOJIHOMOUYEHHOTO (e/lepaibHOTO OpraHa UCIOJHUTENLHOM BIIaCTH, a TaKkKe
OTCYTCTBHC B MPEaACTAaBJICHHBIX AOKYMCHTax JOCTAaTOYHBIX CBeﬂeHHﬁ, MOATBCPKAAIOIIUX
HEe0OXOIMMOCTh BHECEHUS M3MEHEHUMU, WIH OTCYTCTBUE MH(pOpPMAINH, MOATBEpKAatoIend (HaKT yriaTbl
rocyaapCTBCHHBIX IMOUIJIMH, YKA3aHHBIX B 4aCTHU 3 HEICTOHHIGP'I CTaThu.

(B pen. @enepanbHbix 3ak0oHOB OT 25.11.2013 N 317-03, ot 22.12.2014 N 429-D3)

6. Yka3aHHbIE B 4acTU 2 HACTOSIIEH CTAThbU 3KCIEPTU3BI IPOBOASITCS B MOPSAKE, YCTAHOBIEHHOM
cratbeil 23 Hacrosiero deaepaibHOro 3aKoHa.

7. B cpok, HE MPEBBIAIOMINAN JECATH pabouYuX AHEH CO JHA MOIYYEHHUS 3aKIIOYCHUH KOMHUCCHM
JKCIIEPTOB IO PE3yJIbTaTaM YKa3aHHBIX B YacTH 2 HACTOSLIEH CTaTbU JKCIEPTHU3, YIOJIHOMOYEHHBIN
(denepanbHBIA OPraH UCIIOIHUTEIBHON BIACTH:
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(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1) npuHUMaeT perieHrue 0 BHECEHUU U3MEHEHHUI B JOKYMEHTBI, COJIEPKAIINECS B PETUCTPALIUOHHOM
JI0Cb€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN IMpenapar A MEAULUHCKOrO MpPUMEHEHUs, Wiu 00
OTKa3€ BO BHECEHUM TaKUX U3MEHECHHUIA;

2) BHOCUT B TOCYJAapCTBEHHBIH peecTp JEKAPCTBEHHBIX CPEICTB Ha OCHOBAHMM DELICHHUS O
BHECEHMM  HM3MEHEHMM B  JOKYMEHTBI, COJAEpXalluecs B  PETUCTPALMOHHOM  JIOCh€  Ha
3aperucTpUPOBAaHHBIN JIEKApPCTBEHHBIM Mpenapar Ajas MEIUWIUHCKOTO TNpPUMEHEHUs, HeoOXOAUMBbIe
M3MEHEHUS U BO3BPAILIAET UX 3aBUTEIIIO;

3) BBIIAeT 3asBUTENI0O HOBOE PETHCTPALMOHHOE YAOCTOBEPEHHE JICKAPCTBEHHOTO Iperapara B
Clly4ae U3MEHEHUs CBEJICHUH, COACPKAIIUXCS B HEM.
(. 3 BBennen denepabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. OcHoBaHMEM [UIsl OTKa3a BO BHECEHMM HW3MEHEHHUH B JOKYMEHTBI, COJEpKalluecs B
PErMCTPAllMOHHOM [JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM mpenapar sl MEIULIHUHCKOro
MPUMEHEHHUS, SIBJISETCS 3aKJIIOYCHHUE YIOJIHOMOYEHHOTO (peepanbHOTr0 Oprana UCIOJHUTEIbHON BIacTu
O BO3MOXHOCTH CHIDKEHHS O€30MacHOCTH, KadecTBa, 3(PGEKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBA B
Clly4ae BHECEHUS TaKUX U3MEHEHUH.

9. Homyckaercsi oOpaiieHre JIEKapCTBEHHBIX MpenapaToB IS METUIIMHCKOTO MPUMEHEHHS JI0
HUCTCUCHUA CpOKa IrOAHOCTH, MPOU3BCACHHBIX B TCUCHUC CTa BOCBMUJACCATHU IIHGﬁ MOCJIC JAaThl NPUHATUA
VIIOJTHOMOYCHHBIM (peIepaTbHBIM OPTaHOM HCIIOIHUTEIFHON BIIACTH PEIICHHS O BHECCHUM U3MEHCHUN B
JOKYMEHTBI, COAEpXalluecs B PETUCTPAIIMOHHOM JOChE, B COOTBETCTBHH C WH(pOpMAaIueH,
coJep)Kamieiicss B JOKYMEHTaX pPETUCTPAIlMOHHOTO JIOChe Ha JIEKAPCTBEHHBIM TIpernapar 10 JaThl
MPUHATUSA TAKOTO PELICHUS.

(dactpb 9 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. TIlpaButenbctBo Poccuiickoii ®enepauuy BIpaBe YCTAHOBUTH OCOOEHHOCTH BHECEHUS
U3MEHEHHH B JIOKYMCHTBI, COAEPXKAIIUECH B PErHCTPAlMOHHOM [JOChE Ha 3aperMCTPUPOBAHHBIN
JICKapCTBEHHBIN TpemapaTr Ui MEIUIMHCKOTO TNPUMEHEHHUs, B ciy4dae JeQeKTypbl HIM pHUCKa
BO3HUKHOBEHUS JAe(EKTypbl JIEKAPCTBEHHBIX IPENapaToB B CBA3M C BBEACHUEM B OTHOLICHUU
Poccutickoit denepanuu orpaHUYUTENBHBIX MEP SdKOHOMUYECKOIO XapaKkrepa.

(gactp 10 BBenena dexnepanbubiM 3akoHOM OT 08.03.2022 N 46-D3)

Cratba 31. BHeceHue Wu3MeHEeHMM B [OOKYMEHTbl, coaepxawmecss B
permcTpauMoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbIA JNEeKapCTBEeHHbIN npenapar Ans
BeTepPMHAPHOIro NpMMeHeHusA

1. B mensix BHeCEHMS M3MEHEHUN B JOKYMEHTBI, COAEpPKAIIUECS B PETHMCTPALMOHHOM JOChE Ha
3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpenapar sl BETEPUHAPHOTO NPUMEHEHUs, JEp)KaTeilb WU
BJIQJIEJICL] PETUCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOI'O Mpernapara Wid YIOJHOMOYEHHOE WM
JIpYroe I0pUANYECKOe JUIIO (J1ajiee B HACTOSIICH CTaThe - 3aABUTEINb) MPEICTABIAET B YIOJIHOMOYEHHBIH
(benepanbHBId OpraH HCIOJIHUTEIBHOW BJIACTH 3asBJIEHME O BHECEHHWM TAaKUX W3MEHEHUH 1o Qopme,
YCTaHOBJICHHOW YITOJIHOMOYEHHBIM (hefiepaabHbIM OPTaHOM HCTIOTHUTEIBLHOUN BIACTH, U TpUIaraeMblie K
HEMy M3MEHEHMsI B yKa3aHHbIE JIOKYMEHTBI, a TAaKK€ IOKYMEHTHI, MOATBEPKAAI0IIe HEOOX0IUMOCTh
BHECEHUS TakuX u3MeHeHu. [Ipy HeoOX0IMMOCTH BHECEHUSI U3MEHEHUH B JOKYMEHTBI, COJIEpIKaIIHecs B

www.consultant.ru Crpanuua 73 un3 146
HafeXXHaa npaBoBas noafepixka



®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

PETUCTPAIIMOHHOM JI0OChe Ha 3aperHCTPUPOBAHHBIN JICKAPCTBEHHBIM NpenapaTr Uil BETCPUHAPHOTO
MPUMEHEHHUs, B Cly4asX HW3MEHEHuss ¢ (WIM) JOMOJHEHUs MPOU3BOACTBEHHOM  IUIOIIAKU
JICKApCTBEHHOTO CPEJICTBA, a TAaK)KE M3MEHEHHs MOKa3aTesieid KauecTBa JICKApCTBEHHOTO Tpenapara JUist
BETEPUHAPHOTO MPUMEHEHUS M (WJIM) METOJOB KOHTPOJIA KadecTBa JICKAPCTBEHHOI'O Mperapara ist
BETCPUHAPHOTO TPHUMEHEHHS 3asBHUTENb JOTMOJHHUTEIBHO TMPEICTABISET B  YIIOJIHOMOYEHHBIN
(denepanbHBIA OPraH UCIIOTHUTEIBHON BIACTH CIEAYIOMNE JOKYMEHTHI (CBEACHHUS ):

(B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

1) CBCACHUA O OAaTC MPCAOCTABJICHUA W PCTUCTPAMOHHOM HOMCPC JIMICH3WW Ha MPOU3BOACTBO
JICKApPCTBEHHBIX CPEJICTB, IMPEIOCTABICHHOW TMPOM3BOJUTEIIO JICKAPCTBEHHOTO Iperapara  Jyis
BETEPUHAPHOTO MPUMEHEHUS], U1 POCCUMCKUX MTPOU3BOJAUTENEH;

(B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

2) cBejeHUsl O JaTe MPEAOCTABICHHUS M PETUCTPALMOHHOM HOMEpE JUIEH3UH Ha MPOU3BOACTBO
JICKapCTBEHHBIX CPEJICTB, NPEAOCTABICHHON INPOM3BOIUTENIO (hapMaleBTHUECKONH CyOCTaHINH,
BXOJISIIEH B COCTaB JIGKAPCTBEHHOTO Mpernapara Uil BETEPUHAPHOTO MPUMEHEHMsS, AT POCCHICKUX
MPOU3BOAUTENIEH;

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

3) Konusl TOKyMEHTA, BBIIAHHOTO YIOJIHOMOYEHHBIM OPraHOM CTPaHbl POU3BOJUTENS IS KX I0H
IIPOM3BOJICTBEHHON IUIOIIAJKU JIEKApCTBEHHOI'O Ipenapara i BETEPUHAPHOIO NPUMEHEHUs U
MOJTBEPKIAIOLIET0 COOTBETCTBUE IPOU3BOAUTEINS JIEKAPCTBEHHOTO IpenapaTa TpeOOBaHMUSAM IPABMI
HaJUIeKAIed ITPOU3BOACTBEHHON IIPAKTUKHM, M €ro IIepeBOJ, Ha PYCCKHUM S3bIK, 3aBEPCHHBIC B
YCTaHOBJICHHOM IOPSIJKE, a TAK)KE KOMMs 3aKIYECHHS O COOTBETCTBUU IIPOU3BOJUTENS JIEKAPCTBEHHBIX
cpeAcTB  TpeOOBaHMSAM  TpaBWJ  HAAJEKaAIIed  MPOU3BOJACTBEHHONM  NPAaKTUKH,  BBIJIAHHOTO
YIIOJTHOMOYEHHBIM (pe/iepajbHbIM OPraHOM HCIIOJIHUTENILHONW BJIACTH ISl Ka)10M MpPOM3BOJACTBEHHOM
IUIOIIAJIKK JICKApPCTBEHHOTO Iperapara JUlsi BETEPUHAPHOTO MPHUMEHEHHs, JIMOO KOMHUS PpEIHICHUs O
IIPOBEJICHUN MHCIIEKTUPOBAHMS ITPOU3BOAUTEINS JIE€KAPCTBEHHBIX CPEICTB, IPUHATOTO YIIOJIHOMOYEHHBIM
benepambHBIM  OPraHOM HUCIOJHUTENBHOM BJIACTH IS KaKIOH MPOU3BOACTBEHHOM IUIOIIAIKU
JIEKapCTBEHHOI'O Tperapara A BETCPUHAPHOIO MPUMEHEHHA. Y Ka3aHHBIC JOKYMEHTBI IIPEICTaBISIOTCS
B Clyyae, €CIu IPOU3BOACTBO JICKAPCTBEHHOI'O IIpernapara il BETEPUHAPHOIO IPUMEHEHHUS
OCyIeCTBIsIETCS 3a npeaenamu Poccuiickoit @enepanuu;

4) xomus [IOKyMEHTa, BBIJAHHOIO YIOJHOMOYEHHBIM OpPIaHOM CTpaHbl MPOU3BOAUTENSA
(bapmalneBTUYECKOM cyOcTaHIMH u MOJITBEPIKIAIOLIETO COOTBETCTBHUE MIPOU3BOIUTENS
(bapManeBTHUECKON CYOCTaHIIMH, BXOJAAIICH B COCTaB JIGKAPCTBEHHOT'O Mpemnapara Ui BETEPHHAPHOTO
MpUMEHEHHs, TPEOOBaHUSAM MpaBWUI HaJAJeXKalleld MPOU3BOJICTBEHHOM MPAaKTUKH, M €ro MepeBoj] Ha
PYCCKHMI  53bIK, 3aBEpPEHHbIE B YCTAHOBJIEHHOM IIOpAJKE, B Cly4ae, €ClIud IPOU3BOJICTBO
(hapMmareBTHUeCKO CyOCTaHIIMU OCYIIECTBISETCS 3a npenenamu Poccuiickoit deaepanmm.

(uactb 1 B pen. enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

1.1. B cnyyae m3meHeHus W (WIM) JOMOJHEHHS MPOU3BOACTBEHHOHN IIIOMIAIKHA JICKAPCTBEHHOTO
cpeacrtBa AOKYMCHTBI, YKAa3aHHBIC B 4YaCTU 1 HaCTOHH_[ef/’I CTaTbu, MNPCACTABAKOTCA 3ad4BHUTCICM B
OTHOIICHWH M3MEHsAeMON U (WIu) JOMOJHSIEeMONW MPOM3BOACTBEHHON IUIOIIAJKU JIEKAPCTBEHHOTO
cpeacTna. Pemenue o BHECEHMH U3MEHCHUI B AOKYMCHTBI, COACPIKAIINUCCA B pCrUCTPAIMOHHOM JOCHC Ha
3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBIN Mpenapar Juisi BETEpUHAPHOTO MPUMEHEHUSs, WM 00 OTKasze B UX
BHCCCHHUU MNPUHUMACTCA B CIIydac HGO6XOI[I/IMOCTI/I MPOBCACHU SKCIICPTU3BI JICKAPCTBECHHOT'O CPCACTBA B
CPOK, HE MPEBBIIIAIONINNA AEBIHOCTA pabOYNX JHEH, a B OCTAJbHBIX CIy4yasX B CPOK, HE MPEBBILIAIOIIMIA
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TPUAUATH paOOYMX JHEW CO JHS MPUHATHUS YIIOJIHOMOYECHHBIM (e/lepaaIbHbIM OPraHOM UCTIOTHUTEIbHOM
BJIACTU 3asBJICHHUSI O BHECECHUH TaKUX U3MEHCHUI.
(dactp 1.1 BBenena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.2. B ciydae peopraHuzaluu JepkaTeisl WIM Bilajeiblla PETMCTPALMOHHOTO YIOCTOBEPEHHUS
JIEKapCTBEHHOI'O TMperapaTa JUisi BETEpUHAPHOTO NPUMEHEHUs, pa3paboTyMKa WM MPOU3BOIAUTENS
JIEKapCTBEHHOI'O IIpenapaTa Il BETEPUHAPHOIO NMPUMEHEHMs B 3asBJICHUM O BHECEHUU H3MEHEHUI B
JNOKYMEHTBI, COJAEpXkAIIUECSd B PETHCTPALMOHHOM JIOChE€ HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
IpernapaTr [y BETEPUHAPHOIO NPUMEHEHHs, YKa3bIBAIOTCS AAHHBIE JOKYMEHTA, MOJATBEPKIAIOLIETO
BHECCHHE COOTBETCTBYIOIIMX M3MEHECHHMH B EMWHBIN TrocyaapCTBEHHBIM peecTp FOPUINYSCKHUX JIUIL (s
OpraHM3alMii, 3aperucTpUpOBaHHbIX Ha TeppuTopuu Poccuiickoil ®Penepanyn), UiId UHOTO JOKYMEHTA,
MOJITBEPKIAIOIIET0 PEOPraHU3alMI0 IOPUINUECKOro JIMia (Uid OpraHu3aluii, He 3aperucTpUpPOBAHHBIX
Ha Tepputopun Poccuiickoit ®Penepanuu). 3asgBICHME O BHECEHMM HM3MEHEHUH B JIOKYMEHTHI,
coJiepKallMecs B PErHCTPALlMOHHOM JOCh€ Ha 3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar i
BETEPUHAPHOTO0 IPUMEHEHHUS, U IIpUIaraéMble K HEMY JIOKYMEHTHI IIPEACTABISAIOTCS B YIIOJTHOMOYEHHBIN
benepanbHBIA OpraH UCHOJHUTEIBHON BJIACTH HE MO3/JHEE YeM 4epe3 TpUIAUaTh pabouux JHEH co JHA
BHECEHUS COOTBETCTBYIOIIMX M3MEHEHUH B ENUHBIA rocyAapCTBEHHBIM pEECTp IOPUANYECKUX UL (U1
OpraHu3aIyii, 3aperucTpUpPOBaHHBIX Ha Tepputopuu Poccuiickorr deneparun) Wiam co THS NPUHATHS
COOTBETCTBYIOILIETO JOKYMEHTa, MOATBEP)KAAIOIIEIO PEOPraHU3alMIi0 IOPUAMYECKOTO JHna (i
OpraHu3alyii, HE 3aperuCTPUPOBAHHBIX Ha Tepputopuu Poccmiickoit denepamuu). B ciyuae
peopraHu3anyy JepKaTesis WIM BIAAEiblla PErMCTPAMOHHOIO YAOCTOBEPEHHUS JIEKapCTBEHHOI'O
mnmpenapara Juisi BETEPUHAPHOIO IPUMEHEHHs 3asBJICHHE O BHECEHMM W3MEHEHUHM B JOKYMEHTHI,
coJiepKallecs B PETUCTPALIMOHHOM JIOChE HAa 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIN Ipenapar i
BETEPUHAPHOTO NPHUMEHEHUS, MOJAETCA IOPUANYECKMM JMIOM, KOTOPOMY B XOJI€ PEOpraHU3alNH
IIEpPEIaHO MIPaBO BJIAJCHUS TAKUM PErHCTPALMOHHBIM YAOCTOBEPEHUEM.

(dactp 1.2 BBenena ®enepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

2. B ciyyae BHeceHUsI U3MEHEHUN B JOKYMEHTBI, COJEpKAIIMECs B PETUCTPALMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIA JIEKAPCTBEHHBIN TMpernapaT Jisi BETEPUHAPHOTO TMPUMEHEHHS, B OTHOIICHHUH
CBEJICHUH, yKa3aHHbIX B moanynkrax "e", "x", "k", "a", "H", "c", "x" nmynkra 7 wactu 3 crarbu 17
Hacrosiero denepaabHOTO 3aKOHA, W3MEHEHUS W (WJIW) JOMOJHEHHS TPOW3BOJCTBEHHOM IIIOMIAIKH
JIEKApCTBEHHOTO CPEJICTBA, a TAaKXe B ClIydae W3MEHEHHUsl IOKa3aTeJell KauecTBa JIEKapCTBEHHOTO
mpenapara i BETEPUHAPHOTO NMPUMEHEHHS W (WJIM) METOJ0B KOHTPOJIS KadecTBa JIEKAPCTBEHHOTO
npenapara Jjisi BETEPUHAPHOTO MPUMEHEHHUs MPOBOJUTCS IKCHEPTHU3a JIEKAPCTBEHHOTO CPEACTBA MAJIA
BETCPUHAPHOTO TpHMEHEHUs1. B cimydae HEOOXOAMMOCTH BHECEHHWS WHBIX M3MEHEHHUU B JIOKYMEHTHI,
coJiepKallrecs B PETUCTPALMOHHOM JOChe Ha 3aperHCTPUPOBAHHBIM JIEKAPCTBEHHBIM Mpenapar i
BETEPUHAPHOTO IPUMEHEHUS, DKCIIEPTU3A JIEKAPCTBEHHOTO CPEJICTBA JJISI BETEPUHAPHOTO MPUMEHEHHUS HE
MIPOBOJIUTCSL.

(B pen. @enepanbHbix 3ak0oHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asBuTENb BIpaBE NPEICTABUTH MO0 COOCTBEHHON WHUIIMATUBE BMECTE C 3asIBICHUEM O BHECEHHH
W3MEHEHUH B JOKYMEHTBI, COJEpXkAIIMeCcs B PETUCTPAMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar [Uisi BETEPUHAPHOTO NPHUMEHEHUS, KOMMHM JTOKYMEHTOB, MOATBEPKIAAOIIMX
yIUIaTy TOCYJapCTBEHHOM IMONUIMHBI 3a BHECEHHE B JOKYMEHTBI, COAEP)KAIIUECS B PETHCTPALOHHOM
JI0Ch€ Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar Juis BETEpUHAPHOTO IPUMEHEHNUs], N3MEHEHUH,
TpeOyIOIMX MPOBEACHHUS 3KCHEPTU3bl JIEKAPCTBEHHOI'O CPEJICTBA, WM H3MEHEHUl, He TpeOyroIux
MIPOBEICHUS SKCIIEPTU3bI JICKAPCTBEHHOTO CpelCcTBa. B ciyyae HE0OXOAMMOCTH M3MEHEHHUS CBEICHMIA,
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COJIEpKAIMXCA B PETUCTPALMOHHOM YAOCTOBEPEHUHU JIEKAaPCTBEHHOIO IMpemnapara Jyisi BETEpUHApPHOTO
MNPUMCHCHUSA, C 3adBJICHUCM, YKA3dHHBIM B 44CTU 1 HaCTOHHIGP'I CTaTbH, 3a4BUTCJIb BIPABC NPCIACTABUTH
M0 COOCTBEHHOM WHHMIIMATHBE KOIHMIO JOKYMEHTa, MOATBEPKIAIONIEr0 YIUIATy TOCYJapCTBEHHOM
MONUIMHBI 3a BbIAAYy PCTUCTPALUOHHOIO YAOCTOBCPCHUS JICKAPCTBCHHOT'O IIpCIiapara. 3asiBUTEID BIIpaBC
MIPEJICTaBUTh 10 COOCTBEHHOI MHUIIMATUBE CBEACHUSI O JIMLEH3UAX, yKa3aHHbIe B MyHKTax | u 2 yactu |
HaCTOHHIGP'I CTaThu, a TaKXKeC BbIJaBa€MbIC YIIOJTHOMOYCHHBIMHU (I)CI[CP&JIBHBIMI/I opraHamMu
WCTIOJIHUTEIbHON BJIACTH JOKYMEHTBHI, YKa3aHHbIE B NMyHKTe 3 yactu | HacTosimed cratbu. B cimydae
HETPEACTABICHUS YKa3aHHBIX JOKYMEHTOB (CBEICHMI) YIIOJIHOMOYEHHBIM (QenepanabHbIii oprax
UCIIOJIHUTENIBHOM ~ BJIACTH  3alpaliuBaeT  yKa3aHHble  JOKYMEHTHl  (CBEIEHHs)) B  IMOpPSAKE
MEKBEJJOMCTBEHHOT'O HH(POPMAITMOHHOTO B3aUMOICHCTBHS.

(dactb 3 B pen. DeaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B cpok, HE MPEBBIIIAIOMNN ACATH pabounX THEH cOo JHS MOCTYIUICHUS YKAa3aHHOTO B YacTH 1
HACTOSIILEH CTaTbU 3asiBICHUS U HEOOXOAUMBIX JOKYMEHTOB, YIOJHOMOYEHHBIM (enepaiabHbI OopraH
HCIIOJTHUTEJIBHOU BIIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEIIEHUH, COACPKAIIUXCS B MPEICTaBICHHbBIX
3asiBUTEJIEM JOKYMEHTAaX;

2) NpuHUMAET pelleHUe O MPOBEIECHUH SKCIIEPTHU3BI JIEKAPCTBEHHOTO CPECTBA JIsl BETEPUHAPHOTO
IpPUMEHEHHS WK 00 OTKa3e B €€ MPOBEICHUH;

3) yBenomisieT B MUCbMEHHOU ¢GopMe 3asiBUTENS O NPUHATOM PEIICHWU WU B CIIy4ae MPUHATUA
pemieHrss 00 OTKa3e B MPOBEICHHUH JKCIEPTU3bl JIEKAPCTBEHHOTO CPEACTBA JJisi BETEPUHAPHOTO
MPUMEHEHHUS C yKa3aHUEM MPUYHH TaKOro 0TKa3a.

4.1. B ciiyyae BbIsSIBJICHUSI HEIOCTOBEPHOCTHU U (MJIM) HEIOCTATOYHOCTU CBEJICHUM, COACPKALIUXCS B
MIPEJICTABJICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJIHOMOUYEHHBIH (enepaabHblii OpraH HCIOJHUTENIbHOM
BIIACTH HANPABIISET 3asABUTENIO 3aMpoc 00 YTOYHEHWH YyKa3aHHBIX CBEICHUH. 3ampoc MOXKET OBITh
nepesiaH yroJIHOMOYEHHOMY IPEICTaBUTEINIO 3asSBUTEINS MO PACIUCKY, HAIlPaBJIEH MO MOYTE 3aKa3HbIM
MMMCHMOM WJIM TIEPEIaH B DJIEKTPOHHON (hopMe MO TEIEKOMMYHHKAIIMOHHBIM KaHajaaM CBs3H. B ciydae
HaIpaBlIeHUs 3ampoca 00 YTOUYHEHUH YKa3aHHBIX CBEACHUN MO MOYTE 3aKa3HBIM NMHCbMOM OH CUHUTAETCS
MOJIYYEHHBIM 110 UCTEYEHUU IIECTH THEW ¢ JaThl HAIIPABJICHUS 3aKa3HOTO MHUCHhMa.

(dactb 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. 3asBuTenb 00s3aH NMPEACTAaBUTh OTBET HA 3alPOC YHOJIHOMOYEHHOTO (elepalbHOro opraHa
UCTIOJHUTEJIBHOM BIIACTU B CPOK, HE IPEBBIMIAIOLIMNA JEBSIHOCTa pabouumx THEH €O JHS MOTy4eHUs
naHHoro 3amnpoca. Cpoku, ykasaHHble B yacTu 1.1 Hacrosiied craTbu, MPUOCTAHABIMBAKOTCS CO JHS
HalpaBJICHUs 3aBUTEIIO 3apoca YIOJIHOMOYEHHOTO (peepanbHOro OpraHa UCIOJIHUTEIbHON BIACTH 10
IHS TIOJlydEHUs OTBETa Ha JAHHBIM 3allpoCc U HE YYMTHIBAIOTCA IIPU HCUMCICHUM CPOKa INPUHATHS
pelieHrs O BHECEHMHM W3MEHEHUIHl B JOKYMEHTBI, COAEp)KalllMecs B PETUCTPALMOHHOM JIOChE Ha
3apEerucTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar A BETEPUHAPHOTO IPUMEHEHHUS.

(dactp 4.2 BBeaeHa DenepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMEeM HJi OTKa3a B TMPOBEACHUU HKCIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA JISt
BETEPUHAPHOTO NPHUMEHEHHUsS SBISIETCS TNPEJCTaBICHUE [OKYMEHTOB, YKa3aHHbIX B yacTsax | u 3
HACTOSIIEH CTaThU, B HEMOTHOM O00BEME WM OTCYTCTBHE B MPEJCTABICHHBIX JOKYMEHTAX JOCTATOYHBIX
CBEJICHMI, TOJTBEPKIAIONINX HEOOXOJUMOCTh BHECEHHMS M3MEHEHMH, 1100 HelpeacTaBiIeHHe
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3asBUTEJIEM B YCTAaHOBJIEHHBIA CPOK OTBETAa Ha yKa3aHHbIA B 4acTu 4.1 HacTosel cTaTbu 3alpoc
YIOOJIHOMOYCHHOT'O (be,uepanbﬂoro opraHa HUCIIOJIHUTEIHLHOU BJIACTH.
(B pen. @enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

6. 3KCHepTI/I3a HeKapCTBeHHOFO CpeI[CTBa JUIA BeTCpI/IHapHOFO HpI/IMeHeHI/ISI B LECJIsIX BHCCCHUS
W3MEHEHUH B JOKYMEHTBI, COJEpXKAIIHeCs B PETUCTPAIMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIN
JIEKAPCTBEHHBIM  Ipemapar Uil BETEPUHAPHOTO IIPUMEHEHMs, OCYLICCTBIISETCS B  IOPSIKE,
YCTAHOBJICHHOM CTaThbeil 24 HacTosmero denepaibHOro 3aKoHa.

6.1. B cpok, He MpeBBIIAIOIUI AecATH pabouuX JAHEU CO JHS MOJTYYEHHUS 3aKIIOUYEHUS KOMUCCHH
AKCIEPTOB MO pe3ysibTaTaM YKa3aHHOW B YacTH 2 HACTOSIIEH CTaTbW AKCHEPTHU3bI, YIOTHOMOYECHHBIN
(benepanbHBIA OPraH UCIIOIHUTEIBHON BIACTH:

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

1) npuHUMaeT perieHrue 0 BHECEHMM U3MEHEHHUI B JOKYMEHTBI, COJIEPKAIINECS B PETUCTPALIUOHHOM
JI0CbE Ha 3aperuCTPUPOBAHHBINA JIEKAPCTBEHHBIM Mpenapar A BETEPUHAPHOTO MPUMEHEHMs, WU 00
OTKa3€ BO BHECEHUM TaKUX U3MEHECHHUIA;

2) BHOCUT B TOCYJAapCTBEHHBIH peEecTp JEKAPCTBEHHBIX CPEICTB HAa OCHOBAHMM DELICHHS O
BHECEHMM  HM3MEHEHMM B  JOKYMEHTBI, COJAEpXalluecs B  PETUCTPALMOHHOM  JIOCh€  Ha
3aperuCTpUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Ajs BETEPUHAPHOTO MPUMEHEHHs, HEOOXOAUMBbIe
M3MEHEHUS U BO3BPAILAET 3TU JOKYMEHTHI 3asIBUTEINIO;

3) BBIZACT 3asBHTEIIO HOBOE PETHUCTPAIIMOHHOE YIAOCTOBEPEHHE JICKAPCTBEHHOTO Tpernapara Jyis
BETEPUHAPHOTO MPUMEHEHHS B CIydae HEOOXOIMMOCTH M3MEHEHUS CBEIICHUH, ColepKaluxcs B HEM, C
COXpaHEHHEM HOMEpa paHee BBIAAHHOTO PErHCTPAMOHHOTO YAOCTOBEPECHHUS JICKAPCTBEHHOTO Ipernapara
U1l BETEPUHAPHOT'O IPUMEHEHUSI.

(. 3 BBenen denepanbabiM 3aKk0HOM OT 02.08.2019 N 297-D3)
(uactsb 6.1 BBeneHa @enepanbHbIM 3ak0HOM OT 22.10.2014 N 313-D3)

6.2. B cnydyae BHeCEHUS M3MEHEHUM B JTOKYMEHTBI, COJIEPKAIIMECS B PETUCTPALIMOHHOM JOChE HA
3apETUCTPUPOBAHHBIA JICKAPCTBEHHBIM TMpenapaT [Jjsi BETEPUHAPHOrO MPUMEHEHHUsS, B YacTH,
Kacaromeicss W3MEHEeHWs W (Wiu) JOMOJHEHHUS TMPOM3BOJCTBEHHON IUIOMIAJIKUA JIEKAPCTBEHHOTO
npenapara, npu NpPe/ICTaBICHUU 3asBUTENIEM B COOTBETCTBUU C MYHKTOM 3 yacTu | HacTofAllel CTaTbu
KOIUM PEIICHHUS YIOJIHOMOYEHHOTO (helepaIbHOTO OpraHa HCIOJHUTEIBLHON BJIACTU O MPOBEICHHUH
WHCIIEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHBIM B uactu 6.1 Hacrosmieit
CTaTbH, MPUOCTAHABIMBAECTCS CO JHS TOJYYEHHUS 3aKJIIOUYEHUS KOMUCCHM SKCIEPTOB JI0 JHS HPUHSATHS
YIOJTHOMOYEHHBIM (efiepatbHbIM OPTraHOM UCTIONHUTEIBHOM BIACTH PEIIEHUs O BhIJaue Wi 00 OTKa3e B
BBIJIa4€ 3aKJIFOYEHHUS O COOTBETCTBHM IPOHM3BOIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TPABHII
HaJJIeXkKAaIIel TPOU3BOJCTBEHHOM MPAKTUKH, HO HE 00Jiee YeM Ha CTO BOCEMBJECAT Pabounx JTHEH.

(dactp 6.2 BBeaeHa DenepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHOBaHUEM JJId OTKa3a BO BHCCCHHUH N3MCHEHUH B AOKYMCHTBI, COJCp:KalIUeCd B
PETUCTPAIIMOHHOM JOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM NpenapaTr Juisi BETEPUHAPHOTO
NPUMEHEHHS, B CIy4asix, He TPEOYIOIIUX MPOBEICHHUS IKCIEPTU3bI JEKAPCTBEHHOTO CPEICTBA, SBISECTCS
Mpe/ICTaBJIeHUE JTOKYMEHTOB, YKa3aHHBIX B 4acTax | u 3 HacTosuleil cTaTtbu, B HEMOJIHOM OO0beMe WU
OTCYTCTBHC B NPCACTABICHHBIX TOKYMCHTAX CBQHCHHP'I, KOTOPLIC JOJI’KHBI GBITB B HUX OTPAXKCHBI, JII/I6O
HETPE/ICTABJICHNE 3aABUTEIEM B YCTAHOBJICHHBIM CPOK OTBETa HA yKa3aHHbIM B yacTu 4.1 Hactosmiei

www.consultant.ru CrpaHuua 77 vn3 146
HafeXXHaa npaBoBas noafepixka



?;ii‘lerffng% 32%'(205 ot 12.04.2010 N 61-03 [okymeHT npepocTtasneH KoHcynbTaHTIt0C

"06 O6pa|.|.leHV|V| NeKapCTBEHHbIX Cpe,Cl,CTB" [Oata COXpPaHEHuA: 09.11.2022

CTaThH 3aIPOC YIOTHOMOYEHHOTO (heaepaIbHOro opraHa UCTIOJHUTEIBHON BIACTH.
(uactb 7 B pen. @enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHOBaHWMEM [Ji1 OTKa3a BO BHECEHWHM HW3MEHEHUW B JOKYMEHTHI, COJEp Kalluecs B
PETUCTPALIMOHHOM [JOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM NpenapaTr [uisi BETEPUHAPHOTO
NPUMEHEHHS, B CIIydasx, TPEOYIOIIMX IMPOBENEHUS SKCIEPTU3bl JICKAPCTBEHHOI'O CPEJCTBA, SBISIETCS
3aKIJIIOYCHHUE YIIOJHOMOYEHHOTO (eiepalbHOTO OpraHa HCIOJHUTENPHON BJIACTH O BO3MOXKHOCTH
CHMKEHMsI 0€30MacHOCTH, KauecTBa, 3(pEeKTUBHOCTU JIEKAPCTBEHHOTO IIpenapara BCIEACTBUE BHECEHUS
M3MEHEHHUH B yKa3aHHbIE JOKYMEHTBI, OTKa3 YIOJIHOMOYEHHOTO (heZepalbHOrO OpraHa UCTIOJIHUTEbHON
BJIACTH B BBIAAYE 3aKIIOYEHUS O COOTBETCTBUU IIPOU3BOAUTEIIS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM
IIpaBWJI HAJIEKALIEH NPOU3BOJICTBEHHOW IPAaKTUKM B Cllydyae H3MEHEHMs W (WIM) JONOJIHEHMS
IIPOU3BOJCTBEHHON IIJIOMIAJKH JIEKAPCTBEHHOIO TIIpenapara, €cCld IPOU3BOACTBO JIEKAPCTBEHHOTO
mmpenapara Juisi BETCpUHAPHOIO IIPUMEHEHUs] OCYLIECTBIsAeTcs 3a npeaesnamu Pocculickoit denepanuu,
WJIM OTCYTCTBHUE 3TOTO 3aKJIIOUEHUS.

(uactb 7.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

8. Jlomyckaercss oOpaiieHHe JIeKapCTBEHHBIX IPENapaTtoB sl BETEPHHAPHOTO NPUMEHEHHUS [0
HUCTCUCHUA CpOKa rOAHOCTH, MPOU3BCACHHBIX B TCUCHUC CTa BOCBMUJACCATHU IIHGﬁ MOCJIC JAaThl NPUHATUA
VIIOJTHOMOYECHHBIM (peIepaTbHBIM OPTaHOM HCIIOJIHUTEIFHON BIIACTH PEIICHHS O BHECCHUN U3MEHCHUH B
AOKYMCHTBI, COACPKAUCCA B PCTUCTPALITMOHHOM NOCHC Ha HeKapCTBeHHLIﬁ npenapar, B COOTBETCTBUU C
nHpOpMaIreH, coepKamieicss B JOKYMEHTaX PErUCTPAIIMOHHOTO JOChe Ha JICKAPCTBEHHBIH Mperapar 10
AAaTbl IPUHATHA TAKOI'0 pCIICHUA.

(dactb 8 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbsa 32. OTMeHa rocyfapCTBEHHOM perucrTpauum iekapcTBeHHOro npenapara

Pemenne 00 oTMeHe rocyaapCTBEHHOH pEerucTpaluy JEKapCTBEHHOTO Mpenapara U UCKIIOYEHHH
JIEKapCTBEHHOI'O TIIpernapara M3 TrOCYJapCTBEHHOIO peecTpa JIEKApCTBEHHBIX CPEACTB IPUHUMAETCS
YIOJTHOMOYEHHBIM (eiepaibHbIM OPraHOM HCTIOIHUTEILHOM BIACTH B ClIy4ae:

1) npeacTaBieHUs: COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (peiepaIbHBIM OPTaHOM MCIIOJTHUTEIbHOM
BJIACTU 3aKJIIOYEHHUS O PHUCKE MIM 00 yrpo3e 340pOBbIO, JKU3HU 4YEJIOBEKAa WM >KMBOTHOTO IIpU
NPUMEHEHUH JIEKapCTBEHHOTO TpernapaTa, MNPEeBBIIIAIONMX €ro 3(QQeKTUBHOCTb, IO pe3yibTaTaM
OCYILLECTBIISIEMOI0 UM MOHUTOPUHIa O€30IIaCHOCTH JIEKAPCTBEHHOTO NIPENapara;

2) nomgadyn ACPIKATCICM WKW BJIAACIBLIEM PETUCTPAIUOHHOIO YAOCTOBCPCHUSA JICKAPCTBCHHOTO
mpenapara Wi  YIOJHOMOYEHHBIM WM JAPYTUM HOPUAWYECKHM JIMIIOM 3asBJICHUS 00 OTMEHe
rOCy/IapCTBEHHOW PETUCTPALINU JICKApPCTBEHHOTO Mpenapara;

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

3) HENoOATBEPKAECHUS FOCYAAPCTBEHHOM PErHCTpalMM JIEKAPCTBEHHOI'O Ipernapara Mo UCTEYEHHUU
CpOKa JCUCTBHs PETHCTPALIMOHHOIO YAOCTOBEPEHNUS, BBIIAHHOTO HA IIATH JIET;

4) HenpeCTaBICHUS 3asiBUTEIEM WH(OPMAIMU, KOTOPas MOKET TOBJIEYb 32 cO00i HEOOXOIUMOCTD
BHECEHHSI N3MEHEHUH B IOKYMEHTBHI, COAEPIKAIINECS B PETHCTPAIMOHHOM J0ChE Ha 3apETrHCTPUPOBAHHBIN
JIeKapCTBEHHBIH Mpenapar, B TeYeHUEe TPUALATH pabounx THEH co JHS HACTYIUICHUS 3TUX U3MEHEHMIA;

5) ocyIiecTBIEHUS! TOCYIapCTBEHHOM pErucTpaly JIEKapCTBEHHOrO IMpernapara IojJ TOPTrOBBIM
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HAaMMCHOBAHHMEM 3apETUCTPUPOBAHHOTO paHEEe MOJ STHM TOPTrOBHIM HAMMEHOBAHHMEM JICKApCTBEHHOTO
npemnapara, OTINYaroerocsd Ka4CCTBECHHbBIM COCTAaBOM IICI\/‘ICTBYIOH_II/I)( BCIIICCTB,
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

6) OCYIIECTBIECHUS TOCYJaPCTBEHHON PErUCTPAIlUU OJJHOTO U TOTO K€ JIEKApCTBEHHOTO Tperapara B
OTHOIICHHH OJHOTO W TOTO JK€ JepKaTelsl WM BJIaJeNblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JICKApCTBCHHOT'O TIIpfriapata B BHUAC ABYX U 6OHC€ JICKAPCTBCHHLBIX IIPCNapaToB IIOA pPa3IMYHbBIMU
TOPrOBBIMHA HAMMEHOBAHUSIMU;

(n. 6 B pen. ®enepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHMSI CYJIOM pELIeHHs O HapyLIEHUH IpaB MpaBoo0IaaTesis 00bEKTOB HHTEIUIEKTYalbHON
COOCTBEHHOCTH MPHU 00paIIeHUH JICKAPCTBEHHBIX CPE/ICTB;

8) OTCYTCTBHS JIEKapCTBEHHOTO Tpemapara B obOpamieHun B Poccuiickoit denepanum B TeUCHHE
Tpex u bonee Jer;
(n. 8 BBenen denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HEBBITIONHEHUS  JIep)KaTelieM WU BIQACIbIEM  PETUCTPAIMOHHOTO  yIOCTOBEPCHHUS
JICKApCTBEHHOTO Tpernapara JIM00 YIOJTHOMOYCHHBIM UMM JIPYTUM FOPUAWYSCKHM JTUIIOM MEPOTPHUSTHIA
no obecreyeHH0 0e30MacHOCTH JIEKAPCTBEHHBIX MPEMapaToOB, YCTAHOBJICHHBIX YIIOJTHOMOUYEHHBIM
denepaTbHBIM OPraHOM HCTIOJHHUTENBHOW BJIACTH B COOTBETCTBHM C dacTsMu 3 u 4 crathu 64
HacTosero deneparbHOTo 3aK0HA, B paMKax OCYIECTBICHHS (apMaKoHAA30pa;

(n. 9 BBenen denepabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) orkaza nepkarenst WIM BiajAeiblla PETUCTPALMOHHOIO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npemnapara JIMOO YIOJIHOMOYEHHOTO MMHU APYroro HOPUAMYECKOrO JIHMIa OT BHECEHHS M3MEHEHUH B
MHCTPYKLHIO I10 NPUMEHEHHUIO JIEKAPCTBEHHOI'O IIpernapaTa, KacaroIIMXCS HOBBIX IOATBEPKICHHBIX
JAHHBIX O TOM, YTO PUCK NPUYMHEHUS BpeJa 370POBbI0 YEJIOBEKA MM KUBOTHOTO BCIEJICTBHE NpHEMA
JICKapCTBEHHOTO MpenapaTa npeBbImaeT 3(p(HEeKTUBHOCTh €ro MPUMEHEHHS.

(. 10 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

Koncynprantllntoc: npumeyanue.
C 01.01.2026 cr. 32 pononasiercsa . 11 (D3 o1 27.12.2019 N 475-D3).

CraTtba 33. locyaapCcTBeHHbIN peecTp NieKapCTBEHHbIX CPeacTB

1. T'ocymapcTBeHHBI peecTp JIEKAPCTBEHHBIX CPEJCTB COMEPKHUT TIEepeUYeHb JIEKAPCTBEHHBIX
MpernapaToB, MPOLIEANINX TOCYJapCTBEHHYIO PETUCTPALIMIO, MepeUYeHb (papMaleBTUYECKUX CyOCTaHIIUH,
BXOJIAIIUX B COCTAB JICKAPCTBEHHBIX MPEMAPATOB, U CICIYIONIYI0 HH()OPMAIIHIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX MPENapaToB:

a) HaMMEHOBAaHME JIEKAPCTBEHHOrO Ipemapara (MEeXAYHapoAHOE€ HENAaTEHTOBAHHOE, WIH
IPYNIIMPOBOYHOE, UM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMUS );
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) nekapcTBeHHas ¢opMa C yKa3aHHUEM JTO3UPOBKH JICKAPCTBEHHOTO MperapaTa U ero KOJU4ecTBa B
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MOTPEOUTETHCKON YITaKOBKE;

B) HAMEHOBAHUE JepXKaTells WIH BIAJelblla PETUCTPALMOHHOTO YIOCTOBEPEHUS JIEKApPCTBEHHOTO
npernapaTa U CBEACHUSA O PETUCTpALMU AepxaTels WK BiaJeliblla PEeruCTPAllMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOT'O TIperapaTa JUisi MeIUIIMHCKOTO TPUMEHEHHUSI B KaYeCTBE HAJIOTOIUIATENBIUKA B CTPaHe
peructpanuu (Ui pOCCUMCKUX IOPUAMYECKUX JIUI - UACHTU(UKALMOHHBI HOMEp HaJIOroIuiaTebIInKa
(MHH), nyist ”HOCTpaHHBIX IOPHIWYECKUX JIUIL - CTPaHA PErHCTPaIlii, HANMEHOBAHUE PETUCTPHUPYIOIIETO
OpraHa, perucTpalMOHHBIM HOMEp, KOJl HaJOroIJiaTeNblIMKa B CTpaHe perucTpauuu (MHKOPIIOpalUK)
WJIU €0 aHaJjor);

(. "B" B pen. @enepanbHoro 3akoHa oT 28.12.2017 N 425-03)

I') HAUMEHOBAHUE U aJpec MPOU3BOAMUTENS JIEKAPCTBEHHOTO Tperapara U CBEJCHUSI O PEerHCTpaIllui
MPOM3BOJUTENS  JIEKAPCTBEHHOrO  Mpemapata Ui  MEAULMHCKOTO TNPUMEHEHHS B  KayecTBe
HAJIOTOIUIATENBIINKA B  CTpaHE  perucrpanuu (A1 POCCHMCKUX  IOPUAWYECKUX  JIUI -
uaeHTU(OUKAITMOHHBIN HOMep Hamororuatenbimuka (MHH), mist uHOCTpaHHBIX IOPUAMYECKUX JIUIL -
CTpaHa perucTpaly, HAWUMEHOBAHHE PETUCTPUPYIOIIETO OpraHa, pPETrUCTPALMOHHBIA HOMEpP, KOJ
HaJIOTOIUTATEIbIIMKA B CTPAHE PETHCTpalii (MHKOPIOPAIIMN) UJIH €T0 aHaJIoT);

(nm. "r" B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

1) (dapmakoTepaneBTu4ecKas rpymmna, KOJ JIEKapCTBEHHOT O mpernapara 1o
aHaTOMO-TEPANEBTUYECKO-XUMHUECKONW KiIacCU(UKAIIMH, PEKOMEHJ0BaHHOW BcemupHO# opranuzanueit
3IpaBOOXPAaHEHUS;

(nm. "n" B pen. ®enepanbHOro 3akona ot 22.12.2014 N 429-03)

€) MOoKa3aHMs U MPOTUBOINOKAa3aHUs K MPUMEHEHHUIO JIEKAPCTBEHHOT'O IIperapara;
) TOOOYHBIE IEHCTBHS JIEKAPCTBEHHOTO Mperapara;

3) CPOK T'OJJTHOCTH JIEKApPCTBEHHOTO Mpernapara;

1) YCIIOBUS XpAaHEHUS JIEKApCTBEHHOTO Mperapara;

K) YCJIOBHSI OTIIyCKa JIEKapCTBEHHOTO Mpernapara;

q) HOMep apMakomeWHOW CTaThbM WIM B CJIy4ae €€ OTCYTCTBHSL HOMEpP HOPMaTHBHOM
JOKYMEHTAIK 100 HOPMAaTUBHOTO JOKYMEHTA;

M) JaTa TOCYJapCTBEHHOW PETrHCTpalfH JICKQpCTBEHHOTO IMpermapaTa U ero pPerucTparioOHHBIN
HOMEp, J1aTa 3aMeHbl PETUCTPAIMIOHHOTO YAOCTOBEPEHUS JICKApCTBEHHOTO Iperapara Ha OeccpoyHoe
PETUCTPAIIMOHHOE  YAOCTOBEpEHHE JICKApCTBEHHOTO Tperapara, JaTa [oJadd 3asBICHUS O
MOJTBEPKICHUU TOCYNapCTBEHHOW PETUCTpAllMK JICKApCTBEHHOTO TIpernapaTra, Jara OTMEHBI
rOCy/IapCTBEHHOW PETUCTPALINU JICKApPCTBEHHOTO Mpenapara;

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

H) KAQYECTBEHHBIH COCTaB M KOJUYECTBEHHBINH COCTaB JEHCTBYIOIIMX BELIECTB M KaYECTBEHHBIN
COCTaB BCIIOMOTaTEIbHBIX BEUIECTB JICKAPCTBEHHOTO MpENapara;
(nm. "H" BBeneH PenepanbHbIM 3aK0oHOM OT 22.12.2014 N 429-D3)
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0) nadopmanust 000 BCeX pa3penieHHbIX BHIaX BTOPUIHOHN (ITOTPEOUTEIBCKOM) YIAaKOBKH;
(nm. "o" BBeaeH denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-03)

1) JaTa TPUHSATHS PEUICHUS O BO3MOXKHOCTH paccMaTpHWBAaTh JIEKAPCTBEHHBIM IperapaTr IpHu
rOCy/IapCTBEHHOW PETUCTPAIMU B Ka4eCcTBE Op(PaHHOTO JEKAPCTBEHHOTO TIpenaparta (Iist IeKapCTBEHHBIX
MpenapaToB JJIsl MEAUITMHCKOTO IPUMEHEHHS ),

(mn. "n" BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3aKoHa OT
27.12.2019 N 475-®3)

p) HajmuyWe JEKapCTBEHHOTO Nperapara B IE€peyHE >KU3HEHHO HEOOXOIUMBIX M BaXKHEUIIHMX
JIEKapCTBEHHBIX MpenapaToB (U1l IEKaPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO IPUMEHEHUS );
n.n

(mm. "p" BBemeHn PeaepanbHbBIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3akoHa OT
27.12.2019 N 475-03)

C) HaJM4Me B JICKAPCTBEHHOM Ipenapare HapKOTHUYECKUX CPEACTB, MCUXOTPOMHBIX BEIIECTB U UX
MPEKypCOpOB, MOMJIEeKAIMX KOHTposto B  Poccuiickoii  ®enmepauni, B  COOTBETCTBUU  C
3aKoHOIarenbCcTBOM Poccuiickon denepanuu, MexxIyHapoaHeIMU Jorosopamu Poccuiickoit @enepanuu,
B TOM uyuciie EauHON KOHBEHIMEH O HapKoThueckux cpenctBax 1961 roma m KouBeHuueinn o
MICUXOTPONHBIX BemecTBax 1971 roxa;

(. "c¢" BBeneH deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

T) uHpoOpMamMs O TOM, SBJSETCA JIM JaHHBIM JICKApCTBEHHBIM mpenapar pedepeHTHBIM
JIEKapCTBEHHBIM IIPENapaToM;
(nm. "T" BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

y) CBEACHHUS O ToJaye 3asBICHUS O BHECEHWHM HM3MEHEHHWW B JIOKYMEHTBI, COJIEpiKaluecs B
PEruCTpallMOHHOM J0ChE Ha JIEKAPCTBEHHBIN MTpenapar;

nen

(mm. "y" BBeaeH 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 BBEACHHS JICKAPCTBEHHOTO TIpenapara B rpakIaHCKUi 000poT;
(nm. "x" BBeneH denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-03)

2) B OTHOIICHUH (hapMaIleBTUIECKUX CyOCTaHIIHI:

a) HauMEHOBaHHE (papMaleBTUUYECKON CyOcTaHIIMHM (MEXIyHApOJHOE HEMATeHTOBAHHOE, WIH
IPYNIUPOBOYHOE, UM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMA );
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) HAaMMEHOBAHUE U a/IPeC TPOU3BOAUTEINS (PapMarleBTUIECKON CyOCTaHIINH;
B) CPOK TOAHOCTH (hapMalleBTUYECKON CyOCTaHINN;
T') YCJIOBHS XpaHeHHs (apMaIieBTUYECKON CyOCTaHITNY;

o) HoMep (¢apMakomeWHOW CTaTbM WIM B ClIy4ae €€ OTCYTCTBHSI HOMEpP HOPMAaTHBHOM
JOKYMEHTAIK JTM00 HOPMAaTUBHOTO JIOKYMEHTA;
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€) Hamuuyue (papMareBTUICCKON CYOCTaHIIMU B TMEPEYHE HAPKOTHUYECKHX CPENICTB, TICUXOTPOMHBIX
BEIIECTB M HUX IPEKYPCOPOB, MOJJIEKAIMX KOHTpoJIt0 B Poccuiickoit ®Denepaunu, B COOTBETCTBUU C
3aKOHOJaTeNbcTBOM Poccuiickoit deneparuu, MexayHapoIHbIMUA JoroBopamu Poccutickoit denepanum,
B TOM uuciae EnnHoil koHBeHIMEW O HapkoTuueckux cpencrBax 1961 roma m KouBenuueil o
MCUXOTPONHBIX BemecTBax 1971 ropa.
(nm. "e" BBeneH PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. dapmaleBTHUECKass CYOCTaHLMs, NMPOU3BEIACHHAS IS peaju3allid, MOKET OBbITh BKJIIOYEHA B
FOCy,Z[apCTBeHHLIﬁ peeCTp JICKAPCTBCHHBLIX CPCACTB HAa OCHOBAHUU 3asABJICHUS pa3pa60TqI/IKa nJin
MIPOU3BOJIUTENS JIEKaPCTBEHHOTO CpEACTBAa JHOO YHNOJHOMOYEHHOIO HMH IOPUIUYECKOrO JHIA MpH
YCIIOBHM TMPOBEACHUS B OTHOLICHWM TaKOW (hapMalleBTUYECKOM CYOCTaHIIMM SKCIEPTU3bl KayecTBa
(dhapmarieBTHUECKO CyOCTaHIIMM B TIOPSIKE, YCTAaHOBIEHHOM cTaTheil 34 HacTosmero deaepanbHOTO
3akoHa. B oTHomeHuM (QapMalneBTUUYECKUX CYOCTaHIMHA, NPOM3BEACHHBIX JUIS peanu3alii, B
roCy/1apCTBEHHOM PEeCTpe JIEKAPCTBEHHBIX CPEACTB COACPKHUTCS cleayrolas HHpopMaIus:

1) HauMeHoBaHuE (apMalEeBTHUECKONW CyOCTaHIIMU (MEXIyHApOAHOE HEMATCHTOBAaHHOE, WIH
IPYNIUPOBOYHOE, UM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMUA );

2) HaMMEHOBAHUE, aJpec MPOU3BOIUTENS (papMaleBTUUECKOI CcyOCTaHIIMU, a TAaKXKe B OTHOILCHUH
JIEKAPCTBEHHBIX CPEJICTB I MEIUIIMHCKOTO MPUMEHEHHUS CBEICHHUS O PETHCTPAIMH TPOU3BOIUTEIS
¢dapmarieBTHYeCKOH CyOCTaHIIMM B KayecTBE HAJIOTOIUIATENbINMKA B CTpaHE perucrpanuu (ams
POCCHUICKHMX IOPUAUYECKUX JIMIl - HJACHTU(PHUKAIUOHHBIN HOMep Hanoromiatensimuka (MHH), nms
MHOCTPAHHBIX IOPUANYECKUX JIUIl - CTpaHa PETHCTpalld, HaMMEHOBAHHE PErHCTPUPYIOLIETO OpraHa,
PErUCTPAIIMOHHBIA HOMEP, KOJI HAJOTOIUIATEIBIIMKA B CTpaHE PEerHCTpanuu (MHKOPIOpAIUU) WIH €T0
aHaJjor);

(. 2 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

3) cpok rogHOCTH (hapMaleBTHYECKOM CyOCTaHIINN;
4) ycnoBus XpaHeHHs! (apMarieBTUIECKON CyOCTaHIINM;

5) Homep ¢apmakoneiiHON cTaTbM JMOO B Ciydyae €€ OTCYTCTBHS HOMEp HOPMAaTHUBHON
JOKYMEHTAllM1 WJIM HOPMAaTHUBHOTO JOKYMEHTa;

6) Hanuuue (GapMaleBTUICCKOW CYOCTAaHIIMH B MEpPeUHe HAPKOTHYECKHUX CPEJICTB, MCUXOTPOIHBIX
BEIIECTB M HUX MPEKYpPCOPOB, MOJIekKAIUX KOHTpoJito B Poccuiickoit ®Denepannu, B COOTBETCTBUU C
3aKkoHomarensCcTBOM Poccuiickon denepanuu, MexxayHapogHeIMU Jorosopamu Poccuiickoit @enepanuu,
B TOM uyuciie EauHON KOHBEHIMENW O HapKoThueckux cpenctBax 1961 roma m KouBeHuuein o
MICUXOTPONHBIX BemecTBax 1971 roxa;

7) mara BKIHOYEHHUS (papMaLEBTUUECKOM CyOCTaHIMM B TOCYAapCTBEHHBIH PEECTp JEKapCTBEHHBIX
CpEeACTB, AaTa BHECCHHUS M3MEHEHHUH B JOKYMEHTHI (papMaleBTHUECKOH CyOCTaHIMH, JaTa WCKIIOUEHUs
(bapManeBTHUECKON CyOCTaHIIMM U3 FOCYJapCTBEHHOIO peecTpa JeKapCTBEHHBIX CPEJCTB.

