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POCCUUCKAA ®EOEPALMA
®EOEPAIbHbIA 3AKOH
Ob OBPALLEHWUN NNEKAPCTBEHHbIX CPEACTB

[Ipunst
I'ocynapcrBennoit ymoit
24 mapta 2010 roga

Onobpen
Coserom Penepanuu
31 mapra 2010 rona

CHHCOK U3MEHSIIOLIHUX JOKYMEHTOB
(B pen. depepanbHbIX 3aKk0HOB OT 27.07.2010 N 192-03,

or 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, ot 06.12.2011 N 409-03,
ot 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-3,
ot 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, ot 22.10.2014 N 313-@3,

ot 22.12.2014 N 429-®3 (pen. 13.07.2015), ot 08.03.2015 N 34-@3,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-03,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-03,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-03,
ot 03.07.2016 N 350-@3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-D3,

ot 28.12.2017 N 425-®3 (pen. 27.12.2019), ot 04.06.2018 N 140-D3,
ot 28.11.2018 N 449-@3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N 134-D3,
ot 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-03,
ot 27.12.2019 N 475-®3, ot 27.12.2019 N 478-®3, ot 27.12.2019 N 481-D3,

ot 26.03.2020 N 67-®3, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-D3,
ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-03,
or 11.06.2021 N 170-®3)

Maea 1. OBLWUE NOJIOXKEHUA
CraTtbsa 1. NMpeameT perynupoBaHusa HacTosilero PenepanbHOro 3akoHa

1. Hacrosmmuit ®enepanbHblii 3aKOH pEryjaupyeT OTHOILIEHHs, BO3HHMKAIOIIHE B CBA3U C
oOpareHueM - pa3paboTKOl, MOKIMHUYECKHMMH HMCCIEJOBAHUSAMH, KIMHMYECKUMH HCCIIEeIOBaHUIMH,
JKCIEPTHU30M, TOCYAApPCTBEHHOM PpErucTpalyeii, co CTaHAapTh3aluMed M C KOHTPOJEM KayecTsa,
MIPOU3BOJCTBOM, H3IOTOBIICHHEM, XPaHEHUEM, IIEpPEeBO3KOM, BBO30M B Poccuiickyro denepanuto,
BbIBO30M M3 Poccuiickoit denepannu, pekiamoil, OTIIYCKOM, pealu3alue, nepenadeid, TpuMEeHEHUEM,
YHUUYTOXKEHUEM JICKAPCTBEHHBIX CPEICTB.
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(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hacrosmmii @enepanbHblil 3aKOH yCTAHABIMBACT IPHOPUTET TOCYAAPCTBEHHOTO PETYIINPOBAHHUS
0e30macHOCTH, KauecTBa 1 3((HEKTUBHOCTH JICKAPCTBEHHBIX CPEACTB MIPU UX OOpaIICHHH.
(B pen. @enepanpHoro 3akoHa ot 25.06.2012 N 93-03)

CraTtba 2. Cdepa npumeHeHUsa HacTosiwero ®enepanbHOro 3akoHa

Hacrosmuit denepanbHblil 3aKOH NPUMEHSETCS K OTHOLICHUSM, BO3HUKAIOIIMM IpU OOpallieHUH
JIEKApCTBEHHBIX CPEICTB Ha Tepputopuu Poccuiickon denepannu.

Cratbsa 3. 3aKkoHoAaTeNnbLCTBO 006 OOpaLeHUn nekapCcTBeHHbIX CpeacTB

1. 3akoHOmaTeNbCTBO 00 OOpalieHUH JEKAPCTBEHHBIX CPEACTB COCTOMT U3 HACTOSIIETO
@denepallbHOTO 3aKOHA, APYruX ¢eAepanbHbIX 3aKOHOB M HMHBIX HOPMATHUBHBIX IPABOBBIX aKTOB
Poccuiickoit ®enepanuu.

1.1. 3akoHOIaTENBCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEJCTB B OTHOIICHUH IOPUINYECKUX JIHUI] U
UHIUBUAYAIBbHBIX  IpEIIpPUHUMATENCH,  OCYIIECTBISAIOIIUX  JEATEJbHOCTh  HAa  TEPPUTOPHUHU
MEXIYHApOJAHOTO MEIUIIMHCKOTO KjacTepa, MPUMEHSETCS C y4eTOM OCOOEHHOCTEW, YCTaHOBJICHHBIX
®enepanbHbiM 3aKOHOM "O MEXIYHApOJAHOM MEIUIIMHCKOM KJIAaCTepe M BHECEHHUU W3MEHEHUU B
OTJeNbHbIE 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 IICUXOTPOINHBIX JIEKAPCTBEHHBIX CPEICTB C YYE€TOM OCOOEHHOCTEH,
YCTaHOBJIEHHBIX  3aKOHOAaTenbCcTBOM  Poccuiickoit ®denepanum O HAapKOTUYECKUX — CPENCTBAx,
MICUXOTPOITHBIX BEIIECTBAX M 00 UX MpPEeKypcopax.

3. JeiictBue Hacrosimero @DenepalbHOrO 3aKOHa  paclpoCTpaHseTcs Ha  oOpalleHue
paguodapMaleBTUYECKUX JIEKAPCTBEHHBIX CPEACTB C YYE€TOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHoAarenscTBOM Poccuiickoit denepanuu B 001act odecredeHus paauallMOHHON O€30MacHOCTH.

4. Ecnn MexIayHapoIHbIM oroBopoM Poccuiickoit denepanyivi yCTaHOBIIEHBI MHBIE NPaBUIIa, YeEM
T€, KOTOpBIE IPEAYCMOTpeHbl HacroAmuM @DenepanbHbIM  3aKOHOM, NPUMEHSIOTCS IIpaBuia
MEXIYHapOAHOIO JOTrOBOpA.

4.1. PemeHuss MEXrocylapCTBEHHBIX OpraHoB, IIPUHATHIE HAa OCHOBAaHUU  IOJOXEHUM
MEXIYHApOAHBIX J0roBopoB Poccmiickonn ®enepauum B HMX HCTOJKOBAaHWUH, MPOTUBOPEYALIEM
Konctutynun Poccuiickont @enepanuu, He nojiexar ucnoiaHenuto B Poccuiickoit @enepanuu. Takoe
MIPOTUBOPEYUE MOXKET OBITh YCTAHOBJIEHO B TOPSIKE, OMpPENeIeHHOM (eepalbHbIM KOHCTUTYIIMOHHBIM
3aKOHOM.

(dactp 4.1 BBeaeHa denepanbabiM 3akoHOM OT 08.12.2020 N 429-D3)

5. B Poccuiickoii @enepanuu B COOTBETCTBUM C MEXAYHApOIHBIMU Jorosopamu Poccuiickoit
@enepau ¥ (WIM) Ha OCHOBE NPHUHLMIA B3aUMHOCTH MPU3HAIOTCA PE3YNbTAaThl KIMHUYECKHX
UCCIEAOBAHUMN JIEKAPCTBEHHBIX IIPENAaparoB Ul MEIULMHCKOTO IPUMEHEHMS, IIPOBEICHHBIX 3a
npeaenamMu tepputopun Poccuiickont @enepanun.
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CtaTtbA 4. OCHOBHbIE NOHATUA, UCNONb3yeMble B HacTosieM PegepanbHOM 3aKOHe

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

1) nekapcTBEHHBIC CpEJCTBA - BEIIECTBA WMJIM WX KOMOWHAIIMM, BCTYMAIOMIME B KOHTAKT C
OpPraHM3MOM YEJIOBEKa WJIM JKMBOTHOI'O, NMPOHUKAIOIIME B OPraHbl, TKAHK OpraHu3Ma 4YeJOBeKa HIIN
KUBOTHOTO, TPUMEHSEMBbIC JUIsi MPOQPWIAKTHKH, TUATHOCTHKU (32 WCKIIOYCHHEM BEIISCTB WU UX
KOMOHMHAIIMIA, HE KOHTAaKTUPYIOIIMX C OPraHU3MOM 4YeJIOBEKa WIIM KMBOTHOTO), JICUCHHS 3a00JICBaHMUS,
peabunuTanyu, ISl COXpaHEHUs, MPEIOTBPALICHUS WIH MPEPhIBaHUs OEPEMEHHOCTH W TIOJyYCHHBIC U3
KpPOBH, IUIa3Mbl KPOBH, U3 OPraHOB, TKAHCH OpraHW3Ma 4ejOBeKa WM )KHBOTHOTO, PACTCHUI, MHHEPAJIOB
METOJIaMU CHHTE3a WM C MPUMEHCHHEM OHMOJOTHMYECKHX TEXHOJOrHi. K JeKkapcTBEHHBIM CpelncTBaM
OTHOCATCS (hpapMaIleBTUYECKHE CyOCTaHIIUH U JICKAPCTBEHHBIC TIPENapaThl;

2) ¢apmaneBTHUECKasi CyOCTaHIUS - JIEKAPCTBEHHOE CPEICTBO B BHJE OJHOTO WIJIM HECKOJIBKUX
obnamaromux GapMakoIOrn4ecKoi akKTUBHOCTBIO JAEHCTBYIOIINX BEIECTB BHE 3aBUCUMOCTH OT PUPOJIBI
MPOUCXOXKACHUS, KOTOpPOE TMpeIHa3HAuYeHO JJIs MPOU3BOJICTBA, W3TOTOBICHHS JIEKAPCTBEHHBIX
IpenaparoB U onpeaesieT ux 3PPeKTUBHOCTD;

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

3) BCIIOMOTI'aTCJIBHBIC BCIICCTBA - BCIICCTBA HCOPraHUu4CcCKoro nIn OpPraHnu4cCKoro
MPOUCXOKACHUA, UCITOJIB3YEMBIC B IMTPOLECCE IMPOU3BOACTBA, U3TOTOBJICHUSA JICKAPCTBCHHBLIX ITPCIIApaTOB
IJI1 IpUuJAaHusa UM HCO6XOI[I/IMLIX (1)I/I3I/IKO-XI/IMI/I‘IGCKI/IX CBOfICTB;

4) nexkapcTBEHHbIE IIperaparbl - JIEKAPCTBEHHBbIE CPEACTBA B BHJAE JIEKAPCTBEHHBIX (QoOpM,
OpUMEHsieMble I NMPO(UIAKTUKH, JUArHOCTUKU, JI€YeHHs 3a0oieBaHus, peaOMIuTaluu, A
COXpPaHEHHUs, IPEIOTBPAILICHHS WU IPEepbIBaHUs OEPEMEHHOCTH;

5) nexapcTBeHHas popma - COCTOsSIHHE JIEKAPCTBEHHOTO MperapaTa, COOTBETCTBYIOIIEE croco0am
€ro BBEJICHUS U IPUMEHEHHS U 00ECIIeYNBaIOIIee JOCTIKEHIE HE00X0IMMOTO JieueOHoro A dekra;

5.1) mo3upoBKa - cofepKaHue OJJHOTO MU HECKOIBKHUX NEHCTBYIONIUX BEIIECTB B KOJIMYECTBEHHOM
BBIDOKCHUHM Ha EIWHUIYy J03bl, WIM EIUHUIy 00beMa, WM EIUWHHUIy MacChl B COOTBETCTBUHU C
JmeKapcTBeHHOM Qopmoit nubO I  HEKOTOPBIX BHUIOB JIEKAPCTBEHHBIX (OPM  KOJIHUYECTBO
BBICBOOOKIAEMOTO U3 JIEKAPCTBEHHOU (POPMBI IEHCTBYIONIETO BEMIECTBA 32 €UHUILY BPEMEHH;

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

6) epeyeHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB - YTBEPKIaEMBbIii
[TpaButenscTBoM Poccuiickoit ®enepanuu nepedeHb JIEKapCTBEHHBIX TMPENapaToB IS MEAMIIMHCKOTO
MMPUMCHCHUA, O6eCHe‘-H/IBaIOHH/IX MMPHUOPUTETHEBIC HOTpe6HOCTI/I 3APaBOOXPAaHCHUSA B LCIIAX HpO(i)I/IJ'IaKTI/IKI/I
U JiedeHus1 3a00JIeBaHUil, B TOM 4YHMCIie MpeoliaJaonx B CTPYKType 3abosieBaeMocTH B Poccuiickoit
denepanuu;

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

6.1) opdanHble JeKapCTBEHHbIE Ipenaparhl - JEKapCTBEHHbIE Ipernaparhl, IpelHa3HaueHHbIE
UCKJIIOYUTENIBHO JUIsl JUArHOCTHKM WJIM TaTOT€HETHMYECKOIo JIeUeHMsI (JIeYeHMs, HaAIpaBJICHHOIO Ha
MEXaHHU3M pa3BUTHs 3a00seBaHUs) peaKkuX (OppaHHbIX) 3a00JI€BaHUI;

(m. 6.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)
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6.2) OuonorMyeckue JEKapCTBEHHBIC Iperaparsl - JIGKAPCTBEHHBIE Ipenapathl, IEHCTBYIOIIEE
BEIIECTBO KOTOPBIX NMPOU3BEACHO WM BBIICICHO M3 OMOJIOTMYEeCKOro MCTOYHHMKA U JUIS ONpPEAETICHUS
CBOWCTB M KayecTBa KOTOPHIX HEOOXoauMa KOMOMHAIMS OHOJOTMYECKHX M  (DU3MKO-XMMHUYECKUX
meronoB. K OHOJOTMYECKHMM JICKapCTBEHHBIM TIperaparaM OTHOCATCS HMMYHOOHOJIOTHYECKHUE
JICKapCTBEHHBIE Tperaparbl, JEKAapCTBEHHbIC Ipemnaparbl, IMOJy4YeHHBIE M3 KPOBH, IUIa3Mbl KPOBU
YeJIoBeKa M JKMBOTHBIX (32 HCKIIOYCHHEM LEJIBHOW KPOBH), OMOTEXHOJIOTHYECKHE JIEKapCTBEHHBIC
IpernapaThl, TEHOTEPANIEBTUYECKUE JIEKAPCTBEHHBIE TIPENapaThl;

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

7) WMMYHOOHMOJIOTMYECKHE JICKApPCTBEHHBIC TMpenaparhl - JICKApPCTBEHHBIC IpenaparThl,
npelHa3HauYeHHble i (GOPMUPOBAHUSA AKTUBHOTO WJIM MACCHUBHOIO MMMYHHUTETa JUOO JMAarHOCTUKU
HaJIN4Yus HMMYHHUTCTA NI JUArHOCTUKU CHCIII/I(l)I/I‘IGCKOFO HpI/IO6peTeHHOFO HU3MCHCHUA
MMMYHOJIOTHYECKOTO  OTBETa Ha  alleprusupyrone BemectBa. K UMMyHOOMOJIOTHYECKUM
JICKApCTBCHHBIM npemnaparam OTHOCSATCA BaKIIUHBI, AHAaTOKCHUHBI, TOKCHUHBI, CBIBOPOTKH,
MMMYHOTJIOOYJIMHBI U aJUIEPTeHBI;

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

7.1) GMOTEXHOJIOTUYECKHE JIEKAPCTBEHHBIE IIPErapaThl - JIEKApCTBEHHbBIE MTpenapaTsl, IPOU3BOJACTBO
KOTOPBIX OCYIIECTBIISIETCS C UCIIOJIb30BAaHUEM OMOTEXHOJIOTUYECKUX MPOILIECCOB M METOJIOB (B TOM UHCIIE
JIHK-pekoMOMHAHTHONH TEXHOJOTHH, TEXHOJIOTUH KOHTPOJIUPYEMOW SKCIPECCHH T'€HOB, KOJIUPYIOLIUX
OMOJIOTMYECKH aKTHBHBIE OCIKH B MPOKAPHOTAX W JYKAPUOTaX, BKIIOYAs W3MCHEHHBIC KIICTKU
MJIEKOTHUTAIOIINX ), THOPUIOMHOTO METO/1a M METOAa MOHOKJIOHAJIbHBIX aHTUTEIL;

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

7.2) TreHOTepaleBTHYECKHE JIEKAPCTBEHHBbIE IpenapaTbl - JIEKApCTBEHHBbIE  IIpenaparsbl,
(dapmalieBTHUeCKas CyOCTaHIUSI KOTOPBIX SIBJSETCS PEKOMOMHAHTHON HYKJIEMHOBOW KHCIOTOM WU
BKJIIOYaeT B ce0s pPEKOMOMHAHTHYIO HYKJIEMHOBYIO KHUCIOTY, ITO3BOJIIOLIYI0 OCYIIECTBIATh
peryiaupoBaHue, penapaluio, 3aMeHy, 100aBIeHNE WIN YAAJICHUE TeHETHUECKON 0CIe10BATENbHOCTH;
(m. 7.2 BBeneH denepanbHbpIM 3aK0HOM 0T 22.12.2014 N 429-D3)

8) HaApKOTHUYECKHE JICKAPCTBEHHBIE CPEJCTBA - JICKAPCTBEHHBIE MpenapaThl U (papMarieBTUUECKUE
CyOCTaHIIMH, COJepKallhie HApKOTHYECKHE CpeICTBAa M BKIIOUYEHHBbIE B [lepedyeHb HapKOTUYECKUX
CPEICTB, IICUXOTPOIIHBIX BEIIECTB M MX IPEKypCOpOB, NOMIEKAIIMX KOHTpor0 B Poccuiickoin
@denepaunn, B COOTBETCTBHM C 3aKOHOAATeNbcTBOM Poccuiickoilt ®enepanuu, MeXAyHApPOJIHBIMU
norosopamu Poccuiickoit @enepannn, B ToM yncie EAMHON KOHBEHIMENH O HAPKOTHYECKUX CPEIICTBAX
1961 rona;

9) nmcuxoTpomnHbIe JEKapCTBEHHBIE CPEACTBA - JIEKAPCTBEHHbIE MpenapaTsl U (hapMaleBTHUECKHe
CyOCTaHIIMM, COJEpIKalllie ICUXOTPOIHbIE BeleCTBA M BKIIOYEHHbIE B IlepedeHb HApPKOTUYECKHUX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M MX IMPEKypCOpPOB, NOMIEKAIIMX KOHTpoiro B Poccuiickoi
@denepanuy, B COOTBETCTBUM C 3aKOHOJATeNbCcTBOM Poccuiickoit denepannu, MeEXAYHApOAHBIMU
noroBopamu Poccuiickoit denepannu, B ToM yuciae KoHBeHIMEN O MCUXOTPOINHBIX BemiecTtBax 1971
roja;

10) paanodapmanieBTHUECKHE JIEKapCTBEHHbIE CpEACTBA - JIEKApPCTBEHHBIE CPEACTBA, KOTOPHIE
COJZIep>KaT B TOTOBOM JUIsI UCIOJIb30BaHUs (hOpME OJIMH PATUMOHYKIHJ WIH HECKOJIBKO PAaTUOHYKIIHIOB
(pamnoaKTUBHBIX U30TOTIOB);
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10.1) opurvHanpHBIM JEKApCTBEHHBIM Ipenapar - JIEKapCTBEHHBI Ipernapar ¢ HOBBIM
JEUCTBYIOIIMM BEIIECTBOM, KOTOPBIA MEpPBBIM 3apeructpupoBan B Poccuiickoit denepanyu unu B
MHOCTPAHHBIX TOCYJapCTBAX HA OCHOBAHUU PE3YJIbTAaTOB JOKIMHUYECKUX MCCIIEI0BAaHUN JIEKapCTBEHHBIX
CPEICTB U KIMHUYECKHX HCCIIEeI0OBAaHUI JIEKApCTBEHHBIX IMPENapaToB, MOATBEPKAAIOIIUX €ro KauyecTBo,
3¢ (HeKTHBHOCTH U 0€30MaCHOCTE;

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

11) pedepeHTHBIN JeKapCTBEHHBIN Mpenapar - JIEKapCTBEHHBIN MpenapaT, KOTOPBIH HCIIOJIb3YeTCs
JUIS OLICHKH OMOSKBUBAJIEHTHOCTHU WJIM T€PAIeBTHYECKOI SKBUBAJICHTHOCTH, KauecTBa, 3P(HEKTUBHOCTH U
0€30MacCHOCTH BOCIIPOM3BECHHOTO JIEKAPCTBEHHOTO TpernapaTra Wik OMO0aHaJoroBoro (6Momogjo0HOro)
JIEKapCTBEHHOr O mpemnapara (Ouoanasnora). B xadectBe pedepeHTHOro JeKapCTBEHHOTO IMpernapara Jyis
MEIUIMHCKOTO TNPUMEHEHMSI MCIIONb3YEeTCs OpPUIMHAIbHBINA JIEKApCTBEHHBIM Ipenapar Ju0o0, eciu
OpPUTHHAIIGHBINA JIGKAPCTBEHHBIM Mpernapar He 3aperucTpUpoBaH HIM HE HAXOAWTCS B 00opoTe B
Poccuiickoit ®enepanyy 1 He HAXOIUTCS B 000pOTE€ B MHOCTPAHHBIX TOCYAAPCTBAX, BOCIIPOU3BEICHHBIH
JIEKapCTBEHHBIN MperapaT Win 0MoaHaIOrOBBIN (OMOITOA00HBIN) JIeKapCTBEHHBIN MTpenapar (OnoaHasior),
KOTOPBIA TEPBBIM 3aperuCTPUPOBAH W3 4MCIAa HaxonAmuxcsi B obopore B Poccuiickoit denepanuu,
OMOPKBUBAJIGHTHOCTh WJIM  TEpaleBTUYECKas HKBUBAJIEHTHOCTh, KadyecTBO, JS()PEeKTUBHOCTH U
0€30MacHOCTh KOTOPOTO OIEHUBAIHCH 0 OTHOIIECHUIO K OPUTHHAIBHOMY JIEKaPCTBEHHOMY IIpernapary, a
Takke KadecTBO, d3(PPeKTUBHOCTH U 0€30MaCHOCTh KOTOPOTO MOATBEPKAAIOTCA pPe3yabTaTaMH
(apMakoHaa30pa U MPOBEPOK COOTBETCTBUSA JIEKAPCTBEHHBIX CPEACTB, HAXOMASAIIMXCS B TPAXITaHCKOM
000pOoTe, YCTAaHOBIIEHHBIM TpeOOBaHHUSAM K UX KadecTBY. B kauecTBe pedepeHTHOro JeKapCTBEHHOIO
mpernapata JUisl BETEPUHAPHOTO IPUMEHEHMsS] HCIIOJIb3YeTCSl JIEKAPCTBEHHBIM Ipemapar  Juid
BETEPUHAPHOTO TPUMEHEHUs, 3apeructpupoBaHHbli B Poccuiickoii ®enepannu Ha OCHOBaHHUH
pE3yJIbTaTOB JOKIMHUYECKUX HCCIIEOBAHUI JIEKApCTBEHHBIX CPEJCTB U KIMHMYECKHUX HCCIIEI0BAaHUI
JIEKapCTBEHHBIX MPENapaToB, MOATBEPKIAOIINX €0 Ka4eCcTBO, 3PPEKTUBHOCT 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 JKBUBAJEHTHBIM pedepeHTHOMY JICKAPCTBEHHOMY IIpemnapary
KaueCTBEHHBIM COCTaB U KOJMYECTBEHHBIM COCTAaB JCHCTBYIOIIMX BEIIECTB B HKBUBAJICHTHOU
JIeKapCTBeHHOU (opme, OO JIEKapCTBEHHBIN Mpernapar isi BETEPUHAPHOTO MPUMEHEHHS, KOTOPBIMA
UMEeT TaKue Ke, 4YTO M pedepeHTHhI JIeKapCTBEHHBIM TMpemapaT, KaueCTBEHHBIM COCTaB H
KOJIMYECTBEHHBI  COCTaB  JEHCTBYIOIIMX BEIIECTB B TAaKOM Ke JIEKapCTBEHHOM  opwme,
OMODKBHUBAIGHTHOCTh  WJIM  TepameBTUYecKas JKBHUBAJIEHTHOCTh KOTOPHIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKapCTBEHHOMY TIpernapary MOATBEPKIEHA COOTBETCTBYIOIIMMH HCCIIEIOBAHUSIMH;

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

121) TEPANICBTUICCKAA SKBUBAJICHTHOCTD JICKAPCTBCHHBIX MPENApaToB - JOCTUIKCHHUE KIIMHUYCCKU
COIMOCTAaBUMBIX TepaneBTUYecKoro sddexra M mnokaszarened 3(p(HEeKTUBHOCTH M 0€30MacHOCTH MpHU
MNPUMEHCHUN JICKAPCTBCHHBIX IIpPCraparoB A MEAULNUHCKOIO MNPHUMEHCHHA, MMCIOINIUX OJHO
MEXIYHapOJAHOE HENAaTEHTOBAaHHOE (MM XHMMHUYECKOE, WM TPYNIHPOBOYHOE) HAUMEHOBAHME, B
OKBHUBAJICHTHBIX AJO3HWPOBKax II0 OJHUM MU TEM XKC IMOKa3aHUsAM K NPUMCHCHHIO U IIPpU OJUHAKOBOM
crioco0e BBEJICHHs Y OJHOM U TOM k€ TPYNIIBI OOJIbHBIX;

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

12.2) 6uoananoroBbiii (6MOMOO00HBIN) JeKapCTBEHHBIN Npenapar (OmoaHanor) - OMOJIOTHYECKUA
JICKApCTBEHHBIN Tperapar, CXOXKHH 10 IMapaMeTpaM KadecTBa, A((EKTUBHOCTH M OE30MaCHOCTH C
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pedepeHTHBIM OMOJIOTHYECKUM JIEKApCTBEHHBIM IIpenapaToM B TaKoil ke JieKapcTBeHHOW ¢(opme u
MMEIOIIUHI UJICHTUYHBIN c110cOO BBEACHUS;
(m. 12.2 BBeneH PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

12.3) B3ammo3aMeHsEMbIN JICKAPCTBEHHBIM Tpemnapar - JEKapCTBEHHBIN IperapaT ¢ JI0Ka3aHHOMN
TEPaneBTUYECKON HSKBUBAICHTHOCTHIO WM OHOIKBHUBAJICHTHOCTHIO B OTHOIICHWH pedepeHTHOTrO
JIEKapCTBEHHOT'O IpernapaTa, UMEIOINNA SKBUBAJIEHTHBIE €My Ka4€CTBEHHBIN COCTaB M KOJIMYECTBEHHBIH
COCTaB JICUCTBYIOIINX BEILIECTB, COCTAB BCIIOMOTATENIbHBIX BEUIECTB, JEKAPCTBEHHYIO ()OPMY H CIIOCOO
BBEJICHUS;

(m. 12.3 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-03)

12.4) OWOAKBUBAJIECHTHOCTh JIEKAPCTBEHHBIX IMPEMapaToB - JIOCTHIKEHHE COMOCTaBUMBIX
MOKa3aTesiel CKOPOCTU BCACHIBAHUSA, CTETICHH MOCTYIUICHUS K MECTY JEUCTBUS M CKOPOCTU BBIBEIACHUS
OJTHOTO WJIM HECKOJBKHUX O0agaronux (HhapMakoIOTHYecKON aKTUBHOCTBHIO JAEHCTBYIOUIUX BELIECTB MpPHU
MPUMEHEHUU JIEKAPCTBEHHBIX IMpenapaToB IS MEAUIIMHCKOTO TMPUMEHEHHS, HUMEIOIUX OJHO
MEXIYHapOAHOE HEMaTeHTOBaHHOE (MM XHMMHUYECKOE, WM TPYNIHPOBOYHOE) HAUMEHOBAHHE, B
SKBUBAJICHTHBIX JJO3UPOBKAX U IMPU OJMHAKOBOM CIIOCOOE BBEIICHNS,

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

13) snekapcTBEHHOE PACTUTEIBLHOE CHIPHE - CBEKHE HJIM BBICYIICHHBIC PACTeHHS JIMOO MX YacCTH,
UCTIOJIb3yeMbIC JUIS TPOM3BOJICTBA JICKAPCTBEHHBIX CPEJICTB OpPraHM3alUsSMU - TPOU3BOJAUTEIISIMU
JICKaPCTBCHHBIX CPENICTB WJIM WU3TOTOBJICHHS JICKAPCTBEHHBIX IMPEIApaToB aNTCUYHBIMH OpPTaHHU3aIUsIMHU,
BETCPUHAPHBIMU aNTEYHBIMH OpPTaHHU3AIUSIMHU, MHIMBUIYAJIbHBIMH TMPEANPHHAMATEISIME, UMEIOIIUMU
JMIICH3MIO HA (papMareBTUYECKYIO IATEIbHOCTS;

