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CrrcoK M3MEHSIOMUX TOKYMEHTOB
(B pen. @enepanbHbix 3aKk0HOB oT 27.07.2010 N 192-D3,
or 11.10.2010 N 271-®3, 01 29.11.2010 N 313-®3, o1 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 (pen. 13.07.2015), ot 08.03.2015 N 34-D3,
0T 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-D3, ot 14.12.2015 N 374-D3, o1 29.12.2015 N 389-D3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-D3, o1 29.07.2017 N 242-D3, o1 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-D3, o1 27.12.2018 N 511-P3, o1 06.06.2019 N 134-D3,
o1 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-D3,
oT 27.12.2019 N 475-®3, o1 27.12.2019 N 478-D3, o1 27.12.2019 N 481-D3,
o1 26.03.2020 N 67-®3, ot 01.04.2020 N 98-d3, ot 03.04.2020 N 105-D3,
ot 13.07.2020 N 206-D3, ot 08.12.2020 N 429-D3, o1 22.12.2020 N 444-D3,
ot 11.06.2021 N 170-®3, ot 08.03.2022 N 46-D3, ot 26.03.2022 N 64-D3,
ot 14.07.2022 N 311-®3, ot 19.12.2022 N 519-®3)

Masa 1. OBLWUE NOJIOXKEHUA
CraTtbsa 1. NMpeameT perynupoBaHusa HacTosilero ®eaepanbHOro 3akoHa

1. Hacrosmmit ®enepanbHblii 3aKOH pEryjaupyeT OTHOILIEHHs, BO3HHMKAKOIIHE B CBA3U C
oOparieHueM - pa3paboTKO#, JMOKIMHUYECKMMHU MCCIEIOBAHUSAMH, KIMHUYECKUMM HCCIEIOBaHUAMH,
JKCIEPTHU30M, TOCYAApPCTBEHHOM PpErucTpalueii, co CTaHAapTh3auuMed M C KOHTPOJEM KayecTsa,
IIPOU3BOJCTBOM, H3rOTOBJIEHHEM, XPAaHCHUEM, IEPEeBO3KOM, BBO30M B Poccuiickyro denepaunuto,
BbIBO30M M3 Poccuiickoit denepannu, pekiamoil, OTIYCKOM, peain3alel, nepeaadeii, NpuMeHEHHEM,
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YHUYTOXKEHHEM JIEKaPCTBEHHBIX CPEJICTB.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hacrosmmii @enepanbHblil 3aKOH yCTAHABIMBACT IPHOPUTET TOCYAAPCTBEHHOTO PETYINPOBAHHUS
0e30macHOCTH, KauecTBa 1 3(P(EKTUBHOCTH JICKAPCTBEHHBIX CPEACTB IPU UX OOPAICHUH.
(B pen. @enepanpHoro 3akoHa ot 25.06.2012 N 93-D3)

CraTtba 2. Ccepa npumeHeHUsa HacTosiwero ®PenepanbHOro 3akoHa

Hacrosmuit ®enepanbHblil 3aKOH INPUMEHSIETCS K OTHOIIEHUSM, BO3HUKAIOIIMM INPH OOpaleHuH
JIEKApCTBEHHBIX CPEICTB Ha Tepputopun Poccuiickoit denepanuu.

Cratbs 3. 3aKkoHoAaTeNnbLCTBO 006 OOpaLeHnn nekapCcTBeHHbIX CpeacTB

1. 3akoHOmaTenbCTBO 00 OOpamieHUH JIEKAPCTBEHHBIX CPEACTB COCTOMT U3 HACTOSIIETO
@denepallbHOTO 3aKOHA, APYruxX ¢eAepanbHbIX 3aKOHOB M HMHBIX HOPMATHUBHBIX IMPABOBBIX aKTOB
Poccuiickoit ®enepanuu.

1.1. 3akoHOIaTENBCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEJICTB B OTHOIICHUH FOPUIMYECKUX JIHIL U
UHIUBUAYAJIBHBIX  IpEIIpUHUMATENCH,  OCYIIECTBISAIOIIUX  JEATEJbHOCTH  Ha  TEPPUTOPHU
MEXIYHApOJAHOTO MEIUIIMHCKOTO KjacTtepa, MPUMEHSETCS C y4eTOM OCOOEHHOCTEW, YCTaHOBJICHHBIX
®enepanbHbiM 3aKOHOM "O MEXKIYHApOJAHOM MEIUIIMHCKOM KJIacTepe M BHECEHHWU HM3MEHEHUU B
OTJIeNbHbIE 3aKOHOaTeNbHbIe akThl Poccuiickoit @enepanmu.

(uactsb 1.1 BBenena @enepasibHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. lleiictBue Hacrosero denepaibHOro 3aK0Ha pacpocTpaHsIeTcs Ha o0palieHne HapKOTHUECKUX
JIEKapCTBEHHBIX CPEJICTB U IICUXOTPOIHBIX JIEKAPCTBEHHBIX CpPEICTB C YYE€TOM OCOOEHHOCTEH,
YCTaHOBJIEHHBIX  3aKOHoAaTenbcTBOM  Poccuiickoit ®denepanum O  HAapKOTUYECKUX — CPENCTBAx,
MICUXOTPOIHBIX BEIIECTBAX U 00 UX MpeKypcopax.

3. Je#ictBue Hacrosimero @DenepanbHOrO0 3aKOHA  pacHpoCTpaHseTcs Ha  oOpallieHue
paguodapMaleBTUYECKUX JIEKAPCTBEHHBIX CPEACTB C YYE€TOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHoaarenscTBoM Poccuiickoit denepainu B o01actu obecredeHus paaualioOHHON 6€30MacHOCTH.

4. Ecnn MexIayHapoIHbIM oroBopoM Poccuiickoit @enepanyivi yCTaHOBJIEHBI MHBIE MPaBUIa, YeM
T€, KOTOpBIE IIPEeAyCMOTpeHbl HactosamuM DenepanbHbIM  3aKOHOM, IMPHUMEHSIOTCA IIPaBUIA
MEXIYHapOAHOIO JOTOBOpA.

4.1. PemeHuss MEXroCcylapCTBEHHBIX OpraHoB, IIPUHATHIE HAa OCHOBAaHUM  IIOJOXEHUM
MEXIYyHApOAHBIX J0roBopoB Poccuiickoii ®enepauun B WX HCTOJKOBAaHWH, IPOTHBOpEYAILEM
Konctutynun Poccuiickoit @enepanuu, He nojexar ucnoiaHeHuto B Poccuiickoit @enepanuu. Takoe
MIPOTUBOPEYNE MOXKET OBITh YCTAHOBJIEHO B TOPSAKE, OMpeleIeHHOM (eepalbHbIM KOHCTUTYIIMOHHBIM
3aKOHOM.

(dactp 4.1 BBegeHa denepanbabiM 3akoHOM OT 08.12.2020 N 429-03)

5. B Poccuiickoii @enepanuu B COOTBETCTBUU C MEKIYHAapOIHBIMU Jorosopamu Poccuiickon
Qenepau ¥ (WIM) Ha OCHOBE NPHUHLMIA B3aUMHOCTH TPU3HAIOTCA PE3YNbTAaThl KIMHUYECKHX
UCCIEAOBAHUMN JIEKapCTBEHHBIX IIPENAaparoB Uil MEIULMHCKOIO IIPUMEHEHHS, IPOBEICHHBIX 3a
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npeaenamu tepputopun Poccuiickoit denepanumu.
CtaTtbs 4. OCHOBHbIe NOHATUA, UCNOSNb3yeMble B HacTosiwem PeaepanbHOM 3aKOHe

I[J'ISI ueneﬁ HaCTOAIICTO (De,Z[epaJ'II)HOFO 3aKOHA UCIIOJB3YHOTCA CICAYIOINE OCHOBHBIC ITOHATHS:

1) nekapCTBEHHBIC CpEJCTBA - BEIIECTBA WM WX KOMOWHAIIMM, BCTYMAIOIIME B KOHTAKT C
OpPraHM3MOM YEJIOBEKa WJIM JKMBOTHOI'O, IPOHUKAIOIIME B OPraHbl, TKAHH OpraHU3Ma YeJOBEeKa WIIN
KUBOTHOTO, TPUMEHSEMBbIC JUIsI MPOQPWIAKTHKH, TUATHOCTHKU (32 WCKIIOYCHHEM BEIISCTB WU UX
KOMOHMHAIIMIA, HE KOHTAKTHPYIOLNIUX C OPraHU3MOM YeJIOBEKAa WJIM YKHUBOTHOTIO), JICUCHUS 3a00JICBaHMS,
peabunuTanyu, Uisi COXpaHEHUs, MIPEIOTBPALICHUS WIH MPEPhIBaHUs OEPEMEHHOCTH M TIOJyYEHHBIC U3
KPOBH, IUIa3Mbl KPOBH, U3 OPraHOB, TKAHCH OpraHW3Ma 4ejOBEeKa WM )KHBOTHOTO, PACTCHUI, MHHEPAJIOB
METOJIaMU CHHTE3a WM C MPUMEHEHHEM OHMOJOTMYECKHX TEXHOJormil. K JekapcTBEHHBIM CpeicTBaM
OTHOCATCS (hpapMaIleBTUYCCKHE CyOCTaHIIUH U JICKAPCTBEHHBIC TIPENapaThl;

2) ¢apmareBTHUECKasT CyOCTaHIUS - JIEKAPCTBEHHOE CPEICTBO B BHJE OJHOTO WIJIM HECKOJIBKUX
obnaiaromux GapMaKoJIOrn4ecKoi akKTUBHOCTBIO AEHCTBYIOIINX BEIIECTB BHE 3aBUCUMOCTH OT IPUPOJIBI
MPOUCXOXKACHUS, KOTOpPOE IMpeaHa3HAueHO JUIsi TPOW3BOJCTBA, M3TOTOBJICHHUS JIEKAPCTBEHHBIX
IpenaparoB U onpeaesieT ux 3PQPeKTUBHOCTD;

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

3) BCIIOMOTI'aTCJIBHBIC BCIICCTBA - BCIICCTBA HCOPraHnu4CcCKoro U1 OpPraHnu4cCKoro
MPOUCXOKACHUA, UCITOJIB3YEMBIC B ITPOLECCC IMPOU3BOJACTBA, U3IOTOBJICHHA JICKAPCTBCHHBIX ITPCIIapaToB
IJI1 IpUJAaHusa UM HCO6XOI[I/IMLIX (1)I/I3I/IKO-XI/IMI/I‘IGCKI/IX CBOfICTB;

4) nexkapcTBEHHbIE IIperaparbl - JIEKAPCTBEHHBbIE CPEACTBA B BHJE JIEKAPCTBEHHBIX (QopM,
IpUMEHsieMble Il NMPO(UIAKTUKH, JUArHOCTUKHU, JIeYeHHs 3a0oyieBaHUs, peaduIuTanuu, s
COXpPaHEHHUs, IPEIOTBPAILIEHHSI UITU PEepbIBaHUs OEpEMEHHOCTH;

5) nekapcTBeHHas popma - COCTOSIHHE JIEKApCTBEHHOTO IpernapaTta, COOTBETCTBYOIIEe crocobam
€ro BBEJICHUS U IPUMEHEHHS U 00eCIIeYMBaIOIIee JOCTIKEHIE HE00X0IMMOTO0 JieueOHoro A dexra;

5.1) mo3upoBKa - cofepKaHue OJJHOTO MU HECKOIBKHUX NEHCTBYIONIUX BEIIECTB B KOJIMYECTBEHHOM
BBIDOKCHUM Ha EAWHUIYy JO03blI, WIM EIUHUIy 00beMa, WM EIWHUIy MacChl B COOTBETCTBHH C
JmeKapcTBeHHONM (opmoit nubO I  HEKOTOPBIX BHUIOB JIEKAPCTBEHHBIX (OPM  KOJIHUYECTBO
BBICBOOOKIAEMOTO U3 JIEKAPCTBEHHOM (POPMBI ICUCTBYIOIIETO BEIIECTBA 33 €IUHUILY BPEMEHU;

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

6) epeyeHb JKU3HEHHO HEOOXOAUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX IIPENapaToB - YTBEPK1a€MBbIii
[IpaButenscTBOoM Poccuiickoii ®enepanuu nepedeHb JIEKApPCTBEHHBIX MPENapaToB JUIs MEAUIIMHCKOTO
MMPUMCHCHUA, O6eCHe‘-H/IBaIOHH/IX IMPHUOPUTCTHEBIC HOTpe6HOCTI/I 3ApPaBOOXPAHCHUSA B LCIIAX HpO(i)I/IJ'IaKTI/IKI/I
U JieueHus 3a00JIeBaHUIl, B TOM 4YHMCIIE MPeodIaJarolmXx B CTPYKType 3aboneBaeMocTu B Poccuiickoit
denepanuu;

(B pen. denepanbhoro 3akona ot 13.07.2020 N 206-D3)

6.1) opdanHble JEeKapCTBEHHBIE Mpenaparbl - JEKapCTBEHHbIE MpenapaThl, IMpelHa3HaueHHbIE
UCKJIIOUUTENIBHO JUIsl JUArHOCTHKM WJIM IaTOT€HETHMYECKOIrO JIEUEHMs (JIeUYeHUs, HaIlpaBJICHHOTO Ha
MEXaHHU3M pa3BUTHs 3a00seBaHUs) peIKUX (OphaHHbBIX) 3a00JI€BaHUI;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

(. 6.1 BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

6.2) OuonorMyeckue JEeKapCTBEHHBIE INpemnapaTrsl - JIGKAPCTBEHHBIE IpenapaThl, IEHCTBYIOIIEE
BEIIECTBO KOTOPBIX NMPOU3BEACHO MM BBIIEICHO M3 OMOJOTHYECKOTO MCTOYHUKA M JUISi ONPEICICHHS
CBOWCTB M KayecTBa KOTOPHIX HEOOXoauMa KOMOMHAIMS OHOJOTMYECKHX M (DU3MKO-XMMHUYECKUX
meronoB. K OHOJOrMYecCKMM JIEKapCTBEHHBIM MpenaparaM OTHOCSTCS HMMYHOOHOJIOrMYeCKHe
JICKapCTBEHHbIE Iperaparbl, JEKapCTBEHHbIC IIpernaparbl, MOJYYCHHbIE W3 KpPOBH, IUIa3Mbl KPOBHU
YeJIoBeKa M JKMBOTHBIX (32 HCKIIOYCHHEM LEJIBHOW KPOBH), OMOTEXHOJIOTHYECKHE JIEKapCTBEHHBIC
IpernapaTsl, TEHOTEPANIEBTUYECKUE JIEKAPCTBEHHBIE TIPenapaThl;

(. 6.2 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7) WMMYHOOHMOJIOTHMYECKHE JICKApPCTBEHHBIC TMpemnaparbl - JICKApPCTBEHHBIC  Ipemnaparhl,
npelHa3HauYeHHble A (GOPMUPOBAHUSA AKTUBHOTO WIIM MACCHUBHOIO MMMYHHUTETa JUOO JMAarHOCTUKU
HaJIn4us HMMYHHUTCTA NI JUArHOCTUKU CHCIII/I(l)I/I‘IGCKOFO HpI/IO6peTeHHOFO HU3MCHCHUA
MMMYHOJIOTHYECKOTO  OTBETa Ha  aluleprusupyrone BemiectBa. K UMMyHOOMOJIOTHYECKUM
JICKAapCTBCHHBIM Inpenaparam OTHOCATCA BaKIIMHBI, AHAaTOKCHUHBI, TOKCHUHBI, CBIBOPOTKH,
MMMYHOTJIOOYJIMHBI U aJUIEPTeHBI;

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

7.1) GMOTEXHOJIOTUYECKHE JIEKAPCTBEHHbIE TPETaparhl - IEKApCTBEHHbBIE MPenapaThl, IPOU3BOIACTBO
KOTOPBIX OCYIIECTBIISIETCS C UCIIOJIb30BAaHUEM OMOTEXHOJIOTUYECKUX MPOILIECCOB M METOJIOB (B TOM UHCIIE
JTHK-pekoMOMHAHTHON TEXHOJOTHH, TEXHOJIOTUU KOHTPOJIHPYEMON SKCIPECCHH T'€HOB, KOAUPYIOIIUX
OMOJIOTMYECKH aKTHBHBIC OCJIKHM B MPOKAPHOTaX MW DJYKApPHOTaX, BKIIOYas W3MEHEHHBIC KICTKU
MJIEKOTHUTAOIINX ), THOPUIOMHOTO METO/1a U METOJa MOHOKJIOHAJIbHBIX aHTUTEIL;

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

7.2) TreHOTepaleBTHYECKHE JIEKAPCTBEHHBbIE IpenapaTbl - JIEKapCTBEHHBbIE  IIpenaparsl,
(dapmalieBTHUecKass CyOCTaHIUS KOTOPBIX SBJSETCS PEKOMOMHAHTHON HYKJIEMHOBOW KHCIOTOM WU
BKJIIOYaeT B ce0sl pPEKOMOMHAHTHYIO HYKJIEHMHOBYIO KHCJIOTY, TIIO3BOJISIOLIYIO OCYIIECTBIATh
peryiaupoBaHue, penapaluio, 3aMeHy, 100aBIeHUE WIN YAAJICHUE TeHETHUECKOH OCIe10BATENbHOCTH;
(m. 7.2 BBeneH denepanbHbpIM 3aK0HOM 0T 22.12.2014 N 429-03)

8) HaApKOTHUYECKHE JICKAPCTBEHHBIE CPEJCTBA - JICKAPCTBEHHBIE MpenapaThl U (GapMarieBTUUECKUE
CyOCTaHIIMH, COJepKallue HApKOTHYECKHE CpeICTBAa M BKIIOUYEHHBbIE B [lepedyeHb HapKOTUYECKUX
CPEICTB, IICUXOTPOIIHBIX BEIIECTB M MX IPEKypCOpOB, NOMIEKAIIMX KOHTpor0 B Poccuiickoin
@denepaunu, B COOTBETCTBHM C 3aKOHOAAaTeNbcTBOM Poccuiickoil ®enepanuu, MeXAyHApPOJIHBIMU
norosopamu Poccuiickoit @enepannn, B ToM yncie ENMHON KOHBEHIMENH O HAPKOTHYECKUX CPEICTBAX
1961 rona;

9) nmcuxoTpomnHbIe JEKAapCTBEHHBIE CPEACTBA - JIEKAPCTBEHHBIE MpenapaThl U (apmalieBTHUYECKHE
CyOCTaHIIMM, COJEp’Kalllie ICUXOTPOIIHBIE BEUIeCTBa W BKIIOYEHHble B IlepedyeHb HapKOTHYECKUX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M HMX MPEKypCOpPOB, NOMJEKAIIMX KOHTpolro B Poccuiickoi
@denepanuy, B COOTBETCTBUM C 3aKOHOJATeNbCcTBOM Poccuiickoil denepannu, MeEXAYHApOAHBIMU
noroBopamu Poccuiickoit denepannu, B ToM yucie KoHBEHIMEN O MCUXOTPOINHBIX BemecTtBax 1971
roja;

10) paanodapmaneBTHUECKHE JIEKapCTBEHHbIE CpEACTBA - JIEKApPCTBEHHBIE CPEACTBA, KOTOpHIE
COJZIep>KaT B TOTOBOM JUIsl MCIIOJIb30BaHUS (hOpME OJUH PAAMOHYKIH] WM HECKOIBKO PaTHMOHYKIHIOB
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

(pamnoaKTUBHBIX U30TOIIOB);

10.1) opurvHanpHBIM JEKApCTBEHHBIM INpenapar - JIEKapCTBEHHBI Ipernapar ¢ HOBBIM
JEUCTBYIOLIMM BELIECTBOM, KOTOPBIM MEPBBIM 3apeructpupoBaH B Poccuiickoit denepanuu Win B
MHOCTPAHHBIX TOCYJapCTBAX HA OCHOBAHUU PE3YJIbTATOB JOKIMHUUYECKUX MCCIEA0BAHNMN JIEKAPCTBEHHBIX
CPEICTB U KIMHUYECKHX HCCIIEeI0OBAaHUI JIEKApCTBEHHBIX IMPEnapaToB, MOATBEPKAAIOIIUX €ro KauyecTBo,
3¢ (HeKTHBHOCTH U 0€30MaCHOCTH;

(n. 10.1 BBenen denepanbHbIM 3aKk0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIN JeKapCTBEHHBIH Mpenapar - JIEKapCTBEHHBIN MpenapaT, KOTOPBIH HCIIOJIb3YeTCs
JUIS OLICHKU OMOSKBHUBAJIEHTHOCTU WJIM T€PANeBTUUECKON IKBUBAJICHTHOCTH, KauecTBa, 3P(HEKTUBHOCTH U
0€30MaCHOCTH BOCIIPOM3BEJCHHOTO JIEKAPCTBEHHOTO TpernapaTa Wik OMO0aHaJoroBoro (6Momogjo0HOro)
JIEKapCTBEHHOTO mpemnapara (Ouoanasnora). B xadectBe pedepeHTHOro JeKapCTBEHHOTO IMpernapaTa s
MEIUIIMHCKOTO TPUMEHEHMsI MCIIONb3YEeTCs OPUIMHAJIBHBIN JIEKAapCTBEHHBIM IpernapaTr Jubo, eciu
OpPUTHHAIIGHBINA JIGKAPCTBEHHBIM Mpernapar He 3aperucTpUpoBaH HIIM HE HAXOAWTCS B 00opoTe B
Poccuiickoii ®eneparnyu 1 He HAXOIUTCS B 000pOTE€ B MHOCTPAHHBIX TOCYAapCTBAX, BOCIIPON3BEICHHBI I
JIEKapCTBEHHBIN MperapaT Wi 0MoaHaIoroBbIi (OMOIOA00HBIN) JIeKapCTBEHHBIN ITpenapar (OnoaHaior),
KOTOPBIA TEPBBIM 3aperucTPUPOBAH W3 4MCIAa Haxondmuxcsi B obopore B Poccuiickoit denepanuu,
OMOPKBUBAJIGHTHOCTh WJIM  TEPaleBTUYECKash JKBUBAJIECHTHOCTh, KadecTBO, J(OPEKTUBHOCTh H
0€30MacHOCTh KOTOPOTO OIEHUBAJIKCH 110 OTHOIIECHHIO K OPUTHHAIBHOMY JICKApCTBEHHOMY Ipernapary, a
Takke KadecTBO, 3(PPeKTUBHOCTH U 0€30MaCHOCTh KOTOPOTO MOATBEPKAAIOTCA pPe3yabTaTaMH
(apMakoHaa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB, HAXOMAAILIMXCS B TPaKTAHCKOM
000poTe, YyCTAaHOBIIEHHBIM TpeOOBaHMSIM K MX KadecTBY. B kauecTBe pedepeHTHOro IeKapCTBEHHOIO
mpernapata JUisli BETEPUHAPHOTO IPUMEHEHMs] HCIIOJIb3YeTCSl  JIEKAPCTBEHHBIM Ipemapar  Juid
BETEPUHAPHOTO TPUMEHEHUs, 3apeructpupoBaHHbli B Poccuiickoit ®enepanuu Ha OCHOBaHUU
pE3yJIbTaTOB JOKIMHUYECKUX HCCIIEJOBAHUM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIIETOBaHHUM
JIEKapCTBEHHBIX MPENapaToB, MOATBEPKIAIOIIUX €0 Ka4eCcTBO, 3PPEKTUBHOCTh U OE30MACHOCTbD;
(m. 11 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12) Bocipou3BeICHHBII JIEKAPCTBEHHBIN Mpemnapar - JeKapCTBEHHBIN MpenapaT sl MEAUIIHHCKOTO
MPUMEHEHHUsI, KOTOPBIH HMMEET JKBUBAJIEHTHBIM pedepeHTHOMY JICKAPCTBEHHOMY TMIpemnapary
KaueCTBEHHBIM COCTaB U KOJMYECTBEHHBIM COCTAaB JCHCTBYIOLIMX BEIIECTB B 3KBUBAJICHTHOMU
JeKapCTBeHHOU (opme, OO JIEKapCTBEHHBIN Mpernapar isi BETEPUHAPHOTO MPUMEHEHHS, KOTOPBIMA
UMEeeT TakKue 3Ke, 4YTO M pedepeHTHhI JIeKapCTBEHHBIM TMpemapaT, KaueCTBEHHBIM COCTaB H
KOJIMYECTBEHHBI  COCTaB  JIEWCTBYIOIIMX BEIIECTB B TaKOW K€  JIeKapCTBEHHOM  ¢opwme,
OMODKBHUBAIGHTHOCTh  WJIM  TepameBTUYecKas JKBUBAJIEHTHOCTh KOTOPHIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKapCTBEHHOMY TIpernapary MoATBEP>KIEHA COOTBETCTBYIOIIMMH MCCIIEIOBAHUSIMH;

(m. 12 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

121) TEPANICBTUYCCKAA SKBUBAJICHTHOCTD JICKAPCTBCHHBIX MPENAapaToB - JOCTUIKCHHUE KIIMHUYCCKU
COIOCTAaBUMBIX TepaneBTudeckoro s¢¢exra u mnokaszarenei 3ddekTuBHOCTH W 0E30MaCHOCTH TNpPHU
MNPUMEHCHUN JICKAPCTBCHHBIX IMIpPCaparoB A MEAULNUHCKOIO MNPHUMECHCHHA, MMCIOINIUX OJHO
MEXIYHAapOJAHOE HENAaTEHTOBAaHHOE (MM XHMMHUYECKOE, WM TIPYNINHPOBOYHOE) HAUMEHOBAHME, B
OKBHUBAJICHTHBIX AJO3HMPOBKax II0 OJHUM MW TEM XKCE IIOKazaHUAM K MNPUMCHCHHIO W IIPpU OJUHAKOBOM
crioco0e BBEJICHHs Y OIHOM U TOH k€ TPYIIBI OOJIbHBIX;

(m. 12.1 B pen. @enepaiibHOrO 3aKkoHa 0T 27.12.2019 N 475-D3)

12.2) 6uoananoroBbiii (6MONMOO0HBIN) JeKapCTBEHHBIN Mpenapar (0MoaHayor) - OMOJIOTHYECKUMA
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

JICKapCTBEHHBIM Ipernapar, CXOXKUil 10 MapaMeTpaM KadecTBa, 3((EeKTUBHOCTH M OE30IIaCHOCTH C
pedepeHTHBIM OMOIOTHYECKUM JIEKAPCTBEHHBIM TIpEnapaToM B TaKOH ke JIeKapCTBEHHOW (opme u
MMEIOIIUI UJICHTUYHbIN c110cO0 BBEACHNUS;

(m. 12.2 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-03)

12.3) B3ammo3aMeHsAEMBbIN JICKAPCTBEHHBIM TMpenapar - JEKapCTBEHHBIN IMperapaT ¢ JI0Ka3aHHOMN
TEPaneBTUUECKOW HKBUBAICHTHOCTHIO WM OHMOIKBHUBAJICHTHOCTHIO B OTHOIICHWH pedepeHTHOTrO
JIEKapCTBEHHOI'O IpernapaTa, UMEIOINNA SKBUBAJIEHTHBIE €My Ka4€CTBEHHBIN COCTaB M KOJIMYECTBEHHBIH
COCTaB JCUCTBYIOIIMX BEILIECTB, COCTAB BCIIOMOTATEIbHBIX BEIIECTB, JEKAPCTBEHHYIO (OpMy M CIOCO0
BBEJICHUS;

(m. 12.3 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12.4) OWOAKBUBAJICHTHOCTh JIEKAPCTBEHHBIX IMPEMapaToB - JIOCTHIKEHHE COMOCTaBUMBIX
MOKAa3aTeJIe CKOPOCTU BCACHIBAHUSA, CTEIICHH MOCTYIUICHUS K MECTY JEUCTBUS U CKOPOCTU BBHIBEIACHUS
OJTHOTO WJIM HECKOJBKHUX O0afaronux (HhapMakoIOTHYeCKON aKTUBHOCTBIO JAEHCTBYIOUIUMX BELIECTB MpPU
MPUMEHEHUU JIEKAPCTBEHHBIX IMpENapaToB JUIsi MEIUIIMHCKOrO NPUMEHEHHUS, HWMEIOIINX OIHO
MEXIYHapOJAHOE HENMaTeHTOBAaHHOE (MM XHMMHUYECKOE, WU TPYININUPOBOYHOE) HAUMEHOBAHHE, B
SKBUBAJICHTHBIX JJO3UPOBKAX U IMPU OJMHAKOBOM CIIOCOOE BBEIICHNS,

(m. 12.4 BBenen @enepalibHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

13) snekapcTBEHHOE PACTUTEIBHOE CHIPHE - CBEKHE HJIM BBICYIICHHBIC PACTeHHS JIMOO WX YacCTH,
UCTIOJIb3yeMbIC JUIS TPOM3BOJICTBA JICKAPCTBEHHBIX CPEJICTB OpPraHM3alUsSIMU - TPOU3BOIAUTEIISIMU
JICKaPCTBCHHBIX CPEJICTB WJIM WU3TOTOBJICHHS JICKAPCTBEHHBIX MPEMapaToB aNTCUYHBIMH OpPTaHH3aIUsIMHU,
BETCPUHAPHBIMU aNTEYHBIMH OpPTaHHU3AlUSIMHU, MHIMBUIYAJIbHBIMH TMPEANPHHAMATEISIME, UMEIOIIUMU
JHUIICH3MIO HA (papMareBTUYECKYIO IEATEIbHOCTS;

14) nexapcTBEHHBIN pacTUTENbHBIN Mpernapar - JeKapCTBEHHBIM Npenapar, NpOU3BEACHHBIH WIH
M3TOTOBJICHHBIN U3 OAHOTO BUJA JIEKAPCTBEHHOTO PACTUTEIBHOTO ChIPbs WJIM HECKOJBKUX BUI0B TaKOTO
CBIPbS U pean3yeMblii B pacpacoBaHHOM BHJI€ BO BTOPUYHOM (OTPEOUTENbCKOM) YITaKOBKE;

15) romeonaruyeckuil JeKapCTBEHHBIHN Ipemnapar - JeKapCTBEHHbIN Mpenapar, IPOU3BEACHHbIN WIH
U3TOTOBIICHHBIH U3  (papManeBTHUECKOM cyOcTaHIMM Wi  (apMaleBTHUYECKUX CyOcTaHIMi B
COOTBETCTBUM C TpeOOBaHUSAMHU OOIIMX (hapMaKONEWHBIX CTaTel K rOMEONaTH4YECKUM JIEKapCTBEHHBIM
mpenapataM WIM B COOTBETCTBUM C TpeOOBaHUSAMM (hapMakoNeu CTpaHbl IMPOU3BOAUTENS TaKOIro
JIEKApCTBEHHOTO Mperapara;

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

16) MexIyHApOHOE HEITAaTEHTOBAHHOE HANMEHOBAHHUE JICKAPCTBEHHOTO CPEJICTBA - HANMEHOBAHUE
JEHCTBYIOIIETO  BemIecTBa  (papMaleBTUYECKOW  CyOCTaHIIMHM, pPEKOMEHJOBaHHOe BcemupHOii
OpraHM3aIMel 3IPaBOOXPAHCHUS;

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

17) TOproBoe HaWMMEHOBaHWE JICKAPCTBEHHOTO CpPEJICTBA - HAWMEHOBAHHE JIEKAPCTBEHHOTO
CpeICTBa, NPHUCBOEHHOE €ro pa3padOTYMKOM, JAepiKaTeleM WIH BIAJENblleM pPErucTParioOHHOTO
YIOCTOBEPEHUS JICKAPCTBEHHOTO Ipernapara;

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

17.1) rpynmupoBOYHOE HAUMEHOBAaHUE JIEKAPCTBEHHOI'O  Ipermapara - HaWMEHOBaHHE
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

JIEKapCTBEHHOT'O Ipernapara, He MMEIOIIEro MeKIYHapOJHOI0 HENaTeHTOBAHHOIO HAaHMMEHOBAHMSA, WU
KOMOWHAIIMK JICKAPCTBEHHBIX MPENapaToB, HCIOJIb3yeMOE B LENAX OOBEIUHEHUS WX B TPYIIY IOA
€IMHBIM HAaMMEHOBAHUEM UCXOJsl U3 OIMHAKOBOI'O COCTABA AEHCTBYIOILUX BELIECTB;

(m. 17.1 BBeneH PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

18) obmias papmakomneiHast cTaThs - JOKYMCHT, YTBEPXKJICHHBIN YIIOJHOMOYCHHBIM (heiepaabHbIM
OpPraHOM HCTIOJHUTEIHHOM BIIACTH M COJACPIKAIIUN TEepedyeHb MOKa3aTeleil KadecTBa W (MJIM) METOJOB
KOHTPOJISI KavyecTBa KOHKPETHOW JICKApCTBEHHOW (OPMBI, JICKAPCTBEHHOTO PACTUTEIBHOTO CHIPbS,
OMMHCAaHUsI OMOJIOTHYECKUX, OMOXUMHUYECKIX, MHKPOOHOIOTHYECKHX, (PHU3UKO-XUMHUYECKUX, (DU3HUCCKUX,
XUMHYCCKHX W JPYTHX METOJIOB aHajiuW3a JICKQpCTBEHHOTO CpPEJICTBA, a TakXKe TpeOOBaHHS K
UCIONIb3YEMBIM B LEJISAX TPOBEIACHHS [JAHHOTO aHajiW3a pEaKkTUBaM, TUTPOBAHHBIM pPaCcTBOpPAM,
HHMKATOpaM;

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

19) dapmakoneiiHas cTaThsi - JOKYMEHT, YTBEPXJECHHBIH YIOJIHOMOYEHHBIM (heaepanbHbIM
OpPraHOM HCIOJHHUTENIHOM BJIACTH U COJEpXKAIINN ITepeueHb MToKa3aTele KauecTBa U METOJJ0B KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHOT'O CPEZCTBA;

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

19.1) crangapTHbeie 00pa3Ilbl - BEIIECTBA, MOCPEACTBOM CPABHEHUSI C KOTOPBHIMU OCYIIECTBIISETCS
KOHTPOJIb KayecTBa HCCIICyeMbIX JIEKAPCTBEHHBIX CPEACTB C TIOMOIIBIO (PH3UKO-XUMHUYECKUX U
OMOJOTMYECKUX METO/OB B LIESIX MOATBEPKICHHSI COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUAM
HOPMAaTHUBHOM JOKYMEHTAIIMH, YCTAHOBJICHHBIM MPU OCYIIECTBICHUH TOCYJIapCTBEHHON pEerucTpanuu, u
KOTOpbIE€ MPUMEHSIOTCS Ui KaTuOpOBKHU CTaHIAPTHBIX 00pa3loB MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB, HCIIOJIb3YEMBIX JIJIsi KOHTPOJIS KavyecTBa M HHBIX IEJIed TpH OOpalIeHUH JICKapCTBCHHBIX
CPEICTB;

(m. 19.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19.2) dapmakonelHplii cTaHIApTHBIA o0Opa3en - CTaHAApPTHBIM oOpasel, NpOU3BEIECHHBIH B
COOTBETCTBHH C (papMaKoneitHON cTaThel;
(n. 19.2 BBenen denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-D3)

20) HOpMaTHBHas JOKyMEHTallUs - JOKYMEHT, COJEpXalluii MepeueHb OINpeAeNsieMbIX II0
pe3yibpTaTaM COOTBETCTBYIOIIMX JKCIEPTHU3 IIOKa3aTeled KayecTBa JICKAPCTBEHHOIO CpEeACTBa I
MEJIULIMHCKOTO IPUMEHEHUS, METOJIOB KOHTPOJIS €ro Ka4eCTBa U YCTAaHOBJIEHHBIN €r0 IPOU3BOJIUTEIIEM;

21) HOPMATUBHBINA JOKYMEHT - TIOKYMEHT, COJIepKall1il epedeHb ONpeesieMbIX M0 pe3ylbTaTaM
COOTBETCTBYIOIIMX JKCHEPTHU3 TOKa3aTeleld KadecTBa M (WJIM) METOJOB KOHTPOJISI KadyecTBa
JeKapCcTBEHHON  (opMbl, omucaHus OWONIOTHYECKUX, OHOXUMHUYECKHX, MHKPOOHMOJIOTHUECKUX,
(bU3UKO-XUMHYECKUX, (PU3NUYECKUX, XUMUYECKUX U JPYTrUX METOJIOB aHalM3a JIEKapCTBEHHBIX CPEJCTB
JUI. BETEPUHAPHOTO NMPUMEHEHHsI, TpeOOBaHUs K MUCIOJIb3yeMbIM B LIEJSIX NMPOBEJACHUS JAHHOTO aHaIn3a
peakThBaM, TUTPOBAHHBIM PACTBOPAM, MHINKATOPaM U YCTAaHOBIIEHHBIN €r0 IPOU3BOAUTEIIEM;

21.1) oOmwmii TEXHUYECKUH JTOKYMEHT - KOMIUIEKT JOKYMEHTOB M MAaTepHUajoB, COCTOSIIMN W3
HECKOJBKUX  pa3/leJloB -  JIOKyMEHTAllMd  aJIMUHUCTPATHBHOTO  XapakTepa,  XUMHYECKOM,
¢dapmarieBTHYeCKOH M OMOJIOTMUECKOW JTOKyMEHTaluH, (apMaKoJIOTHYEeCKOH, TOKCHKOJIOTHYECKOM
JTOKYMEHTAIMH, KIMHUYECKOW TOKYMEHTAIlMd W TPEJICTABISIEMBbI OIHOBPEMEHHO C 3asiBICHHEM O
rOCYJIapCTBEHHOM perucTpaiiy JeKapCTBEHHOTO Mpenapara il MeIMIIMHCKOro IpUMEHeHus B popmare,
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?:Eleﬁm;gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

YCTQHOBJIEHHOM YIIOJTHOMOUYEHHBIM (pe/iepanbHbIM OpraHOM UCIIOJHUTEIbHOM BIIACTH;
(m. 21.1 BBenen PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKAPCTBEHHOI'O CPE/CTBA - COOTBETCTBUE JICKAPCTBEHHOI'O CPEICTBA TPEOOBAHUIM
(apmakonelHoi ctaTby MO0 B CIIy4ae €e OTCYTCTBUS HOPMATUBHOM JIOKYMEHTALIMU WJIM HOPMATUBHOTO
JIOKYMEHTa;

23) 0e30macHOCTh JIEKAPCTBEHHOI'O CPEICTBA - XapaKTEPUCTHKA JIEKAPCTBEHHOI'O CpE/CTBa,
OCHOBaHHAsl HA CPAaBHUTEIILHOM aHaJU3¢e ero 3(h(HeKTUBHOCTH U pUCKa PUYNHEHHUS BPE/ia 3/10POBbIO;

24) > ¢eKTUBHOCTh JEKAPCTBEHHOTO IMperapara - XapaKTepHCTUKa CTENEHH IOJO0KHUTEIbHOTO
BIMSIHUSA JIEKApCTBEHHOI'O IIpernapara Ha TE4YeHHE, MPOAOJDKUTEIBbHOCTh 3a00J€BaHUs MM  €ro
IIPEJOTBpALCHHE, peaOUINTALUI0, HA COXPAaHEHUE, IPEJOTBPAIlEHIE WIH IIPEpPbIBAaHNE OEPEMEHHOCTH;

25) CepuA JICKAPCTBCHHOI'O CPCACTBA - KOJIHUYCCTBO JICKAPCTBCHHOI'O CpEACTBA, IIPOU3BCACHHOC B
PE3YIBTATC OAHOTO TEXHOJOTMYCCKOr'o HUKJIa €TI0 NPOU3BOAUTECIICM,

26) perucTpaloHHOE yIOCTOBEPEHHE JIEKAPCTBEHHOTO IMpernapaTa - JOKYMEHT, MOATBEP>KIAt0IIHi
(axT rocyapcTBEeHHOW PErHCTPALH JIEKAPCTBEHHOTO IIpenapara;

26.1) nepskaTenb WM BIAJelNel] PErUCTPAlIMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO Mperapara -
pa3paboOTYMK JICKApPCTBEHHOTO CPEJICTBA, IPOU3BOJUTENB JICKAPCTBEHHBIX CPEJICTB WM HHOE
IOpUANYECKOE JIHMIO, 00Jajaroliee MpaBOM BIIAJEHUS PETUCTPALMOHHBIM YIOCTOBEPEHUEM, KOTOpHIE
HECYT OTBETCTBEHHOCTh 32 KauecTBO, 3(h(h)eKTUBHOCTH M O€30MaCHOCTH JIEKAPCTBEHHOTO TpenapaTta;

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

27) perucTpaiioHHbI HOMEp - KOJ0BOE 00O3HAUCHHUE, MPUCBOCHHOE JIEKAPCTBEHHOMY TIperapary
IIPU €r0 TOCYAAPCTBEHHOW PErHCTPALIUY;

28) oOpamieHne JEKAPCTBEHHBIX CPEACTB - pa3paboTKa, OKIWHUYECKHUE HCCIETOBAHUSA,
KIIMHUYECKHE MCCIE0BaHNUA, YKCIEPTH3a, TOCYIapCTBEHHAs perucTpalus, CTaHJapTU3alus U KOHTPOJIb
Ka4yecTBa, MPOU3BOJICTBO, U3TOTOBJIICHUE, XPAHEHHE, MTEPEBO3Ka, BBO3 B Poccuiickyro denepannio, BEIBO3
u3 Poccuiickoii denepanuu, pekiama, OTIYCK, pealv3alus, mepefada, MPUMEHEHHE, YHUYTOXKCHHE
JIEKapCTBCHHBIX CPE/ICTB;

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

29) cyObekTbl O0OpalleHHs] JEKapCTBEHHBIX CpPEACTB - (U3NYECKUE JUIa, B TOM YHCIE
UHIVBUAYAJIBHBIE TNPEAIPUHAMATENN, U IOPUAWYECKHE JIMLA, OCYILECTBISIOIIUE AEATEIbHOCTh IIPH
oOpallleHu ! JIEKapCTBEHHBIX CPEJICTB;

30) pa3paOoTuMK JIEKapCTBEHHOT'O CPEJICTBA - OpraHM3aus, o01aaromias npaBaMu Ha pe3ybTaThl
JOKIIMHHUYECCKUX I/ICCHe}IOBaHI/Iﬁ JICKApCTBEHHOT'O CpEacCTBa, KIIMHUYECKUX I/ICCJ'Ie)IOBaHI/II\/'I
JIEKapCTBEHHOTO Mpenapara U (WiIM) Ha TEXHOJIOTHIO IPOU3BOICTBA JIEKAPCTBEHHOT'O CPEJICTBA;

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

31) MPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB - HOCATCIBHOCTH IO IMPOU3BOACTBY JICKAPCTBCHHBIX
Cp€ACTB OpraHU3alUsAMU - MPOU3BOJUTCIIAMU JICKAPCTBCHHBIX CPCIACTB Ha OJIHOP’I CcTaanuu, HECKOJBKUX
HJIM BCECX CTAAUAX TCXHOJIOTHYCCKOI'O MPOHCCCa, a TAKKE MO0 XPAaHCHHUIO U pCaIM3allui IMPOU3BCACHHBIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

JICKApCTBECHHBIX CPCIACTB;

31.1) mpou3BOACTBEHHAS IUIOMIA/IKA - TEPPUTOPUATBHO 000COOICHHBI KOMIUIEKC MPOU3BOAUTEIS
JIEKapCTBEHHBIX CPEJACTB, IPEJHA3HAUYEHHBIM Ui BBIIOJHEHUS BCEro IIpolecca IPOU3BOJACTBA
JIEKapCTBEHHBIX CPECTB WM €r0 ONPEACTICHHON CTaauu;

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

32) nmpou3BOAUTENb JEKAPCTBEHHBIX CPEICTB - OpraHU3alus, OCYLIECTBISIONIAsT MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpebOBaHUAMHU HacTosAwero denepaabHOro 3aK0Ha;

33) ¢apmaneBTHYeCKas ACATEIBHOCTD - JIEATEIFHOCTh, BKIIOYAONIAasi B ce0sl ONTOBYIO TOPTOBIIO
JEKapCTBEHHBIMU  CPEACTBAaMH, MX XpaHEHHe, IIepeBO3KYy U (WIM) pPO3HUYHYIO TOPTOBIIIO
JICKApCTBCHHBIMU IpcriapaTramMy, B TOM YHUCIC IOUCTAHLIWMOHHBIM CHOCO6OM, HUX OTIIYCK, XpaHCHHUC,
NEPEBO3KY, N3TOTOBJICHHUE JICKAPCTBEHHBIX MPETapaToB;

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

34) opraHuzanUs  ONTOBOM TOPrOBJIM  JIGKAPCTBEHHBIMU CpPEIACTBAMH -  OpTaHU3aIlus,
OCYIIECTBJISIIOINIAs OINTOBYIO TOPTOBIIO JIEKAPCTBEHHBIMH CPEACTBAMH, HUX XpaHEHHUE, IMEPEBO3KY B
COOTBETCTBHUH ¢ TpeOoBaHUsIMU HacTosero deaepaabHOro 3aK0HA;

35) anTeyHas opraHu3anus - OpraHU3alus, CTPYKTYPHOE MOJPA3JCICHUE MEIUIMHCKOW
OpraHu3aluK, OCYLICCTBISIONINE PO3HHYHYIO TOPTOBIIO JICKAPCTBEHHBIMH IIperapaTaMu, B TOM YHCIe
JHMCTaHIIMOHHBIM CIIOCOOOM, XpaHEHHE, TIEPEBO3KY, U3TOTOBJICHUE U OTITYCK JICKAPCTBEHHBIX MPENnapaToB
ISl METUIIMHCKOTO IIPUMEHEHHUS B COOTBETCTBUH € TpeOOBaHUSIMU HacTosiiero deaepaipHOro 3aKoHa;
(B pen. DenepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BerepuHapHas anTe4yHas OpraHU3alMs - OpraHu3alus, CTPYKTypHOE IMojpa3feieHue
BETEpUHAPHOW OpPTaHU3AIMH, OCYIIECTBIISIONINE PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMHU TIperiapaTaMu,
B TOM 4YHCJIE€ JAWCTAaHIMOHHBIM CIOCOOOM, XpaHEHHWE, H3TOTOBJIEHHME U OTHYCK JIEKAPCTBEHHBIX
npemnaparoB jid BETCPUHAPHOI'O MNPHUMCHCHUA B COOTBCTCTBHUH C Tpe6OBaHI/I$IMI/I HaCTOAIIECTO
denepanbHOro 3aKOHA;

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

37) dbanscuduIpoBaHHOE JIEKAPCTBEHHOE CPEJCTBO - JEKAPCTBEHHOE CPEICTBO, COMPOBOKIAEMOE
J0’KHOU MH(OpMaIen o ero cocTtaBe U (Un) MPOU3BOIUTENE;

38) HemoOpoKauecTBEHHOE JIEKApCTBEHHOE CpPEICTBO - JIGKAPCTBEHHOE CpPEACTBO, HeE
COOTBETCTBYIOIIEE TpeOOBaHUSIM (hapMaKOINEWHON CTaThu JIMOO B Cllydae €€ OTCYTCTBUS TpPeOOBaHUSIM
HOPMAaTHUBHOM JOKYMEHTAlUH UM HOPMATUBHOTO IOKYMEHTA;

39) koHTpadakTHOE JTEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEACTBO, HAXOIAIIeecs B 000poTe
C HapyIICHUEM I'PaXJIaHCKOTO 3aKOHOIATEIbCTBA;

40)  [OKIMHMYECKOE  HCCIEeOBAaHUME  JIEKAPCTBEHHOI'O  CpeACTBA -  OMOJIOTMYECKHeE,
MUKpPOOUOJIOTHYECKHUE, UMMYHOJIOTHYECKHEe, TOKCHUKOJIIOTHYECKUE, (apMaKoIoTHuecKue, (U3MUYECKue,
XUMUYECKUE U JAPYTHE UCCIEIOBAHUS JIEKAPCTBEHHOTO CPEICTBA MMyTEM MPUMEHEHUsI HAYYHBIX METOJIOB
OILICHOK B IIEJISX MOTYy4YeHHS JOKA3aTeNbCTB 0€30MacHOCTH, KauecTBa M AP (HEKTUBHOCTH JIEKAPCTBEHHOTO
CpEICTBa;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

4]1) KIMHMYECKOE WCCIIEOBAaHHE JICKApPCTBEHHOIO IIpernapara - HW3y4eHHE JHArHOCTUYECKHX,
neueOHbIX, MPOPUIAKTUIECKUX, (AapPMAKOJIOTHYECKUX CBOWMCTB JICKAPCTBEHHOTO Iperapara B Ipolecce
ero TPUMEHEHHS Yy 4YeJIOBEKa, JXMBOTHOTO, B TOM YHCJIE MPOLECCOB BCACBHIBAHMS, pacIlpeaecHus,
HU3MCHCHUA W BBIBCACHUA, IIYTCM IMPUMCHCHUSA HAYYHBIX MCETOJO0B OICHOK B MLOCIAX IMOJYUYCHHUA
J0Ka3aTeJabcTB 0Oe30MmacHoCTH, KadecTBa M 3((EKTHBHOCTH JICKAPCTBEHHOTO IIpenapara, JaHHBIX O
HCKCJIIATCIIbHBIX PCAKIUAX OpraHu3dMa YCJIOBCKA, KHWUBOTHOIO Ha MNPHUMCHCHUC JICKAPCTBCHHOI'O
npenapara u 00 >ddekre ero B3aMMOAEHCTBHSA C APYIHMMHU JIEKAaPCTBEHHBIMH IIperapaTamMyd W (WIJIN)
[UIIEBLIMU IPOAYKTAMH, KOPMaMU;

42) MHOTI'OLICHTPOBOC KIIMHUYCCKOC HCCICAOBAHUE JICKAPCTBCHHOI'O IIpe€riapaTta Ajd MCAUIIMHCKOI'O
MNPpUMCHCHUA - KIIMHHUYCCKOC HCCIICAOBAHUC JICKAPCTBCHHOI'O IIpfliapara M MCAUIHUHCKOIO
IIPUMEHECHUA, ITPOBOANMOC p33pa6OT‘II/IKOM JICKApCTBCHHOT'O IIpfIiapara B ABYX U Ooinee MCIULMHCKHX
opranu3anusax 1Mo €AMHOMY IMPOTOKOJIY KIIMHUYCCKOTO UCCICAOBAHUS JICKAPCTBCHHOTI'O IIpCIiapara,

43) MCKAYHAPOAHOC MHOI'OLICHTPOBOC KIIMHHUYCCKOC HCCICIOBAHHEC JICKAPCTBCHHOI'O IIpCIlapara
g MECAULUHCKOTO IMPUMCHCHHA - KIMHUYCCKOC MCCICIOBAHUC JICKAPCTBCHHOI'O IIplriapara IJId
MCAULHUHCKOI'O IIPUMCHCHUA, ITPOBOJHUMOC pa3pa6OT‘II/IKOM JICKAPCTBCHHOI'O IIpfIiapara B pPa3JIMYHBbIX
CTpaHax Imo €AMHOMY IPOTOKOJIY KIIMHUYCCKOI'0 UCCIICAOBAHMS JICKAPCTBCHHOT'O IIPLCIiapara,

44) MOCTperucTpalMoOHHOE KIWHUYECKOE HCCIEJ0BaHUWE JIEKAapCTBEHHOrO Tpernapara Uit
MEIUIIMHCKOTO TPUMEHEHHUS - KIMHUYECKOE HCCIIEIOBAHUE JICKAPCTBEHHOIO Ipemapara s
MEIHUIIMHCKOTO MPUMEHEHUs, TPOBOJAUMOE MPOU3BOJUTENIEM JIEKAPCTBEHHOTO Mpenapara, IpaxaaHCKHii
000pOT KOTOPOTO OCYIIECTBIIIETCS TIOCIE TOCYIApCTBEHHON PETMCTpaIiH, B IEJSX JOMOJHUTEIHHOTO
cbopa IaHHBIX 0 ero 6e30macHOCTH U YPGEKTUBHOCTH, PACIIUPEHHS TOKa3aHUI K MPUMEHEHHUIO JaHHOTO
JIEKApCTBEHHOTO MperapaTa, a TAK)Ke BBISIBICHHUS HEXKEJIaTeIbHBIX PEaKINi MallMeHTOB Ha €T0 ICUCTBHUE;

45) wuccienoBaHue OMOAPKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO Ipemapara - BUJA KIWHUYECKOTO
HCCIIEJOBAaHMS JIEKAPCTBEHHOTO IperapaTa, MPOBEAEHHE KOTOPOTO OCYLIECTBISETCS ISl ONpEeAeTIeHUs
CKOPOCTH BCAachIBaHMsI U BBIBEJICHHMS OJHOIO WJIM HECKOJIBKMX OONajaromux (apMakoJIorHuecKom
aKTUBHOCTBIO JIEHCTBYIONIMX BEIIECTB, KOJMYECTBA JICKAPCTBEHHOTO TMIperapara, JIOCTUTAOIIETO
CHCTEMHOI'0 KpPOBOTOKA, W Pe3yJbTaThl KOTOPOTO IMO3BOJIAIOT CIeNaTh BBIBOJ O OMO’KBUBAJIEHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO MperapaTa B OMPEIeNICHHbIX JIEKapCTBEHHOH (opme U TO3MPOBKE,
COOTBETCTBYIOLINX (hOpME U JO3UPOBKE peEepeHTHOro JIEKApCTBEHHOTO Mpenapara;

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

46) wuccienoBaHHWE TEpaANeBTUYECKOM HKBUBAIEHTHOCTH JICKAPCTBEHHBIX MPENapaTroB - BHJ
KJIMHAYECKOT'0 MCCIIEOBAHNUs JIEKAPCTBEHHBIX MPENapaToB, MPOBEICHNE KOTOPOr0 OCYIIECTBIIACTCS IS
BBISIBIICHUS] OJTUHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MpPENapaToB ONpeeIeHHOMN JIeKapCTBEHHOM (OpMBI, a
TaKK€ HaJIMuds OJMHAKOBBIX TIIOKa3aTened O0e30macHOCTH U 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX
MpernapaToB, OJJUHAKOBBIX KIMHUYECKUX 3(P(PEKTOB NMpH UX MPUMEHEHHH;

47) mpOTOKOJA KIMHUYECKOTO HCCIIEJOBAHMSI JIEKapCTBEHHOTO IMpernapara - JOKYMEHT, B KOTOPOM
OTIpeNIeNIAIOTCS LeNH, (POpMBI OpraHu3alMi U METOJO0JIOTUS MPOBEACHUS KIMHHUYECKOTO MCCIEeOBAHUS,
CTaTUCTUYECKUE METOJbl 00pabOTKM pe3ylbTaTOB TAaKOI'O HCCIEAOBAHHUS M MeEpbl MO OOECIeYeHHUIO
06e30macHOCTH (U3MYECKUX JIMI, YYaCTBYIOIIUX B KIMHHYECKOM HCCIEIOBAaHUH JIEKAPCTBEHHOTO
npernapara;

48) 6p01u10pa HCCIICA0BATCIIA - CBOJAHOC U3JIOKCHHUEC PC3YIIbTATOB JOKIIMHUYCCKOI'0 UCCIICAOBAHUA
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

JEKApCTBEHHOI'O Cp€ACTBA MW  KIMHHUYCCKOI'O HCCICAOBAaHHA JICKAPCTBCHHOI'O IIpfriapara I
MCIUIUHCKOI'O IPUMCHCHU

49) uHpopMaMOHHBIN JTMCTOK MAlMEHTa - JOKYMEHT, B KOTOPOM COZepkKaTcs B JOCTYMHOU Gopme
CBEJICHUs, Kacalolllhecs MPOBOJMMOIO KIMHUYECKOTO HCCIEOBaHUs JIGKQPCTBEHHOTO Ipemnapara, U B
MUCbMEHHOW (opme 100pOBOJIBHOE cOTjIacHe MallMeHTa Ha y4yacTHe B KIMHMYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOI'O IIpernapaTa I0CJI€ O3HAKOMJIEHHMSI C OCOOEHHOCTSMH KIMHUYECKOTO HCCIEI0BaHUS,
MMEIOLIUMU 3HAYCHUE JJIs BBIPAXKEHUS TAKOTO COTJIACHS;

50) nobouyHoe [neHcTBUE - pEakUus OpraHu3Ma, BO3HHUKIIAs B CBA3M C IPUMEHEHUEM
JICKapCTBCHHOI'O TMpernapara B J03aX, PEKOMCHAYEMBIX B HHCTPYKIMU I10 €ro NPUMEHEHHIO, JUIS
npoUITAKTUKH, TUATHOCTUKH, JICUCHUS 3a00JICBAHUS WIIH JIsI peaOUITUTAIINH,

50.1) HexenarenmpHas peaklUMsl - HEMpeJHAMEpeHHas HeOmarompusiTHas peakius OpraHu3Ma,
KOTOpasi MOKET OBITh CBsI3aHA C IPUMEHEHUEM JIEKAPCTBEHHOTO Mpernapara;
(m. 50.1 BBenen @enepasibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepre3Has HexenareiabHas pPEAKIUs - HEKeJaTelbHas peaklusi OpraHu3Ma, CBsI3aHHas C
MPUMEHEHHEM JIEKApCTBEHHOTO IMIpernapara, MpHUBEAlIas K CMEPTH, BPOXKIACHHBIM aHOMAIUSIM WIH
MOpPOKaM DPa3BUTHs JIMOO MpPEICTaBISONIas COOOW Yrpo3y JKW3HH, TpeOyromas TOCHUTATN3AINHA WU
MpUBE/IIAs K CTOUKON yTpaTe TPYA0CIOCOOHOCTH U (UITH) UHBATUAHOCTH;

52) HCMIPCABHUACHHAA HECKCIATCIIbHAA PCAKIUA - HEXKEIATCIbHAsA PCAKLKUA OpraHu3Ma, KOTOopas
CBsI3aHA C TPUMCHEHHEM JICKApPCTBEHHOTO IIpernapara B Ji03aX, PEKOMEHIYEMBIX B IPOTOKOJE €ro
KIMHAYECKOTO HCCIICOBAaHMs, OpOIIIope HCCIenoBareis, WM C NPUMEHEHHEM JIEKapCTBEHHOTO
mpemapaTa B 033X, PEKOMEHAYEMbIX B HMHCTPYKIHMH [0 €ro NPUMEHEHHUIO ISl MPOQPHIAKTUKH,
JAUArdHOCTHUKH, JICUCHUA 3a00JIeBaHUS WITH MGHHHHHCKOﬁ pea6I/IJ'II/ITaHI/II/I ManueHTa, U CyiHOCTb, TAKCCTh
WIM UCXOJ KOTOPOH HE COOTBETCTBYeT MH(OpPMAlUU O JEKApCTBEHHOM Iperapare, coaepkKaileics B
MPOTOKOJIE €ro KIMHUYECKOTO WCCIEeNOBaHUs, OpOIIIOpPE HCCIEAOBATENsl WIM B HHCTPYKIHH 10
MPUMEHEHHUIO JIEKAPCTBEHHOT'O MIpernapara;

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

52.1) dapmakoHang30p - BUA JEATEIBHOCTH MO MOHUTOPUHTY 3()PEeKTUBHOCTH U OE30MaCHOCTH
JIEKApCTBEHHBIX  TPEMapaToB, HANpPaBJICHHBIM Ha BBISIBIIEHWE, OICHKY H  TPEJOTBPAIICHUE
HEeXeaTelbHbIX MOCIEACTBUI TPUMEHEHHUS JIEKAPCTBEHHBIX MPENapaToB;

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

52.2) mnaH ympaBieHUs PUCKAMU - MOAPOOHOE ONMMCAHME MEPONPUATHH Mo (apMakoOHAI30py,
HAIpaBJIEHHBIX Ha BBISBIEHUE, OLEHKY U MPENOTBPALEHUE WM MHUHHUMH3ALUIO PUCKOB, CBA3aHHBIX C
JIeKapCTBEHHBIMHU ITperapaTaMu, BKIII0Uast OIIeHKY 3()()EeKTUBHOCTH JaHHBIX MEPOIPHUSATHI;

(. 52.2 BBeneH PenepasibHBIM 3aKOHOM OT 22.12.2014 N 429-03)

Koncynprantlntoc: npumedanue.
C 01.03.2025 B 1. 53 cr. 4 BHOCsTCs m3Menenust (D3 ot 30.12.2021 N 463-D3).

53) penent Ha JEKapCTBEHHBIM Npemapar - MEIUIMHCKUNA JOKYMEHT YCTaHOBIIEHHOW (OpMBI,
coJiepKalliuii Ha3HaYeHHE JIEKApCTBEHHOTO Ipernaparta JUisi MEIUIMHCKOTrO MPUMEHEHHUs, BbIJAHHBIN
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

MEIUIIMHCKUM PAa0OTHUKOM B IIESIX OTITYCKA JIGKAPCTBEHHOTO Tperapara WM ero H3TOTOBICHHS H
OTIIyCKa Ha OyMa)KHOM HOCHTEJIE HJIU C COIJIacHsl MAIeHTa UM €ro 3aKOHHOTO IpecTaBuTeNs B hopme
ANIEKTPOHHOTO JIOKYMEHTa, HOINMCAHHOTO C HCIIOJIb30BAHUEM YCHIIEHHOH KBaIH(UIIMPOBAHHOM
AJIEKTPOHHON MOJINUCH MEIMIMHCKOTO pabOTHHKA, JUOO JOKYMEHT YCTAHOBICHHOH (OpMBI,
CoZlepyKalllii Ha3HAUCHHE JIEKApCTBEHHOTO IIpenapara JJisi BETEPUHAPHOTO NPHMEHEHHs, BBIJIAHHBIHI
CIELUANIUCTOM B OOJAaCTH BETEPHHAPHHM B LEIAX OTIYCKa JIEKAPCTBEHHOTO IIpernapara WIW €ro
M3TOTOBJICHHS U OTITyCKa Ha OyMa)KHOM HOCHUTEJIE;

(B pen. DenepanbHbix 3aK0oHOB 0T 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

KoncynpsranTlLitoc: mpumevanue.
C 01.03.2025 1. 54 ct. 4 uznaraercst B HoBo# penakiuu (O3 ot 30.12.2021 N 463-D3).

54) TpeOoBaHMEe MEAMIIMHCKOW OpraHu3allid, BETEPUHAPHON OpraHu3almuu - JIOKYMEHT
YCTaHOBJICHHOW ()OPMBI, KOTOPBI BBITMCAH MEIUIIMHCKAM PAOOTHUKOM HJIHM CIIEHUAIMCTOM B 00JacTh
BETEPUHAPUHU, HMMEIOLIMMH Ha 3TO MPaBO, U COJCPKUT B MUCHBbMEHHOW (QopMe yKazaHUE anTedHOU
OpTraHU3allK WM BETEPUHAPHOW alTeYHON OpraHU3aIiy 00 OTITYCKE JIEKAPCTBEHHOTO Mpernapara mii o
€ro M3roTOBJICHUU U 00 OTHYCKe Juis oOecriedeHus 1eueOHOro mnpoiecca B MEIUIMHCKON OpraHu3allli,
BETEPUHAPHOMN OpraHU3alLlNy;

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

55) KOMIUIEKCHas OLEHKa JIEKapCTBEHHOIO IIpenapara - OLIEHKAa 3aperuCTPUPOBAHHOIO
JIEKapCTBEHHOT'O Ipernapara, BKIoYaroas B ce0s aHaiau3 WH(GOpMAIMK O CPABHUTEIbHON KIMHUYECKON
3 PEeKTUBHOCTH 1 GE30IIACHOCTH JIEKAPCTBEHHOTO MpenapaTa, OIeHKY SKOHOMHYECKUX MOCIIEICTBUIN €ro
IIPUMEHEHHUS], U3YyYEHUE JONOJIHUTEIBHBIX IOCIEICTBUN NPUMEHEHUS JIEKapCTBEHHOIO IIpernapara B
LEeIsIX TPUHATHS pPELIeHUH O BO3MOXKHOCTH BKJIIOUEHUS JIEKAPCTBEHHOTO Ipenapara B IEepedyeHb
KHM3HEHHO HEOOXOJMMBIX U Ba)XHEHIINX JIEKAPCTBEHHBIX MPENnapaToB, HOPMAaTHUBHBIE MPABOBBIC aKThl U
UHBIE JOKYMEHTBI, OIPEAEISIONINe MOPAI0K OKa3aHUsI MEIUIIMHCKOM MMOMOIIH, WM UCKIIIOUEHUS €ro U3
YKa3aHHBIX [IEPEYHS, AKTOB U JJOKYMEHTOB;

(. 55 BBeneH denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

56) cucremMa MOHHUTOpWUHra JABW)KEHHS JICKAPCTBEHHBIX IPENapaTroB Ui MEIMIHHCKOTO
npuUMeHeHHus - QenepaibHas TOCYAapCTBeHHass HWH(OpMaIMOHHAs CHUCTeMa MOHHUTOPHHTA JIBH)KEHUS
JICKApCTBEHHBIX IPENapaTroB s MEIUIUHCKOrO MPUMEHEHHMs OT NPOM3BOIUTENS A0 KOHEYHOIO
noTpeOUTENsT C WCIOJIb30BAaHHEM B OTHOIICHUH JICKAPCTBEHHBIX IPEMapaToB s MEIUIITHCKOTO
MPUMEHEHHSI CPEJICTB UICHTU(DUKALIIH.

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

Mnaea 2. NOTHOMO4UA PEANEPAJIbHbLIX OPITAHOB I/ICI'IOHHI/ITEHbI-jOI?I 5
BINNACTWU, OPFAHOB UCIOJNTHUTENIbHOU BJTACTU CYBBEKTOB POCCUUCKOU
®EOEPALIUU NMPU OBPALLEHUU NEKAPCTBEHHbBIX CPEACTB

Cratba 5. MNMonHomMmouus cpeaepanbHbIX OPraHOB WCNOMHUTENbLHOW BRacTU npu
obpalleHnmn nekapcTBeHHbIX CPeacTB

K momaomounsam (I)C,ZlepaHLHLIX OpraHoB HCIIOJIHUTEIBHOMN BJIACTH npu 06paI_I_leHI/II/I JICKAapCTBCHHBIX
Cp€ACTB OTHOCATCH:
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

1) mpoenenue B Poccuiickoii depepanuu €IUHON TOCYJApCTBEHHOW ITOJIMTHKH B 00JaCTH
obecrieueHus JIeKapCTBEHHBIMU MpenaparaMu rpaxaan B Poccuiickoii @enepanuu;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2) yrtBepxkaeHue oOmMX (apmakoneHHBIX cTaTei, ¢apMaKONEeWHBIX CTaTed, W3JaHHE
roCy/IapCTBEHHOMW (hapMaKoIeH, CO3aHue U BeJeHNE peecTpa (papMakoneiHbIX CTaHAapPTHBIX 00pa3IoB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocymiecTBiaeHHE (GeaepaTbHOTO TOCYAapCTBEHHOTO KOHTpoJis (Hama3opa) B cdepe oOpaimieHus
JIEKapCTBCHHBIX CPE/ICTB;
(B pen. deaepanbubix 3aKkoHOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N 170-D3)

4) JMIEH3WpPOBAHWE TPOU3BOJCTBA JICKAPCTBEHHBIX CPEACTB, B TOM 4HCIE (eneparbHbIi
TOCYJapCTBCHHBIN JIUIICH3MOHHBIH KOHTPOJIb JESITEILHOCTH IO MPOU3BOACTBY JIEKAPCTBEHHBIX CPEJICTB,
MEPUOINYECKOE TOJTBEPKICHNE COOTBETCTBHUS JIMIICH3MATA, MMEIOIIETO JIMLIEH3UIO0 Ha TPOU3BOJCTBO
JICKApCTBEHHBIX CPEICTB, U (DapMaleBTUYECKON NEATSILHOCTH B COOTBETCTBUHM C 3aKOHOIATEIBCTBOM
Poccuiickoit denepanuu;

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

5) opraHu3aus SKCIEPTH3BI JIEKAPCTBEHHBIX CPEICTB, ITHYCCKOH OSKCIEPTH3bI BO3MOXKHOCTHU
MPOBEJICHUS KIIMHUYECKOTO UCCIICA0BAHMS JIGKAPCTBEHHOTO Mpernapara JUisi MeJUIIMHCKOTO TIPUMEHEHUS,
OKCIIEPTH3bI  JOKYMEHTOB, TPEACTABICHHBIX JUIS ONPEICIICHUS BO3MOXKHOCTH pPacCMaTPHBATh
JICKApCTBEHHBIM Mperapar i MEIUIIMHCKOrO TPUMEHEHHUsS MpPU TOCYJAAPCTBCHHOW PETUCTpAIlMH B
KadyecTBe OppaHHOTO JIEKAPCTBEHHOTO TpenapaTa;

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

5.1) opraHu3anMst TpPOBEACHMUS] KOMIUIEKCHOW OIEHKM JIEKapCTBEHHOI'O Ipenapara B IENX
IIPUHATHST PEIIEHUH O BO3MOXKHOCTH BKJIIOUEHMsS JIEKAPCTBEHHOI'O Ipernapara B IEPEeYeHb JKU3HEHHO
HEOOXOJMMBIX M Ba)XHEMIIMX JIEKApCTBEHHBIX IpErnapaTroB, HOPMATHBHbBIE IPaBOBBIE AKThl U HHBIE
JOKYMEHTBI, OINpPEACIAIONINE INOPANOK OKa3aHHWs MEAMIMHCKOM IOMOILUM WJIM WCKIIOYEHUS €ro u3
YKa3aHHBIX [IEPEYHs, AKTOB U JIOKYMEHTOB;

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

6) BbIIaua pa3pelieHnii Ha TPOBEICHUE KIMHUYECKUX UCCIIEIOBAHUM JIEKAPCTBEHHBIX MPEnaparos,
BEJICHUE PEeecTpa BBIJAHHBIX Pa3pELICHUN HA MPOBEICHUE KIMHUYECKUX UCCIENOBAHUM JIEKAPCTBEHHBIX
IIpenaparos;

7) ToCymapCTBEHHAas pETUCTpallvs JEKapCTBEHHBIX IIperapaTroB, BEACHHE TOCYIapPCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPE/ICTB;

8) opranuzanus u (WJIM) TPOBEACHUE HHCIIEKTUPOBAHUS CyOBEKTOB OOpaIeHHS JIEKAPCTBEHHBIX CPEACTB
Ha COOTBETCTBHE MpaBUJIaM Hajyiexallel 1a00paTopHOil MPaKkTUKH, ITpaBUiIaM HaJJiexalen
KJIMHUYECKOW MPAKTUKH, ITPABUIIAM HAJUIEKAIIEH TPAKTUKU XPAHEHUS U NIEPEBO3KH JIEKAPCTBEHHBIX
MpenaparoB, MpaBUiiaM HaJIeKaIel JUCTPUOBIOTOPCKON MPAKTUKH, TIPABUIIaM HaJJI)KAIIEeH aTeqyHON
MPaKTHUKU;

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

81) opraHu3anusa U (I/IJ'II/I) MMPOBCACHUC MHCIICKTUPOBAHUA Cy@b@KTOB 06paI_I_ICHI/I}I JICKApCTBCHHBIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

CPEICTB Ha COOTBETCTBHE TPEOOBAHMSM NPABUJ HAJUIeKaIIeH MPOU3BOIACTBEHHON MPAKTUKU, BbIIaua
3aKJIFOYEHUH O COOTBETCTBUU TPOU3BOIMTENS JICKAPCTBEHHBIX CPEJACTB TPEOOBAHUSIM IPABUII
HaJJIexallel Ipou3BOJICTBEHHON PAKTHKHY;

(. 8.1 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

8.2) ycTraHOBJEHHE TMOpsAKa BEACHHUS M BEACHHUE TOCYAapCTBEHHOIO peecTpa 3aKIIOUYEeHUH O
COOTBETCTBUHM  TPOU3BOJUTENS  JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM TMpaBWJI  HaJJIeKalen
MIPOU3BOJICTBEHHON MPAKTHKHU;

(. 8.2 BBegeH denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

9) rocymapcTBeHHas pETUCTpalMsi MPEHCNbHBIX  OTIIYCKHBIX II€H IPOW3BOJAUTEIICH Ha
JICKApCTBCHHBIC IIpCHapaTtbl, BKIIOYCHHLBIC B TICPCUYCHL JXU3HCHHO HGO6XOI[I/IMBIX A BaXHEUIIIHNX
JICKApCTBEHHBIX IPENapaToB, W BEIACHUE TOCYJAPCTBCHHOTO peecTpa MPEAeibHBIX OTIYCKHBIX IIEH
HpOI/I3BOI[I/ITeJI€I71 Ha JICKApPCTBCHHBIC IpCapaThl, BKIOYCHHLIC B IICPCUYCHDL KM3HCHHO H€O6XOZII/IMBIX u
Ba)XHEHUIIINX JIEKAPCTBEHHBIX MIPEIapaToB;

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

9.1) corynacoBaHue MPOEKTOB PELICHUN OPraHOB MCIIOJHUTEIbHON BIACTH CyOBeKTOB Poccuiickoit
@enepauy 00 YCTaHOBIEHMM M (WJIM) W3MEHEHUU IIPENEIbHBIX PAa3MEPOB ONTOBBIX HaI0aBOK U
IpEJeNbHBIX PAa3MEPOB PO3HUYHBIX HA/J0aBOK K (PAKTHMUECKUM OTIYCKHBIM II€HAM, YCTaHOBJIEHHBIM
[IPOM3BOJUTENIAMUA JIEKAPCTBEHHBIX IpPENapaTroB, Ha JIEKAPCTBEHHBIE IIpeHapaThl, BKIIIOUYEHHBIE B
NepevYeHb )KU3HEHHO HEOOXOAUMBIX U BXKHEHUIIMX JIEKAPCTBEHHBIX IIPENapaToB;

(. 9.1 BBenen denepanbubiM 3akoHOM OT 13.07.2015 N 241-D3)

10) Bblmaya, YCTAHOBJIICHHWE TMOpPSAKA BBIIAYM DPAa3pelICHUs HAa BBO3 KOHKPETHOW MapTUH
JIEKapCTBEHHOT 0 cpeAcTBa B Poccuiickyto denepaiuto;
(m. 10 B pen. denepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

10.1) Bblgaua, ycTaHOBJIEHUE MOPAIKA BbIIAYM U (POPMBI IOKYMEHTA, KOTOPBIN MOATBEPKAAET, YTO
MIPOM3BOJICTBO JIEKAPCTBEHHOTO TMpemapara [ MEIUIMHCKOTO TPUMEHEHHS OCYIIECTBICHO B
COOTBETCTBUU C Tp€6OBaHI/I${MI/I ImpaBuJI Ha)IJ'IC)KaHIeI\/II HpOI/ISBOJICTBeHHOfI IMPaKTUKHU WX YTO
JIEKapCTBEHHBIN Tpernapar s BETEPHUHAPHOTO MPUMEHEHHs JOMyIIeH K oOpamieHuto B Poccuiickoii
Odenepanvv, ¥ TOUICKUT MPEACTABICHUIO IO TPEOOBAHHWIO YIIOJHOMOYECHHOTO OpraHa CTpPaHBI, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN MTpenapar;

(m. 10.1 BBenen denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3akoHa OT
02.08.2019 N 297-D3)

10.2) BpIaya, yCTaHOBJICHHE IOpsIKa BbIAAUYW U (OPMbI JOKYMEHTA, COJEPIKAIIEro CBEJIEHUS O
CTaauAX TEXHOJOTMYECKOro IMpoIecca MPOU3BOACTBA JIEKAPCTBEHHOI'O CPEACTBA JJI MEIULIUHCKOIO
MIPUMEHEHHUS], OCYIIECTBISIEMBIX Ha TeppuToprn EBpa3zuiickoro 3kOHOMU4ECKOr0 COI03a;

(m. 10.2 BBenen denepanpHbiM 3akoHOM OT 22.12.2014 N 429-®3, B pen. denepanbHoro 3akoHa ot
13.07.2015 N 241-@3)

11) co3nanue cOBETOB MO BOIPOCAM, CBA3aHHBIM C 0OpallleHueM JIEKapCTBEHHBIX CPE/ICTB;
12) arrecTanus v cepTUPHUKALUS CIEIIHATUCTOB;

13) yrpatun cuny ¢ 1 centsiops 2013 roga. - @enepanphblit 3akoH ot 02.07.2013 N 185-D3;
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?:Eleﬁm;gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

14) ocymecTBiieHue papmMakoHaa30pa;
(n. 14 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-®3)

15) yuactue B MEXIyHApOAHOM COTPYJHHUYECTBE;

16) mony4eHwue 1mo 3arnpocaM yroIHOMOYEHHOTO (efepatbHOro OpraHa UCTIOTHUTEILHOW BIACTH OT
OpraHOB HWCIOJHUTEIBLHON BilacTH CcyObekToB Poccuiickoit deneparuu, a Takke OT CYOBEKTOB
oOpareHusi JeKapCTBEHHBIX CPEJICTB JUISI MEIUIIMHCKOTO NPHUMEHEHUs WH(GOpMAIMKU IO BOIPOCaM
YCTaHOBJICHUS ¥ IPUMEHEHHUSI 1IEH Ha JIEKapCTBEHHbIE IIPerapaThl U HaI0aBOK K HUM;

17) npumeHeHue Mep OTBETCTBEHHOCTH 3a HapyllIeHUE 3aKoHOqaTenbcTBa Poccuiickoit deaepannu;

18) yTBepkIaeHHE TMpaBWJI HaAJeXxalled J1abopaTOpHOM MPaKTHUKW, TPaBUI HaJJIeKallei
KJIMHUYECKOW MPAKTHUKHW, IMPABWJI HAJICKAIIECH MPOU3BOJCTBEHHON NPAKTHKH, IMPABUI HaJIeKaIIeH
MPaKTUKU  XPAaHEHWs] W  [EpPEeBO3KM  JICKApCTBEHHBIX  IpenaparoB, MpaBUJl  HaJJleKallen
JUCTPUOBIOTOPCKON MPAKTUKK, MpaBWJI HaJJeXKalleldl anTeyHOW MpakTUKW, MpPaBUJl HaJJIeKallen
MPaKTUKU (hapMaKOHA30pa JIEKAPCTBEHHBIX MPENapaToB sl MEIULIMHCKOTO TIPUMEHEHUS;

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

19) ycranoBnenue nopsiaka GpopMUPOBAHUS PETUCTPALIMOHHOTO JTOChE Ha JIEKAPCTBEHHBIN Mpernapar
1 TpeOOBaHMI K JOKYMEHTAM B €r0 COCTABE;
(m. 19 BBenen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

20) yTBepKIeHHE TTPABIII PAIIHOHATBHOTO BEIOOPA HANMEHOBAHUH JIGKAPCTBEHHBIX IIPETIAPATOB IS
MEAHUIIMHCKOTO IPUMEHEHHUS,
(. 20 BBenen DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

21) yTBepkIeHUE MepeyHs] HANMEHOBAHUH JIEKAPCTBEHHBIX (OPM;
(. 21 BBenen @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

22) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbasiii 3akoH ot 27.12.2019 N 475-D3;

23) yTBepxkAcHUE TPEOOBaHUN K HMHCTPYKIMU TIO MEAUITMHCKOMY MPUMEHEHMIO JIEKapCTBEHHBIX
MpenapaTroB U K MHCTPYKILIMH 110 BETEPUHAPHOMY IPUMEHEHHUIO JIEKAPCTBEHHBIX MTPENapaTos;
(. 23 BBeneH denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

24) npuHATHE PEUICHUH, SBIAIOMUXCS OCHOBAHMSMHU JUISl BKJIIOUEHHS JTOMEHHBIX UMEH U (MJIN)
yKazaTeslel CTpaHHI] CaiTOB B MH(OPMAIMOHHO-TEIEKOMMYHUKAITMOHHONW ceTn "MHTepHeT", a Takxke
CeTEeBbIX aJPECOB B EAMHYI0O aBTOMAaTH3MPOBAHHYIO HH(POpPMALMOHHYIO cucTeMy "EnuHblii peectp
JIOMEHHBIX HMEH, yKa3aTesled CTpaHull CalTOB B WH(GOPMAlMOHHO-TEIEKOMMYHHKAIIMOHHON CETH
"NuTepuer” u CETEBbIX aJIpecos, MIO3BOJISIOIINX UACHTU(PHUIIUPOBATH CalThI B
MH(pOPMAITMOHHO-TEIEKOMMYHUKAITHOHHOM ceTn "UnTepnet", coJiepKalme nHpopMaIuio,
pacripocTpaHeHne KoTtopoil B Poccuiickoit ®enepauuu 3ampemieHo", B OTHOUIEHWH HHGOpMAIHH,
coJlepKalllel MNpPEeIIOKEHHE O PO3HWYHOW TOProBJ€ JIEKAPCTBEHHBIMHU IIpenaparamMv, B TOM YHCIIE
JMCTAHIIMOHHBIM  CIOCOOOM, PO3HMYHAs TOPIOBIS KOTOPHIMM OrpaHMYEHa WM 3afpelieHa B
COOTBETCTBHUH ¢ HacTosiuM DefepanbHbIM 3aKOHOM, U (MJIM) HHPOPMALINH, CoAepKalllel MpeasiosKeHne
O pPO3HUYHOW TOProBii€ JEKAPCTBEHHBIMU IpenapaTaMy, B TOM 4YHCIE TUCTAHIIMOHHBIM CIIOCOOOM,
JUIAMH, HE HUMEKIIMMH JIMIEH3UMM M pa3pelieHus Ha OCYLIECTBICHUE TAaKOM JAESATEIbHOCTH, €CIU
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?:Eleﬁm;gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Hata coxparenms: 25.01.2023

MOJydeHWE JIMICH3UM W pa3pelieHUs TMPEAYCMOTPEHO 3aKOHOAATENbCTBOM 00  oOparieHuu
JIEKapCTBCHHBIX CPE/ICTB;
(. 24 B pen. ®enepanpuoro 3akona ot 03.04.2020 N 105-D3)

25) BeIgaua pa3peuieHuid Ha BBOJ] B TPAXKAAHCKUN 000pPOT MMMYHOOHOIOTUYECKHX JICKAPCTBEHHBIX
IIPETapaToB.
(. 25 BBenen @enepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

KoncynsrantlIimtoc: mpumevanwue.

Ct. 5.1 pacnpocTpaHsieTcss Ha MOJHOMOYHS, KOTOPBIC HE IMEpPEeAaHbl I OCYIIECTBICHHS OpraHam
roCyIapCTBEHHOMN BJIaCTH CyOBEKTOB P® M opranam MECTHOIO CAMOYIPABJIEHHs COOTBETCTBYIOIIUMU
dbenepanbabiMu 3akoHaMu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. [lepemava ocywecTBneHUss mnosiHoMmouun epepanbHbIX OpPraHoB
MUCMNOJIHUTENIbHOM BNacTUM nNpuM oOOpalleHMn JleKapCTBEHHbIX CpeaCTB oOpraHam
MCNONMHUTENbLHOW BnacTn cyobekToB Poccumnckon Pepgepaumm

(BBeneHa ®enepanbHbIM 3ak0HOM OT 13.07.2015 N 233-D3)

[TomHOMOYMS (enepaTbHBIX OPTaHOB HMCIIOJHUTEIBHON BIIACTH NpPU OOpAICHUH JIEKApCTBEHHBIX
CPEICTB, MpeayCMOTpeHHble HacToAwuM DenepanbHbIM  3aKOHOM, MOIYT II€peJaBaThCs A
OCYIIECTBIICHHsI ~ OpraHaM  HWCIOJHUTENBHOW  BiIacTh  cyObekToB  Poccuiickoir — Deneparuu
nocraHoBieHusiMu [IpaBurtenscrBa Poccuiickoit denepannn B nopsjake, ycraHoBlIeHHOM DenepalbHbIM
3aKOHOM OT 6 OKTAOps 1999 roma N 184-®3 "OO6 o0mUX NPUHIMIIAX OPTaHU3AIMH 3aKOHOAATEIBHBIX
(mpencTaBUTENbHBIX) M HCIOJIHUTENBHBIX OPraHOB TOCYAApPCTBEHHOM BiacTu cyObekToB Poccuiickoii
Oenepanun".

Cratba 6. [lonHOMOYMA OpraHoB MCNOSIHUTENbLHOM BRacTu cyobekta Poccumnckom
®depepaumm npu obpalleHUn neKapcTBeHHbIX CpeacTB

K mnonHomMouMsM OpraHoB HCHOJIHMUTENBbHOM BiacTH cyOwbekTa Poccuiickoit ®@enepamuu mpu
oOpallleHUH JIEKAPCTBEHHBIX CPEICTB OTHOCATCS:

1) pa3paboTka U peanu3anus pernoOHAIbHBIX MPOrpaMM 00ecreueHUs] HaceleH s JIeKapCTBEHHBIMU
npenapaTamy;

2) yCTaHOBJIEHHUE TPEJIENIbHBIX pa3MEpOB ONTOBBIX HAJ0ABOK M MPEEIbHBIX Pa3MepOB PO3ZHUYHBIX
Ha70aBOK K (PAKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOJUTENISIMU JIEKAPCTBEHHBIX
IpernaparoB, Ha JIEKApCTBEHHBIC MpenapaThl, BKIIOYEHHbIE B IEepeUYeHb XU3HEHHO HEOOXOIMMBIX WU
BAKHEUIIINX JIEKAPCTBEHHBIX IIPENApaTOB;

3) OCYILIECTBIEHHE PETrHOHAIBHOIO TOCYJAapCTBEHHOIO KOHTPOJSA 3a IPUMEHEHMEM II€H Ha
JIEKapCTBEHHbIE Tpenaparbl, BKJIIOUYEHHbIE B IE€PEUYEHb >KU3HEHHO HEOOXOJUMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX IIPENapaToB, OPraHU3allUsIMHM OINTOBOM TOPIOBIM JIEKAPCTBEHHBIMH CpPEICTBAMU,
anTeYHbIMH OpraHU3alUsSMHU, HHIUBUIYaIbHBIMU MPENNPUHUMATEISIMH, HWMEIOIIMMHU JIMLIEH3UI0 Ha
(bapMareBTUYECKYI0 JAESITEIbHOCTb, MEIUIMHCKUMHM OpPraHU3alUsAMH, HMEIOIUMH JIMIIEH3UI0 Ha
(bapMaleBTUUECKYIO JESTeNbHOCTb, W HUX O000COOJEHHBIMU MoOjpa3eneHusiMu (amOynaTopusMu,
denpamepckuMu ¥ QEIbAIIEPCKO-aKYIIEPCKUMHU  [TyHKTaMH, LEHTpaMHu (OTJeNeHUsIMH) oOIei
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

BpaucOHOM (CEMEHHOI) MPaKTHKH), PACIOJIOKEHHBIMH B CEILCKUX HACEICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNIT€UHbIC OpPraHU3aINu;
(B pen. deaepanbhbix 3aK0HOB OT 25.06.2012 N 93-D3, ot 27.12.2019 N 475-D3)

4) nmpunATHE pemieHuss 00 HMCIONB30BAaHUM Ha TeppuTopuu cyobekTta Poccuiickoit deneparyu
Hapsy C pelenTaMy Ha JIEKapCTBEHHBIE IpenapaTsl, 0OpMIIEHHBIMU Ha OYMa)KHOM HOCHUTEJE, PELENTOB
Ha JIEKapCTBEHHBIE MPeraparsl, CHGOPMUPOBAHHBIX B ()OPME HNEKTPOHHBIX JOKYMEHTOB.

(. 4 BBennen @enepanbHbIM 3aKOHOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYOAPCTBEHHAA ®APMAKOIEA

Cratba 7. PaspaboTka n usgaHme rocyaapcTtBeHHOM hapmakoneu, pasmelleHue
AaHHbIX O HeW

1. Tlox rocymapcTBeHHOW (apMakorneeii MOHMMAETCS CBOJ 0OOmUX (apMaKONEWHBIX cTared u
(hapmaKonenHbIX CTaTeH.

2. Pa3zpaborka oOmmx ¢apMakomelHbIX cTareid W (apMaKONEHHBIX CcTaTeld, B TOM YHUCIIE
dapmakonelHsIx crareii Ha (apMakoleiHble CTaHAapTHBIE O00pa3lbl, M BKIOYEHHE HUX B
rOCY/IapCTBCHHYIO (DapMaKoOMer0 OCYIIECTBISIOTCA B IOPSJIKE, YCTAHOBJICHHOM YIIOJHOMOYEHHBIM
(beneparbHBIM OpPraHOM UCTIOJTHUTEIBHON BIIACTH.

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

3. Pa3pabotka (apmakoneiHoi crtaTbu Ha pedepeHTHbIN JIEKapCTBEHHBIN Mpenapar U BKIOYEHUE
ee B TOCyIapCTBEHHYIO (apMakoIel0 B TEUEHHE CPOKa JCWCTBHUS 3aIUTHl WCKIIOYHUTEIHBHOTO TIPaBa,
YJIOCTOBEPEHHOI'0 MAaTEHTOM Ha peepeHTHBIN JIeKapCTBEHHBIN NpenapaT, OCYIIECTBISIOTCS ¢ corjacus
€ro pazpaboT4HKa.

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

4. TocynapctBeHHas (¢apmakornes M3JaeTcsl YINOJIHOMOYEHHBIM (eJepaabHbIM  OpPraHOM
MCTIOJIHUTEJILHOM BJIACTH 3a CUET CPeACTB (peliepaibHOro OropKeTa U MOUIEKUT MEepen3IaHusIM He peke
4YeM OJUH pa3 B MATh JIET, B MEPUOJ MEXKIY KOTOPBIMU H3/AI0TCS NMPUIOKEHHS K TOCYAapCTBEHHOU
dapmakonee, coxaepkamue obmme (apMmakoneiHple cTatbu M (WIM) (dapMakoNeiHble CTaTbH,
YTBEPKACHHBIE TIOCTIE U3AaHUS UM MTepen3JaHus TocyAapCTBEHHOM (papmakonen.

5. YnonHomoueHHBIN (enepanbHblii OpraH HWCHOJHUTENBHON BIACTH pa3MellaeT JaHHBIE O
rocyJapCTBEHHOM (apmakoriee U MPUIOKEHUIX K HeW Ha cBoeM oduIimaibHOM caifte B cetu "MuaTepHer"
B YCTAHOBJIEHHOM MM MOPSIKE.

Mnaea 4. IMLUEH3VUPOBAHUE NMPOU3BOAOCTBA JIEKAPCTBEHHbIX CPEACTB
N ®APMALEBTUYECKOWU OEATENBHOCTU, TOCYOAPCTBEHHbLIA KOHTPOIb
(HAO30P) B COEPE OBPALLEHUA NEKAPCTBEHHbIX CPEACTB
(B pea. @enepanbHoro 3akona ot 11.06.2021 N 170-03)

Cratba 8. JluueH3MpoBaHMe TMNPOM3BOACTBA JIEKAPCTBEHHbIX CpPeaAcTB W
chapmMaLeBTUYECKOWN AeATEeNbHOCTH

1. .HI/II_[CH3I/IpOBaHI/IC MMPOU3BOJACTBA JICKAPCTBCHHBIX CPCACTB U (I)apMaHCBTquCKOﬁ JACATCIIBHOCTHU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

OCYILICCTBIIACTCA B COOTBETCTBUHU C 3aKOHOJATCIILCTBOM Poccuiickoit CDez[epauI/H/I.

2. O0s3aTeIBHBIM YCIIOBHEM MTPEIOCTABICHUS JIMIICH3UH HA IPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
ABJISICTCA TPUIOKEHUE K 3asABICHMUIO COUCKATENs JIMLEH3MM IepeyuHs JIEKapCTBEHHbIX (opM U (WiIH)
BUJIOB (hapMalleBTHUECKUX CYOCTaHIMH, KOTOpPBIE MPOM3BOAUTENH JIEKAPCTBEHHBIX CPEJCTB HaMEpeH
IIPOU3BOJUTE.

3. B ciiyuae HEOOXOJUMOCTH paclIMpeHHs MPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB 3a CUET HOBBIX
JIEKapCTBEHHBIX (OPM W BUAOB (PApMAIEBTUYECKUX CYOCTaHLUI TNPOU3BOJIUTEND JIEKAPCTBEHHBIX
CPEICTB JOJDKEH IOJaTh B JIMLCH3UPYIOIIMKM OpraH 3asBJICHHE O BHECECHUM W3MEHEHUH B PEECTP
JMLEH3UH Ha IPOU3BOCTBO JIEKAPCTBEHHBIX CPEACTB.

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

4. JluueH3us Ha MPOU3BOICTBO JEKAPCTBEHHBIX CPeACTB ((hapMaleBTHUECKON CyOCTaHIIMK CIUpTa
STUJIOBOTO (STaHOJIA) BBIAACTCS TPH YCJIOBUU HAJIMYMs y OpraHM3aldd Ha IpaBe COOCTBEHHOCTH,
XO3SIICTBEHHOT'O BEJICHUS WIIM ONEPATUBHOTO YIPABIEHUS OCHOBHOTO TEXHOJIOTMYECKOTO 000PYAOBAHUS
JUIsL TIPOM3BOJICTBA JTHJIOBOTO CHUPTA, 3apETUCTPUPOBAHHOIO B COOTBETCTBHM CO cTaThed 14.1
OenepanbHoro 3akoHa oT 22 HosOps 1995 roma N 171-®3 "O rocynapcTBEHHOM pPETyIUPOBAHHUH
MIPOM3BOJICTBA U 000OpOTa ATHJIOBOTO CIIUPTA, AJIKOTOJBHOW W CHUPTOCOAEPIKAIIEH MPOAYKIIMU U 00
OTrpaHUYEHUU MOTPeOIeHUS (PACTIUTHSA) AIKOTOILHOU MPOTYKITHH .

(dactp 4 BBeneHa denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

Ctatba 8.1. OCOGEHHOCTM NMUUEH3MPOBaHMA NPOM3BOACTBA JEKapCTBEHHbIX
cpeacTB (hapmaueBTUHECKOM CYOCTaHLMM cnupTa 3TUNOBOro (3TaHona)
(BBeneHa PenepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

1. JlelicTBue JMIIEH3MM Ha NPOU3BOJCTBO JIEKAPCTBEHHBIX CpelACTB ((apmaneBTHUECKON
CyOCTaHIIMM CNHPTa STHJIOBOTO (3TaHOJA) MPHOCTAHABIMBAETCS B 4YacTU IpaBa Ha MPOU3BOJCTBO
(apmaleBTUUECKON CyOCTaHIIMM CHMpTA ATHIIOBOTO (3TaHOJA) JIMLEH3UPYIOIIUM OPraHOM B CiIydasX,
onpeneneHHbIx cratbeil 20 @enepanpHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuneH3upoBaHuU
OTJENbHBIX BHJIOB JAEATEIbHOCTU", a TakKe Ha CpPOK IPUOCTAHOBJIECHMS JIEHCTBUS JIUICH3UU Ha
MIPOU3BOJICTBO 3THJIOBOI'O CHMPTA JJIsl IPOU3BOJCTBA (papMalieBTUUECKOM CyOCTaHIIMM CITUPTA ATUIIOBOTO
(3TaHona), BbIIaHHOM B cooTBeTcTBUH ¢ DenepanbHbiM 3aKk0HOM OT 22 Hosi0ps 1995 roga N 171-®3 "O
rOCYJJapCTBEHHOM PpEryJMpOBaHUM IPOU3BOJACTBA M 00OpOTa 3TUJIOBOTO CIUPTA, AJKOTOJBHOW U
CIUPTOCOEPIKAIEH TPOIYKIIMU U 00 OTpaHUUEHUHU MTOTPeOIeHUs (PACTIUTHS) alTKOTOJIBHON TTPOIYKIIAN".

2. JleiicTBUe JMIIEH3UM Ha TIPOU3BOJCTBO JIEKAPCTBEHHBIX CPeICTB ((papMalleBTUYECKOM
CyOCTaHIIMM CIHpTa STUJIOBOrO (3TaHONA) B 4YacTH IpaBa Ha MPOU3BOJICTBO (papMaleBTHUECKON
CyOCTaHIIMM CIHMpTa ATUIOBOTO (dTaHOJA) MPEKpAIlaeTCs JHICH3UPYIOIIMM OpPraHOM B CIydYasX,
onpenaeneHHbix crarbeil 20 denepanpHoro 3akoHa ot 4 mag 2011 roga N 99-03 "O nuueH3upoBaHUN
OTIENBbHBIX BHJIOB JEATEIBHOCTH", a TaKXkKe C JaThl NPEKpalleHHs WU aHHYIHPOBAHHS EHCTBUS
JUIEH3UU Ha IPOU3BOJICTBO 3TUJIOBOIO CIHPTa AJS MPOU3BOJCTBA (hapMalleBTHUECKON CyOCTaHIIUN
CIHUpTa TUIOBOTO (3TAHOJNA), BBIJAHHOW B COOTBETCTBUH ¢ DepepanbHBIM 3aKOHOM OT 22 Hos0pst 1995
roma N 171-®3 "O rocymapCTBEHHOM pETYJIMPOBAHUM MPOU3BOACTBA M 000pPOTAa ATHIIOBOTO CIHPTA,
aJIKOTOJIBHOM M CIHUPTOCOZEpKalled NpONyKIMH U 00 OrpaHHMYEHHHM TMOTpeOseHus (pacruTus)
AJIKOTOJIBHOM MPOAYKIUK".
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

Cratba 9. [locymapcTBeHHbIW KOHTponb (Hag3op) B cdepe obOpaweHus
neKapcTBEHHbIX CpeaAcTB
(B pen. @enepanpHoro 3akoHa ot 11.06.2021 N 170-D3)

1. TocymapcTBeHHBIi KOHTpOJIb (Ham30p) B cdepe oOpamieHus JIEKapCTBEHHBIX CPEICTB
OCYIIIECTBISIETCS TOCPEICTBOM (heepaabHOr0 TOCYIapCTBEHHOTO KOHTPOJds (Haa3opa) B cdepe
oOpaImieHusi JEKapCTBEHHBIX CPEACTB M (elepaIbHOTO TOCYIAPCTBEHHOIO JIMIIEH3MOHHOTO KOHTPOJIS
JESTEILHOCTH 110 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB, OCYIIESCTBISIEMBIX (eAepaTbHBIMU OpraHAMH
HCTOJIHUTEJILHOM BIACTH, yoJIHOMOUYeHHBIMU [IpaButenscTBoM Poccuiickoit denepanum.

2. Ilpenmerom QenepansbHOrO TOCYJAPCTBEHHOTO KOHTPOJsS (Ham3opa) B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEIICTB SABJISIOTCS:

1) cobmomenne 00s3aTeNbHBIX TpeOOBaHU B chepe oOpaleHus JIEKapCTBEHHBIX CPEIICTB, B TOM
qHcIIe:

a) Tp€60BaHHﬁ K OOKIMHHUYCCKHUM HMCCICAOBAaHHUAM JICKAPCTBCHHBIX CPCACTB, KIMHUYCCKHUM
UCCIIEIOBAaHMSAM JICKAPCTBEHHBIX IMIPENapaToB, M3TOTOBICHUIO, XPAaHEHUIO, TIEPEBO3KE, BBO3Y B
Poccuiickyro ®enpepanuro, OTHYCKY, pealM3alu, Iepenade, MNPOJaKke JEKAPCTBEHHBIX CPEJCTB,
MPUMEHEHUIO JIEKAPCTBEHHBIX IPENapaToB, YHUUYTOKEHUIO JIEKAPCTBEHHBIX CPEJACTB, YCTAHOBJICHUIO
MPOU3BOJUTCIIAMU JICKAPCTBCHHBIX IIPCIIApaTOB LICH HA JICKAPCTBCHHBIC IIPCIIapaThbl, BKIIOYCHHLIC B
nepeyeHb )KU3HEHHO HEOOXOUMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaTos;

0) TpecOOBaHWUN K COOTBETCTBUIO JICKAPCTBEHHBIX CPEICTB, HAXOMSIIUXCS B OOpaIIeHUH,
MOKa3aTessiM KauecTBa, 3 (HEeKTUBHOCTH U 0€30IaCHOCTH, YCTAHOBIEHHBIM B COOTBETCTBUU C HACTOSIIUM
denepanbHbIM 3aKOHOM;

B) TpeOOBaHMI K COONIOACHHUIO CYOBbEKTaMH OOpaIleHHs JIEKAPCTBEHHBIX CPENICTB, YKa3aHHBIX B
yactu | crarbu 67.1 Hacrosmero denepasbHOrO 3aKOHA, OrPAaHUYEHUN, HAJTaraéMbIX cTtarbsiMu 67.1 u
67.2 nactosmero denepanbHOro 3aKOHA;

2) co0OuroICHUE JINIIEH3NOHHBIX TPEOOBAHMI K OCYIIIECTBICHHIO (DapMalleBTHUYECKON JIeITeTbHOCTH;

3) cobmroenue TpeOOBaHUM K MPEJOCTABICHUIO CyObEKTaMU OOpallleHus! JeKapCTBEHHbBIX CPEICTB
uHpOpMAMK O JIEKAPCTBEHHBIX CpeACTBaX W (WIIM) JIEKApCTBEHHBIX Ipernaparax, MpexyCMOTPEHHOMN
cratbsamu 9.1, 52.1 u 64 Hacrosuero dexepaabHOro 3aKOHA.

KoncynsrantlIntoc: npumedanue.
C 01.03.2023 4. 2 ct. 9 pononngercs 1. 4 (O3 ot 20.10.2022 N 405-D3). Cm. Oyayiiyro peJakLuo.

3. Ilpum ocymectBieHuu ¢eaepasTbHOr0 TOCYAapCTBEHHOTO KOHTpOJs (Ham3opa) B cdepe
oOpartleHusi JIEKApCTBEHHBIX CPEACTB MPOBOASTCS CIEIYIONIME BUIbI KOHTPOJBHBIX (HAI30PHBIX)
MEPONPUATHI:

1) nokymeHTapHas IpOBEpKa;

2) BBIE3/IHAS IPOBEPKA;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

3) BEIOOPOYHBIN KOHTPOJIb KAU4eCTBa;
4) KOHTPOJIbHAS 3aKYTIKA;
5) MHCIIEKITMOHHBIA BU3UT;

6) HaOMIOJCHHE 3a COOJIIOJICHWEM O0O0S3aTeNbHBIX TPEeOOBaHW (MOHUTOPUHT OE30MACHOCTH)
(bapmakonaazop).