(uacts 2 B pen. enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Ilopsmok BeneHUs TOCYJAapCTBEHHOI'O peecTpa JEKAPCTBEHHBIX CPEACTB ISl MEIULMHCKOTO
MPUMEHEHUST U TOPSAOK BEIEHUS TOCYAapCTBEHHOTO pPEEecTpa JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TPUMEHEHHS] YTBEP)KIAIOTCS COOTBETCTBYIOIIUM YIIOJIHOMOUYEHHBIM (heepaabHbIM
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OpraHom HCITOJIHUTEILHOMN BIACTH.

Cratbsa 34. Bknio4yeHMe B rocyfapCTBEHHbIM peecTp NeKapCTBEHHbIX CPeAcTB U
UCKITIoYeHune ] rocyaapcTBeHHOro peecTpa neKapcTBEeHHbIX cpeacTs
cdapmaueBTUYECKON CYyOCTaHL MK, NPOM3BEAEHHON ANA peanu3auum
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Jns BIodueHus ¢apMaleBTUYeCKOH CyOCTaHIIMM, MPOU3BEICHHOM [UIsl peanu3alyy, B
rOCyIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB, IPOBOAUTCS IKCIIEPTH3a €€ Ka4eCTBa.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. DKcnepTH3a KadyecTBa YKa3aHHOW B 4acTH | HacTosMmel cTathll (hapMaIieBTUIeCKOW CyOCTaHITNH,
COCTaBJICHHE KOMHUCCUEN SKCIIEPTOB 3aKJIIOUCHUM MO pe3yibTaTaM 3TOM 3KCIEPTU3bI U UX HANpaBJICHUE B
YIOJTHOMOYEHHBIN (eaepanbHbli OpraH MCIOJIHUTENBHOM BJIACTH OCYIIECTBISIOTCA B CpPOK, HE
MPEBBIIIAIONIMA IIECTUACCATH pabdoymx JHEH CcO JHA TOJMYYCHHs] OKCIEPTHBIM YUPEKICHHUEM
COOTBETCTBYIOLIETO 3a/JaHUs YIMOJHOMOYEHHOTO (eepallbHOr0 OpraHa HCIOJHUTENbHON BJIacTH H
CIIEIYIOIUX TOKYMEHTOB (CBEACHMI):

(B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

1) cBegeHust o naTe MPEAOCTABICHUS U PETHCTPALIMOHHOM HOMEpE JMIEH3UH Ha MPOU3BOJICTBO
JIEKApCTBEHHBIX CPEACTB WJIM CBEIEHUS O JaTe TMPEJOCTABICHUS W PErUCTPAIIMOHHOM HOMEpe
3aKJIFOYCHUST O COOTBETCTBHHM TPOWM3BOJAUTENSI JIEKAPCTBEHHBIX CPEJACTB TPEOOBAHUSM IPaBUI
HaJyIeKameld TPOU3BOACTBEHHON TPAKTHKU, BBIIAHHBIX (MPEIOCTABICHHBIX) YIOJHOMOYEHHBIM
denepanbHBIM OPraHOM WCIOJTHUTEIBHOW BJIACTH, B Cllydae, €CIH IPOU3BOJCTBO JIEKAPCTBEHHOTO
cpeacTBa ocyuiectBisieTcs B Pocculickoit @enepanuu;

(B pen. @enepanbHbix 3ak0HOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) Komusl JIOKYMEHTa, BBIJIAHHOTO YIIOJHOMOUYEHHBIM OpPraHOM CTpPaHbl IMPOU3BOIUTENSA
JIEKAPCTBEHHOT'O CPEJICTBA U MOATBEPKAIOIIETO pa3pellIeHre MPOU3BOJICTBA JEKAPCTBEHHOIO CPEACTBA,
Y €ro TepPeBOJI Ha PYCCKUH SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSIJIKE, a TAK)Ke KOMUS 3aKIIOUCHHS O
COOTBETCTBUHM  MPOU3BOJUTENS JIEKAPCTBEHHBIX  CPEICTB  TPeOOBAaHUSM MpaBWI  HAJJICKAIICH
MIPOM3BOJICTBEHHON MPAKTHUKH, BBIIAHHOTO YIIOJHOMOYECHHBIM (peiepaibHbIM OPraHOM HCTIOJHUTEIBHOMN
BIIACTH, JIMOO KOMHUS PEUICHHs YIOJHOMOYEHHOTO (elepallbHOTO OpraHa HCIOJTHHUTEILHOW BIACTH O
MIPOBEACHUN WHCIICKTUPOBAHMS TPOM3BOIUTENSI JICKAPCTBEHHOTO CPEJCTBA. YKa3aHHBIE TOKYMEHTHI
MPEACTABISIOTCS B CIy4yae, €CIU IPOU3BOJCTBO JIEKAPCTBEHHOI'O CPEJCTBA OCYILECTBISIETCS 3a
npenenamu Poccuiickoit @eneparuu;

(. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3) JOKYMEHT, COZIEp KAl CIASAYIOMNE CBEICHHS O (papMaleBTHIECKON CyOCTaHIINHU:
a) HauMEHOBaHMe (apMaleBTHUECKON CyOCTaHIINH, €€ CTPYKTypa, OOII1e CBOWCTBA;
0) HAaMMEHOBAHUE U aIPEC IPOU3BOAUTEIIS,

B) TEXHOJOTHUSI MPOU3BOJACTBA C OMHCAHUEM CTAJMM MPOU3BOJCTBA U METOJOB KOHTPOJS HAa BCEX
CTaJUsIX MPOU3BO/JICTBA;

I') ONKCaHKe pa3pabOTKH Mpolecca MPOU3BOICTBA;
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J) ONHCaHWE KOHTPOJS KPUTUYECKUX CTaguil mpolecca MPOU3BOJACTBA M MPOMEKYTOUHOM
IIPOYKLIHH;

€) TOKYMEHTaJIbHOE TTOATBEPIKIACHUE (BaTHIAIIHS) POIECCOB U (MJIN) UX OILICHKA;
) CBOMCTBA U CTPYKTYpa JEHCTBYIOIINX BEIIECTB;

3) XapaKTepUCTUKA IPUMECEH;

1) cnenudukanys Ha GpapManeBTHUIECKYIO CyOCTaHIIMIO U €€ 000CHOBAHMUE;

K) AaHWINTHYECKHE METOJHMKH, HCIIOIb3yeMble TPH OCYIISCTBICHHH KOHTPOJIS KadecTBa
(bapMareBTHUECKON CyOCTaHITUMY;

J) TOKYMEHTaJIbHOE MOATBEPXKIEHUE (BaluAalysl) aHATUTUYECKUX METOAMK, MCIIOJIb3yEeMbIX MPHU
OCYILECTBICHUH KOHTPOJIS KauecTBa (papMalieBTH4eCcKoi cyOcTaHIuu;

M) pe3yJIbTaThl aHAJIN3a CEPHUi (apMarieBTUIECKON CyOCTaHIINM;

H) HepequL CTaHIIapTHBIX 06pa3u0B HniIn BCIICCTB, I/ICHOJ'IB?)YCMLIX HpI/I OcyIJ_[eCTBJIeHI/II/I KOHTpOHH
KadecTBa;

0) ONMCAHNE XaPAKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MATEPHAJIOB U YKYIIOPOUHBIX CPEJICTB;
1) TaHHBIC O CTAOUILHOCTHU (hapMaIeBTUUECKON CyOCTaHIIHNY;
P) CPOK FOJIHOCTH;

4) TOKYMEHT, COAEp>KaINii CBEACHHS O PETHUCTPAILIUHU [TPOU3BOIUTEIS JIEKAPCTBEHHBIX CPE/ICTB IS
MEIUIIMHCKOTO TPUMEHEHUSI B Ka4eCTBE HAJIOTOIUIATENbIINKA B CTPAHE PETHCTpaIy (IS POCCUUCKUX
IOpUIMYECKUX JIMII - WACHTH(UKAIMOHHBIH HoMmep Hanoromarensiiuka (MHH), nns wHOCTpaHHBIX
IOPUAMYECKHX JIHII - CTPaHa PETUCTPALMK, HANMEHOBAHUE PETUCTPHUPYIOIIETO OpraHa, perucTpariOHHbBIN
HOMED, KOJI HAJIOTOIUIATEbIIMKA B CTPAHE PETUCTPAlNK (MHKOPITOPAIIMH ) UK €r0 aHaJjIor).

(n. 4 BBenen PenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)
(dactb 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jlna mpoBeneHuss OKCIEPTU3bl KauecTBAa YKa3aHHOM B dYacTh | HacToslled cTaTbu
(bapManeBTHUECKON CyOCTaHLMU 3asBUTENb MPEACTABISET B YHNOJIHOMOYECHHBIN (enepanabHbIl OpraH
WCIIOJTHUTEJIBHOU BIIACTH:

1) 3asBieHME O BKIIOYCHHH B TOCYIApCTBEHHBIH pEECTp JICKAPCTBEHHBIX CPEACTB JAHHOM
(bapManeBTHUECKON CyOCTaHITUM;

2) Komus JNOKYMEHTa, MOATBEP)KJIAIOLIEro YIUIaTy TOCYJapCTBEHHOH MOLUIMHBI 32 BKJIIOYEHHE B
TOCYJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEACTB (apMalleBTUYECKONH CYOCTaHIMH, MpPOH3BEACHHON
JUIsL  peanu3aiii, JHUO00 TO0 COOCTBEHHOW WHHUIIMATUBE YKa3aHHBIM JOKyMEeHT. B ciydae ero
HETPEACTABJICHUS 3asBUTEJIEM YIOJHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTEIBHON BIacTh
npoBepsAeT (akT yIlaTbl TOCYAapCTBEHHON MOIIMHBI 3asSBUTENIEM C MCIIOJIb30BaHHEM HMH(popManuu o0
yIjiaTe rocyJapCTBEHHOM MONUTHHBI, coaepikalieiics B ['ocynapcTBeHHON MH()OPMALMOHHONW CUCTEME O
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TOCYJapCTBEHHBIX M MYHHIIMIIATBHBIX IUIATEXaX, HA OCHOBAaHUH NPEICTABICHHOW 3asBUTEIEM KOIHU
JNOKYMEHTA, IIOATBEPKAAOLIEr0 yIUIATy TOCYAAPCTBEHHON ITOIUIMHBIL;
(. 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) JOKYMEHTBI, YKa3aHHbIEC B YACTU 2 HACTOAILEH CTaThU;
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asBieHUE O BbLJAauye paspelieHus Ha BBO3 B Poccuiickyro denepanyio KOHKPETHOW MapTUU
HE3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEICTBA, NPEIHA3HAYEHHOIO JUIsl IPOBEACHUS YKa3aHHOHU
JKCIIEPTHU3BL.

(. 4 BBenen denepabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

3.1. B cnydae HempeICTaBIEHMsI C 3aABJIEHHEM O BKJIIOYEHMM B TOCYJAapCTBEHHBINM pEECTp
JIEKapCTBEHHBIX CpPeACTB (apMaleBTUUECKONW CYOCTAaHIIMM JOKYMEHTOB, HOJTBEPXKAAIOUIMX YIUIATy
rOCYJapCTBEHHOM MONUIMHBI U YKa3aHHBIX B MMYHKTE 2 9acTH 3 HACTOAIICH CTAaThH, a TAKXKE BBIIABAEMBIX
(mpenocTaBiIsieMbIX) — YIOJIHOMOYEHHBIMM  (eiepajbHBIMH  OpraHaMU  HCHOJHMUTEIbHOH  BIacTu
JOKYMEHTOB (CBEIECHMI), YKa3aHHBIX B IyHKTaX | M 2 yacTu 2 HACTOSILUEN CTAaThbU, YIOJIHOMOYEHHBIN
(benepanbHBIi OpraH MCIOJHUTEIBHOW BJIACTH 3alpalldBaeT YKa3aHHbIE JOKYMEHTbI (CBEACHHUS) B
MOPSIKE MEKBEIOMCTBEHHOTO HHPOPMALIMOHHOTO B3aMMO/ICHCTBHSL.

(dactp 3.1 BBeaeHa denepanbHbIM 3aKOHOM OT 27.12.2019 N 478-D3)

4. B TeyeHne aecaTy paboOUMX THEH CO JHS MPUHSATHUS 3asIBICHUS O BKIIOUYCHUN YKA3aHHOW B YacTH
1 Hacrosimied cTtaThu (apMareBTUYECKOW CYOCTaHIIMM B TOCYIApPCTBEHHBIM DPEECTp JICKAPCTBEHHBIX
CPEICTB M JIOKYMEHTOB, IEPEUYHCICHHBIX B YacTU | M myHKTe 2 YacTu 3 HACTOSILIEW CTaTbhH,
YIIOJTHOMOYCHHBIN (perepaabHbIi OpraH UCTIOTHUTEIHHOM BJIACTH:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) IpOBOAMT MPOBEPKY MOJIHOTHI M JOCTOBEPHOCTH JAHHBIX, COACPIKAIIMXCS B IMPEICTABICHHBIX
3asABUTCIICM JOKYMCHTAX;
(B pen. @enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

2) NpUHUMAET pEIICHHE O HAaIMpaBJIECHUU B SKCIEPTHOE YUPEKICHUE 3aJaHUs Ha IPOBEACHHUE
AKCTIEPTU3BI KAUeCTBA YKA3aHHOW B YacTH | HacTOAIIEH CTaThH (papMarieBTUYECKON CyOCTaHIIMH WA 00
OTKa3€ B TAKOM HalpaBJICHUH;

3) yBemoOMJISIeT B AJIEKTPOHHOW WJIM TMMCHMEHHOHN (hopMe 3asBUTENS O MPUHSATOM PEIICHUH WU B
cllydae 0TKa3a ¢ yKazaHHEeM MPUYHH TaKoro 0TKa3a.
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

4.1. B cinydae BBISBICHUS HEIOCTOBEPHOCTU CBEACHMM, COAEPXKALMXCA B IPEACTABICHHBIX
3asBUTEJIEM MaTepHajax, yIOJHOMOUYEHHBbIN (efepabHblii OpraH UCIOJHUTEIBHONW BIACTH HAaNpaBIIsIeT
3asBUTENIO 3ampoCc OO0 YTOYHEHMM YKa3aHHBIX cBeAeHuil. JlaHHBIA 3ampoc MoOKeT ObITh NepenaH
YIOJHOMOYEHHOMY IPEACTABUTEIIO 3asBUTEIA JMYHO 0] PACIUCKY, HAlPaBJIEH IO IOYTE 3aKa3HBIM
MUCHbMOM WM TIEpeJaH B 3JCKTPOHHOHN (opMe Mo TeIeKOMMYHHUKAIIMOHHBIM KaHajaM CBs3U. B ciyudae
HAIPABJICHUS TaHHOTO 3aIIpoca IO MOYTEe 3aKa3HBIM ITMCbMOM OH CUHUTAETCS MOJyYEHHBIM 10 UCTCYCHUH
LIECTH JHEH ¢ JaThl HAPABJICHMsI 3aKa3HOIO IUChMA.

(dactb 4.1 BBegeHa denepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)
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4.2. 3asBuUTENb 0053aH MPEACTAaBUTH OTBET Ha 3alpOC YMOJHOMOUYCHHOTO (eAepaabHOTO OpraHa
WCTIOJIHUTENILHON BJIACTU B CPOK, HE TMPEBBHIMAIONIMN JeBIHOCTa pabodux AHEW CO JHS TOTYYCHHS
naHHoro 3ampoca. Cpok, yKa3aHHbIM B 4acTW 4 HACTOSINEH CTaTbH, MPHOCTAHABIMBAETCA CO JIHS
HATPABIICHUS 3asBUTEIIO 3aMPOCa YIIOJTHOMOUEHHOTO (eepaTbHOT0 OpraHa UCIOJHUTEILHON BIACTH 10
JHS TIOJTy4EHUS! UM OTBETa Ha JaHHBIMA 3apoc M HE YYUTHIBAECTCS MPU HCUUCIECHUH CPOKA DKCIEPTU3I
KauecTBa (hapMarieBTHUECKOW CyOCTaHIIMM, HEUCIONb3YeMOW TMPHU MPOU3BOJCTBE JIEKAPCTBEHHBIX
MpenapaToB.

(uacTsb 4.2 BBeieHa PenepasibHbIM 3ak0HOM OT 25.11.2013 N 317-03)

5. OcHOBaHMEM [l OTKa3a B HAIPaBJICHUU B JKCIIEPTHOE YUPEKICHUE 3a/IlaHHsI HA MPOBEIACHUE
SKCHEepPTU3bl KauecTBa yKa3aHHON B wacTh | HacTosmed craTb (apMaleBTUYECKOH CyOCTaHIIUU
SIBJISIETCSl HENPEICTABJICHHE JIOKYMEHTOB, YKa3aHHBIX B YacTW 2 HACTOSALIEW CTAaTbHU, OTCYTCTBUE
uHpoOpMaNuK, TOATBEpXKIArONme (akT ymiaTel TOCYJApPCTBEHHOW TIONUIMHBI 32  BKIIOYCHHE
(dhapmareBTHUeCKOW CyOCTaHIIMM, TPOU3BEACHHOW /I pealu3allii, B TOCYIapCTBEHHBIM peecTp
JIEKApCTBEHHBIX CPEACTB, HETPECTABICHUE 3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETA HAa yKa3aHHBIN B
yacTH 4.1 HACTOAIIEH CTaThH 3aMpPOC YIOJIHOMOYEHHOTO (heIepaIbHOTO OpraHa UCIIOJTHUTEIILHON BJIACTH
WIN TPEJCTaBICHNE TOKYMEHTOB, HE COJIEPKAIINX UCUEPIIBIBAIOLIETO MEPEUHS HEOOXOAUMBIX CBEJICHHM.
(dactb 5 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenme mnsATHamuaTH pabOYMX JHEH CO JAHSA TONYYEHHUS PEIICHHUS YIIOJIHOMOYEHHOTO
(benepanbHOro opraHa UCIOJHUTEIBHON BIACTU O HAIPABJICHUU B DKCIEPTHOE YUpEKJECHUE 3aJaHUs Ha
MPOBEJICHUE HKCHEPTH3bl KauecTBa YKa3aHHOM B yacTu | Hacrosmed craTbu (apMalieBTUYECKON
CyOCTaHIIMM 3asBUTENb NMPEACTABISET B IKCIEPTHOE YUPEKACHHUE ISl POBEACHUS JTAHHOM SKCIEPTHU3BI
o0pa3iel (hapMareBTHUECKON CyOCTaHIIMU B KOJUYECTBE, HEOOXOAMMOM JIJIsl BOCIIPOU3BEACHUS METOIOB
KOHTPOJISI KadecTBa. ODKCIEPTHOE YUYPESKICHHE MPU TOJYYCHHH OOpa3lloB yKa3aHHOW B dactu |
HacTosIel craThi (apMaleBTHUECKOM CyOCTaHIIMU BBIAAET 3asBUTEIIO JTOKYMEHT, MOATBEP KIAIOIINN
MOJIyueHHue H3TUX OoOpas3loB, WU B CPOK, HE TMPEBBINAOMUNA Tpex paboyux [THEH, yBeAOMISET B
AJIGKTPOHHOW WMJIM MUCHbMEHHOW (¢dopme 00 H3TOM  YyIOJHOMOYEHHBIH (elnepanbHblii  Oprax
MCIIOJIHUTENILHOM BIACTU. DTH CPOKHU HE BKJIIOYAIOTCS B CPOK MPOBEACHUS JaHHOW SKCIIEPTU3HI.

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

7. JIOKyMEHTBI, IOCTYNHBIINE B 3KCIEPTHOE YUPEKACHHUE IUIS MPOBEICHUS HKCIIEPTU3bI Ka4eCTBa
yKa3aHHOH B yacTu | Hacrosimeidl craTbu (hapMareBTHUECKOW CyOCTAaHIIMM, MOJUIekKaT BO3BpaTy B
YIOJIHOMOYEHHBIN (hefepalbHblii OpraH MCIOJHUTEIbHON BIACTH OJHOBPEMEHHO C 3aKIIOUEHHSIMH IO
pe3yiabTaTaM IIPOBEACHHON SKCIIEPTU3BI.

8. B cpok, He MpEBBINAIOIMNUNA TATH pabOYUX ITHEW CO JHS TOJYYCHHS 3aKIIOUYCHHUS KOMHCCHH
JKCIEPTOB MO pe3yibTaTaM »SKCHEPTH3bl KadyecTBa YKa3aHHOM B uacTh | Hacrosimiedl cratbu
(hapMareBTHUECKOM CyOCTaHIIMH, YIIOJTHOMOYEHHBIN (efiepaibHbIi OpraH UCTIOJHUTEILHON BIACTH:

1) ocyliecTBISE€T OLEHKY TAaKOrO 3aKJIIOUEHHS IS ONpPEACNICHUs] €ro COOTBETCTBHS 3a/laHUI0 Ha
MIPOBEACHUE TAHHOU IKCTICPTU3HI;

2) npUHUMAET pelIeHre O BKIIOYCHUN YKa3aHHOM B yacTu | HacToswIel cTaTbu (hapMareBTHUECKOM
CyOCTaHIIMM B TOCYIApCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEJCTB WIM pelIeHHEe 00 OTKa3e B TaKOM
BKJIIOUEHUU;

3) BHOCUT MpW TPHUHITHH PEIICHUS O BKIIOYCHHHM YKa3aHHOW B YacTH | HacTosAmed CTaThbu
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(bapManeBTUUECKOH  CyOCTaHIIMM B TOCYAAPCTBEHHBIM  peecTp  JICKapCTBEHHBIX  CPEJICTB
MPEeyCMOTPEHHYIO YacThio 2 cTaTtbu 33 Hacrosmero deaepanbHOro 3akoHa HHMOPMAITUIO U YBEAOMIIIET
00 3TOM B JICKTPOHHOHN WJIM MUCbMEHHOUN (OpMe 3asIBUTEIIS.

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-D3, ot 27.12.2019 N 462-D3)

9. OcHoBaHMeM Uil OTKa3a BO BKJIIOYECHHHM YKa3aHHOM B 4YacTh | HacTosimed CTaTbu
(bapManieBTHUECKOH CyOCTaHIIMM B TOCYIApCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEACTB SBISAETCS
3aKJII0OUYEHHE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (pefepaabHOTO OpraHa MCIOJHUTEILHOW BJIACTH O
TOM, YTO Ka4€CTBO q)apMaHeBTHHGCKOﬁ Cy6CTaHI_[I/II/I HEC HOILTBep)K,Z[eHO HOJIy‘-IeHHI:IMI/I JAaHHBIMU.

(gactp 9 BBenena denepanbHbiM 3akoHOM OT 22.10.2014 N 313-03; B pea. denepaabHOTO 3aKOHA OT
04.06.2018 N 140-®3)

10. He pomyckaercsi BKIIOYEHHWE B TOCYJAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB OJIHOU
(dapmaneBTHUECKON CyOCTaHIMK, MPOU3BEACHHON IJIs peali3allid U BBITYCKAEMOW OJHUM U TEM Ke
MIPOU3BOJIUTENIEM, B BUJE IBYX U O0JIee PeecTPOBBIX 3aMUCEl.

(actpb 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

11. BHecenue n3mMeHeHUH B JOKYMEHTHI Ha (hapMarleBTUYECKYIO0 CyOCTaHIIUIO, TPOU3BEICHHYIO IS
peanu3alud U BKIIOYEHHYIO B TOCYJAPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISETCS B
nopsigke, ycraHoBiieHHOM crtathsiMu 30 u 31 Hacrosmero ®denepalbHOr0 3aKOHa, C YIUIATOMN
rOCyJIapCTBEHHOM MOLLJIMHBI, TPEAYCMOTPEHHOM 3aKOHOAaTeNbCTBOM Poccuiickort denepanuu o Hajnorax
u cOopax.

(dactb 11 BBenena @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12. Nomyckaetcst oOparenue (papManeBTHIECKUX CyOCTaHIIUM, MPOU3BEACHHBIX ISl peaiu3alliu, B
TEYCHHE CTa BOCBMHJECATH JHEW 10 W TOCJIE MPUHSATHS YHNOJHOMOYCHHBIM (eAepatbHbIM OPraHOM
WCIIOJIHUTENIBHON BJIACTH pEIIEHUS O BHECEHWM W3MEHEHMH B JIOKYMEHThl Ha (apManeBTUUYECKYIO
CyOCTaHIIMIO, TPOW3BEACHHYIO [UIsl pealu3allid W BKIIOYCHHYI0 B TOCYAAapCTBEHHBIA peecTp
JIEKapCTBEHHBIX CPE/ICTB.

(dactb 12 BBenena @epepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

13. Pemenune 00 WCKIIOYEHHH W3 TOCYAApPCTBEHHOTO peecTpa JICKapCTBEHHBIX CPEACTB
(bapMarieBTHYECKON CyOCTaHLIMHM, MPOU3BEICHHON JJIS pealu3alud, NMPUHUMAETCS YHOIHOMOYCHHBIM
(benepaibHBIM OPraHOM UCTIOJHUTENHLHOM BIIACTH B Clydae:

1) npeacTaBieHns: COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (peiepaIbHBIM OPTaHOM MCTIOJTHUTEIbHOM
BJIACTH 3aKJIOYEHUS O PUCKE WIM 00 Yrpo3e >KU3HU WIH 3I0pPOBBIO YEJIOBEKa JHOO >KMBOTHOTO IpHU
HCII0JIb30BAaHUU JIEKAPCTBEHHOTO CPEACTBA;

2) nmomauu pa3pabOTUYUKOM JIEKAPCTBEHHOI'O CpEACTBA WM IPOU3BOAUTEIEM JIEKAPCTBEHHOTO
CpeacTBa JIMOO YMOJHOMOYEHHBIM MMHU JPYTUM FOPUIUYECKUM JIAIIOM 3asBICHHS 00 UCKIIOYCHHH U3
roCy/IapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPENCTB (apMaleBTUYECKON CyOCTaHIMH, MPOU3BEACHHOMN
JUTSL peanu3aliiy;

3) orcyrcTBUS (PapMaIeBTHYECKON CYOCTaHIIMHU, MPOU3BEACHHOM ISl pealn3aiuu, B 0OpaIieHuu B
Poccuiickoif @enepanuu B Te4eHUE TpeX U OoJiee JeT.
(dactpb 13 BBenena denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)
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Cratbsa 35. YTpaTtuna cuny ¢ 1 uronsa 2015 roaa. - ®egepanbHbIv 3aKoH oT 22.12.2014
N 429-@3.

Ctatba 36. OGxanoBaHume peweHuss 00 OTKase B Bbigaye paspeweHnss Ha
npoBeAeHNe KNMHUYECKOro MUcCCriefoBaHUS NeKapCTBEHHOro npenapara, peweHusa o6
OoTKasze B roCyAapCTBEHHOW perncTpauuMu InekapCTBEHHOro npenapara, 3akin4YeHus
KOMMCCUM IKCNEPTOB IKCMEPTHOIro yYpPEeXXAEHUA UNKM 3aKNOYeHUs coBeTa No 3TUKe

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

Pemienne cOOTBETCTBYIOIIETO YHOJTHOMOYEHHOTO (hefepalbHOTO OpraHa MCHOJIHUTENBHOM BIIACTH
00 oOTKa3e B BblAAYEe pa3pEIICHUs] Ha MPOBEAECHUE KIMHUYECKOIO MCCIIEOBAHUS JIEKapCTBEHHOIO
mpernapara, pelieHHe YKa3aHHOro (eaepanbHOr0 oOpraHa HCIOJHUTENBHOM BIAacTH 00 OTKase B
rOCylapCTBEHHOM PETUCTPALIMMA JIEKAPCTBECHHOI'O IIperapara, 3akKiIOYEHHME KOMMCCHH DJKCIIEPTOB
HKCHEPTHOTO YUPEKICHHUSA WM 3aKJIIOYEHHE COBETa IO 3TUKE MOXKET OBITh 00KaJIOBaHO B MOPSIKE,
YCTAHOBJICHHOM 3aKOHOAATeNbCTBOM Poccuiickoil ®enepannu. 3aKkiIOYEHHE KOMHUCCHUHM SKCIEPTOB
SKCIIEPTHOIO YYPEXKACHHUS O B3aMMO3AMEHSEMOCTH JIEKapCTBEHHBIX MPENaparoB Uil MEIUIIMHCKOTO
IPUMEHEHHs 00 O TOM, YTO JIEKAapCTBEHHBIN Mpenapar i MEAULUHCKOIO IPUMEHEHUS HE SBIISETCS
B3aMMO3aMEHSAEMBIM, MOXXET OBITh OO0KaJOBAaHO JEpKaTelieM WM BIIAJCIbIEM PETUCTPALIMOHHOTO
YIIOCTOBEPEHUS JIEKAPCTBEHHOI'O IpenapaTa B yIOJIHOMOYEHHBIH (eiepabHblil OpraH NCIOIHUTEIbHOM
BJIACTH, KOTOPBI NMPHUBJIEKAET K PACCMOTPEHHUIO YKAa3aHHOM >KanoObl TOBEIOMCTBEHHBIEC €My Hay4YHbBIE
opraHuzand ¥  oOpa3oBaTelbHbIE OpPraHU3alMM  BBICHIETO  O0pa30BaHMsA, OCYIIECTBIISIOIINE
JesITeNbHOCTh B c(epe oOpalieHus: JIEKapCTBEHHBIX CPEACTB. 3aKIIOYEHHE KOMHMCCHUHU DSKCIEPTOB
HKCHEPTHOIO YUYpPEXAEHUs, O(OPMIIEHHOE II0 HTOraM IepecMoTpa O0’KaJOBAaHHOIO 3aKIJIIOYEHUS
9KCIEepTa, MOXKET OBITH OCIOPEHO JepKaTesieM WM BIAACIBIEM PETUCTPALIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI0 Ipernapara JUOO0 YHNOJIHOMOYEHHBIM HUMH JIMIIOM B TIOpSJKE, YCTaHOBJIEHHOM
3akoHojaTenbcTBOM Poccuiickoit @eneparuu. Ilpu o0xanoBaHWM pelICHHS — YIMOTHOMOYEHHOTO
(benepanbHOrO OpraHa MCIOJHUTEIBHOW BJIACTH, 3aK/IIOUEHMsI SKCIepTa WJIM KOMHCCUHM 3KCIEpPTOB
SKCIIEPTHOIO YUPEKIAECHUS, 3aKIIOUEHHUS] COBETA 10 3TUKE JIEPKATENIb WM BIJIAJENEL] PETUCTPALMOHHOTO
YIIOCTOBEPEHUs JIEKaPCTBEHHOI0 Mpernapara JUO0 YHNOJHOMOYEHHOE MMHU JIMLO BIpaBe IMPEICTABUTH
pe3yJIbTaThl AKCIEPTU3bl JIEKAPCTBEHHOI'O IIperapaTa, IMPOTOKOJIbI IOJYYEHHBIX AaKKpPEIAUTOBAaHHBIMU
UCTBITATEIbHBIMU JJA00PATOPUAMHU (LIEHTPAMH) PE3YIbTATOB UCCIIEJOBAHUHN, HCIIBITAHUM.
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. WHdopmauusa, cBA3aHHaAA C OCYyLeCTBIIEHWEM TrocyAapCTBEHHOMU
perucTpauum JrekapCTBEHHbIX MpenapaTtoB, WHcpopMauua O 3aperMcTpupoBaHHbIX
NeKapCTBEHHbIX Mpenapatax W JieKapCTBEeHHbIX npenapartax, MWCKIHYEHHbIX U3
rocyaapcTBEHHOro peecTpa NneKkapcTBeHHbIX CpeacTB

1. CoOTBETCTBYIOIMNIA YITOTHOMOYEHHBIN (he/IepabHbIN OpraH UCIIOJIHUTEILHON BIIACTH pa3MeaeT
Ha cBOoeM odwuimansHOM caiite B cetn "HMHTepHeTr" nHbOpMAaIMio, CBSI3aHHYIO C OCYIIECTBICHHEM
roCy/lapCTBEHHOW PETHCTpalMK JIEKAPCTBEHHBIX MpEnapaTroB, B TOM YHCJE MPOBEACHHEM 3KCIIEPTU3bI
JICKapCTBEHHBIX CPEJCTB (BKIIIOYAs Pe3yJbTaThl €€ MPOBEICHHs ), HHPOPMALIMIO O 3apETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX TMpenapartax M JIEKapCTBEHHBIX IIpenaparax, HCKIIOYEHHBIX M3 TOCYIapCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEJACTB, HE IO3JHEE 4YeM dYepe3 MATh pabouux IHEH co IHS MOJy4YeHHUs
YIOJTHOMOYEHHBIM (e/iepaibHbIM OPTaHOM HCIIOTHUTEIFHOM BIACTH COOTBETCTBYIONIECH HH(DOpMAIIMH.
(B pen. @enepanbHbix 3akOHOB OT 22.12.2014 N 429-D3, ot 02.08.2019 N 297-03)
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2. Cpoxku W TOpPSIOK pa3MEIICHHUs YKa3aHHOW B dYacTh | Hacrosmied cratbu WHGOpMAIUU
YCTaHABIMBAIOTCSA YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OpPraHOM HCIIOIHUTENbHON Biactu. MHpopmarus,
yKa3aHHas B 4acTW | HACTOSIICH CTaThH, SBISETCA OTKPHITOM M OOIIEIOCTYITHOW M MPETOCTABISIECTCS
3aMHTEPECOBAHHBIM JIML[AaM B COOTBETCTBHH C 3aKOHOAATENBCTBOM Poccuiickon denepannu.

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

Mnaea 7. KMMHWYECKUE UCCIIEAOBAHUA JIEKAPCTBEHHbIX
NPEMNAPATOB AJ1A MEANLUNHCKOIO NPUMEHEHUA, OrOBOP
Ob UX NMPOBEAEHUW, NPABA NALUMEHTOB, YHACTBYIOLLUX
B 3TUX UCCIIEAOBAHUAX

Ctatbsi 38. KnuHuuyeckme wuccnenoBaHUSA neKapCTBEHHbIX MpenapaTtoB AnA
MeAMWLMHCKOro NpUMeHeHus

1. Knuandeckue McCienoBaHusl JICKAPCTBEHHBIX IMPENapaToB Il MEAUIIMHCKOTO MPUMCHECHHS, B
TOM YHUCJIE MEXIYHAPOJIHbIE MHOTOLICHTPOBBIE, MHOTOLIEHTPOBBIE, TOCTPErUCTPALIUOHHBIE, TIPOBOJISTCS B
OJTHOW WJIM HECKOJIBKUX MEIUIIMHCKUX OPTaHM3allMsX B COOTBETCTBHU C IMpaBWJIAMHU HaJyIeKaIen
KIIMHUYECKOW MPAKTUKHU, YTBEPXKIEHHBIMH YIIOJHOMOYECHHBIM (eepaTbHBIM OPTraHOM UCTIOJHUTEILHON
BJIACTH, COOTBETCTBEHHO B CIICYIOITUX IIEIIAX:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) yctaHoBIeHHE 0€30MACHOCTH JIEKAPCTBEHHBIX MIPENapaToB JJIsl 3JI0POBBIX TOOPOBONIBIIECB U (UJITH)
NEPCHOCUMOCTH UX 3JOPOBBIMU ,Z[O6pOBOJ'IBL[aMI/I, 3a HCKIIFOUECHUEM TaKUX I/ICC.HGI[OBaHI/Iﬁ JICKApCTBCHHBIX
MpenaparoB, MPOU3BEACHHBIX 3a peaenamu Poccuiickoit deneparnuu;

2) noa0op ONTUMANBHBIX JO3MPOBOK JIEKAPCTBEHHOTO MpernapaTa 1 Kypca JSUeHUs IS MAIeHTOB
C OIpeleIeHHbIM 3a00JI€BaHUEM, ONTUMAIBHBIX 103 M CXEM BaKUUHALMU HMMYHOOHOJOTMYECKUMU
JIEKapCTBEHHBIMH IIperapaTaMy 310pOBBIX TOOPOBOJIBIICB;

3) ycraHoBJIeHHE 0€30MMaCHOCTH JICKAPCTBEHHOTO Tpemnapara u ero 3GPpeKTUBHOCTH JIJIsl MAIIUEHTOB
C OmpeleNeHHbIM 3a0oyieBaHHEM, NPOPUIAKTHYECKON 3(H(HEKTUBHOCTH HMMYHOOHOJIOTHYECKUX
JIEKapCTBEHHBIX MPENapaToB JIsl 370POBBIX TOOPOBOJIBIIEB;

4) uzydyeHne BO3MOKHOCTH PACIIMPEHUS TOKAa3aHUM ISl MEIUIIUHCKOTO TPUMEHEHUS U BBISIBJICHUS
paHee HEU3BECTHBIX MOOOYHBIX IEHCTBUI 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB.

2. B oTHOIIEHUH BOCTIPOU3BEACHHBIX JIEKAPCTBEHHBIX MPEMapaToB sl MEIUIIUMHCKOTO TPUMEHEHUS
MPOBOASATCS HCCIENOBAaHUS OHOPKBUBAJIEHTHOCTH U (MJIM) TEpamneBTHUECKOH OSKBUBAJECHTHOCTH B
MOPSIIKE, YCTAHOBJIICHHOM YIIOJIHOMOYEHHBIM (heJIepaibHbIM OPTaHOM UCTIOTHUTEIILHOM BIIACTH.

3. Opranuzanuio MpPOBENEHUS KIMHUYECKHX HCCIIEIOBAaHUI JIEKapCTBEHHOrO Ipemnapara s
MEJUIIUHCKOTO MPUMEHEHUS BIIPABE OCYILIECTBIIATD:

1) pa3paboTyuK JeKapCTBEHHOTO Mpernapara Wik yIOoJIHOMOYEHHOE UM JTUIIO;

2) 06pa3OBaTCHBHI>I€ OopraHu3aluu BBICIICTO 06p330BaHI/ISI, opraHu3anvi OOHNOJHHUTCIBHOI'O
po¢eCCHOHATBHOTO 00pa30BaHUS;
(. 2 B pea. @enepanbHoro 3akoHa ot 02.07.2013 N 185-03)
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3) Hay4HO-UCCIIEeI0BATEIbCKUE OpraHU3aIiH.

4. KiuHUYecKHe UCCJIEeIOBaHMs JIEKapCTBEHHOIO Mpernapara Uisi MEIUIMHCKOTO MPUMEHEHUs
MIPOBOASATCS HA OCHOBAaHUM Pa3pelIeHUs] Ha MPOBEACHHE KIMHUYECKOTO MCCIIEJOBAHMSI JIEKAPCTBEHHOTO
mpemapaTta, BBIJAHHOTO  YINOJTHOMOYEHHBIM  (peepanbHBIM  OpPraHOM  HMCTOJHHUTEIBLHOW  BIJIACTH.
YonrHOMOYEHHBIH (DeiepanbHBIA OpraH UCIOJHUTEIBLHON BIIACTH BEACT PEECTpP BBIJAHHBIX Pa3peIICHUA
Ha IPOBEICHUE KIMHUYECKUX HCCIEAOBaHUH JIEKapCTBEHHOTO IMpernapaTa, COAEpKallui yKa3aHhe Ha UX
1eJIb UITH 11eJI1, B YCTAaHOBJIEHHOM 3TUM OPTaHOM MOPSKE.

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-D3, ot 13.07.2015 N 241-03)

5. ¥Yrparun cuny ¢ 1 utonsg 2015 roga. - @enepanbhbiii 3akoH o1 22.12.2014 N 429-D3.

6. K opranmsanuu mnpoBeleHUs KIMHUYECKUX HCCIICAOBAHUM JIEKAPCTBEHHOTO Iperapara Ul
MEIUIIMHCKOTO TPUMEHEHUS pa3pabOTYMKOM JIEKapCTBEHHOTO TIIperapaTa MOTYT IPHBICKATHCS
IOPUIMYECKUE JIMIa JI000H  OpraHu3allMOHHO-TIPaBOBOM  (OpPMBI  MpH  yCJIOBUM  OOecCTeYeHHUs
COOTBETCTBUSI 9THX HCCIICIOBAHUI TpeOOBaHMUAM HacTosero denepanbHOro 3aKOHa.

Koncynprantllntoc: npumeyanue.

B Hacrosiee BpeMmsi JEHCTBYIOIIMM 3aKOHOJATEILCTBOM HE YCTAaHOBIIEH MOPAIOK aKKpeIUTaluu
MEMIIMHCKUX OpraHM3allMii Ha IpaBO IPOBEIEHUS KIMHUYECKUX HCCIEI0BAaHUM JIEKapCTBEHHBIX
npenapatoB s MeauuumHckoro mnpumenenus. Jlo 01.01.2021 peictBoBano IlocraHoBneHue
IIpaBurensctBa PO ot 03.09.2010 N 683.

7. KnuHuueckue HCCleOBaHUS JIEKapCTBEHHBIX MpPENapaToB i MEAMIMHCKOTO NPUMEHEHHUs
NpoBOAATCA B MCIAUIMHCKUX OpraHu3alugax, aKKpCAWUTOBAHHBLIX YIOJHOMOYCHHBIM (I)G,ZlepaJIBHLIM
OpraHOM HCIOJIHUTEIBHONM BJACTM B TNOpsAKe, ycTaHOBIeHHOM IIpaBurensctBoM Poccuiickoit
denepanuu.

8. [IlepeueHb MEOMIIMHCKUX OpraHM3alMi, HMEIOIIUX TMPaBO MPOBOAUTH KIMHUYECKUE
HUCCIICAOBaHUA JICKAPCTBCHHLIX MPCIapaTroB A MCAULIMUHCKOTO IMPUMCHCHUA, U PCCCTP BbIAAHHBIX
paspelieHuii  Ha  TpOBEJACHHE  KIMHUYECKHMX  HMCCIIEJOBAHMNM  JIGKAPCTBEHHBIX  IpEnaparoB
OINyOJIMKOBBIBAIOTCA M Pa3MEIIAIOTCS YINOJHOMOUYEHHBIM (ellepalbHbIM OpPraHOM HCIIOJHUTEIHHOMN
BJIACTH B YCTAaHOBJICHHOM MM IOPSIKE Ha CBOeM O(pHUIIMaIbHOM caiiTe B cetu "MHTepHeT".

Cratbsa 39. PewweHue o npoBeAeHUU KINMHUYECKOro nccriefoBaHUs rieKapcTBEHHOro
npenapara Ansa MeguLUMHCKOro NpMMeHeHus
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. KiunHuueckoe wuccieoBaHHE JEKapCTBEHHOIO Ipemnapara Uil MEIULHUHCKOTO MPUMEHEHHUS
MIPOBOJIUTCSI HA OCHOBAHHMM PA3PEIICHHs] HA MPOBEACHUE KIMHUYECKOTIO UCCIEIOBAaHUs JIEKAPCTBEHHOTO
npenapaTta, BBIJAHHOTO YHNOJHOMOYEHHBIM (peepaqbHbIM OpPraHOM HCIOJHUTENbHOM BJIACTH IIO
pe3ylbTaTaM SKCIEPTH3bl JTOKYMEHTOB, HEOOXOIUMBIX JUIsl TIONYyYEHHS pa3pelieHUs Ha IPOBEICHUE
KIIMHUYECKOTO UCCIEI0OBaHUS JIEKAPCTBEHHOTO MpernapaTa U STHYECKON IKCIIEPTHU3HI.

2. JIns monydeHMsl pa3pelleHUss Ha MPOBEACHHE KIMHUYECKOTO HCCIIEJIOBAHMS JIEKAPCTBEHHOTO
npernapata A MEJUIIMHCKOTO MPUMEHEHUS 3asiBUTENb MIPEICTaBIseT B YIIOJTHOMOYEHHBIHN (eaepanbHbIil
OpraH UCIOJIHUTEIbHOM BIACTH:
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1) 3asiBieHreE O BbIau€ pa3pellieHusl Ha MPOBeIeHNe KIMHUYECKOTO NCCIIEIOBaHMS JIEKAPCTBEHHOTO
mpermapara JiIsl MeIUIIUHCKOTO IPUMEHEHUS;

2) KONWW TOKYMEHTOB, MOATBEPKIAMONINX YIUIATY TOCYJAPCTBEHHON IOIUIMHBI 33 TPOBEICHHE
TUYECKOM DKCIEPTU3bl, JKCIEPTU3bl JITOKYMEHTOB Ha JICKApCTBEHHBIN Ipenapar s IOJy4EHHUs
paspelieHdss Ha TPOBEACHHWE KIMHUYECKOTO HCCICOBAaHUS JIEKAPCTBEHHOTO Tpenapara Juis
MCIUIIUHCKOI'O IMPUMCHCHH, 3a BbLAAYY pa3pCliCHUd Ha MPOBCACHUC KIMHUYCCKOI'O HUCCIICAOBAHUA
JICKApCTBEHHOTO Tpernapara Jjisi MEIUIIUHCKOTO MPUMEHEHHsI, 38 MPOBEICHHE dKCIIEPTU3bI JJOKYMEHTOB
Ha JICKAPCTBEHHBIM IIpenapar JUisd IOJy4CHHMS pa3pellcHUs Ha IPOBEACHUE MEXIYHApOIHOTO
MHOTOIIEHTPOBOTO KJIMHHYECKOTO HWCCIICAOBAHMS JIEKAPCTBEHHOTO TMperapara s MEIUIIHHCKOTO
MNPUMCHCHUA, 3a BblAa4y pPa3pClICHUA Ha TMPOBCIACHUC MCKIAYHAPOAHOTO MHOTOLICHTPOBOI'O
KIIMHAYECKOTO HCCIICIOBAaHMS JIGKAPCTBEHHOTO TIpenaparta il METUIIMHCKOTO TNPUMEHEHUs, 3a
MPOBEJICHUE OSTUYCCKOW OKCIEPTH3BI, IKCIEPTU3bl JOKYMEHTOB Ha JIGKAPCTBEHHBIM MpemapaT it
MOJYyYCHUsT pa3pelieHuss Ha TPOBEICHHE TOCTPETHCTPANMOHHOTO KIMHUYECKOTO HCCIIEOBaHUS
JICKApCTBCHHOT'O Ipfrapara s MCIAUIUHCKOTO MPUMCHCHUS, 3a BblJa1y Pa3pCUICHUA Ha MPOBCIACHUC
MOCTPETUCTPAIIMOHHOTO KJIMHUYECKOTO HMCCIICIOBAHUS JICKAPCTBEHHOTO Iperapara Jjis METUIIMHCKOTO
MPUMCHCHUS;

(B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

3) MPOTOKOJ KIIMHHUYCCKOI'O0 HCCICAOBAHUA JICKAPCTBCHHOI'O TIMpfniapata Iajd MCIUIUHCKOTrO
IMIPUMCHCHUS;

4) Oporropy Bcciea0BaTes;
5) nH(OpMaITMOHHBIH JINCTOK MAIMCHTA,

6) cBeaeHus 00 oOmbITe PabOTHI HCCIeNOBaTeNe MO COOTBETCTBYIOUIMM CIEHUATBHOCTAM M HUX
OIBITE PabOTHI IO MMPOBEICHHUIO KIIMHUYECKUX HCCIIECI0BaHNN;

7) cBeneHHsT O MEIULMHCKUX OpPraHU3alMsIX, B KOTOPBIX MPEANOJIaraeTcsi MPOBEACHUE
KIIMHAYECKOTO HMCCIICIOBAHUS JIEKAPCTBEHHOIO Tpernapara Jyisi MEAUIIMHCKOTO MpUMEHEHUs (TOJIHOe
COKpAIlleHHOEe HAaWMEHOBAHUS, OpPraHU3allMOHHO-TIpaBOBas (opMa, MECTO HAXOXKACHUS U MECTO
OCYIIECTBJICHUS EATEIbHOCTH, TeaedoH, Teredakc, aapec dAECKTPOHHOW MOUTHl KKIO0H METUITHHCKON
OpraHu3aIym);

8) cBemeHUsT O TMPEANONIAraéMbIX CpPOKax TPOBEICHHUS  KIMHUYECKOTO  HMCCIICIOBAHUS
JIEKapCTBEHHOTO MpernapaTa i MEIUIUHCKOTO TPUMEHEHUS;

9) KOITMKO O0T0BOpa 00513aTEILHOIO CTpaxoOBaHUs, 3aKJIHOUCHHOTO B COOTBCTCTBHU C THUIIOBBIMHU
npaBujiaMn 00s13aTEIHLHOTO CTpaxoBaHUsd, C YKa3aHHCM HpeI[eJIbHOfI YHUCJICHHOCTHU ITAllMCHTOB,
YH4aCcTBYHOIIMX B KIMHUYCCKOM HMCCICAOBAHUU JICKAPCTBCHHOI'O Ipfrapara A MCIUIHUHCKOI'O
MMPUMCHCHUS;

10) undopmaiuio o coctaBe JeKapCTBEHHOT'O Ipernapara Juisi MEJUIIUHCKOTO PUMEHEHUS;

11) mOKyMeHT, cOCTaBIEHHBIH MPOU3BOAUTEIEM JIEKAPCTBEHHOIO Ipenapara A MEAUIMHCKOTO
MPUMEHEHUS U COJEpKallMi IMOKa3aTean (XapaKTepUCTHKH), a TaKKe CBEIACHHUS O JIEKApCTBEHHOM
IpernapaTe s MEAWLHUHCKOIO IPUMEHEHHS, NPOU3BEAECHHOM I IPOBEIACHUS KIMHUUYECKUX
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HCCIICIOBAHUM;

12) cBeneHus o nare MpeJOCTaBICHHUS M PETUCTPALMOHHOM HOMEPE JUIEH3UU Ha MPOU3BOJCTBO
JIEKAPCTBEHHBIX CPEACTB B CIIy4ae, €CiIu MPOU3BOJCTBO JEKAPCTBEHHOIO Ipenapara OCYIIECTBIISIETCS B
Poccuitickoit ®denepanuu, WM CBEACHUA O JaTe IMPEIOCTABICHUS W PETUCTPALMOHHOM HOMEpPE
3aKJIIOYEHHST O COOTBETCTBMM IPOU3BOJAUTENS JIEKAPCTBEHHOI'O IIpernapaTa TpeOOBaHUSAM IPaBUII
HaJUIe)KAIEd MPOU3BOACTBECHHOW IIPAKTUKH, IIPENOCTABICHHOIO YIIOJHOMOYEHHBIM OpPraHOM CTpaHBI
MTPOU3BOUTEINS JIEKAPCTBEHHOTO Ipenapara.

(B pen. @enepanbHbix 3aKk0HOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2.1. B cnydyae HempeACTaBICHHS C 3asBJICHUEM O BbIJaue pa3peuieHusl Ha MPOBEICHUE
KJIIMHUYECKOTO HUCCIEA0BaHUs JICKAPCTBEHHOTO MpernapaTa s MEAUIIMHCKOTO TPUMEHEHHUs JOKYMEHTOB
(cBeneHmit), MOATBEP)KIAIONINX YIUIATY TOCYJAPCTBEHHON IMOINUIMHBI U YKa3aHHBIX B ITYHKTE 2 YacTu 2
HACTOSIIEH CTaThd, a TaKXKe BBIJABAEMBIX (MPEIOCTABISIEMBIX) YIOTHOMOYEHHBIMU (eaepalbHBIMU
OopraHaMy HCIIOJTHUTEIBHOW BJIACTH JIOKYMEHTOB (CBEIEHWI), yKa3aHHBIX B IyHKTe 12 dYactm 2
HACTOSIIEH CTaThbH, YMOJHOMOUYEHHBIN (enepanbHblii OpraH HMCIOJHUTEIBHONW BIIACTH 3aIllpallHBacT
yKa3aHHbIE  JIOKYMEHTHI  (CBEIEHHUS) B  TMOpPSAKE  MEXKBEJOMCTBEHHOTO  MH(POPMAIMOHHOTO
B3aUMOJICVCTBHUSI.