14) nexapcTBEHHBIN pacTUTEIbHBIN Npernapar - JeKapCTBEHHBIM Npenapar, NpOM3BEAECHHBIH WIH
M3TOTOBJICHHBIN M3 OAHOTO BUJA JIEKAPCTBEHHOTO PACTUTEIBHOTO ChIPbs WM HECKOJBKHX BUI0B TaKOTO
CBIPbS U pean3yeMblii B pacacoBaHHOM BHJI€ BO BTOPUYHOM (OTpEeOUTENbCKOM) YITaKOBKE;

15) romeonaruyeckuil JeKapCTBEHHBIN Mpenapar - JeKapCTBEHHbIN Mpenapar, NPOU3BEACHHbIN WIH
U3TOTOBIICHHBIH U3  (papMaleBTHUECKOM cyOcTaHIMM Wi  (papMaleBTHUECKUX CyOCTaHIMHi B
COOTBETCTBUM C TpeOOBaHUSAMHU OOHIMX (hapMaKONEWHBIX CTaTel K rOMEONaTH4YECKUM JIEKapCTBEHHBIM
mpernapataM WIM B COOTBETCTBUU C TpeOOBaHMSAMM (apMakolen CTpaHbl MPOU3BOAUTENS TaKOTO
JIEKapCTBEHHOI'O IIPEIapara;

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

16) MexIyHApOHOE HEITATEHTOBAHHOE HANMEHOBAHHUE JICKAPCTBEHHOTO CPEJICTBA - HAUMEHOBAHUE
JEHCTBYIOIIETO  BemlecTBa  (papMalleBTUYECKOW  CyOCTaHIIMHM, pPEKOMEHJOBaHHOe  BcemupHOii
OpraHM3aIMel 3IPaBOOXPAHCHUS;

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

17) TOproBoe HaWMMEHOBaHWE JICKAPCTBEHHOTO CpPEJICTBA - HAWMEHOBAHHE JIEKAPCTBEHHOTO
CpeICTBa, NPHUCBOEGHHOE €ro pa3padOTYMKOM, JAepkKaTreleM WM BIaJeNbleM PEeruCTPAlMOHHOTO
YIOCTOBEPEHUS JICKAPCTBEHHOTO Mpernapara;

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

17.1) rpynmupoBOYHOE HAUMEHOBAaHUE JIEKAPCTBEHHOIO  Ipermapara - HaWMEHOBaHHE
JIEKAPCTBEHHOI'O IIperapara, HE UMEIOIIEro MEKIyHapOJHOIO HENAaTeHTOBAHHOI'O HAWMEHOBAHMS, WIH



https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=28.07.2021&dst=100028&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=28.07.2021&dst=100029&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=341762&date=28.07.2021&dst=100018&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=28.07.2021&dst=100030&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=28.07.2021&dst=100032&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=28.07.2021&dst=100033&fld=134

KOMOWHAIIMK JICKAPCTBEHHBIX MPENapaToB, HCIOJb3yeMOE B LENAX OOBEIUHEHUS WX B TPYIIY IOA
€IMHBIM HAaMMEHOBAHUEM UCXO/sl U3 OIMHAKOBOI'O COCTaBa JEMCTBYIOIMX BELIECTB;
(m. 17.1 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

18) obmias hapmakoneitHas cTaThs - JOKYMEHT, YTBEPKIACHHBIH YIIOJTHOMOUYEHHBIM (heliepabHbIM
OpPraHOM HCTOJHUTEIHHOM BIIACTH M COJACPXKAIIUU TEepedYeHb MOKa3aTele KadecTBa U (MIM) METOJOB
KOHTPOJISI KavyecTBa KOHKPETHOW JICKApCTBEHHOW (OPMBI, JICKAPCTBEHHOTO PACTUTEIBHOTO CHIPbS,
OMMHCaHUsI OMOJIOTHYECKUX, OMOXUMHUYECKIX, MUKPOOHOIOTHYECKUX, (PU3UKO-XUMHUYECKUX, (PU3HUECKUX,
XUMHYECKHX W JPYTMX METOJIOB aHajiuW3a JICKQpCTBEHHOTO CpPEJICTBA, a TakXKe TpeOOBaHHS K
UCIONIb3YEMBIM B LEJISAX TPOBEIACHHS JAHHOTO aHajiW3a pEaKkTUBaM, TUTPOBAHHBIM pPaCTBOpPAM,
HHMKATOpaM;

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

19) dapmakoneiiHas cTaTbsi - JOKYMEHT, YTBEPXJECHHBIH YIOJIHOMOYEHHBIM (heaepanbHbIM
OopraHom HUCIIOTHUTEIBHOM BIACTH U cogepmamnﬁ NEpCUCHb MoKa3aTejie KauecTBa U MCTOJO0B KOHTPOJIA
Ka4yecTBa JIEKAPCTBEHHOTO CPEZCTBA;

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

19.1) crangapTHbie 00pa3Ilbl - BEIIECTBA, MOCPEACTBOM CPABHEHUSI C KOTOPBHIMU OCYIIECTBIISAETCS
KOHTPOJIb KayecTBa WCCIICyeMbIX JIEKAPCTBEHHBIX CPEACTB C TIOMOIIBIO (PH3UKO-XUMHUYECKUX U
OMOJIOTMYECKUX METO/OB B LIEJSIX MOATBEPKICHHSI COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUAM
HOPMAaTHUBHOM JOKYMEHTAIIMH, YCTAHOBJIECHHBIM IIPH OCYIIECTBICHHH TOCYJAaPCTBEHHOW PErHCTPALUM, U
KOTOpbI€ MPHUMEHSIOTCS Ui KaTuOpOBKHU CTaHIAPTHBIX 00pa3loB MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEIICTB, HMCIIOJNB3YEMBIX JUIsI KOHTPOJISI KadyecTBa M HWHBIX I1eJied mpu OOpalieHUuu JIeKapCTBEHHBIX
CPEICTB;

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

19.2) dapmakonelHplii cTaHIApTHBIA o0Opa3en - CTaHAAPTHBIN oOpasel, NpOU3BEIECHHBIH B
COOTBETCTBHH C (hapMaKONEIHON CTaThei;
(n. 19.2 BBenen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

20) HOpMaTHBHas JOKyMEHTalUs - JOKYMEHT, COJEpXalluii MepeueHb OINpeAeNsieMbIX II0
pe3yibTaTaM COOTBETCTBYIOIIMX JKCIEPTHU3 IIOKa3aTeled KayecTBa JICKAPCTBEHHOIO CpeACTBa MJIA
MEJIULIMHCKOTO IPUMEHEHUS, METOJIOB KOHTPOJIS €ro Ka4eCTBa U YCTAaHOBJIEHHBIN €r0 POU3BOIUTEIIEM;

21) HOPMATUBHBINA JOKYMEHT - IOKYMEHT, COAEP KALIUMA NepedyeHb OnpeAesieMbIX MO pe3ylbTaTaM
COOTBETCTBYIOIIMX JKCHEPTHU3 TOKa3aTeleld KayecTBa M (WJIM) METOJOB KOHTPOJISI KadyecTBa
JeKapCcTBEHHON  (opMbl, omucaHus  OWONIOTHYECKUX, OHOXUMHUYECKUX, MHKpPOOHMOJIOTHUECKUX,
(bU3UKO-XUMHYECKUX, (PU3NUYECKUX, XUMUYECKUX U JPYTrUX METOJIOB aHalM3a JIEKapCTBEHHBIX CPEICTB
JUIs. BETEPUHAPHOTO NMPUMEHEHHs], TpeOOBaHUS K MCIOJIb3yeMbIM B LIEJSIX NMPOBEACHUS JAaHHOTO aHaIn3a
peakThBaM, TUTPOBAHHBIM PACTBOPAM, MHINKATOPaM U YCTAHOBIIEHHBIN €r0 IPOU3BOAUTEIIEM;

21.1) oOumii TeXHWYECKHH JOKYMEHT - KOMIUIEKT JOKYMEHTOB M MAaTe€pHajioB, COCTOSALIMHA U3
HECKOJIbKUX  pa3/ieioB -  JOKYMEHTallud  aJMHUHHCTPATUBHOTO  XapakTepa,  XHUMHYECKOH,
¢dapmarieBTHYeCKOH M OMOJIOTMUECKOW JTOKyMEHTaluH, (apMaKoJIOTHYEeCKOH, TOKCHKOJIOTHYECKOM
JOKYMEHTAIlMH, KIMHUYECKON JOKYMEHTAllMM M TPEICTABISAEMbI OJHOBPEMEHHO C 3asBJICHHEM O
rOCyJJapCTBEHHOM perucTpaiuy JeKapCTBEHHOTO Mpenapara il MeIMIIMHCKOr0 IpUMEHeHus B popmare,
YCTaHOBJIEHHOM YTIOJITHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM UCIIOJIHUTEIbHON BIACTH;
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(m. 21.1 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKAPCTBEHHOI'O CPE/CTBA - COOTBETCTBUE JICKAPCTBEHHOI'O CPEICTBA TPEOOBAHUIM
(bapMakoneHoi craThby MO0 B CiIydae €€ OTCYTCTBUSI HOPMATUBHOM TOKYMEHTALIMU WJIM HOPMATHBHOTO
JIOKYMEHTa;

23) 0e30IacHOCTh JIGKAPCTBEHHOTO CPEACTBA - XapaKTEPHCTHKA JIEKapCTBEHHOI'O CpPE/ICTBA,
OCHOBaHHAsl HA CPAaBHUTEIILHOM aHaJN3¢e ero 3(h(HeKTUBHOCTH U PUCKa PUYNHEHHUS BPE/ia 3/10POBbIO;

24) > ¢eKTUBHOCTh JEKAPCTBEHHOTO Mperapara - XapaKTepHCTUKa CTENEHH IOJO0KHUTEIbHOTO
BIMSIHUS JIEKAapCTBEHHOI'O IIpernapara Ha TEYeHHEe, IPOAODKUTENBHOCTh 3a00J€BaHUA WU  €ro
IpeA0TBpAllCHNE, PeaOUIUTAIINIO, HA COXPAHEHHE, IPEIOTBPAILCHUE HIIH IPEPhIBAHUE OEPEMEHHOCTH;

25) CepuA JICKAPCTBCHHOI'O CPCACTBA - KOJIHUYCCTBO JICKAPCTBCHHOI'O CpEACTBA, IIPOU3BCACHHOC B
PE3YIBTATC OAHOTO TECXHOJOTMYCCKOr'o HUKJIa €TI0 MPOU3BOANUTCIICM,

26) perucTpaloOHHOE yIOCTOBEPEHHE JICKAPCTBEHHOTO IMpernapaTa - JTOKYMEHT, MOATBEPKIAt0IIHi
(axT rocyapcTBEeHHOW PErHCTPALIMH JIEKAPCTBEHHOTO TIpenapaTa;

26.1) nepskaTenb WM BIafelNel] PEruCTPAllMOHHOTO YJOCTOBEPEHHsI JIEKApCTBEHHOTO Ipernapara -
pa3paboOTYMK JICKAPCTBEHHOTO CPEJICTBA, IPOU3BOJUTENH JICKAPCTBEHHBIX CPEJICTB WM HHOE
IOpUANYECKOe JIHI0, 00Jajaroliee MpaBOM BIAJIEHUS PETUCTPALIMOHHBIM YAOCTOBEPEHHUEM, KOTOpHIE
HECYT OTBETCTBEHHOCTh 32 KaueCTBO, 3()(h)eKTUBHOCTH M 0€301MaCHOCTH JIEKAPCTBEHHOTO TIpenapara;

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

27) perucTpaioHHbI HOMEp - KOJO0BOE 00O3HAUCHHUE, MPUCBOCHHOE JIEKAPCTBEHHOMY TIperapary
IIPU €r0 TOCYAAPCTBEHHOW PErUCTPALIUY;

28) oOpamieHne JEKAPCTBEHHBIX CPEACTB - pa3paboTKa, TOKIWHUYECKUE HCCIEIOBAHUSA,
KIIMHUYECKHE MCCIeI0BaHMUs, IKCIEPTH3a, TOCYIapCTBEHHAs] pETUCTpaIusi, CTAaHJAPTU3AIMS U KOHTPOJIb
Ka4yecTBa, MPOU3BOJICTBO, U3TOTOBJIICHUE, XPAHEHHE, MTEPEBO3Ka, BBO3 B Poccuiickyro denepannio, BEIBO3
u3 Poccuiickoii denepanuu, pekiama, OTIYCK, pealu3alus, mepefayda, MPUMEHEHHE, YHUYTOXKCHHE
JICKapCTBCHHBIX CPEJICTB;

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

29) cyObekTbl O0OpalleHHs] JIEKapCTBEHHBIX CpPEACTB - (U3WYECKHE JHUIa, B TOM YHUCIE
WHIVBUAYAJIbHBIE TNPEANPUHUMATENN, W IOPUAMYECKUE JIMIA, OCYIIECTBISIOIIUE AEATEIbHOCTh IIPH
oOpallleHuH JIEKapCTBEHHBIX CPEJICTB;

30) pa3paboTUuK JIEKApPCTBEHHOTO CPEJICTBA - OpraHMu3alys, o0Iaaomas mpaBaMyu Ha Pe3yabTaThl
JOKIIMHHUYECCKUX I/ICCJ'IeI[OBaHI/Iﬁ JICKApCTBEHHOT'O CpeacTBa, KIIMHUYECKUX I/ICCJ'I@)IOBaHI/Iﬁ
JIEKapCTBEHHOTO MpernapaTa U (W) Ha TEXHOJOTHIO MPOU3BOJICTBA JIEKAPCTBEHHOT'O CPEACTBA;

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

31) MPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB - HACATCIBHOCTH IIO IPOU3BOACTBY JICKAPCTBCHHBIX
Cp€ACTB OpraHU3alUsAMU - MPOU3BOJUTCIIAMU JICKAPCTBCHHLBIX CPCIACTB Ha OJIHOI\/’I CcTaauu, HECKOJBKUX
HJIM BCCX CTAAUAX TCXHOJIOTHYCCKOI'O MpOHeCCa, a TAKIKE IO XpPAaHCHUIO U pCain3allui INPOU3BCICHHBIX
JICKApCTBCHHBIX CPCICTB;
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31.1) mpou3BOACTBEHHAs IUIOMIA/IKA - TEPPUTOPUATBHO 000COOICHHBI KOMIUIEKC MPOU3BOAUTEIS
JIEKapCTBEHHBIX CPEJACTB, IPEJHA3HAUYEHHBIM Ui BBIIOJHEHUS BCEro IIpolecca IPOU3BOACTBA
JICKapCTBEHHBIX CPECTB WM €r0 ONPEACTICHHON CTanu;

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

32) nmpou3BOAUTENb JEKAPCTBEHHBIX CPEJICTB - OpraHu3alus, OCYIIECTBIAIONIAs MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TPEOOBAHUAMHU HacTos1ero denepaabHOr0 3aK0Ha;

33) ¢apmaneBTHYeCKas ACATEIBHOCTD - JIEATEILHOCTh, BKIIOYAONIAsi B ce0sl ONTOBYIO TOPTOBIIO
JIEKapCTBEHHBIMU  CPEICTBAaMH, MX XpaHEHHe, IIepeBO3KYy H (WIM) PO3HUYHYIO TOPTOBIIIO
JICKApCTBCHHBIMU IIpCliapaTaMu, B TOM YHUCIC JUCTAHIIUMOHHBIM CHOCO6OM, HUX OTIYCK, XpaHCHUC,
NePEBO3KY, N3TOTOBJICHHUE JIEKAPCTBEHHBIX MPETapaToB;

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

34) opraHuzamUs  ONTOBOM TOPrOBJIM  JIGKAPCTBEHHBIMU CpPEIACTBAMH -  OpTaHU3allus,
OCYIIECTBJISIIOIIAs ONTOBYIO TOPTOBIIIO JIEKAPCTBEHHBIMH CPEACTBAMH, HUX XpaHEHHUE, IMEPEBO3KY B
COOTBETCTBHUH ¢ TpeOoBaHUSIMU HacTosiero deaepaabHOro 3aK0HA;

35) anTeyHas opraHu3anus - OpraHU3alus, CTPYKTYPHOE MOJIPA3JCICHUE MEIUIIMHCKON
OpraHu3aluK, OCYLICCTBISIONINE PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMH IIperapaTraMu, B TOM YHCIe
JHMCTAaHIMOHHBIM CIIOCOOOM, XpaHEHHE, TIEPEBO3KY, U3TOTOBJICHHE U OTITYCK JICKAPCTBEHHBIX MPENapaToB
JJIsI METUIIMHCKOTO IIPUMEHEHHUS B COOTBETCTBUH € TPeOOBaHUSIMU HacTosiiero deaepaibHOro 3aKoHa,
(B pen. enepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BerepuHapHas anTe4yHas OpraHU3alMs - OpraHu3alus, CTPYKTYpHOE Iojpa3feieHue
BETEpUHAPHOW OpPTaHU3aIMH, OCYIIECTBISIONINE PO3HUYHYIO TOPTOBIIO JIGKAPCTBEHHBIMHU TIperiapaTaMu,
B TOM UYHCJIE€ JAMCTAaHIMOHHBIM CIOCOOOM, XpaHEHHE, H3TOTOBJIEHHME W OTHYCK JIEKAPCTBEHHBIX
npemaparoB [jiA BCETCPUHAPHOI'O MNPHUMCHCHUA B COOTBCTCTBHUH C Tpe6OBaHI/I$IMI/I HaCTOAIIECTO
denepanbHOro 3aKOHA;

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

37) dhanpcuduIpoBaHHOE JIEKAPCTBEHHOE CPEJCTBO - JEKAPCTBEHHOE CPEICTBO, COMPOBOKIAEMOE
JIO’KHOU MH(OpMaIUel 0 ero CocTaBe U (UITN) TIPOU3BOIUTEIIE;

38) HemoOpOoKayecTBEHHOE JIEKapCTBEHHOE CpPEICTBO - JIEKAPCTBEHHOE CpPEACTBO, HE
COOTBETCTBYIOIIEE TpeOOBaHUSIM (hapMaKOINEeWHON CTaThu JIMOO B Cllydae €€ OTCYTCTBUS TpPeOOBaHUSIM
HOPMaTUBHOM JTOKYMEHTAlIUHM UJIM HOPMATUBHOTO IOKYMEHTA;

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

40)  [OKIMHMYECKOE  HCCIEeOBAaHME  JIEKAPCTBEHHOI'O  CpeACTBA -  OMOJIOTMYEcKHe,
MUKpPOOUOIOTHYECKHE, UMMYHOJIIOTHUECKHE, TOKCHKOJIOTUYECKHE, (apMaKkoJoruveckue, (usndeckue,
XUMHUYECKUE U APYTHE UCCIEIOBAHUS JIEKAPCTBEHHOTO CPEACTBA MyTEM NMPUMEHEHUsSI HAYYHBIX METOJIOB
OILICHOK B IIEJISX MOTYy4YeHHS JOKa3aTEeNbCTB 0€30MacHOCTH, KauecTBa M AP (HEKTUBHOCTH JIEKAPCTBEHHOTO
CpEICTBa;

41) KIIMHUYCCKOC HUCCICAOBAHUC JICKAPCTBCHHOI'O IIpf€rapara - HN3YUCHUC OUATHOCTUYCCKUX,
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JeueOHbIX, MPOPUIAKTUIECKUX, (ApPMAKOIOTHIECKUX CBOWCTB JICKAPCTBEHHOI'O Ipernapara B MpoIecce
ero TPUMEHEHHS Yy 4YeJOBEKa, JXMBOTHOTO, B TOM WYHCJIE MPOLECCOB BCACBHIBAHMS, pacIlpeiecHus,
HU3MCHCHUA W BBIBCACHHUA, IIYTCM IMPUMCHCHUA HAYYHBIX MCETOAOB OLCHOK B MHOCIAX IMOJYYCHHA
J0Ka3aTeIbCTB 0e30MacHOCTH, KadecTBa W 3()(EKTUBHOCTH JICKAPCTBEHHOTO IIperapara, JaHHBIX O
HCKCJIIATCIIbHBIX PCAKIUAX OpraHu3dMa 4YCJIOBCKA, JKHWUBOTHOIO Ha MNPHUMCHCHUC JICKAPCTBCHHOI'O
npenapara U 00 3ddekre ero B3aMMOAEHCTBHSA C APYTMMH JIEKAPCTBEHHBIMHU IperapaTaMu U (W)
MUIIEBLIMU IPOAYKTAMH, KOPMaMHU;

42) MHOTI'OLCHTPOBOC KIIMHUYCCKOC HCCICAOBAHUE JICKAPCTBCHHOI'O IIp€riapaTta ajd MCAUIIMHCKOI'O
MNPpUMCHCHUA - KIIMHHUYCCKOC HCCIICAOBAHUC JICKAPCTBCHHOI'O IIpfliapara [mjid MCAUIUHCKOIO
IIPUMEHCHUSA, ITPOBOANMOC pa3pa60T‘lI/IKOM JICKAPCTBCHHOI'O IIpfriapara B JABYX U boiee MCIULIMHCKHNX
opranm3anusax 1Mo €AMHOMY IMPOTOKOJIY KIIMHUYCCKOTO UCCICAOBAHUS JICKAPCTBCHHOTI'O IIpCIiapara,

43) MCKAYHAPOAHOC MHOI'OLICHTPOBOC KIIMHHUYCCKOC HCCICIAOBAHHUEC JICKAPCTBCHHOI'O IIpCIlapara
g MECAULUHCKOTO IMPUMCHCHHA - KIMHUYCCKOC MCCICAOBAHUC JICKAPCTBCHHOI'O Iperiapara JId
MCAUIHUHCKOI'O IIPUMCHCHUA, ITPOBOJHUMOC pa3pa6OT‘II/IKOM JICKAPCTBCHHOI'O IIpfIiapara B pPa3JIMYHBbIX
CTpaHax Imo €AMHOMY MMPOTOKOJIY KIIMHUYCCKOI'0 UCCIICAOBAHMS JICKAPCTBCHHOT'O IIPLCIiapara,

44) MOCTperucTpalMOHHOE KIMHUYECKOE HCCIEeIOBAaHUE JICKapCTBEHHOIO IMpemapara il
MEIUIIMHCKOTO TPUMEHEHHUS - KIMHUYECKOE HCCIIEIOBAHUE JICKAPCTBEHHOIO Ipenapara s
MEIHUIIMHCKOTO MPUMEHEHUSs, TPOBOJAUMOE MPOU3BOJUTENIEM JIEKAPCTBEHHOTO Mpenapara, IpaxIaHCKUi
000pOT KOTOPOTO OCYIIECTBIISIETCS TIOCJIE TOCYIApCTBEHHON PETUCTPAIMH, B IENSAX JOMOJIHUTEIHLHOTO
cbopa IaHHBIX 0 ero 6e30macHOCTH U Y3PGEKTUBHOCTH, PACIIUPEHHS TOKa3aHUI K MPUMEHEHHUIO JaHHOTO
JIEKApCTBEHHOTO MperapaTa, a TAK)Ke BhISIBICHHUS HEXKEJIATeIbHBIX PEAKIMH MallMeHTOB Ha €T0 ICUCTBHE;

45) wuccrenoBaHue OMOAPKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO IpemapaTa - BUJA KIMHUYECKOTO
MCCIIEJOBAaHMS JIEKAPCTBEHHOTO IpenapaTa, MPOBEAEHHE KOTOPOTO OCYLIECTBISETCS IS ONpEeAeTIeHUs
CKOPOCTH BCAaChIBaHMs U BBIBEJICHHMS OJHOIO WJIM HECKOJIBKMX OONajaromux (GapMakoJIOorHuecKom
aKTUBHOCTBIO JICHCTBYIOIIMX BEIIECTB, KOJWYECTBA JICKAPCTBEHHOTO IIpenapara, JOCTHTAIOIIEro
CHCTEMHOTI'0 KpPOBOTOKA, W Pe3yJbTaThl KOTOPOTO IMO3BOJIAIOT CIeNaTh BBIBOJ O OMO’KBHUBAJIEHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO MperapaTa B ONPEIesICHHbBIX JIEKapCTBEHHOH (opme U TO3MPOBKE,
COOTBETCTBYIOLINX (hOpME U T03UPOBKE pehepeHTHOIO JIEKAPCTBEHHOTO MTpernapara;

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

46) wuccienoBaHUWE TEpaneBTUYECKOM HKBUBAIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB - BHJ
KJIMHAYECKOTO MCCIIEOBAaHNUs JIEKAPCTBEHHBIX MPENapaToB, MPOBEICHNE KOTOPOr0 OCYIIECTBIIACTCS IS
BBISIBIIEHUS OJTMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPENapaToOB OMpPeeIeHHON JeKapCTBEHHOH (opMBI, a
TaKK€ HaJIM4uds OJMHAKOBBIX TIOKa3aTenell O0e30macHOCTM U 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX
MpernapaToB, OJJUHAKOBBIX KIMHUYECKUX 3(P(PEKTOB NMpH UX MPUMEHEHHH;

47) mpOTOKOA KIMHUYECKOTO HCCIIEJOBAHMSI JIEKapCTBEHHOT'O IMpernapara - JOKYMEHT, B KOTOPOM
OTIpeNIeNIAIOTCS 11eH, (POPMBI OpraHU3allMM ¥ METOJI0JIOTUS MPOBEACHUS KIMHHUYECKOTO HCCIEe0BAHNUS,
CTaTUCTUYECKUE METO/bl 00pabOTKM pe3ylbTaTOB TAaKOI'O HCCIEAOBAHHUS M MeEpbl MO OOECIeYeHHUIO
06e30macHOCTH (U3MYECKUX JIMI, YYaCTBYIOIIUX B KIMHUYECKOM HCCIEIOBAaHUH JIEKAPCTBEHHOTO
npernapara;

48) 6pomlopa HCCICOO0BATCIIA - CBOJAHOC U3JIOKCHHUC PC3YIIbTATOB JOKIMHUYCCKOI0 UCCIICAOBAHUA
JICKAPCTBECHHOTO CpCACTBA U  KIHMHHUYCCKOrO HCCICAOBAaHHA JICKAPCTBCHHOI'O IIpfriapara I
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MCIUITUHCKOI'O IPUMCHCHU

49) uHopMaMOHHBIN JTMCTOK MAlMEHTa - JOKYMEHT, B KOTOPOM COJepkKaTcs B JOCTYIHOU dopme
CBEJICHUsI, Kacalolllhecs MPOBOJUMOIO KIMHUYECKOTO HCCIEAOBaHUS JIGKAPCTBEHHOTO Mpemnapara, U B
MUCbMEHHOW (opme 10OpOBOJIBHOE cOTjlacHe MalMeHTa Ha y4acTHE B KIMHMYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOI'O IIpernapaTa I10CJI€ O3HAKOMJIEHHMSI C OCOOEHHOCTSMHU KIMHUYECKOIO MCCIEI0BaHUs,
MMEIOLIUMU 3HAYCHUE JJIs BBIPAKEHUS TAKOTO COTJIACHS;

50) nobouyHoe [neHcTBUE - pEakUus OpraHu3Ma, BO3HHUKLIAs B CBA3M C IPUMEHEHUEM
JIEKapCTBEHHOTO TIperapaTta B J103aX, PEKOMEHAYEMBIX B HHCTPYKIHMH IO €ro HPUMEHEHHIO, IS
npo(UITaKTUKH, TUATHOCTUKH, JICUCHUS 3a00JIEBaHUS WK JUTsI peaOUITUTAIINH,

50.1) HexenarenpHas 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 peaklus OpraHu3Ma, CBsI3aHHAas C
MPUMEHEHHEM JIEKApCTBEHHOrO IIpernapaTa, MpHUBeAlIas K CMEpPTH, BPOXKACHHBIM aHOMAJIHSIM HWIIU
MOpOKaM Pa3BUTHUS JIMOO MPENCTaBISAIONIass COOOW Yrpo3y JKM3HHU, TpeOyromas TOCHUTAIH3ANHA MU
MpUBE/IIAs K CTOUKON yTpaTe TPYAOCIOCOOHOCTH U (MITH) UHBATUAHOCTH;