4. Opranuzanus U OCyIIECTBIEHHE (eepaIbHOTO roCyIapCTBEHHOIO KOHTPOJIS (Haa30pa) B chepe
oOparnieHus JEKapCTBEHHBIX cpelncTB perynupytorcs denepanpabiv 3akoHoM oT 31 umrons 2020 roma N
248-®3 "O rocymapCcTBEHHOM KOHTpoOJie (HAI30pe) W MYHHUIMIAIBHOM KOHTposie B Poccuiickoit
denepanuu".

5. BHemiaHoBbIM BBIOOPOYHBI KOHTPOJb KauyecTBa MPOBOJUTCA B TOM YHCJIE HAa OCHOBAHUHU
IIPOrpPaMMBbI IPOBEPOK.

6. I1maHOBBI BEIOOPOUYHBINA KOHTPOJIb KA4eCTBA HE MPOBOIUTCSI.

7. Ilo pe3ynbTaTaM BHIOOPOYHOT'O KOHTPOJISI KAYECTBA HAPSAY C PEIICHHUSIMH, TPEAYCMOTPEHHBIMU
®enepanbubiM 3akoHOM OT 31 mrons 2020 romga N 248-03 "O rocyaapcTBEHHOM KOHTpoJie (Haa30pe) U
MYHUIIUNIAILHOM KOHTposie B Poccuiickoit ®Denepanun”, enepaabHbIMU OpraHaMu HMCIOJHUTEIBHOMN
BJIACTH, YINOJHOMOYCHHBIMHM Ha OCYIICCTBJIICHHC BI>I60pO‘~IHOFO KOHTPOJIA Ka4CCTBA, MNPHHUMAIOTCA
CIICAYIOIINE PEIICHUS:

1) o panmpHelmIeM TrpakJaHCKOM O0OpOTE CEpUH, MApTUU COOTBETCTBYIOLIErO JIEKAPCTBEHHOI'O
CPEICTBa B CIIy4ae MOATBEPXKACHUS II0 pe3ysbTaTaM IPOBEAEHHBIX MCIBITAHUI COOTBETCTBHS KauecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBAaHUSM;

2) 00 HM3BATHH U3 T'pakAaHCKOT'O 06op0Ta CepuHr, MapTuu COOTBCTCTBYIOLICTO JICKAPCTBCHHOTO
cpeacTtBa B ClIydac BBIABJICHUA IO PE3yJIbTaTaM MNPOBCACHHBIX HCIIBITAHUN HECOOTBETCTBHS KadecTBa
JICKApCTBCHHOT'O CPpCACTBA YCTAHOBJICHHBIM Tpe6OBaHI/IHM;

3) o mepeBojEe JIEKAPCTBEHHOTO CpPEJCTBA Ha IMOCEPHIHBIN BBHIOOPOUYHBIM KOHTPOJb KaduyecTBa
JIEKapCTBEHHBIX CPEJCTB B CIy4yac MOBTOPHOI'O BBHISBJICHMS HECOOTBETCTBUS KauyeCTBA JIEKAPCTBEHHOTO
CpEICTBa YCTaHOBJIEHHBIM TpeOOBaHMUSIM U (NP HEOOXOIMMOCTH) O MpOBEpKEe CyObeKTa oOpalieHus
JIEKapCTBEHHBIX CPeICTB. Pacxobl, cBSI3aHHbIE C MPOBEIECHUEM MOCEPUITHOIO BHIOOPOUHOTO KOHTPOJI,
OIJIAYMBAIOTCSl TPOU3BOAMTEIEM JIEKAPCTBEHHOTO CpEACTBA JMOO JepxaTeleM WIM BIaJeliblieM
PETUCTPALIMOHHOTIO Y0CTOBEPEHUS JIEKapCTBEHHOTO Mpernapara.

8. denepanbHbIl TOCYIAPCTBEHHBIM JMUEH3MOHHBIA KOHTPOJb AEATEIBHOCTH IO IPOU3BOACTBY
JIEKAPCTBEHHBIX CPEACTB OCYILECTBIISIETCS B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoi
denepanuu.

CraTtbsa 9.1. Mporpamma npoBepok
(BBenena denepanbHbM 3ak0oHOM OT 11.06.2021 N 170-D3)

1.B HeJaX opraHnusanun BBI60p0‘-IHOF O KOHTPOJIA KaueCTBA JICKAPCTBCHHBIX CPCACTB (I)OpMI/IpyCTCSI
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

IporpaMma IpoBepoOK.

2. lns uenedt peanu3alMH MPOTpaMMBbl MPOBEPOK IMPOU3ZBOJUTENU JIEKAPCTBEHHBIX CPEJCTB U
OpraHu3alMM, OCYLIECTBISIOIINE BBO3 JIEKAPCTBEHHBIX cpeacTB B Poccuiickyro ®enepanuto,
MPEJOCTABIIAIOT B OTHOLICHUM JIEKAPCTBEHHBIX CPEACTB JUIi MEOULUMUHCKOrO MPUMEHEHUS B
YIOJTHOMOYEHHBIN (heepanbHblii OpraH MCIOJHUTEIBHONW BIIACTH, OCYIIECTBIAIOMUN (QYHKLIHUU 110
KOHTPOJIO W HaI30py B cdepe 3apaBOOXpaHEHHS, B OTHOIICHUW JICKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TMPUMEHEHHUS B YIOJIHOMOYEHHBIN (QeaepalbHblii OpraH HCIOJIHUTEIBHONW BIACTH,
OCYIIECTBISIONNH (DYHKIIUU 110 KOHTPOJIIO U HAI30py B chepe oOpalieHus JIeKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOI0 NMPUMEHEHHUsS], CBEICHUS O CEpUAX, MAPTUAX JICKAPCTBEHHBIX CPENICTB, MOCTYIAIOIINX B
rpaxmaanckuii 06opot B Poccuiickoit ®exepanuu, B MOpsIKe, COCTaBe W 00bEME, YCTAHOBICHHBIX
yKa3aHHbIMH (hefiepaibHbIMU OpraHaMH UCIIOJHUTENbHOM BJIaCTU B OTHOIIEHUU JIEKAPCTBEHHBIX CPEICTB
1. MEOUUMHCKOTO MPUMEHEHHWS W B OTHOILICHUM JIEKAPCTBEHHBIX CPEACTB JJISI BETEPUHAPHOIO
MIPUMEHEHHUS COOTBETCTBEHHO.

3. Ilporpamma mpoBepok (opMupyercs Ha KaJeHIapHbId rox B cpok no 30 mekabps roxa,
MPEIIECTBYIOLIEr0 TOAY MPOBEAEHUS BEBIOOPOUHOTO KOHTPOJIS.

4. B cinyuyae HacTyIuleHMsI COOBITHH, yKa3aHHbIX B MoAnyHkTax "0" um "B" myHkra 2 yactu 6
HacTosIed cTaTby, (efepabHbIM OpPraHOM HCIOJHUTENBHOM BIIACTH, OCYIIECTBISIIOIUM (DYHKIMU I10
KOHTPOJII0O M HaJ30py B cdepe 3ApaBOOXpaHEHUs, (elepalbHbIM OPraHOM HCIOJHUTEIBHONW BIIACTH,
OCYLLIECTBISIONMM (DYHKIIMH MO KOHTPOJIO U HA/30py B chepe oOpaleHus JIEKapCTBEHHbIX CPEICTB A
BETEPUHAPHOTO TPHUMEHEHUs, IpPU HEOOXOAMMOCTH BHOCITCS COOTBETCTBYIOLIME W3MEHEHUS B
IIpOrpamMMmy IPOBEPOK.

5. B nporpammy npoBepoK MOT'YT BKJIIOUAThCSI MEPOIIPUSITHSI C YIETOM HapYIICHUMH, BBIIBICHHBIX B
paMKax KOHTPOJIbHBIX (Ha30pHBIX) MEPONIPUATHHN 32 MPEABbLAYIINI KaJleHAapHBIH o1,

6. [IporpaMma MpoBEPOK COJCPIKUT:

1) nmepeyeHb JEKAPCTBEHHBIX CPEJICTB, OTOOP 00Pa31OB KOTOPBIX OYAET OCYIIECTBIATHCA B paMKax
BBIOOPOYHOIO KOHTPOJISI, (POPMUPYEMBIM C yU4ETOM PE3yJIbTaTOB IOCYIapCTBEHHOIO KOHTPOJIs (Haa30pa)
B cdepe oOpalieHns JTeKapCTBEHHBIX CPEACTB 32 KaJeHJapHBIN rofl, MPEIIIEeCTBYIOUINNA roy IPOBEIEHUS
BBIOOPOYHOT'O KOHTPOJIS;

2) ykazaHue Ha COOBITHE, HACTYIUIEHHE KOTOPOIO SBJSIETCS OCHOBAaHMEM JUI OCYIIECTBICHUS
BBIOOPOYHOT'O KOHTPOJISL:

a) TMOJy4YeHHE CBEIECHUH, MPEICTaBIIEMbIX B COCTaBe U 00BEME, YCTAaHOBJICHHBIX (eneparbHbIM
OpPraHOM HCHOJHUTENBHOM BJIACTH, OCYIIECTBISIOMUM (GYHKIMU 1O KOHTPOIIO M Haa30py B cdepe
3IpaBoOXpaHeHus], GeaepalbHBIM OPraHOM HCIOJHUTENBHON BJIACTH, OCYIIECTBISIOMUM (YHKIUU IO
KOHTPOJIIO U Ha/A30py B cpepe oOpaleHus JeKapCTBEHHBIX CPEJICTB JJIsi BETEPUHAPHOTO MPUMEHEHHUS, O
CepusX, TMApTUSAX JIEKAPCTBEHHBIX CPEJCTB, MOCTYMAOIIUX B TpaKIaHCKUH 000poT B Poccuiickoit
(Dez(epaum/l, YKa3aHHBIX B IIYHKTC 1 HaCTOSIHIeﬁ JaCTH, OpraHu3alusaMu, OCYIICCTBIIAOIINMU
MIPOU3BOJICTBO JIEKAPCTBEHHBIX cpeAcTB B Poccuiickoit denepanuu U BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro @enepanuio;

0) mosydeHHe MOCTYMAIOUIeH B MOPSAIKE, YCTAaHOBJIEHHOM cTaThel 64 Hacrtosiero denepanbHOro
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

3aKoHa, WH(OpPMALUU O MOOOYHBIX JIEHCTBUSX, HEXKEIATEIbHBIX PEAKIHUAX, CEPbE3HBIX HEkKeNaTeIbHbIX
peaKIMsIX, HEMPEIBUACHHBIX HEXEIaTeIbHBIX PEAKUUAX MMPH MPUMEHEHHH JEKapCTBEHHBIX IpenapaTos,
00 MHIWMBUIYaJbHOM HENEPEHOCHUMOCTH, OTCYTCTBUU 3()P(PEKTUBHOCTH JEKApCTBEHHBIX MpENnaparoB, a
Takke 00 MHBIX (haKTaX U 0OCTOSITEIBCTBAX, MPEACTABISIONIUX YTPO3Yy KU3HU WM 3JI0POBBIO UEIOBEKa
700 JKUBOTHOTO IPH NPHUMEHEHUHU JIeKApCTBEHHBIX IpPENapaToB W BBIIBICHHBIX Ha BCEX 3Tamax
oOpaleHus JIeKapCTBEHHBIX MpenapaTtoB B Poccuiickoit denepanuu u Apyrux rocyaapcTBax;

B) moyiydeHue B cooTBeTcTBUH ¢ DenepanpHbiM 3akoHOM OT 31 mrons 2020 roma N 248-d3 "O
rocyJapCTBEHHOM KOHTposie (Haa30pe) W MyHHUIUNAIbHOM KoHTposie B Poccuiickoit ®enepaunn"
CBEJICHMI O MPUYMHEHUHU BpeAa WKW 00 yrpo3e MPUYMHEHHUs Bpeda >KU3HH, 3[J0OPOBBIO I'paXKAaH MU
KUBOTHBIX.

Cratba 9.2. lNocyaapcTBeHHbIM KOHTponb (Haa3op) 3a peanu3auuen opraHamu
MCNONMHUTENbLHON BNacTn cyobektoB Poccunckom depepauum nomHoMmouun B ccepe
obpalleHnA nekapCcTBEHHbIX CPeACcTB ANA MeAULIMHCKOro NpMMeHeHus

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

1. T'ocynapcTBeHHbBI KOHTpOJIb (HAA30p) 3a pealu3aluedl OpraHaMu HCIOJIHUTENbHOW BIAcTU
cyobekToB Poccuiickoit ®enepanun noaHoMounii B chepe oOparieHusi JeKapCTBEHHBIX CPEICTB JUIS
MEIULUHCKOTO IMPUMEHEHHs] OCYIIECTBIsIeTCs ymnolHoMo4eHHbIM [IpaBurensctBom  Poccuiickoit
denepauyy OpraHoM UCIOJHUTEIIBHOM BIACTH.

2. [Ipeamerom rocy1apcTBEHHOIO KOHTPOJIS (HaA30pa) 3a peain3anueil opraHaMy UCTIOJHUTENIbHON
BiacTu cyorekToB Poccuiickoit dexepanny NOTHOMOYHA B cepe oOpalieHus JeKapCTBEHHBIX CPEICTB
JUIL MEAULIMHCKOTO NIPUMEHEHHUSI SIBJIIETCS COOJIIOICHHE YIIOJIHOMOYEHHBIMU OpraHaMH MCIIOJHUTEIbHOM
BiacTu cyobekToB Poccuiickoil denepanyii METOJIMKHM yCTAHOBIJIEHUS MPEIENIbHBIX Pa3MEPOB ONTOBBIX
Ha/J0aBOK M TMpPENeNbHBIX pPa3MEpPOB PO3HUUYHBIX HAN0aBOK K (PAKTUYECKHMM OTHYCKHBIM II€HaM,
YCTAaHOBJICHHBIM IPOU3BOJUTENIAMU JIEKAPCTBEHHBIX IpENapaToB, Ha JIEKAPCTBEHHbIE Ipernaparsl,
BKJIFOYEHHBIE B IIEpEUEHb )KU3HEHHO HEOOXOAMMBIX M BaKHEHUIINX JIEKAPCTBEHHBIX MTPENapaToB.

3. Ilpu ocymiecTBIEHUN TOCYAapPCTBEHHOTO KOHTPOJs (HAA30pa) 3a peanu3alnue OpraHaMu
UCTIOJHUTENBHOW BiacTu cyObekToB Poccuiickoit ®denepanuu mosHoMouundt B cdepe obOpalieHus
JIEKapCTBEHHBIX CPEJICTB ISl MEUIIMHCKOTO IPUMEHEHUSI IPOBOJIATCS CIIEAYIONINE BUIABI MEPOIIPUSITHIA:

1) nOKyMeHTapHbIe IPOBEPKH;
2) BBIE3/IHBIE TIPOBEPKH.

4. Opranuzanys M OCYIIECTBIEHUE TOCYAAPCTBEHHOIO KOHTpoisl (Hazx3opa) 3a peanusalueit
OopraHaMd HCIIOJTHUTEIBHOM BIacTH CyOBekTOB Poccmiickoit ®enepanmuu moiHOMOUMi B chepe
oOpallleHusl JIEKAPCTBEHHBIX CPEICTB Ul MEIUIIMHCKOTO NMPUMEHEHUs peryiaupyiorcs denepaibHbIM
3aKkOHOM OT 6 okTs0psa 1999 roga N 184-®3 "O6 o0mux NpUHLKIIAX OPraHU3AIMH 3aKOHOAATEIbHBIX
(mpencTaBUTENbHBIX) M HCIOJIHUTENIBHBIX OPraHOB TOCYAApPCTBEHHOW BiacTu cyObekToB Poccuiickoii
Oenepanun.

5. TlonmoxeHue O TOCyIapcTBEHHOM KOHTpoJie (Haa3ope) 3a peaau3alueil opraHamu
UCIIOJIHUTENbHON BiacTu cyOnekToB Poccuiickoit ®enepanuu NoIHOMOYMM B cdepe oOparieHus
JIEKAPCTBEHHBIX CPEICTB I MEIULIMHCKOIO IPUMEHEHUs yTBepxkaaercs IIpaBurensctsoM Poccuiickoi
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[aTa coxpaHeHus: 25.01.2023

denepanuu.

CraTtba 9.3. PermoHanbHbI rocyAapCTBEHHbIA KOHTPONb (HaA30p) 3a NpUMeHeHuem
LeH Ha NneKapcTBeHHbIe npenapaTtbl, BKIMIOYEHHbIE B NepevyeHb XXU3HEHHO HEO6XOAUMbIX
M BaXXHEMLUUX NieKapCTBEeHHbIX NpenapaTtoB

(BBeneHa PenepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. PernonanbHbIN rocy1apcTBEHHBIN KOHTPOJIb (HAA30p) 3a NPUMEHEHUEM II€H Ha JICKapCTBEHHbIC
npernapaTsl, BKJIIOYCHHbIE B I€PEUYEHb KU3HEHHO HEOOXOMUMBIX M BaXXHEHIIMX JIEKaPCTBEHHbIX
MpemapaToB, OCYIIECTBISICTCS OPraHOM HCIOJIHHUTEIBHOW BIAcTH cyObekTa Poccuiickoit ®deneparum,
YIOJTHOMOYEHHBIM BBICIIUM HCHOJHUTENIbHBIM OPTraHOM IOCYJapCTBEHHOI BiacTu cyObekTa Poccuiickoii
denepanuu.

2. IlpenMeToM perHoOHAIBHOTO TOCYJApCTBEHHOTO KOHTPOIs (Haa30pa) 3a MPUMEHEHHEM IIeH Ha
JIEKApCTBEHHBIC TIpenaparbl, BKIIOYCHHBICE B TMEPEUEHb MKU3HEHHO HEOOXOIUMBIX U BAKHEUIIHX
JIEKapCTBEHHBIX  MpemapaToB,  SBJSETCS  COONMIOJEHHE  OpraHU3alUsIMH  ONTOBOW  TOPTOBIH
JIEKApPCTBEHHBIMU CPEICTBAMU, AlITEUYHBIMU OPTaHU3aLUSIMH, WHIUBUIYAIbHBIMA TPEANPUHUMATEIISIMH,
UMEIOLIUMH JIMLIEH3UI0 Ha (apMaleBTUUECKYI0 JeATENbHOCTh, MEAUIMHCKUMH OpraHU3alUsIMHU,
UMEIONIUMHU JIUICH3UIO Ha (DapMarieBTHYECKYIO JCSITeILHOCTh, U UX 000COOJICHHBIMU MOAPA3ICTICHUSIMH
(amOynatopusiMu,  (GenapAlIepcKUMH M (ENbIIIePCKO-aKyIIEPCKUMU ~ MYHKTaMH,  LIEHTPaMH
(otnenenusiMu) oOIIe BpaueOHOM (CeMEWHOM) MPAKTUKH), PACTIONOKEHHBIMH B CEJIbCKUX HACEJIECHHBIX
MIYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTE€YHbIC OpraHU3aALMM, IPU peaTu3aluu JIEKapCTBEHHBIX
npenaparoB TpeOOBaHMM K NPUMEHEHHUIO II€H, YPOBEHb KOTOPBIX HE JOJDKEH MPEBBIIATE CYMMY
(aKkTUYECKON OTIMYCKHON II€HBI, YCTAaHOBJICHHOW MPOU3BOAMTENIEM JIEKaPCTBEHHBIX MpENnaparoB, U
KOTOPbIE HE TPEBBIMIAIOT 3aPETHUCTPUPOBAHHBIX MPEACIBHBIX OTIYCKHBIX II€H, U Pa3MEPOB OMTOBBIX
Haf0aBOK W (WJIHM) pa3MEpOB PO3HUYHBIX HAA0ABOK, HE MPEBBIIIAIOIINX COOTBETCTBEHHO pa3MEpoOB
MIPEACIIbHBIX ONTOBBIX HaJ0aBOK U (WJIM) pa3MEPOB MPEACIbHBIX PO3ZHUYHBIX HAJI0ABOK, YCTAHOBJIEHHBIX
B cyOnekTe Poccuiickoii @enepariui.

3. Opranuzaiusi ¥ OCYIIECTBJICHHE PETHOHAIBHOTO TOCYAApCTBEHHOTO KOHTPOJIS (Haa30pa) 3a
IIPUMEHEHHUEM LIeH Ha JIEKapCTBEHHBIE MPENapaThl, BKIIOUECHHbBIE B IEPEUECHb KU3HEHHO HEOOXOAUMBIX U
BaYKHEHIIINX JIEKapCTBEHHBIX IIpenapaToB, perynupytorcs denepanbHbiM 3akoHoM oT 31 utons 2020 roga
N 248-®3 "O rocynapCTBEHHOM KOHTpoje (HaaA30pe) M MYHUIMNAIbHOM KOHTpoje B Poccuiickoit
Odenepanun".

4. Tlono)xeHNe O PEernOHaIbHOM T'OCYAAPCTBEHHOM KOHTpOJE (HaA30pe) 3a MPUMEHEHUEM IIeH Ha
JICKApCTBCHHBIC TIIpCHapaTthbl, BKIIOYCHHBIC B TMECPCUCHL KHU3HCHHO H€06XOI[I/IMI>IX A BaXXHEHUITNX
JIEKapCTBEHHBIX IIPENaparoB, YTBEP)KJAETCSl BBICIIMM HCIOJHUTEIBHBIM OPraHOM TIOCYAapCTBEHHOU
BiacTu cyowbekta Poccuiickoit deneparnuu.

Cratba 9.4. ®PepnepanbHbli roCcyAapCTBEHHbIA  JIMLEH3UOHHbLIM  KOHTPOJSb
AeATernbHOCTM NO NPOU3BOACTBY JIeKaPCTBEHHbLIX CPeACTB
(BBeneHa @enepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. ®enepanbHBIli TOCYAAPCTBEHHBIM JIMIIEH3UOHHBI KOHTPOJIb JEATEIBHOCTH IO ITPOU3BOACTBY
JICKApCTBEHHBIX CPEJICTB OCYIIECTBIsIETCS (elepalbHbIMM OpraHaMHM HCIIOJIHUTENbHOW —BIIACTH,
ynosHoMo4eHHbIMU [IpaButenscTBoMm Poccniickoit denepanun.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

2. @enepalbHbIil TOCYAAPCTBEHHBIM JUIICH3UOHHBIN KOHTPOJb JAEATEIBHOCTH MO IPOU3BOJCTBY
JIEKapCTBEHHBIX CPEACTB OCYILLECTBISIETCS B COOTBETCTBUU ¢ DenepanbHbIM 3akoHOM oT 4 mast 2011 roga
N 99-®3 "O nuueH3upoBaHUYU OTIACIBHBIX BUIOB JesATeIbHOCTH" U DenepanbHbIM 3aKOHOM OT 31 Hroms
2020 roga N 248-®3 "O rocynapCcTBEHHOM KOHTpOJI€ (HAA30pe) U MYHHUIMIIAJIBHOM KOHTPOJIE B
Poccuiickoit denepannu". B pamkax ¢enepalibHOrO TOCYAapPCTBEHHOTO JIUIIEH3MOHHOTO KOHTPOJIS
NESATEeIBHOCTH MO MPOU3BOJACTBY JIEKAPCTBEHHBIX CPEJCTB IUIAHOBBIE KOHTPOJBHBIC (HAI30pPHBIC)
MEPOIPUATHS HE MPOBOJATCS, MPU STOM HPOBOAUTCA MEPUOAUYECKOE MOATBEPHKICHHUE COOTBETCTBHS
JIMIIEH3UATOB JIMIIEH3UOHHBIM TPeOOBaHUAM B COOTBETCTBUH ¢ PenepanbHbIM 3akoHOM OT 4 mas 2011
roaa N 99-@3 "O nuneH3upoBaHUM OTIICIbHBIX BUIOB JIESITEILHOCTH" .

Mnasa 5. PASPABOTKA, AOKITMHUYECKUE UCCITIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KIIMHUWYECKUE UCCJIEAOBAHUA
NEKAPCTBEHHbIX NMPEMNAPATOB AJ14 BETEPUHAPHOIO MNPUMEHEHUA

CraTtbsa 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka neKapCTBEHHBIX CPEACTB BKJIIOYAaeT B ce0s MOUCK HOBBIX (DapMaKOJIOTHMYECKU
aKTUBHBIX BEIIECTB, IOCJIEIYIOIIEe H3YYEHHE MX JIEKApCTBEHHBIX CBOMCTB, JIOKJIMHUYECKHE
UCCIIeIOBaHMs, pa3pabOTKy TEXHOJIOTUW MPOU3BOJACTBA (apMalleBTUYECKUX CYOCTAaHILIUN, pa3pabOTKy
COCTaBOB M TEXHOJIOTUI MPOU3BOCTBA JIEKAPCTBEHHBIX MIPENapaTOB.

2. dunaHcoBOE oOecIieueHre Pa3padOTKH JICKApCTBEHHBIX CPEJICTB OCYIIECTBISIETCS 33 CUET:
1) cpencTB penepanbHOTO OIOKETA;
2) cpeAcTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CpEeICTB MIPOU3BOIUTEIECH JIEKapCTBEHHBIX CpeNCTB npu BBITIOJITHEHUH
HAyYHO-HCCIIEIOBATENIbCKUX PabOT MO JOTOBOPY MEXIY pa3paOOTYMKOM JIEKApCTBEHHBIX CPEJICTB H
MIPOU3BOIUTEIIEM JICKAPCTBEHHBIX CPEJICTB;

4) HHBIX HC 3alIpCHICHHBIX 3aKOHOAATCIILCTBOM Poccuiickoit <Denepau1/m HCTOYHHKOB.

3. IIpaBa pa3zpaboTurKa JEKapCTBEHHOI'O CPEJICTBA OXPAHSIIOTCS I'PakJaHCKUM 3aKOHOATEIbCTBOM.

Cratba 11. [JOKNUHMYECKOe wuccrefoBaHUE JleKapCTBEHHOro cpeacTBa AnA
MeAULUHCKOro NPUMEeHeHUs

1. I[OKJ'II/IHI/ILICCKOC HCCIICAOBAHUC JICKAPCTBCHHOIO CpCACTBA A MCIAUIHUHCKOIO MPHUMCHCHUSA
IMPOBOAUTCA MYTEM INPHUMCHCHHA HAYUYHBIX MCTOJOB OIICHOK B MNCIMX IMOJIYYCHHUS O0Ka3aTCIbCTB
6630HaCHOCTI/I, KadueCTBa U B(I)(I)CKTI/IBHOCTI/I JICKApCTBCHHOT'O CPCACTBA.

2. JIOKIMHUYECKOe WCCIIe0BaHNEe JIEKAPCTBEHHOTO CPEJCTBA JIJII MEIUIIMHCKOTO MPUMEHEHHS
MIPOBOANTCS B COOTBETCTBUU C TMpaBUJIAMH HaJyIekallel 1abopaTOpHON MPAKTUKH, yTBEP KIECHHBIMH
YIIOJTHOMOYECHHBIM (pe/IepaTbHBIM OPTaHOM HCIIOJTHUTEILHOW BIIACTH.

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

3. HJ'ISI opranm3alv U MPOBCACHUA JOKIMHUYCCKOro UCCICI0OBAHUA JICKAPCTBECHHOT'O CPEACTBA IJIA

www.consultant.ru CrpaHnuua 25 u3 145
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=422248&date=25.01.2023
https://login.consultant.ru/link/?req=doc&base=LAW&n=422308&date=25.01.2023
https://login.consultant.ru/link/?req=doc&base=LAW&n=422248&date=25.01.2023
https://login.consultant.ru/link/?req=doc&base=LAW&n=433439&date=25.01.2023
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=25.01.2023&dst=100105&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

MEIUIMHCKOTO  TPUMEHEHHUs  pa3pabOTYMKH  JICKAPCTBEHHBIX  CPEJICTB  MOTYT  IPHBICKATh
HAYYHO-HMCCIIEIOBATEIbCKIE OpPraHM3alud, 00pa3oBaTeNbHbIE OpPraHW3alMU BBICHIETO 00pa30BaHUS,
UMEIOIINE HEOOXOIUMYI0 MaTepHalbHO-TEXHHUYECKYI0 0a3y M KBATU(UIIMPOBAHHBIX CIICIIUAIUCTOB B
COOTBETCTBYIOIIEH 00JaCTH UCCIICIOBAHMUA.

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

4, I[OKJII/IHI/I‘-IGCKOC HUCCIICAOBAHUEC JICKAPCTBCHHOI'O CpCACTBA JIA MCAUIHUHCKOIO IMPHUMCHCHUA
IIPOBOAUTCA IIO YTBECPKIACHHOMY pa3pa60TLII/IKOM JICKApCTBEHHOI'O CPEACTBaA ILIaHY C BEACHHEM
IMPOTOKOJIa 3TOI0 MCCICAOBAHUA U COCTABJICHHUEM OTUYCTA, B KOTOPOM COACPIKATCA PE3YJIbTATbl 3TOIO
HCCiIcJOBaHUsI MW 3aKJIFOYCHUC (6] BO3MOXHOCTH  HPOBCACHUA  KIMHHUYCCKOI'O Hucciaca0BaHus
JICKApCTBCHHOTO IIperiapara 11 MCAUIIUHCKOI'O IPUMCHCHU .

5. [IpoBenenue mpoBepok COOMIOACHUS MPABUI HaATIEKaIeH 1a0opaTOPHOUM MPAKTUKH M MPABOBBIX
HOPM HCIIOJIb30BaHUS JKMBOTHBIX TPH IPOBEICHUU JOKIMHUYCCKHX WCCICAOBAHUN JICKAPCTBEHHBIX
CPEICTB JJsl MEIULMHCKOTO MPUMEHEHHUs OCYIIECTBISETCS YMOIHOMOYEHHBIM (efepaibHbIM OpraHOM
WCTOJIHUTEIbHOM BIACTH.

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

6. Pe3ynbTaThl JOKIMHUYECKOIO HCCIIEJOBAHMS JIEKAPCTBEHHOI'O CpEACTBA I MEAMIIMHCKOIO
MIPUMEHEHHUST MOTYT OBITh MPEACTaBICHBl B YINOJHOMOYEHHBIN (enepalnbHblil OpraH MUCHOTHUTEIbHOM
BJIACTU B YCTAHOBJICHHOM IOPSAKE B LIETSAX TOCYIapPCTBEHHON PErUCTpaIliy JEKapCTBEHHOTO Ipenapara.

Cratba 12. [JOKNMHUYECKOE MUcCcneaoBaHUe JeKapCTBEHHOro cpeacrtBa w
KIIMHUYECKOEe MUccrnefoBaHMe JeKapCTBEHHOro npenapata Ana  BeTepuHapHOro
NnpPUMeHeHns

1. JloknuHMYECKOE HCCIIEIOBAHUE JIEKAPCTBEHHOI'O CPEACTBA JJIsi BETEPUHAPHOTO NPUMEHEHUs
IIPOBOAMTCS IIyTEM IPUMEHEHUS HAy4YHBIX METOAOB OLICHOK B MLENAX IOJYYEHHs [OKa3aTeJIbCTB
0€e30I1acHOCTH, KauecTBa U 3(P(PEKTUBHOCTU JEKAPCTBEHHOIO CPEACTBA, B TOM YHCIIE ONPEIEIICHHs CpoKa
€ro BbIBEJICHUS U3 OpraHM3Ma JKMBOTHOTO, B LIEJISAX oOecreyeHus: 0€30MacHOCTH MPOJYKIUU KUBOTHOTO
MIPOUCXOXACHUS [TOCIIE TIPUMEHEHHUSI COOTBETCTBYIOIIETO JIEKapCTBEHHOTO Mpernapara.

2. JIOKJIMHHYECKOE HCCIEN0BAaHUE JIEKAPCTBEHHOTO CPEACTBA M KJIMHMYECKOE MCCIEIOBAHNE
JIEKapCTBEHHOI'0 Ipemnapara Uis BETEpUHAPHOIO IMPUMEHEHMs, HCCIeA0BaHHE OMO3KBUBAJIEHTHOCTH
YKa3aHHOT'O JIEKapCTBEHHOTO IpenapaTa MPOBOAATCA B COOTBETCTBHM C IIPABWJIAMHU, YTBEPXKIECHHBIMHU
YIIOJTHOMOYEHHBIM (pe/IepaIbHbIM OPTaHOM MCTIOIHUTEIbHON BIACTH.

3. JIOKJIIMHUYECKOE HCCIIEN0BAHUE JIEKAPCTBEHHOIO CpPEACTBA M KJIMHMYECKOE MCCIEA0BaHUE
JIEKAPCTBEHHOI'0 Mperapara Juisi BETEPUHAPHOIO IPHUMEHEHHMS NPOBOIATCA II0 YTBEPKIACHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CpEACTBA IUIAHY C BEJIEHHEM MPOTOKOJIOB 3THUX HCCIEI0BAaHMNA U
COCTABJICHHEM OTYETOB, B KOTOPBIX COJAEPKATCS PE3YyIbTaThl 3TUX UCCIIETOBAHUM.

4. Jlng opraHu3aluy U MPOBEAEHUS JTOKIMHUYECKOIO HCCIEN0BAHUS JIEKAPCTBEHHOI'O CPENCTBA U
KJIIMHUYECKOTO UCCIIEIOBaHUS JIEKAPCTBEHHOTO MpenapaTa Jilsl BETepUHAPHOTO IPUMEHEHHUs pa3paboTuuK
JIEKapCTBEHHOTO  CPEACTBA  MOXET  INpUBJIEKaTb  OpraHu3allM, HMEIoUMe  HEOOXOIUMYIO
MaTepUaIbHO-TEXHUUYECKYI0 0a3y M KBATM(QHUIIMPOBAHHBIX CHEIMAIMCTOB B COOTBETCTBYIOLIEH o0iacTu
UCCIIEIOBaHUS.
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?:Eleﬁm;gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

5. Knuauueckne HUCCICA0BaHM JICKAPCTBCHHBIX IIPE€IIapaToB JIA BETCPUHAPHOTO IIPHUMCHCHUSA
MMpOBOAATCA B BCTCPUHAPHBLIX OpPraHu3alMdgaXx W B OpraHu3aluiax, OCYIICCTBIIANOIIMX Pa3sBCACHUC,
BbIpallluBaHHUEC U COACPKAHNEC ) KUBOTHBIX, B ICJIAX:

1) ycraHOBIIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX IIPETIAPATOB 3/10POBBIMU KUBOTHBIMU;

2) mombopa ONTUMAJIBHBIX JO3MPOBOK JIEKAPCTBEHHBIX IIperapatoB M Kypca JICYeHHUS Ha
KOHKPETHOM TPYIIIE )KUBOTHBIX C OMPeeICHHBIM 3a00JIeBaHUEM;

3) ycranoBieHus 06e30nacHOCTU U 3G (GEKTUBHOCTH JIEKAPCTBEHHOTO Mpenapara, npeaHa3HaueHHOT 0
JUTSL JICUEHUS OTIPENICIICHHBIX 3a00JIeBaHUI JKUBOTHBIX, WK 3((HEKTHBHOCTHU JIEKAPCTBEHHOTO Tperapara
U1 Ipo(pUTaKTUKK 3a00JIeBaHUN 3/I0POBBIX KHUBOTHBIX;

4) wn3ydeHMs] BO3MOXHOCTEH pacCUIMpEHHUs IOKa3aHUN K NPUMEHEHUIO 3aperucTpUpOBAHHOIO
JIEKapCTBEHHOT'O Mpernapara U BbIBICHUS paHee HEU3BECTHBIX MOOOUHBIX JEHCTBUH.

6. KnuHuueckoe ucciieJoBaHME JIEKapCTBEHHOI'O IIpernapara Jyisi BETEpUHAPHOIO IPHUMEHEHUs
OCYLLIECTBIISICTCS 33 CUET CPEICTB pa3pabOTUMKa JIEKAPCTBEHHOTO CPECTBA.

7. Otuersl O pe3yibTaTax JAOKIMHUYECKOTO MCCIIEJOBAHUS JIEKAPCTBEHHOIO CpPEACTBA U
KJIMHUYECKOIO  HCCIENOBaHMs JIEKApCTBEHHOTO Ipernapara /i BETEPUHAPHOIO  MPUMEHEHUs
COCTABJIIIOTCS  Pa3pabOTUYMKOM JIEKAPCTBEHHOIO CPEJICTBA C YYETOM 3aK/IIOYEHUM OpraHu3alui,
IPUHUMABILIUX Y4acCTHE B OPraHU3aLMU U IPOBEJCHUN ATUX UCCIIEIOBAHUM.

8. KoHTposp 3a mnpoBeneHHEM JOKIMHUYECKUX MCCIEIOBAaHUM JIEKAPCTBEHHBIX CPEJICTB U
KIIMHUYECKMX  HCCIIENOBAaHUI  JIEKAPCTBEHHBIX IPENapaToB JUIsli BETEPUHAPHOTO  IPUMEHEHUS
OCYILIECTBIISIETCS YIIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIOIHUTENBHOM BIIACTH.

asa 6. OCYLWECTBINEHUE FOCYOAPCTBEHHON PETUCTPALUA
NEKAPCTBEHHbIX NMPEMAPATOB

CraTtba 13. locyaapcTBeHHas permcrpauuvsa nekapcTBeHHbIX NpenapaToB
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynerantllntoc: npumeyanue.

HOHYCKaeTCH MNPUMCHCHUC B MCAWIMUHCKHUX HCIIAX HEC 3apCTrUCTPUPOBAHHBIX B P® JICKApPCTBCHHBIX
MPENapaToB, COACPIKANIMX HAPKOTUYCCKUE CPEIICTBA WM IICUXOTPOITHBIC 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 Poccuiickoii @enepanuu JOMYCKalOTCSA MIPOU3BOJCTBO, U3TOTOBIICHUE, XpPAaHEHHE, IIEPEBO3KA,
BBO3 B Poccuiickyro ®enepanuro, BeiB03 U3 Poccuiickoit @enepanuu, pekinama, OTIYCK, peaTu3aius,
neperaya, MPUMEHEHUE, YHUUYTOKEHHUE JIEKapCTBEHHBIX IIPENapaToB, €CIUM OHU 3aperMCTPUPOBAHBI
COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTENbHON BIACTH.
(uactp 1 B pen. @enepanpHoro 3akoHa oT 13.07.2015 N 241-D3)

2. T'ocynapCTBEHHOM perucTparuu mnoiexar:
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

1) Bce JexapCTBEHHbIE IMpenaparhbl, BIEPBbIC MOJICKAIIMEe BBOAY B oOpamieHue B Poccuiickoit
denepauuu;

2) nekapcTBEHHbIE IpenapaThl, 3apEeTUCTPUPOBAHHBIC paHEE, HO IMPOU3BEACHHBIE B JPYIHX
JICKapCTBEHHBIX (pOpMax B COOTBETCTBUHU C NEPEYHEM HAUMEHOBAHUI JIEKApCTBEHHBIX ()OPM, B HOBOM
JO3UPOBKE MPH JI0KA3aTENbCTBE €€ KIMHUYECKON 3HAYMMOCTH U 3 ()EKTUBHOCTH;

3) HOBBIE KOMOMHAIINN 3aPETUCTPUPOBAHHBIX paHEe JICKAPCTBEHHBIX MPEMApaTOB.

3. I'ocynapcTBeHHasi perucTpanys JIEKApCTBEHHBIX MPENApaTOB OCYIIECTBIISIETCS MO Pe3yJbTaTaM
OKCHEPTHU3bl JIEKAPCTBEHHBIX CPEJCTB, a TOCYNAapCTBEHHasl perucrpanus oppaHHBIX JIEKAPCTBEHHBIX
MIpenapaToB OCYIIECTBIISIETCS 1O pe3yjbTaTaM »JKCHEPTHU3bl JIOKYMEHTOB, NPEACTABICHHBIX IS
oIpeziesIeHUs] BO3MOYKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIN Mpenapar A MEAULHUHCKOIO IPUMEHEHUs
IpPU  OCYIIECTBICHUH TOCYIapCTBEHHOW perucTpalyuy B KadyecTBe OpQaHHOrO JIEKApPCTBEHHOTO
npernapara, U o pe3yJbTaTaM dKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB.

4. 'ocynapcTBeHHas: perucTpalys JeKapCTBEHHOTO Mpernapara OCyIecTBISIETCS COOTBETCTBYIOLINM
YIIOJTHOMOYEHHBIM (pe/iepaJbHbIM OPraHOM HCHOJHHUTEIBHON BIACTH B CPOK, HE IMPEBBIMIAIONINNA CTa
HIECTUAECATH PAa0OYMX JHEH CO THS HPUHATHS COOTBETCTBYIOLIETO 3asBJICHMUS O TOCYIAapCTBEHHOU
perucTpanmy JIEKapCTBEHHOro Ipenapara. B yKka3aHHBIN CpPOK BKJIHOYAETCS BpeMs, HEOOXOJUMOE IS
IIOBTOPHOT'O IPOBEAEHUS 3KCIEPTU3bl JIEKApCTBEHHOIO CPEICTBA B COOTBETCTBMM CO CTaThed 25
Hactosaero denepanbHoro 3akoHa. CpoK rocylapCTBEHHON perucTpanuy JEKapCTBEHHOIO Mperapara
UCUUCIIAETCS CO JIHA HPUHATHS COOTBETCTBYIOIIMM YIOJHOMOUYEHHBIM (peiepajbHbIM OpraHoM
UCIIOJIHUTEJIBHOM  BJIACTH  COOTBETCTBYIOILEIO  3asBICHHUS O TOCYAapCTBEHHOH  perucrpanuu
JIEKapCTBEHHOTO IIperapara ¢ MPUIOXKEHHEM HeOOXOAMMBIX JIOKYMEHTOB 10 JIeHb BbIJAuu
PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOT 0 IpenapaTa. Bpems, HeoOxoaumoe Jij1sl HarpaBiIeHUs
YIIOJIHOMOYEHHBIM  (heZiepalibHbIM OpPraHOM HCIIOJHUTEIBHOM BJIACTH 3ampoca O IMPEeACTaBICHUU
HEO0OXOIMMBIX MaTEepHaJIOB U MPEJCTABIECHUS 3asBUTEIEM OTBETA Ha JaHHBIN 3alpOC B COOTBETCTBUH CO
cratbsiMu 16, 19 u 23 nHactosmero deaepalbHOr0 3aKOHA, HE YYHUTHIBAETCS MPU HCUUCIEHUH CpPOKa
rocy/1apCTBEHHON PETUCTpalliy JIEKApCTBEHHOTO Mpernapara.

5. T'ocyapapcTBEHHOM pErucTpanyu He IMOIEXKAT:

KoncynsrantlIntoc: mpumedanue.
C 01.03.2025 B 1. 1 4. 5 cr. 13 BHOCsATCs uzmenenus (O3 ot 30.12.2021 N 463-D3).

1) nexapcTBEHHbIE Iperaparbl, W3rOTOBJIECHHbIE AaNTEYHbIMU OpPraHU3alUsSIMU, BETEPUHAPHBIMU
anTeYHbIMU OpPraHU3ALMAMH, UHIUBUIYAIBHBIMUA IPEIIPUHUMATEISAMU, KOTOPBIE UMEIOT JIMLICH3UIO Ha
(bapmalleBTUUECKYIO JAESITENbHOCTh, IO pelenTaM Ha JIeKapCTBEHHbIE Mpernaparbl U TpeOOBaHUAM
MEIULUHCKUX OPTaHU3alui, BETEPUHAPHBIX OPraHU3allul;

2) NexapCTBEHHBIE MpernapaThl, TPHOOpPETeHHBIC (HPU3NISCKUMH JIUIIAMU 3a mpeaenamu Poccuiickoit
denepauny U NpeIHA3HAYCHHBIE IS JMYHOTO UCIOJIb30BAHMS;

3) nmekapcTBeHHBIEC TIpemapaThl, BBO3UMbIe B Poccuiickyro deneparuto Ay oOKa3aHus MEIUIIMHCKON
IOMOIIM 1O KU3HEHHBIM ITOKA3aHUSM KOHKPETHOTO NAlMEHTa HAa OCHOBAHUM PA3PELIEHUs, BBIJAHHOIO
YIIOJITHOMOYEHHBIM (peiepaabHbIM OPTaHOM HCTIOTHUTEIHHOM BIIACTH;

www.consultant.ru CrpaHnuua 28 us 145
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=203562&date=25.01.2023&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=319062&date=25.01.2023&dst=100537&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=436453&date=25.01.2023&dst=100029&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

4) JICKApCTBEHHBIC CPEACTBA, BBO3UMEIC B POCCHﬁCKYIO CDeI[epauI/Ho Ha OCHOBAHHUHM BBIAAHHOI'O
YIIOJIHOMOYCHHBIM q)eﬂepaJIBHbIM OopraHomM HCIIOJIHUTEILHON BIIACTH paspeiCcHud U NPCAHA3HAUYCHHBIC
A OpOBEACHHUSA KIMHHUYCCKHUX I/ICCJ'Ie,HOBaHI/Iﬁ JICKApCTBCHHLIX IIp€riapaTtoB H (I/IJ'II/I) IIPpOBCACHUA
OKCIICPTU3BI JICKApCTBCHHBIX CpCACTB JUIA OCYHICCTBJICHUA FOCYI[apCTBeHHOfI perucTpanmuu
JICKApCTBCHHEIX IIPECIIapaToOB;

5) dbapmarieBTHYECKHE CYOCTAHIINH;

6) panuodapmaleBTUYECKUE JIEKApCTBEHHbIE Ipenaparbl, U3TOTOBJICHHBIE HEMOCPEIACTBEHHO B
MEAWIIMHCKUX OpPTaHM3aIUsIX B IMOPSIKE, YCTAHOBIEHHOM YIOJHOMOYEHHBIM (elepallbHBIM OpPraHOM
MCIIOJIHUTENIbHOM BIIaCTH;

7) nekapCTBEHHBIE MTpenapaThl, IPOU3BOJUMBIE JJIS HIKCIOPTA.
6. He nomyckaercs rocy1apcTBEHHasi pErUCTpaLys:

1) 7nexapCTBEHHBIX IpeNapaToB, OTIMYAIOUIMXCA JpPYr OT Jpyra KayeCTBEHHBIM COCTABOM
JEUCTBYIOIUX BELIECTB, 0] OJUHAKOBBIM TOPrOBBIM HAUMEHOBAHUEM;

2) OIHOTO JIEKApCTBEHHOTO Ipenapara, MPeICTaBICHHOIO Ha TOCYAApCTBEHHYIO PETHUCTPAIUIO B
OTHOIICHHHA OJHOTO W TOTO JK€ Jep)KaTels WM BIaJelblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JICKapCTBCHHOTO TIperapaTa B BHUAC JBYX M 0OoJiee JIGKAPCTBEHHBIX NPEMapaToB IMOJ Pa3THYHBIMH
TOPrOBBIMUA HAMMEHOBAHUSIMHU.

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

7. Tlo 3ampocy (B 3JeKTpOHHOH ¢opme WM Ha OyMaXHOM HoOcUTelle) CyObeKkTa oOpalleHus
JIEKapCTBEHHBIX  CPEJICTB  COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIM  (efepalbHbIM  OpPraHoM
UCIIOJIHUTEJIIBHON  BJIACTH, OCYLIECTBIIIOIIUM TIOCYAApCTBEHHYIO PETHMCTPALMI0  JIEKAPCTBEHHBIX
[IpernapaToB, B yCTAHOBICHHOM UM IOPSIJIKE OCYILECTBISIETCSI HAyYHOE KOHCYJIbTHPOBAHUE 110 BOIIPOCaM,
CBA3aHHBIM C IPOBEIEHUEM  JOKIMHUYECKHMX  HCCIENOBaHUM, KIMHUYECKMX  MCCIEAOBAaHUMN
JIEKapCTBEHHBIX IpPENapaToB, SKCIEPTH3bl KauecTBa JIEKAPCTBEHHBIX CPEACTB, 3(P(EKTUBHOCTU H
0€30IaCHOCTH, C OCYILECTBIEHMEM TOCYJapCTBEHHOW pErucTpaly JICKapCTBEHHBIX Ipernaparos.
KoHcynpTupoBaHue ocyliecTBIsSETCS C MpUBICYEHHEM (eaepaabHbIX T'OCYJapCTBEHHBIX OOJKETHBIX
YUpEXIEeHUH, IMOJBEIOMCTBEHHBIX JaHHOMY (eaepanbHOMY OpraHy HCIOJIHHUTENBHOM BIacTH M He
YYacTBYIOUIMX B OpraHU3allid IPOBEICHHS SKCIEPTHU3bl KAaueCcTBa JIEKAPCTBEHHBIX CPEACTB B LIEJSAX
OCYILIECTBIEHUSI MX TOCYJAapCTBEHHON pErucTpalMd B COOTBETCTBHUM CO cTarbell 16 HacTosmero
@enepalibHOTO 3aKOHA, B BUJE OTBETA B NMHCHbMEHHON (OpME YIMOJIHOMOUYEHHOTO (eiepaibHOTO OpraHa
UCIIOJIHUTENIBHOM BJIaCTM Ha 3ampoc. Pa3mep B3umaemMoll C 3asgBUTEN IUIATBl ONPENEISAETCS B
COOTBETCTBUHM C 3aKOHOJAaTelnbcTBOM Poccuiickoit @Penepanuu 00 oOpraHu3anii IpPeIoCTaBICHUS
TOCYJapCTBEHHbIX ¥ MYyHHUUMOAIBHBIX ycnyr. WHpopmamus 00 OCYIIECTBICHHH HAy4HOTO
KOHCYJbTUPOBaHUS, B TOM 4YHCII€ CTaThbH, 0030pbI, CIPAaBOYHBbIE MaTepHaibl M MHas UHpopMaius 00
OCYIIECTBICHUH HAyYHOTO KOHCYJIbTUPOBAHUSA, Pa3MEIIaeTCsl Ha OPUIINATBHOM CaiiTe YIIOJTHOMOYEHHOTO
(dbenepalbHOTO OpraHa HMCIOJHUTEIHLHON BiIacTH B cetu "MHTepHET" ¢ COOMIOEHHWEM OTrpaHUYEHUH,
YCTaHOBJIEHHBIX ~ 3aKOHOJATEIbCTBOM O  IEPCOHAIBHBIX  JAaHHBIX, KOMMEpUYecKoM U  (WiIH)
roCyJapCTBEHHOM TaifHe.

8. T'ocynmapcTBeHHast perucTpanysi JEKapCTBEHHBIX INPENaparoB, KOTOpPbIE IpPEIHA3HAYEHBI IS
IIPUMEHEHHsI B  YCJIOBHUSAX BOEHHBIX JCWCTBUM, 4YpPE3BBIYAMHBIX CHTyallud, MPEIyNPExRICHUS
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Ype3BBIYANHBIX CUTyalMi, TPOMUIAKTUKN U JIeYeHUs 3a00JIeBaHUN, MPEJICTABISIIOIIMX OMACHOCTb JUIS
OKpY>KaloIuX, 3a00JI€BaHUN U MOPAKCHUM, TIOITYYEHHBIX B Pe3yJbTaTe BO3ACHCTBHS HEOIArONpUATHBIX
XUMHUYECKHUX, OMOJIOTMYECKUX, PATUAIMOHHBIX (aKTOPOB, U KOTOphIE pa3pabOTaHbl B TOM 4YHCIE IO
3aaHui0 (hefiepalibHBIX OpPTaHOB HCIIOJHUTEIBHON BIIACTH, YHNOJHOMOYEHHBIX B 00JacTH OOOpPOHBI
CTpaHbl U 0€30MaCHOCTH T'OCYAapCTBa, a TAKXKE JIEKAPCTBEHHBIX CPEJICTB B Ciiydae UX ACPEKTYphl WU
pUCKa BO3HHMKHOBEHHUs Je(eKTypbl B CBS3U C BBEIECHHEM B OTHOIIeHWH Poccuiickoii ®enepamnmu
OrPaHUYMUTENIBHBIX MEP SKOHOMHMYECKOIO XapaKTepa OCYLIECTBISIETCS B MOPSAKE, YCTAHOBIEHHOM
IIpaBurenscTBoM Poccuiickoit denepanuu.

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

CraTtba 14. NMpuHUMNbI 3KCNEepPTU3bI NIeKAaPCTBEHHbIX CPeacTB
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. 3KCH€pTI/I3a JICKAPCTBCHHLIX CPCACTB OCHOBLIBACTCSA HA NPUHIOHUIIAX 3aKOHHOCTH, CO6JIIOIIGHI/I${
npaB H CBO60,Z[ YCJIOBCKAa MW TIpaKJaHHHA, IIpaB OPpUIHYCCKOIro IJIMld, HC3aBUCHUMOCTH OSKCIICPTAa,
O6T)€KTI/IBHOCTI/I, BCCCTOPOHHOCTU M ITOJIHOTBIL HCCHGI{OBaHI/Iﬁ, MNpOBOAMMEBIX C HMCIIOJIb30BAHHUEM
COBPCMCHHBIX ,Z[OCTI/I)KGHI/Iﬁ HAayKM MW TCXHUKH, OTBCTCTBCHHOCTHU cbe):[epaanoro rocyaapCTB€HHOI'O
6IOZI)K€THOFO YUpCKACHUA II0 IMPOBCACHHUIO OKCIICPTU3bI JICKAPCTBCHHBLIX CPCACTB MW ISKCICPTOB 3a
MMPOBCACHUEC U KAYCCTBO SKCIICPTUILI.

2. DKcnepTu3a JeKapCTBEHHbIX MIPENapaToB sl MEAULMHCKOTO IPUMEHEHHS BKIIIOYAET B ceOsl:

1) IKCIICPTU3Y HOKYMCHTOB, MPCACTABJICHHBIX JId OIIPCACIICHHUA BO3MOXHOCTHU pacCCMATPpHUBATHb
JIeKapCTBCHHI)If/'I npemnapar i MCIUIHUHCKOrO IMPHUMCHCHUA IPpHU OCYHICCTBICHHUUN FOCYIIapCTBeHHOﬁ
perucTpanvu B Ka4C€CTBC Op(i)aHHOl"O JICKaApCTBCHHOI'O IIpCIiapara,

2) SKCIEPTU3Y NPEIIOKEHHBIX METOIOB KOHTPOJIS KadecTBa JICKAPCTBEHHOTO CPENICTBA M KadecTBa
IPEJCTaBICHHBIX O0pPa3loB JIEKAPCTBEHHOI'O CPEACTBAa C MCIOJIB30BAaHMEM JTHX METOJOB (Jajnee -
HKCIEPTH3a Ka4eCTBa JICKAPCTBEHHOTO CPEJICTBA);

3) O9KcmepTH3y OTHOILICHHS OXXHIAeMOW TOJb3bI K BO3MOXXHOMY PHUCKY TNPUMECHEHUS
JICKapCTBEHHOTO Ipernapara;

4) SKCHepTU3Y PETUCTPAIMOHHOTO JO0Che Ha JIEKApPCTBEHHBIM Mperapar B LEsIX ONpeleieHUs
B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MTPENapaToB JJIsi MEAUIIMHCKOTO PUMEHEHHUSI.
(n. 4 BBenneH PenepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

3. DkcnepTu3a JIEKapCTBEHHBIX MpPENapaToB JJs BETEPUHAPHOTO NMPHUMEHEHUs BKIIOYaeT B cels
JKCIIEPTU3y KadecTBa JIEKaPCTBEHHOI'O CpPEICTBA M OJKCIEPTU3y OTHOLICHUS OXKHMIAeMOW ITOJIB3BI K
BO3MOKHOMY PHCKY ITPUMEHEHHSI JIEKApCTBEHHOTO Mperapara.

Cratba 15. dPepnepanbHoe rocygpapcrtBeHHoe orogKeTHOe yypexaeHune no
npoBeneHno IKCNepTu3bl NeKapCTBeHHbIX CpeacTB

DKcrepTr3a JIEKapCTBEHHBIX CPEICTB MPOBOJUTCS (peepantbHbIM TOCYIAPCTBEHHBIM OIOJKETHBIM
YUpEXKJIEHUEM COOTBETCTBYIOLIETO YHNOJHOMOYEHHOIO (eepallbHOr0 OpraHa HCIOJIHUTEIbHON BIIACTH,
CO3JIaHHBIM ISl OOeclieuYeHUs] HMCIOJHEHHs IOJIHOMOYMN 3TOro (enepajbHOro opraHa IO Bblgaue
paspellieHuii Ha TMpOBENEHHE KIMHUYECKUX HCCIEIOBAHUN JIEKAPCTBEHHBIX MpernapaToB M (WJIK) IO
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roCy/1IapCTBEHHON PETUCTPALlMU JIEKApCTBEHHBIX MPENaparoB (Jajee - SKCIEPTHOE YUPEKICHHE).

Cratbsa 16. OpraHusauus npoBeAeHUs IKCNEePTU3bl NNeKapCTBEHHbIX CPeAcTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DOkcnmeptu3a JIEKApCTBEHHBIX CPEACTB IPOBOAUTCS KOMHUCCUEH 3KCIIEPTOB 3SKCIEPTHOIO
YUPEXKIEHUS, HA3HAYCHHOM €ro PyKOBOAMTEIEM, HA OCHOBAaHUM 3aJaHMs HA NPOBEACHHUE DKCIIEPTU3BI
JICKApCTBEHHOTO CPEJCTBA, BBIAAHHOTO YIIOJHOMOYEHHBIM (peepallbHbIM OpPTraHOM HCIIOJHUTEIBHON
BJacTU. PykoBoauTENb 3KCIEPTHOTO YUpEKIACHUs oOecrieunBaeT HaaJIexallee IpOBeAeHUE SKCIIEPTU3bI
JICKApCTBEHHBIX CPEJCTB B COOTBETCTBUU C 33/JaHUEM, BBIIAHHBIM YIIOJHOMOYEHHBIM (eaepaabHbIM
OpPraHOM HCIIOJIHUTENBHOM BJIACTH, U OPraHU3yeT MOArOTOBKY CBOJHOIO 3aKJIIOUEHHUS 3TOM Komuccuu. B
COCTaB 3TOM KOMHCCHUH TI0 PEIICHUIO PYKOBOAMTEINS SKCIIEPTHOTO YUPEKICHUS MOTYT OBITh BKIIOYCHBI B
Ka4yecTBE KCIIEPTOB JIMIIA, HE paboTaroIue B JAHHOM IKCIEPTHOM YUPEKACHUH, €CJIU UX CIeHaIbHbIe
3HAHHUA HEOOXOJMMBI JJIsi IPOBEIACHHUS OJKCHEPTU3bl U TaKUE€ OHKCHEPThl OTCYTCTBYIOT B JaHHOM
9KCIIEPTHOM YUPEKICHHUH.

2. DKCHepToM IO IMPOBEJIEHUIO AKCIEPTHU3bl JEKAPCTBEHHBIX CPEICTB SIBISIETCS aTTECTOBAHHBIM
paOOTHUK SKCIEPTHOIO YUPEXKICHHs, KOTOPBIH HMEeT BbICIIEE MEAMLUHCKOE, (hapMaleBTHUECKOE,
OMOJIOTHYECKOE, BETEpUHAPHOE MM XUMHUECKOE 00pa30BaHUE U MPOBOAMT IKCIIEPTHU3Y JIEKAPCTBEHHBIX
CPEZCTB B MOPSIIKE UCIIOIHEHUS CBOUX JJOJDKHOCTHBIX 00sI3aHHOCTEH (J1asiee - SKCIepT).

3. HpI/I MMPOBCACHNUUN OKCICPTU3BLI JICKAPCTBCHHBIX CPCACTB OJSKCICPT HE MOXKCET HAXOAUTHCSA B
KaKoi-1100 3aBHCHMOCTH OT JiMia, HA3HAYMUBLICTO 3TY OJKCIICPTU3Y, pa3pa60TqI/IKa JICKAaPCTBCHHOI'O
CpCACTBA UJIU APYTUX 3aMHTCPCCOBAHHLIX B PC3YJIbTaTaX SKCIICPTU3BI JIMII.

4. Tlpu npoBeleHUM SKCIEPTU3bl JIEKApCTBEHHBIX CPEACTB HE JOIyCKaeTcss HCTpeOoBaTh Y
3asiBUTENISI JTHOO WHBIX JiiL MaTtepualbl, H€O6XOJII/IMI>I€ AJid TPOBEACHHUA OKCICPTU3BI. B cirydace
HEJOCTaTOYHOCTU IMPEACTABICHHBIX JKCIEPTY MaTepUalIoB Ul JAaud 3aKJIFOYEHHs DKCIIEPT CTABUT
BOIIPOC O IPEACTABICHUH €My HEOOXOAMMBIX MAaTepHajoB Iepel PYKOBOIAUTEIEM HKCIEPTHOIO
YUpPEXIEeHUs, KOTOPBIA 00paIaeTcss ¢ COOTBETCTBYIOIIMM 3allPOCOM B YIIOJIHOMOYEHHBIN (enepanbHbIit
opra” HUCITOTHUTETbHON BJIaCTH, BBI]I&BHH/H\/'I 3alaHuC Ha IMPOBCACHUC OKCICPTHU3bLI JICKAPCTBECHHOI'O
cpeacTBa. YKa3aHHbIM (heaepanbHbIi OpraH MCIOJHUTEIBHON BIACTH B TEUEHHE MATH pabOYMX JHEH co
IHSI TIOCTYIUIEHUS 3alpoca PYKOBOJIUTENS SKCIEPTHOIO YUYPEKIEHHs HalpaBiIIeT 3asBUTEIIO 3alpoC O
NPEJCTaBICHUN HEOOXOAWMBIX MaTepHasoB. JaHHBIA 3apoc MOXKET OBITh MepeaH YIOJIHOMOYEHHOMY
MPEACTABUTCIIIO 3aABUTCIIA JIMYHO ITOA PACIIMCKY, HAIIPABJICH I10 IMMOYTC 3aKa3HBIM IMMCbMOM HJIM NICPEAAaH
B 3JIEKTPOHHOM (hopMe NO TeIEeKOMMYHUKALMOHHBIM KaHajlaM CBsI3U. B ciyyae HampaBiieHUs JTaHHOTO
3arpoca 1mo 1mo4re 3aKka3HbIM IMMCbMOM OH CUHUTACTCA NHOJTYYCHHBIM IO MCTCUCHHUMN IICCTU I[Heﬁ C JaThbl
HaIpPaBJIEHUS 3aKa3HOTO MUChMA.

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

4.1. 3asBuTens 00s3aH OpeaACTaBUTb OTBCT Ha 3alpOC YIMOJIHOMOYCHHOI'O (bCIICpaJ'H:HOFO opraHa
HCIIOJIHUTEIHLHON BJIACTH B CpPOK, HE HpeBBIIHaIOH_[I/Iﬁ JCBSAHOCTA pa601mx )IHeﬁ CO JIHA €T0 IOJTYy4YCHHUH.
Y10JIHOMOYEHHBIM (peﬂepaHLHLIﬁ opran HUCIIOJIHUTEILHOMN BJIaCTH, BBII[aBI_HI/Iﬁ 3a1aHUC Ha NPOBCACHUC
OKCIIEPTU3BI JICKAPCTBCHHOI'0 CpCIACTBA, B TCUCHUC IIATH pa60q1/1x HHeﬁ CO IOHA IOCTYIUJICHHA OT
3a4BUTCIA OTBCTA Ha IIaHHBIfI 3aIlpoC HAIpaBJIACT TaKoOl OTBET B 9KCIICPTHOC YUPCIKICHUC. B cjIyduace
HEMPECACTABJICHUA 110 HCTCUCHUN ACBAHOCTA pa6oq1/1x }1HGI71 3ad4BUTCIIEM OTBCTA Ha )IﬁHHBIﬁ 3aIpoc
yHOHHOMO‘-ICHHBIﬁ (peﬂepaHLHLIﬁ opra”n HCIIOJIHUTEIbLHOMN BJIaCTH, BBI,Z[aBI_HI/Iﬁ 3alaHnuC Ha MNPOBCACHUC
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

OKCHEPTHU3bI JIEKAPCTBEHHOT'O CPEICTBA, B TEUCHUE NATH pabO4YMX JHEH HampaBseT B IKCHEPTHOE
YUpEKACHUE YBEJOMJICHHE O HEIMPEJCTABICHUM 3asBUTEJIEM OTBETa Ha 3alpoCc YKa3aHHOTO OpraHa.
Bpemst co mHS HampaBlieHHs 3ampoca 3KCIIEPTHOTO YYPESKICHHUS B YIIOJHOMOYEHHBINH (enepaabHbIi
OpraH MCTOJHUTEIHLHOW BIACTU JIO JHS TMOJIYYCHHS IKCIEPTHBIM YUPEKISCHHUEM OTBETAa HA 3alpoc HIIN
YBEIIOMJICHHSI O HENPEACTABICHUU OTBETAa Ha 3alpoc HE YYUTHIBACTCS IPH HMCYHCICHHH CpPOKa
MIPOBEJICHUS IKCIIEPTU3HI JIEKAPCTBEHHOTO CPEJICTBA.

(dactp 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. Eciiu B cocTaBe pEerucTpalmoOHHOrO JI0Che Ha JIEKAPCTBEHHBIA Mpenapar sk MEIULIMHCKOTO
MPUMEHEHUSI COJCPKUTCS TpeaycMOTpeHHass cratbeil 18, uwacteio 1.1 cratem 30 u cratheir 34
HacTtosmiero @DenepalbHOTO 3aKOHA KOMMSI PEIICHUS YIIOJTHOMOYEHHOTO (eIepallbHOTO OpraHa
WCIIOJTHUTEJIBHOW BIIACTU O IMPOBEACHUM WHCHEKTHUPOBAHUS IMPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEJNCTB,
IKCIIEPTyY 110 OGOPMIICHHS PE3YJIbTATOB SKCIIEPTH3bI JICKAPCTBEHHOTO CPEJICTBA TPEIOCTABISETCS B
MOpSAKE W Ha YCJIOBUAX, KOTOpbIE NpeaycMOTpeHbl udacTsmMu 4 u 4.3 HACTOALICH CTaThbu, KOMHS
3aKJIIOYEHUST O COOTBETCTBUU IPOM3BOJIUTENS JICKAPCTBEHHBIX CPEICTB TPEeOOBAaHUAM MPABUII
HaJJIeXalleld MPOU3BOJCTBEHHONW MPAKTUKU, BBIJIAHHOTO YIOJIHOMOYEHHBIM (eepaqbHbIM OpPraHoM
WCIOJIHUTEIIbHOM BJIACTH.

(uactsb 4.2 BBeneHa @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.3. 3asBuTens 00s3aH MPEICTABUTH B YIMOJHOMOUYCHHBIN (enepaiabHbIii OpraH HCIOJHUTEIBHOMI
BJIACTH KOIMIO 3aKJIIOYCHHUS O COOTBETCTBHM IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM
MpaBUJl HaJJIeKaIIeHd MPOU3BOACTBEHHON MPAKTUKA B CPOK, HE TMPEBBIMIAIOMINN CTa BOCBMHUICCATH
pabo4mMx IHEH CO IHS TONYyYeHHs 3armpoca O €€ MPEJOCTAaBICHUH. YIOJHOMOYEHHBIN (henepantbHbIN
OpraH HCIIOJHUTEIBHON BIIACTH, BBIJABIIMN 33/JaHUE HA TPOBEIEHHE HSKCIEPTH3bI JIEKAPCTBEHHOTO
CpEeICTBa, B TEUEHHE IATH pabOyMX AHEH CO JHS MOCTYIUICHHS OT 3asBHUTENS KOIWHU 3aKIIOYCHHUS O
COOTBETCTBUHM  TPOM3BOAMTENS JICKAPCTBEHHBIX CPEJICTB TPEOOBAaHHMSM MpaBHJ  HaJJIeKalnei
IIPOM3BO/ICTBEHHON NPAKTUKHU, HAMpaBISIET €€ B SKCIEPTHOE YUpexJeHue. B cimyuyae HenpencTaBieHUs
3asBHUTENIEM B YKa3aHHBIA CPOK KOIMHU 3aKIIOYEHUS O COOTBETCTBHH IPOU3BOJHUTENS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBaHMAM TMPaBWJI HaJUIeXaleil MPOM3BOJCTBEHHON MNPAKTUKU  YIOJHOMOYEHHBIH
denepanbHBIE OpraH WCIIOJHUTENFHOW BIACTH, BBIJABINMN 3aJaHWE Ha TIPOBEICHHE DSKCIEPTU3BI
JIEKapCTBEHHOTO CpEJACTBA, B TEUEHHE MATH PabOUYMX JHEH HamNpaBisieT B JKCHEPTHOE YUpexaeHue
YBEIOMJICHHE O HETPEJCTABICHUH 3asBUTEIEM KOIHH 3aKIFOYCHHUS O COOTBETCTBUH IPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEACTB TPeOOBAaHUAM IMPaBUJ HaJJIeXalled MPOM3BOJICTBEHHON MpakTUKU. Bpems co
IHS HAlpaBlIEHUS 3ampoca SKCIEPTHOTO YUPEXKIEHHs B YIIOJIHOMOYEHHBIH (QenepanbHblii opraH
WCTIOJHUTEJIBHOW BJIACTH 1O JHS TMOJYYEHUS OHKCHEPTHBIM YUYPEXKIEHHUEM KOIHHU 3aKIIOYEHHUS O
COOTBETCTBUHM  TNPOU3BOAMTENS JICKAPCTBEHHBIX CPEIACTB TpPeOOBaHMAM MpPaBHJI  HaJUICKAIICH
IIPOU3BOJICTBEHHON MPAaKTUKM WM YBEAOMIIEHHS O €€ HENpPEJCTaBICHUM He Y4YHUTHIBAeTCs IpHU
WCYMCIICHUH CPOKA MTPOBEICHUS SKCIIEPTU3HI JIEKAPCTBEHHOTO CPE/ICTBA.

(uactsb 4.3 BBenneHa PenepanbHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

5. Dkcnmepr mpu IPOBEACHUM IOPYYEHHOM €My pPYKOBOAMTEIEM OHKCIIEPTHOTO YUYPEKICHUS
HKCHEPTHU3BI JIEKAPCTBEHHOT'O CPECTBA 00s3aH:

1) mpoBecTH TIONHOE WCCIEOBAaHUE TIPEACTABICHHBIX €My OOBEKTOB, MaTepuajoB, JaTh
000CHOBaHHOE U OOBEKTHBHOE 3aKIIOYEHHE II0 TIOCTaBJICHHBIM Tepel HHUM BOIpOcaM HIIU
MOTHUBHPOBAHHOE 3aKJIIOYEHHE O HEBO3MOXXHOCTH TMPOBEACHUS WM DJKCIEPTU3bI JIEKAPCTBEHHOTO
CpeICTBA, €CIIA TIOCTAaBICHHBIE BOMPOCHI BBIXOAT 3a MPeJIeibl ClIeUalbHBIX 3HAHUHN dKCIepTa, O0bEKTHI
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

I/ICCJ'ICIIOBaHI/Iﬁ N MaTCpurajibl HCIIPUTOAHBI WJIM HEAOCTATOYHBI IJIA MPOBECACHUA I/ICCJ'IC,I[OBaHI/Iﬁ n Jadu
3aKJII0YCHUS 00 COBpeMeHHHﬁ YPOBCHBb Pa3BUTUA HAYKHU HC IMO3BOJIACT OTBCTUTHL HaA IMOCTABJICHHBLIC
BOIIPOCHI;

2) He pasriaimiath CBEIACHUS, KOTOPbIE CTAJId €My U3BECTHBI B CBSA3U C MPOBEJACHUEM SKCIEPTHU3bI
JIEKapCTBEHHOI'O CPEJCTBA, a TaKXke CBEICHHS, COCTABJISAIOUINE TOCYIapCTBEHHYIO, KOMMEPUYECKYIO WIIH
HMHYIO OXpaHSIEMYIO 3aKOHOM TalHY;

3) obecrieunTh COXPAaHHOCTh MPEICTABICHHBIX 00BEKTOB UCCIICIOBAHUN U MAaTEPUAIIOB.
6. DKCIepT HE BIIpaBe:

1) mpOBOANTH SKCHEPTU3Y JIEKAPCTBEHHOTO CPEACTBA MO OOpAIICHUIO HETOCPEICTBEHHO K HEMY
OopraHu3auil win GU3NYECKUx JIHII;

2) caMOCTOSITENILHO COOMPATh MaTepUallbl I IPOBEAECHUS 3KCIIEPTU3bI JIEKAPCTBEHHOI'O CPE/CTBA;
3) IpOBOAUTE HKCIEPTU3Y JIEKAPCTBEHHOT'O CPEACTBA B KAUECTBE HErOCYIapCTBEHHOIO 3KCIIEPTA.

7. B cjIyvdac HCO6XOI[I/IMOCTI/I OKCIICPT BIIPABC XOHaTaﬁCTBOBaTB nepea  pyKoOBOAUTCICEM
OKCIICPTHOI'O YUPCIKACHHA O IIPUBJICUCHUHN K ITPOBCACHHNIO SKCIICPTUIBI JICKAPCTBCHHOT'O CPCACTBA APYTUX
OKCIICPTOB.

8. Kaxaplii sKcrepT, BXOAAIIMI B COCTaB KOMUCCHUHU JKCIEPTOB, KOTOPOH MOPYUYEHO MPOBEICHUE
SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCHUMO M CaMOCTOSITEIIBHO IPOBOJUT HCCIEI0BaHUS,
OIICHUBAET PE3YNbTAThl, MOJTYYEHHBIE MM JMYHO U JPYTUMU DKCHEpPTamMHu, U (HOPMYIUPYET BBIBOJIBI
OTHOCHUTEJIBHO ITOCTABJIEHHBIX BOIIPOCOB B IIPEAEIaX CBOMX CHEUHUAIBHBIX 3HAHUU.

9. Pe3ynbTaThl SKCIEPTU3BI JIEKAPCTBEHHOI'O CpeACTBa OQOPMIISIOTCS 3aKIOYEHHEM KOMMCCHUU
DKCIIEPTOB. B 3aKkiIlO4eHHH KOMHMCCHUU OKCIEPTOB YKa3bIBAIOTCSA IE€peueHb HCCIIEeN0BaHU, 00beM
MPOBEACHHBIX KaXKJIBIM SKCIIEPTOM HCCIIEIOBAHMH, YCTAHOBIEHHBIE KaXKIBIM U3 HUX (PAKThI U CIACIaHHbBIC
B pE3yJIbTaTe UCCIEIOBAHUM BBIBOJBI. DKCIEPT, MHEHHE KOTOPOI'O HE COBIMAJIAET C PEIICHUEM KOMUCCUU
9KCIEPTOB, BIIPABE BHIPA3UTh CBOE MHEHHUE B MUCHbMEHHOU (hopMe, KOTOPOE MPUOOIIAETCS K 3aKIFOUCHHUIO
KOMMCCHH SKCIIEPTOB.

10. DOkcnepThl, BXOAAIIME B COCTaB KOMHCCHM, TNpEAYNpEkAaroTcsi 00 OTBETCTBEHHOCTH B
COOTBETCTBMM C 3aKOHOAATEIbCTBOM Poccuiickoii Penepanuu 3a Jady 3akIOYEHMS, COJIEPIKAILETO
He0OOCHOBaHHbIE WU (PalibcU(ULIMPOBAHHBIE BBIBOBI, O YEM OHH JIal0T MOJIUCKY.

11. Omnpenenenue ypoBHsi IpodeCCHOHATBLHON MOArOTOBKM 3KCIEPTOB M aTTeCTallUsl UX Ha MpaBo
MIPOBEJICHUS IKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISIOTCA 3KCIEPTHO-KBATH(PUKATUOHHBIMU
KOMHCCHUSIMHU B TOPSAJIKE, YCTAHOBJICHHOM COOTBETCTBYIOLIMM YIOJTHOMOUYEHHBIM (hefiepaibHbIM OpraHoM
WCIIOJIHUTENILHOM BJacTU. YPOBEHb MPOPECCHOHANBHON MOATOTOBKU SKCIEPTOB MOUIEKUT MEPECMOTPY
YKa3aHHBIMY KOMHUCCHUSIMU HE PEXKE YEM OJIMH pa3 B IIAThH JIET.

12. TlpaBuna mpoBeAeHUs DKCHEPTHU3bI JEKAPCTBEHHBIX CPEICTB M OCOOCHHOCTH SKCHEPTH3BI
OTIENbHBIX BUJOB JIEKAPCTBEHHBIX TMpemapaToB (pedepeHTHBIX JEKAPCTBEHHBIX IPENapaTos,
BOCITPOM3BE/ICHHBIX  JIEKAPCTBEHHBIX TPEMapaToB, OMOJOTUYECKUX JICKAPCTBEHHBIX IMPEnapaTos,
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?:Eleﬁm;gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

O0MOaHAOTOBBIX (OMOMOMOOHBIX) JICKAPCTBEHHBIX IMpernapaToB (OMOAHAIOTOB), TOMEOIATHYECKHUX
JIEKapCTBCHHBIX MPETNapaToB, JEKAPCTBCHHBIX PACTUTEIBHBIX MPENapaToB, KOMOWHAIIUHN JIEKAPCTBEHHBIX
npemnapaToB), (GOpMbI 3aKIIOYEHUH KOMHUCCHHM HKCIEPTOB YCTaHABJIMBAIOTCS COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM ()eIepaIbHBIM OPTaHOM HCIIOTHUTEILHOW BIACTH.

(dactpb 12 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

Koncynsrantlntoc: npumeqanue.
CM. 0COOEHHOCTH pa3peIIUTENbHBIX PEXUMOB B cepe 0OpallleHus JIEKapCTBEHHBIX MPENapaToB JUIs
BeTepUHApHOro npumeHenus, yrB. [loctanosnenuem IlpaBurenscrea PO ot 12.03.2022 N 353.

Cratba 17. Nopgavya u paccMoTpeHue 3asiBNeHUsi 0 rocyAapCTBEHHOW perncrpauum
fleKapCcTBEHHOro npenapara Ansa BeTepuMHapHOro NpuMeHeHus
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

. [ns rocynapCTBEHHOW pErucTpaludM JIEKApCTBEHHOIO IIpenapara [jisi BETEPUHApPHOTO
NPUMEHEHHS pPa3pabOTUYMK TAaKOTO JIEKAPCTBEHHOTO IIperapara WM YIOJIHOMOYEHHOE UM JIpyroe
IOpUANYECKOEe MO (Jallee B HACTOSIICH CTaThe - 3asBUTENb) MPEJCTABIAECT B YIOJIHOMOYEHHBIH
(benepanbHBIE OpraH HMCIOJHUTEIBFHOW BIACTH, OCYIIECTBISIOUIMA TOCYJAapCTBEHHYIO PETHUCTPAIHIO
JIEKapCTBEHHBIX MPENapaToB JAJsl BETEPUHAPHOTO IPUMEHEHHUS, B AIEKTPOHHOU (hopMe nir Ha OyMaKHOM
HOCHTEJIE 3asBJICHUE O TOCYJapCTBEHHOIN pErucTpanyy JIEKapCTBEHHOrO IMpenapara Jjsi BETEpUHAPHOIO
MPUMEHEHHUS, a TaKXKe B TOPSIKE, YCTAHOBJICHHOM COOTBETCTBYIOLIUM YIIOJHOMOYEHHBIM (pelieparbHbIM
OpPTraHOM HCIOJHHUTEIBHOM BIIACTH, B AJIEKTPOHHOW (popMe mim Ha OyMakHOM HOCHTEIE HEOOXOAMMEBIE
JOKYMEHTBI, U3 KOTOPBIX (hopMHpyeTcs perucTpalyoHHOE JO0Che Ha JICKApCTBEHHBIN mpemapar ais
BETEPUHAPHOTO IPUMEHEHHS.

2. B 3asBi€HUN O rOCYAapCTBEHHOW PETMCTPALUy JIEKAPCTBEHHOIO Ipenapara AJisi BETEpUHAPHOIO
IIPUMEHEHHUS] YKa3bIBaIOTCA:

1) HauMEeHOBaHME U aJ[pec 3asBUTEIIS, pa3padOTUUKa U MPOU3BOJUTENS JIEKAPCTBEHHOIO Mpernapara
JUIs BETEPUHAPHOTO MPUMEHEHHUS U aJlpeCc MecTa OCYIIECTBJICHHUS IPOU3BOJCTBA JIEKAPCTBEHHOIO
npernapara Juis BEeTepUHApHOIO NMPUMEHEHHUs (B Cllyyae HaJIW4Msl HECKOJBKHUX YYaCTHHUKOB Ipoliecca
MIPOM3BOJICTBA HEOOXOAMMO yKa3aTh KaX/10T0 U3 HUX);

2) HAaUMCHOBAHUC JICKAPCTBCHHOI'O IIPCIiapaTa I BETCPUHAPHOI'O INPUMCHCHUSA (MC)I()IYHapO,Z[HOC
HCIMMAaTCHTOBAHHOC, WJIK I'PYHITHUPOBOYHOC, NI XUMHYECKOC U TOPTOBOC HaI/IMeHOBaHI/Ifl);

3) MEpCUCHDb HeﬁCTBYIOHIHX N BCIIOMOTaTCJIBHBIX BCHICCTB, BXOAANIUX B COCTAB JICKAPCTBECHHOI'O
npemnapara JJjid BETCPUHAPHOI'0 IPUMEHCHUS, C YKa3aHUEM KOJIMYCCTBA KAXKAO0T'O U3 HUX,

4) JICKapCTBCHHAA (I)opMa, A0O3UPOBKa, CIIOCOOBI BBCACHUA U IMPUMCHCHHSA, CPOK TOAHOCTHU
JICKApCTBCHHOTO ITperiaparta AJI1 BETCPUHAPHOT'O MPUMCHCHUS,

5) papmakoTepaneBTHUECKas TPYIIa;

6) He0OXOIMMOCTh MPUMEHEHHUsI YCKOPEHHOU MpOoLeAypbl SKCIEPTU3bI JIEKApCTBEHHBIX CPEACTB B
LEJIAX TOCYIapCTBEHHOM PETUCTPALUU JIEKapCTBEHHOIO IIpenapara;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

7) KOIUK TOKYMEHTOB, MOATBEPKIAIOIINX YIIJIATy TOCYIapCTBEHHOMN MOUUINHBI:

a) 3a MPOBEAECHUE HKCIEPTU3bI KayecTBa JIEKAPCTBEHHOI'O CPEJICTBA M 3KCIEPTU3bl OTHOILIEHUS
OKUJAEMOH IOJIB3BI K BO3MOKHOMY PUCKY IPUMEHEHHs JIEKAPCTBEHHOIO Npenapara s BETCpUHAPHOIO
IIPUMEHEHHUS [IPU €r0 FOCYAapCTBEHHOU PErucTpaluy;

0) 3a BbIIAUy PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOT0 Mpenapara;

8) HaiuM4mMe corjacus, MPeAyCMOTPEHHOTO YacThl0 7 HACTOAIIEH CTaTbH, €CIM C MOMEHTA
peructpanyu pedepeHTHOro JIEKApCTBEHHOrO Tpernapara Ui BETEPUHAPHOTO NMPUMEHEHHS MPOIILIO
MEHEEe 4eM IIECTh JIET.

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

3. PeructpanuoHHOe 10Che B IESX IKCIEPTU3BI JEKAPCTBEHHOTO IpenapaTa [yl BEeTEPHHAPHOTO
NpUMEHEHHs (OPMUPYETCS U3 CIEAYIOIUX JOKYMEHTOB U CBEJICHU:
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBeneHust 0 Jare MPENOCTAaBICHHS M PErMCTPAlMOHHOM HOMEpE JIMICH3MHM Ha MPOU3BOJCTBO
JICKApCTBEHHBIX CPEJICTB, NPEJOCTABICHHONW MPOU3BOAUTENI0 PErHCTPUPYEMOTO JIEKApCTBEHHOTO
npenapara Juis BETepHHAPHOTO IPUMEHEHUS, U1 POCCHICKUX MTPOU3BOAUTENICH;

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

2) cBeleHUS O JaTe MPEAOCTABIICHUS W PETUCTPAIIMOHHOM HOMEpE JIMIICH3MH Ha IMPOU3BOJICTBO
JICKapCTBCHHBIX ~ CPEJCTB, NPEIOCTABICHHOW MPOW3BOAUTEIIO (DapMarieBTHUECKOH CcyOcTaHIuH,
BXOJIAIIEH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpenapara AJisi BETEPUHAPHOTO NPUMEHEHHUSI, IS
POCCHICKHX IPOU3BOAUTEIEH;

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

2.1) xomwsi MOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPTaHOM CTPAaHbl TMPOWU3BOIMTENS JUIS
KaX/10ll TNPOM3BOACTBEHHOM  IUIOLIAJKM  PETHCTPUPYEMOro  JIEKApCTBEHHOTO  Ipemapara s
BETEPUHAPHOTO TPUMEHEHUS W TIOJATBEP)KIAIOMIETO COOTBETCTBHE MPOM3BOIUTENS JIEKAPCTBEHHOTO
npemnapara TpeOoBaHHUIM MPaBHUJI Ha/lleKallel IpOU3BOJICTBEHHOM MPaKTHKH, U €ro MepeBo]] Ha pyCCKUi
S3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM TOPSAKE, a TaKKe KOMHS 3aKIIOYEHHS O COOTBETCTBHHU
MPOU3BO/IUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBAaHUSAM TNPABWII HaJJIeXalled MPOU3BOACTBEHHOU
MPAKTHUKH, BBIJIAHHOTO YIMOJHOMOYEHHBIM (hefiepalbHbIM OpPTraHOM HCIIOJHHUTEIBHOM BIIACTH ISl KOKION
MIPOU3BOJICTBEHHON IUIOIIA/IKM PErUCTPUPYEMOI0 JIEKApCTBEHHOTO IpernapaTra JUlsl BETEPHUHAPHOIO
MPUMEHEHHS, JTUOO KOMHs PEUICHUs O MPOBEACHUH MHCIEKTHPOBAHUS MPOWU3BOAMUTEINS JIEKAPCTBEHHBIX
CPEeACTB, NMPHUHATOTO YIOJIHOMOYEHHBIM (eiepabHbIM OpPraHOM HCHOJHMUTENBHOM BIacTH U KaxJIou
MIPOU3BOJICTBEHHON TUIOMAJKH PETUCTPUPYEMOTO JIEKAPCTBEHHOTO TIpernapaTa Uil BETEPHHAPHOTO
NpUMEHEHHs. YKa3aHHbIE JOKYMEHTHI MPEJICTABISAIOTCS B ClIydae, €ClIi MPOU3BOJCTBO JIEKAPCTBEHHOI'O
npernapara ocyulecTBisgeTcs 3a npeaenamu Poccuiickoit denepanmu;

(m. 2.1 BBenen denepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

2.2) xomusi JOKYMEHTAa, BBIJJAHHOTO YIOJIHOMOUYEHHBIM OPraHOM CTpaHbl IPOU3BOJIUTENS
bapmarieBTUYECKOM cyOcTaHIun U MIOJITBEP K IAIOILETO COOTBETCTBUE IIPOU3BOJUTEIS
(bapmaleBTUUECKOI CyOCTaHIINH, BXOASIIEH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO IIpenapara Jiis
BETEPUHAPHOTO NMPUMEHEHUS, TPEOOBAHUAM MPABUJI HAJUIeXKAIeH MPOU3BOJCTBEHHOW NMPAKTUKHU, U €ro
IIEPEBOJ], HA PYCCKUU S3BIK, 3aBEPEHHBIE B YCTAHOBIEHHOM NOpAJIKE, B CIydae, €CIU NPOU3BOJCTBO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

(hapmareBTHUeCKOl CyOCTaHITMU OCYIIECTBIISETCS 3a npeaenamu Poccuiickoit denepanuu;
(m. 2.2 BBeneH denepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

3) NOpoeKT HOPMATHUBHOTO [OKYMEHTa Ha JIEKApCTBEHHBIM IMpemapaT sl BETEPUHAPHOIO
MIPUMCHCHUS,

4) IOKYMEHT, cojaep:Kalluil cleAyrolnylo HHpopmanuio o (papManeBTHYECKOW CYOCTaHIIMM WM
(bapMareBTHYECKIX CyOCTaHIUAX, BXOAAIINX B COCTAaB JIEKAPCTBEHHOTO Mpernapara JUisi BETEpUHAPHOTO
MIPUMEHEHUS:

a) HauMEHOBaHHME (hapMaleBTHUECKOW CyOCTaHLIMM, €€ CTPYKTypa, oO0IIuMe CBOWCTBa (IpH
TOCY/IapCTBEHHOW  PETUCTPAllMM  MMMYHOOHMOJIOTMYECKMX  JIGKAPCTBEHHBIX  IpPEHapaTtoB I
BETEPUHAPHOTO TPUMEHEHHS IPEJICTABISIOTCS CBEICHHS O INTaMMe, BKIIOYas €ro HauMEHOBAHUE,
UH(OPMAIIHIO O IPOUCXOXKACHUH, €TO CBOHCTBAX, XapaKTEPUCTUKAX H MECTE JICTIOHUPOBAHHMS);

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

6) HAaMMCHOBAHHUC U aJIPCC ITPOU3BOAUTCIIA;

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUCM CTaIII/If/'I MMpOU3BOACTBA U METOA0OB KOHTPOJIA HAa BCEX
CTauAgX IIPOU3BOJCTBA,

r) uHpOpMamus O TmpuMecsix (He TPEACTaBISAETCS TPU TOCYIAPCTBEHHOW PEruCTpariuu
UMMYHOOMOJIOTMYECKUX JIEKAPCTBEHHBIX MTPENapaToB Ui BETEPUHAPHOTO IPUMEHEHUS );
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) cnenuduKanus Ha papManeBTHIECKYI0 CYOCTaHIINIO (He IPEACTABISIETCS MPU TOCYAapCTBEHHOM
pPErucTpai UMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MTPENapaToB JjIsi BETEPUHAPHOTO MPUMEHEHHUS ),
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

€) OIMCaHhe METO/IMK KOHTPOJISl Ka4ecTBa,

) pe3ysbTaThl aHalu3a cepuil (QapmaneBTHUECKOH CyOCTaHIMU (HE MPEACTaBIAIOTCA IPH
FOCYHapCTBeHHOﬁ peructpanun I/IMMYHO6I/IOJ'IOFI/I'-ICCKI/IX JICKApCTBCHHBIX mpernaparoB JIIsL
BETEPUHAPHOTO IPUMEHEHHUS);

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

3) IepeUYeHb CTAaHAAPTHBIX 00Pa3IOB WM BEIIECTB, UCTIOIB3YEMBIX MPHU OCYIIECTBICHUHU KOHTPOJIS
Ka4yecTBa,

I/I) OMMHUCAHUC XAPAKTCPUCTUK U CBOICTB YIIAKOBOYHBIX MATCPUAJTIOB U YKYIIOPOYHBIX CPCACTB,

K) JaHHble O CTaOuiabHOCTH (HE TIPEACTaBISAIOTCS MpPU TOCYAapCTBEHHOW perucTpanuu
MMMYHOOHOJIOTMUECKUX JIEKAPCTBEHHBIX MPENapaToB Jjsl BETEPUHAPHOTO IPUMEHEHHUS);
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

J) CPOK F'OJIHOCTH, YCIIOBUS XpaHEHMUS;

KoncynprantlIntoc: mpumedanue.
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?;iie?::gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Hata coxparenms: 25.01.2023

[Ipu perucrpanuu BOCHPOU3BEIECHHOTO IIpenapara IO YCKOPEHHOM THpouLeaype AOMyCKaeTcs
HEMpeJICTaBICHUE CBEJICHUI B YAaCTH OMUCAHHS METO/0B, X JOKYMEHTAIbHOIO MOATBEPKICHUS MpU
MUCbMEHHOM 00sI3aTENbCTBE HX MPEJOCTaBUTh B TeUeHUE 12 MecsleB €O JHS PErucTparuu
(ITocranoBnenwue [IpaButenserea PO ot 12.03.2022 N 353).

5) oryer o0 pe3yibTarax JAOKIMHUYECKOI'O UCCIEJOBAHMS JIEKAPCTBEHHOI'O CpPEJICTBA s
BETEPUHAPHOTO IPUMEHEHHUs, BKJIIOYAIOIINUN ONUCAHNWE METOJIOB ONpPENETICHUs OCTaTOYHBIX KOJMYECTB
JEHCTBYIOIIETO BEIEeCTBAa (ICHCTBYIOIIMX BELIECTB), JAOCTUIAIOLIErO (JOCTUTAKOIIMX) CHCTEMHOTO
KPOBOTOKA, B MPOIYKIMH >KUBOTHOTO INPOUCXOXKIEHHS IOCIE MPUMEHEHHUS TaKoro JIEKapCTBEHHOI'O
CPEICTBA, a TAKXKE TOKYMEHTAJIbHOE MOATBEPKACHNUE (BaIMIAUs) YKa3aHHBIX METO/I0B;

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

6) ordyer O pe3ynbTaTaX KIMHUYECKOTO MCCICIOBAHUS JIEKApCTBEHHOIO IIpenapara s
BETEPUHAPHOI0 IIPUMEHEHHUS Yy KaKA0T0 BUA KUBOTHBIX, YKa3aHHBIX B MHCTPYKLUHU 10 BETEPUHAPHOMY
IIPUMEHEHHUIO;

7) IPOEKT MHCTPYKLIUHU MO BETEPUHAPHOMY ITPUMEHEHUIO JIEKAPCTBEHHOTO Mpernapara, coaepxarien
CJIEYIOIUE CBEACHHUS:

a) HAaMMCHOBAHHUC JICKAPCTBCHHOI'O IIpCriapara IJIsi BETCPUHAPHOI'O IIPUMCHCHHA (Me)KIIYHapOI[HOC
HCIMMAaTCHTOBAHHOC, WJIK I'PYHITMPOBOYHOC, NI XUMHUYCCKOC U TOPTOBOC HaI/IMeHOBaHI/Iﬂ);

6) JICKApCTBCHHAsA Q)opMa C YKa3aHUCM HaMEHOBAHUM M KOJHMYECTBEHHOI'O COCTaBa ,Z[eﬁCTBYIOHlI/IX
BCIICCTB U KAYCCTBCHHOI'O COCTaBa BCIIOMOTI'aTCIBbHBIX BCIICCTB,

B) OIMMMCAHUC BHCIIHCT'O BUAA JICKAPCTBCHHOI'O IIpCIiapaTra AJid BETCPUHAPHOTO ITIPUMCHCHU,;

) ¢papmakoTepaneBTHUECKas TPYIIa JIEKapCTBEHHOTO MpenapaTa il BEeTepUHAPHOI0 MPUMEHEHUS
WIM YKa3aHHE "TOMEONaTU4YECKHil JIEKapCTBEHHBIN Ipenapar';

n)  dapmakoguHamMuka W (papMaKkOKMHETHKA (32  HCKIIOUYeHHEeM  (papMaKkOKWHETUKHU
TOMEOINAaTUYECKUX JIEKAPCTBEHHBIX MPENapaToB M PACTUTENbHBIX JIEKAPCTBEHHBIX MPENapaToB) WU
OMHMCaHNuE UMMYHOOHOJIOTHYECKUX CBOMCTB JICKAPCTBEHHOTO MIpernapara;

e) MOKa3aHud IJIs1 MIPUMCHCHUS
)K) IMPOTHUBOIIOKA3aAHUS JIA TPUMCHCHU A,
3) MEPBI NPCAOCTOPOIKHOCTH IPU IPUMCHCHUHU

1) YKa3aHHe BO3MOXHOCTU U OCOOEHHOCTEH NMpUMEHEHHsI Y O€pEMEHHBIX KUBOTHBIX, Y ’KUBOTHBIX B
[IEPUOJ JTAKTALUH, Y IIOTOMCTBA KUBOTHBIX;

K) PeKHUM JO3UpPOBaHUs, COCOO BBEACHUS U NMPUMEHEHMs], MPU HEOOXOAMMOCTH BpeMs IpuemMa
JIEKApCTBEHHOTIO IIperapara JJisi BETEpUHAPHOT0 IPUMEHEHUS, IIPOJOJDKUTEIbHOCTD JICUEHUS,

J'I) BO3MOJKHEIE ITOOOYHBIE )ICfICTBI/ISI, HEXKECIATCIBbHBIC PEAKIIMU ITPHU ITPUMCHCHHUU JICKAPCTBEHHOT'O
npemnapara JJjid BETCPUHAPHOT'O IPUMCHCHU I ;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

M) CUMITOMBI IIEPEIO3UPOBKH, MEPHI 10 OKA3aHUIO TOMOILHU TP MEPEI03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU IperapaTaMy U (WIn) KopMaMu;
0) ¢opMBI BBIITYCKA JIEKApCTBEHHOT'O Mpenapara Ajsl BETEpUHAPHOI0 IPUMEHEHUS;

1) ykazaHue (Mpu HEOOXOJUMOCTH) OCOOCHHOCTEHW ICHCTBHS JIEKAPCTBEHHOTO Tperapara s
BETEPUHAPHOTO MIPUMEHEHHUSI IIPU MIEPBOM MPHUEME WIIU IIPU €r0 OTMEHE;

p) ommcaHue (MpU HEOOXOAUMOCTH) JCUCTBUN CIICMATUCTa B O0JACTH BETEPUHAPHH, BIIaJICIbIIA
YKUBOTHOTO TMPU MPONYCKE IpHEMa OJHON WM HECKOJbKHX J03 JIEKapCTBEHHOIO Tperapara s
BETEPUHAPHOTO IPUMEHEHUS;

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

C) CPOK TIOAHOCTH H YKa3zaHHC Ha 3alnpeT MNPHUMCHCHUSA JICKAPCTBCHHOI'O IIplriapara IJId
BCTCPUHAPHOI'O HIPUMCHCHHA 110 HCTCUCHHUU CPOKA 'OAHOCTHU,

T) YCJIOBUS XpPaHEHUS;

y') YKa3aHHuC Ha H606XO,I[I/IMOCTB XpaHCHUA JICKAPCTBCHHOI'O IIpfliapara i BCTCPHUHAPHOI'O
IMPUMCHCHUSA B MECTaX, HCAOCTYIIHBIX IJIA I[CTefl;

¢) ykazanue (mpu HEOOXOJMMOCTH) CHEIHAIBHBIX MEp MPEIOCTOPOKHOCTU MPH YHHUUTOXKEHUU
HEHUCIIOIb30BAHHBIX JIGKAPCTBEHHBIX MPEMapaToB sl BETEPUHAPHOTO MPUMEHEHHS;

X) CPOKH BO3MOKHOT'O HCIIOJIb30BAaHUS MPOAYKLIUHU >KUBOTHOTO MPOMCXOXKIEHUS IOC]E BBEICHHS
YKUBOTHOMY JIEKAPCTBEHHOTO MperapaTa JJisi BETEpUHAPHOTO IPUMEHEHUS;

I_I) YCJIOBHUA OTITYCKA,

'-I) HaMMCHOBaHUA MW aJp€Ca MNPOU3BOACTBCHHLIX IIJIOMAAOK IIPOU3BOJUTEIA JICKAPCTBCHHOI'O
npemnapara JJjisd BETCPUHAPHOT'O IPUMCHCHU S ;

II) HAaUMEHOBAaHWE, aJpec OpraHu3alM, YIOJHOMOUYEHHOM JepXaTeleM WIN BIAAeIbleM
PETUCTPALIMOHHOIO  YIOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpernapara Ha MPUHATHE MPETEH3UH OT
OTpeOUTENs;

8) MPOEKThl MAaKETOB NEPBUYHON YIAKOBKU M BTOPUYHOM YITaKOBKHU JIEKApCTBEHHOTO Npernapara Jjs
BETEPUHAPHOTO MPUMEHEHMUS;

9) cnenyromue cBeIeHHs O JIEKapCTBEHHOM Mpenapare il BETepUHAPHOTO IPUMEHEHUS:
a) OTHCaHMUEe U COCTAB JICKAPCTBEHHOTO TIpenapaTa Juisi BETepUHAPHOTO IPUMEHEHHS;
0) onucanue (papMaleBTHUECKON pa3paboOTKy;

B) OITMCAHME MPOIECcca MPOU3BOJICTBA U €T0 KOHTPOJIS, OIIMCAHHOE B TIOPSIJIKE, YCTAHOBJICHHOM B
COOTBETCTBHHM C 4aCThIO | HacToOsIIEH cTaThH;
(B pen. ®exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)
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?:Eleﬁ”';;big 32%'(202*; ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

I') ONUCAHWE KOHTPOJS KPUTHUYECKHX CTaJWW IMPOU3BOACTBA W IMPOMEKYTOYHOH MPOMYKIIHH,
MOJINMMCAHHOE B MOPSJIKE, YCTAHOBJICHHOM B COOTBETCTBHH C YacThIO | HACTOSAIICH CTAaThU;
(B pen. @enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

1) HaUMEHOBaHUS M ajapeca pa3paboTyuKa, JAep)KaTeNs WIM BIAAENbla PErHCTPALMOHHOTO
YIIOCTOBEPEHHUS  JIGKAPCTBEHHOTO0  TIpernapara, IMPOWU3BOACTBEHHBIX  IUIOMIAJIOK  MPOU3BOIUTEIS
JIEKapCTBEHHOTO TIperapara i BETEPUHAPHOTO MPUMEHEHUS C YKa3aHHEM CTaJIui TEXHOJIOTHUYECKOTO
mporecca, OCYIIECTBIIIEMBIX Ha MPOU3BOJICTBEHHBIX IUIOMAKAX MPOU3BOJIUTEINS JIEKAPCTBEHHOTO
npermnapara Jiyisi BETepUHAPHOTO IPUMEHEHUS;

(B pen. deaepanbhbix 3akoHOB OT 13.07.2015 N 241-D3, ot 02.08.2019 N 297-D3)

€) (hapMareBTHYECKasi COBMECTUMOCTB;
) MUKPOOHOJIOTHYECKHE XapaKTePUCTHUKH;
3) MaTepHaIbHBIN OanaHC IS MPOU3BOACTBA CEPUH FOTOBOTO MPOIYKTA;

I/I) OIIMCAHUC XaPaAKTCPUCTHUK U CBOJMCTB YIIAKOBOYHBIX MATCPpHUAJIOB U YKYIIOPOYHBIX CPCACTB;

KoncynprantlIntoc: npumedanue.
[Ipu perucrpauuu 1O YCKOPEHHOW NPOLEAYpE JONYCKAeTCs HENPEACTAaBIECHUE TOKYMEHTOB,
n_.n

npeaycMoTpeHHsix nm. "k" m. 9 4. 3 cr. 17, mpu yCIOBUM NHCHBMEHHOTO 0O0s3aTeNbCTBA HX

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

K) JOKYMEHTAJIbHOE MOATBEPkKACHHE (BATUIAINS) IPOLIECCOB U (MJIM) UX OIEHKA;

J) TpeboBaHMSI K KayecTBY BCIOMOIAaTEIbHBIX BELIECTB (cepTUdUKAT, cHenudukanus Ha
BCIIOMOTaTeIbHbIE BEIIECTBA U UX 00OCHOBaHNUE);

KoncynsrantlIntoc: mpumedanue.
[Ipu peructpanum 1O YCKOPEHHOM MpOLEAYpEe JMAOIMYCKAETCS HENpPEeACTaBIE€HUE JOKYMEHTOB,
npeaycMoTpeHHbIXx mm. "M" m 9 4. 3 cr. 17, mpu yclIOBUM THUCBMEHHOTO O00s3aTENbCTBA HX

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

M) AHAIIUTUYCCKUC MCTOAUKHU, HUCIOJIB3YECMbIC TIpH OCYHICCTBJICHHUN KOHTPOJIA Ka4YCCTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

Koncynbrantlntoc: nmpumevanue.
[Ipu peructpamuu 1O YCKOPEHHOW MPOIEAYpPE JOIMYCKAECTCS HEMpPEeACTaBIeHNEe JIOKYMEHTOB,
npenycMoTpeHHbix . "H" m. 9 u. 3 cr. 17, mpH YCIOBMM NHCBMEHHOTO O0O0s3aTENbCTBA HX

MpeloCcTaBUTh B TeueHue 12 mecsien co aHs peructpauuu (I[locranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).
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?:,iﬂe‘ff'ﬁb{g 32%'(202*; ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

H) JOKYMCECHTAJIbHOC IMOATBCPKIACHUC (Ba.]'II/II[aI_II/IH) AHAIIUTUYCCKUX METOJUK, HCIIOJIIB3YEMBIX IIpH
OCYIICCTBIICHUU KOHTPOJIA KAa4YCCTBA BCIIOMOI'aTCJIbHBIX BCIICCTB,

O) I/IH(l)OpMaI_[I/IH 00 HCIIOJB30BAaHUM BCIIOMOTaTENIbHBIX BCIICCTB 4YCJIIOBCYCCKOI'O U XKHUBOTHOI'O
IMPOUCXOKIACHUSA,

) yrpaTun cuiy. - eaepanbubiii 3aKoH oT 02.08.2019 N 297-D3;

p) TpeboBaHMS K KayeCTBY JIEKAPCTBEHHOTO TMpernapara JUisi BETCPUHAPHOTO MPUMEHEHHUS
(ceprudukar, cnenudukanys Ha JEKapCTBEHHBIN IIpernapar U uX 000CHOBaHHE);,

C) AHAIIUTUYCCKUC MCTOAWKH, HCIIOJB3YCMBIC TIPpH OCYIICCTBJICHHM KOHTPOJA KadeCTBa
JICKapCTBCHHOI'O IIpCIiapaTa JJIsi BETCPUHAPHOI'O IIPUMCHCHUA

Koncynprantlntoc: npumedanue.
[Ipu perucrpauuu 1O YCKOPEHHOW NPOLEAYpE JOIMYCKAaeTCs HENPEACTAaBICHUE TOKYMEHTOB,
n"n_n

npeaycMoTpeHHsix mm. "t m. 9 u. 3 cr. 17, mpu yCIOBHM MHUCBMEHHOTO 00s53aTE€IbCTBA UX

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

T) AOKYMCHTAJIbHOC IOATBCPIKACHHUC (BaJ'II/II[aI_[I/IH) AHAIIUTUYCCKUX MCETOJUK, UCIIOJB3YCMBIX IIpU
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHOI'O NIpcriapara ajid BETCPUHAPHOTO IPUMCHCHUA

y) JOKYMEHT, MOJTBEPXIAIONIMIA Ka4eCTBO JIGKAPCTBEHHOrO Mperapara TPeX MPOMBIIUICHHBIX
cepuii (IPOTOKOJT aHAIM3a MM CEPTU(PHUKAT aHAIKM3a), OJTHA CEPHUSI KOTOPOTO OJKHA COBIA/IATh C CepUei
o0pa3iia JIEKapCTBEHHOTO Tpernapara, MoJJaHHOTO Ha PETUCTPAIIHIO;

¢) xapakTepucTuKa MpUMecei;

X) MEpCUCHb CTAaHAAPTHBIX 06pa3u0B, HCIOJIb3YCMbBIX IIPpU OCYIICCTBJIICHHU KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO ITperiaparta JJIs1 BETCPUHAPHOT'O MPUMCHCHU S,

Koncynpsrantllntoc: npumedanue.