(dactp 2.1 BBeaeHa denepanbHbIM 3aKOHOM OT 27.12.2019 N 478-D3)

3. B cpok, He nmpeBbIIAIOUINA MATH pabouuX THEH cO JHS MPUHATHA YKAa3aHHOTO B MyHKTE | yacTtu
2 HACTOSIICH CTaThbU 3asBJICHUS M HEOOXOJMMBIX JOKYMEHTOB, YIIOJTHOMOUYEHHBIN (penepanbHBIN opraH
HUCIOJHUTEIHLHOU BJIIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEJIEHUH, COAEPKAIIUXCS B MPEICTaBICHHbIX
3asiBUTEJIEM JOKYMEHTAaX;

2) NpUHUMAET PELICHHE O MPOBEACHUU SKCIEPTU3bl JOKYMEHTOB JJIsl MOJY4YEHUs pa3pelieHus Ha
MPOBEACHUE KIMHUYECKOTO MCCIIEI0OBAHUS JIEKAPCTBEHHOTO IMpernapaTa sl MEJUIMHCKOrO0 MPUMEHEHUS
Y 3THYECKOM 3KCIEepTU3bl WK 00 OTKa3e B MPOBEACHUN YKa3aHHBIX HKCIEPTHU3;

3) yBemomisieT B 3JIEKTPOHHOM (opMe HIM Ha OyMaKHOM HOCHUTENE 3asBUTENS O IMPHHATOM
peuieHnu 100 B ciiyyae MPUHATHUS PelIeHUs 00 OTKa3e TakKe ¢ YKazaHHUEeM MPUYHH TaKOro 0TKa3a;

4) moaroTaBiIMBAacT M HANpAaBISET B SKCIEPTHOE YUPEXKIECHUE U COBET II0 3THKE 3aJaHUE Ha
IIPOBEJICHUE COOTBETCTBYIOIUX JKCIIEPTH3.

4. B cny4ae BBISBICHHUS HEMOJHOTHI M (WJIM) HEJOCTOBEPHOCTH HMH(OpPMAIMM, COAepKalieiics B
IPEJCTABICHHBIX 3asiBUTENEM JOKYMEHTaxX, YINOJHOMOYEHHBIH (perepaibHbIil OpraH HCIOJHUTEIBbHON
BJIACTH HAIPABISET 3asSBUTEIIO 3alpOC 00 YTOYHEHUH yKa3zaHHON MH(popMaimu. JJaHHBIH 3a1poc MOKET
OBITh IEpellaH YHOJIHOMOYEHHOMY NPEJCTaBUTENIO 3asBUTENS JIMYHO IOJ PACIUCKY, HAIpPAaBICH IO
MOYTe 3aKa3HBIM NMHCHMOM WJIM TEpelaH B AJIEKTPOHHON (hopMe MO TeIeKOMMYHHUKAIIMOHHBIM KaHaJlaM
CBA3U. B ciydae HampaBieHHs [aHHOTO 3ampoca IO IIOYTE 3aKa3HbIM IHCBMOM OH CUUTAcTCA
MOJyYeHHBIM MO UCTEUCHHMM IIECTH JHEW C JaThl HANpPaBICHMS 3aKa3HOTO MUChMa. 3asBUTENb O0s3aH
IPEJCTaBUTh OTBET Ha 3alpoc YHOJIHOMOYEHHOTO (heaepanbHOro OpraHa HMCIOJHUTEIbHOM BIIACTH B
CPOK, HE MPEBBIAIONINN JIeBIHOCTA pabouux aHel co aHs ero noxydeHus. Cpok, yKa3aHHBIA B 4acTu 3
HACTOAILEH CTaThb, MPUOCTAHABIMBACTCA CO JHS HAIPABJICHUS 3asABUTENIO 3aIIPOCa YIMOJIHOMOYEHHOTO
(benepanbHOro OpraHa MCHOJIHUTENBHOM BIACTH 0 AHSA MOJYYEHUS UM COOTBETCTBYIOLIETO OTBETA M HE
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YUUTBHIBAETCSl TPU HMCUUCICHUHM CpPOKA MPHUHATHS  YHIOJHOMOYEHHBIM (eepalbHbIM  OpPraHoM
WCIIOTHUTEJIbHOW BIACTH PEIICHUS O TPOBEACHUH IKCIIEPTU3BI TIOKYMEHTOB ISl TIOJIYUYEHUS pa3pelieHUs
Ha TMPOBEJEHUE KIMHUYECKOTO MCCIEAOBAaHUS JIEKAPCTBEHHOTO Tpernapara Uil MEAUIIMHCKOTO
MIPUMEHEHHUS.

5. OcHOBaHHMEM [Tl OTKa3a B MPOBEACHUU AKCIEPTU3bI TOKYMEHTOB ISl MOJYYEHHS pa3peIICHHS
Ha MPOBCACHUC KIMHHUYCCKOI0 HMCCICAOBAHUSA JICKAPCTBCHHOTO IHpfrapara I MCAUIHUHCKOIO
NPUMEHEHHST M OSTHYECKOW OSKCIIEPTU3BI SBISIETCS TPEACTABICHUE ITOKYMEHTOB, MPEIyCMOTPEHHBIX
JacTbhio 2 HaCTOHH_Ieﬁ CTaTbH, B HCIIOJIHOM OGT:GMC, HCIIPCACTABJICHHUC 3ad4BUTCIICM B YCTaHOBHGHHLIﬁ
CPOK OTBETa Ha yKa3aHHBIH B YacTH 4 HACTOAIICH CTAaThU 3allpoOC YIOJHOMOYEHHOTO (enepaibHOTro
opraHa HUCIOJIHUTEIBHOM BJIACTH JII/I60 OTCYTCTBHUC B IPCACTABJIICHHBIX JOKYMCHTAX HCYUCPILIBAOIICTO
nepevHs HeoOxoauMon WHGopMaIuu win WHOpMaIuy, KoTopas IoJKHA OBITh OTpakeHa B HHX, a
TaKXe OTCYTCTBHE HH(OpPMALUH, MOATBEPKAAOMEH (PaKT ymiaaTel rocyaapcTBEHHOW MOLUIMHBI 3a
MPOBEICHUE ASTHYECKOW AKCIEPTH3BI, SKCIEPTU3bl JTOKYMEHTOB Ha JIEKAPCTBEHHBIM Tpemnapar s
MOJIYYCHHA Pa3pClICHUA HAa MPOBCACHUC KIIMHUYCCKOI'0 HMCCICAOBAHUA JICKAPCTBCHHOI'O IIpCriapaTa AJId
MEIUIMHCKOTO TMPUMEHEHHS, 3a BBIIAUy pa3pelieHusi Ha TMPOBEJICHHE KIMHHYECKOTO HCCICTOBAHUS
JICKApCTBCHHOT'O IIpfriapata AJId MCOAUIIMHCKOTO NMPUMCHCHUS, 3a MPOBCIACHUC SKCIICPTHU3blI JOKYMCHTOB
Ha JICKApCTBEHHBIH TMpemapar uisd TOJYYCHHS pa3pelieHUs] Ha MPOBEACHUE MEXIYHAPOTHOTO
MHOT'OLICHTPOBOI'O KJIIMHHUYCCKOI'0O HMCCICAOBAHUA JICKAPCTBCHHOI'O IMpfnapara IjId MCIAUIIUHCKOIO
NPUMEHEHHs, 3a BbIIA4y pa3pelieHuss Ha MPOBEACHUE MEXIYHApOIHOTO MHOTOIIEHTPOBOTO
KIIMHUYCCKOTO HCCIICAOBAHUA JICKAPCTBCHHOTO IMpfcliapara Ajd MCOAULIHUHCKOIO IMPUMCHCHUA, 3a
MPOBEJICHUE STHYECKOW AKCIEPTH3BI, SKCIEPTU3bl JTOKYMEHTOB Ha JIGKAPCTBEHHBIM Tpemnapar s
MOJIYYCHHA Ppa3pClICHUSA Ha MNPOBCACHUC TMOCTPCTUCTPAIUOHHOTO KIIMHUYCCKOrO HCCICAOBAHUA
JICKApCTBEHHOTO Tperapara Jjisi MEAUIIMHCKOTO MPUMEHEHHs, 32 BBIAAYy pa3pelleHus] Ha TMPOBEICHHE
MNOCTPCTUCTPAIUOHHOTO KIIMHUYCCKOI'0 HCCICAOBAHHUA JICKAPCTBCHHOI'O IIpCriapata AJisi MCOAUIHUHCKOIO
MIPUMEHECHHS.

6. IlpoBegeHue »>KCHEpPTU3bl JOKYMEHTOB JUIsl TIOJYYEHHUSI pa3pelIeHUs Ha MPOBEACHUE
KIIMHAYECKOTO MCCIIEA0OBAHMS JIEKAPCTBEHHOTO TIperapara i MEAUIIMHCKOTO IPUMEHEHUS B ATHYECKOM
9KCIEPTU3bI, COCTABIIEHUE KOMUCCUEN SKCIIEPTOB U COBETOM I10 3TUKE 3aKJIIOUECHUNU O BOZMOXKHOCTH WIIH
HEBO3MOKHOCTH TIPOBEACHHS TAKOTO KIMHUYECKOTO UCCIEIOBAaHUS W HAIPaBJICHUE ITHX 3aKIIOUCHUN B
YIIOJTHOMOYCHHBIN  (peIepaibHbIl  OpraH HCIOJHUTEIBHOW BIIACTH OCYIIECTBISIOTCS B CpPOK, HE
MIPEBBIIAIONINN TPUAATA PAa0OYMX JHEH CO JHSA TMOJY4YEHHUs SKCIEPTHBIM YUPEKICHUEM 3aJIaHHs
YIOJTHOMOYEHHOTO (eAepaTbHOTO OpraHa HWCHOJHUTEIBHON BIACTH C TPUIOKEHUEM JIOKYMEHTOB,
yKa3aHHbIX B TNyHKTax 3, 4, 10 u 11 yactu 2 HacrodIiedl CTaTbu, M COBETOM IO 3TUKE 3aJaHUS
YIIOJTHOMOYEHHOTO (peIepalIbHOTO OpraHa WCIOJTHUTEILHOM BIACTH C TPUIOKEHHEM JTOKYMEHTOB,
YKa3aHHBIX B MyHKTaxX 3 - 6, 8 1 9 yactu 2 HACTOSIIEH CTaThU.

7. B cpok, He MPEBBIIIAOMUHN MATH PabOYMX JHEH CO THS MOJYYEHUS 3aKII0UYEHUH, yKa3aHHbBIX B
4acTH 6 HACTOSIIEH CTaThH, YIIOJHOMOYEHHBIN (eiepaabHbIil OpraH UCTIOJHUTEILHOMN BIACTH:

1) OCYHICCTBJIACT OLICHKY MMOCTYIIUBIINUX 3aKJII0UYCHUMN IJI onpeACIICHUA UX COOTBCTCTBHUA 3aJaHUAM
Ha NPOBEACHUEC COOTBECTCTBYIOIIUX OKCIICPTHU3,

2) NpUHUMAET PELIECHHE O BbIJAYE pa3pelICHUs HAa NPOBEACHHUE KIMHUYECKOTO HCCIIECIOBAHUS
JIEKapCTBEHHOI'0 IIpernapaTa Uil MEAMLUHCKOrO NMPUMEHEHHMs WIM 00 OTKa3e B BbAAYE YKa3aHHOTO
paspeunieHus;
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3) BbIAET pa3pellieHue Ha MPOBEICHUE KIMHUYECKOTO HCCIIEeIOBaHMs JEKapCTBEHHOTO MperapaTa
JUIS MEIUIWHCKOTO TMPUMEHEHHsS] WIM pelieHHe 00 OTKa3e B BBIJAYE YKA3aHHOTO pa3peIICHHs C
yKa3aHHeM MPUYMH OTKa3a.

8. OcHOBaHMEM JUIsl OTKa3a B BbIayu€ pa3pellieHus Ha NPOBEICHHE KIMHUYECKOIO HMCCIIEI0BaHUs
JIEKApCTBEHHOIO Ipernapara Iy MEAULIMHCKOrO IPUMEHEHHUs SABIISICTCS HAIMYUE 3aKIIFOYEHHUST KOMUCCUU
JKCIIEPTOB WM 3aKJIIOYEHUS COBETa [0 JTHUKE O HEBO3MOXKHOCTU IIPOBEICHUS KIMHUYECKOTO
HCCIEAOBAHUA JICKApCTBEHHOIO TIpenapara Uil MEOUUUHCKOrO IPUMEHEHHUSA II0 pe3ylbTraram
IIPOBEJEHHBIX IKCIEPTU3, IPETYCMOTPEHHBIX YacThbi0 6 HACTOSALIEH CTAaThU.

9. Pemenne 00 OoTKaze B MPOBEICHUW SKCIEPTHU3BI JOKYMEHTOB IS TMOJTYYEHUs pa3pelicHus Ha
HpOBeI[eHI/IC KIIMHUYCCKOI'O UCCJICA0OBaAHUA JICKapCTBeHHOFO HpenapaTa IJIA MEAULTUHCKOI'O HpI/IMeHeHI/IH
W ITUYECKON DKCIEPTHU3bl W B BBIJAYE Pa3pEIICHHUs] Ha TPOBEICHHUE KIMHHUYECKOTO MCCIICIOBAHMS
JIeKapCTBeHHOFO HpenapaTa JI1 MECOUITUHCKOI'O HpI/IMeHeHI/ISI MOXET 6BITB OG)KEUIOBaHO B HOpSII[Ke,
YCTaHOBJICHHOM 3aKOHOJIaTenbCcTBOM Poccuiickoit denepanu.

CraTtba 39.1. 9TMYecKas aKkcnepTusa
(BBeneHa @eaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

1. Otnueckas 9KCHICPTHU3a MPOBOAUTCA COBETOM IO 3THKEC, CO3JJaAHHBIM B IMOPAAKE, YCTAHOBJICHHOM
YIIOJIHOMOYCHHBIM (bez[epa.anLIM OopraHomMm HCIIOJIHUTEILHOMN BJIaCTH, B LCJIIX BbIAAYH 3aKJIIOYCHUS 00
TUYECKON 000CHOBAHHOCTH BO3MOKHOCTH MPOBCACHHUA KIIMHUYCCKOTO HCCICAOBAHUS JICKAPCTBCHHOI'O
npenapara ajid MEAUIUHCKOI'O IIPUMCHCHU.

2. DKcmepTaMy COBETa MO ATHKE MOTYT OBITh MPEICTABUTEIN MEAULIMHCKUX OpraHn3aluil, HAyqHbBIX
OpraHu3aiuii, 00pa30BaTENBHBIX OpraHU3alMil BbICIIEr0 OOpa30BaHMs, a TakKXKe IpeACTaBUTEIN
OOIIIECTBEHHBIX OpraHU3alui, PEIMTHO3HBIX OpraHM3aLUil U CPeACTB MaccoBOoil MHQpopmauuu. JlaHHBIE
SKCHEPThl HE JOJDKHBI HAaXOOUThCA B KaKOM-TMOO 3aBUCHUMOCTH OT DPa3pabOTUMKOB JIEKAPCTBEHHBIX
IIpenapaToB U IPYruXx JIKL, 3aMHTEPECOBAHHBIX B PE3YyJIbTAaTaX 3TUYECKOU DKCIIEPTU3BI.

3. Ommara ycIyr H3KCIEpPTOB COBETa IO JTHUKE OCYIIECTBISETCS HA OCHOBAaHWUHU JIOTOBOPA,
3aKJIFOYEHHOTO MEX]y YIMOJHOMOYEHHBIM (pe/iepaqbHbIM OpPraHOM HCIIOJTHHUTEIBHONW BIACTH, KOTOPHIM
CO371aH COBET II0 JTHUKE, M OJKCIIEPTOM COBETa II0 JITHKE, 3a CUYeT OOJDKETHBIX AaCCHUTHOBAaHHM,
MPEyCMOTPEHHBIX YIIOTHOMOYEHHOMY (heiepaqbHOMY OpTraHy HCIIOJTHUTEIFHOW BIACTH, KOTOPBIM
CO371aH COBET MO J3THKE, B (eaepaqbHOM OIOPKETe Ha COOTBETCTBYIONIMH TOJ Ha OOECIeYeHUE ero
NEesATEIbHOCTH, B pa3Mepax, ycTaHoBIIeHHbIX [IpaBurensctBoM Poccniickoit denepanun.

4. DkcnepTbl coBeTa MO ATHKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJIATEIbCTBOM
Poccuiickoit @enepanuu.

5. CocTtaB coBeTa 1Mo THKE, MOJ0KEHHE 00 TOM COBETE, MOPSAOK €Tro AeATeILHOCTH, TPEOOBAHHUS K
KBUTH(DUKAIIMH U OIBITY PabOTHI IO IKCIIEPTHOM OLIEHKE HAYYHBIX, MEIUIIUHCKUAX M ITHUYECKUX aCTICKTOB
KIMHUYECKUX  HWCCIICIOBAHUN  JICKAPCTBEHHBIX MpENaparoB sl MEAMIIMHCKOTO MNPUMEHEHMUS,
MPEIBSABIISIEMbIE K JKCIEPTaAM COBETA MO 3THKE, MOPAJOK OPraHu3allMd W IPOBEICHHS STUYECKOU
IKCTIEPTU3BI, opMa 3aKITIOUEHHUS COBETA MO STUKE YCTAHABIMBAIOTCS YIOJHOMOUYCHHBIM (penepaibHbIM
OpPraHOM MCIIOJIHUTEIBbHOM BJIAcTH. YMCIO NpencTraBuTeNed MEAULUMHCKAX OPraHU3alMid HE MOMKET
MIPEBBINIATH MOJOBUHY OT OOIIET0 YKCIa SKCIIEPTOB COBETA IO ITHKE.
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6. Undopmamus o coctaBe CoBeTa IO ATHKE, IUIAHAX €ro pabdOThl M TEKYIICH JesATEeIbHOCTH
pa3meraercs Ha OQUIMAIFHOM CaldTe YMOJHOMOUYEHHOIO (eaepanibHOTO OpraHa HCHOJIHUTEIbHOM
BJIaCTH B ceTu "MHTEpHET" B yCTAHOBJIEHHOM UM TOPSIIKE.

CraTtbsa 40. NpoBeaeHne KIMHUYECKOro UccrenoBaHUs JfieKapCTBEHHOro npenapara
Ans MeAULIMHCKOro NpMMeHeHus

1. PykoBoauTenbp MEIUIMHCKON OpraHU3allMd, KOTOpas MPOBOAUT KIMHUYECKOE HCCIEIOBaHUE
JIEKApCTBEHHOTO  TIpemapara sl  MEAWIMHCKOTO  TMPUMEHEHHs, Ha3HadaeT  HCCIIeOBATEIS,
OTBETCTBEHHOTO 3a TPOBEJCHHE TAKOTO HCCIEAOBAaHUS M WMEIOIIEro JIe4eOHYI0 CHEIUAIBHOCTD,
COOTBETCTBYIOIIYIO TPOBOJAMMOMY KIMHUYECKOMY HWCCIEAOBAHUIO JICKAPCTBEHHOI'O TIpemapara, co
CTakeM paboThl MO MporpamMmaM KIMHHUYECKUX HCCIICOBAHUN JIEKAPCTBEHHBIX MpENapaToB HE MEHEe
YyeM TpU roja M 10 €ro MNpeIOKEHUI0 Ha3HA4YaeT COMCCIENOBATEeNed M3 4HciIa Bpaded HTOM
MEIUIMHCKON OpraHu3aluH.

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

2. I/ICCJIGI[OBaTeJIL OCYIICCTBJIACT BBIGOp MNanucHTOB, KOTOPBLIC 1O MCAULIMHCKHM IIOKa3aHUSAM
MOTYT OBITh IMPUBJICYCHBI K YYaCTHIO B KIMHHYCCKOM HCCICAOBAHUHN JICKAPCTBCHHOI'O IIpCIiapara AJId
MCIUIIUHCKOI'O IPUMCHCHUA.

3. MHccnemoBaTenb u  coMccleNOBATENM JIOJKHBI OBITh O3HAKOMIIEHBI C  pe3yJIbTaTaMU
JOKJIMHUYECKOTO  MCCIIEIOBAHUS  JICKAPCTBEHHOTO  CPEACTBA,  COJAEpKAIIMMHUCH B Oporrope
HCCIEA0BATEeNA, MPOEKTOM IPOTOKOIA KIMHUYECKOIO HMCCIEIO0BAaHUs JIEKAPCTBEHHOIO IIpernapara s
MEIUIIMHCKOTO MPUMEHEHHs, pa3paboTaHHBIM Pa3pabOTUYMKOM JIEKapCTBEHHOTO Ipernapara WA HWHBIM
IOpUIUYECKUM JIMLIOM, IPHUBJICKAEMBIM K OPraHU3alUM IPOBEACHUSA KIMHUYECKOTO MCCIIEI0BaHUS
JIEKAPCTBEHHOI'0 IIpernapaTra Uil MEOULUHCKOrO IIPUMEHEHMs, M JPYrMMU MaTepHallaMd TaKOro
HCCIIEN0BAHUS.

3.1. PykoBoauTenb MEAMLIIMHCKOM OpraHU3aIy B CPOK, HE MPEBBIIAIONINN TpeX paboynx IHEH co
IHS Hayaja MPOBEJIEHUS KIMHUYECKOTO MCCIIEAOBAHMA JIEKAPCTBEHHOIO Ipenapara I MEOULMHCKOTO
IpUMEHEHHs, cooliaer 00 3TOM B YHNOJHOMOYECHHBIN (ellepaibHbIii OpraH HWCHOJHUTEIBHOMN BIACTH,
BBIJIaBIINI pa3pelieHue Ha IPOBEIeHHE TaKOrO UCCIIEA0BAHMS, 10 YCTAHOBIECHHON UM (hopMe.
(uacts 3.1 BBeneHa @enepanbHbIM 3ak0HOM OT 29.11.2010 N 313-03)

4. Opranuzanyu, OCYHIECTBISIOIINE OPTaHU3AIMIO IPOBEICHUS KIMHUYECKOTO HCCIEeT0BaHUS
JIEKapCTBEHHOI'O IIpernapaTa Uil MEIMLMHCKOIO NPUMEHEHHS W yKa3aHHblE B 4YacTH 3 cTaTbu 38
HacTosmero denepanbHOro 3aKOHA, B cllydyae HEOOXOJUMOCTH BHECEHHS H3MEHEHMH B MPOTOKOJ
KIIMHUYCCKOTO HCCJICAOBAHUSA JICKAPCTBCHHOI'O IIpcIriapaTta JI1 MCAUIMUHCKOTO IMPUMCHCHUA COO6I_]_[3.IOT
00 3TOM B yIOJTHOMOYEHHBIN (eepaabHbIil OpraH UCIIOJIHUTEILHON BJIIACTH, BBIIABIIMKN pa3penieHue Ha
MIPOBE/ICHUE TAKOTO UCCIIEOBAHUS, 110 YCTAHOBIEHHOU UM (hopme.

(B pen. @enepanpuoro 3axkoHa ot 11.10.2010 N 271-D3)

4.1. ®opma cooOIIEHUS O BHECEHWHM HM3MEHEHUH B MPOTOKOJ KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOTO TIpernapara Jjisi MEIUIIMHCKOTO TPUMEHEHHUS 10JKHA COAEPKaTh CIEAYIOIIUE CBEACHUS:

1) HaumeHOBaHUe, NICHTU(DUKAIIMOHHBIM HOMEP U J1aTa MPOTOKOJIa KIMHUYECKOTO UCCIIEI0OBAHUS;

2) JaTa BHCCCHHUA H3MEHEHHIH B IMPOTOKOJ KIIMHUYCCKOI'0 UCCIICAOBAHUA,
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3) HaMMCHOBAHUEC U MECTO HAXOXJICHUA 3aABUTCIIA,

4) HauMEHOBaHHE OpraHHU3alM{, MPUBICUYECHHON pPa3pabOTUMKOM JIEKAPCTBEHHOTO Iperapara K
OpraHu3aly IPOBEACHUS KIMHUYECKOTO UCCIEI0BAHNUS (IPU HATUYHNH);

5) HAaUMCHOBAHUA M MCCTAa HAXOXKACHUA MCIUINHUHCKUX Opr aHI/ISaI_II/II\/'I, B KOTOPBIX MPOBOAUTCH
KIMHUYCCKOC NCCIICJOBAHUEC,

6) AaTra BbIAa4W paspCllICHHA Ha MNPOBCIACHUC KIMHUYCCKOTO HCCICAOBAHUA W HOMCP 3TOIO
pa3penicHus;

7) HU3MCHCHUS, BHOCUMBIC B ITPOTOKOJI KIIMHUYCCKOT'O UCCIICIOBAHUA.
(dactb 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He MpeBBIIAIOMUN TPUALATH paboynX AHEW CO JHSA MOJIYYEeHHs yKa3aHHOTO B 4yacTu 4
HACTOSIIIEH CTaThU COOOIIEHUS, YIOJHOMOUYCHHBIH (enepanbHblii OpPraH HCIOJHUTEIHLHON BIIACTH
paccMaTpuBaeT 3TO COOOIIEHHE B YCTAHOBJICHHOM MM TMOpPSAKE W NMPHUHUMAET PEUICHHE O BHECEHHH
W3MEHEHUN B MPOTOKOJ KIMHUYECKOTO HCCIEIOBAaHUS JIEKAPCTBEHHOIO IpernapaTa s MEIULUHCKOTO
NpUMEHEHHs WM 00 OTKa3e BO BHECEHMM TakuxX H3MeHeHuil. [Ipu paccMoTpeHMM COOOIIEHHS O
HEOOXOIMMOCTH BHECEHHMS] W3MEHEHHUH B MPOTOKOJ KIMHUYECKOrO MCCIEAOBaHUS JIEKAPCTBEHHOTO
mpenapara s MEAMIUHCKOTO MPHUMEHEHHs B IeNIAX OLEHKM OOOCHOBAHHOCTU IpeIaraeMbIX
W3MEHEHUN W ONpEAENICHHUs CTENEHU PHUCKA Ui MAlWUEHTOB, NMPUHUMAKOIIUX YYAaCTHE B KIMHHYECKHX
UCCIICIOBAHHUSAX, YIIOJIHOMOYEHHBIM  (pellepajbHBIM OpPraHOM  HUCIIOJHUTEIBHOM  BJIACTH  MOTYT
MIPUBJIEKATHCS IKCIIEPTHI COBETA IO 3THKE.

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

6. Knumnuyeckoe wnccineqoBaHUE JIEKAPCTBEHHOrO Npernapara s MEIMIIMHCKOIO NPUMEHEHUS
MOKET OBITh NPUOCTAHOBICHO WM NPEKpalleHO, €CIM B IPOLECCe €ro MpOBeIeHHs OOHapy)KeHa
OMACHOCTb JJISl XKU3HH, 3710POBBS MMALIUEHTOB. B cilydae BO3HUKHOBEHUSI ONACHOCTH IS )KU3HH, 3J0POBbS
MAIMEHTa, YYacTBYIOIIETO B KJIMHUYECKOM HCCIIEIOBAaHUM JIEKapCTBEHHOIO Ipenapara Jyis
MEIUIIMHCKOTO TMPUMEHEHUs], HCcienoBaTeNn o0s3aHbl MPOMHPOPMUPOBATE 00 ATOM PYKOBOJIUTENS
MEIUIIMHCKOW  OpraHu3alMyl M  OpraHu3aluio, IOJYYUBUIYIO pa3pellieHHue  YINOJIHOMOUYEHHOTO
denepanbHOrO OpraHa MCIHOJHUTENBHOM BJIACTM HA OPraHU3aldi0 TPOBEICHHS KIMHUYECKOIO
HCCIIEIOBaHMsl JIEKAPCTBEHHOTO Npenapara. Pemenre o mpruocTaHOBIEHUHN KIMHUYECKOTO UCCIIEOBAHUS
JIEKAPCTBEHHOTO Mpernapara uisi MEAUIIMHCKOTO MPUMEHEHUS] TPUHUMAKOT PYKOBOAMTENb MEIUIIMHCKON
OpraHu3aly 1 (WIK) OpraHu3alusl, MOJIyYUBIIas pa3pelieHue YIIOJIHOMOYEHHOTO (elepaIbHOro opraHa
VCIIOJTHUTEJIBHOW BJIACTU HA OPraHMU3aLMIO0 MPOBEACHUS KIMHUYECKOIO HCCIEIOBAHMS JIEKAPCTBEHHOTO
mpernapata Juid MEAMLMHCKOIO TPUMEHEHUs, pEIIEHHE O MPEKpalleHUd TAaKOro HCCIIECJOBAHUS
MIPUHUMAET YIOJIHOMOYEHHBIN (eiepalibHbIil OpraH UCTIOJHUTENLHOM BJIaCTH HAa OCHOBAHUHU COOOIICHUS
B MHCHBMEHHOW (opMe PYKOBOIUTENS METUIIMHCKOW OpraHW3aliyd WM OpraHU3alus, MOTy4YUBIIas
paspelleHue YHnoJHOMOYEHHOro (hefepaibHOro OpraHa HCHOJHUTENBHON BIIACTH Ha OpraHU3alUIo
IIPOBEJIEHUS KJIMHUYECKOT 0 UCCIIEA0BAHNS JIEKAPCTBEHHOI O IIpenapaTa Juisi MEAUIIMHCKOTO IPUMEHEHMSI.

7. B cpok, He TIPEBBIMAOIINN TATH PabovYuX THEH CO JIHS 3aBEPIICHUS, TMPHUOCTAHOBICHUS WJIH
IIPEKpAIllEHUs]  KJIMHUYECKOTO HCCIIEJOBaHMsI JIEKapCTBEHHOIO Ipemnapara JUisli  MEOUIMHCKOIrO
MIPUMEHEHHUs, COOO0IIeHne 00 3TOM HaNpaBIISETCS OpPraHU3AlMsIMH, YKa3aHHBIMU B 4acTu 3 craThu 38
Hacrosero denepasbHOro 3aKOHa, B YIIOJIHOMOUYEHHBIN (enepaabHbIil OpraH UCIOJIHUTENBHOW BIACTH
10 YCTaHOBJICHHOU UM (opMe.
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8. dopma cooOmieHuss O 3aBepUICHHH, MPUOCTAHOBICHUH WM TPEKPANICHUH KIMHHUYECKOTrO
MCCIEA0BAHMS JICKAPCTBEHHOTO MIpenapara Jjisi MEAUIIMHCKOTO MPUMEHEHHUSI TI0KHA COAEPKATh:

1) mabOpMaII0O O METUITMHCKOW OpraHU3AIMKM WM MEIUIMHCKUX OPTaHU3aIusX, MPOBOIUBIINX
JTaHHOE MCCJICIOBAHUE;

2) onMcaHue JaHHOTO UCCIICI0BAHMUS;

3) nanHble uccnenoBarens (pamMuiaus, UMs, OTYECTBO, MECTO pabOTHI, 3aHUMaeMasi JTOJKHOCTbD,
CIELUANbHOCTh, CTaX padOThl IO MporpaMMaM KIMHMYECKMX HCCIEIOBAaHMN JIEKapCTBEHHBIX
IIPENapaToB, IEPEUEHb KIMHUYECKUX HCCIECJOBAHUM JIEKAPCTBEHHBIX IIPENAapaToB, B KOTOPHIX OH
IPUHUMAJI ydacTue (IepHO/Ibl yU4acTHsl) B KAUeCTBE MCCIIE0BATEINS WIIA COUCCIIEA0BATENS);

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

4) pe3yabTaT JAaHHOTO MCCIIEIOBaHUS (3aBepIlieHre, TPUOCTAHOBICHUE WK MPEKpaIleHue JaHHOTO
WCCIICTIOBAHMSI C YKa3aHWEM UX MPHYWH U BIUSHUS HA OIEHKY €r0 Pe3yabTaTOB, OOIIYIO OIEHKY pHUCKa U
OKMJIa€MOM TMOJNB3bl OT NPUMEHEHUs HCCIEIYyeMOro JIEKapCTBEHHOI'O Ipernapara, a Takke
npeAnoaraeMble JajdbHEHIINE A1eUCTBUS).

8.1. Ilpm BbIIBIEHWUU deaepalbHBIM OpPraHOM HCTOJHUTEIBLHON BJIACTH, OCYIIECTBIISIOMINM
(GyHKIMU 1O KOHTPOJIIO M Haa3opy B cdepe 3apaBOOXpaHEHMs, HAPYLICHWH NpaBWIl HaJUIexKarei
KJINHUYECKOW MPAKTHKU IPU MPOBEIECHUN KIMHUYECKOIO HCCIENOBAaHUS JIEKAPCTBEHHOIO Ipernapara,
BIUSIONIMX HA IOJHOTY M (WIM) JOCTOBEPHOCTh JAHHOI'O KIMHUYECKOI'O HCCIIEJOBAHMSI, YKa3aHHBII
(benepanbHBIA OpraH HUCIOJHUTEIBHON BIIACTH MPHOCTAaHABIMBAET MPOBEACHHUE JAAHHOTO KIMHUYECKOTO
HCCIIEIOBaHMsI M BBIHOCUT MEIMLIMHCKOM OpraHM3alM, B KOTOPOW IPOBOAMTCS AHHOE KIMHUYECKOE
UCCIIeIOBaHNe, TMpeAnucaHue o0 YCTpaHEHUHM BBIBICHHBIX HapymeHuil. Ilpu HeycTpaHeHUM
MEIULMHCKOM OpraHu3aleil BbIABICHHBIX HAPYIICHWM B YCTAHOBIECHHBIM B IPEIIIUCAHUUA CPOK
YKa3aHHbIN (QenepanbHblii OpraH HUCIHOJHUTENbHOM BIIACTH MPUHUMAET pEIICHHE O MpeKpalleHuu
MPOBEICHUS KIMHUYECKOTO HMCCIEIOBAHUS JIGKAPCTBEHHOr'O Iperapara M HampasiseT B (erepabHbINA
OpraH HCIIOJIHUTEIbHOM BJIACTH, OCYIIECTBISAIOMMN (YHKIUU TO BbIpabOTKE U pealu3aluu
rOCYJapCTBEHHON TOJIMTUKH U HOPMATUBHO-IIPABOBOMY PETYIUPOBAHHUIO B cepe 3ApaBOOXpaHEHHUS,
3aKJIIOYEHUE O BBISBIICHUH IPU MPOBEICHUN JAHHOTO KIMHUYECKOTO MCCIIETOBAHUS HAPYIIECHUN MTPaBUI
Ha/IIeKaIIed KIMHUYECKONW MPAKTUKH ISl IPUHATHUS PEeIIeHHs 00 OTMEHE pa3pellieHus] Ha OpraHu3aIuio
MIPOBEACHUS JTaHHOIO KJIMHUYECKOTO MCCIIEIOBAHUS C JAThl NMPUHATHS PELICHHUS O NMPUOCTAHOBICHUH
IIPOBEJEHUS KJIMHUYECKOT O UCCIIEA0BAaHUS JIEKAPCTBEHHOI O IIpernapara.

(dactb 8.1 B pen. denepanpuoro 3akona ot 13.07.2015 N 241-D3)

9. VYnonHOMOuYeHHBIH (QenepanabHbIi OpraH MCIOJHUTEIFHOW BIACTU OMYOJMKOBBIBACT H
pasMmemaer Ha cBoeM oduIHaTbHOM caite B cetd "MHTepHeT" cooOmeHne o 3aBeplUICHUH,
IIPUOCTAHOBJIEHUU WJINM NPEKPALIEHUN KIMHUYECKOTO MCCIEA0BaHUs JIEKapCTBEHHOI'O Ipernapara Jyis
MEIUIUHCKOTO NMPUMEHEHHs B CPOK, HE NPEBBIMIAOIINN MATH pabouux JIHEH co IHS ero noiydeHus, B
YCTaHOBJIEHHOM UM IOpPSAKE.

10. YmomHOMOYeHHBIH (enepanbHbIi OpPraH HCIOJHUTEIBLHON BIIACTH OCYIIECTBISICT BEIACHHUE
peecTpa uccienoBaTese, MPOBOASAIIMX UM IPOBOAMBIINX KIMHUYECKHE UCCIIEOBAHUS JIEKAPCTBEHHBIX
MpernapaToB Uil MEAUIMHCKOTO MPUMEHEHHS, B COOTBETCTBUU C YTBEPKICHHBIMH MM IpaBUJIaMU M
pa3MelaeT ero Ha cBoeM oguIMaIbHOM caiite B cetu "HHTepHET" B YCTAaHOBIEHHOM UM IMOpSJKE.
VYKkazaHHBIN peecTp CONECPKUT HH(HOPMAITUIO, TPEAYCMOTPEHHYIO ITYHKTOM 3 4acTH 8 HACTOSIICH CTaThH.
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I1. Otuer o pe3ynabTaTax KIMHUYECKOTO UCCICIOBAHUS JIEKAPCTBEHHOrO MpernapaTta IJist
MEIUIIMHCKOTO MPUMEHEHMS COCTABIIETCS OpraHU3alMel, yKa3aHHOM B yacTu 3 cTaTtbu 38 HACTOALIETO
@denepalbHOTO 3aKOHA, HA OCHOBAaHUM 3aKJIIOUEHUN MEAMIIMHCKHX OpraHu3aluii, MPOBOAMBIIUX 3TO
UCCIIeIOBAaHNE, M MPEACTABISACTCA B YINOJHOMOUYEHHBIN (peepanbHblil OpraH HCIOJHUTEIbHON BIIACTH,
BBIIABILIUI pa3pellieHne Ha MPOBEIEHUE 3TOTO UCCIIEIOBAaHUS, B CPOK, HE MPEBBIIIAIONINI TPeX MecsIeB
CO HOHA Cro 3aBCpHICHUA, IMPUOCTAHOBJIICHHUA WM MPCKpalICHUSA, B TMOPAAKE, YCTAHOBJICHHOM
YIIOJTHOMOYEHHBIM (eiepaibHbIM OPTaHOM HCIIOTHUTENbHOM BIIACTH.

12. Hapymenue mnpaBui HaJuIekalledl KIMHUYECKOM MNpakTHKH, (ambcudukanus pe3ylbTaToB
KJIIMHUYECKOTO MCCIIEIOBAHUs JICKAPCTBEHHOTO Ipernapara Uil MEIULIUHCKOrO MPUMEHEHUsS BIIEKYT 3a
c000i1 OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

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

13. IIpu npoBeeHNN KIMHUYECKOT'O UCCIIEI0BaHUS JICKAPCTBEHHOTO Mpenapara 1jisi MEAUIIUHCKOTO
MIPUMEHEHHUSI JTOMyCKaeTCsl 3a00p y MalMeHTOB OMOJIOTMYECKUX MaTepuajioB (00Opasibl OMOJIOTHYECKHX
KHUJIKOCTEH, TKaHEH, CEKPEeTOB W TPOAYKTOB >KU3HEACATEIBHOCTU YEJIOBEKAa, (DU3MOIOTHYECKUX U
MATOJIOTUYECKUX BBIJICTICHUN, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPIaHU3MOB, OWOTICUIHBIN MaTepuan)
14 ux usydeHus B Poccuiickoit @enepanuu u (win) 3a npenenamu Poccuiickoit @enepanui.

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

14. Ilopsnok BBo3a B Poccuiickyro @enepanuio U BbiBo3a 3a mpenensl Poccuiickoit ®enepauyu
OMOJIOTMYECKUX  MaTepUalioB, IMOJYYEHHbIX IpU MPOBEJCHMUM  KIMHUYECKOTO  HCCIIEOBAaHUS
JIEKAPCTBEHHOI'0 Iperapara il MEIULUHCKOrO INPUMEHEHHs, YycTaHaBiuBaeTcs lIpaBurenscTBom
Poccuiickoit @enepanuu.

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

Cratbsa 41. [JloroBop 0 NpoBeAeHUU KITMHNYECKOro UccrnenoBaHUA JNeKapCTBEHHOro
npenapara ans MeguUMHCKOro NpuMeHeHusA

1. Knunnueckoe wnccnenoBaHUE JIEKAPCTBEHHOrO Ipernapara sl MEIMIIMHCKOIO NPUMEHEHUS
MIPOBOJIUTCSI B COOTBETCTBHUH C JIOTOBOPOM O MPOBEACHUM KIMHUUYECKOTO HUCCIEI0BAHUS JIEKAPCTBEHHOTO
mpenapara Juisi MEIWLIHMHCKOTO IPHMEHEHMs, 3aKI0YaeMbIM MEXIy OpraHu3alueld, MOJy4YHBILEH
paspelieHre YrnoJIHOMOYEHHOro (heaepaabHOr0 OpraHa HWCIOJHUTEIBHON BIIACTH HA OPTraHHU3AIUIO
MIPOBEACHUS TAKOTO MCCIIEIOBAaHUSA, U MEAMIIMHCKOM OpraHu3alnei, OCYLIECTBISIOIECH IPOBEIACHHE
TaKOT0 MCCIIEIOBAHUS.

2. JloroBop O WpPOBENCHUHM KIMHUYECKOTO MCCIEA0BAaHUS JIEKapCTBEHHOIO Ipernapara Jyis
MEJUIIUHCKOTO IPUMEHEHUS JOJIKEH COJIePKATh:

1) ycnoBHs ¥ CPOKH MPOBENEHUS JAaHHOTO UCCIIEOBAHMS;

2) ompeneneHue OOILIEH CTOMMOCTH TPOTPaMMbl JAHHOTO HMCCIEJOBAHUS C YKa3aHHUEM CYMMBI,
NpeHa3HAYAIONIeHCs ATl BBIIJIAT UCCIIEA0BATENISAM, COMCCIICA0BATEISM;

3) ompenenenue (Gpopmbl MPEACTABICHUSI PE3YIhTATOB JAHHOTO HCCIEAOBAHUS B YIIOJHOMOYCHHBIH
(dhenepaibHBINA OpraH UCIIOJTHUTEIILHON BIIACTH.

CtaTtbs 42. duHaHcoBoe obecneyeHue KNMWHU4YeCKoro nccnepoBaHus
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"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

JNIeKapCTBeHHOro npenaparta agnd MmeaguUMHCKOro npuMmeHeHunsA

dunaHCcOBOEe oOOecIeyeHUe KIMHHYECKOTO HUCCIICA0BaHUA JICKAPCTBCHHOI'O IIp€riapaTta aJid
MCIUITUHCKOI'O NPUMCHCHUSA OCYIICCTBIIACTCS 3a CUCT:

1) cpenctB deaeparbHOTO OIOKETA;

2) cpeAcCTB OpraHM3alMii, NOJYyYMBIIMX pa3pellIeHHEe HAa OPraHMU3alMI0 IPOBEJIEHUS JAaHHOIO
HCCIEA0BAHN, B COOTBETCTBUH C YCIOBUAMHU JOTOBOPA O €r0 IIPOBEICHNH;

3) MHBIX HE 3alpPEILEHHBIX 3aKOHOAATeIbcTBOM Poccuiickoit denepaniuyu HCTOYHUKOB.

Cratba 43. lNpaBa nauMeHTOB, Y4YacTBYWLWMX B KIMHUYECKOM WCCNefoBaHUU
neKapcTBeHHOro npenapara ansi MeAULMHCKOro NpuMeHeHus

1. VYgactue MNanuceHTOB B KIIMHHUYCCKOM HMCCICOOBAHUHM JICKAPCTBCHHOI'O IIpfriapara Ijid
MCIUITUHCKOI'O IPUMCHCHUS ABJIACTCA I[O6pOBOJII:HLIM.

2. TlammeHT WM €ro 3aKOHHBIM TMPEJICTABUTENh OJDKEH OBITh MH()OPMUPOBAH B MHUCHMEHHOMW
dbopme:

1) o nexapcTBEHHOM IIpemapaTe A MEIUIUHCKOTO MPUMEHEHHS M CYIIHOCTH KIMHUYECKOTO
HCCIEA0BAHUS ATOTO JIEKAPCTBEHHOTO MpEernapara;

2) o0 6e30MacHOCTH JIEKAPCTBEHHOTO IMpernapara Jisl MEIUIIMHCKOTO PUMEHEHUS, €T0 OKUIaeMOM
3¢ (HEKTHBHOCTHU M CTETIEHU PUCKA TSI TTAlMEHTA;

3) 00 ycioBHSX y4acTus MAallMEHTa B KJIMHHUYECKOM HCCIEIOBAaHUH JIEKapCTBEHHOTO Mpernapara AJis
MEIUIIUHCKOTO IPUMEHEHHUS;

4) 0 OCIM WM HOeIIX W HOPOAOJDKUTCIBHOCTH KIMHHUYECKOTO HCCICAOBAHHA JICKAPCTBCHHOI'O
npenapara ajisd MCAUIUHCKOTO TPUMCHCHUS

5) o [neHcTBUSX MalMEHTa B cllydyae HENPEeABUACHHBIX S(QQEKTOB BIUSHUS JIEKAPCTBEHHOTO
npenapara Jijisi MeJUIMHCKOTO MPUMEHEHHS Ha COCTOSIHUE €r0 3710POBbSI;

6) 00 yCIIOBHSIX 0053aTEILHOTO CTPaXOBaHMSI )KM3HH, 3/IOPOBbSI MAIMCHTA;

7) 0 TapaHTUugx KOH(bI/IILCHI_II/IaJIBHOCTI/I y4qaCTus TMalucHTa B KIMHUYCCKOM HCCIICAOBAHUN
JICKApCTBCHHOTO IMperapaTta JJIid MEAUIUHCKOTI'O IIPUMCHCHM.

3. ﬂOGpOBOHBHOG CorylaCue nmaueHTa Ha y4aCTUC B KIIMHUYCCKOM HUCCIICAOBAHUU JICKAPCTBCHHOTO
npenapara A MCIUIHUHCKOrO MNPHUMEHCHUS IIOATBEPKAACTCA €TI0 IOAINMCBIO HWIIM MOAINHCBIO €ro
3aKOHHOI'O IPCACTABUTCIIA Ha I/IH(l)OpMaI_[I/IOHHOM JIUCTKE IMallMCHTA.

4. TlamueHT WM €ro 3aKOHHBIM nNpeacCTaBUTCIIb HMECT IIpaBO OTKa3aTbCd OT Yy4YacTusd B
KIIMHUYCCKOM HCCJIICAOBAHUHN JICKAPCTBCHHOTO IIpCriapara s MCAUIIUHCKOIO NMPHUMCHCHUA Ha T1000H
CTaguu IMPOBCACHUA TaKOIo NCCICAOBAHM.
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5. IlpoBeneHue KIMHUYECKOTO HCCIEIOBAaHUS JIEKAPCTBEHHOTO Mpenapara i MEAMIIMHCKOTO
NPUMEHEHHS C YJacTHEM B KauecTBE MAIMEHTOB JIETEH JOMYCKAeTCsl TOJIBKO C COTjacus B MHUCbMEHHOU
dbopMe ux poautenei, ychlHOBUTeNeW. JleTmu MoOryt paccMaTpuBaThCsli B KauecTBE MOTEHIUATbHBIX
MAIMEeHTOB TAKOT'0 UCCIIEI0BaHUA, TOIBKO €CIIH €ro MPOBEJCHNE HEOOX0AUMO JUISl YKPETIJICHUS 3/10pPOBbsI
neTelt i npoduIakTUKH WHOEKITMOHHBIX 3a00JIEBaHUM B JIETCKOM BO3pacTe JIMOO €CIIU IEIbI0 TaKOTo
WCCIICTIOBAHMSI SIBISICTCS] TIONyYeHUE JAHHBIX O HaWIydIlleld MO3UPOBKE JIGKAPCTBEHHOTO Tpernapara st
nedeHus naered. B aTux choyyasx TakoMy HCCIEIOBAaHUIO JOJDKHO MPEIIIeCTBOBATh KIMHHUYECKOE
WCCJICIOBAaHNE JICKApPCTBEHHOTO TMpemnapara JUisi MEAWIIMHCKOTO TPHUMEHEHHUS Ha COBEPIICHHOJIETHUX
rpaxkJaHax, 3a UCKIIOYEHMEM CJIy4aeB, €CJIM HCCIeAyeMblil JIeKapCTBEHHBIN Mpemnapar Jyis
MEUIITHCKOTO MPUMEHEHUS MpeHa3HAYCH UCKITIOYUTEIHEHO TUIS WCIIOJIb30BaHUS
HECOBEPIICHHOJIECTHUMHU IPaXKIaHAMHU.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

6. 3ampemiaercs MNpPOBEACHHE KIMHUYECKOTO KCCIEAOBaHUs JIEKAPCTBEHHOIO Ipernapara s
MEJUIIUHCKOTO MPUMEHEHHS C yYaCTUEM B KQUE€CTBE MAI[UECHTOB:

1) neTeii-CUpOT U ACTEH, OCTABIIUXCS O€3 TOTICUCHHS POIUTEIICH;

2) SKEHIIMH B TmepuoJ OEpeMEHHOCTH, >KEHIIMH B MEpPUOJA TPYAHOTO BCKApMIIMBAHUS, 32
UCKIIIOUEHUEM CIIy4aeB, €CIU IMPOBOJUTCS KIMHUYECKOE MCCIECNOBAaHUE JICKAPCTBEHHOIO Ipemnapara,
NpeJHa3HAUYCHHOTO JJIsl YKa3aHHBIX JKCHIIUH, MPU YCIOBUU HEOOXOTUMOCTH IMONyYeHHS WH(pOpMaIUu
TOJIBKO BO BpEMs IPOBEACHUSA COOTBETCTBYIOINMX KIMHHYECKUX HCCICHOBAHMM M TPUHATUSA BCEX
HEOOXOJMMBIX MEp IO HCKIIOYEHHUIO pHCKa HAHECEHHs Bpela KCHIIMHE B MNEpUuo]l OCpeMEHHOCTH,
KEHIMHE B IEpUOJ] TPYAHOT0 BCKapMIIMBAHUS, IOy W PEOCHKY;

3) BOEHHOCIY)KalMX, 3a HUCKIOYEHHEM CIIy4aeB IPOBEACHMS KIMHUYECKOIO MCCIEI0BaHUs
JIEKapCTBEHHOIO IIpenapaTa, CHEIHaIbHO pPa3paOOTaHHOTO [Js NPUMEHEHHUS B YCJIOBUSX BOEHHBIX
NeUCTBUM, 4Ype3BbIUANHBIX CHUTYalMid, NPOPUIAKTHKHA U JIeYCHUs 3a00JIeBaHUN U TOpaKCHUH,
NOJYYEHHBIX B  pe3yJbTaTe BO3ACUCTBUS  HEOJArONPUATHBIX  XMMHUYECKMX, OHOJOIMUYECKHX,
panuanuoHHbIX (hakTopoB. KimMHHMYeckoe HcCIeOoBaHUE TaKOTO JICKAPCTBEHHOTO Iperapara MOXKeET
IIPOBOAMTHCS C yYaCTUEM B Ka4ECTBE MALIMEHTOB BOCHHOCITYXKAIMX, 3a UCKIFOYEHNEM BOCHHOCTYXKAIIHX,
MPOXOAAILINX BOCHHYIO CIYX0y MO MPU3BIBY, C COONIOAEHUEM TPEOOBAHUM, YCTAHOBIEHHBIX HACTOSIIUM
DenepabHBIM 3aKOHOM B OTHOUICHUH I'PAKAAHCKUX JIMLI;

4) cOTpyIHUKOB [TPaBOOXPAHUTEIBHBIX OPraHOB;

5) nui, oTOBIBAOIIMX HAaKa3aHUE B MECTaX JIMIICHUS CBOOOJBI, a TaK)Ke JIUII, HAXOJSAIIUXCS IO/
CTpa)Kel B CJIEJCTBEHHBIX U30JISITOPaX.

7. JlommyckaeTcsi IpPOBEIEHUE KIMHUYECKOIO MCCICNOBAaHUSA JICKaPCTBEHHOIO IIpemnapara IJIs
MEIUIIUHCKOTO MPUMEHEHHS], IPeTHa3Hau€HHOI0 ISl JICUYCHUS IICUXMYECKUX 3a00JIeBaHUM, C y4acTHEM B
Ka4yecTBE MAaIEHTOB JIUIL[ ¢ ICUXUYECKUMHU 3a00JI€BaHUAMH, IPU3HAHHBIX HEJEECIIOCOOHBIMU B TIOPSIZIKE,
YCTaHOBJIEHHOM  3aKoHojarenbcTBOM  Poccuiickoii  ®enepaumu. KinHMueckoe — ucciaeloBaHUE
JIEKapCTBEHHOI'O Ipernapara B 3TOM Cilydae IPOBOJIUTCS MPH HAJIUYMU COIVIACUS B NMUCBMEHHOM (opme
3aKOHHBIX IIPEACTABUTENECH YKA3aHHBIX JIULI.

Ctatba 44. OO6nAsaTenbHOe CTpaxoBaHWE XWU3HW, 300POBbA  MNaUMEHTa,
yyYyacTBywOLWEero B KNMHMYECKOM MUCCnefoBaHMM NeKapCTBEHHOro npenaparta AnA
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MeaAULMNHCKOro npuMmeHeHus
(B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. Opranuzanys, nNOJy4YMBIIas pa3pelleHHEe Ha OpraHu3alMio IMPOBENEHUS KIMHUYECKOTO
UCCIIEIOBaHMsl JIEKAPCTBEHHOI0 IpenapaTa A MEIMLMHCKOrO IPUMEHEHHus, 00s3aHa B KadyecTBe
CTpaxoBaressl CTPAaxoBaTh PHUCK IPUYMHEHMUS BpEda >KU3HM, 310POBbIO0 IIALIMEHTAa B PE3YyJILTATE
[IPOBEACHUS KIMHUYECKOIO UCCIIEN0BAHM JIEKAPCTBEHHOTO Mpernapara I MEAUIUHCKOrO IIPUMEHEHHS
3a CBOM CUET IyTEeM 3aKIIIOYEHHUs JOrOBOpa 00s3aTeIbHOIO CTPaXOBaHUSI.

2. OOBexkToM o0053aTETBLHOTO CTPAaXOBaHUS SIBISIETCS MMYIIECTBEHHBI HWHTEpEC IMallueHTa,
CBSI3aHHBIN C MPUYMHEHHEM BpeAa €ro U3HU WIH 3J0POBbIO B PE3YJbTaTe MPOBEACHUS KIMHUYECKOTO
HCCIIEIOBaHMs JIEKAPCTBEHHOTO Mpenapara Jjs MEAULMHCKOTO TPUMEHEHHUS.

3. CTpaxoBBIM CIIyyaeM IO JIOTOBOPY 00S3aTEIbHOTO CTPAXOBAHUS SBISETCA CMEPTh MAllUCHTA WK
YXYALIEHUE €ro 3I0pOBbs, B TOM YHCIIE BIEKyIlIee 3a CO00N YCTaHOBJIEHUE WHBAJIUIHOCTH, PU HATUYUU
NPUYMHHO-CJICICTBEHHON CBSI3M MEXJAYy HACTYIUICHHEM 3TOrO0 COOBITHS M YYacTHeM IMalMeHTa B
KJIINHUYECKOM HCCIIEJOBAaHUH JIEKAPCTBEHHOT'O IIpenapara.

4. TpeOoBaHus O BO3MEIICHHHM BpeAd, NPUUYUHEHHOTO >KU3HM WM 3J0POBBIO MAIMEHTA,
IPEIBABIAIOTCA B TEUYEHHWE  CPOKOB  HMCKOBOWM  JTABHOCTH,  YCTaHOBJIEHHBIX  I'PaXIAAHCKUM
3aKOHOJIATEIbCTBOM.