52) HCMIPCABUACHHAA HECKCIATCIIbHAA PCAKLUA - HEXKEIATCIbHAsA PCAKLUA OpraHu3Ma, KOTopas
CBsI3aHA C TPUMEHCHUEM JICKApCTBEHHOTO Iperapara B J103aX, PEKOMEHIYEMBIX B IPOTOKOJIE €ro
KIMHAYECKOTO HCCIICOBAaHMs, OpOoIIIope HCCIenoBareis, WM C NPUMEHEHHEM JIEKapCTBEHHOTO
mpemapaTa B 033X, PEKOMEHAYEMbIX B HMHCTPYKIMH [0 €ro NPUMEHEHHUIO ISl MPOQPHUIAKTUKH,
JAUArdHOCTHUKH, JICUCHUA 3a00/I€eBaHUS MIIH MCILHHHHCKOﬁ pea6I/IHI/ITaHI/II/I NnanucHTa, U CyHOCTb, TAXKCCTh
WM UCXOJ KOTOPOM HE COOTBETCTBYeT MH(OpMAlUU O JEKapCTBEHHOM Iperapare, coaepkKaileics B
MPOTOKOJIE €ro KIMHUYECKOTO WCCIEeNOBaHUS, OpOIIIOpPE HWCCIEAOBATENsl WJIM B HHCTPYKIMH 10
MPUMEHEHUIO JIEKAPCTBEHHOTO MIpernapara;

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

52.1) dapmakoHang30p - BUA JEATEIBHOCTH MO MOHUTOPUHTY 3()(eKTUBHOCTH U 0€30MacHOCTH
JIEKApCTBEHHBIX  TPEMapaToB, HANpPaBJICHHBIM Ha  BBISIBIIEHHWE, OICHKY H  TPEJOTBPAIICHUE
HEeXeNaTelIbHbIX MOCIEACTBUN TPUMEHEHUS JIEKAPCTBEHHBIX MPENapaToB;

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

52.2) mnaH ympaBieHUs PUCKAMU - MOAPOOHOE ONMMCAaHHE MEPONPUATHH Mo (papMakoOHAI30py,
HAIPaBJIEHHBIX Ha BBISBJIEHUE, OLEHKY U MPEJOTBpallleHue WM MUHUMHU3ALHUIO PUCKOB, CBSI3aHHBIX C
JIeKapCTBEHHBIMHU ITperapaTaMy, BKIIt04ast OLIeHKY 3()(PEeKTUBHOCTH JaHHBIX MEPONPUSATHI;

(. 52.2 BBeneH PenepasibHBIM 3aK0HOM OT 22.12.2014 N 429-03)

53) penent Ha JEKapCTBEHHBIM MNpemapar - MEIUIMHCKUAN JOKYMEHT YCTaHOBJIEHHOH (HOpMBI,
CoZIepKalllMii Ha3HA4YeHHE JIEKApCTBEHHOrO Ipenapara Uil MEAMIIMHCKOIO IPUMEHEHUs, BBIIAHHBIN
MEIUIUHCKUM pabOTHUKOM B LEJISAX OTIYCKAa JIEKAPCTBEHHOI'O Ipernapara MW €ro U3rOTOBICHHUS U
OTITyCKa Ha OyMa)KHOM HOCHUTEJIE UJIM C COTJIaCcHs MAllMeHTa WK €ro 3aKOHHOTO MPECTaBUTENS B popme
3JIEKTPOHHOTO JOKYMEHTA, TMOJAMMCAHHOTO C HCIHOJb30BAHUEM YCHJIEHHOW KBaIM(PUIMPOBAHHOMN
ANIEKTPOHHOW TMOAMKMCH MEIULHUHCKOIO pabOTHUKA, JUOO JOKYMEHT YCTaHOBJIEHHOH (opmbl,
coJiepKalllMii Ha3HA4YEHHUE JIEKApCTBEHHOI'O Ipernapara Uil BETEPUHAPHOIO INPUMEHEHMSI, BbIJAHHBIN
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CIICI[MAJIMCTOM B O00JAacTH BETEPHUHAPUU B LEJSAX OTIYCKa JICKAPCTBEHHOI'O Iperapara WA ero
M3TOTOBJICHHS U OTIYCKa Ha OyMa)KHOM HOCHTEIIE;
(B pen. @enepanbHbix 3aK0HOB 0T 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

54) TpeOoBaHMe MEAMIIMHCKOW OpraHu3allid, BETEPUHAPHON OpraHu3almuu - JIOKYMEHT
YCTaHOBJICHHOHN ()OPMBI, KOTOPBI BBIMMCAH MEIUIIMHCKAM PAOOTHHUKOM MJIM CIIEHUAIMCTOM B 00JacTh
BETEPUHAPUHU, HUMEIOIIMMH Ha 3TO MpPaBO, U COJACPKUT B NMUCHBMEHHOW (QopMme yKa3aHHe anTeuHOU
OpraHU3aIK WM BETEPUHAPHOM alTeYHON OpraHu3aliy 00 OTIIYCKE JIEKAPCTBEHHOTO MpernapaTa 1 o
€ro M3roTOBJICHUU U 00 OTIYCKEe Ui oOecriedeHusl 1eueOHOro mnpoiecca B MEIULIUHCKON OpraHu3allui,
BETEPUHAPHOMN OpraHU3allly;

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

55) KOMIUIEKCHas OLEHKa JIEKapCTBEHHOIO IIpenapara - OLIEHKAa 3aperuCTPUPOBAHHOIO
JIEKapCTBEHHOT'O Iperapara, BKIOYamomas B ce0s aHaau3 UHGOpMAIMM O CPAaBHUTEIbHON KIMHUYECKON
3 PEeKTUBHOCTH 1 GE30IIACHOCTH JIEKAPCTBEHHOTO Mpernapara, OleHKY SKOHOMUYECKUX MOCIIEICTBUN €ro
IPUMEHEHMs, M3Y4YE€HUE [OIOJHUTEIbHBIX IOCIEICTBUNA NPUMEHEHUS JIEKapCTBEHHOIO Ipernapara B
LEeIsIX HPUHATHS PELIEHUH O BO3MOMKHOCTH BKJIIOYEHHS JIEKApCTBEHHOIO Ipenapara B IEpEdYEHb
KHU3HEHHO HEOOXOJMMBIX U Ba)XHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, HOPMAaTHUBHbIC MPABOBLIC aKThl U
UHBIE JOKYMEHTBI, OIPEAEISIOUINE MOPAI0K OKa3aHUsI MEIUIMHCKOM MMOMOILIY, WM UCKIIOUEHUS €ro U3
yKa3aHHbIX EPEYHs, aKTOB U IOKyMEHTOB;

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

56) cuWcremMa MOHHUTOpWHra JBH)KECHHS JIGKAPCTBCHHBIX MPEMapaToB ISl MEIAUIUHCKOTO
MpuUMEeHeHust - ¢eaepaibHas rocydapcTBeHHass WH(GOpPMAIMOHHAS CHCTEeMa MOHUTOPHHIA JBUKCHUS
JIEKAPCTBEHHBIX TMpPENapaToB UIsi MEIULMHCKOTO IPUMEHEHUsS OT MPOU3BOAMUTENS A0 KOHEYHOTO
MOTpeOUTeNs C MCIHOJB30BAaHUEM B OTHOIIEHWW JIEKAPCTBEHHBIX TMPENapaToB Ui MEAUIIMHCKOTO
MIPUMEHEHUS CPEJICTB UACHTU(DUKAIIIH.

(1. 56 BBeneH @enepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

Mnaea 2. NOTHOMO4UA ®PEAOEPAJIbHBLIX OPITAHOB I/ICI'IOHHMTEHbI-jOIZ 3
BINNACTU, OPFAHOB UCIMNOJTHUTENIbHOU BJTACTU CYBBEKTOB POCCUNCKOU
S®EOEPALIUU NMPU OBPALLEHUU NEKAPCTBEHHbBIX CPEACTB

Cratba 5. MNonHomMmouusi cpedepanbHbIX OPraHOB WUCNONMHUTENLHOW BRacTu npu
obpalleHUn nekapcTBEHHbIX CPeAcTB

K momromounsam Cl)e):[epaJ'ILHLIX OpraHoB HCIIOJIHUTEIHLHOM BJIACTH npu O6paH_leHI/II/I JICKApCTBCHHBIX
Cp€ACTB OTHOCATCH:

1) mposenenne B Poccuiickoil @Penepanuu €AMHON TOCYZapCTBEHHOM IOJUTHKH B 0O0JIACTH
o0ecrnieueHuns JeKapCTBEHHBIMU MpenapaTtaMu rpaxaan B Poccuiickoit @enepannu;
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

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

3) ocymecTBieHne ¢eaepatbHOr0 TOCYJapCTBEHHOTO KOHTPOIs (Haa3opa) B cdhepe obOpaliieHus
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JIEKapCTBCHHBIX CPE/ICTB;
(B pen. deaepanbhbix 3aKk0HOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N 170-D3)

4) nUIEH3WpPOBAHUE NPOM3BOJCTBA JIEKAPCTBEHHBIX CpPEACTB, B TOM uucie (eaepanbHbli
rOCY/IapCTBEHHBIN JINIICH3HOHHBI KOHTPOJIb AEATEIBHOCTH 110 MPOU3BOJCTBY JICKAPCTBEHHBIX CPE/ICTB,
MEPUOINYECKOE TMOJATBEPKICHNE COOTBETCTBUS JIMIIEH3MATa, MMEIOLIETO JIMLEH3UI0 Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPE/ICTB, U (hapMaleBTHUECKOH NESATEIBHOCTH B COOTBETCTBHM C 3aKOHOJATEIHCTBOM
Poccuiickoit denepanuu;

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

5) opraHu3zanus SKCIEPTH3bI JIGKAPCTBEHHBIX CPEICTB, ATHYECKOH SKCIEPTH3bI BO3MOXKHOCTU
MPOBEJICHUS KIIMHUYECKOTO UCCIICAOBAHMS JIKAPCTBEHHOTO Mpernapara JUisi MeJUIIMHCKOTO TIPUMEHEHUS,
AKCIIEPTH3bI  JOKYMEHTOB, TMPEACTABICHHBIX JUISI OMNPEICICHHUS BO3MOXXHOCTH PAacCMaTPHBATh
JICKApCTBEHHBIM Mperapar i MEIUIIMHCKOTO MPUMEHEHHUsS TPU TOCYIapCTBEHHOW pErHCTpaluu B
KadyecTBe OppaHHOTO JIEKAPCTBEHHOTO TIpenapaTa;

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

5.1) opranuzanusi NpoOBENEHUS KOMIUIEKCHOW OILIEHKH JIEKQPCTBEHHOTO IIpenmapara B IENsX
MPUHATHUST PEIICHUH O BO3MOXKHOCTH BKIIOUEHHS JICKAPCTBEHHOIO IMpernapara B IepedyeHb >KU3HEHHO
HEOOXOIMMBIX M BaXXHCHWINWX JICKAPCTBEHHBIX IIPENapaToB, HOPMATHUBHBIC IPABOBBIC AKThl M HWHBIC
JOKYMEHTBI, OMpEIENAIoNUe MOPSIOK OKa3aHUs MEIUIIMHCKOW IMOMOIIM WJIM HCKIIOUEHUS €ro u3s
YKa3aHHBIX [EPEYHSs, aKTOB U JIOKYMEHTOB;

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

6) BbIIaua pa3pelieHnii Ha TPOBEICHNE KIIMHUYECKUX UCCIIeI0BaHUH JIEKAPCTBEHHBIX MPENapaToB,
BEJICHUE PEeecTpa BBIJAHHBIX Pa3pELICHUN Ha MPOBEICHUE KIMHUYECKUX MCCIEIOBAaHUN JIEKAPCTBEHHBIX
IIpenaparos;

7) ToCymapcTBEHHAas pETUCTpallvs JEKapCTBEHHBIX IMIperapaTroB, BEACHHE TOCYIapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPE/ICTB;

8) opranuzanus u (WIK) MPOBEACHNE HHCIIEKTUPOBAHUS CyOBEKTOB OOpaIlieHHs IEKAPCTBEHHBIX CPEACTB
Ha COOTBETCTBHE MpaBUJIaM Hajyiexallen 1a00paTopHOil MPaKTUKH, ITpaBUiIaM HaJJexalen
KJIIMHUYECKOW MPAKTUKH, IPABUIIAM HaAJIeXkKallel MPaKTUKA XPAHEHUS U MEPEBO3KU JIEKAPCTBEHHBIX
MpenaparoB, MpaBUiiaM HaJyIeKaIeH JUCTPUObIOTOPCKON MPAKTUKHU, TpaBUIaM HaAJIekKaIlel anTeuHon
MPaKTHUKU;

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

8.1) opranuzanus u (Win) NPOBEJCHUE WHCIIEKTUPOBAHUS CYOBEKTOB OOpAIleHUs JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHMSAM NPAaBUJI HaJUIeKalled MpPOW3BOACTBEHHOM MPAKTUKU, BblIada
3aKJIIOYEHUH O COOTBETCTBMM NPOM3BOJIUTENS JICKAPCTBEHHBIX CPEJCTB TpPeOOBAaHUSAM  IPAaBUI
HaJJIeXxaliel Ipou3BOJCTBEHHON MPAKTHKHY;

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

8.2) ycTaHOBJEHHE MOpsAKa BEACHHUS M BEACHHE TOCYJapCTBEHHOIO peecTpa 3aKIIOYeHUH o
COOTBETCTBUHM  INPOU3BOAMTENS  JICKAPCTBEHHBIX CPEJACTB TPEOOBAaHMSAM MpaBWJI  HajJexKalnei
MPOU3BOJACTBEHHOUN MPAKTUKU;

(. 8.2 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)
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9) TOCymapcTBEHHas PETUCTpAlHsl MPEACTbHBIX OTIYCKHBIX IIEH TPOW3BOJUTENCH Ha
JICKQpCTBEHHBIC TPENapaThl, BKIIOUYEHHBIE B IEPEYCHb J>KM3HCHHO HEOOXOJMMBIX W BaKHEHIINX
JIEKapCTBCHHBIX TIPEMapaToB, W BEJCHHE TOCYJApPCTBEHHOTO peecTpa NPEICNIbHBIX OTHYCKHBIX IICH
MIPOU3BOIUTEIICH Ha JIEKApPCTBEHHBIC TpenapaThl, BKIOYCHHBIC B IEPeUeHb )KU3HEHHO HEOOXOIAMMBIX U
BOXHEHIIINX JICKAPCTBEHHBIX MPENapaToB;

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

9.1) cornacoBaHue MPOEKTOB PEIICHUI OpraHOB UCIOJIHUTEILHOM BJIACTU CYObEeKTOB Poccuiickoii
@Oenepau 00 yCTaHOBJICHMM M (WJIM) U3MEHEHUU IMpeleibHBIX Pa3MEpOB OMNTOBBIX HAI0aBOK U
MpeleIbHBIX Pa3MEpPOB PO3HUYHBIX HAA0aBOK K (DAaKTUYECKUM OTIYCKHBIM II€HAM, YCTAaHOBIICHHBIM
MIPOU3BOJUTENIAMUA JIEKAPCTBEHHBIX IpENaparoB, Ha JIEKAPCTBEHHbIC IIpernapaThl, BKIIOUEHHBIE B
MepeueHb )KU3HEHHO HEOOXOMMBIX M BAKHEHIIINX JIGKAPCTBEHHBIX MPEMApaTOB;

(m. 9.1 BBenen denepanbHbiM 3aK0HOM 0T 13.07.2015 N 241-03)

10) Bblmaya, YCTAHOBJIGHHWE IMIOpsIKA BBIJAYM pA3pEUICHHs] HAa BBO3 KOHKPETHOM MapTUU
JICKapCTBEHHOTO cpencTBa B Poccuiickyro denepanio;
(n. 10 B pen. ®enepanpuoro 3akona ot 02.08.2019 N 297-D3)

10.1) Bblgaua, yCTaHOBIEHUE MOPAIKA BbIIAYH U (POPMBI IOKYMEHTA, KOTOPBIN MOATBEPKAAET, YTO
MPOU3BOACTBO JIEKAPCTBEHHOrO0 Mpemnapara JUisi MEIULIMHCKOTO NPUMEHEHHUS OCYIIECTBICHO B
COOTBETCTBHUM C TpeOOBaHMSAMHM NPaBWJ HaJJIeXkalled MPOU3BOJCTBEHHON MPAKTUKH WA 4YTO
JIEKApCTBEHHBINA Tpenapar Jijisi BETEPUHAPHOTO NMPUMEHEHHS JONYIIeH K oOpamieHuio B Poccuiickoii
Odenepan, ¥ TOUIKUT MPEACTABICHUIO IO TPeOOBaHHIO YIOJIHOMOYEHHOTO OpraHa CTpPaHbI, B
KOTOPYIO BBO3HUTCS JIEKAPCTBEHHBIN Mpenapar;

(m. 10.1 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. PenepalbHOrO 3aKOHa OT
02.08.2019 N 297-®3)

10.2) BpImaya, yCTaHOBJICHHE MOpsAKA BbIAAUYM U (HOPMBI JOKYMEHTA, COJEPKAIIero CBEIEHHUS O
CTaIUsIX TEXHOJIOTWYECKOTO IMpoIlecca MPOU3BOACTBA JICKAPCTBEHHOTO CPENCTBA IS METUIIMHCKOTO
MPUMEHEHHUS, OCYIIECTBISIEMBIX Ha TeppuTopun EBpa3suiickoro 5KOHOMHUYECKOTO COI03a;

(m. 10.2 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pen. denepayibHOTO 3aKOHA OT
13.07.2015 N 241-®3)

11) co3ganue COBETOB IO BOMIPOCAM, CBSI3aHHBIM C OOpAIICHUEM JIEKAPCTBEHHBIX CPEJ/ICTB;
12) aTTectanus U cepTUQUKALNS CHIEIUATNCTOB;
13) yrpatun cuny ¢ 1 centsops 2013 roga. - @enepanbbiii 3akoH ot 02.07.2013 N 185-D3;

14) ocymecTBiienue GpapmMakoHaa30pa;
(m. 14 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yqactue B MEX1yHApOAHOM COTPYJHUYECTBE;

16) nony4yeHwue 1o 3arnpocaM yroIHOMOYEHHOTO (efepaabHOro OpraHa UCIOJHUTENbHOM BIaCTH OT
OpPraHOB HWCIIOJTHHUTENBHONW BIacTU cyObekToB Poccwiickoit ®denmepanuu, a Takxke OT CYOBEKTOB
oOparieHusi JEKapCTBEHHBIX CPEJCTB IS MEIUIIMHCKOTO MPUMEHEHHs HWHQGOPMAIMK 10 BOMpOcCaM
YCTaHOBJICHHSI U IPIMEHEHUS 11€H Ha JIEKapCTBEHHBIE TIPerapaThl U HaI0aBOK K HUM;
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17) npumeHeHue Mep OTBETCTBEHHOCTH 3a HapylleHUe 3aKoHoaaTeNbcTBa Poccuiickoit deaepannu;

18) yTBepkaeHWE TIpaBUJ HaJIEXKaIICH JIabopaTOpHOW MPAKTHKW, MPaBUI  HaJIeKaIeh
KJIMHUYECKOW IPAKTUKH, MPAaBWI HAJUIEKAIEH IIPOU3BOACTBEHHOM IPAKTUKU, IIPaBUJI HAIJIEXkKalleu
IIPAKTUKA  XpaHEHUs M  IEPEBO3KM  JICKAPCTBCHHBIX  IIPENaparoB, MpaBUl  HAJJIeKalleH
IUCTPUOBIOTOPCKOW TPAKTUKH, MPaBHJ HaJIeKAIled anTeYHON MPaKTHKH, NPaBWI HaJuIexKalei
IIPAKTUKH (hapMaKOHa130pa JIEKAPCTBEHHBIX MPENapaToB A MEJUIIMHCKOTO IPUMEHEHUS;

(n. 18 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

19) ycranoBieHue mopsiaka GOpPMHPOBAHUS PETHCTPALIMOHHOTO TOChE Ha JICKAPCTBEHHBIH Mperapar
1 TpeOOBaHMIA K IOKYMEHTaM 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) yTBepkeHUE MepeyHs] HAUMEHOBAHUH JIEKAPCTBEHHBIX (HOPM;
(. 21 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

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

23) yrBepxkAcHUE TPEOOBaHMN K MHCTPYKIUU MO MEAUIIMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHBIX
MpPernapaToB U K MHCTPYKLIUU MO BETEPUHAPHOMY IPUMEHEHUIO JIEKAPCTBEHHBIX MIPEnapaTos;
(. 23 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

24) npuHATHE PEUICHUH, SBIAIOIUXCS OCHOBAaHMSMHU JUIS BKIIIOYEHMS JOMEHHBIX MMEH U (MJIH)
yKazaTeslel CTpaHHI] CaiTOB B MH(OPMAIMOHHO-TEIEKOMMYHUKAITMOHHOW ceTu "MHTepHeT", a Takxke
CETEeBbIX aJPECcCOB B EAMHYI0O aBTOMAaTH3MPOBAHHYIO HH(POpPMaLMOHHYIO cucTeMy "EnuHblii peectp
JIOMEHHBIX HMEH, yKa3aTelled CTpaHull CalTOB B HWH(GOPMALMOHHO-TEJIEKOMMYHHKAIMOHHON CETH
"NuTepuer” " CETEBBIX aipecos, MTO3BOJISFOIINX UECHTU(PHUIIUPOBATH CalThI B
MH(POPMAITMOHHO-TEIEKOMMYHUKAITHOHHOU ceTu "Unrtepuer", cojepxamue  MH(popMaIuio,
pacripocTpaHeHne KoTtopoil B Poccuiickoit ®enepauuu 3anpemieHo", B OTHOUIEHHH HHGOpMAIMH,
coJieprKallel NMpeasio)KeHne O PO3HUYHON TOProBiie JEKapCTBEHHBIMH IpernaparaMd, B TOM 4YHCIIE
JUCTAHIIMOHHBIM  CIOCOOOM, PO3HHMYHAs TOPrOBIS KOTOPHIMM OrpaHMYEHa WM 3alpelieHa B
COOTBETCTBHUH ¢ HacTosiuM PdenepanbHbIM 3aKOHOM, U (MJIM) MHPOPMALIMH, COAepkKallel NpeasioKeHne
O pPO3HUYHOW TOProBii€ JEKAPCTBEHHBIMU IpenapaTaMy, B TOM 4YHCIE TUCTAHIMOHHBIM CIIOCOOOM,
JUIAMH, HE HMMEIOIIMMHU JIMIEH3MH U DPa3pelieHHs] Ha OCYILECTBICHHE TaKON NeATeIbHOCTH, €CIH
MOJydeHWEe JIMIEH3UM W pa3pelleHus IMPEeIyCMOTPEHO 3aKOHOAATeNbcTBOM 00  oOpalieHuu
JIEKapCTBEHHBIX CPE/ICTB;

(1. 24 B pen. deaepanpHoro 3akoHa oT 03.04.2020 N 105-D3)

25) BeIIaua pa3penieHrnid Ha BBOJ B TPAXKITAHCKUAN 000POT MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX

IIpenapaToB.
(m. 25 BBeneH denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-03)

Koncynprantllntoc: npumeuanue.
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Cr. 5.1 pacmpocTpaHsieTcss Ha TOJTHOMOYHS, KOTOPhIE HE TEepEAaHbl JJIsi OCYIISCTBICHHUS OpraHaM
rOCY/IapCTBEHHOW BIAcTH CyOBEeKTOB PD u opraHaM MECTHOTO CaMOYIIPABJICHUS COOTBETCTBYIOIIHMHU
dbenepanpapiMu 3akoHamu (O3 ot 13.07.2015 N 233-D3).

Cratba 5.1. [llepemaya ocyuwecTBneHUss mnosiIHoMouun eaepanbHbIX OpPraHoB
MUCMOSIHUTENIbHOW BRNacTU npu obpalleHMn reKapCTBEHHbIX CpeACTB opraHam
ucnosnHuTeNnbLHON BNacTu cyobektoB Poccumnckon ®epepauumn

(BBenena denepanbHbIM 3aKk0HOM OT 13.07.2015 N 233-D3)

[TonmHOMOuUMS (enepanbHbIX OPraHOB MCIIOJHHUTENBHON BIIACTH IpU OOpALIEHUU JIEKapCTBEHHBIX
CPEICTB, MpeaycCMOTpeHHble HacTodAwuM @DenepaqbHbIM 3aKOHOM, MOIYT IepeJaBaThCs s
OCYLIECTBJICHUsSI ~ OpraHaM  HUCIOJHUTENIbHOW  Biactu  cyObekToB  Poccuiickoit ~ deneparnuu
noctanosieHusasMu [IpaBurensctBa Poccniickoit denepanuu B Mopsake, yCTaHOBICHHOM PDenepabHbIM
3aKOHOM OT 6 OKTsI0pss 1999 roga N 184-®3 "OO6 oOmmx NMpUHIMIIAX OpraHU3aIluu 3aKOHOAATCIIBHBIX
(mpeacTaBUTENbHBIX) U HCHOJHUTENIBHBIX OPraHOB I'OCYJAapCTBEHHOW BiacTH cyObekToB Poccuiickoit
denepanuu".

Cratba 6. NonHOMO4YMA OpraHOB UCMNOJSIHUTENbLHOW BracTu cybbekTta Poccunckon
deaepaumm npm odpaLieHnn NneKapcTBeHHbIX CPeacTB

K mnosHOMOUYMSM OpraHoB MCIOJHUTEIbHOW Biactu cyObekTa Poccuiickoit ®enepauuu npu
00pallleHNH JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

1) pa3paboTka U peanu3anusi peTHOHAIBHBIX MPOrpaMM O00eCIIeUeHUs HaceJIeHUs JIEKApCTBEHHBIMU
npernaparamu;

2) yCcTaHOBJIEHHE NPEJEIbHBIX Pa3MEPOB ONTOBBIX HaJA0aBOK U MPEAENIbHBIX Pa3MEPOB PO3HUYHBIX
Ha/10aBOK K (aKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJEHHBIM IPOU3BOAUTENISIMU JIEKAPCTBEHHBIX
[IpernapaToB, Ha JIEKAPCTBEHHbIE Ipenaparbl, BKIIOUYEHHbIE B IE€PEUEHb >KU3HEHHO HEOOXOIMMBIX H
BAOKHEUIIINX JICKAPCTBEHHBIX IIPENApaToB;

3) ocyllecTBIEHHE PETHOHAIBHOTO TOCYIAPCTBEHHOIO KOHTPOJIS 3a TMPUMEHEHHWEM IIeH Ha
JIeKapCTBEHHbIE MpEenaparhl, BKIIOUEHHBIE B TMEPEYEHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEHUIIMX
JIEKapCTBEHHBIX IPENapaToB, OpraHU3alUsIMHU OINTOBOM TOPIOBIM JIEKAPCTBEHHBIMH CpPEJICTBAMU,
anTeYHbIMH OPTraHMU3ALMUSAMH, WHAWBUAYAJIbHBIMU NPEANPUHUMATENIMH, HMEIOIIUMHI JIMIIEH3UI0 Ha
(bapMaleBTUUECKYIO0 JAESITENbHOCTh, MEIUIMHCKUMH OpTraHU3allMsIMU, HUMEIOUIMMH JIMIEH3UI0 Ha
(bapMareBTUYECKYI0 JesITeIbHOCTb, W HMX O00O0COOJIEHHBIMU TMOJpa3feNcHusIMA  (aMOyaTopusMu,
denpamepckuMu U QENbIIIepCKO-aKyIIepCKUMH  MMYHKTaMH, LeHTpaMu (OTIeNIeHUusMHU) oOmien
BpaueOHOM (CeMeiHOo#) MpakTHKH), PACIONOKEHHBIMH B CENBCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT alIT€UHbIE OPraHU3aLUN;

(B pen. deaepayibHbIX 3aKOHOB OT 25.06.2012 N 93-D3, ot 27.12.2019 N 475-D3)

4) npuHsATHEe peleHus 00 HCMOJNIb30BAaHMM Ha Tepputopuu cyobekTa Poccuiickoit ®denepanumn
HapsIy C pelenTaMy Ha JIEKapCTBEHHBIE IpenapaThl, 0(OpMIEHHBIMU Ha OYMa)KHOM HOCHUTEJIE, PELENTOB
Ha JIEKapCTBEHHBIE MTpenapaTsl, CPOPMUPOBAHHBIX B (HOPME AIEKTPOHHBIX JOKYMEHTOB.