[Ipu peructpamuui BOCIPOM3BEICHHOIO JICKAPCTBEHHOTO TMperapaTa IO YCKOPEHHOW MpoIeaype
JOTYCKAaeTCsl HEMNpPEJICTABIIEHUE CBEIEHUW, NpeaycMOTpeHHbIx nm. "n" m. 9 u. 3 cr. 17 npm
MUCbMEHHOM 00sI3aTENhCTBE HX MPEJOCTaBUTh B TeUeHHE 12 MecsleB CcO JHS PErucTparuu
(ITocranoBnenwue [IpaBurenserBa PO ot 12.03.2022 N 353).

11) JaHHBIE O CTA0MIIBHOCTH JIEKAPCTBEHHOI'O IIperapara Jyisi BETEpUHAPHOTO MPUMEHEHUS;

10) xomust JOKyMEHTa, COJEepKallero MH(OpManuio O HAIMYUM WIH 00 OTCYTCTBUU (PaKTOB
perucTpanmm JIEKapCTBEHHOTO Mpernapara Jisi BETepUHApHOTo MpUMEHEHUs 3a mpeaenamu Poccuiickoit
denepanny;

11) cornacue B mucbMeHHON (GopMe, MPEeAyCMOTPEHHOE YacThlO 7 HACTOSIEH CTaTbU, B CiIydae
pErucTpany BOCIPOU3BEIEHHOTO JIEKAPCTBEHHOIO IIpEnapara;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

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

12) xomusi JOKyMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOTO B YCTAHOBJIEHHOM TIOpPSAJIKE H
MOATBEPIKIAOIIET0 PABOMOYHOCTh 3asBICHUS O TOCYIapCTBEHHOW pETHUCTpPAlMU JIEKApCTBEHHOTO
Ipernapara Jyisi BETEpUHApPHOIO IPUMEHEHUS (JIOBEPEHHOCTb );

Koncynsrantllntoc: npumeuyanue.

Jlo 31.12.2022 poccuiicKUM IpPOU3BOAUTENSAM Pa3pellieHO HE NMPEACTABIATh CBEEHUS B COOTBETCTBUU
c m 13 u. 3 cr. 17 npu perucrpauud HMMYHOOHMOJIOTMYECKUX JIEKAPCTBEHHBIX IPENapaToB
(ITocranosnenue [IpaBurenscrBa P® ot 12.03.2022 N 353).

13) cBemeHUs O TOCYAApCTBCHHOW PETHCTPAallMd  Te€HHO-HHXECHEPHO-MOIU(PHUIIMPOBAHHBIX
OpPraHW3MOB, TPEIHA3HAYCHHBIX JUISI BBITYCKA B OKPYXKAOIIYI0 cpexy (IpH TOCyIapCTBEHHOU
perucTpaiyy JICKapCTBEHHBIX IpEnapaToB Ui BETEPUHAPHOTO TPUMEHEHHUS, TOJYYCHHBIX C
MPUMCHCHHEM TCHHO-MH)XCHEPHO-MOIU(UIIMPOBAHHBIX  OPTaHW3MOB WM  COACPXKAIIUX  TaKHe
OpraHU3MBbI).

(n. 13 BBenen @enepanpubiM 3akoHoM OT 02.08.2019 N 297-03)

4. llpu mnpoBeneHUU YCKOPEHHOW MpOLEAYyphl SKCIEPTU3bI JIEKAPCTBEHHOTO IIperapara it
BETEPUHAPHOTO MPUMEHEHUS B IEJISIX €ro TOCYAapCTBEHHOM PErucTpallii BMECTO OTUeTa pa3paboTyuka
0 pe3ynbTaTax JIOKJIMHMYECKOTO MCCIEAOBAaHUSA JICKAPCTBEHHOTO CpPEJCTBA JJs BETEPUHAPHOIO
MPUMECHEHHUST MOXET OBITh MPEJICTaBICH 0030p HAy4YHBIX PAdOT O pe3yiabTarax JAOKIMHUYECKOTO
Hccae0BaHus pePepEeHTHOr0 JIEKApCTBEHHOTO Ipernapara Jijisi BEeTEpPUHAPHOTO MPUMEHECHHS, a BMECTO
oTueTa O pe3yJibTaTax KIMHUYECKOTO MCCIEIOBAHUS JICKAPCTBEHHOTO MperapaTa Il BETEPUHAPHOTO
MPUMEHEHHUST OT4eT O pe3ylbTaTaX HCCIeAOBaHUi OWOAKBUBAJIEHTHOCTH BOCHPOU3BEIECHHOTO
JIEKapCTBEHHOTO MpernaparTa JJisi BETepUHAPHOTO TPUMEHEHUSI.

(uactb 4 B pen. ®enepanbroro 3akoHa ot 02.08.2019 N 297-D3)

5. Ha skcrniepTusy pa3ianyHbIX JEKapCTBEHHBIX (JOPM OJHOTO M TOTO XK€ JIEKapCTBEHHOTO Ipernapara
JUISl BETEPUHAPHOIO MPUMEHEHHUS 3aBUTEND MPEACTABIAET OTACIBbHBIE 3asBJIICHUS U PErUCTPALMOHHbBIE
JI0OChE Ha KKIYIO JIeKapCcTBeHHYIO (hopmy. [Ipu ycmoBuM 0JHOBPEMEHHOM 1M0/1a4u HA SKCIEPTU3Y OJTHOM
JIEKapCTBEHHOH ()OPMBI C pa3IMUHBIMU JO3UPOBKOM, KOHIIEHTpaleld, 00beMOM 3asiBUTEIb PEACTaBISIET
OJIHO 3asIBJICHUE U PETUCTPALMOHHOE JOChE C MPUIIOKEHUEM MAKETOB IEPBUYHON YIIAKOBKM U BTOPUYHON
ynakoBku. Ha Makerax nmepBUYHOM YIIaKOBKM M BTOPUYHOM YNAKOBKM YKa3bIBaIOTCSI BCE IPOU3BOIUMBIE
JO3UPOBKH, KOHILIEHTpAllUH, 0ObEMbl U KOJMYECTBO 103 B YIAKOBKE JIEKAPCTBEHHOI'O Ipernapara Jis
BETEPUHAPHOT0 IIPUMEHEHUS.
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6. B ciydae HempeacTaBIEHMs C 3asBJIEHUEM O TOCYJAapCTBEHHON pErucTpanuu JIEKapCTBEHHOIO
rpenapara Jyisi BETEpUHApHOTO MPUMEHEHHS JOKYMEHTOB, OATBEPKIAOIINX YILIATy TOCYIapCTBEHHON
MOIIJIMHBI U YKa3aHHBIX B IYHKTE 7 4acTH 2 HACTOSIIEH CTaTbH, CBEJEHHUH O JMIIEH3USAX, YKAa3aHHBIX B
nyHkTax | w2 wyactm 3 Hacrosimed CTaTbM, a TakXKe BbIJABaeMbIX (TPEJOCTaBISEMBIX)
YIIOJIHOMOYEHHBIMU  (heZiepalibHBIMU  OpraHaMU  UCIIOJIHUTENIBHOW BIIACTU JOKYMEHTOB (CBeIEHH),
yKa3aHHbIX B MyHKTe 2.1 wyactu 3 Hacrosiied cTaTbd, YIOJTHOMOYEHHBIM ¢eaepanbHbIi Opra
UCTIOJHUTENIBHOM  BJIACTH  3alpalliliBaeT  yKa3aHHblE  JOKYMEHTbl  (CBEJeHHMA) B  IOpsAIKE
MEXXBEJIOMCTBEHHOT0 HH(POPMAIIMOHHOTO B3aUMO/IEHCTBUS.

(uactp 6 B pen. PenepanbHoro 3akoHa oT 27.12.2019 N 478-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

7. He pomyckaeTcsi HCIOJIb30BaHME B KOMMEpPYECKHMX NesX HHpOpMaluu O pe3yiabTaTax
JTOKJIMHUYECKUX UCCIEAOBAaHUM JIEKAPCTBEHHBIX CPEACTB U KIIMHMUYECKUX MCCIIEI0BAHUM JIEKAPCTBEHHBIX
IpenaparoB [jsi BETEPUHAPHOTO NPUMEHEHUs, NPEACTABICHHOW 3asBUTEIEM Uil TOCYIapCTBEHHOMU
perucTpanuy JIEKAPCTBEHHBIX TIperaparoB, 03 ero corjacuss B TEUYCHHWE MISCTH JIeT C JaThl
roCy/1IapCTBEHHON perucTpanuu pedepeHTHOro JekapcTBeHHOro npenapara B Poccuiickoit deaepanuu.

8. lepxaTenp UM BIaJEJel] PETUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO Ipernapara Juis
BETEPUHAPHOTO MPUMEHEHUS MPEJCTABISIET B YIOJIHOMOYEHHBIN (DefiepanbHblii OpraH UCHOIHUTEIbHOM
BJIACTH OTYET IO pe3yiabTaTaMm (papMakoHaA30pa OJUH pa3 B MIECTh MECAIIEB B TEUCHUE JABYX JIET MOCHE
roCy/IapCTBEHHON PErucTpaluu JiekapcTBEHHOro npenapara B Poccuiickoit @enepannu, 3aTeM €KeroaHo
B TEUEHHUE MOCIICIYIOUIUX TPEX JIET U B JAJTbHEHIIIEM OJIMH pa3 B TPH roja.

(dactb 8 BBeneHa denepanbHpiM 3aKk0HOM OT 02.08.2019 N 297-D3)

Cratba 18. Nogaya u paccMmoTpeHne 3asiBNeHUsi 0 rocyaapCTBEHHOW perncrpauum
NleKapCcTBEHHOro npenapara Ana MeAULUHCKOro NpuMeHeHus
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jlns rocynapcTBEHHOHW PpErucTpalud JIeKapCTBEHHOrO Ipemnapara i  MEIUIUHCKOIo
IIPUMEHEHUS IOPUAMYECKOE JIMIO, JIEHCTBYIOIEE B COOCTBEHHBIX MHTEpEcax WM YIOJIHOMOUYEHHOE
IPEJCTaBIATh MHTEPECHl JPYroro HOPUIMYECKOro JIMLA U 3asBIIAIOLICE JIEKAPCTBEHHBIH Npenapar Ha
rOCYJapCTBEHHYIO PErMCTpaluIo (Jajlee B HACTOsALIEH CTaTbe - 3asBUTENb), IPEACTaBIAECT B
YIIOJIHOMOYEHHBIN (pesiepaabHbIil OpraH UCIIOJHUTEIBHON BJIACTH, OCYLIECTBISAIONIMNA TOCYAapCTBEHHYIO
PETUCTpAIHIO JIEKAPCTBEHHBIX MPETapaToB A MEIUIIMHCKOTO IPUMEHEHNs, B JIEKTPOHHOH (opMe U Ha
OyMa)XHOM HOCHTEJE 3asBIECHHE O TOCYAAapCTBEHHOW PpErucTpalyM JIEKApCTBEHHOIO Ipernapara Juis
MEAUIMHCKOTO MPUMEHEHUs, a TaKKe B IOpPSJIKE, YCTAHOBJICHHOM YIOJIHOMOYEHHBIM (perepanbHbIM
OpPraHOM MHCIIOJHHUTEIbHOIN BJIACTH, B AJIEKTPOHHOH (hopMe M Ha OyMaKHOM HOCHUTENe HEoOXOIUMble
JOKYMEHTBI, U3 KOTOpBIX (hopMHpyeTcs perucTpaliOHHOE J0Ch€ Ha JIEKapCTBEHHBIN mpemapar ais
MEIULMHCKOTO IPUMEHEHMS.

(uacth 1 B pen. enepanbroro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3asBieHNN O rOCYIapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOIO Ipenapara Il MEAULIUHCKOIO
IIPUMEHEHHUSI YKA3bIBAIOTCS:

1) HauMeHOBaHME, aJpec 3asBUTEIs] M TNPOU3BOJAUTENS JIEKAPCTBEHHOro Ipernapara JJis
MEIUIIMHCKOTO MPUMEHEHUs, CBEJIEHUSI 00 WX PETruCTpalliy B KauecTBE HAJIOTOIUIATENbIMKA B CTpaHe
peructpanuu (s pOCCUHCKUX IOPUANYECKUX JIUL] - UICHTU(UKAMOHHBIA HOMEpP HAJIOTOIIaTebIInKa
(MHH), nnist mtHOCTpaHHBIX IOPUIMYECKUX JIUI - CTPaHA pEerucTpalui, HAMMEHOBAaHUE PETUCTPUPYIOIIETO
OpraHa, perucTpaliOHHBIH HOMEp, KOJ HAaJOroIUIaTEeNIbLIMKa B CTpaHe PEerucTpanuu (MHKOPHIOpAlWN)
WIHA €ro aHajor) U aJpec MeCTa OCYLIECTBICHHs IMPOM3BOJCTBA JIEKAPCTBEHHOrO Ipemnapata (B cilydae
HQINYMS HECKOJbKUX YYaCTHHKOB TIpoIlecca €ro IpOM3BOJACTBA HEOOXOJUMO YKa3aTh KaxJoro
y4acTHUKA B COOTBETCTBUU C OCYILLECTBISIEMON CTavel MPOU3BO/ICTBA);

(m. 1 B pen. @enepanbpHoro 3akona ot 28.12.2017 N 425-D3)

2) HauMEHOBAHHUE JICKAPCTBEHHOTO Tpernapara Jisi MeJUIIMHCKOTO TTPUMEHEHHUs (MEXITyHApPOIHOE
HEMaTeHTOBAaHHOE, WJIHM TPYIIHUPOBOYHOE, U XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS ),

3) MEPCUCHDb JleﬁCTBYIOHH/IX N BCIIOMOTaTCJIbHBIX BCHICCTB, BXOAAIMHUX B COCTaB JICKAPCTBECHHOI'O
npenapara JJjisd MCIUIUHCKOTO IIPUMCHCHUS, C YKA3aHUCM KOJIMYCCTBA KAXKIOTO U3 HUX;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

4) nexapctBeHHas ¢opMma, HO3UPOBKA, CHOCOOBI BBEJEHHS U NPUMEHEHUs, CPOK TOJIHOCTH
JIEKApCTBEHHOTO MperapaTa JJisi MEIUIUHCKOTO PUMEHEHUS;

5) dapmakoTepaneBTHUECKas TPYIINa, KOJ aHATOMO-TE€PareBTHUYECKO-XUMUYECKOM Kaccu(ukaium,
PEKOMEHJIOBaHHOW BceMupHO oOpraHus3anuend 3ApaBOOXPAHECHUS, 3adBJISIEMblC IIOKa3aHUSA  JJIs
MIPUMEHEHHUS JIEKAPCTBEHHOIO Ipernapara sl MEJUIUHCKOTO IPUMEHEHUS;

6) OTCyTCTBME HEOOXOAMMOCTH TMPENOCTABJICHUS OT4YeTa O pe3yiabTarax KIMHUYECKOTO
UCCIIEIOBaHMsI, UCCIIE0BaHUS OMOIKBUBAJICHTHOCTH JIEKAPCTBEHHOr'O Ipernapara, pa3pelieHHOro s
MEIUIMHCKOTo puMeHeHus B Poccuiickoii @enepanuu 0osiee 1BaALATH JIET, C YKa3aHUEM HOPMAaTHBHBIX
IIPaBOBBIX AKTOB, OATBEPKIAIONINX JaHHBINA CPOK IPUMEHEHUS;

7) HeoObxomuMOCTh OQOpPMIICHHUsT pa3pelieHus Ha BBO3 B Poccuiickyro denepanuio KOHKPETHOU
NapTUM  3apPETUCTPUPOBAHHBIX M (WJIM)  HE3apETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB,
NpeaAHa3HAUYCHHBIX JISI HNPOBCACHHA SKCICPTHU3LI JICKAPCTBCHHBLIX CPEACTB B LCIAX FOCyI[apCTBeHHOﬁ
pEerucTpaLm;

8) HGO6XOZII/IMOCTI> MMPOBCACHHUA OKCIICPTU3bI JOKYMCHTOB, IMPCACTABJIICHHLIX JIA OIPCACIICHUSA
BO3MOYKHOCTH paccMaTpuBaTh JICKAPCTBEHHBIM Mpenapar s MEAMIUHCKOTO TPUMEHEHHUS TIpU
OCYIICCTBIICHUU TOCYIaPCTBEHHOW PErUCTPAIIMU B Ka4eCTBE OPPAHHOTO JICKAPCTBEHHOTO Mpernapara;

9) HeoOXO0IMMOCTh MPUMEHEHHUSI YCKOPEHHOM MpOLeAyphl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B
LEJISX TOCYIapCTBEHHON PEerucTpaIuuy JEeKapCTBEHHOTO Mpenapara;

10) KOIIMU JOKYMCHTOB, ITIOATBCPIKAAOIINX YIUIATY FOCYﬂapCTBeHHOfI IMOLJINHBI:

a) 3a MPOBEICHHME DKCIEPTHU3bl JTIOKYMEHTOB, MPEJICTABICHHBIX JJISi OMPENEICHUS BO3MOMXHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIM MpenapaTr Uil MEIUWLUHUHCKOTrO IPUMEHEHHsS] MpPU OCYIIECTBICHUU
rocyJAapCTBEHHOM pErucTpalii B KauecTBe Op(haHHOTO JIEKapCTBEHHOTO Mperapara;

0) 3a mMpoBeIEHHE HKCHEPTH3bl KAayecTBa JIEKAPCTBEHHOI'O CPEACTBA M HKCHEPTU3bl OTHOLICHMS
0KHMJIa€MOMH I10JIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOTO IIpenapara, pa3peeHHoro s
MeIUIMHCKOro npuMeHeHust B Poccuiickoit ®denepaunn Oojee OBaAuLaTH JIET, IPU OCYILECTBICHUU
roCyAapCTBEHHOM PEruCTpALMM JIEKaPCTBEHHOTO MPEIapara;

B) 3a IPOBEACHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOTO CPEJCTBA M HKCIEPTH3bl OTHOLIEHHUS
OKUJAaeMOH TMOJIb3bl K BO3SMOYKHOMY PUCKY IPUMEHEHHUS JIEKApCTBEHHOTO Ipernapara AJisi MeIULUHCKOTO
IIPUMEHEHHUSI [TPH €T0 FOCYIapCTBEHHON PETUCTPALIVH;

I) 3a MPOBEACHUE HKCIEPTHU3bl KAuecTBa JIEKAPCTBEHHOTO CPEACTBA U SKCIEPTH3bl OTHOLICHHS
OKUJAEMOH IOJIb3bl K BO3SMOKHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOTI'O IIpenapara AJii MEAULUHCKOTO
MPUMEHEHUS], B OTHOIIEHHWHU KOTOPOTO MPOBEIEHBl MEXIYyHApOJIHbIE MHOTIOLIEHTPOBBIE KIMHUYECKHE
UCCIIEIOBaHMs, 4YacTh M3 KOTOpBIX IpoBelneHa B Poccuiickoil ®Penepanuu, Opu OCYLIECTBIECHUU
roCy/1apCTBEHHON PETUCTPaLlMi JIEKapCTBEHHOTO Mpenapara;

11) nanmume cormacus NPOU3BOAMTENS JIEKAPCTBEHHOIO IIpemnapara, IPOU3BOJACTBO KOTOPOIO
ocymiecTBisiercss 3a mnpenenamum  Poccuiickoin  @enepanuu, Ha IMPOBEACHUE HMHCIEKTUPOBAHUS
MIPOU3BOIUTENSL HA COOTBETCTBUE TPeOOBaHUAM MPaBUII HAAJIEXKAIIeH TIPOU3BOICTBEHHOM MPAKTUKH;
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12) Hanu4aue coryacus, MPeayCMOTPEHHOTO YacThio 18 HacTOsAIICH CTaThy;

13) yka3zaHnue BUJa JICKAPCTBEHHOTO Tperapara, MpeAcTaBIeHHOr0 Ha peructpanuio (pedepeHTHbIi
JIEKapCTBEHHBIN  Ipenapar, BOCIPOM3BEACHHBIN  JIEKapCTBEHHBIH  Ipernapar, OHOJOTHYEeCKUil
JIEKapCTBCHHBIN TMpemapaT, OMOoaHAIOTOBBIM (OMOMOJO0HBIN) JEeKapCTBEHHBIN mpemapar (OuoaHasor),
roMeonaTHuYecKuil JJeKapCTBEHHBIN Npenapar, JIeKapCTBEHHBINH PACTUTENbHBIN Mpernapar).

(uactsb 2 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PeructpanmoHHoe 10che Ha JIEKapCTBEHHBIM MpemapaT A MEIUIMHCKOTO IpPUMEHEHUs
MpeocTaBisgeTcs B (hopMe 00MIET0 TEXHUIECKOTO TJOKYMEHTA.
(dactp 3 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Pa3nen noKyMEHTallMM aJJMUHUCTPATUBHOI'O XapaKTepa BKIIOYAET B ce0sl:

1) 3asBiieHHE O TOCYIApPCTBEHHOI pEerucTpanyy JEKapCTBEHHOTO MperapaTa s MEAUIMHCKOTO
MPUMEHEHHS B DJIEKTPOHHOH opMe U Ha OyMa)kHOM HOCHUTEIIE;

2) KOIMMKO JOKYMCHTA Ha PYCCKOM A3bIKEC, 3aBCPCHHOIO B YCTAHOBJIICHHOM IIOpSAAKE U
MOATBCPIKAAOIICTO IMPAaBOMOYHOCTL 3asABUTCIIA IIOJABATH 3adABJICHHUEC O FOCy,I[&pCTBGHHOﬁ peructpanmuu
JICKApPCTBCHHOI'O IIpIiapaTta JJisl MCAUIIMHCKOTI'O IIPUMCHCHHA (I[OBCpCHHOCTB);

3) cBeneHUS O Jare MPEIOCTABIICHUS W PETHCTPAIMOHHOM HOMEpE JIMIICH3MH Ha IPOU3BOICTBO
JICKAPCTBCHHBIX CPEACTB WJIM CBEIACHHS O JaTe MNPEJAOCTaBICHHS M PErMCTPAlMOHHOM HOMeEpe
3aKJIFOYCHUST O COOTBETCTBHHM IPOM3BOJUTENS JICKAPCTBCHHBIX CPEACTB TPEOOBAHUSAM  IPABHUII
HaQ/IJICKAIIed MPOU3BOJICTBEHHON NPAKTUKU, BBIIAHHBIX (MPEIOCTABICHHBIX)  YIMOJHOMOYEHHBIM
denepanbHBIM OPraHOM HCIIOJIHUTEIIBHOH BJIACTH B OTHONICHHH TIPOW3BOJICTBCHHOW TUIOIIAIKU
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO TMpernapara, B cllydyae, €CId TMPOM3BOACTBO JIEKAPCTBEHHOTO
npemnapara ocyuectisieTcsa B Poccuiickon @enepannu;

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

4) KONHWIO TIPEIOCTABICHHON YIMOTHOMOUYEHHBIM OpPraHOM CTpaHbl MPOU3BOAUTEINS JIUICH3MH Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOIO IIpernapara M ee TMepeBOJ] Ha PYCCKMM $3bIK, 3aBEpEHHbIC B
YCTaHOBJICHHOM IOPSIZIKE, & TAK)KE KOMHUIO 3aKIFOYCHUSI O COOTBETCTBUH MPOM3BOIUTENS JIEKAPCTBEHHBIX
cpeAcTB  TpeOOBaHMSAM  MpaBMI  HaJJIeXKallell  NPOM3BOJICTBEHHOM  NPAKTHUKH,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (pe/lepaIbHBIM OPraHOM HCIIOJIHUTENIFHOW BJIACTH B OTHOIIECHWH TPOU3BOICTBEHHOU
IUIOINAJIKU PETUCTPUPYEMOr0 JIEKAPCTBEHHOTO IMpenapaTa, MM KONHMIO PELICHHs YHOJIHOMOYEHHOIO
benepanbHOTO OpraHa WCIOJHUTENBFHONW BIACTH O TPOBEACHUHM HHCIEKTHPOBAHUS TTPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEJICTB, B CIIydyae, €cii MPOU3BOJICTBO JIEKAPCTBEHHOIO Mpernapara OCyLIeCTBIsSeTCs 3a
npeaenamu Poccniickoit denepanuu;

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

5) MPOEKT MHCTPYKIIUH TI0 MEIUIIMHCKOMY TTPUMEHEHHIO JICKAPCTBEHHOTO TIpenapara, coaepkamien
CJIEYIOILUE CBEJICHHUS:

a) HaMMEHOBaHHME JIEKapCTBEHHOro Ipemapata (MeXIyHapoJHOE HeMaTeHTOBaHHOEe, WU
IPYIIIUPOBOYHOE, MIIM XUMUYECKOE U TOPIrOBOE€ HAUMEHOBAHMUS);

0) nexapcTBeHHas ¢opMa ¢ yKazaHHEeM HAaWMEHOBAaHWM M KOJWYECTBEHHOTO COCTaBa JACHCTBYIOITUX
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BEILIECTB M KAYECTBEHHOT'O COCTAaBa BCIIOMOTATEIbHBIX BEMIECTB (TP HEOOXOIMMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTaTEIbHBIX BEIIECTR);

B) OIKMCaHUE BHEIIHErO BU/IA JIGKAPCTBEHHOTO Mpenapara Jjsi MeIULIUHCKOrO TPUMEHEHHUS;
r) pU3UKO-XUMUYECKHE CBOMCTBA (1S paarodapMaIieBTHIeCKHUX JICKApCTBEHHBIX MIPEIapaToB);

n) (apMakoTepaneBTUYeCKas TpyMma, KOJ JIEKAPCTBEHHOro IMpernapara A MEAUIIMHCKOrO
MIPUMEHEHHUS 110 AaHATOMO-TEPANEBTUYCCKO-XUMUIECKON KIIaCCH(PUKAIINU, PEKOMEHI0BaHHOW BcemupHoii
OpraHu3alMen 3[paBoOXpaHEHUs], WM YKa3aHUE "TOMEONaTHYECKUM JISKApCTBEHHBIN penapart';

e) dapmakogmrammuka W (dapMaKOKMHETHKa (32  UCKIIOYEHHEM  (DapMaKOKWHETUKU
rOMEOIATHYECKUX JICKAPCTBEHHBIX MPEMAapaToOB U PACTUTEIILHBIX JIEKAPCTBEHHBIX MTPETIAPATOB);

) TOKa3aHUsl 1Sl IPUMEHEHMUS;

3) NPOTHUBOINOKA3aHUS JUIsl IPUMEHEHMUS;

1) MEpBI IIPEIOCTOPOKHOCTU IIPU IPUMEHEHUH;

K) yKa3aHMe€ BO3MOXXHOCTM M OCOOEHHOCTeH NpUMEHEHHUs JIeKapCTBEHHOI'O Ipenapara s
MEAUIMHCKOTO TPUMEHEHUS] OEpEeMEHHBIMU IKEHIIMHAMH, JKEHIIMHAMM B NEPUOA TPYIAHOIO
BCKapMJIMBaHMsI, 1€TbMH, B3POCIBIMU, UMEIOIIMMU XPOHUYECKHE 3a00JI€BaHuS;

J) PEKUM JO3UPOBAHUS, CIIOCOOBI BBECHHUS M MPUMEHEHUS, IPU HEOOXOIUMOCTH BpeMs IpHeMa
JIEKAPCTBEHHOI'0 IIperapara il MEAMIUHCKOIO NPUMEHEHUS, MPOJOJKUTEIBHOCTh JICYEHUS, B TOM

qucic 'y JIeTeH 10 U MOCJIe OJHOIO roaa,

M) BO3MOJKHBIC HCKCIIATCIIBHBIC PCAKIMU TIPpU NPHUMEHCHUU JICKAPCTBCHHOI'O IIpCliapaTra I
MCIUIUHCKOI'O IPUMCHCHUA

H) CUMIITOMBI TIEPEI03UPOBKHU, MEPHI IO OKA3aHUIO TOMOILH TPH MEePeI03UPOBKE;
0) B3aMMOJICICTBHE C APYTUMHU JIEKApPCTBEHHBIMU NpenapaTtaMu U (W) MUIIEBbIMU IPOAYKTAMU;
1) (hopMBI BhIITyCKa JIEKaPCTBEHHOIO IIpenapara;

p) ykazaHue (mpu HEOOXOAMMOCTH) OCOOEHHOCTEH [eHCTBUS JIEKQpCTBEHHOrO Ipemnapara s
MEIULUHCKOTO MPUMEHEHUS IPY TIEpBOM ITpHEME WJTH NP €r0 OTMEHE;

¢) onucaHue (Ipu HEOOXOAUMOCTH) NeicTBUI Bpaya ((enpamepa) u (WIn) NaleHTa Mpy MNpornycke
IIpYeMa OJTHOM WJIM HECKOJIBKHUX 103 JIEKAPCTBEHHOI'O IIpenapara Juisi MEJULMHCKOTO IPUMEHEHMS;

T) BO3MOXXHOC€ BJIMAHUC JICKAPCTBCHHOI'0 IIp€liapara [JjiId MCIAUIHUHCKOIO IMPUMCHCHHA HaA
CIIOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMHA CPECACTBAMHA, MCXaAHU3MAMMU,

y) CpOK TOAHOCTM W YKa3aHME Ha 3ampeT MNPUMEHEHHUs JIEKapCTBEHHOTO TMpenapara Jis
MEIUIMHCKOTO ITPUMEHEHUS 10 UCTEUEHUN CPOKA TOJTHOCTH;
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¢) ycnoBus XpaHEHUS;

X) YKa3aHuc¢ Ha H€O6XOI[I/IMOCTL XpaHCHUSA JICKAPCTBCHHOI'O IIp€napara M MCIAUIHUHCKOI'O
IMIPUMEHCHUSA B MECTaX, HCAOCTYIIHBIX IJIA ,Z[eTefI;

1) yKa3aHue (IIpU HEOOXOAMMOCTH) CIELMAIBHBIX MEpP IMPEAOCTOPOKHOCTU IPU YHUUTOKEHHUU
HEHUCII0Ib30BaHHBIX JIEKAPCTBEHHBIX IIPENAPATOB Ul MEAULIMHCKOIO IPUMEHEHUS;

9) YCJIOBHS OTITYCKa;

II) HAaUMCHOBAHHS M aJpeca MPOM3BOJCTBCHHBIX IUIOMIAJOK IPOU3BOIAMTENS JIEKAPCTBEHHOTO
npernapara;

II) HAaUMEHOBaHHE, aJ[peC OpraHU3allid, YHNOJIHOMOYEHHOW JAepKaTeleM WU BIaJeNbleM
PErUCTPAalIMOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOTO IMpernapara isi MEIUIMHCKOrO MPUMEHEHUs Ha
MPUHATHE IPETEH3UI OT MOTPEeOUTENS;

6) MHCTPYKLUIO 110 MEAMIIMHCKOMY MPUMEHEHUIO WM KPaTKyl XapaKTEpUCTUKY JIEKApCTBEHHOI'O
rpenapara, yrBep KICHHbIE B CTpaHe IIPOU3BOAUTEILS;

7) IpOEKThl MAKETOB IEPBUYHON YIIAKOBKHM U BTOPUYHON YIIAKOBKH JIEKAPCTBEHHOTO Mpenapara ajs
MEIULMHCKOIO IPUMEHEHUS;

8) MpOeKT HOPMATHBHOM ITOKYMEHTAIIMU WA HOPMATUBHOTO JIOKYMEHTa Ha JIEKapCTBEHHBIN
npemnapart J1js MeIMLIUHCKOTO IPUMEHEHHs TM00 yKa3aHHe COOTBETCTBYIONICH (papmMakomneitHON cTaThu;

9) moxymeHT, cojaepkaiuii HHHOPMAIUI0 O HATUYUH WM 00 OTCYTCTBHHM (DaKTOB PETHUCTPAINH
JIEKapCTBEHHOTO MpernapaTa JJisi MEIULUHCKOr0 MpUMeHeHUs 3a npeaenamMu Poccuiickoit denepanuu;

10) xonmuM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIEHHOM MOPSAKE M MOATBEPXKIAAIOMIMX (HaKT
perucTpanyy JeKapCTBEHHOTO IpenapaTa B MHOCTPAHHBIX TOCYAAapcTBaxXx B KadyecTBE OpQaHHOIo
JIEKApCTBEHHOTO Mperapara;

11) IUIaH  YIIPABJICHHUA pUCKAMU I OMOJIOTHUYECKUX JICKApCTBCHHBIX TIpCIapaToB  JIAd
MCIUIUHCKOI'O IPUMCHCHUA

12) nmokymeHT o cucteme (apMakoHaa30pa JAepiKaTeNss WIM BIAJACTbIla PErHCTPAIMOHHOTO
yIOCTOBEPEHHsI JICKAPCTBEHHOTO Mperapara;

13) nOKyMeEHT, MOATBEP)KIAIOLIMN KAadeCTBO JIEKAPCTBEHHOI'O IIpernapara TPeX IPOMBIIUIEHHbBIX
cepuil (IIPOTOKOJI aHAJIN3a WIN CEPTU(PHUKAT aHAIN3a), OHA CEpUsl KOTOPOTO JI0JKHA COBNAATh C CEpUEH
oOpa3lia JIeKapCTBEHHOTO IHpenapara i MEIUWIUHCKOrOo MPUMEHEHMs, IPEICTaBICHHOTO Ha
rOCYJapCTBEHHYIO PETUCTPALHIO.

(uactp 4 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

5. Paznen xumudeckoi, ¢apManeBTUUECKON M OMOJIOTHYECKOM TOKYMEHTAllMu BKIIIOYAeT B cels
JOKYMEHTBI, cojiepKaliie nHpopMaIuio o papMaleBTUIeCKOi CyOCTaHIIUH U JIEKapCTBEHHOM ITIpernapare
JUIE MEIUIIMHCKOTO TPUMEHEHHMs], MPOoLIecce ero MPOM3BOJACTBA U METOJaX KOHTPOJsS KauyecTBa, B TOM
qucle:

www.consultant.ru CrpaHuua 46 us 145
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=25.01.2023&dst=100256&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

1) KOmHIO TOKYMEHTA, COAEPIKAIIETO CICAYIONTYI0 HH(POPMAIHIO 0 papMaleBTUIECKOl cyOCTaHIIN
Wi GapMaleBTUIECKUX CyOCTaHIMAX, BXOAAIIMX B COCTaB JIEKAPCTBEHHOIO IIpemapara, 3a
UCKJIIOUYeHHeM HHpopManmuu o (apManeBTUYECKUX CYOCTaHIMSIX, BKIIOYEHHBIX B TOCYIapCTBEHHBIN
peecTp JeKapCTBEHHBIX CPEICTB B COOTBETCTBHH €O cTaTheid 34 HacTosmero denepaabHOro 3aK0Ha:
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 462-D3)

a) HauMeHOBaHMe (papMaIeBTUICCKOM CyOCTaHIINH, €€ CTPYKTypa, OOIIre CBOMCTBA,
0) HAMMEHOBAHHUE U aJIPEC MPOU3BOTUTEIIS;

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUCM CTaIII/If/’I IMPOU3BOACTBA U MCTOAOB KOHTPOJISI Ha BCCX
CTaguiaX IIPOU3BOACTBA,

T') ONKCaHKe Pa3pabOTKH Mpolecca MPOU3BOICTBA;

1) OIUCAHNE KOHTPOJIS KPUTUYECKUX CTAINI MPOU3BOJICTBA U MPOMEKYTOUYHOU MPOIYKIIHH;
€) IOKYMEHTaJIbHOE TTOATBEPIKACHUE (BATHIAIIMS) MPOIECCOB U (MJIM) UX OLICHKA;

’K) CBOMCTBA M CTPYKTYpa JIEHCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTHKA IPUMECEH;

n) crieurdukanys Ha hapMaleBTHUECKYIO CyOCTaHIUIO U €€ 000CHOBAHME;

K) aHAJTUTHYECKHE METOJIUKH, HCIOJIb3YeMble TIPH OCYIIECTBICHHH KOHTPOJII KadecTBa
(bapMarieBTHUECKON CyOCTaHIIUH;

J'I) AOKYMCHTAJIBHOC IMOATBCPIKIACHUC (BaJ'II/II[aHI/ISI) AHAIIUTUYCCKUX METOJUK, HCIIOJB3YCMBIX IIPU
OCYHICCTBJICHUU KOHTPOJIA Ka4CCTBa q)apMaLIeBTI/ILICCKOI\/'I Cy6CTaHI_II/II/I;

M) pe3yJIbTaThl aHAJIN3a CEPHl (hapMaIleBTUUECKON CyOCTaHIINH;

H) TIepeueHb CTaHAAPTHBIX 00PAa3IOB WM BEIIECTB, UCIONb3yEeMbIX MPU OCYIIECTBICHUH KOHTPOJIS
Ka4yecTBa,

0) OIMCaHME XaPaKTEPUCTUK U CBOMCTB YIAaKOBOYHBIX MaT€pPHAJIOB U YKYIIOPOUHBIX CPE/CTB;
1) JaHHBIE O CTA0MIIBHOCTH (papMalieBTUUECKON CyOCTaHIINH;
P) CPOK FOJIHOCTH;

1.1) B oTHOmEHHWU QapMaleBTUYECKUX CYOCTaHIMI, BXOIANIMX B COCTaB JIEKAPCTBEHHOI'O
IpernapaTa U BKJIIOYEHHBIX B T'OCYJApCTBEHHBIN pEECTp JIEKAPCTBEHHBIX CPENCTB B COOTBETCTBHM CO
cratbeil 34 nHactosimero deneparbHOr0 3aKOHA, - KOMUS JOKYMEHTA, COJEPMkAIIEro CIEAYIOIIYIO
UHpOpMaIIHIO:

a) HauMeHoBaHue (hapMaleBTHYECKOW CYOCTaHIH, €€ CTPYKTYpa, OOIIHe CBOMCTRA;
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0) HAaMMEHOBAHUE U aJPEC MPOU3BOIUTEIS,;
B) pe3y/bTAThl aHATN3a cepuid (hapMarieBTHUECKON CYOCTaHIINH;

I') CPOK TOTHOCTH;
(n. 1.1 BBenen denepanbHbIM 3aK0HOM 0T 27.12.2019 N 462-D3)

2) TOKYMEHT, COJIep KAl CICIYIONTUE CBEICHUS O JICKaPCTBEHHOM IIpernapare sl MEeIUITMHCKOTO
MIPUMEHEHUS:

a) OIMMCAHUE U COCTaB JICKAPCTBCHHOTI'O IIpCriapara JJI1 MECAUIUHCKOI'O IIPUMCHCHN A,

0) omumcanue (apmareBTHUCCKOH pa3paboTku (00OCHOBaHHME BBIOOpA COCTaBa, TICPBHYHOM
YIIAKOBKH U HHOTO);

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUCM CTaIII/If/'I IMPONU3BOACTBA U MCTOAOB KOHTPOJIS Ha BCCX
CTauAgX IIPOU3BOJCTBA,

I) ONHUCaHWE KOHTPOJS KPUTHUYECKUX CTaJuil Mpolecca IPOU3BOJICTBA U IPOMEKYTOUHOM
IIPONYKLIHH;

J1) HAUMEHOBAaHUE U a/IpeC MECTa OCYILECTBIIEHUS IIPOM3BOJCTBA JIEKAPCTBEHHOIO Ipernapara Juis
MEIULUHCKOTO NpPUMEHEHHUs (B Cllyyae HaJW4Msl HECKOJbKUX YYaCTHHUKOB IIpoliecca IPOM3BOJICTBA
HEO0XO0AMMO yKa3aTh KaKIOTO U3 HHX);

€) (hapmarieBTHUECKasi COBMECTUMOCTb;

) MUKpOOHMOJIOTMYECKHNE XapaKTePUCTUKH;

3) MaTepHaIbHBIN OanaHc JUIsl MPOU3BOACTBA CEPUH FOTOBOTO MPOIYKTA;

1) ONMCAHUE XapaKTEPUCTUK U CBOWCTB YITaKOBOYHBIX MATEPHAJIOB M YKYTIOPOUHBIX CPEJCTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BAIH Al ) POIIECCOB IPOU3BO/ICTBA U (MJIM) UX OIICHKA;

J) TpeboBaHMSI K KayecTBY BCIOMOIAaTEIbHBIX BElIECTB (cepTUdUKAT, cHenudukanus Ha
BCIIOMOTaTeNIbHbIE BEIIECTBA U UX 00OCHOBAHNUE);

M) AHAIIUTUYCCKUC MCECTOJUKH, HUCIHOJB3YCMBIC IIPpU OCYHICCTBJICHHUH KOHTPOJA Ka4dCCTBa
BCIIOMOTaTCIBbHBIX BCIICCTB,

H) JOKYMCHTAJIbHOC IMOATBCPKIACHUC (BaJ'II/IlIaHHSI) AHAIIUTUYCCKUX MCETOJUK, HCIIOJIB3YEMBIX IIpH
OCYHICCTBJICHUU KOHTPOJI Ka4€CTBAa BCIIOMOTI'aTCJIbHBIX BCIICCTB,

0) I/IH(bOpMaI_[I/ISI 00 HCITOJB30BAaHUM BCIIOMOTraTebHBIX BC€IIECCTB YCJIOBCUYCCKOIO M XHUBOTHOI'O
MMPOUCXOKIACHUSA,

1) uHopmarus 06 UCIOIIb30BAHUN HOBBIX BCIIOMOTATEIbHBIX BEILIECTB;
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p) TpeOoBaHMA K KayecTBY JIEKAPCTBEHHOIO Ipenapara s MEIULIUHCKOIO IMPUMEHEHUs
(ceprudukar, cienuduKanys Ha JIEKapCTBEHHBIHN Mpernapar u uX 000CHOBAaHUE);

C) AHAIIUTUYCCKUE MCTOAWKH, HCIIOJB3YEMBIC IIPpU OCYHICCTBJICHUHW KOHTPOJS KadeCTBa
JICKApCTBCHHOTO ITpelriapara JJIsi MCAUITUHCKOI'O MPUMCHCHUS

T) JOKYMEHTAJIbHOC IIOATBEPKACHHUC (BaJ'II/II[aI_[I/IH) AHAIIUTUYCCKUX METOJHUK, HUCIIOJIB3YCMBIX IIPpHU
OCYIICCTBJICHUU KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHOI'O Mpcrapara ajid MCAUIUHCKOTO ITPUMCHCHUS

y) pe3yJIbTaThl aHAIM30B CEPHil IEKAPCTBEHHOTO MpernapaTa Jijisi MEIUIIMHCKOTO IPUMEHEHUS;
¢) xapakTepucTHKa IpUMeceii;

X) MNEpCUCHb CTAaHAAPTHBIX 06pa3u0B, HCIOJIb3YCMbIX IIPpU OCYIICCTBJIICHHU KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO Iplriapara 4JIs1 MCAUIWMHCKOI'O IPUMCHCHUS |

11) IaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOT'O IIpernapara Juisi MeJUIIMHCKOTO IPUMEHEHHUSI.
(dactp 5 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Paznen (I)apMaKOHOFH‘{CCKOI;'I, TOKCHKOJIOTHYECKOU JAOKYMCHTAIIUU BKIIFOYACT B ce0s1 OTYETHI O
pe3yibTaTax JOKIMHUYCCKUX HCCIICTOBaHUM JICKAPCTBCHHOT'O CpCACTBA AJII MCAUIIUHCKOI'O IMIPpUMCHCHUS,
B TOM 4HUCJIC:

1) otueT o papMaKOUHAMUYECCKIX HUCCIICIOBAHMSIX;
2) otueT 0 hapMaKOKUHETHUECKUX HCCIETOBAHUSX;

3) OT4ET O TOKCUKOJIOTHYECKUX UCCIICTOBAHMSIX.
(uacTsb 6 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Pa3nen KIMHUYECKOW TOKYMEHTAllMM BKIIOYAET B ce0s OTYETHl O pe3yibTaTax KIMHUYECKHX
HCCIIEIOBaHMM JIEKApCTBEHHOIO IIpenapaTa JUisi MEIULUHCKOTO IIPUMEHEHUS, B TOM YHCJIE:

1) otdersi 00 wuccIeAOBaHUSAX OMOJOCTYITHOCTH UM OMOSKBUBAJIECHTHOCTH, WCCICIOBAHUSIX,
yCTaHABIUBAIOIIUX KOPPEIAIHUIO Pe3yIbTaTOB, MOJYYEHHBIX B YCIOBHUAX 1N Vitro U in vivo;

2) oT4eTHl 0 PapMAKOKUHETHUECKUX UCCIEOBAHUSX;
3) oTueTsl 0 (hapMaKOAMHAMUYECKUX UCCIIEAOBAHUIX;
4) oT4eTHI O KIMHUYECKUX HCCIIE0BaHUAX 3P PEKTUBHOCTH U OE30MaCHOCTH;

5) OT4eT O MOCTPEruCTPALMOHHOM OIIBITE MPUMEHEHHUS (TIPU HATUYUH).
(uactb 7 BBenieHa denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

8. TpeOoBanus k o0beMy HMH(OpMAIMH, MPEJOCTABIAEMON B COCTaBE PETUCTPAILMOHHOTO JI0CHE,
JUIS OT/AETbHBIX BUAOB JIEKAPCTBEHHBIX MPENapaToB JJs MEAUIMHCKOIO MPUMEHEHHUS YCTaHaBIUBAIOTCS
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCIIOJIHUTENILHON BIACTH.
(uactb 8 BBenieHa denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

9. B oTHOIIEHUU JIEKaPCTBEHHBIX IMPENapaToB, Pa3peLICHHBIX ISl MEIUIIMHCKOTO MPUMEHEHUS B
Poccuiickoit @enepanuu Oosee ABaAIATH JIET U B OTHOIIEHUH KOTOPBIX HEBO3MOXKHO IMPOBEICHUE
UCCIIEIOBAaHUM MX OMOSKBUBAJICHTHOCTH (32 HCKJIIOUYEHHEM OHOJOTHYECKHX JIEKapCTBEHHBIX
IpernapaToB), JOIMYCKAETCs BKIIOUYEHHE B COCTAaB paszziena (papMaKoJIOTHUECKOW, TOKCHKOJIOTMYECKOH
JOKYMEHTAIlMU U pa3jiesia KIMHUYECKONW JOKYMEHTAllMd BMECTO OT4eTa pa3paboTduka O pe3ylbTarax
COOCTBEHHBIX JTOKIMHUYECKUX HCCIICAOBAHUI JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIICIOBAHUMA
JIEKapCTBEHHBIX MPENapaTroB Ui MEIULUHCKOro MPUMEHEHHUsS 0030pa Hay4yHBIX paboT O pe3ynbTarax
JNOKJIIMHUYECKUX HCCIIEJOBAHUM JIEKApCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIIEIOBAaHUM JaHHbBIX
JIEKapCTBEHHBIX MPENapaToB, B TOM YKCIIE BKJIIOYAs OMbBIT UX MOCTPETUCTPALIMOHHOTO IPUMEHEHHUS.
(uacth 9 BBeneHa denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. PenepaibHOrO 3aKoHa OT
27.12.2019 N 475-03)

10. [Ipu rocynapCTBEHHOW PpEruCTpalliyd BOCIHPOM3BEIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB MAJis
MEIUIIMHCKOTO TPUMEHEHHsI JIOMYCKAaeTCs BKIIOYEHHWE B COCTaB paszjena (HhapMakoIOTHYECKOH,
TOKCUKOJIOIMYECKOM JOKYMEHTAallMd U pasjena KIMHUYECKOH JOKYMEHTalMd BMECTO OT4eTa
pa3paboTurka O pe3yiabTaTax COOCTBEHHBIX MOKIMHUYECKHX HCCIECIOBAHHM JIEKapCTBEHHBIX CPEICTB
0030pa Hay4YHBIX pabOT O pe3yabTaTax JOKIMHUYECKHX HCCIETOBAaHHNA pEPEepeHTHOTO JEKAPCTBEHHOTO
mpenapaTa U MpeJCTaBlIeHUE BMECTO KIMHHUYECKUX MCCIEIOBAHUMN B MOJHOM 00beMe, YCTAaHOBIECHHOM
pa3zesioM KIMHUYECKOM JOKYMEHTAllMM, OT4eTa O pe3yibTaTax HCCIEAOBAaHUM OMO3KBUBAJIEHTHOCTH
BOCIIPOU3BE/ICHHOTO JIEKAPCTBEHHOTO TMpemnapara Juisi MeIWUUMHCKOro mnpumenenus. He tTpeOyercs
[IPE/ICTAaBJICHUE OTYETa O pe3yJbTaTaX MCCIEA0BaHUN OHMO3KBUBAJIEHTHOCTH BOCIPOU3BEIEHHOTO
JIEKApCTBEHHOI0 Mperapara Juisi MEAUILMHCKOTO0 MPUMEHEHUS, €CIIM PETUCTPUPYIOTCS BOCIPOU3BEACHHBIE
JIEKapCTBEHHbIE MPEnapaThl 11 MEAULIMHCKOIO IPUMEHEHUs, KOTOpPbIE:

1) mpeaHa3Ha4yeHbl [UId NApEeHTEPAIBHOrO (IOJKOKHOTO, BHYTPHUMBIIIEYHOTO, BHYTPUBEHHOIO,
BHYTPUIJIA3HOTO,  BHYTPHIIOJIOCTHOTO, BHYTPUCYCTAaBHOTO, BHYTPUKOPOHAapHOIO) BBEIEHUS W
IIPEJCTaBISAIOT cO00I BOAHbBIE PACTBOPHI;

2) mpenCTaBISIIOT COOON PacTBOPHI AJIsl NEPOPATILHOTO PUMEHEHMUS;
3) npou3sBenieHb! B GOpME MOPOLIKOB UM JTHO(PUIN3ATOB I IPUTOTOBICHHS PACTBOPOB;
4) ABNAIOTCS ra3aMu;

5) ABNSAIOTCS YIIHBIMU MJIM TJIA3HBIMU JIEKAPCTBEHHBIMU IIpenapaTaMu, IPOU3BEACHHBIMU B (hopme
BOJIHBIX PaCTBOPOB;

6) npeaHa3HauYCHbI AJIsI MECCTHOI'O MPUMCEHCHUS U ITIPUTOTOBJICHBI B Q)opMe BOIHBIX paCTBOPOB;

7) IpeACTaBISIIOT cOOO0W BOJHBIE PACTBOPHI /IS MCIIOIB30BaHUS B (DOPME WHTAIAIHNN C TTOMOIIBIO
HeOynaii3epa WK B KaUeCTBE HAa3aJIbHBIX CIIPEEB, MPUMEHSIEMBIX C TOMOIIBIO CXOAHBIX YCTPOMCTB.
(uactb 10 BBeaena PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

11. JIna ciydaeB, yKkazaHHBIX B myHKTax 1 - 3, 5 - 7 wuactu 10 HacTosmed craThH,
BOCIIPOU3BE/ICHHBIN JIEKAPCTBEHHBIH Ipenapar Uisi MEIULHUHCKOTO NPUMEHEHHs JOKEH COAepXkKaTb
TaKue K€ BCIIOMOTAaTeJIbHbIE BEIIECTBA B TAKUX K€ KOJMYECTBAX, KAK M peepeHTHBIN JIeKapCTBEHHBIN
npenapaT. Eciu cocTaBbl BCIIOMOTaTENIbHBIX BEIIECTB Pa3/IMYarOTCs, 3asgBUTENb JOJKEH MPEICTaBUThH
JI0Ka3aTeJIbCTBA TOTO, YTO MCIOJIb3YEMbIE B JAaHHBIX KOHIIEHTPALUSAX BCIIOMOTraTENIbHBIE BEIIECTBA HE
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

BIUSIOT Ha Oe3omacHOCTh U (WiH) 3(PPEeKTUBHOCTH JIEKAPCTBEHHOrO Mpenapara Uisi MEAUIMHCKOIO
npuMeHeHus. B ciydae, eciid 3aBUTENb HE MOXKET MPEACTABUTH TaKHE JI0KA3aTENbCTBA U (MJIM) HE UMEET
JIOCTyMa K COOTBETCTBYIOIIMM JIaHHBIM, OH JIOJDKEH IPOBECTH COOTBETCTBYIOLIUE HCCIIECIOBAHUS IS
JIOKA3aTesIbCTBa OTCYTCTBUS BIIMSIHUSL PA3HBIX BCIIOMOTaTENIbHBIX BEIIECTB WM BCIIOMOTATEIbHBIX
YCTPOMCTB Ha 0e30macHOCTh U (Win) 3(PPEeKTUBHOCTD JEKAPCTBEHHOIO Ipernapara JUisi MEIUIUHCKOTO
MIPUMEHEHHUS B COOTBETCTBUH C aKTaMU, COCTaBIIAIONIMMU ITPpaBo EBpa3uiickoro SKOHOMHUYECKOTO COI03a.

(gactp 11 BBenmena denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-D3; B pen. denepanbHOTO 3aKOHA OT
22.12.2020 N 444-®3)

12. Ilpu rocyaapcTBEHHOM perucTpanuy KOMOMHAIMI paHee 3aperuCTPUPOBAHHBIX JTEKapPCTBEHHBIX
npenaparoB  JJis  MEAUIMHCKOIO NPUMEHEHHUsS JIOMYCKAeTCss BKJIIOUEHHWE B COCTaB  pasjena
(bapMaKoIOTHYEeCKOM, TOKCHKOJOTUYECKOW JOKYMEHTAllMM U pasjiena KIMHUYECKOH JIOKyMEHTallUu
BMECTO OTYeTa pa3paboTyMKka O pe3yabTaTax COOCTBEHHBIX JIOKIMHHUYECKUX HCCIEIOBAHUI
JIEKapCTBEHHBIX CPEJACTB 0030pa HayyHBIX paboOT O pe3ynpTaTax MOKIMHHUYECKUX HCCIETOBAHHM
pedepeHTHBIX JICKAPCTBEHHBIX IPENapaToB, BXOMSIIAX B COCTaB KOMOWHAIIMH JICKAPCTBCHHBIX
[pernapaToB, U 00 OTCYTCTBHH WX B3aUMOJICHCTBUS B OJIHOM JIeKapCTBEHHOMU (hopMe.

(dactb 12 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

13. Ha okcmepTusy pa3IuYHbBIX JIEKQpCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO
npenapara JUisi MEIMIMHCKOTO TPUMEHEHHUS 3asBUTEIb MPEACTABISAECT OTHACIIbHBIE 3asBICHHUS U
PETUCTPALIMOHHBIE I0ChE HAa KAXKAYIO JIeKapCTBEHHYIO (hopmy. IIpu yciaoBuu ogHOBpeMEHHOM ogauu Ha
IKCIIEPTH3Y OJHOW JICKApPCTBEHHOH (OPMBI C pPA3IMYHBIMU JO3HPOBKOW, KOHIIEHTpaIueh, o0beMoM
3asIBUTEJIb MIPEACTABIISIET OJJHO 3aBJIICHUE U PETUCTPALIMOHHOE TOChE C MPHIIOKEHUEM MAKETOB YIIaKOBOK
Ha Ka)XIyI0 JO3UPOBKY, KOXKIYI0 KOHIICHTPAIINIO, KK/l 00beM U KaxI0€ KOJUICCTBO JI03 B YIIAKOBKE.
(uacth 13 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

14. Tlpu rocymapcTBEHHON perucrpauuu Op¢daHHOTO JIEKAPCTBEHHOTO IIpernapara 3asBHUTEIb
npecTaBiseT nHpopMalnoo, HeoOX0IUMYIO ISt (POpPMHUPOBAHUS pa3jiena KIMHUYECKOW JOKYMEHTAIUH,
B 00bEeMe, YCTAHOBJICHHOM YITOJITHOMOYEHHBIM (peiepaabHbIM OPraHOM MCTIOTHUTEILHOM BIACTH.

(uacTh 14 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

15. Ilpu peructpanuu OHOJIOTMYECKOTO JIEKAPCTBEHHOrO IpernapaTa, IMOJy4eHHOTO W3 KPOBH,
IUIa3Mbl KPOBU 4YEJIOBEKA, B COCTABE PErMCTPALMOHHOIO J0ChE Ha JIEKapCTBEHHBIM Ipenapar uisd
MCIUIHUHCKOI'O IPUMCHCHUS JOJIKHBI OBITH MpeaACTaBJIICHBI JOIMOJIHUTCIIBHO!

1) B pa3zmene J[JOKyMEHTalMM aJMUHUCTPATHBHOIO XapakTepa JOKYMEHT, COJep Kalluii
nHpopMaInio 0 cyObeKTax OoOpalleHus JOHOPCKOM KpOBM U (WUJIM) €€ KOMIIOHEHTOB, O TOM, Iie Oblia
OCyILIECTBIIEHa JOHAIMs (KpoBM M (MJIM) IUIa3Mbl KpPOBM), a TaKkKe JaHHble 00 HHQEKIMOHHBIX
3a00JIeBaHUAX, TEPENAOIINXCS TMapeHTepalbHbBIM IyTeM, HHQOpMalus O CyObeKkTax oOpalleHus
JOHOPCKOW KpOBM M (WJIM) €€ KOMIIOHEHTOB, B OTHOLIEHHH KOTOPHIX OCYIIECTBIISIETCS KOHTPOIb
JIOHOPCKOW KPOBH U (MJIM) €€ KOMIIOHEHTOB;

2) B pazaene XuMUYECKOH, (hapMarieBTHUECKONH U OMOJIOTHUECKON JOKYMEHTAIMH:

a) KpUTEpUU M CIOCOOBI 0TOOpa, TPAHCHOPTUPOBAHUSA M XPaHEHUS TOHOPCKOM KpOBH U (WJIH) ee
KOMIIOHEHTOB;

0) pe3ynbTaThl UCCIIETOBAaHUI OTOOpPaHHBIX JTOHOPCKOW KPOBU M (WMJIM) IJIa3Mbl KPOBU U MYJIOB Ha
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?:Eleﬁm;gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

Hanuuue Bo3OyauTened MHQEKIUi, BKIOYas HHPOpMAIUIO 00 HCIONBb30BAHHBIX METOAMKAX
UCCIIEIOBAaHUM M B Ciydyae MCCIEAOBAHUS IIyJOB IUIa3Mbl KPOBU pPE3YyJbTaThl JOKYMEHTAJIbHOTO
MOATBEPKICHUS (BIUJAIMH ) UCIIOJIb30BAHHBIX METOIUK;

B) TEXHUYECKHE XAPAKTEPUCTUKH YIIaKOBKH JUIsl 0TOOpa JTOHOPCKOM KpOBU U (MJIM) I1a3Mbl KPOBH,
BKJIFOYas HH(POpMAIHIO 00 UCIOJIb30BaHHBIX PACTBOPAX aHTHKOATYJISIHTOB.
(dactb 15 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

16. KimHHueckue HCClleIOBaHUs JIEKAPCTBEHHOrO IMperapaTta il MEIUIMHCKOTO NPUMEHEHUsS B
LEAX €ro TOCYJapCTBEHHOM perucrpauun npoBoasrcss B Poccuiickon ®enepaunu B IMOPSIKE,
ycTaHoOBJIeHHOM cTaThsiMu 38 - 44 mnacrosimero ®enepanbHoro 3akoHa. OTYET O MPOBEICHHBIX
HCCIICIOBAHUSAX BKIIFOYAETCA B COCTAaB pas3jiefia KIMHUYECKOW JOKYMEHTAIMU PETHCTPALMOHHOTO J0ChE
Ha JIEKapCTBEHHBIN Ipenapar A MEIWLUUHCKOro ImpuMeHeHus. [l JieKapCTBEHHBIX IMpenapaToB s
MEIHUIMHCKOTO TPUMEHEHUS, B OTHOLICHHH KOTOPBIX B PE3YIbTATE€ 3SKCIEPTU3bl JOKYMEHTOB,
MPEACTABICHHBIX [JIl ONpPENEJCHUs BO3MOXXHOCTH paccMaTpuBaTh JEKApCTBEHHBIM Ipenapar is
MEIUIIMHCKOTO TMPUMEHEHUSI B KayecTBE Op(aHHOrO JICKAPCTBEHHOTO Ipernapara, Takas BO3MOXKHOCTh
MpU3HAHA M B OTHOLIEHHWHU KOTOPBIX IPOBEACHBI KIMHMUYECKUE HCCIIEIOBAHUS, BBINOJHEHHbIE 3a
npeaenamu Poccuiickoit denepanuu B COOTBETCTBHU C IMIpaBWJIaMHU HaJJIeKalleld J1abopaTopHOi
MPAaKTUKU M TPaBWJIAMU HAJUIeKAIEH KIMHUYECKOM NIPAKTUKH, JOMYCKAeTCs BKIIOUYEHHE B COCTaB
pa3aena KIMHUYECKOW JOKYMEHTallMM BMECTO OTYETa O pe3yJibTaTax KIMHUYECKUX HCCIEHOBaHMI
JIEKApCTBEHHOI0 Ipenapara Jyisi MEIUIIMHCKOrO IpUMEHEHUs1, TpoBeleHHbIX B Poccuiickoit denepanumy,
OoT4YETa O pe3yJibTaTax KIMHUYECKUX MCCIEHOBAaHMM, BBITOJIHEHHBIX 3a mpeaenamu Poccuiickoi
®Oenepanuu.

(dactb 16 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

17. B cnyuae HenpeJCTaBIEHUs C 3asBIEHUEM O TOCYIapCTBEHHOM perucTpaluy JIeKapcTBEHHOIO
npemnapara i MCAUIUHCKOTO NPUMCHCHUA JOKYMCHTOB, IMOATBCPKAAOUINX YILIATY FOCYI[apCTBCHHOfI
NOLUIMHBl M YyKa3aHHbIX B MyHKkTe 10 yactm 2 Hacrosmied cTaTbM, a TAaKKe BBIAABAEMBIX
(mpenocTaBiIsieMblX)  YIOJHOMOYEHHBIMH  (eliepalibHbIMM ~ OpraHaMH — MCIIOJIHUTEIBHOW  BJIACTH
JOKYMEHTOB (CBEJI€HMI), yKa3aHHBIX B IMyHKTaX 3 M 4 yacTu 4 HACTOSIIEH CTAaThbu, YIOJIHOMOYEHHBIN
(benepanbHbBI OpraH MCIOJIHUTEILHOW BIJIACTH 3alpallliBaeT yKa3aHHbIE JTOKYMEHTHI (CBElIEHHUs) B
MOpsiAKE MEXBEIOMCTBEHHOTO HH(POPMALIMOHHOTO B3aMMO/IEHCTBHSL.

(uactb 17 B pen. @eaepanbHoro 3akoHa ot 27.12.2019 N 478-03)

18. He nomyckaercs HCHOJb30BAaHHWE B KOMMEpPYECKMX IeNsAX HWHGPOpMalUd O pe3ylnbTaTax
JTOKITMHAYECKUX MCCIIEIOBAaHUH JIEKAPCTBEHHBIX CPEJCTB M KIMHUYECKUX MCCIIEIOBAHMH JIEKAPCTBEHHBIX
IpenapaToB JUIsi MEJUIMHCKOTO NPUMEHEHUs, MPEACTaBIEHHOW 3asBUTENEM IS TOCYJapCTBEHHOMN
perucTpanyy JEeKapcTBEHHOTO TIperapaTta, 0e3 ero corjacuss B TEUCHHE INECTH JIeT C JaThl
rOCYJapCTBEHHOI perucTpaiuu peepeHTHOro JeKapcTBEHHOTo npemnapara B Poccuiickoit deneparum.
(uactp 18 BBenena denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

19. Jlepxatenp WiaM Biajaesel] PETUCTPALMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOIO Mpenapara Ha
OMOTEXHOJIOTMUECKUN WK OopdaHHBIN JeKapCTBEHHBIN MpenapaT 00s3aH MPEAOCTaBISITh Ha BO3ME3THON
OCHOBE 00pa3lbl peepeHTHOro JEKapCTBEHHOT0 MpernapaTa 3assBUTENSAM IS POBEACHUS KIMHUYECKUX
uccinenoBanuii. CTOMMOCTh 00paslia pe(epeHTHOro JIEKapCTBEHHOrO Ipernapara, BKIIOYEHHOIO B
NepevyeHb KU3HEHHO HEOOXOMMBIX M BaKHEHIIMX JIEKApCTBEHHBIX MpEnapaToB, HE JOJDKHA MPEBBIIIATh
3aperuCTPUPOBAHHYIO MPENEIbHYI0 OTIIYCKHYIO IIEHY Ha pedepeHTHBIN JIeKapCTBEHHBIA Ipernapar Win
LIEHY Ha JIEKapCTBEHHBIN ITpenapaT B CTpaHE IPOU3BOAUTEIIS.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

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

20. 3asBiIEeHHE O TOCYAAPCTBEHHOM PErUCTpali BOCIPOU3BEACHHOTO JEKAPCTBEHHOTO Ipenapara
JUIS MEAMIMHCKOTO TPHUMEHEHUSI MOXeT ObITh IOJAHO B YIOJIHOMOYEHHBIH (QenepalibHblil opra
WCIIOJTHUTENIbHOM ~ BJIACTH, OCYIIECTBISIOMIMM TOCYJapCTBEHHYIO PETHUCTPAIMIO0  JICKAPCTBEHHBIX
MpernapaToB, MO HCTEYEHHWU YEThIpEX JIeT C JAaThbl TOCYAApCTBEHHOM perucTpauuud pedepeHTHOro
JIEKapCTBEHHOr0 Ipenapara B Pocculickoit @enepanuu.
(dactb 20 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21. 3BagBieHue O TOCYJApCTBEHHOH  perucrpauuu  OuoaHanoroBoro (6nomomoOHOTO)
JIEKapCTBEHHOTO MpernapaTa (0noaHagora) MOXeT ObITh MOAAHO B YIIOJHOMOUYEHHBIH (peiepanbHblii opran
WCTIOJHUTEIIBHOW  BJIACTH, OCYILECTBIISIIOLUIMA TOCYIapCTBEHHYIO PETUCTPALUIO  JIEKapCTBEHHBIX
MpernapaToB, IO HWCTEYEHUU TpPeX JeT C JaThl TOCYAApCTBEHHOW peructpauuu peQepeHTHOro
JIEKapCTBEHHOr0 Tpenapara B Pocculickon denepanuu.

(uacth 21 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22. JlepxaTenb WM BIAJeNel] PErHCTPAlMOHHOTO YIOCTOBEPEHHs JIGKAPCTBEHHOTO Ipenapara
MIPEJICTaBIsIeT B YHNOJHOMOYEHHBIN (hefepaiabHbli OpraH HCIOJHUTENBHON BIACTH, OCYIECTBIISIFOIIHIMA
(YHKINU IO KOHTPOJIIO M HAA30py B chepe 3apaBOOXpaHEHHs, OTYET 10 pe3yibTaraM (papmMakoHaazopa
OJIMH pa3 B IIECTh MECSIEB B TEYCHHE ABYX JIET MOCJE TOCYIapCTBEHHON PETUCTPALlUU JIEKAPCTBEHHOTO
npemnapara B Pocculickoit denepannu, €XErogHo B TEUCHHUE MOCIEAYIOINUX TPEX JIET U B AaJbHEUILIEM
OJIMH pa3 B ISITh JIET.

(dactb 22 BBeneHa DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

Cratba 19. lNpuHATME pelwleHUA O Bblaaye 3KCNEPTHOMY y4ypexAeHUIo 3aAaHuA Ha
npoBeAeHne IKCNepTU3bl IEKapCTBEHHOro cpeacTBa
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Teduenue necsaty pabounx AHEH CO JHS MPUHATHS 3asBJIECHUS O TOCYJAapCTBEHHON perucTpaluu
JIEKapCTBEHHOTO  Mperapara  COOTBETCTBYIOIIMH  YIIOJIHOMOYEHHBIH  QenepaibHbIi  Opran
WCIIOJIHUTEJIBHON BJIAacTH MPOBOJUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH M MPABUIBLHOCTU O(POPMIICHHUS
MIPEACTABJICHHBIX JOKYMEHTOB PETUCTPALlMOHHOIO I0ChE Ha JIEKApPCTBEHHBIM Ipenapar U MPUHUMAET
pelieHue o BbIave 3aJaHusl Ha IPOBE/ICHHUE:

1) OKCIICPTU3BI JOKYMCHTOB, IPCACTABJIICHHLIX JIA OHNPCACICHHUA BO3MOKHOCTU PACCMATPUBATH
H@KapCTBCHHBIﬁ npemnapar i MCAUIHUHCKOrO HNPUMCHCHHA IIPU OCYIICCTBIICHHUHN FOCynapCTBeHHOﬁ
perucTtpaniu B Ka4€CTBC Op(baHHOFO JICKApCTBCHHOT'O IIpeIiapara;

2) OKCIEPTU3BI JICKAPCTBCHHOI'O CPCACTBA B YACTH SKCIICPTU3BI KAYCCTBA JICKAPCTBCHHOI'O CPEACTBA
U SKCICPTU3BI OTHOLICHUS 0XXKMIAeMOM IOJB3bl K BO3MOXHOMY PUCKY IIPUMCHCHHUA JICKAPCTBCHHOI'O
npemnapara Jjisd MEJUIUHCKOTI'O IIPUMCHCHU,

3) sKcrepTU3BI JIEKAPCTBEHHOIO CPEICTBA B YACTH HKCIEPTU3BI KAUECTBA JIEKAPCTBEHHOT'O CPECTBA
M JOKCIICPTU3BI OTHOIICHUSA O)KI/IJI&GMOﬁ IMOJIB3bI K BO3MOKXHOMY PHUCKY HNPHUMCHCHHA JICKAPCTBCHHOTO
mpernapata s MEAWLUHCKOIO NPUMEHEHUs B IMOPAJKE YCKOPEHHOM MpOLENypbl SKCIEPTHU3BI
JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHUHU CO CTaThel 26 HacTosuiero @enepaabHOro 3aK0Ha;

4) OKCIICPTU3BI JICKAPCTBCHHOI'O CPEACTBA B OTHOUICHUU JICKAPCTBCHHOTO IIpfliaparta JId
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

BCTCPUHAPHOI'O IPUMCHCHMUS.

2. YIOTHOMOYEHHBIH (henepanbHblii OPraH MCIOTHUTEIHLHOW BIACTH YBEIOMIISIET B DJIEKTPOHHOMN
dbopMe niaM Ha OyMa)KHOM HOCHTENE 3asgBUTENS U SKCIEPTHOE YUPEKIECHUE O MPUHATOM PEUICHUH O
BbIJ]a4€ 3aJJaHUI HA IIPOBEJICHUE PKCIEPTU3, IPEYyCMOTPEHHBIX YacThlO | HACTOSIIEN CTaTbU, U B CIIydae
He0oOXO0IMMOCTHU O BbIJJaue paspelieHus Ha BBO3 B Poccuiickyro @enepaiuio KOHKPETHON mapTuu, cepuu
3apETHCTPUPOBAHHBIX W (WIJIM) HE3apETUCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB WU 00 OTKasze B
MIPOBEACHUM NPETYCMOTPEHHBIX 3KCIEPTU3 C YKA3aHUEM MPUUYUH TaKOr'0 OTKAa3a.

3. B ciyuae BBIBICHHS OTCYTCTBUS WJIM HEJIOCTOBEPHOCTH HWH(POPMALUHU, COJAEpKaIlEHCcs B
IIPEJCTABICHHBIX 3asBUTENEM JOKYMEHTaX, YIOJHOMOYEHHBIH (elepanbHblil OpraH HCIOJIHUTEIbHON
BJIACTH HANpaBIIET 3asABUTEIIO 3ampoc 00 yTOuHEeHHH JTOoW UHPOpManmuu (Jajmee - 3ampoc
YIIOJIHOMOYEHHOTr0 (pe/lepajabHOro OpraHa HMCIOJHUTEIbHOM BIAcTH), KOTOPbIM MOXeT ObITh mepenaH
YIOJHOMOYEHHOMY MPEACTABUTENIO 3asBUTENS JIMYHO I0J PACHMCKY, HAIpPAaBJIEH IO IOYTE 3aKa3HbIM
IUCbMOM WIH IEpeZiaH B 3JEKTPOHHOM (Gopme M0 TeJeKOMMYHUKALMOHHBIM KaHajaM cBs3H. B ciyuae
HaNpaBJICHUsI 3ampoca YIOJIHOMOYEHHOTO (hefepalbHOTO OpraHa HMCIOJHUTENBFHONW BIIACTH IO IOYTE
3aKa3HbIM IIMCBMOM OH CYHUTAETCA IIOJYyYEHHBIM 10 MCTEYCHHMM IIECTU [THEH C JaThl HANpaBJICHUS
3aKa3HOTO NMHUCHMA.

4. 3asBuTenb 0053aH MPEICTAaBUTh OTBET HA 3alpPOC YIOJIHOMOYEHHOTO (eAepalbHOro opraHa
WCIIOJTHUTEJIbHON BJIACTU B CPOK, HE MPEBBIMIAIONINNA JIEBIHOCTa pabOunuX THEH CO JHS €ro MOJTy4YeHUsI.
Cpok, yka3aHHbIN B yacTu | HacTosIed CTaThbH, MPUOCTAHABIMBACTCS CO JHS HAIMPABJICHUS 3asBUTEIIO
3arpoca YHOJHOMOYEHHOIO (heepaabHOr0 OpraHa MCIOJHUTEJIBHON BJAacTU O JIHS IOJIYYEHHUS UM
COOTBETCTBYIOILIETO OTBETA.

5. OcHOBaHuEM JUIsl OTKa3a B OpraHU3allid 3KCIEPTH3, MPEAYCMOTPEHHBIX YacThio | HacTosien
CTaThH, SBISETCA MPEACTaBICHUE HEOOXOAMMBIX JUIsI HPOBEAEHUS IPEIyCMOTPEHHBIX 3KCIEPTU3
JOKYMEHTOB B HEIMOJIHOM 00bEME WM HEMPECTABIEHUE 3as8BUTEIEM B YCTAHOBJIEHHBIN CPOK OTBETa Ha
3alpoc  YMOJIHOMOYEHHOT0 (hefepabHOTO OpraHa HCIOJHMTENbHOM BIAacTH, a TakkKe MpeacTaBiIeHUE
JIOKYMEHTOB, HE COJIEPKalX NCUYEPIBIBAIOIIETO MTePeUHsl HEOOXOIUMBIX CBEIECHUH.

6. Ilpn oTka3e B OpraHM3anUM 3KCIEPTU3bI, MPEAYCMOTPEHHOW NMYHKTOM 4 yacTu | Hacrosmen
CTaThH, JOKYMEHTHI, BXOJAIINE B COCTaB PETMCTPALIMOHHOIO JOChE HA JIEKAPCTBEHHBIA Ipenapar s
BETEPUHAPHOTO NMPUMEHEHUS,, MOTYT OBbIThb BO3BpAIICHbI 3aSBUTENI0 Ha OCHOBAaHMM €ro MHCbMEHHOIO
3arpoca, HanpaBJIE€HHOTO B YIIOJHOMOYEHHBIN (eiepalibHbIil OpraH UCIOJHUTEIbHOM BJIACTH B TEUEHHE
TpUILATH pabodux JHEW CO AHS MPUHATHS YIOJTHOMOUYEHHBIM (hefiepalbHbIM OPraHOM MCIIOJHUTEIbHON
BJIACTH pEIIEHUsI 00 OTKa3e B OPraHU3alMM TaKOH dKCIEpPTU3bl. Y IOJHOMOYEHHBIN (perepanbHblii opran
MCTIOJHUTEJIBHOW BJIACTH BO3BpAIAe€T 3asBUTENIO YKa3aHHBbIE JOKYMEHTHl B TE€UEHHUE JIECATH pabouux
ITHEH CO THA MOJIy4EHUsI COOTBETCTBYIOIIETO 3alIpOCca 3assBUTEIIS.

(uactp 6 BBeneHa DenepanbHbIM 3aKk0HOM OT 02.08.2019 N 297-D3)

Ctatbsa 20. JkcnepTusa [AOKYMEHTOB, TNpPeACTaBleHHbIX AnA onpeaeneHus
BO3MOXHOCTHU paccMmaTpuBaTb .I'IeKapCTBeHHbIl:’l npenapar ansa MeagULMNHCKOIo
npuMmeHeHuA npu ocyuwecTBlIeHUn rocynapCTBeHHoﬁ perucrtpauunu B Ka4decCcTBe
opdraHHOro fiekapcTBeHHOro npenapara

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

1. 3KCHCpTI/I3a AOKYMCHTOB, IMPCACTABJIICHHBIX IJIA OHNPCACIICHUSA BO3MOXHOCTU pacCMaTpuUBaAThb

www.consultant.ru CrpaHnuua 54 u3 145
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=25.01.2023&dst=100050&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=25.01.2023&dst=100385&field=134

?;E;L;lle[?::gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

JIEKApCTBEHHBIA TIpenapar il MEAUIMHCKOTO INMPUMEHEHHsI MPU OCYIIECTBIECHUU TOCYAapCTBEHHOM
perucrpanuu B KadecTBe Op(haHHOTO JIEKAPCTBEHHOTO IperapaTa, COCTaBIEHUE KOMUCCHUEH JKCIIEPTOB
3aKJIIOYEHUST O BO3MOXKHOCTH WJIM HEBO3MOXKHOCTH paccMaTpHBaTh JIGKAPCTBEHHBIM Npemapar s
MEJIUIUHCKOTO TPUMEHEHHS] TMPU OCYIIECTBICHUH TOCYAAapCTBEHHOM pErucTpallid B KayecTBE
op(aHHOrO JIEKApCTBEHHOTO IperapaTa W HalpaBiICHUE JAHHOTO 3aKIIOUYEHHUS B YIOJHOMOYCHHBIN
(denepanbHBId OpraH HCIOJHUTEIHHON BJIACTH OCYIIECTBISIOTCS B CPOK, HE MPEBHIMIAIOIINNA TPUALIATH
pabouux AHEH CO JTHA MOTYyYEHHUS SKCIEPTHBIM YUPEKICHUEM 3aIaHUsI YITOJTHOMOYEHHOTO (heIepaibHOTO
OpraHa UCTIOJHUTEILHOW BIACTH U B AJICKTPOHHOU (hopMe WM Ha OYMaKHBIX HOCUTEISIX HEOOXOIUMBIX
JIOKYMEHTOB, yKa3aHHBIX B TyHKTax 1, 2, 5, 6, 10 wactu 4 u B wactu 7 crarbu 18 HacTosImero
®enepanbHOro 3aK0OHa.

2. JIOKyMEHTBI, cojepxalluecss B PErHCTPAllMOHHOM J0Ch€ Ha JIeKapCTBEHHBIM MpemapaT u
MOCTYIUBIINE HA OyMa)KHBIX HOCUTEJIAX B SKCIIEPTHOE YUPEKJIEHUE JUIsl OCYILIECTBICHHS UX 3KCIEPTU3bI
JUIS  OTpefeNieHUusT BO3MOXKHOCTH pacCMaTpuUBaTh JICKAPCTBEHHBIN Mpemapar Uil METUIIMHCKOTO
NpUMEHEHHs B KadecTBe Op(GaHHOTO JIEKApCTBEHHOTO Ipemapara, IOAJeKaT BO3BpaTy B
YIIOJTHOMOYEHHBIN (peiepalibHbIil OpraH HCIOJHUTENBHONW BIACTH OJHOBPEMEHHO C 3aKIIOYCHHSIMU
COOTBETCTBYIOLIUX IKCIIEPTH3.

Cratba 21. PeweHne 0 BO3MOXHOCTU paccMaTpuBaTb JleKapCTBEHHbIA npenapart
npuM OCYyLEeCTBNEHUM TrocyAapCTBEHHOW perucTtpauMm B KadyecTtBe opdaHHOro
neKkapcTBeHHOro rnpenapara

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

1. B cpok, He ImpeBbILAIOLINNA NATH paboyuX JHEH co JHs MOJYyYSHMs 3aKJIIOYEHHUs, YKa3aHHOIO B
gyactu | crareu 20 Hactosmero @denepajbHOTO 3aKOHA, YINOJHOMOYEHHBIN (efepaibHbIi Oprat
VCIIOJIHUTENIBHONW BJIACTH OCYLIECTBIISAET OLEHKY IIOJIYyYEHHOI'O 3aKIIOUEHHUs I OIPENCIICHUS €ro
COOTBETCTBHUS 3aJaHUI0 HA INPOBEJICHHE COOTBETCTBYIOLIEH OSKCIEPTHU3bl M YBEAOMIISECT 3asBUTENS B
JIEKTpOHHON ¢opMe MM Ha OyMa)KHOM HOCHUTENEe O pe3yibTaTaX MpPOBEAEHHOW HKCHEPTH3bl C
MIPUJIOKEHNEM KOIMM AKCIEPTHOTO 3aKII0UYEHUS (C COXpaHEHHEM KOH(PHUAEHINATbHOCTH HH(OPMALIUU O
COCTaBe KCIIEPTHONW KOMHUCCUHU) U O BO3MOYKHOCTH MJIM HEBO3MO>KHOCTH PacCMaTpUBATh JIEKAPCTBEHHBIN
nmpenapar Uil MEJUIMHCKOTO NPHMEHEHHMS IPHU OCYIIECTBICHHHM TOCYJAapCTBEHHOM pETHUCTpaluu B
KayecTBe Op(PaHHOTO JICKapCTBEHHOI'O Mpenapara.

2. Ilpu BbIHECEHMM KOMHCCHEH OKCIEPTOB 3aKIIOYEHHs O BO3MOXKHOCTH paccMaTpuBaTh
JIEKapCTBEHHBIN Ipenapar i MEAMIMHCKOrO NPUMEHEHHs IPH OCYIIECTBIEHUU TOCYIapCTBEHHON
perucTpanmy B kKauecTBe op(haHHOTO JIEKAPCTBEHHOTO MpernapaTta yrnoJIHOMOUYEHHbIN (efiepaibHblil OpraH
UCTIOJIHUTEJILHOM BJIACTH B CPOK, HE NMPEBBIMIAIONIMHN NATH pabouux JHEH co JHS MOJIY4YEeHUs JaHHOTO
3aK/IIOYCHHA, IMPUHHUMACT PCIICHHUEC O BbIJAYC 3adaHWsAd Ha TMIPOBEACHHUE OKCIICPTU3bI Kade€CTBa
JIEKapCTBEHHOI'O CPEACTBA M DKCIEPTHU3bl OTHOLIEHHUS OXXKUJAEMOW MOJb3bl K BO3MOXKHOMY PHCKY
IMPUMEHCHUSA JICKAPCTBCHHOT'O IIpfriapara A MCEIUOWUHCKOTIO IMPUMCHCHHA B IIOPAAKC ycxopeHHoﬁ
IIPOLEAYPBl AKCIEPTU3Bl JIEKAPCTBEHHOTO CPEJACTBA B COOTBETCTBHUM CO CTaTheil 26 HACTOALIETO
denepanpbHOro 3aKOHa.

3. B ciiydyae npuHATHS PELIEHUS] O HEBO3MOYKHOCTH PaccMaTpHUBaTh JIEKAPCTBEHHBIN Mpenapar Ajs
MEAUIIMHCKOTO TNPUMEHEHUsS TpU TOCYJAapCTBEHHOM perucTpalud B  KadecTBe Op¢aHHOTrOo
JICKapCTBEHHOTO Iperapara yIOJHOMOYEHHBIH (QelepaibHblil OpraH MCIOJHHUTENIbHON BIAaCTH
MpeKpalaeT Mpoueaypy ToCyJapCTBEHHON perucTpaiyy JeKapCTBEHHOTO MpenapaTa. 3asBUTeNb BIPaBe
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[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

o0paTuTbcs B PErHUCTPUPYIOUINI OpraH ¢ 3asBICHHUEM O TOCYAAPCTBEHHOM PETrHMCTpallid YKa3aHHOIO
JIEKapCTBEHHOI'O IIperapaTa B COOTBETCTBUHU €O craThell 18 Hacrosmero deaepanbHOro 3aKOHa.

CraTtba 22. YtpaTtuna cuny ¢ 1 nrons 2015 ropa. - PeagepanbHbI 3aKOH oT 22.12.2014
N 429-®3.

Cratba 23. JkcnepTu3a KayecTBa JIeKapCTBEHHOro cpeacTtBa WM 3KcnepTusa
OTHOLUEHUA OXWAAaeMOMW MNOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs1 rieKapCTBEHHOro
npenaparta AnA MeAULUHCKOro npuMeHeHus

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

1. DkcnepTH3a KauecTBa JIEKApCTBEHHOIO CPEICTBA U SKCIIEPTU3a OTHOLIECHUS OXKHUIaEMOM M0JIb3bI
K BO3MOXHOMY pPHCKY IPHMEHEHHs JIEKapCTBEHHOI'O Ipenapara Uil MEIULUHCKOIO IPUMEHEHUS,
COCTaBJICHHE KOMHUCCHSIMU DOKCIIEPTOB 3aK/IIOUEHUH 10 pe3ynbTaraM IMPOBEACHHBIX JKCIEPTU3 U
HampaBjIeHUE 3TUX 3aKJIIOYEHUH B YIOJHOMOYEHHBIH (enepalbHblii OpraH HMCIOJHUTEIbHON BIIACTH
OCYILIECTBIISIIOTCS B CPOK, HE MPEBBILIAIONINM CTa A€CATH pabOYuX AHEH CO JHS MOJYyYEHUsS 3KCIEPTHBIM
YUPEXIEHUEM COOTBETCTBYIOIIETO 33aJaHMsl YIIOJIHOMOYEHHOrO (eliepanibHOro opraHa MCIOJHUTEIbHON
BJIACTH M HEOOXOAMMBIX IOKYMEHTOB B 3JIEKTPOHHOH (opMe MK Ha OyMakKHBIX HOCUTEIISX.

Koncynsrantllntoc: npumeyanue.

[lo 3asBnenuto, noganHoMy B Munszapas Poccun no 11.04.2022, npyu HEBO3MOXHOCTU MPOBEACHUS
HKCHEPTU3bl KauyecTBa JIEKAPCTBEHHBIX CPEICTB B OSKCIEPTHOM YUPEKACHUHU, JONYCKaeTCs ee
IIPOBEJICHUE TOCPEJICTBOM JIUCTAHIMOHHOTO B3aUMOJEUCTBUSA, NOPSAAOK U (OPMBI KOTOPOIO
OIPENIENIAIOTCA SKCIEPTHBIM YUYpEeXJEeHUeM Mo coracoBaHuto ¢ 3asBurensimu (IloctanoBnenue
[IpaButensctBa PO ot 05.04.2022 N 593).

2. B TedeHue IeBAHOCTA THEM CO JHSA MONYYEHHUS PpEIIEHUS YIOJIHOMOYEHHOro (eaeparbHOro
OpraHa HCIIOJHUTEIBHON BJIACTH O MPOBEICHUU JKCHEPTHU3, IPEAYCMOTPEHHBIX 4YacThbiO | HacTosIen
CTaTbH, 3aABUTEIIb IPEACTABIIACT B JKCIEPTHOE YUYPEKICHHUE U MPOBEACHUS DKCIIEPTU3BI KayecTBa
JIEKapCTBEHHOI'O CpEeICTBAa 00paslibl JIEKAPCTBEHHOI'O IMpernapara A MEIULHUHCKOIO MpHUMEHEHUS,
IIPOU3BEACHHOTO B COOTBETCTBUHU C TPEOOBAHUSAMH ONBITHO-IPOMBIIIJIEHHOTO U (MJIM) MPOMBILIUIEHHOTO
pErIaMEeHTOB, YTBEP/KJICHHBIX PYKOBOJWTEIEM IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEICTB, a TAKXKE B
COOTBETCTBYIOILIHUX CIIydasix 00pa3iibl (hapMalieBTUUECKON CyOCTaHIMH, TECT-IIITaMMa MUKPOOPTaHU3MOB,
KYJIbTYpPbI KJIETOK, 00pa3libl BELIECTB, IPUMEHSIEMbIX Il KOHTPOJII KauecTBa JIEKApCTBEHHOTO CPE/ICTBA
IyTeM CPaBHEHUS ¢ HUMHU HMCCIIETyeMOro JEKapCTBEHHOTO CPECTBA, B KOJINYECTBAX, HEOOXOIUMBIX JJIs
BOCIIPOM3BEICHHSI METOJIOB KOHTPOJIS Ka4eCTBa.

3. Ilpu momyueHun oOpa3lOB JEKAPCTBEHHOTO Ipernapara M (hapManeBTHUECKON CcyOCTaHLIUU
OKCIEPTHOC YUYPCKIACHUC BBIJACT 3adBHUTCIIO AOKYMCHT, HO}ITBCp)K)IaIOHII/Iﬁ IIOJIYUCHHE YKa3aHHBIX
00pas31oB, U B CPOK, HE MPEBBILAIOIINNA TpeX pabouux JIHEH, yBEIOMIISET B 3JEKTPOHHOM GopMe UiIu Ha
OyMaXHOM HocHTese 00 3TOM YIOJTHOMOYEHHBIN (eiepabHbIN OpraH UCIIOTHUTENBHOM BIAaCTH.

4. YxazaHHbIE B YacTsIX 2 U 3 HACTOSIIEH cTaThbU CPOK ISl MPEACTABICHHUS 3asBUTENIEM 00pa3loB
JIEKapCTBEHHOI0 IMpernapaTa M (apMaleBTUYECKOM CyOCTaHLMU U CPOK YBEAOMJIEHHS SKCHEPTHBIM
yupexjaeHueM o0 53ToM Ha OyMaXHOM HOCHTENE YIOJHOMOYEHHOro (eaepalbHOr0 OpraHa
VCIIOJTHUTEJIBHOW BJIACTH HE BKJIKOYAIOTCA B CPOK IPOBEJACHUS JKCIEPTU3, MPEIYCMOTPEHHBIX YacThiO |
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"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

HaCTOHIHeﬁ CTaTbH.

5. JloKyMeHTbI, NOCTYNMBUIME B 3KCIEPTHOE YUYPEXKACHHE I IPOBEIACHUSI OKCIEPTU3,
MIPEelyCMOTPEHHBIX YacThIO | HAcTOsIIEN CTaThH, MOJIEKAT BO3BPATY B YIIOJTHOMOUYEHHBIH (eepanbHblii
OpraH HCIIOJIHUTEIbHOW BJIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMM, IOJYYEHHBIMH IO pe3yibTaTam
COOTBETCTBYIOIIMX IKCIEPTHU3.

Ctatbs 24. JKcnepTM3a KayecTBa JeKapCTBEHHOro CpeAcTBa M 3KcnepTusa
OTHOLUEHUSI OXMUAAEeMOW NOJib3bl K BO3MOXHOMY PUCKY NPUMEHEHUsl rieKapCTBEHHOro
npenapara Ans BeTepUHapHOro NnpuMeHeHus

1. DkcnepTu3a KayecTBa JIEKapCTBEHHOTO CPENCTBA U 3KCIIEPTU3a OTHOIICHUS OKUIACMOM IOJIb3bI
K BO3MOXXHOMY pPHCKY IIPUMEHEHMS JIEKapCTBEHHOIO IIpenapara s BETEPUHAPHOIO IIPUMEHEHHS,
COCTaBJICHHE KOMMCCHAMM DSKCIEPTOB 3aKJIIOUEHUH IO pe3ylbTaTaM YKa3aHHBIX »JKCIEPTH3 U
HaIpaBJICHUE TAaKUX 3aKJIIOUYEHUN B YIOJIHOMOYEHHBIH (enepaibHblii OpraH HCHOJHUTEIBHON BIacTH
OCYLLIECTBIISIIOTCS. B CPOK, HE TPEBBIIAIOIIUI CTa AECATH pabOUYMX JTHEH CO JIHS MOJyYEHUs SKCIEPTHBIM
YUPEKACHUEM 3a/laHusl  YIOJIHOMOYEHHOIO (peepaJlbHOrO OpraHa MCIOJIHUTEIBHONM BJIACTH €
JOKYMEHTaMH, YKa3aHHbIMU B 4acTu 3 cTaThu 17 Hacrosmero denepajbHOro 3aK0Ha.
(B pen. DenepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, ot 13.07.2015 N 241-D3)

2. B Teuenue Tpuanat pabouyMx AHEW CO MAHS TONYYEHHUS pELICHUS YIMOIHOMOYEHHOIO
(denepanbHOro OpraHa HCIOJIHUTEIBHON BJIACTH O TIPOBEJCHUM YKa3aHHBIX B YacTH | HACTOSIICH CTaThH
9KCIEPTU3 3aBUTENb NPEJICTABIAECT B HKCIIEPTHOE YUPEXKACHHUE I MPOBEACHUS IKCIIEPTU3bl KaueCTBa
JIEKapCTBEHHOI'O CpEACTBAa 00pa3iibl JIEKAPCTBEHHOI'O Mpenapara JUisi BETEPUHAPHOTO MPHUMEHEHUS,
MIPOU3BEJICHHOTO B COOTBETCTBUHM C TPEOOBAHUSMHU TEXHOJOTUYECKUX PErJIaMEHTOB, YTBEPIKICHHBIX
PYKOBOJMTENIEM IPOU3BOJAUTENS JIEKAPCTBEHHBIX CpPEJICTB, a TAKK€ B COOTBETCTBYIOIIMX CIy4asx
TECT-IITAMMBbl MHUKPOOPTaHU3MOB, KYyJIbTYphl KIETOK, 0O0pa3ibl (hapMaleBTHUECKOil cyOcTaHIuH,
oOpas1ipl BEUIECTB, IPUMEHSIEMbIE ISl KOHTPOJIS KauecTBa JIEKApPCTBEHHOI'O CPEACTBA, B KOJIWYECTBAX,
HEOOXOAUMBIX JUISl BOCIIPOU3BEICHHS] METOJJOB KOHTPOJIS Ka4ecTBa.

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

3. Ilpu nomyueHun oOpa3OB JEKAPCTBEHHOIO Ipernapara M (apmaneBTHYECKON cyOcTaHLIUU
JKCIIEPTHOE YUYPEKICHHE BBIIACT 3asBUTEII0 JOKYMEHT, INOATBEPKIAIOIINN IOJIYYEHUE YKa3aHHBIX
00pa3loB, 1 B CPOK, HE MPEBBIIAIOIINNA TpeX padounx JHEH, yBeJOMIsIET B MUCbMEHHOM (opme 00 3TOM
YIOJTHOMOYEHHBIN (peiepabHbII OpTraH UCIIOJHUTEIbHOM BIIACTH.

4. Cpox ans TpeACTaBiIeHUs 3asBUTE]IEM 00pas3loB JICKApCTBEHHOIO Ipemapara H
(dapmaleBTUUECKON CYOCTaHIIMM M CPOK YBEIOMJIEHUS OKCIEPTHBIM YUpEKIEHHEM 00 3ToM B
MUCHMEHHOW (pOopMe YIOJIHOMOYEHHOTO (elepajJIbHOr0 OpraHa MCIOJIHUTENILHOW BJIACTH, YKa3aHHbIE B
qacTax 2 ¥ 3 HACTOALIEH CTaThH, HE BKJIIOYAIOTCS B CPOK MPOBENIEHHUS YKa3aHHBIX B yacTu | HacTosuiei
CTaTbU DKCIIEPTHU3.

5. JIoKyMeHTBI, TOCTYIIMBIIAE B HKCIIEPTHOE YUPEKACHHUE ISl IPOBEICHMS YKa3aHHBIX B 4acTH |
HACTOSIIIIEH CTaThbM OKCIEpPTH3, IOJUIeKAT BO3BpPAaTy B YINOJHOMOYEHHBIH (enepanbHblii  oprax
VCIIOJTHUTENIBHON BJIACTH OJTHOBPEMEHHO C 3aKJIFOYEHHSMU IO pe3ysIbTaTaM YKa3aHHBIX IKCIIEPTHU3.

CraTtbsa 25. nOBTOpHoe npoBeneHue 3KCNnepTmnibl JiIeKapCTBeHHbIX CcpeacTB
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

1. B cnyuasx HeE1OCTaTOYHON OOOCHOBAHHOCTH MJIM HEMOJHOTHI 3aKI0YEHHS] KOMUCCHUU SKCIIEPTOB,
HQJINYMS B HEM IPOTUBOPEUUBBIX JAHHBIX, (aJbCU(UKAMK BBIBOJOB HKCIEPTH3bl JIEKAPCTBEHHOI'O
CpeACTBa, COKPBITUSI OT YIOJHOMOYEHHOTO (pe/iepaibHOTO OpraHa MCIOJHUTEIHHON BIACTH OCHOBAHUH
Ul OTBOJA DKCIepTa BCJIEJICTBHE €ro 3aMHTEPECOBAHHOCTH B PpE3yJbTaTax COOTBETCTBYIOLICH
OKCIICPTU3BI, Haiaunuusga  JaHHBIX 0 IMpIMOM 00 KOCBECHHOM  BMCIIATCJIBCTBE B nponecc
COOTBETCTBYIOLIEH IKCHEPTU3bl JIMI, HE YYacTBYIOUIMX B €€ IPOBEIEHHM, HO OKa3aBIIUX BIMSIHHUE Ha
MPOLIECC U PE3YNIbTATHl €€ MPOBEACHUS, YIMOIHOMOYCHHBIM (eiepallbHBIM OpPraHOM HWCTOTHUTEIHLHOM
BJIACTU HA3HAYAETCs IIOBTOPHAS SKCIIEPTU3a JIEKAPCTBEHHOI'O CPEACTBA U (WJIM) 3TUYECKas HKCIIEPTHU3a.