5. Pa3zmep cTpaxoBoii BEIILIATHI IO JOTOBOPY 00s3aTEIHLHOTO CTPAXOBAHUS COCTABJISET:

1) B cmyyae cMepTH MalMeHTa JBa MUJUIMOHA pyOsiell Ha KaXXKAO0To MAaIeHTa, YYacTBOBABILETO B
KIIMHUYECKOM HCCIIEOBAHUU JIEKAPCTBEHHOTO IIpenapara;

2) npu yXyALLIEHUH 3J0POBbs MallUEHTA!

a) TIOBJIEKILIEM 3a cO0O0M yCTaHOBJIEHHE MHBAIMIHOCTU | rpyIIbl, OMUH MUJUIMOH MATHCOT ThICAY
pyOieii Ha KakIOro TMalMeHTa, YYacTBOBABIIETO B KIWHUYECKOM WCCIICOBAHUH JICKAPCTBEHHOTO
npernapara;

0) moBiekmeM 3a co0oil ycTaHOBICHHE WHBAIMAHOCTH Il rpymnmbl, OAMH MWIIHOH pyOsied Ha
Ka)KJOr0 MAallMeHTa, y9aCTBOBABLIETO B KIIMHUYECKOM MCCIIEOBAHNN JIEKaPCTBEHHOTO MPENapara;

B) NOBJEKIIEM 3a co00i ycTaHoBieHune uHBamuAHOCTH III rpymnmbl, msATbCOT THICSY pyOnel Ha
Ka)KJOr0 MallMeHTa, y9aCTBOBABLIETO B KIIMHUYECKOM MCCIIEOBAHNN JIEKaPCTBEHHOTO MPENapara;

I') He TOBJIEKIIEM 3a cO00M ycTaHOBJICHUS MHBAJIUAHOCTH, HE OoJjiee YeM TpUCTa ThICSY pyOieil Ha
KaX/IOTO TMAI[MeHTa, YYacCTBOBABIIET0 B KIMHUYECKOM HCCIICIOBAHUU JIEKAPCTBEHHOIO TIpenapara,
UCXOJS W3 HOPMATHUBOB, OTPAXKAIOMIMX XapakTep M CTENEHb MOBPESKICHUS 3J0POBbS, a TaKKe
(aKTHYeCKH TOHECEHHBIX MAIMCHTOM pAacXoOllOB, BBI3BAHHBIX TIOBPSKACHHUEM 370POBbS, Ha
MEIUIUHCKYIO TOMOIIb, TPUOOPETEHHE JIEKAPCTBEHHBIX MPENapaToB.

(mm. "r" B pen. denepanpHOro 3akoHa oT 22.12.2014 N 429-D3)

6. Yrpatun cuny ¢ 1 utons 2015 roaa. - @enepanbHblil 3akoH oT 22.12.2014 N 429-D3.
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7. Cpok n1oroBopa 0053aTENbHOIO CTPaXOBaHUS HE MOXKET ObITh MEHEE, YeM CpPOK IMPOBEACHUS
KJIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO Mpernapara.

8. VYcnoBusi noroBopa 00s3aTEIbHOTO CTPaxOBaHMs, B TOM 4YHCJE CTpaxoBble Tapudbl IO
00s13aTeTLHOMY CTPAaXOBaHUIO, MEPEUYCHbh HEOOXOAMMBIX JOKYMEHTOB JUIS OCYIIECTBICHHUS CTPaXOBOM
BBIIUIAThl, MOPSAOK YCTAHOBJICHHS CTpaxoBaTeleM HHAUBHIYATIbHOTO HWIACHTH(PHUKAMOHHOTO KoJa
MaIUeHTa, TOPsAI0K HH(POPMHUPOBAHUS CTPaxXOBATENIEM CTPAXOBIIUKA O MPUBIICYCHHBIX K KIIMHUYECKOMY
UCCJIEIOBAHUIO JIEKAPCTBEHHOI'O Mpernapara s MEIUIMHCKOTO MPUMEHEHUS NaleHTax, MOPsSI0K
VIUIaThl CTPAXOBOM MPEMHH, MOPSIOK Peau3allii ONPEIEICHHBIX HacTosmuM DeepanbHbIM 3aKOHOM U
OpyrumMu  (penepaibHBIMM 3aKOHAMH TIpaB U O0S3aHHOCTEM CTOPOH IO JIOTOBOPY O0s3aTEIHHOTO
CTpaxOBaHUs, a TAaKXKE HOPMATUBBI, OTPAKAIOIIUE XapaKTep W CTENCHb IOBPEXKICHUS 30POBbS,
YCTaHABJIMBAIOTCSI THIIOBBIMU TPABHIIAMH 00sI3aTEITLHOTO CTPaXOBAHHS.

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

9. B cny4yae npuunMHEHMs Bpela JKU3HM NALMEHTa, y4aCTBOBABLIETO B KIMHUYECKOM HCCIIEIOBAaHUU
JICKQpCTBEHHOTO IIperapara, BBIFOJONPHOOpPETATeIIMA 110 JOTOBOPY OO0S3aTENIbHOTO CTPaxOBaHUs
ABJIAIOTCA TpakJaHEe, HMMEIOIIME IIPaBO Ha BO3MEIIEHUE Bpela B CilIydac CMEpPTH KOPMWIbLA B
COOTBETCTBUM C TPaKJAHCKUM 3aKOHOAATEIbCTBOM, IPU OTCYTCTBUM TAaKMX TIpa)XJaH - POAUTEIH,
CYIpYT, NETH yMEPIUErO MAalMeHTa, Y4aCTBOBABIIEIO B KIMHMYECKOM HCCIIEJOBAHMM JIEKAPCTBEHHOTO
Ipernapata, B ClIy4a€ CMEpPTH [AIMEHTa, YYacTBOBAaBIIErO0 B KJIMHUYECKOM HCCIIEIOBAaHUU
JIEKapCTBEHHOI'O Ipenapara U HEe MMEBILErO0 CaMOCTOATEIBHOIO N0XOJa, - IPaKJaHe, HA W)KIUBEHUU
KOTOPBIX OH HAaxOAWJICS, B OTHOLICHHM BO3MEIICHHS pacxXxoJOB Ha TNOrpeOeHUE TMalueHTa,
Y4acTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAaHUM JIEKaPCTBEHHOIO Ipenapara, - JINLO, IOHECIIEe TaKue
pacxonsbl.

10. CrpaxoBasi BbIILIaTa B CYET BO3MELIECHUS BpeAa, MPUUYUHEHHOTO JKWU3HM MallMEHTa,
Yy4acTBOBABIIETO B KJIMHMYECKOM HCCIIEIOBAHUU JICKAPCTBEHHOTO Mpernapara, paclpeiessieTcss MEexXIy
BBITOZONIPHOOPETATENSIMU TPOTIOPLIMOHANBHO UX KOJIMYECTBY B PABHBIX JOJISIX.

11. Tlpm HacTymiaeHUM CTPAxOBOTO Ciy4ash TMAIMEeHT, Y4YaCTBOBABIIMM B KIMHUYECKOM
UCCIIEIOBAaHUM  JIEKAPCTBEHHOIO  Tperapara,  BbIFOJONpUOOpeTaTeNlb  BIOpaBe  MPEAbSIBHUTH
HEMOCPEACTBEHHO CTPaXOBIIMKY TpeOOBaHHME O BO3MEIICHUH MPUYMHEHHOTO Bpena. CTpaxoBas BhIIIIaTa
OCYILIECTBIISIETCSl CTPAXOBIIMKOM B TEUEHHE TPHUALATH IHEH CO JHS MPEICTaBIECHUS HEOOXOAMMBIX
NOKyMeHTOB. [lanueHT, yuacTBOBaBIIMI B KIMHUYECKOM UCCIIEIOBAHUH JIEKAPCTBEHHOTO MperapaTa, Win
BBITOZONIPHOOpETaTENbh 005S3aH COOOLIUTH CTPAXOBIIMKY JUISl OCYIIECTBIIEHUS CTPaXOBOM BBIILIATHI
WHANBUAYAIBHBIN HICHTU(UKAIIMOHHBINA KOJI MAllUeHTa, YCTAHOBICHHBIN CTPAXOBATENIEM B COOTBETCTBUH
C TUTIOBBIMH TIPABHJIAMH 0053aTEIbHOTO CTPAXOBAHHUS.

12. Jlo momHOro ompeneneHus pa3Mepa NOMJIEKAIIEr0 BO3MELICHUIO Bpela CTPaxOBIIUK I10
3asIBJICHUIO TAIIMEeHTa, YYaCTBOBABIIETO B KIIMHUYECKOM HCCIIEIOBAHUHU JIEKAPCTBEHHOTO Mpernapara, uin
3asIBJICHUIO BBITOJIOTPHOOpETATENS BIIPaBE OCYIIECTBUTH YaCTh CTPAXOBOW BBITUIATHI, COOTBETCTBYIOIIYIO
(bakTHUYeCKHU onpeaeeHHON YacT MPUUYUHEHHOTO Bpea.

13. CrpaxoBast BblIILIaATAa B COOTBETCTBUM C JOTOBOPOM 00S3aTE€IBHOTO CTPaxOBaHHUS
OCYILECTBIISETCS HE3aBUCUMO OT BBIILIAT, IPUYUTAIOIIUXCS [0 JPYTUM BHJIaM CTPAXOBAHUS.

14. He JOMMYyCKacTCA yd4aCTUC IaMCHTAa B MNPOBCIACHHUHU KIMHHUYCCKOIO HCCICIAOBAHUSA
JICKApCTBEHHOTO TpernapaTa Ipu OTCYTCTBUH JIOTOBOPA 0053aTEIBHOTO CTPaXOBaHUSI.
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15. KoHTposib 3a HCHOJHEHUEM OpraHu3alueld, MOJYyYHUBIIEH pa3pelIeHUE Ha OpraHUu3aluio
MPOBCACHUS KIIMHUYCCKOI'O0 UCCICAOBAHUA JICKAPCTBCHHOTO Mpfriaparta IJis1 MCAUIIUHCKOTI'O NIPUMCHCHU A,
YCTaHOBJICHHOW HACTOALIEH cTaThel 00S3aHHOCTH MO 00sA3aTEIbHOMY CTPAaXOBAHUIO KU3HHU, 37J0POBbS
nanueHTa, Y4aCTBYIOUICTO (yqaCTBOBaBIHeFO) B KIIMHUYCCKOM HCCICAOBAHUU JICKAPCTBCHHOI'O
npernapaTta, OCYLIECTBIISIETCSl YIMOJHOMOYEHHBIM (peepalbHBIM OpPraHoOM HCIOJHUTENLHOM BIAcTH,
BBLJABIIUM Pa3pCHICHUC HA NPOBCACHUC KIIMHUYCCKUX I/ICCJIG,Z[OBaHI/Iﬁ JICKAPCTBCHHLIX IIPCIIapaToB IJId
MEIHUIIMHCKOTO MPUMEHEHHUS.

Mnasa 8. MIPOU3BOAOCTBO N MAPKUPOBKA JIEKAPCTBEHHbIX CPELOCTB
CraTtba 45. [pon3BoACTBO NIeKapCTBEHHbLIX CPeAcTB

1. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB JOJDKHO COOTBETCTBOBaTh TPEOOBAaHUSAM IPaBUII
Ha/IIe)KaIIel MPOU3BOJCTBEHHON MPAKTUKH, YTBEP)KIACHHBIM YIIOJIHOMOYEHHBIM (eiepaIbHbIM OpPraHOM
UCIOJIHUTENBbHOM BiacTH. OcoOEHHOCTH Nepexo/ia MPOU3BOACTBA OTJENIbHBIX JEKAPCTBEHHBIX CPEACTB K
UX MPOU3BOJICTBY B COOTBETCTBHH C TPeOOBAaHUAMHU MPABUII Ha/JIeKAIEH MPOU3BOJCTBEHHOW MPAKTUKU
yctaHaBiauBatorcst I[IpaButensctBom Poccuiickoii denepanuu. Bhimaua 3akitodyeHHil O COOTBETCTBUU
MPOM3BOJUTEINSL JICKAPCTBEHHBIX CPEACTB TpeOOBAHMSAM NPaBWI HaJUIeXKAIlled IMPOU3BOACTBEHHOU
MPAKTUKU OCYIIECTBIIAECTCS IO PE3yJbTaTaM HHCIEKTUPOBAHUS IPOU3BOJIUTENEH JIEKapCTBEHHBIX
CPEACTB B IOpsAKe, ycraHoBieHHOM lIpaBurensctBom Poccuiickont @enepauuu. Pasmep mnatel 3a
BbIIaYy 3aKJIOYEHHUS] O COOTBETCTBUM IMPOU3BOJMUTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM MPABUI
HaJUIeKallled  IPOU3BOACTBEHHOM  IpakTWKM  ycraHasiuBaercs IIpaBurensctBom  Poccuiickoit
®enepannu. [lopsaok opraHu3anyy U NPOBEACHUS MHCIEKTUPOBAHUS MPOU3BOIUTENEH JIEKAPCTBEHHBIX
CpPEACTB Ha COOTBETCTBHE TpeOOBAHUSAM TPAaBWJI HAUIeKAIEH MPOU3BOJACTBEHHOM MPaKTHKU
ycranaBiuaercs [IpaButensctBom Poccuiickoi @enepanuu.

(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. Ilpou3BOACTBO JIeKapCTBEHHBIX cpelacTB B Poccuiickoit @eaepanuu OCYIIECTBISIETCS
MIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX CPEICTB, MMEIOIIMMH JINLIEH3UIO0 HA MPOU3BOJACTBO JEKAPCTBEHHBIX
cpenctB. IloaTBepikneHre COOTBETCTBUS JIMIIEH3MATa INpaBWIaM HaAJeXalled MpPOU3BOJICTBEHHOU
MPAKTUKU OCYHIECTBISIETCA B PaMKax JULEH3MOHHOIO KOHTPOJISI B COOTBETCTBUHU C 3aKOHOIATEIHCTBOM
Poccwuiickoit @deneparuu ¢ yaeToM 0COOCHHOCTEH, yKa3aHHBIX B 4acTH | HACTOSIIEH CTaThH.

(B pen. @enepanbHbix 3akoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

2.1. Jns ueneil JMIEH3UPOBAaHUS IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKOTO
NPUMEHEHHUS. U HMHCIEKTUPOBaHMUs CyOBEKTOB OOpAIIEHUs JIEKAPCTBEHHBIX CPEACTB Ha COOTBETCTBHE
TpeOOBaHUAM NPaBWIT HAJIEXKAIIeH MPON3BOACTBEHHON NPAKTUKU (pesiepalibHBIi OpraH NCHIOTHUTEIbHOM
BJIACTH, OCYILIECTBISIOIUN TOCYAAPCTBEHHYI) PErHCTpalMI0 JIEKAPCTBEHHBIX IIPENapaToB Ul
MEIUIMHCKOTO TPUMEHEHHUS, TPEAOCTaBIsAeT (eepalibHOMY OpraHy HMCIOJHUTEIHONW —BIIACTH,
OCYLIECTBIISIONIEMY (eAepalIbHbli TOCYJapCTBEHHBINH JIMLEH3UOHHBIM KOHTPOJIb JESATEIBHOCTH IO
IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEIACTB I MEIULMHCKOIO IPUMEHEHMs, 10 €ro 3ampocy B paMKax
MEXBEJJOMCTBEHHOTO MH(OPMALMOHHOTO B3aUMOJCHCTBUSA B MOPSJKE, YCTAHOBICHHOM (eaepalbHbIM
OpPraHOM HCIIOJIHUTEJIBHOM BJIACTH, OCYILECTBIIAIOLIUM JIMLEH3UPOBAHKUE IPOU3BOACTBA JICKAPCTBEHHBIX
CpPeACTB A MEIUIMHCKOIO INPUMEHEHHUs, M (eAepaJbHbIM OPraHOM HCIOJIHMUTENBHOM BIacTH,
OCYLIECTBIISIOIUM TI'OCYJIapCTBEHHYIO PErMCTPALMIO JIEKAPCTBEHHBIX IIPENapaToB Uil MEAULIMHCKOIO
IIPUMEHEHHs, CBEACHUSA O JICKAPCTBEHHBIX CPEICTBAaX, YKa3aHHbIE B 4acTH 5 cTaTbu 18 HacTosAmiero
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denepanabHOTO 3aKOHA, B TOM YHUCIIE B CIIydae, €CIM TaKUe CBEICHHUS COCTABISIIOT KOMMEPYECKYIO TaiHYy.
(uactsb 2.1 BBeneHa @enepasbHbIM 3ak0HOM OT 14.07.2022 N 311-D3)

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISACTCA C COOJIOJCHUEM TpeOOBaHMI
IIPOMBILIJICHHOTO PErJIaMEHTa, KOTOPBIN YTBEPKAACTCS PYKOBOAUTEIIEM IIPOU3BOIUTEINS JIEKAPCTBEHHBIX
CpPEICTB MW BKIIOYaeT B ce0s TmepeyeHb UCHOIb3YyeMbIX (apMalleBTHUECKUX CyOCTaHIMI U
BCIIOMOTI'aTCJIbHBIX BCHICCTB C YKAa3aHHUCM KOJHUYCCTBA KaXKAOI'0 M3 HHUX, NAHHBLIC 06 HCIOJIb3yEMOM
00Opy/OBaHUU, OIKCAaHUE TEXHOJOTUYECKOTO TMpollecca W METOJOB KOHTPOJISI Ha BCeX JTamax
MMPOU3BOJACTBA JICKAPCTBCHHBIX CPCIACTB.

4. Tlpu mpou3BOACTBE JIEKAPCTBEHHBIX CPEJICTB MCIIONB3YIOTCS (papMalleBTUUECKUE CyOCTaHIIuH,
CBEIEHUSI O KOTOPBIX COJAEPKaTCs B TOCYJAapCTBEHHOM peecTpe JIeKapCTBEHHBIX CpEACTB, 3a
UCKJIIOUEHHEM (papMaleBTUYECKUX CyOCTaHIUM, NPOM3BOAMMBIX [JJIsl TPOBEACHHUS KIMHUYECKUX
uccieioBaHmuii U A skcnopra. K npoueccy npousBoacTBa GpapmaneBTHUECKOH cyOCTaHIIMM OTHOCSATCS
mo0ble  CTaJWK  TEXHOJOTHYECKOTO IPOILecca, IO3BOJSIONIME MOJYyYUTh TOTOBBIM  MPOIYKT,
COOTBETCTBYIOLINI TpeOoBaHMSAM (apMaKONEeHHOW cTaTbM, B TOM 4YHcCIe (PepMEeHTAIus], SKCTPAKIIUA,
OYHCTKA, BbIAENIEHUE, NMEPEeKpUCTAIN3allks, BBICYIIMBAaHUE, U3MellbueHHe. B ciydyae HeoOX0AUMOCTH
WCTOJIB30BAHUS STHIIOBOTO CIHMPTa, B TOM 4HMCie (papManeBTHUECKOH CyOCTaHIMHM CIHPTa STHIOBOTO
(3TaHoNa), TpW TPOU3BOACTBE JICKAPCTBEHHBIX CPEACTB B KauyecTBE JCUCTBYIOIIETO u (WIJIN)
BCIIOMOTATENILHOTO BEIIECTBA, a TAKK€ B MHBIX TEXHOJOTWYECKUX IEISIX JODKHA OBITh MCIOJIB30BaHA
TOJBKO (hapMarieBTHUecKasi CyOCTaHIIUsI CIIUPTA STUIOBOTO (3TAHOI).

(B pen. denepanbHbix 3ak0HOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-D3, ot 27.12.2019 N
481-D3)

4.1. TlepeueHb IEKAPCTBEHHBIX MPENAPATOB JUISI MEAUIIMHCKOTO TPUMEHEHUS, B OTHOIICHUU
KOTOpBIX YCTaHABIIMBAIOTCS TpeOoBaHHs K OOBEMY Tapbl, YMaKOBKE M KOMIUIEKTHOCTH, IEpEYEHb
JIEKapCTBEHHBIX MPENapaToB JIJIsl BETEPUHAPHOTO IPUMEHEHHUS, B OTHOIIICHUN KOTOPBIX YCTAaHABIMBAIOTCS
TpeOoBaHUSI K O0BEMYy Taphl, a Takke TpeOOBaHUS K OO0bEMY Taphl, YIAaKOBKE M KOMIUICKTHOCTH
JIEKapCTBEHHBIX TMpENnaparoB JUii MEIUIIMHCKOTO TIPUMEHEHUs, TpeOOoBaHUSA K OO0BEMYy Tapbl
JIEKapCTBEHHBIX IPENapaToB [UIsl BETEPUHAPHOTO TNPUMEHEHHUS OIPENesIOTCS COOTBETCTBYIOIIUMU
YIIOJTHOMOYEHHBIMH (peiepalIbHBIMU OpTaHaMU HUCTIONHUTENBHON BJIACTH B TOPSIKE, YCTAHOBICHHOM
[IpaBuTtenscTBOM Poccuiickoi denepannm.

(uactsb 4.1 B pen. @enepanbHoro 3akoHa ot 14.12.2015 N 374-D3)

4.2. OpraHuzaiuy, OCYIIECTBISIONMNAE TPOU3BOACTBO (hapMaIleBTUUECKOW CYOCTaHIIMU CIHpPTa
ATUJIOBOTO (3TaHOJNA) JAJisi MPOU3BOJCTBA CHHPTOCOACPKAIMUX JICKAPCTBEHHBIX MPENapaToB, OOSI3aHBI
OCYIIECTBJISITh YYET B TOPSJIKE, YCTAHOBJICHHOM CTaThsiMu § U 14 denepanbHOTO 3aKOHA OT 22 HOSOpS
1995 rona N 171-®3 "O rocyaapCTBEHHOM PETyIUpOBAaHUH MTPOU3BOICTBA U 000POTA ITHIOBOTO CIUPTA,
QIKOTOJIBHOM W CIUPTOCOACpIKAIIed TMPOAYKIIMM M 00 OrpaHMYCHUU TOTpeOIeHUsT (pacruTus)
ankoroisHOM npoaykiuu'. [Ipon3BoICcTBO papManeBTUYECKON CYOCTaHIIMU CITUPTA STUIOBOTO (3TAHOJA)
JIOTYCKAeTCsl TOJBKO OpraHu3aluel, OCYIIECTBIAIOMEH MPOU3BOACTBO PEKTU(UKOBAHHOTO 3THIIOBOTO
CIUpTa W3 THIIEBOTO CHIPbS HAa OCHOBAHWH JIMIIEH3WH HA TMPOHW3BOJACTBO ATHJIOBOTO CHHPTA IS
MPOM3BOJICTBA (hapMaIeBTHUECKOW CYOCTAaHIIMM CIHpPTAa STUJIOBOrO (dTaHOJA) B COOTBETCTBHM C
TpeboBanusiMu DexnepanbHoro 3akoHa oT 22 HosOps 1995 roma N 171-®3 "O rocymapcTBeHHOM
pErylIUpOBaHUM TPOU3BOJCTBA U 000OpPOTa ATHIOBOTO CIHPTA, aJKOTOJBHONW M CIHPTOCOAEpKallei
OPOAYKIMM M 00 OrpaHMYeHHM TMOTpeOJaeHus (pachuuTHsA) aJKOTOJIBHOM NpoayKuuu", MEeTOJ0M
pa3BelleHUs] BOAOW OYMIIIEHHOM TaKOr0 ATHUJIOBOIO CIUPTA, MPOU3BEACHHOTO JAHHOM OpraHU3aluei Mo

www.consultant.ru CrpaHuua 104 mn3 146
HafeXXHaa npaBoBas noafepixka



?;ii‘leﬁ”;gb% ;%'(ZC’Z*; ot 12.04.2010 N 61-03 [okymeHT npepocTtasneH KoHcynbTaHTIt0C

"06 O6pa|.|.leHV|V| NeKapCTBEHHbIX Cpe,Cl,CTB" [Oata COXpPaHEHuA: 09.11.2022

MECTY OCYIIIECTBJICHUS MTPOU3BOJICTBA (hapMaIleBTHUECKON CYOCTaHIIMU CITUPTA STHJIOBOTO (3TaHOJIA).
(uactb 4.2 BBegeHa denepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. PeaepanbHOro 3aKoHa OT

27.12.2019 N 481-®3)

4.3. nnuBuayanbHble MPEANPUHUMATENIM U IOPUAMYECKHE JIMIA, OCYILECTBISIONINE 3aKYNKYy H
WCIIOIb30BaHNuEe (hapMarleBTUUECKONH CYOCTAHIIMU CIIUPTA STUIIOBOTO (3TaHOJA), a TAKXKE MPOU3BOCTBO,
U3rOTOBIIEHHE U (Wiau) 000pOT (32 UCKIIOUYEHHEM pPO3HUYHON MPOJaku) CIHUPTOCOIACPIKALINX
JIEKapCTBEHHBIX IPENapaToB, OOA3aHbl OCYIIECTBIATh MX Y4YEeT U JIeKJIapupoBaHHE B IOpPSIKeE,
yCTaHOBIIEHHOM cTathsiMu 8 u 14 denepanpHoro 3akoHa or 22 HosOps 1995 roma N 171-®3 "O
rOCYJapCTBEHHOM PpEryJMpOBaHUM IPOU3BOJACTBA M 000pOTa ATUIOBOTO CIUPTA, AJIKOTOJBHOW U
CIHUPTOCOAEPIKAILEH MPOJYKIUU H 00 OTpaHNUYCHUH MOTPeOIeHHS (PACIUTHS) alTKOTOJIbHONW MPOAYKITHH'".
(dactp 4.3 BBeaeHa denepanbHbIM 3akOHOM OT 29.07.2017 N 278-D3)

4.4. Ilpm mpoU3BOJACTBE JIEKAPCTBEHHBIX IIPEMapaToB s BETEPUHAPHOIO IPUMEHEHUS
JOMYCKAeTCsl HCIIOJIb30BaHUE TPOU3BEIEHHBIX [UIA peanu3anu  (GpapMameBTUIeCKUX CYOCTaHIIHIA,
BKJIIOYCHHBIX B T'OCYJapCTBEHHBIN pEecTp JIEKAPCTBEHHBIX CPEJICTB YMOJIHOMOYEHHBIM (heaepabHbIM
OpPraHOM  WCIIOJHHUTEIBHOW  BIIACTH, OCYIISCTBIIONIMM BEICHHE TOCYJapCTBEHHOTO peecTpa
JICKApCTBCHHBIX CPCACTB JJII MCAUITUHCKOT'O IPUMCHCHUS.

(dactp 4.4 BBeaeHa ®enepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

5. 3ampemiaercst MpOU3BOICTBO:

1) nekapCTBEHHBIX CPEJCTB, HE BKIIIOUEHHBIX B TOCYJAapPCTBEHHBIIN peecTp JIeKapCTBEHHBIX CPEACTB,
32 HCKJIIOYEHUEM JIEKAPCTBEHHBIX CpPEJCTB, NPOU3BOAUMBIX JJII TPOBEACHHUS  KIMHHUYECKUX
UCCIIETIOBAaHUM U JUISL SKCIIOPTA;

2) danbcuuIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB;
3) nexapCTBEHHBIX CPENICTB Oe3 JIMIIEH3UH Ha TPOM3BOJICTBO JEKAPCTBEHHBIX CPEJICTB;

4) nexapCTBEHHBIX CPEICTB C HApPYyIIEHUWEM IPaBUJ OPraHMU3allMM IPOU3BOJCTBA M KOHTPOJSA
KaueCTBa JIEKAPCTBEHHBIX CPENICTB;

5) yrpatun cuiy. - @enepanbHblil 3akoH oT 27.12.2019 N 481-D3;

6) crnupTOoCOAEpXKAIMX JIEKApPCTBEHHBIX IPENapaToB MO MECTY OCYIIECTBJICHUS MPOU3BOJCTBA
(bapManeBTHUECKOH CYyOCTaHIIMM CHHMPTAa STWIOBOTO (dTaHojda) M (MIM) MO MECTY OCYILECTBIICHUS
IIPOM3BO/ICTBA 3TWJIOBOTO CIMPTAa;

(. 6 BBeneH PenepanbHbIM 3ak0HOM 0T 27.12.2019 N 481-D3)

7) dapmaiieBTHYECKON CYOCTaHIIMU CHUPTa ATHIOBOTO (3TaHONA) U (MJIM) CIHUPTOCOIAEPIKAIINUX
JICKApCTBEHHBIX MPENapaToB Ha OCHOBHOM TEXHOJIOTMYECKOM O00OpyIOBaHMM MJIsi TPOU3BOACTBA
ATUJIOBOTO CIIUPTA, YKa3aHHOM B TTyHKTE 1.1 ctathu 14.1 ®denepanbHoro 3aKoHa OT 22 HOsA0ps 1995 rona
N 171-®3 "O rocynapcTBEHHOM pETyJIHMpPOBaHMM IPOM3BOACTBA W 000pOTa STHIOBOrO CIHHPTA,
QIKOTOJIBHOM W CIUPTOCOACpIKAIed TMPOAYKIIMM M 00 OrpaHMYCHUU TMOTpeOIeHUsT (pacruTus)
QJIKOTOJILHOM MPOTyKIMH .

(n. 7 BBenen denepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)
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[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

6. Ilpm BBOJE JEKAPCTBEHHBIX CPEICTB B TPAXKIAHCKUA OOOpPOT YIOJTHOMOYEHHOE JIMIIO
MIPOU3BOUTEINS JICKAPCTBEHHBIX CPEJCTB OCYILIECTBIISIET MOJTBEPKIACHUE COOTBETCTBUS JIEKAPCTBEHHBIX
CpeacTB TpeOOBaHMIM, YCTAHOBJIEHHBIM MPU HUX TOCYJApPCTBEHHON PETUCTPALlU, U TapaHTUPYET, UTO
JIEKapCTBCHHBIE CPEICTBA TPOU3BENIEHBI B COOTBETCTBMM C TPeOOBAaHUSMHU TMpaBWII HaAeXKaIeh
MIPOU3BOJICTBEHHOU MPAKTHKHU.

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

7. YNOTHOMOYEHHBIM JIUIIOM TPOU3BOJHUTENS JICKAPCTBEHHBIX CPEICTB SIBISIETCS €ro pabOTHUK,
aTTECTOBAHHBIM B YCTAHOBJICHHOM YIIOJIHOMOUYEHHBIM ()eIepaIbHBIM OPTaHOM HCIIOJIHUTEIHHON BIACTH
TIOPSIIKE ¥ UMEIOIINI CTaX pabOThl HE MEHEE YeM TISTh JIET B 00JaCTH MPOU3BOJICTBA U (UJTH) KOHTPOJIS
KauecTBa JICKAPCTBEHHBIX CPEJICTB, BBICIIEEe 00pa30BaHNE COOTBETCTBEHHO IO OJHOM U3 CIEIUAIBHOCTEH
u (WaKM) OJHOMY U3 HampaBJICHUN TMOATOTOBKU: OWOJOTHSA, OWOTEXHOJOTHS, BETECPUHAPHUS,
BETEPUHAPHO-CAHUTAPHAS DJKCIEPTH3a, KIMHWYECKas MEAUIIMHA, paJualMOHHAs, XHMHUYECKas |
Ouostornyeckas 3anmra, papmanus, GpyHaaMeHTaIbHAS MEIUIIMHA, XUMHUECKas TEXHOJIOT U, XUMHUSL.

(B pen. @enepanbHbIX 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

8. TlpomsBoauTenu JIEKQpCTBEHHBIX CPEICTB (3a HMCKIOUEHHEM (hapMaIeBTHUEeCKOW CyOCTaHIIMN
CIMpTa 3TUIOBOTO (3TaHOJIA) MOTYT OCYLIECTBIIATH IPOAAXKY JIEKAPCTBEHHBIX CPEICTB WIM IepeaaBaTh
HX B YCTAHOBJICHHOM 3aKOHOJATeIbCTBOM Poccuiickoit denepaunu mopsiake:

(B pen. @enepanbHoro 3akoHa ot 29.07.2017 N 278-D3)

1) ApyruM IpOU3BOIUTEISIM JIEKAPCTBEHHBIX CPEJICTB AJIs TPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB;
2) opraHM3anysM ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMH CPEICTBAMU;

3) anTeyHbIM OpraHu3alusM, BETEPUHAPHBIM AaNTEUHbIM OpraHU3alUsM, WHIUBUIYATbHBIM
MpEeANPUHUMATEIISIM, UMEIOIIUM JIMIEH3UI0 Ha (apMaleBTUYECKYIO NIEATEIbHOCTh WIIW JIUIEH3UI0 Ha
MEIUIIMHCKYIO JIeATEIbHOCTb;

4) Hay4YHO-HUCCIIEIOBATEIHCKUM OPTaHU3AIMSM ISl HAYIHO-HCCIIEA0BATEhCKOM PabOTHI;
5) MEIUIIMHCKUM OpTaHU3AIMAIM U BEeTEPUHAPHBIM OpPTaHU3aIUsIM;

6) opranuzanvsiM W HWHIAUWBUAYAJIbHBIM [MPCANPHUHUMATCIAM, OCYHICCTBIAIONIUM PA3BCIACHUC,
BEIpAIIMBaHUE W COJCP)KAaHWE >KUBOTHBIX (32 WCKIIOUEHHEM TMPOJAKH WM (PapMaIlleBTHICCKHX
CyOCTaHIIWIA UM BX TIepeadn).

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

9. IlpouwsBogutenu QapMaleBTUYCCKOW CyOCTaHIIMHM CIUPTAa JTHIOBOrO (3TaHOJA) OOs3aHBI
OCYIIECTBJISTh peanu3anuio (mepeaady B YCTaHOBJICHHOM 3aKOHOJATeIbCcTBOM Poccuiickoit deneparuu
nopsiake)  (apmaneBTHYECKOW  CYOCTaHIIMM  CIIHPTa  OTHIOBOTO  (3TAHONIA)  MPOU3BOAUTEISIM
JIEKapCTBEHHBIX CPEACTB JJIsl IPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB, TPOU3BOAUTEINSAM (M3rOTOBUTEIISM)
MEIUIIMHCKUX U3ICTHH JJIsl TPOU3BOJICTBA M M3TOTOBIICHUS MEIUITMHCKUX U3/ICITUI B EMKOCTSIX 00bEMOM
He Oonee 1 nmurpa u (win) He meHee 1000 MUTpPOB, a OpraHU3anysaM, yKa3aHHBIM B ITYHKTax 3 - 5 gacTtu 8
HaCTOsIIEeH cTaThH, B Tape 00beMoM He Oonee 1 muTpa.

(gactp 9 BBenmena denepanbHbiM 3akoHOM OT 29.07.2017 N 278-D3; B pen. deaepanbHbIX 3aKOHOB OT
27.12.2019 N 481-®3, ot 22.12.2020 N 444-D3)
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10. Peammszanusa (mepemaya B YCTaHOBJICHHOM 3aKOHOJATEILCTBOM Poccuiickoit deneparuu
nopsiake) (apManeBTUUYECKOW CYOCTaHIIMM CHHPTa STUIOBOTO (3TaHOJA) OPTaHU3AIMSIM ONTOBOMN
TOPTOBJIN JIEKAPCTBEHHBIMH CPEACTBAMU HE JAOIMYCKAETCS.

(uactb 10 BBenena @enepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

11. ITepeBo3ku (papmaneBTUYECKON CYOCTAHIIMU CIIUPTA STHUIOBOTO (3TaHOJA) OCYIIECTBIISIOTCS C
coOnrofieHreM TpeOOBaHMI, YCTAHOBIECHHBIX a03alleM 4YeTBEpThIM MyHKTa 3 craTthu 9 demepambHOTO
3akoHa OT 22 HosiOpsa 1995 roma N 171-®3 "O rocygapcTBEHHOM peryJWpOBaHUU TPOW3BOJCTBA U
000pOTa ATHIOBOTO CHHPTA, AJKOTOJBHON W CIUPTOCOAEPKAILIEH MPOAYKIHH W 00 OrpaHUYCHHUH
noTpebaeHus (pacuTHs) aIKOTOJIBHON TPOTYKIIUA".

(uactb 11 BBenena @enepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

Cratbs 46. MapkupoBKa NNeKapCTBeHHbIX CpeacTB

1. .HeKapCTBeHHBIC npenapaTrbl, 3a HUCKIOYCHUCM JICKAPCTBCHHBLIX IPCIApaToOB, HU3rOTOBJICHHBIX
anTeYHBIMH OpraHW3alMsIM{, BETCPUHAPHBIMU AaNTEYHBIMH OpPTaHHM3ALUSAMHU, HHIUBUIYAJTLHBIMU
npeanpuHuMaTeIsiIMiM, HUMCIOIIUMHA  JIMICH3WIO Ha (I)apMaI_ICBTI/I‘ICCKYIO ACATCIIBHOCTh, JOJDKHBI
MOCTYIaTh B OOpaIIeHHe, eCIIu:

1) Ha uX NEpBUYHOM yNAaKOBKE (3a MCKIIOYEHHEM IEPBUYHON YNAKOBKHM JIEKAPCTBEHHBIX
pPacTUTENIBHBIX IPENnapaToB) XOPOIIO YHTAEMbIM IIPHU(PTOM Ha PYCCKOM s3bIKE yKa3aHbl HAUMEHOBaHME
JIEKapCTBEHHOI'O Ipemnapara (MEXAYHapoAHOE HENAaTEHTOBAaHHOE, WM TIPyNIMPOBOYHOE, WU
XMMUYECKOE, WM TOProBOE€ HAMMEHOBAHUE), HOMEP CEpUH, J1aTa BhINMyCKa (U1 UMMYHOOHOIOTHYECKUX
JICKapCTBEHHBIX IPEnapaToB), CPOK TOJHOCTH, AO3MPOBKA WJIM KOHIEHTpalus, 00beM, aKTUBHOCTH B
€IMHUIAX JACUCTBHS WIHM KOJINYECTBO J03;

(B pen. @enepanbubix 3akoHOB OT 11.10.2010 N 271-D3, ot 22.12.2014 N 429-03)

2) Ha UX BTOPUYHOU (MOTPEOUTETHCKOW) YIMAaKOBKE XOPOIIO YHTAEMBIM HIPHU(PTOM HAa PYCCKOM
S3bIKE YKa3aHbl HAaWMEHOBAHHE JICKAPCTBEHHOTO Tpernapara (MEeXIyHAapOJHOE HEMaTeHTOBAHHOE, WU
IPYNIUPOBOYHOE, WJIM XHMHYECKOE W TOPrOBO€ HAUMEHOBAHMS), HAMMEHOBAaHUE IPOU3BOAUTENS
JIEKapCTBEHHOT'O TperapaTa, HOMEp CEpUH, JaTa BhITyCKa (A7 MMMYHOOHOIOTHYECKHUX JICKAPCTBEHHBIX
MpernapaToB), HOMEpP PErUCTPAMOHHOTO YIOCTOBEPEHHS, CPOK TOJHOCTH, CHOCO0 TNpUMEHEHHS,
JO3UPOBKA WJIM KOHIIEHTpAlus, 00beM, aKTUBHOCTh B EIAMHHIAX JCUCTBUSA MO0 KOJIMYECTBO 103 B
yIaKoBKe, JIeKapCcTBEeHHas (hopMa, YCIOBUS OTIYCKa, YCIOBUS XpaHEHUs, IPeAyIPeIUTeNIbHbIE HaITUCH.
(B pen. @enepanbubix 3akoHOB OT 11.10.2010 N 271-D3, ot 22.12.2014 N 429-03)

2. dapmManeBTHYECKUE CYyOCTaHIIMU TOJDKHBI TIOCTYINaTh B OOpallleHWe, eCIM Ha WX HEePBUYHOM
YIIAKOBKE XOPOIIIO YMUTAEMbIM MIPUPTOM Ha PYCCKOM SI3BIKE YKa3aHbl HAMMEHOBaHHE (apMalleBTUYECKOM
cyocTaHIy (MEXIYHApOJIHOE HEMAaTeHTOBAHHOE, WIH TPYMITUPOBOYHOE, WM XHUMHUYECKOE M TOPTrOBOE
HAaMEHOBAaHMA), HAUMEHOBAHUE MPOU3BOIUTENS (papMaleBTUUECKO CyOCTaHIIMHM, HOMEP CEpHU U JaTa
W3TOTOBIICHHSI, KOJIMYECTBO B YIIAKOBKE W €JIMHUIIBI U3MEPEHUST KOJIUYECTBA, CPOK TOAHOCTH U YCIIOBUS
XpaHEHHUs.

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

3. JIekapcTBEHHBIE CPEICTBA B KAUECTBE CHIBOPOTOK JIOJKHBI IIOCTYIATh B 0OpallieHle ¢ yKa3aHHEeM
KHMBOTHOI'O, U3 KPOBH, IIa3Mbl KPOBH, OPIaHOB M TKAHEI KOTOPOI'O OHU MOIYYEHBI.

4. Ha BTOpHYHYIO (MOTPEOUTENBCKYIO) YIIAKOBKY JEKAPCTBEHHBIX CPEJICTB, NOIYYESHHBIX U3 KPOBH,
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IJ1a3Mbl KPOBH, OPTaHOB M TKAaHEH 4YeEJIOBEKa, JOJDKHA HAHOCUThCA Haanuch: "Anturena k BUY-I,
BHMU-2, k Bupycy renarura C 1 MOBEpXHOCTHBIN aHTUT€H BUpYyca renaruta B orcyrcrByror”.

5. Ha  mepBuunyto VIAaKOBKY U BTOPUYHYIO (mOTpeOUTETBCKYIO) YIIaKOBKY
panunodapmaneBTHYECKUX JIEKAPCTBEHHBIX CPEJCTB JODKEH HAHOCUTHCS 3HAK PaHalliOHHON OIMMacHOCTH.

6. Ha BrOopuuHyto (MOTPEOUTENBCKYIO) YIIAaKOBKY TOMEOMATHYECKUX JICKAPCTBEHHBIX IMpErapaToB
OJDKHA HAHOCUTHCS Haanuch: ""['oMeonatuueckuii”.

7. Ha BrOpHYHYIO (IOTPEOMUTENBCKYIO) YHNAKOBKY JICKApPCTBEHHBIX PACTUTENIBHBIX IpenapaToB
JOJKHA HAHOCUTHCS Haanuch: "[Ipoaykuus npouia paaualiMOHHbIA KOHTPOIIb' .

8. Ha mepBuuHyl0 ymakoBKy (€cid IJIsi 3TOTO CYIIECTBYET TEXHHUYECKass BO3MOXKHOCTh) H
BTOPUYHYIO (MOTPEOUTENBCKYIO) YIMAKOBKY JICKAPCTBEHHBIX IMPEmapaToB, MpeIHA3HAYCHHBIX IS
KIMHHUYECKUX UCCIEIOBaHUMN, TOKHA HAHOCUTHCS HAAMKUCh: " J{JIS KITMHUYECKUX UCCICA0BAHUN".

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

9. VYmaxkoBka JIEKapCTBEHHBIX CPEICTB, IPEIHA3HAYEHHBIX HCKIIOYUTEIBHO [UIA JKCIOpPTa,
MapKHUPYETCsl B COOTBETCTBUHU C TPEOOBAHUSMU CTPAHBI-UMIIOPTEPA.

10. Ha tpancmopTHyr0 Tapy, KOTopas HE NpeaHa3HaueHa I TMOTpeOuTened u B KOTOPYIO
MTOMEIIIEHO JICKApPCTBEHHOE CPEICTBO, JODKHA HAHOCUTHCS HH(MOpPMANKS O HAMMEHOBAHUHU, CEPHH
JIEKapCTBEHHOT'O CPEJICTBA, JaTe€ BBIYCKA, KOJMWYECTBE BTOPUYHBIX (IOTPEOUTENHCKUX) YHAKOBOK
JIEKApCTBEHHOTO CPE/ICTBA, MPOU3BOJUTENE JEKAPCTBEHHOI'O CPEJICTBA C YKAa3aHMEM HAMMEHOBAaHUS U
MECTOHAXO0KJICHHSI IIPOU3BOAUTEIS JIEKAPCTBEHHOTO CpeICTBA (aApec, B TOM YHCIIe CTpaHa U (M) MECTO
MIPOM3BOJICTBA JIEKAPCTBEHHOT'O CPEACTBA), & TAKKE O CPOKE T'OJHOCTU JIEKAPCTBEHHOTO CPEACTBA U 00
YCIIOBUSIX €r0 XpaHEeHUs U NEePEeBO3KH, HEOOXOAUMbIE MTPEeAYNPEIUTENIbHbIE HAAUCH U MAaHUITYJISITOPHbIE
3HAKU.

11. Ha nepBuuHyi0 ynakoBKYy M BTOPHUYHYIO (TIOTPEOUTEIHCKYIO) YMAKOBKY JEKapCTBEHHBIX
CpeacTB s BCTCPUHAPHOI'O IMPUMCHCHUA HOOJDKHA HAHOCHUTBHCA HAAINUCh: "I[.IISI BCTCPUHAPHOI'O
MpUMEHEHUS "

12. Ha BropuuHyio (MOTPEeOHUTEIbCKYIO) YIAKOBKY JIEKAPCTBEHHOI'O IIpernapara HaHOCUTCS
ITPUXOBOM KOJI.

Nnasa 9. BBO3 JIEKAPCTBEHHbIX CPEOCTB
B POCCUNCKYIO ®EOEPALMIO U BbIBO3 NIEKAPCTBEHHbIX CPE[ICTB
U3 POCCUNCKON ®EOEPALIUN
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

CraTtba 47. Nopsaok BBO3a nekapcTBeHHbIX cpeactB B Poccuinckyro denepauuio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB us Poccunckon Pegepaumnm
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBo3 nekapctBeHHbIX cpeacTB B Poccuiickyro denepanuio OCYyIIECTBISETCS B IOPSIIKE,
yctaHoBiieHHOM [IpaBurenbctBoM Poccuiickoii ®@enepanyu, B COOTBETCTBUM C TAMOKEHHBIM
3aKOHOJIATEeNbCTBOM TaMokeHHOro coro3a B paMkax EBpA3DC (manee - TamoxkeHHBbIN cor03) U (MIIH)
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3aKoHOJaTeNbcTBOM Poccuiickoin denepanviu 0 TaMOKEHHOM JIEe.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

KoncynprantlIntoc: npumeyanue.

Jlo 01.09.2023 poccuiickuM HpPOU3BOAUTENSAM PA3pEUIEHO B YBEIOMHUTEIBHOM MOPSAKE BBO3UThH HE
BHECEHHbIE B peecTp (apmaleBTUUECKUe CYOCTaHIIMU JJs BETEPUHAPHOTO NPUMEHEHHUS IS
MPOU3BOJICTBA 3apETUCTPUPOBAHHBIX JiekapcTBeHHBIX cpeAcTB (IlocranoBnenue IlpaBurenscrBa PO
ot 12.03.2022 N 353).

2. Beozumbie B Poccuiickyro denepannio JI€KapcTBEHHBIE CPEACTBA JOJDKHBI COAEPXKATHCS B
roCyIapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEICTB.
(B pen. @enepanbHbix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 27.12.2019 N 462-D3)

3. Homyckaetrcs BBOo3 B Poccuiickyto denepannio KOHKPETHOW MAPTUHM 3apPETMCTPUPOBAHHBIX M
(W)  HE3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX CPEACTB, NPEIHA3HAYEHHBIX JJI1 IMPOBEACHHUSA
KIIMHUYECKUX HCCIEAOBaHUN JIEKAPCTBEHHBIX MpPENapaToB, MPOBEACHUS 3KCHEPTU3bl JIEKAPCTBEHHBIX
CPEACTB Ul OCYILIECTBIECHUS TI'OCYAAPCTBEHHOM PETMCTPALMU JICKAPCTBEHHBIX IIPENAapaToB WIH I
OKa3aHUsl MEAMIMHCKOW MOMOIIM IO >KU3HEHHBIM MOKa3aHUSAM KOHKPETHOTO MallMeHTa Ha OCHOBAHHUH
paspelieHus, BBIJAHHOTO YIOJIHOMOYEHHBIM (heJiepalbHbIM OpPraHOM HCIHOJHHUTEIbHOM BIACTH IO
3asBJICHUSIM JIMI[, YKa3aHHbIX B cTaThe 48 Hacrtosmero denepanbHOro 3akoHa. PaccMoTpeHHe Takoro
3asBJICHUS M INPUHATHE PpELICHHs O BblJAYE pPa3pelleHUs Ha BBO3 KOHKPETHOM IMapTUH
3aperucTPUPOBAHHBIX U (WJIM) HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, MPEIHA3HAUCHHBIX IS
MPOBCACHUA KIMHUYCCKUX I/ICCJIG,Z[OBaHI/Iﬁ JICKApCTBCHHLBIX IMPCIIapaToB, IMPOBCACHUSA SKCIICPTU3BI
JIEKapCTBEHHBIX CPEACTB JJII OCYHIECTBICHUS TOCYIApCTBEHHON perucTpanuy JeKapCTBEHHBIX
npenaparoB Wi JIs1 OKa3aHHUA MC,Z[PII_IHHCKOﬁ InmoMoImH1 1m0 KU3HCHHBIM ITIOKa3aHHUAM KOHKPETHOTO
nanueHTa 0o 06 oTkase B Bblaue YKa3aHHOTO Pa3pelIeHHs MPOU3BOJAATCS B CPOK, HE MPEBBIIAIOLIUI
nsaTH pabouunx qHe. [lnaTa 3a BeIjauy yKa3aHHOTO pa3pelieHus] He B3UMaeTCs.

(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

Koncynprantllntoc: npumeyanue.
C 01.01.2024 4. 3.1 ct. 47 yrpauuBaet cuiy (P3 ot 27.12.2019 N 475-D3).

3.1. lonyckaetcst BBO3 B Poccuiickyto @enepanio KOHKPETHON NMapTHUH HE3apPETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX IPENAapaToB, CONEPIKAIUX HAPKOTHYECKUE CPEICTBA MIIM IICHUXOTPOIHBIE BEILECTBA, B
nopsiake, ycraHoBiieHHOM IIpaButensctBom Poccuiickoit ®enepaumu, Uil OKa3aHUS MEIULIUHCKON
ITOMOILIY IO >KM3HCHHBIM NOKA3aHMUAM KOHKPETHOTO NMAlMEHTa WIX IPYIIBI MAlMEHTOB B Cllydae, €ClH
UMeeTCsl pelIeHHue BpadyeOHONM KOMHCCHM MEIUIIMHCKON OpraHuM3auud O Hed(P(HEKTHBHOCTH WIN
HEBO3MO)KHOCTH INPUMEHECHMSI Yy KOHKPETHOTO ITallMEHTa WHBIX 3aPETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpernaparoB, B TOM YHCJE COJEpKAIIUX JPyrue JACHCTBYIOUIME BEUIECTBA, U O HEOOXOJUMOCTH BBO3a
OIIPEAEICHHOTO HE3apErMCTPUPOBAHHOTO JIEKAPCTBEHHOTO Npenapara ¢ yKazaHUEM €ro MEeKIAYHapOJHOTO
HEMAaTeHTOBAHHOTO (WM XMMHUYECKOTrO, WM TPYNIUPOBOYHOI0) HAMMEHOBAaHHUS, ()OPMBI BBHITYCKa U
kosnnyectBa. IlepeueHb 3a00e€BaHUIl M COCTOSIHUHA M COOTBETCTBYIOLIMX JIEKAPCTBEHHBIX IPENapaTos,
coJiepKallMX HAPKOTHUYECKUE CPEACTBA U IICUXOTPOIIHBIE BEIIECTBA, B LEIAX OCYIECTBICHUS UX BBO3a B
COOTBETCTBUM C TPEeOOBAaHUSMH HACTOALIEH YacTH YTBEP)KAAETCS YHNOJHOMOUYEHHBIM (erepaabHbIM
OpPraHOM HCIIOJHUTEIBHOM BIACTH.
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(dactp 3.1 BBeaeHa denepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)

3.2. lo 31 nexabps 2022 roga nomyckaioTcsi BBO3 Ha Teppuropuio Poccuiickoit denepanuu u
obOpamenne B Poccuiickoit denepamuu ¢ ydyeToM OCOOCHHOCTEH, yCTaHOBIEHHBIX IIpaBUTETHCTBOM
Poccuiickoii @enepanuy, 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX IIPENApaToB Il MEAULUHCKOIO
MPUMEHEHUS B yIaKOBKaX, MPeJIHAa3HAYCHHBIX JUIsl 0OpaIleHus B MHOCTPAHHBIX FOCYAApCTBaX, B Cilydae
ne(eKTypbl JIGKApCTBEHHBIX MpPENapaToB WM pPHUCKAa €€ BO3HUKHOBEHUS B CBSI3M C BBEACHHUEM B
oTHomeHun Poccuiickoit denepanuy OrpaHUYUTEIBHBIX MEP SKOHOMHUYECKOrO XapakTepa MpU YCIOBUH
COOTBETCTBUS BBO3MMBIX JICKAPCTBEHHBIX TMIPEMapaToB TPEeOOBAHUSM, YCTAHOBIEHHBIM TIPH UX
pEeruCTpaly, 3a UCKIIOUYEHHEM TpeOOBaHWN K TEPBUYHOM YIAaKOBKE, BTOPUYHOHN (MMOTPEOUTETHCKOMN)
yIIAKOBKE, a TaKXe NpPH HAIWYUK Ha BTOPUYHON (TOTPEOUTENHCKOW) YIMAKOBKE JIEKAPCTBEHHBIX
MpernapaToB, HAaXOIAUIMXCA B OOpalIeHHH, CaMOKJIESIIENCs STHUKETKH, CoJepKallell MHpopManuio o
JIEKapCTBEHHOM IIperapaTe Ha PyCCKOM SI3bIKE.