(n. 4 BBennen PenepanbHbIM 3aK0HOM 0T 29.07.2017 N 242-D3)
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Mnasa 3. TOCYAJAPCTBEHHASA ®APMAKOIEA

Cratbsa 7. Paspabotka ¥ uM3gaHuMe rocypnapcTtBeHHou cpapmakonewn, pasmelieHue
AaHHbIX O Hen

1. ITox rocymapcTBeHHOU (hapMakoreei MOHUMAETCsS CBOJ OOMMX (hapMaKONEHHBIX CTAaTed M
(hapMaKoINeWHbIX CTaTeH.

2. Pa3zpaborka oOmux (apMakoneHsIx cTared W ¢apMaKkONEeHHBIX CTaTei, B TOM 4YHUCIE
¢dapMakonelHpIXx cTareil Ha (QapMakomelHble CTaHIApTHBIE O0Opas3npl, W BKIIOYEHHE HUX B
roCy/lapCTBEHHYIO (hapMaKoIel0 OCYIIECTBISIOTCS B MOPSIKE, YCTAHOBJIEHHOM YIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCTIOJIHUTEITLHON BIIACTH.

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

3. Pa3pabotka papmakoneiiHol cTaTbu Ha peEpEeHTHBIN JIEKapCTBEHHBIN IpenapaTr U BKIIOUYEHUE
ee B IOCyJapCTBEHHYIO (papMakoIlel0 B TEUEHHE CpoKa JCWCTBUS 3alUThl MCKIIOYMTEIBHOTO IpaBa,
YIIOCTOBEPEHHOT'O MAaTeHTOM Ha pedepeHTHBIN JIGKAPCTBEHHBIN MpenapaT, OCYHIECTBISIFOTCS C COTJIACHs
ero pa3padoT4MKa.

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

4. TocynmapcTtBeHHass (apMakornes H3aeTCs YIOJHOMOYCHHBIM  (eiepaJbHbIM  OpPraHOM
WCTIOJTHATENIBHOW BJIACTH 32 CYET CPEACTB (penepanbHOTro OrOKeTa M MOUICKHUT TIEPEH3AaHUSIM HE PeKe
YeM OJIMH pa3 B IIATh JIET, B MEPUOJ MEXIY KOTOPBIMU H3JIAIOTCS MPHIIOKEHUS K TOCyIapCTBEHHOMN
dapmakoriee, conepxkamme oOmme QapmakoneiiHpie cratbum W (Wiau) (apMaKoNCHHBIE CTAThH,
yTBEPKJACHHBIE TTOCIIE U3/IaHUs WIH MIeper3AaHus TOCyIapCTBEHHON (hapMaKomeu.

5. YnonmHomoueHHBIH (enepanbHBI OpraH HWCIOJIHUTEIBHOW BJIACTH pa3MeniaeT JgaHHBIE O
rocy/1apcTBeHHOHU (hapmakoree U MPHIOKEHHUIX K Hell Ha cBoeM oduIlManbHOM caiite B cetu "MHTepHEeT"
B YCTAHOBJIEHHOM UM MOPSJIKE.

Mnasa 4. IMUEH3UPOBAHUE NPOU3BOOCTBA JIEKAPCTBEHHbLIX CPEACTB
N ®PAPMALEBTUYECKON OEATENBbHOCTU, TOCYOAPCTBEHHbIA KOHTPOIb
(HAA3OP) B C®EPE OBPALLEHUA NEKAPCTBEHHbLIX CPEACTB
(B pen. @enepanbHoro 3akona ot 11.06.2021 N 170-03)

Ctatba 8. JlMueH3MpoBaHMe NPOU3BOACTBA JIEKAPCTBEHHbIX CpPeAcTB U
dapmaueBTMUYECKON OeATENBLHOCTHU

1. JIunensupoBaHue MPOM3BOJICTBA JEKAPCTBEHHBIX CPEACTB U (papMaleBTUUYECKOW AESITeTbHOCTU
OCYILIECTBIISIETCS. B COOTBETCTBHUHM € 3aKOHOAATENbCTBOM Poccuiickoit deneparun.

2. O6s13aTeabHBIM YCIOBUEM MPEIOCTABICHHUS JIMLEH3UN Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
ABIISICTCA TPUIOKEHUE K 3asBJICHUIO COMCKATeNs JIMIEH3UHM TepedHs JIeKapcTBEHHBIX (opM U (WiH)
BUJOB (hapMalleBTUUECKUX CYOCTAHIIMH, KOTOpbIE MPOU3BOAUTENH JIEKAPCTBEHHBIX CPEJICTB HaMEpPEH
MIPOU3BOJUTE.

KoncynbrantlIntoc: npumedanue.
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C 01.03.2022 B u. 3 ct. 8 BHOCcsTCS m3MeHenus (D3 ot 11.06.2021 N 170-D3).

3. B cnyuae HEOOXOAMMOCTH PACHIMPEHUS MTPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB 332 CYET HOBBIX
JICKapCTBEHHBIX (opM W BUIOB (papMaleBTUYECKUX CYOCTaHIMKA IPOU3BOJAUTENh JIEKAPCTBEHHBIX
CPEICTB JIOJDKEH TepeopOPMUTH JIUIIEH3UIO Ha TTPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB.

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

4. JIuueH3us Ha MPOU3BOJACTBO JICKAPCTBEHHBIX CPEACTB ((hapMaleBTHUECKOW CyOCTaHLIMU CIIUPTa
STUJIOBOTO (3TAaHOJIA) BBIAETCS IPU YCIOBUM HAJIMYUSA Yy OpraHu3allMd Ha IIpaBe COOCTBEHHOCTH,
XO3SICTBEHHOT'O BEJICHUSI MJIM OTIEPATUBHOTO YIPABICHHUS OCHOBHOTO TEXHOJOTHUECKOTO 000PYAOBaHUS
IUI TIPOU3BOJCTBA STHJIOBOIO CHUPTA, 3apPETMCTPUPOBAHHOTO B COOTBETCTBUU C€O cTaTthed 14.1
@enepanbHOro 3akoHa OoT 22 HOsiOpst 1995 roma N 171-®3 "O rocynapCTBEHHOM pPETYIMPOBAHUU
IIPOM3BOJICTBA U 00OpOTa STHJIOBOIO CIHUPTA, AJKOTOJbHOM M CHMpTOCOJEpXkaliedl MpoayKuuud U o
OrpaHUYEHUU NOTpeOIeHUs (PACIIUTHUS) AIKOTOJIbHON MPOAYKIMU'".

(uactb 4 BBenena denepanbubiM 3aKk0HOM 0T 27.12.2019 N 481-D3)

Cratba 8.1. OCOOGEHHOCTM NUUEeH3NpPOBaHUSA NPOU3BOACTBA FNEKapCTBEHHbIX
cpeactB (thapmaueBTUHECKOM CyOGCTaHL MM cnupTa 3TUNOBOro (3TaHona)
(BBenena denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

1. JlelicTBue JMIIEH3MM Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CpeAcTB ((apmareBTHUECKON
CyOCTaHIIMM CHUPTa ASTUJIOBOrO (3TaHOJA) MPUOCTAHABIMBAETCS B YACTH IpaBa Ha IPOU3BOJICTBO
(dapmalleBTHUECKO CyOCTaHIIMKM CHHPTA ATHIOBOTO (STAaHOJA) JIMLIEH3UPYIOIMIUM OPraHOM B CIIydasX,
onpeneneHHbIX ctatheil 20 denepanpHoro 3akoHa ot 4 mas 2011 roma N 99-®3 "O nuneH3upoBaHUU
OTAENbHBIX BHUJOB JEATENbHOCTH", a TaKKe HAa CPOK IPUOCTAHOBJIEHMS MACUCTBUS JUIEH3UM Ha
IIPOM3BOJICTBO 3TUIIOBOTO CIIUPTA JJIsl POU3BOJCTBA (hapMalleBTUYECKON CyOCTaHIIMN CIMPTA STHIOBOTO
(aTa”oNa), BBIITAHHOM B COOTBETCTBUM ¢ PenepalbHbIM 3aKOHOM OT 22 Hos0ps 1995 roga N 171-03 "O
rOCy/lapCTBEHHOM pPETyJIMpPOBAaHUM TMPOM3BOACTBA M 00OpPOTa STHIOBOTO CHHUPTA, AJIKOTOJBHOM H
CIUPTOCOIEpHKAIEH MPOIYKIUU U 00 OrpaHUYEHUH NMOTPeOIeHNs (PaCUTHs) aJIKOTOJLHON MPOTYKIMU".

2. JleiicTBUe JMIIEH3MM Ha TPOU3BOJCTBO JIEKAPCTBEHHBIX CpeACTB ((apmarneBTHUECKON
CyOCTaHIIMM CIIUpTa STWIOBOrO (3TaHOJIA) B YacTW IpaBa Ha IPOU3BOJACTBO (papMalleBTUUECKOil
CyOCTaHIIMM CHUPTA JTWIOBOTO (dTaHOJIA) TMpEKpaIlaeTcss JUIEH3UPYIOIMM OpPraHOM B CIyYasXx,
onpeneneHHbIx cratbeil 20 @enepanbHoro 3akoHa ot 4 mas 2011 roma N 99-®3 "O nuneH3upoBaHuU
OTIENbHBIX BHJIOB JEATEIBHOCTU", a TaKkKe C JaThl NPEKpalleHHs WU aHHYJIMPOBAHUS JEWCTBUSA
JMIEH3UHM Ha TPOM3BOJCTBO ATUJIOBOTO CIHPTA Ul MPOU3BOACTBA (hapMaleBTHUECKOW CyOCTaHLIUU
CIUpTa 3TUIIOBOTO (3TaHOJA), BEIJAHHON B coOTBEeTCTBUM ¢ DenepanbHbiM 3akOHOM OT 22 HOsiOpst 1995
roga N 171-®3 "O rocyaapCTBEHHOM pEryJIMpPOBAHUU IMPOU3BOJACTBA U 000pPOTa ATUIOBOTO CIHPTA,
QJIKOTOJILHOM ¥ CIIUPTOCOJEpKallel MpOoAyKIMH U 00 OrpaHMYeHUM MOTpedsieHus: (paciuTus)
QJIKOTOJIBHOM MPOyKIUH".

Cratba 9. [locymapcTBeHHbInW KOHTponb (Hap3op) B cdepe obGpaleHus
neKapcTBeHHbIX CpeAcTB
(B pen. denepanbHoro 3akona ot 11.06.2021 N 170-D3)

1. TocymapcTBeHHBIH KOHTpOJb (Haa30p) B cdepe oOpalleHus JEKapCTBEHHBIX CPEACTB
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OCYIIIECTBISIETCS TOCPEICTBOM (heepaabHOr0 TOCYIapCTBEHHOTO KOHTPOJds (Haa3opa) B cdepe
oOparnieHusi JEKapCTBEHHBIX CPEICTB M (eepaIbHOTO TOCYIaPCTBEHHOIO JIMIIEH3MOHHOTO KOHTPOJIS
JEeSTEILHOCTH 110 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB, OCYIIESCTBISIEMBIX (eAepaTbHBIMU OpraHAMH
HCTOJIHUTEJILHOM BJIACTH, yHOJIHOMOUYEeHHBIMU [IpaButenscTBoM Poccuiickoit @enepanuu.

2. Ilpenmerom QenepansbHOTO TOCYIapCTBEHHOTO KOHTPOJIsS (Ham3opa) B cdepe obOpamieHus
JICKapCTBEHHBIX CPEIICTB SABJISIOTCS:

1) cobmonenue o0s3aTeNbHBIX TpeOOBaHMH B cepe oOpalieHus JeKapCTBEHHBIX CPEJCTB, B TOM
qucIe:

a) Tpe6OBaHHﬁ K OOKJIMHHUYCCKHUM HCCICHOBAaHHUAM JICKAPCTBCHHBIX CPCACTB, KIMHUYCCKUM
UCCIIEIOBAaHMAM JICKAPCTBEHHBIX IIPENapaToB, M3TOTOBICHUIO, XPAaHEHUIO, TIEPEBO3KE, BBO3Y B
Poccuiickyro ®enpepanuro, OTHOYCKY, pealv3aluM, Iepeaye, IMpPOJaKe JEKAPCTBEHHBIX CPEJICTB,
MPUMEHEHUIO JICKAPCTBEHHBIX IPENapaToB, YHHUUYTOKEHUIO JIEKAPCTBEHHBIX CPEJACTB, YCTAHOBJICHUIO
MPOU3BOJUTCIIAMU JICKAPCTBCHHBIX IIPCIIApaTOB LCH Ha JICKAPCTBCHHBIC IPCIIapaThbl, BKIIOYCHHLIC B
nepeyeHb )KU3HEHHO HEOOXOUMBIX U BaKHEHIIINX JIGKAPCTBEHHBIX MPENapaToB;

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

B) TpeOOBaHMII K COONIOACHHUIO CYOBbEKTaMH OOpaIIeHHs JIEKAPCTBEHHBIX CPEICTB, YKA3aHHBIX B
gactu 1 crateu 67.1 Hactosimero denepaibHOrO 3aKOHA, OTPAHUYCHUH, HalaraeMbix cTtatbsiMu 67.1 u
67.2 nactosmero denepanbHOro 3aKOHA;

2) colOuroICHUE JINIIEH3NOHHBIX TPEOOBAHMI K OCYIIIECTBICHHIO (DapMalleBTHYECKON J1eITeIbHOCTH;

3) cobmironenue TpeOOBaHUM K NMPEAOCTaBICHUIO CyObEKTaMU OOpallleHus JIEKapCTBEHHBIX CPEACTB
uHpOpMAMK O JIEKAPCTBEHHBIX CpeACTBaX W (WIIM) JIEKAapCTBEHHBIX Ipernaparax, MpexyCMOTPEHHOMH
cratbsimu 9.1, 52.1 u 64 Hacrosuero degepaabHOro 3aKOHA.

3. llpu ocymecTBiaeHH (eaepaabHOro TIoCyJapCTBEHHOIO KOHTposs (Haza3opa) B cdepe
oOpalleHusl JIEKapCTBEHHBIX CPEACTB MPOBOAATCSA CIEAYIOIIME BHIbl KOHTPOJIBHBIX (HAI30pPHBIX)
MEPOINPUATHH:

1) nokyMeHTapHas IpOBEpKa;

2) BBIE3/IHAS TIPOBEPKA;

3) BIOOPOYHEII KOHTPOIb Ka4eCTBa,
4) KOHTpOJIbHAS 3aKYIKa;

5) UHCTIEKITMOHHBIN BU3UT;

6) HaOmrofeHHe 3a CcOOJIIOJIeHHEM O00s3aTeNbHbIX TpeOOBaHUM (MOHUTOPUHI OE30MacCHOCTH)
(papmaxonamzop).



https://login.consultant.ru/link/?req=doc&base=RZR&n=389067&date=28.07.2021&dst=100011&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=210936&date=28.07.2021&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=389067&date=28.07.2021&dst=100011&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=389067&date=28.07.2021&dst=100011&fld=134

4. Opranuzanus U OCyIIECTBIEHHE (eepaIbHOTO roCyIapCTBEHHOTO KOHTPOJIS (Haa30pa) B chepe
oOparnieHus JEKapCTBEHHBIX cpencTB perynupytorcs denepanpabiM 3akoHoM oT 31 urons 2020 roma N
248-®3 "O rocymapCcTBEHHOM KOHTpoJie (HAI30pe) W MYHUIMIAIBHOM KOHTposie B Poccuiickoit
Oenepanun".

5. BHeriaHOBBI BBIOOPOYHBI KOHTPOJIb KadecTBa MPOBOJUTCS B TOM YHCIE€ HAa OCHOBAHUHU
IIPOrPaMMBI IPOBEPOK.

6. I1maHOBBI BEIOOPOUYHBIH KOHTPOJIb KAUYECTBA HE MMPOBOIUTCSI.

7. 1o pe3ynbTaTaM BHIOOPOYHOT'O KOHTPOJISI KAYeCTBa HAPSAY C PEIICHHUSIMH, TPEAYCMOTPEHHBIMU
®enepanbubiM 3akoHOM OT 31 utons 2020 roxga N 248-D3 "O rocyaapcTBEHHOM KOHTpoOJie (Haa30pe) U
MYHUIIUIIAILHOM KOHTposie B Poccuiickoit ®Denepanun”, enepaabHbIMU OpraHaMd HMCIIOJHUTEIHHOMN
BJIAaCTH, YINOJHOMOYCHHBIMHM Ha OCYIICCTBJIICHHC BI)I60p0‘~IHOFO KOHTPOJIA Ka4CCTBA, MNPHHUMAIOTCA
CIICAYIOIINE PEIICHUS:

1) o panpHelIIeM TrpakJaHCKOM OOOpOTE CEpUH, MapTUU COOTBETCTBYIOIIEIO JIEKAPCTBEHHOIO
CpeICTBa B Clly4ae MOATBEPKICHUS MO pe3ysbTaTaM MPOBEICHHBIX HCIBITAHUI COOTBETCTBHS KauecTBa
JIEKApCTBEHHOT'O CPEJICTBA YCTAHOBJICHHBIM TPEOOBAHUSIM;

2) 00 HU3BATHH U3 I'paXaAaHCKOI'O 06op0Ta CepuHr, MapTuu COOTBCTCTBYIOLICI'O JICKAPCTBCHHOI'O
cpeacTtBa B ClIydac BBIABJICHUA IO PE3yJibTaTaM HNPOBCACHHBIX HCIIBITAHUH HECOOTBETCTBHS KadecTBa
JICKApCTBCHHOT'O CpCACTBA YCTAHOBJICHHBIM Tpe6OBaHI/I$IM;

3) o mepeBoje JEKAPCTBEHHOTO CPEJCTBA HAa TMOCEPUNHBIN BBIOOPOUYHBIN KOHTPOJb KadecTBa
JIEKapCTBEHHBIX CPEJCTB B CIy4yae NMOBTOPHOI'O BBISBICHMS HECOOTBETCTBHUS KauyeCTBA JIEKAPCTBEHHOTO
CpEICTBa YCTaHOBJIEHHBIM TpeOOBaHMUSIM U (NP HEOOXOAMMOCTH) O MpPOBEpKEe CyObeKkTa oOpalieHus
JIEKapCTBEHHBIX CPelCTB. Pacxobl, CBSA3aHHbBIE C MPOBEIECHHUEM IOCEPUITHOIO BHIOOPOUHOTO KOHTPOJIS,
OIJIAYMBAIOTCSl TPOU3BOAMTENIEM JIEKAPCTBEHHOIO CpeACTBa JMOO JeprKaTesieM WM BIAJeNbleM
PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO Mpernapara.

8. denepanbHBIl TOCYIapCTBEHHBIN JIMLIEH3UOHHBIA KOHTPOJb JEATENbHOCTH IO IPOU3BOACTBY
JIEKAPCTBEHHBIX CPEACTB OCYILECTBIIETCS B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoi
denepanuu.

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

1. B nensix opranu3anuu BBIOOPOYHOT'O KOHTPOJISE KAYeCTBA JIEKAPCTBEHHBIX CPEICTB (hOpMUpYyeTCs
IporpaMma mpoBEpOK.

2. lnsg uened peanu3alMM MPOTrpaMMbl MPOBEPOK MPOU3BOJIUTENN JIEKAPCTBEHHBIX CPEICTB M
OpraHM3allfi, OCYIIECTBIISIIOIINE BBO3 JIEKAPCTBEHHBIX cpeactB B Poccuiickyro dDenepamuto,
MPEAOCTABIAIOT B OTHOLIEHWM JIEKAPCTBEHHBIX CPEACTB [UIsl MEJIUIMHCKOTO IPUMEHEHUS B
YIOJTHOMOYCHHBIA (heiepaIbHbId OpraH HWCIOTHUTEIBHOW BJIACTH, OCYIIECTBISIONMHMN (DYHKIMH IO
KOHTPOJIO W Haa30py B cdepe 3apaBOOXpaHEHHS, B OTHOIIEHUW JIEKAPCTBEHHBIX CPEACTB JUIA
BETEPUHAPHOTO TPUMEHEHHS B YIOJHOMOYCHHBIA (eaepaabHblil OpraH HWCIOJIHUTEIHHOW BIIACTH,
OCYIIECTBISIONNI (DYHKIIMU 110 KOHTPOJIO U HAI30py B chepe oOpareHust JIeKapcTBEHHBIX CPEJCTB IS
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BETEPUHAPHOTO MPUMEHEHHUsSI, CBEJICHUSI O CEpHUAX, MAPTUSX JICKAPCTBEHHBIX CPENICTB, MOCTYIAIOIINX B
rpaxaanckuii o6opotr B Poccuiickoit ®enepanuu, B MOpsAIKe, cocTaBe U 00beME, YCTaHOBJICHHBIX
YKa3aHHBIMU (heqiepaabHbIMA OpraHaMH UCTIOJHUTENLHOM BJIACTH B OTHOIICHUU JICKAPCTBEHHBIX CPEICTB
JUIS MEIULUHCKOTO MPUMEHEHHs] M B OTHOLICHHH JIEKAPCTBEHHBIX CPEICTB [UIsl BETEPUHAPHOTO
MIPUMEHEHHUS COOTBETCTBEHHO.

3. Ilporpamma mpoBepok GopMHpYEeTCs Ha KaleHIapHbIM roa B cpok g0 30 mexkabpsi roxa,
MPEANIECTBYIONIETO TOAY MPOBEACHUS BHIOOPOUYHOTO KOHTPOJIS.

nn

4. B ciayuyae HacTyIuieHHS COOBITHH, yKa3aHHBIX B MoamyHkTax "0" m "B" myHkTa 2 vactu 6
HACTOAIIEH CTaThH, (eepaTbHBIM OPraHOM HCTOJHUTEIBLHOW BIACTH, OCYIISCTBISIOIIUM (YHKIIUH IO
KOHTPOJIIO M HaA30py B cdepe 3apaBooxpaHeHUs, (enepanbHbIM OpraHOM HCHOJHUTENBHOM BIACTH,
OCYIIECTBISIONMM (PYHKITUH TI0 KOHTPOJIIO U HA/30py B cepe oOpaiieHus JeKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO TIPUMEHEHUsS, MNpPU HEOOXOAMMOCTH BHOCSTCS COOTBETCTBYIOLIME HW3MEHEHHUS B
porpamMmmy MpoOBEPOK.

5. B mporpammy poBEpOK MOT'YT BKIIIOUATbCS MEPOIPUATHS C Yy4E€TOM HApYLIECHUM, BbIABICHHBIX B
pamMKax KOHTPOJBHBIX (HaJ30PHBIX) MEPOIPUITUN 3a MPEAbIAYIINNA KaJleHAAPHBINA IO,

6. [Iporpamma npoBepOK COAEPIKUT:

1) mepeyeHp JIEKapCTBEHHBIX CPENICTB, OTOOP 00Pa3IOB KOTOPBIX OYAET OCYIIECTBISATHCA B paMKax
BBIOOPOYHOTI'O KOHTPOJIS, POPMUPYEMBIH C YIETOM pe3yJIbTaTOB rOCYJapCTBEHHOIO KOHTPOJIS (HA/A30pa)
B cepe o0palieHus JIeKapCTBEHHBIX CPEICTB 32 KaJCHIAPHBINA TOM, MPEIIIECTBYIONIHNA TOAY POBEICHUS
BBIOOPOYHOTI'O KOHTPOJIS;

2) yka3zaHWe Ha COOBITHE, HACTYIUJIEHHE KOTOPOTO SIBJISETCS OCHOBAaHUEM [IJISi OCYIIECTBIICHHS
BBIOOPOYHOT'O KOHTPOJIS:

a) MOJy4YeHHE CBEJECHUM, MPECTABIIEMbIX B COCTaBE U 00BbEME, YCTAaHOBIIEHHBIX (pelepatbHbIM
OpPraHOM HCHOJHMUTENBbHOM BIACTH, OCYLIECTBISIOUIMM (YHKIIMM MO KOHTPOJIIO U HaI30py B chepe
3/paBOOXpaHeHus], (eaepalbHbIM OPraHOM HCIOJHUTEIBHON BJIACTH, OCYIIECTBISAIOMIUM (YHKIUU IO
KOHTPOJIIO U Haa30py B chepe oOpallieHns IeKapCTBEHHBIX CPEJCTB AJIi BETEPUHAPHOTO MPUMEHEHHUs, O
CepHsiX, MApTUSX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAIOIMX B TpaKJaHCKui oOopoT B Poccuiickoi
@Qenepanyy, yKa3aHHbIX B IIyHKTE | HacTosAmled 4YacTH, OpPraHU3alUsAMHU, OCYLIECTBIISIIOLIMMHU
IIPOU3BOJICTBO JIEKAPCTBEHHBIX cpeAcTB B Poccuiickoit denepanuy U BBO3 JICKAPCTBEHHBIX CPEACTB B
Poccutickyro denepanuro;

0) moJydeHue MOCTyMNaromeld B MOpsIKe, YCTAHOBICHHOM cTaThell 64 HacTosmero denepaibHOTO
3aKoHa, MH(OpPMAIMK O OOOYHBIX JEHCTBUAX, HEXKENATEIbHBIX PEaKIUIX, CEPhE3HBIX HEXKEJIATEIbHBIX
peaxkuusx, HeMpeABUICHHBIX HEKEIaTeNbHbIX PEaKIUsIX MPH NMPUMEHEHHH JIEKaPCTBEHHBIX MPEnapaTos,
00 MHIMBHUIYalTbHON HENEepEeHOCUMOCTH, OTCYTCTBHHM I(PQPEKTUBHOCTH JIEKAPCTBEHHBIX IPENaparoB, a
TaKke 00 WHBIX (paKTax ¥ OOCTOSATENHCTBAX, MPEACTABISIONIUX yIrPO3y KU3HU WM 3OPOBBIO YeIOBEKA
Tu00 JKUBOTHOTO TMPH NPUMEHEHWHU JIeKApPCTBEHHBIX MPENapaToB W BBHIIBICHHBIX Ha BCEX JTamax
oOparlieHus JIeKapCTBEHHBIX MpenapaToB B Poccuiickoit deaepanuu 1 Ipyrux rocyiapcrax;

B) moiy4yeHue B coorBercTBUU ¢ DenepanpubiM 3akoHOM OT 31 mions 2020 roma N 248-03 "O
roCyJapCTBEHHOM KOHTposie (Haa30pe) W MYyHHIMNAIBHOM KoHTposie B Poccuiickoit ®enepammn"
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CBEICHUI O MPUYMHEHWH Bpeda Wium o0 yrpo3e NMPUYMHEHUS Bpela >KU3HH, 30POBBIO TPAKIAH WIIH
KUBOTHBIX.

Cratba 9.2. NocypapcTBeHHbIM KOHTponb (Haas3op) 3a peanusauymen opraHamu
ucnonHuTenbHOM Bnactu cybobektoB Poccumnckon ®depgepaumm nonHomouunm B cchepe
obpalyeHMA neKapCTBEHHbIX CPeaAcCTB ANA MeAULMUHCKOro NpuMeHeHus

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

1. T'ocynapcTBeHHBIH KOHTPOJIL (HAA30p) 3a pealu3alieil OopraHaMu HUCIOJHHUTEIbHOM BIIACTU
cyobektoB Poccuiickoit denepanuu noaHoMouunil B chepe oOpaleHuss JEKapCTBEHHBIX CPEACTB JUIS
MEJIULUHCKOIO IPUMEHEHUs OCYLIECTBISETCA YNOIHOMOYeHHbIM [IpaBurensctBoM Poccuiickoi
®denepanuy OpraHOM HUCIIOJHUTEIBHOMN BJIACTH.

2. IlpenMeTom rocyaapCTBEHHOTO KOHTPOJIS (HAA30pa) 3a peain3aineil opranaMu UCTIOJHUTEIbHON
BJacTu cyobekToB Poccuiickoit Denepannu MOJTHOMOYHIA B cepe oOpalieHus JICKapCTBEHHBIX CPECTB
AJIL MCAUITUHCKOI'O MPUMEHCHUSA ABJIACTCA CO6JHOI[CHI/IC YIIOJTHOMOYCHHBIMHA OpraHaMu HCIOJIHUTEIbHOU
BJacTu cyObekToB Poccuiickoit denepanuu METOMKH YCTAHOBIICHHS TPEACIbHBIX Pa3MEPOB ONTOBBIX
HaZI6aBOK U OpCACIbHBIX PasMCPOB PO3HHUYHBIX HaII6aBOK K q)aKTI/ItIGCKI/IM OTITYCKHBIM IICHAaM,
YCTAHOBJICHHBIM TPOW3BOJIMTEISIMU JIGKAPCTBEHHBIX TIPEMapaToB, Ha JICKAPCTBCHHBIC MPENaparhl,
BKJIFOYCHHBIC B IICPCUCHDb JKU3HCHHO HCO6XOI[I/IMI)IX Y BaXXKHEHUIIINX JICKApPCTBCHHBIX MPCIIapaToB.