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

2. TloBTOpHast AKCHEpPTH3a JICKAPCTBEHHOTO CPEJICTBA MPOBOJUTCS C YUYETOM PE3yJIbTaTOB paHee
MIPOBEJICHHOM JKCIEPTH3Bl B CPOK, YCTAHOBIICHHBIM YIIOJTHOMOYCHHBIM (pemepaibHBIM OpraHOM
WCTIOJTHUTEJILHOM BJIACTH M HE MPEBBIMIAOIINN TPUALIATH PAOOYNX THEH CO JHSI MOTYUYCHUS SIKCICPTHBIM
yapeKICHUEM 3aJaHMsI Ha ITPOBEICHUE ITOBTOPHOM SKCIIEPTU3HI JICKAPCTBEHHOTO CPEJICTBA.

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

3. ®uHaHCOBOE 0O€cleYeHHE BBIIOJIHEHUS 33/aHHUsd Ha IPOBEACHHME IOBTOPHOM SKCIEPTU3BI
JIEKapCTBEHHOT'O CPEJICTBA HE OCYILIECTBIISACTCS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbs 26. YCKOpeHHaH npoueaypa 3IKCnepTusbl NNIeKapCTBeHHbIX CpeacTB

1. YckopeHHas mnpoueaypa SKCIEpPTH3bl JIEKAPCTBEHHBIX CPEACTB B IENAX TOCYIapCTBEHHOU
perucTpanyy JICKapCTBEHHBIX IPENnapaToB IPUMEHSETCS B OTHOIIEHHMH Op(AaHHBIX JIEKAPCTBEHHBIX
IIpenaparoB, MEPBBIX TPEX JIEKAPCTBEHHBIX IIPENaparoB, peructpupyemeix B Poccuiickon denepanun B
KaueCTBE BOCIPOU3BEIACHHBIX JIEKAPCTBEHHBIX IIPENAPATOB, OYEPEIHOCTb KOTOPBIX OIpPEHENICTCS B
COOTBETCTBMM C HOMEpPOM M JaTOM BXOMJSAIIMX 3asABJICHUNM O TOCYAApPCTBEHHOM peTrHCTpanuu
JIEKapCTBEHHBIX IIPENapaToB B paMKaxX OJHOIO MEXIYHAapOJHOTO HEMATEHTOBAHHOI'O HAaWMEHOBAHUS
JIEKAPCTBEHHOI'0 IIpernapara WM TI'PyNIIMPOBOYHOIO HAMMEHOBAaHHMs JIEKApCTBEHHOIO IIpenapara, u
JIEKapCTBEHHBIX IIpenapaTos, IIpEeIHA3HAYEHHBIX UCKIIIOUUTEIIBHO JUIS NPUMEHEHHUS
HECOBEPILIECHHOJIETHUMH I'PAKJaHAMU.

(B pen. denepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

2. YckopeHHas Tpoleaypa AKCIEPTU3bl JICKAPCTBEHHBIX CPEACTB B LEIAX TOCYIAapPCTBEHHOM
PErucTpalvy JIEKApCTBEHHBIX IPENapaToB HE MPUMEHSETCSA B OTHOIICHHHU:

1) 6roananoroBbIx (6MOMOI00HBIX) JIEKAPCTBEHHBIX IpenapaToB (01M0aHaIOTOB);

2) pedepeHTHBIX JIEKAPCTBEHHBIX IpernapaToB (3a HCKIIOYEHHEM Op(aHHBIX JEKApCTBEHHBIX
MpernapaToB);

Koncynprantlntoc: npumedanue.

Jo 01.09.2023 poccuicKUM TNPOU3BOJUTENSAM JIEKAPCTBEHHBIX IPENapaTroB JJii BETEPUHAPHOIO
MIPUMEHEHHs Pa3pelIeHo I0/1aBaTh PErHMCTPALMOHHOE JOChe IO YCKOPEHHOW mporenype 0e3 yuera
tpeboBanuii 1. 3 4. 2 c1. 26 (Iloctanosnenue IlpasurensctBa PO ot 12.03.2022 N 353).
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

3) BOCHpPOU3BEIEHHBIX JIEKAPCTBEHHBIX IMpernapaToB (3a HCKJIIOYEHHEM IMEpPBBIX  TpPex
peructpupyembix B Poccuiickoit @enepauuu B KA4eCTBE BOCHPOU3BEAECHHBIX JIEKAPCTBEHHBIX
IpenaparoB M JIEKapCTBEHHBIX IPENaparoB, IMPEAHA3HAUYEHHBIX HCKIOYUTENBHO I NPUMEHEHUs
HECOBEPIICHHOJETHUMHU I'PAXKJIaHAMU );

4) HOBBIX KOMOMHALIMN 3apETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaToB;

5) JeKapCTBEHHBIX IMpenapaToB, 3apeTUCTPUPOBAHHBIX paHEE, HO MPOU3BEICHHBIX B JPYrUX
JIEKapCTBEHHBIX (pOpMaxX B COOTBETCTBUHU C MEPEYHEM HAMMEHOBAaHUM JIEKApCTBEHHBIX (JOPM U B HOBOM
JO3UPOBKE.

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

3. YckopeHHas TpoIeaypa dKCIEPTHU3BI JICKAPCTBEHHBIX CPEICTB TPOBOJUTCS IO PEIICHUIO
COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO ()eepalibHOIO OpraHa MCIOJIHUTEIILHOW BJIACTH HA OCHOBAaHHUH
3asIBJICHUS 3asBUTENS B CPOK, HE MPEBBIMIAIONIMIA BOCEMHUECATH pabounx muei. [Ipu aToM skcrepTu3a
JOKYMEHTOB, COJICPXAIUXCS B PErHCTPAIMOHHOM JIOChE HA JICKAPCTBEHHBIN Iperapar, MPOBOIAUTCS B
CPOK, HE MPEBBIMAIONINN IECATH padOUYUX JHEH, JKCIEepPTH3a KadecTBa JICKApPCTBEHHOTO CPEACTBA U
OKCHEPTH3a OTHOLICHHS OXKHUIACMOM TIOJIb3bl K BO3MOXKHOMY DPHCKY IHPHMEHCHHS JICKAPCTBEHHOTO
mperapara MpoBOJIATCS B CPOK, HE MPEBBIMAIONINI MECTHACCATH PA00UNX THEH.

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

3.1. B oTHONICHNH OpaHHBIX JIEKAPCTBEHHBIX MPEMApPaToOB MOTYT OBITh IPEIICTABICHBI PE3yIbTaThI
JTOKJIMHUYECKUX UCCIEAOBAHUM JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKUX MCCIETOBAHUN JIEKAPCTBEHHBIX
MPENapaToB JJisi MEIUIIMHCKOTO NMPUMEHEHHUS], BBIITOJIHEHHBIX 3a mpeneinamu Poccuiickoir deaepanuu B
COOTBETCTBMM C TMpaBWIAMHM HaJJISKaIled JJa00OpaTOpPHOHW NPAKTUKK M IpaBUJIAMHU HaJIekKaIeh
KJIIMHUYECKOU MPaKTHUKH.

(uactp 3.1 BBengeHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. YckopeHHas Mporeaypa dKCIEPTH3bl JICKAPCTBEHHBIX CPEJICTB IPOBOJUTCS B TOPSJIKE,
yCcTaHOBJIEHHOM cTaThsimu 17 - 20, 23 u 24 nactosmero ®enepanbHOro 3aK0Ha, U HE 03HAYAET CHIKEHUS
TpeOoBaHUl K 6€30MMacCHOCTH, Ka4eCTBY U 3(P(PEKTUBHOCTH JIEKAPCTBEHHBIX MTPENapaTOB.

CraTtbAa 27. PeweHue o0 rocyaapCTBEHHOWN perncrpauum fiekapcTBeHHOro rnpenapara

1. B cpok, HE MpeBBIIAIONIUNA AECITH padOYuX JHEH CO JHS MOJYYCHHS 3aKIIOUCHUM KOMUCCHUU
JKCIEPTOB I10 PE3YIbTAaTaM KCIEPTU3bl KaUECTBA JIEKAPCTBEHHOIO CPEICTBA U DKCIEPTU3bI OTHOLIEHUS
0’KMJAEMOM MOJIb3bl K BO3MOXHOMY PUCKY ITPUMEHEHHUS JIEKAPCTBEHHOTO Mpenapara, COOTBETCTBYIOIINIMA
YIIOJTHOMOYEHHBIN (peiepanbHbIil OpraH UCTIOTHUTEIHHON BIACTH:

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

1) pa3mMeraer Ha cBoeM OUIMAIBLHOM caidiTe B ceTd "MHTepHET" cOOTBETCTBYIOIINE 3aKIIOUCHUS
KOMHUCCHH JKCIIEPTOB M OCYIIECTBIIIET MX OLEHKY Uil OINpeAeNeHUs COOTBETCTBUS 3aJaHUI0 Ha
IIPOBEJICHUE ITUX IKCIIEPTH3;

(n. 1 B pea. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) mpUHHMMAaeT pEeUIeHHEe O TOCYAApCTBEHHOW PETHUCTpallMH JEKApCTBEHHOTO Mpemnapara wid o0
OTKa3€ B rOCYJIapCTBEHHON PETUCTpAIlH JICKAPCTBEHHOTO IIpernapara;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

3) BHOCUT IpU NPUHATHU PELICHUs O TOCYIapCTBEHHOW PErMCTpalMy JEKapCTBEHHOrO Ipernapara
JaHHBIE O 3apEerMCTPHUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM 4YHuclie O (papmaneBTHUEeCKOi
cyOCTaHIIMM, BXOJfIIed B COCTaB JIEKapCTBEHHOIO IIpernapara, B TOCYAAPCTBEHHBIM peectp
JIEKapCTBEHHBIX CPEJICTB M BBIJACT 3asBUTENIO PETUCTPALUOHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOTO
npemnapara, popMa KOTOPOro yTBEp»kAaeTcsi YIOJIHOMOUYEHHBIM (peiepanbHbIM OPraHOM HCIIOJIHUTEIbHON
BJIACTH, COIJIACOBAHHBIC HOPMATHUBHYIO JIOKYMEHTALMK, HOPMATHBHBIM JTOKYMEHT, WHCTPYKIHUIO II0
IPUMEHEHHMIO JIEKApCTBEHHOI'O IIpernapara W MakeTbl IE€PBUYHOM YNAaKOBKM M BTOPUYHOMH
(moTpeOUTENbCKOI) YNAaKOBKM C YKa3aHHEM Ha HHX HOMEpa pErHCTPAllMOHHOTO YJOCTOBEPEHUS
JIEKapCTBEHHOI'0 Ipernapara ¥ JaThl €ro rocylapCTBEHHOW pErucTpalud WM B clydae HPUHATHUS
pemieHust 00 OTKa3e B TOCYJApCTBEHHOW pPETHCTpalMU JIEKApCTBEHHOTO Ipernapara yBEeIOMIIET B
IUCbMEHHOW (¢opMme 3asBuUTENs 00 3TOM C YKa3aHMEM I[PUYMH Takoro oOTKasa. 3a BbLIady
PErUCTPALIMOHHOIO YOCTOBEPEHHUS JIEKAPCTBEHHOIO MIpernapaTa B3UMAeTCs roCyAapCTBEHHAs NOLUIMHA B
COOTBETCTBHUHM C 3aKOHOJaTenbcTBOM Poccuiickoil denepannu o Hasorax u coopax.

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

2. OcHoBaHMeM JUIsi OTKa3a B TOCYAapCTBEHHOW PETHUCTPAlUU JIEKApCTBEHHOTO Mperapara Jis
MEIWIIMHCKOTO  TPUMCHCHHS  SBISETCS  3aKIIOYCHHE  COOTBETCTBYIONIETO  YIIOJIHOMOYEHHOTO
denepaabHOrO OpraHa MCIOJHUTEIBLHOW BJIACTH O TOM, 4YTO KadecTBO W (WiH) 3PPEKTHBHOCTD
PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O IIpenapara Uil MEIULMHCKOTO IIPUMEHEHUsS HE NOATBEPIKIECHBI
MOJYYCHHBIMHA JTAHHBIMH HJIM YTO PUCK NPUYMHEHUS Bpela 370POBBI0 YEJIOBEKAa BCIEACTBUE TpUeMa
JICKQpCTBEHHOTO TIpenapara JUii MEAMIHWHCKOTO TPUMEHEHUS TMpeBbIaeT 3(PQPEeKTHBHOCTh €ro
MIPUMCHCHHSI.

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

3. TloBTOpHOE TpEACTaBICHHE B COOTBETCTBYIOIIWI YIOJIHOMOYCHHBIH (eaepaibHblii OpraH
WCTIOJTHUTEIIGHON BJIACTH JIEKAPCTBEHHOT'O TIperapara, B OTHOIICHWH KOTOPOTO TIONy4YeH OTKa3 B
rOCy/IapCTBEHHON PETUCTPAIlMU U KOTOPBIA BIOCIEICTBUU MOABEPTCS M3MEHEHHIO B YACTH €r0 COCTaBa,
paccMaTpuBaeTCs Kak IPEJCTaBICHHE HOBOTO JIEKAPCTBEHHOT'O TpenapaTa Ha €ro TOoCyJapCTBEHHYIO
PETUCTPALINIO HE3ABUCUMO OT COXPAHEHHS €0 MEPBUYHOTO HAUMEHOBAHMSI.

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

4. Ilpn npenocTaBleHUN 3asBUTEIIEM B COCTaBE€ PETUCTPALMOHHOIO JIOCHE Ha JIEKAPCTBEHHBIN
npenapaT Juisi BETEpUHAPHOTO IMPUMEHEHUS! KOMUU PEUIeHMs YIIOJIHOMOUYEHHOro (heaepaabHOro OpraHa
UCIIOJIHUTENIBHON BJIAacTH O NPOBEICHUM HWHCIEKTHUPOBAHMWS IPOM3BOIUTENS JIEKAPCTBEHHBIX CPENICTB
CPOK TIPUHATUS pEHIeHHs O TOCYJAapCTBEHHOM perucTpalyy JIEKapCTBEHHOro IIpernapara s
BETEPUHAPHOTO MMPUMEHEHHS IPUOCTAHABIIMBAETCS CO JIHS MOJyYEHUS 3aKI0YCHHUH, YKa3aHHBIX B YacTH
1 Hacrosiiel ctaThu, A0 AHS NPUHATUS YIOJHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIIOJHUTEIBHOU
BJACTU pEIEeHUs O Bblade WM 00 OTKa3ze B BblJaye 3aKIIOYEHUS O COOTBETCTBMM IPOM3BOJUTENS
JIEKapCTBEHHBIX CPEJCTB TPeOOBAHUAM MPaBHII HAJIeKaIled MPON3BOJACTBEHHON MPaKTUKU, HO He OoJee
YeM Ha CTO BOCEMbJIECIT paboUunX JAHEH.

(uacTb 4 BBeneHa denepanbHbiM 3aKk0oHOM 0T 04.06.2018 N 140-D3)

5. OcHOBaHMEM nJisi OTKa3a B TOCYAAPCTBEHHOW PErucTpalMM JIEKapCTBEHHOTO MpernapaTta AJis
BETEPUHAPHOTO TPUMEHEHHS SBJISICTCS 3aKJIOUEHHE YIIOJHOMOYEHHOTO (eaepaabHOTO OpraHa
UCTIOHUTENLHOM BJIACTH O TOM, 4YTO KadyecTBO H (W) IPGPEKTUBHOCTh PETHCTPHUPYEMOTO
JIEKApCTBEHHOT'O TIperapara Jyuisl BETEPUHAPHOTO TIPUMEHEHHUS HE TMOATBEPXKICHBI MOJIYYCHHBIMH
JAHHBIMHU WJIM YTO PUCK MPUYMHEHUS Bpea 3I0POBbIO JKUBOTHOTO BCIIEJACTBUE MpHEMa JIEKAPCTBEHHOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

mpemnapaTta Al BETEPUHAPHOTO NPUMEHEHHUs MpeBbIacT 3(PGEKTUBHOCTh €ro MPUMEHEHUS, OTKa3
YIOJTHOMOYEHHOTO (he/iepaqbHOr0 OpraHa WCIOJHUTEIBHOM BIACTH B BbIJade 3aKIIOYEHUS O
COOTBETCTBUM  IPOU3BOAMUTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM MpaBWJI  HaJIekKallen
MPOU3BOACTBEHHON MPAKTUKUA JUISl KAXKIOW MPOU3BOACTBEHHOM IUIOMIAJKH PETHUCTPUPYEMOIO
JIEKApCTBEHHOr'0 IIpenapara Juisi BETEpUHAPHOTO IPUMEHEHUS B CJly4yae, €clid IPOU3BOJCTBO
JIEKApCTBEHHOr'0 Ipenapara il BETEPUHAPHOIO MPUMEHEHHUS OCYIIECTBISETCS 3a Mpeaenamu
Poccuiickoit denepainu, Ui OTCYyTCTBUE TAKOTO 3aKJIIOYEHUS.

(uactb 5 BBeneHa OenepanbubiM 3aKk0HOM OT 04.06.2018 N 140-D3)

Koncynprantllntoc: npumedanue.
O mopsiike W CpoKax OINPEJCTICHHUS B3aUMO3aMEHSIEMOCTH JIEKapCTB JIEKAPCTBEHHBIX IpEnaparos,
3apeructpupoBaHHbix 10 01.03.2020, cm. ct. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aMmo3ameHSieMOCTb NeKapCTBEHHbIX MpenapatoB  AnA
MeAULUHCKOro NpUMeHeHuUs1
(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. Bzaumo3aMeHSI€MOCTh JICKAPCTBEHHBIX IMpEnapaToB JUisi MEIULIHUHCKOTO TPUMEHEHHS
OTIpe/IeTISICTCS YIIOJIHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIOJHUTENBbHON BIACTH, OCYIIECTBIISIOIIUM
FOCYJIApCTBEHHYIO PETHCTPALMIO JIEKAPCTBEHHBIX IPENApaToOB Ui MEOUUIMHCKOrO NPUMEHEHUS, B
pamMKax OJHOTO MEXIYHAapOJHOTO HEMaTeHTOBAHHOTO (WM XUMHUYECKOrO, WM TPYHIUPOBOYHOIO)
HAaNMEHOBAHUS HA OCHOBE 3aKJIIOYECHUSI KOMHMCCHUH O3KCIEPTOB 3KCIEPTHOrO YUYPEKIAEHUS O
B3aMMO3aMEHIEMOCTH JICKAPCTBEHHOTO MperapaTta Juisi MEIUIIMHCKOTO MpPUMEHEHHUs JIMOO O TOM, YTO
JIEKapCTBEHHBIN mpenapaT sl MEAULIUHCKOTO MPUMEHEHHS HE SIBIISIETCS B3anMoO3aMeHsieMbIM. [lopsaok
ONpPEACIICHUSI B3aMMO3AMEHSAEMOCTH JIEKAPCTBEHHBIX IpPENapaToB Uil MEAULUHMHCKOIO NPUMEHEHUS U
dbopma 3aKIIOUYEHHUS] KOMHCCHU OJKCIEPTOB DKCIEPTHOTO YUYPEKICHUS O B3aMMO3aMEHSIEMOCTH
JIEKapCTBEHHBIX MPENapaToB s MEAUIIMHCKOTO MPUMEHEHHUS 100 O TOM, 4TO JIEKAPCTBEHHBIN MpemnapaT
JUIS. METUIIMHCKOTO TPUMEHEHUST HE SIBISIETCS B3aMMO3aMEHSAEMbIM, yCTaHaBIMBaKOTCS [IpaBUTEIHRCTBOM
Poccuiickoit denepanun.

2. Komuccus 9KCIEpTOB SKCIEPTHOTO YYPEXKIEHHS JaeT 3aKII0YEeHHE O B3aMMO3aMEHSIEMOCTH
JIEKapCTBEHHOT'O IpenapaTa JUlsi MEJUIIMHCKOTO IPUMEHEHHUs JTM00 O TOM, UTO JIEKapCTBEHHBIN IpenapaT
IUIT  METUIIMHCKOTO TIPUMEHEHHsI He SBISETCS B3aWMO3aMEHSEMBbIM, HA OCHOBAaHHH CIEAYIOIINX
KpUTEpHEB (XapaKTEPUCTHUK):

1) DSKBUBaJEHTHOCTh (11 OMOAHAIOTOBBHIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IPENapaToB
(OnoaHamoroB) -  COMOCTaBUMOCTb)  KAa4eCTBEHHBIX M KOJMYECTBEHHBIX  XapaKTEPUCTHK
(hapMaIeBTHUeCKNX CYOCTaHIIMH WJIM COMOCTAaBMMOCTh aHTUTE€HHOTO COCTaBa BakIWH. Vcmosb3oBaHue
pa3IMYHBIX coliel, 3(hUPOB, KOMIUIEKCOB, U30MEPOB, KPUCTATNYECKUX (OPM U IPYTUX MPOU3BOIHBIX
OTHOTO W TOTO K€ JICUCTBYIOIIETO BEIIECTBA HE SBISICTCS TMPEMATCTBHEM I  ONpeeiIeHUs
B3aMMO3aMEHSIEMOCTH  JIEKAPCTBEHHBIX  NpenapaTtoB, €CIM TMpU  NPOBEIACHUM  HCCIEAOBaHUS
OMOSKBUBAJICHTHOCTH  JIGKAPCTBEHHOTO  TIpemapara Wi  HCCIEIOBAaHUSA  TepaneBTUUYECKOU
SKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Mpenapara J0Ka3aHO OTCYTCTBUE KIMHUYECKU 3HAUMMBIX pa3Inuuid
dapmakokuHeTukn u (W) 3ddexTuBHOCTH W 0€30MacHOCTH JIEKAPCTBEHHOTO TMpernapara s
MEIUILIUHCKOTO MPUMEHEHHS;
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[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

2) SKBUBAJICHTHOCTH JIEKApCTBEHHOH (hopMbl. 1071 SKBHBaJCHTHBIMU JICKAPCTBECHHBIMU (hOpMaMH
MMOHMMAIOTCSI Pa3HbIC JIGKAPCTBEHHBIC (POPMBI, MMECIOIINE OJUHAKOBBIC CIOCOO BBEICHUS WU CIOCOO
NpUMEHEHHs, OO0JaJarolue  COMOCTAaBUMBIMU  (hapMAKOKUHETUYECKHMMHU  XapaKTCPUCTUKAMHU U
(hapMaKoJIOTHIECKUM JCHCTBHEM U 00ECTICUHBAIOIINE TAKXKE JTOCTIKEHNE HEOOX0IUMOTO KIIMHUYECKOTO
spdekra. Paznuuus JIeKapCTBEHHBIX (QOpPM HE SBISIOTCS NPENSATCTBHEM JUISL  ONPEIEIICHUS
B3aMIMO3aMCHSIEMOCTH  JICKAPCTBEHHBIX  IPEmapaToB, €CIM TPU  TPOBEACHUH  HUCCIICIOBAHHUS
OMOAPKBUBAJICHTHOCTH  JICKQPCTBEHHOTO  Tpenapara  HJIM  HUCCICIOBAaHHMS  TEPaleBTUYCCKOM
SKBHBAJIICHTHOCTH JIGKAPCTBEHHOTO Tperapara JI0Ka3aHO OTCYTCTBUE KIIMHMYECKU 3HAYUMBIX Pa3Induid
dbapmakokuHeTukn u (W) 3¢pdexkTHBHOCTH W 0€30MacCHOCTH JIEKAPCTBEHHOrO Ipernapara  Jijis
MEIUIIMHCKOTO MPUMEHCHHS,

3) SKBUBAJICHTHOCTh HMJIM COTIOCTABHMOCTH COCTaBa BCIIOMOTATEILHBIX BEIIECTB JIEKAPCTBEHHOTO
mpemapara JUIs  MEAWIIMHCKOrO TIpUMEHEHHWs. Pa3nmmuusi coctaBa BCIIOMOTATCIIBHBIX — BEIIECTB
JICKQpCTBCHHOT'O Tpernapara He SIBIISIIOTCS TPEISITCTBUEM UL ONPEACICHUS B3aUMO3aMEHSEMOCTH
JICKapCTBCHHBIX  IPENapaToB, ©€CIM IPU  TMPOBSACHUM  HWCCICIOBAHHS  OWO3KBUBAJICHTHOCTH
JICKQpCTBEHHOTO Mperapara WIA HUCCICIOBAaHHS TEPANCBTHUECKONW DKBUBAICHTHOCTH JICKAPCTBEHHOTO
mpermapaTa J0OKa3aHO OTCYTCTBHE KJIMHHYECKH 3HAYMMBIX pa3inuuil (GapMakKOKHHETUKH U (WJIH)
3pGEKTUBHOCTH W 0E30IMaCHOCTH JICKAPCTBEHHOTO Mperapara Jjisi MEAWIIMHCKOTro mpuMeHeHus. [lpu
HATMYUHU KIIMHUYECKHU 3HAYMMBIX Pa3Indvil (hapMaKOKMHETHKH U (WK) 3PPEKTUBHOCTH M 0€30MMaCHOCTH
JICKQpCTBEHHOTO Tpernaparta Uil MEJIUIMHCKOTO MPUMEHEHUS B3aWMO3aMEHSEMOCTh OIPEIENIIeTCS C
YKa3aHHEM Ha UCKIIOYCHHUE OTICIBHBIX TPYII MAIIHCHTOB;

4) NICHTHUYHOCTDb crocoba BBCICHUA U crocoba IIPUMCHCHMU,

5) COOTBETCTBUE MPOU3BOAUTENS JIEKAPCTBEHHOI'O CPEACTBA TPEOOBAHUAM IIPAaBWII HAIJICKAIICH
MIPOU3BO/ICTBEHHOM MPAKTHKH.

3. OmpeneneHue B3aMMO3aMEHSIEMOCTH BOCHPOU3BEIEHHBIX JIEKAPCTBEHHBIX IpenaparoB s
MEIULMHCKOTO NMPUMEHEHUs, yKa3aHHbIX B 4yactu 10 crathu 18 Hactosmero degepaibHOro 3akoHa,
OCYILIECTBIIsIETCA 0€3 HEOOXOIMMOCTH JOKA3aTeIbCTBA UX OMOIKBUBAJIEHTHOCTH.

4. OcoOeHHOCTH OTpeJIeNIeHUs] B3aMMO3aMEHIEMOCTH OMOJIOIMYECKHX JIEKapCTBEHHBIX MPENaparos,
KOMOMHHPOBAaHHBIX JIEKAPCTBEHHBIX IpenaparoB (Coaep)kKalluX KOMOMHAIMIO JByX U Oonee
JEUCTBYIOIMX  BEIIECTB), JIEKAPCTBEHHBIX IMpENapaTtoB Ui  [ApPEHTEPaJbHOrO0 MHUTAaHUS U
HEJO3UPOBAHHBIX JIEKAPCTBEHHBIX IIpenaparoB ycraHaBiuBaroTcsa IIpaButensctBom  Pocculickon
denepanuu.

5. OnpeneneHHe B3aUMO3aMCHACMOCTH HEC OCYLICCTBIIACTCA B OTHOIICHWHN JICKAPCTBCHHBIX
PACTUTCIIBHBIX TPCIIapaTOB, TOMCOIIATUYICCKUX JICKAPCTBCHHBIX ITPEIIAPAaTOB.

6. (DopMI/IpOBaHI/Ie NEPCUYHSA B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IIPEIapaToB AJId MCIAUIIUMHCKOI'O
MNPUMCHCHUS OCYHICCTBIISICTCS SKCIICPTHBIM YUPCKIACHUCM IMOCPCIACTBOM O6’[:C,Z[I/IHCHI/I$I JICKApCTBCHHBIX
npemapartoB B OTACIBHBIC TPYIINbI, B Ka)I(JIOﬁ N3 KOTOPBIX JICKAPCTBCHHBIC IIPCIapaThbl ABIAIOTCA
B3aMMO3aMCHACMBIMHU.

7. B cnydae BKJIIOYEHUS B HHCTPYKLIUIO IO MEIUIUHCKOMY NPHUMEHEHUIO JIEKAPCTBEHHOIO
Ipenapara Ha OCHOBAHMM PE3YyJbTAaTOB COOTBETCTBYIOLIUX HCCIICIOBAHUN IOKa3aHUU JUIS IPUMEHEHUS,
KOTOPBIE OTJIMYAOTCS OT MOKA3aHUM ISl MPUMEHEHHUs JPYTHUX JIEKAPCTBEHHBIX IIPENapaToB W3 I'PYIIIBI
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B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IIPC€IIaparoB, B IICPCUYHC B3aUMO3aMCHACMBIX JICKaAPCTBCHHBIX
npenaparoB 4JII MCAUIUHCKOI'O MPUMEHCHUA JOJIKHA OBITh YKa3aHa COOTBCTCTBYHOIIAA I/IH(i)OpMaLII/ISI.

8. IlepeyeHp B3aMMO3aMEHSEMbIX JIEKAPCTBEHHBIX NPENapaToB sl MEAULUHCKOTO HPUMEHEHHUS
pasMeniaeTcs yrnoJIHOMOYEHHBIM (ellepalbHbBIM OPraHOM HCHOJHHUTEIBHOM BIACTH, OCYIIECTBIISIOIINM
rOCYJapCTBEHHYIO PErMCTPALMIO JIEKAPCTBEHHBIX IpPEnapaToB Ui MEAMLUHCKOrO IMPUMEHEHHs, Ha
cBoeM odunuagbHoM caiite B cetn "Wntepuer". MHdopmanus B TepedHe B3aMMO3aMEHSEMBIX
JIEKapCTBEHHBIX IpPEnapaToB s MEAMLMHCKOTO INPUMEHEHHs OOHOBISETCS YKa3aHHBIM (elepaibHbIM
OpPraHOM HCIIOJIHUTEJIBHON BJIACTH C YYETOM HOBBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB
V11 MEIUIMHCKOIO TPUMEHEHUS M BHECCHHbIX HW3MEHEHHMH B JIOKYMEHTBI, coJepKaliuecs B
PETUCTPALIMOHHBIX JOChE€ Ha 3apEerMCTPUPOBAHHBIE JIEKAPCTBEHHBIE Ipenaparhl s MEIUIMHCKOTO
IIPUMEHEHHUS.

9. [NopsamoK UCTIOIB30BaHUSI UHPOPMAIIUU O B3aUMO3aMCHIICMBIX JIGKAPCTBEHHBIX Tperaparax s
MEIUIIMHCKOTO TPUMEHEHHUS W TOPSIOK Jauyd Pa3bsCHEHWM MO BOINpPOCaM B3aWMO3aMEHSIEMOCTU
JICKapCTBEHHBIX MpenapaToB i MEAUUHUHCKOIO NPUMEHEHHUs YycTaHaBiauBaroTcs [IpaBuTenbcTBOM
Poccuiickoit @enepanuu.

KoncynsrantlIntoc: npumedanue.
Cpok perucrpanyy JIEKapCTBEHHOIO Ipemnapara JUlsi BETEPUHAPHOTO NPUMEHEHMs, UCTEKAIOLIUHA C

14.03.2022 mo 31.12.2022, mpomnen Ha 12 wmecsaueB (IloctanoBinenue IlpaButensctBa PD ot
12.03.2022 N 353).

CraTtbAa 28. PeructpaumoHHoe yaocToBepeHUe nekapcTBEHHOro npenapara

1. PerucrpanmoHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO IIpEnapara ¢ yKa3aHHWEM JIEKapCTBEHHBIX
dbopM U JO3MPOBOK BBIAAETCS OECCPOYHO, 3a MCKIIOYEHHEM pPETHCTPAllMOHHOTO YJIOCTOBEPEHHS
JIEKAPCTBEHHOI0 IIpenapara, BbIIaBaeMOro CO CPOKOM JIEHCTBHS IISATH JIET, HA BIIEPBBIE PETUCTPUPYEMBIE
B Poccuiickoit denepanuu JIeKapCTBEHHBIE NIPENIapaThl.

2. Tlo wcreyeHWM YKa3aHHOTO B 4YacTH | HACTOSAIMIEH CTaThU CpoKa BBIIaeTCs OeccpodHoe
PEruCTPAallMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOI'O IIperapara IIpU YCIOBUHM IOATBEPXKICHUS €ro
roCyAapCTBEHHOMN pEruCTparuy.

3. B cnyuae BHecenust B cooTBeTcTBUU co cTaThsiMu 30 u 31 HacTosmero denepaibHOrO 3aKOHA
W3MEHEHUN B COAEp)KAIIMECSs B PETrMCTPALIMOHHOM JIOChE Ha 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar JOKYMEHTBI, 3aTParuBalOIIUX CBEICHUS, OTPaKEHHbIE B PETHCTPALMOHHOM YAOCTOBEPEHUU
JIEKApCTBEHHOTO TperapaTa, YIMOTHOMOYEHHBIN (eepalbHbIii OpraH MCIMOJHUTEIBHON BIIACTH BBIAACT
HOBOE€ PErMCTPALMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOrO Mpemnapara, COAEpIKallee BHECEHHBIE B HETO
W3MEHEHUS.

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

4. B ciywyae yTpaTbl WM TOBPEXKIEHUS PErUCTPALMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOTO
mpernapara IO 3asBIEHHIO B NUCbMEHHOW ¢opMme JAepikaTelis MWW BIafeiblla PErUCTPaliMOHHOTO
YIOCTOBEPEHUS JIEKapCTBEHHOTO IIPENapaTa il YIIOJTHOMOYEHHOTO MMM JIPYroro IPHINYECKOTO JIUIA O
BbIJIaue JyOJIMKaTa PEruCTPAlMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO Ipernapara ynoJIHOMOYEHHBIH
(benepanbHbI OpraH HCIIOJIHUTEIBLHON BIACTH B CPOK, HE MPEBBIMAIOLIUN JeCITH pabounx JHEH co JTHS

www.consultant.ru CrpaHuua 63 u3 145
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=361721&date=25.01.2023&dst=100013&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=319062&date=25.01.2023&dst=100013&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=25.01.2023&dst=100439&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

MOCTYIUICHUSI 3asBJICHHS, BbIAaeT JyOIMKAT PETUCTPALMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpernapara. 3a Bblady JQyOJiMKaTta pPEerdHCcTPallMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO Iperapara
B3MMaeTcs rocyAapCTBEHHAs IMOILIMHA B COOTBETCTBUH C 3aKOHO1aTeNbcTBOM Poccuiickoii denepanuu o
Hajorax u coopax.

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

Koncynsrantlntoc: npumeqanue.

Cpok perucrpanuu JIEKapCTBEHHOTO Mperapara i BETEPUHAPHOIO NPUMEHEHHs, UCTEKAIOUIUN C
14.03.2022 nmo 31.12.2022, npoanen Ha 12 wmecsueB (Ilocranosnenue IlpaBurensctBa P® ot
12.03.2022 N 353).

Cratba 29. [loaTBepXxaeHWe rocyfapCTBEHHOM perucTpauvm nekapcTBeHHOro
npenapara
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. IToaTBepk/ieHNE TOCYJAapCTBEHHOM perucTpanuu JEeKapcTBEHHOIO Ipernapara OCYLIECTBIISETCS
IpU BblJauye OECCPOYHOIO PErMCTPALMOHHOIO YJIOCTOBEPEHMsI JIEKAapCTBEHHOIO Ipernapara B Cilydae,
YKa3aHHOM B 4YacTtu 2 cratbu 28 Hactosmero ®denepanbHOro 3aKoHa, B CPOK, HE IPEBBILIAIOLINI
HIECTUAECATH pabouux JHEH CO JHs IMOJIy4YEeHHMs. COOTBETCTBYIOILMM YIOJHOMOUYEHHBIM (eliepaabHbIM
OpraHOM HCIIOJIHUTEIbHOM BIJIACTU 3asBICHUS O TOATBEPKICHUM TIOCYJapCTBEHHON perucrpanuu
JIEKapCTBEHHOro Ipenapara. He ocyliecTBiaseTcss NOATBEP)KAECHUE TOCYIAapCTBEHHON DPETUCTPALUU B
OTHOIIIEHUH JICKApCTBEHHOTO TperapaTa, He HaxouBIIerocst B oopamienuu B Poccuiickoit deneparuu B
Te4eHue Tpex MU Oojee JIeT, a TakKe B OTHOLICHUM JIEKAPCTBEHHOI'O CPEACTBA, IPOM3BEAEHHOIO C
HapylIleHneM TpeOoBaHUs, YCTaHOBIEHHOTO yacThio 3.7 cratbu 71 Hactosiero deaepaibHOro 3aKOHa.

2. 3asgBieHUE O MOATBEPKACHUM TOCYAApCTBEHHOM pEerucTpanuu JIEKapCTBEHHOrO IMpenapara Jis
MEJUIIMHCKOTO MPUMEHEHHs TMPEJCTABISETCS B COOTBETCTBYIOIIMM YIOJIHOMOYEHHBINA (henepaibHbIN
OpraH MCHOJIHUTEIBHOMN BJIACTH HE PaHEEe YeM 3a CTO BOCEMbJECAT JHEW JO UCTEUEHUs CPOKa JIEeUCTBUS
PErUCTPAIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO MIpenapara Jijisi MEIUIIMHCKOTO IPUMEHECHHS.

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

2.1. 3asBieHHE O TIOATBEPKIACHUU TOCYJAPCTBEHHON PErMCTpallUU JICKAPCTBEHHOTO Mpemnapara st
BETEPUHAPHOTO TPUMEHEHUS MPEACTaBISETCS B COOTBETCTBYIOIIMI YIOJIHOMOYEHHBIN (henepanbHblii
OpraH MCHOJHUTEIHLHON BJIACTH HE paHEee YeM 3a CTO BOCEMBJIECAT JHEH J0 MCTEUEHUs CPOKa JEUCTBUS
PErUCTPALIMOHHOTO YJOCTOBEPEHHUSI JIEKAaPCTBEHHOIO Mpernapara Jjsi BETEPUHAPHOTO MPUMEHEHUS U HE
M03/JHEE OKOHYAHUS CPOKA €ro AEUCTBHUS.

(uactp 2.1 BBenena denepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

3. IonTBepkeHNE roCydapCTBEHHOM pEerucTpaluy JeKapcTBEHHOTO Iperapara OCYUIeCTBIISETCS
M0 pe3yiabTaTaM HKCIEPTU3bl OTHOLIECHUS OXHUAAeMOW MOJIb3bl K BO3MOXHOMY PHCKY NPUMEHEHUS
JIEKApCTBEHHOTO TpernapaTa Ha OCHOBAHUHU PE3YJIbTATOB MOHUTOPHUHTA Y((HEKTUBHOCTH M 0€30MaCHOCTH
JIEKApCTBEHHOT'0  Tperapara, MPOBOJAUMOIO JIEpXkKaTeleM WIM BJIAACNbIEM PETUCTPALUOHHOTO
YA0CTOBEPEHUS JIEKAPCTBEHHOTO MpernapaTa JIM00 YITOTHOMOYEHHBIM HMH IOPUIUIECKUAM JIUIIOM, & TaKKe
COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM (hefiepadbHbIM OPraHOM HCIIOTHUTEIHHON BIACTH B COOTBETCTBUU
¢ TpeGoBaHUAMH cTaThi 64 HacTosero denepanbHOTO 3aKOHA.

4. K 3asgBIeHUIO O HNOATBCPKACHUU I‘OCYI[E[pCTBCHHOfI PErUCTpalvu JICKAPCTBCHHOI'O IIpCriapaTa IJjid
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

MCIUIHUHCKOI'O IPpUMCHCHUS IIpUJIararoTCs:

1) IOKyMEHTBI, coOJepXKallie pe3ynbTaThl MOHHUTOpUHTa 3(pdexTuBHOCTH H 0E30maCHOCTH
JIEKapCTBEHHOTO TIpermapara Uil MEAWIUHCKOTO TPUMEHEHHs, MPOBEJCHHOIO JIepXKaTelieM WU
BJIAJIETIBIIEM PErHCTPALIMOHHOIO YAOCTOBEPEHMs JICKApPCTBEHHOIO IIpernapara Ul MEAUIUHCKOTO
OpUMEHEHHS JMOO YIOJHOMOYEHHBIM MM IOPHIUYECKHM JIMIOM, 10 (opme, YTBEpKACHHON
YIIOJTHOMOYEHHBIM (heZiepalibHbIM OPTaHOM MCTIOTHUTEIBHOM BIACTH;

2) cBeleHUsI O JaTe MPEAOCTABICHHUS W PETUCTPAIIMOHHOM HOMEpPE JIMIICH3MH Ha TPOU3BOJICTBO
JICKApCTBEHHBIX CPEJCTB WJIM CBEACHUS O Jare NpPeAOCTaBICHHS M PETUCTPALIMOHHOM HOMeEpe
3aKIIOYCHUST O COOTBETCTBUHU IPOU3BOAMTENS JICKAPCTBCHHBIX CPEJACTB TPEOOBAaHUSAM  IPABHII
HQ/IJIeKAIIed TMPOU3BOJCTBEHHONW TPAKTUKH, MPEJOCTABICHHBIX YIIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIIOJHHUTEIBHOW BJIACTH B OTHOIICHWW TPOM3BOJCTBECHHON IUIOMAAKH JICKAPCTBEHHOTO
npernapara Juisi MEeIUIIUHCKOTO TIPUMEHEHNsI, TOCYJapCTBEHHAsI PETUCTPAIMS KOTOPOTO MOATBEPKAACTCS
B Cly4yae, €CJIM NPOM3BOJCTBO JIEKAPCTBEHHOI'O TMpemapara JUisi MEIUIUHCKOrO TMPUMECHEHUS
ocyuiectisercs B Poccniickoint denepanuu;

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

3) Komusl TPEIOCTaBICHHOM YIMOJHOMOYEHHBIM OPIaHOM CTpaHbl MPOW3BOJIUTENS JHUICH3UM HA
MIPOM3BOJICTBO JIEKAPCTBEHHOTO MpenapaTa A MEIUIIMHCKOTO MPUMEHEHUS U €€ MEePeBOJ Ha PYCCKUIA
SI3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IMOPSAKE, a TakKe KOMUSA 3aKIIOUEHHUS O COOTBETCTBUHU
MIPOM3BOUTENSI JICKAPCTBEHHBIX CPEJICTB TpeOOBaHUSAM TIpaBWJI HAJUICKAIIEH IMPOU3BOJICTBEHHON
MPAKTUKH, BBIJAHHOTO YIIOJHOMOYEHHBIM (eepaTbHBIM OPraHOM HCIOJHUTEIBHON BIIACTH B
OTHOIIEHWH TIPOM3BOJICTBCHHOM IUIOMIAAKHA JICKAPCTBEHHOTO Mperapara Uil MEIUIIMHCKOTO
MPUMEHEHHUSI, TOCYHApCTBEHHAsT PETUCTPAllds KOTOPOTO TMOJATBEPKAACTCS, WM KOIUS pelIeHUs
YIIOJTHOMOYEHHOTO (pelepabHOTO OpraHa HCIOJHUTENBHON BIIACTH O IMPOBEICHUU HWHCIEKTUPOBAHUS
MIPOU3BOUTEISI IEKAPCTBEHHBIX CPEJICTB B ClIydae, €CIM MPOU3BOJICTBO JIGKAPCTBEHHOTO MperapaTa Jjis
MEIUILUHCKOTO NPUMEHEHUS OCYIIECTBIISIETCS 3a npeaenamu Poccuiickoit denepanun.

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)
(uactsb 4 B pen. ®enepanbroro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOmIEHNH OMOJOTUYECKUX JIEKAPCTBEHHBIX MPENapaToB JJII MEAUIIMHCKOTO MPUMEHEHHS
3asBUTENb JOMOJHUTENBHO MPEACTABISAET PE3YJIbTaTbl MEPONPUITHI, NPETYyCMOTPEHHBIX IJIAHOM
YOpaBJICHUS PHUCKAMHU, YTBEPXKIECHHBIM YIOJTHOMOYEHHBIM (eepalibHbIM OPraHOM HMCHOJHUTEIbHON
BJIACTU TIPU OCYILIECTBIEHHH TOCYJApPCTBEHHON PpEruCTpallMM JIEKApCTBEHHOrO Ipenapara s
MEJTUIIMHCKOTO TPUMEHECHHUSI.

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

4.2. K 3a9BneHUI0 O MOATBEPKACHUHN T'OCYAAPCTBEHHOW PETUCTPAIMK JEKAPCTBEHHOTO Ipernapara
JUIE BETEPUHAPHOTO NPUMEHEHUS IMPHJIATaloTCs JOKYMEHTBI, COJepXallue pe3yabTaThl MOHUTOPHHIA
3¢ dekTUBHOCTH M O€30MacCHOCTH JIEKAPCTBEHHOIO Ipernapara MJisi BETEPUHAPHOTO MpPHUMEHEHHS,
MPOBOJIUMOIO JIepKaTelleM WM BIIAJENbIEM PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOIO
mpernapara JUisi BETEpUHAPHOTO TMPUMEHEHHs OO YIIOJHOMOYEHHBIM UM FOPUIMYECKUM JTUIIOM, IO
dopme, YTBEpkKAECHHOW YHNOIHOMOYEHHBIM (efepaJbHbIM OpPraHOM HCIHOJHHUTENBHOM BIACTH, WU
JIOKYMEHTBI, YKa3aHHbIE B TyHKTaX 1, 2 - 2.2, monmynkrax "a", "6", "k", "n" mynkta 4 wactu 3 ctateu 17
Hacrosero denepaabHOro 3aKoHa. B OTHOIIEHUM UMMYHOOHOIOTHYECKHX JICKApPCTBEHHBIX MPErnapaToB

n..n

AJId BETCPUHAPHOTO MPUMCHCHHA HE NMPCACTABIIAIOTCA CBCACHUA, YKA3aHHBIC B IMOAINMYHKTC 'K ITYHKTA 4
yacTh 3 cTaThu 17 HaCTOAIICTO (I)C,Z[CpaHBHOFO 3aKkoHa. B oTHoIeHUNn JICKAPCTBCHHBIX MPCIIapaToB IJId
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

BETEPUHAPHOTO TMPUMEHEHHMS], IMOJYYEHHBIX C MPUMEHEHHEM TI'e€HHO-UHXEHEPHO-MOAU(PUIIMPOBAHHBIX
OPraHU3MOB HWJIM COJAEPXKALIUMX TAKUE OpPraHU3Mbl, JIONOJHUTEIbHO IPEACTABISAIOTCS CBEACHUS,
yka3aHHble B TyHKTE 13 yactu 3 ctatbu 17 Hactosiero deaepaibHOro 3aKoHa.

(uactb 4.2 BBeneHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-®3; B pen. deaepanbHOro 3aK0Ha OT
02.08.2019 N 297-03)

4.3. 3agBuTenb BIpaBe IMPEACTABUTh C 3aABJIEHUEM O MOATBEPKACHUU TOCYAApCTBEHHOM
perucTpanyy  JIGKApCTBEHHOI'O  Ipernapara  KONHUIO  JIOKYMEHTa, IOATBEP)KIAIOLIEro  yIIaTy
rOCy/lapCTBEHHON TNOLUIMHBI 3a MOATBEPKIACHUE TIOCYIAapCTBEHHONW pErMCTpalluu JIEKAPCTBEHHOTO
Ipernapara, a TaKKe BblJaBaeMble (IIPEOCTaBIIIEMbIE) YIOJHOMOYEHHBIMU (hefiepalibHbIMU OpraHaMu
WCIIOJIHUTEJILHON BIIACTH JOKYMEHTHI (CBEIEHHUs), YKa3aHHble B IyHKTaxX 2 M 3 yacTu 4 HacTosUleH
cTathu. B ciyuae ux HenpencTaBiieHUs YIOJHOMOUYEHHBIN (eiepaabHblil OpraH UCIIOJHUTEIbHON BIACTH
3arpamvBaeT yKa3aHHbIE JIOKYMEHTbI (CBEJIEHUS) B MOPSAKE MEXKBEIOMCTBEHHOI'O HMH()OPMALMOHHOIO
B3aUMOJICHCTBHSL.

(dactb 4.3 B pen. GenepanpHoro 3akona ot 27.12.2019 N 478-D3)

5. B Teuenuwe pecatu pabouux JHEH CO JAHS TPUHITUS 3adBICHUS O MOJTBEPXKICHUU
rOCyAapCTBEHHOM pPETUCTpaIluU JIEKapCTBEHHOIO Ipernapara U JOKYMEHTOB, COJEPIKAIIUX Pe3YJIbTaThl
MOHHUTOPHHTA 3PPEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpernapara, mMpoBOJAUMOTO JIepiKaTeieM
WIM  BIAACIBLEM  PErUCTPAMOHHOIO  YJOCTOBEPEHMs  JIEKapCTBEHHOro  Impemapara 0o
YIIOJIHOMOYEHHBIM UMH IOPUAMYECKUM JIUIIOM, YIIOJTHOMOYEHHBIHN (efepanbHblii OpraH UCTIOIHUTEIbHON
BJIACTHU:

1) mpoBOOUT TPOBEPKY MOJHOTHI CBEICHHI, COJEPKAIIMUXCS B TMPEJCTABICHHBIX 3asSBUTEIEM
JIOKYMEHTaXx;

2) MpUHHMMAET pelIeHUuEe O MPOBEICHUM MM 00 OTKa3ze B MPOBEIECHUU SKCIEPTU3bl OTHOLICHMS
omnnaeMoﬁ IMOJIB3bI K BO3MOXHOMY PHCKY NPUMCHCHHUA JICKAPCTBCHHOI'O IIpCliapaTa Ha OCHOBAHUH
pe3yabTaTOB MOHUTOPUHTA 3()(PEeKTUBHOCTU M GE30MACHOCTH JIEKApCTBEHHOr'O Ipernapara, IpoBOIUMOr0
Jep:KaTesieM WIH BIAAEIbLEM PErHCTPAMOHHOIO YAOCTOBEPEHUs JIEKApCTBEHHOIO IIpenapaTta JnOo
YIIOJIHOMOYEHHBIM UMM IOPUAMYECKUM JIMIIOM, a TaKXke (peepanbHbIM OpraHOM UCIIOJHUTENBHON BIACTH
B COOTBETCTBUU C TpeOOBaHUAMHU cTaThu 64 HacTosero PenepaibHOro 3aKOHa;

3) yBemomuseT B 3JEKTPOHHOM (opMe MM MUCBMEHHOM (opMe 3asBUTENS M HKCHEPTHOE
yUpEeXJIEHHE O MPHUHITOM pEIIeHUH JIMOO B CiIydyae NPUHATUS pelleHHs o0 OTKa3e B IPOBEICHUH
SKCIIEPTU3BI YKA3bIBACT IPUYMHBI TAKOTO OTKA3a.

6. B ciyuyae BbIsIBIEHHS HEJOCTOBEPHOCTH U (MJIM) HEIOCTATOYHOCTH MH(POPMAIINH, CoAepKallencs
B IIPEJCTABICHHBIX 3asBUTEIEM JOKYMEHTaX, YIOJIHOMOYEHHBIH (eneparabHbIii OpraH MCIOJIHUTEIbHON
BJIACTU HANpPABISAET 3asBUTENIO 3alpoc 00 YTOYHEHMH YKa3aHHOM uWHpoOpManuu. 3ampoc
YIIOJIHOMOYEHHOTO  (hefepaibHOTO  OpraHa MCIOJHUTEIBHOM BJIIACTHM MOXET OBITh  MepenaH
YIOJTHOMOYEHHOMY MPEACTABUTENIO 3asBUTENS JIMYHO TOJ PACHHUCKY, HAIpaBJIEH IO MOYTE 3aKa3HbIM
MUCHbMOM WM TNEpeAaH B 3JEKTPOHHOM (GopMe Mo TeIeKOMMYHUKALMOHHBIM KaHaiaM CBsA3H. B cimyuae
HalpaBJIeHUsl 3aIpoca YIMOJIHOMOYEHHOro (heJepalbHOr0 OpraHa HMCIOJIHUTENBHON BIIACTH IO IOYTE
3aKa3HbIM IUCBMOM OH CUYHUTAETCAd IOJYYEHHBIM [0 MCTEYEHHMM ILIECTH JHEW C JaThl HalpaBICHUS
3aKa3HOI0 MUChMa.

7. 3asgBurens 00s3aH NpEACTaBUTb OTBCT Ha 3allpoC YIIOJIHOMOYCHHOI'O (I)C,Z[CpaJ'IBHOFO opraHa
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

WCIIOJIHUTENILHOM BJAacTU B CPOK, HE MPEBBIMIAIONININ AeBIHOCTA pabOUUX AHEW CO JHS €ro MOJTYYCHHS.
Cpok, yka3aHHBIM B 4aCTU 5 HACTOSIICH CTaThbH, MPUOCTAHABIMBACTCS CO JHS HAIPABJICHUS 3asBUTEIIO
3arnpoca yHOJHOMOYEHHOTO (enepaabHOro OpraHa HCIOJHUTENBHON BJACTU 1O JIHS MOJIYYEHUS UM
COOTBETCTBYIOIIETO OTBETa M HE YYUTHIBACTCS IMPU HMCUUCICHUU CpPOKAa  IOJITBEPKIACHUS
roCy/1IapCTBEHHON PETUCTPallUU JIEKAPCTBEHHOTO Mpernapara.

8. OcHoBaHMEM /Ul OTKa3a B IIPOBEJEHUM HKCIEPTU3bl OTHOIICHUS OXHUAAEMOH IOJIb3bI K
BO3MOYKHOMY PHUCKY IPHUMEHEHHs JIEKapCTBEHHOI'O Ipernapara sBISETCs NPEACTaBICHUE JOKYMEHTOB,
COZIep KALINX Pe3yIbTaThl MOHUTOPUHTA 3()(PEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpernapara, 1
(M) B OTHOLIEHHWM OMOJIOTMYECKHUX JIEKAPCTBEHHBIX IIPENapaToB pe3yJbTaTOB OCYLIECTBICHUS
MepOHpI/ISITI/Iﬁ B COOTBCTCTBUH C IUIAHOM YIPABJICHUA PHCKaAMH, YTBCPXKIACHHBIM YIIOJIHOMOYCHHBIM
(benepanbHbIM OPraHOM HCIIOJIHUTENBHON BJIACTU MPH OCYLIECTBICHUM TOCYIapCTBEHHOW pErucTpaniu
JIEKapCTBEHHOI'O IIpernapaTa, B HEMOJHOM 00bEME, OTCYTCTBHME MH(pOpMaluH, MOATBEp)KAatomend (axt
yIjaaTbl  TOCYAApCTBEHHOW  MONUIMHBI 32  MOATBEPXKICHHE  TOCYAApCTBEHHOHM  pErucTpanuu
JIEKapCTBEHHOI'0 IIpenapara, JuOO HENpPEICTABICHUE 3asBUTEIIEM B YCTAaHOBIICHHBIM CpPOK OTBETa Ha
yKa3aHHbII B uacTM 6 HACTOALIEH cTaTbU 3ampoc YIOJHOMOUYEHHOIro (heAepalbHOro oOpraHa
HUCIIOTHUTEIbHOMN BJIaCTH, a TAKKXC OTCYTCTBUC B YKa3aHHBIX JOKYMCHTAX I/IH(l)OpMaIII/II/I, KOTOpas JOJIKHA
OBITh B HUX OTpaKeHa.

9. DOkcnmepTuza OTHOUIEHMSI OXHUAAEMON TOJb3bl K BO3MOXXKHOMY pPHUCKY HPHUMEHEHUs
JIEKapCTBEHHOI'O IIperapara B LENAX MOATBEPKIACHHS NOCYAapCTBEHHOW PETrMCTPalluU JIEKAPCTBEHHOTO
IpenapaTa MpOBOJUTCS KOMUCCUEH SKCIIEPTOB JKCIIEPTHOTO YUPEXKIAECHUS B CPOK, HE IPEBBILIAIOLINM
COpOKa pabo4Mx JHEH.

10. B ciyuae HEIOCTaTOYHOCTH TPEICTABICHHBIX JKCIIEPTY MAaTEPHAIOB UL Jadd 3aKIIOYCHHUS
HKCHepT o0palaeTcss K pyKOBOAUTEIIO SKCIIEPTHOTO YUPEKICHHUS O MPEJOCTaBIEHUN €My HEOOXOMMbIX
MaTepuaiaoB. PykoBoauTeab 3KCHEPTHOTO YUpexkACHUs oOpaliaercs ¢ COOTBETCTBYIOIIMM 3alpocoM B
YIIOJIHOMOYEHHBIN (esiepaiabHblil OpraH HCIOJHUTENbHONW BJIACTH, BBIJABIIMM 3a/laHUe Ha MPOBEACHUE
OKCHEPTH3bl OTHOIICHHS OKHUIAEMOW IMOJB3bl K BO3MOKHOMY PHCKY MPHMEHEHHs JIeKapCTBEHHOTO
mpernapata Ha OCHOBAaHHMU JOKYMEHTa, COJEpXKAllero pe3yiabTaTbl MOHUTOPUHTA 3((GEKTUBHOCTH U
0€30MacHOCTH JICKApCTBEHHOTO Tpenapara. B Tedenue msatu pabounx JHEH CO JHS MOCTYIUICHHS 3ampoca
PYKOBOJUTENS HKCHEPTHOTO YUPEXKJECHHUS YyKa3aHHbIM (elepanbHblil OopraH HCIOJHUTENHONH BIACTH
HaNpaBJSIeT 3asBUTENIO 3aIPOC O MPECTABICHHH HEOOXOIMMBIX MaTepHANIOB, KOTOPHI MOXKET OBITh
nepefaH YHNOJHOMOUYEHHOMY MPEACTABUTENIO 3asBUTENs JIMYHO MOJI PACIUCKY, HAlpaBleH IO Io4YTe
3aKa3HBIM MIUCEMOM WJIH MIEPEaH B SJIEKTPOHHOU (popMe 1o TeIeKOMMYHHUKAIIMOHHBIM KaHallaM CBs3U. B
cllyyae HalpaBJIEHUS 3alpoca YMOJHOMOUYEHHOro (efepallbHOro OopraHa MCHOJIHUTENBHOM BJIACTH IO
MOYTE 3aKa3HBIM MMUCHMOM OH CUMTAETCS TOJYYEHHBIM 110 MCTCUSHHUH IIECTH JHEH C JaThl HAIIPaBICHHSI
3aKa3HOro MHChMa.

11. 3asButenp 00s3aH MPEACTABUTH OTBET HA 3alpOC YIMOJTHOMOYEHHOTO (eAepaTbHOTO OpraHa
WCIIOJTHUTENILHON BJIACTU B CPOK, HE MPEBBIMIAIONIUN IIECTUACCATH PabouuX JHEH CO JHS MONTYYCHUS
YKa3aHHOTO 3arpoca. YTOJHOMOYCHHBIH (enepaibHbId OpraH HMCIOJHUTEIHHOW BIIACTH, BBIIABIINAN
3alaHl€ Ha TPOBEJICHUE OHKCIEPTU3bl OTHOIICHHUS OXUIAEMOM TOJIb3bI K BO3MOYKHOMY PHUCKY
MPUMEHEHUS] JIEKQpCTBEHHOIO TMpernapara Ha OCHOBAHUM JOKYMEHTA, COJEPIKAIETrO pe3yJIbTaThl
MOHHUTOpHHTA 3()PEKTUBHOCTH U 0E30MaCHOCTH JIEKAPCTBEHHOI'O Mperapara, B TeUeHHUE MATH pabouux
JHEN co JTHS MOCTYIUIEHUS OT 3asBHUTENS OTBETa Ha 3alpoC YMOJIHOMOYEHHOIO (elepalbHOro OpraHa
WCIIOJTHUTENIbHOM BJIACTH HAIPaBJISIET 3TOT OTBET B AKCIIEPTHOE yupexieHue. B ciiydyae HenpeacraBineHus
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

10 UCTEYECHUH IIECTUIECITH PabounX THEW 3asBUTEIEM OTBETa HA YKa3aHHBIN 3apOC YHOIHOMOYEHHBIH
denepanbHBIi OpraH WCHOTHUTEIHLHOW BIACTH, BBIIABIIMK 3a/laHWE HA MPOBEICHUE AKCIEPTU3BI
OTHOIICHHS OXKMJAEMOW IIOJIb3bI K BO3MOXKHOMY PHCKY IPHUMEHEHHs JIEKapCTBEHHOTO IIperapara Ha
OCHOBAHMHU JOKYMEHTA, COJEPKAaIlIero pe3ylbTaThl MOHHUTOPUHIa S(PQPEKTHBHOCTH U OE30MAaCHOCTH
JIEKapCTBEHHOTO Tpernapara, B TEUCHHE MATH paboymMX JHEH HampaBisieT B AKCIIEPTHOE YUPEXKICHUE
YBEJJOMJIEHHE O HEMPEJCTAaBICHUU 3asBUTENIEM OTBETa Ha 3alpoCc YKa3aHHOro opraHa. Bpems co nHs
HAlpaBJICHUsl 3ampoca JKCIEPTHOTO YUPEXKICHHS B  YIIOJHOMOYEHHBIH (QenepanbHbIil  Oopra
HWCIIOTHUTEIbHOM BJACTH A0 OHA TMOJYUYCHHSA OSKCICPTHBIM YYPCKIACHUCM OTBCTAa Ha 3arpoC HIIU
YBEJOMJICHHSI O HENpPEACTABICHUM OTBETa Ha 3alpoCc HE YYHUTBHIBACTCS NPU HMCUYHCICHUH CpPOKa
MMPOBCACHUA OKCIICPTHU3bl OTHOIICHHA O)KHH&CMOﬁ MMOJIb3bl K BO3MOXHOMY PHUCKY JIIPUMCHCHUA
JIEKapCTBEHHOTO TIperaparta Ha OCHOBAaHMU JOKYMEHTA, COAEPIKAaIero pe3yiabTaThl MOHUTOPWHTA
3G PEKTUBHOCTH U 0€30MaCHOCTH JIGKAPCTBEHHOTO Iperapara.

12. B cpok, He MpeBBIIIAIONINN IecATH padounx AHEW CO JHA MOJYYEHHUS 3aKITI0YEHHUS KOMUCCUU
SKCHEPTOB IO pe3yJbTaraM JKCHEPTU3bl OTHOLICHHS OXUIAAEMOM IOJb3bl K BO3MOXXHOMY PHCKY
MIPUMEHEHUS JIeKapCTBEHHOTO Ipenapara, COOTBETCTBYIOIIMI YIIOTHOMOYEHHBIN (enepanbHblii opran
HUCIIOTHUTEIbHOMN BIACTH:

1) ocylIecTBIsSIET OLIEHKY 3TOTO 3aKIIOYEHUS IJIsi ONpEeNeleHHs] €ro COOTBETCTBUA 3aJaHHI0 Ha
MPOBEACHUE YKa3aHHOW IKCIIEPTHUBHI;

2) npuUHMMAaeT pelleHHe O NOATBEPKIECHUM TI'OCYAApCTBEHHOM perucTpalyy JIeKapCTBEHHOTO
npernapata wid 00 OTKa3e B TOATBEP)KICHUM TIOCYJAapCTBEHHONW pErucTpaluu JIEKapCTBEHHOTO
npernapara;

3) BHOCUT TMpU TMPUHATHH PELIEHUS O TMOATBEPKACHUU TOCYJAapCTBEHHON perucrpanuu
JIEKAPCTBEHHOI'O IIpelapara CBEIEHUsS B T'OCYJAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB U BBIAACT
3asBUTEIIO0 OECCPOYHOE PETUCTPALIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOIO ITpernapara.

13. OcHoBaHuEM AJi1 OTKa3a B MOATBEPKACHUHM TOCYJApPCTBEHHOM PEruCcTpalMM JIEKAPCTBEHHOTO
mpenapara  SIBJISIETCS  3aKJIIOYEHHE COOTBETCTBYIONIETO YIOJTHOMOYEHHOTO (eepaibHOTO OpraHa
WCIIOJTHUTENIBHOW BJIACTH O TOM, YTO PHUCK NPUYMHEHHS] BPENa 3/10POBbIO YENIOBEKA WIIM >KUBOTHOTO
BCJIEJICTBHE TIpHUEMA JICKAPCTBEHHOTO TIpenapara rnpesbiaeT 3QGeKTHBHOCTh €r0 MPUMEHEHUSI.

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

14. B mnepuon mpoBeneHUs MpOLENypbl MOATBEP)KIEHUS TOCYAapCTBEHHON perucrpanuu
JIEKapCTBEHHOT O Mpenapara ero oopaienue B Poccuiickoit @enepannn He IpUOCTaHABINBACTCS.

15. JlomyckaeTrcsi oOpallleHHe JEeKapCTBEHHBIX MPenapaTroB JO HMCTEUECHUS CPOKa TOJHOCTH,
MPOU3BEJICHHBIX B TEUYEHUE CTa BOCBMMJECIATH KalE€HAApPHBIX JHEH IOCie JaThl MPUHATHUA
YIOJIHOMOYCHHBIM q)ellepaJ'H)HBIM Oopranom WCHOJHUTEIBHON BIACTH pe€mi€Hud O TMOATBCPKACHUN
rOCYJapCTBEHHOM perucTpalnuy, B COOTBETCTBMM C HWHGoOpMauuei, cojepxamieiics B JIOKYMEHTax
PErUCTPAauOHHOTO JOCHE HA HeKapCTBCHHLIﬁ npemnapar 10 JaTbl IPUHATHUA TaKOIr0 pCICHU.

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

Cratba 30. BHeceHune wu3MeHEeHMM B [AOOKYMEHTbl, cogepxawmecsas B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JleKapCTBEHHbIA npenapaTt Ans
MeAULMHCKOro npMmMmeHeHus
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

1. B memsx BHECEHHsI M3MEHEHMH B JIOKYMEHTBI, COJEpKallMecs] B PErHCTPALIMOHHOM JIOChE Ha
3aperHCTPUPOBAHHBINA JICKAPCTBEHHBIN IpenapaT Uil MEIUIMHCKOTO NPUMEHEHHMS, [epXKaTellb HIIH
BJIaJIeJIell PErHCTPAllMOHHOIO YJOCTOBEPEHMs JIEKapCTBEHHOI'O Ipenapara MM YIOJIHOMOYEHHOE UM
ApYyroe IpUANYECKOe JIUIO (Jajiee B HACTOSIIEH CTaThe - 3asIBUTEIIb) MPEACTABISIET B YIIOJTHOMOYECHHBIN
(benepanbHBIi OpraH HCIOJHUTEIBFHONW BIIACTH 3asBJICHHE O BHECEHMM TaKUX W3MEHEHHMH 1o (opme,
YCTaHOBJICHHOH YITOJTHOMOYEHHBIM (heiepabHBIM OPraHOM HCIIOJHUTEIBHOW BIIACTH, U MPHJIaracéMble K
HEMY M3MEHEHHS B yKa3aHHBIC JIOKYMEHTBHI, a TAKXKE JTOKYMEHTHI, MOATBEPKIAIOIINE HEOOXOTUMOCTD
BHECEHHSI TAKMX M3MEHECHUH.

(B pen. DenepanbHbIx 3aKoHOB 0T 22.12.2014 N 429-D3, ot 04.06.2018 N 140-D3)

1.1. [Ipu HEOOXOAMMOCTH BHECEHHS B JIOKyMEHTBI, COACPIKAIIMECs B PETUCTPAIMOHHOM JIOChE Ha
3apEeruCTPUPOBAHHBIA  JIEKAPCTBEHHBIM IMpenapar s MEIULMHCKOr0 NPUMEHEHUS, HW3MEHEHHI,
yKa3aHHBIX B IYHKTE 3 4acTH 2 HACTOSIICH CTaThU U TPEOYIOIIUX MPOBEICHHS IKCHEPTH3bI KaueCTBa
JICKApCTBCHHBIX CPCACTB, 3asABUTCIIb AOIOJIHUTCIBHO MNPCACTABIACT B ynOHHOMOquHBIﬁ (1)6I[CpaJII)HI)II\/JI
OpraH HCIIOJHUTEIbHON BIIACTH CBEICHUS O JIaTe MPEIOCTaBJICHUS M PETHUCTPAIIMOHHOM HOMEpe
JIMIOCH3WHU Ha MOPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB WM CBCACHHUA O OaT€ HIPCAOCTaBICHUA H
PETUCTPAIIMOHHOM HOMEpE 3aKJIIOYCHHS O COOTBETCTBHHM MPOM3BOIUTENS JICKAPCTBEHHBIX CPEJICTB
TpeOOBAaHUSAM TIPaBWJI HAJUICkKAIIEH IMPOU3BOACTBEHHOW TPAKTUKH, BBIIAHHBIX (IPEIOCTABICHHBIX)
YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM MCIIOJHUTEIBHON BJIACTH B OTHOUICHUHM M3MEHEHHOW M (WJIH)
JOTIOJTHEHHOM MPOU3BOCTBEHHOM IIJIONIAIKU JEKAPCTBEHHOTO TIpernapara, B ciydae, eClid MPOU3BOICTBO
JICKApCTBEHHOTO Iperapara ocymiectsisiercss B Poccuiickoit ®Denepanuu, iubOO0 CBEICHHS O Jare
npeaoCTaBJICHUA MW PErUCTPpaiuOHHOM HOMEPE BI)II[B,HHOfI YIIOJIHOMOYCHHBIM OpraHOM CTpaHbI
MIPOU3BOIUTEIIS JIMIICH3UU HA MMPOU3BOJICTBO JICKAPCTBEHHOT'O TIpenapaTa U ee IepeBo/] Ha PYCCKUH S3bIK,
3aBCPCHHBIC B YCTAHOBJICHHOM ITOPAAKE, @ TAKKE CBCACHUA O AaTC MPCAOCTABJICHUA U PETUCTPAIMOHHOM
HOMEpe 3aKII0YEHHUS O COOTBETCTBMM MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHUSM IMPaBUII
Haz[nen(amef/i HpOHSBOI{CTBCHHOﬁ IMMPAKTHUKH, BBIJAHHOTO YIIOJJHOMOYCHHBIM (i)e[[epaHI)HI)IM OopranomMm
WCIIOJIHUTENBHON BIACTH B OTHOIIEHMM W3MEHEHHOW U (WJIM) [OTOJHEHHOW MPOU3BOICTBEHHOM
TUIOMIA/IKK JISKAPCTBEHHOTO TIperapara, WM CBEJCHUS O JaTe MPEIOCTABICHUS W PETUCTPAIMOHHOM
HOMEpe pelIeHHs] YHNOJHOMOYEHHOTo (eAepaibHOr0 OpraHa HCHOJHUTENBHON BIIACTH O TMPOBEIACHHUU
WHCIICKTUPOBAHUS  TIPOM3BOJUTEINS  JIGKAPCTBEHHBIX CPEJACTB B Cllydae, eCIM  IPOU3BOJICTBO
JIEKapCTBEHHOT'O TIpernapara ocyuiecTBiusercs 3a npeneinamu Poccuiickoit denepanuu.

(dactp 1.1 BBeaena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepanibHOro 3aKOHA OT
27.12.2019 N 478-D3)

1.2. IIpu HEOOXOAMMOCTH BHECEHHUS B JOKYMEHTHI, COJEPKAIMECS B PETUCTPAIIMOHHOM J0Che Ha
3apETUCTPUPOBAHHBINA JICKAPCTBEHHBIM Mpenapar [ MEAMIMHCKOIO NPUMEHEHUs, HW3MEHEHHH,
YKa3aHHbIX B MyHKTE 4 yacTU 2 HACTOSIIEH CTaTbU U TPEOYIOUIMX MPOBEACHMS HKCIIEPTH3bl KauecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asBUTENb JOMOIHUTEILHO MPEICTABIsET B YIIOJIHOMOUYEHHBINH (eaepanbHbIN
opraH I/ICHO.]'IHHT@J'II:HOﬁ BJIaCTU CBCIACHHA O JOaTe HpeI[OCTaBJ'IeHI/ISI nu peFI/ICTpaHI/IOHHOM HOMepe
JULEH3UM Ha NPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJICTB WM CBEICHUS O JaTe NPEeNOCTaBIEHUS W
PErUCTPAllMOHHOM HOMEpPE 3aKJIIOUEHHS O COOTBETCTBHHM IPOU3BOJUTENS JICKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSM TIPAaBHJ HaANEXKaIleld MPOM3BOACTBEHHON NPAKTUKHU, BBIAAHHBIX (MIPEIOCTABICHHBIX)
yrIOJ'IHOMO‘—IeHHI)IM q)ellepaJ'H)HI)IM OpFaHOM HCHOHHHTGJ’IBHOﬁ BJIAaCTHU B OTHOIICHUHN HpOI/ISBOJICTBeHHOI\/II
IJIOIIAJKK JIEKApCTBEHHOTO MperapaTta, B CiIy4yae, €clid IMPOM3BOJCTBO JIEKAPCTBEHHOTO Ipernapara
ocymiecTBisiercsi B Poccmiickoit  ®enepamuu, aub0 CBEACHHS O JaTe MPEJOCTABICHHUS U
PEruCTPallMOHHOM HOMEPE BBIJAHHON YIOJIHOMOYEHHBIM OPraHOM CTPaHbl MIPOU3BOIUTEINS JUIEH3UU Ha
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

IIPOM3BOJICTBO JICKAPCTBEHHOIO IIpernapara M €€ [epeBOJ] Ha PYCCKHM A3bIK, 3aBEpEHHbIC B
YCTAaHOBJICHHOM IIOpSI/IKE, @ TaKXKE€ CBEACHMS O JaTe NPEJOCTaBICHUS M PETUCTPALMOHHOM HOMEpe
3aKJIIOYEHHUS O COOTBETCTBUHU IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHHUAM  IPABMI
Ha/IJIeKAIIed TPOM3BOJICTBEHHON MPAKTHKH, BBIJAHHOTO YHNOJHOMOYEHHBIM (ellepalbHbIM OpraHOM
VCTIOJIHUTEJIbHOW BJIACTH B OTHOLIEHHUHU NPOU3BOACTBEHHOM IUIOLIA/KH JIEKAPCTBEHHOrO IpenapaTa, Hiu
CBEJCHMUS O JaTre IMpPeAOoCTaBICHUS U PETUCTPAllMOHHOM HOMEPE pEIIEHUs YIOJIHOMOYEHHOI'O
(benepanbHOro OpraHa MCIOJHUTENBHON BJIACTH O IPOBEJCHUM HHCHEKTHUPOBAHUS IPOU3BOIAMUTEI
JIEKapCTBEHHOI'O CPEJICTBA B CIIyYae, €CIM MPOU3BOACTBO JEKAPCTBEHHOIO IIpenapaTa OCyIECTBISIETCS 3a
npenenamu Poccuiickoit denepariumu.

(uactb 1.2 BBenena @enepanbHbM 3akoHOM OT 04.06.2018 N 140-®3; B pen. denepanbHOro 3aK0Ha OT
27.12.2019 N 478-03)

1.3. TlpuHsaTHe pemieHuss O BHECCHUM M3MEHEHWH WM 00 OTKa3e BO BHECCHHHM H3MCHCHUH B
JOKYMEHTBI, COJEpXkAIIUEeCs B PErHCTPAlMOHHOM JIOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar sl MEAULIMHCKOIO IPUMEHEHHUS], B CIIyyae HEOOXOAMMOCTH MPOBEACHUS SKCIIEPTU3bI KaueCcTBa
JIEKapCTBEHHBIX CPEACTB U (WJIM) DKCHEPTU3bl OTHOIICHHUS OKUIAEMOU MOJIb3bl K BO3ZMOXXHOMY PHUCKY
IIPUMEHEHHUs JICKaPCTBEHHOTO IIpernapara Al MEAUIUHCKOrO IMPUMEHEHHUS OCYILECTBISIETCA B CPOK, HE
MIPEBBILIAIOIINM IEBIHOCTA Pa0OUYMX JHEH, a B OCTAIBHBIX CIy4yasX B CPOK, HE MPEBBIIAIOIINI TPUIATH
pabouux HEW CO AHS MPUHATHS YIOJIHOMOYEHHBIM (helepallbHbIM OPraHOM HCIOJHHUTEIBHON BIAcTH
3as1BJICHUSI O BHECEHUU TaKUX U3MEHEHUM.

(uactb 1.3 BBenena @enepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

1.4. YnonmHomMo4yeHHBIN (enepanbHblii OpraH HCIOJHUTENBHON BJIACTH C Y4YETOM pe3yJbTaToOB
(dapMakoHaa30pa M MPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPEIICTB, HAXOJSAIIMXCS B TPAXKIAHCKOM
000pOTe, YCTAHOBJICHHBIM TPEOOBAHHMSAM K WX KAYECTBY B TCUCHHE JCCATH Pa0OYMX THEH CO IHS
MOCTYIUICHUSI COOTBETCTBYIONICH HWH(OpPMAIMK pa3MemaeT Ha CBOoeM O(UIHMaTbHOM CalTe B CETH
"NuTepHer" cBeqeHUS O HEOOXOIMMOCTH BHECEHHS B MHCTPYKIMIO MO METUIIMHCKOMY NPUMEHEHUIO
JICKaPCTBCHHOTO TIperapaTa M3MEHCHWH B OTHOIICHWUW CBEJCHUU O IMOKA3aHWSX IS MPUMCHCHHS H
MIPOTUBOMOKA3aHUAX UIS TPUMEHEHHUS JIeKapCTBEHHOTO Tperapara, BhISBICHHBIX TOOOUHBIX JAEHCTBUSX,
HEXEIIATSIbHBIX peaklusAxX TP MPUMEHCHWU JICKApCTBEHHOTO Tperapara W YBEAOMIISIET 00 3TOM B
ANEKTpOHHOU (popMme WM mUCbMEHHOH (opMe (Ha OyMaKHOM HOCHUTENE) JepsKaTess WIA BIaJenblia
PETUCTPAIIMOHHOTO yJOCTOBEPEHHS JICKApPCTBEHHOTO TNpenaparta (WM YIOJHOMOYEHHOE UM JIpyroe
IOpUANYECKOe JHUI0), a TakkKe JAepkareledl WU BIAJENbleB PETUCTPALMOHHBIX YIOCTOBEPEHHIMA
JICKaPCTBCHHBIX TIPEraparoB (WM YIOJHOMOYEHHBIX HWMHU JPYTUX FOPUAWYECKHX JIHI]), KOTOPHIC
SBIIIOTCS B3aUMO3aMEHSIEMbIMHU.

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

1.5. Jlepkarenb WM Biaaesel] PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Mpernapara, a
TaK)Ke JIepKaTeNH WIN BIIaJENblbl PETUCTPALIMOHHBIX YIOCTOBEPEHHI JI€KapCTBEHHBIX MPEnapaToB (WK
YIIOJIHOMOYEHHBIE UMH JIPYTHE IOPUANYECKHE JIUIIA), KOTOPBIE SBISIOTCS B3aUMO3aMEHSIEMBIMH, 00s3aHbI
MIPEJICTaBUTh B YIIOJTHOMOYEHHBIN (he/iepaabHblii OpraH UCIOJHUTENLHOW BIACTH 3asBJIECHUS O BHECEHUU
U3MEHEHUH B JIOKYMEHTBI, COJAEpXKalluecs B PErMCTPALMOHHBIX JOChE€ Ha 3aperuCTPUPOBAHHBIC
JIEKapCTBEHHbIE IpernapaThl s MEIUIIMHCKOTO MPUMEHEHHUs, B OTHOIIEHUU CBEIEHUH, yKa3aHHBIX B
MHCTPYKIIMU 0 MEIUIIMHCKOMY IMPUMEHEHHUIO JIEKApCTBEHHBIX MpenapaToB, B TEUEHUE COpOKa pabounx
IHEH €O JHSA pa3MeIlleHUs YIMOJIHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIOJIHUTEIBHOM BIAcTH
uHpopManuu, ykazaHHoil B yactu 1.4 Hacroseil ctarbu. [lanHoe TpeboBaHHE HE pacpOCTpaHIETCs Ha
Cllydad BHECEHHUS B MHCTPYKIHUIO IO MEIUIIMHCKOMY NPHMEHEHHIO JIEKapCTBEHHOIO IIpernapara
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

M3MEHEHUN B OTHOIICHUU HOBBIX MOKa3aHU JIJIsl MPUMEHEHUS JIEKapCTBEHHOTO Mpenapara Ha OCHOBaHUH
PE3YJIbTaTOB COOTBETCTBYIOLUX UCCIIEI0BAHUM.
(dactp 1.5 BBeaeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 475-03)

2. 3KCHepTI/ISa JICKAPCTBCHHLBIX CPCACTB B 4aCTHU SKCIICPTU3BI KAYCCTBA JICKAPCTBCHHOI'O CPCACTBA U
(I/IJ'II/I) OKCIICPTU3bI OTHOIICHUA OX(HHaeMOﬁ IIOJIB3bI K BO3MOXHOMY PHUCKY IPUMCECHCHUSA JICKAPCTBEHHOT'O
npemnapara ajd MCIUIHUHCKOr0 MpUMCHCHHUA MMPOBOAUTCA B ClIy4a€C BHCCCHUA W3MCHCHHH B JOKYMCHTEI,
coacpKamuecss B PErUCTPpallMOHHOM JOCBE Ha SapCFI/ICTpI/IpOBaHHHﬁ HeKapCTBeHHBIﬁ mnmpemnapar, B
OTHOILICHHH

1) cBemeHuil, yka3aHHBIX B HWHCTPYKIMU II0 MEIMLIMHCKOMY IPHUMEHEHHUIO JIEKapCTBEHHOTO
npernapara:

a) JICKApCTBCHHAsA cbopMa C YKa3aHUCM HaMEHOBAaHWH M KOJIMYECTBEHHOI'O COCTaBa ILCIZCTBYIOIHHX
BCIICCTB U KAYCCTBCHHOT'O COCTaBa BCIIOMOI'aTCJIbHBIX BCUICCTB (HpI/I H€O6XOI[I/IMOCTI/I KOJIMYECTBCHHOI'O
CcoCTaBa BCIIOMOI'aTCJIIbHBIX BeIJ_ICCTB);

0) dapmakomuHamMuka W (papMaKkOKMHETHKAa (32  HCKIIOYeHUEM  (DapMaKOKWHETUKU
TOMEOMAaTUYECKUX JIEKAPCTBEHHBIX MPENapaToB U PACTUTEIbHBIX JIEKAPCTBEHHBIX MPENapaToB);

B) MOKa3aHUs AJIsl IPUMEHEHUS;
I') IPOTUBOINOKA3aHUs JJIs1 IPUMEHEHUS;
J1) MEPBI IIPEIOCTOPOKHOCTU IIPU IPUMEHEHUH;

e) YKa3aHu€ BO3MOXHOCTH U 0ocoOeHHOCTEH MNPUMCHCHUSA JICKAPCTBCHHOI'O IIpcIiapara I
MCIUIHUHCKOI0O IPHUMCHCHUSA 6Cp€M€HHI>IMI/I KCHIIMHAMH, JKCHIOWMHAMM B IIEpHUOA TPYAHOIO
BCKapMJIMBaHHs, 1€TbMU, B3pOCIIbBIMU, UMCIOIIUMHU XPOHUYCCKUEC 3360J’ICBaHI/I$I;

) PEeXHUM J03UPOBaHMs, CIIOCOOBI BBEACHUSI M MPUMEHEHUS, IpU HEOOXOMMOCTH BpeMs IpHema
JIEKAPCTBEHHOIO IIpernapara, MpoJOJIKUTEIBHOCTD JICUEHUs, B TOM YHUCIE Y AETeH N0 U IOCIEe OJHOIO
roja;

3) BO3MOJXKHBIC IOOOYHBIC JICHCTBUS M HEXENATSIbHbIC PEAKIIMU MTPH MPUMEHEHUH JICKApPCTBEHHOTO
npernapara;

1) CUMIITOMBI TIEPEI03UPOBKHU, MEPHI IO OKA3aHUIO TOMOILH PH MEePeI03UPOBKE;
K) B3aUMOJIEMCTBHE C APYTUMHU JIEKAPCTBEHHBIMHU ITpernapaTamMy U (W) TUILEBBIMHU MPOIYKTaMU;
1) (OpMBI BBIITyCKa JIEKAPCTBEHHOT'O Mpenapara;

M) ykazaHue (mpu HEoOXOJMMOCTH) OCOOEHHOCTEH IeMCTBHs JIEKapCTBEHHOTO IpernapaTta IpH
NIEPBOM INIPHEME HJIU TIPU €0 OTMEHE;

H) CBCACHUA O BO3MOXHOM BJIMSHHU JICKAPCTBCHHOI'O IMperiapara A MEAULIUHCKOTO IMMPUMCHCHUA
Ha CIIOCOOHOCTH YIIPaBJIATh TPAHCIIOPTHBIMHA CPECACTBAMHA, MCXAHU3MAMMU,
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?:Eleﬁm;gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

0) CPOK TOJHOCTH M YKa3aHHE Ha 3allpeT NMPUMEHEHHsI JIEKAPCTBEHHOTO MperapaTa 1Mo UCTCUCHUU
CpOKa TOJIHOCTH;

1) YCIIOBUS XPaHCHUS;

P) YCJIOBUS OTITYCKa;

2) cocTaBa JCKapCTBEHHOTO Mperapara Jjisi METUIIHHCKOTO IIPUMEHEHUS;

3) u3MEeHEeHUsI MeCTa MPOU3BOJICTBA JICKAPCTBEHHOTO Mpemnapara s MEAUIIMHCKOTO IPUMCHCHHS,

4) u3MeHeHus MoKa3aTelieil KauecTBa JeKapCTBEHHOIO Mpernapara Jyuisi MEIUIUHCKOIO IPUMEHEHHSI
1 (WUJIM) METOI0B KOHTPOJIS KaueCcTBa JIEKApCTBEHHOTO Mpenapara i MEAUIIMHCKOrO IPUMEHEHNUS;

5) HU3MCHCHUA CPOKA 'OJHOCTH JICKAPCTBCHHOI'O IIpCIiapaTta AJid MCAUIUHCKOI'O IIPUMCHCHU S ;

6) cBeneHUl 0 HEOOXOAMMOCTH BHECEHUS WMHBIX M3MEHEHMH B HMHCTPYKLHUIO 10 MEIULMHCKOMY
IIPUMEHEHHIO JICKAPCTBEHHOI'O IIpenapara, a TakkKe B MHbIE JOKYMEHTBI, COJEpXKalluecs B
PErMCTPallMOHHOM JI0Ch€ Ha 3aperHCTPUPOBAHHBIA JIEKAPCTBEHHBIM mpernapar. [Ipm 3ToM pemieHue o
IIPOBEICHUU SKCHEPTU3bl KAadyecTBa JIEKAPCTBEHHBIX CPEACTB M (MJIM) OSKCIEPTU3bl OTHOIIECHUS
0’KHMJIa€MOH IMOJIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHUS JICKAPCTBEHHOTO IIpernapara Jyisi MEIULIMHCKOTO
IPUMEHEHMS IPUHUMAETCS B COOTBETCTBUU C YTBEP)KICHHOH YIOJIHOMOUYEHHBIM (hesiepalibHbIM OpraHoM
WCIIOJIHUTEJIBHON BJAcTH KiacCUPUKaluell M3MEHEHUM, BHOCHUMBIX B JOKYMEHTHI, COZAEpXalluecs B
PETUCTPALIMOHHOM JIOChE Ha 3apErUCTPUPOBAHHBIN JIEKApCTBEHHBIN IIpenapar.

(uactsb 2 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. 3agBuTENb BIpaBEe NPEACTABUTH IO COOCTBEHHON MHMLIMATHBE BMECTE C 3asBJICHHEM O BHECEHUHU
U3MEHEHUH B JOKYMEHTBI, COJEp)KalllMecs B PErUCTPALMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIM TNpenapar Ui MEIUIMHCKOTO NPUMEHEHUs, KOMUHU JOKYMEHTOB, MOJATBEPKIAIOLINX
ymiary FOCYI[&pCTBCHHOfI MMOUIIMHBI 3a BHCCCHUC B AOKYMCHTLI, COACPIKAIIHUECA B PErUCTPAllMOHHOM
JI0ChE Ha 3aperMCcTPUPOBAHHBIN JIEKApCTBEHHBIH Mpenapar JUisi MEIUILIUHCKOTO TPUMEHEHMSI, U3MEHEHUH,
Tpe6y}01111/1x MMPOBCACHUA OKCIICPTU3BI JICKAPCTBCHHLIX CPEACTB B YaCTU OKCICPTU3BI KadCCTBa
JIEKApCTBEHHOTO CPEeACTBA U (MJIM) SKCHEPTU3bl OTHOIICHUS OXKUJAaeMOU MOJIb3bl K BO3MOXKHOMY PHCKY
MPUMCEHCHUSA JICKAPCTBCHHOTO IIpriapara JJIsd MCAUTUHCKOr0 MpruMCHCHHA, FOCynapCTBeHHOﬁ ITONIJIMHBI
3a BHECEHHE B JIOKYMEHTBI, COJEpXallfecs B PErUCTPALMOHHOM JIOCh€ Ha 3aperucTpUpOBAHHBIN
J'[CKapCTBeHHI)II\/'I npemnapar ajdd MCAUIUHCKOro NMPUMCHCHUA, I/I3M€H€HI/II\/'I, HE Tp€6yIOHH/IX IMPOBCACHUA
HKCHEPTHU3bI JIEKAPCTBEHHOI'O CPEJICTBA, a TaKXKe BbllaBaeMble (IPeAOCTaBIIsIEMbIe) YITOJTHOMOUYEHHBIMU
(benepanbHBIMU OpraHaMU MCIOJHUTENIBHOMN BJIACTU JOKYMEHTHI (CBElIEHUs), YKa3aHHbIE B yacTsx 1.1 u
1.2 mnacrosimedt crathu. B ciydyae uX HempeacTaBieHUS YHNOJHOMOYEHHBIH QelepanbHblil opra
WCIIOJIHUTENIBHOM ~ BJIACTH  3alpalluBaeT  yKa3aHHblEe  JIOKYMEHTbl  (CBEAECHMs]) B  IOpSJIKe
MEXBEJJOMCTBEHHOT'O MH()OPMAIIMIOHHOTO B3aUMOJICHCTBHUSI.

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

4. B TeueHue necatu pabouux JHEH cO JHS MOCTYIJICHUS YKa3aHHOTO B YacTH | HacTOsIIEeH cTaTbu
3asBJICHUS U HEOOXOIUMBIX JOKYMEHTOB YIIOJIHOMOYEHHBIH (enepaabHblii OpraH HCHOIHUTEIbHOU
BJIACTHU:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEJIEHHUH, COAEpKAIIMXCS B MPEICTaBICHHbIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

3asABUTCIIEM MaTCpUajiax,

2) IpUHMMAET PELLIEHUE O IIPOBEJCHUH YKAa3aHHBIX B 4aCTU 2 HACTOSIIEH CTaThU COOTBETCTBYIOLIUX
HKCIEPTH3 JIEKAPCTBEHHOI'O CPEACTBA WM 00 OTKa3€e B UX MPOBEICHUH;

3) yBenOMIISIeT B AJIEKTPOHHOW WMJIM MHUCBMEHHOH (hopMme 3asBUTEINS O NPUHSATOM PEIICHHH WU B
ciydae NPUHATUS pelleHus o0 OTKa3e B NPOBEACHHM COOTBETCTBYIOLICH HKCIEPTU3BI C yKa3aHHUEM
MPUYMH TAKOTO OTKa3a.

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

4.1. B ciuyyae BBISBICHUS HEIOCTOBEPHOCTH CBEJICHUM, COACPKALIUXCS B MPEACTaBICHHBIX
3asiBUTENIEM MaTepuanax, yIOJIHOMOYEHHBIN (efepaibHbIil OpraH UCIIOJHUTEIbHON BIACTH HAINPABIISIET
3asBUTEIII0 3alpoc 00 YTOYHCHHWM YKa3aHHBIX CBeIeHWH. J[aHHBIM 3ampoc MOXET OBITh IepeiaH
YIIOJTHOMOYEHHOMY MPEICTABUTENIO 3asBUTENS JIMYHO IMOJ PACIKCKY, HAIpaBlieH IO IMOYTE 3aKa3HBIM
MUCbMOM WJIM TIEPE/IaH B AJIEKTPOHHOU (opMe MO TEeIEKOMMYHUKAIIMOHHBIM KaHajaMm CBsi3u. B ciyuae
HaMpaBJIEHUs TaHHOTO 3apoca IO MOYTEe 3aKa3HbIM MUCHMOM OH CUMTAETCS MOMyYEHHBIM 10 UCTCUCHHUH
IIECTH JIHEH C JIaThl HAMPaBJICHUS 3aKa3HOTO MUChMA.

(uacts 4.1 BBenena @enepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. 3agBuTens 00s3aH MPEIACTABUTH OTBET HA 3alpOC YIOJTHOMOYEHHOTO (eAepabHOrO OpraHa
UCIIOJIHUTENILHON BJIAacTH B CPOK, HE MPEBBIMIAIONINN JAeBsSHOCTa pabouux AHEW CO AHS TMOITYYECHUS
naHHoro 3ampoca. Cpok, yka3aHHbIH B 4acTH 4 HACTOALIEH CTaThbW, MPUOCTAHABIMBACTCS CO JIHA
HaIpPaBIICHUS 3asBUTEIIO 3aIIPOCa YIIOJIHOMOUEHHOTO (eiepabHOTO OpraHa UCIOTHUTENLHOM BIacTH 110
JTHSL TIOJTYYEHUsSI UM OTBETa Ha JIAHHBIM 3apoC UM HE YUYUTHIBACTCA MPU HCUUCICHUU CPOKA MPHUHATHUS
pellleHrs O BHECEHWH H3MEHEHH B JOKYMEHTHI, COJEpKallhecs B PETUCTPALMOHHOM JOChe Ha
3apeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MIpenapar Jisi MEIUIIMHCKOTO TPUMEHEHUSI.

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

5. OcHOBaHHMEM /ISl OTKa3a B MPOBEIECHUHM YKa3aHHBIX B YaCTHW 2 HACTOSIICH CTAaThU JKCIIEPTU3
ABJISICTCA MPEACTaBICHUE JOKYMEHTOB, IEPEUNCIICHHBIX B YacTsaX | ¥ 3 HAacTOAILIEeH CTaThu, B HEMOJHOM
o0ObeMe, HEINpeACTaBICHUE 3asBUTEIEM B YCTAHOBJIEHHBIN CPOK OTBETa Ha yKa3aHHBIH B yacTu 4.1
HACTOSIIEH CTAaThH 3alpoc YIOJTHOMOYEHHOTO (peepanbHOr0 OpraHa UCIOJIHUTENLHONW BIACTH, a TaKKe
OTCYTCTBHE€ B  TIPEJICTABICHHBIX  JOKYMEHTaX JOCTATOYHBIX  CBEACHUHM, IOATBEPKIAIOIIAX
HE00XO0/IMMOCTh BHECEHUSI U3MEHEHUH, UM OTCYTCTBHE MH(POPMALIUH, MOATBEPKAAOMIEH (PaKT ymuaTsl
rOCyZapCTBEHHBIX MOIUINH, YKa3aHHBIX B YaCTH 3 HACTOSIIEH CTATHU.

(B pen. DenepanbHbIx 3aKk0HOB 0T 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3)

6. Yka3aHHbIE B 4acTU 2 HACTOSIIEN CTAaThbU SKCHEPTU3bI IPOBOJASTCS B MOPSIIKE, YCTAHOBICHHOM
ctarbel 23 HacTosero denepaqbHOrO 3aKOHa.

7. B cpok, HE MPEeBBIAIONUNA AeCITH paboYuX AHEH CO JHS MOJYYCHHS 3aKIIOUYCHUM KOMUCCHH
AKCIEPTOB MO pe3ylbTaTaM YKa3aHHBIX B YacTHU 2 HACTOSLIEH CTaTbU SKCHEPTHU3, YIMOJIHOMOYEHHBIM
(benepabHBINA OpraH UCIIOJIHUTEIILHON BIIACTH:

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

1) npuHUMaeT peleHre O BHECEHUN U3MEHEHHH B TOKYMEHTBI, CO/Iep KaIlliecs] B PETUCTPALlMOHHOM
JI0ChE Ha 3aperuCTPUPOBAHHBIN JIEKApPCTBEHHBIN Ipenapar Ajis MEAMLUHCKOTO MPUMEHEHHUs, Wih 00
OTKa3€ BO BHECECHUM TAKUX U3MEHEHHUI;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

2) BHOCUT B TOCYJapCTBEHHBI peecTp JIEKAPCTBEHHBIX CPEJICTB HAa OCHOBAHMMU PEUICHHUS O
BHECCHMM  M3MEHEHHMM B  JOKYMEHTBI, COJEpXallhecss B  PETUCTPAIMOHHOM  JOChe  Ha
3aperuCTPUPOBAHHBIN JIEKApPCTBEHHBIM Mpenapar ajis MEIULIUHCKOTO NPUMEHEHUs, He0OXOJIUMbIe
M3MEHEHUS U BO3BPAILIAET UX 3aBUTEIIO;

3) BBIIACT 3asABUTEII0 HOBOE PETHCTPAIMOHHOE YAOCTOBEPEHHUE JIGKAPCTBEHHOTO TNpernapara B
cllydae U3MEHEHUs CBEJCHHI, COIePIKALUXCS B HEM.
(. 3 BBennen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. OcHoBaHumeM /g OTKa3a BO BHECEHUM HW3MEHEHUH B JIOKYMEHTBI, COJAepKalluecs B
PErUCTPAallMOHHOM [JOCh€ Ha 3apEerMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpernapar uisi MEIULUHCKOTO
MMPUMCHCHUS, SABJIACTCA 3aKIIIOYCHUC YIIOJJHOMOYCHHOI'O (bGIIGpEUIBHOFO opraHa WCIOJHUTEIBHON BIACTH
O BO3MOXHOCTH CHIDKEHHS O€30MacHOCTH, KadecTBa, 3(PPEKTUBHOCTH JEKAPCTBEHHOTO CPEICTBA B
CJIy4yae BHECEHHS TAKUX U3MEHEHHUIA.

9. Jomyckaercsi oOpallleHHe JIEKApCTBEHHBIX IPENapaToB i MEIULUHCKOTO MPUMEHEHHS 0
HCTEUYEHUSI CPOKa rOJHOCTH, IPOU3BEIACHHBIX B TEUCHHE CTa BOCBMUJIECATH JTHEW TOCIE AaThl TIPUHATHUS
YIIOJIHOMOYEHHBIM (heiepaibHbIM OPraHOM UCIOJHUTENBLHOM BJIACTU PElIeHHs] O BHECEHUH U3MEHEHUI B
JOKYMEHTBI, COJACpXAIIHeCs B PETUCTPAIMOHHOM JIOChE, B COOTBETCTBHH C WH(OpPMAIUCH,
coZiepiKaIlleiics B JIOKYMEHTaX pPETUCTPallMOHHOTO JO0Che Ha JIEKApCTBEHHBIM mpemapar A0 JaThl
MPUHSATHS TAKOTO PEIICHUSI.

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

10. TIlpaButenbctBo Poccuiickoit ®enepauuu BIOpaBe YCTAHOBUTh OCOOEHHOCTH BHECEHHUS
W3MEHEHUH B JIOKYMEHTBI, COJAEp)KAIUEecs B PETUCTPAIIMOHHOM JI0OCh€ Ha 3aperucTpUpPOBaHHBIM
JIEKapCTBEHHBIN MpermapaTr A MEIUIIMHCKOTO TNpPHUMEHEHUus, B ciy4dae JedeKTypbl WM pHCKa
BO3HUKHOBEHUS J1€(EeKTyphl JIEKAPCTBEHHBIX IpenapaToB B CBA3M C BBEACHHEM B OTHOIICHUHU
Poccuiickoit denepariuy OrpaHUYUTENBHBIX MEP SKOHOMUYECKOTO XapakTepa.