(dactp 3.2 BBeaeHa DenepanbHbIM 3aKOHOM OT 26.03.2022 N 64-D3)

4. B Poccuiickyro @enepanuio MOXKHO BBO3UTH JIEKAPCTBEHHBIE CPEICTBA, KAYECTBO KOTOPBIX
MOJATBEPKIAECHO  CEepPTUPHUKATOM  NPOU3BOJUTENS]  JIEKAPCTBEHHBIX  CPEACTB,  YJAOCTOBEPSIOIIUM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUIM (papMaKoNeHHBIX cTaTeil 1bo B ciryyae
UX OTCYTCTBUS HOPMaTUBHOM TOKYMEHTAllMX WIM HOPMAaTUBHOTO TOKYMEHTA.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

5. 3ampemiaercs BBo3 B Poccuiickyto ®denepanuio GanrbcuGuImpoBaHHBIX JIEKAPCTBEHHBIX CPECTB,
HE100pPOKAaYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTPA(aKTHBIX JEKAPCTBEHHBIX CPEACTB.
(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

6. QanbcuUIUPOBAHHBIE JIEKAPCTBEHHBIC CPENICTBA, HEIOOPOKAYECTBEHHBIE JIEKAPCTBECHHBIC
CpEACTBA MOMJIEKAT UIBATHIO U TIOCIECAYIOIIEMY YHUUTOKEHHUIO WU BbIBO3Y U3 Poccuiickoit denepanuu,
KOHTpa(aKTHBIC JIEKAPCTBEHHBIE CPEACTBA - U3BATHIO U MOCIEAYIONIEMY YHUUTOXKCHHUIO. Y HUUYTOXEHHUE
unu  BbIB03 W3 Poccuiickoii  ®@enepammu  panbcUPUIIMPOBAHHBIX  JICKAPCTBEHHBIX  CPEJICTB,
HEJOOPOKAYECTBEHHBIX  JICKAPCTBEHHBIX  CPEACTB, KOHTPa(aKTHBIX  JICKAPCTBEHHBIX  CPEACTB
OCYILIECTBIISIETCSl 3a CYET JIMIA, OCYILIECTBUBIIErOo HX BBO3. [lOpSIOK YHUYTOXKEHHS H3BITHIX
banbcuPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB, HEIOOPOKAYECTBEHHBIX JIGKAPCTBEHHBIX CPEACTB,
KOHTpa(aKTHBIX JIEKaPCTBEHHBIX CPeACTB ycTaHaBiauBaercs [IpaBurensctBoM Poccuiickoit deneparun.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluma, ocymectBiastomue BBo3 B Poccuiickyro  ®eneparnuio  dambcuGHUIMPOBAHHBIX
JEKapCTBEHHBIX  CPEACTB, HEJOOPOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTpadaKTHBIX
JIEKAPCTBEHHBIX CPEICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C TAMOKEHHBIM 3aKOHOJIaTEIbCTBOM
TamoxeHHOT0 cOr03a U (WIK) 3aKOHOIaTeNbCTBOM Poccuiickoit denepannn 0 TaMOXKEHHOM JIeIe.

(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

8. BbIBO3 J1IeKapCTBEHHBIX CpeAcTB U3 Poccuiickoit deneparyu ocymiecTBisercss 6€3 NMpUMEHEHUs
OTpaHUYEHUI, YCTAaHOBJIEHHBIX TaMOXEHHBIM 3aKOHOJATEIbCTBOM TaMOXKEHHOro coro3a U (WJIN)
3aKOHOJAaTeNbecTBOM Poccuiickonn denepanuu 0 rOCyJIapCTBEHHOM PETYJIMPOBAHMM BHELIHETOPIOBOM
NEeSATETbHOCTH.

(B pen. @enepanbubix 3akoHOB OT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, or 22.12.2014 N
429-D3)
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9. BBox B rpaxaaHckuii 0o0OpOT JIEKapCTBEHHBIX MPENnaparoB Ui MEAULMHCKOTO NMPUMEHEHMUS,
BBe3eHHBIX B Poccuiickyro Deaepaluio, OCyImECTBISETCS ¢ COONM0IEHHEM TPEeOOBaHUM, YCTAHOBICHHBIX
cratbeit 52.1 Hacrosmero @eaepanbHOTrO 3aKOHA.

(uactb 9 BBenena denepanbHpiM 3aKk0oHOM OT 28.11.2018 N 449-03)

KoncynprantlIntoc: npumeyanue.
C 01.09.2023 ct. 47 nonoausetcs 4. 10 (3 ot 02.07.2021 N 317-D3).

CraTtba 48. lOpugunyeckue nuua, KOTOpbIM paspelleH BBO3 NIeKapCTBEHHbIX CPeACTB
B Poccuickyro ®enepauuio
(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

JlekapcTBeHnHbie cpenctBa B Poccuiickyro denepannio MOryT BBO3UTh:
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) mnpow3BOAUTENM JIGKAPCTBEHHBIX CPEACTB JUIsA  LieJied  COOCTBEHHOTO TPOW3BOJCTBA
JIEKAPCTBEHHBIX CPEJICTB;

2) UHOCTpaHHbIE pPa3pabOTYUKHU JIEKAPCTBEHHBIX CPEACTB M HWHOCTPAHHbIE MPOU3BOAUTEIH
JICKapCTBEHHBIX CPEJICTB WU JAPYyrue IPUINUECKUE JIMIA 10 MOPYUYCHUIO pa3paboTYHKa JIEKAPCTBEHHOTO
CpeacTBa JUIsl MPOBEACHHS KIMHUYECKHX MCCIEAOBAHUN JIEKApCTBEHHOIO Mpernapara, OCYHIECTBICHUS
TOCYJapCTBEHHON  perucTpanuy  JIEKapCTBEHHOI'O — Iperapara, BKIIOYEHHS  (apMalleBTUYECKON
CyOCTaHIIMM B TOCYAAapCTBEHHBIN pEecTp JIEKAPCTBEHHBIX CPEICTB, KOHTPOJS KayecTBa JIEKapCTBEHHBIX
CPEACTB IpHU HAJMYUH Pa3pelIeHUs YIOJIHOMOYEHHOTO (e/lepalbHOro OpraHa MCIOJHUTEILHON BIACTH
Ha BBO3 KOHKPETHOW NMapTHUU JIEKaPCTBEHHBIX CPEJICTB;

3) opranu3anyy ONTOBOM TOPrOBIIM JEKAPCTBEHHBIMU CPEACTBAMY;

4) HayYHO-UCCIICJIOBATEIILCKUE OpPTraHU3allMM, O0pa3oBaTEIbHBIC OPraHU3AIWU  BBICIIETO
0o0pa3oBaHMsl, MPOU3BOAUTENN JIEKAPCTBEHHBIX CPEACTB s pa3pabOTKH, HCCIEAOBAHHM, KOHTPOJISA
0e30macHOCTH, KadecTBa, A(PQPEKTUBHOCTH JICKAPCTBEHHBIX CPEIACTB MpPH HAIWYHU Pa3peIIeHHs
YIOOJIHOMOYCHHOT'O (be,uepanbﬂoro opraHa HUCIIOJIHUTEILHONU BJIaCTH,

(B pen. @enepanpHoro 3akoHa ot 02.07.2013 N 185-D3)

5) MEUIMHCKUE OpPraHu3allii, NHbIE YKa3aHHbIE B TyHKTaxX | - 4 HAacTOsAIIENH CTaTbU OpraHU3aluu
IUIA OKa3aHWsl MEIUIMHCKON TOMONIIM 110 KU3HEHHBIM ITOKAa3aHUAM KOHKPETHOTO NAL[UEHTA NIPU HAINYUHU
pas3pelieHns: yrnoJHOMOYEHHOTo (hefepalbHOTO OpraHa UCIIOJHUTEIBHOM BJIAcTH Ha BBO3 KOHKPETHOM
HapTUM JIEKapCTBEHHOTO IpenapaTta, BBIJAHHOTO B YCTAHOBJIEHHOM IOpsJKE B (OpME 3IEKTPOHHOIO
JOKYMEHTA, IMOANMCAHHOTO YCHJICHHON KBAMU(UIIUPOBAHHOM 3JIE€KTPOHHON OIIHCHIO;
(B pen. ®enepanpHoro 3axkoHa ot 12.03.2014 N 33-03)

Koncynprantllntoc: npumeyanue.
C 01.01.2024 1. 6 ct. 48 yrpauuBaet cuny (P3 ot 27.12.2019 N 475-D3).

6) rocyJapCTBEHHbIC YHUTAPHBIC MPEANPHUITHS, UMYIIECTBO KOTOPBIX HaXOAUTCS B (hefepaibHOM
cobctBeHHOCTH, ompenensembie [lpaButensctBoM Poccuiickoit denpepanuu, B YacTH BBO3a B
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Poccuiickyto  ®enepanuio  HE3aperuCTPUPOBAHHBIX  JIGKAPCTBEHHBIX MpenapaToB,  COAEPKAIIUX
HAapKOTUYECKHUE CPEICTBA WJIM TMCUXOTPOIHbIE BEIIECTBA, ISl OKa3aHWUSd MEIUIMHCKOM MOMOIIU IO
YKU3HEHHBIM NOKa3aHUSAM KOHKPETHOTO MALMEHTA WM IPYIIbI IAIIUEHTOB B COOTBETCTBUM € YaCThIO 3.1
ctathu 47 Hacrosiiero deaepanbHOro 3aKOHa.

(. 6 BBenen denepanbHbBIM 3aKOHOM OT 27.12.2019 N 475-D3)

Ctratbsa 49. [loKkymeHTbl, npeacTaBnsieMble B TaMOXeHHble opraHbl Poccunckomn
Penepauunm Npu BBO3e NeKapCTBeHHbIX cpeacTts B Poccunckyro Pepepauuio
(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1. Tlpu BBO3€ JeKapCTBEHHBIX cpelncTB B Poccuiickyro @enepannio B TaMOKEHHBIE OpPraHbI
Poccuiickoii ®enepanuu  Hapaxy € JOKYMEHTaMH, IIPEICTaBICHUE KOTOPBIX IPELyCMOTPEHO
TaMOXXEHHBIM 3aKOHOJATEIbCTBOM TaMOXXEHHOTO coro3a W (WJIHM) 3aKOHOJATEIhCTBOM Poccuiickoi
denepanuu 0 TAMOKEHHOM JI€JI€, MPEACTABISIOTCS CIEIYIONINE JOKYMEHTHI:

(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1) ceptudukar TPOU3BOIUTENS JEKAPCTBEHHOTO CPEICTBA, YAOCTOBEPSIONIMNA COOTBETCTBHE
BBO3UMOTO JIEKAPCTBEHHOTO CpeacTBa TpeOoBaHMsIM (papMakomeiHoW cTaThu JUOO B ciydae ee
OTCYTCTBHSI HOPMAaTUBHON JOKYMEHTAUU WM HOPMATUBHOI'O JOKYMEHTA;

2) paspelieHHe YHNOJIHOMOYEHHOTO (heepasbHOr0 OpraHa MCHOJHUTENbHOM BIAcTH Ha BBO3
KOHKPETHOW MapTHM JIEKAPCTBEHHOI'O CPEACTBA B CIIy4dasX, YCTAHOBJIEHHBIX 4acTblo 3 cTarbu 47
HacToAmero OenepaabHOro 3aK0Ha.

2. JIOKyMEHTBI, yKa3zaHHble B IyHKTax | M 2 yactu 1 HacTosmiedl craTbu, NPEACTABISAIOTCS B
TaMOXXeHHbIE opranbl Poccuiickoit denepanuu mpu NpHOBITHN JIEKAPCTBEHHBIX CPelCcTB B Poccuiickyro
denepanuio.

(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratba 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccuuckyro ®Pepepauuto ans
FINYHOroO UCMOJIb30BaHUSA U UHbIX HEKOMMEPUYECKUX Leriein, a Takke AN UCNOoNb30BaHUA
Ha TeppuTOpPUN MeXAYHapOAHOro MeaAULMHCKOro Krnacrepa
(B pen. @enepanbubix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIE TpemnapaTsl MOryT ObITh BBe3eHbl B Poccuiickyto @Deneparmio 0e3 yuera
TpeOoBaHUH, TPETYCMOTPEHHBIX YacTsMu | - 4 crateu 47, ctatbamu 48 u 49 HacTosmero denepaabHOTO
3aKOHa, €CJIM OHM NPEIHA3HAUEHBI JUIA:

(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1) MUYHOTO WCTIONB30BaHUS (PUIMUCCKUMU IUIaMH, TpuObBIIMMU B Poccuiickyro denepanuto.
IIpu »stoM BBO3 B Poccuiickyio @eaepanuio JIEKapCTBEHHBIX IPEMApaToB,  COJAEPIKALIUX
CWIBHOACHCTBYIOIME W (WIM) SIOBUTHIC BEIISCTBA, BKIIOUECHHBIE COOTBETCTBEHHO B CIHCOK
CUJIBHOJICUCTBYIOIIMX BEHIECTB JJIA IIEJ€H YroJIOBHOTO 3aKOHoJarenbcTBa Poccuiickoit denepanuu U B
CIIUCOK SIIOBUTBHIX BELIECTB Ui LEJEl YroJOBHOIO 3akoHojarenbcTBa Poccuiickoit denepanuu,
yTBepkeHHbIe [IpaButenscTBoM Poccuiickoit denepannu, OCyECTBISETCS NPU HAJTUYUU IOKYMEHTOB
(3aBepeHHBIX KONMUN JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMUCOK U3 HHX), MOATBEPXKIAIOIIMX HA3HAUCHUE
(U3UYECKOMY JIMIY YKa3aHHBIX JICKaPCTBEHHBIX TIPEMapaToB (3a HCKIIOUYCHHEM JICKapCTBEHHBIX
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MpEenaparoB, 3aperucTpupoBaHHBIX B Poccuiickoit ®enepanu W OTIycKaeMblix B Poccuiickoi
Oenepanuu 6€3 perenTta Ha JeKapcTBeHHBIN mpenapat). [loaTBepxkaaromme JOKyMEHTHI (X 3aBEpEeHHBIC
KOIUU WJIM 3aBEPEHHBIE BBIMUCKU U3 HUX) JIOJKHBI COAEPKATh CBEACHUS O HAMMEHOBAaHUH M KOJIMYECTBE
Ha3HAYEHHOT'O JIEKApCTBEHHOrO TMpemnapara. B ciydae, eciau MNOATBEpXKAarouue JAOKYMEHTHI (UX
3aBEpEHHBIC KOMHM WM 3aBEPEHHBIE BBIMMCKU W3 HUX) COCTABJICHbI HA WHOCTPAHHOM S3bIKE, K HUM
MpUJIaraeTcs HOTapHaJlbHO 3aBEPEHHBIN MEPEBO Ha PYCCKUMN S3BIK;

(n. 1 B pen. ®enepanbuoro 3akoHa ot 02.06.2016 N 163-D3)

2) ucnoNb30BaHMA ~ PAOOTHUKAMHM  JUIUIOMAaTHUYECKOTO  KOpIyca WIH  TPEACTaBUTEISIMH
MEXKIYHApOIHBIX OpraHu3alluii, akKpeauTOBaHHbIX B Poccuiickoit dexneparuu;

3) nedeHUsT MACCaAXHUPOB M UWICHOB OSKHIAXeW TPAHCIOPTHBIX CPEICTB, IMOE3JHBIX Opurag u
BOJIUTENICH TPAHCIIOPTHBIX CPEICTB, MPUOBIBIIUX B Poccutickyro deneparuto;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) nedeHus y4aCTHUKOB MEXIYHAPOJIHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEPOIPHUITHI U y4aCTHHUKOB
MEXIYHAPOAHBIX IKCIEAULINA;

5) JeueHUs KOHKPETHBIX JKMBOTHBIX B 300MMapKax, 300cajax, IHUPKaX, OKeaHapHyMax,
nenbpuHApUAX, JEYCHUS TUKHUX JKUBOTHBIX, MOCTOSHHO WM BPEMEHHO HACEISIONIUX TEPPUTOPHIO
Poccuiickoit deneparnuu, HaXOAAIMIUXCS B COCTOSHUM €CTECTBEHHOW CBOOOABI M TPUHAIJICKAIIUX K
BUaM, 3aHeceHHbIM B KpacHyio kuury Poccuiickoit deaepanmu u (MiaM) KpacHbIe KHUTU CYOBEKTOB
Poccuiickoit ®denepanyn, a TakKe KUBOTHBIX, BBO3UMBIX B Poccuiickyto dexnepamuio sl ydactus B
CHOPTUBHBIX U 3PEJUILHBIX MEPONPUATHUSX;

(B pen. @enepanbubix 3akoHOB OT 06.12.2011 N 409-D3, ot 02.08.2019 N 297-D3)

6) UCTIOIB30BaHUS HA TEPPUTOPUN MEXKTYHAPOIHOTO METUIIMHCKOTO KIacTepa.
(. 6 BBenen denepabHbBIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B cioyyasx, mpenyCMOTPEHHBIX YacTblO | HACTOSIIEN CTaThbU, AONYyCKaeTcsl BBO3 B Poccuiickyro
denepanyio JEKapCTBEHHBIX TPENapaToB, HE 3aperucTpupoBaHHbIX B Poccuiickoit deneparym.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHBIC TIpenapaThl, IpeAHa3HAYECHHBIC U1 TYMaHUTAPHOU IMOMOIIH (COACHCTBUSA) WU
IIOMOIIM IIPY 4YPE3BBIYAMHBIX CHUTyalusax, BBO3ATCA B Poccuiickyro @Denepanuio B IOpsJIKE,
yctaHoBiieHHOM [IpaButensctBoM Poccuiickoit ®@epepanuu. 3ampemaercss BBo3 B Poccuiickyro
@enepallio  HE3APETMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IPENapaTroB,  IPEIHAa3HAUYEHHBIX UL
rYMaHUTapHON MOMOIIH (COASHCTBHS) WU IIOMOILIY IPU YPE3BBIYANHBIX CUTYALIHSX.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CotpyaHuyecTBO chbepepanbHOro opraHa WCNOSIHUTENIbHOW BRAacTW,
YNONMHOMOYEHHOro B 006/lacTM TaMOXEHHOro pAena, M ApYrux YNOSTHOMOYEHHbIX
crepgepanbHbIX OPraHoOB UCMONHUTENbHOW BNacTu

1. VYnomHoMoueHHbIE (enepanbHble OpraHbl HCIOJHUTEIBHOW BIIACTH TPEAOCTABISIOT B
pacnopsbkeHue (enepaqbHOrO OpraHa HUCIHOJHHUTENbHOM BIIACTH, YIOJIHOMOYEHHOTO B 00JacTH
TaMOXXEHHOTO JieJla, TOCYAApCTBEHHBI pEeCTp JIEKapCTBEHHBIX CPEACTB, a TaKkKe HHPOPMALHUIO O
BBIJJAHHBIX pAa3pelICHUAX HAa BBO3 KOHKPETHOM IApTUU JIEKAPCTBEHHBIX CPEACTB B CIydasX,
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YCTaHOBJICHHBIX YacThIO 3 cTaTthk 47 HacTosiero deaepaibHOro 3aKoHa.

2. ®enepanbHBI OpraH HCIOTHUTEIBHOW BIIACTH, YMOJHOMOYEHHBIH B OO0JIACTH TaMOXXEHHOTO
nena, ”HGOPMUPYET yKa3aHHBbIE B YaCTH | HACTOAIIEH CTaTbU YHOJIHOMOYEHHbIE (eiepanbHbIe OPraHbl
WCIIOJIHUTEJIBHOW BJIACTU O BBO3€ JICKAPCTBEHHBIX cpeAcTB B Poccuiickyro denepanuio U BBIBO3E
JIEKapCTBEHHBIX cpencTB u3 Poccuiickoir denepanuu mo GpopMe W B MOPSIIKE, KOTOPHIE YCTaHOBIICHBI
IIpaBurensctBoM Poccuiickoit denepanuu.

(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

Maea 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb
CraTtbsa 52. OcyuwecTBneHne hapmMmaueBTUHECKON AeATENbHOCTU

1. dapmaneBTHYecKas ACATEIBHOCTh OCYIIECTBIIICTCS OpPTaHHM3AIMSMHU ONTOBOH TOPTOBIH
JEKapCTBEHHBIMU  CPEACTBAMH,  aNTCUHBIMH  OpraHU3alUsMH, BETCPUHAPHBIMU  aNTEYHBIMU
OpTraHW3aIMsIMA,  HWHIWNBUIYaJbHBIMH  NPECANPUHUMATEISIMA,  WMCIONIMMHU  JIMICH3WIO  Ha
(bapManeBTUYECKYI0 JESITEIbHOCTh, MEAWIUHCKUMH OpPTaHU3alUsAMH, HWMEIOIUMHU JUIICH3UI0 Ha
(hapMaleBTHUECKYI0 JeATEIBbHOCTh, M WX OOOCOOJCHHBIMH TMOApA3CICHUAMH (aMOyIaTOPUIMH,
denpamepckuMu ¥ QENbANICPCKO-aKyIIEPCKUMHU  ITyHKTaMH, LEHTpaMH (OTICNEHUsIMH) OOIei
BpaueOHON (CEMEHHOWM) MPAKTUKH), PACIIOIOKEHHBIMH B CEIbCKUX HACEJICHHBIX IMYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTeUYHbIe OpPTaHU3alMH, U BETCPUHAPHBIMU OpraHU3alMsIMHU, UMEIOUIMMH JIHIIEH3UI0 Ha
(bapMareBTHYECKYIO eI TeIbHOCTD.

(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2. ®usnyeckue MA@ MOTYT OCYIIECTBIATH (hapMaleBTHUECKYIO IESATEIBHOCTh TPH HAINYNU
BBICIIIETO WJIM CPEHEro (hapMaleBTHUECKOro o0pa3oBaHus M cepTu(UKaTa CIEIHATNCTa, BBICIIETO WIN
CpEeIHEeTo BETEpPUHAPHOTO 0Opa30BaHMA M CepTH(UKATa CHEIHANNCTA, a TAKXKE BBICHIETO WM CPEIHETO
MEIUIIMHCKOTO0 00pa3oBaHus, CEpTHU(PHUKATA CIEHHUATUCTa U JOMOJHUTEIHHOIO MPO(pECCHOHATBHOTO
00pa3oBaHMs B YaCTH PO3HUYHON TOPTOBIIM JICKAPCTBEHHBIMH ITpENapaTaMy MPH YCIOBHH UX PaOOTHI B
000C00ICHHBIX MOAPA3ICTCHUIX MEIUIIMHCKUX OpraHu3alnii, yKa3aHHbIX B 4acTU | HACTOSIIEH CTaThH.
(dactb 2 B pen. DeaepanbHoro 3akoHa ot 27.07.2010 N 192-D3)

Koncynprantllntoc: npumeyanue.

JlexapcTBEeHHbIE MTpenapaThl Al MEAULIUHCKOTO MPUMEHEHUS, BBEICHHbIE B TPaKIaHCKUN 000pOT 10
29.11.2019, noanexkaT XpaHEHWIO, IEPEBO3KE, OTIYCKY, pealu3aluy, Mepeaade, NPUMEHEHUIO 0
ncredeHus: cpoka ux rogHoctu (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxgaHCKMM OOOpPOT feKapCTBEHHbIX nNpenapartoB Ans
MeAULIMHCKOro NpMMeHeHus
(BBenena denepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOAOM B rpaskJaHCKH 000pOT KaXKAOH cepuu WM KaXXA0H MapTUU MPOM3BEACHHOTO B
Poccuiickoit @enepanun J€KapCTBEHHOIO Mpemnapara i MEIUIMHCKOTO MPUMEHEHHUS], 32 UCKITIOUYEHUEM
MMMYHOOMOJIOTUYECKIX JICKAPCTBEHHBIX MPENapaToB, MPOU3BOJUTENh TAaKOTO JIEKAPCTBEHHOTO
npenapara npeicTaBisieT B (enepatbHbIi OpraH UCIIOTHUTEIIBHONW BJIACTH, OCYIICCTBIISIONUN ()YHKITMH
0 KOHTPONIO W HaA30py B cdepe 3IpaBOOXpaHEHUS, JOKYMEHT MPOU3BOJIUTENS JIEKAPCTBEHHOTO
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CpeICTBa,  MOATBEPXKJAIOIIMN  KAayeCTBO  JIGKAPCTBEHHOTO  MpermapaTa, MW MOATBEPKACHHE
YIOJIHOMOYEHHOTO JIMLA MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBHS JIEKAPCTBEHHOTO
npenapaTa TpeOOBaHUSAM, YCTAHOBIIEHHBIM IPU €r0 TOCYAapCTBEHHOM perucTpammi.

2. Tlepen BBOIOM B TpaKAAaHCKUH OOOpPOT KaXIOM CEpUH WM KaXJO0M MapTHUH BBO3UMOTO B
Poccuiickyto  ®epepanuio JIEGKAPCTBEHHOTO Tpemapara Juisi MEAUMIMUHCKOrO MPUMEHEHHUs, 3a
UCKJIIOYEHHEM HMMYHOOHOJOTHUECKUX JIEKAPCTBEHHBIX IPENapaToB, OpraHMU3alus, OCYIIECTBIISIOMAs
BBO3 JICKapCTBEHHOTO Tmpemnapara B Poccuiickyto deneparuio, mpeactaBiseT B (enepanbHbI OpraH
UCTIOJHUTEIBHOM BIACTH, OCYLIECTBISIOMMKA (YHKIMM 1O KOHTPOJIIO U Haa3opy B cdepe
3[paBOOXpAaHEHUs, CepTU(UKAT MPOU3BOJIUTENS JIEKAPCTBEHHOIO  CPENCTBA,  yIOCTOBEPSIOLIUI
COOTBETCTBHE BBO3MMOTI'O JEKAPCTBEHHOTO MpenapaTta TpeOoBaHUIM (apMaKoNelHONW cTaThH, a B ClIydae
OTCYTCTBHSI (hapMaKONEeWHON CTaTbu TPeOOBAHUSAM HOPMATHUBHOM JOKYMEHTAIMHM, W MOJATBEPKICHHE
IIPEICTABUTENSI OpraHU3allMy, OCYLIECTBIISIOIIEH BBO3 JIEKAPCTBEHHOIO Ipenapara B Poccuiickyro
denepalii0 W YNOJHOMOYEHHOW HWHOCTPAHHBIM  IMPOW3BOJUTENIEM JIEKAPCTBEHHBIX  CPEJNCTB,
COOTBETCTBHUSI BBO3MMOIO JIEKAPCTBEHHOI'O TIperapara TpeOOBaHMSAM, YCTAaHOBJICHHBIM IIPH €ro
roCyJapCTBEHHOMN pEerucTparuu.

3. Ilopsiok mpeacTaBieHUs B COOTBETCTBUU C 4acTsAMU | M 2 HAcTOALIEH CTaThU JOKYMEHTOB U
CBEJICHUI O JIEKAPCTBEHHBIX IIpernaparax, BBOJUMBIX B TIPaXJaHCKUH 00OpOT, YCTaHaBIMBAETCS
IIpaBurensctBoM Poccuiickoit denepanuu.

4. B OTHOWIEHMM TMEPBBIX TPEX CEPUUM WIM MAPTHM JIEKAPCTBEHHOrO IMperapara, BIEPBbIE
npousBeneHHoro B Poccuiickoit ®@enepanny M BliepBble BBO3UMOro B Poccuiickyro Penepanuio, B
(benepanbHBIA OpraH UCIOJHUTENBHON BIACTH, OCYIIECTBISIONINI (YHKIIMHU 110 KOHTPOJIIO U HAA30pY B
cdepe 3ApaBOOXpAHECHHUS, TOTIOTHUTEIHLHO MPECTABISETCS MPOTOKOJ UCIIBITAHUIA O COOTBETCTBUU CEPHH
WM TapTUM JIEKAPCTBEHHOIO Ipernapara i MEIUIMHCKOrO NPHUMEHEHMs I10Ka3aTelsiM KadecTsa,
MPEeAYyCMOTPEHHBIM HOPMAaTHBHOM JOKYMEHTalUMEW (Jajgee - MPOTOKOJ HCHBITAHUN), MPOBOJUMBIX
AKKPEIUTOBAHHBIMHA B COOTBETCTBUH C 3aKOHOJATEIICTBOM Poccuiickoit deneparuu 00 akKpeaUTAIH B
HAI[MOHANILHOM  CHUCTEME  aKKpeAuTanud  (eaepadbHBIMU  TOCYIApCTBEHHBIMU  OIOIKETHBIMHU
YUpPEXKIECHUSMHU,  TOJBEJOMCTBEHHbIMH  (efepalbHOMY  OpraHy  HCIOJHHUTENIbHON  BIacTH,
OCYIIECTBISIONIEMY (YHKIMM 1O BBIPAa0OTKE M peamu3alidu TOCyJapCTBCHHOW TMOJUTUKH H
HOPMAaTUBHO-TIPAaBOBOMY PETYyIHpPOBaHHIO B cdepe 3apaBooXpaHeHHs, U (eaeparbHOMY OpraHy
WCTIOJIHUTEILHON  BIIACTH, OCYIIECTBIsIOMEMY (YHKIIMM TIO KOHTPOJIIO U Haa3opy B cdepe
3npaBooxpaneHus. [lopsiiok BelgauM ykazaHHBIMH (efepaibHbIMU TOCYIapCTBEHHBIMH OI0’KETHBIMU
YUPEKIECHUSIMH JTAHHOTO IIPOTOKOJIA M pa3Mep IJIaThl 3a €ro BelIauy ycTaHaBiuBaroTcs [IpaButeascTBOM
Poccuiickoit ®enepanuu.

5. Exxerogno He mosnaHee 1 deBpans mpoOM3BOAUTENN JEKAPCTBEHHBIX CPEJCTB MM OpPraHU3aIUH,
OCYILIECTBJISIIOIIME BBO3 JIEKAPCTBEHHBIX mpenapaTtoB B Poccuiickyro ®enepanuio, MpeACTaBISIOT B
(benepanbHBI OpraH UCMOTHUTEIBHON BIACTH, OCYLIECTBISIONIMNA (YHKIIMH O KOHTPOJIO M HAA30pY B
cdepe 3apaBOOXpaHEHHs], TPOTOKOJ UCTIBITAHUM MOCTYMHUBIIETO B T€UEHUE I0/la B TPaskJaHCKUN 000pOT
JIEKapCTBEHHOI'O IIpernapara KOHKPETHOI'O IIPOM3BOAMUTENS (HA OJHY CEPUI0 KaXKIOro TOProBOIO
HAaUMEHOBAHMS C yYETOM JIEKAPCTBEHHOW (OPMBI M JO3UPOBKH), MPOBOJAUMBIX AKKPEAUTOBAHHBIMU B
COOTBETCTBHHM C 3aKoHOAaTeNbCTBOM Poccuiickoit ®dexepammu 00 akkpeAUTaldl B HALMOHAJIHHON
CUCTEME aKKPEAUTAINH UCTIBITATeILHBIMU JTa00paTopusiMu (IIEHTpaMu).

6. IlpowsBonurenu JEKApCTBEHHBIX CPEIACTB WM OpraHU3allid, OCYIIECTBIISIIONIME BBO3
JIEKapCTBEHHBIX MpemnapatoB B Poccuiickyio denepannio, He MEHee YeM 3a OJUH TOJ /10 TIaHUPYEMBIX
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IIPUOCTAHOBIICHHUS] WJIM IPEKpaIleHUusl IPOM3BOJACTBA JIEKAPCTBEHHBIX NpENnapaToB WIM HX BBO3a B
Poccuiickyto @enepanuio yBenomisitoT 00 3ToM (QeaepanbHblii OpraH HUCHOJIHUTENBHOM BIIACTH,
OCYILIECTBISIONIMNA (QYHKIMHU IO KOHTPOJIIO U HAJ30py B chepe 34paBOOXpaHEHUs U (eepabHbIi OpraH
WCTIOJHUTEIBHOM  BJIACTH, OCYILECTBISAIOUIMA  (QYHKIMM 1O JIMUIEH3UPOBAHHIO IPOU3BOICTBA
JIEKapCTBEHHBIX CPEJCTB.

7. BBoA B TpakAaHCKUN OOOPOT KaXKAOH CepUM MM KaXJI0M MapTHH UMMYHOOHOJIOTMYECKOTO
JIEKapCTBEHHOTO Mpenapara, npousBeneHHoro B Poccuiickoit denepanuu win BBO3UMOro B Poccuiickyro
denepanyio, OCYLIECTBISETCS HAa OCHOBAHWU pPAa3pEUICHUs, BBIIAHHOTO (efepaibHBIM OpraHOM
UCIIOJIHUTEIBHON  BJACTH, OCYIIECTBISAIOIMM (YHKIMUM 1O KOHTPOJIIO U Haa3opy B cdepe
3[paBOOXpAaHEHUS, HAa OCHOBAaHUM BBIIAHHOTO (eJepalbHBIMA TOCYAAPCTBEHHBIMU OOKETHBIMU
YUPEKICHUSMH, YKAa3aHHBIMU B YacTH 4 HACTOSIIEH CTAaTbH, 3aKJIIOYEHHUS O COOTBETCTBHM CEPUU WIIU
MapTUd UMMYHOOHOJIOTHUYECKOTO JIEKAPCTBEHHOTO Tperapara TpeOOBaHUSM, YCTAaHOBJICHHBIM TPHU €T0
rocy/apcTBeHHOU peructpauuu. [lopsnok Bblnaun paspenieHusi Ha BBOJ B IPa)IaHCKHI 000poT cepuu
W MTAPTHH UMMYHOOHOJIOTHYECKOTO JIKAPCTBEHHOTO Tperapara, a TakkKe MOPsIOK BBIaYU YKa3aHHOTO
3aKJIIOYEHUS M pa3Mep IUIaThl 3a €ro BblJady YycraHaBiauBaroTcsi [IpaButenscTBoMm Poccuiickoi
denepanuu.

8. 3a HemnpeacTaBlICHUE WJIHM HECBOCBPEMEHHOE IMPEJCTABICHUE JIOKYMEHTOB M CBEICHUI,
MPEeAYCMOTPEHHBIX yacTsiMu 1, 2, 4, 5 1 6 HacTOsIIEeH cTaThbi, MPOU3BOAUTENHN JIEKAPCTBEHHBIX CPEJICTB U
OpraHM3aIlK, OCYIIECTBIISIIONINE BBO3 JIEKAPCTBEHHBIX MpenapaToB B Poccuiickyro denepanuio, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU € 3aKOHOJATENbCTBOM Poccuiickoit denepanunm.

9. IlpencraBieHrne TOKYMEHTOB M CBEIACHUM, MPEIYCMOTPEHHBIX dacTsiMu 1, 2 u 4 Hactosein
CTaTbd, M IOJYyYEHUE IPEAyCMOTPEHHOIO YAaCThK 7 HACTOAILIEH CTaThbU pA3pelICHHs HAa BBOJ
MMMYHOOHMOJIOTUYECKOTO JICKAPCTBEHHOTO TpernapaTta B TPaKIAHCKHK 000pOT HE TpeOyroTcs B
OTHOILICHHNUN JICKApCTBCHHBIX npenaparos, MpeaAHa3HAYCHHBIX JJIA MMPOBCACHUA KIIMHUYECKUX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX IPENapaToB, MPOBEICHUS JKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS
OCYIICCTBJICHUA FOCYHapCTBeHHOfI perucTtpanu JICKAPpCTBCHHLBIX MPCIIAPATOB, a4 TAKKC B OTHOIICHHUU
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPENapaToB, MpPeJHA3HAYCHHBIX AJIS OKa3aHHUS MEIUIIUHCKOM
IMOMOIIM IO KU3HCHHBIM IIOKAa3aHUAM KOHKPCTHOI'O IMAallUCHTA WJIW T'PpyHIlbl MAaUCHTOB, BBO3UMbLIX B
Poccuiickyro ®@enepannio B cOOTBETCTBUMU € vacTsiMu 3 U 3.1 crtateu 47 Hactosimero denepanbHOro
3aKOHa.

(B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

10. Ilpu BBISBICHHH B TPaXJaHCKOM 00OpOTE CEpUH WM HapTHH JIEKAPCTBEHHOTO Ipernapara,
JOKYMEHTBI M CBEIEHUSI O KOTOPBIX, MPEAYCMOTPEHHbIE 4HacTsMU 1, 2 W 4 HACTOSIIEH CTaTbU, HE
NpeJCTaBIeHbl B (hefepabHbIi OpraH MCIOJHUTEIBHON BIIACTH, OCYHIECTBISIOMMN (YHKIHUU TI0
KOHTPOJIIO U HaJa30py B cdepe 3ApaBOOXpaHEHUs, MO0 CepUuu WM NapTUH MUMMYHOOHOJOTHYECKOTO
JIEKapCTBEHHOTO TMpemnapara, HE WMEIONIMX pa3pelieHuss Ha BBOJ B TPaXIAHCKUH 000pOT,
MPEAYCMOTPEHHOTO YacThiO 7 HACTOAIMICH CTaThH, (eAepaidbHbIii OpraH WCIOJHHUTEIBHON BIIACTH,
OCYIIECTBISIONINN (QYHKIIMK 10 KOHTPOII W Haa3opy B cdepe 3IpaBOOXpaHEHUsS, B TMOPSIKE,
yctaHoBiieHHOM [IpaBurensctBoM Poccuiickoii ®enepanuu, NPUHUMAET PEIICHUE O MPEKpalleHUuu
rpaXJaHCKOro 000poTa TaKWX CEpHUH MM TapTHH J0 NPEACTABICHUS YyKa3aHHBIX JIOKYMEHTOB U
CBEICHUI OO0 MOTyYeHHS YKa3aHHOTO pa3pelieHusl.

Koncynprantllntoc: npumeyanue.
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C 01.09.2023 noxymeHT pomnosnsiercs cT. 52.2 (D3 ot 02.07.2021 N 317-D3).

CraTtba 53. Mpopaxa, nepenavya nekapCTBeHHbIX CPeACTB OpraHU3auusiMm onToBOMU
TOProBJiN NieKapCTBEHHbIMU CpeacTBaMU

1. Opranu3anuy ONTOBOM TOPIOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMH MOT'YT OCYILECTBIATH MPOJAKY
JICKApCTBEHHBIX CpPEACTB WM IepelaBaTh WX B YCTAaHOBJICHHOM 3aKOHOATEIhCTBOM Poccuiickoii
denepanuu nopsake (3a UCKITOYEHHEM (papMarieBTUIeCKO CyOCTaHIINH CIIUPTA 3TUIOBOTO (3TAHOIA):

(B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 481-D3)

1) apyrum opranusanusmM OnTOBOW TOPrOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

2) IpOU3BOIUTEIISM JEKaPCTBEHHBIX CPEICTB I LIeJel MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB;
3) anTeuyHBIM OpraHU3aLUsIM U BETEPUHAPHBIM alITEUHBIM OpraHU3alUsaM;

4) Hay4yHO-HCCIIEI0BATEIbCKUM OPTaHU3aLMAM ISl HAyYHO-UCCIIEA0BaTENbCKOM paboThI;

5) UWHAMBUAYAIbHBIM TPEINPUHUMATENSM, WMCIOIIUM JUICH3WI0 Ha (apMarieBTHUECKYIO
JEATEIIbHOCTD WU JTULEH3UIO0 HA MEIULIMHCKYIO IESITEIbHOCTD;

6) MCIWUTHUHCKUM OpraHu3alnusaM, B TOM YUCJIC CO3JaHHBIM U 3apCTUCTPUPOBAHHLBIM B COOTBCTCTBUU
C 3aKOHOJATEIbCTBOM HMHOCTPAHHOIO rocydapcTBa - wieHa OpraHuzainu HSKOHOMUYECKOTO
COTPYAHHUYICCTBA )41 pa3sBUTHUA HWHOCTPaHHBIM HOPUINYCCKUM JIunaMm, HWHAWBUYaJIbHBIM
NPEINPUHUMATENSM, SIBJISIIOIIUMCSI YHaCTHUKAMU MPOEKTa B COOTBETCTBUM ¢ DeaepaibHbIM 3akoHOM "O
MCXKAYHAPOAHOM MCIUIUHCKOM KJIACTCPC U BHCCCHUU H3MCHEHHUHU B OTACIIbHBIC 3aKOHOAATCJIbHBIC AKThI
Poccuiickoit denepanuu', 1 BETepUHAPHBIM OPraHU3aALUSIM;
(B pen. @enepanbHoro 3akoHa ot 26.07.2019 N 240-D3)

7) opraHu3anusM W WHAWBHIYATbHBIM TPEANPUHUMATENSM, OCYIIECTBIISIONMM pa3BelCHHE,
BBIpAIlMBaHUE U COJAEP)KAHHE JKMBOTHBIX (32 MCKIIOUEHHEM TMPOJAXH WM (apMaleBTHUECKUX
CyOCTaHIIMIA WK WX TIEpeIadn ).

(n. 7 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHum3alMd ONTOBOM TOPTOBJIM JIEKAPCTBCHHBIMU CPEICTBAMU HE BIPAaBE OCYLICCTBIIATH
npojaxy (mepenayy B YCTAHOBJIIEHHOM 3aKoHoJaTenbcTBOM Poccuiickoit ®enepaunn mnopsakxe)
(hapMareBTHUeCKOM CyOCTaHIIMU CIIUPTa STHJIOBOTO (3TaHOJA).

(uacts 2 B pen. enepanpHoro 3akoHa oT 27.12.2019 N 481-D3)

Cratbs 54. [paBMna onToBOW TOProBfiU JIEKAPCTBEHHbLIMU CpeacTBaMun

1. OmnroBasg TOProBJid JICKAPCTBCHHBIMU CPCACTBAMU  OCYIHICCTBIISICTCA TPOU3BOJUTCIAMU
JICKApCTBEHHBIX CpPEACTB W OpPraHM3alMsSMH ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMU CPEICTBAMH IO
npaBUjIaM HaJyuIeXkaleil JUCTpUOBIOTOPCKON MPAKTUKHU U MIPaBUIaM HaJUIeXkKalleil MpaKTUKU XpaHEeHUs U
MEPEeBO3KM JIGKAPCTBEHHBIX TPEMApaToB, YTBEPKICHHBIM COOTBETCTBYIOUIMMH YIIOJIHOMOYEHHBIMU
(benepanbHBIMU OpraHaMy UCTIOJIHUTEIILHON BIACTH.

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)
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2. OpraHuzaimusi ONTOBOW TOPTOBJIM JIGKAPCTBEHHBIMH CpPEACTBAaMH 00si3aHa  COONIOJATh
npeesbHbIe CPOKU OTIPY3KH 3aTpeOOBAaHHBIX aNTEYHON OpraHM3alMell JIeKapCTBEHHBIX MPENapaToB s
MEJUIIMHCKOTO TPUMEHEHHs] M HE BIIpaBe OTKa3blBaTh AalTEYHOW OpraHu3all, C KOTOpOMl y Hee
3aKIHOYCH COOTBGTCTByIOH_II/Iﬁ A0OroBOP O MOCTAaBKax JICKAPCTBCHHLIX IMpEHapaTtoB A MCAULUHCKOIO
MPUMEHEHUS, B TIOCTaBKE JIEKAPCTBEHHBIX MPENapaToB ISl MEIUIMHCKOTO MPUMEHEHUs MpU HAIUYUHU
3aTpe0OBAHHBIX JIEKAPCTBEHHBIX MPEMApaToOB JJIsi MEIAUIIMHCKOTO MPUMEHEHUs Yy OpraHu3alyd ONTOBOU
TOPTOBIIM JIEKAPCTBEHHBIMU cpeacTBamu. [IpenenbHble CpOKM OTrpy3KH 3aTpeOOBaHHBIX aIlTEYHOMN
OpFaHH3aL[PICI>'I JICKAPCTBCHHLIX IMPCIapaToB i MCAUIMUMHCKOIO MNPHUMCHCHUA B 3aBUCUMOCTH OT
pacmojioKeHUsT MecTa OTIPY3KH JIEKQpCTBEHHBIX [MpEenapaToB s MEIUIIMHCKOTO MPUMEHEHUs
yCTaHABJIMBAIOTCS YIOJTHOMOYEHHBIM (he/iepaibHbIM OPraHOM MCIIOJIHUTEIBHOM BIACTH.

(dactb 2 BBeneHa denepaibHbIM 3aKOHOM OT 26.03.2022 N 64-D3)

CraTtbsa 55. MMopAAoK pO3HMYHON TOProBMY fleKapCTBEHHbIMU NpenapaTamMmu

1. Po3Hu4Hass TOproBisl JIEKAPCTBEHHBIMU IIperapaTaMM B KOJIWYECTBAX, HEOOXOIUMBIX IS
BBITIOJTHEHUST BpadeOHBIX ((enpaIepCckux) Ha3HAUCHUN WM HAa3HAYCHUN CHEIHAIMCTOB B 00JacTH
BETEPUHAPUH,  OCYIIECTBISETCS  aNTeUYHbIMM  OpraHMU3alMsIMU,  BETEPUHAPHBIMU  ANTEUYHBIMHU
OpraHHU3aIHsIMH, WHAWNBUAYAIBHBIMU  TIPEIIPUHUMATEISIMH, UMEIONIUMH  JIMIEH3UI0  Ha
(bapMaleBTUUECKYIO JESTeNIbHOCTb, MEIUIIMHCKUMHU OpraHU3alMsIMH, HMEIOLIMMHU JIMLEH3UI0 Ha
(bapMaeBTUYECKYI0 JEsITEeIbHOCTh, W HMX O0O0COOJIEHHBIMU TOJpa3fencHusIMH (amMOyIaTopusMmu,
dbenpamepckuMu U QENBAMIEPCKO-aKYIIEPCKUMU  IMYHKTaMH, IIeHTpaMH (OTIAEJICHUSMU) OOIIen
BpaueOHOM (ceMelHOI) MPaKTUKH), PACTOJIOKEHHBIMU B CEIIbCKHX HACENCHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€YHbIE OpPraHU3alMH, U BETEPUHAPHBIMH OPTraHU3aLUSIMU, UMEIOUIUMU JIMLEH3UI0 Ha
(dapMaleBTHUECKYIO0 JAESITeNbHOCTh. PaspemieHa po3HWYHAs TOPrOBJIS TOJNBKO JIEKAPCTBEHHBIMH
MpenaparamMu, 3aperucTpupoBaHHbIMH B Poccuiickoil ®denepanvi WM HU3TOTOBJICHHBIMU aNTEYHBIMU
OpraHHU3aIHsIMH, BETEPUHAPHBIMH aNTeYHBIMH OpTraHHU3aIUsIMH, WHINBUIYATbHBIMU
MpeaNpUHUMATENSIMU, HUMEIONIMMH JIMLEH3UI0 Ha (apMaleBTHUECKYI0 JAedTelbHOCTh. Po3Hu4Has
TOPTOBII JIEKAPCTBEHHBIMU IMpeTmapaTaMi OCYIIECTBISICTCS MO TpaBUIaM HaJJeXkalleld anTeqHon
MPAKTUKHU, YTBEPKIAEHHBIM YIIOJHOMOYEHHBIM (peiepalbHbIM OPTaHOM HCIIOTHUTEIbHOM BIACTH.

(B pen. @enepanbHbix 3ak0oHOB OT 25.11.2013 N 317-D3, ot 22.12.2014 N 429-03)

1.1. Po3HMuHas TOProBisl JEKapCTBEHHbIMM IpenapaTamMM Ui MEIUIMHCKOIO NpUMEHEHUus (3a
UCKJIIOUEHUEM JIEKAPCTBEHHBIX IPENapaToB, OTIYCKAEMBIX IO PELENTYy Ha JIEKApCTBEHHBIN Ipernapar,
HAapKOTHYECKUX JIEKapPCTBEHHBIX INPENapaToB M IICHXOTPOIHBIX JIEKAPCTBEHHBIX IPENApPaTOB, a TAKXKE
CIUPTOCOJAEPKAIUX JICKAPCTBEHHBIX IPENapaToB C OObEMHOW JOJei STHIOBOIO CHHpTa CBbIME 25
IPOLIEHTOB) MOJKET OCYILECTBIATHCSA AaNTE€YHBIMM OPraHMU3ALUAMHU JUCTAHLUUOHHBIM CIIOCOOOM.
Po3HHMYHYIO  TOpProBIIO  JIEKAPCTBEHHBIMM  IIpenapaTaMu  JUIsl  MEOUIMHCKOTO  NPUMEHEHHUS
JUCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYLIECTBJIATH alTE4HblE OpraHW3allid, MMEIOLIME JHMIEH3UI0 Ha
(dapManeBTUYECKYI0  JCSITEIbHOCTh W COOTBETCTBYIOIIEE paspemieHue (eaepaJbHOro  opraHa
UCTIOJHUTEJIBHOM  BJACTH, OCYILECTBIIAIOLIEr0 (YHKIMM IO KOHTPOIIO WU Haa3opy B cdepe
3napaBooxpaHeHud. Ilopspok  Bblmauum  paspelieHdss Ha  OCYLISCTBICHUE PO3HUYHOM  TOPrOBIIHU
JIEKapCTBEHHBIMH TpernapaTaMu JAUCTAaHIMOHHBIM CIIOCOOOM, TpeOOBAaHUS K alTEUHBIM OpPIraHU3aLMAM,
KOTOPBIE MOT'YT OCYILIECTBIIATH TAKYH0 TOPIOBJIIO, W IOPSAJOK €€ OCYLISCTBICHUS, a TaKKe IIpaBUia
JIOCTAaBKM JIEKAPCTBEHHBIX IMPENApaToB rpaxkaaHaMm ycraHaBiuBarotrcsi [lpaButensctBoM Poccuiickoi
@enepanyn. Mapopmanus o0 ortaueHHBIX (OTHYIIEHHBIX) U MOJYYEHHBIX JIGKAPCTBEHHBIX IpernapaTax
BHOCUTCSI B CHCTEMY MOHHUTOPUHIA JBW)KCHHS JICKapCTBEHHBIX IIPENapaToB Uil MEIUIMHCKOTO
IIPUMEHEHHUS B MTOPSJIKE, IPEyCMOTPEHHOM 4acThl0 7 cTaTthu 67 HacTosuiero denepaibHOro 3aKOHa.
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(dactp 1.1 BBengena ®enepanbubiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Bungel anTe4yHbIX OpraHu3alMidé M TpaBWia OTIYCKa JICKAPCTBEHHBIX IpENapaToB UL
MEIUIIUHCKOTO TPUMEHEHHUsS alTEeYHBIMH OPTaHU3aIMsIMH, WHIUBUAYAJIBbHBIMU IPEINPUHAMATEISIMH,
MMEIOIIMMHU JIMICH3HIO Ha (hapMaIleBTHYECKYIO JeSITeIbHOCTD, & TAK)KE MPaBUIIa OTIYCKA JIEKAPCTBEHHBIX
MpernaparoB Il MEIUIIMHCKOTO MPUMEHEHHS] MEIUIIMHCKUMH OPTaHU3aIMsIMHA, UMCIONINMH JIUIICH3UIO
Ha (apMaleBTUYECKYIO IEATEIbHOCTb, U HMX OOOCOOJEHHBIMHU MOJpPA3JEICHUSIMHU (aMOyIaTOPHIMH,
dbenpamepckuMu U QENBANIEPCKO-aKYIIEPCKUMU  IMYHKTaMH, IIeHTpaMH (OTIAEICHUSMU) OOIIen
BpaueOHOM (CeMeHOM) MPaKTHKH), PacIOIOKEHHBIMU B CEIIbCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aIllT€YHbIC OPTaHU3aIlUH, YTBEPXKMAIOTCS YIOJTHOMOYCHHBIM (eepabHBIM OpraHOM
WCTIOJHUTENIbHOM BIACTH.

(B pen. @enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

3. IIpaBuiia OTIyCcKa HapKOTHUECKHUX CPEJICTB M NCUXOTPOIHBIX BEIIECTB, 3apErMCTPUPOBAHHBIX B
Ka4yecTBE JIGKAPCTBEHHBIX TIPENapaToB, JIEKAPCTBEHHBIX IPEIapaToB, COIEPKAIIUX HAPKOTHYECKUE
CpeAcTBa W TICUXOTPOIHBIC BEIIECTBA, YTBEPXKAAIOTCS YIOJIHOMOYEHHBIM (heepallbHbIM OpraHOM
WCTIOJTHUTEIEHOM BIIACTH 110 COTJIACOBAaHHWIO C (pelepabHBIM OpraHOM HCIIOJHUTENBHOW BIIACTH,
YIIOJTHOMOYEHHBIM B chepe BHYTPEHHUX JIEll.

(B pen. @enepansHoro 3axkoHa ot 03.07.2016 N 305-D3)

4. JlexapcTBeHHblE IIpemapaTbl JJii BETEPUHAPHOTO IPUMEHEHUS IOJJIEKAaT  OTIIYCKY
BETEPHHAPHBIMU aNTCYHBIMU OPTaHM3AIMSIMH, BETCPHHAPHBIMU OpPTaHU3AMAMH, WHIUBHUYyaTbHBIMU
npeanpuHuMaTessiMiM, HWMCIOINHMMU  JIMIICH3UIO Ha (I)apMaL[eBTI/I‘-IeCKYIO JACATCIIbHOCTD. OTHyCK
JICKapCTBEHHBIX IMPEMapaToB Ui BETEPUHAPHOTO TNPHMEHEHHS OCYIIECTBISCTCS B COOTBETCTBHH C
[IpaBUJIaMU  HAJIEXKALICH aNTEeYHOM IIPAKTUKU JIEKAPCTBEHHBIX IIPENapaTtoB Il BETEPUHAPHOIO
NPUMEHEHHS, YTBEP)KICHHBIMHU YIIOJIHOMOYEHHBIM (he/iepalbHBIM OpPraHOM HCIIOTHUTEIFHON BIIACTH.

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

5. TlepedyeHb MEIUIIMHCKWX OpTaHW3alldid, HWMEIOMUX JIMIEH3UI0 Ha (dapMaIeBTUIECKYIO
NeSITeNbHOCTh, W WX  000COOJIEHHBIX  mopapasaencHuil  (amOynatopuid,  ¢Qenpamepckux u
(dhenpamepcKo-akyepcKux MyHKTOB, IIEHTPOB (OTaeIeHUI) o0mel BpadeOHO (ceMelHOMN) MPaKTUKH),
PaCTOJIOKEHHBIX B CEIBCKUX HACEICHHBIX MyHKTAaX, B KOTOPBIX OTCYTCTBYIOT alTEUHbIC OpraHU3aIUH, a
TaK)Ke MepeyeHb JIEKAPCTBEHHBIX IMPErnapaToB, MPOoJaka KOTOPbIX MOKET OCYHIECTBIATHCS YKa3aHHBIMU
OpraHM3alisIMH M HX  OOOCOOJCHHBIMH  TOJpa3ACICHUSIMU,  YCTAHABIMBAIOTCS  OpraHAMH
WCTIOTHUTENIBHOU BIIacTH cyOBeKkTOB Poccuiickoit denepanuu.

(B pen. @enepanbHbIX 3aKk0HOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

6. AnrteyHble OpraHu3allid, WHIUBUAYAJlbHbIE TPEANPUHUMATENN, HMEIOLIUE JHUICH3UI0 Ha
(bapManeBTHYECKYI0  JIeATENBbHOCTh, O00s3aHBl  O0ecreynBaTh  yTBEpP)KIACHHbINH  [IpaBUTEIHCTBOM
Poccutickoit ®enepanuu u GOpMHUPYEMBI B YCTAHOBICHHOM MM TOPSJIKE MUHUMAJIBLHBIA aCCOPTUMEHT
JICKApCTBCHHBIX IMPLCIIapaToOB, HGO6XOI[I/IMLIX JUJI1 OKa3aHUus MGHHL{HHCKOﬁ IIOMOIIIH.