3. Ilpu oOCyIIECTBIEHUH TOCYJapCTBEHHOIO KOHTpossd (Haa3opa) 3a peanusanuedl opraHaMu
WCTIOJTHUTENBHOW BiacTu cyObekToB Poccuiickoit ®enepamuu momHoMounid B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB VISl MEJULIUHCKOTO IPUMEHEHMSI IPOBOIATCS CIECAYIOIINE BUABI MEPOIIPHUSITHIA:

1) noKyMeHTapHbIe IPOBEPKH;
2) BbI€3THBIE IPOBEPKHU.

4. OpraHuzanusi U OCYIIECTBIECHHE TOCYIapCTBEHHOTO KOHTpOJIA (HAA30pa) 3a peanu3arueit
OpraHaMH WCIIOJIHUTENbHONW BIacT cyObekToB Poccuiickoit denepanu momHOMOYHE B cdepe
oOpaInieHus1 JICKapCTBEHHBIX CPEACTB MJIsi MEIUIIMHCKOTO MPUMEHEHHs perynupyroTcs deneparbHbIM
3aKOHOM OT 6 okTs0psa 1999 roga N 184-@3 "OO6 o0mux MpUHIKIAX OPraHHU3AINH 3aKOHOJATEIbHBIX
(mpeacTaBUTENbHBIX) U HCHOJHUTENBHBIX OPraHOB I'OCYJAapCTBEHHOW BiacTH cyObekToB Poccuiickoit
Oenepaunn".

5. [TlomoxkeHme O TOCYJapCTBEHHOM KOHTpoje (Haa3ope) 3a peanu3alued opraHamu
UCTIOJHUTENBHOW BiacTu cyObekToB Poccuiickoit ®enepanuu mosHoMounit B cdepe obOpalieHus
JIEKAPCTBEHHBIX CPENCTB JJIsI MEIMLIMHCKOrO MpUMEHEeHUs yTBepxaaercs [IpaBurtensctBom Poccuiickoin
denepanuu.

Cratbsa 9.3. PernoHanbHbIN rocyaapCcTBEeHHbIN KOHTPOSb (HaA30p) 3a NPUMEHeHueMm
LeH Ha NnekapCcTBeHHblIe npenapaTtbl, BKIOYEHHbIe B NepevyeHb XXU3HEHHO HeObXoAUMbIX
M BaXXHEMLUUX JIeKapCTBEHHbIX NpenapaToB

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

1. PerroHanbHBIA TOCYIapCTBEHHBIN KOHTPOJIb (HA/A30p) 3a MPUMEHEHHEM 1I€H Ha JIEKapCTBEHHBIE
Ipernaparhl, BKJIIOYEHHbIE B TIepeUeHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX
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MpermapaToB, OCYIIECTBISICTCS OPraHOM HCIIOJTHHUTEIbHOW BiacTu cyOnekra Poccuiickoit Deneparuw,
YIOJTHOMOYEHHBIM BBICIIUM HCHOJHUTENIbHBIM OPraHOM IOCYJapCTBEHHOI BiacTu cyObekTa Poccuiickoii
denepanuu.

2. IlpenMeToM pEeruoHAIBHOIO TOCYJApCTBEHHOTO KOHTPOJIA (Haa3opa) 3a MpPUMEHEHHEM LIeH Ha
JICKapCTBCHHBIE TMpENaparhl, BKIIOYEHHBIC B TMEPEUCHb JKU3HCHHO HEOOXOAWMBIX U BaKHEHUIIUX
JIEKapCTBEHHBIX  MpernapaToB,  SBJISETCS  COONMIOJEHHE  OpraHU3alusIMH  ONTOBOM  TOPrOBIH
JIEKAPCTBEHHBIMU CPEICTBAMU, AITEUHBIMU OPraHU3aLUSIMHU, UHIWBUIYAJIbHBIMH MPEAIPUHUMATEIISIMU,
UMEIOLIUMH  JIMLIEH3UI0 Ha (apMaleBTHUECKYI0 JeATEJbHOCTh, MEIUIUHCKUMHU OpraHU3alUsIMH,
MMEIOIIUMU JIUICH3UI0 Ha (DapMarleBTHYECKYIO JACSITeNbHOCTh, U UX 000COOJICHHBIMU MOAPA3ICICHUSIMA
(amOynatopusiMu,  (GenabAlIEpCKUMH M (ENbAIIEPCKO-aKyIIEPCKUMU ~ IYHKTaMH,  LIEHTPaMH
(otnenenusiMu) oOImIel BpaueOHOW (CEeMEHOM) MPAKTUKH), PACIIONIOKCHHBIMU B CEITLCKUX HACEIICHHBIX
MIYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTE€YHbIC OpraHU3alMM, IpPU peaTu3aluu JIEKapCTBEHHBIX
MpermapaToB TPeOOBaHWN K MPUMCHCHHIO IICH, YPOBEHb KOTOPBIX HE JOJDKEH IMPEBBIMIATH CyMMY
(aKkTUYECKON OTMYCKHON IIEHBI, YCTAHOBJICHHOW IPOU3BOIUTENEM JIEKAPCTBEHHBIX MpEnaparoB, U
KOTOPbIE HE MPEBBIMIAIOT 3aPETHUCTPUPOBAHHBIX MPEACIBHBIX OTIYCKHBIX II€H, U Pa3MEPOB OMNTOBBIX
Han0aBOK W (WIHM) pa3MEpOB PO3HUYHBIX HAJA0ABOK, HE MPEBBIMIAIOIIUX COOTBETCTBEHHO pa3MEpoOB
MpeIeIbHBIX ONTOBBIX HAJ0ABOK M (MIIM) pa3MepOB MPEICIbHBIX POSHHYHBIX HAJI0ABOK, YCTAHOBJICHHBIX
B cyOnekTe Poccuiickoii @enepariui.

3. Opranuzaiusi U OCYIIECTBICHHE PETHOHAIBHOTO TOCYAApCTBEHHOTO KOHTPOJIS (Haa3opa) 3a
MIPUMCEHEHHEM IIEH Ha JICKAPCTBEHHBIC MPEapaThl, BKIIFOUCHHBIC B TICPEYCHb )KU3HEHHO HEOOXOAUMBIX U
BaKHEHINNX JIEKapCTBEHHBIX MIpenapaToB, perynupyorcs denepanbHpiM 3akoHoM OT 31 urons 2020 roga
N 248-03 "O rocyaapCTBEHHOM KOHTpoJie (HaA30pe) M MYHHIMIIAILHOM KOHTpolie B Poccuiickoit
Odenepanun".

4. TlonoxeHNe O PEernOHaIbHOM T'OCYAAPCTBEHHOM KOHTpOJE (HaA30pe) 3a MPUMEHEHUEM IIeH Ha
JICKApCTBCHHBIC TIIp€riapaThbl, BKIIOYCHHBIC B TICPCUCHL KHU3HCHHO H€06XOI[I/IMI>IX A BaXXHEHUITHX
JIEKapCTBEHHBIX IIPENaparoB, YTBEP)KJAETCSl BBICIIMM HCIOJHUTEIBHBIM OPraHoOM TIOCYAapCTBEHHOU
BiacT cyowrekra Poccuiickoil @enepanuu.

Cratba 9.4. ®epnepanbHbli roCcyAapCTBEHHbIA  JIMLEH3UOHHbLIM  KOHTPOJSb
AeATeNnbHOCTUN NO NPOU3BOACTBY NIeKAPCTBEHHbLIX CPeacTB
(BBeneHa ®enepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. ®enepanbHBIl TOCYAAPCTBEHHBIM JIMIIEH3MOHHBIA KOHTPOJIb JEATEIBHOCTH MO IMPOU3BOJCTBY
JIEKapCTBEHHBIX CPEJACTB OCYIIECTBIsIeTCS (elepanlbHbIMM OpraHaMM HCIIOJIHUTENBbHOW BIIACTH,
ynosHoMo4eHHbIMU [IpaButensctBoM Poccniickoit denepanumn.

2. @enepalbHBI TOCYAAPCTBEHHBIM JHUIIEH3UOHHBIN KOHTPOJb JAEATEIBHOCTH MO IPOU3BOJICTBY
JIEKaPCTBEHHBIX CPENICTB OCYIIECTBISAETCS B COOTBETCTBUU ¢ DenepanbHbiM 3akoHOM 0T 4 mast 2011 roga
N 99-®3 "O nuieH3upOoBaHUHU OTIENbHBIX BUJOB JAeATelbHOCTH" 1 DeepanibHbIM 3aKOHOM OT 31 utons
2020 roma N 248-®3 "O rocynapCcTBEHHOM KOHTpojie (HaA30pe) M MYHHIMMIAIbHOM KOHTPOJE B
Poccuiickoit ®enepanuu". B pamkax ¢eaepaqbHOr0 TrocylapcTBEHHOIO JHUIIEH3MOHHOTO KOHTPOJIS
JESTeIbHOCTH IO TPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB IUIAHOBBIE KOHTPOJIbHBIE (HAJ30pHBIE)
MEPOIPUATHS HE NPOBOIATCSH, NPU TOM IPOBOAUTCSA IEPUOANYECKOE IMOATBEPKAECHUE COOTBETCTBHS
JUIIEH3UATOB JIUIIEH3MOHHBIM TPEeOOBAaHUSAM B COOTBETCTBUH ¢ DenepanbHbIM 3akoHOM OT 4 mas 2011
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rojia N 99-®3 "O nuneH3upoBaHUH OTACIbHBIX BUIOB ACATEIHHOCTH" .

Mnaesa 5. PASPABOTKA, AOKITMHUYECKUE UCCNEOOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KIIMHUWYECKUE UCCNEOQOBAHUA
JNNEKAPCTBEHHbIX MPENAPATOB AnNA BETEPUHAPHOIO NPUMEHEHUA

CraTtba 10. PazpaboTka nekapcTBeHHbIX CpeAcTB

1. Pa3paboTka JIeKapCTBEHHBIX CPEACTB BKJIIOYAeT B Ce0S TOUCK HOBBIX (DapMaKOJIOTHUYECKU
AaKTHBHBIX BEIIECTB, IOCIEAYIONIEe W3YyYCHHE WX JICKAPCTBCHHBIX CBOWCTB, JOKIMHHYECKHE
UCCIICIOBAaHMs, Pa3pabOTKy TEXHOJIOTUH MPOU3BOACTBA (hapMaIeBTHUECKUX CyOCTaHIUM, pa3paboTKy
COCTAaBOB U TEXHOJIOTHI TIPOU3BOJICTBA JICKAPCTBCHHBIX MPENapaToB.

2. @uHaHCcOBOE oOecnieueHne pa3padOTKU JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS 3a CUET:
1) cpenctB deaeparbHOTO OKOKETA;
2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEICTB;

3) CpeICTB POU3BOIUTENEH JIEKapCTBEHHBIX CpEICTB npu BBIMIOJTHEHUH
Hay4YHO-HCCIIEI0BATENIbCKUX pabOT MO JO0rOBOPY MEXIY pa3padOTUYMKOM JIEKApCTBEHHBIX CPENCTB U
MIPOU3BOIUTENIEM JIEKAPCTBEHHBIX CPEJICTB;

4) MHBIX HE 3aIpelLeHHBIX 3aKOHOoIaTeIbcTBOM Poccuiickoit denepanii HCTOYHUKOB.

3. HpaBa pa3pa60TqI/n<a JICKAPCTBCHHOT'O CPCACTBA OXPAHAIOTCS I'PAKIAHCKUM 3aKOHOAATCIILCTBOM.

Cratba 11. [JOKNUHMYECKOe MuccrefoBaHUe JleKapCTBEHHOro cpeacrtea Ans
MeAULMHCKOro npumMmeHeHus

1. JIokTuHWYECKOe HCCIeI0BaHNE JIEKAPCTBEHHOTO CPEJCTBA JUIS METUITUMHCKOTO TMPUMCHCHHUS
MPOBOAMUTCS IyTeM TMPUMEHEHHS HAYYHBIX METOJIOB OIICHOK B IMEJSIX IMOJIyUYeHHUs JOKa3aTelbCTB
0e30macHOCTH, KauecTBa M 2PHEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTRA.

2. JIOKIMHUYECKOE HCCIEOBAaHUE JIEKAPCTBEHHOTO CPEJICTBA JUISI MEIMUIMHCKOTO MHPUMEHEHUS
MIPOBOAMUTCS. B COOTBETCTBUU C TpaBUJIaMM HaJylexalield 1a0opaTOpHOM MpaKTUKU, YTBEP:KIEHHBIMU
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPTaHOM UCIIOTHUTEIHHON BIACTH.

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

3. Jlns opraHu3aiiiy ¥ MPOBEJCHUS JOKIMHUYECKOTO MCCIIEJOBAHUS JIEKAPCTBEHHOTO CPEICTBA TS
MEOUIITMHCKOI'O MMPUMCHCHU A p33pa6OT‘-II/IKI/I JICKApCTBCHHBIX CpCacCTB MOTYT IIPHUBJICKATh
HAyYHO-MCCIIEIOBATEIbCKUE OpraHM3allui, 00pa3oBaTeNbHbIE OpPraHMU3allMU BBICHIETO0 00pa3oBaHUS,
HUMEIOIIE HEOOXOAUMYI0 MaTepualbHO-TEXHUUYECKYI0 0a3y M KBaJU(UIUPOBAHHBIX CHEIHAIUCTOB B
COOTBETCTBYIOLIEH 007aCTH HCCIeI0OBAHUS.

(B pen. ®enepanbHoro 3akoHa ot 02.07.2013 N 185-03)

4. JIOKJINHUYECKOE HCCIIEOBAHUE JIEKAPCTBEHHOI'O CPENCTBA s MEIULUHCKOTO INPUMEHEHUS
MIPOBOAMUTCS. MO YTBEPKACHHOMY pPa3pabOTUMKOM JIEKAPCTBEHHOTO CpPEJCTBA IUIAHY C BEIECHUEM
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IMPOTOKOJIa 3TOT0 HMCCICAOBAHUA U COCTABJICHHUEM OTUYCTA, B KOTOPOM COACPIKATCA PE3YJIbTAThl 3TOIO
HCCICIJOBaHUSI MW 3aKJIFOYCHUC (6] BO3MOXHOCTH  HIPOBCACHUA  KIMHHUYCCKOI'O Hucciaca0oBaHus
JICKApCTBCHHOTO IIpeCriapara JJIs1 MCAUIUHCKOI'O IPUMCHCHU .

5. [IpoBenenue mpoBepok COOMIOACHUS MPABUI HaAJIEKAIEH 1a00paTOPHOM MPAKTUKK U MPABOBBIX
HOPM HCIIOJIb30BaHUsI YKMUBOTHBIX TPH IPOBEICHUU JOKIMHUYECKUX WCCIEAOBAHUN JICKAPCTBEHHBIX
CPEICTB JJIsi MEIULMHCKOTO MPUMEHEHHUs OCYIIECTBISETCS YIMOJIHOMOYEHHBIM (efiepaibHbIM OpraHOM
WCIIOJIHUTEJIbHOU BJIACTH.

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

6. Pe3ynpTaThl JOKIMHUYECKOT'O HCCIEAOBAHUS JIEKAPCTBEHHOTO CPEJACTBA I MEIULIMHCKOTO
MPUMEHEHHUST MOTYT OBITh MPEACTaBICHBl B YINOJHOMOYEHHBIN (enepalbHblil OpraH MUCHOTHUTEIbHOM
BJIACTH B YCTAHOBJICHHOM IOPSAKE B LEJSAX TOCYIapCTBEHHON PETUCTPaIly JICKapCTBEHHOTO IIpenapara.

Cratba 12. [loknuMHMYeckoe wUccriefoBaHWE JleKapCTBEHHOro cpeactBa W
KNMUHMYECKOe uccrneaoBaHWe JfieKapCTBEHHOro npenapata Ans  BeTepUHapHOro
npUMeHeHusA

1. JloxknMHMYECKOE HCCIIEIOBAHUE JIEKAPCTBEHHOI'O CPEACTBA Il BETEPUHAPHOTO IPUMEHEHUs
IIPOBOJUTCS IyTéM IPUMEHEHHUS HAayYHbIX METOJOB OLICHOK B IENAX MOJy4YeHUs J0Ka3aTesIbCTB
0e30MmacHOCTH, Ka4ecTBa U 3((HEKTUBHOCTH JIEKAPCTBEHHOT'O CPEACTBA, B TOM YHUCIIE ONPEAEICHUS CPOKa
€ro BbIBEJICHUS U3 OpraHU3Ma JKUBOTHOIO, B LIEJISAX oOecredeHus: 0e30MacHOCTH MPOJYKLUHU KUBOTHOTO
IIPOUCXOXKACHUS [TOCIIE IPUMEHEHUSI COOTBETCTBYIOIIETO JIEKaPCTBEHHOT' O Iperapara.

2. JIOKJIMHHMYECKOE HCCIENO0BAaHUE JIEKAPCTBEHHOTO CPEACTBA M KJIMHMYECKOE MCCIEIOBAHNE
JIEKapCTBEHHOI'0 Ipemnapara JUis BETEpUHAPHOIO IMPUMEHEHMs, HCCle0BaHHE OHMO3KBUBAJIEHTHOCTH
YKa3aHHOT'O JIEKapCTBEHHOTO IpenapaTa MPOBOIATCA B COOTBETCTBHHM C IIPABWIIAMHU, YTBEPXKIECHHBIMHU
YIOJTHOMOYEHHBIM (pe/IepaIbHbIM OPTaHOM MCIIOIHUTEIbHON BIACTH.

3. JIOKJIIMHUYECKOE HCCIIEN0BAaHUE JIEKAPCTBEHHOIO CPEACTBA M KJIMHMYECKOE MCCIEI0BAHNE
JIEKAPCTBEHHOI'0 Mperapara Juisl BETEPUHAPHOIO IPUMEHEHMS INIPOBOIATCA 110 YTBEPKIACHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CpEACTBA IUIAHY C BEJIEHHEM MPOTOKOJIOB 3TUX HCCIEJI0BaHUNA U
COCTABJICHMEM OTYETOB, B KOTOPBIX COAEPIKATCA PE3YNbTAThI ITUX UCCIIEIOBAHNMN.

4. Jlng opraHu3aluy U NPOBENCHUS JTOKIMHUYECKOIO HCCIEI0BAaHUS JIEKAPCTBEHHOI'O CPENCTBA U
KJIIMHUYECKOT0 UCCIIEI0OBAHMS JIEKAPCTBEHHOTO MpenapaTa Jijlsl BETEpUHAPHOIO IPUMEHEHHUS pa3paboTuuK
JIEKapCTBEHHOTO  CPEACTBA  MOXET  INpUBJIEKaTh  OpraHu3aluy, HMEIoIHe  HEeoOXOIUMYIO
MaTepUaIbHO-TEXHUUYECKYI0 0a3y M KBATM(QHUIIMPOBAHHBIX CHEIHMAIMCTOB B COOTBETCTBYIOLIEH o0iacTu
UCCIIEIOBaHUS.

5. KnuHnueckne uCClenoBaHMs JIEKAPCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOTO INPUMEHEHMS
MIPOBOJATCS B BETEPUHAPHBIX OpPraHU3alUsAX W B OpPraHU3ALMAX, OCYILUECTBIAIOIIUX pa3BEACHUE,
BBIpAIIMBAHUE U COJIEP)KAHUE )KUBOTHBIX, B LEIAX:

1) YCTAHOBJICHUS ICPCHOCUMOCTHU JICKAPCTBCHHBIX IIPCIIAPATOB 3JOPOBBIMU KUBOTHBIMHU,

2) moabopa ONTUMAJIBHBIX JO3MPOBOK JIEKAPCTBEHHBIX IIperaparoB M Kypca JI€YeHHUsS Ha
KOHKPETHOM TpYIIe )KUBOTHBIX C ONPE/IeTIeHHBIM 3a00JIe€BaHNEM;
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3) ycTaHoBiIEeHHUs O€30MACHOCTH U 3(P(PEKTUBHOCTH JISKAPCTBEHHOTO IpenapaTa, MpeJHa3HaueHHOTO
IUIs JIEYEHUS ONpPEeAEICHHbIX 3a00JIeBaHUM KUBOTHBIX, WM 3((EKTUBHOCTH JIEKAapCTBEHHOIO IIpenapara
U1 TPO(UIIAKTUKY 3200JIeBaHU 3I0pPOBBIX KHUBOTHBIX;

4) u3ydeHHs] BO3MOXKHOCTEH pacHUIMpEHUs MOKa3aHWN K NPUMEHEHHUIO 3aperucTpUpOBAHHOTO
JIEKApCTBEHHOTO MperapaTa 1 BhISIBJICHUS paHee HEM3BECTHBIX TOOOYHBIX ICUCTBUH.

6. Kmmanueckoe HCCICAOBAHUC JICKAPCTBECHHOI'O IIp€rapara I BETCPHHAPHOI'0 IIPHUMCHCHUSA
OCYHICCTBIIACTCA 3a CUHECT CPCACTB paSPaGOT‘H/IKa JICKApCTBCHHOT'O CpCACTBA.

7. Otdersl O pe3yiapTaTax IOKIMHMYECKOTO MCCIENOBAHUS JIEKAPCTBEHHOIO CPENCTBA U
KJIMHMUYECKOTO  HUCCIIEOBAaHMs  JICKAPCTBEHHOIO IIpenapara Uil  BETEPUHAPHOIO  IIPUMEHEHUs
COCTABJIAIIOTCS  Pa3pabOTUMKOM JIEKAPCTBEHHOI'O CpPEJCTBA C YYETOM 3aK/IIOUeHUH opraHu3auui,
IIPUHUMABIINX y4aCTHUE B OPraHM3alMi U POBEICHNUN 3TUX UCCIICJOBAHUM.

8. KOHTpOHB 3a IIPOBCACHHUCM JOKIMHHUYCCKUX I/ICCJ'IG,ZLOBaHI/Iﬁ JICKAPCTBCHHLIX CPCACTB H
KIIMHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ JICKAPCTBCHHBIX  IpCriapaTroB Ijid  BCTCPUHAPHOTIO  IMPUMCHCHUA
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM (I)C,HepaHBHLIM OpranomM HWCIIOJIHUTEIBHOM BIACTH.

aga 6. OCYLECTBJIEHUE FOCYJAPCTBEHHOW PETMCTPALIUN
NEKAPCTBEHHbIX NMPEMNAPATOB

CrtaTtba 13. FlocyaapcTBeHHasi permcTpauus nekapcTBeHHbIX NnpenapaToB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

KoncynbrantlIntoc: npumedanue.

JonyckaeTcss NpUMEHEHUE B MEIUIMHCKUX LEISAX HE 3aperUCTPUPOBAHHBIX B P®D nexkapCcTBEHHBIX
IIPENapaToB, COEPIKALINX HAPKOTUYECKUE CPEJCTBA HIIM ICUXOTPOIHBIE BEIIECTBA, BBE3€HHBIX B PO B
COOTBETCTBUH C 4. 3.1 cT. 47 nanHoro nokymenta (1. 8 ct. 3 @3 o1 27.12.2019 N 475-D3).

1. B Poccuiickoii denepauu I0MyCKarOTCs MMPOU3BOACTBO, U3rOTOBJICHUE, XPAaHEHHE, NIEPEBO3KA,
BBO3 B Poccuiickyro ®enepanuro, BeiB0o3 U3 Poccuiickoit @enepauuu, pekinama, OTIYCK, peaau3alus,
nepeaada, NPUMEHEHUE, YHUYTOXXEHUE JIEKapCTBEHHBIX IIPENaparoB, €CIM OHM 3aperMCTPUPOBAHBI
COOTBETCTBYIOILIUM YIIOJTHOMOYEHHBIM (heiepalibHbIM OPraHOM MCIOJTHUTENIBHOM BIacTH.
(dactb 1 B pen. @eaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

2. 'ocynapcTBEHHOM perucTpanuy Moiexar:

1) Bce jexapCTBEHHbIE Ipenaparhbl, BIEpBbIE MOJIeKaIIMe BBOAY B oOpamieHue B Poccuiickoit
Oenepanny;

2) nekapcTBEHHbIE TIpenapaTrhl, 3apeTUCTPUPOBAHHBIE paHEE, HO IMPOU3BEACHHbIE B JIPYIHX
JIEKapCTBEHHBIX (pOpMax B COOTBETCTBUHU C MEPEYHEM HAWMEHOBAHUIl JIEKApCTBEHHBIX (OPM, B HOBOM
JO3UPOBKE MPH J10KA3aTENbCTBE €€ KIMHUYECKON 3HAYMMOCTH U 3()()EKTUBHOCTH;

3) HOBBIC KOM6I/IHaI_II/II/I 3apCTUCTPUPOBAHHBIX PAHCC JICKAPCTBCHHLIX MPCTIApaTOB.
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3. T'ocynapcTBeHHass perucrpanus JEKapCTBEHHBIX IPENapaToB OCYHIECTBISAECTCS 10 pe3yabTaTaM
HKCHEPTHU3bl JIEKAPCTBEHHBIX CPEJCTB, a IOCYAAapCTBEHHas perucrpanus oppaHHbIX JIEKAPCTBEHHBIX
[IPENapaToB OCYLIECTBIISIETCA IO pe3ysibTaTaM JKCIEPTU3bl JOKYMEHTOB, IIPEICTaBICHHBIX IS
OIpeJIeJIEHUs] BO3MOXKHOCTH pacCMaTpUBAaTh JIEKAPCTBEHHBIN Mpenapar A1 MEJULMHCKOTO PUMEHEHHUS
IPU  OCYIIECTBICHUH TOCYJApCTBEHHON pErucTpalud B KadecTBe Op(aHHOrO JIEKapCTBEHHOTO
npernapara, v o pe3yJibTaTaM SKCIEepPTH3bl JIEKapCTBEHHBIX CPECTB.

4. TocymapcTBeHHAs! peTUCTpallvs JICKAPCTBEHHOTO Tperapara OCYIIECTBISETCS COOTBETCTBYIOIIUM
VIIOJITHOMOYCHHBIM (pe/iepabHbIM OPraHOM HCIOJHHUTEIBHON BIACTH B CPOK, HE IMPEBBIIIAIONINA CTa
[IECTUICCATH paboumx JHEH CO THS MPUHSATHS COOTBETCTBYIOIIETO 3asBICHUS O TOCYAapCTBEHHOM
perucTpanyy JICKapCTBEHHOTO TpenapaTta. B yka3aHHBIH CpPOK BKIIOYAETCS BpeMs, HEOOXOIUMOE st
MMOBTOPHOTO TPOBEJICHUSI 3KCIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBHH CO cCTaTheld 25
Hactosero denepanpHoro 3akoHa. Cpok rocyIapCTBEHHOW PETHUCTpPAllUU JIEKAPCTBEHHOIO Iperapara
WUCYHCIISICTCS CO JHS TPHHSTHS COOTBETCTBYIONIMM YITOJIHOMOYEHHBIM (peepabHBIM  OpraHoOM
UCTIOJIHUTEJIBHOM  BJACTH  COOTBETCTBYIOIIETO  3asBJICHUS O TOCYAapCTBEHHOW  PErHCTpaluu
JIEKapCTBCHHOTO TIperapara C MPWIOKCHHEM HEOOXOIUMBIX JOKYMEHTOB 110 JIeHb BBIJAYH
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHS JICKAPCTBEHHOTO Tpenapata. Bpemsi, Heo0X0oauMoe JUTsl HalipaBICHUS
VIIOJTHOMOYCHHBIM  (hefiepabHbIM OPraHOM HCIIOTHHUTEIBHOM BIJIACTH 3alpoca O MPEACTaBICHHUH
HEOOXOIMMBIX MaTCPUAIIOB U MPEICTABICHHS 3asBUTEIIEM OTBETa HA JJAHHBIM 3allPpOC B COOTBETCTBHU CO
cratbsimu 16, 19 u 23 nHacrosmero denepanbHOro 3akoHa, HE YYUTHIBACTCS MPU HCUYHUCICHUHM CpPOKa
TOCYJapCTBCHHOMN pEruCTpaIiy JCKapCTBEHHOTO Mperapara.