(uacts 10 BBegena dexnepanbpabiM 3akoHOM OT 08.03.2022 N 46-D3)

Cratba 31. BHeceHMe u3MeHEeHMM B [OOKYMEeHTbl, cogepXxawmecsa B
perncTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIA JleKapCTBEHHbLIM npenapaTt An
BeTEPUHAPHOro NPMMEHEeHUA

1. B mensax BHeceHUs M3MEHEHUN B JIOKYMEHTHI, COAEPXKAIIUECS B PETUCTPALIMOHHOM JIOChE HA
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar Juisi BETEPUHAPHOIO IPUMEHEHMs, JIepXkKaTellb WIN
BJIQJIEJICL] PETUCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOI'O IIpenapara WIM YIOJIHOMOYEHHOE UM
Jpyroe I0pUANYECcKoe JIMIO (Jajiee B HACTOSIIEH CTaThe - 3asBUTENb) MPEJCTABIAET B YIIOJIHOMOYEHHBIH
benepanbHBI OpraH HCIOJHUTENBLHON BIIACTH 3asBJIEHHE O BHECEHHWU TaKUX H3MEHEHHMH 1o dopme,
YCTaHOBJIEHHOW YIIOJIHOMOYEHHBIM (heiepaibHbIM OPraHOM HCIIOJIHUTEIbHON BIACTH, U MpUilaraeMbie K
HEMY U3MEHEHHs B yKa3aHHbIE JIOKYMEHTBHI, a TAaKXKe JOKYMEHTHI, MOJATBEpPKIAIOIINe HEOOXO0AUMOCTh
BHECEHUS Takux u3MeHeHu. [Ipy HeoOXoMMOCTH BHECEHUSI N3MEHEHUI B IOKYMEHTBHI, CofiepXKalluecs B
PETUCTPALIMOHHOM JOChE€ Ha 3apETrMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar il BETEPUHAPHOTO
NPUMEHEHUs, B CIy4asgX W3MEHEHHs U (WIu) JOMOJHEHUS MPOU3BOACTBEHHON  IUIOMIAJKU
JIEKAPCTBEHHOI'0 CPEJCTBA, a TAKXKE U3MEHEHMS IIOKa3aTeJIed KadecTBa JIEKApCTBEHHOIO Iperapara Jis
BETEPUHAPHOTO MPUMEHEHUS U (WJIM) METOJOB KOHTPOJS KayecTBa JIEKAPCTBEHHOrO Mpemnapara Jyis
BETEPUHAPHOIO IPUMEHEHUS 3aiBUTENb  JIOMOJHUTEIBHO MPEACTABIAET B  YIOJIHOMOYEHHBIN
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

(benepabHBIN OpraH UCIOIHUTEIBHOM BIACTH CIEAYIOIINE JOKYMEHTHI (CBEICHNU):
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBeneHnst 0 Aare MPENOCTAaBICHHS M PETUCTPAlMOHHOM HOMEpE JHUIICH3WH Ha MPOHM3BOACTBO
JIEKapCTBEHHBIX CPEACTB, IIPEIOCTaBICHHOM INPOU3BOJUTENIO JICKAPCTBEHHOrO Ipemapara s
BETEPHHAPHOTO IPUMEHEHUS, U1 POCCUICKUX MTPOU3BOAUTENCH;

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

2) cBeleHUsl O Jare MPEAOCTaBICHUS M PETHCTPAMOHHOM HOMEpE JIMIICH3UU Ha MPOU3BOJCTBO
JIEKapCTBCHHBIX  CPEJCTB, NPEIOCTABICHHOW MPOW3BOAUTENIO (DapMarieBTHUECKOH CcyOcTaHIuH,
BXOJIAIIEH B COCTaB JIGKAPCTBEHHOrO Iperapara Jjs BETEPUHAPHOIO MPUMEHEHHUS, A POCCHUICKUX
MIPOU3BOAUTENEH;

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

3) KOIIUA AOKYMCHTA, BBIAAHHOI'O YIIOJIHOMOYCHHBIM OPraHOM CTPAaHbl IIPOU3BOJIUTECIIA OJIA Kﬁ)KI[OfI
MIPOM3BOJICTBEHHON IUIOMIAJKU JIEKQPCTBEHHOTO Ipemapara [Uisi BETEpPUHAPHOTO NPUMEHEHUs W
MOATBEPIKIAIOIIETO COOTBETCTBUE IMPOU3BOIUTEINS JIEKAPCTBEHHOIO Mperapata TPeOOBaHUSM TIPABUII
HaJJIeXalled MPOU3BOJACTBEHHONM TPAKTUKH, U €ro IepeBOJ Ha PYCCKUH S3bIK, 3aBEPEHHBIC B
YCTAHOBJICHHOM IOPAAKE, a TAKKC KOIIHA 3aKIIIOYCHUA O COOTBCTCTBHUU IMPOU3BOAUTCIIA JICKAPCTBCHHBIX
cpeacTB  TpeOOBaHWSM  MpaBU  HaJuieXkalled  MPOM3BOACTBEHHON  MPaKTUKW,  BBIJAHHOTO
YIIOJTHOMOYCHHBIM (De/lepabHbIM OpPraHOM HCIIOJIHUTEIBLHOW BJIACTH IS KQKIOW TPOU3BOACTBEHHOMN
IUIOUIA/IKK JIEKAPCTBEHHOT'O TIperapara i BETePUHAPHOTO MPUMEHEHHs, JUOO0 KOMHsS PEIIeHUs O
MPOBCACHUHN MHCIICKTUPOBAHUSA IMMPOU3BOAUTEIA JICKAPCTBCHHBIX CPCACTB, HPUHATOIO YIIOJIHOMOYCHHBIM
denepanbHBIM OpPraHOM HCIIOJHUTENBHOW BIIACTH JJS  KaXJI0M MPOU3BOJICTBEHHOM IUIOIIAIKU
JICKApCTBCHHOT'O IIpfriapara i1 BETCPUHAPHOI'O MPUMCHCHUS. VYka3aHHble JOKYMCHTHBI ITPCACTABIAIOTCSA
B Clyyae, €CIu MPOU3BOJCTBO JIEKAPCTBEHHOTO Mpernapata sl BETEPUHAPHOIO NPUMEHEHUs
ocylecTBiIsieTcs 3a npeaenamu Poccuiickoit @enepanuu;

4) xomus JIOKyMEHTa, BBIJAHHOTO YIMOJHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOAUTEINS
(dhapmareBTUIECKON cyOcTaHIu u MTOATBEPIKIAOIIIETO COOTBETCTBHUE MIPOU3BOIUTEIS
(bapmalleBTUUECKOIl CyOCTaHIIMU, BXOAAIIEH B COCTAaB JEKApCTBEHHOTO Mpernapara JIjs BETEPUHAPHOTO
MPUMEHEHUsI, TpeOOBaHUAM TPaBUJ HaJJIeXalled MPOWU3BOJCTBEHHOM NPAKTUKH, M €ro TMEpeBo] Ha
PYCCKUU  5I3bIK, 3aBE€pPEHHbIE B YCTAHOBICEHHOM TIOpAJIKE, B Ciy4yae, €Clid MPOU3BOACTBO
(hapmareBTUUECKOM CyOCTaHIIMU OCYIIECTBISETCS 3a npeaenamu Poccuiickoit deaepanuu.

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

1.1. B cnyyae u3meHeHuss u (WJIK) TOTOJHEHUS MPOU3BOJCTBEHHOW TUIOMIAJKK JIEKAPCTBEHHOTO
CpelcTBa JOKYMEHTHI, YKa3aHHbIE B 4YacTH | HAcCTOsIIEW CTaThbu, NPEACTABISIOTCA 3asABUTEIEM B
OTHOIIIEHWW W3MEHSEeMON ¥ (WM) JIOMOJIHAEMOW TMPOM3BOJCTBEHHON IUIOMIAJAKUA JIEKAaPCTBEHHOTO
cpeacTsa. PenieHrue 0 BHECEHUM U3MEHEHHM B JOKYMEHTBI, COJIEPKALIMECS B PETUCTPALIMOHHOM JOChE Ha
3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN TIpenapar Jjisi BETEpUHAPHOTO MPUMEHEHHs, WK 00 O0TKa3e B MX
BHECEHUU MPUHUMAETCS B Cllydae HEOOXOAMMOCTH MPOBEICHHS IKCIEPTU3BI JIEKAPCTBEHHOTO CPE/ICTBA B
CPOK, HE TIPEBBIMIAIOIINN JEBIHOCTA padOUHX JHEH, a B OCTABHBIX CIydasx B CPOK, HE MPEBBIIAIONINN
TPUALIATH pabOYMX JHEU CO JTHS MPUHATHS YIOTHOMOYEHHBIM (peiepalbHbIM OpraHOM HCTIOTHUTEIHHOM
BJIACTH 3aSIBJICHUS O BHECEHUH TaKMX U3MECHECHUH.

(uactsb 1.1 BBenena @enepanbHbiM 3ak0HOM 0T 04.06.2018 N 140-D3)

1.2. B cnydae peopraHusalMy JepkaTels WIM BIaJeiblla PErHCTPALUOHHOIO YIOCTOBEPEHHUS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

JIEKapCTBEHHOI'0 Ipernapara Jjs BETEPUHAPHOTO IPUMEHEHMs, pa3paboTyvka WM IPOM3BOJIUTENS
JIEKAPCTBEHHOI'O IIperapara Uil BETEPUHAPHOIO NPUMEHEHMS B 3asBICHUU O BHECEHUU W3MEHEHUU B
JOKYMEHTBI, COJEpJKallMecs B PETMCTPALMOHHOM JIOChE HA 3apErMCTPUPOBAHHBIA JIEKApCTBEHHBIN
mpenapar Uil BETEPUHApPHOIO MPUMEHEHHS, YKa3bIBAIOTCS AAHHBIE JOKYMEHTA, MOITBEPKAAIOLIErO
BHECEHHE COOTBETCTBYIOILMX M3MEHEHUI B ENUHBIN rocyaapCTBEHHBIH peecTp FOPUAMYECKUX JHILL (A1
OpraHM3alyii, 3aperucTpUPOBAHHBIX Ha TeppuTopuu Poccuiickoil ®enepanuu), UiIM UHOTO JOKYMEHTA,
MOJTBEPKIAIOLIET0 PEOPraHU3aLUI0 IOPUANYECKOro LA (I OpraHu3alui, He 3aperuCTPUPOBAHHBIX
Ha Ttepputopun Poccuiickoit ®enepanuu). 3asBiIeHHE O BHECEHUM U3MEHEHUH B JOKYMEHTHI,
coJiepKalyecs B PETUCTPALIMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar Ui
BETEPUHAPHOI'0 NIPUMEHEHHs, U NPUIaracéMble K HEMY JOKYMEHTBI IPEICTABISIOTCS B YIIOJHOMOYEHHBIN
(benepanbHbI OpraH MCIOJIHUTENBHOM BJIACTH HE MO3JHEE YeM uYepe3 TPUALATh pabouux JHEH co AHs
BHECEHUSI COOTBETCTBYIOIIMX M3MEHEHUN B ENuHBINA rocyaapCTBEHHBIH peecTp IOPUAMYECKUX JIMILL (IS
OpraHu3alyii, 3aperucTpupoBaHHbIX Ha Tepputopuu Poccuiickoit denepanuu) Wik co JHSA HTPUHATHS
COOTBETCTBYIOLLIETO JOKYMEHTAa, IOJATBEPXKJIAIOLIEr0 pPEOPraHu3allio pUAWYECKOoro Jmna (A
OpraHu3alyii, He 3aperucTpUpOBaHHBIX Ha Teppuropun Poccuiickoii ®enepauuun). B ciyuae
peopraHu3anuu JAepKaTesss WIA BIaJelbla PETUCTPALMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOIO
mpernapara A BETEPUHAPHOTO IIPUMEHEHHs 3asBJICHME O BHECEHHHM W3MEHEHMH B JOKYMEHTHI,
coJlepKallMecsl B PErMCTPAMOHHOM JOChE€ Ha 3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIM IIpenapar s
BETEPUHAPHOIO IMPUMEHEHHs, IOJACTCS IOPUIAMYECKUM JIMIIOM, KOTOPOMY B XOAE PEOPraHU3aLUU
IIepeAAaHo MPaBo BJIAJACHUSA TAKUM PErUCTPALMOHHBIM yIOCTOBEPEHUEM.

(uactsp 1.2 BBenena @enepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)

2. B cinydyae BHeceHUsI UBMEHEHUHN B JOKYMEHTBI, COJEPXKAIIUECS B PErUCTPAIIMOHHOM J0ChE€ Ha
3apEeTUCTPUPOBAHHBINA JICKAPCTBEHHBINM Ipenapar i BETEPHUHAPHOI'O TNPUMEHEHHS, B OTHOIICHHUH
CBEJIEHUH, yKa3aHHBIX B mojamydkrax "e", "x", "k", "n", "H", "c", "x" mynkrta 7 wactu 3 crarbu 17
Hactosmero denepanbHOro 3aKoHa, M3MEHEHUS W (WIIM) JTOTOJIHEHHs MPOU3BOJCTBEHHOW TIUIOIIAIKH
JIEKApCTBEHHOTO CPEJICTBA, a TAaKXKE B Clydae HM3MEHEHHS TOKa3aTelied KadecTBa JIEKapCTBEHHOTO
mpemapaTta Ais BETEpPUHAPHOTO MPUMEHEHHUS M (WJIM) METOJO0B KOHTPOJS KadecTBa JEKapCTBEHHOTO
npenapara Jisi BETEPUHAPHOTO MPUMEHEHHUS MPOBOJUTCA HKCIIEPTH3a JIEKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOTO TMpUMEHeHHs. B ciaydae HeOOXOIMMOCTH BHECEHHS WHBIX H3MEHEHHH B JOKYMEHTHI,
coJiepKallrecs: B PETUCTPAIMOHHOM JI0Ch€ Ha 3apeTHCTPUPOBAHHBINA JIEKAPCTBEHHBIM Tpemnapar is
BETEPUHAPHOTO MIPUMEHEHHUSI, SKCIIEPTH3a JIEKAPCTBEHHOTO CPE/ICTBA I BETEPUHAPHOTO MPUMEHEHHS He
MIPOBOJIUTCA.

(B pen. PenepanbHbix 3aKk0oHOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asBuTENb BIpPABE MPEACTABUTH IO COOCTBEHHON MHUIIMATHUBE BMECTE C 3asiBJICHUEM O BHECEHUHU
U3MEHEHHH B JIOKYMEHTBI, COJAEp)KAIUECS B PETUCTPALIMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIN
JIEKapCTBEHHBIN TMpernapar Ui BETEPUHAPHOTO NMPUMEHEHUS, KOMHUU JOKYMEHTOB, IMOJTBEPKIAIOIINX
yIJIaTy TOCYAApCTBEHHOM MOLUIMHBI 32 BHECEHHE B JOKYMEHTBI, COJIEP)KAIUECS B PETUCTPALMOHHOM
JI0Ch€ Ha 3aperuCTPUPOBAHHBIN JIEKApPCTBEHHBIN Npenapart AJs BETEpUHAPHOTO IPUMEHEHU S, U3MEHEHUH,
TpeOYIOUMX MPOBEIEHHUs] SKCHEPTU3bl JIEKAPCTBEHHOTO CPEACTBA, WM W3MEHEHWH, He TpeOyIOIMX
MIPOBEJICHUS SKCIEPTU3bI JIEKAPCTBEHHOIO CcpeicTBa. B ciyyae HeoOXOIMMOCTH W3MEHEHHUsS CBEJIEHUH,
COJIEPIKAIMXCS B PETUCTPALMOHHOM YAOCTOBEPEHUH JIEKAPCTBEHHOT'O Ipenapara A BETEpUHAPHOIO
MIPUMEHEHHUS, C 3asBJIEHUEM, YKAa3aHHBIM B 4acTu | HacTosel CTaTbhH, 3asiBUTEINb BIIPaBE MPEICTABUTDH
M0 COOCTBEHHOM WHHMIIMATHBE KOMHUIO JIOKYMEHTa, MOATBEPXKJIAIOIIEr0 YIUIATy TOCyIapCTBEHHOMN
MOIIJIMHBI 32 BhIJAUy PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOI'O IpernapaTa. 3asBUTENb BIPaBe
MPEJCTaBUTh M0 COOCTBEHHOW MHUIIMATUBE CBEICHUS O JIMLEH3UAX, yKa3aHHbIE B MyHKTax 1 u 2 yactu 1
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

HACTOAIIEH CTaThbM, a TaKXKe BbIJaBaeMble YINOJHOMOYEHHBIMH  ()eepaTbHBIMH  OpraHaMH
WCIIOJIHUTEJIBHON BJIACTU JOKYMEHTHI, YKa3aHHblE B IyHKTe 3 uyacTu | Hacrosiued craTeu. B ciydae
HETIPE/ICTAaBICHUS] yKa3aHHBIX JOKYMEHTOB (CBEICHHH) YIIOJIHOMOYCHHBIH (enepanbHbIi  OpraH
UCIOJHUTEIIBHOM  BJIACTM  3alpallluBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEACHMs]) B  IOpSIKE
MEKBEIOMCTBEHHOTO MH()OPMAIIMOHHOTO B3aMMOJICHCTBUSL.

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

4. B cpok, He IPEBBIIAIOIINNA JECATH padoYuX JHEH co JHS MOCTYIJICHUS yKa3aHHOTo B 4acTu |
HACTOSIIEH CTaTbU 3asBIICHUS M HEOOXOIUMBIX JTOKYMEHTOB, YIIOJIHOMOYEHHBIH (enepaiabHbIil opraH
WCIIOJTHUTENIBHON BIIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEIEHUH, COAECPKAILMXCS B IPEICTaBICHHbBIX
3asBUTEJIEM JOKYMEHTAX;

2) NIpUHUMAET pELIEHUE O IPOBEACHUH IKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA JJil BETEPUHAPHOIO
IIPUMEHEHMs WK 00 OTKa3e B €€ IPOBE/ICHUM;

3) yBemomisieT B MUCBMEHHOH (hopMe 3asBUTEINS O MPHUHATOM PEHICHWH WM B CIIydae MPHUHSATHUS
pemieHuss 00 OTKa3e B MPOBEJCHMM SKCIEPTU3bl JIEKAPCTBEHHOIO CPEICTBA Ul BETEPUHAPHOIO
IIPUMEHEHHUS C YKa3aHUEM IIPUYMH TaKOro OTKa3a.

4.1. B ciy4ae BBISIBIICHUS HEJJOCTOBEPHOCTH U (MJTH) HEJAOCTATOUHOCTHU CBEJICHUH, COJIEPKAIIUXCS B
MIPEJICTABJICHHBIX 3asBUTEIIEM JOKYMEHTAX, YIIOJHOMOUYCHHBIH (hefepaibHbli OPraH HCIOJHUTEIHLHOM
BJIACTH HANpABISET 3asBUTENIO 3alpoc 00 YTOYHEHHHM YyKa3aHHBIX CBEJIEHUU. 3ampoc MOXET OBITh
nepesiaH yIoJIHOMOYEHHOMY TIPECTABUTEIIO 3asSBUTEIS O/ PACIIMCKY, HAIIPABIICH IO IMOYTE 3aKa3HBIM
MMCHMOM HJIM TIE€peiaH B DIEKTPOHHOHN (hopMe Mo TeIeKOMMYHHMKAI[MOHHBIM KaHaiaMm cBsi3u. B ciydae
HaIpaBIICHUs 3ampoca 00 YTOYHCHUH YKa3aHHBIX CBEJICHUU 1O TIOYTE 3aKa3HBIM MMHCHMOM OH CUHUTAETCS
MOJIYYEHHBIM I10 HCTEYSHHUH IIECTH THEH ¢ JaThl HAMpaBIeHHUS 3aKa3HOTO MUChMA.

(dactb 4.1 BBegena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. 3agButens 00s3aH MPEICTaBUTHh OTBET Ha 3aMpoC YMOJTHOMOUYEHHOTO (eAepanibHOro opraHa
WCIIOJTHUTEIIBHON BJIACTH B CPOK, HE IPEBBIMIAIONINN JCBIHOCTA PabouMX JHEW CO JIHS IOJYYCHUS
nanHoro 3ampoca. Cpoku, yka3aHHble B 4acTu 1.1 HacTosimiel cTaTbd, MPHUOCTAHABIMBAIOTCS CO JHS
HaIPaBJICHUS 3aBUTEIIO 3aIpOCca YIOJIHOMOYEHHOTO (heiepaibHOTro opraHa HCIIOJHUTEIHHON BIACTH 10
JHS TIONy4eHUs OTBETa Ha JAHHBIM 3alMpoCc W HE YYUTHIBAIOTCS MPH HCUUCICHUH CPOKA MPHHITHUS
pelIeHrsT O BHECEHWW W3MEHEHWH B JOKYMEHTBI, COJEp)KAIIUecs B PETHCTPAIMOHHOM J0Che Ha
3aperucTpUpPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar A BETEpUHAPHOTO MPUMEHEHHUS.

(dactp 4.2 BBeneHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

5. OcHoOBaHMEM /Ji1 OTKa3a B TMPOBEACHUU OIKCIEPTU3bl JIEKAPCTBEHHOI'O CpEACTBA A
BCTCPUHAPHOI'O IMPUMCHCHUA ABJIACTCA MPEACTABICHHUEC JOKYMCHTOB, YKa3aHHBIX B 4YaCTIaX 1 nu 3
HACTOSIIEH CTaThH, B HEMOJHOM O00BEME MIIM OTCYTCTBHE B MPEICTABICHHBIX JOKYMEHTAaX JOCTAaTOYHBIX
CBEJICHWH, TOATBEP)KIAIOMNX HEOOXOJAUMOCTh BHECEHHS W3MEHECHHH, JMOO HEMpeCTaBIeHNE
3asBUTEJIEM B YCTAHOBJICHHBIM CpPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 HacTosmedl cTtaTbu 3arpoc
YIOJTHOMOYEHHOTO (eiepaibHOro OopraHa UCIOJIHUTEIbHON BIACTH.

(B pen. @enepanpHoro 3akona ot 04.06.2018 N 140-D3)

6. DKcrepTu3a JIEKQpCTBEHHOTO CPEACTBA Ui BETEPUHAPHOTO NPUMEHEHHs] B LIETSX BHECEHUS
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?:Eleﬁm;gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

W3MEHEHUH B JOKYMEHTBHI, COJIEp)KAIIUECs] B PErUCTPAIIMOHHOM JO0Che Ha 3aperucCTpPUPOBAHHBIN
JIEKApCTBEHHBIA  Mpernapar JyUisi BETEPUHAPHOTO IPUMEHEHHUS, OCYILECTBISIETCS B  MOPSIKE,
YCTAHOBJICHHOM cTaTbeil 24 HacTosiero deaepaibHOro 3aKoHa.

6.1. B cpok, He IPEBBIIAOIINNA JECATH PadOYNX AHEH CO JTHS MOTyYEHUS 3aKIIOYCHUS KOMHCCUU
AKCIIEPTOB M0 pe3y/ibTaTaM YKa3aHHOM B 4YacTU 2 HACTOALICH CTaTbU SKCIEPTHU3BI, YIIOTHOMOUYEHHBIH
(benepanbHBIA OpraH UCIIOJTHUTEIHHON BIACTH:

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

1) mpuHUMaeT perieHrue 0 BHECEHUU U3MEHEHHUH B IOKYMEHTBHI, COJIEpP KAIUECs B PETUCTPAIiOHHOM
JI0Cb€ Ha 3aperuCTPUPOBAHHBINA JIEKAPCTBEHHBIA Mpenapar Ajs BETEPUHAPHOTO MPUMEHEHUS, WU 00
OTKa3€ BO BHECEHUM TaKUX U3MEHECHUI;

2) BHOCUT B FOCYHapCTBeHHLIﬁ peeCTp JCKAPCTBCHHLIX CPCACTB Ha OCHOBAHHM PCHICHUA O
BHCCCHUU H3MCHCHHI B AOKYMCHTBI, coAcpiKaluecs B PEruCTpailuoOHHOM J0ChEC Ha
SapeFI/ICTpI/IpOBaHHHﬁ J'IeKapCTBeHHHﬁ npemapar ajis1 BETCPHUHAPHOI'O IMPHUMCHCHHA, HCO6XO,I[I/IMBIG
HU3MCHCHUA U BO3BPAINACT 3THU NJOKYMCHTBI 3asBUTCIIIO,

3) BbIIaeT 3asBUTEN0 HOBOE PErHCTPAIMOHHOE YJOCTOBEPEHHE JICKAPCTBEHHOIO Ipemnapara s
BETEPUHAPHOTO MPUMEHEHHS B Cllydae HEOOXOJIMMOCTH U3MEHEHUs CBEJIEHUH, COAEPKAIIUXCS B HEM, C
COXpaHEHHEM HOMEpa paHee BBIIAHHOTO PETUCTPALIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara
JUIS. BETEPUHAPHOTO IPUMEHEHUSI.

(. 3 BBenen DenepanbubiM 3akoHOM OT 02.08.2019 N 297-D3)
(uactb 6.1 BBeneHa @enepasibHbIM 3ak0HOM OT 22.10.2014 N 313-D3)

6.2. B ciiydyae BHeceHUsI U3MEHEHUN B JOKYMEHTBI, CONEPKAIIUECS B PETUCTPALIMOHHOM JOChE Ha
3apETrUCTPUPOBAHHBINA  JICKAPCTBEHHBIM Ipernapar Uil BETEPUHAPHOIO IPUMEHEHHs, B YaCTH,
Kacaromiencss HM3MeHEeHus M (MJIM) JONOJHEHHUS TMPOU3BOJCTBEHHOW IUIOIIAAKU JIEKaPCTBEHHOIO
rpenapara, NpH MPeJICTaBICHUN 3asBUTEIEM B COOTBETCTBUHU C IIYHKTOM 3 4acTH | HACTOSAIIEH CTaTbU
KOIIMM PpeIIEHUs YIMOJIHOMOYEHHOIo (eepanbHOr0 OpraHa HCIOJHUTENBHOW BIIACTH O IMPOBEACHUU
VMHCIIEKTUPOBAHMS MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHbIM B 4acTh 6.1 Hacrosumien
CTaTbH, IPUOCTAHABIINBAETCS CO JIHSA IOJYYEHHS 3aKIHOYEHHMS] KOMUCCHUM DKCIEPTOB A0 JIHS NPUHATHUSA
YIOJTHOMOYEHHBIM (eiepaibHbIM OPraHOM UCIOJHUTENBHOM BIIACTH PELIEHHUS O BblAaue WM 00 OTKa3e B
BbIJIaU€ 3aKJIIOUYEHHMsS] O COOTBETCTBUU IPOU3BOAUTEINS JICKAPCTBEHHBIX CPENICTB TPEOOBAHUSAM IPABUI
HaJJIexalel Ipou3BOJCTBEHHON IPAKTUKH, HO HE 00Jiee UeM Ha CTO BOCEMbJIECAT pabouuX JTHEH.

(dactp 6.2 BBeneHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHOBaHWEM /s OTKa3a BO BHECEHWH W3MEHEHHMH B JIOKYMEHTHI, COJepXaluecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIM JIEKAPCTBEHHBIH TNpenapaTr il BETEPUHAPHOTO
MPUMEHEHHS, B CITyJasix, He TPEOYIOMNX MPOBEICHUS YKCIEPTH3BI JIGKAPCTBEHHOTO CPENICTBA, SBISICTCS
NpeJCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B yacTAx | M 3 HacTosell CTaThi, B HEMOJHOM OOBEMe HIIU
OTCYTCTBHE B TPEICTABICHHBIX JOKYMEHTAaX CBEIECHHH, KOTOPbIC JODKHBI OBITh B HUX OTPAXKEHBI, INOO
HEMpe/ICTaBICHUE 3asiBUTE]EM B YCTAaHOBJIEHHBIM CPOK OTBETa Ha yka3aHHBIM B uyacTu 4.1 HacTosiei
CTaThH 3aIPOC YIOTHOMOYEHHOTO (heAepaTbHOTO OpraHa UCTIOMTHUTEIFHON BIACTH.

(uactp 7 B pen. @enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHOBaHMEM I OTKa3a BO BHECEHMM W3MEHEHHMM B JIOKYMEHTBI, COJAEpKalluecs B
PETUCTPALIMOHHOM JOCbE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar Uisi BETEPUHAPHOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

MPUMEHEHHUS, B Clydasix, TPeOYIOIIMX MPOBEACHUS HKCIEPTU3BI JIEKAPCTBEHHOTO CPEJNICTBA, SIBIISIETCA
3aKJIIOYCHHUE YIIOJHOMOYEHHOTO (peepanbHOr0 oOpraHa HCIOJHUTEIBHOM BJIACTH O BO3MOXKHOCTH
CHIDKEHUS 0€30MacHOCTH, KauecTBa, 3(PPEKTUBHOCTH JICKAPCTBEHHOI'O IpernapaTa BCIIECTBHE BHECEHUS
W3MCHCHUN B YKa3aHHBIC JOKYMEHTBI, OTKa3 YIIOJTHOMOYEHHOTO (he/iepaqbHOro opraHa UCTIOTHUTEIbHOM
BJIACTH B BbIJau€ 3aKJIIOYCHHS] O COOTBETCTBUH IMPOU3BOJUTEINS JIGKAPCTBEHHBIX CPEICTB TPEOOBAHUIM
MpaBUJl HAJJEXKalled MPOU3BOJCTBEHHON TMPAKTHUKKA B Ciydae H3MEHEHUS U (WIK) JOMOJHEHUS
MIPOM3BOJICTBEHHON IJIOMIAIKK JIEKAPCTBEHHOTO TMpernapara, €clid IPOU3BOJICTBO JIEKAPCTBEHHOTO
rpernapara JJjisi BETEpUHaApHOr0 NPUMEHEHUsI OCYILIECTBiseTcs 3a npenenamu Poccuiickoin denepanmu,
WM OTCYTCTBHUE 3TOTO 3aKJIIOUCHUS.

(dactb 7.1 BBenena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

8. JlomyckaeTcsi OOpallleHHE JIEKApCTBEHHBIX MpernapaToB [Js BETEPUHAPHOTO MPUMEHEHHS 0
HCTEUYEHUSI CPOKa TOAHOCTH, TPOU3BEJCHHBIX B TEYCHHE CTa BOCBMMJIECATH JIHEU TMOCIIE JaThl IPUHATHUSA
YIIOJTHOMOYEHHBIM (heiepajibHbIM OPraHOM MCIOTHUTENIbHOM BJIACTH PEUICHHs] O BHECEHUU M3MEHEHUH B
JIOKYMEHTBI, COJIEPKAIIUECS B PETUCTPAIIMIOHHOM JI0ChE Ha JIEKAPCTBEHHBIN MperapaT, B COOTBETCTBUH C
uH(popMalreH, coaepKamieiics B JOKYMEHTaxX PETUCTPAllMOHHOTO JOChE Ha JIEKapCTBEHHBIN Mpenapar 10
JIAThI IPUHATUS TAKOTO PEIICHUS.

(uacth 8 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbsa 32. OTMeHa rocyaapCcTBEHHOW perncrpauum fieKapcTBEHHOro npenapara

Pemenne 006 ormeHe FOCYI[apCTBeHHOﬁ perucTpanuu JCKAapCTBCHHOI'O IIpCIiapaTa W HCKIIOYCHUUN
JICKApCTBCHHOT'O IIpfriapara M3 TOCYAapCTBCHHOI'O peeCTpa JICKAPCTBCHHLBIX CPCACTB IPHUHUMACTCA
YIIOJIHOMOYCHHBIM (I)eﬂepaanHM OpraHnomM HUCIIOJIHUTEIBHOM BIACTU B cJIydac:

1) mpencraBiaeHHs] COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (e/iepalibHbIM OPTaHOM HCIOJIHUTEIbHON
BJACTU 3aKJIIOYEHHS O pPUCKE WM 00 Yrpo3e 370pOBbIO, XKM3HM YEIOBEKAa WJIM >KUBOTHOTO IpHU
MIPUMEHEHUH JIEKapCTBEHHOTO Ipernapara, MPEeBBIIAINNX €ero 3(QQeKTUBHOCTb, MO pe3yibTaTam
OCYILECTBIISIEMOI0 UM MOHUTOPUHTA 6€30I1aCHOCTH JIEKAPCTBEHHOTO Mperapara;

2) mojmavm JeprkaTelieM WIH BJIQJICIbIIEM PETUCTPANMOHHOTO YIOCTOBEPCHHS JICKAPCTBCHHOTO
mpemapaTa WM YIOTHOMOYEHHBIM MM JPYTUM IOPUAMYECKAM JIMIIOM 3asiBI€HUS 00 OTMeHe
rOCy/IapCTBEHHOW PETUCTPAIINH JICKApCTBEHHOTO Mpernapara;

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

3) HemoATBEPKIIEHUSI TOCYJAPCTBEHHON PETHUCTpaIluy JICKAPCTBEHHOTO Mpernapara Mo UCTCYCHHH
CpPOKa JEHCTBUS PErUCTPALIMOHHOIO yIOCTOBEPEHUS, BBIJTAHHOTO HA IIAATH JIET;

4) HenpeAcTaBIeHUS 3asBUTENEeM HH(OpPMaLMK, KOTOpasi MOKET MOBJIeYb 32 COO0N HEOOXOIMMOCTh
BHECEHUS U3MEHEHUH B JOKYMEHTBI, COJEPKALINECS B PETMCTPALMOHHOM JI0ChE Ha 3apErMCTPUPOBAHHBIN
HeKapCTBeHHBIﬁ npemnapar, B TCHCHUE TPUALATH pa6oq1/1x )IHeﬁ CO OIHA HACTYIUICHUA OTUX I/I3MCHCHI/II7H

5) ocCyllecTBIEHHsS] TOCYAapCTBEHHOM perucTpanuu JEKAapCTBEHHOrO Npernapara IoJ] TOPTrOBBIM
HAaMMCHOBAHUCM 3apCruCTpUpOBAHHOI0 pPaHEC IMOA 3TUM TOProBbIM HAMMCECHOBAHHUEM JICKAPCTBECHHOTO
npenapara, OTJIMYaloIIerocsi KaYeCTBEHHBIM COCTaBOM JIEUCTBYIOIIMX BEILIECTB;

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

6) OCYIICCTBJICHUA FOcyHapCTBeHHOﬁ perucTpa OAHOTO U TOI'O K€ JICKAPCTBCHHOI'O IIPCIIapaTa B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

OTHOIICHWHA OJHOTO W TOTO K€ JepKaTelisi WM BJaJeNblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JICKApCTBCHHOI'O TIIpf€liapata B BHUAC ABYX U 60.]166 JICKAPCTBCHHBIX IIPCIIapaToB IO0A pa3IMYHbIMU
TOPrOBBIMU HAMMEHOBAHHUSIMU;

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

7) BBIHECEHHS CYZIOM PELICHHs O HApYIICHHUH IPaB NpaBoodiagarelisi 00beKTOB HHTEILICKTYaIbHOM
COOCTBEHHOCTH TPH OOpaIEHUH JICKAPCTBEHHBIX CPEICTB;

8) OTCYTCTBHS JIEKApCTBEHHOI'O Mpemapara B obOpamieHun B Poccuiickori denepaiiuu B TCUCHHE
Tpex u bonee Jer;
(n. 8 BBennen denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HeBBIIONHEHWS  JepXkaTeleM WM  BJIaAEibLEM  PETUCTPALMOHHOIO  YAOCTOBEPEHUS
JIEKapCTBEHHOTO Ipernapara Ju00 yIMOTHOMOYEHHBIM UMHU JAPYTUM HOPUIUYECKUM JIMIIOM MEPOIPHUSTHIHA
o ooOecreyeHno Oe30laCHOCTH JIEKAPCTBEHHBIX IPENapaToB, YCTAHOBJIEHHBIX YIOJIHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIIOJHUTENBHON BIACTH B COOTBETCTBUU € dYacTaMu 3 u 4 crathu 64
Hacrosmero deaeparbHOrO 3aKOHA, B paMKax OCYIIECTBICHHS (hapMaKoHAI30pa;

(. 9 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) orka3a nepkarenss WIM Biajelblla PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npemnapaTta JMOO YMOJIHOMOYEHHOTO MMM JIPYroro IOPUAMYECKOTO JIMIa OT BHECEHUS W3MEHEHUN B
WHCTPYKIMIO TI0 MPUMEHEHHMIO JICKapCTBEHHOIO Ipernapara, KacaroIIUXCsS HOBBIX IOJTBEPKICHHBIX
JaHHBIX O TOM, YTO PUCK MPHUUMHEHHUS Bpela 3/I0POBBIO YEIOBEKA UM KMBOTHOTO BCIIEJICTBUE IpHUEMa
JICKapCTBEHHOT'O TIperapara npeBbimaeT 3QPeKTUBHOCTD €ro MPUMCHCHHS.

(m. 10 BBenen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

Koncynprantlntoc: npumedanue.
C 01.01.2026 crt. 32 gononnsiercs . 11 (O3 o1 27.12.2019 N 475-D3).

CraTtba 33. locyaapcTBEHHbIN peecTp fieKapCTBEHHbIX CPeaAcTB

1. TocymapcTBEHHBI peecTp JIEKAPCTBEHHBIX CPEJCTB COJEPKHUT TEPEUYCHb JIEKAPCTBEHHBIX
MpernapaToB, MPOILIEANINX TOCYIAPCTBEHHYIO PETUCTPALIMIO, MepeueHb (hapMaleBTHUECKUX CyOCTaHIIHM,
BXOJISIIIMX B COCTAaB JICKAPCTBEHHBIX MPEMAPATOB, U CICTYIONTYIO HH(OPMAITHIO:

1) B OTHOHICHUU JICKAPCTBCHHBIX IPCIIAPATOB:

a) HaNMMEHOBAHME JIEKAPCTBEHHOrO TIpemnapara (MeXAyHapOJHOE HENaTeHTOBaHHOE, WU
IPyNIUPOBOYHOE, MM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

0) nexapcTBeHHas (popMa ¢ yKazaHUEM JI03UPOBKHU JIEKAPCTBEHHOTO IpenapaTa 1 ero KoJu4ecTBa B
MOTPEOUTENHCKOMN YITaKOBKE;

B) HaAaUMCHOBAHUC CPIKATCIIA UIIN BJIAJC/Ibld PETUCTPAUOHHOIO YAOCTOBCPCHUA JICKAPCTBCHHOT'O
mnpemapara U CBEACHUA O PEruCTpalvu JACPKATCIIA WKW BJIaACIblla PETUCTPALMOHHOTO YAOCTOBEPCHUA
JICKApCTBCHHOT'O ITpf€rapara AJidI MECAUIIUHCKOI'0 NPpUMCHCHHA B KAYCCTBC HAJIOTOINIATCIIBIIIUKA B CTPAHC
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?;E;L;lle[?::gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

peructpanyu (s POCCUHCKUX FOPUANYESCKHUX JIUI] - UACHTU(UKAIMOHHBIA HOMEpP HAJIOTOILIaTeIIbINNKA
(MHH), nyist ”HOCTpaHHBIX IOPUIMYSCKUX JIUI] - CTPaHA PErHCTpaIlii, HAMMEHOBAHUE PETUCTPUPYIOIIETO
opraHa, perucTpaliOHHBIA HOMEp, KOJ HAaJOTOIUIATENIbIIMKA B CTPAHE PEruCTpalu (MHKOPIOPAIIWH)
WJTU €0 aHaJjor);

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

I') HAUMEHOBAHUE U aJPeC MPOU3BOAUTEINSI JIEKAPCTBEHHOIO MIpernapara U CBEACHUS O PEruCTpaluu
NPOM3BOAMTENS  JIEKAPCTBEHHOTO  IIpermapara JUIi  MEAWIMHCKOTO NPHUMEHEHHs B  KadecTBe
HQJIOTOIIATENbIIMKA B  CTpaHe  perucrpanmuu  (IUis  POCCHMCKUX  IOPHIMYECKUX  JIUI[ -
UIeHTH(OUKAIMOHHBI HOoMep Hanoromiarensmuka (MHH), mms uHOCTpaHHBIX IOPHIMYECKHX JHI| -
CTpaHa pErucTpaluy, HAUMEHOBAaHME PETUCTPUPYIOIIETO OpraHa, PEerucTPAalMOHHBIA HOMEp, KOA
HaJIOTOIUIATENBIIMKA B CTPAHE PETUCTPALUH (MHKOPIOPALIUH) HITH €r0 aHaJIor);

(nm. "r" B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

) (bapmakoTepaneBTH4eCcKas rpymmna, KOJ JIEKapCTBEHHOI'O npenapara 1o
aHaTOMO-TEparneBTHUECKO-XUMHUYECKON KilacCU(UKaLlUU, peKOMEH10BaHHOW BceceMupHol opranusanuen
3/IpaBOOXPaHEHUS;

(mm. "n" B pen. denepanbHOro 3akona ot 22.12.2014 N 429-03)

€) MOKa3aHMsI U MPOTUBOMOKA3aHUS K IPUMEHEHUIO JIEKapCTBEHHOTO Mpernapara;
) TOOOYHBIE IEHCTBHS JIEKAPCTBEHHOTO MPeTapara;

3) CPOK 'OJJTHOCTH JIEKApPCTBEHHOTO Mpernapara;

1) YCIIOBUSI XpaHEHUS JIEKapCTBEHHOTO Npenapara;

K) YCJIOBHSI OTIyCKa JIEKAPCTBEHHOT'O MIpernapara;

J) HoMmep (¢apMakolelHON cTaTbu MM B CIy4ae €€ OTCYTCTBHSI HOMEP HOPMaTHUBHOM
JOKYMEHTAIMH 100 HOPMATUBHOTO IOKYMEHTA;

M) JlaTa TOCYIapCTBEHHOW PETUCTpAIlMU JIEKAPCTBEHHOTO TMpemapara W €ro pPerucTpaliuOHHBIN
HOMEp, JlaTa 3aMEHbl PErHCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO IMpemnapara Ha OeccpouHoe
PErUCTpallMOHHOE  YAOCTOBEPEHHE JIEKAPCTBEHHOTO Tpemapara, Jara [OoJa4yd  3asBICHUS O
MOATBEPXKJIEHUH TOCYJIAPCTBEHHOW pPETUCTpalMy JIEKQpCTBEHHOrO Ipemapara, Jara OTMEHBI
rocyJapCTBEHHOM pPEerucTpaIliy JIGKApCTBEHHOTO Mperapara;

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

H) Ka4eCTBEHHBI COCTAaB M KOJUYECTBEHHBIM COCTaB JCHCTBYIONIMX BEIIECTB M Ka4eCTBEHHBIN
COCTaB BCIIOMOT'aTENbHBIX BELIECTB JIEKAPCTBEHHOTO MpEnapara;
(nm. "H" BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

0) uH(popMarrs 000 BceX pa3pelieHHbIX BUIaX BTOPUYHOH (TOTPEOUTENHCKOM) YITaKOBKY;
(nm. "o" BBeneH PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

M) Jara TPUHITHS PEHIeHHs O BO3MOXKHOCTH pacCMaTpUBaTh JIEKapCTBEHHBIA MpemapaTr Mpu
TrOCyAapCTBEHHOM PETUCTpAIliU B KaueCcTBE Op(haHHOTO JICKAPCTBEHHOTO TIpemnapara (s IeKapCTBEHHBIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

[IpernapaToB JIsi METUIIUHCKOTO PUMEHEHHS);
(nn. "n" BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3; B pen. PenepanbHOro 3aKOHA OT
27.12.2019 N 475-03)

p) HaIMYHME JEKAapCTBEHHOTO Ipernapara B IEPEeYHE >XU3HEHHO HEOOXOMUMBIX W Ba)KHEHIINX
JIEKapCTBEHHBIX IPENapaToB (71 JIEKapCTBEHHBIX MIPENapaToB Il MEAULUHCKOIO IPUMEHEHHUS);
n.n

(nm. "p" BBemen depepanbHbIM 3aKoHOM OoT 22.12.2014 N 429-®3; B pen. denepanbHOro 3aKoHa OT
27.12.2019 N 475-03)

C) HaJM4Ke B JICKAPCTBEHHOM IIpenapare HapKOTHUYECKUX CPEICTB, ICUXOTPOIHBIX BEIIECTB U UX
MPEKypcopoB,  MOJUIeKalIMX KOHTpoito B  Poccuiickoir ~ Denepanuu, B  COOTBETCTBUU  C
3aKoHomarensCcTBOM Poccuiickon denepanuu, MexyHapoaHbIMU Jorosopamu Pocculickoit @enepannu,
B TOM uucie EauHoil KoHBEHIMEH O HapkoThueckux cpenacrBax 1961 rogma u KonBeHuuein o
IICUXOTPOIHBIX BemecTBax 1971 roxa;

(nm. "c" BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

T) uHbOpMamMs O TOM, SBISIETCS I JAaHHBIM JIGKAPCTBEHHBIM mpenapar pedepeHTHBIM
JIEKapCTBEHHBIM IIPENapaToM;
(nm. "1" BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

y) CBEeIEHHUS O IoJauye 3asBICHUS O BHECEHUUM H3MEHEHUH B JIOKYMEHTBI, COJEprKalluecs B
pPEruCTpallMOHHOM JIOChE Ha JIEKapCTBEHHBIN Mpenapar;

nen

(nm. "y" BBeneH DenepanbHbIM 3ak0oHOM OT 22.12.2014 N 429-D3)
¢) yrpatuia cuny ¢ 1 mapta 2020 rona. - @enepanbubiii 3akoH o1 27.12.2019 N 475-03;

X) CPOK BBEACHHUSI IEKAPCTBEHHOTO MIperapaTa B rpaKIaHCKU 000poT;
(. "x" BBeneH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2) B OTHOULIEHUHU (hapMalleBTUYECKUX CYOCTaHIIHIA:

a) HaMMEHOBaHME (apMaleBTUUECKOW CyOCTaHIMM (MEXIyHapOJHOE HEMAaTeHTOBAHHOE, WU
TPYIIHPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE€ HAUMEHOBAHHS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) HauMEHOBaHKE U aIpeC MPOU3BOAUTENS (hapMalleBTUUECKON cyOCcTaHIUY;
B) CPOK T'OAHOCTU (papManieBTUIECKON CYOCTaHINY;
T') YCIIOBUS XpaHeHUs (apMaleBTUYECKON CyOCTaHIINu;

n) Homep ¢apMakoneWHON cTaTbl WJIM B CcIydyae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOMN
JOKYMEHTAIMH 100 HOPMATUBHOTO JOKYMEHTA;

€) Hanuuue (papManeBTUUYECKONH CYOCTAHIIMU B MEpeuYHEe HAPKOTUYECKUX CPEACTB, MCHUXOTPOMHBIX
BEUIECTB M UX IPEKYpPCOPOB, MOJUIEkKAIIUX KOHTpoir B Poccuiickoit ®exnepanuu, B COOTBETCTBUU C
3aKkoHoJaTenbcTBOM Poccutickoit denepanuu, MexxayHapoJHbIMUA JoroBopamu Poccuiickoit denepanuuy,
B TOM uuciae EnnHON KoHBeHIMEW O HapkoThueckux cpeacrBax 1961 roma m Konsenuumeinn o
MCUXOTPONHBIX BemecTBax 1971 ropa.
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?;E;L;lle[?::gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

(. "e" BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2. dapmareBTHUECKass CyOCTaHIIMs, MPOU3BEACHHAS IS peaau3allii, MOXKET OBITh BKIIIOUYEHA B
rOCy/IapCTBEHHBI pPEeCTp JIEKAPCTBEHHBIX CPEJICTB HA OCHOBAaHUMU 3asBICHUS pPa3pabOTUMKa WIH
MIPOU3BOJIUTEINS JICKAPCTBEHHOTO CPEACTBA JHOO YHMOJTHOMOYCHHOTO UMM FOPUIUYECKOTO JIMIA TPH
YCIIOBUU TPOBEJCHHUS B OTHOIICHWH TaKoil QapManeBTUYECKOW CyOCTaHIIMU JKCIEPTHU3bl KayecTBa
(dapmaleBTHUECKON CyOCTaHIIMM B TOPSAKE, YCTAaHOBJICHHOM crTaTheil 34 Hacrosimero demepambHOTo
3akoHa. B oTHomeHMM ¢apManeBTUYECKUX CYOCTaHLUN, MPOU3BEIEHHBIX J[UIS pealu3aluH, B
TOCYJapCTBEHHOM peecTpe JEKapCTBEHHBIX CPEACTB COJEPKUTCA CIEAYIoIast UH(OPMAIIHSL:

1) naumeHoBaHue (apManeBTHUYECKOW cyOcTaHIMU (MEXKIyHApOJHOE HEMaTeHTOBAHHOE, WU
IPyNIUPOBOYHOE, MM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

2) HaMMEHOBaHUe, aJpec MPOU3BOAUTENS (papMaLeBTUUECKOM CyOCTaHLIMM, a TAK)KE B OTHOLICHUU
JIEKAPCTBEHHBIX CPEICTB I MEJULMHCKOIO NPUMEHEHHUS CBEICHUS O PETUCTPAlUU ITPOU3BOAUTEII
¢dapmanieBTHUECKOH CyOCTaHLIMM B KayecTBE HAJOTOIUIATENbIIMKA B CTpaHe perucrpauuu (ams
POCCHICKMX FOPUAMYECKUX JIMI - WACHTU(HUKAIMOHHBIN Homep Hamorormiarensumka (MHH), s
MHOCTPAHHBIX IOPUIMYECKHUX JIAL[ - CTpaHa PETUCTPALlMM, HAMMEHOBAHUE PErMCTPUPYIOIIETO0 OpraHa,
PErUCTpallMOHHBI HOMEpP, KOJ HaJOroIUIaTeIblMKa B CTpaHe pPerucTpauuu (MHKOPIIOpALMU) UIH €ro
aHaJjor);

(. 2 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMalleBTUUECKOM CyOCTaHIINu;
4) ycioBus XpaHeHUs! papMalieBTUUECKON CyOCTaHIINN;

5) Homep (apmakoneiHON cTaTh JMOO B cllydyae €€ OTCYTCTBUS HOMEpP HOPMaTHBHOMN
JOKYMEHTAI[M! WJIM HOPMaTUBHOTO JJOKYMEHTA;

6) Hanuuue QapMaleBTUYECKO CYOCTaHIIMM B MEPEYHE HAPKOTUUYECKHUX CPEACTB, MCUXOTPOIHBIX
BEIIECTB M HMX IPEKYpPCOPOB, MOJIEKAIIMX KOHTPOJ B Poccuiickoit denepannu, B COOTBETCTBUU C
3aKkoHonarenbcTBOM Poccuiickon denepanuu, MexyHapoAHbIMU JoroBopamu Poccurickoit @enepannu,
B ToM uucine EauHOil KOHBEHIMEH O HapkoTHYecKuX cpenctBax 1961 roma u KouBenmueir o
MICUXOTPONHBIX BemecTBax 1971 roxa;

7) nata BKIHOYEHMs (apMalleBTUUECKON CyOCTaHIIMM B TOCYIAapPCTBEHHBIN PEECTp JIEKApCTBEHHBIX
CpEeACTB, JaTa BHECEHHs M3MEHEHHUH B JTIOKyMEHTH! (hapMalleBTHUECKOM cyOCTaHIIMHU, AaTa UCKIIOUEHHS
(bapManeBTHUECKON CyOCTaHIIUM U3 FOCYIApPCTBEHHOIO peecTpa JEKapCTBEHHBIX CPECTB.

(uactp 2 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3. Tlopsok BeJeHHS TOCYAApCTBEHHOTO pPEecTpa JIGKAPCTBEHHBIX CPEJCTB JUIS MEIHIIMHCKOTO
MPUMEHEHUSIT W TIOPSJAOK BEIECHHUS TOCYAApPCTBEHHOIO pEECTpa JIEKapCTBEHHBIX CPEACTB  JUIS
BETEPUHAPHOTO TPUMEHEHUSI YTBEP)KIAIOTCS COOTBETCTBYIOIIMM YITOJTHOMOYEHHBIM (eepabHbIM
OpPraHOM HCIIOJIHUTEIBHOMN BIIACTH.

Cratbsa 34. BkniwouyeHuMe B rocyfapCTBEHHbIN peecTp JieKapCTBEeHHbIX CPeaAcTB U
UCKNIoYeHne u3 rocyaapcTBeHHOro peecTtpa neKapcTBEHHbIX cpeacTs
c¢hapmaueBTUYECKON CyOCTaHLMKU, NPON3BEAEHHOMN ONA peanusauumn
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

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

1. Jns BrIrO4eHUs ¢apMaleBTUYECKONH CyOCTaHIIMKM, TPOU3BEACHHOW JUIA peaju3alid, B
TOCY/IapCTBEHHBIN PEeCTp JIEKAPCTBEHHBIX CPEJICTB, IPOBOJAUTCS IKCIIEPTH3a €€ KaueCTRa.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. DKcrepTH3a KauecTBa yKa3aHHOW B yacTH | HacTosmeil cratbu (hapMarieBTUYeCKOl CyOCTaHIIu,
COCTaBJIEHHE KOMUCCHEN HKCIIEPTOB 3aKJIIOUEHUN IO pe3ysIbTaTaM 3TOM 3KCIIEPTU3bI U UX HAIpPaBJICHUE B
YIIOJTHOMOYEHHBIH (hefepaibHbId  OpraH HCIIOJHUTENFHOW BJIACTH OCYHIECTBISIIOTCS B CPOK, HE
IPEBBIIAIOIINNA IIECTUAECATH pabo4yux JHEH CcO JHS MOJIy4EHMsI SKCIEPTHBIM YUpEKACHUEM
COOTBETCTBYIOLIETO 3a/JaHUSl YIOJHOMOYEHHOTrO (heepasibHOr0 OpraHa MCIOJHUTEIBHON BIACTH H
CJIETYIOIIUX JOKYMEHTOB (CBEJICHUM ):

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

1) cBeseHust 0 JaTe MPENOCTaBICHUS W PETHCTPAIIMOHHOM HOMEpPE JHIICH3MHM Ha MPOU3BOJICTBO
JICKapCTBCHHBIX CPEACTB WJIM CBEIACHHUS O JaTe TMPEJAOCTABICHHUS ¥ PETHCTPAIlMOHHOM HOMeEpe
3aKIIOYCHUST O COOTBETCTBUHM IPOU3BOAMTENS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHHSM  IPABHII
HaJJIeXKAIeld MMPOW3BOJCTBCHHON TMPAKTUKH, BBIAAHHBIX (TIPEIOCTABICHHBIX) YIIOJHOMOYEHHBIM
denepaabHbIM OpPraHOM HCIIOJHUTEIBHON BJIACTH, B ClIydae, €CJIH IPOM3BOJCTBO JIEKAPCTBEHHOTO
cpeacTBa ocyuiectBisieTcs: B Pocculickoit @enepanuu;

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

2) Komusi JIOKYMEHTA, BBIJIAHHOTO YIIOJHOMOYEHHBIM OpPraHOM CTpPaHbl IMPOU3BOJUTENS
JIEKApPCTBEHHOT'O CPEJICTBA W MOATBEPIKIAIOIIETO pa3pelieHue MPOU3BOACTBA JICKAPCTBEHHOTO CPEJICTBA,
U €ro MepeBO/ Ha PYCCKUH SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSIJIKE, & TAK)KE KOMUS 3aKJIIOUSHUS O
COOTBETCTBUHM  MPOU3BOAUTENs JIEKAPCTBEHHBIX CPEIACTB TPeOOBaHHUSAM TMpPaBHJI  HaJyIekKalleu
MIPOU3BOJICTBEHHON MPAKTUKH, BBIJJTAHHOTO YIIOJHOMOUYEHHBIM (helepaibHbIM OPTaHOM HCITOJTHUTEIbHON
BIIACTH, JIMOO KOMHUS PEUICHHs YIOJIHOMOYEHHOTO (elepallbHOTO OpraHa HCIOTHUTEIBHOM BIACTH O
MPOBEACHUN HWHCIIEKTUPOBAHUS TPOU3BOAUTEINS JICKAPCTBEHHOTO CPEACTBA. YKa3aHHBIE JOKYMEHTHI
MPEACTABISIIOTCA B Ciy4yae, €CIM IPOM3BOJACTBO JIEKAPCTBEHHOTO CPEACTBA OCYIIECTBIsETCS 3a
npeaenamu Poccniickoit denepanuu;

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

3) IOKYMEHT, COZIEp KAl CIeAYIONINE CBEICHUsI O (DapMalleBTHUECKOM CyOCTaHITUU:
a) HaUMEeHOBaHMe (apMaleBTUUECKON CYOCTaHINH, €€ CTPYKTypa, o0II1e CBOUCTBA,
0) HauMEHOBAaHME U a/IpeC MPOU3BOAUTENS;

B) TEXHOJOTHUsI IPOU3BOJACTBA C ONMKMCAHUEM CTAJAMM MPOU3BOACTBA M METOAOB KOHTPOJISI HAa BCEX
CTaJusX MPOU3BOJCTBA;

1") OIIMCaHHC pa3pa60TK1/1 Iponecca nponu3BOACTBA,

J1) ONHCaHWE KOHTPOJS KPUTUYECKUX CTaAuil IMpolecca MNPOU3BOACTBA U IPOMEXKYTOUHOM
IPOIYKIHN;

€) TOKyMEHTaJbHOE MOATBEPKIeHUE (BaTUAALINS) TPOLIECCOB U (MJIM) UX OIICHKA;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

K) CBOMCTBA M CTPYKTYpa JCHCTBYIOIIUX BEIICCTB;
3) XapaKTepUCTHKA MPUMECEH;
1) cnernudukanus Ha (apMaleBTHUECKYI0 CyOCTaHIIUIO M €€ 000CHOBAHME;

K) aHaJUTHYECKUE METOJMKH, WCIOIb3yeMble TIPH OCYIIECTBICHUM KOHTPOJIA KadecTBa
(hapMmareBTHUeCKON CyOCTaHITUY;

J) NOKYMEHTaJbHOE MOATBEpPXKIACHUE (BaTUAALMS) aHATUTUYECKUX METOAMK, MCIOJIb3YEMbIX MPHU
OCYILIECTBICHUH KOHTPOJISl KauecTBa (papMalieBTUYECKON CyOCTaHINY;

M) pe3yJIbTaThl aHAIH3a CepUil (hapMaIleBTHUECKON CYyOCTaHIINN;

H) MepeueHb CTaHAAPTHBIX 00pPa3llOB WM BEIIECTB, UCIOIb3yEMbIX IIPU OCYIIECTBICHUH KOHTPOJIS
Ka4yecTBa,

0) OIMCaHME XaPaKTEPUCTUK U CBOMCTB YIAaKOBOYHBIX MaT€pPHAJIOB U YKYIIOPOUHBIX CPE/CTB;
1) JaHHBIE O CTAOMIIBHOCTH (hapMaleBTHUECKOW CyOCTaHIINY;
P) CPOK T'OJTHOCTH;

4) TOKYMEHT, COJIepKAIINil CBEICHUsI O PETUCTPAILIMU TTPOU3BOAUTENS JICKAPCTBEHHBIX CPEJCTB IS
MEIUIIMHCKOTO MPUMEHEHUS! B Ka4eCTBE HAJIOTOIIATENbIINKA B CTPaHE PETUCTpAalMU (ISl POCCHUICKUX
IOPUANYECKUX JIUI - WICHTU(UKANUOHHBIA HOMep Hamororuiarensimuka (MHH), ams wHOCTpaHHBIX
FOPUJIMYECKUX JIUI] - CTPaHA PErUCTPALIMK, HAMMEHOBAHUE PETHUCTPUPYIOIIETO OpraHa, PerucTpaluOHHbIN
HOMED, KOJI HAJIOTOTUIATENbIIMKA B CTPAHE PErucTpaluu (MHKOPIOPAIIUN) UIH €T0 aHaJIOT).

(. 4 BBenneH PenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)
(dactp 2 B pen. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jlna mpoBeneHus DOKCIEPTH3bl KadyecTBa YKAa3aHHOM B 4YacTH | HacToslmled CTaTbu
(apmaleBTUUECKON CyOCTaHIIMM 3asBUTENb MPEJCTABIAECT B YIOJHOMOYEHHBIH (enepanbHblii oprax
VCIIOJTHUTENIBHOU BIIACTH:

1) 3asBneHME O BKJIIOUYEHHH B TOCYAApPCTBEHHBI peecTp JIEKapCTBEHHBIX CPEICTB JTaHHOU
(bapMarieBTHUECKON CyOCTaHIIUH;

2) Komus JTOKyMEHTa, MOATBEP:KJIAIOILIEro yIlaTy rocyJapCTBEHHOM MOLUIMHBI 32 BKJIIOYEHHUE B
rOCYJJapCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEACTB (apMalleBTUYECKOH CyOCTaHIIMM, NMPOU3BEICHHOU
UIg  peanu3alnuu, JU0O0 MO COOCTBEHHOM MHHMIMATHBE YKa3aHHbIM JOKyMeHT. B ciydae ero
HEMpe/ACTaBICHUS 3asBUTEJIEM YIOJHOMOUYEHHBINH (enepanbHblii OpraH HCHOJHHUTENBHON BIacTU
npoBepsieT (akT yIiaThl TOCYJapCTBEHHON MONUIMHBI 3asiBUTENIEM C HCIOJIb30BaHUEM HH(popmanuu 06
yIjiaTe ToCyJapCTBEHHOM MONLIMHBI, cofepxaiieiics B ['ocynapcTBeHHON MH(OPMAIIMOHHON cUCTEME O
roCyaJapCTBEHHBIX WU MYHHIUIIAJIBHBIX IJIATCXKaX, HAa OCHOBAaHHUU Hpe)ICTaBHeHHOﬁ 3a4ABUTCIIEM KOIINU
JOKYMEHTA, MOATBEPHKAAIOIIErO YIUIATy FOCY1apCTBEHHON MOIIINHBI;

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

3) JOKYMCHTEI, YKA3aHHBIC B HaCTU 2 HaCTOsIIIeH CTaTbu,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

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

4) 3asBIeHHE O BbIJaye paspelieHus Ha BBO3 B Poccuiickyro depepannio KOHKPETHOW MapTHU
HE3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOTO CPEACTBA, IPEJHA3HAYCHHOI'O Ul IPOBEICHMS yKa3aHHOU
JKCIIEPTU3BI.

(1. 4 BBennen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3.1. B cnywyae HempeaCTaBIE€HMsI C 3asiBJIEHUEM O BKJIOYEHMM B TOCYJAapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CpPEACTB (apMaleBTUUECKOW CYOCTAaHIMM JOKYMEHTOB, HOJATBEPXKIAIOUIMX YIUIATY
roCy/1apCTBEHHOM IMOIIJIMHBI U YKa3aHHBIX B IYHKTE 2 4acTH 3 HACTOSIIEH CTaTbU, a TAK)KE BbIIaBAEMBbIX
(mpenocTaBiIsieMbIX) — YIOJIHOMOYEHHBIMH  (pellepalbHbIMM  OpraHaMH  HCIOJHUTEJIBHOW  BJIACTH
JOKYMEHTOB (CBEIIEHHI), YKa3aHHBIX B IyHKTax | W 2 4acTu 2 HACTOSIIEH CTAaThH, YIOJIHOMOYEHHBIN
(benepanbHbIi OpraH MCIOJHUTEIbHON BJIACTH 3alpallliBaeT YKa3aHHblE JOKYMEHTHl (CBEIEHHUs) B
MOPSAJIKE MEXBETOMCTBEHHOTO MH(POPMALIMOHHOTO B3aUMOICHCTBUSI.

(uacts 3.1 BBenena @enepasibHbIM 3aKOHOM OT 27.12.2019 N 478-D3)

4. B TeueHue necatu pabouux JHEH cO JHSA NPUHATHUS 3a8BJICHUS O BKJIIIOUEHUHU YKa3aHHOM B 4acTu
1 nacrosamei crateu (papmaneBTUUYECKON CYyOCTaHLMU B TOCYAAPCTBEHHBIM pPEecTp JIEKapCTBEHHBIX
CPEICTB M JIOKYMEHTOB, TMEPEYMCICHHBIX B YacTH | M MyHKTe 2 4YacTu 3 HACTOAIIECH CTaThH,
YIIOJIHOMOYEHHBIN (eiepaabHblil OpraH UCIOJHUTENBHOM BIACTH:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) mpOBOJUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH JTAHHBIX, COACPIKAIIMXCS B IMPEICTABICHHBIX
3asiBUTEIIEM JIOKYMCHTAX
(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHUMAET pEUICHHE O HANpaBICHUM B SKCIEPTHOE YUPEXKJIECHUE 3a/laHusl Ha IpPOBEJIECHUE
HKCHEPTHU3bl KauecTBa yKa3aHHOM B 4acTH | HacTosIel ctaTby papMaleBTUYecKol cyOCTaHIIMU UiIH 00
OTKa3e B TAKOM HallpaBJICHUU;

3) yBeOOMIISIET B JEKTPOHHON WM MUCbMEHHOHN (hopMe 3asBUTENSI O MPUHATOM PEIICHUH WIH B
Cilydyae OTKa3a ¢ yKa3aHHeM MPUYMH TaKoro OTKa3a.
(B pen. @exnepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnydae BBISBICHUS HEIOCTOBEPHOCTU CBEACHMUM, COJEPXKALIUXCA B IPEACTABICHHBIX
3asBUTEJIEM MaTepHajax, yIOJHOMOUYEHHBIN (erepaiabHbIil OpraH MCIOJHUTEIbHON BIACTH HANpaBisieT
3asBUTENIIO0 3alpoc 00 YTOYHEHWU YKA3aHHBIX CBeACHHWM. JlaHHBIM 3ampoc MoOXKeT OBITh TNepenaH
YIIOJIJHOMOYEHHOMY IIPEACTABUTEINIO 3asABUTENS JIMYHO IOJ PACIUCKY, HAIPaBJICH IO IOYTE 3aKa3HbIM
MMCBMOM WJIH TIE€pPEeIaH B DJIEKTPOHHOHN (hopMe Mo TeJIeKOMMYHHMKAI[MOHHBIM KaHaiaMm cBsizu. B ciydae
HaIlpaBJICHUs JAHHOIO 3aIlpoca IO MOYTE 3aKa3HbIM IIMCbMOM OH CYUTACTCS IOJIYYEHHBIM 10 UCTEYEHUU
LIECTH JHEW C 1aThl HAPABIICHUS 3aKa3HOTO MTUCHMA.

(uacts 4.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 25.11.2013 N 317-®3)

4.2. 3agButens 00s3aH MPEACTaBUTH OTBET Ha 3alpoc YIMOJIHOMOUYEHHOTo (eaepanbHOro opraHa
UCTIOJHUTEJIBHOW BJIACTU B CPOK, HE MPEBBIMIAIOUINNA JeBSHOCTa pabouux THEW cO THS TOy4eHHs
naHHOro 3ampoca. Cpok, YKa3aHHbIM B 4acTH 4 HACTOAIIEH CTaTbH, NPUOCTAHABIMBAETCS CO JIHA
HaNpaBJICHUs 3aBUTEIIO 3aIpOca YIIOJIHOMOYEHHOTO (peiepanibHOro OpraHa UCIOJIHUTENbHON BIACTH 10
AHA TMOJIYYCHHSA UM OTBETA HaA JIaHHBIﬁ 3anpocC U HE YUYHUTBIBACTCA IPU HUCUHUCIICHUU CPOKa SKCIICPTU3BL
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

KauecTBa (hapMalleBTUUECKONH CyOCTaHIMM, HEHUCIOJIb3yeMONM IMpH MPOU3BOJCTBE JEKAPCTBEHHBIX
IIpenapaToB.
(dactp 4.2 BBeaeHa denepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMEM JUIsd OTKa3a B HAIIPABJICHUM B 3KCIIEPTHOE YUPEXKACHUE 3aJaHMs Ha IIPOBEICHUE
HKCHEpPTU3bl KauecTBa YyKa3aHHOM B uacTu 1 HacTosmed craTbu (apMaleBTUYECKOH cyOcTaHIMU
SBJIAETCS HENPEJCTABICHUE JOKYMEHTOB, YKa3aHHbIX B YacTM 2 HAcTOSIIEW CTaTbU, OTCYTCTBUE
uHbopMaluy, MOATBEpXKAAOLWEH (akT ymiarel TOCYJapCTBEHHON MOIUIMHBI 3@  BKJIIOYEHHE
(bapMarieBTHUECKONH CyOCTaHIIMHM, TPOU3BEICHHON JUIS peanu3alii, B TOCYJapCTBEHHBINH peecTp
JIEKapCTBEHHBIX CPEJCTB, HENPEACTABICHUE 3asIBUTEJIEM B YCTAHOBJICHHBIN CPOK OTBETA HA YKA3aHHBIN B
yacTy 4.1 HacTOSIIEH CTaThU 3alPOC YIOJTHOMOUYEHHOTO (peepanibHOro OpraHa UCIOJIHUTEIbHON BIaCTH
WIN IPEACTaBICHNE IOKyMEHTOB, HE COJIEPKAILUX NCUEPIBIBAIOIIEIO IIEpeUHsl HEOOXOIUMBIX CBEACHUH.
(uactb 5 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Tedenue mnsATHamUATH pPabOYMX JHEH CO JHS TOJIyYEHHs] PEHICHHS YIOJIHOMOUYEHHOTO
(denepanbHOro OpraHa WCIOJHUTEIBHON BIACTH O HAIIPABIICHUU B DKCIEPTHOE YUPESKICHUE 3aTaHMs Ha
MPOBEJICHUE DKCIEPTH3bl KAuecTBa YKa3aHHOW B 4acTh | HacTosiied craTh (apMarieBTUYCCKON
CyOCTaHIIMH 3asBUTENb MPEACTABIISET B IKCIEPTHOE YUPEIKIACHHUE ISl IIPOBEACHUS JTAHHOU SKCIICPTH3BI
00pasibl (hapMaleBTHUECKOW CYOCTaHIIMKM B KOJMYECTBE, HEOOXOMMOM JUIsS BOCIIPOU3BEICHUS METOJIOB
KOHTPOJISl KadecTBa. ODKCIEPTHOE YUPEXKJCHHWE NPH TOJy4deHUH OOpas3loB yKa3aHHOW B dacTu |
HACTOSIIEH cTaThl (hapMaleBTHUECKOW CYOCTAHIIUU BBIIACT 3asBHTEIIO JOKYMEHT, IOATBEPKIAONIHNA
MOJIyYeHUE 3THX OOpa3IoB, WU B CPOK, HE TMPEBBIMAIONMN TpeX pabodymx [JHEH, YBEIOMIISICT B
AJIGKTPOHHOW WMJIM MUCBbMEHHOW ¢dopMe 00 93TOM  YyINOJHOMOYCHHBIH (enepaibHblii  OopraH
WCIIOJTHUTEIIEHOM BJIACTH. DTH CPOKHU HE BKIIFOYAIOTCS B CPOK MPOBEICHUS JAHHON SKCIICPTH3HI.

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

7. JJOKyMEHTBI, MOCTYNHUBIINE B 3KCIEPTHOE YUPEXKACHUE JUIsI IPOBEIACHUS IKCIEPTU3bl KayecTBa
yKa3aHHOH B yactu 1 Hacrosmed crtarbu ¢apMaleBTUYECKOH CyOCTaHIMM, MOAJIEKAT BO3BpaTy B
YIOJHOMOYEHHBIN (eiepalibHbIil OpraH MCIOJIHUTEIbHOW BIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMHU IO
pe3yJibTaTaM MPOBEACHHON 3KCIIEPTU3HI.

8. B cpok, He MpeBBINAIIMNA TSATH padOUYMX THEW CO JIHS TOJIYYCHHS 3aKIIOUEHUS KOMHUCCHUU
JKCIEPTOB MO pe3ylbTaTaM »dKCHEPTU3bl KauyecTBa YKa3aHHOM B 4acTh | Hacrosuied CcraTtbu
(hapmareBTUUeCKO CyOCTaHIH, YITIOJTHOMOYEHHBIN (efiepabHbIN OpraH UCTIOJHUTEILHON BIACTH:

1) ocymiecTBIsieT OLIEHKY TaKOTO 3aKIIOYEHHS MJs ONpEAeNCHHS ero COOTBETCTBUS 3a/IaHUI0 Ha
MPOBEJICHUE JAaHHON SKCIIEPTHU3HI;

2) mpUHUMAET pellieHre O BKIFOUYEHNUHU yKa3aHHOW B yacTu | HacTosIel cTaThu apMaleBTUIECKOM
CyOCTaHIIMM B TOCYAAPCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEACTB WM pelieHHe 00 OTKa3e B TaKOM
BKJIFOUCHUU;

3) BHOCUT MpH TPUHITHH PEIICHUS O BKIIOYCHUHM YKAa3aHHOW B YacTH | HacToAmEeH CTaThbu
¢dapmarieBTHUECKOH ~ CyOCTaHIIMM B TOCYHApCTBEHHBIH  peecTp  JIEKapCTBEHHBIX  CPEICTB
MPEeyCMOTPEHHYIO YacThio 2 cTaThu 33 HacTosmero denepaibHOTO 3aKOHA HHGOPMAIUIO U YBEIOMIISIET
00 3TOM B 3JIEKTPOHHOM MJIM MUCEMEHHOM (popme 3asBUTENS.

(B pen. deaepanbhbIx 3aK0HOB OT 22.12.2014 N 429-D3, o1 27.12.2019 N 462-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

9. OchHoBaHMeM Jisi OTKa3a BO BKIIYEHHWM YKAa3aHHOM B dYacTu | HacTosimied CTaTbu
(dapmaleBTHUECKON CYOCTaHIIMM B TOCYAAPCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEICTB SBISICTCS
3aKJII0OYEHHNE COOTBETCTBYIOIIECTO YIOJHOMOYEHHOTO (peepaabHOTO OpraHa MCIOJHUTEIHHOW BIIACTH O
TOM, YTO KaueCTBO (papMaIieBTUIECKON CyOCTaHIIMK HE TIOITBEPIKICHO MOTYICHHBIMH JTAHHBIMU.

(gactp 9 BBenena denepabHbIM 3aK0HOM OT 22.10.2014 N 313-D3; B pen. deaepaabHOrO 3aKOHA OT
04.06.2018 N 140-®3)

10. He pnomyckaeTrcsi BKJIIOUEHHE B TOCYJApPCTBEHHBIM pEECTp JIEKAPCTBEHHBIX CPEIACTB OJHOMN
(bapmalneBTHUECKON CyOCTaHIIMH, MMPOU3BEACHHON /Il peau3allid U BBHITYCKAEMOH OJHUM H TEM XKe
MIPOM3BOIUTENIEM, B BUJE IBYX U O0Jiee peecTPOBBIX 3aIMCEH.

(uactpb 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

11. BHecenue u3MeHeHUN B IOKyMEHTHI Ha (apMalleBTUYECKYIO CyOCTaHIINIO, TPOU3BEICHHYIO IS
peanu3alui U BKJIIOYEHHYIO B TOCYAApCTBEHHBIM peecTp JIEKApCTBEHHBIX CPEACTB, OCYIIECTBIISIETCS B
nopsake, ycraHoBieHHOM cTathsiMu 30 u 31 Hacrosmero ®denepanbHOro 3akoHa, € YILIATOM
roCyJIapCTBEHHOM MOLUIMHBI, TPEAYCMOTPEHHOM 3aKOHOAATENBCTBOM Pocculickoit denepanuu 0 Hajorax
u cOopax.

(dactb 11 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

12. lonyckaercs oOparieHue GpapManeBTHIeCKX cyOCTaHIIMi, TPOM3BEICHHBIX JJIsl peau3alui, B
TEUEHUE CTa BOCHBMHUJIECATH THEH 10 W TOCJE MPUHATUS YIMOJIHOMOYECHHBIM (eepalbHbIM OpraHOM
WCIIOJIHUTENILHOM BJIACTH pEIIEHUS O BHECEHWHW HU3MEHEHUH B JOKYMEHTHl Ha (hapMaleBTHUUYECKYIO
CyOCTaHIIMIO, TPOU3BEACHHYIO JUIsI pealu3allid W BKIIOYEHHYIO B TOCYJApCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEJICTB.

(dactb 12 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

13. Pemenue 00 WCKIIOYEHUH W3 TOCYJApCTBEHHOTO peEecTpa JIEKApCTBEHHBIX CPEJCTB
(dhapmareBTUUeCKO CyOCTaHIIUM, TMPOU3BEACHHOW [JIs pealn3alliy, MPUHUMAETCS YIOJIHOMOYECHHBIM
benepanbHBIM OPraHOM UCTIOTHUTENHHOM BIACTH B CIyYae:

1) mpencraBiaeHHs] COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (e/iepaibHbIM OPTaHOM MCIOJIHUTEIbHON
BJIACTH 3aKJIIOYEHUS O PUCKE WM 00 Yrpose >KU3HU WIN 3]I0pPOBbIO UYelIOBeKa JHMOO >KUBOTHOTO NPHU
WCIOJIb30BAHNU JIEKAPCTBEHHOT'O CPENCTBA;

2) nogadun p33pa60T‘-II/IKOM JICKAPCTBCHHOT'O CpCACTBAa WM TPOU3BOAUTCIIEM JICKAPCTBECHHOT'O
cpeacTBa oo YIIOJIHOMOYCHHBIM HMHU APYTHUM HOPHUIWYCCKHUM JIUMIOM 3asABJICHUS 00 HCKIIFOUCHHH W3
rocyaapCTBEHHOT'O peeCTpa JICKAPCTBCHHBIX CPEACTB (I)apMaLICBTI/I"IeCKOI\/'I CY6CT8.HI_[I/II/I, HpOHSBCI[GHHOfI
A peain3aiuun;

3) oTcyTcTBUs (hapMalleBTHUECKON CyOCTaHIIMU, MPOU3BEACHHOM sl pealiu3alii, B 0OpaIieHuy B
Poccutiickoit deneparuu B TeUeHHE TPEX U OOJIEE JIET.
(uacth 13 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

CraTtba 35. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PegepanbHbiv 3aKOoH oT 22.12.2014
N 429-®3.

Cratba 36. OOxanoBaHue peweHUss o060 oOTKase B Bblgaye paspelleHuss Ha
npoBeAeHMEe KIIMHUYECKOro MuccrneaoBaHUSA JEeKapCTBEHHOro npenapara, peweHusi o6
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

OoTKase B roCcyQapCTBEHHOW perncTtpauMm rneKkapcTBEeHHOro npenapara, 3aKnuYeHus
KOMUCCUUN IKCNEPTOB IKCMNEepPTHOro yvypexaneHnsa Unun 3aknr4veHns coeeta no 3Tuke
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Perienrie COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (hefiepaibHOr0 OpraHa MCHOJIHUTEIbHOW BiacTu
00 OTKa3e B BbIayYe pa3pelIeHUs] Ha MNPOBEACHUE KIMHUYECKOTO HCCIICAOBAHUS JIEKAPCTBEHHOTO
mpernapaTa, pelIeHHe YKa3aHHOTO (enepaibHOro opraHa HWCHOJHUTENBHON BIIACTH 00 OTKa3e B
rOCYZAapCTBEHHOM pETUCTpaluy JIEKAPCTBEHHOI'O IIperapara, 3akKIOYeHUEe KOMMCCHUHM JKCIIEPTOB
AKCIIEPTHOTO YUPEXKACHUS WIHM 3aKIOUYEHHE COBETa MO ITHUKE MOXKET ObITh 00’KaJlOBaHO B IMOPSJIKE,
YCTAaHOBJIEHHOM 3akoHoJaTenbcTBOM Poccuiickoit ®enepaunu. 3akiarodeHHE KOMMCCHU OJKCIIEPTOB
9KCIEPTHOIO YUYPEXKJICHHS O B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOIO
IIPUMEHEHHUS JTUOO O TOM, UTO JIEKAPCTBEHHBIN IMpernapaT A MEAULMHCKOrO NMPUMEHEHMS HE SIBJIIETCS
B3alIMO3aMEHSEMbIM, MOXET OBITh O00XAallOBAaHO JepXaTelieM WIW BIaJelblleM PErucTPalMOHHOTO
YIOCTOBEPEHUS JICKQPCTBEHHOTO Tpernapara B yIOJIHOMOUYSHHBIN (helepaibHblii OPraH WCIOJHUTEIILHOM
BJIACTH, KOTOPBIN MPHUBJIEKAET K PACCMOTPEHHUIO YKAa3aHHOW >KanoObl MOABEIOMCTBEHHBIC €My Hay4yHbIE
OpraHu3alii ¥ O0pa3oBaTeJbHBIC OpPTraHU3alMM  BBICHIETO  OOpa30BaHHUS, OCYIIECTBIISIOLINE
NesTeNbHOCTh B cdepe oOpallleHusi JEKapCTBEHHBIX CPEACTB. 3aKIIOYEHHE KOMHCCHHM SKCIIEPTOB
SKCIIEPTHOIO YUPEXKJEHHUs, OQPOPMIIEHHOE II0 HTOraM IepecMoTpa O0XKaJOBAaHHOIO 3aKIHOUYECHMUS
JKCIIEPTa, MOKET OBITH OCIIOPEHO JAepiKaTeleM WM BIAJENbIEM PErHCTPAIMOHHOTO YJOCTOBEPECHHUS
JIEKapCTBEHHOI'0 Ipernapara Jau00 YHNOJHOMOYEHHBIM HMMH JIMIOM B IOPSAJKE, YCTAaHOBJIEHHOM
3akoHoAarenbCcTBOM Poccuiickoit @enepanmu. Ilpu o0XxaloBaHUM pEIICHUS YIOJIHOMOYEHHOTO
(benepanbHOrO OpraHa HCIOJHUTENBFHONW BIIACTH, 3aKIIOUEHHS SKCIEpTa WM KOMUCCHH SKCIEPTOB
9KCIEPTHOTO YUPEKACHUS, 3aKIOUYEHUsI COBETA 10 3THKE JEPKATeb WU BiaJeliel] PeruCTPallMOHHOTO
YIOCTOBEPEHUS JIEKApCTBEHHOTO Ipernapara 100 YIOJIHOMOYEHHOE HMMH JIMIIO BIIpaBe MPEACTABUTH
pe3yabTaThl SKCHEPTHU3bl JIEKAPCTBEHHOTO Mpernapara, MPOTOKOIbl MOIYYEHHBIX AKKPEAUTOBAHHBIMU
UCHBITaTEIbHBIMU JIA0OPATOPUSAMU (LIEHTPaMH) PE3yIbTaTOB UCCIIEIOBAaHUH, UCIIBITAHUH.
(B pen. @enepanbHOro 3akona ot 27.12.2019 N 475-03)

Cratba 37. WHdopmaumsa, cBA3aHHaA C OCYLWECTBIEHWMEM TrOCyAapCTBEHHOW
perncTtpauum neKkapCTBEeHHbIX MnpenapaTtoB, WHoOpMauus O 3aperucTpupoBaHHbIX
neKapCcTBEHHbIX npenapatax W JleKapCTBEeHHbIX Mpenaparax, WCK/YEHHbIX U3
rocyaapcTBeHHOro peecTpa fiekapCcTBeHHbIX CpeaAcTB

1. CooTBeTCTBYIOUINI YITOJIHOMOUYEHHBIN (heiepaabHblii OpraH UCIIOJHUTEIbHON BIACTH pa3MellaeT
Ha cBoeM oduimanbHoM caiite B cetH "HHTepHeTr" uH(pOpManMio, CBSI3aHHYIO C OCYIIECTBICHUEM
rOCYAapCTBEHHOM pPETUCTpaluy JIEKAPCTBEHHBIX IPENAapaToB, B TOM YHCIE MPOBEACHUEM SKCIEPTU3bI
JIEKapCTBEHHBIX CPECTB (BKJIIOYAsi Pe3yibTaThl €€ MPOBEACHUS), MHYOPMAIMIO O 3apErHCTPUPOBAHHBIX
JIEKAPCTBEHHBIX IIpernaparax W JEKapCTBEHHBIX MperapaTax, HCKIYEHHBIX W3 TOCYIapCTBEHHOI'O
peecTpa JEKapCTBEHHBIX CPEJICTB, HE IMO3JHEE 4YeM dYepe3 MATh pabouyux THEH co JHS MOJy4YeHHUs
YIOJTHOMOYEHHBIM (e/IepaibHbIM OPTaHOM HCIIOTHUTEILHOM BIACTH COOTBETCTBYIOIIEH HH(pOpMALIUH.
(B pen. deaepanibHbIX 3aKk0HOB OT 22.12.2014 N 429-03, ot 02.08.2019 N 297-D3)

2. Cpoku W TOpAIOK pa3MelleHHs YyKa3aHHOW B yacTu | Hacrosuied crtatbu HHQPOpMAIUN
yCTaHABJIMBAIOTCS YINOJIHOMOYEHHBIM (hefiepalibHbIM OpPraHOM HCIOJHUTENbHON BnacTH. MHpopmarus,
yKa3aHHas B 4acTU | HACTOSIIEH CTaThH, SBISETCS OTKPHITOW M OOIIETOCTYITHOW W TPEAOCTaBIIACTCS
3aMHTEPECOBAHHBIM JIMI[aM B COOTBETCTBUH C 3aKOHOaTeNbCTBOM Poccuiickoit denepanuu.

(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)
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?;ipﬁ'le‘f:';gbivz' 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

Mnaea 7. KNMMHUWYECKUE UCCJIEAOBAHUA JIEKAPCTBEHHbDIX
NPEMAPATOB ANA MEAWUWHCKOIO NPUMEHEHUA, AOTOBOP
Ob UX NMPOBEAEHUW, NMPABA NALUMEHTOB, YYACTBYIOLLUX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHuMuyeckme wuccnenoBaHMs neKapCTBEeHHbLIX npenapaTtoB AnA
MeAULIMHCKOro NnpMmMmeHeHus

1. Kiiuaudeckue ucciaeToBaHUs JIGKAPCTBEHHBIX MPENapaToB Ui MEIUIIMHCKOTO MPUMEHEHHS, B
TOM YHCIIE MEKIYHAPOIHBIE MHOTOIICHTPOBBIC, MHOTOIICHTPOBBIE, TOCTPETUCTPAIIMOHHBIE, TPOBOISATCS B
OJTHOM MM HECKOJBKHX MEIUIMHCKHX OPTaHM3AIMSIX B COOTBETCTBHH C TPaBUJIAMH HaJJICKAIICH
KIIMHUYECKOW TIPAKTUKHU, YTBEPKICHHBIMU YIIOJTHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIIOJHUTEIbHON
BJIACTH, COOTBETCTBEHHO B CIICAYIOUIHNX IIEIISAX:
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1) yctanoBieHue 0€30MaCHOCTH JIEKAPCTBEHHBIX MIPEMapaToB JJIsl 3JI0POBBIX TOOPOBOJIBIIEB U (UITH)
MEPEHOCUMOCTH UX 3J0POBBIMH 1I00POBOJIBIIAMHY, 33 UCKIIOYEHHEM TaKUX MCCIEAOBAHUM JIEKapCTBEHHBIX
MpenaparoB, MPOU3BEICHHBIX 3a npeaenamu Poccuiickon denepannu;

2) HOI[60p OINITUMAJIBHBIX TO3UPOBOK JICKAPCTBECHHOI'O IIPCIIapaTa U KypcCa JICYCHHUA JIA MAlUCHTOB
C OIpCaACJICHHBIM 3a6OJI€BaHI/IeM, OIITUMAJIBHBIX 03 MW CXCM BaKIHMHAIIUKN I/IMMYHO6HOJIOFI/I‘I€CKI/IMI/I
JICKaApCTBCHHBLIMMU IIpCIIapaTaMu 310POBbIX I[O6p0BOJ'IBLIeB;

3) ycranoBieHue 0€30MaCHOCTH JIEKApCTBEHHOTO Tpenapara u ero 3(h()EeKTUBHOCTHU IS MAIIEHTOB
C ompeaencHHbIM 3a0oneBaHueM, mpodumakTudeckoir SHPEKTUBHOCTH HUMMYHOOMOIOTHYECKIX
JICKapCTBCHHBIX MPENapaToB JIJIs 3JJ0POBBIX IOOPOBOJIBIIEB;

4) n3ydyeHue BO3MOXHOCTH PaCIIMPEHUs NOKa3aHUN JUIl MEAMIIMHCKOTO NMPUMEHEHUS U BBISBICHUS
paHee HEM3BECTHBIX MOOOYHBIX JEHCTBUI 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

2. B oTHOIICHUN BOCIIPOU3BCACHHBIX JICKAPCTBCHHLIX MPCIIapaTOB MJIA MEAUILIMHCKOTO TPUMCEHCHUSA
IMPOBOAATCA HCCICOOBAHHUA OMOSKBUBAJICHTHOCTH H (I/IJ'H/I) TepaHeBTH‘IGCKOﬁ OKBUBAJICHTHOCTHU B
NnopsaaKe, YCTAaHOBJICHHOM YITOJTHOMOYCHHBIM (I)e,[[epaJ'IBHBIM OpraHomMm HCIIOJIHUTEIbHOMN BIACTH.

3. OpraHmaumo MPOBCACHUA KIMHHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ JICKAPCTBCHHOT'O IIpf€riapara IJid
MCIUIUHCKOTI'O IPUMCHCHUS BIIPABC OCYIICCTBIIATD:

1) pa3paboTuuK JeKapCTBEHHOTO Mpernapara Wik yIOoJIHOMOYEHHOE UM JIUIIO;

2) oOpazoBaTenbHbIE OpraHU3alMd BhICHIET0 OOpa30BaHUS, OpPraHMU3ALUU JIOMOJHUTEILHOTO
PO eCCHOHAIIBHOTO 00pa30BaHU;
(m. 2 B pen. @enepanbHoro 3akona ot 02.07.2013 N 185-D3)

3) Hay4HO-UCCIIEA0BATENBCKUE OPraHU3alHH.

4. KimHU4YecKne HCCIICAOBAaHUA JICKAPCTBCHHOTO IIpfrapara s MCEAUIUHCKOTO TPHUMCHCHUA
IMPOBOAATCA Ha OCHOBAaHWH pa3pCHICHUSA HAa MPOBCACHUC KIIMHHUYCCKOI'0 HMCCICIOBAHUA JICKAPCTBEHHOT'O
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Ipernapara, BbIIAHHOTO  YIOJIHOMOYEHHBIM (hefepajibHbIM OpPraHOM  HCIOJHMUTENbHOM  BIACTH.
YTOIHOMOYEHHBIH (eepaabHbIil OpraH HCIOIHUTEIHHON BIACTH BEICT PEECTP BBLIAHHBIX pa3pelIeHui
Ha MPOBEICHNE KIMHUYECKHUX MCCIENOBAaHUM JIEKAPCTBEHHOIO Iperapara, CoAEpKalllui yKa3aHue Ha UX
L(EJIb WM LIEJIN, B YCTAHOBJIICHHOM 3TUM OPraHOM IIOPsIJIKE.

(B pen. deaepanbhbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

5. Yrpatun cuny ¢ 1 utons 2015 roxa. - @enepanbHbiii 3akoH oT 22.12.2014 N 429-D3.

6. K opranmsanuu npoBeleHHs] KIMHUYECKUX HCCICAOBAaHUM JIEKApCTBEHHOIO Ipernapara is
MEIUIMHCKOTO TIPUMEHEHHUs1 pa3pabOTYMKOM JIEKAPCTBEHHOTO Tpenapara MOTYT TPHBIEKATHCS
IOpUANYECKUE JIMIa JI000M  OpraHU3alMOHHO-TIPaBOBOM  (OpPMBI  MPH  YCIOBUU  OOECIEUEHHUS
COOTBETCTBHS 3TUX UCCIIEIOBaHUN TpeOOBaHUAM HacTosero denepanrbHOro 3aKoHa.

Koncynsrantllintoc: npumeyanue.

B Hacrosimiee Bpems IEHCTBYIOIIMM 3aKOHOJATEIHCTBOM HE YCTAHOBIICH IOPSIOK aKKpPEIUTALUN
MEIMLUHCKUX OpraHu3aluidi Ha MpaBO MPOBEICHHsS KIMHUYECKHX HCCIIEOBAaHUM JeKapCTBEHHbBIX
npenapatoB Juisi MeaunuHckoro npumeHenus. Jlo 01.01.2021 pelictBoBano IlocraHoBnenue
[IpaButensctBa PO ot 03.09.2010 N 683.

7. KiMHHM4YeCKHe HCCIEeNOBaHUs JIEKAPCTBEHHBIX IPENapaToB Uil MEAUIMHCKOIO IPUMEHEHUs
IPOBOJATCS B MEIUIMHCKUX OpraHu3aluaxX, aKKpPeIUTOBAHHBIX YIIOJIHOMOYEHHBIM (erepaabHbIM
OpraHOM HCIIOJHUTEIBHOW BJIACTU B INOpAJIKE, YyCTaHOBIEHHOM IlIpaBurensctBoM Pocculickon
®Oenepanuu.

8. [IlepedyeHp MENUIIMHCKUX OpraHU3AIlMi, WMEIOIIUX TMPaBO MNPOBOIUTH KIMHUYECKUE
UCCIIEIOBaHMs JIEKAPCTBEHHBIX IPENaparoB A MEAMLIMHCKOIO INPHUMEHEHHs, U PEECTp BbIIAHHBIX
paspelieHuii  Ha  IPOBEIACHHE  KIMHUYECKMX  MCCIEAOBAHMW  JIEKAPCTBEHHBIX  IpenapaToB
ONyOJIMKOBBIBAIOTCA M Pa3MEIIAIOTCA  YIMOJTHOMOUYEHHBIM (ellepalbHbIM OpraHOM MCIIOJHUTEIbHON
BJIACTH B YCTAaHOBJICHHOM UM MOpSAKE Ha cBOeM opUIMaIbHOM caiite B cetu "MHTepHeT".

Cratbsa 39. PeweHue o npoBeAeHUN KIIMHUYECKOro UccrnenoBaHUA NeKapCTBEHHOro
npenapara ans MeguUUHCKOro NpuMeHeHus
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Knunnyeckoe wnccneqoBaHUE JIEKApCTBEHHOIO Mperapara Uil MEIUIMHCKOTO INPUMEHEHHUS
IIPOBOJUTCS HAa OCHOBAHWM PA3PEILICHUS HA MPOBEICHUE KIMHUYECKOTO UCCIECAOBAHUS JIEKAPCTBEHHOIO
npernapaTta, BBIJAHHOTO YIOJHOMOYEHHBIM (heiepaJbHbIM OpPraHoOM HCHOJHUTEIBbHOM BIACTU IO
pe3yabTaTaM 3KCHEepPTH3bl JOKYMEHTOB, HEOOXOJMMBIX JUIS TOJIyYEHHs pa3pelieHHs Ha IpOBEAEeHUE
KJIMHAYECKOTO MCCIIEIOBAaHUS JEKAPCTBEHHOIO Ipenapara U 3THYECKON IKCIIEPTU3BL.

2. I[J'I}I MOJIYUYCHUA Pa3pCHICHUA Ha IHMPOBCACHUC KIIMHUYCCKOI'O HCCICAOBAHHA JICKAPCTBCHHOI'O
mnpemnapara ajd MCAUIHUHCKOI'0 IPUMCHCHHA 3aABUTCIIb MMPCACTABIISACT B ynOJ’IHOMO‘—IﬂHHBIfI q)ellepaJIBHLIfI
opran HUCIIOJHUTENILHOM BIIACTH:

1) 3asiBIeHuE O BhIJaue pa3pelieHus: Ha IPOBEIeHHE KIMHUYECKOTO UCCIe0BaHUs JIEKaPCTBEHHOTO
npernapara Juist MEAMIIMHCKOTO TPUMEHEHHUS;
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2) KONWU JTIOKYMEHTOB, MOJATBEPKIAIONIUX YIUIATYy TOCYIApCTBEHHOH IOIUIMHBI 3a TPOBEICHHUE
ATUYECKOH SKCIEPTHU3bI, SKCIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Tperapar ajs MOJYYCHUS
paspelieHrss Ha TPOBEACHUE KIMHUYECKOTO HWCCIEAOBAaHMS JICKAPCTBEHHOTO Iperapara Jiis
MEIWIIMHCKOTO TIPUMEHEHUS, 33 BBIJAYy pPa3pelIeHUs] Ha IMPOBEICHUE KIMHUYECKOTO WCCIIEIOBAHUS
JICKApCTBEHHOTO TpenapaTa JUlsi MEIUIIMHCKOTO PUMEHEHHUS, 332 MPOBEJACHUE DKCIIEPTH3BI JJOKYMEHTOB
Ha JICKAQPCTBEHHBIM TMpemnapar s T[OJIYYCHUS pa3pelieHdss Ha TPOBEACHHE MEXIYHAPOTHOTO
MHOTOILIEHTPOBOTO KJIMHUYECKOTO HCCIIEJOBAaHMS JICKAPCTBEHHOTO Tpenapara Juisi METUIIMHCKOTO
NPUMEHECHHS, 3a BBIJAYy pa3pelieHuss Ha MPOBEICHUE MEXKIYHAPOJAHOTO MHOTOIEHTPOBOTO
KIIMHAYECKOTO HCCJICIOBAHUsI JIEKAPCTBEHHOI'O TMpernapara Uil MEIWIIMHCKOTO TPHUMEHEHHs, 3a
MPOBEJICHUE OSTUYCCKOM DKCIEPTHU3BI, IKCHEPTU3Bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM TNIperapar Jyis
MOJYYCHHST pa3pelieHHss Ha TPOBEICHUE TOCTPErHCTPANMOHHOTO KIMHUYECKOTO HCCIICIOBaHUS
JIEKapCTBCHHOTO TIperapara i MEJAWIIMHCKOTO0 MPUMEHEHHUS, 32 BBIJAYy pa3pelIcHHs] Ha TPOBEIACHHE
MOCTPETHUCTPAIIMOHHOTO KJIMHUYECKOTO HMCCIICOBAHUS JIGKAPCTBEHHOTO Mpernapara JiUlsl MEIUIIMHCKOTO
MIPUMCHCHHS,

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

3) IMPOTOKOJ KIIMHHUYCCKOI'O HCCICAOBAHHA JICKAPCTBCHHOT'O IIpelapara rjid MCEAUIMUHCKOIO
IMPUMCHCHH,

4) OpoIIopy UCCIIeI0BATEIIS;
5) uH(pOpMaIMOHHBIN JIMCTOK NAIIMCHTA,

6) cBenmeHus 00 OmbITe PabOTHI HMCCIEAOBATENCH MO COOTBETCTBYIOIIUM CIEHUATBHOCTAM U UX
OIIBITE PaOOTHI IO IPOBEICHUIO KIIMHUYECKUX UCCIICIOBaHUI;

7) CBCACHUA O MCAOAWINUHCKHUX OpraHu3aluiax, B KOTOPBIX [MPEANOoJaracrcda IMpPOBECACHUC
KJIMHUYECKOT'O HMCCIIEI0OBAHUS JIEKAPCTBEHHOTO TpernapaTa A MEJUIMHCKOTO MpUMEHEHHs (TOJIHOe U
COKpallleHHOE€ HAaUMEHOBaHUS, OpPraHU3allMOHHO-TIpaBOBas (opMa, MECTO HAXOXKJIECHUS M MECTO
OCYILECTBIICHUSI IeATENILHOCTH, Telae(oH, Tenedakc, agpec IEeKTPOHHON MOYTHl KaXI0M MeIUIIMHCKOM
OpraHu3alln);

8) CBCACHUA 0 npeanojaaracMbix CpoKax IMPOBCACHUA KIMHHUYCCKOT'O HCCICAO0BaHUA
JICKApCTBCHHOTO IMperiapaTa JJIis1 MCAUIIUHCKOI'O IPUMCHCHUS

9) KOIIMKO AOOTOBOpa 00513aTEIILHOTO CTpaxoOBaHHU, 3aKIIHOUYCHHOTO B COOTBCTCTBHUU C THUIIOBBIMU
ImpaBuUjIaMn 00513aTeJIBHOTO CTpaxoBaHHid, C YKa3aHHUEM HpGI[GJIBHOﬁ YHUCJICHHOCTHU ITAaIlMCHTOB,
Y4aCTBYIOIIUX B KIIMHAYCECKOM HCCICAOBAHUHN JICKAPCTBCHHOI'O IIpeliapaTra MjiId MCEAULUHCKOTO
MMPUMCHCHUS

10) I/IH(I)OpMaI_II/IIO 0 COCTAaBC JICKAPCTBCHHOTO MpeTiapaTa JJid MCAUIUHCKOTIO MPUMCHCHU A,

11) mOKyMeHT, cOCTaBJIEHHBIH MPOU3BOAUTENEM JIEKAPCTBEHHOIO Mpenapara JJisi MEAUIIMHCKOTO
IIPUMEHEHHSI U COJEpJKAIMM IOKa3aTelan (XapaKTepUCTUKH), a TaKK€ CBEACHMSI O JIEKAPCTBEHHOM
mpenapare il MEIWIHMHCKOTO IPUMEHEHHs, IPOM3BENCHHOM JUI IPOBEACHUS KIMHUYECKUX
HUCCIICTOBAaHUM;

12) cBeneHus o nare MpPeAOCTaBICHHS] U PErMCTPAMOHHOM HOMEpE JIMIIEH3UMH Ha MPOU3BOJACTBO
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[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

JIEKapCTBEHHBIX CPEACTB B Cllydyae, €CIIM IPOU3BOJICTBO JIGKAPCTBEHHOTO IMpenapara OCYIIECTBISIETCS B
Poccuiickoii ®depepanuu, WM CBEACHUS O JaTe IMPEJOCTAaBICHUS W PErUCTPALMOHHOM HOMEPE
3aKJIIOYCHHS O COOTBETCTBHHM NPOM3BOAUTENS JIEKAPCTBEHHOTO IIpermapara TPeOOBaHMSM IIPAaBUI
HaJUICKALEH MPOU3BOJCTBECHHOM IPAKTUKH, IPEIOCTABICHHOIO YIIOJHOMOYEHHBIM OpPraHOM CTPAaHbI
MIPOM3BOAMTEIS JICKAPCTBEHHOT'O ITpernapara.

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

2.1. B cnyuyae HempencTaBlIEHHs C 3asiBICHUEM O BbIau€ pa3pelieHUs Ha MPOBEIACHUE
KJIIMHUYECKOI'0 MCCIIEOBAHMSI JIEKAPCTBEHHOI'O Mpenapara Jiuisi MEIUIUHCKOTO IPUMEHEHHSI JJOKYMEHTOB
(cBeneHuit), MOATBEPKIAONINX YIUIATy TOCYJApPCTBEHHON MONUIMHBI U YKAa3aHHBIX B MYHKTE 2 4acTu 2
HACTOSIIEH CTaThbHM, a TaKKe BBbIJAaBaeMbIX (MPEIOCTABISIEMbIX) YIOJIHOMOYEHHBIMH (eepalbHbIMU
OopraHaM{ HCIIOJTHUTEIIBHOW BJIACTH JIOKYMEHTOB (CBEJEHUWI), yKa3aHHBIX B IyHKTe 12 dYactm 2
HACTOSIIEH CTaThH, YMOJHOMOUYEHHBIN (penepanbHblii OpraH HCIOJHUTEIBHON BIACTH 3alpalldBaeT
yKa3aHHbIE  JOKYMEHThl  (CBEICHHs) B  IMOPAAKE  MEXKBEJIOMCTBEHHOT0  HMH()OPMAILIMOHHOTO
B3aUMO/ICHCTBUS.

(uactsb 2.1 BBenena @enepasibHbIM 3aKOHOM OT 27.12.2019 N 478-D3)

3. B cpok, He mpeBBIIAIOMINNA MATH PadOYnX JHEH CO JHS MPUHATHUS YKA3aHHOTO B IyHKTE | 4acTu
2 HACTOSIIEW CTAaThU 3asiBIICHUS U HEOOXOAMMBIX JTOKYMEHTOB, YIIOJIHOMOUYEHHBINH (enepalbHblil opran
HUCIIOJIHUTEILHOI BJIACTH:

1) MMpOBOAUT MPOBEPKY IHOJIHOTHI U JOCTOBEPHOCTHU CBGHCHHﬁ, COACPIKAMXCA B IIPCACTABIICHHBIX
3asABUTCIIEM JOKYMCHTAX;

2) MNPUHUMACT PCHICHUC O MPOBCACHUHU SKCIICPTHU3bI JOKYMCHTOB IJIA IMOJYYCHHA PA3PCIICHUA Ha
MPOBCACHUEC KIIMHUYCCKOI0 UCCIICAOBAHUA JICKAPCTBECHHOTO IMperiapaTta Ajid MEAUIUHCKOTO ITPUMCHCHUA
U dTUYECKOH SKCIICPTU3LI UIIN 00 oTKaze B MMPOBCACHNH YKa3aHHBIX 3KCIICPTU3;

3) yBemoMmisieT B DJEKTPOHHON (opMe wiu Ha OyMa)KHOM HOCHUTENE 3asBUTENS O TPHUHSITOM
penieHny 100 B ciyyae MPUHSATHUS PEeHIeHUs 00 OTKa3e TakKe ¢ yKazaHUEeM MPUYHH TaKOTO 0TKAa3a;

4) moAroTaBiIMBaeT M HAMpaBseT B SKCIEPTHOE YUPEXKJIEHHUE U COBET MO 3THUKE 3aJaHHe Ha
IIPOBEIECHUE COOTBETCTBYIOIIMX DKCIIEPTHU3.