(dactb 6 B pen. DeaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTeuyHble OpraHU3allMM, WHIUBUIYAJIbHbIE NPEANPUHUMATENH, HUMEIONIME JUIEH3UI0 Ha
(hapMalneBTUUECKYI0 JIESITEIIbHOCTh, HapsIAy C JIGKapCTBEHHBIMH TperapaTaMd HMEIOT IPaBo
npuoOperat W TpoAaBaTh, B TOM YHCIE AWCTAHIIMOHHBIM CIOCOOOM, MEIMIIMHCKHE W3/eTus,
Ne3MHPUIUPYIOIINE CPEICTBa, MPEIMEThl W CPEJCTBA JIMYHON THUTHEHBI, MOCYAY UISl MEIUIIMHCKUX
[eJICH, TPEIMETHI M CPEACTBA, MPEAHA3HAUYCHHBIC IS yX0/1a 32 OOJILHBIMH, HOBOPOXK/ICHHBIMH H JIETHMH,
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HEe JOCTUTIIMMHU BO3pacTa TpeX JIeT, OYKOBYIO ONTHKY M CPEICTBA yXoJa 3a Hei, MUHepalbHbIE BODI,
MPOJYKTHl JIEYEOHOTO, JETCKOTO U JUETHYECKOTO WHUTaHWs, OWOJIOTUYECKH AaKTUBHBIE 100aBKH,
nap@roMepHble U KOCMETUYECKUE CPEICTBA, MEIUIUHCKAE M CAHUTAPHO-NIPOCBETUTENbHBIE MEeYaTHbIE
W3JIaHus, PeTHa3HAYCHHBIE [T TIPOTaraHbl 3[0POBOT0 00pasa KU3HHU.

(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. JlesrenbHOCTh anTeyHbIX opranu3aunii Boopyxkennbsix Cun Poccuiickoin denepamuu, Ipyrux
BOMCK, BOMHCKUX (POPMUPOBAHUI M OPraHOB, B KOTOPBIX 3aKOHOJATeIbcTBOM Poccuiickoit denepanuu
MPElyCMOTPEHO MPOXOXKICHHE BOEHHOHM Cly:kO0bl uiau (eaepanbHOH TOCYylIapCTBEHHOW CIYkKOBbI,
CBSI3aHHOM C IPaBOOXPAHUTENBHON JEATENBHOCTBIO, pErlaMeHTHpyercss HacrosiuuM denepaabHbIM
3aKOHOM U YTBEP)KJIEHHBIMH COOTBETCTBYIOUIMMU (eepalbHbIMU OpraHaMH HMCIIOJTHUTEIbLHOW BIACTH
nojoxkeHussMU. KOHTponb 3a COOMIOJCHHEM YyKa3aHHBIMH AaNTE€YHbIMHU OPTaHM3ALMSAMHU TOJO0XKEHUH
HacTosmero denepanbHOrO 3aKOHA OCYIIECTBISETCS COOTBETCTBYIOIIMMH (eAepalbHBIMU OpraHaMU
VCIIOJIHUTEJILHOM BJIACTH.

(B pen. @enepanpHoro 3akoHa ot 13.07.2015 N 262-D3)

9. Y1patun cuiy c 1 ssuBaps 2021 roga. - @enepanbusiii 3akoH ot 03.04.2020 N 105-D3.

KoncynprantlIntoc: npumeyanue.
C 01.03.2026 ct. 55.1 yrpauuBaer cuiy (D@3 ot 20.10.2022 N 405-D3).

Cratbsa 55.1. lNopspnok ocywecTBNEeHUA PO3HUYHOM TOProBNU JeKapCTBEHHbIMU
npenapatamum AnA MeOULUUHCKOro TMPUMEHEeHUsl, OTNycKaeMbiMU MO peuenTty Ha
neKkapcTBeHHbIN nNpenapar, AUCTaHLUMOHHbIM CNOCOOOM

(BBenena @enepanbHbiM 3akoHOM OT 20.10.2022 N 405-D3)

1. B nmepuon ¢ 1 mapra 2023 roma mo 1 mapra 2026 roma B ropoae ¢enepanbHOro 3HaUYCHHS
Mockse, B benropoackoir 1 MocKOBCKOH 00acTsX (f1ajee B HaCTOAIIEH CTaThe - CyOBheKThl Poccuiickoit
denepanun) IpeycMaTpUBACTCS MPOBEICHUE IKCIICPUMEHTA 110 OCYIIECTBICHHIO PO3HUYHON TOPTOBIIH
JIEKApCTBEHHBIMH TIpenapaTamMu Il MEAMIIMHCKOTO TPUMEHEHHS, OTIYCKAaeMBbIMH 110 PEIENnTy Ha
JIEKapCTBEHHBIN Mpernapar, JUCTAHIIMOHHBIM CIIOCOOOM (J1ajiee - IKCIIEPUMEHT).

2. B pamkax JKCIEpUMEHTa €ro YJYacTHUKH BIPABE TUCTAHIIMOHHBIM CIIOCOOOM OCYIIECTBIISTH
PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMH TpenapaTaMy Ui MEIUIIMHCKOTO IPUMEHEHUS, OTITYCKaeMbIMU
MO peIlenTy Ha JIEKapCTBEHHBIH mpemnapatr (B TOM 4Yucie copMHpOBaHHOMY B (opMe 3IIEKTPOHHOTO
JOKYMEHTa B JMYHOM KaOWMHETe TpaKIaHMHA B (QelnepaibHON rocyaapcTBEHHONH HH(OpMaIMOHHON
cuctemMe "EnuHbBII mopTanm TOCyAapCTBEHHBIX M MYHHUIUMAIBHBIX yceiuyr (dbyHkowil)" w (uam) Ha
pPErMOHANBHBIX MOpTallaX TOCYJApPCTBEHHBIX M MYHHIMIIAJIBHBIX YCIYr) M BKJIIOUYEHHBIMH B NEPEYCHb
JICKApCTBEHHBIX IMpernapatoB ©  (apMaKOTepaneBTHUECKUX TPYII JICKAPCTBEHHBIX MpPENapaToB,
pa3pelICHHBIX K pealu3aliy B paMKax dKCIIEPUMEHTA, YTBEPKICHHBIN YIIOJIHOMOYEHHBIM (hesiepaibHbIM
OpPTaHOM WCIIOJIHUTEIFHONW BIIACTH (32 WCKIIOYCHHEM JIEKAPCTBEHHBIX MPENapaToB, COACPIKAIINX
HapKOTHYECKUE CPEICTBA, NMCUXOTPOIHBIC BELIECTBA M HMX IMPEKYPCOPHI, JIEKAPCTBEHHBIX IpenapaTos,
COJIep)KAIINX CHIILHOJICHCTBYIOIINE BEIIECTBA, Paano(papMaIieBTHYSCKHX JIEKAPCTBEHHBIX MpEnapaTos,
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX IMPENapaTroB, a TaKXe JIEKAPCTBEHHBIX IIPernaparoB, s
KOTOPBIX B COOTBETCTBHHM C HMHCTPYKIMEH MO MPUMEHEHHUIO JIGKAPCTBEHHOTO Mperapara YCTaHOBIICH

www.consultant.ru Crpanuua 120 n3 146
HafeXXHaa npaBoBas noafepixka



®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

TeMIEpaTypHbIM PEXUM XpaHeHus HWxke 15 rpamgycoB llenbcus, cnmpTocoaepkammx JEeKapCTBEHHBIX
IpernapaToB ¢ 00bEMHON JOJIeH 3TUIIOBOTO CIIUPTA CBBINIE 25 MPOIIEHTOB U JIEKAPCTBEHHBIX MPENapaToB,
M3TOTOBJICHHBIX aNTEeYHBIMU OpraHu3anusamMu). Kpurepun BKIIOUEHHS JEKapCTBEHHBIX IMPENapaToB U
(dapmakoTepaneBTHUECKUX TPYIII JIEKAPCTBEHHBIX MPENapaToB B yKa3aHHBIHN MEpEYCHb YCTAHABINBAIOTCS
[IpaButensctBoM Poccuiickoir @enepanuu. [lookeHns HACTOAILIECH CTaTbU HE PACHpOCTPAHSIOTCA Ha
JIEKapCTBEHHBIE MTPemapaThl, OTIYCKaeMble OSCIUIATHO WIIM CO CKHJIKOW rpakIaHaM, HMEIOIIUM MPaBo Ha
o0ecrieueHre JIEKAPCTBEHHBIMM TIperapaTaMM 3a CuUeT CpEeACTB OIO/PKETHBIX ACCUTHOBAHHM
benepanpHOrO O10/1KETa U OI0/KETOB CyOBEeKTOB Poccuiickoii @enepanui.

3.  VYyacTHMKaMu  DJKCIIEPUMEHTA  SBISIIOTCA  YIOJHOMOYEHHBIM  (pepepanbHBIl  opraH
WCTIOJHUTENBHOM BJIACTH, YIIOJHOMOYEHHBIE OpPraHbl HCIIOJHUTENBFHON BIIACTH CyOBEeKTOB Poccuiickoit
denepanuy, MEAUIMHCKUE OPraHU3allMU M alTeuHble OPraHU3alMM, COOTBETCTBYIOLINE TPeOOBAHUSAM,
YCTaHOBJIEHHBIM B COOTBETCTBUU C YaCThIO 4 HACTOSIILEN CTaThHU.

4. TlonoxxeHne O MOpsAKE MPOBENCHUS SKCIIEPUMEHTA, B TOM YHCIIE TPeOOBaHHS K MEAULIUHCKUM
OpraHu3alysM M aNTeYHbIM OPraHU3aLUsAM, SBISIOIMMCS Y4YaCTHUKAMU OKCIEPUMEHTA, IOPSAI0K
OCYILIECTBIICHUS] PO3HUYHON TOPTOBJIX JIEKAPCTBEHHBIMH IIPENapaTaMy JJII MEIULUHCKOTO IIPUMEHEHMUS,
OTITYCKaeMBIMU TI0 PELENTY Ha JIEKApCTBEHHBIN MpenapaT, AMCTAHIIMOHHBIM CIIOCOO0M, TpeOOBaHUS K
JOCTaBKE TaKMX JIGKapCTBEHHBIX IIPENapaToB TIpaKJAaHaM, IPaBWIa BbIJAYM pa3pelleHHus Ha
OCYLIECTBJICHUE PO3ZHUYHON TOPIOBJIX JICKAPCTBEHHBIMU IIpeNapaTaMu il MEAULUHCKOIO IIPUMEHEHN,
OTIIYCKa€MBbIMHU 10 PELENTy Ha JIEKapCTBEHHBIN Npemnapar, AUCTAaHIMOHHBIM CHOCOOOM, YTBEP)KAAETCS
[TpaButensctBoM Poccuiickoit @enepanun. TpebGoBaHMS K anTEYHBIM OpPraHU3ALMUSAM, SBISIOMIMMCS
YYaCTHMKaMM 3KCIIEPUMEHTa, HE MOIYT ObITb HMXE TpeOOBaHMUI, YCTAaHOBJIEHHBIX K aNTEUYHBIM
OpraHu3alysM B COOTBETCTBUU C 4acTbio 1.1 cTtaThu 55 Hacrosiero deaepanbHOTrO 3aKOHA.

5. YronmHOMOYEHHBIH (eepaabHbIil OpraH UCTIOJHUTEILHON BIACTH:

1) ocymecTBisieT METOAMYECKOE COINPOBOXKIACHHE OSKCIEPUMEHTA, BKIIOUYAs METOJNYECKOE
COIIPOBOKICHUE JIEATEILHOCTH MEAMLIMHCKUX OPraHU3allMil U alTe4yHbIX OpraHu3alyii, y4acTBYIOIIUX B
HKCHEPUMEHTE, 10 0(POPMIICHHIO, HCIIOIF30BAHHUIO U XPAaHEHHIO PELIENTOB Ha JIEKAPCTBEHHBIN Mpemnapar,
B TOM 4YHCII€ COPMHUPOBAHHBIX B (POPME NIEKTPOHHBIX JOKYMEHTOB;

2) mnpexacrasnsier B IlpaBurensctBo Poccuiickoit ®enepanuu NpeABapUTENbHBIN (B MEPHOL
IIPOBE/ICHUS HKCIEPUMEHTA, HO HE IO3[JHEE 4YeM 3a JABa Mecsla J0 HCTEYEHUs CpOKa IPOBEICHUS
SKCIIEPUMEHTA) U UTOTOBBIN (II0 OKOHYaHUM 3KCIIEPUMEHTA, HO HE MO3HEE YEM YEPE3 /IBA MECALA OCIE
UCTEUCHHS CpPOKa IMPOBEJECHUS SKCIEPUMEHTA) AOKJIAAbl O pe3yibTaTax MPOBEICHUS SKCHEPUMEHTa U
MPEJUIOKEHUS] O BHECEHUHM U3MEHEHHH B 3aKOHOIATEIBCTBO 00 0OpallieH!H JIEKapCTBEHHBIX CPEICTB.

6. YIIOJTHOMOYEHHBIN OpTaH UCTIOTHUTENBHOM BiIacTh cyobekTa Poccuiickoit denepanun:
1) BpaBe yCTaHOBUTH OCOOCHHOCTHU MPOBEICHHSI SKCIICPUMEHTA;

2) yTBep)KAAaeT MOpPSAOK OTOOpa MEIUIMHCKUX OpraHM3allMi M anTe4YHbIX OpTraHu3aluid IS
y4acTusi B JKCIIEPUMEHTE, a TaKXKe MPOBOJMUT TAaKOH OTOOp W yTBEpKAaeT NMEpeYeHb MEIUIIMHCKHX
OpraHM3alyil U mepeyeHb alTeYHbIX OpraHu3aIuii, COOTBETCTBYIOIIUX TPEOOBAHUAM, YCTAHOBJICHHBIM B
COOTBETCTBHUH C YaCThIO 4 HACTOSIIEH CTaThH, U SBJISIOLIMXCS YUaCTHUKAMU SKCIIEPUMEHTA;

3) ocymiecTBIss€T MOHUTOPHHI IMPOBEIEHUS SKCIEPUMEHTa U MPEACTaBISET €ro pe3ysabTaThl B
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YIOJTHOMOYCHHBIH (peiepaabHbIil OpraH UCTIOTHUTEIHHON BIIACTH;

4) obecneunBaeT MH(POPMAIIMOHHO-TEXHUYECKOE oOOecreueHre IMPOBEICHHUsSI SKCIIEPUMEHTa
MOCPEJICTBOM HCIIOJIb30BaHMsI FOCYJapCTBEHHON MH()OPMAIIIOHHON CUCTEMBI B cepe 3ApaBOOXpPaHEHUS
cyobekra Poccuiickoit ®@enepaumu M (WIM) MEIUIUHCKMX HH(POPMALMOHHBIX CHCTEM METUIIMHCKHX
OpraHM3alMi, SBJSAIOIIMXCA YYAaCTHUKAMH DOKCIIEPUMEHTa, M MX B3aUMOJECHCTBUSA C EIUHOU
roCyJapCTBEHHON MH()OPMAIIMOHHON CHCTEMOH B cepe 31paBOOXpaHEHUS.

7. MegMIMHCKME OpraHM3allUd W aNTEYHbIC OPTraHU3AllMM BIIPAaBE OTKA3aTbCA OT Y4YacTUSA B
HKCIEPUMEHTE, TOJaB B YINOJIHOMOYEHHBIH OpraH HCIOJHUTEIbHON BiacTH cyOwbekta Poccuiickoit
denepanuu COOTBETCTBYIOMIEE oOpaIeHrue B TMCbMEHHOU (popme.

8. AmnTeuyHble OpPTaHU3AINH, SBISIONIMECS yYaCTHUKAMU JKCIEPUMEHTa, 00s3aHBI MPU TPOJAKE
JTUCTAHIIMOHHBIM CITOCOOOM JISKAPCTBEHHOTO Mpemnapara JJisi MeTUIIMHCKOTO IPUMEHEHHS, OTITYCKaeMOTO
[0 PEIeNnTy Ha JICKApCTBEHHBIH MpernapaT, 00eCeYnTh MPH OCYIIECTBICHUU JTOCTABKU HICHTU(UKAIIUIO
JUYHOCTH TpakJIaHWHA, ITOJYYAOIIero TaKOW JICKapCTBEHHBIM Tpernapar, B IEIAX YCTaHOBICHUS
COOTBETCTBHUSl €r0 JMYHOCTH M JIMIA, YKAa3aHHOTO B peIeNTe Ha JIeKApCTBEHHBIM mpemnapar (ero
3aKOHHOTO TIPEJCTaBUTENA), JIMOO JIMIlA, YIIOJHOMOYECHHOTO JIMIIOM, YKa3aHHBIM B pelenTe Ha
JIEKapCTBEHHBIN Mpemnapar (ero 3aKOHHBIM MPEACTaBUTENIEM), Ha MOJIYYCHHE JICKAPCTBEHHOTO Mpernapara
(majee B HACTOSAIICH CTaThE - JIMIIO, YKa3aHHOE B PEIICNTe (3aKOHHBIN MPEJICTABUTEb, YITOJTHOMOUYCHHOE
JIUIIO).

9. Jlumo, ocylecTBIsIONIEe JOCTaBKy JIEKapCTBEHHOTO Tpenapara Uil MEIUIIMHCKOTO
NPUMEHEHHs, OTIYCKaeMOro IO pELENTy Ha JIeKapCTBEHHBIH mpemnapar, o00s3aHO NOTpeOOBaTh Y
rpa)<JIaHrHa, MOJIyYaIoLIero TaKol JeKapCTBEHHBIH Mpenapar, NpeIbsiBUTh JOKYMEHT, YIOCTOBEPSIIOIIHIA
€ro JU4HOCTb, AJIA I/IILCHTI/I(I)I/IKaLII/II/I JIMYHOCTHU JTOr0 rpaxaaHnHa U YCTAHOBJICHUSA COOTBCTCTBHUA €TI0
JUYHOCTH M JIUIA, YKA3aHHOTO B pelenTe (3aKOHHOrO MpPEeICTaBUTEINsl, YIOJIHOMOYEHHOTo Jynua). B
CJIydac BbISIBJICHUA HCCOBIAACHUSA JIMYHOCTU I'pakJaHWHA, MOJYYarOoUICro JIeKapCTBeHHBII\/'I npenapar, u
JUIa, YKa3aHHOTO B pelenTe (3aKOHHOTO IMPEICTaBUTENs, YIIOJIHOMOUYEHHOTO JIMIA), a TaKke B clydae
OTKa3a TpaxJaHWHa, I[IOJYy4arllero JIEKapCTBEHHBIM  Ipemapar, IpPEeAbiBUTb  JOKYMEHT,
YIOCTOBEPSAIOIIUN €ro JIMYHOCTh, JIHUIO, OCYIIECTBIIAIONIEE JOCTABKY JIEKAPCTBEHHOTO Mperapara Ijs
MEIUIIMHCKOTO MIPUMEHEHH S, OTIIYCKaeMOT'0 M0 PelenTy Ha JIEKapCTBEHHBIN Mpenapar, 00s3aH0 BEpHYTh
TaKOM JIEKApCTBEHHBIN MPEMApaT B aTEYHYIO OPraHU3aIuIo.

10. TlontBepxnaenuem (akra mepenayd JIEKAPCTBEHHOTO TMperapara [Uis MEAUIUHCKOrO
MPUMEHEHHUS, OTITYCKaeMOro IO pelenTy Ha JIEKApCTBEHHBIM Ipemapat, JHIly, YKa3aHHOMY B pelente
(3aKOHHOMY TMPEJCTABUTEIO, YIIOJIHOMOUYEHHOMY JIMILY), SIBJISIFOTCSI KAacCOBBIM Y€K M MOJIHUCH JIUIIA,
MOJIYYMBILEr0 TaKOM JIEKapCTBEHHBIM MpernapaT, Ha JOKYMEHTE O IMOJIyYeHHUH TaKOTO JIEKAPCTBEHHOTO
npernapara 1mo Qopme, YTBEpXKJaeMOW YIOJIHOMOYEHHBIM (elepaabHbIM OpPraHOM HCIIOJHUTENbHON
Brnactu. llocne mepenayum JeKapcTBEHHOIO Mpenapara JUIly, yKa3aHHOMY B pelente (3aKOHHOMY
IIPEICTABUTENIO0, YIOJHOMOYEHHOMY JIMILy), 3TOT JOKYMEHT IEpeNaeTcsi JIMLOM, OCYLIECTBUBLIMM
JOCTaBKy TaKOIo JIEKapCTBEHHOIO Ipemnapara, B anTe4HYI OpraHU3aluio, OCYIIECTBHUBIIYIO OTIYCK
JIEKapCTBEHHOI'O Ipenapara. B cilydae BbISBIEHHS @IpU Iepelade JMIY, YKa3aHHOMY B peELENTe
(3aKOHHOMY TPEJICTAaBUTENIO, YIMOJHOMOYEHHOMY JIMIlYy), JIEKapCTBEHHOro mpemapara (akToB
MEXaHUUYECKOTO IOBPEKICHMUS €ro WM €ro YINAaKOBKM TaKOM JIEKapCTBEHHBIN IIpemnapaT JIHILOM,
YKa3aHHbIM B pelenTe (3aKOHHBIM MpPEJCTaBUTENEM, YINOJIHOMOYEHHBIM JIMIIOM), HE MPUHUMAETCA U
BO3Bpalaercss 0e3 ero OIulaThl JUILY, OCYIIECTBHBIIEMY JOCTAaBKY JICKapCTBEHHOTO IIpernapara u
o0ecrneunBaroIIeMy ero Bo3Bpar B allTEUHYIO0 OPraHU3aIHIo.
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11. 3a napymenus 3akoHonaresnbcTBa Poccuiickoit denepanniv, COBEpUICHHbIE MPU MPOBEICHUH
OKCIICPUMCHTA, C€ro Y4YaCTHUKM HCECYT OTBCTCTBCHHOCTb, YCTAHOBJICHHYIKO 3aKOHOAATCILCTBOM
Poccuiickoit @enepanuu.

12. KoHTponb 3a UCHONHEHHEM TpeOOBaHM, CBA3aHHBIX C MPOBEACHUEM OSKCIIEPHUMEHTA,
ocyiecTBisieTcs: (eaepaabHbIM OPraHOM HUCIHOJHUTENBHON BIACTH, OCYHIECTBISIIOIIMM (GYHKIIUH IO
KOHTPOJIIO ¥ HaJ30py B cepe 31paBoOXpaHEHUs, B IOPAJIKE, YCTaHOBIEHHOM DeiepaabHbIM 3aKOHOM OT
31 uronst 2020 roma N 248-®3 "O rocymapcTBEHHOM KOHTPOJIE (HaA30pe) U MYHHUITUTIATLHOM KOHTPOJIE B
Poccuiickoit denepanun'.

CraTtba 56. M3aroTtoBneHue n oTNYCK yIeKapCTBEHHbIX NpenapaToB

1. M3rortoBneHue JE€KapCTBEHHBIX IPENapaToB aNTEYHbIMU OpraHU3alMsIMM, BETEPUHAPHBIMU
aNTEeYHBIMH OPTaHM3ALUSIMH, WHAWBUAYAIGHBIMUA TIPEANPHHUMATEISIMU, WUMEIONIMMHU JIMIICH3UI0 Ha
(bapMaueBTqucxon ACATCIBHOCTD, OCYLICCTBIIACTCA MO PCLCITAM Ha JICKAPCTBCHHBLIC IIPCIIApAaThI, 110
TpeOOBAaHUSM  MEIWIIMHCKAX  OpPTaHW3alWii, BETCPUHAPHBIX OpPraHWU3AlUN WM  OpTaHU3aIid
(MHIMBHUYaNBHBIX MPEANPUHUMATENEH), OCYIIECTBIAIOINX Pa3BEeCHUE, BbIPALIMBAHUE U COACPIKAHHE
KMBOTHBIX, B COOTBETCTBUU C TMpaBHJIaMU H3TOTOBJICHUS W OTIYCKa JICKAPCTBEHHBIX MPENapaToB,
YTBEP)KACHHBIMH YIIOJTHOMOYEHHBIM (heiepalbHbIM OPraHOM UCHIOJTHUTEIBHOMN BIIACTH.

(B pen. @enepanpHoro 3akoHa ot 30.12.2021 N 463-D3)

2. Ilpu M3roTOBIIEHUH JIEKAPCTBEHHBIX MPEMAPATOB AlTEYHBIMU OPraHU3alUsIMU, BETEPUHAPHBIMU
anTeuyHbIMM OpraHU3aLUsAMHU, WHIMBUIYaJbHBIMHU MpPEANPUHUMATEISIMU, HMMEIOIIMMHU JIMLIEH3UIO Ha
(bapMareBTHUECKYIO JESTEIIbHOCTh, HCIIONB3YIOTCS (papMaleBTUYECKUEe CYOCTAHIIUM, BKIIFOUECHHBIC
COOTBETCTBEHHO B rOCYAApCTBEHHBIN pEeCcTp JEKaPCTBEHHBIX CPEACTB AJISI MEAUIIMHCKOTO MPUMEHEHHUS U
rOCYJapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEJICTB JJI BETEPUHAPHOI'O NMPUMEHEHHS B YCTAaHOBICHHOM
nopsake. He nmomyckaercs HM3roTOBIIEHHE ANTEUHBIMH OPraHU3AIMSIMHU, BETEPUHAPHBIMU aNTECYHBIMU
OpraHu3alusIMu, WHIUBUIYAIbHBIMU ~ MPEANPUHUMATEISIMU, UMEIOIIMMHU  JIMIEH3UI0  Ha
(bapmalleBTUUECKYIO JEeSTeIbHOCTh, JIEKAPCTBEHHBIX MpENapaToB, 3aperucTpupoBaHHbIX B Poccuiickoii
denepanuu.

3. MapkupoBKa JIEKapCTBEHHBIX IMPENapaToB, M3TOTOBJICHHBIX aNTEYHBIMU OpraHU3ALUSIMHU,
BETEPUHAPHBIMU ANTEYHBIMU OPTaHHU3AIMSIMU, WHIWBHIYaTbHBIMH TMPEANPUHUMATEISIMUA, UMEIOITIMHI
JUIEH3UI0 Ha (apMalleBTHUECKYI0 JAESITeIbHOCTh, M OQOpMJICHHE TaKuUX MpernapaToB JIOKHBI
COOTBETCTBOBATH MPaBUJIaM, YKa3aHHBIM B YaCTH | HACTOSIICH CTAThU.

4. AnTeuHsle OpraHuM3alUy, BETEPUHAPHBIC AaNTEYHbIE OPraHU3alUd, WHIUBUIYAIbHbBIC
MpEeNPUHIMATEIN, IMEIOIINE JTUIICH3UIO Ha (DapMaIleBTHUECKYIO NESATEIbHOCTh, HECYT OTBETCTBEHHOCTD
3a HecoOJI0ZieHHE MpaBWJI W3TOTOBJIEHHUS U OTIYCKa JIEKApPCTBEHHBIX MpPENapaToB B COOTBETCTBUHU C
3akoHoJarenbeTBOM Poccniickor denepanmu.

Cratba 57. 3anpeweHune npopaxum danbCUPUUMPOBaAHHbLIX JNEKapCTBEHHbIX
cpeacTs, HeJOOpPOKA4YeCTBEHHbIX  JIEKAPCTBEHHbIX  CpPeacTs, KOHTpadaKTHbIX
NeKapCcTBEHHbIX CpeacTB

[Iponaxa QanbcupUIUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEAOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX
CPEeACTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aMPEIACTCS.
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Cratbsa 58. XpaHeHne neKapCTBEeHHbIX CpeacTB

1. XpaHeHue JEKapCTBEHHBIX CpPEIACTB OCYILIECTBIISAETCS IPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
CPEACTB, OpraHM3alMUsAMH  ONTOBOM  TOPrOBIM  JIEKAPCTBEHHBIMH  CPEICTBAMM,  ANTEUHBIMU
OpraHMU3aLMsIMHU, BETEPUHAPHBIMU anTeYHbIMU OpraHM3aLUsIMH, MHAVBUAYaIbHBIMU
HpEIIpPUHUMATEISIMU, UMEIOIUMHU JIUIEH3HI0 Ha (PapMaleBTHUECKYIO AEATENbHOCTh WIN JIMIEH3UI0 Ha
MEIUIMHCKYIO JESITEbHOCTb, MEIULIMHCKMMM OpIraHMU3alMsIMH, BETEpPUHAPHBIMU OpraHU3aLUAIMU U
UHBIMH  OpraHU3alMsIM{, OCYLIECTBISIOIIMMU OOpallleHHe JIEKApCTBEHHBIX CPEICTB. XpaHEHUe
JIEKapCTBEHHBIX CPEACTB JJII BETEPUHAPHOTO NPHUMEHEHHUs OpraHu3alusMU U HMHIUBUAYAJIbHBIMU
OpEINpUHUMATEISIMA B CIy4asX, €CIM OHM MCIOJIB3YIOTCS WCKIIOYMTENBHO IIPU  Pa3BEIEHUH,
BBIpAIIMBAaHUH, COJEPKAHUH U JICUYCHUH KUBOTHBIX, MOKET OCYLIECTBIATHCA O€3 MOJIYUYEeHUs JHULIEH3UU
Ha (papMaleBTUYECKYIO AEATEIbHOCTb.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. IlpaBuma  XpaHeHHMs  JIEKAapCTBEHHBIX  CPEICTB  YTBEPKAAIOTCS  COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIIOJIHUTEIHLHON BIACTH.

3. XpaHeHrue HAPKOTHUYECKUX JICKAPCTBEHHBIX CPEACTB, TICUXOTPOMHBIX JICKAPCTBEHHBIX CPEICTB,
paanodapMaleBTHUECKUX  JICKAPCTBEHHBIX  CPEACTB  OCYIIECTBISIETCSI B COOTBETCTBUU  C
3aKoHoJaTeNbecTBOM Poccuiickoit denepanui.

Cratba 58.1. lMpeomMeTHO-KONMMYECTBEHHbIA Y4YeT JeKapCTBEHHbIX CpeacTB ANA
MeAUNLMHCKOro NnpMMeHeHus
(BBeneHa denepanbHbIM 3aK0OHOM OT 25.12.2012 N 262-D3)

1. TlepeyeHb JIEKapCTBEHHBIX CPEACTB JJISI MEIUIIMHCKOTO TMPHUMEHEHHUS, MOIeKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY ~ Y4Y€Ty, YTBEP)KIAeTCsl YIMOJHOMOYEHHBIM (perepanbHbIM  OpPTaHOM
HUCIIOJIHUTEIHLHON BIACTH.

2. HOpH,Z[OK BKIIFOUCHUS JICKAPCTBCHHLIX CPCACTB IJII MCAUIMUHCKOTO HNPHUMCHCHUA B ICPCUCHDb
JICKAPCTBEHHBIX CPEJCTB JUISI MEJUIIMHCKOTO MPUMEHEHUS, MOJISKAIINX PEAMETHO-KOJIUIECTBEHHOMY
y4eTy, YCTaHAaBIUBACTCS YIOJIHOMOYECHHBIM (elepajbHbBIM OpPraHOM HCIHOJHHUTEIBHON BIIACTH TI0
COTJIACOBAaHUIO C (elepalbHBIM OPraHOM HCIIOJIHUTEILHONW BIIACTH, YIOJHOMOYEHHBIM B cdepe
BHYTPEHHUX JEIL.

(B pen. ®enepansuoro 3axkoHa ot 03.07.2016 N 305-D3)

3. TlpenMeTHO-KONMYECTBEHHBIM YUYET JEKAPCTBEHHBIX CPEICTB JJII MEAMIIMHCKOIO NMPUMEHEHHS
BEIyT IMPOMU3BOJUTENN JIEKAPCTBEHHBIX CPEJCTB, OpPraHU3allMM ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU
CpeICTBaMU, alTE€YHble OpPraHu3allud, UHAUBUAYaJIbHbIE MPEANPUHUMATENIN, UMEIOIINE JUICH3UIO Ha
(bapMalleBTUUECKYIO JAEATEeIbHOCTh WIM JIMLEH3UIO Ha MEAULUHCKYIO AEATEeIbHOCTb, U MEIUIIMHCKHE
OpraHM3aIH, OCYIIECTBISIONUE 00paIIeHNe JICKAPCTBEHHBIX CPEACTB I MEIUIIMHCKOTO MPUMEHEHHUS,
MyTeM PErucTpanuy JIObIX CBA3aHHBIX C MX OOpalleHHEM OIepaluii, Ipu KOTOPHIX H3MEHSETCS UX
KOJIMYECTBO U (MJIM) COCTOSIHHE, B CIICIUATBHBIX KypHAlIaX ydeTa Onepalnuid, CBsI3aHHBIX ¢ 00paleHueM
JIEKapCTBEHHBIX CPEACTB JUIsI METUIIMHCKOTO MPUMEHEHHS (Jlaee - creluaabHbIe KypPHAIIbI).

4. TlpaBuna perucTpaluy OIepalui, CBS3aHHBIX C OOpalleHHeM JEKapCTBEHHBIX CPEICTB IS
MEIULMHCKOTO NPUMEHEHUS, BKIIOYEHHBIX B IIEPEUYEHb JIEKAPCTBEHHBIX CPEICTB IS MEAUIUMHCKOIO
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[IPUMEHEHHUs], MTOMIEKAIUX [TPEAMETHO-KOJIUYECTBEHHOMY YYETY, B CIIELUAIbHBIX KypHajlaxX MU IIpaBuja
BEJCHUS M XpaHCHHS CIEUUATBHBIX JKypHAJIOB YTBEP)KIAIOTCS YIIOJIHOMOYEHHBIM (eaepanbHbIM
OpPraHOM MCIOJIHUTEIBHOU BIIACTH.

5. Kontpons 3a coOmofeHHeM IpaBUJ PETUCTPAllMK ONEpalfif, CBS3aHHBIX C OOpalleHueM
JIEKapCTBEHHBIX CPEICTB UIsI MEAMLMHCKOTO MPUMEHEHHS, BKIIOUEHHBIX B MEpPEUYECHb JIEKAPCTBEHHBIX
CpCACTB IJid MCAULMUHCKOTO NPHUMCHCHHA, MNOMJIC)KANUX JMMPECAMCTHO-KOJIUYCCTBCHHOMY YUCTY, B
CHelMalIbHBIX JKypHalax, a TakKe 3a COONIIOJICHHEM TMpaBWil BEACHHUS M XPAHEHUS CIEHUAIbHBIX
’KYPHAJIOB BO3JIaraeTcsl Ha yIOJHOMOYEHHbIE (e/iepajbHbIe OpraHbl HCIIOJHUTEIFHON BIACTH U OpPraHbl
WCTIOTHUTEIIPHOW BIACTH CyOBekTOB Poccuiickoit ®denepamnuu, OCYIMIESCTBISAIONINE JHIIEH3UPOBAHUE
MMPpOU3BOJACTBA JICKAPCTBCHHLIX CpCaCTB, (I)apMaueBTI/mecxoﬁ ACATCIIbHOCTHU n MGHHHHHCKOﬁ
NEeSITeIbHOCTH, U OCYILIECTBIISIETCS B paMKaX JIMIIEH3HOHHOTO KOHTPOJIS.

Maea 11. YHUMTOXEHUE NNEKAPCTBEHHbIX CPEOCTB
CraTtbAa 59. OcHOBaHMA N NOPAAOK YHUUTOXKEHUA fleKapCTBEHHbIX CpeacTB

1. HenoOpokauecTBeHHbIE JIEKApPCTBEHHBIE CpEACTBA, (GalbCUPHUIMPOBAHHBIE JIEKAPCTBEHHBIE
CpeICTBa TMOAJNEKAT W3IBATHUIO M3 OOpalleHHuss M YHUYTOKEHUIO B TOPSIKE, YCTAHOBICHHOM
[IpaButensctBoM Poccuiickoit @enepanun. OCHOBaHMEM JJIsI YHUUTOXKEHHS JIEKAPCTBEHHBIX CPENICTB
SBJISIETCS.  pELIEHWE  BJaJeNiblla  JICKAPCTBEHHBIX  CPEACTB,  PELUICHUE  COOTBETCTBYIOIIETO
YIOJTHOMOYEHHOTO (heZiepaibHOro OpraHa UCIOJHUTENbHON BIACTH WM PEIICHUE Cy/a.

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

2. KontpadakTHbie 1eKapCTBEHHBIC CPEICTBA MOJICKAT U3BSITHIO U3 OOpaIeHUSI U YHUUTOKCHHUIO
Mo pemieHuto cyaa. [lopsaok YHUUTOKEHHUST KOHTpaaKTHBIX JICKAPCTBEHHBIX CPEJCTB YCTAaHABIMBACTCS
[IpaBuTenscTBOM Poccuiickoi denepanum.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Pacxonpl, cCBs3aHHBIE C YHUYTOKEHHEM KOHTpPA(aKTHBIX JIEKAPCTBEHHBIX CPEICTB,
HET00pPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, (hanbcU(UIUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
BO3MELIAIOTCS UX BIAACIBIEM.

4. Bnagenel| JIEKapCTBEHHBIX CPEJCTB JOJDKEH NPEACTaBUTh B YIOJIHOMOYEHHBIM (enepaabHbIi
OpraH HUCIOJHUTEJIBHOM BIACTH AOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJICHHOM IIOPSJKE €ro KOIHIO,
MOATBEpXKAAONINE (PAKT YHHUTOKEHHS JICKAPCTBEHHBIX CPEJICTB.

5. CoOTBETCTBYIOUIMH  YIOJTHOMOYEHHBINM (enepasbHbId OpraH HCIOJHUTEIBPHOW BIIACTH,
NPUHSABIIMKA pemieHrne 00 YHUYTOKEHUH JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIET KOHTPOJb 3a HX
YHUUTOKEHUEM.

6. VYHHMYTOXEHHE JICKAPCTBEHHBIX CPEJICTB INPOMU3BOJAUTCA OpPraHU3ALMUSAMH, HMMEIOUIIMHU
COOTBETCTBYIONIYIO JINIIEH3UIO, HA CIICIAIbHO 000PYAOBaHHBIX IIJIOIIAAKAX, TOJIUTOHAX U B CIICIIHAIBHO
000pYZOBaHHBIX TIOMEIIEHUAX ¢ COOM0IeHNeM TpeOOBaHUN B 00JaCTH OXPaHbl OKPYXKAIOLIEH cpeabl B
COOTBETCTBHUU C 3aKOHOJATEILCTBOM Poccuiickoit denepanum.

7. HapkoTudeckue J€KapCTBEHHbIE CpPEICTBA, IICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEACTBA,
paanodapmalleBTUUECKUE  JIEKAPCTBEHHbIE  CPEICTBA  YHHUTOXKAIOTCSI B COOTBETCTBUU  C
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3aKoHoJaTeNbcTBOM Poccuiickoit denepanu.

nasa 12. TOCYAAPCTBEHHOE PEINYJIMPOBAHUE LIEH
HA JIEKAPCTBEHHbBIE NMPENAPATbI ANA MEAULUUWHCKOIO NPUMEHEHUA

Cratba 60. NlocynapcTBeHHOe perynupoBaHue LieH Ha NneKapCcTBEeHHble npenapartbl
AnA MeAULMHCKOro npuMeHeHus

1. TocymapcTBeHHOE pETyJIMpOBaHME IICH Ha JIGKAPCTBEHHBIC MpENaparhl Il MEIUIIUTHCKOTO
MPUMEHEHHS OCYIIECTBIISIETCS TOCPEACTBOM:
(B pen. @enepanpHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxnenust [IpaBurensctBom Poccuiickoii denepanyu nepedns KU3HEHHO HEOOXOJUMBIX H
BOXHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, KOTOPbIM (OPMHUpPYETCSs M HE pexe OJHOr0 pasza B Tof
[IEPECMaTPUBACTC B YCTAHOBJICHHOM UM IIOPSJKE HAa OCHOBE KOMIUIEKCHOM OLICHKH JIEKAPCTBEHHBIX
IpenaparoB, BKJIOYas AaHAIM3 CBEACHUH O CPAaBHUTEIBHOW KIMHUYECKOH 3(Q(QEKTUBHOCTH U
0€30MacHOCTH  JIEKaPCTBEHHOTO CPEJCTBA, OICHKY HSKOHOMHYECKUX TOCIEACTBUNA TNPUMEHEHUS
JIEKapCTBEHHOI'O CPEACTBA M WM3yYEHHUE JOIOJHUTEIBHBIX IOCIEICTBUN NMPUMEHEHMs JIEKaPCTBEHHOIO
CPEICTBa;

(B pen. @enepanbHbIX 3ak0HOB OT 22.12.2014 N 429-D3, ot 13.07.2020 N 206-D3)

2) yTBepKIEHUS METOAMKM pacdyeTra TPENeNbHBIX OTIYCKHBIX IICH MPOU3BOIUTENICH Ha
JICKapCTBCHHBIC TMpernaparbl, BKJIIOYCHHBIC B IEPCUYCHb JKM3HEHHO HEOOXOIUMBIX M BaKHEHIIIHX
JIEKapCTBEHHBIX MPEMapaToB, a TAKKe BHEAPEHUS MEXaHH3MOB (DOPMHPOBAHHS CHUCTEMBI pedepeHTHBIX
LeH;

(B pen. @enepanbHbix 3akOHOB OT 22.12.2014 N 429-D3, ot 06.06.2019 N 134-03)

3) TOCYymapCTBEHHOW pPETHCTpAliyd MpPEAETbHBIX OTHYCKHBIX LEH IPOW3BOIUTENEH Ha
JICKApCTBCHHBIC TIIpCHapaThbl, BKIOYCHHLIC B TIMCPCUYCHL JKU3HCHHO H€06XOIII/IMBIX U BaXXHEHUIITNX
JIEKapCTBEHHBIX IPETapaToB;

(B pen. @exnepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BemeHUs TOCYHApCTBEHHOTO peecTpa MpeAeNbHbIX OTIYCKHBIX II€H MPOU3BOAUTENIeH Ha
JIEKapCTBCHHBIE Tpenaparbl, BKJIIOYCHHbIE B IMEpPEYCHb JKU3HEHHO HEOOXOIMMBIX M BaKHEHIIHNX
JIEKapCTBEHHBIX MPENaparoB;

5) yTBepXXICHHUS METOJUKM YCTAHOBIEHHMS OpraHaMH HMCIOJHUTEIPHON BIACTH CyOBEKTOB
Poccuiickoit ®enepanuui MpeenbHBIX pPa3MEPOB ONTOBBIX HAA0ABOK M MPEICIBbHBIX Pa3MEPOB
PO3HHUYHBIX Ha;[6a1301< K (paKTI/I‘-ICCKI/IM OTIYCKHBIM II€CHAM, YCTAHOBJICHHBIM ITPOU3BOAUTCIAMUA
JIEKapCTBEHHBIX IIPENapaTroB, Ha JIEKapCTBEHHbIE Ipenaparbl, BKIOYEHHbIE B IEpPEUYeHb >KU3HEHHO
HEOOXOAMMBIX M BaXHEHUIIHNX JIEKAPCTBEHHBIX MIPETapaToB;

6) yCTaHOBJIEHUS NPEJEIbHBIX Pa3MEPOB ONTOBBIX Ha/J0aBOK M MPEAETIbHBIX pa3MEPOB PO3HUUHBIX
Han0aBOK K (DaKTUYECKUM OTIYCKHBIM II€HAM, YCTAHOBJICHHBIM MPOU3BOJUTEISAMH JIEKAPCTBECHHBIX
MpernapaToB, Ha JIEKAPCTBEHHbIE NpenapaThl, BKIIOUYEHHbIE B IEpPEUYEHb >KU3HEHHO HEOOXOAMMBIX M
BOKHEUILIUX JICKAPCTBEHHBIX MIPENapaToB;

7) yTBEepKIIEHHUsl MOpSAIKa BbIAAYM NPEINUCAHH OpraHaM HCIOJIHUTEIbHOM BIACTH CYOBEKTOB
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Poccuiickoit denepanu 0 NpUBEIECHUH B COOTBETCTBHE C 3aKOHOAATENbCTBOM Poccuiickoit denepanyin
penieHnii 00 yCTAaHOBJIICHUM TPEACIbHBIX pPa3MEpPOB OINTOBBIX HAJ0ABOK M TPEIEITbHBIX Pa3MEPOB
PO3HUYHBIX HaI0aBOK K (DaKTHUYECKUM OTIMYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOW3BOIUTEIISIMHU
JIEKApCTBEHHBIX IMpEnapaToB, Ha JEKApCTBEHHbIE Ipenaparbl, BKIIOYEHHBIE B IMEpEYEHb >KU3HEHHO
HEOOXOIMMBIX W BAXHEHIIMX JICKAPCTBEHHBIX IIPENapaToB, €CIM OHW MPUHATH C HAPYIICHHEM
3akoHonarenscTBa Poccuiickon denepannu, B nopsake, ycraHosiaeHHOM IIpaBurensctBoM Poccuiickoi
®denepanuu;

8) HampaBlieHUS YIOJHOMOYEHHBIM (eaepaabHbIM OPraHOM HCIOJHUTEIBHON BJIACTH OpraHam
WCTIOTHUTEIPHOW BJIacTH CyOBbekTOB Poccuiickoit denepanuu NpeanucaHuid O TPUBEICHUNA B
COOTBETCTBHE C 3aKOHoOJarenbCcTBOM  Poccuiickoii @Pexepanuu NPUHATBIX C  HapyLICHUEM
3akoHoaTenbcTBa Poccuiickoit denepanuu penieHuii 00 yCTaHOBICHUH TIPEACIBHBIX Pa3MEPOB ONTOBBIX
HaA0aBOK M TMPEAENbHBIX Pa3MEPOB PO3HHUYHBIX HAJA0ABOK K IICHAM Ha JIEKAPCTBEHHBIE MpEraparshl,
BKJIIOUEHHBIE B [T€PEUEHb KU3HEHHO HEOOXOIMMBIX U BaXKHEUIINX JI€KapCTBEHHBIX MPENapaTos;

9) ocymecTBieHus GenepaabHOro rocy1apcTBEHHOr0 Haa30pa B chepe oOpaleHus IeKapCTBEHHBIX
CPEACTB M PETHOHAIBHOTO TOCYIAPCTBEHHOIO KOHTPOJS 3a NPUMEHEHUEM II€H Ha JIEKapCTBECHHbBIC
MpermapaTbl COOTBETCTBEHHO YIIOJTHOMOYCHHBIMH (efiepaTbHBIMU OpraHAMU WCIONHUTEIBHON BIACTH U
opraHaMy HMCIIOJIHUTEIILHON BIAcTH CyOBhekTOB Poccuiickoit deneparii COrIacHO WX KOMIIETEHIIUU B
nopsiake, ycranosieHHoM [IpaButensctBom Poccuiickont denepanuu;

(n. 9 B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) npuMmeHeHHS TPENYCMOTPEHHBIX 3aKoHoJaTenbcTBOM  Poccuiickoit  @enepanuu  Mep
OTBETCTBEHHOCTU 3a HapylleHHe TMOopsAgKka LEHOOOpa30BaHUS Ha JIEKapCTBEHHbIC IpenapaTsl,
BKJIIOYCHHBIE B IIEPEUYEHb )KU3HEHHO HEOOXOAUMBIX M BAXHEHUIINX JIEKAPCTBEHHBIX MTPETIapaToB.

(B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

2. B ycnoBusx upe3BblYaiHON cUTyalluu W (WJIM) NPU BOZHMKHOBEHUU YTPO3bl PACIPOCTPAHECHUS
3a00JieBaHuUsl, MPEICTABISAIONIETO OMACHOCTh Ui OKPY)KAIOIIMX, @ TaKKe B Cllydae, €clii B TEYCHHE
TPUJLIATH KaJIEHIApHbIX JHEW mocie npuHsatusa [IpaBurensctBom Poccuiickont denepauuu pemieHus o
MIPOBEACHUN MOHUTOPHHIA PO3HUYHBIX LIEH Ha JIEKAPCTBEHHBIE MpPENapaThl, HE BKIOYEHHBIE B IIEPEUEHb
KU3HEHHO HEOOXOJMMBIX W BaXXHEHUIIUX JIEKAPCTBEHHBIX IPENapaToB, Ha TEPPUTOPUSX CYOBEKTOB
Poccuiickoit @enepaunul BISIBJIEH POCT PO3HUYHBIX IIEH HA YKA3aHHBIC JIEKAPCTBEHHbIC MpenapaThl Ha
TpUALATH MPOLEHTOB U OoJee, [IpaButenscTBO Poccuiickoit @enepaninu BlpaBe yCTAaHOBUTH NPEIEIbHbIC
OTIYCKHBIE€ II€Hbl IPOU3BOAMTENICH HAa YKa3aHHbIE JICKAPCTBEHHBIE IpEnaparsl, MPEAeNbHbIE pa3Mepbl
OINTOBBIX HAA0ABOK U MpeleibHbIC pa3Mephbl PO3HUYHBIX HAJA0aBOK K (DAKTHUECKUM OTITYCKHBIM IICHAM
MIPOU3BOJUTENEN HA yKa3aHHBIE JIEKAPCTBEHHbIEC NIpenapartsl. IlepeueHp JeKkapCTBEHHBIX MPENapaToB, HE
BKJIFOUCHHBIX B TEPEYCHb KU3HEHHO HEOOXOIMMBIX M BAXKHEWIIUX JIEKAPCTBEHHBIX MPEmapaToB, U
nopsiiok ero hopmupoBanus onpeaensrorcs [IpasurensctBoM Poccuiickoit denepamnmm.

(uactsb 2 BBeneHa denepanbHbiM 3aKk0HOM 0T 26.03.2020 N 67-D3)

3. B TedyeHue neBAHOCTA KaJICHAAPHBIX AHEH co nHS yTBepxaeHus [IpaButensctBoM Poccuiickoit
q)enepam/m nepeqH;I, yKaBaHHOFO B 4aCTu 2 HaCTOHHIeﬁ CTaTbu, HE ,Z[OHyCKaIOTCH peanmaunﬂ )41 OTHyCK
BKJIFOYEHHBIX B HETO JIEKAPCTBEHHBIX MPEMApPATOB IO IIEHAM, MPEBBIIIAIONIUM TPEIeTbHbIE OTIYCKHBIE
LIEHbl MPOU3BOJUTEIEH HAa YKAa3aHHBIC JICKAPCTBEHHBIC IIpEnaparsl, IPEAEIbHBIE pa3MEPbl ONTOBBIX
Hag0aBOK M TIPEACNIbHBIC pa3Mepbl PO3HUYHBIX HAM0aBOK K (AKTUUYECKHUM OTIYCKHBIM II€HaM
NPOM3BO/INTENICH Ha YyKa3aHHbIE JICKAPCTBEHHbBIE IIperapaTrbhl C y4eTOM Hajora Ha J100aBICHHYIO
CTOMMOCTb.
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

(dactb 3 BBenena denepasibHBIM 3aK0HOM OT 26.03.2020 N 67-D3)

Koncynprantllntoc: npumeyanue.
3apeructpupoBanasie 10 07.06.2019 mpenenbHpIe OTIMYCKHBIC IIEHBI TOMJIEXKAT O00sS3aTEIbHON
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBUU €O CT. 2 @3 01 06.06.2019 N 134-D3.

Cratba 61. lNocypapcTBeHHass perucTpauusi M nepeperucrTpaums npeaenbHbIX
OTNYCKHbIX LEeH Mnpou3BoAuTesNien Ha JeKapCTBeHHble mnpenapartbl, BKMIOYEHHble B
nepeyvyeHb XXU3HEeHHO He0OXO0AUMbIX U BaXXHEMLUUX NIeKapCTBEHHbIX NpenapaTtoB

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

1. IlpenenbHas OTMyCKHas Ii€HA MPOU3BOJIMTENS Ha JIEKAPCTBEHHBIN Npenapar, BKIOYECHHBIN B
NepedYeHb JKU3HEHHO HEOOXOAMMBIX M BAXKHEMIIMX JIEKAPCTBEHHBIX IpPENapaToB, MOJIEKUT
rOCyZapCTBEHHOM PEerucTpanuu B Nopsake, ycraHoBiaeHHOM IIpaBurensctBom Poccuiickonn denepanuu,
Ha OCHOBAaHHMM NPEJCTABICHHOIO B YINOJHOMOYEHHBIH (eepaibHblii OpraH HCHOJHUTEIbHOM BIacTH
3asIBJICHUSl JIEpXKaTelsd WIM BIJIAJENblla PETUCTPALlMOHHOIO yIOCTOBEPEHMS JIEKAPCTBEHHOIO Ipernapara
(YTIOJTHOMOYEHHOTO UM JIHIIQ).

2. 3aperucTpupoBaHHas IpeAeiibHAs OTIYCKHAs [I€Ha NPOU3BOAUTENS Ha JEKapCTBEHHBIN
IpernapaTr, BKIIOYEHHBIH B TMepeuYeHb >KU3HEHHO HEOOXOAMMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX
MperapaToB, MOXKET OBITh MEPEPETUCTPUPOBAHA B CTOPOHY YBEIMYEHHUS OJUH pa3 B KaJCHIApHOM TOAY
Ha OCHOBaHUU TPEJICTABJICHHOTO B YITOJTHOMOYEHHBIN (efiepalibHbIN OpraH UCIIOJIHUTEILHON BIACTH 0 |
OKTH6p$I KaXKa0ro roga 3adBJICHHUA [JOCPKATCIIA HIW BJIAACIbLa PCTUCTPAUOHHOTO YAOCTOBCPCHHUA
JIEKapCTBEHHOTO Mperapata (YIOJTHOMOYEHHOTO UM JIHIIA).

3. 3apeructpupoBaHHas IpeAeibHAas OTHYCKHas L€HAa IPOU3BOAMTENS Ha JIEKApCTBEHHBIN
Ipenapar, BKIIOYEHHBIH B IIEpEYEHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIIMX JIEKapCTBEHHBIX
MPErapaToB, MOKET ObITh MEPEPErUCTPUPOBAHA B CTOPOHY CHMIKEHHUSI HA OCHOBAHUU IMPEJICTABICHHOTO B
YIIOJTHOMOYEHHBIN (efepaibHblil OpraH UCIOIHUTENBHOM BIACTU 3asBJICHUS JeprKaTels UM Biajenblia
PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKaPCTBEHHOTO Mpernapara (yIoJHOMOUYEHHOTO UM JIUIIA).