5. T'ocynapCcTBEHHOW pErucTpaly HE MOAJIEKAT:

1) nexapcTBEHHBIE Npenaparbl, W3TOTOBJICHHBIE AaNTEYHBIMU OpraHU3allMsSIMU, BETEPUHAPHBIMU
anTeYHBIMH OPTraHU3ALMAMU, UHIUBUAYAJTbHBIMHU MPEIPUHUMATEISAMH, KOTOPhIE UMEIOT JUIIEH3UIO HA
(bapmalleBTUUECKYIO JAESITeNbHOCTh, MO pelenTaM Ha JIeKapCTBEHHBbIC MpemnapaTbl U TPeOOBaHUAM
MEIHUIMHCKUX OpraHU3allnii, BETEPUHAPHBIX OpraHU3alni;

2) nexapCTBEHHbIE MpenapaThl, MPHOOpeTeHHbIe (GU3NUYECKUMU JIMIIaMU 3a npeaenamu Poccuiickoi
®denepanyy U MpeIHa3HaYCHHbIE AJIs TMYHOTO MCIIOJIb30BaHMUS,

3) JICKApCTBCHHBIC MTpCIIapaThl, BBO3UMbBIC B POCCHﬁCKym CDGI[epaI_[I/IIO JJIL OKa3aHUsA MeﬂHHHHCKOﬁ
IIOMOIIIM 110 XU3HCHHBIM IMOKAa3aHHUAM KOHKPETHOI'O IMalMCHTAa Ha OCHOBAHWM Pa3pClICHUS, BBIJJAHHOTO
YIIOJIHOMOYCHHBIM (I)eﬂepaanHM OpraHomMm HCIIOJIHUTEIbHOMN BJIaCTH,

4) nexapCTBEHHbBIE CpeJCTBa, BBO3UMBbIe B Poccuiickyto denepaiio Ha OCHOBAHHMH BBIJAHHOTO
YIIOJTHOMOYEHHBIM (he/iepalbHBIM OPTaHOM HCIOTHHUTEIBHOM BIACTU Pa3pelieHHs] W MpeqHa3HAuYCHHBIC
JUISL TIPOBEJCHUS KIMHUYECKHX WCCICOBAHUN JIEKAPCTBEHHBIX TMpenapatoB W (WJIM) TPOBEICHUS
OKCIEPTU3bl  JIEKAPCTBEHHBIX  CPEIACTB Uil  OCYLIECTBIIEHUS TOCYJAPCTBEHHOM  pErucrpauuu
JIEKapCTBEHHBIX MPEMapaToB;

5) dbapmaiieBTUUECKHE CYOCTAHIINH;

6) pagumodapmarieBTUYECKUE JIEKAPCTBEHHBIC TpENapaThl, M3TOTOBJIECHHBIE HEMOCPEICTBEHHO B
MEIUIIMHCKUX OpPTaHHM3aIMsIX B TMOPSIKE, YCTAHOBIEHHOM YIOJHOMOYEHHBIM (elepallbHbIM OpraHOM
WCTIOTHUTEIbHON BIIACTH;
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7) nekapCTBEHHBIE IIpenapaThl, IPOU3BOJUMBIE JJIs IKCIIOPTA.
6. He nomyckaercs rocyiapcTBEHHAs! pErucTparus:

1) 7nexapcTBEHHBIX IpeNapaToB, OTIMYAIOUIMXCA JpPYr OT JApyra KayeCTBEHHBIM COCTaBOM
JEHCTBYIOIUX BELIECTB, 0] OJUHAKOBBIM TOPrOBBIM HANMEHOBAHUEM;

2) OIHOTO JIEKAapCTBEHHOI'O IperapaTa, INpPeACTaBICHHOIO Ha TOCYJapCTBEHHYIO PErHCTpAalMIo B
OTHOIICHHH OJHOTO W TOTO K€ JepXaressl WIM BIaJelblla PEruCTPAllMOHHOTO YAOCTOBEPEHHS
JICKApCTBCHHOI'O TIIpf€liapata B BHUAC ABYX U boiee JICKAPCTBCHHBIX IIPCIIapaToB IO0A pa3IMYHbIMU
TOPTrOBBIMHA HAUMEHOBAHHUSAMH.

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

7. Tlo 3ampocy (B 371eKTpoHHOW ¢opMe WM Ha OyMaXHOM HOCHUTENE) CyObeKTa oOpalieHus
JIEKapCTBEHHBIX  CPEICTB  COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIM  (efepalbHbIM  OpPraHoM
WCIIOJIHUTENIBHOW  BJIACTH, OCYIIECTBIISIFOLIMM TOCYJAapCTBEHHYIO PETUCTPAlUI0  JIEKAPCTBEHHBIX
[IPenapaToB, B yCTAHOBICHHOM UM IOPSIJIKE OCYILIECTBIISETCSI HAyYHOE KOHCYJIBTUPOBAHHE TI0 BOIIPOCAM,
CBA3AHHBIM C  TPOBEJICHUEM  JIOKIIMHUYECKUX  HMCCJIEJIOBAHMM, KIMHUYECKUX  MCCIEIOBAaHUMI
JICKApCTBEHHBIX TIPENapaToB, OSKCIEPTU3Bl KauyecTBa JIEKAPCTBEHHBIX CPEICTB, A(PPEKTUBHOCTH U
0€30MacHOCTH, C OCYILECTBICHHEM TOCYJapCTBEHHON pPETrUCTpaliy JIEKapCTBEHHBIX IPENapaToB.
KoHcynpTupoBaHue OCyIIECTBISETCS C NPUBJICYEHHEM (eNepalbHBIX TI'OCYJAapPCTBEHHBIX OOJKETHBIX
YUPEKIEHUH, MOJABEAOMCTBEHHBIX JaHHOMY (enepalbHOMY OpraHy HUCIHOIHUTENIBHON BJIacTH U HE
YYacTBYIOUIMX B OpraHU3allid IPOBEICHUS SKCIEPTU3bl KAYEeCTBA JIEKAPCTBEHHBIX CPEICTB B LENSIX
OCYUIECTBJICHUSI HX TOCYIAapCTBEHHOW PETrHCTpallid B COOTBETCTBUM CO CTaThbel 16 HacTosero
®enepalibHOTO 3aKOHA, B BUJE OTBETA B MUCbMEHHOW (OpME YIMOJIHOMOUYEHHOrO (eepalbHOrO opraHa
WCIIOJIHUTENIBHOM BJIACTH Ha 3ampoc. Pa3Mep B3umaemoil ¢ 3asgBUTENs IUIaThl OMNPENEISAETCS B
COOTBETCTBUHM C 3aKOHOJAaTelnbCcTBOM Poccuiickoii @enepanuu 00 OpraHu3alid IPeIoCTaBICHUS
TOCYy/IapCTBEHHBIX M MYHUIUNAIbHbIX ycnyr. Wudopmaius 00 OCYIIECTBICHHH HAyYHOTO
KOHCYJbTUPOBaHUS, B TOM 4YHCII€ CTaThbU, 0030pbI, CIPAaBOYHbIE MaTepHaibl M MHas MHPopManus 00
OCYILECTBJICHUH HAyYHOTO KOHCYJIbTUPOBAHUS, Pa3MEIIAeTCsl Ha OPUIIMATBHOM CaiiTe YIIOJTHOMOYEHHOTO
(dbenepaibHOrO OpraHa HMCIHOJHUTEIbHON BiIacTH B cetu "HMHTepHeT" ¢ CcOOMIOIEHHEM OTrpaHUYCHHM,
YCTAaHOBJICHHBIX  3aKOHOJATEIbCTBOM O  MEPCOHAIBHBIX  JIAHHBIX, KOMMEpYecKOn U  (WiIH)
roCyZapCTBEHHOM TaliHe.

8. T'ocynmapcTBeHHast perucrpanys JEKapCTBEHHBIX INPENaparoB, KOTOpPbIE IpPEIHA3HAYEHBI U
IIPUMEHEHHsI B  YCJIOBHUSAX BOCHHBIX JCHCTBHM, YpE3BBIYAHHBIX CHUTYallMd, MPEIXyHpPEKIACHUS
Ype3BbIUAHBIX CUTYalMH, MPOPUIAKTUKH U JIeYeHUs 3a00JIeBaHUM, MPEACTABISIOMUX OMACHOCTh JUIs
OKpY’KaIOIIKX, 3a00J€BaHUI U MMOpa)KEHUH, MOIYYEHHBIX B pe3yJibTaTe BO3JCHCTBUS HEOIaronpUsTHBIX
XUMHUYECKHX, OMOJOIMYECKHUX, pPaJUuallMOHHBIX (JAaKTOPOB, M KOTOPHIE Pa3pabOTaHbl B TOM YHUCIE IO
3alaHuI0 (eneparabHbIX OPraHoOB MCIOMHUTEIbHOW BJIACTH, YIOJIHOMOYEHHBIX B 00JacT OOOPOHBI
CTpaHbl M 0€30MaCHOCTH TOCY/apCTBa, OCYIIECTBISETCS B MOpPSAKE, YyCTaHOBICHHOM IIpaBUTENhCTBOM
Poccuiickoit ®enepanuu.

(uactb 8 B pen. eaepanbHoro 3akoHa ot 01.04.2020 N 98-D3)

Cratba 14. NMprHUMUNbI 3KCNEPTU3bI NIeKapCTBEHHbIX CPeAcTB
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. 9KCHepTI/ISa JICKAPCTBCHHLBIX CPCACTB OCHOBBIBACTCA Ha MPUHIOUIIAX 3aKOHHOCTH, CO6J'IIO)ICHI/I$[
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mpaB u CcBOOOJ deENOBEKAa W TpaXKJAaHWHA, TMPaB IOPUAAYECKOTO JHIA, HE3aBHCUMOCTH JKCIIEPTa,
OOBEKTUBHOCTH, BCECTOPOHHOCTH M TIOJHOTHI MCCJIENIOBAaHUM, MPOBOJUMBIX C HCIIOJIb30BAHUEM
COBPEMEHHBIX JOCTHKCHH HAayKH W TEXHUKH, OTBETCTBEHHOCTH (heJepaibHOr0 TOCYAapCTBEHHOTO
OIO/PKETHOTO YYPEXKACHUS IO MPOBEICHUIO HKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB M JKCIEPTOB 3a
MPOBEJICHUE U KAYECTBO IKCIIEPTHU3BI.

2. :‘)KCHepTI/I?)a JICKAPCTBCHHLBIX IPC€IIapaToB I MCAUIIUHCKOI'O IPYMMCHCHUS BKIIFOYACT B cebs:

1) skcnepTU3y JOKYMEHTOB, IPEICTABJICHHBIX JUISI OIpPENEICHHMsS] BO3MOYKHOCTH paccMaTpUBaTh
JIEKapCTBEHHbIM Ipenapar Julsi MEAMLUHCKOrO MNPUMEHEHUs INPH OCYIIECTBIEHUH TOCYIapCTBEHHOMN
perucTpanyy B KadyecTBe OppaHHOTO JIEKAPCTBEHHOTO Mpernapara;

2) IKCIICPTUIY NPEIIOKCHHBIX METOJOB KOHTPOJISI KAY€CTBA JICKAPCTBEHHOI'O CPCACTBA U KAYCCTBA
MMpEaACTAaBJICHHBIX 06pa3u013 JICKApCTBCHHOI'O CpEACTBa € MCIIOJIB30BAHHEM OTHUX MCTO0B (IIZUIGC -
OKCIICPTHU3a Ka4CCTBA JICKAPCTBCHHOT'O CpeI[CTBa);

3) okcrepTH3y OTHOILUEHUS OKHUJAEMOW IOJIb3bl K BO3MOKHOMY PHCKY HPHUMEHEHUS
JIEKApCTBEHHOIO IIperapara;

4) sKCIepTU3y PErucTPAlMOHHOTO JIOChe Ha JICKAPCTBEHHBIM TNpemnapar B IENsAX ONpeesCHHS
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MIPENapaToB Uil MEJUIIMHCKOTO TPUMEHEHUS.
(1. 4 BBeneH PenepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

3. SKCHCpTI/ISa JICKAPCTBCHHLIX IIPCIIaApaTOB IAJII BCTCPHHAPHOI'O IIPHUMCHCHHUS BKIIIOYACT B ce0bs
OKCIICPTU3Y KaA4dCCTBA JICKAPCTBCHHOI'O CPCACTBA M OKCICPTHU3Y OTHOLICHUS O)I(HI[aeMOfI IIOJB3bI K
BO3MOXHOMY PUCKY IIPUMCHCHUS JICKAPCTBCHHOT'O IIpCIlapara.

Cratba 15. ®depepanbHoe rocygapCTBEHHOe OlAXKeTHOe yuypexaeHue no
npoBeAEeHUIO IKCNEePTU3bI JIeKapCTBEHHbIX CPEACTB

DKcnepTu3a JIEKapCTBEHHBIX CPEACTB IMPOBOAUTCS (peepallbHbIM IOCYAAPCTBEHHBIM OFO/XKETHBIM
YUPEXIEHUEM COOTBETCTBYIOLIETO YIOJIHOMOYEHHOTO (eiepaIbHOro OpraHa MCIOJHUTEIbHON BJIACTH,
CO3/IaHHBIM JJi1 00ecnedyeHUs MCIIOIHEHUs IOJIHOMOYUN 3TOro (eaepaibHOro OpraHa IO Bblaue
paspelleHnii Ha NpOBEIEeHUE KIMHUYECKUX HCCIEeIOBaHMN JICKapCTBEHHBIX IpernaparoB U (WJIH) IO
roCy/1apCTBEHHON PETUCTPALlMU JIEKApCTBEHHBIX MPENaparoB (J1ajee - SKCIEPTHOE YUPEKICHHE).

Crtatbsa 16. OpraHusauMﬂ npoBeneHuns 3KCnepTu3bl NIeKapCTBeHHbLIX cpeacTB
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. 3KCHCpTI/I33. JICKApCTBCHHBIX CPCACTB IMPOBOAUTCH KOMHCCHEHN 9KCHICPTOB IKCICPTHOI'O
YUPCIKACHUA, Ha3HA4YCHHON ero PYKOBOJUTECIIEM, Ha OCHOBAaHWM 3aJaHVA Ha MNPOBCACHUC OKCIICPTHU3BI
JICKApCTBCHHOT'O CpCACTBA, BBIJAHHOI'O YIIOJHOMOYCHHBIM (bez(epaanLIM OopraHomM HUCIIOJIHUTEIbHON
BJIaCTH. PYKOBOJII/ITGJ'H) SKCIIEPTHOI'0 YUYPCKIACHUSA o0OecreunBaeT HaaJaexKamee nmpoBEACHHUE 3KCIICPTHU3EI
JICKApCTBCHHBIX CPCACTB B COOTBCTCTBUHU C 3aJaHHUCM, BbIJAHHBIM YIIOJTHOMOYCHHBIM (I)G,Z[epaJ'ILHBIM
OopraHom HUCIIOJIHUTEILHOMN BJIaCTHU, 1 OPraHU3yET MOATOTOBKY CBOAHOT'O 3aKJIIOUYCHUS 3TOM Komuccuu. B
COCTaB 3TO KOMHUCCHH IO PCHICHUIO PYKOBOJUTEIIA SKCIICPTHOT'O YUPCIKACHUA MOT'YT OBITh BKIIIOUECHBI B
Kaue€CTBC 3KCIICPTOB JIMIIA, HE pa60Ta10H1He B JJAHHOM 3KCIICPTHOM YUPCIKACHHUU, €CIIN UX CIICHHUAIBHBIC
3HaHUA HeO6XOIII/IMBI UL TPOBCACHUA OKCHCPTU3BI M TaKUC OSKCICPTbl OTCYTCTBYHOT B HJAHHOM
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9KCIIEPTHOM YUPEKICHHUM.

2. DKcHepToM IO MPOBEICHHUIO SKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB SBIAETCS aTTECTOBAHHBIN
pabOTHUK SKCIEPTHOTO YYPEKICHHs, KOTOPBIA HMEET BBICIIEE MEAULMHCKOE, (hapMaleBTHUECKOE,
OMO0JIOrNYecKOe, BEeTEpUHAPHOE MIIM XUMHUECKOe 00pa30BaHUE U MPOBOAUT 3KCIEPTU3Y JIEKAPCTBEHHBIX
CPEZACTB B TIOPSIIKE UCTIOIHEHUS CBOMX JOJDKHOCTHBIX 00S3aHHOCTEH (J1asiee - SKCTepT).

3. Ilpu mpoBeneHHM SKCHEPTH3BI JEKAPCTBEHHBIX CPEACTB JKCHEPT HE MOXKET HAXOJUTHCS B
KaKOH-TMO00 3aBHCHMOCTH OT JIMIA, HAa3HAYMBIIETO 3Ty 3KCHEPTU3Y, pa3paboT4nKa JIEKapCTBEHHOTO
CPEIICTBA WM JIPYTUX 3aMHTEPECOBAHHBIX B PE3YJIbTaTaX HKCIIEPTU3BI JIULL.

4. Tlpu npoBelEHUM SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB HE JOIyCKAaeTCs HCTpeOOoBaTh Y
3asBUTENA JIMOO MHBIX JIMI MaTepuaibl, HEOOXOJUMbIE MJIsi IMPOBENEHUS OSKcrepTussl. B ciyuae
HEJOCTATOYHOCTH IIPEACTABIICHHBIX JKCIEPTY MaTEpPUAIOB Ul J1ayd 3aKJIIOYEHHs DKCIEPT CTABUT
BONPOC O IPEACTABICHUH €My HEOOXOAMMBIX MaTepuajoB Iepe] PYKOBOJUTEIEM 3KCIEPTHOIO
YUPEKACHUS, KOTOPBIA 00paIaeTcsi ¢ COOTBETCTBYIONIMM 3alPOCOM B YIIOJIHOMOYEHHBIN (eepanbHbIi
OpraH HCIIOJIHUTEIBHOM BJIACTH, BBIIABIIMHN 33JaHUE HA NPOBEIACHHME DKCIEPTU3bl JIEKAPCTBEHHOIO
cpeacTBa. YKa3aHHBIA (heaepanbHbIi OpraH MCIOJHUTEIBHON BIACTH B TEYCHHE ISTH PabOYHMX JHEH CO
IHS MIOCTYIUIEHHs 3allpoca PYKOBOJIUTENS HKCIEPTHOIO YUPEXKICHUs HAIpPAaBIAET 3asiBUTEINO 3alpoC O
MPEJCTaBICHUH HEOOXOAWMBIX MaTeprajoB. JaHHBINA 3alIpOC MOXET OBITh MEpeAaH YHOTHOMOYCHHOMY
IIPEICTAaBUTEINIO 3asBUTENS JIMYHO TI0J PACIIUCKY, HAIIPABJIEH 110 TIOYTE 3aKa3HbIM INMCbMOM WJIH NE€PENaH
B DJIEKTPOHHOH (popMe IO TEeIEKOMMYHMKAI[MOHHBIM KaHajaM CBA3U. B cilydyae HampaBieHUs JaHHOTO
3arpoca I0 MoYTe 3aKa3HbIM IIMCbMOM OH CUUTAETCS MOJIYYEHHBIM 10 MUCTEYEHHUH IIECTH AHEW C aThl
HaIlpaBJICHUs 3aKa3HOrO NMHChMa.

(uactsb 4 B pen. denepanbHoro 3akoHa otT 25.11.2013 N 317-D3)

4.1. 3asBuTENnb 0053aH MPEICTABUTH OTBET HA 3alpOC YIMOJHOMOUYEHHOTO (peepaabHOTO OpraHa
UCTIOJTHUTEJILHOW BJIACTU B CPOK, HE MPEBBIMIAIONINM JIeBIHOCTA pabo4MX JHEH cO JHA €ro MoJy4eHus.
YnonHoMoueHHBIN (eepanbHblii OpraH MCIOJIHUTEIbHONW BJIACTH, BBLAABIIMN 33/JaHUE HA MPOBEACHHE
HKCHEPTHU3bl JIEKAPCTBEHHOTO CPEJICTBA, B TEUYEHHWE NATH paboyux JHEH CcO AHS TMOCTYIUICHHS OT
3asBUTENS OTBETA HA JAHHBIM 3allpOC HAINPABIAET TaKOW OTBET B IKCIEPTHOE ydpexkaeHue. B ciydae
HENpeACTaBICHUs MO0 MCTEUEHHM JEBSHOCTAa PabOuYMX JHEW 3asBUTENEM OTBETAa Ha JAaHHBIA 3ampoc
YIOJTHOMOYEHHBIN (peiepalibHbIil OpraH MCIOJHUTEIBHON BJIACTH, BBIJABLIMI 3a/JaHue Ha MPOBEICHUE
HKCHEPTHU3bl JIEKAPCTBEHHOI'O CPEJICTBA, B TEUEHUE NATH pabouyMx JHEH HampaBisieT B HKCHEPTHOE
YUpPEKICHUE YBEIOMIICHME O HENPEACTABICHHM 3asABUTEIIEM OTBETa Ha 3alpoC YKA3aHHOI'O OpraHa.
Bpemst co nHS HampaBieHHs 3ampoca 3KCIEPTHOTO YUPEKICHHS B YIOJHOMOYEHHBIH (enepaabHbIit
OpraH HCIIOJHUTEIBHOW BIACTH IO JHS IOJYYEHMS JKCIEPTHBIM YUYPEKJICHHEM OTBETa HA 3alpOC WU
YBEIOMIIEHHsST O HEINPEACTABICHUM OTBETAa Ha 3alpoC HE YYMUTHIBACTCS IIPU HCUYUCICHUU CpOKa
MTPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHOTO CPENICTBA.

(uacts 4.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 25.11.2013 N 317-D3)

4.2. Eciin B cocTaBe pETrHCTPAllMOHHOIO JIOChE Ha JIEKApCTBEHHBIM IMpenapar Uil MEIUIIMHCKOIO
IIPUMEHEHUS COJNEPXKUTCA IpenrycMOTpeHHas cratbed 18, uacteto 1.1 cratebm 30 u crateeit 34
Hacrosimero denepalbHOr0 3aKoHa KONUS PELICHHs] YIOJHOMOYEHHOro (efepalbHOrO OpraHa
WCIIOJIHUTENIBHON BJIACTU O TPOBEACHUM WHCIEKTUPOBAHUS IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB,
JKCHEPTY 10 O(OPMIIEHHS PE3yJIbTaTOB SKCIEPTU3bl JEKAPCTBEHHOIO CPEACTBA IMPEAOCTABISAETCS B
NOpsiIKe W Ha YCIOBUAX, KOTOpBIE NpEAycMOTpeHbl dacTsMu 4 u 4.3 HacTosAlmled CcTaTbu, KOMUs
3aKJIIOYEHHUST O COOTBETCTBMM IPOM3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TpPEOOBAHUSAM IPaBUII
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Ha/IJIeKAIIEH TPOU3BOJCTBEHHON MPAKTHKH, BBIJAHHOTO YHOJHOMOYEHHBIM (elepalbHbIM OpraHOM
UCTIOJTHUTEIBHON BJIACTH.
(uactsb 4.2 BBeneHa PenepasibHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

4.3. 3asBuTENb 0053aH MPEJCTABUTh B YIOJHOMOYCHHBIM (pefepaabHbIil OpraH HCIOJHHUTEILHON
BJIACTU KOIHMIO 3aKIIOYCHHS O COOTBETCTBUHU IPOU3BOAMTENS JICKAPCTBEHHBIX CPEICTB TPEeOOBAHUSIM
IIpaBWJI HAIJIEKALEH IPOU3BOJICTBEHHOW IPAKTHKM B CPOK, HE IPEBBILAIOIUN CTa BOCBMHUIECITH
pabouux aHEH cO AHS TOJYYEHHUsS 3ampoca O €€ IMPEIOCTABICHUHU. YTIOJIHOMOYEHHBIH (enepaabHbIit
OpraH HCIIOJIHUTENBHOM BJIACTH, BBIIABIIMHM 3aJaHME HA IPOBEIEHUE DKCIEPTU3bI JIEKAPCTBEHHOIO
CpEICTBa, B TEUEHHE NIATH pabOuMX IJHEM CO JHSA MOCTYIJIEHUS OT 3asBUTENS KOIMHU 3aKIIOUYEHUS O
COOTBETCTBUM  INPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMAM MpPAaBUI  HaJUIeXKalIeH
IIPOM3BOJICTBEHHOW MPAKTUKH, HAMPABJISET €€ B 3KCIEPTHOE yupexkieHue. B ciyuyae HenmpeacTaBieHUs
3asBUTEJIEM B YKa3aHHBIM CPOK KOIMHU 3aKIKOYEHHS O COOTBETCTBMM NPOM3BOAMTENS JIEKAPCTBEHHBIX
CpPEIACTB TpeOOBaHUSAM IMPaBWJI HAAJEXKALEH IMPOU3BOJACTBEHHON MpPaKTUKUA  YIOJHOMOYEHHBIN
(benepanbHBIl OpraH HCIOJHUTEIBHOW BIAcTH, BBIJABIIMN 3aJaHME HA IPOBEIEHUE 3KCIEPTU3bI
JIEKapCTBEHHOI'O CPEJCTBA, B TEUEHHE MATH pabouux JHEW HaIpaBisIeT B J3KCHEPTHOE YUPEKICHHE
YBEIOMIICHHE O HEMNPEJCTABICHUU 3asBUTENIEM KOIMHU 3aKJIIOYEHUS O COOTBETCTBUU ITPOU3BOIUTEIA
JIEKapCTBEHHBIX CPEICTB TpeOOBaHMAM IpaBUIJ HaJJIeKalled MPOU3BOJICTBEHHOW MpakTUKU. Bpems co
JHSI HAalpaBJIEHUs] 3ampoca 3KCIEPTHOTO YYpPEeXKJEHHs B YIOJIHOMOYEHHBIH (QenepanbHblii opran
UCIIOJIHUTEJIBHOM BJIAcTH JO JHS IOJIyYEHHUS SKCIEPTHBIM YUPEXKICHHUEM KONUU 3aKIYEHUS O
COOTBETCTBUM  NPOU3BOAMTENS  JICKAPCTBEHHBIX CPEACTB TpeOOBaHMSIM IpaBWJ  HaJyulexarlei
[IPOM3BOJICTBEHHOW MPAKTUKU WM YBEJOMJIEHUS O €€ HENpEACTAaBICHUU HE YUYUTHIBAECTCA IIpU
UCYMCIIEHUH CPOKA MPOBEACHUS SKCIIEPTU3BI JIEKAPCTBEHHOTO CPECTBA.

(uactb 4.3 BBeeHa PenepasibHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

5. DkcnepT mpH TNPOBEIEHUM TOPYYEHHOH €My PYKOBOJIUTENIEM OHKCIEPTHOIO YUPEXIECHUS
9KCIEPTHU3BI JIEKAPCTBEHHOI'O CPEJCTBA 00s3aH:

1) MMPOBECTU IIOJIHOC HCCIICAOBAHUC TMPCACTABICHHBIX CEMY O6’L€KTOB, MaTepuaJioB, H4aTb
000CHOBAaHHOE U OOBEKTHBHOC 3aKII0OUYCHHE II0 IIOCTABJICHHBIM nepea HUM BOIpocaM WA
MOTUBHUPOBAHHOC 3aKJIHOYCHHUEC O HCBO3MOXKHOCTU IIPOBCACHHUA HM OSKCHCPTHU3BI JICKAPCTBECHHOTO
CpeacTBa, €CJIM MOCTABJICHHBIC BOIIPOCHI BEIXOAAT 3a MPEACIIbI CIICHNAIbHBIX 3HAHHH OKCIICPTa, 00BEKTHI
I/ICCJ'IC,Z[OBaHI/Iﬁ N MaTepuruajibl HCIIPUTOAHBI WJIM HEAOCTATOYHBI IS MPOBCIACHUA I/ICCJ'ICI[OBaHI/Iﬁ n gadun
3aKJIIOUCHUS JIHOO COBpeMeHHBIfI YPOBCHb Pa3BUTUA HAYKHU HE IMO3BOJIACT OTBECTUTHL Ha IMOCTABJICHHBIC
BOIIPOCHI;

2) He pasriamarh CBEIACHUS, KOTOPhIE CTAJId €My M3BECTHBI B CBSI3U C MPOBEJICHUEM DKCIEPTHU3bI
JIEKaPCTBEHHOI'0 CPEJICTBA, A TAKXKE CBEICHHUS, COCTABIISIOLINE FOCYIAPCTBEHHYI0, KOMMEPYECKYIO WU
HMHYIO OXPaHSIEMYI0 3aKOHOM TaiiHy;

3) obecneunTh COXPAaHHOCTH MPEICTABICHHBIX 00BEKTOB UCCIEAOBAHUN U MAaTEPUAIIOB.
6. DKCepT HE BIIPABE:

1) IpoBOJUTH SKCHEPTU3Y JIEKAPCTBEHHOTI'O CPEACTBAa MO OOPAILIEHHIO HEMOCPEICTBEHHO K HEMY
OpraHu3alui i GU3NYECKUX JINIL;

2) CaMOCTOATCIbHO COGI/IpaTB MaTCepuaibl JJI MPOBECACHUA SKCIICPTU3BI JICKAPCTBCHHOI'O CPCACTBA,
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3) NIpOBOAUTE HKCIIEPTU3Y JIEKAPCTBEHHOT'O CPEACTBA B KAYECTBE HErOCY1apCTBEHHOIO 3KCIIEPTA.