4. B cinydae BbISIBICHUS HEMOJHOTHI W (WMJIM) HEJOCTOBEPHOCTH MH(pOpMAINH, COAepKallehcs B
NPEJCTABICHHBIX 3asiBUTENEM JOKYMEHTaX, YIOJHOMOYEHHBINH (elepaibHblil OpraH HCIOJIHUTEIbHON
BJIACTHM HAIPABJISET 3asSBUTENIO 3aIpOC 00 YTOUHEHUH yKa3aHHOW mHpopManuu. [laHHBIN 3a1IpOC MOXKET
ObITH TepelaH YHOJIHOMOYEHHOMY MPEICTABUTENIO 3asBUTENs JIMYHO IO/ PACIUCKY, HaIpaBieH IO
[OYTEe 3aKa3HbIM MHCHbMOM MJIM TEpellaH B JIEKTPOHHOM (opMe MO TeIeKOMMYHHUKAIIMOHHBIM KaHalaM
cBA3U. B ciydae HampaBieHUs [aHHOIO 3ampoca IO I0YTE 3aKa3HbIM I[MCbMOM OH CYHUTACTCs
MOJIYYEHHBIM [0 MCTEYEHHM LIECTH JHEH ¢ JaThl HalpaBJICHUs 3aKa3HOTO MHUCbMa. 3asBUTENb 00s3aH
NPEJCTaBUTh OTBET Ha 3alpoc YMOJIHOMOYEHHOTO (heliepalbHOro OpraHa MCIOJHUTEIbHON BIacTH B
CPOK, HE TPEBBIMIAIOMINN IeBIHOCTa pabouux IHel co AHs ero noiydeHus. Cpok, yka3aHHBIM B yacTu 3
HACTOSALIECH CTAaTbM, IIPUOCTAHABIIMBACTCS CO JIHs HAIIPABIEHUS 3asBUTENIO 3alIpOCa YIIOJIHOMOYEHHOI'O
(benepanbHOro opraHa MCHOJHUTENBHOM BJIACTH 10 JHS MOJIYYEHHS] UM COOTBETCTBYIOILLETO OTBETA U HE
YYUTBIBACTCA TPU HMCUYHCICHMHM CpOKa MPHUHATHS  YIOJIHOMOYEHHBIM (elepajbHbIM  OpraHOM
VICIIOJTHUTENIBHON BJIACTH PEIIEHUS O MPOBEIECHUH SKCIEPTU3bI JOKYMEHTOB ISl TOJIYYEHHS pa3pelieHus
Ha IPOBEJICHUE KIUHUYECKOIO MCCIEJOBAaHUs JICKAPCTBEHHOIO IIpernapara Uil MEIUIMHCKOIO
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IIPUMCHCHUS.

5. OcHoBaHMEM /JIsl OTKAa3a B MPOBEACHUM 3KCIEPTU3bI JOKYMEHTOB ISl MIOJIyYE€HUsl pa3pellieHus
Ha [POBEJIEHUE KIMHUYECKOIO MCCIENOBAaHUSA JIEKAPCTBEHHOIO Ipenapara Juisi MEAULMHCKOIO
IIPUMEHEHHUSI U STUYECKOM HKCIEPTU3bl SBISETCS IPENCTaBICHUE JOKYMEHTOB, IPEIyCMOTPEHHBIX
YacThlO0 2 HACTOALIEH CTATbU, B HENOJHOM OOBEME, HENpE/ICTaBICHUE 3asBUTEIEM B YCTaHOBIICHHBIN
CPOK OTBETa Ha yKa3aHHBIH B YacTH 4 HACTOALICH CTAaThbU 3alpPOC YIMOJHOMOYEHHOTO (eaepaibHOro
OpraHa HCHOJHMTENbHOM BIacTW JIMOO OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTaX HCUEpIIbIBAIOLIETO
nepevyHs HeoOxonumol HHpopMaluu WM WH(POpPMALKU, KOTOpas AOJDKHA OBITh OTpakeHa B HHUX, a
TaKXe OTCYTCTBHE HMH(OpPMalUH, MOATBEpXKAaroled (akT ymiaaTel rocyJapcTBEHHOM MOLUIMHBL 32
IIPOBEJICHUE OSTUYECKOW HKCIEPTU3bl, SKCIEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipernapar Jyis
IIOJIy4EHUs] pa3pellieHUs] Ha MPOBEIECHUE KIMHUYECKOIO MCCIECA0BAHUS JIEKAPCTBEHHOIO Ipenapara Juis
MEIUIMHCKOTO TNPUMEHEHUs, 3a BbIJAuy pa3pellieHus Ha IPOBEIECHUE KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOI'O IIpenapara il MEIULUHCKOTO IIPUMEHEHHUS, 3a IPOBEACHHUE DKCIIEPTU3bl JOKYMEHTOB
Ha JIEKapCTBEHHBIM IpenapaT s I[OJyY€HUs pa3pelleHds Ha MPOBEJACHHE MEXIYHAapOIHOTO
MHOTOLICHTPOBOT'O KJIMHMYECKOTO HCCIIENOBaHUs JIEKapCTBEHHOIO IIpernapara i MEJUIMHCKOrO
NIPUMEHEHUsI, 3a BbIJA4y pa3pellieHuss Ha [POBEJIEHUE MEXKIYHapOJAHOIO MHOTOLEHTPOBOTO
KJIMHUYECKOIO0 HCCIIEJOBaHMUs JIEKAPCTBEHHOIO IIpernapara Uil MEIULUHCKOTO IPUMEHEHHs, 3a
[IPOBEJICHUE OSTUYECKOW HKCIEPTU3bl, IKCHEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIH Ipernapar Jyis
IIOJIyYEHHUsI Ppa3pelleHHs Ha MPOBEACHHE IOCTPETUCTPALMOHHOTO KIMHUYECKOIO HCCIIEIOBAHUS
JIEKapCTBEHHOI'0 Iperapara i MEAMIIMHCKOrO0 NMPUMEHEHHUs, 3a BblJauy pa3pelleHus Ha MPOBEJICHUE
IIOCTPETUCTPALIMOHHOIO KIMHUYECKOTO HCCIIENOBAHMS JIEKAPCTBEHHOIO IpernapaTta I MEAULMHCKOIO
IIPUMEHEHHUSL.

6. IlpoBenpeHue >KCHEpPTU3bl JOKYMEHTOB JUIsl MOJYyYEHHs pa3pelieHuss Ha IPOBEICHUE
KJIMHUYECKOT0 MCCJIEI0BaHUA JIEKAPCTBEHHOIO Mpernapara sl MEAUIUHCKOTO TPUMEHEHUS U STUYECKOMN
JKCIEPTU3BI, COCTABIEHUE KOMUCCUEN IKCIIEPTOB U COBETOM 10 ATUKE 3AKIIFOYEHUN O BO3MOKHOCTH WIIN
HEBO3MOKHOCTH MPOBEACHUS TAKOTO KIMHUYECKOTO UCCIEIOBAHUS U HAMPABICHUE ATHUX 3aKIIOYCHUHN B
YIIOJTHOMOYEHHBIN (eiepalibHbIil  OpraH HCIONHUTEIBHOW BIACTH OCYILIECTBISIOTCS B CPOK, HE
MPEBBIMIAOIINN TPUALIATA PAOOUYUX JHEH CO JHS TOJYYCHHS HKCIEPTHBIM YUYPEKICHHUEM 3ajaHus
YIIOJTHOMOYEHHOTO (e/iepallbHOTO OpraHa HCIOJMHUTEIbHOW BJIACTU C TMPUIOKEHHEM JOKYMEHTOB,
yKa3aHHbIX B MyHKTaxX 3, 4, 10 m 11 4Wactm 2 HaACTOSAIMIEH CTaThbW, W COBETOM IO JTHKE 3aJaHUS
YIIOJTHOMOYEHHOTO (e/iepallbHOTO OpraHa HCIOJTHUTETbHOW BJIACTU C TMPUIOKEHHEM JOKYMEHTOB,
yKa3aHHBIX B IMyHKTax 3 - 6, 8 m 9 yacTu 2 HacTOAMIEH CTATHU.

7. B cpok, HE MpEeBBINIAIOMUI MATH pabOYMX JHEH CO JHS MOJIyYeHHs 3aKIIOUeHHH, YKa3aHHBIX B
yacTu 6 HACTOSIIIEN CTaTbH, YIIOJTHOMOUYEHHBIN (pe/iepanbHblil OpraH UCIIOJIHUTEIBHON BIACTH:

1) ocyiecTBIIAE€T OLEHKY MOCTYMUBIINX 3aKIOUYEHUHN IS ONIPEACIICHUSI UX COOTBETCTBUS 3a/IaHUSIM
Ha MIPOBEICHNE COOTBETCTBYIOIINX IKCIIEPTH3;

2) NpUHUMAET PEUICHHE O BblJau€ pa3pellleHUs Ha IPOBENECHUE KIMHUYECKOIO MCCIEI0BaHUS
JIEKapCTBEHHOI'0 IpernapaTta Jjs MEAMIMHCKOIO MPUMEHEHHsS WM 00 OTKa3e B BbLIaye YKa3aHHOTO
paspeleHus;

3) BeIOAeT paspellieHrue Ha MPOBEICHHE KIMHUYECKOr0 MCCIE0BAHUS JEKAapCTBEHHOIO Mpernapara
IUIE MEAMLMHCKOTO TPHUMEHEHHUs WIM pelleHne o0 OTKa3e B BbIJau€ YKa3aHHOIO pa3pelieHust ¢
yKa3aHHUEM IPUYMH OTKa3a.
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8. OcHOBaHHUEM IJIs1 OTKa3a B BbIAA4YE€ Pas3spClICHUA Ha IMPOBEACHHUE KIMHHUYECKOI'O HCCICIOBAHUA
JICKApCTBCHHOT'O IMpfriapara i1 MCAUIUHCKOIO NPpUMCHCHHUA ABJIACTCA HAJIMYUC 3aKIHOYCHHUA KOMUCCHUU
OKCIIEPTOB MJIM 3aKI4YCHHA COBETa II0 3THKE O HEBO3MOXHOCTH IIPOBCACHHUA KIMHHYCCKOI'O
HCCIICAOBAaHUA JICKAPCTBCHHOI'O TIIp€niapara I MCIULOUHCKOTO IMPUMCHCHUA IO PE3yJibTaTaM
IMPOBCACHHBIX SKCIIEPTU3, IPEAYCMOTPEHHBIX YaCThIO 6 HACTOSIIEH CTaThH.

9. Pemenne 00 OTKa3e B MPOBEACHUM HKCHEPTH3BI JOKYMEHTOB Ui MOJTYYEHHUS pa3pelieHHs Ha
IIPOBE/IEHUE KIIMHUYECKOr0 MCCIIEeI0BaHUs JIEKAPCTBEHHOr0 Ipernapara Uil MeIUIUHCKOIO IPUMEHEHUS
U ITUYECKON SKCHEPTU3bl M B BblJau€ pPa3pelICHUs] Ha IPOBEIECHUE KIMHUYECKOIO HCCIIEIOBAHUS
JIEKapCTBEHHOI'0 IpernapaTra Uil MEAULUHCKOrO MPUMEHEHHs MOXXET ObIThb 00KaJloBaHO B IOPSIKE,
YCTaHOBJICHHOM 3aKoHozarenbcTBoM Poccuiickoit denepanumn.

CraTtba 39.1. 3TMYyecKas akcnepTu3a
(BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. DTdueckas OKCIICPTHU3a MPOBOAUTCA COBETOM 11O 3THUKE, CO3JadHHBIM B IOPAAKE, YCTAHOBJICHHOM
YIIOJIHOMOYCHHBIM q)eﬂepaJII)HI)IM OopraHom HCIIOJIHUTCILHOM BJIaCTH, B ICIAX BbIAAYMW 3aKJIIOYCHUSA 00
9THYECKOH 000CHOBAHHOCTH BO3MOYKHOCTH MNPOBCACHUA KIMHHUYCCKOI'O HCCICAOBAHHA JICKAPCTBCHHOI'O
npemnapara Jjid MCIUIUHCKOI0 IPpUMCHCHH .

2. DKcrnepTaMu COBETa MO STUKE MOTYT OBITh MPEICTABUTEIN MEIUIIMHCKUX OpraHu3auil, Hay4HbIX
OpraHmsanuii, o0pa30BaTENbHBIX OpraHMU3alMi BhICHIETO OOpa3oBaHMs, a TaKXKe IpPeICTaBUTENN
OOIIECTBEHHBIX OpPTaHU3AlMMA, PEIUTHO3HBIX OPTaHU3AIMi U CPeJCTB MaccoBoi MHpopmanuu. JaHHbIE
OKCHEpPTHl HE JOJDKHBI HAXOJUTHCA B KAKOW-THOO 3aBUCHMOCTH OT Pa3pabOTUYMKOB JIEKAPCTBEHHBIX
MpernapaToB U APYTHUX JIUILl, 3aNHTEPECOBAHHBIX B PE3YJIbTaTaX STUYECKON IKCIEPTU3BIL.

3. Omata yciIyr SKCIIEPTOB COBETa IO OSTHKE OCYIIECTBISETCS HAa OCHOBAaHUH JIOTOBOPA,
3aKJIFOYEHHOTO MEX]y YMOJIHOMOYEHHBIM (helepaabHbIM OPraHOM HCIIOJHUTEIBHONW BIACTH, KOTOPHIM
CO3JIaH COBET IO JTHUKE, M DOKCIIEPTOM COBETa IO OSTHKE, 3a CYeT OIOPKETHBIX aCCHUTHOBAHWH,
MPEIYCMOTPEHHBIX YIOJTHOMOYEHHOMY (peepaqbHOMY OpraHy HCIOIHUTENBFHOM BIACTH, KOTOPBIM
CO37IaH COBET MO J3THKE, B (pepeparbHOM OIOKETe Ha COOTBETCTBYIOIIMHN TOJ Ha OOECredeHHe ero
NesITebHOCTH, B pa3Mepax, ycTaHoBIeHHBIX [IpaBurensctBoM Poccuiickoii deneparuu.

4. DKcHepThl COBETa MO 3THUKE HECYT OTBETCTBEHHOCTH B COOTBETCTBHHM C 3aKOHOJATEIbCTBOM
Poccuiickoit denepanun.

5. CocraB coBeTa 110 3THKE, IOJ0KEHHE 00 ITOM COBETE, OPSIIOK €0 JeATEIbHOCTH, TPEOOBAHUS K
KBAJM(HUKALMU U ONBITY PaOOTHI 1O SKCIEPTHOM OLIEHKE HaYYHBIX, MEIUIIMHCKUX U ATHYECKUX acleKTOB
KJIMHUYECKUX  HCCIIEOBAaHUM  JIEKAPCTBEHHBIX MpEnaparoB AJsi MEAUIMHCKOTO IMPUMEHEHHUS,
IIPENBABISEMBIE K DKCIIEPTAM COBETa IO JTHUKE, IOPSJIOK OpPraHU3alUd M IPOBEIEHUS ITHUYECKOU
SKCIIEPTU3BL, (hopMa 3aKITIOYEHUSI COBETA MO STUKE YCTAHABIIMBAIOTCS YIOJIHOMOUYEHHBIM (eliepalibHbIM
OpPraHOM MCIOJIHUTENbHOW BiacTH. YMciao mpencraBUTeNned MEAUIMHCKUX OpraHU3aluil HE MOXKET
MIPEBBILIATH MMOJIOBUHY OT OOIIETO YKCIIa HIKCIEPTOB COBETA MO ITHKE.

6. Mudopmanus o coctaBe coBeTa MO AITHKe, IJIaHAaX €ro paboThl W TEKyLIeH IesTeNbHOCTH
pasmemiaercs Ha OQUIMAIBLHOM CalTe YHNOJHOMOYEHHOTO (heAepalbHOTO OpraHa MCIOJIHUTEIbHON
BJIACTH B ceTH "VIHTEepHET" B yCTAaHOBIEHHOM UM IOPSIJIKE.
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CraTtba 40. NpoBeaeHne KINMHUYECKOro UCCreaoBaHUA NeKapCTBEHHOro npenapara
Ana MeAuLMHCKOro NnpuMeHeHus

1. PykoBoauTeNnb MEAMLIMHCKOW OpPTraHM3allMH, KOTOpas MPOBOAMUT KIMHUYECKOE HCCIIEeIOBAaHHE
JIEKapCTBEHHOIO  Mpemapata s  MEAMIMHCKOIO  MPUMEHEHMs, Ha3HayaeT  HcclefoBaTes,
OTBETCTBEHHOT'0 3a IIPOBEJICHHE TAKOTO HCCIENOBAHUA M HMEIOIIET0 Je4yeOHYI0 CIEeHUaIbHOCTS,
COOTBETCTBYIOIYIO IPOBOJUMOMY KIMHUYECKOMY HCCJIEIOBAHUIO JIEKAPCTBEHHOrO Tperapara, co
cTaxxeM pabOTHI MO HpOrpaMMaM KIMHUYECKHX HCCIEIOBAHUHN JIEKAPCTBEHHBIX NpENapaToB HE MEHeEe
YyeM TpU Trojla U MO €ro IMpeajoKEeHUI0 Ha3HayaeT CouccieloBaTesied W3 4Yucia Bpaded dSToi
MEIULUHCKOW OPraHU3alUU.

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

2. HccnenoBatenb OCYIIECTBISET BHIOOP MAIlMEHTOB, KOTOPHIE MO MEIWIIMHCKUM TOKA3aHUIM
MOTYT OBITh NMPUBJIEUEHBI K YYaCTUIO B KIMHMYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOTO Mpernapara JJis
MEIUIIMHCKOTO TPUMEHECHHUS.

3. HccnemoBaTrens M COUCCIEAOBATEIN  JTOJKHBI OBITb O3HAKOMJIEHEI C pe3yiibTaTaMu
JOKJIIMHUYCCKOI'O HUCCICIO0BaHUA JICKApCTBCHHOI'O Ccpeacrna, COoACpKaAIUMUCA B 6pOHIIOp€
HCCIICOOBATCIIA, IMPOCKTOM IIPOTOKOJIA KIIMHHUYCCKOI'O HCCIICAOBAHUA JICKAPCTBCHHOI'O IIpCIiapara IJIsd
MCIUIHUHCKOI'0O NPHUMCHCHUA, pa3p8,60TaHHI)IM p83pa60T‘~II/IKOM JICKAPCTBCHHOT'O IIpfrapara HWJIN HWHBIM
OPpUIUYCCKHM JIMIOOM, IIPHUBJICKACMBIM K OpraHu3alvd IIPOBCACHHA KIIMHHUYCCKOI'O MCCIICAO0OBAHUS
JICKApCTBCHHOI'O IIpfrapara i1 MCIAUIUHCKOroO IMPHUMCEHCHUA, W APYTHMMH MaTCpUalaMHd TaKoOro
HCCICIOBaHUA.

3.1. PykoBoauTens MEAMIIMHCKOW OpraHU3alMy B CPOK, HE MPEBBIIIAIONIUN TPeX paboynx IHEH co
JHS Hayajla MIPOBEJNEHUS KIMHUYECKOTO MCCIEAO0BAHUS JIEKAPCTBEHHOIO Mpenapara JUisi MEAUIIMHCKOTO
MIPUMEHEHHUs, coo0IaeT 00 3TOM B YNOJHOMOYEHHbIN (hefepaibHbIi OpraH MCIOJIHUTEIBHON BJIACTH,
BBIJIABIINN pa3pellieHre Ha MPOBEICHHE TaKOTO UCCIIEI0BAHUs, [0 YCTAHOBICHHON UM (opMe.
(dactp 3.1 BBegena denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. Opranuzanuy, OCYIIECTBISAIOIINE OPTraHU3AlUI0 MPOBEACHUS KIMHUYECKOTO HCCIEIOBAHUS
JICKapCTBCHHOTO TIperapara Uil MEIWIWHCKOTO TPHMEHEHWsS W yKa3aHHbIE B 4YacTH 3 crTaThu 38
HacTosmero denepalbHOrO 3aKOHA, B Clyyae HEOOXOJUMOCTH BHECEHHUS W3MEHEHHUH B IMPOTOKOI
KIIMHUYECKOTO WCCIICJIOBAHMS JICKAPCTBEHHOTO Ipernapara JUIsl METUITMHCKOTO MPUMEHEHHS COOOIIAI0T
00 5TOM B YIIOJIHOMOYEHHBIN (efepanbHbIii OpraH UCIIOJIHUTEIBHON BIIACTH, BBIIABIINHN pa3pelieHnue Ha
MIPOBEJICHUE TAKOTO UCCIICIOBAHMUS, [0 YCTAaHOBICHHOW UM (hopMme.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. ®opma coOOmICHUST O BHECEHUM HW3MEHEHWW B TIPOTOKOJ KIMHUYECKOTO WCCIICIOBAHUS
JIEKapCTBEHHOTO MpernapaTa i1 MEIUIUHCKOTO MPUMEHEHUS JOJIKHA COJIEpKaTh CIEYIOIINE CBEACHUS:

1) HaumeHOBaHKe, UICHTU(UKAIIMOHHBIA HOMEp U JlaTa MPOTOKOJIa KIMHUYECKOTO UCCIIeI0BaHuUS;
2) nata BHECEHUS] U3BMEHEHUH B IIPOTOKOJ KIMHUYECKOTO UCCIIEN0BAHUS;
3) HaMMEeHOBaHUE U MECTO HAXOKJICHUS 3asBUTEIIS;

4) HAaMMCHOBAHUC OpraHu3aluvu, HpHBHG‘-ICHHOﬁ p8.3pa6OTLII/IKOM JICKApCTBCHHOTO TIIpfriapara K
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opranu3anyvu IMPOBECACHUA KIIMHUYCCKOI'O UCCIICA0OBAaHUA (HpI/I Ha.]'II/I‘II/II/I);

5) HAaUMCHOBAHUA M MCCTAa HAXOXACHHA MCIUIHMHCKUX OpPI aHH3aHHﬁ, B KOTOPBIX IMMPOBOAUTCA
KIIMHUYECKOC NCCICIOBAaHUEC,

6) mara BbIgAYM pa3peIICHUS Ha TMPOBEACHHE KIMHHYECKOTO HCCIICAOBAHUS M HOMEpP 3TOrO
paspeleHus;

7) U3MEHEHUs, BHOCUMBIE B IPOTOKOJ KIMHUYECKOTO HCCIIEIOBAHUS.
(dactp 4.1 BBeaeHa denepanbubiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He MPEeBBIIAOIMUN TPUAIATH PA0OYNX JAHEH CO JHS MOJTYYEHUs YKa3aHHOTO B yactu 4
HACTOSILEH CTaThU COOOIIEHMs, YIOJHOMOUYEHHBIH (enepaibHblil OpraH HUCIOJIHUTEIBHOW BIIACTH
paccMaTpuBaeT 3TO COOOIIEHHE B YCTAaHOBJIEHHOM UM IMOPSAAKE M MPUHUMAET PELIEHHE O BHECEHUU
U3MEHEHUH B MPOTOKOJ KJIMHUYECKOTO HCCIIENOBaHMs JIEKAPCTBEHHOIO Ipenapara il MEIULUHCKOTo
NpUMEHEHHs WM 00 OTKa3e BO BHECEHMM TakuxX wu3MeHeHWH. [lpu paccmorpeHnu cooOmeHus o
HEOO0XO/JMMOCTH BHECEHMsI HM3MEHEHUH B IPOTOKOJ KIMHMYECKOI'O MCCIIEOBAHUS JIEKApCTBEHHOI'O
npernapata JJis MEIUMLUMHCKOIO MPUMEHEHHs B LEISIX OLEHKH OOOCHOBAaHHOCTU IPEAaraeMbIX
U3MEHEHUN U ONpEACNICHUS CTEICHW PUCKA Ul MALMEHTOB, NMPUHUMAIOLIMX YYacTHE B KIMHUYECKHX
WCCIIC/IOBAHMSIX, YIIOJIHOMOYEHHBIM  (pellepalbHBIM OpPraHOM  HUCIIOJIHUTENBHOW BJIACTH  MOTYT
IIPUBJIEKATHCSI DKCIIEPTHI COBETA 10 ITUKE.

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

6. KimHnueckoe wucciaenoBaHue JIEKapCTBEHHOIO IIpernapaTta Il MEJUUUHCKOTO IPUMEHEHUs
MOKET OBITh TPUOCTAHOBJICHO WM TPEKPAICHO, €CIM B MpPOIEcce €ro MpOBeIeHHs OOHapyKeHa
OIIACHOCTH ISl KU3HM, 310pPOBbs ALIMEHTOB. B ciryyae BOSHUKHOBEHUS ONACHOCTH JUIsl )KU3HHU, 3I0POBBS
ManueHTa, Yy4YacTBYIOIIETO B KJIMHUYECKOM UCCIEJOBaHMM JIEKQpCTBEHHOIO Ipemapara Juis
MEIUILMHCKOTO TPUMEHEHHUs, MCCIIeoBaTeNd 00s3aHbl MPOUH(OPMHUPOBATH 00 ATOM PYKOBOJIUTENS
MEIAUIMHCKOW OpraHu3alid M  OpraHu3aluio, IMOJYYMBIIYIO pa3pelieHue YIOJIHOMOYEHHOTO
denepanbHOrO OpraHa MCIOJHUTENBHONW BIACTW Ha OpPraHU3alUI0 TPOBEACHHUS KIMHUYECKOTO
HCCIIEIOBaHMs JIEKapCTBEHHOI' O npenapara. Pemenre o npruocTaHOBICHUH KIMHUYECKOTO MCCIIETOBaHMS
JIEKapCTBEHHOI'O IIpernapara JUlsi MEAULIUHCKOIO IPUMEHEHNS MPUHUMAIOT PYKOBOJUTEND MEIUIIMHCKOU
OpraHM3alyy 1 (UJI1) OpraHu3alis, MoTy4uBIlas pa3pelieHrne YIOoJIHOMOYEHHOTo (heaepaabHOro oprasa
VCIIOJIHUTEJIBHON BJIACTH HA OPTraHU3aLAI0 MIPOBEIEHUS KIMHUYECKOTIO HMCCIIENO0BAaHUs JIEKAPCTBEHHOTO
npemnapata Ui MEAMIMHCKOIO TPUMEHEHUs, pEeIIeHHWe O TMPEeKpalleHud TaKoro MCCIeI0BaHUS
IPUHUMAET YIOJIHOMOYEHHBIHN (eepaabHblil OpraH UCIOJHUTEIbHOMN BIACTH HA OCHOBAaHUU COOOILEHUS
B IHCBMEHHOW (opMe pyKOBOIUTENS MEIUIMHCKOW OpraHW3aluyd WIM OpraHu3alus, MOJy4YHBIIAs
paspelieHrne YIOJIHOMOYEHHOro (efepaJbHOr0 OpraHa HCIOJHUTENBHOW BJIACTM Ha OPraHU3aIUI0
MPOBEJICHUS KJIMHUUECKOT0 HCCe0BaHUs JIEKapCTBEHHOT O Iperapara Uit MEAUIIMHCKOTO IPUMEHEHHS.

7. B cpok, He MpeBBIIAONINN MATH pabouyux AHEH CO JHS 3aBepIICHHs, IPUOCTAHOBICHUS WU
MNpeKpalmCHusd  KIMHUYCCKOIro HCCIICOOBAaHUA  JICKAPCTBCHHOI'O nmpenapara ajid MCIUIHUHCKOI'O
PUMEHEHHs, COOOIIeHne 00 ITOM HalpaBlseTCs] OpraHU3alMsIMHU, YKa3aHHBIMH B YacTH 3 cTaTbu 38
HacTodero denepanbHOro 3aK0Ha, B YIIOJIHOMOYEHHBIN (eepalbHbIil OpraH UCIOJIHUTEILHONW BIACTH
10 YCTAaHOBJICHHON UM (hopMme.

8. dopma coOOIIEeHUsT O 3aBEPIICHUU, MPUOCTAHOBJICHUH WJIH TMPEKPANICHUN KIWHUYECKOTO
MCCIIEA0BAHMS JICKAPCTBEHHOTO MIpenapara Jijisi MEAUIMHCKOTO MPUMEHEHHUS I0JKHA COAEPKATh:
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1) uadopMaII0O O MEAUITMHCKOW OpraHU3AIMKM WM MEIUIMHCKUX OpTraHU3aIMsaX, POBOIUBIINX
JIaHHOE MCCIIEIOBAHUE;

2) onycaHue JaHHOTO MCCIICIOBAHNUS,

3) nmanHbIe HccnenoBarens ((haMuaus, UMs, OTYECTBO, MECTO PabOTHI, 3aHMMaeMasi JTOJDKHOCTb,
CIELUAIBHOCTh, CTaX padoThl IO IporpaMMmaM KJIMHMYECKUX HCCIEI0BaHUM JIEKapCTBEHHBIX
npenaparoB, HNCPCUYCHb KIMHHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ JICKApPCTBCHHLIX IPLCIapaToB, B KOTOPBIX OH
IIPUHUMAJ yyacTue (IepUO/Ibl yYacTHsI) B KAUEeCTBE MCCIIE0BATEINS WIIM COUCCIIEA0BATENs);

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pe3ynbTaT AAHHOTO MCCIENI0BaHMs (3aBeplleHUe, IPUOCTAHOBICHUE WM IIPEKpAIeHUE JAHHOTO
HCCIICAO0BAaHMA C YKA3aHUCM UX IMPUYMUH U BJIWAHHA Ha OLCHKY €0 pE3YyJIbTAaTOB, 06H1y10 OLICHKY pUCKa "
OKUJAEMOM IOJB3bl OT MPUMEHEHMsI MCCIEAYEMOrO JIEKApCTBEHHOIO IIpernapara, a Takke
IpeIoiaraeMble JajJbHENIINe JeHCTBUS).

8.1. Ilpu BbIsIBIeHUU (QeaepaIbHBIM OPraHOM HUCHOJHUTENIBHON BIACTH, OCYIIECTBISIOUIIM
(GYHKIIUU 10 KOHTPOIIO W HAI30py B cdepe 3ApaBOOXPAHCHHUS, HAPYIICHWH TPaBHI HaJJIeKaICH
KJIIMHUYECKOW MPAaKTUKU IPU MNPOBEJCHUU KIMHUYECKOIO HCCIENOBaHUsS JIEKapCTBEHHOI'O Ipenapara,
BJIUSIOLIMX HA TOJHOTY U (WIM) JOCTOBEPHOCTh JAHHOI'O KIMHUYECKOIO HMCCIICOBAHUS, yKa3aHHBIN
benepanbHBIA OpraH WCHOJHUTENBHON BIACTH MPUOCTAHABIMBAET MPOBEICHUE JAHHOTO KIMHHYECKOTO
UCCJIEIOBaHMsI M BBIHOCUT MEIMLIMHCKON OpraHu3aliM, B KOTOPOH HPOBOAUTCA JAHHOE KIMHUYECKOE
UCCIIeIOBaHKe, TMpeAnucaHue o0 yCTpaHEHUHM BBISBICHHBIX HapymeHuid. [lpu HeycTpaHeHHH
MEIULMHCKOM OpraHW3alMeil BBIABICHHBIX HApYyIIEHWH B YCTAHOBJIEHHBIM B IPEANMCAHUM CPOK
yKa3aHHBIN (enepanbHblii OpraH HCIOJIHUTEIBHOW BIACTH MPUHUMAET pEIICHHE O MpeKpalieHuH
MIPOBEJICHUS KJIMHUYECKOTO HCCIIEJOBAHMSI JIEKAPCTBEHHOI'O IpernapaTa W HarpaBisieT B (erepanbHbli
OpraH MCIIOJHUTEIbHON BIIACTH, OCYLIECTBISAIOMMKA (YHKIMHM 1O BBIPAaOOTKE U  peau3aliu
roCy/lapCTBEHHON MOJUTHUKA U HOPMAaTHBHO-IIPABOBOMY PETYIMPOBAHHUIO B cC(epe 3/paBOOXpaHEHUS,
3aKJIFOYEHUE O BBIABJICHUU IPU MPOBEACHUH JAHHOTO KIMHMYECKOTO MCCIEN0BAHUS HAPYIIEHUN MPaBUII
HaJuIexKalleld KIMHUYECKON MPAKTUKYU Ul IPUHATUS pelIeHHus] 00 OTMEHE pa3pelIeHHs] Ha OpraHUu3aluio
IIPOBEJICHUS JAHHOTO KIMHMYECKOTO HCCIIENOBAaHUSA C JaThl IPUHATUS PEIICHHS O MPUOCTAHOBICHHUH
MIPOBEICHUS KJIMHUYECKOI0 UCCII€0BAHUS JIEKapCTBEHHOI O IIpernapara.

(uactb 8.1 B pen. @enepanbHoro 3akona ot 13.07.2015 N 241-D3)

9. VYmnonHomMoueHHBIH (QenepaybHbIil OpraH HCIOJIHUTEIBHOW BJIACTH ONMYOJIMKOBBIBAET U
pasmeniaer Ha cBoeM oduuuansHoM caiite B cetn "HMHTepHer" cooOlieHHe O 3aBepIIEHHH,
MIPUOCTAHOBJIEHUU WJINM NPEKPaLICHUH KIMHUYECKOTO MCCIEI0BaHUs JIEKapCTBEHHOTO Iperapara Jis
MEIULMHCKOTO MPUMEHEHHsSI B CPOK, HE MPEBBIIIAIOIINNA MATH pabodnx JHEH co JHS ero mojiydeHus, B
YCTaHOBJIEHHOM UM MOPSIKE.

10. YnonHoMoueHHbIH (eaepanbHbIi OpraH MCHOJHUTEIbHON BIACTH OCYIIECTBISET BEJCHHE
peecTpa HCCHeJIOBaTeHeﬁ, MMPOBOAANIUX MW HMPOBOAWBIINX KIIMHUYCCKUC UCCIICAOBAHUA JICKAPCTBCHHBIX
[penaparoB Uil MEIMLMHCKOIO IPUMEHEHUS, B COOTBETCTBUM C YTBEP)KICHHBIMU UM IIpaBUIAMU U
pa3MeniaeT ero Ha cBoeM o¢uuuanbHOM caiite B cetu "VHTepHET" B YCTAaHOBIEHHOM WM MOPSJIKE.
VYKkazaHHBIN peecTp CoAePKUT UH(OPMAIHIO, TPETYCMOTPEHHYIO ITYHKTOM 3 4acTu 8 HACTOSIIEH cTaThH.

11. Otuer o pe3ynapTaTax KIMHUYECKOTO HCCIECIOBAaHNSA JIEKAPCTBEHHOIO IIpemapara Juist
MEAULMHCKOTO MPUMEHEHHS COCTABIIIETCS OpraHU3alMel, yKa3aHHOW B 4acTH 3 cTaTby 38 HACTOALIETO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

@DenepallbHOTO 3aKOHA, HA OCHOBAaHMM 3aKIIOYCHMM MEIULMHCKAX OPraHU3alM{, MPOBOAMBILHX 3TO
UCCIICIOBAaHNE, W MPEJCTABISACTCS B YHOJIHOMOUYEHHBIN (peepanbHblii OpraH MCIOJHUTEIHHON BIACTH,
BBIIABIINI pa3pelICHUE Ha IIPOBEIEHUE dTOT0 UCCIIE0BAaHMs, B CPOK, HE IIPEBBIIIAIOIINN TPEX MECALICB
CO JHS €ro 3aBeplICHMs, INPHUOCTAHOBJICHUS WM IPEKpalICHUs, B IOPSAKE, YCTAHOBICHHOM
YIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM HCIIOJHUTENIBHOM BIacTH.

12. Hapymenue mnpaBusl Haajexalled KIMHUYECKOH NpakTHKH, (ambcudukanus pe3yibTaToB
KIIMHUYECKOI0 HCCIIEI0BAaHUs JIEKAPCTBEHHOrO Ipernapara Ui MEJULUHCKOTO IPUMEHEHUs BJIEKYT 3a
co0O# OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOATENLCTBOM Poccuiickoit deneparui.

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

13. Ilpu npoBeaeHNHN KIMHUUYECKOTO UCCIIEA0BAHNS JIEKAPCTBEHHOIO IIpenapara sl MEIULUHCKOIO
IIPUMEHEHMs JOIYCKaeTcsl 3a00p y HallMEHTOB OMOJIOTMYECKUX MaTepuasioB (00pa3lbl OMOJIOTHYECKUX
KHUJKOCTEH, TKaHEHW, CEKPETOB U MPOAYKTOB >KU3HEICATEIbHOCTH YEJIOBEKa, (PU3HOJIOTMYECKUX MU
NaTOJIOTMYECKUX BbIIEIEHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPIaHU3MOB, OMONICUIHHBIA MaTepuall)
id ux usydyenus B Poccuiickoit @enepauuu u (uim) 3a npeaenamu Poccuiickoit @enepanui.

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

14. Tlopsnok BBo3a B Poccuiickyro ®enepannio U BbIBO3a 3a mpenensl Poccuiickoit depepannn
OMOJOTMYECKUX  MaTepualoB, TMOJYYEHHBIX TPU MPOBEACHUM  KIMHUYECKOTO  HMCCIEI0BaHUS
JIEKApCTBEHHOT'0 TperapaTra Jjsi MEIUIMHCKOrOo TPUMEHEHMs, ycTaHaBinuBaercs [IpaBurenbcTBoM
Poccuiickoit ®eneparuu.

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

Cratbsa 41. [loroBop 0 npoBeAeHUU KITMHMYECKOro uccrnenoBaHUs NeKapCTBEHHOro
npenapara ans MeguUUHCKOro NpuMeHeHus

1. KnuHuyeckoe uccineqoBaHUE JIEKAPCTBEHHOIO Mpernapara JUisi MEIULIMHCKOTO MPUMEHEHUS
MIPOBOJIUTCS B COOTBETCTBHUH C JIOTOBOPOM O MPOBEICHUH KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO
npenapara Juisi MEIWLUHUHCKOTO TPUMEHEHHMs, 3aKIYaeMbIM MEXKIY OpraHu3alueid, MOoIy4YuBIIEH
paspeleHrue YHnoJHOMOYEHHOro (efepalbHOr0 OpraHa HCHOJHUTEIbHOM BJIACTHM Ha OpraHU3aluio
MPOBEACHUS TAKOTO MCCIEIOBAaHUA, M MEIUIMHCKON OpraHu3aluel, OCYIIECTBISIIOUIEH MpOBEICHUE
TaKOI'0 UCCIIEJOBAHMUS.

2. I[OFOBOp O TPOBCACHUU KIUMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOTO Mpeliapara IJid
MCIUIHUHCKOI'O IPUMCHCHUS JOJKCH COACPKATD:

1) YCJIOBUA U CPOKH TPOBCACHUA NAHHOTO UCCICJOBAHUS

2) ompenaeneHne OOMIEH CTOMMOCTH MPOTPAaMMBI JTAHHOTO WCCIICIOBAHUS C YKa3aHUEM CYMMHBI,
MpeAHa3Havaroencs sl BBIIIAT UCCIEA0BATENsAM, COMCCIIEI0BATENSIM;

3) onpenenenue GopMbl MPEICTABICHUS PE3YIHTATOB TAHHOTO MCCIIEIOBAHUS B YITOTHOMOYEHHBIN
(benepanbHBIA OPraH UCMIOTHUTEIBHON BIACTH.

CtaTtbAa 42, duHaHcoBoe obecneyeHue KIMWUHU4YeCKoro nccnenoBaHust
NeKapCTBEHHOro npenapara ans MeguuUHCKOro npuMeHeHus
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

dunaHcoBoe obOecrneyeHUe KIMHHYECKOTO HCCIICAOBAHUA JICKAPCTBECHHOI'O IIpfliapara IJid
MCIUIHUHCKOI'O IPUMCHCHUS OCYLICCTBIIACTCA 3a CUCT:

1) cpenctB deaeparbHOTO OKOKETA;

2) cpeACTB OpraHM3alyii, NOJYyYMBIIMX pa3pelIeHHE Ha OPraHu3alMi0 IPOBEICHHUS JaHHOI'O
UCCIEA0BAHN, B COOTBETCTBUH C YCIOBUAMHU JOTOBOPA O €r0 IIPOBEICHUH;

3) MHBIX HE 3alpeIIEeHHbIX 3aKOHOAaTeNbcTBOM Poccuiickoit denepalinu MICTOYHUKOB.

Cratba 43. I'IpaBa naunMeHToB, Yy4YacTBywOWUX B KIIMHU4YECKOM wuUcclriegqoBaHuu
JIeKapCTBeHHOro npenaparta agnd meauUuMHCKOro npuMmeHeHuns

1. VYyacrtue MMaguCHTOB B KIMHHUYCCKOM HCCICAOBAHHH JICKAPCTBCHHOI'O IIpCliapara IJIA
MCIUIHUHCKOI'O IPUMCHCHUS ABJISACTCS [[O6pOBOJII)HI)IM.

2. TlamueHT WIM €ro 3aKOHHBIA MPEICTaBUTEIb IO/UKEH OBITh MH(GOPMHUPOBAH B MHCbMEHHOW
dopme:

1) 0 JICKApCTBCHHOM IIperiapare sl MCEAUIUHCKOIO HNPUMCHCHUA W CYHIHOCTH KIIMHUYCECKOI'O
HCCIICO0BAaHMA 3TOT'O JICKAPCTBCHHOI'O IIpCIiapara,

2) 0 6e30mMacHOCTH JIEKapCTBEHHOTO Ipernapara JUisi MEIUIIMHCKOTO IPUMEHEHHS, €T0 OXKHIaeMOH
3G GEKTUBHOCTH U CTETIEHH PHCKA JUIA NAIlMEHTA,

3) 00 YCIOBUAX YUACTHS MMAOUCHTA B KIIMHUYCCKOM HUCCIICAOBAHUUN JICKAPCTBCHHOTI'O IIpCIlapaTa IJIsd
MCIUIHUHCKOI'O IPUMCHCHUA

4) 0 HICIM WM [OeIdX W TPOAOJDKUTCIIBHOCTU KIMHHUYCCKOTIO MCCICHOBAHUA JICKAPCTBEHHOI'O
npemnapara Jjid MEIUIUHCKOTI'O IIPUMCHCHU,

5) 0 ﬂeﬁCTBHHX nanyeHTa B ClIydac€ HEHUPCABUIACHHBIX 3(1)(1)CKTOB BJIUSAHUS JICKAPCTBCHHOTO
npemnapara Jjid MECIUIUHCKOTO IPpUMCHCHHA Ha COCTOAHUC €T0 3JOPOBbS;

6) 00 YCIOBUAX 00s13aTEIBHOTO CTPAaxOBaHUA KU3HU, 300POBBA MAIIUCHTA,

7) 0 TapaHTHIAX KOH(l)I/IIleHHI/IaJ'IBHOCTI/I ydaCTus TMalnueHTa B KIMHUYCCKOM HCCICAOBAHHUN
JICKApCTBCHHOTO IIperapaTa i1 MCAUIUHCKOTI'O IPUMCHCHU .

3. 2106p0BOJ'IBHOG corjraCue nmaueHTa Ha y4aCcTUC B KIMHHUYCCKOM HCCICIOBAHUU JICKAPCTBCHHOI'O
npenapara Mjis1 MCAUIHUHCKOIO MPHUMCEHCHUS MTOATBCPIKAACTCA €Tr0o IMMOAINMUCBIO HWIIM IMOAINUCBIO €Tro
3aKOHHOI'O MMPCACTAaBUTCIIA Ha I/IH(i)OpMaHI/IOHHOM JIMCTKEC IMalTUCHTA.

4, HaLII/ICHT WIN €ro 3aKOHHBIHI NpeACTaBUTCIIb HMCECT IMpPaBO OTKa3aTbCd OT YYaCTUA B
KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOTO IIpfriapara I MCIAUIIMHCKOIO IMPUMCHCHUA Ha JTF000I
CTauu MMPOBCACHU TAKOI'O UCCICAOBAaHUA.

5. HpOBe,HeHI/Ie KIIMHUYCCKOIr'0o HMCCICAOBAaHUA JICKAPCTBCHHOI'O IIpe€riapara ajid MEAWUIHUHCKOTIO
MNPUMCHCHUSA C YUYACTHEM B KAaUCCTBC IMAIlMCHTOB JIeTei AOIYCKACTCA TOJIBKO C COrjlaCus B MMMChbMEHHOM
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dopme ux poaurenei, ycblHOBUTeNeH. JleTH MOIyT paccMaTpuBaTbCs B KauyecTBE MOTEHIUAIbHBIX
MalMCHTOB TAKOT'O UCCICAOBAHNA, TOJBKO €CJIN €TI0 NPOBCACHUC HCO6XOI[I/IMO AJI YKPCIIJICHHUA 300POBbA
AeTed WM Npo(pUIAKTUKY MHPEKIHMOHHBIX 3a00J€BaHUI B IETCKOM BO3pacTe JIMOO €ClU LIEIb0 TaKOro
HUCCIICAO0BAaHUA SABJIICTCA IOJYUCHUC JAaHHBIX O Haymqueﬁ AO3UPOBKE JICKAPCTBCHHOTI'O IIpCIiapaTa IJIsd
jeueHust jaerel. B 3TuX ciyyasXx TakoMy HCCIEJOBAHUIO JOJDKHO IIPEIIECTBOBATh KIMHUYECKOE
HCCIIEIOBAaHUE JIEKApPCTBEHHOI'O Ipernapara Julsi MEAMIMHCKOIO IPUMEHEHHUS Ha COBEPIIEHHOJIETHUX
rpaxJaHax, 3a HCKIIOYEHUEM CIIy4yaeB, €CJIM HUCCIeAYyeMbli JIeKapCTBEHHbIM mpenapar Ajs
MCAUIIMHCKOI'O IIPUMCHCHU npeaHa3Ha4YcH HUCKIIIOYUTCIIBHO JJIsL HUCIIOJIb30BaHUA
HECOBEPILICHHOJIETHUMHU I'PakJaHaMHU.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpemaeTc;1 IMPOBEACHHUEC KIMHHYECKOI'O MCCICIOBAHUA JICKAPCTBCHHOI'O IIp€riapatra IJid
MCIUIHUHCKOI'O IPUMCHCHUS C YUACTUEM B KAYCCTBC MMAlIUCHTOB!

1) neTei-CUpOT U ACTEH, OCTABIIUXCS O€3 MONCUCHHS POAUTEIICH;

2) JKCHIIUH B TMEpUOJ OCEPEMCHHOCTH, JKEHIIMH B TIEPHOJA TPYAHOTO BCKApMIIMBAHUSA, 32
HCKJIIOYEHUEM CIIy4YaeB, €CIM IPOBOAUTCSA KIMHUYECKOE HCCIEAOBAHME JIEKAPCTBEHHOIO Ipenapara,
MpeAHa3HAYEHHOTO ISl YKAa3aHHBIX >KEHIWH, IPH YCIOBUH HEOOXOJMMOCTH MOJY4YeHHUs WH(OpMauu
TOJIBKO BO BpEMs MPOBEACHUS COOTBETCTBYIOIIMX KIMHUYECKUX MCCIECIOBAHUNA M NPHUHATUS BCEX
HEOOXOIMMBIX MEp IO HCKIIOUCHUIO PUCKA HAHECCHHs Bpela JKCHIIMHE B TEpUOJ OCpEeMEHHOCTH,
KEHILMHE B IEPUOJ TPYAHOTO BCKAPMIIMBAHUSL, IIJIOY UIH PEOCHKY;

3) BOEHHOCIYXalllMX, 3a MCKIIOYEHHUEM CIIy4aeB IIPOBEICHUS KIMHUYECKOIO HCCIIECIOBAaHUS
JICKapCTBEHHOI'0 IpernapaTa, CHElMaIbHO pPa3pabOTaHHOrO JUIsl NMPUMEHEHHs B YCIOBUSAX BOEHHBIX
NEUCTBUM, 4Ype3BbIYAMHBIX CHUTyallMi, NpOQUIAKTUKM U JiedyeHUs 3a00JeBaHUM M MOpaXeHHH,
MOJyYeHHbIX B  pe3yJibTaTe BO3ACUCTBUS  HEONAroNpUATHBIX ~ XMMHUYECKHX, OHOJOIMYECKHX,
paauanvoHHbIX (akTopoB. KimHHMYeckoe uccieqoBaHME TaKOIro JIEKApCTBEHHOrO Ipenapara MOKET
IIPOBOJUTHCS C YYACTUEM B KaUECTBE MALMEHTOB BOCHHOCIIYXKAILKX, 3a UCKIOYEHUEM BOCHHOCTYXaIIUX,
MIPOXOSAIINX BOCHHYIO CIYX Oy 1O MPU3bIBY, C COOMIOEHHEM TpeOOBaHUM, YCTAHOBIEHHBIX HACTOSILIUM
®enepanbHbIM 3aKOHOM B OTHOILIEHUH IPakIaHCKUX JIULL;

4) cOTpYIHUKOB MTPaBOOXPAHUTENIBHBIX OPraHoOB;

5) JINII, OT6BIB3.IOH_[I/IX HaKa3aHHUC B MCCTax JTHIICHUA CBO6OI[BI, a TaKXKC JIMIL, HAXOOAIIUXCA I10M1
CTp&)K@fI B CJICACTBCHHBIX HU30JIATOpAX.

7. Jlomyckaercs NpPOBEIEHHE KIMHUYECKOTO MCCIEIOBaHUs JIEKApCTBEHHOrO Ipenapara AJis
MCECOUIITUHCKOI'O HpI/IMeHeHI/IZ, npe)IHa3HaquHor0 I JICHCHUA IICUXUYCCKUX 3360H€BaHI/II\/’I, C y‘—IaCTI/IeM B
KaueCTBE MAI[MEHTOB JIUI C ICUXUYECKUMH 3a00ICBaHHUSIMHE, TIPU3HAHHBIX HEJIEECTIOCOOHBIMH B TIOPSIIKE,
YCTAHOBJIICHHOM  3aKOHoJaTenbCcTBOM  Poccuiickoit  @Depepanuu. KinmHuueckoe — ucciaeqoBaHHe
JIEKapCTBEHHOTO Tpernapara B 3TOM CIIy4ae MPOBOJIUTCS MPH HAIWYUH COTJIACHsS B MUCHhbMEHHOW (hopme
3aKOHHBIX HpC}ICTaBHTeﬂeﬁ YKaSaHHI)IX JINII.

Ctatba 44. OO6sAsaTenbHoe CTpaxoBaHWe XWU3HW, 300POBbS  NaUMEHTa,
yyacTBywLWero B KIIMHMYECKOM WUCCneaoBaHUWU JleKapCTBEHHOro npenapata Aans
MeAULMHCKOro npumMeHeHus

(B pen. @enepanbHoro 3akona ot 29.11.2010 N 313-03)
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[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

1. Opranuzanus, NOJyYWBIIAs pa3pelUICHUE Ha OpPraHU3alUI0 MPOBEACHUS KIMHUYECKOTrO
UCCIIEIOBaHMs JICKAPCTBEHHOIO TMpenapara Ijis MEIUIUHCKOTO IMpPUMEHEeHHs, o0s3aHa B KadyecTBe
CTpaxoBaTelsi CTPaxOBaThb PHUCK IPUYMHEHHUS BpEeda >KU3HU, 3JI0POBBIO TNALMEHTAa B pE3yJbTaTe
IIPOBEICHUS KIIMHUYECKOIO UCCIIEI0BAHUs JIEKAPCTBEHHOIO Ipenapara il MEAUIUHCKOIO IIPUMEHEHUS
3a CBOM CUET IyTEeM 3aKJIIOYECHHUS JOrOBOpa 00s3aTEILHOTO CTPaXOBaHUS.

2. OOBeKTOM 005g3aTeNLHOr0 CTpaxoBaHUs ABJISICTCA HMYIHGCTBCHHBIIZ HHTEPCC IalluCHTA,
CBSI3aHHBIN C MNPUYIUHCHUCM BpCaa €ro KMU3HWU UKW 3J0POBbBIO B PE3YJIbTATC MMPOBCACHHUA KIMHUYCCKOTO
HCCICA0BAaHU JICKAPCTBCHHOI'O IIp€riapaTta Ajisl MEAULIUHCKOTO ITPUMCHCHMUS.

3. CTpaxoBbIM CIIy4aeM IO JIOTOBOPY 00s3aTeIbHOTO CTPAXOBAHUS SBISICTCS CMEPTh MAIlUEHTa WIN
YXYALICHUE €ro 3J0POBBS, B TOM YHCIIE BIEKYIEe 32 COOON yCTaHOBJICHHE HHBAIUIHOCTHU, IPH HATUYUH
MPUYUHHO-CIICACTBEHHON CBSI3M MEXKIY HACTYIUIGHHUEM 3TOr0 COOBITUS M y4acTHEM IMalleHTa B
KIIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOT'O MIperapara.

4, Tp€6OBaHI/I$I 0 BO3MCHICHHMM BpClad, MNPUYXMHCHHOI'0 JXWU3HU WM 3J0POBbBIO IIALIUCHTA,
NpCaABABIIAIOTCA B TCUCHHUC CPOKOB HCKOBOM JaBHOCTH, YCTAHOBJICHHBIX I'paXaaHCKUM
3aKOHOJAaTCJIIbCTBOM.

5. PasMep CTanOBOﬁ BBIIIATEI 110 JOTOBOPY 00s13aTeNBLHOr0 CTpaxOBaHUA COCTABJIACT:

1) B ciydyae cMepTu MalueHTa JBa MUJUIMOHA pyOJiel Ha Ka)J0ro IMalueHTa, y4acTBOBABILErO B
KIIMHUYECKOM HCCIIEOBAaHUU JICKAPCTBEHHOTI'O IIperapara;

2) npu yXyALLIEHUU 3]J0POBbs MAallUEHTA!

a) MOBJEKIIEM 3a co00il ycTaHOBJICHME MHBAIMIHOCTH | rpynmbl, OJIMH MWIJIHOH MATHCOT ThICAY
pyOieil Ha KaXIOro malueHTa, y4YacTBOBABIIET0 B KIMHHUYECKOM MCCIEAOBAaHUU JIEKAPCTBEHHOTO
npernapara;

0) moBieKieM 3a cO0O# yCTaHOBJIEHHWE WHBAIUAHOCTH Il Tpymnmel, oAMH MWUIMOH PyOJied Ha
Ka)KJI0TO MalMeHTa, y9aCTBOBABIIETO B KIIMHUYECKOM HCCIIE0BAaHUH JIEKApCTBEHHOTO Mpenapara;

B) MOBJEKIIEM 3a co0oil ycraHoBieHHe HHBanWgHOCTU III rpynmsl, maTbcOT ThICSU pyOneil Ha
Ka)KJI0T0 MalMeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEJOBAaHUU JIEKAPCTBEHHOT'O IIpEnapara;

I') HE TIOBJIEKIIEM 3a COOOM YCTAaHOBJICHUSI MHBAJIMIHOCTH, HE OOJiee YeM TpHCTa ThICSY pyOsel Ha
Ka)XJIOTO TMAalMeHTa, Y4YaCTBOBABIIET0 B KIMHUYECKOM HCCIEJOBAaHUU JIEKapCTBEHHOIO Ipenapara,
WUCXOMsI W3 HOPMATHBOB, OTPAXKAIOIIMX XapakTep W CTENEHb TMOBPEKICHUS 3I0POBBS, a TaKkKe
(aKTUYECKH TIOHECEHHBIX TMAIlMeHTOM pPACcXOJI0B, BBI3BAHHBIX IOBPEKIECHUEM 3JI0POBBS, Ha
MEIUIIMHCKYIO TIOMOIIh, TPHOOPETEHHUE JICKAPCTBEHHBIX MTPEMapaToB.

(mm. "r" B pen. ®enepanbHoOro 3akona ot 22.12.2014 N 429-03)

6. Ytparun cuity ¢ 1 utong 2015 roga. - @enepanbusiii 3akoH ot 22.12.2014 N 429-D3.

7. CpOK A0roBopa 00513aTeIbHOTO CTpaxOBaHUA HE MOKET OBITh MCHEC, YCM CPOK MNPOBCACHUSA
KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBECHHOT'O ITpCIiapara.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

8. VYcnoBus goroBopa 00s3aTENBHOTO CTPAXOBAaHUSA, B TOM YHCIE CTPaxoBble Tapudbl 1O
00513aTeNIbHOMY CTpPaxOBaHHIO, IEepeUueHb HEOOXOIUMBIX IOKYMEHTOB JUI OCYIIECTBJICHHUS CTPAaxXOBOM
BBIIJIATHI, IMOPSJOK YCTAaHOBJECHUS CTPaxoBaTelleM HWHAWBUAYAJIBHOTO WJIEHTU()UKALMOHHOIO KoJa
MManucHTa, MopsAa0K I/IH(i)OpMI/IpOBaHI/ISI CTPAaxoBaTCJICM CTPAXOBIIHMKA O IMPHUBJICYCHHBIX K KIMHUYCCKOMY
UCCIICIOBAaHUIO JIEKAPCTBEHHOr'0 Ipernapara JUlsi MEIUIUMHCKOrOo INPUMEHEHUs NalMeHTaX, HOpsI0K
YILJIAThI CTPAXOBOM MPEMUH, MOPAJOK pEATU3ALNH ONPEACICHHBIX HACTOAMM DeaepaibHbIM 3aKOHOM U
Apyrumu  (peaepanbHbBIMU 3aKOHAaMM IIpaB U 0O0A3aHHOCTEH CTOPOH IO JOroBOpY 0053aTelIbHOIO
CTPaxOBaHMs, a TAKXXE HOPMATUBBI, OTPAXKAIOUIME XapaKTep U CTENEHb IOBPEXKICHUS 370POBbs,
YCTaHaBJIMBAIOTCS TUIIOBBIMU IPaBUIIAMU 00sI3aTEILHOIO CTPaXOBaHHUS.

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

9. B ciiyuae npuyrHEeHHs Bpe/a *KU3HU MMalMEHTa, yYaCTBOBABILETO B KIIMHUYECKOM HCCIIEA0BaHUN
JIEKapCTBEHHOI'O Ipenapara, BbIFOJONPUOOPETATENSIMU 110 JOTOBOPY 00S3aTEIbHOTO CTpaxOBaHUs
ABIIAIOTCS TpakJaHe, HMMEIOIIME MpaBO Ha BO3MEIICHHE Bpelda B Cllydae CMEpPTH KOPMUIIbIA B
COOTBETCTBUH C TPAKIAHCKUM 3aKOHOJATEIHCTBOM, MPH OTCYTCTBUMU TaKUX TPaxAaH - POIUTEIIH,
CYIIpYT, JE€TH yMEpUIero MalueHTa, Y4acTBOBABIIETO B KJIMHUYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOIO
mpenapara, B cllyda€ CMEpPTH TMAlUEHTa, YYacCTBOBABIIETO B KJIMHUYECKOM HCCIEIOBAaHUU
JIEKapCTBEHHOI'O Tpernapara U He MMEBILIEro CaMOCTOATEIBHOrO JN0XOAa, - TpakJaHe, Ha MKIUBEHUU
KOTOPBIX OH HaxOJWJCs, B OTHOIICHMH BO3MEIICHMUS pPACXOJOB Ha IMOrpedeHue TMalKeHTa,
Y4acCTBOBABIIETO B KIIMHUYECKOM HCCIIEJOBAaHUM JIEKAPCTBEHHOTO Tperapara, - JIMIOo, TOHECIIee TaKue
pacxosbl.

10. CrpaxoBas BblIUIaATA B CYET BO3MEILEHUS BpeAd, NPUYMHEHHOIO >KU3HM MAlMEHTa,
Y4acCTBOBABILIETO B KIMHUYECKOM HCCIEIOBAHMU JIEKAPCTBEHHOI'O Iperapara, paclupelesieTcs MExAy
BBIFOJIONIPHOOpETaTE IS IMA IPOIOPLUOHATIBHO UX KOJMYECTBY B PABHBIX JIOJIAX.

I1. Ilpm HacTymiieHWHM CTpPaxoBOrO cliy4as NAlUHUEHT, YYaCTBOBABIIMM B KIMHUYECKOM
UCCIIEIOBAaHUM  JIEKAPCTBEHHOTO  TIperapara,  BhIFOJONpUOOpeTaTeNlb  BIpaBe  MPEAbIBHUTH
HETIOCPEICTBEHHO CTPAaXOBIIUKY TpeOOBaHME O BO3MEIIEHUH MPUUYUHEHHOTO Bpeaa. CTpaxoBasi BhIIIaTa
OCYIIIECTBISIETCSl CTPAXOBIIMKOM B TEUEHHE TPHUIALATH THEH CO JHS MPEACTaBIEHUS HEOOXOAMMBIX
JTOKYMEHTOB. [TalieHT, y4acTBOBABIIMI B KIIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOTO Mpenapara, Win
BBITOIONIPHOOpETaTENh O005S3aH COOOIIUTh CTPAXOBIIMKY [JIsl OCYIIECTBIIEHHS CTPaXOBOM BBHITLIATHI
WHIMBUIYAIbHBIA UIEHTU(DUKAITMOHHBIN KOJT TTAlIUEHTAa, YCTAHOBIICHHBIM CTPAXOBATEJIEM B COOTBETCTBHH
C TUMOBBIMH MPaBUIAMH 00S13aTEILHOTO CTPAXOBaHUS.

12. Jlo TONHOrO OMNpeleNieHHs pa3Mepa MOJJISKAIIEro BO3MEIICHHIO Bpela CTPAaxXOBIIHMK 10
3asIBJICHHIO TAlMEHTA, YYaCTBOBABIIIETO B KIIMHUYECKOM UCCIICIOBAaHHUH JICKAPCTBEHHOTO Tperapara, Wiu
3asABJICHUIO BI)IFOI[OHpI/IO6pCTaTGJ'I${ BIIpaB€ OCYIICCTBUTH 4aCTb CTanOBOfI BBITIJIATBI, COOTBECTCTBYIOIYIO
(aKTHUYECKHU OTPEIeICHHON YaCTH MPUYHMHEHHOTO Bpe/a.

13. CrpaxoBas BbIIUIaTA B COOTBETCTBUUM C JOrOBOPOM 0O0S3aTENLHOTO CTPaXxOBAaHUSA
OCYILIECTBIISETCS HE3aBUCUMO OT BBIILIAT, IPUUUTAIOIIMXCS IO JPYTUM BHUJIaM CTPaXOBaHU.

14. He pomyckaercsa yyacThe TMalMeHTa B TNPOBEIACHUM KJIMHUYECKOTO HCCIIECIOBAHUS
JIEKapCTBEHHOTO TIperapara Mpu OTCYTCTBUHU JOTOBOPA 00s13aTENBHOTO CTPaXOBAHHUS.

15. KoHTposp 3a HCIOJIHEHWEM OpraHU3alMel, IOJIyYUBINEH pa3pelleHHue Ha OPTraHHU3aLUIo
IIPOBEJEHUS KIIMHUYECKOIO MCCIIEN0BaHNUs JIEKAPCTBEHHOIO Mpenapara Jyisi MEAULUHCKOTO IPUMEHEHMS],
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?;E;L;lle[?::gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

YCTaHOBJICHHOW HACTOALICH cTaThel OOS3aHHOCTH MO 0053aT€IbHOMY CTPAXOBAHUIO YKU3HU, 37J0POBbS
MalKUeHTa, Y4acTBYIOLIEro (y4acTBOBAaBIIETO) B KIMHUYECKOM UCCJIECIOBAHUM JIEKAPCTBEHHOI'O
mpernapaTa, OCYIIECTBIISIETCS YHIOJHOMOYEHHBIM (helepaibHbIM OpPraHOM HCIOJHUTEIBHONW BIIACTH,
BBIJIaBIIIMM pa3pelICHUE Ha MPOBEACHUE KIMHUYECKUX HCCIIENOBAHUN JIEKAPCTBEHHBIX IPENAPATOB IS
MEIUIMHCKOTO IPUMEHEHUS.

naea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEOCTB
CraTtbsa 45. NMpon3BoACTBO NeKapCTBEHHbIX CPeacTB

1. IIpow3BOACTBO JIEKAPCTBEHHBIX CPEJCTB JOHKHO COOTBETCTBOBATh TPEOOBAHUSM ITPABUI
HaJIeKaleld MPOU3BOJACTBEHHOMN MPAKTUKU, YTBEPKICHHBIM YIIOJIHOMOYEHHBIM (peiepaabHbIM OPraHOM
WCIIOTHUTENIbHON BiacTH. OCOOCHHOCTH IMepexo/ia MPOr3BOACTBA OTIACIBHBIX JICKAPCTBEHHBIX CPEICTB K
WX TIPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAHUSAMHM MPABUII HAJICKAIIEH TPOU3BOJACTBEHHON MPAKTUKU
ycranaBiauBaroTcs IIpaBurensctBoM Poccuiickoit denepanuu. Bbigaua 3akito4eHH O COOTBETCTBUU
MIPOM3BOJIUTEIS JICKAPCTBCHHBIX CPEJCTB TpeOOBAaHUSAM TPABHII HAJUICkKAIIeH IMPOU3BOJICTBEHHOM
MPAaKTUKU OCYILIECTBISICTCS IO PE3yJIbTaTaM HWHCIEKTUPOBAHMS IPOU3BOAUTENICH JIEKAPCTBEHHBIX
CpeACTB B mopsnke, ycraHoBiaeHHOM IIpaButensctBom Poccuiickon ®enepauuu. Pasmep miartel 3a
BbIIauy 3aKIIOYEHHUS O COOTBETCTBUM MPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSM IMPaBUII
HaJUIeKallled  NPOM3BOACTBEHHOM IpaKkTUKU  ycTaHaBinuaercs IIpaBurensctBoM — Poccuiickon
Oenepanuu. [lopsnok opraHuzanuv U NIPOBEACHUS UHCIEKTUPOBAHUS MPOU3BOUTENCH JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHUSM TPaBWJI HAJJICKAIIEd MPOU3BOACTBEHHONW MPAKTUKU
ycranaBiauBaercs [IpaBurensctBom Poccuiickoit denepanumn.

(B pen. @enepanpHbix 3akoHOB OT 25.06.2012 N 93-®3, or 22.10.2014 N 313-®3, ot 22.12.2014 N
429-03)

2. IlpousBoxacTBO JeKapCTBEHHBIX cpenctB B Poccuiickoit @Denepanuu  OCYLIECTBIISETCS
MIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX CPEJICTB, UMEIOIIUMH JIMIEH3UI0 Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpenctB. [loaTBepxkaeHHEe COOTBETCTBHUS JIMIEH3MATa IIpaBUiaM HaJUIeKalled MpOU3BOJCTBEHHOU
MPAKTUKU OCYHIECTBISETCA B PAMKax JUIEH3MOHHOTO KOHTPOJISI B COOTBETCTBUU C 3aKOHOJATEIHCTBOM
Poccuiickoit deneparuu ¢ y4eToM 0COOCHHOCTEH, YKa3aHHBIX B YaCTH | HACTOAIIEH CTaThH.

(B pen. PenepanbHbix 3aKk0oHOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

2.1. Jns ueneil JMIEH3UPOBAaHUS MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEICTB AJI MEAMIMHCKOTO
IPUMEHEHHUsS. U HMHCIEKTUPOBaHMS CYyOBEKTOB OOpAIleHUs JIEKAPCTBEHHBIX CPEJICTB HAa COOTBETCTBUE
TpeOOBaHUSAM ITpaBWJI HAJUIeXkKalllel MPOU3BOICTBEHHOM NMPAKTUKK (eiepalIbHbIN OpraH UCIIOJIHUTEIbHON
BJIACTH, OCYIIECTBIAIOIMN TOCYAAPCTBEHHYI0 PETHCTpAalMI0 JIEKAPCTBEHHBIX IPENapaToB JUId
MEAUIMHCKOTO TMPUMEHEHMs], TMpeaocTaBisieT (enepaJbHOMY OpraHy HCIOJIHUTEIBbHOM BIACTH,
OCYILIECTBISIONIEMY (efepaTbHblii TOCYJapCTBEHHBIN JIMIEH3UOHHBIH KOHTPOJIb JEATEIBbHOCTH IO
MIPOM3BOJICTBY JIEKAPCTBEHHBIX CPEACTB JUIs MEAMIIMHCKOTO NPHUMEHEHHs, M0 €ro 3ampocy B paMKax
MEXBEJJOMCTBEHHOTO MH(OPMALIMOHHOTO B3aUMOJCHCTBUS B TOPSJIKE, YCTAHOBICHHOM (eaepaabHbIM
OpPraHOM HCIOJIHUTENIbHOIN BJAacTH, OCYHIECTBISIOMINUM JIUIIEH3UPOBAHNE MPOU3BOJICTBA JIEKAPCTBEHHBIX
CPeACTB sl MEIUIMHCKOTO TNpPUMEHEHHUs, M (eAepaJbHbIM OpPraHoOM HCIOJIHUTENBHOM BJAcTH,
OCYILECTBISIONUIMM TOCYJapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX MPENnaparoB A MEAUIIMHCKOTO
IIPUMEHEHHUS, CBEICHUS O JIEKAPCTBEHHBIX CPEACTBAX, YKa3aHHblE B 4acTU 5 cTarbu 18 Hacrosmiero
denepanbHOro 3aK0HA, B TOM YHCJIE B CIIydae, €CIIM TaKUe CBEJICHHS COCTaBIISIFOT KOMMEPYECKYIO TaliHy.
(uactsb 2.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 14.07.2022 N 311-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB OCYILECTBISETCS C COONIOJIGHUEM TpeOOBaHUMN
MIPOMBILIJICHHOTO PErjIaMeHTa, KOTOPBIN YTBEPKAACTCSI PYKOBOAUTENEM IIPOU3BOAUTENIS JICKAPCTBEHHBIX
CpPEICTB M BKIIOYaeT B ce0s TMepedeHb MCMHOJIb3yeMbIX (apMalleBTUYECKUX CYOCTaHLUNA U
BCIIOMOTATENIbHBIX BEIIECTB C yKa3aHUEM KOJIMYECTBA Ka)XJOr0 W3 HHX, JAHHBIE 00 HUCIOIb3yeMOM
00Opy/OBaHUY, OIMCAaHHE TEXHOJOTMYECKOro IIpollecca U METOJOB KOHTPOJS Ha BCEX JTamax
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEICTB.

4. Tlpu mMpowW3BOACTBE JICKAPCTBCHHBIX CPEJCTB HCIIOJIB3YIOTCA (papMalleBTHUECKHUE CYOCTaHIIUH,
CBEICHHUS O KOTOPBIX COAEpPXKATCS B TOCYJapCTBEHHOM pEECTpe JICKapCTBEHHBIX CPEJCTB, 3a
HCKITIOYCHUEM  (papMaleBTUICCKUX CyOCTaHIUH, TMPOM3BOAMMBIX JUIS TMPOBEACHHUS KIMHUYCCKUX
UCCIeoBaHui u Il 3kcropTa. K mpomeccy nmpoun3BoacTBa (papMarneBTUIECKONH CYOCTaHIIMA OTHOCSTCS
JIO0BIE  CTaJWM  TEXHOJOTMYECKOro IpoIecca, IO3BOJISIIOIIME IOJYyYUTh TOTOBBIM  MPOIYKT,
COOTBETCTBYIOIIUK TpeOOBaHMAM (apMaKOIEHHOW CTaThd, B TOM YHUCIE (epMeHTAIus, SKCTPAKIIHS,
OYKCTKA, BBIICICHUE, NEPEKPUCTAILTU3AIMS, BBHICYIIIMBAHUE, U3MeNIbYeHHE. B ciydae HeoOXoaumocTu
WCIOJIb30BAHUS 3TUJIOBOTO CIUPTA, B TOM YHUCIE (PapManeBTUICCKOW CYOCTAHIIMU CIIUPTA ITHIOBOTO
(9TaHONa), TPU TPOM3BOJCTBE JICKAPCTBEHHBIX CPEICTB B KadecTBE JCHCTByromero u (WIn)
BCIIOMOTaTEILHOI0 BEIIECTBA, a TAKKE B MHBIX TEXHOJIOTHYECKUX LENSX HOJDKHA OBITh HCIIOJIB30BaHA
TOJILKO (papMarieBTUYeCKasi CyOCTaHIUs CIIUPTA ATUIIOBOTO (ITAHOII).

(B pen. @enepanbHbix 3ak0oHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-®3, ot 27.12.2019 N
481-03)

4.1. TlepeueHb JEKapCTBEHHBIX MpENapaToB i MEIUIIMHCKOTO TMPUMEHEHHUS, B OTHOIICHUHU
KOTOPBIX YCTaHABIMBAIOTCS TpeOOBaHMUS K OOBEMY Tapbl, YIAKOBKE M KOMIUIEKTHOCTH, IEPEYCHb
JIEKApCTBEHHBIX MIPEMapaToB JJisi BETEPUHAPHOTO IPUMEHEHHUS, B OTHOIICHUH KOTOPBIX YCTAHABIUBAIOTCS
TpeboBaHusl K 00BEMY Tapbl, a TaKke TpeOoBaHHA K 00BEMYy Tapbl, YHNAKOBKE W KOMIUIEKTHOCTH
JIEKApCTBEHHBIX TMPENaparoB JUIA MEAMIIMHCKOTO TPUMEHEHMs, TpeOoBaHUs K OO0BEMY Tapbl
JIEKApCTBEHHBIX NPEeNapaTtoB sl BETEPUHAPHOIO IPUMEHEHHUs ONPEAEINSIOTCS COOTBETCTBYIOIIMMH
YIOJIHOMOYEHHBIMH (peZiepaTbHBIMU OpTraHaMU HCIIOJHUTEIHHOM BJIACTH B TOPSJIKE, YCTaHOBJIEHHOM
[IpaBurenscTBOoM Poccuiickon Penepanuu.

(uactsb 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. Opranu3zaiuu, OCYIIECTBIISIONIUE MPOU3BOJACTBO (hapMaleBTHUECKOW CyOCTaHLMU CHHpTa
ATWJIOBOTO (3TaHOJa) JJsl IMPOU3BOJCTBA CHHUPTOCOAEP AIIMX JIEKAPCTBEHHBIX IpenapaToB, 00s3aHBI
OCYILLIECTBIATh YUET B MOPSIJIKE, YCTAHOBIEHHOM cTaThsiMM 8 U 14 denepanbHOro 3akoHa oT 22 HOSOps
1995 roga N 171-®3 "O rocynapCcTBEHHOM peryjaupoBaHUU TPOU3BOACTBA U 000POTa STUIIOBOTO CIUPTA,
aJIKOTOJIBHOM M CIHUPTOCOZEpKalled MNpOIyKIMH M 00 OrpaHHMYeHUM TOTpeOseHus (pacruTus)
asnikorospHOM nponykuuu'". [IponzBoacTBo papmaneBTHUECKON CyOCTaHIIMU CIIMPTA 3TUIIOBOTO (3TaHOIA)
JIOMYCKAeTCsl TOJBKO OpraHu3aluei, OCyLIECTBISIONIEH MPOU3BOACTBO PEKTU(HUKOBAHHOIO 3THIIOBOTIO
CIIHpTa W3 TIHIIEBOTO CHIPhS HA OCHOBAaHWH JIUIICH3MH Ha MPOM3BOJICTBO ATHIOBOTO CIHPTA JUIS
MPOU3BOJICTBA (hapMalleBTUUECKOW CYOCTaHIIMM CIHUPTa 3TUIOBOTO (3TaHONA) B COOTBETCTBHM C
TpeboBanusiMu DenepanbHoro 3akoHa oT 22 HosOps 1995 roma N 171-®3 "O rocymapcTBEHHOM
pEeryaupoBaHUM TPOM3BOJACTBA M 000pPOTa STHIOBOIO CIHUPTA, AJKOTOJBHOW M CHUPTOCOJAEpKallei
NPOAYKIMM M 00 OrpaHMYEeHUU MOTpedsieHuss (pacluThs) aJlKOTOJbHON MPOIYKIUH", METOJIOM
pa3Be/ieHus] BOJIOM OUYMILEHHOM TaKoro 3THJIOBOTO CIMPTa, MPOM3BEACHHOIO JJAHHOM OpraHu3aiuei mo
MECTY OCYIIECTBIIEHHUSI TPOU3BOJICTBA (papMalleBTUYECKON CyOCTaHIIMU CIIMPTA 3TUIIOBOTO (3TaHOIIA).
(uactpb 4.2 BBegeHa denepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. OenepanibHOro 3aKk0Ha OT
27.12.2019 N 481-03)
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?:Eleﬁm;gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

4.3. UnnuBuayanabHble NpPEANpUHUMATENN U IOPUANYECKHUE JIMLA, OCYLIECTBIAIOMINE 3aKYNKy U
MCTOJIb30BaHUE (papMaIleBTUYECKON CYOCTaHIIMHM CIMPTa STHJIOBOTO (3TAaHONA), a TaKXKe MPOU3BOJCTBO,
M3TOTOBJICHHE W (Wiau) o00OpOoT (32 HCKIIOYEHHEM PO3ZHUYHOM TPOJAXKH) CHUPTOCOACPIKAITUX
JICKApCTBEHHBIX MpPENapaToB, OO0S3aHBl OCYIIECTBIATh HMX YYeT M JIEKJIapUpOBaHHE B TIOPSIKE,
yCTaHOBJICHHOM cTaThsiMu 8 u 14 ®depepanbHoro 3akoHa oT 22 Hos0ps 1995 roma N 171-d3 "O
rOCYJapCTBEHHOM PEryJMpPOBaHUM TPOU3BOACTBA M 0O0OpPOTa 3TUIOBOTO CIUPTA, AIKOTOJBHOW U
CHUPTOCOEpIKAIIEH MPOIYKIIMHU U 00 OrpaHUYEeHUHU TOTpeOIeHUs (PaCIUTHA) AIKOTOIBHOM MPOTYKITHH'".
(uactsb 4.3 BBeneHa PenepasibHbIM 3aKk0HOM OT 29.07.2017 N 278-D3)

44. Ilpu npouW3BOACTBE JICKAPCTBEHHBIX IPENapaToB sl BETCPUHAPHOTO IPUMEHEHUS
JOMyCKAETCsl MCIIOJIb30BAaHUE TPOU3BEIACHHBIX Ul peaju3aluu  (papManeBTHUECKUX CyOCTaHIIMH,
BKJIIOUCHHBIX B TOCYJAPCTBEHHBIH PEECTp JEKAPCTBEHHBIX CPEICTB YIOJIHOMOUYCHHBIM (elepalbHbIM
OpPraHOM  HUCIIOJIHUTEIBHOM BJIACTH, OCYIIECTBISIOIIMM  BEAECHHE TOCYAApPCTBEHHOIO  peecTpa
JIEKapCTBEHHBIX CPEJICTB IJISI MEAUIUHCKOTO MPUMEHEHHS.

(uacTb 4.4 BBeieHa DenepasibHbIM 3akoHOM 0T 02.08.2019 N 297-03)

5. 3anpermaercs MPOU3BOJICTBO:

1) nexapCTBEHHBIX CPEJCTB, HE BKJIIFOUEHHBIX B TOCYJapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPENICTB,
34 HCKIIOYEHMEM JIEKAPCTBEHHBIX CPEACTB, IMPOU3BOAMMBIX I IPOBEACHUSA KIMHUYECKHUX
UCCIICIOBAHUM U JUIA DKCIIOPTa,

2) panpcupUIMPOBAaHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) nekapCTBEHHBIX CPEJCTB 0€3 JIMILEH3UN Ha POU3BO/ICTBO JIEKAPCTBEHHBIX CPE/CTB;

4) JICKAPCTBCHHBIX CPCACTB C HAPYHMICHUCM IpAaBUJI OpTraHHU3allH TIPOU3BOACTBA W KOHTPOJIA
KaueCTBa JICKAPCTBCHHBIX CPCACTB,

5) yrpatuin cuiy. - @enepanbHblil 3aKoH 0T 27.12.2019 N 481-D3;

6) cIUpPTOCOAEPKAIIMX JICKAPCTBEHHBIX MpPENapaToB IO MECTY OCYIIECTBJICHHUS IMPOW3BOACTBA
(dapMarieBTHUECKONH CYOCTaHIMU CIHPTa STWIOBOrO (3TaHOia) M (MIM) MO MECTY OCYIIECTBIICHUS
MIPOU3BOJICTBA STUIIOBOTO CIHPTA;

(n. 6 BBenneH PenepanbHbIM 3aKOHOM 0T 27.12.2019 N 481-D3)

7) ¢dapmaneBTHUECKON CyOCTaHIIMM CHMpTa 3TUIIOBOrO (3TaHoda) U (WJIM) CHUPTOCOJEPIKAIINX
JIEKapCTBEHHBIX MPENapaToB Ha OCHOBHOM TEXHOJOTHYECKOM OOOpYyIOBaHMU JJsl TPOU3BOACTBA
ATHJIOBOTO CIHPTA, yKazaHHOM B IyHKTe 1.1 crateu 14.1 @enepanbHoro 3akoHa ot 22 Hos0ps 1995 rona
N 171-®3 "O rocynapCTBEHHOM pEryJIMpPOBAHWU MPOU3BOJICTBA M 000pPOTa ATUJIIOBOTO CIHPTA,
QJIKOTOJIFHOM U CIUPTOCOJEpKallel MpOAyKIMH U 00 OrpaHMYeHUH MoTpedseHust (pacmuTus)
QJIKOTOJIBHOM MPOyKIUH".

(. 7 BBeneH DenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

6. HpI/I BBOJIC JICKAPCTBCHHBLIX CpCIACTB B Fpa)K,[[aHCKI/Iﬁ O60pOT YIIOJIHOMOYCHHOC JIMIO
MPOU3BOJUTEIIA JICKAPCTBCHHBIX CPEACTB OCYIICCTBIIACT MOATBEPKACHHUEC COOTBETCTBUA JICKAPCTBCHHBIX
CpCACTB Tpe6OBaHI/I$IM, YCTAHOBJICHHBIM IIPpU HUX FOcyﬂapCTBCHHOﬁ peructpanu, U rapaHTUpyeT, 4TO
JICKApCTBCHHBIC CpEACTBa MNPOU3ZBEACHLBI B COOTBCTCTBHU C Tpe60BaHI/I$IMI/I ImpaBujI Ha)memameﬁ
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

IIPOU3BOJICTBEHHOMN MPAKTUKH.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. YHOJHOMOYEHHBIM JIMIIOM IPOM3BOAUTENS JICKAPCTBEHHBIX CPEICTB SIBISETCS €ro pPabOTHHUK,
aTTECTOBAHHBIN B YCTaHOBJICHHOM YIOJHOMOYEHHBIM (pe/iepaibHBIM OPraHOM HCIIOJIHUTEIBHOM BIACTH
HOPSZKEe M UMEIOUINIT CTaX pabOThl HE MEHEE YeM IIATh JIET B 00JIACTH MPOU3BOACTBA U (MIIH) KOHTPOJIS
KauecTBa JICKAPCTBEHHBIX CPEJICTB, BBICIIEE 00Pa30BaHUE COOTBETCTBEHHO 110 OJHOI M3 CIEHAIbHOCTEH
U (WwIiM) OJHOMY W3 HANpaBICHUI IOATOTOBKH: OHOJIOTHS, OWOTEXHOJIOTHsS, BETEPHHAPHS,
BETCPHHAPHO-CAHUTAPHAsL OKCIEPTU3a, KIMHUYECKAas MEIWIMHA, paJUallMOHHAs, XHMUYecKas |
Ouosoruueckas 3amuTa, papmanus, GpyHIaMeHTaNbHas MEAUIIHA, XUMUIECKast TEXHOJIOTUsI, XUMHSI.

(B pen. @enepanbHbix 3akoHOB 0T 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

8. IIpou3BomuTeny JIEKapCTBEHHBIX CPEICTB (32 UCKIIIOYEHHEM (papMalleBTUYeCKOW CyOCTaHIIMU
CIIHPTa 3TUJIOBOTO (3TAHOJIA) MOTYT OCYILECTBIISATH MPOAAXKY JICKAPCTBEHHBIX CPEICTB WM IEPEaBaTh
UX B YCTaHOBJIEHHOM 3aKOHOJaTeNbCTBOM Poccuiickoit deneparmu nopsake:

(B pen. @enepanbHoro 3akoHa ot 29.07.2017 N 278-03)

1) ipyruM npou3BOAUTENSAM JIEKAPCTBEHHBIX CPEJICTB JUISl IPOM3BOICTBA JIEKAPCTBEHHBIX CPEJICTB;
2) opraHu3anysaM ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) AllTCUHBIM OpraHu3alusaM, BCTCPUHAPHBIM aIITCUHBIM OpraHu3aluiaM, HWHIAWUBUAYAJIbHBIM
npeaApruHUMaTeIsIM, UMCIOIIUM JIMICH3WIO Ha Q)apMaHGBTI/I‘-IeCKYIO JACATCIIBHOCTh HWJIM JIMICH3WIO Ha
MCIUIHNHCKYI NCATCIIBHOCTD,

4) HayYHO-UCCIIEIOBATEIHLCKUM OPTaHU3AIUSAM JIJIsl HAyYHO-MCCIIEI0BATEIhCKONU PabOTHI;
5) MEIUIIMHCKUM OpTaHU3alUsAIM U BETEPUHAPHBIM OpPTaHU3aIIHsIM;

6) opraHuzanMsIM ¥ WHIWBUAYAIbHBIM MPEANPUHUMATENSAM, OCYIISCTBISIONIUM pa3BeICHUE,
BBIpAIIUBAHUE U COJIEpP)KaHHWE >KMBOTHBIX (32 HCKIIOYEHHEM TMPOJaXH UM (papMaleBTUIECKUX
CyOCTaHIIMI UK UX TIEPEIadHn ).

(m. 6 B pea. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)

9. IlpouwsBomutenu (papManeBTUUECKON CYOCTaHIIMM CHOUPTAa STUIOBOrO (dTaHOJA) OOs3aHBI
OCYILECTBIATh PeATU3alUI0 (IIeperady B YCTAaHOBIEHHOM 3aKoHozarenbcTBoM Poccuiickoit denepannn
nopsake)  (apmaneBTHUYECKOW  CyOCTaHLMM — CIIUpPTa  ATHJIOBOrO  (3TaHOJa)  MPOU3BOJIUTENSM
JIEKapCTBEHHBIX CPEJCTB JUIs IPOU3BOCTBA JIEKAPCTBEHHBIX CPEACTB, IPOU3BOIUTENSAM (M3TOTOBUTENSIM)
MEIAUIMHCKUX WU3ETHUH 17151 IPOU3BOJCTBA M U3TOTOBIICHUS MEAUIIMHCKUX U3/I€TIHI B EMKOCTSIX 00bEMOM
He 6onee 1 nutpa u (mm) He MeHee 1000 JUTPOB, a OpraHu3anMsIM, yKa3aHHBIM B IMyHKTax 3 - 5 yactu 8
HAaCTOSIIIEH CTaThH, B Tape 00beMoM He Ooiee 1 nutpa.

(uactp 9 BBeneHna denepanbHbiM 3akoHOM OT 29.07.2017 N 278-03; B pen. deaepanbHbIX 3aKOHOB OT
27.12.2019 N 481-®3, o1 22.12.2020 N 444-D3)

10. Peanmsamus (mepemaya B YCTAaHOBJICHHOM 3aKOHOJATeNbcTBOM Poccuiickoit denepanuu
nopsiike) (papMareBTUYECKON CYOCTaHIIMM CHHpPTAa ATHWIOBOTO (ITaHOJA) OpraHU3aIUsSM OITOBOMU
TOPrOBJIU JICKAPCTBEHHBIMU CPEJICTBAMH HE JIOMYCKAETCA.

(uactb 10 BBeaena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

11. IlepeBo3ku (hapmaneBTHUECKON CyOCTaHIIMM CHHPTA STHIIOBOTO (3TAHOJIA) OCYIIECTBISIOTCS C
coOmoaeHrneM TpeOOBaHUM, YCTAaHOBJICHHBIX a03alleM 4YeTBEpThIM MyHKTa 3 crathu 9 DenepaiabHOTO
3akoHa OT 22 HosiOps 1995 roma N 171-®3 "O rocygapcTBEHHOM peryJupOBaHUU TPOM3BOJICTBA U
00opoTa ATHJIOBOTO CHHPTA, AJIKOTOJBHOW W CHHPTOCOJEpXKallell NpOAYKIHMH M 00 OrpaHUYCHUH
noTpeOaeHus (PacUTH) aJTKOTOJILHON POTYKITUU".

(uactb 11 BBenena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapkupoBKa fiekapCcTBeHHbIX CPeAcTB

1. .HeKapCTBeHHBIe nmpenaparbl, 3a HCKIIIOYCHUCM JICKAPCTBCHHLIX IIPCIAapaToOB, H3TOTOBJIICHHBIX
AlITCYHBIMU  OpraHHU3alusAMM, BCTCPHHAPHBIMKW allTCYHBIMKW OpraHu3alusMH, HWHAWBUAYAJIbHBIMU
npeanpuHuMareIsiMiM, HUMCIOINMMU JIMOCH3HUIO Ha q)apMaIICBTI/I‘-IeCKYIO JACATCIIBHOCTh, OOJI?KHBI
MoCTymnaThb B O6paH_[CHI/Ie, CClIn.

1) Ha WX TEPBUYHOW VYITAKOBKE (32 HCKIIOYCHHUEM TICPBHYHOW YIAKOBKU JIEKApPCTBEHHBIX
PaCTUTENILHBIX TPENapaToB) XOPOIIO YATAEMBIM IIPU(PTOM Ha PYCCKOM SI3bIKE yKa3aHbl HAMMEHOBAHUE
JIEKapCTBCHHOTO mpemnapara (MEXIYHapOJHOE HEMATCHTOBAHHOE, WJIH TPYINIUPOBOYHOE, HIIH
XHUMHYECKOE, WM TOPrOBOEC HAMMEHOBAHUE), HOMEP CEPUH, JaTa BhITyCKa (11 MMMYHOOHOJIOTUYCCKHX
JICKaPCTBCHHBIX IPEIapaToB), CPOK TOJHOCTH, JO3MPOBKA WM KOHIICHTpAlus, 00beM, aKTHBHOCThH B
eMHHLIAX JTEHCTBUS WIIH KOJIMYECTBO 103
(B pen. deaepanbhbix 3akoHOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha WX BTOPHYHOH (MOTPEOUTETHCKOM) YMaKOBKE XOPOIIO YUTAEMBIM HIPUPTOM Ha PYCCKOM
S3bIKE YKa3aHbl HAMMEHOBAaHWE JICKAPCTBEHHOTO Iperapara (MEXIyHapOJHOE HEMaTeHTOBAaHHOE, WU
IPYNIIUPOBOYHOE, WJIM XHMHUYECKOC M TOPrOBOC HAaWMCHOBaHHS), HAaUMCHOBAaHHE IPOM3BOIUTEIS
JIEKApCTBEHHOTO TIperapara, HOMep CEpHH, JaTa BBITYCKa (1T MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX
IpenapaToB), HOMEpP PEruCTPALMOHHOIO YAOCTOBEPEHHUS, CPOK TOJHOCTH, CIOCO0 NpPUMEHEHHH,
J03UPOBKA WM KOHIIEHTpaIus, 00beM, aKTUBHOCTh B €AMHHUIAX ACUCTBHUS OO KOJIMYECTBO 103 B
yIaKOBKe, IEKApCTBEHHAs (popMa, YCIOBUS OTIIYCKa, YCIOBHS XPaHEHUS, IPEyTPEAUTEIbHBIC HAAMHICH.
(B pen. Denepanbabix 3akoHOB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)

2. ®apmareBTUUYECKHE CyOCTaHIIMU TOJKHBI MOCTYIMaTh B OOpalleHue, €Cciad Ha MX MEepBUYHOU
YIAKOBKE XOPOIIIO YUTAEMbIM MIPU(TOM HA PYCCKOM SI3bIKE YKa3aHbl HAUMEHOBaHHE (DapMalleBTHUECKOM
cyOcTaHuu (MEXIyHApOJHOE HEMAaTEHTOBAHHOE, WU TPYNIUPOBOYHOE, WM XUMUYECKOE U TOPTrOBOE
HaWMEHOBAHMS ), HANMEHOBaHUE TTPOU3BOIUTEINS (hapMaIleBTUUECKON CyOCTaHIIMU, HOMEpP CEpUU U JlaTa
W3TOTOBJIEHUS], KOJIMUYECTBO B YIAKOBKE M €JUHUIIBI U3MEPEHUs KOJIUYECTBA, CPOK TOJHOCTH U YCIOBUS
XpaHECHHUS.

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

3. JlekapcTBEHHBIE CPEACTBA B KaYECTBE CHIBOPOTOK JOJIKHBI IOCTYIATh B 0OpaIleHHe ¢ YKa3aHueM
KUBOTHOT'O, U3 KPOBH, IUIa3Mbl KPOBH, OPTaHOB U TKAHEW KOTOPOTO OHU IOITY4EHBI.

4. Ha BTOpHuHYyI0 (HOTPEOUTEIHCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, NOJYyYEHHBIX U3 KPOBH,
IUIa3Mbl KPOBU, OPraHOB W TKaHEW uelloBeKa, NOJDKHA HAHOCUThCA Haamuchk: "AnTtuTena k BHUY-1,
BHY-2, k Bupycy renaruta C 1 TOBEPXHOCTHBIM aHTUT€H BUpYyca remnarura B orcyrcTByror".

5. Ha  nepBuYHYl0O  yHakOBKY W BTOpUYHYIO  (TIOTpEOMTENBCKYIO)  YIIaKOBKY
paanogdapMaleBTHUECKUX JIEKAPCTBEHHBIX CPEACTB JIOJKEH HAHOCUTHCS 3HAK PAIUAllMOHHOMN OMAaCHOCTH.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

6. Ha BropuuHyto (MOTPeOUTENBCKYI0) YIAKOBKY TOMEONATHYCCKUX JICKAPCTBEHHBIX IpenapaToB
IOJDKHA HAHOCUTHCI HAAMUCh: "'l oMeonaruueckuii".

7. Ha BrOopmuHylO (IMOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTHTEIIBHBIX IIPErapaToB
JIOJKHA HAHOCUTHCS HaAnuch: "IIpoaykius npoiiia paiualiiOHHbIA KOHTPOJb".

8. Ha mnepBuuHyr ymakoBKy (€ciu Il DTOTO CYIIECTBYET TEXHUYECKas BO3MOXKHOCTh) H
BTOPUYHYIO (NOTPEOUTENHCKYIO) YHAKOBKY JICKAPCTBEHHBIX MPEMapaTroB, NpeIHA3HAYCHHBIX IS
KIMHUYECKUX UCCIIEAOBAaHUM, JOKHA HAHOCUTHCA HAAIKUCE: " {71 KIMHUYECKUX UCCISA0BAHUM".

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

9. VYmaxkoBka JEKapCTBEHHBIX CpEACTB, IPEJHA3HAYCHHBIX MCKIKYHATEIBHO MJIs 3KCIOPTa,
MapKUpPYeTCsl B COOTBETCTBUM C TPEOOBaHUSIMH CTPaHbI-UMIIOPTEPA.

10. Ha TpancnopTHyio Tapy, KOTOpas HE NpeIHa3HayeHa s MOoTpeduTeneii u B KOTOPYIO
MMOMEIIIEHO JICKApPCTBEHHOE CPEJCTBO, JODKHA HAHOCUTHCS WH(MOpPMANHS O HAWMMCHOBAaHWH, CEPHH
JIEKapCTBEHHOT'O CPEJICTBA, JaTe BBIMYCKA, KOJMWYECTBE BTOPUYHBIX (MOTPEOUTENHCKUX) YHIAKOBOK
JIEKapCTBEHHOI'O CPEACTBA, MPOU3BOAMUTENE JIEKAPCTBEHHOIO CPEJICTBA C YKAa3aHHMEM HAaUMEHOBAHUS U
MECTOHAXO0KCHHSI POU3BOAUTEIS JIEGKAPCTBEHHOTO CPE/ICTBA (aIpec, B TOM YHCIIE CTpaHa U (KUJIM) MECTO
IIPOM3BOJICTBA JIEKAPCTBEHHOI'O CPEACTBA), & TAK)XKE O CPOKE IOJHOCTHU JIEKAPCTBEHHOT'O CPEJCTBA U 00
YCIOBUSIX €r0 XpaHEHUs U MEePEeBO3KU, HEOOXOIMMBIE MPEAYIPEIUTEIbHbIC HAIIUCH U MAaHUITYISTOPHBIC
3HAKHU.

11. Ha nepBHYHYIO YNakoBKY M BTOPHYHYIO (IOTPEOUTENBCKYIO) YIAKOBKY JEKapCTBEHHBIX
CPEICTB JJisi BETEPUHAPHOIO IPUMEHEHMs JIOJDKHA HAHOCUThCS Haanuch: "Jlns BeTepuHapHOro
IIPUMEHEHHU "

12. Ha BropuuyHyto (MOTpeOUTENbCKYI0) YHNAKOBKY JIEKapCTBEHHOIO IIpernapaTa HaHOCUTCS
IITPUXOBOH KOJI.

nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUACKYIO ®EAQEPALMIO N BbIBO3 NEKAPCTBEHHbIX CPECTB
U3 POCCUNCKON ®EOEPALIUN
(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

CraTtba 47. Nopsaok BBO3a nekapcTBeHHbIX cpeacTtB B Poccunckyro denepauuio m
BbIBO3a NIeKapCTBEHHbIX cpeacTB n3 Poccunckon ®epepauumn
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHBIX cpeiacTB B Poccuiickyro @Denepamnuio OCYIIECTBISETCS B TOPSIJIKE,
yctaHoBlIeHHOM [IpaBurensctBoM Poccuiickonn ®exepanuu, B COOTBETCTBUM C TaMOKEHHBIM
3aKOHOAATEIBCTBOM TaMoOKeHHOro coro3a B pamkax EBpA3DC (manee - TaMoOKeHHBIN c0103) U (WUIN)
3aKoHoJaTenbeTBOM Poccuniickoi denepanniv 0 TaMOKEHHOM JIEIIE.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Koncynsrantllntoc: npumeyanue.
o 01.09.2023 poccuilckuM TPOU3BOAMTENSIM PA3pEIICHO B YBEAOMUTEIBHOM MOPSIKE BBO3UTHh HE
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 19.12.2022) [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

BHECEHHBIE B peecTp (¢GapMaleBTHUECKUE CYOCTaHIMU JUJIi BETEPUHAPHOTO NPUMEHEHUS s
IIPOM3BOJICTBA 3apPETUCTPUPOBAHHBIX JiekapcTBeHHbIX cpeacTB (Ilocranosnenue IlpaBurenscrBa PO
ot 12.03.2022 N 353).

2. BBo3umbie B Poccuiickyro ®@enepannio JEKApCTBEHHbIE CPEACTBA JIOHKHBI COJIEPKATHCS B
rocyapCTBEHHOM PEecTpe JICKapCTBEHHBIX CPE/ICTB.
(B pen. deaepanbubix 3akoHOB OT 06.12.2011 N 409-03, o1 27.12.2019 N 462-D3)

3. Jlonyckaercs BB03 B Poccuiickyro ®enepanuio KOHKPETHOM MapTHM 3apErHCTPUPOBAHHBIX U
(M)  HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, IPEJAHA3HAYEHHBIX M  IPOBEAEHUS
KIIMHUYCCKHUX I/ICCJIGI[OBaHI/Iﬁ JICKApCTBCHHBIX IMPEIapaToB, MPOBCACHUA ISKCICPTU3BLI JICKAPCTBCHHBIX
CPEACTB Ul OCYLIECTBICHMS TOCYIAapCTBEHHOW PEruCTpally JIEKapCTBEHHBIX MpenapaToB WIM IS
OKa3aHUus MGI[PIIII/IHCKOﬁ IIOMOIIM 110 KU3HCHHBIM IIOKa3aHHUAM KOHKPCTHOI'O IMallMCHTAa Ha OCHOBAHUH
paspelieHus, BBIAAHHOIO YIOJIHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIOJHUTENIBHOW BJIACTH 110
3asBJICHUSIM JIMII, YKa3aHHBIX B cTaThe 48 Hacrosmiero deaepanbHOro 3akoHa. PaccMoTpeHue Takoro
3adBJICHMS W IPUHATHE pEIHIeHUs O BblJaue pa3pellieHUss Ha BBO3 KOHKPETHOM MapTuUu
3apCTUCTPUPOBAHHBIX U (I/IJII/I) HE3apCTUCTPUPOBAHHLBIX JICKAPCTBCHHBIX CPCACTB, IMPCAHA3HAYCHHDBIX JJId
IIPOBE/ICHUS KJIMHUYECKUX MCCIEeOBAaHUN JIEKAPCTBEHHBIX IPenapaToB, IPOBEIEHUS SKCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB JJIsi OCYUIECTBJIEHUS TOCYAAPCTBEHHOM perucTpanuy JEeKapCTBEHHBIX
IpernapaToB WIM A OKa3aHUS MEAMLMHCKOW MOMOILIM IO XHM3HEHHBIM IOKa3aHUSAM KOHKPETHOTO
naruenTa Ju0o 00 OTKa3e B BbIJJaue YKa3aHHOT'O pa3pelieHHs MPOU3BOIATCS B CPOK, HE MPEBBIIIAOIINI
nATH pabouunx qHe. [lnaTa 3a Beljauy yKa3aHHOIO pa3pelieHus] He B3UMAaeTCs.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Koncynprantllnroc: npumeyanue.
C 01.01.2024 4. 3.1 ct. 47 yrpaunBaer cuiy (P3 ot 27.12.2019 N 475-D3).