4. Jlepkarenb WM BiaJelel] PEruCTPAlMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOIO Ipernapara
(YNoTHOMOYEHHOE WM JIMIO) O00s3aH MpPEICTaBUTh B YIOJIHOMOYEHHBIH (QenepaabHbI  OpraH
WCTIOJIHUTEJILHON BJIACTH 3asBJICHUE O MEPEPETUCTPALMU 3aPETUCTPUPOBAHHON MPEAETBLHON OTITYCKHOMN
LCHBI IPOU3BOAUTCIIA HA JIeKapCTBeHHBII\/'I nmpenapar, BKJIIOUCHHEBII B MNEpCUCHb JKXU3HCHHO HGOGXOI[I/IMI:IX
Y BaXXKHEHIINX JIEKapCTBEHHBIX MPENapaToB, B CTOPOHY CHUKEHHSI B CIEAYIOLIUX CIyYasiX:

1) cHMXEeHMe LIEHBl B MHOCTPAaHHOW BAJIIOTE HA JIEKAPCTBEHHBIN Npenapar B CTPAHE IPOU3BOIUTEINS
u (WIM) B CcTpaHaxXx, B KOTOPBIX JICKAPCTBEHHBIM Npemapar 3aperucTpupoBaH W (WIM) B KOTOPHIE
MOCTABJIACTCA MPOU3BOJUTCIICM;

2) cHIXXEHHE IIeH Ha pedepeHTHBIEC JIEKApCTBEHHBIE MpernapaThl B COOTBETCTBHUH C IMYHKTOM |
HacTosed dYacTH (V11 COOTBETCTBYIOIIMX BOCHPOHM3BEACHHBIX, OHMOAHAJIOTOBBIX (OMOMOJOOHBIX)
JIEKapCTBEHHBIX MPENapaToB);

3) mpeBbIlIeHUE TPEAETbHON OTHYCKHOM LIEHBI Ha MEPBBIH BOCIPOM3BEACHHBIN, OMOAHATOTOBBIN
(6ronmo00HBII) JIEKAPCTBEHHBIN Tpenapar WHOCTPAHHOTO MPOM3BOJICTBA HAJl MPEASIHHON OTITYCKHOU

www.consultant.ru CrpaHuua 128 mn3 146
HafeXXHaa npaBoBas noafepixka



®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

IIEHOW MPOU3BOIUTENS HA BTOPOM BOCTIPOM3BEACHHBIN, OMOaHATIOTOBBIN (OMOTIOA00HBII) JIEKapCTBEHHBIHN
rpenapar, paCCUMTaHHONM B COOTBETCTBUU C METOINUKOM, yTBep:kAeHHOU lIpaBurensctBom Poccuiickoit
denepanuu;

4) mpeBbIILICHHE MPEACIIEHOM OTIYCKHOM IIEHbI HA TEPBBIA BOCIPOU3BEICHHBIN, OMOaHAIOTOBBIHI
(6bromoO0OHBIN) JIEKAPCTBEHHBINM TIpenapar NPOW3BOAMTENS TOCynapcTBa - ujeHa EBpaswuiickoro
SKOHOMHUYECKOIO COK03a HaJa MPENelIbHOM  OTIYCKHOM I€HOM IIPOM3BOJAUTENS. Ha  BTOpPOM
BOCIIPOM3BE/ICHHBIN, OMOaHANIOTOBBIM (OMOMOAOOHBIN) JIEKAPCTBEHHBIN MpernapaT MPOU3BOIUTENS
rocyiapctsa - uieHa EBpa3uiiCKOro 3KOHOMHYECKOIO COI03da, PAacCUMTAHHON B COOTBETCTBHM C
METOJIMKOH, yTBepkaeHHoH [IpaBuTenscTBoM Poccuiickoi denepanum.

5. Ilopsinok nepeperucTpanyy 3aperuCTpUPOBAHHBIX IIPEAEIBHBIX OTIYCKHBIX LIEH IPOU3BOAUTENCH
Ha JIEKapCTBEHHBIE Mpernaparbl, BKIIOUYEHHBIE B TMEPEYCHb MXU3HEHHO HEOOXOMUMBIX M Ba)KHEMIINX
JIEKapCTBEHHBIX IIPENapaToB, B CiydasX, MPEIyCMOTPEHHBIX dYacTAMM 2 - 4 HacTOALIEH cTaThby,
yctanaBiuBaercs [IpaButensctBom Poccuiickoi @enepanuu.

6. DKOHOMHYECKUH aHalIW3 IpPENeIbHOW OTIYCKHOW LIEHbI IPOM3BOJAUTENS Ha JIEKAPCTBEHHBIN
Ipenapar, BKIIOYEHHBIH B IIE€pEYEHb JKU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKapCTBEHHBIX
IIPEnapaToB, IpU €€ TOCYJapCTBEHHON PpErucTpaluy WIA IEepPEPEerucTpaluy  OCYILECTBISAETCS
GbenepanbHbIM OPraHOM HCHOJHHUTEIBHON BJIACTH, OCYIIECTBIAIOIMM (QYHKLUHUU 1O MPHUHATHUIO
HOPMATHUBHBIX IIPaBOBBIX AaKTOB H KOHTPOJIIO 3a COOJNIOJIGHHEM 3aKOHOJATelIbcTBa B  cdepe
roCyJAapCTBEHHOTO PEryJIMpOBaHusl 1eH (TapuoB) Ha TOBAPHI (YCIYTH).

7. Pacuer mpenenpHbIX OTIYCKHBIX IIEH, YKa3aHHBIX B 4yacTsIX | M 2 HacTosIIEeW CTaTbH, IPHU UX
rOCyapCTBEHHON PEruCTpalyi WIHA IEPEPErUCTPAaluy OCYHIECTBIIACTCS B COOTBETCTBUM C METOJIUKOM,
yrBepxkaeHHou [IpaBurenscTBoM Pocculickoit denepanui ¥ yYUTHIBAIOLIEH B TOM YHCIIE:

1) cobmoaeHne GanaHca MHTEPECOB MOTPEOUTENCH JICKAPCTBEHHBIX IMpENapaToB, BKIIOUCHHBIX B
NEepevYeHb KU3HEHHO HEOOXOJMMBIX W BAXHEUIIMX JIEKAPCTBEHHBIX IPErapaTtoB, M IMPOU3BOAMTENEH
JICKApCTBEHHBIX IPEMapaToB, BKIIOYEHHBIX B IEPEUCHb J>KU3HEHHO HEOOXOJWMBIX M BaKHEHIINX
JIEKapCTBEHHBIX MMPENapaToB;

2) dakTHUECKyI0 OTITYCKHYIO IIEHY Ha JIEKapCTBEHHBIE MpernapaTthl B Poccuiickoit denepanuu, eHy
BBO3a JIEKAPCTBEHHBIX MpenapaTtoB B Pocculickyto @Penepanuro, a Takke LEHbBI HA AHAIOTUYHBIE
JIEKapCTBEHHBIC TIpenapaThl, Haxoasmuecs B oopamenun B Poccuiickoit @eneparuu;

3) 3aTpaThl NPOM3BOIUTENS JIEKAPCTBEHHOI'O TNperapara Ha MPOM3BOJICTBO U  PEAU3aALUI0
JIEKapCTBEHHOT'O Mpenapara;

4) neHy Ha JEKapCTBEHHBIN IIpenapaT, €ro IeHy B CTpaHe NMPOU3BOAUTENS U B CTPAHAX, B KOTOPBIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpUPOBaH U (UJIM) B KOTOPbIE MOCTABIISIETCS TPOU3BOIUTEIIEM.

8. He nomyckaroTcst peanusanus U OTIYCK JEKAPCTBEHHBIX MPENapaToB, BKIOYEHHBIX B NI€PEUYEHb
KU3HEHHO HEOOXOJMMBIX W BaKHEHIIHMX JICKQpPCTBEHHBIX IMPENapaToB, Ha KOTOPHIC MPOU3BOJAUTEIIMHU
JIEKapCTBCHHBIX IMIPEMapaTOB HE 3aperUCTPUpPOBAaHA TpeNeNbHAs OTIYCKHAs IIeHA, pear3alus
MIPOU3BOIUTEIISIME JICKAPCTBCHHBIX IMPENapaToB MO II€HaM, MPEBBIIAIONIAM 3apETHCTPUPOBAHHBIC WITH
HepepeFI/ICTpHPOBaHHBIC HpeI[C.HBHBIe OTHYCKHBIG IICHBI HA JICKapCTBeHHBIG HpenapaTLI C y‘-IeTOM HaJiora
Ha 700aBJICHHYIO CTOMMOCTb.
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9. OcoOeHHOCTH rocyIapCTBEHHOIO PETYIMPOBAHUS MPENENbHBIX OTIYCKHBIX LIEH IPOU3BOJUTEICH
Ha JICKapCTBEHHbIE NpenapaThl, BKIIOYCHHbIE B IEPEUCHb XU3HEHHO HEOOXOAMMBIX W BaKHEUIIMX
JIEKapCTBEHHBIX MPENapaToB, B 3aBUCHUMOCTH OT 3KOHOMMYECKMX M (WJIM) COLMANBHBIX KpHUTEpUEB
(U3MEeHEHME YCIOBUH, OPSAKA M CTOMMOCTU IIPOM3BO/ICTBA JIEKAPCTBEHHBIX IPENapaToB, UCIOIb30BaHUE
HOBBIX (OopM, METOAOB U CHOCOOOB TOCYAApCTBEHHOIO pEryJUpOBaHMs ILI€H Ha JIEKapCTBEHHBIE
Ipernaparel, B TOM YHUCIIE HA OCHOBE MeXaHU3Ma pe(epeHTHOIr0 IIEeHOOOpa30BaHMs, U3MEHEHUN TOPSIKa
OKa3aHMsd MEIUIMHCKOM IOMOIIM, W3MEHEHHE Kypca WHOCTPAaHHOW BaIOTBl M HWHBIC W3MEHEHMS)
ycranasinusarorcs [IpasurensctsoM Poccutickon @enepanyu.
(B pen. @enepanpHoro 3axkoHa ot 08.03.2022 N 46-D3)

Cratba 62. TlocymapcTBeHHbIW peecTp npedenbHbIX  OTNYCKHbIX  LieH
npousBoauTenien Ha fieKapcTBeHHbIe rnpenapaTbl, BKNOYEHHbIe B NepevyeHb XXU3HEHHO
Heo6XxoAUMbBIX U BaXXHEULLMX JNIeKapCTBEeHHbIX NpenapaToB

1. 3aperucTpupoBaHHBIE WM TEPEPETUCTPUPOBAHHBIC  IpENCIbHBIC  OTIYCKHBIC  ICHBI
HpOI/I3BOI[I/ITeJIeﬁ Ha JICKAPpCTBCHHBIC NPCIIapaThl, BKIIFOUYCHHBIC B IICPCUCHDb KU3HCHHO HeO6XO,Z[I/IMbIX u
BOKHEHININX JIEKAPCTBEHHBIX IPENapaToB, IOUIEKAT BKIIOUYCHWIO B TOCYAApPCTBEHHBIH pPEecTp
NpCACIIbHBIX OTITYCKHBIX LICH HpOI/I3BO,Z[I/ITeJIeI71 Ha JICKApCTBCHHBIC NMTPCTIapaThl, BKITOUYCHHBIC B NICPCUYCHDL
’KM3HEHHO HEOOXOIMMBIX M BaYKHEHIIINX JICKApPCTBEHHBIX PEIapaToB.

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

2. l'ocynmapcTBeHHBIH peecTp MPEeNeTbHBIX OTIMYCKHBIX II€H MPOWU3BOAUTEIECH Ha JICKAPCTBEHHBIE
npenaparbl, BKIIOYCHHBIC B TCPCUYCHL JKU3HCHHO HCOGXOIII/IMBIX U BaXKHEHUIIHNX JICKApPCTBCHHBIX
MpenapaToB, COACPKUT B ceOe ClIeNyIONTyo HH(opmaIuio:

1) HauMeHOBaHME JAepXkKaTENsl WIK BIaJeblla PETUCTPAIMOHHOTO YOCTOBEPEHHUSI JIEKAPCTBEHHOTO
npernapaTa, HaUMEHOBAHHME MPOU3BOJUTEINS JIEKAPCTBEHHOTO IIpernapaTa, CBEICHHS O perucTparuu
JiepKaTensi WK BJIaJIeNblia PETUCTPALMOHHOTO yIOCTOBEPEHHMSI JIEKAPCTBEHHOTO Npenapara, CBEJECHUS O
perucTpanuy IpoU3BOAUTENS JIEKAPCTBEHHOIO Mpenapara JUisi MEAUIIMHCKOrO MPUMEHEHHUs B KauecTBe
HaJororiaTeNpllldka B  CTpaHe  perucrpauuud (A1 POCCHMCKUX  IOPUAMYECKUX  JIUI[ -
naeHTU(OUKAITMOHHBIN HOMep Hamororuatenbimuka (MHH), mist uHOCTpaHHBIX IOPHUAMYECKUX JIUIL -
CTpaHa pErucTpalud, HAUMEHOBAHHE PErHUCTPUPYIOUIEIO OpraHa, PETrUCTPAllMOHHBIA HOMEp, KOJ
HAJIOTOIUIaTENbIINKA B CTpAaHE pPErucTpaluuu (MHKOPHMOpALMU) WM €ro aHajor), MECTO HaXOXKICHHS
IIPOU3BOJICTBEHHBIX IIOLIA0K, YIaCTBYIOIIUX B IIPOLIECCE TPOU3BOJICTBA JIEKAPCTBEHHOTO IIperaparta, C
yKa3aHHEeM CTaJIUH Ipoliecca MPOU3BOCTBA;

(n. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMEHOBaHWE JICKAPCTBEHHOTO Tpernapara (MEeXIyHAapOJAHOE HEMAaTeHTOBAHHOE, WM
IPyNIMPOBOYHOE, MIM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3) HOMEp perucTpaliOHHOTO YAOCTOBEPEHNUS JIEKaPCTBEHHOTO Ipenapara;

4) nexapcTBeHHas (popMa ¢ ykazaHHEM JO3MPOBKH JIEKAPCTBEHHOTO Iperapara U ero KOJMYecTBa
BO BTOPUYHOH (MTOTPEOUTENHCKOMN) YIIAKOBKE, @ TAK)KE KOMILJICKTHOCTB;
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

5) 3aperucTpupoBaHHas MpeiebHask OTIYCKHAs 1IeHa Ha JIEKapCTBEHHBIH Mpenapar B pyosx;
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(B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

6) nata U HOMEp MpHKa3a YIOJTHOMOYEHHOTO (helepaibHOr0 OpraHa WCIOJIHHTEIHHOW BIIACTH O
rOCYJIapCTBEHHOW PETUCTPALIMM WJTU MEPEPErUCTPALMM TPEAEIbHON OTITYCKHOM LIEHBI Ha JIEKapCTBEHHBIN
mpermapaTr, BKIIOUEHHBIM B TMEpPeYeHb >KU3HEHHO HEOOXOAMMBIX U BAXKHEHIIMX JIEKAPCTBEHHBIX
MpernapaTos;

(B pen. @enepanbHbix 3akOHOB OT 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D03)

6.1) maTa BCTYIUICHHUSI B CHIIY TIPHKa3a YIIOJIHOMOYEHHOTO (heZepaibHOTO OpraHa UCTIOTHUTEIBHOM
BIIACTH O TOCYIApCTBEHHON pErucTpalii WIH MepPEeperucTpalii MpeaeTbHOM OTIYCKHON IIeHBI
MIPOU3BOJIUTEISI HA JICKAPCTBEHHBIN Mpenapar, BKIOYCHHBIH B TNEpEYeHb JKU3HEHHO HEOOXOJWMBIX U
BOKHEHIIINX JICKAPCTBEHHBIX MPENapaToB;

(. 6.1 BBeneH denepanbubiM 3akoHOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJ, HAHECEHHBI HAa BTOPUYHYIO (MIOTPEOUTENHCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO
npernapara;
(n. 7 BBenen PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) KOJ JIeKapCTBEHHOrO Ipernapara IO aHaTOMO-TepaneBTHUYECKO-XMMUYECKOH KIacCU(pUKaIIH,
PEKOMEHI0BaHHOM BceMupHOU opraHusanueil 34paBoOXpaHeHUS.
(n. 8 BBenen denepabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. TocymapcTBeHHass perucTpanuss WM IEpeperucTpanus IMpPeAeIbHbIX OTIYCKHBIX LEH Ha
JIEKApCTBEHHBIC TIpenapaThl, BKJIIOYCHHBIE B TMEPEUEHb JKU3HEHHO HEOOXOIWMBIX M BAKHEHUIINX
JICKapCTBeHHBIX HpenapaTOB, BCACHUC FOCYI[apCTBCHHOFO peGCTpa HpCI[CHLHBIX OTHYCKHI:IX IICH
MIPOM3BOIUTENICH Ha JIEKAPCTBEHHBIE TMperapaThl, BKJIIOUCHHBIE B TIEPEUCHb KHU3HEHHO HEOOXOIUMBIX H
Ba)KHGI‘/JIH_II/IX JIeKapCTBeHHBIX HpenapaTOB, OCYU.[CCTBHHIOTCSI B HOpHZ[Ke, YCTaHOBJIeHHOM
[IpaBuTenscTBOM Poccuiickoit denepanum.

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

Cratba 63. YcraHOBneHuMe opraHaMm WUCMNOSIHUTENIbHOW BNacTu CybObLEKToB
Poccuinckon ®Pepepaumu npepenbHbIX pasMepoB ONTOBbIX HafAbaBOK U npeaesibHbIX
pa3mepoB PO3HMYHbIX Hafb0aBOK K (PakKTUYECKMM OTNYCKHbIM LieHaM, YCTaHOBJI€HHbIM
npou3BOAUTENSAMM JeKapCTBEeHHbIX MpenapaTtoB, Ha JleKapCTBeHHble npenaparhbl,
BKJIIOYEHHbIE B MNepeYeHb XW3HEeHHO HeobXOoAMMbIX M BaXHEWLUX JeKapCTBEHHbIX
npenaparoB
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. Opransl HCIOMHUTENBHONH BiacTu cyObekToB Poccuiickoit ®exepanuu yCTaHABIMBAIOT
IpeJesIbHbIE Pa3Mephl ONTOBBIX HaA0aBOK U MPEEIIbHbIE Pa3Mepbl PO3HUYHBIX HaJ0ABOK K (DaKTHYECKUM
OTITYCKHBIM IIeHaM (0e3 ydeTra Hajiora Ha J0OaBIECHHYIO CTOMMOCTD), YCTAHOBJICHHBIM ITPOU3BOAUTEIISIMU
JICKapCTBCHHBIX IIPENapaToB, Ha JIEKapCTBEHHBIC IpPENaparbl, BKIOYCHHBIE B IIEPEUYEHb JKU3HEHHO
HEOOXOJAMMBIX U BaXKHEHIINX JEKapCTBEHHBIX MPENapaToB, B COOTBETCTBUH C YTBEP)KIACHHOM B MOPSIJIKE,
yctaHoBiieHHOM [IpaButensctBom Poccuiickoii ®deneparnuu, METOIWKON YCTaHOBJEHUS OpraHamu
UCTIOJHUTENBbHOM BracTu cyObekToB Poccuiickoit deaepanuu mpeaesbHbIX pa3MepoB ONTOBBIX HaJ0ABOK
U NIPEJENbHBIX Pa3MEpOB PO3HUYHBIX Hal0aBOK K (PaKTMUECKUM OTIYCKHBIM ILI€HaM, YCTaHOBJIEHHBIM
IIPOU3BOJUTENSAMM JIEKAPCTBEHHBIX IPENapaTroB, Ha JIEKAPCTBEHHBIE IIpENapaThl, BKIIOUEHHBIE B
NepevYeHb >XKM3HEHHO HEOOXOAMMBIX M BaXHEWIIMX JIEKapCTBEHHBIX IpenaparoB. IIpoekTsl pemieHuit
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OpraHOB HCIIOJIHUTEJIIBHOW BJIACTH CYOBEKTOB Poccuiickoit ®denepannu 00 YCTaHOBJICHHH U (WIIH)
M3MEHEHHH TPeJIeNIbHBIX Pa3MepPOB ONTOBBIX HA0aBOK M MPEAETIbHBIX pa3MEPOB PO3HUYHBIX HA/10aBOK K
(baKkTUYECKUM OTHYCKHBIM ILI€HaM, YCTaHOBJICHHBIM MPOU3BOAMTENSIMHU JIEKAPCTBEHHBIX IpPENapaToB, Ha
JICKapCTBEHHbIC TMpEraparhl, BKJIIOUYEHHBIE B IEPEYCHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX IPENnaparoB, MOJJIEKAT COIIACOBAHUIO C YIOJTHOMOYEHHBIM (elepalbHbIM OpPraHOM
WCTIOJHUTENBHOM BIACTH, OCYILECTBIISIONUM (DYHKIIUH MO MPUHSATHIO HOPMATUBHBIX MPABOBBIX aKTOB U
KOHTPOJIO 3a COOJIIOJIEHUEM 3aKOHOAATENhCTBA B c(epe TOCYIapCTBEHHOIO PETyJIMpPOBaHUS IIEH
(TapudoB) Ha TOBapsI (yCIyru), B mopsaake, ycranoBieHHoM IIpaButenscTBoM Poccuiickoii @enepanui.
(B pen. @enepanbHbix 3akoHOB OT 13.07.2015 N 241-D3, o1 27.12.2019 N 475-D3)

2. OpraHuzauuy ONTOBOW TOPIOBIM JIEKAPCTBEHHBIMU CpEACTBAMM, AalTEUHbIE OpraHMU3aLUH,
WHAUBUAYaAIbHBIE MPEANPUHUMATENN, HMEIOIINE JIMLIEH3UI0 Ha (apMaleBTUYECKYIO JeATEIbHOCTb,
MEIUIIMHCKUE OpTraHM3allui, WMEIOIIME JMICH3HI0 Ha (apMaleBTUYECKYIO [eATeNIbHOCTh, U HX
o0ocobneHHbIe ToApaszaeneHus (amOynaTopuu, Qenpamepckue U (eabaIepCcKo-aKylmepcKue MyHKTHI,
HeHTphl (OTHeneHus) oOmmie BpadeOHOW (CeMEWHOMN) MpPaKTHUKH), PACIONOXKEHHBIE B CEIBCKUX
HACEJICHHBIX IYHKTAaX, B KOTOPBIX OTCYTCTBYIOT ANTEYHBIC OPraHU3alMH, OCYIIECTBIIIIOT PEATH3aLUI0
JICKApCTBEHHBIX IPENapaToB, BKJIIOYEHHBIX B IEPEUCHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IMPENapaToB, IO II€HaM, KOTOpble (OPMHUPYIOTCSI B COOTBETCTBHHM C MOPSIKOM,
ycraHoBieHHbIM [IpaButensctBoM Poccuiickoii @enepainuu, 1 ypoBeHb KOTOPBIX (0€3 yueTa Hajora Ha
NO0aBJICHHYI0 CTOMMOCTb) HE JOJDKEH TMpEeBBIATh CyMMY (aKkTHYeCKOW OTHYCKHOW IICHBI,
YCTaHOBJIEHHON IPOM3BOAUTEINIEM JIEKAPCTBEHHOTO Ipenapara, He MPEBBIIIAIONIEH 3aperucTpUPOBaHHOM
WIK TEePeperucTpUpOBaHHON MpeAeTbHOM OTHYCKHOW IIEHBI MPOW3BOAUTENS (Ha JaTy peanu3anuu
JICKApCTBEHHOTO TIperapara NpPOM3BOAUTENEM), M pa3Mepa ONTOBOM Haja0aBku M (WiIn) pasMepa
PO3HUYHOI HaJ0aBKH, HE MPEBBIIIAIOUIMX COOTBETCTBEHHO pa3Mepa IMpeAebHOM ONTOBOM Haa0aBKHU U
(unm) pa3mepa mpenesbHON PO3HUYHON HaJ0aBKH, YCTAaHOBJICHHBIX B cyObekTe Poccuiickoit deneparyn.
(dactp 2 B pen. DeaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Opranbl HUCIONHHUTENBHON BiacTu cyOwbekToB Poccuiickoir denepanuu pa3MenialoT B CETH
"Untepuer" uHGOPMAIHIO O 3apETHCTPUPOBAHHBIX MPECITHHBIX OTIMYCKHBIX IIEHAX MPOWU3BOJMUTENCH Ha
JIEKapCTBCHHBIE TMpenaparbl, BKJIIOYCHHBIE B IEpPEUYCHb JKU3HEHHO HEOOXOIUMBIX M BaKHEHIIHX
JIEKApCTBEHHBIX TMpernapaToB, 00 YCTaHOBJIEHHBIX B cyObekTe Poccuiickoit deneparuu mpenenbHBIX
pa3Mepax ONTOBBIX HAJ0aBOK W (WJIM) MPEAETbHBIX pa3Mepax PO3SHUYHBIX HAJ0ABOK K YCTaHOBJICHHBIM
MIPOU3BOJIUTENSIMH JIEKAPCTBEHHBIX MpenapaToB (aKTUUECKUM OTIYCKHBIM II€HAaM Ha JIeKapCTBEHHbIE
mpemapaTel, BKIIOYCHHBIE B IEPEYCHb KU3HEHHO HEOOXOMUMBIX M BaXKHEHIIHUX JIEKAPCTBEHHBIX
IpenapaToB, a TAKXKE O CYMME 3aperHCTPUPOBAHHBIX MPEIEIBbHBIX OTIIYCKHBIX LIEH MMPOU3BOAUTENEH HA
JIEKapCTBCHHBIE TMpenaparbl, BKJIIOYCHHbIE B TMEPEYCHb KU3HEHHO HEOOXOIMMBIX M BaKHEHIIHNX
JIEKApCTBEHHBIX TIPETapaToB, YCTAHOBICHHBIX B CyObekTe Poccmiickoit denepanuu MpeaenbHBIX
pa3MepoB ONTOBBIX HA0ABOK U MPENEIbHBIX Pa3MEPOB POZHUYHBIX HAA0ABOK U Hajora Ha J00aBICHHYIO
CTOUMOCTb. MH(popMmarus, NpeIycMOTpEeHHas HACTOSIIEW 4YacThlo, JODKHA HAaXOIUTHCA TakkKe B
anTEeYHBbIX OPraHU3alMAX B JOCTYITHON JUTSl BCEX 3aMHTEPECOBAHHBIX JIUIl JOpMe M OOHOBIIATHCS 11O Mepe
€€ pa3MelIeHUsi OpraHaMH HWCIIOJHUTEIBHOM BiacTH CcyObekTOB Poccuiickoit deneparmuu B ceTu
"NuTepuer".

(dactp 3 B pen. DeaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

4. Yrparun cuny ¢ 1 mapra 2020 roaa. - @exnepanbhblii 3akoH oT 27.12.2019 N 475-D3.

Mnasa 13. MOHUTOPUHI Q®PEKTUBHOCTU U BE3OINACHOCTHU
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[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

NEKAPCTBEHHbIX MPEMNAPATOB, HAXOAALLUUXCA B OBPALLEHUA
B POCCUUCKOU ®EOEPALIUA
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbs 64. PapmakoHaa3op
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. JlekapcTBeHHBIC TIpemapaThl, Haxosmecs: B oopamenuu B Poccuiickoit @eneparuu, moanexar
MOHUTOPHHTY 3(PeKTUBHOCTH W O€30MacHOCTH B IIEISIX BBISABICHUS BO3MOXKHBIX HETaTHBHBIX
MOCJIEICTBUM MX MPUMEHEHHUs, UHJMBUAYAIbHON HEMEPEHOCUMOCTH, MPEIYyNPEKICHUS MEIULMHCKUX
pPabOTHHMKOB, CIEIUAIMCTOB B 0O0JACTH BETEPUHAPHH, TAITUCHTOB WM BJIAJCIBIEB XKUBOTHBIX U HX
3aIUTHI OT MPUMEHEHHUSI TAKUX JIEKAPCTBEHHBIX MPENapaToB.

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

2. @dapMaKoHAJ30p OCYLIECTBISAETCS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (herepanbHbIM
OpPraHOM MCIIOJIHUTENbHOM BJIACTU B YCTAHOBJICHHOM UM IOPSAAKE IyT€M aHajln3a MpeaoCcTaBIseMON
cyObeKTaMu OOpamleHHs JICKapCTBEHHBIX CpEeACTB HHpoOpMAlMM O TOOOYHBIX  JICHCTBHIIX,
HE)KEJIATENbHbIX PEAaKIMAX, CEPhE3HBIX HEKENATENbHBIX PEAKIMAX, HENPEIBUACHHBIX HEXEIaTelIbHbIX
peaknMsx Npu MPUMEHEHMH JICKApCTBEHHBIX IPEnaparoB, 00 HHIMBUIYaJbHONH HEMEPEHOCUMOCTH,
oTcyTcTBUH 3(P(HEKTUBHOCTH JIEKAPCTBEHHBIX MPENApaToB, a TakyKe 00 MHBIX (aKTax U 0OCTOSATEIHCTBAX,
NPEJCTABIAIONIMX YIpo3y SKU3HM WM 30POBBIO YElIOBEKa JHOO KMBOTHOIO MPH HPUMEHEHUU
JIEKapCTBEHHBIX IMIPENapaToB U BBISABICHHBIX HA BCEX 3Tamax oOpalleHUs JIEKApCTBEHHBIX MpenapaToB B
Poccuiickoit denepanuu U Apyrux rocyaapcrnax.

3. CyOBbeKThl 00pallleHus JIEKApCTBEHHBIX CPE/ICTB B MOPSIIKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM
benepanbHBIM  OPTaHOM  HCIHOJHMUTENBHOM BIACTH, 00s3aHBI COOOWIATh B  YHOJHOMOYEHHBIH
(benepanbHbIl OpraH HCHOJHUTEIBHON BJIACTH O MOOOYHBIX JEHCTBUAX, HEXKENATEIbHBIX PEAKLUAX,
CEPbE3HBIX HEKEIATENIbHBIX PEAKLUAX, HENPEABUICHHBIX HEKEIATCNIbHBIX PEAKLUAX IPU IIPUMEHEHUU
JIEKapCTBEHHBIX MpenaparoB, 00 WHAMBUIYAIbHON HENEPEHOCHUMOCTH, OTCYTCTBUH A(PPEKTUBHOCTH
JICKapCTBEHHBIX TpEnapaToB, a Takke 00 MHBIX (PaKTax W 0OCTOATENHCTBAX, MPEACTABIAIONINX YTPO3Y
KHU3HU WIM 3[J0pPOBBIO YeJOBEKa JMOO KMBOTHOIO IPU IPUMEHEHUH JIEKapCTBEHHBIX IPENapaTroB U
BBISIBJICHHBIX Ha BCEX 3Tamax OOpalleHusl JIEKapCTBEHHBIX NpenapaToB B Poccuiickoii ®Penepauuu u
IPYTHUX TOCYIapCTBaX.

4. JlepaTenu WU BIAAEIbLbl PETUCTPALMOHHBIX YIOCTOBEPEHHUM JIEKAPCTBEHHBIX IIPENaparos,
IOPUAMYECKHE JIUIA, HA UMs KOTOPBIX BBIJAHBI Pa3pEIICHUS HA TPOBEICHUE KIMHUYECKUX UCCIIECIOBAaHUN
B Poccuiickoit ®enepanyu, Jmb0 YHNOJIHOMOYEHHbIE WMH Jpyrue MOPUAMYECKHE JIHMIA B paMKax
oOecrnieueHns: 6€30MacCHOCTH JIEKAPCTBEHHBIX MPENapaToB B MOPSJIKE, YCTAHOBICHHOM COOTBETCTBYIOIINM
YIIOJTHOMOYEHHBIM (pe/iepaibHbBIM OPraHOM HCIIOJHUTEIBHON BIAcTH, 00S3aHBI OCYIIECTBIATH TPHEM,
y4er, 00paboTKy, aHadM3 U XpaHCHHE TOCTYNAIIMUX B HX aapec OT CYOBEKTOB oOOpamieHus
JICKApCTBEHHBIX CPEJCTB M OPraHOB TOCYJApPCTBEHHOW BIAcTH COOOIIEHHI O MOOOYHBIX JEHCTBUSX,
HEXKEJIATEJIBHBIX PEAaKLUAX, CEPbE3HBIX HEKEIATEIbHBIX U HENPEIBUICHHBIX HE)KEIATECIbHBIX PEaKIUAX
IpY TPUMEHEHHUHU JIEKapCTBEHHBIX IpernapaTtoB, 00 OCOOCHHOCTSX HMX B3aUMOJCHCTBUS C IPYTUMHU
JIEKapCTBEHHBIMM IpenapaTaMM, WHIUBUIYaJbHONH HENEPEHOCUMOCTH, a Takxke 00 HHbIX (akTax H
00CTOSITENCTBAX, MPEACTABIAIONIUX YIrpo3y JKU3HM WIM 3[0POBBIO UellOBeKa JMOO >KUBOTHOTO HIIH
BIUSIONIMX HAa HM3MCHEHHE OTHOLICHWS OXXKUAAEMOM IIOJIB3bl K BO3MOXXHOMY PHCKY IPUMEHCHHS
JIEKapCTBEHHBIX NIPENapaToB.
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5. Ilpu BbIsBAeHUM HH(OPMALMU O CEPHE3HBIX HEKENIATENbHBIX PEAKIHSIX U HENpeIBUACHHBIX
HEXKEJATeNbHBIX pEeaKIMAX NpU NPUMEHEHHMH JIEKapCTBEHHBIX IMPErnaparoB, 00 OCOOCHHOCTAX HX
B3aUMOJICHCTBUS C IPYTMMH JIEKAPCTBEHHBIMU IpernapaTtaMy, HMHAWBHIYaJbHON HENEepeHOCHMOCTH, a
TaKXKeE 06 HHBIX (I)aKTaX u OGCTOHTGHBCTB&X, BIIMAIOIINX HA U3MCHCHUEC OTHOLLICHUA O)KHIIaeMOfI II0JIB3bI K
BO3MOXHOMY PHUCKY TPUMEHEHHUs JIEKapCTBEHHBIX IMIperapaToB, JepXaTelud WIM  BIAJENbIbI
PEruCTpaiuOHHBIX y,Z[OCTOBepeHI/Iﬁ JICKAPCTBCHHLBIX MPCHapaToB, IOPUAUYCCKUC JIUIAd, HA UM KOTOPBIX
BBIJITaHBI Pa3pelIcHUs Ha TMPOBEACHUE KIMHUYECKUX HccieqoBaHuii B Poccuiickoit deneparuu, oo
YOOJHOMOUYCHHBIC HWMH JPYTUC HOPpHIWYCCKUC JIUla 06H3aHbI MNPpUHATL MCPbI, HAIIPABJICHHLIC Ha
yCTpaHEHUE  HETaTUBHBIX  IOCIEJACTBHM  MPUMEHEHHS  TaKuX JIEKQpPCTBEHHBIX  IPENaparos,
npeaynpeKACHUC IMPUIMHCHUS BpCJa XKU3HU W 310POBbBIO YCIIOBCKA JII/I60 JKUBOTHOI'O, 3allIUTyY UX OT
MIPUMEHEHHUS TaKUX JIEKAPCTBEHHBIX MPEnapaToB, Ha JOMOJHUTEIBHBIN cOOp MJaHHBIX 00 3P PeKTHBHOCTH
1 0€30MaCHOCTH TAaKHX JICKAPCTBEHHBIX MPETapaToB.

6. 3a HECOOOIICHUE UITH COKPBITHE HH(POPMAIINH, TPETYCMOTPEHHONM YacThiO 3 HACTOSIIEH CTaThH,
JepKaTenu WA  BJIQAENbLbl PETUCTPALMOHHBIX  YIOCTOBEPEHUHN JIEKAPCTBEHHBIX IPENapaToB,
OPUINYECKHE JINIA, HA UMSI KOTOPBIX BBIIAHBI pa3pelICHUs] HA MPOBEICHNE KIMHUYECKUX UCCIIEI0BAHUM
B Poccuiickoit ®enepaunu, MO0 YNOJTHOMOUYEHHBIE MMM JpPyrUe IOPUIMYECKHE IIMIA, a TaKKe
JNOJKHOCTHBIE JIMIIA, KOTOPBIM 3Ta MHGpOpMalus cTajla M3BECTHA MO POAYy HMX MpodeccnoHanbHOM
JEATEIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickon denepauu.

7. Ilpu mosydeHUU YMOJIHOMOYEHHBIM (pellepabHbIM OpPraHOM HCIIOJIHUTENIBHON BJIACTH B paMKax
OCYILIECTBICHUS MM (papmMakoHaa30pa J10Ka3aTeIbCTB O HECOOTBETCTBHM JICKAPCTBEHHOT'O Mpernapara
YCTaHOBJICHHBIM TPEOOBAaHUSAM WM TPHU MOJYYEHHH HHPOpPMAIMM O HECOOTBETCTBMM JAHHBIX 00
3G PEKTUBHOCTH U 0 0E30MaCHOCTH JIEKAPCTBEHHOI'O Ipernapara JaHHBIM O JIKAPCTBEHHOM IIpernapate,
COJIEp>KaIMMCSI B MHCTPYKIUU 110 €ro MPUMEHEHHIO (B TOM YHCJIE BBISBJICHHBIX B XOJI€ OCYIIECTBICHUS
(bapMakoHaa30pa KOHTPOJIHHO-HAJ30PHBIMU OpPraHaMHM WHOCTPAHHBIX TOCYAApCTB), YIMOJHOMOYEHHBIN
(benepanbHBIA OpraH UCIOJHUTEIBHON BJIACTH B YCTAHOBJICHHOM WM MOPSIKE pacCMaTpUBAET BOIPOC O
IIPUOCTAHOBIJIEHUH IIPUMEHEHUS TAKOTO JIEKAPCTBEHHOIO IIperapara.

Cratbs 65. [lpnocTaHOBNEHNE NPUMEHEHUSA NNeKapCTBEHHOro npenapara
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. [Tpu mosryueHnn MHGOPMAIIMKA O HEKENATEIBHBIX PEAKIUAX MPH MPUMEHEHUH JICKAPCTBEHHOTO
mpermapaTa, He YKa3aHHBIX B WHCTPYKLIMU IO TPUMEHEHHUIO JIEKAPCTBEHHOTO Ipemnapara, Cepbe3HBIX
HEXKEJIATENbHBIX PEaKIUsiX, 00 OCOOCHHOCTAX €ro B3aWMOJCHCTBHS C JPYTUMHU JIEKapCTBEHHBIMHU
npernaparamu, KOTOpbIe MOTYT MPEACTABIATh YTPO3y KU3HU WM 3/JOPOBBIO YesloBeKa JTMOO0 )KUBOTHOTO, a
TaK)ke O HECOOTBETCTBUM JMAaHHBIX 00 d(PPEeKTUBHOCTH M O OE30MACHOCTH JIEKAPCTBEHHOIO Iperapara
AAaHHBIM O JICKaAPCTBCHHOM IIPLCIapare, COACPKAIMNMCA B UHCTPYKIIUU 11O €TI0 NPUMCHCHHIO, B TOM YHUCJIC
OT YIOJHOMOYEHHBIX OPTraHOB WHOCTPAaHHBIX TOCYIapCcTB, OOMEH KOTOPOW OCYIIECTBISICTCS B
COOTBCTCTBHUU C COTJIAMICHUAMU MCKAY YIIOJIHOMOYCHHBIM (I)eﬂepaHBHLIM OopraHoM UCIOJIHUTEIbHOU
BJIACTH W YIOJHOMOYCHHBIMH OpPTaHaMH WHOCTPAaHHBIX TOCYAApCTB, YIMOJHOMOYEHHBIN (emaeparibHbIid
OpraH UCIOJHUTEIIbHOW BJIACTU PacCMaTpPUBAET BOIIPOC O BO3MOKHOCTH MPUOCTAHOBIICHHS OOpaIleHus
TAKOTO JICKAPCTBEHHOTO IIperapara B TMOPSIKE, YCTaHOBICHHOM YIIOJHOMOYEHHBIM (heepantbHbIM
OopraHom UCIOJIHUTEIHHON BIACTH.

2. HpI/I HCUCIIOJIHCHUMW WKW HCEHAMJICKAIIEM MCIIOJTHCHUH OCPKATCIIAMU WM BJ1aACIbLIaMU
PEruCTpaiuOHHBIX YI[OCTOBepeHI/Iﬁ JICKAPCTBCHHLIX MNPCIapaToB, HNOPpUIWYCCKUMH JIMLAaMHU, Ha UM
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KOTOPBIX BBIIAHBI PA3pEIICHUS] HA TPOBEJACHUE KIMHUYECKUX HccieaoBanuii B Poccuiickoit dexnepaiuu,
1501851 YHOJIHOMO‘ICHHBIMI/I HnMHN ,[[pyFI/IMI/I IOpI/I,Z[I/I‘-IGCKI/IMI/I JINIIaMHnu O6$I38.HHOCT€I>'I, yCTaHOBHeHHLIX JacTsiaMUu
3 u 4 crateu 64 Hactosmero denepanbHOro 3aK0HA, MO0 B CIydasx MPEJACTABICHUS COOTBETCTBYIOUITUM
yHOHHOMO‘IGHHBIM (be,uepanLHHM OpFaHOM HCHOHHHTGHBHOﬁ BJIACTHU 3aKJIFOYCHHUA O HG,Z[OCTOBepHOCTI/I
pPe3yIbTAaTOB KIIMHUYECKOTO MCCIICIOBAHUS JICKAPCTBEHHOTO TIpernapara Jijisi MeIUIIMHCKOTO IPUMEHEHUS,
KOTOPO€ OCHOBAHO Ha pe3ysibTaTaX MPOBEPKH MEIULMHCKON OpraHu3aluu, MPOBOAMBIICH yKa3aHHOE
KIIMHAYECKOE MCCIICIOBAHNE C HAPYIICHUEM TTPaBUJI HAJICKAIICH KIMHUYECKOU TPAKTUKH, U TPUBEIIO K
Honyqumo HGI[OCTOBepHI:IX pe3y.]IBTaTOB, JII/I60 B cnyqae HCBBIITOJIHCHU A HpeZ[HI/IcaHI/ISI, BBIJAHHOTI'O
YIOJIHOMOYECHHBIM (peiepaabHbIM OpPraHOM HCIIOJTHUTEIBHOM BJIACTH IO WTOTaM  OCYIIECTBICHUS
BBIOOPOYHOT'O KOHTPOJISI KayecTBa JICKApPCTBEHHOTO Mperapara, YIOJIHOMOYCHHBIN (enepaabHbii opran
WCTIOTHUTEIPHOW BJIACTH B YCTAHOBJIICHHOM WM TIOPSJIKE PAacCMAaTPUBAET BOMPOC O MPUOCTAHOBICHUH
MIPUMEHEHHUSI TAKOTO JIEKAPCTBEHHOTO Ipenapara.

3. YnosHoOMO4YeHHBIN (enepaabHblii OpraH HMCIOJHUTEIBLHON BJIACTH TPU TPEICTABICHUH €MY
CBEIEHU O HECOOTBETCTBUM TIPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TPEOOBaHMUSAM IPABMI
HaJJIexallel Mporu3BOJICTBEHHON MPAKTUKU U (WJIM) O HAPYIIEHUU JIMLIEH3UOHHBIX TpeOOBaHUM, KOTOpbIE
GBIJII/I BBISAABJICHBI B XOJI€ MPOBCACHUA HWHCHICKTUPOBAHHA MNPOU3SBOJUTCIIA JICKAPCTBCHHBLIX CPCACTB WA
OCYILIECTBIICHUS JIMIIEH3MOHHOTO KOHTPOJISI B cpepe MPOU3BOJICTBA JEKAPCTBEHHBIX CPEACTB U NMPUBEIH
WA MOTYT IIPUBECTH K IPOU3BOJACTBY JIEKAPCTBEHHBIX IIPENAPAaTOB I MEOULHHCKOIO NPUMEHEHUS,
MPUYMHUBIIUX UM CIIOCOOHBIX MPUUMHUTH BpE.l ’KU3HU WIH 310POBbIO TPaKIaH, paccCMaTpuBaeT BOMPOC
O TMPUOCTAHOBJICHUU MNPUMCHCHUSA JICKAPCTBCHHBLIX IMPCIAapaToB I MCIULOMUHCKOTO INPHUMCHCHUA B
YCTaHOBJICHHOM UM TOPSAKE B CIEAYIOIUX CIydasx:

1) coctaB u (WIM) TEXHOJIOTHS MPOM3BOJCTBA JIEKAPCTBEHHOTO Mpemnapara s MEIULMHCKOTO
MpPUMEHEHUs (C OMMCAaHMEM CTaJuil MPOM3BOJCTBA) OTJIMYAIOTCA OT 3asfBIIEHHBIX B PErHCTPAIIOHHOM
JI0ChE;

2) nAexapcTBEHHBIN Mpenapar Ui METUIIMHCKOTO MPUMEHEHUs] POU3BE/IeH Ha MPOU3BOICTBEHHOM
IJIOIAJIKE, HE YKa3aHHOM B pETUCTPAllMOHHOM JIOChE;

3) y HOpoM3BOAMTENS JEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, MOATBEPKAAIOIINE
COOTBETCTBHE KauecTBa JICKAPCTBEHHOIO IMpernapaTta isi MEAUIMHCKOTO NPUMEHEHUs, BBOJAMMOIO B
rpa)XIaHCKHUI 000pOT, TpeOOBAHUSAM, YCTAHOBJICHHBIM PU €r0 TOCYJapCTBEHHON pEerucTpaluy;

4) mpoM3BOAUTENEM JIEKAPCTBEHHBIX CPEACTB B  COIVIACOBAHHBIA C  COOTBETCTBYIOLIUM
YIOJTHOMOYEHHBIM (heiepaTbHbIM OPTaHOM HCIHOJHUTENIBHON BJIACTH CPOK HE YCTpaHEHbI HApYIIECHUS
TpeOOBaHUI TMpaBUI HAJICKAIICH MPOU3BOJCTBEHHOW MPAKTHKU M (WJIH) JUIEH3UMOHHBIX TPEOOBAaHUM,
KOTOpble OBbUTM BBISIBJICHBI B XOJ€ MPOBEICHUS WHCHEKTUPOBAHUS IPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEJICTB WJIH OCYIIECTBICHHUS JIMIIEH3MOHHOTO KOHTPOJIS B chepe MPOU3BOJCTBA JICKAPCTBEHHBIX CPEJICTB
U TpUBEIM WJIM MOTYT NIPHUBECTH K IPOU3BOACTBY JIEKAPCTBEHHBIX MPENapaToB ISl MEIULUHCKOTO
MPUMEHECHHUS, TPUYNHUBIINX WA CIIOCOOHBIX MPUYMHUTH BPE )KU3HU WIIH 3I0POBBIO TPAXKIAH.

(dactp 3 BBenena denepanbHbIM 3aK0HOM OT 04.06.2018 N 140-D3)

4. YIOTHOMOYEHHBIH (hefepanbHblii OpraH UCIIOIHUTEIFHON BIACTH MPU HAJTUYUH Y HETO CBEICHUI
O HECOOTBETCTBUM IPOU3BOAUTENSA JIEKApPCTBEHHBIX CpPEACTB TpeOOBaHUAM MpaBWII HajJeKallen
MPOM3BOJICTBEHHON MNpPaKTHKK W (MJIM) O HApyLIICHUM JIMLUEH3MOHHBIX TpeOOBaHWM, KOTOphIE ObLIN
BBISIBJICHBI B XOJC IIPOBEICHHWS WHCIEKTUPOBAHUSA IPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB WIH
OCYIIECTBIICHHS JTUIICH3HOHHOTO KOHTPOJS B chepe MPOU3BOJACTBA JICKAPCTBEHHBIX CPEJICTB M MPHUBEIN
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WIM MOTYT IPUBECTU K MPOU3BOJCTBY JIEKAPCTBEHHBIX MpENapaTroB i BETEPUHAPHOTO MPUMEHEHHUS,
MPUYMHUBIIUX WM CIOCOOHBIX MPUYUHUTH BPEI KH3HU WM 3I0POBBIO XKUBOTHBIX, PAaCcCMaTpPUBAET
BONPOC O TPUOCTAHOBICHUM peaIM3allud U TNPUMEHEHHUsS JIEKAPCTBEHHBIX MpEnapaToB  JUIs
BETEPUHAPHOTO MPUMEHEHUS B YCTAHOBJICHHOM UM TMOPSAKE B CACAYIOMUX CIyYasx:

1) coctaB u (WIM) TEXHOJIOTHS IMPOW3BOJCTBA JIEKAPCTBEHHOrO Ipemnapara Ajs BETEPUHAPHOTO
MPUMEHEHHS (C OMHCAaHWEM CTaauil MPOW3BOJCTBA) OTIMYAIOTCS OT 3asBICHHBIX B PErHCTPAIIOHHOM
JI0ChE;

2) neKapCTBEHHBIN IIpenapaT [ulsl BETEPUHAPHOTO PUMEHEHUS IPOU3BEACH HA MPOU3BOACTBEHHOMN
IUIOLIA/IKE, HE YKa3aHHOW B PETHCTPALIMOHHOM JI0ChHE;

3) y HOpoM3BOAMTENS JEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IMOATBEPXKAAIOIINE
COOTBETCTBHE KayeCcTBA JIEKAPCTBEHHOI'O IIpenapara Uil BETEPUHAPHOIO NPHUMEHEHHs, BBOAUMOIO B
rpaxIaHCcKHii 000poT, TpeOOBAHHSIM, YCTAHOBJICHHBIM IIPU €r0 rOCYy1apCTBEHHON PErHCTpallny;

4) TPOW3BOAMTENEM JICKAPCTBEHHBIX CPEICTB B COTJIACOBAaHHBIH C COOTBETCTBYIOLIUM
YIOJTHOMOYEHHBIM (heJiepaTbHbIM OPTaHOM HCIOJHUTENIBHON BIACTH CPOK HE YCTPaHEHBI HAPYIICHUS
TpeOOBaHUI TIPaBUIJI HaJUICKAIIEH MPOU3BOJACTBEHHON MPAKTUKH U (WJIHM) JTUIEH3HMOHHBIX TPEOOBaHMIA,
KOTOpbIe OBbLTM BBHISBICHBI B XOJI€ MPOBEICHUS WHCIEKTUPOBAHUS IPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEACTB WJIH OCYIIECTBICHUS JTUIIEH3MOHHOTO KOHTPOJISI B chepe MPOU3BOJICTBA JICKAPCTBECHHBIX CPEJICTB
W TPUBEIM WIM MOTYT TPUBECTH K IMPOU3BOJCTBY JIEKAPCTBEHHBIX MPENapaToB Jisi BETEPUHAPHOTO
MPUMEHEHHS, IPUIMHUBIINX WM CITIOCOOHBIX MPUYUHUTH BPEJI KU3HH WIN 3J0OPOBBIO KHUBOTHBIX.

(uactb 4 BBeneHa denepanbHbiM 3aKkoHOM 0T 04.06.2018 N 140-D3)

KoncynprantlIntoc: npumeyanue.
C 01.01.2026 ct. 65 nonoausiercs 4. 5, 6 (O3 or 27.12.2019 N 475-D3).

Koncynprantllntoc: npumeyanue.
C 01.09.2023 cr. 65 nononasiercs 4. 7 (O3 ot 02.07.2021 N 317-D3).

CraTtbsa 66. UHopmauma o pesynbTaTtax papmakoHagsopa
(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

YronHOMOYEHHBIH  QenepadbHbIi  OpraH  HMCIOJHUTEIBHOW  BJIACTH,  OCYIICCTBIISIONINANA
(dapMakoHaa30p, MO €ro pe3yiabTaTaM pa3MellaeT Ha cBoeM OoQHIMaIbHOM caiite B cetd "HHTepHer"
nH(popMaIuio o:

1) BBISBJICHMHM HOBBIX MOATBEPKICHHBIX ITaHHBIX O TOOOYHBIX JEHCTBUSX, HEXKEIATEIbHBIX
peakusax, Cepbe3HbIX HEXKENaTeNbHbIX PEaKIMsX, HEMPEeIBUICHHBIX HEXKEJATENbHbIX PEAKIUAX MpU
MIPUMEHEHUH JIEKAPCTBEHHOTO IMpenapara, B TOM YUCJE BIUSIOMIUX Ha OTHOIICHUE 0KHUJIaeMOM TMOJIb3bI K
BO3MO)XHOMY PUCKY NIPUMEHEHHS TaHHOTO JIEKAPCTBEHHOTO MIperapaTta;

2) NPUHATHIX PELIEHUSIX O BHECEHUH MU3MEHEHMH B MHCTPYKIIMIO 110 IPUMEHEHHIO JIEKAPCTBEHHOTO
npernapara, 0 IPUOCTAaHOBJICHUN NMPUMEHEHUS JIEKapCTBEHHOT'O Ipenapara, 00 M3bSATUU U3 OOpalleHus
JICKapCTBEHHOTO Mpenapara Wik 0 BO300HOBICHUH IPUMEHEHHUS JIEKAPCTBEHHOTO Mperapara.
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nasa 14. UHPOPMALUA O JIEKAPCTBEHHbIX NMPEMAPATAX. CUCTEMA
MOHUTOPUHIA OBUXXEHUA NNEKAPCTBEHHbIX NMPEMNAPATOB
anda MEAUUUHCKOIo NPUMEHEHUA
(B pen. ®enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

Cratba 67. UHdopmauma o nekapcTBeHHbIX rnpenapatax. Cucrema MOHUTOpPUHra
ABWXEHUS NeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NPUMEHeHUs
(B pen. @enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

1. Madopmarus o neKkapCcTBEHHBIX Iperaparax, OTIMYCKAaeMBIX IO PELENTy Ha JIEKapCTBEHHBIH
npenapar, AOJIKHAa COACPIKATBHCA TOJIBKO B CHCHUAIM3UPOBAHHBIX H3JAHUAX, NPCIHA3HAYCHHBIX IJIA
MEIUITUHCKUX, (hapMarieBTUICCKUX PaOOTHUKOB, CIICIIMAIIMCTOB B 001acTH BeTepuHapun. MHbopmarms o
JICKApCTBCHHBIX Mpclriaparax MJIsd CIICHUAJIUCTOB B 06J'IaCTI/I 06paH_[eHI/IH JICKAPCTBCHHLIX CPCIACTB MOKCT
COIepKaThCsl B MOHOTpausAX, CHpaBOYHUKAX, HAYYHBIX CTaThsiX, B JOKJIaJaX Ha KOHIpeccax,
KOH(bepeHI_[I/IHX, CUMIIO3WYyMax, HAYUYHBIX COBCTaX, a4 TaKXC B MHHCTPYKHOUAX 110 HTPHUMCHCHUIO
JIEKapCTBEHHBIX MPEIapaToB.

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

2. Nndopmanust o JiekapcTBEHHBIX IpenapaTtax, OTIyCKaeMbIX Oe3 perenrta Ha JeKapCTBEHHBIH
Ipernapar, MOXET COAEP)KaThCs B MyOJMKAIMAX M OOBSABICHUSAX CPEICTB MAacCOBOM HH(OpMaImm,
CTHELMAIU3UPOBAHHBIX U OOIIMX MEYaTHBIX W3JAHUAX, UHCTPYKLHMAX 10 MPUMEHEHUIO JIEKAPCTBEHHBIX
IPEenapaToB, MHBIX U3JJaHUAX CYOBEKTOB OOpAICHHUs JICKAPCTBEHHBIX CPEJCTB. PexiiaMHble MaTepHalibl O
JIEKapCTBEHHOM IIpernapaTe, OTIyCKaeMOM 0€3 pelenTa Ha JIEKapCTBEHHBIM IpenapaT, JOJDKHBI
COOTBETCTBOBATh MHCTPYKIUH 110 IPUMEHEHHUIO JIEKAPCTBEHHOTO IIperapara.