7. B cnydae HEOOXOAMMOCTH OJKCIEPT BIIPaBe XOAATalCTBOBATH IMEpell PYKOBOJIUTENIEM
AKCIEPTHOTO YUPEXKACHUS O MPUBJICUYCHUH K MPOBEACHUIO SKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEACTBA APYTHX
HKCIIEPTOB.

8. Kaxzplii sKcrepT, BXOASAIIMI B COCTaB KOMUCCUHU 3KCIEPTOB, KOTOPOM MOPYUYEHO MPOBEICHUE
9KCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCUMO W CaMOCTOSTENIBHO IPOBOJIUT HCCIEI0BaHUS,
OIICHUBAET PE3yJbTaThl, MOJYUYEHHBIE UM JIMYHO U JAPYTUMHU IKCIEpPTaMu, U (HOPMYIHUPYET BBIBOJBI
OTHOCHUTEJIbHO MOCTABJIEHHBIX BOIIPOCOB B IIPE/ENIaX CBOMX CIIELIMAIbHBIX 3HAHU.

9. Pe3ynbTaThl SKCIEPTHU3BI JIEKAPCTBEHHOTO CPEICTBa OGOPMIISIOTCS 3aKIIOYCHHEM KOMHCCUU
SKCIEPTOB. B 3aKkiio4eHHH KOMMCCHUU JKCIIEPTOB YKa3bIBAIOTCSA IE€pPEUeHb HCCIENOBaHU, 00beM
MIPOBEJICHHBIX KAXKIBIM IKCIIEPTOM HCCIICIOBAaHHH, YCTAHOBICHHBIC KKIBIM U3 HUX (DAKTHI U CICIIAHHBIC
B pe3y/bTaTe UCCIEA0BAHUN BBIBOJBI. JDKCIEPT, MHEHHE KOTOPOTO HE COBMAAAET C PEUICHHEM KOMHCCHU
9KCIIEPTOB, BIIPABE BBIPA3UTh CBOC MHCHHE B MUCEMEHHOM (popMe, KOTOPOE MPUOOIIACTCS K 3aKIIFOUSHUIO
KOMHUCCHH IKCIIEPTOB.

10. DOkcnepThl, BXOAAIIME B COCTaB KOMHCCHM, IPEAYNPEkKAAroTCsi 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKoHojaTesnbcTBOM Poccuiickoit denepanuu 3a jnady 3aKiIOueHHs], COJEpIKallero
HEO0OOCHOBAaHHBIC WIN (aTbCU(PUIIMPOBAHHBIC BBIBOJBI, O YEM OHH JJAFOT MOJIITHUCKY.

11. Onpenenenve ypoBHs MpodeccnoHabHON MOArOTOBKU AKCIIEPTOB U aTTECTAllMs UX Ha MPaBO
IIPOBEJCHUS IKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISAIOTCA 3KCIEPTHO-KBATU(PUKATUOHHBIMU
KOMHCCHUSIMHU B TOPSJIKE, YCTAHOBJICHHOM COOTBETCTBYIOLIMM YIOJHOMOUYEHHBIM (heiepaibHbIM OpraHOM
HCIIOJIHUTENILHON BJacTU. YPOBEHb NMPOo(ecCHOHAIbHON MOJATOTOBKU IKCIEPTOB MOMJIEKUT MEPECMOTPY
yKa3aHHBIMM KOMHUCCUSIMU HE PEXE YEM OJUH pa3 B IIATH JIET.

12. TlpaBwia TPOBENEHUS SKCIEPTH3BI JIEKAPCTBEHHBIX CPEICTB U OCOOCHHOCTH DSKCICPTH3BI
OTIENbHBIX BUIOB JIEKAPCTBEHHBIX TMpemapaToB (pedepeHTHBIX JIEKApCTBEHHBIX IPENapaTos,
BOCTIPOM3BE/ICHHBIX JICKAPCTBCHHBIX IPEIapaToB, OHWOJOTHYECKHX JICKAPCTBEHHBIX IIPEIapaToB,
OroaHaNoroBbix (OMOMOAOOHBIX) JEKApPCTBEHHBIX TMpernaparoB (OMOAHAIOTOB), TOMEOMATUYECKUX
JICKaPCTBCHHBIX MPETMapaToB, JCKAPCTBEHHBIX PACTUTEIBHBIX MPENapaToB, KOMOWHAIMKA JIEKAPCTBEHHBIX
npemapaToB), (GOpMbI 3aKITIOYEHHH KOMHUCCHH DKCIEPTOB YCTAaHABIMBAIOTCS COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM ()e/IepaTbHBIM OPTaHOM HCIIOTHUTEILHOM BIIACTH.

(uacTb 12 B pea. @eaepanbpHoro 3akona ot 22.12.2014 N 429-03)

Cratbsa 17. Nogava u paccMoTpeHue 3asiBNIEHUS O rocyfJapCTBEHHOM perucrpauum
neKapcTBEHHOro npenapara Ans BeTepMHapHOro NnpuMeHeHus
(B pen. denepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. Jlmg TrocynapCTBEHHOM perucTpany JIEKapCTBEHHOIO TIpenapara s BETEpPUHApPHOIO
MPUMEHEHUs pa3pabOTUMK TaKOro JEKapCTBEHHOTO Ipernapara WM YHOJHOMOYEHHOE MM JIpyroe
IOPUIMYECKOe JIMIO (Jajee B HACTOsIIEH cTaTbe - 3asBUTENb) MPEJCTaBIsET B YINOJTHOMOYEHHBIN
denepanbHbBIE OpraH HCHOJHUTENBHOM BJIACTH, OCYIIECTBISIONIMN TOCYIapCTBEHHYIO PErHCTPaIUIo
JIEKapCTBEHHBIX MPENapaToB /Ul BETEPUHAPHOTO MPUMEHEHHUS, B DJICKTPOHHOI (opme min Ha OyMaKHOM
HOCHUTEJIE 3asBJICHHE O TOCYJAAPCTBEHHOW PErMCTpallMM JIEKApCTBEHHOIO Mperapara sl BETEpPUHAPHOTO
NPUMEHEHHS, a TAK)KEe B TIOPSIJIKE, YCTAHOBIEHHOM COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (heepabHbIM
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OpPraHOM HCHOJHHUTEIBHOM BIIACTH, B 3JIEKTPOHHON (popMe miu Ha OyMakHOM HOCHTEIE HEOOXOAMMBbIE
JOKYMEHTBI, U3 KOTOPBIX (hopMHpyeTcs perucTpalioHHOE J0Che Ha JICKapCTBEHHBIN Mperapar A
BETEPUHAPHOT'O IPUMEHEHHUS.

2. B 3asBNeHUN O roCyAapCTBEHHOM PETrUCTpalliyu JIEKAPCTBEHHOTO Mpenapara AJisi BeTepUHAPHOTO
MIPUMEHEHHUS YKa3bIBAIOTCS:

1) HauMeHOBaHME U aJpec 3asBUTEIIS, Pa3padOTYUKA U MPOU3BOJUTENS JIEKAPCTBEHHOIO IIpenapara
JUIs BETEPUHAPHOIO IPUMEHEHHS MU aJ[peC MecCTa OCYILIECTBJIEHUS IPOM3BOJCTBA JIEKAPCTBEHHOTO
npernapara Juis BETEpUHAPHOIO NPUMEHEHUs (B Cllydyae HaJIM4Msl HECKOJbKHUX YYaCTHHUKOB Ipoliecca
MIPOU3BOJICTBA HEOOXOAMMO YKa3aTh KaXKJJOT0 U3 HHX);

2) HaMMEHOBaHHE JIEKAPCTBEHHOIO Mpernapara AJisi BETEPUHAPHOTO MPUMEHEHHS (MEXKIyHApOIHOE
HEIMAaTeHTOBAHHOE, WIH TPYIIUPOBOYHOE, UM XUMUUYECKOE U TOPrOBO€ HAMMEHOBAHU);

3) MEPCUCHb ﬂeﬁCTBYIOHIHX H BCIIOMOI'aTCJIbHBIX BCIICCTB, BXOIAIIMUX B COCTAB JICKAPCTBCHHOI'O
npemnapara JJjid BETCPUHAPHOI0 IPUMCHCHUS, C YKa3aHUECM KOJIMYCCTBA KAXKAOTI'O U3 HUX,

4) nexapctBeHHass ¢opMma, A03UPOBKA, CHOCOOBI BBEACHUS W MPUMEHEHHUS, CPOK TOJHOCTH
JIEKApCTBEHHOTO MperapaTa JJisi BETepUHAPHOTO TPUMEHEHUS;

5) dbapmakoTepaneBTHUECKas IPYIIa;

6) He0OX0IMMOCTh IPUMEHEHUSI YCKOPEHHOI MpOLEeAYypbl SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B
LEJIAX TOCYIapCTBEHHOM PETUCTPALMU JIEKApCTBEHHOIO IIpernapara,

7) KOIIUM TOKYMEHTOB, MOATBEPKAAIOIIMX YIIJIATy TOCY1apCTBEHHOMN MOIUIUHBIL:

a) 3a IPOBEIEHUE SKCIEPTU3bl KayecTBa JIEKAPCTBEHHOI'O CPEACTBA M JKCIEPTHU3bl OTHOLICHHUS
OKUJaeMOH IOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOTO Mpernapara Jijisi BETEpUHAPHOTO
IIPUMEHEHHUS IIPU €T0 FOCY1apCTBEHHON PETUCTPALINN;

0) 3a BbIAAYy PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOT0 Mpenapara;

8) HajuMyMe corjacus, MPeAyCMOTPEHHOIO 4YacThl0 7 HACTOALIEH CTaTbH, €CIM C MOMEHTa
peructpanu peepeHTHOrO JIEKapCTBEHHOTO Tpernapara s BETEPUHAPHOTO IMPHUMEHEHHs MPOIILIO
MEHee YeM IIECTh JIeT.

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

3. PeructpannoHHoe 1ocke B LENAX IKCHEPTU3BI JEKAPCTBEHHOIO INpemnapaTta Juisi BETEPUHAPHOIO
pUMeHeHUs GopMHUpYyeTCs U3 CIAEAYIOIINX JOKYMEHTOB U CBEJICHUI:
(B pen. deaepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBemeHUsT O Jare MPEJOCTABJICHUS M PETHCTPAIMOHHOM HOMEpE JIMIICH3WH Ha TPOU3BOCTBO
JIEKapCTBEHHBIX CPENICTB, TMPEAOCTABICHHON MPOU3BOAUTENIO PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
mperapara Jiisl BETepUHAPHOTO IPUMEHEHUS, JIJIST POCCHICKUX MTPOU3BOIUTEIICH;

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

2) CBCIACHUA O AaTC€ MPEAOCTABIICHHUA W PECTUCTPAIHMOHHOM HOMEPEC JIMICH3WMM HAa MPOU3BOACTBO
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JICKApCTBEHHBIX  CPEJCTB, IPEIOCTABICHHOW IPOU3BOAUTENIO  (PapMaleBTUUECKOH CyOCTaHIHNH,
BXOJIAIIEH B COCTaB PErUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpenapara i BEeTepUHAPHOTO PUMEHEHUS, JIIs
POCCUMCKHX IIPOU3BOAUTEIEH;

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

2.1) xomus JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAUTENS IS
KOKJIOW  IMPOU3BOJICTBEHHOM  IUIOMIAJKKM  PETUCTPUPYEMOrO  JIGKAPCTBEHHOTO  Tpernapara  Jyis
BETEPUHAPHOTO NPUMEHEHUS U TOJTBEPKIAIOUIEIO COOTBETCTBUE MPOU3BOAUTENS JIEKAPCTBEHHOIO
npernapaTa TpeOOBaHUAM MPABUI HAAJIEKAIEH MPOU3BOACTBEHHON MPAKTUKH, M €r0 MePeBO Ha PYCCKHI
SI3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM TMOPSAKE, a TaKXKe KOMUSA 3aKJIIOYeHHS O COOTBETCTBUU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJACTB TpeOOBaHUSAM NPAaBHJ HaJUIekalled IMPOU3BOICTBEHHOM
MIPAKTUKH, BBIJAHHOTO YIIOJHOMOYCHHBIM (peIepalIbHBIM OPTraHOM HCIIOJHUTEIBLHOM BIACTH IS KaXIOH
MIPOM3BOJICTBEHHON TUIOMIAJIKA PETUCTPUPYEMOrO JIEKAPCTBEHHOTO TMpernapara [isi BETEPUHAPHOTO
MIPUMEHEHHUSI, JTHOO KOMHS PEUICHUs O MPOBEJACHUM MHCIICKTUPOBAHUS IMPOU3ZBOJUTENS JIEKAPCTBEHHBIX
CPEICTB, MPUHATOTO YIOJIHOMOYEHHBIM (pe/lepabHBIM OPraHOM HCHOJHUTENBHOM BJIACTH IS KaXKIOU
MIPOU3BOJICTBEHHON IUIOIIAJIKM PETUCTPUPYEMOTrO JICKAPCTBEHHOTO TMperapara [Jjisi BETEPUHAPHOTO
MIPUMEHEHHUs. YKa3aHHbIE TOKYMEHTbI IPEACTABIISIIOTCA B CIIy4yae, €ClIM MPOU3BOACTBO JIEKAPCTBEHHOTO
npernapara ocyuecTBigeTcs 3a npeaenamu Poccniickoit @enepanmu;

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

2.2) xomus JOKYMEHTAa, BBIJIAHHOTO YIIOJITHOMOYEHHBIM OPTaHOM CTpPaHbl TPOU3BOIUTEIS
(bapMareBTHIECKON CyOCTaHIHH u MOJITBEPIKIAIOIIETO COOTBETCTBHUE IPOU3BOIUTEIIS
(dhapMaIreBTHYECKOM CyOCTaHIINH, BXOISIIEH B COCTaB PETUCTPUPYEMOTO JICKAPCTBEHHOTO TIperapara Jiis
BETCPUHAPHOTO MPUMECHEHUS, TPEOOBAHUIM TPABWII HAJUICKAIICH MPOU3BOJCTBEHHOW MPAKTHKHU, M €T0
MEPEeBOJ] HA PYCCKHH SI3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IIOPSJIKE, B CIIy4ae, €CIId IPOU3BOJCTBO
(bapmalleBTUUECKOI cyOCTaHIIUM OCYIIEeCTBIsIeTCs 3a npeaenamMu Poccuiickoii @eneparumy;

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

3) IMPOCKT HOPMATUBHOI'O JOKYMCHTA Ha HeKapCTBeHHBIﬁ npenapar s BETCPUHAPHOTO
MMPUMCHCHUS

4) NOKyMEeHT, coJepxXaluil cieayoulyo HHGopManuo o (apmaneBTHYECKOM CyOCTaHIUU WM
(apmaleBTUUECKUX CYOCTaHIMSIX, BXOJSAIIUX B COCTaB JIEKAPCTBEHHOI'O IpernapaTa /il BeTepUHAPHOIO
IIPUMEHEHHUS:

a) HauMEHOBaHUE (apMalleBTUUECKON CyOCTaHIMM, €€ CTpyKTypa, oOmue cBoiicTBa (mpu
TOCYJapCTBEHHON  perucTpaluy  MMMYHOOMOJIOTMYECKMX  JIEKapCTBEHHBIX  IpenapaTtoB  JJs
BETEPUHAPHOTO TMPUMEHEHUS NPEJCTABISIIOTCS CBEACHHUS O IITaMMe, BKIJIIOYas €ro HauMEHOBaHHeE,
MH(OPMAIIHIO O TPOUCXOXKIACHNUH, €r0 CBOUCTBAX, XapaKTEPUCTUKAX U MECTE JICTIOHUPOBAHMS);

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

6) HaAaUMCHOBAHUC U aIpCC IIPOU3BOJAUTCIIA,

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTaJII/Iﬁ IMPONU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudgx IMPOU3BOACTBA,

r) wuHbopMamus O TmpuMecsx (HE TPEACTABISIETCS TPH TOCYJAPCTBEHHOW pETUCTpaIuu
UMMYHOOMOJIOTHYECKHX JIEKAPCTBEHHBIX MPETapaToB IS BETEPUHAPHOTO MPUMEHEHUS);
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(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) crieuuKanys Ha papMareBTHIeCKyo CyOCTaHIMIO (HE IPECTABISCTCS MPH TOCYAapCTBEHHOM
perucTpan UMMYHOOMOJIOTHYECKUX JICKAPCTBEHHBIX MTPEMapaToB ISl BETEPUHAPHOTO IPUMEHEHUS );
(B pen. @enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

e) OMUCAaHUC MCTOAWK KOHTPOJISA Ka4uCCTBA,

) pe3ysNbTaThl aHaln3a Ccepuil (apManeBTHYEeCKOW cyOcTaHIMM (HE MPEJCTABISIOTCS IIPH
FOcyHapCTBeHHOﬁ perucrpanuun I/IMMYHO6I/IOJIOFI/I‘I€CKI/IX JICKApCTBCHHBIX npernaparon JIIsL
BETEPHHAPHOTO IPUMEHEHUS);

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

3) mepevyeHb CTaHAAPTHBIX 00pa3lOB WM BEIIECTB, UCIOIb3YEMbIX MPH OCYIIECTBICHUN KOHTPOJIS
Ka4yecTBa,

I/I) OIIMCAHUC XaPAKTCPUCTHUK U CBOMCTB YIIAKOBOYHBIX MATCPpHUAJIOB U YKYIIOPOYHBIX CPCACTB;

K) JaHHble O CTaOWiabHOCTU (HE TMPEACTABISAIOTCS MPU TOCYJApCTBEHHOW pErucTpanuu
MMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX IpenapaToB AJIsl BETEPUHAPHOIO IPUMEHEHUS);
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

J'I) CPOK IrOAHOCTH, YCIIOBHUA XPAHCHU,

5) oTdyer O pe3yibTaTax JOKIMHUYECKOTO HCCICAOBAHUS JICKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOTO MPUMEHEHUS, BKIIOYAIOIIMI OMMCAaHUEe METOAOB OIMPEAENIEHUS] OCTATOUYHBIX KOJIUYECTB
NEHUCTBYIOMIErO BEIIECTBA (JACHCTBYIONIMX BEIIECTB), JOCTUTAIONIETO (JOCTUTAIONIUX) CHUCTEMHOTO
KPOBOTOKA, B MPOAYKLIHMH »UBOTHOTO IMPOUCXOXKACHHUS IOCIE MPUMEHEHHS] TaKOro JIEKapCTBEHHOI'O
CPEJIICTBa, a TAKXKE TOKYMEHTAJIbHOE MOTBEPKACHHUE (BIU/IAIINS) YKA3aHHBIX METO/IOB;

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

6) ordyer o0 pe3ynbTaTaXx KJIMHUYECKOTO MCCIEIOBAHUSA JICKApCTBEHHOrO Ipernapara s
BETEPUHAPHOTO NIPUMEHEHHUS Yy KaKI0T0 BUAA KUBOTHBIX, YKa3aHHBIX B MHCTPYKLIMU 10 BETEPUHAPHOMY
IIPUMEHEHHUIO;

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

a) HAaMMCHOBAHUC JICKAPCTBCHHOI'O IIpeliapaTta AJid BETCPUHAPHOI'O IMPUMCHCHUA (Me)KI[yHaPOI[HOC
HCIMAaTCHTOBAHHOC, UJIK I'PYIITHUPOBOYHOC, NI XUMHYECKOE U TOPTOBOC HaI/IMeHOBaHI/ISI);

6) JICKApCTBCHHAsA (bopMa C YKAa3aHUCM HAaMMEHOBAaHUM M KOJMYECTBEHHOIO COCTaBa ,I[CflCTBymquX
BC€IICCTB U KAYECCTBCHHOI'O COCTaBa BCIIOMOT'aTCIBbHBIX BEIICCTB,

B) OIMMMCAHUC BHCIIHCT'O B A JICKAPCTBCHHOT'O IpCIiapaTa AJisd BETCPUHAPHOTO ITPUMCHCHU A,

r) ¢papmakoTepaneBTHUECKas TPYIIa JIEKapCTBEHHOTO Mperapara JJisi BEeTepUHAPHOIO MPUMEHEHUS
WM YKa3aHHE "TOMEONaTU4YECKHil IEKapCTBEHHBIN Ipenapar';
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n)  (dapmakomuHaMMKa W (apMaKOKMHETHKAa (32  HCKIIOYEeHHEM  (PapMaKOKHHETUKH
rOMEOIATHYECKUX JICKAPCTBEHHBIX NPENapaToB W PACTHTEIbHBIX JICKAPCTBEHHBIX IPENapaToB) WU
OIMMHMCaHNE UMMYHOOHUOJIOTHUECKUX CBOMCTB JICKAPCTBEHHOTO Mpernapara;

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

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

K) PEKUM JO3UPOBaHUs, COCOO BBEACHUS U NPUMEHEHMS], NPU HEOOXOAUMOCTH BpeMs IpHUeMa
JIEKApCTBEHHOTIO IIperapara JJis BETEpUHAPHOTO IPUMEHEHUS, IIPOJOJDKUTEILHOCTD JICUEHNUS,

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

M) CUMIITOMBI IEPETO3UPOBKH, MEPBI IO OKA3aHUIO IIOMOILU IIPU [1EPET03UPOBKE;
H) B3aMMOJIEHCTBHE C IPYTMMU JIEKAPCTBEHHBIMU MpenapaTaMy U (WIN) KOpMaMu;
0) (hopMbI BBIITYCKA JIEKAPCTBEHHOTO Mpenapara JJisi BETEpUHAPHOTO IPUMEHEHHUS,

n) ykasaHue (IIpU HEOOXOIUMOCTH) OCOOCHHOCTEW NEHCTBMsI JIEKAPCTBEHHOIo mpemnapara s
BETEPUHAPHOTO MIPUMEHEHMSI IPU TIEPBOM MPUEME WK IIPU €r0 OTMEHE;

p) onucanue (IIpu HEOOXOTUMOCTH) JEHCTBUH ClieualnucTa B 00JacTH BETEpPUHAPHHU, BIIAJENbIa
KHBOTHOTO TIPH TPOIMYCKE IpHEMa OJHOW WM HECKOJBKHX /03 JIEKapCTBEHHOTO Npenapara s
BETEpUHAPHOTO IPUMEHEHHUS;

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

C) CPOK TOAHOCTH H YKa3daHHUC Ha 3alpeT MNPHUMCEHCHUSA JICKAPCTBCHHOTO IIpCliapaTra I
BCTCPUHAPHOI'O MPUMEHCHUA 110 UCTCUCHUH CPOKaA I'OJJHOCTH;

T) YCIIOBHSI XpaHEHMS;

y) YyKa3zaHH€ Ha HEOOXOAMMOCTh XpaHEHHUs JIEKAPCTBEHHOTO TMperapaTta JJid BETEPUHAPHOTO
MIPUMEHEHHUSI B MECTaX, HEJOCTYITHBIX JUJISl AETEH;

¢) ykazanme (Mpu HEOOXOAMMOCTH) CIEIUATBHBIX MEp MPEAOCTOPOKHOCTH TPH YHUUYTOKCHHH
HEHCIOJIb30BAHHBIX JIEKAPCTBEHHBIX MIPENAPATOB JIJI1 BETEPUHAPHOIO IPUMEHEHHUS;

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

I1) YCJIOBUS OTITYCKa;



https://login.consultant.ru/link/?req=doc&base=RZR&n=330696&date=28.07.2021&dst=100037&fld=134

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

H_I) HauMMCHOBAHUC, aApcC OpraHu3anuu, yHOJIHOMO‘-IGHHOfI ACPIKATCIIEM WM BJIAACJIbLCM
PEruCTpaiiOHHOTO  YAOCTOBCPECHUA JICKAPCTBCHHOI'0 IIp€riapaTa Ha IIPHUHATHC HpCTeHSI/Iﬁ oT

noTpeOuTeNs;

8) MpOEKThl MAKETOB MEPBUYHON YIAaKOBKU U BTOPUYHOM YIAKOBKH JIEKAPCTBEHHOIO MIperapaTa Jiis
BETEPUHAPHOTO IPUMEHEHUS;

9) cnenyromue cBeIeHHs O JISKAPCTBEHHOM TIpernapare JJisi BETePUHAPHOTO IPUMEHCHUS:
a) OIMCaHKE U COCTaB JICKAPCTBCHHOTO TIperiapara JUisi BETCPUHAPHOTO IPUMEHEHHUS;
0) onucanue (papMaleBTHIECKOM pa3pabOTKH;

B) OIMCaHKE MIpOoIiecca MPOU3BOJICTBA U €r0 KOHTPOJIS, IIOAIMCAHHOE B MOPSIJIKE, YCTAHOBICHHOM B
COOTBETCTBHH C YacThIO | HACTOSIIEH CTaThy;
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

I') ONUCAHWE KOHTPOJS KPUTHYECKHX CTaJWi IMPOU3BOACTBA U IMPOMEKYTOUHOH MPOMYKIIHH,
MTOJINMMCAHHOE B MOPSJIKE, YCTAHOBJICHHOM B COOTBETCTBHH C YaCcThIO | HACTOSIICH CTAaThU;
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

) HAMMCHOBAaHWSA M ajapeca pa3paboTdmka, JaepiKarels WM BIaJeNblla PETUCTPAIMOHHOTO
yIOCTOBEPEHHUS]  JIEKAPCTBEHHOTO  Mpernapara, MPOU3BOJACTBEHHBIX  IUIOMIAJOK  MPOU3BOJUTENS
JICKapCTBCHHOT'O TIperapara i BETSPUHAPHOTO MPUMEHEHUS C YKa3aHHEM CTaJIui TEXHOJIOTHYECKOTO
mpolecca, OCYIIECTBISIEMbIX Ha MPOU3BOJCTBEHHBIX IUIOMIAAKAX MPOU3BOJUTENS JIEKAPCTBEHHOTO
mperapara Jiyisi BETepUHAPHOTO IPUMEHEHUS;

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

e) ¢apmareBTUIeCKasi COBMECTUMOCTb;

’K) MUKPOOHOJIOTHYECKHE XapaKTePUCTHUKH;

3) MaTepuaIbHbIN OalaHC JJI MPOU3BOJICTBA CEPUU TOTOBOTO MPOJIYKTA;

1) OMUCaHNE XapaKTePUCTHK U CBOWCTB YIIaKOBOYHBIX MAaTEPUAIOB U YKYITOPOUHBIX CPEJICTB;
K) TOKYMEHTAIHHOE MOATBEPKICHNUE (BaTUIaIsI) TIPOLIECCOB U (WJIM) WX OIICHKA;

1) TpeOoBaHMsSI K KayeCTBY BCIOMOTAaTENbHBIX BemIeCTB (cepTudukar, crenuduKanus Ha
BCIIOMOTaTENIbHBIE BEIECTBA U UX 000CHOBAHUE);

M) AHAIIUTUYCCKUC MCTOAUKHU, HUCIOJB3YCMbIC TIIpU OCYHICCTBJIICHHMU KOHTPOJISI KadYeCTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