3.1. Jomyckaercsi BBo3 B Poccuiickyro ®@enepaiiuio KOHKPETHOM MapTUHU HE3apErUCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPEMapaToB, COAEPKAIMX HAPKOTHUYECKHUE CPEJCTBA WIJIM TICUXOTPOIHBIE BEIIECTBA, B
nopsiike, ycraHoBiieHHOM IIpaBurensctBom Poccuitickoin @enepaunu, sl OKa3aHUS MEIULIMHCKOM
MOMOIIY MO WU3HEHHBIM MOKa3aHUSIM KOHKPETHOTO IMAIlMEHTA WM TPYNIbI MAallMEHTOB B Cllydae, €Ciiv
UMeeTCsl pelleHHe BpadyeOHOW KOMHUCCHUM METUIIMHCKON opraHu3anuu o HedPPEKTUBHOCTH WIH
HEBO3MOKHOCTH TNMPHUMEHEHHS y KOHKPETHOIO MAlMEHTa MHBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpernapaToB, B TOM YHKCJE COAEpKAIIUX APYrue ACUCTBYIONIME BEIIECTBA, U O HEOOXOJMMOCTH BBO3a
ONPEACICHHOTO HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpenapara ¢ yKa3aHuEeM €ro MeKIYHapOIHOTO
HEMaTeHTOBAHHOTO (WJIM XUMHYECKOTrO, WM TPYNIHUPOBOYHOIO) HAUMEHOBaHHS, (HOPMBI BBHIMYCKA H
konudecTBa. [lepedyenn 3a00eBaHUN W COCTOSIHUM W COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX IMPENapaTos,
COJIEPIKALIMX HAPKOTUUECKUE CPEICTBA U IICUXOTPOIIHBIE BEUIECTBA, B LIENSAX OCYILIECTBICHUS UX BBO3a B
COOTBETCTBHH C TPEOOBAHHMSAMHU HACTOSIIEH YacTH YTBEPXKIAETCS YIOJIHOMOYECHHBIM (eaepaabHbIM
OpPraHOM HCIOJIHUTEIBHOMN BIIACTH.

(dactp 3.1 BBegeHa denepanbHbIM 3ak0HOM OT 27.12.2019 N 475-03)

3.2. lo 31 nexabps 2024 roma nomyckaroTcst BBO3 Ha Tepputopuio Poccuiickoit ®@enepauuu u
obOpamenue B Poccuiickoit denepanuui ¢ y4eTOM OCOOCHHOCTEH, yCTaHOBIEHHBIX [IpaBUTETHCTBOM
Poccuiickoit ®enepanuu, 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX NpPENapaToB Uil MEIUIIMHCKOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

MIPUMEHEHUS B yIaKOBKaX, MpeIHa3HAYeHHbIX JUId 0OpallleHus B MHOCTPAHHBIX TOCYAApCTBaX, B CiIydae
ne(eKTypbl JIEKapCTBEHHBIX MPENapaToB WM pPUCKAa €€ BO3HUKHOBEHHUS B CBS3M C BBEACHUEM B
otHomeHun Poccuiickoii Denepaliy OrpaHUYUTEIbHBIX MEP SKOHOMHYECKOTO XapakTepa MpH YCJIOBUU
COOTBETCTBHSI BBO3UMBIX JIGKAPCTBEHHBIX IIpenapaToB TpeOOBaHUSAM, YCTAHOBICHHBIM TIPU HX
perucTpanuu, 3a UCKIOYEHHEM TpeOOBAHUN K MEPBUYHON YIIAKOBKE, BTOPUYHOU (MOTPEeOUTENHCKON)
YIIaKOBKE, a TaKkKe MpH HAIMYUM HAa BTOPUYHOM (NMOTPEOUTEIHCKOW) YHMAKOBKE JIEKAPCTBEHHBIX
MIpernapaToB, HAaXOIAUIMXCA B OOpallleHHH, CaMOKJIESIIEHCS ITHKETKH, colepKalleil MHpOopManuio o
JIEKapCTBEHHOM IIpErapaTe Ha PYCCKOM SI3bIKE.

(dactp 3.2 BBeneHa deaepanbHBIM 3aKOHOM OT 26.03.2022 N 64-03; B pen. denepalbHOr0 3aKOHA OT
19.12.2022 N 519-®3)

4. B Poccuiickyto denepaiiuto MOXHO BBO3UThH JIEKAPCTBEHHBIE CPEICTBA, KAUYE€CTBO KOTOPBIX
MOATBEPKICHO  CEPTUPUKATOM  TPOM3BOAMTENIS  JICKAPCTBEHHBIX  CPEICTB,  YJAOCTOBEPSIOIINM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUAM (hapMaKOIEeHHBIX cTaTeil 1100 B ciydae
WX OTCYTCTBHS HOPMATUBHOM JOKYMEHTAIIMH WJIM HOPMATUBHOTO JOKYMEHTA.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

5. 3ampemaercst BBo3 B Poccuiickyto @enepannio GpanbCuPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
HEe100pOKAaYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPE/ICTB.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. danbcuduuupoBaHHbIE JEKAapCTBEHHbIE CPEICTBA, HEIO0OPOKAYECTBEHHBIE JIEKAPCTBEHHbBIE
CPEACTBA MOJIEKAT UIBATHIO U MOCIIEAYIOIIEMY YHUUYTOKEHUIO WIN BbIBO3Y M3 Poccuiickoit @enepanuu,
KOHTpagaKTHbIE JIEKAPCTBEHHBIE CPE/ICTBA - U3BATHUIO U MOCIEAYIOIIEMY YHUUYTOXKEHUIO. Y HUUTOXKEHUE
wm BbBO3 U3 Poccuiickoit ®enepanym  QanbCHPUIMPOBAHHBIX  JIEKAPCTBEHHBIX ~ CPEJICTB,
HEI00pOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTpa(aKkTHBIX  JIEKAPCTBEHHBIX  CPEICTB
OCYHIECTBJISIETCA 3a CYET JIMIA, OCYHIECTBHUBIIETO HMX BBO3. [IOpAIOK YHHUYTOXKEHHMS W3BATHIX
¢banbCcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEI0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CpeACTB ycTaHaBiuBaercs [IpasurenscTtBoM Poccuiickoit denepanuu.
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

7. Jluna, ocymectBistomme BBo3 B Poccuiickyio @enepanuio  anbcupumpoBaHHBIX
JIEKapCTBEHHBIX  CPEACTB, HEJOOPOKAUYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTPa(aKTHBIX
JICKAPCTBCHHBIX CPEACTB, HECCYT OTBETCTBCHHOCTHL B COOTBETCTBUU C TAMOKXCHHBIM 3aKOHOJATCIBCTBOM
TamosxkeHHOTO cor03a U (MiIK) 3aKoHOJaTenbcTBOM Poccuiickoit denepannu o TaMOXKEHHOM JeIe.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

8. BbIBO3 JekapcTBEHHBIX cpencTB U3 Poccuiickoit deneparuu ocyiiecTBisieTcss 6€3 MpUMeHeHUs
OTPaHWYEHUH, YCTAHOBJCHHBIX TaMOXXCHHBIM 3aKOHOJATEIbCTBOM TaMOXKEHHOTO coOto3a | (WIIH)
3akoHOAaTensCcTBOM Poccuiickoit denepanu 0 TocylIapCTBEHHOM PEryJIHpPOBAHUU BHEUTHETOPTOBOM
JIEATETLHOCTH.

(B pen. ®enepanpubix 3akoHOB OoT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N
429-03)

9. BBox B rpakJaHCKH OOOPOT JIEKAPCTBEHHBIX MPENapaToB JUIsI MEIUIMHCKOTO MPUMEHEHHMS,
BBe3eHHBIX B Poccuiickyro ®denepanuio, OCymeCTBISIETCS ¢ COOI0IeHUEM TpeOOBaHUM, YCTAaHOBIEHHBIX
crathelt 52.1 nHacrosmero deaepalbHOrO 3aKOHA.

(uactb 9 BBenena denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

KoncynpsranTlLitoc: mpumevanue.
C 01.09.2023 ct. 47 nononusercs 4. 10 (P3 ot 02.07.2021 N 317-D3).

Cratbs 48. lOpuanyeckue nuua, KOTOpbIM pa3pelleH BBO3 JfleKapCTBEHHbIX CpeacTB
B Poccuickyro Penepauuio
(B pen. deaepanbhoro 3akona ot 06.12.2011 N 409-D3)

JlekapcTBennsie cpenctBa B Poccuiickyro denepainio MOryT BBO3UTh:
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1 ) MNPOU3BOAUTCIIN  JICKAPCTBCHHLIX  CPCACTB  IJIA ueneﬁ COOCTBEHHOTO IIPpOU3BOJACTBA
JICKApCTBCHHBIX CPCIACTB;

2) WHOCTpaHHbIE pPa3pa0OTYUKU JIEKAPCTBEHHBIX CPEICTB M HMHOCTPAHHBIE MPOU3BOIUTENIN
JIEKapCTBEHHBIX CPECTB WIH JIPYrHe I0PUINYECKHUE JIULIA 110 TOPYUEHHUIO pa3paboTurKa JIEKapCTBEHHOTO
CpeacTBa JUIsl IMPOBEICHHS KIMHUYECKHX HCCIEAOBAaHUN JIEKAPCTBEHHOIO Ipemnapara, OCYIIECTBIICHUS
TOCYJapCTBEHHON  pEeruCTpalMy  JISKapCTBEHHOTO  Iperapara, BKIIOYEHHS  (apMalieBTUIECKOH
CyOCTaHIIMM B TOCYAAapCTBEHHBIA PEECTp JEKAPCTBEHHBIX CPEJCTB, KOHTPOJSI KayecTBa JIEKAPCTBEHHBIX
CPEICTB IIPU HAJIMYMU pa3pellieHusl YIOJIHOMOYEHHOTO (elepaibHOr0 OpraHa MCHOJHUTEIbHON BIIacTU
Ha BBO3 KOHKPETHON MapTUU JIEKAPCTBEHHBIX CPE/ICTB;

3) opraHu3aly ONTOBON TOPTOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU;

4) Hay4YHO-HCCIIENOBATENIbCKHE OpraHu3alud, o0pa30BaTENbHBIE OPraHU3allid  BBICHIETO
o0pa3oBaHMs, TPOU3ZBOJUTENIN JIEKAPCTBEHHBIX CPEICTB I pa3paOOTKH, HCCIEIOBaHUMN, KOHTPOJIS
0e30MacHOCTH, KauecTBa, S(PPEKTUBHOCTH JEKAPCTBEHHBIX CPEACTB TMPH HAIWYUHM pa3pelieHus
YIOJIHOMOYEHHOTO (peIepaTbHOTO OpraHa UCIIOJIHUTEILHON BIACTH;

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

5) MEIUIIMHCKUE OpraHu3alliy, NHbIE YKa3aHHbIE B MyHKTaxX | - 4 HacTosIIEeN CTaTbU OpraHU3aluu
JUIS OKa3aHWsI MEIMLIMHCKON TIOMOIIM I10 )KM3HEHHBIM MOKA3aHHUSIM KOHKPETHOTO MallMeHTa IPU HATMYUH
paspeleHus: ynoJIHOMOYEHHOTO (eepalbHOrO OpraHa HCIOJIHUTEIbHON BJIacTH Ha BBO3 KOHKPETHOM
NapTUU JIEKapCTBEHHOI0 IpenapaTa, BBIAAHHOTO B YCTAHOBJIEHHOM IOpsAJKe B (opMe 3JIEKTPOHHOIO
JOKYMEHTA, MOANNCAHHOTO YCUJIIEHHON KBaTU(UIMPOBAHHOM 3JEKTPOHHON MOIHUCHIO;
(B pen. @enepanbHoro 3akona ot 12.03.2014 N 33-D3)

KoncynprantlIntoc: mpumevanue.
C 01.01.2024 1. 6 ct. 48 yrpaunsaer cuiy (P3 ot 27.12.2019 N 475-D3).

6) TOCYy/IapCTBEHHBIC YHUTAPHBIE MPEINPUSITHS, UMYIIECTBO KOTOPHIX HAaXOIUTCS B (eaepaabHOI
coOcTBeHHOCTH, ompenensemble [IpaButensctBoM Poccwmiickoit denepanuu, B dYacTd BBO3a B
Poccuiickyro  ®@enepannito  HE3aperHCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  MPENAPATOB,  COJAEPKAIIMX
HAPKOTHYECKHE CPEJICTBA WM IICUXOTPOIIHBIE BEILIECTBA, I OKAa3aHUs MEIULIMHCKOW IOMOLIM IO
YKW3HECHHBIM MMOKa3aHUSIM KOHKPETHOTO MalMeHTa WX TPYIIbl NallMEHTOB B COOTBETCTBUM € YacCThiO 3.1
ctathu 47 HacTosiuiero deepanbHOTO 3aKOHA.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

(. 6 BBennen denepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

Cratba 49. [IoKyMeHTbl, nNpeacTtaBnsieMble B TaMOXeHHble opraHbl Poccumnckom
Penepauunm nNpu BBO3e fieKapCcTBEHHbIX cpeacTB B Poccumnckyro ®enepauuto
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1. Ilpu BBO3e JekapcTBEHHBIX cpelncTB B Poccuiickyro @enepanni0 B TaMOKEHHBIE OpPraHbl
Poccuiickoii  ®enepanuu  HapsAay C JOKYMEHTAMH, NPEACTABICHHE KOTOPBIX IPELYCMOTPEHO
TaMO>KEHHBIM 3aKOHOAATEIbCTBOM TaMOKEHHOro coro3a W (WiIM) 3aKoHOoJaTeslbcTBOM Poccuiickoit
denepanv 0 TAMOKEHHOM JIEJIe, IPEACTABIAIOTCS CIEAYIOIINE JOKYMEHTHI:

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

1) ceprtudukar TPOU3BOIUTENS JICKAPCTBEHHOTO CPEACTBA, YIOCTOBEPSIONINH COOTBETCTBHE
BBO3MMOI'O JIEKAPCTBEHHOT'O cpejcTBa TpeOoBaHUsAM (papmakomneitHoW crTaThu JuOO B CiIydae ee
OTCYTCTBUSI HOPMATUBHOW JJOKYMEHTAIIUU I HOPMATUBHOTO JOKYMEHTA;

2) paszpelieHHe YHOJIHOMOYEHHOTO (helepaibHOro OpraHa HCIOJIHMTENBbHOM BJIACTH Ha BBO3
KOHKPETHOW MapTHM JIEKAPCTBEHHOI'O CPEACTBAa B CllydyasX, YCTAHOBJIIEHHBIX 4acTblo 3 cTarbu 47
Hacrosuiero denepanbHOro 3aKOHa.

2. JIOKyMeHTBI, yKa3aHHbIC B NMyHKTaX | m 2 yacTu | HACTOSAMICH CTaThbH, MPEACTABISIOTCS B
TaMOXCHHbIe opranbl Poccuiickort denepaiiuu npu MpUOBITHH JEKAPCTBEHHBIX CPeACTB B Poccuiickyro
denepanuio.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratba 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccumckyro ®Pepepauuio ans
FINYHOroO UCMONIb30BaHUA U UHbIX HEKOMMEpPYEeCKUX Liefien, a Takke ANA UCNOoNb30BaHUA
Ha TeppUTOPUM MEXAYHAPOAHOro MeAULIMHCKOro Krnacrepa
(B pen. Denepanbhbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JlexapcTBeHHbIE MpemnapaTtbl MOryT ObITh BBe3eHbl B Poccuiickyro ®enepaunio 0e3 yuera
TpeOOBaHUH, MpeayCMOTPEHHBIX YacTsMu 1 - 4 crateu 47, ctatbsimu 48 u 49 Hacrosiero deaepaibHOTO
3aKOHa, €CJIM OHU IpeHAa3HAYECHBI JJIS:

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) nuyHOrO MCHOJB30BaHUS (PU3MUYECKUMM JHIlaMH, NpubbBIIMMU B Poccuiickyro deneparnuto.
IIpu srom BBO3 B Poccuiickyro Denepanuro JIEKapCTBEHHBIX IIPENApPATOB, COAECPKAIIUX
CWJIBHONCUCTBYIOIME U (WJU) SIOBUTHIE BEIIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CITHCOK
CUJIBHOJICHCTBYIOLMX BELIECTB IS LIENEN YrOJIOBHOIO 3aKOHoJarenbeTBa Poccuiickoit denepanuu U B
CIIUCOK SIIOBUTBHIX BEIIECTB JIA I1EJeHd YroJdoBHOIO 3akoHojaTenbcTBa Poccuiickoit ®enepanmw,
yrBepxkaeHHbIe [IpaBurensctBoM Poccuiickoit depepanuun, OCyIIECTBIAETCSA NIPU HAIMYUU JOKYMEHTOB
(3aBepeHHBIX KOMUH JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMMCOK M3 HUX), IMOJATBEPKIAONINX HAa3HAYCHHUE
¢bu3nueckoMy JUIly YKa3aHHBIX JIEKQPCTBEHHBIX IMPEmapaToB (3a WCKIIOYEHHUEM JIEKapCTBEHHBIX
MpenaparoB, 3aperucTpupoBaHHbIx B Poccuiickoit ®expepanuu u  OTIycKaeMbIX B Poccuiickoi
Ddenepannu 6e3 perenTa Ha JeKapCTBEHHBIN npemnapar). [loarBepkaaronie JOKYMEHTHI (X 3aBEPCHHbBIE
KOIIMH WJIA 3aBEPEHHBIE BBITTUCKH U3 HUX) JOJDKHBI COJIEPKaTh CBEICHUSI O HAMMEHOBAHWUU U KOJIMUECTBE
HA3HAYEHHOTO JIEKapCTBEHHOTO TMpemnapara. B ciiydae, eciu MOATBEp)KIOAIONIME JOKYMEHTHI (UX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

3aBEpPCHHBIC KOIMU WJIM 3aBEPEHHBIC BBIUCKUA W3 HUX) COCTABJICHBI HAa MHOCTPAHHOM SI3BIKE, K HUM
MIPUJIaraeTcs HOTAPUAITBHO 3aBEPEHHBIN NIEPEBOJ] HA PYCCKHI SI3BIK;
(n. 1 B pen. @enepanbrHoro 3akoHa ot 02.06.2016 N 163-D3)

2) WUCHONb30BaHUS pPa0OTHUKAMH  JUIUIOMATHYECKOTO KOpIyca WM  MPEACTaBUTEISIMHU
MEXKIYHApOIHBIX OpraHu3aluii, akkpeauToBaHHbIX B Poccuiickoii denepannu;

3) 5e4eHUsT MACCAXHPOB M WICHOB SKUIAXKEW TPAaHCHOPTHBIX CPEACTB, MOE3THBIX Opuraa u
BOJUTENEH TPAHCIOPTHBIX CPeACTB, NpuObIBIINX B Poccuiickyro ®enepario;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) nedeHus y4aCTHUKOB MEXKIYHAPOJHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPONPUATUN M YUACTHHUKOB
MEXYHAPOAHBIX YKCIICIUIINIA;

5) edeHHs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajax, IHMpKax, OKeaHapuymax,
nenb(GUHAPUAX, JICYCHUS IMKUX JKUBOTHBIX, HOCTOSHHO WJIM BPEMEHHO HACEISIOUINX TEPPUTOPHUIO
Poccuiickoit ®enepanun, HaXOMSIIMXCA B COCTOSHUM €CTECTBEHHOW CBOOOJBI M MpUHAUIEKAIUX K
BUJaM, 3aHeceHHbIM B KpacHyio kuury Poccuiickoit @exepannu u (M) KpacHble KHHTH CYOBEKTOB
Poccuiickoit denepannu, a Takke JKUBOTHBIX, BBO3UMBIX B Pocculickyro @enepanuio i ydactus B
CHOPTUBHBIX U 3PETHUIIHBIX MEPOIPUSITUSIX;

(B pen. deaepanbubix 3akoHOB OT 06.12.2011 N 409-03, ot 02.08.2019 N 297-D3)

6) UCIIOJIH30BAaHUS HA TEPPUTOPUHU MEKTYHAPOIHOTO METUIIMHCKOTO KJacTepa.
(. 6 BBeneH DenepanbHbM 3ak0HOM OT 29.06.2015 N 160-D3)

2. B ciayyasx, nmpelyCMOTPEHHbBIX YacThio | HacTosIIeN CTaThH, JAOIycKaeTcsl BBO3 B Poccuiickyro
denepanyio JIEKApCTBEHHBIX NPENApaToB, HE 3apErUCTPUPOBaHHBIX B Poccuiickoit denepanuu.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHbIE TpenapaThl, MpeHa3HAYeHHbIE AJIs TYMaHUTapHOW NOMOIIH (COeHCTBUSA) WU
IIOMOIIM IIPY 4YPE3BBIYAMHBIX CHTyauusx, BBO3sATCA B Poccuiickyto ®enepanuto B MHOpSIKE,
ycraHoBieHHOM lIpaBurensctBoMm Poccuiickoit ®epepanuu. 3anpemaercs BBo3 B Poccuiickyro
QPenepanvio  HE3aPETHCTPUPOBAHHBIX  JICKAPCTBEHHBIX  IIPENaparoB,  MPEJHA3HAYECHHBIX  JUIA
TYMaHHMTapHOH MOMOIIHN (COAEHCTBHS) MIIM IOMOIIM NP YPE3BBIYAMHBIX CUTYaLUAX.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CotpyaHuyecTBO cpeaepanbHOro opraHa WCNONHUTENbLHOW BRacTw,
YMNOSIHOMOYEHHOro B O0OONacCTM TaMOXEHHOro perna, U ApYrux YnorHOMOYEHHbIX
c¢epepanbHbIX OPraHOB UCNONTHUTENBLHOWN BrnacTu

1. VYnomnomodeHHBIE (denepasbHble OpraHbl HCIOJHUTEIHHOW BIACTH TPEIOCTABISIOT B
pacriopsbkeHne (eiepaJbHOro OpraHa HCHOJHMTENbHOM BIAcTH, YHNOJHOMOUYEHHOTO B 00JacTu
TaMO>KEHHOTO Jiefla, TOCYIapCTBEHHBIM peecTp JEKapCTBEHHBIX CPEACTB, a Takke HHGPOpPMAIUIO O
BBIAHHBIX pa3pelICHUs X Ha BBO3 KOHKPETHOW MapTHM JIEKAPCTBEHHBIX CPEICTB B Cilydasx,
YCTaHOBJIEHHBIX 4acThIO 3 cTaThu 47 HacTosmero denepanbHOro 3aKoHa.

2. ®enepanbHBI OpraH WCIOTHUTEIHHOW BIIACTH, YMOJHOMOYEHHBIH B OOJIACTH TaMOXEHHOTO
nena, "HPOPMUPYET yKa3aHHBIE B YacTH | HACTOSIIEH CTaThHU YIOJHOMOYEHHBIE (efepaabHbIE OpTaHbI
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?:Eleﬁm;gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

UCIIOJIHUTEJIBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro Penepauyio U BbIBO3E
JIeKapCTBEHHBIX cpeAcTB u3 Poccuiickoit denepanuu mo GopMe U B MOPSAKE, KOTOPHIE YCTaHOBIICHBI
[IpaBuTenscTBoM Poccuiickoi denepanuu.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Masa 10. PAPMALEBTUYECKAA OEATEJIbHOCTb
CraTtba 52. OcyuwecTBneHue ¢papmMaLeBTUYECKOU AEATENBHOCTH

1. ®apmaneBTuyecKass MAESITEIBHOCTb OCYLIECTBIISETCS OpraHU3alUsIMU OINTOBON TOPTOBIH
JIEKapCTBEHHBIMU  CPEACTBAMHM,  ANTEYHBIMU  OpPraHM3alUsIMH,  BETEPUHAPHBIMU  ANTEUHBIMU
OpraHu3alUsIMHU, WHAUBU1YaJIbHBIMU IpeIIpUHUMATENSIMH, UMEIOUIMMH  JIMLEH3UI0  Ha
(bapmaleBTUUECKYIO AESITeNbHOCTh, MEIUIIMHCKUMHU OpTraHU3alMsIMH, HWMEIOUUMH JIMIEH3UI0 Ha
(bapMareBTHYECKYI0 JEeSITeIbHOCTh, W HMX O0OCOOJEHHBIMH TOJpa3fefeHusIMu  (aMOyIaTopusMu,
denpamepckuMu U QENbIIIePCKO-aKyIIEPCKUMH  MMYHKTaMU, LEeHTpaMu (OTIENICHUsMHU) OOIIei
BpayeOHOU (CEeMEHOM) MPaKTHUKU), PACIOJIOKEHHBIMH B CEJIbCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTeYHbIE OpPraHHU3aIMH, U BETEPUHAPHBIMH OPraHU3alUsAIMHU, UMEIONIMMH JUIEH3UI0 Ha
(bapMaIeBTHYECKYIO A TEIbHOCTD.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

2. @usnyecKue IUIa MOTYT OCYIIECTBIATH (hapMaleBTHUECKYIO ESTEIbHOCTh TPU HATUYUU
BBICIIIETO WM CpeIHero (hapMaleBTHUECKOro oOpa3oBaHus M CepTH(HKATa CHEHUATNCTA, BBICIIETO HIIH
CpPEIHETO BETEPHHAPHOTO 0Opa30BaHMS M CepTU(UKATA CIEHUAINCTA, a TAK)KE BBICIIETO MM CPEIHETO
MEIUIIMHCKOTO 00pa3oBaHus, CepTHU(HKATa CIEHHATHCTa W IONOJIHUTEIBHOTO MPOQPEeCcCHOHATHLHOTO
o0Opa30BaHMs B YaCTH PO3HUYHOW TOPIOBIIM JIEKAPCTBEHHBIMU IpenapaTaMH MpU YCIOBUHM UX PabOTHI B
000C00JIEHHBIX MOAPA3eNCHUIX MEIUIIMHCKUX OpraHu3alui, yKa3aHHBIX B yacTu | HacTOsIIEeH cTaThH.
(uacts 2 B pen. denepanbroro 3akoHa ot 27.07.2010 N 192-D3)

Koncynpsrantllntoc: npumedanue.

JlexapcTBEHHBIE MTpenapaThl Al MEAUIIMHCKOIO MPUMEHEHUS, BBEIEHHbIE B TPakJaHCKUH 000pOT 10
29.11.2019, nmomyexaT XpaHEHHIO, MEPEBO3KE, OTMYCKY, pealu3ailuu, Nepenade, MPUMEHEHUIO 10
ucredeHus cpoka ux roguoct (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxpaHCKum oOOOpPOT NneKapCTBEeHHbIX MpenapaTtoB AnA
MeAULMUHCKOro NPUMeHeHus
(BBenena denepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOAOM B rpaskJaHCKUK 000OPOT KaXKIOW CEpUM WM KaKIOW MapTUH MPOU3BEACHHOTO B
Poccuiickoit @enepanun JIeKapCTBEHHOIO penapara il MEAUIMHCKOTO MPUMEHEHHUS], 32 UCKIIFOUYEHUEM
UMMYHOOMOJIOTUYECKUX  JIGKAPCTBEHHBIX MPEMapaToB, MPOU3BOJUTENh TaKOTO JIEKAPCTBEHHOTO
mpenapara npeicTaBiseT B (eaepaibHbId OpraH UCIIOTHUTEIBHON BIACTH, OCYIIECTBIISIIONTUN (YHKIIMHA
0 KOHTPOJNIO W HaA30py B cdepe 3IpaBOOXpaHEHUS, AOKYMEHT MPOU3BOIUTENS JIEKapCTBEHHOTO
CpPEACTBa,  MOATBEPXKAAIOIIMA  KAueCTBO  JIEKAPCTBEHHOrO0  Mpemapara, W HOATBEPXKIACHUE
YIOJHOMOYEHHOTO JIMIA TPOU3BOAMUTEINSA JIEKAPCTBEHHBIX CPEICTB COOTBETCTBUS JIEKAPCTBEHHOTO
npenapara TpeOOBaHUSM, YCTAHOBICHHBIM TP €T0 TOCYIapCTBEHHON PETHCTPAIIUH.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

2. Tlepen BBOAOM B TpakIaHCKUH OOOpPOT KKIOM CEPUM WM KaKJIOH MapTUU BBO3UMOTO B
Poccuiickyro ®@enepauuio JIGKapCTBEHHOIO IIpenapara Uil  MEAMIMHCKOrO IPUMEHEHHs, 3a
UCKJIFOUEHUEM HMMYHOOHMOJOIMUECKUX JIEKAPCTBEHHBIX IPENapaToB, OPraHU3alUs, OCYILECTBIISIOIIAL
BBO3 JIGKAPCTBEHHOTro mpemnapara B Poccuiickyto deneparuro, mpeacraBisier B (eaepaqbHbId OpraH
UCIIOJHUTEJIBHOM ~ BIIACTH, OCYLIECTBISIOMMNA (YHKIMM 1O KOHTPOJIIIO M HaA30py B cdepe
3PAaBOOXPAHEHHS, CEPTH(PHUKAT MPOU3BOIUTENS JIEKAPCTBEHHOTO CPEACTBA,  YAOCTOBEPSIOIIUI
COOTBETCTBHE BBO3MMOI'O JIEKAPCTBEHHOTO MpenapaTa TpeOoBaHUSIM (papMaKoleiHON CTaTby, a B cliydyae
OTCYTCTBHS (hapMaKoONeWHOW CTaTbu TPEeOOBAHMSM HOPMATUBHOM JTOKYMEHTALMH, W TIOATBEPKIACHUE
IIPEICTAaBUTENS OpraHU3alyy, OCYLIECTBILIIOIIEH BBO3 JIEKApCTBEHHOro Ipenapara B Pocculickyro
Qenepanio U YHNOJIHOMOYEHHOM HHOCTPAaHHBIM  IIPOM3BOJAUTENEM  JIEKAPCTBEHHBIX  CPENCTB,
COOTBETCTBUSI BBO3MMOIO JIEKAPCTBEHHOI'O IIpenapaTa TpeOOBAaHUSAM, YCTAaHOBJIEHHBIM IIPU €ro
roCyAapCTBEHHOM PEruCTpaLvy.

3. TIopsimok mpencTaBieHHs] B COOTBETCTBHM C 4YacTsMH | U 2 HacTosed cTaTbu JTOKYMEHTOB U
CBEJIEHUH O JIEKAPCTBEHHBIX TMpEraparax, BBOJAUMBIX B TPaXIAHCKUNA OOOPOT, YyCTAHABIUBACTCS
[IpaButensctBOM Poccuiickoit @enepanuu.

4. B OTHOUIEHMM MEPBbIX TPEX CEPUIl WIM MapTH JIEKAPCTBEHHOrO Ipenapara, BIIEPBbIE
npousBeneHHOro B Poccuiickoit ®@enepauuu wind BrepBble BBO3UMOro B Poccuiickyro ®denepauuio, B
(denepanbHBIA OPraH UCMOJHUTEIIBHON BJIACTH, OCYIIECTRISIFONIMA (DYHKIIMKA IO KOHTPOJIIO M HAJI30py B
cdepe 31paBoOOXpaHEHHUS, TOMOJHUTEIBHO MPEACTABISICTCS MTPOTOKOJ UCIIBITAHUN O COOTBETCTBUH CEPUH
WM TapTUU JIEKAPCTBEHHOTO Mpemnapara i MEOUUMHCKOrO MPUMEHEHUs ITOKAa3aTesiiM KadecTBa,
MPEeyCMOTPEHHBIM HOPMATHUBHOM JOKyMEHTAluel (Janee - MPOTOKON UCHBITAaHUM), MPOBOIUMBIX
aKKpEeIUTOBAHHBIMU B COOTBETCTBUU C 3aKOHOAATeNbCTBOM Poccuiickoit denepanuu 00 akKkpeAUTaINHN B
HAI[MOHATILHOW  CHUCTEME  akkpeauTauuud  (eaepaibHbIMU  TOCYIApPCTBEHHBIMU  OIOKETHBIMU
YUPEXKICHUAMM, IMOABEJOMCTBEHHBIMH dbenepaibHOMY  OpraHy  HCIOJHUTEIBHOM  BJIACTH,
OCYIIECTBISIONIEMY (YHKIIMM 1O BBIPa0OTKE M peaju3alid TOCYJapCTBEHHON TOIUTHKUA U
HOPMAaTHBHO-TIPABOBOMY PETYJIHUPOBaHUIO B cdepe 3apaBoOXpaHeHUs, U (deaepaibHOMY OpraHy
WCIIOJIHUTENBHON BIIACTH, OCYIIECTBISIOMIEMY (YHKIMM 1O KOHTPOJIIO M Haa3opy B cdepe
3napaBooxpaHeHus. [lopsiiok BbIIaYM yKa3aHHBIMH (eepaTbHBIMU TOCYJAPCTBEHHBIMU OIOHKETHBIMU
YUPEKICHUSAMH JAHHOIO IIPOTOKOJIA U pa3sMep IJIaThl 3a €ro BblAady ycraHasiuBaroTcs [IpaBurenscTBom
Poccuiickoit ®epepanuu.

5. ExxerogHo He mosnaHee 1 (eBpais mpoM3BOAUTENN JEKAPCTBEHHBIX CPEJCTB MM OpraHU3aIHH,
OCYILIECTBJISIIOIIME BBO3 JIEKAPCTBEHHBIX NpenapaToB B Poccuiickyro ®Penepanuio, NpeACTaBISAIOT B
¢benepanbHBI OpraH MCIOJHUTEIBHON BJIACTH, OCYLIECTBISIOMMNA (YHKIIMK IO KOHTPOJIIO U HAa/l30py B
cdepe 3apaBOOXpaHEHUS], TPOTOKOJ UCTIBITAHUM MOCTYMUBIIETO B TEUEHUE I0/la B TPaKIaHCKUN 000pOT
JIEKapCTBEHHOTO Iperapara KOHKPETHOTO MPOM3BOJAUTENS (HA OJHY CEpHUI0 KaXJOro TOProBOTO
HAaUMEHOBAHMS C yY€TOM JIEKAPCTBEHHOW (OPMBI M JO3UPOBKH), MPOBOJUMBIX AKKPEIUTOBAaHHBIMU B
COOTBETCTBHHM C 3aKoHOJaTeNbCTBOM Poccuiickoit ®dexepaunu 00 aKKpeAWTAllMM B HAIMOHAIBHOM
CUCTEME aKKpeIUTAIMH UCTIBITAaTeIbHBIMU Ja00paTopusMu (LIEHTpaMHu).

6. IlpousBoguTenu JEKapCTBEHHBIX CpPEACTB WM OpTaHM3aIMH, OCYIIECTBISIONIME BBO3
JIEKapCTBEHHBIX MpenapatoB B Pocculickyro denepaiuio, He MEHEE YE€M 3a OJIMH TOJ JI0 TJIAHUPYEMBIX
MIPUOCTAHOBIICHUSI WJIHM TMPEKpalleHusi MPOU3BOJCTBA JIEKAPCTBEHHBIX TpENaparoB WJIM HX BBO3a B
Poccuiickyro ®eneparuio yBeAOMISIOT 00 ASTOM (eaepadbHbIi OpraH WCIOJHHUTEIBHOW BIIACTH,
OCYIIECTBISIONTNI (HYHKIIMU 110 KOHTPOJIIO M HAA30py B cdepe 3apaBooxpaHeHus U (heaepaibHbld opran
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

HCITOJIHUTEILHON BJIaCTH, OCYII IGCTBJ’IHIOH_[I/If/'I (bYHKI_[I/H/I o  JIMOCH3UPOBAHULIO IMPpOXU3BOACTBA
JICKApCTBCHHBIX CPCACTB.

7. BBom B TpaxmaHCKUM OOOPOT KaXKIOH CepUU WIM KaKIOH MapTUM WMMYHOOHMOJIOTHYECKOTO
JIEKapCTBEHHOI O Mpenapara, npous3BeeHHoro B Poccuiickoit @enepaunu uivm BBO3UMOro B Poccuiickyro
@enepalvio, OCYIIECTBISETCS HAa OCHOBAaHUM pa3pellieHUs, BBIJAHHOTO (elepalbHBIM OpraHoM
WCTIOJTHUTENIBHOW ~ BJACTH, OCYHIECTBISIOIIMM (YHKIMH 10 KOHTPONIO M Haa30py B cepe
3IpaBOOXpAHEHUS, HAa OCHOBAaHUHM BBIAHHOTO (eepaIbHBIMU TOCYAapCTBEHHBIMU OI0OKETHBIMU
YUPEKICHUSIMH, YKA3aHHBIMU B 4acTH 4 HACTOSIIEH CTAaTbH, 3aKJIIOYEHHUS O COOTBETCTBUM CEPUU WIIU
MapTUd UMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOrO Mpernapara TpeOOBaHUSM, YCTAaHOBIEHHBIM IPU €ro
rOCyJapCTBeHHOI peructpanuu. [lopsaok BeIAaYM pa3penieHus Ha BBOJ B TPaKIaHCKH 000pOT cepuu
WM MMTApTUH UMMYHOOMOJIOTUYECKOTO JIEKAPCTBEHHOTO Mpenapara, a TakkKe MOPsAI0K BbIAaYU YKa3aHHOTO
3aKJIIOYEHUs W pasMep IUIaTel 3a €ro Bblgady ycraHaBiuBarorcs [IpaBurensctBoM Pocculiickon
®Denepanuu.

8. 3a HempeaCTaBICHHE WM HECBOEBPEMEHHOE IPEACTABIEHUE JOKYMEHTOB M CBEJIECHUH,
MPEelyCMOTPEHHBIX YacTsaMu 1, 2, 4, 5 u 6 HacTosel CTaTby, MPOU3BOAUTENH JIEKAPCTBEHHBIX CPEACTB U
OpraHM3allK, OCYIIECTBIISIOINE BBO3 JIEKAPCTBEHHBIX NpenaparoB B Poccuiickyro depepanuro, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOIaTeIbcTBOM Poccuiickoii deneparium.

9. IlpencraBineHne JTOKYMEHTOB M CBEIEHUH, MPETyCMOTPEHHBIX dacTsMu 1, 2 u 4 HacTosmen
CTaThbd, M TMOJYy4YEHUE MPEAYCMOTPEHHOIO YACTbIO 7 HACTOALIEH CTaThU pPA3pelICHHs] HAa BBOJ
MMMYHOOHOJIOTUYECKOTO JICKAPCTBEHHOTO TMperapaTta B TPaXIAHCKUM 000poT HE TpeOyroTcs B
OTHOILUEHUU JIEKAPCTBEHHBIX MPENapaToB, MPEJHA3HAYCHHBIX U1 [POBEACHUS  KIMHUYECKHUX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX IPENapaToB, IMPOBEAEHUS 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JUIf
OCYILIECTBIIEHUS] TOCYAapCTBEHHOW PErvMCTpalyy JIEKaPCTBEHHBIX IPENapaTroB, a TaKK€ B OTHOUICHUH
HE3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpENapaToB, MpPeAHA3HAYECHHBIX IS OKa3aHUs METUIIMHCKOU
IIOMOLIY IO >KM3HEHHBIM IIOKa3aHMUSM KOHKPETHOIO IAallMEHTa WIM TPYIIbl NAlUEHTOB, BBO3UMBIX B
Poccuiickyro @enepannio B cooTBEeTCTBUU ¢ yacTsiMu 3 U 3.1 ctateu 47 Hactosmero denepaibHOrO
3aKOHa.

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

10. Ilpu BBIABIEHHMU B TPakJaHCKOM 000OpOTE CEpUM WM MAapTUH JIEKapCTBEHHOIO Iperapara,
TOKYMEHTBI M CBEACHHS O KOTOPBIX, MPEAYCMOTpEHHBbIE YacTsMu 1, 2 m 4 Hacrosmeil craTb, HE
IpeJCTaBiIeHbl B (hefepasibHbli OpraH MCIOJHUTEIbHOM BIIACTH, OCYIIECTBISAIOIIMNA (YHKLIUU I10
KOHTPOJIIO U HaA30py B cepe 3apaBOOXpaHEHUs, JTUOO CEpUM MM MAPTHM MMMYHOOUOJOTHYECKOrO
JIEKapCTBEHHOTO IpernapaTra, HE MMEIOLIMX pa3pelleHus Ha BBOA B TIpakIaHCKU 000poT,
MIPEyCMOTPEHHOIO YacThi0 7 HacTosAleW cTaTbu, (efepanbHbIi OpraH HCIOJHUTENBHON BIACTH,
OCYLIECTBISIONMNA (DYHKIIMM 1O KOHTPOJIO M HaI30py B cdepe 3ApaBOOXpaHEHHs, B TOPSJIKE,
yctanoBieHHOM IIpaBurensctBoM Poccuiickoit denepanuy, NpUHUMAET PELIEHHE O NPEKPalleHUH
rpaXJaHCKOro 000pOTa TaKWX CEpUH WM MapTHH 0 TMPEACTaBICHUS YKa3aHHBIX JOKYMEHTOB U
CBEJIEHUI 100 MOJIy4eHHs YKa3aHHOTO Pa3pelleHusl.

Koncynsrantlntoc: mpumevanue.
C 01.09.2023 noxymeHT momnosHsieTcs cT. 52.2 (D3 ot 02.07.2021 N 317-D3).

CraTtba 53. Mpopaxa, nepegavya nNekapcTBeHHbIX CPeACTB OpraHM3aumMaMm ONTOBOWM
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?;E;L;lle[?::gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

TOProBJIN NeKapCTBeHHbIMU cpeacTBamMmum

1. Opranuszanuu onToBOM TOProOBIIM JEKAPCTBEHHBIMU CPEICTBAMU MOT'YT OCYILECTBIIATH MPOJAXKY
JIEKAPCTBEHHBIX CPEJICTB HIM IIepelaBaTb MX B YCTAaHOBJICHHOM 3aKOHOAATEIbCTBOM Poccuiickoi
®enepanuu nopsake (3a UCKIOUEHHEM (apMaleBTUUECKONW CyOCTaHIIMK CIIUPTa 3TUIIOBOTO (3TaHOMIA):

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 481-03)

1) npyrumM opraHu3ausiM ONTOBOM TOPTOBJIN JICKAPCTBEHHBIMU CPEICTBAMU;

2) NpOU3BOIUTENSAM JICKAPCTBEHHBIX CPEACTB AJIA LieJIel TPOU3BOCTBA JIEKAPCTBEHHBIX CPEJICTB;
3) anTe4YHbIM OPraHU3AIUSAM U BETCPUHAPHBIM allTEYHBIM OPTaHU3aIIHSIM;

4) HAyYHO-UCCIIEIOBATEILCKUM OPTaHU3AIUsAM JJIs1 HAyYHO-MCCIIEI0BATEIbCKONU PabOThI;

5) WHAUBUAYAJIBHBIM  MPCAIIPUHUMATCIIAM, HWMCHOIIUM JIMIOCH3WIO HA (I)apMaI_[CBTI/I‘IeCKYIO
ACATCIIbHOCTD WJIM JIMICH3HUIO HA MCAUINMHCKYIO ACATCIbHOCTD,

6) MEAUIIMHCKUM OPTraHU3alMsIM, B TOM YHCIIE CO3/IaHHBIM M 3aPETUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJATEIbCTBOM MHOCTPAHHOIO rocyjaapctBa - wieHa OpraHusanuu 3KOHOMHUYECKOIO
COTpYOHHYECTBA W  Pa3BUTUS  HMHOCTPAHHBIM  IOPUIUYECKUM  JIMLAM,  HHAWBHUIYaJTbHBIM
MPEIIPUHIMATENSM, SBISIOMIMMCS YYaCTHUKaMHU MPOEKTa B cOOTBETCTBHU ¢ DepepanbHbiM 3aKk0HOM 'O
MEXIYHApOAHOM METUIIMHCKOM KIJIACTepe U BHECEHUH M3MEHEHUN B OT/EIbHbIC 3aKOHOIATEIIbHbBIE aKThI
Poccuiickoit @enepanuu', 1 BETEpUHAPHBIM OpPraHU3alusIM;
(B pen. @exnepanbHOro 3akona ot 26.07.2019 N 240-03)

7) opraHuzanMsAM ¥ WHIWBUAYIbHBIM TPEANPUHUMATENSAM, OCYIISCTBISIONIUM pa3BeICHUE,
BHIpAlIMBAHUE U COJIEpP)KaHHWE JKUBOTHBIX (32 HCKIIOYEHHEM TMPOJaXu UM (dapMaleBTUYECKUX
CyOCTaHIIMI UK UX TIEPEadH ).

(m. 7 B pea. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

2. OpraHu3anuyd ONTOBOM TOPTOBIM JICKAPCTBCHHBIMU CPEJCTBAMH HE BIIPAaBE OCYIIECTBISATH
npojaxy (mepenadyy B YCTAHOBICHHOM 3aKOHOJAaTeNnbCcTBOM Poccuiickoit ®epepanuu mopsake)
(hapmareBTUUeCKO CyOCTaHIIMU CIIUPTA STUIIOBOTO (3TaHOA).

(uactsb 2 B pen. denepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

CraTtbsa 54. NMpaBuna onToBOW TOProBIM NIEKAPCTBEHHbLIMU CpeacTBaMm

1. OnroBas TOpProBisi JEKAPCTBEHHBIMU CPEJICTBAMU OCYHIECTBISETCA MPOU3BOAUTEISIMU
JICKApCTBCHHBIX CPEACTB W OpTraHHU3alUusAMU OITTOBOM TOProBJIn JICKAPCTBCHHBIMU CPEACTBAMU 110
MpaBWJIaM HaJJIeKalled JUCTPUOBIOTOPCKOM MPAKTUKU U TIPAaBUIIaM HaJUJISKAIIeH MPAKTHKU XPaHEHUS U
MNEPEBO3KHU JICKAPCTBCHHBIX IMpE€HapaTroB, YTBCPKIACHHBIM COOTBECTCTBYIOIIMMHU YIIOJHOMOYCHHBIMU
(benepanbHBIMU OpraHaMU UCTIONTHUTENIBHOM BJIACTH.

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

2. OpraHu3anyss ONTOBOH TOPrOBIM JICKAPCTBEHHBIMH CpEJICTBAMU 00s3aHa COOMIOJATh
npesieibHble CPOKU OTTPY3KH 3aTpEOOBAHHBIX allTEYHOM OpraHu3allel JeKapCTBEHHBIX MPEenapaToB JUIs
MEIULMHCKOIO IPUMEHEHUS U HE BIIPABE OTKa3blBaTh allTE€YHOM OpraHu3alliM, C KOTOPOM y Hee
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

3aKIIIOYCH COOTBETCTBYIOUIMI JIOTOBOP O TOCTaBKaX JICKAPCTBEHHBIX IMPENapaToB Uil MEIUIIMHCKOTO
MIPUMEHEHHS, B TIOCTABKE JICKAPCTBEHHBIX IMPENapaToB ISl MEIUIIMHCKOTO MPUMEHEHUS MPU HATUIHH
3aTpe0OBaHHBIX JIEKAPCTBEHHBIX MPEMAPATOB JJISI MEIUIIMHCKOTO IPUMEHEHHUSI Y OpTaHU3alliud ONTOBOM
TOPTOBIIM JIGKAPCTBEHHBIMU CpeAcTBamMu. lIpenenbHbIE CPOKM OTIpy3KH 3aTpeOOBaHHBIX alTEHYHOU
OpraHu3alyell JICKapCTBEHHBIX TpEnapaToB Ui MEIWIIMHCKOTO TPUMEHEHHUS B 3aBHCHMOCTH OT
pacToOIOKEHUsT MeCTa OTIPY3KH JIGKAPCTBEHHBIX MPEMapaToB ISl MEAUIMHCKOTO TMPUMCHCHHS
YCTaHABJIMBAIOTCS YITOJTHOMOUYEHHBIM (pe/iepaibHbIM OPTraHOM UCIIOJHUTEIBHOMN BIIACTH.

(dactb 2 BBeneHa DenepanibHbIM 3aKOHOM OT 26.03.2022 N 64-D3)

Cratbs 55. I'Iop;lppK pOSHM‘-IHOﬁ TOpProBIu nekapCcTtBeHHbIMM npenapatamu

1. Po3HWYHAs TOProBis JEKApCTBEHHBIMH NpenapaTaMH B KOJIMYECTBAX, HEOOXOAUMBIX IS
BBITIOJTHEHUST BpadyeOHBbIX ((enbaiepckux) Ha3HAYeHUH WM Ha3HAUYCHUH CIENMaTUCTOB B 001acTu
BETEPUHAPUM,  OCYILECTBISETCS  ANTEUYHbIMM  OpPraHU3alMsIMH, BETEPUHAPHBIMU  ANTEUHBIMU
OpraHu3alMsIMH, WHJUBUlyaJIbHBIMU HpeANpPUHUMATEISAMH, MMEIOIINMHU JULEH3UI0 Ha
(bapMareBTHYECKYI0 ACSITEIbHOCTh, MEIWIUHCKIMH OpTaHU3AIMsIMH, HMCIONIMMH JIMIEH3UI0 Ha
(bapMalleBTUUECKYIO JESITeNbHOCTb, W WX 000COOJEHHBIMU MOApa3feNeHusIMU (amMOylaTopusIMH,
denpamepckuMu UM QETBAMIEPCKO-aKYIIEPCKUMH  ITyHKTaMH, LEHTpaMH (OTIAEeNeHUsIMH) OO0Iei
BpaueOHOI (ceMeiHOI) MPaKTUKH), PACIOJIOKEHHBIMU B CEIIbCKMX HACEJICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€YHbIE OpPraHMU3alMM, U BETEPUHAPHBIMM OPraHU3aLUsSIMHU, UMEIOUIMMH JIMLIEH3UI0 Ha
(bapmalleBTUUECKYIO0 JeATeIbHOCTh. PaspemieHa po3HWYHAas TOPrOBIS TOJBKO JIEKAPCTBEHHBIMU
MpernaparamMmu, 3aperucTpupoBaHHbiMA B Poccuiickoit denepanuy WM U3rOTOBJICHHBIMH AlTEYHBIMU
OpraHu3alMsIMH, BETEPUHAPHBIMU anTeYHbIMU OpraHu3alusIMu, WH/MBU1yaJIbHBIMU
NPEINPUHIMATEISIMYA, HWMCIOIUMH JIMICH3UI0 Ha (PapMaleBTHYECKYIO MAEATeNbHOCTh. Po3HMUYHAs
TOProBJsl JIEKAPCTBEHHBIMU IIpernapaTaMyd OCYUIECTBISIETCS [0 MpaBWJIaM HaJJexallel anTeyHou
MPAKTUKHU, YTBEPKAEHHBIM YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM HUCIIOJIHUTEIbHON BIACTH.

(B pen. DenepanbHbIX 3aK0HOB 0T 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3)

1.1. Po3HMyHas TOPromisl JEKapCTBEHHBIMU MpenapataMy i MEAUIIMHCKOro MpUMEHEHHs (3a
HCKIIFOYEHUEM JICKapCTBEHHBIX IIPENaparoB, OTIYCKAEMBIX IO PELENTY Ha JICKAPCTBEHHBIN Ipemnapar,
HAapKOTUYECKHUX JIEKAPCTBEHHBIX IIPENapaToB M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENapaToB, a TaKXKe
CIUPTOCOJIEPHKAIUX JICKAPCTBEHHBIX MpPENapaTroB ¢ OOBEMHOM J0Jlel ATUIOBOTO CIUPTa CBbIE 25
MIPOLIEHTOB) MOXXET OCYIIECTBIATHCA ANTEUYHBIMH OpTraHU3alMsIMH  JTUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HnuHyr0O  TOProBIXO  JIEKAPCTBEHHBIMH  IIpenaparamud i MEIULHMHCKOTO  IPUMEHEHUS
JUCTAHIIMOHHBIM CIOCOOOM MOTYT OCYILECTBJISTh ANTEUHble OpPraHU3allid, MUMEIOIIME JUIEH3UI0 Ha
(dapMaleBTUYECKYI0  JEATENbHOCTh M  COOTBETCTBYIOIEE paspelieHue  (eaepajbHOro  oprasa
UCTIOJIHATEJIBHOM  BJIACTH, OCYILECTBIAIOHMIET0 (YHKIMHM TI0 KOHTPOJIIO U Han3opy B cdepe
3napaBooxpaHeHud. Ilopsmok  BelIauu  paspellleHdss Ha OCYIIECTBJICHHE PO3HUYHOM  TOPIOBIIU
JIEKapCTBEHHBIMU IIpenapaTaMH JMCTAaHIIMOHHBIM CIIOCOOOM, TpeOOBaHUS K alTEYHbIM OpraHU3aIUsaM,
KOTOPBIE MOT'YT OCYLIECTBIATH TAaKyl) TOPIOBIIIO, U IMOPSAOK €€ OCYILIECTBJICHMS, a TAKXKE IpaBUIa
JIOCTABKH JIEKAPCTBEHHBIX IIPENapaToB TrpaxaaHaMm YycTaHaBiuBaroTcs IIpaBurenscTtBoM Poccuiickoi
®enepanun. Mapopmanus o0 ortadyeHHbIX (OTHYIIEHHBIX) U MOJTYYEHHBIX JIEKaPCTBEHHBIX IMperapaTax
BHOCHUTCA B CHCTEMY MOHHUTOPHHIA [JBHWXEHHS JIEKAPCTBEHHBIX NIPEMAPATOB JUISI MEAMIIMHCKOTO
IIPUMEHEHHUS B MTOPAJIKE, IPELYCMOTPEHHOM 4acThl0 7 ctaThu 67 HacTosuiero denepaibHOro 3aK0Ha.
(uactsb 1.1 BBenena @enepanbHbiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buapl anTedHbIX OpFaHI/ISaL[I/Iﬁ U TIIpaBUJIa OTIYCKa JICKAPCTBCHHBIX IIPCIapaToB JIA
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

MEAUIMHCKOTO MPUMEHEHUS aNTeYHbIMH OpraHU3alUsMU, WHIUBUAYATbHBIMU MPEANPUHUMATEISAMU,
MMEIOIIMMHU JIMIICH3HIO Ha (hapMaIleBTUYECKYIO AESITEIbHOCTb, @ TAKXKE MPABHJIA OTITYCKA JIEKAPCTBEHHBIX
MpernapaToB Ui MEAMIIMHCKOTO MPUMEHEHUS MEAUIMHCKUMH OpPraHU3alUsaIMH, UMEIOLIUMHU JTUICH3UIO
Ha (apMaleBTUYECKYIO AEATEIbHOCTh, M HMX 00O0COOJIEHHBIMH TOApa3feneHus MU (amMOyIaTopusMu,
dbenpamepckuMu U QENBAMEPCKO-aKYIIEPCKUMU  ITYHKTaMH, IeHTpaMH (OTICICHHUAMH) oOmein
BpayeOHON (CEeMEHOM) MPaKTUKU), PACHOJIOKEHHBIMU B CEJIbCKUX HACEJIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTEUHbIE OpraHHU3al[MM, YTBEPXKAAIOTCS YIOIHOMOYEHHBIM (henepaabHbIM OpraHoM
WCIIOJIHUTEIIbHOM BJIACTH.

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

3. [IpaBuia oTnycka HAPKOTUYIECKUX CPENICTB M MCUXOTPOIHBIX BEIIECTB, 3aPETHCTPUPOBAHHBIX B
Ka4yeCcTBE JIGKAPCTBEHHBIX IIPENapaToB, JICKAPCTBEHHBIX IPEMapaToB, COJCPXKAIMUX HAPKOTHUECKUE
CpeICTBa W TICUXOTPOIHBIC BEHIECTBA, YTBEPXKIAIOTCS YIOJTHOMOYCHHBIM (DeepaabHbIM OpPraHOM
WCTIOJIHUTEJIBHOW BIJIACTH IO COTJIACOBAHHMIO C (peepasbHbIM OpraHOM HCIIOJIHUTEIILHOW BIIACTH,
YIIOJTHOMOYCHHBIM B c)epe BHYTPEHHUX JIEI.

(B pen. @enepanbHoro 3akona ot 03.07.2016 N 305-03)

4. JlexapcTBeHHblE IIpemapaTbl JJii BETEPUHAPHOTO IMPUMEHEHUS IOJUIeKaT  OTIYCKY
BETEPHHAPHBIMU aNTEYHBIMU OpPraHU3alMsIMHU, BETEPHHAPHBIMH OpPTraHU3ALMAMH, WHIUBHIYaIbHBIMH
npeanpuHuMareJsiMiM, HWMCIOIIMMU  JIMICH3WIO Ha q)apMaHeBTI/I'-ICCKy}O JACATCIIbHOCTD. OTH}’CK
JICKapCTBEHHBIX IIPETapaToB Uil BETEPUHAPHOIO NPHMEHEHHUS OCYIIECTBISETCS B COOTBETCTBHH C
IMpaBUJIaMH HaI[J’Ie)KaHIefI anTeyHoM IMPAKTUKU JICKAPCTBCHHBIX IMPCIapaToB IJid BETCPUHAPHOTO
NPUMEHEHHS, YTBEP)KICHHBIMH YIIOJTHOMOYEHHBIM (peJiepaibHBIM OPraHOM MCIIOJHUTEILHOMN BIIACTH.

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

5. TlepeyeHp MEAMIIMHCKUX OpTaHU3allMi, WMEIOIIUX JHUIEH3UI0 Ha (dapMaleBTHIECKYIO
NeSTeNbHOCTh, M  UX  O00O0COOJIEHHBIX  mojpasjeneHuil  (amOynaTopuii,  (QenapAlIEpCKUX U
GbenpamepcKo-aKyIepcKux MyHKTOB, IEHTPOB (OTAeNeHH) obmiel BpadyeOHOI (ceMelHOM) MpaKTUKH),
PacCTOJIOKEHHBIX B CEBCKUX HACEIICHHBIX MMYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeYHBIC OPTaHHU3AIHH, a
Tak)Xe MepeyeHb JIGKAPCTBEHHBIX MPENapaToB, Mpoaka KOTOPHIX MOKET OCYIIECTBISTHCS yKa3aHHBIMU
OpraHm3alMisIMH ¥ WX  OOOCOOJICHHBIMH  TIOJPA3ACICHUSMHU,  YCTAaHABJIMBAIOTCS  OpPraHAMHU
HCIIOJTHUTENBbHOM BacTu cyobekToB Poccuiickoit denepanuu.

(B pen. DenepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

6. AnreuyHsle OpraHu3allid, WHIUBUAYAJIbHBIE MPEANPUHUMATEIN, HMEIOIIME JIMLEH3UI0 Ha
(apMalleBTUUECKYIO0  JeSTeIbHOCTh, O0sf3aHbl o0ecneurMBaTh yTBepkKJIeHHbIH IIpaBuTEnbCTBOM
Poccuiickoit @enepaunu U GopMHUpPYEMBbIi B YCTAaHOBJIEHHOM MM TOPSIKE MUHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX Ui OKa3aHUS MEAUIIMHCKON MTOMOIIIH.

(uactp 6 B pen. PenepanbHoro 3akoHa oT 25.11.2013 N 317-D3)

7. AnTedyHble OpraHU3allMHM, WHIWBUIYAJIbHBIC TMPEINPUHUMATEIN, WMCEIOIINE JHUICH3UI0 Ha
(dapMalleBTUUECKYIO JIeATEIbHOCTh, HapsAy C JIEKapCTBEHHBIMH IIpernapaTaMd HMEIOT MPaBo
npuobperaTh W TMpoAaBaTh, B TOM 4YHCJIE AWCTAHIIMOHHBIM CIIOCOOOM, MEIUIIMHCKHAE W3CIHs,
Ne3nH(UIIMPYIONTNE CPEICTBA, MPEAMETHl W CPEACTBA JIMYHOW TUTHEHBI, MOCYMY AN METUIITHCKUX
1eel, IpeIMeThl U CPEACTBA, TPEeIHa3HAYCHHBIC /IS yXO/a 32 00JBbHBIMH, HOBOPOXK/IEHHBIMHU U JIETHMU,
HE JOCTUTIIMMHU BO3pacTa TPEX JIET, OYKOBYIO ONTHKY M CPEACTBA yXOJa 3a HEW, MUHEPAJIbHBIE BOJBI,
MPOAYKTHI JIEUeOHOTO, JETCKOTO W JUETHYECKOTO0 THUTaHUs, OWOJIOTMUECKH AaKTUBHBIE T00ABKH,
nap@roMepHble U KOCMETUYECKUE CPENICTBA, MEIUIIMHCKUE W CAHUTAPHO-TIPOCBETUTENILHBIE TMEYaTHBIC

www.consultant.ru Crpanuua 120 n3 145
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=421014&date=25.01.2023&dst=101124&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=428225&date=25.01.2023&dst=100124&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=310107&date=25.01.2023&dst=100207&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=25.01.2023&dst=100077&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=421014&date=25.01.2023&dst=101125&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=349322&date=25.01.2023&dst=100022&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=370477&date=25.01.2023&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=428699&date=25.01.2023&dst=104495&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=421014&date=25.01.2023&dst=101126&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

U3/1aHus, [IPeIHa3HAYCHHBIE JUIsl IPOIIAaraH/ibl 310pPOBOr0 00pa3a KH3HH.
(B pen. @enepanpubix 3akoHoB oT 27.07.2010 N 192-03, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-@3)

8. HledarenpHOCTh anTeuHbIX opranu3zauuii Boopyxkennbix Cuil Poccuiickoit denepaunu, apyrux
BOMCK, BOMHCKHX (POPMHUPOBAHUN M OPraHOB, B KOTOPBIX 3aKOHOJATEILCTBOM Poccuiickoit denepannn
NPEIYCMOTPEHO TPOXOXKACHUE BOEHHON CIY)KObI WM (enepaibHOil ToCcylapCTBEHHOW —CIIYKOBbI,
CBSI3aHHOM C IPaBOOXPAaHUTENBHON JEATECIBHOCTBIO, PErVIAMEHTUPYETCs HacToAmuM denepanbHbIM
3aKOHOM U YTBEP)KJAECHHBIMH COOTBETCTBYIOLIIUMH (peepanibHbIMH OpraHaMy HCIIOJHUTEILHONW BIACTH
nojoxkeHussMU. KOHTponb 3a COOJIOJEHHEM YKa3aHHBIMM AalTEUYHbIMU OPIraHU3aLUSAMH I10JI0KEHUI
Hacrosimero PenepaabHOr0 3aKOHA OCYLIECTBISIETCS COOTBETCTBYIOIIMMHU (helepalbHBIMUA OpraHaMu
VCIIOJIHUTEJILHOM BJIACTH.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 262-03)

9. YTpatun cuny c 1 suBaps 2021 roaa. - @eaepanbubiii 3akoH oT 03.04.2020 N 105-D3.

KoncynprantlIntoc: npumedanue.
C 01.03.2023 pokyment pnomonusercs cT. 55.1 (@3 or 20.10.2022 N 405-®3). Cm. Oynyuryio
penaKuuio.

CraTtbAa 56. U3aroTtoBneHue n oTNyCK NIeKapCTBEHHbIX NpenapaToB

KoncynsrantlIntoc: npumedanue.
C 01.03.2025 B u. 1 ct. 56 BHOCsATCs n3meHeHus (@3 ot 30.12.2021 N 463-D3).

KoncynsrantlIntoc: mpumedanue.
C 01.09.2023 B u. 1 ct. 56 BHOCsTCs 3mMeHeHus (D3 ot 05.12.2022 N 502-D3).

1. M3roroBineHue JEKapCTBEHHBIX NPENAapaToB alT€YHbIMU OpraHU3alUsIMH, BETEPUHAPHBIMHU
anTEeYHbIMU OPTraHM3aLUsAIMH, WHIUBUIYAIbHBIMU MPEANPUHUMATEIIAMH, HMEIOIUMU JHULEH3UI0 Ha
(bapMaleBTUYECKYIO AESTENbHOCTb, OCYIIECTBISETCS MO pelenTaM Ha JEKapCTBEHHbIE Mpenaparsl, 1o
TpeOOBAaHUAM MEAMIMHCKUX OpPraHU3alMii, BETEPUHAPHBIX OpraHU3alMi B COOTBETCTBUM C IPAaBUIAMHU
U3TOTOBJIEHUS W OTIIyCKAa JIEKAPCTBEHHBIX IPENapaToB, YTBEP)KICHHBIMU  YIIOJHOMOYEHHBIM
¢benepaabHBIM OPraHOM HCTIOJIHUTENbHON BIIACTH.

KoncynprantlIntoc: mpumedanue.
C 01.09.2023 4. 2 ct. 56 uznaraercs B HoBoil peaakiuu (P3 ot 05.12.2022 N 502-D3).

2. [Ipy M3roTOBJIEHUH JICKAPCTBEHHBIX MPENAPATOB allTEYHBIMU OPTraHU3aLMSIMU, BETCPUHAPHBIMU
alTeYHBIMU OpPraHU3aLMsAMU, WHIWBUAYAIBHBIMU MPEANPUHUMATENAMHA, HMEIOMIMMU JIMLIECH3UIO Ha
(hapMaIeBTUUECKyI0 JesSTEIbHOCTh, HCIOJIB3YIOTCS (DapMaleBTHUYECKUE CyOCTAaHIINH, BKIIFOUCHHBIC
COOTBETCTBEHHO B TOCYAAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB I MEAULMHCKOTO IPUMEHEHUS U
rOCYJIApCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPECTB JJIsi BETEPUHAPHOTO MPUMEHEHHUS B YCTAaHOBJIECHHOM
nopsake. He pgomyckaercss M3roToBJIEHUE aNTEYHBIMU OpraHU3alUsIMU, BETEPUHAPHBIMU aAIllTEUYHBIMU
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?:Eleﬁm;gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Hata coxparenms: 25.01.2023

OpraHu3aIMIMH, WHIUBUTyTbHBIMH MpEeANPUHUMATEIISIMH, AMEIOLIUMHI JIALEH3UIO Ha
(hapMaleBTHUECKYIO JCSITEIbHOCTD, JIEKAPCTBECHHBIX MPENapaToB, 3aperHCTPUPOBAHHBIX B Poccuiickoi
denepanuu.

Koncynprantlntoc: npumeqanue.
C 01.09.2023 B u. 3 ct. 56 BHOCsATCs n3meHeHus (D3 ot 05.12.2022 N 502-D3).

3. MapkupoBKa JIEKQpCTBEHHBIX IIPENApaToOB, W3TOTOBJIEHHBIX AaNTEUYHBIMM OPraHU3ALUIMU,
BETEpPUHAPHBIMU aNTEYHBIMM OpPraHU3aLUsAMHU, WHIUBUAYAJIbHBIMH IPEANPUHUMATEISIMH, UMEIOIIUMU
JUIEH3UI0 Ha (apMaleBTUYECKYIO JeSTeNbHOCTh, W O(GOPMIIEHHE TaKHX IMPENapaTroB JOJDKHBI
COOTBETCTBOBATH MPABUJIaM, YKAa3aHHBIM B 4acTH 1 HACTOSIIEH CTaThU.

KoncynsrantlIntoc: npumevanue.
C 01.09.2023 B u. 4 ct. 56 BHOCcsATCs uzmenenus (O3 ot 05.12.2022 N 502-D3).

4. AnTeyHble OpraHu3allid, BETEpUHAPHBIC alTEYHble OpraHu3aluM, WHAUBHUYyaJTbHBIC
MIPEIITPUHUMATEITN, IMCIOIINE JTUICH3UIO Ha (hapMaIleBTHUECKYIO JeSTSIBHOCTh, HECYT OTBETCTBEHHOCTD
3a HECOOJIOJIEHUE TPAaBUJI HM3TOTOBJICHUS W OTIYCKa JIEKAPCTBEHHBIX MpPEMapaTroB B COOTBETCTBUU C
3aKOHO1aTeIbLCTBOM Poccutickoii deneparmmu.

Cratba 57. 3anpeweHue npoaaxu danbCUPUUNPOBaAHHbIX JeKapCTBEHHbIX
cpenacTs, HeJOOpOKaYeCTBEHHbIX  JIeKAPCTBEHHbIX  CpPeAacTs, KOHTpadaKTHbIX
neKkapcTBEHHbIX CpeaAcTB

[Tponaxka danbcuUIIUPOBAHHBIX JEKAPCTBEHHBIX CPEJICTB, HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpeNCTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aMPEIAeTCsI.

CraTtbsa 58. XpaHeHuMe nekapCcTBEeHHbIX CpeACcTB

1. XpaHCHI/Ie JICKAPCTBCHHBIX CPCACTB OCYIICCTBIIACTCA TMPOUIBOAUTCIIAMU JICKAPCTBCHHBIX
CPeACTB, OpraHu3allMsIMH  ONTOBOM  TOProBIM  JIEKAPCTBEHHBIMH  CPEACTBAMH,  alTEYHBIMH
opranmsanusimu, BCTCPUHAPHBIMU alITCYHbIMU OopraHu3alnusiMu, WHIWBUIYaJIbHBIMHA
IpeINpUHUMATENISIMU, UMEIOLUMH JUIEH3HI0 Ha (hapMaleBTHUECKYIO JIeATeIbHOCTh WM JIMLEH3UI0 Ha
MCIUIHUHCKYIO ACATCIbHOCTb, MCIHIWHCKUMHU OpraHu3aluiMi, BCTCPUHAPHBIMHU OpraHu3allisIMUu U
UHBIMH  OpraHU3alMsIMH, OCYUIECTBISIOIIMMHU OOpalleHue JIEKapCTBEHHBIX CPEJICTB. XpaHEHue
JICKApCTBCHHBIX CPCACTB MJId BCTCPUHAPHOIO IPHUMCHCHHUA OpPraHu3alusaMHi W HHIAWBUAYAJIbHBIMHA
OpeINpUHUMATEIIMA B CIy4asX, €CIM OHHU MCIIOJB3YIOTCS HCKIIOUUTENBHO TIPU Pa3BECHHUH,
BbIpallluBaHWK, COACPKAHUU U JICUCHHUHN XUBOTHBIX, MOXCET OCYHICCTBIATHCA Oe3 MOJIYYCHHA JIMICH3UU
Ha (papMaleBTUYECKYIO IEATEIbHOCTb.

(B pen. ®exnepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBmia  XpaHEHMs  JIEKAPCTBEHHBIX  CPEJICTB  YTBEPXKJAIOTCA  COOTBETCTBYIOIIHMM
YIOJTHOMOYEHHBIM (e/IepaIbHbIM OPTaHOM HCIIOTHUTEIbHOU BIIACTH.

3. XpaHCHI/IC HAapKOTUYCCKUX JICKAPCTBCHHBIX CPCIACTB, INCUXOTPOIIHBIX JICKAPCTBCHHLBIX CPCIACTB,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

paanodapMalleBTUUECKUX  JIGKAPCTBEHHBIX  CPEACTB  OCYLIECTBISAETCA B COOTBETCTBUU  C
3akoHo arenbeTBOM Poccuiickoit denepanum.

Cratba 58.1. lpeAMeTHO-KONMUYECTBEHHbLIA Yy4YeT JleKapCTBEHHbIX CpeacTB Ans
MeAULIMHCKOro NpMMeHeHuns
(BBenena depepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. [IlepeueHb JEKapCTBEHHBIX CPEIACTB [UII MEIUIMHCKOTO MPUMEHEHUs, IOJUICKAIIUX
MPEAMETHO-KOJIMYECTBEHHOMY  yUY€Ty, YTBEPXKIAeTCS YIOJHOMOYEHHBIM (eaepaibHbIM OpPraHOM
HUCIIOJIHUTEIHLHON BJIACTH.

2. Ilopsimok BKJIIOYEHHMS JIEKAPCTBEHHBIX CPEICTB JUIS MEIMLIMHCKOTO NPUMEHEHHS B IEpEYCHb
JICKApPCTBCHHBIX CPEACTB JIsI MCAUIUHCKOI'O NPUMCHCHUA, MOAJIC)KAIIUX NPCIMETHO-KOJINYCCTBCHHOMY
ydeTy, YCTaHaBJIMBAeTCS YIOJHOMOYEHHBIM (QeIepallbHbIM OPraHOM HCIOJHUTEIBHOW BIACTH 10
COTJIACOBAaHUIO C (efepaibHBIM OPraHOM HCIIOJIHUTEIBHONH BIIACTH, YIOJHOMOYEHHBIM B cdepe
BHYTPEHHHX JIEII.

(B pen. @enepanbHoro 3akoHa ot 03.07.2016 N 305-03)

3. Hpe,Z[MeTHO-KOJ'II/ILICCTBeHHHﬁ YU€T JICKApCTBCHHBIX CPCACTB JISI MCAUIHUHCKOI'O IPHUMCHCHUSA
BCAYT IMMPOU3BOAUTCIIM JICKAPCTBCHHBLIX CPCIACTB, OpraHu3alyun OIITOBOM TOProBJIKM JICKAPCTBCHHBIMHA
CpeACTBaMH, allITCUHBbIC OpraHU3alluid, MHIAUBUAYAJIBHBIC MNPEANPUHUMATCIIN, WUMCIOIUC JIMIOCH3UIO Ha
q)apMaIICBTI/I‘IGCKyIO ACATCIIBHOCTE HMJIM JIMICH3UIO HAa MCIAUIHUHCKYIO ACATCIBHOCTb, U MCAUIIMHCKHUC
OopraHu3anuvu, OCYICCTBIISIIOIINC 06pameHHe JICKAapCTBCHHLIX CPCACTB JJIA MCAUIUHCKOI'O ITPUMCHCHUS,
IMyTeM pCrucTpanmuu JIFOOBIX CBS3aHHBIX C UX O6paHIeHI/ICM onepaunﬁ, IIPpU KOTOPBIX HU3MCHACTCA HUX
KOJIMYCCTBO U (I/IJ'II/I) COCTOSIHUC, B CIICHUAJIBHBIX JKYPHAJIaX y4dcCTa onepauﬂﬁ, CBA3aHHBIX C O6paH_[eHI/ICM
JICKApPCTBCHHBIX CPCACTB JJId MCAUITUHCKOI'O IMPUMCHCHUA (z[anee - CIICHUAJIbHBIC )KypHaJ'IBI).

4. TlpaBuna perucTpanuy ornepauuii, CBSI3aHHBIX C OOpAIlEHHWEM JIEKAPCTBEHHBIX CPEACTB I
MEIULUHCKOTO NPHUMEHEHMS, BKIIOUYCHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX CPEACTB ISl MEIMIIMHCKOIO
IIPUMEHEHHUs], TTOMJIEKAIIUX IPEAMETHO-KOJINYECTBEHHOMY YYETY, B CIELUAIbHBIX XypHalaxX U IpaBuia
BEJCHUS M XPAHEHUS CHEIHAIbHBIX >KYPHAJIOB YTBEP)KIAIOTCS YIOJIHOMOUYEHHBIM (heepanbHbIM
OpraHOM MCIIOJHUTEIbHON BIIACTH.

5. KouTtposb 3a coOnio/ieHHEeM TMpaBUJl PETUCTPAIMHM OMNEpaluii, CBSI3aHHBIX C OOpaIieHuEM
JIEKAPCTBEHHBIX CPEACTB JUJISi MEIUIMHCKOTO NPUMEHEHHMs], BKIIOUEHHBIX B NEPEUYEHb JIEKAPCTBEHHBIX
CpCACTB 14 MCEAULIMWHCKOTO TPHUMCHCHHA, IMMOICKAININX MNPEAMCTHO-KOJIUYCCTBCHHOMY YUCTY, B
CHENHMANbHBIX JKypHalaX, a TakXe 3a COONIOJIEHWEM TMpaBWi BEACHHS M XPaHEHUS CIEIUATbHBIX
YKYpHAJIOB BO3JIaraeTcsi Ha YIMOJHOMOYEHHBIE (peiepaibHble OpraHbl UCIIOJIHUTEILHON BJIACTH M OPTaHbl
UCTIOJHUTENBHON BlacTH cyObekToB Poccuiickoit ®epeparuu, OCYIIECTBISIONINE IJUIEH3UPOBAHUE
MPOM3BOJICTBA  JIEKAPCTBEHHBIX  CPEACTB, (apMaIleBTUUECKONW JEATETbHOCTH W MEIUIIMHCKOMN
NEeSTEIbHOCTH, U OCYILECTBIIAECTCS B paMKaX JIMLIEH3UOHHOTO KOHTPOJISL.

Masa 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPEOCTB
CrtaTtbsa 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUSI NEeKapCTBEHHbIX CPeAcTB

1. HCIlO6pOKaquTBCHHBIC JICKApCTBCHHBIC CPCACTBA, (I)aJ]LCI/I(I)I/II_II/IpOBaHHLIC JICKAapCTBCHHBIC
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

CpeAcTBa IMOJUIEKAT M3BIATUI0O W3 OOpalleHUs U YHUYTOXKEHUIO B TOPSJKE, YCTaHOBICHHOM
IIpaButensctBoM Poccuiickoit @enepanuu. OcHOBaHMEM Ul YHUUYTOKEHHUS JIEKAPCTBEHHBIX CPEICTB
ABJIACTCS  pEIICHHE  BJIAJENbLa  JIEKAPCTBEHHBIX  CPEICTB,  PEIIEHHE  COOTBETCTBYIOLIETO
YIIOJTHOMOYEHHOTO (heiepalibHOTO OpraHa UCTIOJIHUTEIFHON BIACTH WM PELICHHUE CYAa.

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

2. KonTpadakTHbIe JIEKapCTBEHHBIE CPEICTBA MOAJIECKAT UZBATHIO U3 OOPAIICHUS U YHUUYTOXKEHUIO
1o pemenuto cyna. [lopsaok yHHYTOKEHUsT KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEIICTB YCTAHABIMBACTCS
IIpaBurenscTBoM Poccuiickoit denepanuu.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Pacxompl, cBsi3aHHBIE C YHUYTOXKEHHEM KOHTpPA(aKTHBIX JIEKAPCTBEHHBIX CPEICTB,
HEeI00pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, (anbCu(UIMPOBAHHBIX JICKAPCTBEHHBIX CPEJACTB,
BO3MEUIAKOTCS UX BIAACIbLEM.

4. Bnaneneu JICKApCTBCHHLIX CPCACTB AOJDKCH IIPCIACTABUTL B YHOJ'IHOMOLIeHHHﬁ Q)eﬂepaHBHLII‘/'I
opran HCIIOJIHUTEILHON BIIACTH JOKYMCHT MJIM 3aBCPCHHYIO B YCTAHOBJICHHOM IIOPAAKE €ro KOIIHIO,
IMOATBCPIKAAOIIHEC (I)aKT YHUYTOXKCHUSA JICKAPCTBCHHLIX CPEACTB.

5. CoOTBeTCTBYIOIIMK YIIOJIHOMOYEHHBIH (efepabHblid  OpraH HWCIOJIHHUTENBHOW  BIIACTH,
INPUHABIIMHA pelieHre 00 YHUYTOKEHUM JICKapCTBEHHBIX CPEJCTB, OCYILIECTBIIAET KOHTPOJIb 3a HX
YHUYTOKEHHEM.

6. VYHMYTOXKEHHE JIEKApCTBEHHBIX CPEJCTB IPOU3BOAMTCS OpPraHU3ALUAMH, HMEIOIIUMU
COOTBETCTBYIOILYIO JINLIEH3HIO, HAa CHIEUAIIbHO 000PYI0OBaHHBIX IIOIIAKAX, IOJIMTOHAX U B CIIEUAIbHO
000pYZOBaHHBIX MOMEILEHUSIX ¢ COO0/IeHNeM TpeOoBaHU B 00JacTH OXpaHbl OKPY)KAIOLIeH cpenbl B
COOTBETCTBHUH C 3aKOHOJATENILCTBOM Poccuiickont denepanuu.

7. HapkoTnueckue JIEKapCTBEHHBIE CPEACTBA, IICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEACTBA,
paguodapMalieBTUYECKUE  JICKAPCTBEHHBIE  CPEACTBA  YHUUYTOXKAIOTCA B COOTBETCTBUM  C
3akoHoJarenbeTBOM Pocceniickoit denepanuu.

nasa 12. FTOCYOAPCTBEHHOE PETYJINPOBAHUE LIEH
HA NEKAPCTBEHHBbIE NMPEMAPATbI ANA MEAUUUHCKOIO NPUMEHEHUA

Cratba 60. NlocynapcTBeHHOE perynupoBaHue LieH Ha NeKapCTBeHHble npenapatbl
ANA MeAULIMHCKOro NpUMeHeHUs

1. TocynapcTBEeHHOE pPEryIHUpPOBAaHHWE IEH Ha JICKAPCTBEHHBIC MPEMapaThl Ui MEIUIIMHCKOTO
NPUMEHEHUsSI OCYIIECTBIISIETCS TIOCPEACTBOM:
(B pen. @enepanbHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxknenus I[IpaBurensctBoM Poccuiickoii denepanuu nepedyHs KM3HEHHO HEOOXOIUMBIX U
BOXHEHIINX JIEKAPCTBEHHBIX IPENapaToB, KOTOPHIM (QopMHUpyeTcs U HE peke OJHOrO pa3za B TOA
MepecMaTpuBaeTCsl B YCTAHOBJIEHHOM WM MOPSJIKE HA OCHOBE KOMIUIEKCHOW OIEHKH JIEKAPCTBEHHBIX
MpemapaToB, BKIIOYas aHalW3 CBEICHUH O CpPaBHUTENBHON KIMHUYECKOH d(DPEeKTHBHOCTH W
0€30MacHOCTH  JIEKAPCTBEHHOTO CPEJACTBA, OIEHKY JKOHOMHYECKHX TOCIEACTBUNA TPUMEHEHUS
JIEKaPCTBEHHOI'0 CPEACTBA U M3YUYEHUE IOINOJHUTEIBHBIX MOCIEACTBUNA NMPUMEHEHUS JIEKAPCTBEHHOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

CpeICTBa;
(B pen. enepanbHbIX 3aKoHOB 0T 22.12.2014 N 429-D3, ot 13.07.2020 N 206-D3)

2) yTBEpXKIEHHS METOAMKH pacyera MpeIesIbHbIX OTIYCKHBIX IICH TPOU3BOJMTENCH Ha
JIEKapCTBCHHBIC TMpEnaparbl, BKIIOYEHHBIC B IMEPEUCHb J>KU3HEHHO HEOOXOIMMBIX M BAKHEHIIINX
JICKApCTBEHHBIX IPEMapaToB, a TAK:Ke BHEAPCHHUS MEXaHH3MOB (DOpMHUpPOBaHUS CHCTEMBI pedepeHTHBIX
LICH;

(B pen. deaepanbhbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 06.06.2019 N 134-D3)

3) TrocygapCTBEHHOW pEruCTpallMd TPEICIbHBIX OTIYCKHBIX IIEH TPOU3BOJUTENEH Ha
JICKApCTBEHHBIC TpENapaTrhl, BKIIOUCHHBIE B TIEPEYCHb JKU3HEHHO HEOOXOMUMBIX M BaKHEUIIHX
JIEKapCTBEHHBIX MPENapaToB;

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

4) BeleHUWs TOCYJApCTBCHHOTO peecTpa MpPEACTbHBIX OTIYCKHBIX IIGH TNPOU3BOIUTENCH Ha
JIEKapCTBEHHbIE MPEnaparhbl, BKIIOUEHHbIC B IEPEYEHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEHUIIMX
JIEKAPCTBEHHBIX IIPENApaTOB;

5) yTBEpKIEHHUS METOJMKHM YCTAHOBJIEHHMsS OpraHaMHM MCIOJHUTEIbHOH BJIACTH CYOBEKTOB
Poccuiickoit ®enepanmu mpenenbHBIX pa3MEpOB ONTOBBIX HAA0ABOK M TPEACIBHBIX pa3MepoB
PO3HMYHBIX HaI0aBOK K (PaKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX IIpENapaTroB, Ha JIEKAPCTBEHHBIC IIpenaparsl, BKIIOYEHHBIE B IIEPEYEHb JKU3HEHHO
HEOOXOAMMBIX U BaXKHEHIINX JIEKaPCTBEHHBIX MIPENapaTos.;

6) ycTaHOBJICHUS MPEACIBHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M MPEACIbHBIX Pa3MEPOB PO3ZHUYHBIX
Ha70aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX
MpenaparoB, Ha JIEKAPCTBEHHBIC TMpEMapaTrhl, BKIIOYCHHBIE B TEPEUEHb KU3HEHHO HEOOXOJIUMBIX U
BOKHENIIMX JIEKAPCTBEHHBIX MPENapaToB;

7) yTBEpKIE€HHsSI TIOpAJIKA BBIAYU TPEANHCAHUN OpraHaM HUCIOJHUTEIBHON BIACTH CYyOBHEKTOB
Poccuiickoit denepanuu 0 NpUBEAECHUNA B COOTBETCTBUE C 3aKOHOJATENbCTBOM Poccuiickon Penepanuu
perieHuit 00 YCTaHOBJICHHH TPEACIBbHBIX pa3MEpPOB OMNTOBBIX HAJA0aBOK W TMPEIEIbHBIX pPa3MEPOB
PO3HUYHBIX HaA0aBOK K (PaKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM TPOU3BOAUTEISIMU
JICKapCTBEHHBIX MpPENapaToB, Ha JIEKAPCTBEHHbIC NpenapaThbl, BKIIOUYCHHBIE B IME€PEYEHb KU3HEHHO
HEOOXOUMBIX M BAXHEWIUX JIEKAPCTBEHHBIX MpENapaTroB, €CIM OHU MPUHATHI C HapYIICHHEM
3aKkoHoarenscTBa Poccniickont @enepannn, B nopsake, ycraHosieHHoM [IpaBurensctBoM Poccuiickoit
Oenepanny;

8) HampaBlieHUS YIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIOJIHUTEIBRHOM BJIACTH OpraHam
UCTIOJHUTENIbHOW BiacTu cyowsekToB Poccuiickoit ®@enepauuu mnpeanucaHuié O NPUBEACHUU B
COOTBETCTBME C 3aKOHOHarenbcTBOM Poccmiickoit ®enepanuy NPUHATBIX C  HapyLIEHUEM
3akoHojaTenbcTBa Poccuiickoit denepannu perieHnit 00 yCTaHOBJIEHUH NMPEAETbHBIX Pa3MEPOB OMTOBBIX
HaZ0aBOK M MpeNeTbHBIX Pa3MEPOB PO3HUYHBIX HaJ0aBOK K II€HaM Ha JIEKApCTBEHHBIE Ipernaparsl,
BKJIIOYEHHBIE B IIEpEUEHb )KU3HEHHO HEOOXOIMMBIX U BXKHEUIIINX JIEKAPCTBEHHBIX MIPENapaToB;

9) ocymiecTBieHus GpeaepaTbHOrO TOCYIapCTBEHHOTO Haa30pa B chepe oOpareHus JeKapCTBEHHBIX
CPEICTB M PErHMOHAIBHOTO TOCYIApPCTBEHHOTO KOHTPOJISI 3a NMPUMEHEHHEM IIeH Ha JIeKapCTBEHHBIC
npemnapaTrbl COOTBETCTBEHHO YIIOJTHOMOYCHHBIMHA (i)e)lepa.]'H)HBIMI/I opranamMu HUCIIOJIHUTEILHON BJIACTH U
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

OpraHaMy HCHOJHUTENbHOHN BiacTH cyObekToB Poccuiickoit denepanuy COriacHO MX KOMIETCHIIMU B
nopsiake, ycranoieHHoM [IpaBurensctBoMm Poccuiickon @enepannu;
(n. 9 B pen. @eaepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) npumeHeHHs TPENYCMOTPEHHBIX 3aKoHojaTesnbcTBOM — Poccuiickoit  @Penepanuu  Mep
OTBETCTBEHHOCTU 3a HapylleHHe MOopsAKa IeHOOOpa30BaHUs Ha JIEKapCTBEHHbIE Ipernaparsl,
BKJIIOYCHHBIE B IIEPEUEHb )KU3HEHHO HEOOXOAMMBIX U BKHEUIIINX JICKAPCTBEHHBIX MPENIapaToB.

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

2. B ycioBusix 4ype3BblYaiiHONW cUTyalMy M (WIK) IPU BO3HUKHOBEHUHU YIPO3bl PAaCIpPOCTPaHEHUS
3a00JieBaHusl, MPEACTABISIONIEIO OMACHOCTh JI OKPYXKAIOIIMX, a TaKKe B cllydyae, €cld B TEUYCHHE
TPUAUATH KaJeHAApHBIX JHEH mocie npussatus [IpaButenscrBom Poccuiickoit denepanuu pemeHus o
MIPOBEACHUN MOHUTOPHUHIAa PO3HUYHBIX LIEH HA JIEKaPCTBEHHBIE ITPENaparhl, HE BKIIFOUEHHbIE B IIEPEUEHb
KU3HEHHO HEOOXOAMMBIX M BaXHEWIIHMX JIEKAPCTBEHHBIX IPETapaToB, Ha TEPPUTOPHUSIX CYOBEKTOB
Poccuiickoit @enepannn BhISIBIEH POCT PO3HUYHBIX LIEH HA YKa3aHHbIE JIEKAPCTBEHHbIC MpENapaThl Ha
TPUILATH TIPOLIEHTOB U Ooiiee, [IpaBuTenscTtBO Poccuiickoit deepanniv BpaBe yCTAHOBUTH MPEIETbHbIC
OTIYCKHBIE€ II€Hbl IPOW3BOJMTENCH HAa YKa3aHHbBIEC JICKAPCTBEHHBIE IpENaparhl, MpeAesibHbIE pa3Mepbl
OTITOBBIX HAJ0ABOK U IMpEEIIbHBIE pa3Mephl PO3HUYHBIX HAI0aBOK K (DAKTUYECKUM OTITYCKHBIM LIEHAM
MIPOU3BOJUTENECH HA yKa3aHHbIE JIEKAPCTBEHHbIE Npenapathl. [lepedeHs ekapCTBEHHBIX MIpenapaTroB, He
BKJIIOUEHHBIX B I€PEUYEHb >KM3HEHHO HEOOXOJMMBIX M BAKHEMIIMX JIEKapCTBEHHBIX IpenaparoB, U
nopsAI0K ero popmupoBanus onpexaenstores [IpasutensctBom Poccuiickoit denepanuu.

(dactp 2 BBeneHa degepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B Tedenue neBSHOCTa KaJCHIAPHBIX JAHEW co IHS yrBepkacHus [IpaBurenbctBom Poccuiickoi
q)eﬂepaum/l MEepeUHA, YKa3aHHOI'0 B 4aCTU 2 HaCTOSIHIeI\/JI CTaTbu, HC JOITIYCKAIOTCA peain3alunsad U OTIIYCK
BKJIFOUEHHBIX B HErO JIEKAPCTBEHHBIX IMPErmapaToB MO II€HaM, MPEBHIMIAIONINM MpeAeNbHbIE OTIIYCKHBIE
IICHBbI HpOHSBOJII/ITGJ'ICfI Ha YKa3aHHBIC JICKAPCTBCHHBLIC MpCraparhbl, MPCACIbHBIC pPasMEPbl OIITOBBIX
HafA0aBOK ¥ TIpeNeNbHbIE pa3Mepbl PO3HUYHBIX HAA0aBOK K (PAKTUUYECKMM OTIYCKHBIM I[€HaM
MPOM3BO/IMTENICH Ha YyKa3aHHbBIE JIEKAPCTBEHHBIC Mperaparsl € YYeTOM Hajora Ha J00aBJICHHYIO
CTOUMOCTb.

(dactb 3 BBeneHa deaepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)

Koncynpsrantllntoc: npumedanue.
3apeructpupoBanasie g0 07.06.2019 mpenenbHble OTIYCKHBIE IIEHBI TMOJJIEKAT 00sS3aTeIbHOMN
nepepeructpanuu B 2019 - 2020 rogax B cooTBeTcTBUHU €O CT. 2 @3 o1 06.06.2019 N 134-D3.

Cratba 61. locypapcTBeHHas perucTpauvsa v nepeperucrpauusi npeperibHbIX
OTMYCKHbIX LeH npou3BoAUTENied Ha JeKapCTBeHHble npenapaTbl, BK/IOYEHHble B
nepeyvyeHb XXU3HEHHO HEOOXO0ANUMbIX U BaXXHEMLUUX NleKapCTBEHHbIX NpenapaToB

(B pen. denepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. IlpenenbHast OTHyCKHAas 1I€Ha NMPOU3BOAMTEINS Ha JICKAPCTBEHHBIN Ipenapar, BKIOYEHHBIN B
MepevYeHh KU3HEHHO HEOOXOJWMBIX MW BAKHEWIIHWX JICKAPCTBEHHBIX TMPEMapaTroB, IOJUICKUT
rOCyJTapCTBEHHOM PErMCTpallUM B MOpPsAIKE, ycTaHoBIEHHOM [IpaButensctBom Poccuiickont denepanuu,
Ha OCHOBAHHWH TPEJCTABIECHHOTO B YIOJIHOMOYEHHBIN (efepalbHbIii OpraH HMCIOJHUTEIHHOM BIACTH
3asBJICHUS Jep KaTessl WJIM BIIaJleliblia PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Iperapara

www.consultant.ru CtpaHuua 126 ns 145
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=387172&date=25.01.2023&dst=100360&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=422609&date=25.01.2023&dst=1175&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=428699&date=25.01.2023&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=420491&date=25.01.2023&dst=100057&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=428699&date=25.01.2023&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=361464&date=25.01.2023&dst=100008&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=348583&date=25.01.2023&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=422609&date=25.01.2023&dst=104531&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=348583&date=25.01.2023&dst=100014&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=326252&date=25.01.2023&dst=100042&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=326252&date=25.01.2023&dst=100014&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=428699&date=25.01.2023&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=368352&date=25.01.2023&dst=100150&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

(YTIOJTHOMOYEHHOTO UM JIMIIA).

2. 3aperucTpupoBaHHas IpeAeibHAs OTIYCKHas L€HAa MPOU3BOAMTENSl Ha JIEKApCTBEHHBIN
mpernapaTr, BKIIOUEHHBIH B IEpeUYeHb JKU3HEHHO HEOOXOJMMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX
MPerapaToB, MOXKET OBITh MEPEPETUCTPUPOBAHA B CTOPOHY YBEIMYEHHUS OJUH pa3 B KaJICHIAPHOM TOAY
Ha OCHOBaHUH MPECTABICHHOTO B YIOJHOMOYEHHBIN (efiepanbHbIil OpraH CIOIHUTENBHOI Bi1acTu 10 1
OKTSOpST KaXJOr0 Toja 3asBICHUS AEp)KaTellsds WIM BIAAETbIa PETUCTPALMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOT' 0 Ipernaparta (ynoJIHOMOUYEHHOTO UM JIUIA).

3. 3apeructpupoBaHHasl IIpeleibHas OTIYCKHAas IL€Ha IPOU3BOJAUTENS Ha JIEKAPCTBEHHBIN
mpernapaTr, BKIIOUEHHBIH B IE€peUYeHb JKU3HEHHO HEOOXOJMMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX
MPErapaToB, MOKET ObITh MEPEPETUCTPUPOBAHA B CTOPOHY CHIDKEHHUS HA OCHOBAaHUM MPEACTABICHHOTO B
YIIOJTHOMOYEHHBIN (pe/iepanbHblii OpraH UCIIOJHUTENBHON BJIACTH 3asBICHUS JIepKaTeNsl UIN BIaJeliblia
PETUCTPALIMOHHOTO YI0CTOBEPEHUS JIEKApCTBEHHOT0 Mpenapara (YIoJHOMOYEHHOIO UM JIMLIA).

4. Jlepxatenb WIM BJajeJell PErHCTPAllMOHHOTO YIOCTOBEPEHHS JIEKApCTBEHHOIO IIperapara
(YNOTHOMOYEHHOE WM JIMI0) O0s3aH NPEJCTaBUTh B YIIOJIHOMOYEHHBIH (enepanbHblii  opraH
UCTIOJIHUTEIBHON BJIACTH 3asBJICHUE O MEPEPEruCTpaliy 3aperHCTPUPOBAHHON MPENENbHON OTIYCKHON
[EHBI TPOU3BOINUTEIS HA JICKAPCTBEHHBIN MpenapaT, BKIOYSHHBIA B TIEpEeUYeHb KU3HEHHO HEOOXOAUMBIX
Y BOXHEHIIINX JIGKapPCTBEHHBIX MIPENapaToB, B CTOPOHY CHIDKCHUS B CICAYIOIINX CITydasX:

1) cH>KEeHHE 1IeHbl B THOCTPAHHOM BAJIIOTE HA JIGKAPCTBEHHBIN Mpenapar B CTpaHe MPOU3BOIUTENS
u (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIA IMpemapaT 3aperucTpupoBaH U (WJIM) B KOTOpHIE
IIOCTAaBJISIETCS IPOU3BOAUTETIEM;

2) cHWXKeHHe IIeH Ha pedepeHTHBIE JIeKapCTBEHHBIC MperapaThl B COOTBETCTBHHM C IMYHKTOM |
HacTosiel dYacTu (VIS COOTBETCTBYIOIIMX BOCIPOM3BEACHHBIX, OHOAHAIOTOBBIX (OMOMOTOOHBIX)
JIEKapCTBEHHBIX MPENapaToB);

3) mpeBbllIEHUE TMPENeIbHON OTIYCKHOM II€Hbl Ha MEpBbI BOCIPOU3BENECHHBIN, OMOaHAIOrOBBIN
(OmormomoOHBIH) JIEKapCTBEHHBIH MpernapaT MHOCTPAHHOI'O MPOM3BOJCTBA HAJ| MPEAEIbHON OTIYCKHOM
LIEHOM MPOU3BOAUTENS HA BTOPOM BOCIIPOU3BEACHHBIN, OM0aHanoroBelii (0MOMOA00HbIN) JIeKapCTBEHHBIN
rpenapar, paCCUuTaHHON B COOTBETCTBUU C METOAMKOM, yrBep:kAeHHOH IIpaBurensctBoM Poccuiickoi
denepanuu;

4) mpeBbIllIEHUE TPEJebHON OTIMYCKHOW IEHBI Ha MEPBBIA BOCIPOM3BEICHHBINH, OHOaHATOTOBBIN
(6uomoAOOHBI) JIEKAPCTBEHHBIM TIpernapar MpPOU3BOJUTENST TrocyaapcTBa - uieHa EBpaswuiickoro
JKOHOMHYECKOTO  COK03a HaAJ MPENEIbHOM  OTIYCKHOM ILIEHOM IPOM3BOAUTENS Ha  BTOPOU
BOCIIPOU3BE/ICHHBINH, OHOaHaIoroBbl (OMOMONOOHBIN) JIEKApCTBEHHBIM MpenapaT MPOU3BOIUTENS
rocyiapcrea - wieHa EBpa3nMiiCKOro 3KOHOMHMYECKOIO COI03a, PACCUMTAHHONM B COOTBETCTBHM C
METOAMKOH, yTBepxkAeHHOM [IpaBuTensctBomM Poccuiickont @enepannn.

5. Ilopsaok nepeperucTpanyy 3aperuCTpUPOBAHHBIX IIPEAEIBHBIX OTIYCKHBIX LIEH IPOU3BOAUTENCH
Ha JIEKapCTBEHHbIEC Ipenaparbl, BKIIOUYEHHbIE B MEpPEYEHb XU3HEHHO HEOOXOIUMBIX U BaKHEHUIIUX
JIEKapCTBEHHBIX IIPENapaToB, B CIIy4asX, NPEJyCMOTPEHHBIX dYacTaMM 2 - 4 HacToAlEH cTaThbu,
ycranaBinusaercs [IpasurensctBom Poccniickoit denepanum.

6. DKOHOMHYECKHI aHalIN3 HpeﬂeHBHOﬁ OTHYCKHOﬁ HOCHBI MPOU3BOAUTCIIA Ha HCKapCTBeHHBIﬁ
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?;E;L;lle[?::gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

npernapar, BKIIOYCHHBIA B TIEpEUYCHb IKHU3HCHHO HEOOXOIUMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX
MpemapaToB, TMPU €€ TOCYJAPCTBEHHOW pErucTpaluu WIA [ePePEeruCTPalfi  OCYIIECTBISICTCS
denepanbHBIM  OPTaHOM HCIOJHHUTEIBHON BIIACTH, OCYIIECTBISIOMMM (DYHKIUM 10 TPUHSITHIO
HOPMATHUBHBIX IPABOBBIX AaKTOB W KOHTPOJIIO 3a COONIOJEHHMEM 3aKOHOAATENbCcTBA B  cdepe
roCyAapCTBEHHOTO PETyJIMPOBaHUs 1IeH (TapudoB) Ha TOBAPHI (YCIyTH).

7. Pacder mpenenbHBIX OTHYCKHBIX II€H, YKa3aHHBIX B YacTsAX | M 2 HACTOSIIEH CTaTbu, MPH UX
rOCylapCTBEHHON PErHCTpalMM WIN NEPEPErucTpalui OCYILECTBISAETCS B COOTBETCTBHH C METOJIUKOM,
yrBepxkaeHHou [IpasurensctBoM Pocceniickoit denepanuy U y4UTHIBAIOIIEH B TOM YUCIIE:

1) cobnronenue GanaHca MHTEPECOB MOTPEOUTENEH JIEKAPCTBEHHBIX IMPENapaToB, BKIIOUYEHHBIX B
MepeueHb KU3HEHHO HEOOXOJMMBIX M BAKHEHIIMX JICKApPCTBEHHBIX MPEMapaToB, W IMPOU3BOAUTEICH
JIEKapCTBEHHBIX TIPENapaToB, BKIIOUYEHHBIX B IEPEUYCHb >KU3HEHHO HEOOXOJUMMBIX U BaKHEHIIMX
JIEKApCTBEHHBIX IIPETapaToB;

2) pakTHUecKylo OTHYCKHYIO LIEHY Ha JIeKapCTBEeHHbIe npenapathl B Poccuiickoii denepanuu, 1eHy
BBO3a JIEKAPCTBEHHBIX MpenaparoB B Poccuiickyro depepanuio, a TakKKe LEHbI HAa aHAJOTHYHbIC
JIEKapCTBEHHbIE TMpernaparthl, Haxoaslecs B oopamieHun B Poccuiickoit denepanuu;

3) 3arpaTbl NpPOU3BOAUTENS JIEKAPCTBEHHOI'O IIpernapara Ha IPOM3BOJACTBO M  peaIU3alUio
JIEKapCTBEHHOT'O IIperapara;

4) neHy Ha JIeKapCTBEHHBIN IIpenapar, €ro LeHy B CTpaHe MPOU3BOJUTEINS U B CTPaHaX, B KOTOPBIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpUpOBaH U (UIIM) B KOTOPBIE MOCTABIISIETCS TPOU3BOIUTEIIEM.