3. Jlomyckaercss HCMONb30BaHUE JIOOBIX MaTepUaibHBIX HOCHUTENEH, MO3BOJSAIONIUX XPaHUTD,
nepeaaBaTh U UCIOIB30BaTh HH(POPMAIIHIO O JICKAPCTBEHHBIX MpernapaTax 0e3 ee HCKayKeHHS.

4. Jlna ueneil uACHTHU(PUKALMU YHIAKOBOK JIEKAPCTBEHHBIX MPENapaToB [Jsi MEIUIUHCKOTO
MNPUMCHCHUSA NPOU3SBOAUTCIIN JICKAPCTBCHHBIX CPCACTB B MNOPAAKEC, YCTAHOBJICHHOM HpaBI/ITeJ'H:CTBOM
Poccuiickoit deaepannn, HAHOCIAT Ha TIEPBUYHYIO YITAKOBKY (B OTHOIICHHWH JIEKAPCTBEHHBIX MPENapaToB
JUI. MEAULIMHCKOTO MIPUMEHEHHUS, AJI1 KOTOPBIX HE IPEIyCMOTPEHa BTOpUYHAS YIIaKOBKA) U BTOPUUHYIO
(MOTpeOUTENbCKYI0) YIaKOBKY JICKAPCTBEHHBIX MpEnapaTroB A MEIUIUHCKOrO MPUMEHEHUS Cpe/icTBa
I/IIIeHTI/I(I)I/IKaI_II/II/I, 34 HUCKIKOYCHUCM JICKAPCTBCHHLIX MPCIaparoB e MCAULUHCKOIO MNMPHUMCHCHUA,
MIPOM3BOJIUMBIX /ISl TPOBEACHUS KIMHUYECKUX HCCIENOBAHMM, HKCIOPTA, JEKAPCTBEHHBIX IMPEnapaToB
JUIST MEUIIMHCKOTO MPUMEHEHUs, YKa3aHHBIX B yacTsax 5 u § crateu 13 Hacrosimero ®denepalibHOTO
3aKOHa, paauodapManeBTUUYECKUX JIEKApPCTBEHHBIX NPErnapaTroB, MHSIBOK MEIUIUHCKUX U Ta30B
MCOUIIMHCKHUX.

(dactb 4 BBenena denepabHbIM 3aKOHOM OT 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapaKTepuCTUKH CPEICTBA UACHTU(PHUKAINH, IOPSIIOK €r0 HAHECCHUs U TPEOOBAHUS K CTPYKTYpE
u ¢opmary uHPOpMAIMH, KOTOPYIO COAEPKHT CPEACTBO HACHTHU(GUKAIIUH, OMPEICISIOTCS
IIpaBurensctBoM Poccuiickoit denepanuu.
(dactp 5 BBenena denepaibHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

6. HOpH,Z[OK CO3aaHusd, pa3BUTHUS, BBOJA B OKCIUIyaTallUlO, OKCIUTyaTalMM W BbIBOJA U3
OKCILTyaTaqlukid CHUCTEMBbl MOHHUTOPHUHIA JAIBHKCHHA JICKAPCTBCHHBLIX IpCraparoB I MCIUIMHCKOI'O
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MPUMEHEHHS, TOPAIOK TNpeaocTaBleHuss HHPOpMaAlUHU, coepX alleics B CHCTEME MOHUTOPHUHIA
JBKEHUS JIEKAPCTBEHHBIX MPENapaToB A MEIUIMHCKOTO MPUMEHEHHS, U MOPSA0K B3aUMOJCHCTBUS
yYKa3aHHOM  CHCT€Mbl C  HMHBIMH  TOCYJAapCTBEHHBIMH  HMH(QOPMAIIMOHHBIMH  CHUCTEMaMH U
WH(OPMAMOHHBIMU CUCTEMAMH IOPUIUIECKIX JIUIl U UHANBUAYAIBHBIX MPEANPUHUMATENCH, YKa3aHHBIX
B uvacTax 7 u 10 HacTosimied cratbu, ycraHaBiauBaroTcs IlpaButensctBoMm Poccuiickoin depeparumu.
OnepaTopaMyd CHUCTEMbl MOHHUTOPUHTA JBUWXKEHHUS JIEKAPCTBEHHBIX IpPENapaToB Il MEAUIIMHCKOIO
MPUMEHEHUS SIBIAIOTCS (eiepalibHbIil OpraH HCIOJHUTENbHOW BiIacTM U (WIM) OpraHU3aius,
ynosiHoMoueHHbIe [IpaBurensctBoM Poccniickoit denepanuu.

(dactb 6 BBeneHa denepaibHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

7. IOpI/IIII/I‘-IGCKI/IC JiMia U MHAUBUAYAJIbHBIC TIPCANIPUHUMATCIIN, OCYIICCTBIIAIONIUC TPOU3BOJACTBO,
xpaHeHue, BBO03 B Poccuiickyto @Penepanuio, OTIYCK, peaau3aluio, Iepenady, MPUMEHEHUE |
YHUYTOKCHHUC JICKAPCTBCHHBIX IMPETapaToB JJIsI MCAUIIMHCKOI'O MPUMCHCHU A, OGCCHe‘II/IBaIOT B IIOPSAAKEC U
B cocTaBe, KoTopble ycTtaHOBJeHbl [IpaBurenbctBoM Poccuiickoii @Penepanuu ¢ ydeToM BHAA
OCYIIECTBISIEMOH HMHU JESATEIBHOCTH, BHECEHHE HH(POpPMALMU O JEKApCTBEHHBIX IIperaparax s
MEJUIIMHCKOTO TPUMEHEHHS] B CHCTEMY MOHUTOpPUHIA J[IBM)KEHUS JIEKAPCTBEHHBIX MpPENapaToB IS
MCIUIIUHCKOI'O IPUMCHCHUA.

(dactp 7 BBenena denepaibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHbIE Mpemaparbl s MEIULIMHCKOTO TPUMEHEHMs, MpeAHa3HAYEHHBbIE IS
oOecrieueHus JHI, OOJBHBIX TeMO(DHIMEH, MyKOBHUCIIHIO30M, THMO(GHU3APHBIM HAaHU3MOM, OOJIE3HBIO
lome, 37mO0Ka4YeCTBEHHBIMH HOBOOOpPA30BaHUSMHU JUM(OUIHON, KPOBETBOPHON U POACTBEHHBIX UM
TKaHEH, pacCesTHHBIM CKJIEPO30M, JIUI] ITOCJIE€ TPAHCIUIAHTAIIUM OPTraHOB U (WJIN) TKaHEH, MPOU3BEICHHbIE
1o 31 nexabpst 2019 roga, a Takke MHbIE JEKapCTBEHHBIE MPeNaparthl Uil MEAUIUHCKOTO MPUMEHEHHUS,
npousBeneHHble A0 1 wmronsgs 2020 roma, mojuiekaT XpaHEHHIO, MEPEBO3KE, OTIYCKY, pealu3allu,
nepenaye, MPUMEHCHHIO 0€3 HAHECEHHUs CPEICTB HUICHTHU(PUKAIMU 10 HUCTEUYEHHUs CPOKA MX T'OJHOCTH.
[IpaButenscTBO Poccuiickoit denepanuu BIpaBe YCTAaHOBUTH OCOOCHHOCTHM BBOJA B TPaXKIAHCKHMA
000pOT JIEKAPCTBEHHBIX MPENapaToB A MEIUIIMHCKOTO MPUMEHEHHS, MPOU3BEICHHBIX B Mepuoj ¢ 1
utonist 2020 roma mo 1 oktsiOps 2020 roga. B memsix BBoJa B TpakAaHCKH 00OPOT JIEKapCTBEHHBIC
npenaparsl  JUII  MEIULMHCKOTO TPUMEHEHMs, 3a MCKIOUYEHUEM JIEKapCTBEHHBIX IPENapaTos,
MpeAHa3HAYEHHBIX JUIsl 0O0CCTICUECHHsI JIMI, OOJBHBIX TeMO(PWIHEH, MYKOBHCIHI030M, THIO(PU3aAPHBIM
HAaHU3MOM, OoJe3Hbi0 ['olrle, 30Ka4eCTBEHHBIMU HOBOOOPA30BAHUSAMHE JTUM(POUTHOU, KPOBETBOPHOU U
POJICTBEHHBIX UM TKaHEH, paCCesTHHBIM CKJIEPO30M, JIUI] MOCJe TPAaHCIUIAHTAIIMN OPTraHOB U (MJIM) TKaHEH,
NPOM3BECHHBIC 3a Mpenenamu teppuropun Poccuiickoit @enepaunu 1o 1 oktsiOpst 2020 roga, MoryT
ObITb BBe3eHBI B Poccuiickyro @Denepanuto g0 1 saBaps 2021 roga B mopsake, YCTaHOBJICHHOM
[TpaBurtensctBoM Poccuiickoit @enepannu, 6e3 HAaHECEHUS CPEICTB UIACHTU(DUKALIUH.

(B pen. @enepanbHbix 3ak0oHOB OT 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranmzanuss HMHGOPMAIIMOHHOTO B3aMMOJCHCTBHS CHUCTEMBl MOHUTOPHMHIA JIBUKECHUS
JIEKapCTBEHHBIX MpENapaToB JUIsl MEIUIMHCKOIO IPUMEHEHHs C HWHBIMH T'OCYAApCTBEHHBIMU
MHPOPMAIIMOHHBIME CHCTEMaMu O00eCIeuuBaeTcs B TOM YHCIE IOCPEACTBOM HMHOPACTPYKTYpPHI,
obecneunBaromeil MH(OPMAIMOHHO-TEXHOJIOIMYECKOE B3aUMOJEHCTBUE HMH()OPMAIMOHHBIX CUCTEM,
UCIOJIb3YEMBIX JJIsl NPEAOCTaBICHMUSI TOCYAAPCTBEHHBIX M MYHMLUMIAIBHBIX YCIYI W HUCIOJHEHMS
rOCyJJapCTBEHHBIX U MYHHUIIMIIAIBHBIX (PYHKLUHI B 3JIEKTPOHHON (hopMe.

(uactb 8 BBeneHa DenepanbHbIM 3aKk0HOM OT 28.12.2017 N 425-D3)

9. OO6menocrynHas wuHbOpMAIMA, CoIepKaliascsi B CHCTEME MOHHUTOPUHTA JIBMDKCHHS
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JIEKapCTBEHHBIX IpenapaToB s MEIULUHCKOTO PUMEHEHHUS, pasmeraercs B
MH(POPMAIMOHHO-TEIEKOMMYHUKAITMOHHON ceTH "MHTepHeT" (B TOM uncie B pOpMe OTKPHITHIX TaHHBIX)
B nopske, yctaHoBiaeHHOM [IpaBurensctBoM Poccuiickoit deaeparuu.

(uactb 9 BBenena denepanbHbIM 3aKk0HOM OT 28.12.2017 N 425-D3)

10. TIpon3BoauTENH JIEKAPCTBEHHBIX CPEACTB MOIYYAIOT COACPKAIIYIOCS B CUCTEME MOHUTOPUHTA
JBMDKEHUS JIGKAPCTBEHHBIX TPEMapaToB i MEAUIMHCKOTO MPUMEHEHHS HH(POpPMAIMIO O Cepusix U
MapTUAX JEKApPCTBEHHBIX MPENapaToB, MPOU3BOJAMMBIX UMHU U HaXOASIIMXCS B TPaXJaHCKOM 00OpOTE B
Poccuiickoit deneparum, 6€3B03ME3THO.

(gactp 10 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

11. 3a npou3BOACTBO WU MPOJIAXy JIEKAPCTBEHHBIX MPENapaToB JAJsi MEIUIIUHCKOTO MPUMEHEHUS
0e3 HaHECEHHsS CPEACTB HACHTHU(UKAIIMU, C HAPYIICHWEM YCTAHOBJIEHHOTO TMOPSJAKAa WX HAHECCHUs, a
TaK)kK€ 32 HECBOEBPEMEHHOE BHECEHHE JaHHBIX B CHUCTEMY MOHUTOPUHIA JBUXKEHHUS JIEKAPCTBEHHBIX
mpenapaToB Ui MEIUIIMHCKOTO TPHUMEHEHUS WJIM BHECEHHE B HEE HEIOCTOBEPHBIX JIaHHBIX
IOpUJIMYECKHUE JUIa U WHIWBUJIyaJIbHbIE MpPEANPUHUMATENH, YKa3aHHbIE B 4dacTsAX 4 W 7 HacTosIIeH
CTaTbH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUHM C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu.
(uacth 11 BBenena @enepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. TlpaButenscTtBo Poccuiickoii ®eneparii BIpaBe YCTAaHOBUTh OCOOEHHOCTH BHEIPEHUS
CUCTEMbl MOHHMTOpPWHIA JBUKEHHUS JIEKAPCTBEHHBIX IMPENapaTroB s MEIULUHCKOTO MPUMEHEHUs,
BKJIIOYas CpPOKM €€ BHEAPEHHUs, B OTHOUICHUM JIEKAPCTBEHHBIX MpEnapaTtoB [Uisi MEIUIIMHCKOTO
MPUMEHECHHS, BKIIOUEHHBIX B IEPEUYCHb KU3HEHHO HEOOXOMUMBIX M BaXKHEHIINX JIEKAPCTBEHHBIX
MpernapaToB, JEKAapCTBEHHBIX IMpenapaToB, IMpelHAa3HAYEHHBIX MJs OOecreueHus Jull, OOJbHBIX
reModuiineii, MyKOBHUCIMIO030M, TUIO(QHU3apHBIM HAHHU3MOM, Oo0Je3HbI0 [omie, 37I0KaueCTBEHHBIMU
HOBOOOpa30BaHUAMHU JTUM(OUIHON, KPOBETBOPHOU M POACTBEHHBIX UM TKaHEH, PACCESIHHBIM CKIIEPO30M,
JUI[ TOCNie TPAHCIJIAHTAllMU OpraHoB W (WIM) TKaHEW, HHBIX JIEKQPCTBEHHBIX MPEMapaToB s
MEIHUIIMHCKOTO MPUMEHEHHUS.

(uacTb 12 BBeneHa PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Mnasa 14.1. OTPAHUYEHUA, HANTATAEMbIE
HA OPTAHU3ALUU, OCYLLUECTBNAIOWUNE OEATENBbHOCTb
NO OBPALLEHUIO NNEKAPCTBEHHbLIX CPEOCTB
(BBeneHa deaepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHuyeHusi, Hanaraemble MpPU OCYLIECTBNEHUN AeATeNbHOCTU B
cdepe obpalieHUs nekapcTBeHHbIX CpeacTB

1. Opranuzanuu, 3aHUMaroUIecs pa3paOOTKOH, NPOM3BOJACTBOM M (WJIM) pealu3anuei
JIEKapCTBEHHBIX MPENapaToB Uil MEAULMHCKOrO MPUMEHEHMsI, OpraHu3aly, o0Iajaoye IpaBaMi Ha
HCII0JIb30BaHNE TOPrOBOI0 HAMMEHOBAHUS JIEKAPCTBEHHOI'O Npenapara Juisi MEAULMHCKOIO IPUMEHEHMUS,
OpraHu3alli ONTOBOW TOPrOBJIM JIEKAPCTBEHHBIMU CpEACTBAMH, AaNTeyHble OpraHu3aluu (Mx
NPEJCTaBUTENN, UHBbIE (U3NYECKUE U IOPUANYECKHE JIUIA, OCYIIECTBIIAIONIUE CBOIO JIEATEIBHOCTh OT
MMEHM 3TUX OpraHM3aluil) B OTHOLIEHUH MEIULIMHCKUX PAaOOTHUKOB M PYKOBOAMTEIEH MEIUIMHCKHX
OpraHu3alyil He BIIPABE:

1) BpyuyaTh MOJapKH, BBHIILIAUYMBATH JCHEKHbIE CPEACTBa (3a MCKIIIOUEHHWEM BO3HArpa)KICHUU IO
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

JIOTOBOpaM TpH TPOBEJACHUM KIMHHYECKUX HCCICIOBAHWN JIEKapCTBEHHBIX MpENapaToB s
MCIUIIUHCKOI'O MPHUMCHCHUA, BO3H&Fp3)I(,Z[€HHfI, CBA3aHHBIX C OCYHICCTBJICHUCM MCIUIITUHCKUM
PabOTHUKOM TIEAArOTMYeCKOr W (WMJIM) HAYYHOM NIEeATEeLHOCTH), B TOM YHWCIIEC OIJIaYMBATh Pa3BIICUCHUS,
OTABIX, MPOE3] K MECTy OTAbIXA, & TAKXKE IPUBJIEKATh K YYaCTUIO B Pa3BIEKATEIbHBIX MEPOIPUATHUSAX,
MIPOBOJIMMBIX 32 CYET CBOUX CPEJICTB;

2) 3akiao4aTh COMVIALLEHWS O HA3HAUCHUM WIM PEeKOMEHJAMM MalMeHTaM JIEKapCTBEHHBIX
IIPenaparoB A MEAULMHCKOTO MPUMEHEHUS (32 UCKIFOUEHUEM JIOTOBOPOB O MPOBEAECHUHU KIMHUYECKUX
HCCIIEIOBaHUM JIEKAPCTBEHHBIX MPENApaToB AJIs MEAULIMHCKOTO IPUMEHEHNUS);

3) npenocTaBisaTh 00pa3iibl JIEKAPCTBEHHBIX MPENapaToB s MEIUIUHCKOTO MPUMEHEHUS B LIETSAX
BpYYEHHs] MalMeHTaM (32 MCKJIIOYEHUEM CJIy4yaeB, CBS3aHHBIX C TIPOBEICHUEM KIMHHUYECKUX
UCCIIETIOBaHUM JIEKapCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO MPUMEHEHHUS);

4) mpenoCTaBIATh HEIOCTOBEPHYIO U (MJIM) HEMOIHYIO HH(GOPMAIIMIO O JIEKAPCTBEHHBIX MpernapaTax
IUI METUIIUHCKOTO TIPUMEHEHUS;

5) mocenate ux B pabouee Bpems Ha pabOYMX MecTaX, 3a MCKIIOUYEHHUEM CIIyYaeB, CBS3aHHBIX C
IIPOBEJICHUEM  KIMHUYECKUX HCCICNOBAaHUM  JIEKAPCTBCHHBIX IPENAapaToB UIsl  MEIUIMHCKOTO
IIPUMEHEHHUs], C YYaCTUEM B IOPAJKE, YCTAaHOBICHHOM PYKOBOAMTEJIEM MEAMIIMHCKON OpraHU3alyy, B
COOpaHMsX MEIUIMHCKUX paOOTHUKOB M HMHBIX MEPOINPHATHUSAX, HANpaBICHHBIX HA IOBBILIEHUE HX
npoeCCHOHATBFHOTO YPOBHA WJIM Ha NpPEAOCTaBleHHE WH(GOpPMAIMU, CBSI3aHHOW C OCYLIECTBICHHEM
MOHHUTOPHUHIra 0€30MaCHOCTH JIEKAPCTBEHHBIX NIPENApaToB;

6) moOyXaTh K BBHIMHCHIBAHUIO JICKAPCTBEHHBIX MPEMApaTOB I MEIUIIMHCKOTO MPUMEHEHHUS Ha
OnaHKax, coAepXkalux UHPOpPMAIMIO PEeKIaMHOT0 XapakTepa, a TakKe Ha PeLEeNnTypHBIX OJlaHKax, Ha
KOTOPBIX 3apaHee Hale4aTaHO HAMMEHOBAaHUE JIEKAPCTBEHHOTO IMpenapara Mg MEIUIUHCKOIrOo
MIPUMEHEHUS.

2. Opranu3zanuy, yKa3aHHble B a03alle IepBOM 4acTU | HACTOSIIENH CTaTbU, U UX NMPEACTABUTEIN B
OTHOLIEHUHU (hapMaleBTUUECKUX PAOOTHUKOB U PYKOBOJUTEIEH aTEUHBIX OpPraHNU3alluil HE BIIPABeE:

1) Bpy4daThb MOJAapKH, BbIILIAYUBATL ACHCKHBIC CPCACTBA, B TOM YHCJIC OIJIaYUBATL PA3BJICYCHMUA,
OTAbIX, MPOEC3a K MECTY OTAbIXa, W IIPHUBJICKATh K YYaCTUIO B Pa3BJIICKATCIbHBIX MECPOIIPUATUAX,
MMPOBOAUMBIX 3a CUCT CBOUX CPCACTB,

2) mpeaocTaBIATh OOpa3lbl JIEKAPCTBEHHBIX IMPENaparoB I MEIUIUHCKOTO MPUMEHEHHUS IS
BpPYUYEHHUS HACEJICHHIO;

3) 3aK/II04aThb COrjlami€HusA O TMPEAJIOKCHHUHN HACCICHUIO OIPEACICHHBIX JICKAPCTBCHHBIX
npenaparoB AJist MCAUITUHCKOI'O MPUMCHCHUS

4) mpeoCTaBIATh HEJJOCTOBEPHYIO U (WMJIH) HEMOJIHYIO HH(POPMAIIHMIO O JICKAPCTBEHHBIX MpenapaTax
JJIA MCOUIIMHCKOI'O MNPpHUMCHCHUA, B TOM 1WA (¥ HUMECHOIINX OANHAKOBOC MCKAYHApPOOHOC
HETMaTeHTOBaHHOE HAMMEHOBAHUE.

Cratbsa 67.2. TpeboBaHMA K OpraHM3auum U NPoBeAeHUI0 HayYHbIX MepPONnpPUATUMN,
MHbIX MEpPONPUATUA, HanpaBfieHHbIX Ha NOBbIWEeHUe npocgecCUoOHaNbLHOro YpPOBHS
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

MeAMLUMHCKUMX PpaboOTHUKOB WNM Ha npegocTaBreHUe WHGgopmauuu, CBSI3aHHOW C
ocyllecTBieHneM MOHMTOPUHIa 6e30NacHOCTU NeKapCTBEeHHbIX NpenapaToB

1. IIpu nmpoBeneHNN HayYHBIX MEPONPUATHUN, UHBIX MEPONPUATUHN, HAIIPABICHHBIX HA MOBBILICHHUE
npoECCHOHATBHOIO YPOBHA MEAMIMHCKUX pPAOOTHUKOB MM Ha INPEJOCTABICHHE CBA3aHHOM ¢
OCYILIECTBIICHHEM  MOHUTOpPUHra  O€30IacHOCTH  JIGKAPCTBEHHBIX  HpenapaTtoB  HHGOpMAIMH,
OpraHM3yeMbIX OpraHM3alMsIMH, yKa3aHHbIMH B ab3ane nepBoMm yactu | crateu 67.1 Hacrosmiero
denepanbHOTO 3aKOHA, MX NPEACTaBUTENSIMU W (WiK) (UHAHCHPYEMBIX 32 CYET CPEICTB JTHUX
OpraHM3alMii W WX [PEACTAaBUTENEH, 3anpelacTcs NPenaTCTBOBAaTh YYACTHIO B YKa3aHHBIX
MEPONPUATUAX MHBIX OpPraHu3aluii, KOTOPHIE NMPOU3BOAAT WIN PEATU3YIOT JIEKAPCTBEHHbIE NpEnapaThbl
U1l MEIOULMHCKOTO IPUMEHEHHUS CO CXOKHUM MEXaHU3MOM (papMaKoJOTHYeCKOro AEHUCTBHS, JIMOO
CO3/1aBaTh JUCKPUMHUHAIMOHHBIE YCIOBMSI JJI1 OJHMX YYAaCTHUKOB [0 CpPaBHEHHIO C JPYTMMH
Y4aCTHUKAMH, @ UMEHHO:

1) npenocTaBisATh pa3iIMYHOE KOJIMYECTBO BPEMEHH JUIsl BHICTYIUIEHUH YYAaCTHUKOB, Pa3jIMUHBIE 110
pasMmepy 3aHUMaeMOll IUIOIIag MecCTa AJIs IEMOHCTpPAlMu 0Opa3loB JIEKAPCTBEHHBIX MPENapaToB IS
MEIUIIMHCKOTO MPUMEHEHHUSI WM pEKIaMHBIX MaTepHalloB O JIEKAPCTBEHHBIX Ipenaparax Juis
MEIMIIMHCKOTO MPUMEHEHNS Ha SKCIO3MLMAX, CTEHJAX, 32 MCKIIOYEHUEM CIIy4aeB, €CJIA TAKUE YCIOBHS
3aKpeIUIeHbl B COTJIALICHUSAX 3TUX OpraHU3alui, MX MpeacTaBUTeNel O (PUHAHCHMPOBAHUU YKa3aHHBIX
MEPONPUATHIA U 00YCIIOBJIEHBI PA3JIMYHBIMM 3aTPaTaMi YYaCTHUKOB Ha UX OpraHU3aluIo;

2) ycTaHaBJIMBATh pa3Mep B3HOCA Il YYaCTHUKOB MEPONPHUATUM, yKa3aHHBIX B a03alle MepBOM
HACTOSIIIECH YacTH, MPEBBIIIAIONIMN CYMMY 3aTpaT Ha OPraHU3alMI0 YKa3aHHBIX MEPONPUSATHNA U BEIYILIHI
K HCOOOCHOBAHHOMY OTPaHMUYCHHIO YUCIIA UX YYaCTHHKOB.

2. Opranuzanmu, yKa3aHHble B a03are rnepBoM dactu 1 ctateu 67.1 Hacrosimero demepaabHOTO
3aKOHA, UX MPEICTABUTENN, OCYIIECTBIIIONINE OpraHu3anuio U (i) (uHAHCHPOBAHUE MEPONPHUITHH,
yYKa3aHHbIX B 4acTH | HacTosIIel cTaThu, 00s13aHbl 0OecTeYnBaTh AOCTYI K HH(OpMaluu o f1ate, MecTe u
BPEMEHM IIPOBEJCHUS YKa3aHHBIX MEPONPUATHH, IUIaHaX, MporpaMMmax IPOBEACHUSA YKa3aHHBIX
MEPONPUATHIA U TeMax, IUIaHUPYEMbIX ISl PACCMOTPEHUS, COCTaBE MX YYACTHUKOB MyTeM pa3MeLICHHs
COOTBETCTBYIOILIEH MH(OpMaIMKM Ha CBOMX O(UIMAIBHBIX caifiTax B ceT "MHTepHeT" He Mo3aHee IBYX
MecsIEB 0 Havajia MpOBEACHUS YKa3aHHBIX MEPOIIPUSTHI.

3. Mudopmanus o mpoBeIeHUH MEpOIPHUITHN, YKa3aHHBIX B YacTU | HACTOSIIEH CTaTbd, B CPOK,
YCTAaHOBJICHHBIM YacThI0 2 HACTOSIIECH CTAaThH, JOJDKHA OBITH HampaBiieHa B (eaepalbHbI OpraH
UCTIOJHUTEJIIHOM  BNACTH, OCYLIECTBISIOMMKA (YHKIMM 1O KOHTPOJIIO U Haa3opy B cdepe
3/IpaBOOXpAHEHUs, ISl MOCIEIYIOIEro pa3MelleHus ee Ha OQUIIMAIbHOM CaiiTe 3TOro OpraHa B CETH
"NuTepuer".

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIUN NPU OEPALLEHUU NEKAPCTBEHHbIX CPEACTB
N BOSMELLEHUE BPEOA, NPUYNHEHHOIO 340POBbLIO NrPAXXOAH
BCNEACTBUE NPUMEHEHUA JIEKAPCTBEHHbIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTbL 3a HapylweHue 3akoHopaTenbcTBa Poccunckon
®depepaumu npm ob6paLieHUn nekapcTBEHHbIX CPeacTB
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

1. Hapymenue 3akoHomarenbcTBa Poccuiickoii dexepanuu Mpu OOpAIICHUH JIEKAPCTBEHHBIX
CPEICTB BJEYET 3a COOOH OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOJATEIbCTBOM Poccuiickoii
denepanuu.

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

2. 3a HempeACTaBJICHHE WM HECBOEBPEMEHHOE TpecTaBleHne nHpopManuu u (W) JOKYMEHTOB
mub0 TPENCTaBICHWE HEIOCTOBEPHBIX HWH(poOpManmuu U (WIH) JOKYMEHTOB, MPEIyCMOTPEHHBIX
HacrosiuM ~ DefepabHBIM ~ 3aKOHOM, CYOBEKThl OOpalieHHsi JICKapCTBEHHBIX CPEACTB  HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoit denepaunm.

(gactp 2 BBeneHa DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03; B pen. denepaabHOTO 3aKOHA OT
04.06.2018 N 140-®3)

Cratba 69. Bo3meweHne Bpepa, NpMUYMHEHHOro 340POBbLIO rpaxaaH BcneacTBue
NPUMeHeHNs feKapCcTBEHHbIX NpenapaTos

1. Ilpou3BoauTeh JEKAPCTBEHHOTO Mpenapara 00si3aH BO3MECTUTh Bpel, MPUUNHEHHBIN 310POBbIO
IpakJaH BCIAEACTBUE MPUMEHEHHUS JIEKAPCTBEHHOIO Mpernapara, €clid JOKa3aHo, 4To:

1) nexkapcTBeHHBIH Mpenapar MPUMEHSJICS MO HAa3HAYEHHIO B COOTBETCTBUM C HHCTPYKIHMEH IO
NPUMEHEHHIO JICKApCTBEHHOTO Ipernapara UM NPUYMHONW Bpela SIBHICS BBOJ B TPAXKAAHCKUN 00OpOT
HeZ00pOKayeCTBEHHOTO JIEKapCTBEHHOT'O IIpernapara;

2) Bpeln 3I0pOBBI0 NPUYMHEH BCJEJICTBHE HEIOCTOBEPHON HMHGOpPMAaLUHU, CcoAepKaleiics B
MHCTPYKLMHU IO MPUMEHEHHUIO JIEKAPCTBEHHOIO MpernapaTa, U3JaHHOW MTPOU3BOAUTENIEM JIEKapCTBEHHOTO
npernapara.

2. B cnyuae, eciau Bpell 310pOBbIO TPakJaH MPUYMHEH BCJEICTBHUE MPUMEHEHUS JIEKAPCTBEHHOTO
mperapara, MPUIISANIET0 B HETOJHOCTh B PE3yJIbTaTe HAPYIICHHS MPABHI XPAHECHUS JIEKAPCTBEHHBIX
CPEICTB, MPaBWJI ONTOBOM TOPIrOBIM JIEKAPCTBEHHBIMU IpenapaTaMy, MPaBUJI OTIyCKa JEKapCTBEHHBIX
MpermapaToB, MPaBWI M3TOTOBICHHUS M OTIyCKa JIGKAPCTBEHHBIX MPENapaToB, BO3MEIICHHWE Bpeaa
OCYILIECTBIISIETCS COOTBETCTBEHHO OpraHu3alliell ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMH CPEICTBaMH,
anTeuyHOW oOpraHu3anuell, WHAMBUAYAILHBIM MpEANpPUHUMATENIEM, HWMEIONUMHU JHUICH3UI0 Ha
(bapMalleBTUUECKYIO JESATENbHOCTh WM JUIEH3UI0 Ha METUIIMHCKYIO AESTeIbHOCTb, METUIIMHCKON
OpraHM3alyeil, HMEIoIeH JUICH3WI0 Ha (apMaleBTUYCCKYI0 ACSITENLHOCTh (€€ 000COOIEeHHBIM
noApaszaeneHneM (amOynatopueit, GenpamepckuM U (PerbaepceKo-aKymepckuM MyHKTaMH, IIEHTPOM
(otnenenuem) oOmielt BpaueOHON (ceMeiHOW) MPAaKTHKH), PACIIONIOKEHHBIM B CEITLCKOM HACEIEHHOM
MIYHKTE, B KOTOPOM OTCYTCTBYET amnTeyHas OpraHu3alys), JONyCTUBLIIMMH MPOJAXy WM OTIIYCK TaKOTO
JIEKapCTBEHHOTO TIperapaTa.

(B pen. @enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

3. Bos3Mmemenue Bpeaa, NPUUMHEHHOIO 3J0POBBIO TIpa)JaH BCJIEACTBUE IPUMEHEHUs
JIEKapCTBEHHBIX IPENapaToB WJIM COBEPIICHUS MPOTHBOIPABHBIX NEMCTBUI CyObeKTaMu OOpalieHus
JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIETCS B COOTBETCTBUM C 3aKOHOAATEILCTBOM Poccuiickoit
denepanuu.

Mnaea 16. 3AKITIOYUTEJIbHbLIE NMOJIOXKEHUA

Cratbsa 70. O NPU3HAHUUN yTPpaTUBLWUUMU CUNy OTAEJIbHbIX 3aKOHOAATelNIbHbIX aKTOB
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

(nonoxeHun 3akoHoaaTenbHbIX akToB) Poccumnckon ®epgepauum

[Tpu3HaTh YTPaTUBIIUMU CHITY:

1) denepanbubiii 3akoH ot 22 uwoHA 1998 roma N 86-®3 "O nexapcTBEeHHBIX cpencTBax”
(Cobpanue 3akonoaarenscTBa Poccuiickoit @eneparuu, 1998, N 26, ct. 3006);

2) ®enepanbhblil 3akoH OT 2 sHBaps 2000 roga N 5-O3 "O BHeceHHH W3MEHEHUS U JOMOJHEHUN B
Oenepanpubiii 3akoH "O jexapcTBeHHBIX cpeacTBax" (CoOpanme 3akoHOmarenbcTBa Poccuiickoit
®epnepanuu, 2000, N 2, cT. 126);

3) crarbio 40 @enepanbHoro 3akona ot 10 saBaps 2003 roga N 15-®3 "O BHeceHUH W3MEHEHHU U
JOTIOJIHEHUN B HEKOTOpPbIE 3aKOHoOAATeNbHbIE akThl Poccuiickoin denepanuu B CBA3H C NPUHATHEM
OenepanpHoro 3akoHa "O  JUIEH3WPOBAHMM OTACHBHBIX BUIOB aAestenpHocTH" (CobOpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2003, N 2, ct. 167);

4) crarpio 31 ®enepansHoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeceHHH M3MEHEHUN U
JOTIOJIHEHU B HEKOTOpPBIE 3aKOHOAATENIbHbIEC aKkThl Poccuiickon denepanuu, NpU3HAHUU YTPATUBILIUMU
CUJIy OTHAEJBbHBIX 3aKOHOJATENbHBIX akToB Poccuiickoii dexneparuu, NpPeIOCTABICHUU OTIAEIbHBIX
rapaHTUil COTPYAHUKAM OPTraHOB BHYTPEHHHUX JIEJ, OPTaHOB MO0 KOHTPOJO 32 000POTOM HAPKOTHUECKUX
CPEICTB M TICUXOTPOITHBIX BEIIECTB M YMPa3aHICMBIX (eepallbHbIX OpraHOB HAJIOTOBOW TOJIMIIUUA B
CBSI3U C OCYIIECTBICHHEM MEp IO COBEPIICHCTBOBAHHIO rocynapcTBeHHoro ympasieHus" (CoOpanue
3akoHomarenbcTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crarbto 101 ®denepanbHOro 3akona ot 22 asrycrta 2004 roga N 122-®3 "O BHeCcEeHUH U3MEHEHM
B 3akoHoAaTelbHble akThl Poccuiickoii denepanm ¥ NpU3HAHUU YTPATUBIIMMHU CHIIY HEKOTOPBIX
3aKOHOAATENbHBIX akTOB Poccuiickoii Penepauuu B cBA3M ¢ npuHsatueM dDenepanbHbIX 3akoHOB "O
BHECCHMHM HM3MEHECHHH M nomoyiHeHni B DepepanbHblii 3akoH "OO OOMMX MPUHIUINAX OpTraHU3aIH
3aKOHOAATENbHBIX (IPEJICTABUTENIBHBIX) W MCIOJIHUTEIbHBIX OpPraHOB TIOCYJAapCTBEHHOM BIACTH
cyorektoB  Poccmiickoit ®@enepammu” wu  "OO0 oOmuMX TOpWHIWIAX OPTaHW3alldd  MECTHOTO
camoympasneHust B Poccuiickoit ®enepanuu” (Cobpanue 3akononatensctBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) crarbio 28 denepanpHOro 3akoHa oT 18 nexadbps 2006 roga N 231-D3 "O BBeneHHH B ICHCTBHE
gacTu d4eTBepToi ['paxmaHckoro koxaekca Poccwuiickoit ®enepanuu” (CoOpaHue 3aKOHOIATEIBCTBA
Poccuiickoit ®enepamuu, 2006, N 52, ct. 5497).

CraTtba 71. BctynneHue B cuny Hactosiwero ®enepanbHOro 3akoHa

1. Hacrosiuit ®denepanpHblii 3aK0H BeTymnaeT B cuity ¢ 1 centsiops 2010 roaa.

2. JlekapcTBeHHBIE CpEICTBA, 3apETUCTPUPOBAHHBIC 10 THS BCTYIUICHHS B CHIJIy HACTOSIIETO
®denepaabHOTO 3aKOHA, MOJJIEKAT BKIIOUECHUIO B TOCYAAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEJCTB C
BHECCHHEM YKa3aHHBIX B 4acTh | cratbu 33 Hactosimero denepallbHOTO 3aKOHA CBEACHHH 00 ITHX
JICKApCTBEHHBIX CpEJICTBaX 0e3 MPOXOXKICHHS BHOBb MPOIENYphl T'OCYJAapPCTBEHHON pErHCcTpaiuu
JIEKapCTBEHHBIX MTPENapaToB.

3. FOCYI[apCTBeHHaH perucTpanus JICKapCTBCHHBIX MPCIapaToB, 3@ UCKIIIOUCHUCM JICKAPCTBCHHBIX
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(peg. ot 20.10.2022)
"06 obpalleHMn NeKapCTBEHHbIX CpeacTB”

[okymeHT npepocTtasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 09.11.2022

MpernaparoB ISl MEIUIIMHCKOTO MPUMEHEHHS, MPEICTABICHHBIX HA YKa3aHHYIO PETHCTPAIMIO JIO JIHS
BCTYIUICHHS B CUJIY HACTOAIICTO q)e,[[epaHBHOFO 3dKOH4, OCYHICCTBIIACTCA B COOTBETCTBUH C HACTOAIIUM
denepanbHBIM 3aKOHOM Ha OCHOBAaHUM JIOKYMEHTOB W JIaHHBIX, IPEJCTABICHHBIX /IO JHS BCTYIUICHUS B
cuty Hacrosiero denepaabHOTO 3aKOHA.

(B pen. @enepanpuoro 3axkoHa ot 11.10.2010 N 271-D3)

3.1. 'ocynapcTBeHHas perucTpanus JeKapCTBEHHbBIX IIPENapaToB A MEIUIMHCKOTO IPUMEHEHHUS,
IIPEICTABICHHBIX HA TOCYJNAPCTBEHHYIO PETUCTPALMIO [O JHS BCTYIUIEHUS B CHIY HACTOSLIETO
@enepalbHOTO  3aKOHA, M TOCYAApCTBEHHAs perucTpanus JIEKApCTBEHHBIX IPENapaToB ISl
MEIMIIMHCKOTO IPUMECHEHHs, IPEICTaBICHHBIX Ha DJKCIEPTU3Y JICKaPCTBEHHBIX CPEACTB 1O IHS
BCTyIUIEHUSI B cuily Hactosuiero denepanbHOro 3akoHa B LIENAX MX IOCIEAYIOLIEH rocyaapCTBEHHOMN
PETHCTpalMK, OCYIIECTBISIOTCS HAa OCHOBAaHMM JOKYMEHTOB W JIaHHBIX, IPEICTaBICHHBIX A0 IHSA
BCTYIUIEHUSI B CUIy Hacrosiero ®enepanbHOro 3aKkOHA, a TaKKe 3asdBJICHUS O TOCYJapCTBEHHOMN
pErHCTpalMM  JIEKAPCTBEHHOI'O  IIpenapara, IPEeACTaBICHHOIO IPOM3BOAUTEIEM  JIEKAPCTBEHHBIX
IIPENapaToB WIM YIOJIHOMOYEHHBIM UM JIMLIOM B COOTBETCTBUU C HacTosAmuM denepanbHbIM 3aKOHOM B
YIIOJITHOMOYECHHBIA (pefiepalibHbIN OpraH UCIIOHUTENbHOU BiacTu 10 1 maprta 2011 roga, 6e3 TpeboBanms
YILIaThl TOCYJaPCTBEHHOM MOLUIMHBL, IPELYCMOTPEHHOM 3aK0HOMaTenbcTBOM Poccuniickoit Penepauuu o
Hajorax u coopax.

(uacts 3.1 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.2. TloarBepkaeHWE TOCYIApPCTBEHHOW PETUCTpPALlMM  JIEKAPCTBEHHBIX IMPEMApaToB  JIs
MEIUIIMHCKOTO MPUMEHEHMS, MPEACTABIEHHBIX I MOATBEPKACHUS IOCYAAPCTBEHHOW PETUCTpalMU 10
IHS BCTYIUIEHMS B CWIy Hactosiero @denepanpHOrO 3aKOHA, W MOATBEPKICHUE TOCYAApCTBEHHOM
pEerucTpalMy JIEKAPCTBEHHBIX IPENapaToB JUIsl MEAMLMHCKOIO IPUMEHEHMsI, INPEACTABIEHHBIX Ha
JKCIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB JI0 JHS BCTYIUIEHUS B CHIy Hactosmero denepaibHOrO 3aKOHA B
LEISIX TIOCIEAYIOLIET0 IMOATBEPKACHUS HUX TOCYJAapCTBEHHOM pEerucTpanuy, OCYIIECTBISAIOTCS Ha
OCHOBaHMM JOKYMEHTOB W JIaHHBIX, NPEACTABICHHBIX 1O JHsS BCTYIUIEHHS B CHJIY HAaCTOSIIErO
@DenepalbHOTO 3aKOHA, a TaKXKe 3asdBJICHHS O MOATBEPXKICHUU TOCYIAapCTBEHHOW perucTpanuu
JIEKAPCTBEHHOT'0 IIpernapara, IMPEICTAaBICHHOIO IPOU3BOJUTEIEM JIEKAPCTBEHHBIX IPENapaToB WU
YIOJTHOMOYEHHBIM MM JIMIIOM B COOTBETCTBUM ¢ HacTosimuM @DenepanbHbIM  3aKOHOM B
YIIOJITHOMOYECHHBIA (pefiepalibHbIN OpraH UCIIOHUTENbHOU BiacTu 10 1 maprta 2011 roga, 6e3 TpeboBanms
YILIaThl TOCYJaPCTBEHHOM MOLUIMHBL, IPELYyCMOTPEHHOM 3aKOHOAaTenbCcTBOM Poccuniickoit Penepaunu o
Hajorax u coopax.

(uactsb 3.2 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.3. Ilpunatve pemieHHuss O BHECEHUM M3MEHEHHMH B JIOKYMEHTBI, COJEp)Kaluecs B
PETUCTPALIMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Uil MEIULMHCKOTO
IPUMEHEHHs U IPEJCTABICHHbIE A0 IHS BCTYIJICHMs B cuily Hacrtosamero denepanbHOro 3akoHa, U
IIPUHATHE PELICHNS O BHECEHUU U3MEHEHUH B JOKYMEHTBI, COZIepKallleecsl B PpETUCTPALlMOHHOM JI0ChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN MTpenapar i MEAUIIMHCKOTO IPUMEHEHUS U MIPECTABICHHbIE HA
9KCIIEPTHU3Y JIEKAPCTBEHHBIX CPEACTB 1O JHS BCTYIUIEHMSI B CHIIy HacTosiero denepajbHOrO 3aKOHa,
OCYILLIECTBJISIOTCS. HA OCHOBAHUU JOKYMEHTOB U JAHHBIX, IPEACTABICHHBIX 10 JHS BCTYIUICHHUS B CHILY
Hactosauero denepanbHOro 3aKOoHA, a TaKKE 3asBICHUS O BHECEHMHM HW3MEHEHUH B JIOKYMEHTHI,
CoJiepKalIiecs B PErHCTPALMOHHOM JIOChE€ Ha 3aperMCTPUPOBAHHBIM JICKApCTBEHHBIN NpenapaTr A
MEIUIIMHCKOTO IMPUMEHEHHUS], IMPEICTaBICHHOIO MPOM3BOAMUTEIEM JIEKAPCTBEHHBIX IPENApaToOB WIIU
YIOJIHOMOYEHHBIM KM JIMIIOM B COOTBETCTBMM C HacTosmuM DenepajabHbBIM 3aKOHOM B
YIIOJIHOMOYEHHBIN (hefiepalibHbId OpraH UCTIONHUTENbHOU BiacTu A0 1 mapra 2011 rona, 6e3 TpeGoBaHus
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YIUJIAThl TOCYIapCTBEHHOM MONUIMHBI, TPEYCMOTPEHHOM 3aKOHOAATeNIbCcTBOM Poccuiickon dexneparuu o
Hajorax u coopax.
(gactb 3.3 B pen. @enepanpuoro 3akona ot 29.11.2010 N 313-D3)

3.4. Bplmaua paspenieHM Ha TPOBEACHHME KIMHUYECKMX HCCIIEJOBAHMM JIEKAPCTBEHHBIX
IIPENapaToB [UIsl MEIULUHCKOTO NPUMEHEHUS IO 3asBJICHUSAM, NOJAHHBIM 0 JHS BCTYIUICHUS B CHILY
Hacrosuero denepanbHOro 3aKOHA, a TAKXKE I10 3asBJICHUSM, ITIOJAHHBIM I10CJIE JHS BCTYIUICHUS B CUILY
HacTosAmero denepaabHOro 3aKOHA HA OCHOBAHUM JKCIIEPTHU3, IPOBEICHHBIX 1O IHSA BCTYIUICHHS B CHILY
Hacrosuiero denepanbHOro 3aKOHa, OCYIIECTBISAECTCS B COOTBETCTBMM ¢ HacrosamuM dDenepanbHbIM
3aKOHOM Ha OCHOBaHUM JOKYMEHTOB M JAHHBIX, IPEJCTABICHHBIX WU MOJYYEHHBIX 10 IHS BCTYIJICHUS
B cuiy Hacrosmero denepanbHOro 3aKOHa, a TAKKE Ha OCHOBAHUM KOIMH IIPEJBAPUTEIBHOTO 10rOBOpa
0053aTEIBHOTO  CTPAXOBAaHUS  KU3HHM, 3/0pOBbSl NAIMEHTOB, YYaCTBYIOUIMX B KJIMHUYECKOM
HCCIIEAOBAHUM JIEKaPCTBEHHOTO IIpernapara Ui MEIULMHCKOIO IPUMEHEHUs, WIM KOIMM JI0roBOpa
00513aTEJIBHOTO  CTPAXOBAaHUS  KU3HM, 3/10pOBbS NAIMEHTOB, YYaCTBYIOUIMX B KJIMHUYECKOM
UCCIICZIOBAaHUM JICKAPCTBEHHOI'O Mperapara A MEIUIUMHCKOro MPUMEHEHHs, JH0O0 MpeacTaBIeHHON
KOIIMM J0rOBOpa 00s3aTeIbHOI0 CTPAXOBAHUS, 3aKIIOUEHHOTO B COOTBETCTBUU C THUIOBBIMU IPaBUIAMU
00513aTEILHOTO CTPaxOBaHUs, C YKa3aHUEM MpPEJeNbHONW YMCIEHHOCTH NAIMEeHTOB, YYaCTBYIOIIUX B
KJIMHUYECKOM HCCIIEZJIOBAaHUM JIEKAPCTBEHHOI'O IIpernapara A MEIULUHCKOro IpUMEHEeHHs, 0e3
TpeOOBaHUS YIUIAThl TOCYIapCTBEHHOW MOIUIMHBI, MPEIYCMOTPEHHOM 3aKOHOAATeNbcTBOM Poccuiickoii
denepanuu 0 Hajorax u cOOpax.

(uactb 3.4 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.5. 3aperucTpupoBaHHbIE B WHOCTPAHHOW BaJIOTE€ JO JIHS BCTYIUICHHS B CHJIYy HACTOSIIETO
@DenepalbHOTO 3aKOHA IIPEENIbHBIE OTIYCKHBIE LIEHBI MHOCTPAHHBIX ITPOU3BOIUTENIEH HA JIEKApCTBEHHBIE
mpernapaThl, BKIIOYEHHbIE B IE€pPEUYEHb KU3HEHHO HEOOXOOUMBIX M BaXHEHIINX JIEKapCTBEHHBIX
IpernaparoB, MOJUIeKAT MepecueTy B pyonu no kypey Llentpansaoro 6anka Poccuiickoit @enepannu Ha
naty, ycraHoBiieHHyIo I[IpaButenbctBoM Poccuiickoit ®enepammu, 0e3 MpeacTaBiICHUS 3asBJICHUS O
IIEpPECUETE LIEHBl C BHECEHUEM COOTBETCTBYIOIIMX W3MEHEHUH B IOCYNapCTBEHHBIH PEECTP NPEIEIbHBIX
OTIYCKHBIX II€H NMPOU3BOJAUTENIEH HA JIEKAPCTBEHHBIE MPENapaThl, BKIFOYEHHBIE B MEPEUYCHb KU3HEHHO
HEO0OXOIMMBIX ¥ BaXKHEUIITNX JICKAPCTBEHHBIX MTPEIapaToB.

(gactp 3.5 BBeaeHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE 1O [JHS BCTYIUIEHUS B CHIy Hacrosiero ®enepanbHOro 3aKOHA
IpeJe/bHble OTIYCKHbIE LEHBbl POCCUHCKHUX MPOU3BOAMUTENIEH Ha JIEKAPCTBEHHbIE IIPENapartsl,
BKJIIOYCHHBIE B I€pEUCHb JKU3HEHHO HEOOXOIMMBIX W BaXXHEUIIMX JIEKAPCTBEHHBIX MPENapaToB,
nojyiexkaT uHaekcaruu ¢ 1 HosiOps 2010 roma wWcxoas W3 TPOTHO3UPYEMOTO YPOBHS HWHQIIAINH,
ycraHoBieHHOTO DenepanbHbIM 3akoHOM OT 2 nekadps 2009 roxa N 308-D3 "O ¢denepanbHoM OromKeTe
Ha 2010 rox u Ha ranoBbId niepuoa 2011 u 2012 rogos" Ha 2011 rox.

(uacTsb 3.6 BBeneHa PenepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. llocne 1 mapta 2011 roga He momyckaroTcsi IPOU3BOJCTBO U BBO3 B Poccuiickyro denepaiuto
JIEKapCTBEHHBIX MPENapaToB B YIIAKOBKAaX ¢ MApKUPOBKOU, KOTOpas Oblila HAHECEHA JI0 THS BCTYIUICHUS B
cuny Hactosmero deaepanbHOro 3akoHa. [lo MCTEYeHMM yKa3aHHOTO CpPOKa JIaHHBIE JIEKAPCTBEHHBIC
npenapaTrsl MOT'YT OTIYCKaTbCsl, PEaTU30BBIBATHCS, MEPENABATHCS M MPUMEHSATHCS 10 UCTEUEHHUS HX
CpOKa TOAHOCTH.

(B pen. @enepanbubix 3akoHOB OT 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)

4. Co gusa BeryruieHust B cuiy Hacrosmero ®enepanbHoro 3akona u no 30 ampenst 2011 ropa
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BKJIIOUMTENBHO  JOMYyCKAeTCs MPOBEIEHUE OSKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB  AKCIEPTaMHU
SKCIEPTHOTO  YUPEXKACHUS [0 MPOXOXKIEHUS HMHM aTTeCTallud B TOPSAJKE, YCTAaHOBICHHOM
YIIOJTHOMOYEHHBIM (eiepaibHbIM OPTaHOM HCIIOTHUTENLHOM BIIACTH.

5. Co gus BeryruieHus: B cuity Hacrosiero ®dexepansHoro 3akoHa u mo 31 nexabps 2013 roxa
BKJIFOUNTENBHO OCYILECTBIISIETCS MEPEXO] K IPOU3BOJCTBY JICKAPCTBEHHBIX CPEICTB B COOTBETCTBHHU C
IIpaBWJIaMH OpPraHU3alMM MPOU3BOACTBA U KOHTPOJISI KAUECTBA JIEKAPCTBEHHBIX CPENCTB, YKa3aHHBIMU B
gacti 1 ctatebum 45 Hactosmero @denepalbHOrO0 3aKOoHa, B MOJMHOM oObeme. Cpoku mepexoja
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K MX IPOMU3BOACTBY B COOTBETCTBUM C KOHKPETHBIMHU
TpeOOBAHUSAMHU HAHHBIX IPAaBUJ, BKJIIOYAs CPOKU aTTECTALMM YHNOJHOMOYEHHBIX JIMI], YKa3aHHBIX B
gactax 6 m 7 crateu 45 Hacrosero PenepanbHOro 3aKOHa, ycraHaBiaMBaroTcsi lIpaBuTenbcTBOM
Poccuiickoit @enepanuu.

6. JIuueH3un Ha NPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB, BbIIaHHbBIE 10 1 sHBaps 2014 ropa,
nercTByroT nocie 1 suBaps 2014 roma q0 McTedeHUs CpoKa MX JEUCTBUA MPU YCIOBHM COOTBETCTBHS
JUIEH3MaTa IpaBWJaM OpraHU3alluy IPOU3BOJCTBA U KOHTPOJS KauecTBa JIEKAPCTBEHHBIX CPEICTB,
YKa3aHHBIM B yacTu 1 ctatbu 45 Hactosiiero deaepaibHOro 3aKoHa.

7. ®dopmupoBaHHE TOCYAApPCTBEHHOTO 3aJlaHUS Ha MPOBEACHHE OJKCIEPTU3bl JIEKAPCTBEHHBIX
cpeacTB (denepaabHOMY TOCYAApCTBEHHOMY OIOJDKETHOMY YUYPEKICHHIO MO MPOBEICHHUIO SKCIIEPTHU3BI
JIEKapCTBEHHBIX CPENICTB M (PMHAHCOBOE OOECTICUCHHE BBIMOIHEHUS 3TOTO 33/IaHUsl OCYIECTBISIOTCS B
nopsiake, ycraHoBjaeHHOM DenepaibHbIM 3aKkOHOM OT 12 siHBapst 1996 roga N 7-@3 "O HekOMMeEpUYECKUX
opraHuzanusx".

(dgactpb 7 BBenena denepabHbIM 3aK0HOM OT 29.11.2010 N 313-D3)

[Ipe3uneHt
Poccuiickoit ®enepanun
JA.MEJIBEJIEB
Mocksa, Kpemib
12 anpens 2010 roga
N 61-®3
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