8. He momyckarotcs peanusanusi U OTIIYCK JIEKaPCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B MEPEUYECHb
KM3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX JIEKApCTBEHHBIX IMPENaparoB, HA KOTOPbIE MPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX IPEMApaTOB HE 3aperuCTpUpOBaHa NpeAeibHas OTIYCKHAs I1€HA, peaau3anus
MIPOU3BOJUTENAMU JICKAPCTBEHHBIX INPENApaToB IO LIEHAM, MPEBBIIAIOIINUM 3apPETUCTPUPOBAHHBIE UIIU
IIEPEPETUCTPUPOBAHHBIEC NIPEEIBHBIE OTIYCKHBIE IIEHBI HAa JIEKAPCTBEHHBIE MPENapaThl ¢ Y4ETOM Hajora
Ha JI00aBJIEHHYIO CTOUMOCTb.

9. OcoOeHHOCTH TOCYJAPCTBEHHOTO PETYIIMPOBAHUS MIPEIEIbHBIX OTIYCKHBIX IIeH MPOU3BOANTENCH
Ha JIeKapCTBEHHbIE IpenapaThl, BKIIOYEHHbIE B IEPEYEHb >KU3HEHHO HEOOXOAMMBIX W BaKHEMIIMX
JIEKapCTBEHHBIX IpPENapaToB, B 3aBUCHUMOCTH OT AKOHOMHUYECKUX U (WJIM) COLHMAIbHBIX KPUTEPHUEB
(U3MEHEHME YCIIOBUH, MOPSIKA U CTOMMOCTH IIPOU3BOCTBA JIEKAPCTBEHHBIX IIPENAPATOB, UCIIOIB30BAHNE
HOBBIX ()OpPM, METO/JOB U CIOCOOOB TOCYIAapPCTBEHHOI'O PETYJIHPOBAaHUS 1€H Ha JIEKapCTBEHHbIE
Ipernaparsl, B TOM YHCJIE Ha OCHOBE MeXaHU3Ma peepeHTHOro 11eHO00pa30BaHus, U3MEHEHUN MopsaKa
OKa3aHUsl MEIWIMHCKON IOMOIIM, W3MEHEHHE Kypca HMHOCTPAHHOM BaJlOThl M HHbIE H3MEHEHUS)
ycra"aBiauBarorcs [IpasurensctBom Poccuiickon @enepannu.
(B pen. ®enepanbHoro 3akona ot 08.03.2022 N 46-D3)

Cratba 62. [ocymapcTBeHHbIU peecTp npeAeribHbIX  OTMNYCKHbIX  LeH
npousBoauTenien Ha nekapcTBeHHble npenaparbl, BKNOYEHHbIe B NepeyeHb XXU3HEHHO
Heob6XxoAUMbIX U BaXKHEULLUX NeKapCTBEHHbIX NpenapaToB

1. 3aperucrpupoBaHHbIE WJIM NEPEPETUCTPUPOBAHHBIE  IPEACIBHBIE  OTIYCKHBIE  IEHBI
IIPOU3BOIUTENEH Ha JIEKapCTBEHHBIE MpenapaTsl, BKIOUYEHHbIE B MepeueHb KU3HEHHO HEOOXOAMMBIX U

www.consultant.ru CrpaHuua 128 ns 145
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=366679&date=25.01.2023&dst=100408&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=412583&date=25.01.2023&dst=100011&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=434746&date=25.01.2023&dst=100045&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=428699&date=25.01.2023&dst=100012&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

BOKHEHINNX JIEKAPCTBEHHBIX IPENapaToB, IOUIEKAT BKIIOYCHUIO B TOCYIApCTBEHHBIH peecTp
MMpCAC/IbHBIX OTIYCKHBIX LICH HpOI/ISBOI[I/ITCJIef/'I Ha JICKApCTBCHHLIC MPCIIapaThl, BKIITOYCHHBIC B IICPCUYCHDb
’KM3HEHHO HEOOXOIMMBIX M BXKHEHIINX JICKAPCTBEHHBIX IPETIapaToB.

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

2. T'ocynapcTBEHHBIM peecTp IpeeibHBIX OTIYCKHBIX ILIEH NMPOU3BOAUTENEH Ha JIEKapCTBEHHBIE
mpemapaTsl, BKIIOYCHHBIE B IEPEYCHb JKMU3HEHHO HEOOXOMUMBIX M BaXHEWIIUX JIEKAPCTBCHHBIX
MIpernapaToB, COJIEPKUT B ceOe ClIeNyIoNy0 HH(OPMAIIHIO:

1) HauMeHOBaHUE JiepXKATeNsl UM BIIaJENblla PErHCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara, HaMMEHOBaHWE MPOM3BOAMTENS JIEKAPCTBEHHOTO IIperapaTa, CBEACHUS O PETrUCTPaLUH
JeprKaTeNs WIN BIIaJebla PErUCTPALIMOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOIO IIpenapaTa, CBEACHUs O
perucTpany MPOU3BOJUTEIIS JEKAPCTBEHHOTO IpernapaTa JUlsi MEJUIMHCKOrO NIPUMEHEHHS B KauecTBE
HAJIOTOIUIATENbIIMKA B  CTpaHe  perucrpanuu (Ui POCCHMCKUX  IOPHIMYECKUX  JIUI[ -
UIeHTH(OUKAIIMOHHBI HOoMep Hanoromiarensimuka (MHH), mis uHOCTpaHHBIX IOPHIMYECKHX UL -
CTpaHa pEruCTpaluy, HANMEHOBAHHWE PETUCTPUPYIOIIETO OpraHa, PEruCTPAlMOHHBIA HOMEp, KOJ
HaJIOTOIUIATENbIMKA B CTPAaHE PErHCTpaluy (MHKOPHIOPALUH) WM €ro aHajor), MECTO HaXOKIACHUS
IIPOM3BOACTBEHHBIX IUIOLIAIOK, YUYAaCTBYIOIIMX B IPOLECCe MIPOU3BOCTBA JEKAPCTBEHHOTO Mpernapara, ¢
yKa3aHUEM CTaJM1 Ipolecca IMPOU3BOJICTBA;

(n. 1 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMEHOBaHWE JICKAPCTBCHHOTO mpemnapara (MEXKIyHapOJIHOE HEMaTeHTOBAaHHOE, WU
TPYIIHPOBOYHOE, WIM XUMUYECKOE U TOPTOBOC HANMEHOBAHMUS ),
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HOMep PErHCTPALMOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO TIpernapara;

4) nexapcTBeHHas ¢opMa ¢ yKa3aHHEM JIO3UPOBKH JIEKAPCTBEHHOTO Mperapara U ero KOJIWYecTBa
BO BTOPUYHOM (TTOTPEOUTENIHCKOI) YIIAKOBKE, a TAKKE KOMIIJIEKTHOCTH;
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHas MpeJeIbHast OTITYCKHAs IIeHa Ha JIGKapCTBEHHBIN Mpemnapar B pyosisix;
(B pen. @enepanbHOro 3akona ot 27.12.2019 N 475-03)

6) maTta ¥ HOMEp NpPHKa3a YIMOJIHOMOYEHHOTO (heepaiIbHOrO OpraHa MCIHOJHUTEIBHON BIACTH O
rOCy/IapCTBEHHOW PETUCTPALIMU UJIH TIEPEPETUCTPALIUU TIPEIeTbHON OTITYCKHOM IIeHBI Ha JIEKapCTBEHHBIH
mpernapar, BKIIOYEHHBIH B TIEpeUeHb IKU3HEHHO HEOOXOIMMBIX M BAKHEHIINX JIEKAPCTBEHHBIX
MpenapaTos;

(B pen. enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

6.1) naTa BCTYIUIEHUS B CHIIy IIPHKa3a yIOJHOMOYEHHOIO (e/lepaIbHOro OpraHa MCIOJIHUTEIbHON
BJIACTU O TOCYJAapCTBEHHOW PETUCTPALMN WIM MEPEePEruCTPALMN TNPEAEIbHON OTIYCKHOM IEHBI
MPOU3BOJIUTENSL HA JICKAPCTBEHHBIN NpenapaT, BKIIOYEHHBIH B MEpeUyeHb JKU3HEHHO HEOOXOAWMBIX U
BaYKHEHIIINX JIEKApCTBEHHBIX MPENapaToB;

(m. 6.1 BBenen denepanbHbpIM 3aK0HOM 0T 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJ, HAHECEHHBI HA BTOPUYHYIO (MOTPEOUTENIHCKYIO) YIAaKOBKY JIEKapCTBEHHOIO
npenapara;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

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

8) KOja NEeKapCTBEHHOrO Mpemnapara MO aHAaTOMO-TEPAEeBTHUYECKO-XUMUYECKON KIIacCU(UKAIINH,
pEeKOMEHI0BaHHOW BcemMupHo# opranu3anueit 3[paBooXpaHeHusl.
(. 8 BBeeH PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

3. TocynapcTBeHHass perucTpanusi WIH TepeperucTpanus MNpeebHBIX OTIYCKHBIX II€H Ha
JICKapCTBEHHbIC MpPENapaTrhbl, BKIIOUEHHBIE B TMEPEYEHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEHUIIHX
JICKApCTBEHHBIX MPENapaToB, BEACHUE TOCYAapCTBEHHOTO peecTpa NPEACTbHBIX OTITYCKHBIX II€H
MPOU3BOIUTENCH Ha JIEKApCTBEHHBIE MPENapaThl, BKIOYCHHBIC B MEPEYCHb )KU3HEHHO HEOOXOAUMBIX U
BOXHEUIIMX  JICKAPCTBCHHBIX  IPEMapaToB, OCYIIECTBISIOTCS B TOPSIKE,  YCTAaHOBICHHOM
IIpaBurensctBoM Pocculickoit denepanuu.

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

Cratba 63. YcrtaHOBneHue opraHaMm WCNONHUTENILHOW BNacTu CyObLEKTOB
Poccuiickon ®Pepepaumm npegenbHbIX pasMepoB ONTOBbLIX Hafab6aBOK U nNpeaenbHbIX
pa3mMepoB PO3HMYHbIX Hafb6aBOK K (haKTUYECKUM OTNYCKHbIM LieHaM, YCTaHOBJI€HHbIM
Npou3BOAUTENAMM JeKapCTBEeHHbIX nMpenapaTtoB, Ha JeKapCTBeHHble npenaparbl,
BK/TIIOYEHHbIE B MNepeYeHb XW3HEHHO HeoOXOAUMbIX U BaXHeMWMUX HNeKapCTBEHHbIX
npenapaToB
(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 475-03)

1. Opranbl HCIOJHUTEIBHOM BiacTu cyObekToB Poccuiickoit @Penepanuu ycTaHaBIMBAIOT
npeesbHbIe Pa3Mephl ONTOBBIX HAI0aBOK U MPEeNbHbIE pa3Mephl PO3HUYHBIX HaZ0aBOK K (PaKTHIECKUM
OTITYCKHBIM IIeHaM (0e3 yueTra Hajiora Ha 100aBJI€HHYIO CTOUMOCTb), YCTaHOBJIEHHBIM IIPOM3BOIUTEISIMU
JIEKapCTBEHHBIX IPENapaTroB, Ha JIEKApCTBEHHBbIE Ipenaparhbl, BKIOYEHHbIE B IE€pPEYEHb >KU3HEHHO
HEOOXOAMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX IPENapaToB, B COOTBETCTBUH C YTBEPKACHHON B MOPSJIKE,
ycranoBieHHOM [IpaButensctBom Poccuiickoit ®Penepanuu, METOJUMKOW YCTaHOBJIEHHMS OpraHaMu
UCTIOJHUTENIbHON BiacTu cyobekToB Poccuiickoit denepannu npeaenbHbIX pa3MepoB ONTOBBIX HaA0aBOK
U TpelebHbIX Pa3MEPOB PO3HUUYHBIX HAA0aBOK K (PaKTUUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
IIPOU3BOJUTENIAMHA JIEKAPCTBEHHBIX IPENapaTroB, Ha JIEKAPCTBEHHBIE IIpeNapaTsl, BKIIOUEHHBIE B
NepeyeHb >KM3HEHHO HEOOXOOUMBIX M BaKHEHIIMX JIEKapCTBEHHBIX MpenapaTtoB. [IpoekTsl perieHuit
OpPraHOB HCIOJHHUTENbHON BiacTH cyObekToB Poccuiickoit ®enepanuu 00 YCTaHOBJIEHUM U (MJIN)
M3MEHEHUH TMPEAETbHBIX Pa3MEPOB ONTOBBIX HA/JI0aBOK U MPEAEIbHBIX pa3MEPOB PO3HUYHBIX HAJI0aBOK K
(aKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOU3BOAUTENISMU JIEKAPCTBEHHBIX INpernapaTroB, Ha
JIEKapCTBEHHbIE MpEenaparhbl, BKJIIOUYEHHbIE B IMEpPEYEHb JKU3HEHHO HEOOXOAMMBIX U BaKHEMIINX
JIEKapCTBEHHBIX MpPENapaToB, MOJUIEkKAT COIVIACOBAHUIO C YMOJHOMOUYEHHBIM (eepajabHbIM OpraHoM
WCIIOJIHUTENIBHOM BIJIACTH, OCYUIECTBIISIOMUM (YHKIUHU O IPUHATHIO HOPMAaTUBHBIX MPABOBBIX aKTOB U
KOHTPOJIIO 3a COOJIIOJICHMEM 3aKOHOJATeNbCTBA B c(epe TrocylapCTBEHHOTO pPEryIHpOBaHUS LEH
(TapucdoB) Ha ToBapsI (yciIyru), B mopsijike, ycranoBiaeHHoM [IpaBurensctBoM Poccuiickoit denepanumn.
(B pen. deaepanbHbix 3akoHOB OT 13.07.2015 N 241-D3, o1 27.12.2019 N 475-D3)

2. Opra"uzanud ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CPEJCTBAMHU, AalTEYHBbIC OpraHU3AIUH,
WHIVBUAYAIbHBIE TPEANPUHUMATENN, HMEIOIINE IHUIEH3UI0 Ha (apMaleBTUYECKYIO JeATEIbHOCTD,
MEIUIIMHCKUE OpTraHW3alliK, WMEIOIINE JIUICH3WI0 Ha (PapMaleBTHYECKYIO CATEIBHOCTh, M HX
o0ocobsieHHbIe ToapazaencHus (amOynaropuu, denpamepckue u (eapaAlepCeKo-akyIepcKue MyHKTHI,
HEeHTpHl (OTHeNeHus) oOmmel BpadeOHON (CeMEHOM) MpaKTHKH), PACMOJIOKEHHBIE B CEIbCKUX
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?;E;L;lle[?::gbig 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

HACEJICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT ANTEYHBIE OPraHU3ALUU, OCYILECTBISAIOT PEATU3aLUI0
JICKApCTBEHHBIX IIPENapaToB, BKIIOYCHHBIX B IE€PEYCHb J>KU3HEHHO HEOOXOJMMBIX M BaKHEHIINX
JICKapCTBEHHBIX IpernapaTroB, IO LeHaM, KOTOpble (OPMUPYIOTCS B COOTBETCTBUU C TOPSIKOM,
ycraHoBieHHbIM [IpaButenbctBoM Poccuiickoii @enepanuu, 1 ypoBeHb KOTOpBIX (0€3 ydyeTa Hajora Ha
N00aBJIEHHY0 CTOMMOCTb) HE JIOJDKEH MPEBBIIATh CYMMY (AKTHUECKOW OTIYCKHOW LEHBI,
YCTaHOBJICHHOW IPOM3BOJUTENEM JIEKAPCTBEHHOTO IpernapaTa, He IPEBbILIAOIIEH 3aperuCTPpUPOBAHHON
WIA TIEepEeperucTpUpPOBaHHON NpeAerabHON OTIYCKHOM ILIEeHbl NPOM3BOAMTENS (HAa JaTy pealu3aluu
JIEKapCTBEHHOI'O IIpernapara IpOM3BOJIMTENIEM), M pa3Mepa ONTOBOW Haa0aBku U (WiIM) pasMepa
PO3HUYHOM Ha/j0aBKH, HE IPEBBIMIAIOIINX COOTBETCTBEHHO pa3Mepa IpelesIbHOW ONTOBOM Hal0aBKH U
(unm) pa3mepa mpenesbHOM POZHUYHOM Ha0aBKH, YCTAaHOBJICHHBIX B cyObekTe Poccuiickoit denepannu.
(dactp 2 B pen. DeaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Opranbsl HCIONHUTENBHOW BiacTH cyOBekTOoB Poccuiickoir ®dexepanmuu pa3MemaiT B CETH
"NuTepHer" uHPOPMAIMIO O 3apErUCTPUPOBAHHBIX MPEENIbHBIX OTIIYCKHBIX II€HAX MPOU3BOJIUTENICH Ha
JIEKApCTBEHHBIC TIpenaparhl, BKIIOYCHHBIE B TEPEUEHb IKU3HEHHO HEOOXOJUMBIX U BAKHEUIIIHX
JIEKapCTBEHHBIX TIpernapaTroB, 00 YCTaHOBIEHHBIX B cyObekTe Poccuiickoit depepanuu mpeneinbHBIX
pa3Mepax ONTOBBIX HAI0AaBOK M (WJIM) MPEAEIbHBIX pa3Mepax PO3HUYHBIX HAI0ABOK K yCTaHOBJICHHBIM
MIPOU3BOJIUTENSAMU JIEKAPCTBEHHBIX MpenaparoB (aKTUYECKUM OTIYCKHBIM II€HAM Ha JIEKapCTBEHHBIE
mpermapaTsl, BKIIOYCHHBIE B IEPEYCHb J>KMU3HEHHO HEOOXOIUMBIX M BaXKHEWINIUX JICKAPCTBCHHBIX
MpernapaToB, a TAaKKE O CyMME 3apEeTUCTPUPOBAHHBIX MPEAETBHBIX OTIYCKHBIX IIEH MPOU3BOIUTENEH Ha
JIEKApCTBEHHBIC TIpenaparbl, BKIIOYEHHBbIE B IMEpPEYCHb >KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIIUX
JIEKapCTBEHHBIX IIpPENapaToB, YCTAaHOBJIECHHBIX B cyObekTe Poccuiickoit denepauuu mnpeaenbHBIX
pa3MepoB ONTOBBIX HAI0ABOK M MPEIETbHBIX pa3MEPOB PO3ZHUUHBIX Ha0aBOK M HAJIOTa HA I00aBICHHYIO
CTOUMOCTb. MH(popmanus, NpeaycMOTpEHHAash HACTOSIIEH 4YacTbio, JOJDKHA HAXOJUThCS Takke B
anTEYHBIX OpPraHU3aIUsAX B IOCTYIMHON JIJISl BCEX 3aMHTEPECOBAHHBIX JIUIL (POopME U OOHOBIISTHCS 10 Mepe
€e pa3MelleHus OpraHaMu HCIOJHUTENbHOW BiacTH cyObekToB Poccuiickoit denepanuu B ceTtH
"UnTepuer".

(uactsb 3 B pen. denepanbHoro 3akoHa oT 27.12.2019 N 475-D3)

4. Yrparun cuiy ¢ 1 mapta 2020 roaga. - @enepanbHblit 3akoH oT 27.12.2019 N 475-D3.

Mnasa 13. MOHUTOPUHI 9OPEKTUBHOCTU U BE3OIMNMACHOCTU
JIEKAPCTBEHHDbIX NMPEMAPATOB, HAXOOALWUXCA B OBPALLUEHUN
B POCCUNCKOWN ®EOEPALIUNA
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

CraTtbAa 64. PapmakoHagsop
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE MperapaThl, Haxoasdmuecs B oopamieHuu B Poccuiickoit deneparuu, moaiexar
MOHHUTOPHUHTY J(P(GEKTUBHOCTH W 0O€30MacHOCTH B IENSX BBIABICHUS BO3MOXHBIX HETaTUBHBIX
MOCTEJACTBUN WX NPUMEHEHUS, WHIUBUAYAIbHON HEMEPEHOCHUMOCTH, MPEAYNPEKICHUS MEIUIIMHCKUX
pabOTHUKOB, CIENHMATUCTOB B OO0JIACTH BETEPUHAPHH, IMAIMEHTOB WM BJIAJEIbIEB >XMBOTHBIX U HUX
3alIUThI OT MPUMEHEHHUS TaKUX JIEKAPCTBEHHBIX MPEMAPATOB.

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

2. dapMakoHAJ30p OCYILECTBISETCS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (eaepaabHbIM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

OpraHOM HCIIOJHUTEIbHOW BJIACTH B YCTAHOBJICHHOM WM IOPSIKE MYTEM aHalIM3a MPEIOCTaBIsSEMOMN
CyObeKTaMH  OOpalleHHs JICKQpPCTBEHHBIX CPEACTB HMH(GOpPMANMM O TOOOYHBIX  JIEHCTBUSX,
HEXENaTeJIbHbIX PEaKLMsIX, CEPbE3HbIX HEXKENATEIbHbIX PEAKUUSAX, HENPEABUIACHHBIX HEXKEIaTEIbHbIX
peaKknusx TpH NPUMEHEHHH JICKAPCTBEHHBIX IPEmapaToB, 00 WHAMBHAYAIBHON HENEPEeHOCHMOCTH,
OTCYTCTBUH 3(PPEKTUBHOCTU JIEKAPCTBEHHBIX MIPENApaTOB, a TaKkKe 00 MHBIX (haKTax U 0OCTOSTENHCTBAX,
MPEJICTABISIONINX YIPO3y KU3HU WM 370POBBI0 YEJIOBEKa JIMOO KUBOTHOTO TMPU MPUMCHCHHH
JIEKapCTBEHHBIX MPENapaToB M BBIABIECHHBIX Ha BCEX ATamax oOpallleHus JIEKapCTBEHHBIX IMpernapaToB B
Poccuiickoit denepanuu u Apyrux rocyaapcrBax.

3. CyObexThl 0OpalleHus JIEKapCTBEHHBIX CPEJICTB B MOPAJIKE, YCTAHOBIEHHOM YIOJHOMOUYEHHBIM
benepanbHBIM  OPraHOM  HCHOJHHMTENBHOM BIACTH, OO0sA3aHBI COOOWIATh B  YHOJHOMOYCHHBIH
GbenepanbHbIl OpraH MCHOJHUTENBHOM BIACTH O IMOOOYHBIX JEHCTBUSAX, HEXKEIAaTelIbHBIX peaKIusX,
CEPbE3HBIX HEKEIATENbHBIX PEAKLUAX, HENPEABUICHHBIX HEKEIATCIbHBIX PEAKIUAX IPU IPUMEHEHUU
JIEKapCTBEHHBIX IpenapaTtoB, 00 WHAMBUAYaJIbHOW HENEPEHOCUMOCTH, OTCYTCTBMU 3()(HEKTUBHOCTU
JICKApCTBEHHBIX ITPENapaToB, a Takke 00 MHBIX (pakTax M OOCTOATENBCTBAX, MPEICTABISIONIUX YIPO3Y
KHU3HU WIM 3[0POBBIO YEJIOBEKA JMOO XKMBOTHOI'O NPU NPUMEHEHUM JIEKApCTBEHHBIX IpenapaToB U
BBISIBJIEHHBIX Ha BCEX 3Tamax oOpallleHMs JEKapCTBEHHBbIX mpemnaparoB B Poccuiickoit ®denepanuu u
IPYTHUX TOCYJapCTBax.

4. Jepxatenu WIM BIAACNbIBI PETUCTPAIIMOHHBIX YIOCTOBEPEHUN JICKAPCTBEHHBIX IPENaparoB,
FOpUJINYECKHE JIMLIA, HA UMsI KOTOPBIX BBbIIAHbI pa3pelieHus Ha IPOBEACHUE KIIMHUYECKUX UCCIEIOBaHUMN
B Poccuiickoit ®enepanuu, OO0 YIOTHOMOYEHHBIE MMM JPYTrU€ IOPUIWYECKHE JIMIa B paMKax
obecrnieueHns 6€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB B MOPSJIKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM
YIIOJTHOMOYCHHBIM (De/IepalbHBIM OPTaHOM HCIIOJHUTEIBHON BIIACTH, OOS3aHBI OCYIICCTBISTH IMPHEM,
y4eT, o0paboTKy, aHalu3 M XpaHEHUE TMOCTYMAIIUX B HX aJpec OT CYOBEKTOB OOpaIieHus
JIEKApPCTBEHHBIX CPEJICTB M OPraHOB TOCYAAPCTBEHHOM BJIACTH COOOIIEHWH O MOOOYHBIX JIEUCTBUSIX,
HEXEJaTelIbHbIX PEaKLUsAX, CEPhE3HBIX HEXKEIATEeIbHBIX U HENPEABUACHHBIX HEXKEIATeIbHBIX PEaKLUIX
MpU TPUMEHEHUU JIEKapCTBEHHBIX MPENapaToB, 00 OCOOEHHOCTSX HMX B3aUMOJCHCTBUSA C IPYTUMU
JIEKapCTBEHHBIMU TpenapaTaMy, WHINBUAYAIbHONH HENEePeHOCHMOCTH, a Takxke 00 HHBIX (pakTax u
00CTOSITEILCTBAX, MPEACTABISIONINX YIpO3y JKW3HU WU 3JI0POBBIO0 YEIOBEKa JMOO >KUBOTHOTO WIIU
BIMAIONIMX HAa W3MEHEHHE OTHOLICHUS OXHUAAEMOW TMOJb3bl K BO3MOXXHOMY PUCKY HPUMEHEHUs
JIEKapCTBEHHBIX TTPETNapaToB.

5. Ilpu BbIsSBICHUU HMH(GOPMAIMU O CEPhE3HBIX HEXENaTeIbHBIX PEAKLUAX U HENpeIBUIACHHBIX
HEXXEeNaTeJIbHbIX PpPEeaKUMsIX I[P NPUMEHEHUU JIEKapCTBEHHBIX IpenapaTtoB, 00 OCOOEHHOCTAX HX
B3aUMOJICHCTBUS C JIPYTMMH JIEKapCTBEHHBIMH IIperapaTtaMy, WHAWBUIYaJbHOW HEMEepeHOCHUMOCTH, a
TaKkke 00 UHBIX aKTax U 0OCTOSITETBCTBAX, BIUSIOUIMX HA U3MEHEHNE OTHOLLIEHUS 0KUAAEMOM MOIb3bI K
BO3MOXKHOMY PHUCKY TIPUMEHEHHUS JIEKapCTBEHHBIX IIPENapaTroB, JAepXkKaTelud WIA  BIaAEIbLbl
PETUCTPALIMOHHBIX YIOCTOBEPEHUH JIEKapCTBEHHBIX MPENapaToB, IOPUINYECKUE JIUIIA, HA UM KOTOPBIX
BBIJIaHBl pa3pelleHrs Ha NMPOBEJACHHE KIMHUYECKUX HuccienoBaHuil B Poccuiickoit deneparyu, aubo
YIOJHOMOYEHHbIE MMM JIpyTHe MOpUIUYECKHe JuIa OO0S3aHbl NPUHATH MEpbI, HaIpaBJICHHbIE Ha
yCTpaHEHHE  HETaTUBHBIX  IOCIEACTBUH  TNPUMEHEHHs  TaKuX  JIEKApCTBEHHBIX  IpENaparos,
MpenynpexaeHie MPUUNHEHUS Bpela KU3HU WIN 3/I0pPOBBIO YEJIOBEKa JTMO0 )KMBOTHOTO, 3aIIUTY UX OT
NPUMEHEHHS TaKUX JIEKAPCTBEHHBIX MpPEnapaToB, Ha JONOJHUTENbHBIH cOOp AaHHBIX 00 3((EKTUBHOCTH
1 6€30MaCHOCTH TaKUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecoOOIIeHNE WM COKPBITHE UH(OPMAIINH, TPETyCMOTPEHHOM YacThio 3 HACTOAIIECH CTAaThH,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

JepXKaTelld WM BJaAeibIbl PErMCTPAIlMOHHBIX  YIOCTOBEPEHUI JIEKapCTBEHHBIX IPENapaTos,
IOpUANYECKHE JINIA, HA UMsI KOTOPBIX BBIJAaHbl pa3pellieHUs] Ha IPOBEICHUE KIMHUYECKUX UCCIIEIOBaHUM
B Poccuiickoit ®enepaunu, a100 YIOIHOMOYEHHBIE HMHU JPYTHE€ MOPUIUYECKHE JIMIA, a TaKxke
JOJDKHOCTHBIC JTUIA, KOTOPHIM 3Ta MH(OpPMALUs CTajla HM3BECTHA IO POy HUX HpodecCHOHATHHON
NesITeNIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHO1aTeIbcTBOM Poccuiickoit denepariui.

7. Ilpu monyuyeHUH YIOJIHOMOYEHHBIM (eiepalibHBIM OPraHOM HCIIOJIHUTEIBHON BJIACTH B PaMKax
OCYILIECTBICHUsI UM (hapMaKkoHaA30pa J10Ka3aTeIbCTB O HECOOTBETCTBMM JICKApPCTBEHHOI'O Ipenapara
YCTaHOBJICHHBIM TpPEOOBAaHUSAM WM MpPHU TOJYyYeHHH HH(POpPMAlMK O HECOOTBETCTBUH MJAHHBIX 00
3G GEKTUBHOCTH ¥ 0 0€30IaCHOCTU JIEKapCTBEHHOI'O Ipernapara JaHHBIM O JIEKAPCTBEHHOM IIperapare,
COJIEpIKAIMMCS B UHCTPYKLMU 110 €r0 IPUMEHEHUIO (B TOM UHUCIIE BBISBICHHBIX B XOJ€E OCYIIECTBIICHUS
(bapMakoHaa30pa KOHTPOJIbHO-HAJ30PHBIMU OpPraHaMM HMHOCTPAHHBIX TOCYAApCTB), YHOJHOMOYEHHBIN
(benepanbHBI OpraH MCIOJHUTEIHHON BIACTH B YCTAaHOBJICHHOM MM IOPSIAKE pACCMaTPUBAET BOIIPOC O
IIPUOCTAaHOBJICHUY IIPUMEHEHUS TAKOT'0 JIEKAPCTBEHHOI'O IIperapara.

CraTtbsa 65. NMpuoctaHoBNeHue NpUMeHeHUs NeKapCcTBeHHOro npenapara
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. [Tpu momyyennn nHbOPMAIMKA O HEKEJIATESIBHBIX PEAKUUSIX MMPH MPUMEHEHUH JIEKaPCTBEHHOTO
IpernapaTa, HE YKa3aHHBIX B MHCTPYKLUHU IO IPUMEHEHUIO JIEKapCTBEHHOIO IIpernapaTa, Cepbe3HbIX
HEXEJIaTeJIbHBIX peaklusiX, 00 OCOOEHHOCTAX €ro B3aUMOJEWUCTBUSA C JAPYTUMHU JIEKApCTBEHHBIMU
npernapaTamMu, KOTOpblE MOTYT NPEJICTABIATh YIPO3Y KU3HU UM 370POBbIO YeI0BeKa JIM00 KUBOTHOTO, a
TaKXKe O HECOOTBETCTBUHU JAHHBIX 00 3((HEKTUBHOCTH M O 0€30MAaCHOCTH JIEKAPCTBEHHOI'O Mpernapara
JAHHBIM O JIEKAPCTBEHHOM IIpernapare, COAEp KaluMCsl B MHCTPYKIMU 110 €ro IPUMEHEHHIO, B TOM YHCIIE
OT YINOJIHOMOYEHHBIX OPraHOB HMHOCTPAHHBIX TOCYIapCTB, OOMEH KOTOpPOM OCYIIECTBISETCS B
COOTBETCTBUM C COIJIAIICHUSAMHM MEXIY YINOJTHOMOUYEHHBIM (pe/iepalbHbIM OPraHOM HCHOJIHUTEIbHOM
BJIACTH U YIOJHOMOYEHHBIMH OpPraHaMu HMHOCTPAaHHBIX TOCYAApCTB, YHOJHOMOYEHHBIN (enepalibHbIi
OpraH UCIOJHUTENILHOW BJIACTU PaccMaTpUBAaeT BOIPOC O BO3MOKHOCTH MPUOCTAHOBICHUS OOpalleHHs
TAaKOro JIEKapCTBEHHOTO Ipenapara B IOPSAJKE, YCTAHOBJIEHHOM YIOJHOMOYEHHBIM (enepalbHbIM
OpPraHOM HMCIOJIHUTEIbHON BIACTH.

2. llpy HEWUCIIONIHEHWU WM HEHAJJIeXallleM MWCIOJIHEHUN JIepKaTelsiIM WM  BiaJlelbllaMU
PETUCTPALIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IPENApPATOB, HOPUAMNYECKHMH JIMLAMU, Ha MM
KOTOPBIX BBIJIAHBI PA3pEIICHUSI HA TPOBEACHUE KIMHUYECKUX HccienoBanuii B Poccuiickoit denepanmu,
WIN YIIOJTHOMOYEHHBIMU UMHU APYTUMH IOPUINYECKUMU JIMIAMH 003aHHOCTEH, YCTAaHOBJICHHBIX YacTSIMU
3 u 4 crateu 64 Hacrosmero deaeparbHOTO 3aKOHA, JIMOO B CITydasX MPEICTABICHUS COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIOJHUTENBHOM BIACTU 3aKIIOYEHHUS O HEIOCTOBEPHOCTH
pe3yIbTaTOB KIIMHUYECKOTIO MCCIEA0BAHUS JIEKAPCTBEHHOTO Mperapara Jiyisi MEJUIUHCKOTO IPUMEHEHMS,
KOTOpOE€ OCHOBAaHO Ha pe3yJbTaTaxX MPOBEPKH MEAMIMHCKOW OpPraHM3alliy, NMPOBOJUBLIEN yKa3aHHOE
KJINHUYECKOE MCCIIEIOBAHNE C HApYIICHUEM ITPaBUJI HAUJIEXKAIleW KIIMHUYECKON MPAKTUKH, U ITPUBETIO K
MOJTyYEHHIO HEIOCTOBEPHBIX pE3yJbTaTOB, JUOO B Ciy4yae HEBBIOJHEHMS NPEANUCAHHS, BBIJAHHOTO
YIOJTHOMOYEHHBIM (pe/iepaibHbIM OpraHOM HCIOJHUTENbHOM BIACTH IO HWTOTaM OCYIIECTBICHHUS
BBIOOPOYHOI'O KOHTPOJISI KayecTBa JICKApPCTBEHHOTO Iperapara, YIOJIHOMOYEHHBIH (enepaabHblii opran
VICIIOJTHUTENIBHOM BJIACTH B YCTAHOBJIIEHHOM MM IOPSAJIKE PACCMATPHUBAET BOIPOC O NMPUOCTAHOBICHUH
IIPUMEHEHHUS] TAKOT'O JIEKAPCTBEHHOTO NIpernapara.

3. YmosHoMOueHHBIH (enepanbHblii OpraH MCIOJIHUTEIbHOW BIIACTH MpPHU MPEICTABICHUU EMY
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

CBEICHMI O HECOOTBETCTBMM IIPOM3BOJAUTEINI JIEKAPCTBEHHBIX CPEICTB TPEeOOBAHUSAM  IPABMI
Ha/IJIeKaIIel TPOU3BOICTBEHHOM NMPAKTHKH U (WIK) O HAPYIICHUN JUIIEH3NOHHBIX TPeOOBAaHHM, KOTOPbIE
ObUIN BBISABJIEHBI B XOJ€ IPOBEIEHUS WHCIEKTUPOBAHUS MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB WIIM
OCYILECTBIICHHSI JTUIICH3HOHHOT'O KOHTPOJIS B cpepe MPOU3BOACTBA JEKAPCTBEHHBIX CPEICTB U MPUBEIH
UM MOTYT IIPUBECTH K IPOM3BOJCTBY JICKAPCTBEHHBIX IPENApAaTOB I MEIULIMHCKOIO IPUMEHEHUs,
NPUYMHUBIINX WIN CIIOCOOHBIX MPUYUHHUTE BPEJl )KU3HU WM 3[J0OPOBBIO IPaXKJlaH, pacCMaTpUBaET BOIIPOC
O IPUOCTAHOBJIEHUU IPUMEHEHHUs JIEKAPCTBEHHBIX IIPENapaToB I MEAULUHCKOrO NPHUMEHEHHS B
YCTaHOBJICHHOM MM IOPSIJIKE B CIEAYIOIIUX CIydasX:

1) coctaB W (WIKM) TEXHOJIOTHS IMPOM3BOJCTBA JIEKAPCTBEHHOTO IIpermapara il MEIUIMHCKOTO
MpUMEHEHHUs (C ONMMCAHMEM CTaJWil MPOU3BOACTBA) OTJIMUYAIOTCS OT 3asBJICHHBIX B PErHUCTPALMOHHOM
JIOChE;

2) NeKapCTBEHHBIN Mpernapar A MEIUIMHCKOTO TPUMEHEHUS MTPOU3BEICH Ha MPOU3BOACTBEHHOM
IUIOIA/IKE, HE YKa3aHHOM B PErUCTPALlMOHHOM JIOCHE;

3) y nOpou3BOAMTENS JEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOATBEPXKAAIOIINE
COOTBETCTBUE KAaueCTBa JICKAPCTBEHHOI'O IIpenapara isi MEAULUHCKOrO IPUMEHEHUSA, BBOIHMMOIO B
IpaXIaHCKHUI 000pOT, TPeOOBAHUSAM, YCTaHOBJIEHHBIM IIPU €r0 TOCY1apCTBEHHON pPEruCcTpaluy;

4) TpOW3BOAMTENEM JICKAPCTBEHHBIX CPEICTB B COIJIACOBAaHHBIH C  COOTBETCTBYIOLIUM
YIIOJIHOMOYCHHBIM (beﬂepaJH)HBIM OopraHom HCIOJIHUTEIBHON BJIACTU CPOK HC YCTpaHCHbI HApPYHICHHA
TpeOOBAaHUH MpaBUII HAUICKANICH NMPOU3BOJICTBCHHON MPAKTUKUA M (WJIM) JIUIICH3HOHHBIX TPEOOBaHMIA,
KOTOPEIC OBLIM BBIABIIEHBI B X04€ MpPOBCACHUA HHCICKTUPOBAHHA IIPOU3SBOAUTCIIA JICKAPCTBCHHBIX
CPE/ICTB WJIM OCYIICCTBJICHUS JTUIICH3UOHHOTO KOHTPOJIS B chepe MpOoU3BOACTBA JICKAPCTBECHHBIX CPEIICTB
U TNPUBCINA WA MOI'YT NMPUBCCTH K HNPOU3BOACTBY JICKAPCTBCHHBLIX IIPCIAapaToB AJId MCIAUIIMHCKOI'O
MPUMEHEHUS, TPUUYNHUBIINX WA CIOCOOHBIX MPUYUHUTE BPEJl KU3HU WK 3J0OPOBBIO TPaXkK/IaH.

(dactb 3 BBeneHa denepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4. YonHOMOYEHHbIH (efepaibHbIi OpraH UCTIOJHUTENBHON BIACTH MPH HAIMYMU Y HETO CBEJICHUN
O HECOOTBETCTBUU MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHUSAM MpaBWJI HaJyIexalen
MIPOM3BOJICTBEHHON MpakTHKX W (WIM) O HApyLUIEHWU JIMIEH3MOHHBIX TpeOOBaHMM, KOTOpbIe ObLIH
BBISIBJIEHBl B XOJI€ IPOBEJCHHS HWHCIEKTUPOBAHUS IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB WU
OCYILECTBIICHHSI JIUIIEH3MOHHOTO KOHTPOJIsS B cpepe MpPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIH
WIM MOTYT HPUBECTU K MPOU3BOJCTBY JIEKAPCTBEHHBIX MPENapaTroB AJisl BETEPUHAPHOTO IPUMEHEHUS,
NPUYMHUBIINX WJIM CIIOCOOHBIX HNPUYMHUTH BpPEJ KU3HU MM 3/I0pPOBBIO JKMBOTHBIX, pacCMaTpHUBaeT
BOIPOC O TPUOCTAHOBJICHUM pealu3allud M TPUMEHEHHs] JIEKapCTBEHHBIX IIPernapaToB IS
BETEPUHAPHOTO MPUMEHEHHUS B YCTAHOBJIEHHOM UM TOPSIJIKE B CIEAYIOMINX CIydasix:

1) coctaB u (MiM) TEXHOJOTUS MPOU3BOJCTBA JIEKAPCTBEHHOI'O MpernapaTa JUisl BETEpUHAPHOIO
IIPUMEHEHHS (C OMMCAHMEM CTaJuil IMPOU3BOACTBA) OTIMYAKOTCA OT 3asBJICHHBIX B PErHMCTPAlMOHHOM
J0ChE;

2) nexapCTBEHHBIN MpenapaT AJisi BETEPUHAPHOTO MPUMEHEHHS MPOU3BEICH Ha MPOU3BOACTBEHHOMN
TIJIOIIAIKE, HE YKa3aHHOW B PETUCTPAIIMIOHHOM JIOCHE;

3) Y HOpOoUu3BOAUTECIIA JICKAPCTBCHHBLIX CPEACTB OTCYTCTBYHOT JAJOKYMCHTBI, ITOATBCPIKIAIOMINC
COOTBCTCTBHUE KAUYCCTBA JICKAPCTBCHHOI'O IIpfriapara Ajid BETCPUHAPHOIO NPHUMCHCHHA, BBOAWMOI'O B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

IpaXxaIaHCKHUI 000pOT, TpeOOBAHUAM, YCTAHOBJICHHBIM IPU €r0 TOCYAapCTBEHHOM perucTpalmy;

4) TpOU3BOAUTENEM JICKAPCTBEHHBIX CPEACTB B  COTJIACOBAHHBIK C  COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (heJiepaJbHbIM OPraHOM HCHOJIHHUTENBLHOM BJIACTH CPOK HE YCTPAHEHBI HAPYIICHHS
TpeOOBaHUI TpPaBUI HAJUICKAIICH TTPOU3BOJICTBEHHONW MPAKTHKU WU (WJIM) JTUIECH3MOHHBIX TPeOOBaHUIHA,
KOTOpble OBbUTM BBISBICHBI B XOJI€ MPOBEICHUS HHCIEKTHUPOBAHUS MPOU3ZBOIUTENS JIEKAPCTBEHHBIX
CPEACTB WJIM OCYLIECTBJICHHUS JUIIEH3MOHHOTO KOHTPOJIA B cpepe MpOU3BOACTBA JEKAPCTBEHHBIX CPEICTB
U TPUBEIU WIM MOTYT IPHUBECTH K IMPOU3BOJCTBY JICKAPCTBEHHBIX IMPENapaToB JJI BETEPUHAPHOIO
MPUMECHECHHUS, TPUYNHUBIIHIX WA CIOCOOHBIX MPUYUHUTE BPEJT KU3HU WU 3I0POBBIO KUBOTHBIX.

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

Koncynprantlntoc: npumedanue.
C 01.01.2026 ct. 65 nonoausercs 4. 5, 6 (O3 ot 27.12.2019 N 475-D3).

Koncynprantlitoc: mpumevanue.
C 01.09.2023 cr. 65 nomoausercs 4. 7 (@3 ot 02.07.2021 N 317-D3).

CraTtbsa 66. UHcpopmauma o pesynbtaTax hapmakoHagsopa
(B pea. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

YrnonHoMoueHHBIM  (enepanibHbIi  OpraH  WCIOJMHUTEIBHOW  BIACTH,  OCYIIECTBIISIONIUI
(dapmakoHaa30p, MO €ro pesyibTraraM pa3MellaeT Ha cBoeM oduiuanbHOM caiite B cetu "MHTepHet"
UHPOPMALIHIO O:

1) BBIABICHMHM HOBBIX MOJTBEPXKJIECHHBIX MTaHHBIX O MOOOYHBIX JEHCTBUAX, HEXEIAaTeIbHbIX
peaKknMsaX, CEpbE3HBIX HEXKENATEIbHBIX PEAKLIUsIX, HENPEIBHUJICHHBIX HEXKEIATEIbHBIX PEaKIMIX IpH
IIPUMEHEHHUH JIEKapCTBEHHOI'0 IIPerapara, B TOM YKMCIIE BIMAIOMUX HA OTHOLIEHUE OXKUIAEMOU IOJIB3bI K
BO3MOKHOMY PHUCKY IPUMEHEHHSI TaHHOIO JIEKAPCTBEHHOI'O IIpernapara;

2) IMPUHATBIX PCHICHUAX O BHECCHHUU W3MEHEHHUH B HHCTPYKIHUIO IO MPUMCHCHUIO JICKAPCTBCHHOT' O
npemnapara, 0 NPpUOCTAHOBJICHUN IMPUMCHCHHA JICKAPCTBCHHOI'O IIperiapara, 00 UBBATHH U3 o6pa1ueH1/m
JICKApCTBCHHOTO IIpeliapaTa Ui o BO300HOBJICHUU IMPUMCHCHU: JICKAPCTBCHHOI'O IIpCIIapara.

Mnaea 14. U(H®OPMALUA O NIEKAPCTBEHHbIX NMPEMNAPATAX. CACTEMA
MOHUTOPUHIA ABUXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
anAa MEQUUUMHCKOro nPUMEHEHUA
(B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratbsa 67. UHdopmauma o nekapcTBeHHbIX npenapatax. Cucrema MOHUTOpPUHra
ABWXEHUA neKkapcTBeHHbIX NpenapaToB ANA MeAULMHCKOro NnpMMeHeHus
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. NUadopmariust o JeKapCTBEHHBIX MpernapaTrax, OTIIYCKaeMBIX IO PELEeNnTy Ha JIeKapCTBEHHBIN
npenapar, J0JKHA COJIEPKAaThCsl TOJIBKO B CHEUMAIM3UPOBAHHBIX H3AAHMSX, MPEIHA3HAUYECHHBIX JIs
MEIUIIMHCKUX, (papMarieBTUIECKUX PaOOTHUKOB, CIICIIMAIUCTOB B 00acT BeTepuHapun. Mapopmanms o
JIEKapCTBEHHBIX Mpenaparax JUisl CIEeNUaIiNCTOB B 00JacTH OOpalieHus TeKapCTBEHHBIX CPEACTB MOXKET
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

colepKaTtbcsi B MOHOrpadusX, CIPaBOYHHMKAX, HAYYHBIX CTaThsX, B JOKJIAAax HA KOHIPEccax,
KOHCI)epeHI_[I/ISIX, CUMIIO3WYyMAax, HAYYHBIX COBCTAax, a TaKXKXC B MHCTPYKHOUAX 110 IMIPHUMCHCHUIO
JIEKapCTBEHHBIX IPETapaToB.

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

2. Nndopmanusi 0 JeKapCTBEHHBIX IIperaparax, OTIIyCKaeMbIX Oe3 pelenTta Ha JIeKapCTBEHHBIN
mpemapaTr, MOXKET COJCpPKAThCS B IyONUKANUAX W OOBSIBICHHUAX CPEICTB MacCOBON HHQOpMAIINH,
CHEIHATM3UPOBAHHBIX M OOLIMX MEYaTHBIX M3JAHUSX, MHCTPYKIHSAX MO MPUMEHEHUIO JeKapCTBEHHBIX
MpermapaToB, MHBIX U3AAHUSIX CYOBEKTOB OOpalleHUs JIGKAPCTBEHHBIX CPEACTB. PexiiaMHbIe MaTepuaibl O
JIEKapCTBEHHOM IIperapaTe, OTIycKaeMoM Oe3 pelenTta Ha JIeKapCTBEHHBIM Mpenapar, JdOKHBI
COOTBETCTBOBATh MHCTPYKIIUU IO MPUMEHEHHUIO JIEKAPCTBEHHOTO Tpernapara.

3. JlomyckaeTcsi UCHOJb30BaHUE JIOOBIX MaTepHAIbHBIX HOCUTENEH, MO3BOJIAIOLIMX XPaHUTb,
nepeaaBarh M UCIOIb30BaTh HH(POPMAIIHIO O JIEKApCTBEHHBIX MpenapaTax 0e3 ee HCKaXeHHUS.

4. Jlnsa ueneil uACHTHU(PHUKAMU YIIAKOBOK JIEKAPCTBEHHBIX MPENapaTroB [Uisi MEAUIIMHCKOTO
MIPUMCHCHHS TTPOU3BOJIUTEIIH JICKAPCTBEHHBIX CPEJICTB B IOPSJIKE, YCTaHOBJICHHOM lIpaBHTEIHCTBOM
Poccuiickoit @enepanyu, HAHOCAT HA MEPBUYHYIO YIAKOBKY (B OTHOILIIGHUU JIEKAPCTBEHHBIX IPENapaToB
JUTSE MEAWIIMHCKOTO TTPUMEHEHUS, JIUII KOTOPBIX HE MPEIyCMOTPEHA BTOPUYHAS YITAKOBKA) U BTOPUIHYIO
(MOTPeOUTENbCKYI0) YIAKOBKY JIEKAPCTBEHHBIX MPENaparoB Il METUIIMHCKOTO MPUMEHEHHs CPEeICTBa
UICHTH(UKAIINN, 33 WUCKIIOYCHHEM JICKAPCTBEHHBIX IPENaparoB I METUIIUHCKOTO MPUMCHCHHSI,
MIPOM3BOUMBIX JUISI TMPOBEJACHUS KIMHUYECKHX HCCIICIOBAHMM, SKCIIOPTA, JICKAPCTBECHHBIX IPENapaToB
JUTS MEUIIMHCKOTO TPUMEHEHUS, YKa3aHHBIX B 4acTsax 5 u § crateu 13 Hacrosimero denepalibHOTO
3aKO0Ha, paauodapMaIeBTUUECKUX JICKAPCTBEHHBIX IperapaToB, IMHSABOK MEIUIIMHCKUX W Ta30B
MEIULNHCKUX.

(uacTh 4 BBeneHna denepanbHbiM 3aKk0HOM OT 28.12.2017 N 425-03 (pen. 27.12.2019))

5. XapakTepuCTUKHU CPEICTBA UACHTU(PUKAIINH, TIOPSIOK €r0 HAHECEHHS U TPeOOBaHUS K CTPYKTYpE
u ¢dopmary wuHbOpMAIMK, KOTOPYIO COACPKUT CPEACTBO HACHTU(DUKAIMU, OMPEIENIIIOTCS
[IpaBurenscTBoM Poccuiickoit denepanum.
(uacTh 5 BBeneHa denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

6. Ilopsimox co3naHus, pa3BUTHs, BBOAA B OKCIUTyaTalMio, OKCIUTyaTalldl H BBIBOJA W3
DKCIUTyaTallud CUCTEMBbl MOHWTOPHHIA JIBJKEHHUS JIEKAPCTBEHHBIX IIPENaparoB UIsl MEAMIMHCKOIO
MPUMEHEHHUS, MOPAJ0K NpPeaocTaBiIeHUs] HHPOpMALUHU, CcOAepXkalleics B CHUCTEME MOHUTOpPUHIA
JBUKECHMSI JIEKAPCTBEHHBIX IPENapaToB Il MEAMLMHCKOIO NPUMEHEHUS, U MOPSINI0K B3aUMOICHCTBUS
YKa3aHHOM  CHCT€MBl C MHBIMH  TOCYHapCTBEHHBIMM  HH(OPMAllMOHHBIMH  CHCTEMaMU H
MH(GOPMALMOHHBIMH CUCTEMAMH FOPUAMUYECKUX JIUL U MHIUBUYaJIbHBIX MIPEIIPUHUMATENEH, YKa3aHHBIX
B uvactax 7 m 10 mHacTtosmed cratbm, yctaHaBinuBaroTcs I[IpaButenbctBoM Poccmiickoit deneparmm.
OneparopaMu CHCTEMbl MOHUTOPHHIA JIBUJKEHUS JIEKAPCTBEHHBIX IIPENApaToB Jii MEAMIMHCKOIO
MPUMEHEHUS SBIAIOTCS (elepalibHblii OpraH HWCHOJHUTENbHON BiactTh W (WIKM) OpraHu3anus,
ynosHoMoueHHble [IpaBurenscTBoM Poccutickon Penepanuu.

(dactpb 6 BBeneHa DeaepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

7. FOpuanueckue JMla 1 UHAUBUAYAJIbHbIE NPEANPUHUMATENHN, OCYIIECTBISIONINE TPOU3BOJCTBO,
xpaHeHue, BBO3 B Poccuiickyro ®Dexaepamuio, OTHOYCK, pealM3alMio, Mepeaady, NPUMEHEHUE U
YHUUYTOKEHHUE JIKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO MPUMEHEHHSI, 00€CTIEUNBAIOT B TIOPSIKE U
B coOCTaBe, KoTopble YycraHOBJeHbl IIpaBurenbctBoM Poccuiickoini Penepauuu ¢ yd4eToM BHAA
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

OCYIIIECTBIISIEMOM HMMH JESITEIBHOCTH, BHECEHHWE HWH(POPMALMU O JIEKAPCTBEHHBIX IIperaparax Juis
MEIUIIMHCKOTO TMPUMEHEHHS B CHCTEMY MOHUTOPWHIA JIBIKEHUS JICKAPCTBEHHBIX MPEMapaToB IS
MEJIUIUHCKOTO TPUMEHEHHSI.

(uacts 7 BBeneHna denepanbHbiM 3aKk0HOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHbIE IHpemaparbl Il MEIULMHCKOIO NPUMEHEHMS, MpeAHa3HAYEHHbIE I
obecriedeHus: JHI, OOJMBHBIX TreMOo(UINel, MYKOBHUCIHI030M, THIO(GHU3APHBIM HAaHU3MOM, OOJIE3HBIO
['ome, 37m0KaueCTBEHHBIMH HOBOOOpPA30BaHUSAMHU JUM(OUAHON, KPOBETBOPHOM M POJICTBEHHBIX WM
TKaHEH, pacCesHHBIM CKJIEPO30M, JIUIl MOCIe TPAHCIIAHTAIMK OPraHOB U (WJIM) TKaHEH, MPOU3BEICHHbIE
1o 31 nexabps 2019 roga, a Takke MHBIC JEKAPCTBEHHBIC MpenapaThl JUIsl MEAUIIMHCKOTO MPUMEHEHUS,
npousBeneHHbie 10 1 wurong 2020 ropa, moanexar XpaHEHHIO, NEPEBO3KE, OTILYCKY, pealu3alui,
nepenaye, MpUMEHEHUIO 0e3 HAHECEHUs CPEICTB UICHTHU(PUKAIUU J0 UCTEUEHHUS CPOKA UX TOJHOCTH.
[TpaButenscTBo Poccuiickoii Depepanuu BIpaBe YCTAHOBHTH OCOOCHHOCTH BBOJAa B TPa)JTaHCKHMA
00OpOT JIEKapCTBEHHBIX MPENaparoB A MEAUIIMHCKOTO MPUMEHEHHs], IPOU3BEACHHBIX B mepuoj ¢ 1
utons 2020 roma mo 1 oktabpst 2020 roma. B mensix BBoAa B IpaAaHCKUI 000OpOT JIEKapCTBEHHBIE
npenaparsl  JUIi  MEIULMHCKOTO IPUMEHEHHUs, 32 HCKIIOYEHUEM JIEKAPCTBEHHBIX IPENaparos,
MpeTHA3HAYCHHBIX ISl 00eCreYeHHs JIHI, OOJBHBIX TeMO(HUINEH, MyKOBUCIIHIO30M, THITIO(DHU3aPHBIM
HaHU3MOM, Oone3Hbo ['olle, 3M0Ka4eCTBEHHBIMH HOBOOOPA30BaHUAMHU JTUM(OUTHON, KPOBETBOPHON U
POJICTBEHHBIX UM TKaHEH, paCCEeSHHBIM CKIJIEPO30M, JIUII ITOCJIE TPAHCIIAHTAIIMK OPTaHOB U (WJIN) TKaHEH,
MIPOU3BE/ICHHbIE 3a Tpenenamu Tepputopun Poccuiickoit @enepanuu 1o 1 oxtsadps 2020 roma, Moryt
ObITh BBe3eHBI B Poccuiickyro @enmepammio a0 1 sHBaps 2021 roma B MOpsiIKe, YCTaHOBICHHOM
[IpaButenscTBOM Poccuiickoit deneparuu, 6€3 HAHECEHUS CPEIICTB UICHTU(DUKAIIUHN.

(B pen. enepanbHbIX 3aK0oHOB 0T 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranuzanuss WHOOPMAIMOHHOTO B3aUMOJACHCTBUS CHCTEMbl MOHHUTOPHHIA JBYO)KCHHS
JIEKApCTBEHHBIX TPEMapaToB I MEIUIMHCKOTO TPUMEHEHHS C WHBIMH TOCYAapCTBEHHBIMU
WH(OPMALIMOHHBIMU CHCTEMaMH OOEeCHeuYnBaeTcs B TOM YHCJIE TOCPEACTBOM HH(PACTPYKTYpHI,
oOecrieunBaroniel MHGHOPMAITMOHHO-TEXHOJIOTHUECKOE B3aUMOJICHCTBHE HMH(POPMAIIMOHHBIX CHCTEM,
WCIONB3YEMBIX JUISI MPEJOCTABICHUS TOCYIAPCTBEHHBIX M MYHULHUIAJIBHBIX YCIYI WM HCIOJHEHUS
roCyJAapCTBEHHBIX U MYHUITUTIATBHBIX (DYHKIINI B 2JIEKTPOHHOM dopMme.

(uacth 8 BBeneHa denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

9. OOmenoctynHass WHPOpMaNMs, COJAEpKalIasica B CHUCTEME MOHUTOPHHTA JBHKCHUS
JIEKApCTBEHHBIX MpenaparoB JUTSt MEJIULIUHCKOTO MIPUMEHEHU, pa3mMenaercs B
MH(}OPMALIMOHHO-TEIIEKOMMYHUKAIIMOHHOM cetn "MHTepHeT" (B TOM uucie B (hOpMe OTKPBITHIX JTAHHBIX )
B nopske, ycraHoBiaeHHOM [IpaBurensctBom Pocceuniickoit denepanum.

(dactpb 9 BBeneHa DenepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

10. IIpon3BoauTENN JIEKAPCTBEHHBIX CPEACTB IMOIYYAIOT COAEPIKAILYIOCS B CUCTEME MOHUTOPHHIA
JBUKEHMSI JIEKAPCTBEHHBIX MPENapaToB JUIsi MEIULUHCKOrO MPUMEHEHHsS HHQOPMAIMI0 O CEepUsix U
NapTUSX JEKapCTBEHHBIX MpenapaToB, MPOU3BOJUMBIX UMU M HAXOISIIUXCS B TPaKIaHCKOM 000pOTE B
Poccutiickoit deneparuu, 6€3B03MeE3HO.

(uactp 10 BBenena denepanbHbiM 3akoHOM 0T 28.12.2017 N 425-D3)

11. 3a mpou3BOACTBO WM MPOAAXKY JICKAPCTBEHHBIX MpenapaToB Uil MEIUIIMHCKOTO TPUMEHEHUS
0e3 HaHEeCeHUs CPEACTB HJICHTU(UKAIUU, C HAPYIICHHEM YCTAHOBJICHHOTO MOPSJKA MX HAHECEHHWs, a
TaK)K€ 332 HECBOEBPEMEHHOE BHECEHHE JIaHHBIX B CHUCTEMY MOHHMTOPHUHIA JIBUKEHHS JIEKAPCTBEHHBIX
MpEenaparoB JUisi MEIUIMHCKOTO TIPUMEHEHUS WM BHECEHHE B HEE HEIOCTOBEPHBIX JIAHHBIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

IOpUJIMYECKHE JIMIA U WHIUBUyaJbHBIE MPEINPUHAMATENN, YKa3aHHbIE B 4YacTAX 4 W 7 HACTOSIICH
CTaTbH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOAATENBLCTBOM Poccuiickoit @enepanuu.
(dactb 11 BBenena denepanbHbIiM 3ak0HOM OT 28.12.2017 N 425-D3)

12. TIpaBurenbctBo Poccuiickoit @Denepanuu BIpaBe YCTAaHOBUTh OCOOCHHOCTH BHEAPEHHS
CUCTEMbl MOHMTOpPMHIA JBUKEHHUS JIEKAPCTBEHHBIX IPENapaTroB s MEIULHUHCKOrO IPUMEHEHUs,
BKJIIOYAsi CPOKM €€ BHEAPEHUs, B OTHOIICHHWU JIEKAPCTBEHHBIX IPENapaToB il MEAUIMHCKOIO
MPUMEHEHHUS, BKIIOYEHHBIX B I[E€pPEUCHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEUIINX JIEKaPCTBEHHBIX
IperapaToB, JIEKAPCTBEHHBIX IPEMapaToB, MpeIHA3HAUCHHBIX s 00ecrneueHus: JHI, OOJBHBIX
remMouaueii, MyKOBUCIUAO30M, TUMOGU3apHBIM HAHU3MOM, OoJie3HbIO [olle, 3710KaueCTBEHHBIMU
HOBOOOPa30BaHUAMHU JIMM(POUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKAHEH, pacCeSHHBIM CKIIEPO30M,
JUI] TIOCNie TpaHCIUIAHTAllMM OPraHoB M (WJIM) TKaHEH, HWHBIX JIEKAPCTBEHHBIX IIPErapaTroB JUIs
MEIUIIMHCKOTO IPUMEHEHHUSL.

(uacth 12 BBegena PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

MaBea 14.1. OTPAHUYEHUA, HANNTAT AEMbBIE
HA OPTAHU3ALUUU, OCYLUECTBNAKLWME OEATENIBHOCTb
MO OBPALLUEHUIO NIEKAPCTBEHHbLIX CPEACTB
(BBenena denepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

Ctatba 67.1. OrpaHuMyeHusi, Hanaraemblie MNPU OCYLUIECTBNEHUN [OeATeNbHOCTU B
cchepe obpalleHUs NeKapCTBEHHbIX CPeacTB

1. Opranuzanuy, 3aHUMaOIIMEcs pa3pabdOTKOM, MPOU3BOJACTBOM U (WIM) peanu3anuent
JIEKApCTBEHHBIX MPENapaToB JIsi MEIUIIMHCKOTO MPUMEHEHUS, OpraHu3aluy, 00JIa1alolIre mpaBaMu Ha
WCIIO0JIb30BaHUE TOPrOBOI0 HAMMEHOBAHHUS JIEKAPCTBEHHOTO IpernapaTa Juisi MEAULIUHCKOTO MPUMEHEHHUS,
OpraHu3alMi ONTOBOM TOPTOBIM JICKAPCTBEHHBIMU CPEACTBAMH, AallTeYHbIE OpraHu3anuu (Ux
MIPEJICTAaBUTENN, UHbIE (U3UYECKUE U FOPUIUYECKHE JIMIA, OCYIIECTBISIONIME CBOIO JEATEIBHOCTh OT
MMEHH STUX OpPTaHM3alliil) B OTHOUIEHUU MEAUIIMHCKUX PAOOTHUKOB U PYKOBOJUTEIEH MEIUITMHCKHUX
OpraHu3allyii He BIIpaBe:

1) BpyuyaTh MOJapKH, BBIILIAUYMBATH JEHEKHBIE CPEACTBA (32 HMCKIIOUYEHUEM BO3HArpakJIE€HUU IO
JIOTOBOpaM IIpM  TPOBEACHUM KIMHUYECKMX HCCIECJOBAHMM JIEKAPCTBEHHBIX IIPENapaToB Ui
MEIUIMHCKOTO TPUMEHEHUS, BO3HArpaXkJ€HUM, CBA3aHHBIX C OCYILECTBICHHEM MEIULUHCKUM
paOOTHHUKOM IEAaroruueckoi u (WiM) HaydHOW AEATeNbHOCTH), B TOM YHCIIE OIJIauyuBaTh pa3BICUEHUS,
OTIBIX, IPOE3JT K MECTY OT/bIXa, a TAK)K€ MPHUBJIEKATh K YYaCTHUIO B pa3BIIEKATEIbHBIX MEPOIPHUATHIX,
IIPOBOJMMBIX 3@ CUET CBOUX CPEJCTB;

2) 3akiaoyaTh COMIAIICHUS O Ha3HAYeHMHM WM PEKOMEHJAllMu MalueHTaM JIeKapCTBEHHBIX
IIPENapaToB AJI MEIULIMHCKOTO MPUMEHEHHUS (3a UCKIIOYEHUEM JJOTOBOPOB O MPOBEACHUH KIMHUUECKUX
MCCIIETOBAaHUM JIEKapCTBEHHBIX MPENapaToB /Il MEIULIUHCKOTO IPUMEHEHUS);

3) npeaoCTaBIATh 06pa3u51 JICKAPCTBCHHBIX IPCIApaTOB IJId MECOAULUHCKOTO IMPUMCHCHUA B LCIIAX
BpY4YCHHA TMAlUCHTaAM (3& HUCKIIIOYCHHUEM  CJIydac€B, CBA3aHHBIX C TPOBCACHHUECM KIMHHUYCCKUX
I/ICCHC,Z[OBaHI/Iﬁ JICKAPCTBCHHBIX MPCIIapaToB JJIsI MCAUITHUHCKOT'O HpI/IMCHCHI/IH);

4) npenoCTaBIATh HEJOCTOBEPHYIO U (MJIK) HEMOJIHYI0 HH(POPMAIIHIO O JIEKAPCTBEHHBIX Mpenaparax
TUI. MEJUIIMHCKOTO IPUMEHEHHS;
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?;ipﬁ'le‘f:';gbivz' 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

5) mocemate ux B pabouee BpeMs Ha pabOuMX MecTaX, 3a MCKIFOUYEHHEM CIlyyaeB, CBA3aHHBIX C
IIPOBEJICHUEM  KJIIMHUYECKUX HCCIIEOBAaHUI  JIEKAPCTBEHHBIX IIPENapaToB Uil  MEIUIMHCKOTO
IIPUMEHEHMs, C YyYaCTHEM B INOPSJIKE, YCTAHOBICHHOM PYKOBOJMTEIEM MEAMLIMHCKOW OpraHu3aluu, B
COOpaHMsAX MEIUIIMHCKUX paOOTHUKOB M HMHBIX MEPOIPHUATHSAX, HANpPABICHHBIX Ha MOBBIIICHUE HX
Ipo(eCCHOHATLHOIO YPOBHSA WM Ha MPEeAOCTaBIeHHE HH(GOpMAlUU, CBS3aHHOH C OCYIIECTBIECHUEM
MOHHUTOPHUHTA 0€30MaCHOCTH JIEKAPCTBEHHBIX MPETapaToB;

6) no0yX/1aTh K BBIIMCHIBAHUIO JIEKAPCTBEHHBIX IpPENapaToB JUIsl MEJUIMHCKOIO MPUMEHEHUs Ha
OnaHKax, copepKalux MH(GOPMALUIO PEKJIAMHOIO XapakTepa, a TaKkKe Ha PeLenTypHbIX OJaHKax, Ha
KOTOPbIX 3apaHee HaleyaTaHO HaWMEHOBAaHWE JICKapCTBEHHOIO IpenapaTra Uil MEIULMHCKOIo
IIPUMEHEHHUSL.

2. Opranu3zanuy, yka3aHHble B a03alie nepBoM yacTH | HacTosued cTaTbH, U UX HPEACTaBUTENHU B
OTHOIIECHUHU (hapMaIeBTHYECKHX PAOOTHHKOB U PYKOBOAMTENICH allTE€YHBIX OPTaHU3aINi HE BIIPaBE:

1) Bpy4daThb IIOAApKH, BbIIUIAYHMBATH ACHCKHBIC CPCACTBA, B TOM YHCJIC OIUJIaYMBATL PA3BJICYCHMUA,
OTAbIX, IMPOC3aA K MCECTY OTAbIXa, W IIPHUBJICKATb K YYACTHUIO B Pa3BJICKATCIIbHBIX MCPOIIPUATHAX,
IIPOBOAMUMBIX 3a CUHCT CBOUX CPCIACTB,

2) npenocTaBiIsSTh 00pa3lbl JEKAPCTBEHHBIX IPENapaToB A MEIUIUHCKOTO HPUMEHEHHUS Ul
BPY4YEHMS HACCIICHUIO;

3) 3aKJII04YaTh CONIalICHUA O MNPCAIOKCHHUM HACCICHUIO OHNPCACICHHBIX JICKAPCTBCHHBIX
nperapaTtoB 4Jis1 MEAUITUHCKOI'O ITIPUMCHCHUA

4) npenoCcTaBISATh HEJOCTOBEPHYIO U (WIN) HEMOJIHYI0 HHPOPMAIIUIO O JIEKaPCTBEHHBIX MpernapaTax
JUIE  MEOULUHCKOTO IPUMEHEHUs, B TOM 4YHCI€ MMEIIMX OJMHAKOBOE  MEKIYHAapOJHOE
HENaTeHTOBaHHOE HaMEHOBAaHHUE.

Cratba 67.2. TpeboBaHMA K opraHM3aumMum U NpPoBeAEHUID Hay4YHbIX MEepOonpuUATUN,
MHbIX MEpPONpPUATUNA, HamnpaBfieHHbIX Ha NOBbIWEHWe NnpPo¢eCCUOHANBLHOIO YpPOBHS
MeAULIMHCKMX paboTHUKOB WM Ha npepocTtaBfieHUe WHdpopMauum, CBA3aHHOUW C
ocyLiecTBNeHUeM MOHUTOPUHra 6e3onacHOCTM fieKapCTBEHHbIX NpenapaTos

1. IIpu npoBeneHNMN HayYHBIX MEPONPUATUHN, UHBIX MEPOIPHUATHI, HAIIPABJICHHBIX Ha MOBBIIICHUE
po(ecCHOHABHOTO YPOBHSI MEIMUMHCKUX PpaOOTHUKOB WJIM Ha TNPEJOCTaBICHUE CBS3aHHON C
OCYILLIECTBJICHUEM  MOHUTOpPUHra  O€30IacHOCTH  JIEKAPCTBEHHBIX  IpenapaToB  HHGOpMaluy,
OpraHM3yeMbIX OpraHM3alMsIMM, yKa3aHHbIMM B ab3aue nepBom yactu | crateu 67.1 Hacrosiero
denepanbHOr0 3aKOHA, MX NPEACTaBUTENAMU U (WiIM) (UHAHCHPYEMBIX 3a CYET CPEICTB ATHUX
OpraHM3alliii W UX [peJCcTaBUTENeH, 3alpeniaercs MPensTCTBOBaTh YYaCTHI0 B YKa3aHHBIX
MEPOIPUATHIX MHBIX OpraHu3aluii, KOTOPbIE MPOU3BOJAT WM PEANM3YIOT JEKAapCTBEHHBIE MpenapaThl
JUIS MEAMIMHCKOTO TMPUMEHEHHUS CO CXOXXUM MEeXaHU3MOM (hapMaKoJOTHYecKoro AercTBus, JH0o
CO3/1aBaTh JUCKPUMUHAIIMOHHBIE YCJIOBHUS JJs OJHMX YYaCTHUKOB I10 CpPaBHEHHIO C JpYyTUMU
y4aCTHUKAMHU, & UMEHHO:

1) mpenocTaBisATh pa3IMYHOE KOJIMYECTBO BPEMEHU /JIsl BBICTYIJIEHUN YYACTHUKOB, Pa3IUYHbIE TIO
pasMepy 3aHMMaeMOW IO MeCTa Ui JEMOHCTpPAIMH 00pa3IoB JICKAPCTBEHHBIX MPENapaToB I
MEIUIIMHCKOTO TPUMEHEHHUS WM pPEKJIaMHBIX MaTepHaJoB O JIEKAapCTBEHHBIX Mpemaparax Jyis
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(peg. ot 19.12.2022)
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[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

MCIUIHUHCKOI'O NPpUMCHCHHUA Ha SKCIIO3UIUAX, CTCHAAX, 3a UCKIIOYCHHUEM CIIYy4acB, €CJIM TaKUEC YCIIOBHUA
3aKPCIUICHBI B COTJIAMICHUAX 3TUX OpFaHHSaHHﬁ, ux HpeI[CTaBI/ITeJIef/'I 0 q)HHaHCI/IpOBaHI/II/I YKa3aHHbIX
MepOHpI/IﬂTI/Iﬁ n O6YCJ'IOBJ'ICHBI Pa3IMYHBIMHU 3aTpaTaMi YYAaCTHHKOB Ha UX OpraHU3aluio,

2) ycraHaBIMBaTh pa3Mep B3HOCA JJIS YYACTHUKOB MEPOINPHUATHH, yKa3aHHBIX B al3alie MepBOM
HAaCTOSIIEH YaCcTH, MPEBBIIIAIONINI CyMMY 3aTpaT Ha OPraHU3alUI0 YKa3aHHBIX MEPOIPUIATHI U BEAYLIUN
K HEOOOCHOBAHHOMY OTPaHMUYCHHIO YUCIIA UX YIaCTHUKOB.

2. Opranuzanuu, yKazaHHble B a03are rnepBoM vactu 1 ctateu 67.1 Hacrosmiero denepaibHOTO
3aKOHA, MX IMPEJICTABUTENH, OCYIIECTBIAIONINE OpraHU3alio U (Win) GUHAHCUPOBAHHE MEPOIPHUATHH,
YKa3aHHBIX B 4acTH | HacTosIIeH cTaThby, 00s13aHbl 0OecIeYnBaTh HOCTYI K HH(OpMAaLIUU O JaTe, MeCTe U
BPEMEHM IIPOBEJCHUS YKA3aHHBIX MEPONPUATUMN, IIJJaHaX, IPOrpaMMax IPOBEIEHUS YKa3aHHBIX
MEPOMPHUATHA U TeMaX, IIAHUPYEMbIX ISl pACCMOTPEHUS, COCTaBE MX YYaCTHUKOB MyTEM Pa3MEIICHUS
COOTBETCTBYIOILIEH MH(pOpMalMU Ha CBOMX OPHUIMAIBHBIX caiiTax B ceTu "MHTepHeT" HE mo3nHee ABYX
MecCSIEB 0 Havaja MPOBEACHUS YKA3aHHBIX MEPOIPHUSITHIA.

3. Madopmanus o mpoBeIeHNH MEPOIPHUITHI, YKa3aHHBIX B YacTH | HACTOSIIEH CTaTbd, B CPOK,
YCTaHOBIICHHBI YacThi0 2 HACTOALIEH CTaThH, JIOJDKHA OBITH HampaBiieHa B (emepanbHBIl opraH
UCTIOJIHUTEIBHON BJIACTH, OCYIISCTBISIIONIMH (YHKIIMM 1O KOHTPOJII M Ham3opy B cdepe
3paBOOXPAHEHUS, ISl MOCICAYIOMIEro pa3MelIeHusl ee Ha O(UIIMaIbHOM CaliTe 3TOr0 OpraHa B CETH
"NuTepuer".

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYWWEHUE 3AKOHOOATENIbCTBA
POCCUNCKON ®ELOEPALIUN NPU OGPALLEHUU NNEKAPCTBEHHbIX CPE[ICTB
N BO3MELLEHUWE BPEOA, NTPUYMUHEHHOIO 300POBbLIO NPAXKAOAH
BCNEACTBUE NPUMEHEHWUA NEKAPCTBEHHbBIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapyleHue 3akoHogatenbcTBa Poccunckon
deaepaumm npm odpaLleHnn NeKapCcTBEHHbIX CPeaAcTB

1. Hapymenue 3akoHonatenbcTtBa Poccuiickoit ®enepanuu npu oOpalleHUH JIEKapCTBEHHBIX
CpeACTB BjeuYeT 3a c000Hl OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoii
denepanuu.

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

2. 3a Hempe/aCTaBJICHUE WM HECBOEBPEMEHHOE MpejcTaBieHne HHPopMalK U (WIn) TOKYMEHTOB
au00 TpeACTaBiIeHHE HEAOCTOBEPHbIX MHGpopManmuu u (MIM) JOKYMEHTOB, MpPEeIyCMOTPEHHBIX
HactosimuM ~ DeepadbHBIM  3aKOHOM, CYOBEKThI OOpallleHHs JIEKAPCTBEHHBIX CPEJICTB  HECYT
OTBETCTBEHHOCTb B COOTBETCTBUH C 3aKOHO/ATENbCTBOM Poccuiickoii denepanui.

(uacTth 2 BBeneHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. PenepanbHOro 3akoHa OT
04.06.2018 N 140-93)

Cratbsa 69. Bo3meweHue Bpeaa, NPUYMHEHHOro 300POBLIO rpaxaaH BcneacrBue
NPUMEHEeHUs NeKapCcTBEHHbIX NpenapaToB

1. Ilpon3BoauTens JEKapCTBEHHOTO MpenapaTa 00s3aH BO3MECTUTh Bpe/l, MPUUMHEHHBIN 3J0pOBBIO
rpaX<JaH BCJIEACTBUE NPUMEHEHHUS JIEKAPCTBEHHOIO IIpenapara, €Clid JoKa3aHo, 4To:
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

1) nexkapcTBeHHBIH Mpenapar MPUMEHSIICS MO Ha3HAYEHHUIO B COOTBETCTBHM C HMHCTPYKLHUEH IO
NPUMEHEHHIO JICKApPCTBEHHOTO Ipernapara ¥ MPUYMHOW Bpelda SBHJICS BBOJ B TPaXIAHCKUH 000pOT
HeZ00POKaYECTBEHHOTO JIEKAPCTBEHHOT'O IIperapara;

2) Bpel 3I0pOBBI0 TPUYMHEH BCIIEJICTBHE HEAOCTOBEPHON WH(GOpMAIIUU, COJEpIKaIICHCs B
MHCTPYKLHUHU 1O MPUMEHEHUIO JIKAPCTBEHHOTO Mpernapara, U3JaHHOW MPOU3BOAUTEIEM JIEKAPCTBEHHOTO
npernapara.

2. B ciryuae, ecnu Bpen 3J0pPOBBIO TPaXK/1aH NMPHYMHEH BCIEICTBHE NPUMEHEHHS JEKapCTBEHHOTO
npernapara, MPUIIEANIEr0 B HETOJAHOCTh B pPE3yJbTaTe HApyIICHUS NPaBUJI XPAHEHUS JIEKAPCTBEHHBIX
CPEICTB, MPaBUJ ONTOBOW TOPTOBIIM JIEKAPCTBCHHBIMHU IpEHapaTaMy, IMPaBHJ OTIYCKA JIEKapPCTBEHHBIX
IpernaparoB, IPaBUJ HM3TOTOBICHHUS W OTIyCKAa JICKAPCTBEHHBIX IIPENapaTroB, BO3MEIICHUE Bpeaa
OCYIIECTBIISICTCS. COOTBETCTBEHHO OpraHM3allell ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMH CPEICTBAMH,
anTeYHOH OpraHu3anuel, WHIAUBHIYAIbHBIM TNpPEANPUHUMATEIIEM, HWMCIONMMH JIMIEH3UIO Ha
(bapManeBTHYECKYIO NESTEIBHOCTh MM JIMIEH3UIO Ha MEIULIMHCKYIO JeSTEIbHOCTh, MEAUIIMHCKON
OpraHu3alyell, WMEIoIeH JMIEH3UI0 Ha (apMaleBTUYECKYI0 JesITeIbHOCTh (ee 000COOICHHBIM
nojpaszaeneHueM (amOynaropued, (enpAmepckuM U (GerbamepcKo-aKyIepcKUM ITYHKTaMH, LEHTPOM
(ornenenuem) oOuielt BpaueOHOM (CeMeNHOM) NMPAaKTHKHU), PACIONOKEHHBIM B CEJIBCKOM HACEIEHHOM
MYHKTE, B KOTOPOM OTCYTCTBYET alTE4Hasi OpraHU3alys), JOIYCTUBIIUMH HPOJaKy HIIM OTIYCK TaKOro
JICKApCTBEHHOTO Tperapara.

(B pen. @exnepanbHoro 3akona ot 25.11.2013 N 317-03)

3. Bo3Mmemienue Bpeaa, NPUYMHEHHOIO 3J0POBBIO TIpa)JaH BCJIEICTBUE IPUMEHEHUs
JICKapCTBEHHBIX IPENapaToB WM COBEPIIEHUS NPOTHBOIPABHBIX HEUCTBUIl CyObeKTaMH OOpalleHUs
JIEKAPCTBEHHBIX CPEJICTB, OCYILECTBIIETCS B COOTBETCTBUM C 3aKOHOJAATENbCTBOM Poccuiickon
denepanuu.

Mnasa 16. 3AKITFOMUTEJIbHBIE NMOJIOXXEHUA

Cratba 70. O npu3HaHMM YTPaTUBLULUMM CUNY OTAESIbHbIX 3aKOHOAATeNIbHbIX aKTOB
(nonoxeHun 3akoHoaaTeNbHbIX akToB) Poccumnckon depgepauyum

IIpu3HaTh yTpaTUBIIMMU CUILY:

1) ®enepanbubiii 3akoH oT 22 wuwoHI 1998 roma N 86-®@3 "O nexapcTBEHHBIX cpeacTBax’
(Cobpanue 3axkonomarensctBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) denepanbubiii 3akoH OT 2 ssHBaps 2000 roga N 5-d3 "O BHeCEHUM W3MEHEHUS U JOIMOJIHEHUN B
Oenepanpubiii 3akoH "O nexapcTBeHHBIX cpeacTtBax" (CoOpanue 3akoHOmaTenbcTBa Poccuiickoit
®enepanun, 2000, N 2, cT. 126);

3) crarpio 40 denepanpaoro 3akona ot 10 ssuBapst 2003 roga N 15-D3 "O BHeCeHHM U3MEHEHHH U
JOTIOJTHEHUH B HEKOTOpPbIE 3aKOHOJAATeNbHbIE aKkThl Poccuiickoit denepanrii B CBSI3M C MPUHSATUEM
@enepanpHoro 3akoHa "O  JTUIEH3UPOBAHMU  OTHENBHBIX BUJOB JaestenbHOcTH" (CoOpaHue
3akoHonarenbcTBa Poccuiickoit denepanuu, 2003, N 2, cr. 167);

4) cratpio 31 ®enepanpHoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeCEHHH W3MEHCHUN H
JIOTIOJTHEHUH B HEKOTOPBIE 3aKOHOJATeNbHbIE akThl Poccuiickoit deaepannu, NpU3HAHUKM YTPATUBLIUMU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

CHJIy OTHEJIbHBIX 3aKOHOJATENbHBIX akToB Poccuiickoit ®enepanuu, NpeaoCTaBICHUHM OTIEIbHBIX
rapaHTuil COTPYJHHKAM OPraHOB BHYTPEHHHX JI€JI, OPTAaHOB 110 KOHTPOJIIO 32 000POTOM HAPKOTUYECKHUX
CPEACTB M IICUXOTPOIHBIX BEIIECTB M YIpa3AHsAEMbIX (eAepalbHbIX OPraHOB HAJOTOBOM MHOJMIMU B
CBSI3U C OCYIIECTBICHHEM MEp IO COBEPIIECHCTBOBAHHUIO rocynapcTBeHHoro ympasienus" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crareio 101 denepanbroro 3akoHa ot 22 aprycra 2004 roga N 122-®3 "O BHeceHHH U3MEHEHHIA
B 3aKOHOJaTeNbHble akThl Poccuiickoit @Penepauu U MPU3HAHUM YTPATUBIIMMHU CHIIy HEKOTOPBIX
3aKOHOJaTeNbHbIX akTOB Poccuiickoit ®denepanuu B cBsizu ¢ npuHsitueM @DenepaibHbIX 3aK0oHOB "O
BHECCHHHM HM3MCHECHHMH M nomnojHeHuid B DenmepanpHblii 3akoH "OO 00mMMX TPUHIUIIAX OPTaHHU3AIUN
3aKOHOJIATENbHBIX (MPEICTABUTENbHBIX) W HCIOJHUTEIBHBIX OPraHOB TOCYAapCTBEHHOW BIACTH
cyorektoB  Poccmiickoit  ®Depepanmu” wu  "OO0 oOmmMX NOpPUHOMIAX OPTraHU3alMd  MECTHOTO
camoynpasnenus B Poccuiickoii @enepanuu" (CoOpanue 3akoHomarensctBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) crareio 28 deaepanbHoro 3akona ot 18 mexadps 2006 roga N 231-d3 "O BBeacHUH B JICHCTBHE
yacTu dYeTBepToi ['paxkmanckoro komekca Poccuiickoit ®denepanun" (CoOpaHHe 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

CraTtba 71. BctynneHue B cuny HacTtosiwero PeagepanbHOro 3akoHa

1. Hactosmuit denepanbHblil 3aK0H BeTymaet B cuity ¢ 1 centsiops 2010 roaa.

2. JlexkapCTBEHHBIE CpEACTBA, 3aPErMCTPUPOBAHHBIE O [HSA BCTYIUIEHUS B CHJIy HAaCTOSILErO
@DenepallbHOTO 3aKOHA, IMOJIEKAT BKIYECHHUIO B TOCYAAPCTBEHHBIE PEECTPBI JIEKAPCTBEHHBIX CPENCTB C
BHECEHHEM YyKa3aHHbIX B yacTu 1 ctarbu 33 Hacrosmero denepanbHOTO 3aKOHA CBEIEHUIM 00 ITHX
JIEKapCTBEHHBIX CpeACTBaX 0€3 NPOXOXKJEHUS BHOBb MPOIEAYpbl TOCYIapCTBEHHOM pEerucTpanuu
JIEKApCTBEHHBIX IIPETApATOB.

3. T'ocynapcTBeHHas perucTpalys JEKapCTBEHHBIX MpEnapaToB, 32 UCKIIOYCHHEM JICKAPCTBEHHBIX
MpenaparoB AJii MEAUIMHCKOrO MPUMEHEHMS, MPEACTABICHHBIX HAa YKA3aHHYI) PETHUCTPALMIO 10 JTHS
BCTYIUICHUS B CWJTy HacTtosero denepaibHOro 3aK0HA, OCYIIECTBIISIETCSI B COOTBETCTBUU C HACTOSIIUM
@denepanbHbIM 3aKOHOM Ha OCHOBAaHMHU JOKYMEHTOB M JAHHBIX, MPEJCTABIEHHBIX /10 JAHS BCTYIUICHUS B
cuity Hacrosiiero deaepanbHOTro 3aK0Ha.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

3.1. I'ocynapcTBeHHas: perucTpanus JeKapcTBEHHbIX MPENapaToB A MEIUIIMHCKOTO IPUMEHEHNUS,
IIPEJICTABICHHBIX HA TOCYJAPCTBEHHYIO PETUCTPALMIO 1O JHS BCTYIUIEHUS B CHIJIYy HaCTOSILErO
@denepalbHOTO  3aKOHAa, M TOCYJAapCTBEHHAas pEerucTpalnus JEeKapcTBEHHBIX IMpernaparoB s
MEIUIMHCKOTO IPUMEHEHHS, NPEICTABICHHBIX Ha DJKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10 MJHS
BCTYIUIEHUSI B CUJy Hacrtosiuero denepajbHOro 3akoHa B LEISIX MX MOCIEAYIOLIEH TOCyJapCTBEHHON
pETUCTpalMM, OCYLIECTBIISIFOTCS HAa OCHOBAHMM JOKYMEHTOB M JAHHBIX, NPEACTABIECHHBIX [0 JHS
BCTYIUIEHUSI B CHJy HacTosimero @elepanbHOr0 3aKOHA, a TAKXKE 3asiBICHHUA O TIOCYIapCTBEHHOMH
pEruCTpallMM  JIEKAPCTBEHHOTO  Ipenapara, IPEJCTaBICHHOIO IPOU3BOJUTENIEM JIEKAPCTBEHHBIX
MpernapaToB WM YIIOJTHOMOYEHHBIM UM JIMLIOM B COOTBETCTBUU ¢ HacTosumM DeaepanbHbIM 3aKOHOM B
YIIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCTIONHUTENbHON BiacTu A0 1 mapra 2011 rona, 6e3 TpeboBaHuUs
yIUIaThl TOCYTapCTBEHHOM MOLUIMHBI, PEyCMOTPEHHON 3aKkoHOAaTenbcTBOM Poccuiickon denepanuu o
Hayiorax u coopax.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

(dactb 3.1 B pen. ®enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.2. lloxarBepXJeHUE TOCYAAPCTBEHHOW PpEruCTpallud  JIEKAPCTBEHHBIX MpemapaTtoB Uit
MEIUIIMHCKOTO MPUMEHEHUS, MPEACTaBIEHHBIX I MOATBEPKACHUS FOCYAapCTBEHHONW PErUCTpaluU J10
JHS BCTYIUIEHHMsSI B cuily Hactosiero denepanbHOro 3akoHa, W TMOJITBEPXKACHUE TOCYIapCTBEHHOU
perucTpaluy JIEKApCTBEHHBIX MPENapaToB JUIsl MEIULHUHCKOrO IPUMEHEHHUs, IPEACTABICHHBIX Ha
AKCMEePTU3Y JIEKAPCTBEHHBIX CPEACTB 10 AHS BCTYIUIEHUS B cuily Hacrosiero denepanbHoro 3akoHa B
LEeIsIX TOCIEeNYIOIIer0 MOATBEPXKACHUS HMX TOCYIJapCTBEHHON pEerucTpaluu, OCYIIECTBIISIIOTCS Ha
OCHOBAaHMM JOKYMEHTOB U JIaHHBIX, MPEJCTABICHHBIX JO [HSA BCTYIUICHUS B CHJy HACTOSIIETO
@denepalibHOTO 3aKOHA, a TaKXKe 3asdBIICHUS O TMOJATBEPXKIECHUU TOCYJApPCTBEHHON pPErucTpaluu
JIEKApCTBEHHOT'0 TIpernapara, MPeJCTaBICHHOTO MPOU3BOJUTEIEM JIEKAPCTBEHHBIX IMPENapaTroB MWK
YIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUU ¢ HacTosiiiuM DenepanbHbIM  3aKOHOM B
VIIOJTHOMOYCHHBIN (eficpaibHbIi OpraH HCIIOJHUTENbHON BiIacTu 10 1 mapta 2011 ronxa, 6e3 TpeboBaHUs
yILIAThl TOCYAAPCTBEHHOM MOLUIHHBI, IPETyCMOTPEHHON 3aKoHOAaTeIbCTBOM Poccuiickoit @eneparuu o
Hajorax u coopax.

(uactsb 3.2 B pea. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

3.3. IlpunsAtue pemieHUss O BHECEHMM W3MEHEHMH B JOKYMEHTBI, COJEpKalluecs B
PEruCTpPallMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIA JIEKApCTBEHHBIM Ipernapar ais MeIUILMHCKOIo
IIPUMEHEHUSI U TPEACTABIEHHBIE J0 JIHSA BCTYIUIEHUS B CUIy Hacrosumiero denepanbHOro 3aKOHa, U
IPUHATHE PEIIEHHUS] O BHECEHUU U3MEHEHUN B JJOKYMEHTBI, COJEpIKAIleecs] B PerUCTPALMOHHOM JIOChE Ha
3aperucTpUPOBAaHHBIN JIEKAPCTBEHHBIN MpenapaT i MEIULUHCKOIO IPUMEHEHUS U IIPECTaBICHHbIE Ha
HKCHEPTHU3Y JIEKAPCTBEHHBIX CPEACTB 10 JHSA BCTYIUIEHHMsS B CHIly HacTosuiero denepaibHOro 3aKoHa,
OCYILIECTBISIOTCS Ha OCHOBAaHUM JOKYMEHTOB M JAHHBIX, MPEACTABICHHBIX 1O JHS BCTYIUIEHUS B CHILY
Hacrosimero denepalbHOrO 3aKOHA, a TaKXKe 3asBJIEHHS O BHECEHWUM W3MEHEHUH B JIOKYMEHTHI,
coJiepKallfecs B PEruCTPAllMOHHOM JIOChE Ha 3aperuCTpUpPOBAHHBIM JIEKAPCTBEHHBIN MpemnapaTr s
MEIULUHCKOTO TPUMEHEHUs, IPEICTaBICHHOIO IPOU3BOAUTENIEM JIEKapCTBEHHBIX NpenapaToB WU
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM ¢ HacTosmuM @DenepanbHbIM  3aKOHOM B
YIIOJIHOMOYEHHBIN (hefiepalibHbI OpraH UCIIONHUTENbHOU BiaacTu 10 1 maprta 2011 rona, 6e3 TpeboBaHUs
yIUIaThl TOCYTapCTBEHHOM MMOLUIMHBI, PEYCMOTPEHHOM 3aKOHOKaTenbCcTBOM Poccniickoit @enepannu o
Hajorax u coopax.

(dactb 3.3 B pen. GenepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.4. Bplmaua paspenieHMM Ha TNPOBEACHHE KIMHUYECKMX MCCIEAOBAHUN JIEKAPCTBEHHBIX
IIpenaparoB JUisl MEJUIMHCKOTO NPUMEHEHHS 10 3asBICHUSAM, NOJAHHBIM JI0 JHS BCTYIUICHUS B CHIY
Hacrosuiero denepanbHOro 3aKOHa, a TAKXKE 110 3asABICHUAM, ITOJAHHBIM I10CIIE AHS BCTYILICHUS B CUILY
Hacrosiniero denepanbHOro 3aK0Ha HA OCHOBAHMM JKCIIEPTU3, IPOBEACHHBIX 10 JHS BCTYIUICHUS B CHILY
Hacrosuiero denepaJbHOrO 3aKOHA, OCYILIECTBISAETCS B COOTBETCTBMM ¢ HacrosamuM dDenepanbHbIM
3aKOHOM Ha OCHOBAHMM JOKYMEHTOB W JAHHBIX, IPEACTABICHHBIX WIH ITOJIYYEHHBIX 0 JHS BCTYIUICHUS
B cuiy Hacrosmero denepajsbHOro 3aK0Ha, a TAKKE€ HA OCHOBAHWM KOIHUH IIPEABAPUTEIILHOIO JOTr0BOpa
0053aT€IbHOTO  CTPAaXOBAHMUS KU3HU, 3/I0POBbS TMAIMEHTOB, YYaCTBYIOIIMX B  KIMHUYECKOM
HCCIIE0OBAHUM JIEKAPCTBEHHOI'O IIperapara i MEIULHUHCKOrO INPUMEHEHMs, WM KOIUU JOroBOpa
00s3aT€IbHOTO  CTPAXOBAHUS KU3HHU, 3JIOPOBbS  IALIMEHTOB, YYACTBYIOIIMX B KIMHUYECKOM
UCCIIEIOBAaHUM JICKApPCTBEHHOTO Mpenaparta JUlsi MEIUIIMHCKOIO MPUMEHEHMs, JHOO0 Ipe/CTaBIeHHON
KOIIUU JIOTOBOpa 0053aTeIbHOTO CTPAXOBaHUS, 3aKIIOYEHHOTO B COOTBETCTBUU C TUIIOBBIMHU MpaBUIIaMU
0053aTENIbHOTO CTPaxOBaHUsA, C YKa3aHUEM NpeAeTbHON YUCIEHHOCTH MallMeHTOB, YYacTBYIOLIMX B
KJIMHUYECKOM HCCJIEIOBAaHUU JIEKAPCTBEHHOI'O Ipernapara JUis MEIULHUHCKOro IpUMeHeHus, 0e3
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(peg. ot 19.12.2022)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTa coxpaHeHus: 25.01.2023

TpeOOBaHUs YIUIAThl FOCYAaPCTBEHHON MOILUIMHBI, MPEIyCMOTPEHHON 3aKOHOJAaTeNbCcTBOM Poccuiickoii
®eneparun 0 HaJIOrax u coopax.
(dactp 3.4 B pen. GenepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B WHOCTPAHHOM BAaJIIOTE A0 JHS BCTYIUICHUS B CHIIy HACTOSIIETO
denepanbHOrO 3aKOHA IPEIEIbHBIE OTITYCKHBIE LIEHBI MHOCTPAHHBIX IPOU3BOAMUTEIIEH HA JIEKAPCTBEHHbBIE
mpemapaTsl, BKIIOYCHHBIE B IEPEYCHb KU3HEHHO HEOOXOMUMBIX M BaXXHEUININX JIEKAPCTBCHHBIX
IpernapaToB, MOJJIeKaT nepecuery B pyonu no kypey LlenrpanbHoro 6anka Poccuiickoit @enepanuu Ha
nary, ycraHoBieHHYI0 IIpaButenpctBoM Poccuiickoit @eneparuu, 6e3 TpeACTaBICHUS 3asBICHUS O
IIepecyeTe LEHbl C BHECEHUEM COOTBETCTBYIOIUX W3MEHEHUN B TOCYIAapCTBEHHBINM PEECTpP MPEAeIbHBIX
OTIYCKHBIX II€H MPOM3BOJIUTENCH Ha JIEKAPCTBEHHBIE MpernapaThl, BKIIOUYEHHbIC B MEPEYEHb KM3HEHHO
HEO0OXOIUMBIX M BaKHEHIIIHMX JIEKApPCTBEHHBIX IPENapaToB.

(dactp 3.5 BBegena denepanbubiM 3akoHoM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE J0 JHS BCTYIUIEHUsT B cuily Hactosuero ®denepanbHOro 3akoHa
MpeAelibHbIE OTIYCKHBIE II€HBl POCCHUUCKUX MPOU3BOJUTENEH Ha JIEKAPCTBEHHBIE IperaparThl,
BKJIIOYCHHBIC B TMEpPEYEHb J>KM3HEHHO HEOOXOAMMBIX M BaKHEWIUX JICKAPCTBEHHBIX IIPENapaToB,
nojuiexar wuHaekcauuu ¢ 1 HosOps 2010 roma wWcxons W3 MPOTHO3HPYEMOTO YPOBHS WHQIISINY,
ycranoBieHHoro deaepanbHbiM 3aKk0HOM OT 2 nexadpsa 2009 roga N 308-03 "O ¢denepanbHOM Or01KETE
Ha 2010 rox u Ha nmanoBsii mepuod 2011 u 2012 ronos" na 2011 rog.

(uacTsb 3.6 BBeneHa @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roga He qomyckaroTCs MPOU3BOJACTBO U BBO3 B Poccuiickyto ®denepatiuio
JICKApCTBEHHBIX MPENapaToB B YIIAKOBKAX ¢ MApPKUPOBKOW, KOTOpasi Obllla HAHECCHA JI0 JIHS BCTYIUICHUS B
cwry Hactosmero dexepanbHOro 3akoHa. [lo McTedeHMHM yKa3aHHOTO CPOKa JIaHHBIC JICKAPCTBEHHBIC
mpemapaTbl MOTYT OTHYCKAaThCs, PEAIM30BBIBATHCS, MepedaBaThbCsl M MPUMEHSATHCS A0 HCTEUYEHHUS HX
CpOKa TOJTHOCTH.

(B pen. PenepanbHbix 3ak0oHOB 0T 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co nmHa BCTymieHUs B cuity Hactosimero denepanbHoro 3akoHa u no 30 ampens 2011 roxa
BKJIFOUMTENBHO JOMYyCKAeTcs TMPOBEIEHUE OKCIEePTU3bl JIEKAPCTBEHHBIX CPEACTB  AKCIEPTaMHU
BKCHepTHOFO y‘Ipe)K)leHI/Iﬂ o HpOXO)KI[GHI/Ifl nMHn aTTecTalnn B HOpr}IKC, YCTaHOBJ'IeHHOM
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPraHOM UCIIOTHUTEIHHON BIACTH.

5. Co mHs BeTyIuieHHs B cuily Hacrtosimiero ®exepanbHoro 3akoHa u mo 31 mexabpst 2013 roma
BKJIFOUNTENBHO OCYILECTBIISIETCS NMEPEXO] K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
IpaBWJIaMU OpPTaHMU3alMK MPOU3BOICTBA U KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEJCTB, YKa3aHHBIMU B
gactu | cratem 45 Hactosmero ®exepalpHOrOo 3aKkoHa, B MOJHOM oObeme. Cpoku mnepexona
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K MX IPOU3BOJICTBY B COOTBETCTBUHU C KOHKPETHBIMH
TpeOOBAaHUSAMHU MAHHBIX NPABWII, BKIIOYAs CPOKM ATTECTAllMM YMOJTHOMOYEHHBIX JIMI, YKa3aHHBIX B
gacTax 6 m 7 crateu 45 Hacrosmero denepanpHOrO 3aKOHA, ycTaHaBlIMBarOTCA IIpaBuTenscTBOM
Poccuiickoit denepanuu.

6. JluueH3un Ha TPOW3BOACTBO JIEKAPCTBEHHBIX CPEACTB, BbIaHHbIE 10 1 sHBaps 2014 rona,
neiictByror nocie 1 sHBaps 2014 roma 10 McTedeHMsI CPOKA MX JIEHUCTBUSA NPU YCIOBUU COOTBETCTBHUSA
JUIEH3MaTa IpaBUjaM OPraHW3allyd IPOM3BOJCTBA M KOHTPOJISI KadecTBa JIEKAPCTBEHHBIX CPEJNCTB,
yKa3aHHBIM B yacTH 1 ctatbu 45 HacTosero @enepalbHOTO 3aKOHa.
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?;ipﬁ'le‘f:';gbivz' 32%'(202*3 ot 12.04.2010 N 61-03 [okymeHT npepoctasneH KoHcynbTaHTI0C

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” Aata coxpaxenms: 25.01.2023

7. ®opMupOBaHHE TOCYIapCTBEHHOIO 3a/JlaHHs Ha IMPOBEIEHUE OJKCIEPTU3bl JEKAapPCTBEHHBIX
cpencTB (eaepaaTbHOMY TOCYAApCTBEHHOMY OIOJDKETHOMY YUYPEKICHHUIO MO MPOBEICHHUIO JKCIICPTH3BI
JIEKapCTBEHHBIX CPEJICTB U (PMHAHCOBOE OOECIeUEHUE BBIMOJHEHUSI 3TOTO 3a/laHUsl OCYILECTBIISIIOTCS B
nopsiike, ycranoBiieHHOM DenepanbHbIM 3akoHOM OT 12 siuBaps 1996 rona N 7-®3 "O HekoMMepUeCcKux
opranu3anusx".

(uactb 7 BBeneHa denepanbHbIM 3aKk0HOM OT 29.11.2010 N 313-D3)

[Ipe3uneHt
Poccuiickoit @enepanuu
AMEJIBEJIEB
Mocksa, Kpemib
12 anpens 2010 rona
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