H) JAOKYMCHTAJIbHOC TTOATBCPIKICHUC (BaJ'II/I,Z[aI_II/ISI) AHAIIUTUYCCKUX MCETOJUK, HCIIOJIb3YCMBIX IIPH
OCYIICCTBIICHUU KOHTPOJIA Ka4€CTBAa BCIIOMOT'aTCJIbHBIX BEIICCTB,
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O) I/IH(bOpMaI_[I/ISI 00 HCIIOJB30BAHMHM BCIOMOIaTEIbHBIX BCIICCTB YCJIIOBCUYCCKOT'O MW XHWBOTHOI'O
IIPOUCXOXKIACHUSA;

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

p) TpeboBaHMS K KauyecTBY JIEKAPCTBEHHOrO IIpernapara il BETEpPUHAPHOIO IMPUMEHEHUs
(ceprudukar, cienuduKanys Ha JIEKapCTBEHHBIHN Mpernapar U uX 000CHOBAaHUE);

C) AHAIIUTUYCCKUE MCTOAWKH, HCIIOJB3YEMBIC IIPpU OCYHICCTBJICHUHW KOHTPOJSA KadeCTBa
JICKApCTBCHHOTO IIplriapaTa JJIs1 BETCPUHAPHOI'O MPUMCHCHU S,

T) JOKYMEHTAJIbHOC IIOATBEPIKACHHUC (BaJ'II/II[aI_[I/IH) AHAIIUTUYCCKHUX MCTOIHK, HCIIOJB3YCMBIX ITpHU
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBa JICKAPCTBCHHOI'O IMperiapara Ajisdi BETCPUHAPHOTI'O IPUMCHCHUS

y) JOKYMEHT, MOJTBEPXIAIONIMI Ka4eCTBO JICKAPCTBEHHOrO Mperapara TPeX MPOMBIIUICHHBIX
cepuii (IIPOTOKOJI aHAIM3a WU CEPTU(PHUKAT aHATHM3a), OJTHA CEPUsi KOTOPOT'O JIOJDKHA COBIAATh C CepUei
o0pa3iia JIEKapCTBEHHOTO Tperapara, MoJIaHHOTO Ha PETHCTPAIIHIO;

¢) XxapakTepucTUKa MPUMECEH;

X) MNEpCUCHb CTAaHAAPTHBIX 06pa3u0B, HCIOJIb3YCMbIX IIPpU OCYIICCTBJIICHHU KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO ITpCriapaTa JJIs1 BETCPUHAPHOI'O MIPUMCHCHU A,

LI) JaHHBIC O CTaO0UIBLHOCTHU JICKAPCTBCHHOTI'O IIpIriapaTta 1JIsi BETCPUHAPHOI'O IIPUMCHCHH,

10) xomus DOKyMEHTa, COJIEpKalero WHPOPMAlUIO O HAJUYUM WK 00 OTCYTCTBHUHU (DaKTOB
pErucTpalny JEKapCTBEHHOTO MpernapaTa Uisi BETEpUHAPHOrO MPUMEHEHHU 3a npenenamu Poccuiickoit
denepanuu;

11) cornacue B mucbMeHHON GopMe, MPEeAyCMOTPEHHOE YacThlO0 7 HACTOSIIEH CTaTbU, B CIIydae
pPEruCTpalvy BOCTIPOU3BEICHHOTO JIEKAPCTBEHHOTO Mperapara;
(B pen. @enepanbHoro 3akona ot 13.07.2015 N 241-03)

12) xomusg JOKyMEHTa Ha PYCCKOM f3bIKE, 3aBEpPEHHOr0 B YCTAHOBJIEHHOM TMOpSAKE U
MIOATBEP>KIAOLIET0 IIPABOMOYHOCTh 3asBJICHHUS O TOCYJAapCTBEHHOM PpErHMCTpalMy JIEKApCTBEHHOTO
npernapara Jyisl BETEpUHApPHOTO IPUMEHEHUS (JIOBEPEHHOCTD );

13) cBemeHMss O TOCYAApCTBEHHOM pErHCTpallid Te€HHO-MHXEHEPHO-MOIU(PHUINPOBAHHBIX
OpraHM3MOB, IIpeIHa3HAYeHHBIX [UIsl BBIIYCKAa B OKpYXKaloUlylo cpeay (IpH TrocyAapCTBEHHOM
pETUCTpallMM  JIEKApPCTBEHHBIX IIpENapaToB Ul BETEPUHAPHOIO IPUMEHEHUsS, IOJIYYEHHBIX C
MPUMEHEHUEM T'€HHO-MH)KEHEPHO-MOJIU(ULMPOBAHHBIX OPraHU3MOB WM  COAEpXKAllUX  TaKHe
OpPIraHU3MBI).

(n. 13 BBenen @enepansubiM 3akoHOM OT 02.08.2019 N 297-03)

4. llpu mnpoBeneHMM YCKOPEHHOW MpOLEAyphl 3KCIEPTU3bl JIEKAPCTBEHHOIO IIpernapara Julst
BETEPUHAPHOTO MPUMEHEHUSI B LEJSIX €r0 roCyapCTBEHHOM perucTpaiuy BMECTO OTYeTa pa3paboTyHKa
0 pe3yapTaTax JOKJIMHHYECKOTO MCCIEAO0BAaHUS JIEKAPCTBEHHOIO CpEACTBA Il BETEPUHAPHOIO
MPUMEHEHUSI MOXET OBbITh IMpeJICTaBiIeH 0030p HayyHBIX pPabOT O pe3yibTaTax JAOKIMHUYECKOIO
UCCIIeIOBaHMs pepepeHTHOro JEKapCTBEHHOTO Ipernapara Uil BEeTEpUHAPHOTO MPUMEHEHHs, a BMECTO
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oTueTa O pe3yJibTaTax KIMHUYECKOTO MCCIEIOBAHUS JICKAPCTBEHHOTO Mperapara Jisi BETEPUHAPHOTO
NPUMEHEHHUST OT4YET O pe3ylbTaTaX HCCIeAOBaHUi OHOAKBHUBAJIECHTHOCTH BOCHPOU3BEIECHHOTO
JIEKApCTBEHHOTO MperapaTa il BETepUHAPHOTO TPUMEHEHUS.

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

5. Ha skcriepTusy pa3iauyuHBIX JIEKAPCTBEHHBIX ()OPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO IIpernapara
IUIS. BETEPUHAPHOTO MIPUMEHEHHS 3asiBUTEIb MPEACTABISCT OTICIbHBIC 3aSBICHUS M PETUCTPALMOHHbIC
J0ChE Ha KaXIYI0 JIeKapcTBEHHYIO (hopmy. [IpH ycioBuM 0JHOBPEMEHHOM 1M01a4M HA SKCIEPTU3Y OAHOM
JIEKapCTBEHHOM (POPMBI C a3 IMYHBIMU JO3UPOBKOM, KOHIIEHTpanneil, 00beMOM 3asBUTEIb IPEICTABISIET
OJTHO 3asIBJICHHE M PETUCTPAILIIOHHOE JI0ChE C MPHIIOKEHUEM MAKETOB MEPBUYHON YIAKOBKH M BTOPUYHOM
yrnakoBKH. Ha MakeTax mepBUYHON YITAKOBKM M BTOPHYHOM YIAKOBKH YKa3bIBAIOTCSI BCE IPOU3BOANMBIC
JO3UPOBKH, KOHIEHTPAIWH, 00BEMBI M KOJMYECTBO /103 B YIMAKOBKE JEKAPCTBEHHOTO Mpenapara s
BETEPHHAPHOTO IIPUMEHECHUSI.
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6. B ciydyae HenpeIaCTaBIEHHs C 3asBIEHUEM O TOCYJApPCTBEHHOM pPEruMcTpaluy JIEKApCTBEHHOIO
npernapara Jyisi BETEpUHAPHOIO IPUMEHEHUs JOKYMEHTOB, OITBEPXKIAIOIIUX YIUIATy FOCYAapCTBEHHOM
IOLLJIMHBI U YKa3aHHBIX B IIYHKTE 7 4acTH 2 HACTOSILEH CTaTbH, CBEACHHUH O JMIECH3UAX, YKAa3aHHBIX B
nyHktax | w2 wuactu 3 Hacrosied CTaTbM, a TakKe BbIJIABaeMbIX (TPEJOCTaBISAEMBIX)
YIIOJIHOMOYEHHBIMU  (heZiepalIbHBIMU  OpraHaMU  HUCIOJIHUTENIBHOW BIIACTU JOKYMEHTOB (CBeIEHHI),
yYKa3aHHbIX B MyHKTe 2.1 wyactu 3 Hacrosled cTaThbd, YIOJIHOMOYEHHBIN (enepanbHbIl OpraH
UCTIOJHUTEIBHOM ~ BJIACTH  3alpallliBaeT  yKa3aHHble  JOKYMEHTbl  (CBEJEHMsA) B  IOpsAIKe
MEXBEJOMCTBEHHOI0 MH(POPMALIMOHHOTO B3aUMO/IEHCTBUS.

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

7. He pomyckaeTcsi HCIOJIb30BaHME B KOMMEpPYECKMX UeNsIX HMHPOpMalMM O pe3yiabTaTax
JOKJIIMHUYECKUX MCCIIEJOBAHUN JIEKAPCTBEHHBIX CPENICTB U KIMHUYECKUX UCCIIEI0BAaHUN JIEKAPCTBEHHBIX
MPENnapaToB sl BETEPUHAPHOTO MPUMEHEHUS, MPEACTAaBICHHOW 3asgBUTENIEM A TOCYHapCTBEHHOMN
perucTpanyy JEeKapCTBEHHBIX IIpernapaToB, 0e3 ero corjacusi B TEYEHHME WIECTH JIET C JIaThl
rOoCyJapCTBEHHOM perucTpaiuu peepeHTHOro JeKapCTBEHHOT O npemnapata B Poccuiickoit deaeparui.

8. [epxxarenp wiM Biaaenel] perucTPalMOHHOTO yJIOCTOBEPEHUS JIEKAPCTBEHHOTO Ipernapara s
BETEPUHAPHOTO MPUMEHEHUS NPEJCTaBISIET B YIOJIHOMOYEHHBIN (heiepaabHblii OpraH UCHOIHUTEIbHOU
BJIACTH OTYET MO pe3yabTaTaM (papMakoHaA30pa OJUH pa3 B IIECTh MECALIEB B TEUCHUE ABYX JIET MOCHE
rOCyJIapCTBEHHOM PETUCTPALIMU JIEKApCTBEHHOT0 Tpemnapara B Poccuiickoit denepannn, 3aTeM €XeroJHo
B T€UEHUE MOCIIEYIOUIUX TPEX JIET U B JAJIbHEHIIIEM OJMH pa3 B TpH roja.

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

CraTtba 18. Nopaya u paccMmoTpeHue 3asiBIeHUA O rocyAapCcTBEHHOM perucTpauum
nekapcTBeHHOro npenapata Ans MeaAULMHCKOro npuMeHeHus
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

. Jng rocynapCTBEHHOM pETHCTpaldy JIEKAPCTBEHHOrO Ipernapara Juisi MEIULHUHCKOTO
NPUMEHEHHs IOPUIMYECKOe U0, JEHCTBYIOIEEe B COOCTBEHHBIX HHTEpPECaX WIM YHOJIHOMOYEHHOE
MIPEACTABIISITE MHTEPECH! JIPYrOro IOPUAMYECKOTO JIMIA W 3asBIIIIOLIEE JICKAPCTBEHHBIM Ipenapar Ha
rOCy/lapCTBEHHYIO pPETUCTpalMIo (Zajee B HACTOSIIENH CTaTbe - 3asBUTENb), IPEICTABISIET B
YIIOJTHOMOYEHHBIN (e/iepalibHbIil OpraH MCIOJIHUTEIBHON BJIACTH, OCYILIECTBISIONINI rOCy1apCTBEHH YIO
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PETUCTpAIHIO JIEKAPCTBEHHBIX MPEMapaToB A MEIUIIMHCKOTO IPUMEHEHNs, B SJIEKTPOHHOH opMe U Ha
OyMa)XHOM HOCHTEJE 3asBIE€HUE O TOCYAAPCTBEHHOM PpErucTpaluM JIEKApCTBEHHOro Ipernapara Jyis
MEIUIUHCKOTO TPUMEHEHHUs, a TaKKe B TOPsAKE, YCTAaHOBJICHHOM YIIOJIHOMOYEHHBIM (eaepanbHbIM
OpPraHOM MHCIIOJHHUTEIbHOM BJIACTH, B JIEKTPOHHOM (hopMe UM Ha OyMa)kKHOM HOCHTENE HEOOXOAMMBbIE
JOKYMEHTBI, U3 KOTOPBIX (DOPMHUPYETCS PETHCTPALlMOHHOE JI0ChEe Ha JICKApCTBEHHBIM INpemapar Juis
MEIULUHCKOTO IPUMEHEHHUS.

(uactb 1 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3asBieHNN O TOCYJApCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOIO Ipenapara Il MEIULIHHCKOIO
IIPUMEHEHHUS] YKa3bIBAIOTCA:

1) HawWMeHOBaHME, aJpec 3asBUTEISI M TMPOM3BOJUTENS JIGKAPCTBEHHOTO Iperapara JJis
MEIWIIMHCKOTO TTPUMEHEHUS, CBEJICHUS 00 WX PETUCTPAllid B KAYECTBE HAJIOTOIUIATENBININKA B CTpPaHE
peructpanuu (sl pOCCUHCKUX FOPUANYCCKHUX JIUI] - UACHTU(UKAIMOHHBIA HOMEpP HAJIOTOIUIaTe IbIINKa
(MHH), nyist ”HOCTpaHHBIX IOPHINYCCKUX JIUIT - CTPaHA PErHCTPAIlii, HANMEHOBAHUE PETUCTPUPYIOIIETO
opraHa, perucTpalMOHHBIA HOMEp, KOJ HAaJOTOIUIATENBIIMKA B CTPAaHE PErHCTPAlluU (MHKOPIIOPAIIWH)
WIA €T0 aHaJor) M aJIpec MeCTa OCYIIECTBIICHHS IMPOM3BOJICTBA JIEKAPCTBEHHOTO TpemnapaTa (B cirydae
HAJIMYHMS HECKOJBKUX YYaCTHHKOB TIpOIlecCa €ro IMPOU3BOJICTBA HEOOXOIUMO YyKa3aTh Ka)JIoro
YYacTHUKA B COOTBETCTBUH C OCYIIECTBISICMON CTaJMEH ITPOU3BOJICTBA);

(m. 1 B pea. @exnepanbHoro 3akona ot 28.12.2017 N 425-03)

2) HaMMEHOBAHME JIEKAPCTBEHHOI'O IpernapaTa JJisi MEIULUHCKOTO MPUMEHEHUS (MEXAYHapOaHOe
HEMaTeHTOBAHHOE, MJIM IPYNIHUPOBOYHOE, MJIM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMUS);

3) NEPCUCHDb )leﬁCTBYIOIHHX N BCIIOMOTaTCJIbHBIX BCHICCTB, BXOAANIUX B COCTAaB JICKAPCTBECHHOI'O
npemnapara it MEAUIUHCKOTO IIPUMCHCHUS, C YKA3aHUCM KOJINYCCTBA KAXKIOTO U3 HUX;

4) nexkapctBeHHas QopMma, TO3UPOBKA, CIOCOOBI BBEACHUS M TPUMEHEHHS, CPOK TOTHOCTH
JIEKapCTBEHHOTO TIpernapara Jisi MeTUITTHCKOTO PUMEHEHHS;

5) papmakoTeparneBTHUECKas TPYIINA, KOJI aHATOMO-TEPANEBTHIECKO-XUMHUECKOM KIacCU(UKAIUH,
pPEKOMEHJI0BaHHOM BceMupHO#l opraHuszanued 3paBOOXPAHEHMS, 3asBISEMble [OKAa3aHUA AJiA
MIPUMEHEHHUS JIEKAPCTBEHHOTO MperapaTa i MEIUIIUHCKOTO TPUMEHEHUS;

6) OTCyTCTBHE HEOOXOAMMOCTH IIPEOCTaBICHUS OT4YeTa O pe3yiabTaTax KIMHUYECKOTO
UCCIIEIOBaHMsI, UCCIIEA0BAaHUS OMOIKBHBAJIECHTHOCTU JIEKAPCTBEHHOIO Ipenapara, pa3pelieHHOro i
MeIULMHCKOro MpuMeHeHus B Poccuiickoil @enepanuu Oosiee 1BaLaTH JIET, C yKa3aHUEM HOPMATUBHBIX
MIPaBOBBIX AKTOB, MOATBEPKIAFOIINX JAHHBIN CPOK TPUMEHEHNS;

7) HeoOXoauMocTh OQOpMIICHHs paspelieHuss Ha BBo3 B Poccuiickyio deneparuio KOHKPETHOH
MapTUM  3apPETUCTPUPOBAHHBIX M (WJIM)  HE3aperHCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB,
IIPEIHA3HAYEHHBIX JUIsI IPOBEJEHUS SKCIIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B ILIENSAX IOCYAAPCTBEHHOU
perucrTpanmy;

8) HCO6XO,Z[I/IMOCTL MMPOBCACHUA SKCIICPTU3LI JOKYMCHTOB, IMPCACTABJIICHHLIX MJIA OIIPCACIICHUA
BO3MOXHOCTH pacCMaTpuBaThb J'IeKapCTBeHHBII\/’I opemnapar i MCAUIHUHCKOrO IIPUMCHCHUSA TIpU
OCYHICCTBJIICHUU TOCY}I&pCTBCHHOﬁ peructpanuu B Ka4CCTBEC Op(baHHOFO JICKApCTBCHHOTO IIpeIriapara,
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9) HeoOX0IMMOCTh IPUMEHEHUSI YCKOPEHHOHN MPOLEAYpbl 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B
LEJISIX TOCYIapCTBEHHOM PErMCTpaliy JIEKAPCTBEHHOIO IIpernapara;

10) xkonuu JOKYMEHTOB, IOATBEPKAAIOIINX YIUIATy FOCYAAPCTBEHHOM MOIINHBI:

a) 3a MPOBEJIEHUE SKCIEPTU3bl JTOKYMEHTOB, MPEACTABICHHBIX MAJISl ONpPEAeTCHHUs BO3MOMXHOCTU
paccMaTpuBaTh JICKAPCTBEHHBIN MpenapaTr Uil MEIUWLIHUHCKOTO TPUMEHEHHS] MPHU OCYILECTBICHUU
roCy/1IapCTBEHHON PETUCTpallMU B KayecTBE OpPaHHOIO JEKAPCTBEHHOTO Mpernapara;

0) 3a IpoBeJIEHUE 3KCIEPTU3bl KAUECTBA JIEKAPCTBEHHOI'O CPEACTBA U AKCIEPTU3bl OTHOIICHHUS
OKUJAEMOH IOJIB3BI K BO3MOKHOMY PUCKY IIPUMEHEHHS JIEKAPCTBEHHOTO Ipeapara, pa3peeHHoro s
MEAUIMHCKOro npuMeHeHus B Pocculickoit @enepanuu Oosiee ABaALATH JIET, IPU OCYLIECTBICHUU
roCylapCTBEHHON PETUCTPaLlii JIEKapCTBEHHOTO IIpenapara;

B) 32 NPOBEACHHME HSKCIIEPTU3bl KAuecTBa JIEKAPCTBEHHOI'O CPEJICTBA M 3KCIEPTU3bl OTHOILIEHUS
OKUJAEMOH IOJIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHMSI JIEKAPCTBEHHOTO IIpenapaTa Uil MEJULMHCKOTO
IIPUMEHEHHSI IIPU €r0 rOCYAApPCTBEHHOM PErUCTPaLUY;

I') 32 IPOBEJEHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEICTBA M HKCHEPTU3bl OTHOILEHHS
0’KHMJIa€MOM MOJIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHUS JICKaPCTBEHHOTO IIpernapara Jyisi MEIULIMHCKOTO
IIPUMEHEHHs], B OTHOIIEHHH KOTOPOIO IPOBENEHBI MEXKIYHAPOIHBIE MHOTOLICHTPOBBIE KIMHUYECKHE
HCCIEA0BAaHMUA, YacTb M3 KOTOpBIX mnpoBeneHa B Poccuiickoi @exepanuu, OpU  OCYLIECTBICHUU
roCylapCTBEHHON PETMCTPallii JIEKapCTBEHHOTO IIpenapara;

11) nanuume cornacus NPOU3BOAMUTENS JIEKAPCTBEHHOIO Ipemnapara, MPOU3BOJCTBO KOTOPOTO
ocyllecTBisieTcss 3a mnpenenamu  Poccuiickoit ®exepanuyu, Ha POBEJEHUE WHCIEKTUPOBAHUS
MIPOM3BOJIUTEIIS HA COOTBETCTBHE TPEOOBAaHUAM MPaBUJI Ha/IJIEKAIEH MPOU3BOICTBEHHOMN NPAKTUKH;

12) Hanuyue coryiacusi, peIyCMOTPEHHOr0 YacTbio 18 HacTosIel cTaTh;

13) yka3zaHue BuJa JIEKapCTBEHHOTO Ipernapara, MpeACcTaBIeHHOr0 Ha PErucTpaluio (peepeHTHHIN
JIEKapCTBEHHbI  NpemapaT, BOCHPOM3BEACHHBIM  JICKApCTBEHHBIH  mpenapaT, OWOJIOTHYECKUit
JIEKapCTBEHHBIN IpernapaT, OnoaHaloroBbl (OMOMOOOHBIN) JeKapCTBEHHBIN mpenapar (OnoaHasor),
roMeonaTHYeCKUi JIeKapCTBEHHBIH Mpernapar, JIeKapcTBEHHBIN pacTUTEIbHBIH Mpernapar).

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

3. PerucrtpanuoHHoe J0Ch€ Ha JIEKApCTBEHHBIM mpenapaTr sl MEIUIMHCKOTO IpPUMEHEHMS
MpeAoCTaBIseTCsS B GopMe 0OIIETO TEXHHUECKOTO IOKYMEHTA.
(uactp 3 B pen. PenepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

4. Paznen MOKyMEHTAIMK aIMUHICTPATUBHOTO XapaKkTepa BKIIOYaeT B ce0s:

1) 3asBIeHHE O TOCYAapCTBEHHOW PETHCTPAllH JEKAPCTBEHHOTO IperapaTa Ui METUIIMHCKOTO
MIPUMEHEHHUS B AJIEKTPOHHOU (hopme 1 Ha OyMa’kHOM HOCHUTEIIE;

2) KOIMMKO JOKYMCHTA Ha PYCCKOM A3bBIKC, 3aBCPCHHOIO B YCTAHOBJICHHOM TIIOpSAAKEC U
MOATBCPKAAOIICTO IMPABOMOYHOCTE 3asABUTCIIA IIOJABATH 3adBJICHHUE O FOCYJIapCTBeHHOfI peructpanmuu
JICKApCTBCHHOTO ITperiapaTa AJId MCAUIIUHCKOTIO NPUMCHCHUA (I[OBCpCHHOCTL);
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3) cBeneHUS O Jare MPEIOCTABIICHUS M PETHCTPAIMOHHOM HOMEPE JIMIICH3MHM Ha IPOU3BOICTBO
JICKApCTBEHHBIX CPEICTB WM CBEIACHHUS O Jare NpPEJOCTABICHUS M PETUCTPAIMOHHOM HOMEpe
3aKJIFOUYEHUST O COOTBETCTBHHM IPOHM3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM  IPABUI
HaQ/IJISKAIIed MPOWU3BOJICTBEHHONM MPAKTUKH, BBIIAHHBIX (MPEIOCTABICHHBIX)  YIMOJHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIIOJIHUTEIBHONH BJIACTU B OTHONICHHH TPOU3BOJCTBCHHOW IUIOIIAIKU
PETUCTPUPYEMOTO JICKAPCTBEHHOTO IIperapara, B Ciydae, €CJId TPOM3BOJCTBO JIEKAPCTBEHHOTO
npemnapara ocyuiectpisierca B Poccuiickon @enepaunu;

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

4) KONHUIO TIPEIOCTABICHHOM YMOJTHOMOUYEHHBIM OPraHOM CTpaHbl MPOU3BOAUTEINS JIUICH3UHM Ha
MPOU3BOJICTBO JICKAPCTBEHHOTO IIperapara W €€ IepeBOJ] Ha PYCCKHH s3bIK, 3aBEPEHHBIC B
YCTaHOBJICHHOM IOPSIZIKE, & TAK)KE KOMHUIO 3aKIFOYEHUSI O COOTBETCTBUU MPOU3BOIUTENS JIEKAPCTBEHHBIX
cpeAcTB  TpeOOBaHMSM  TpPaBHJ  HAJICKAIIEH  MPOW3BOJICTBCHHOM  NPAKTUKU,  BBIIAHHOTO
YIIOJTHOMOYEHHBIM (pe/lepaTbHBIM OPTaHOM HCIIOJHUTEIBHON BJIACTH B OTHOILICHHWH MPOW3BOICTBEHHOMN
IUIOIIAJIKU PETUCTPUPYEMOTO JIGKAPCTBEHHOTO TIpenapara, WM KOIHI PEHICHUS YIOJIHOMOYCHHOT'O
(benepanbHOrO OpraHa WCIOJHUTEIFHOW BIACTH O TPOBEJCHUHM HMHCHEKTHPOBAHUS TPOU3BOIUTEIS
JICKApCTBEHHBIX CPEJICTB, B ClIydyae, €CIM MPOM3BOJICTBO JIEKAPCTBEHHOIO Mperapara OCyIeCcTBIsSCTCS 3a
npeaenamu Poccniickoit denepanuu;

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

5) IpPOEKT UHCTPYKLMH O MEJULIMHCKOMY ITPUMEHEHUIO JIEKApCTBEHHOTr0 IpenapaTa, cofepxalien
CJIEYIOLUE CBECHUA:

a) HaMMEHOBaHHWE JIEKAPCTBEHHOro mpemapara (MEXIYHApOJHOE HEMAaTeHTOBAHHOE, WJIN
TPYIIHPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE€ HAUMEHOBAHHS);

0) nexapcTBeHHas ¢opma ¢ yKazaHHEeM HAaWMEHOBAaHUM U KOJMYECTBEHHOT'O COCTaBa JACHCTBYIOIIUX
BEIIECTB U KaUeCTBEHHOTO COCTaBa BCIIOMOTATENIbHBIX BELIECTB (IIPU HEOOXOIUMOCTH KOJIMYECTBEHHOIO
COCTaBa BCIIOMOTaTeJIbHBIX BEIIECTB);

B) ONMCAaHUE BHELIHETO BUA JEKAapCTBEHHOTO Mpernapara JJisi MeIULIMHCKOIO IPUMEHEHUS;

r) pusuKo-XxuMU4ecKre cBOMCTBA (U1 paarodapMaleBTHYECKUX JIEKapCTBEHHBIX IIPENapaToB);

1) (apMmakoTepamneBTHUYeCKass TIpyMna, KOJl JIEKAPCTBEHHOIO Hpenapara Ui MEAULUHCKOTO
MIPUMEHEHHUS 110 aHATOMO-TEPANEeBTUYECKO-XUMUIECKOH KiaccuuKalum, peKkoMeHa10BaHHOW BecemupHoit

OpraHM3alyen 31paBOOXpaHEHUs, WM YKa3aHHUE 'TOMEONaTHYECKUH JIEKApCTBEHHBIN IIpenapar’;

e) dapmakoguHaMuka W (dapMaKOKMHETHKAa (32  HCKJIIOYeHWeM  (DapMaKOKWHETUKH
FOMEOINAaTUYECKUX JIEKAPCTBEHHBIX MPENAapaTOB U PACTUTENbHBIX JIEKAPCTBEHHBIX MPENapaToB);

) MOKa3aHUs JUIsl IPUMEHEHUS;
3) IPOTUBONOKA3aHUs JJIsl IPUMEHEHUS;
1) MEpHI MIPEIOCTOPOKHOCTU MIPHU IPUMEHEHNH;

K) YKa3aHUC¢ BO3MOKHOCTU U 0co0eHHOCTEH NPUMCHCHUSA JICKAPCTBCHHOI'O Ipcrapara s
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MCIUIHUHCKOI0O IMPHUMCHCHUSA 6epeMeHHLIMI/I JKCHINWMHAMHM, JKCHIIMHAMHU B IICpHUOA TI'PYAHOIO
BCKapMJIMBaHHsA, 1€TbMH, B3pOCIBIMH, UMCIOIIIUMHU XPOHUYECKHUE 3360H€BaHI/I${;

J) PEKUM J03UPOBAHUS, CIIOCOOBI BBEACHHUS M MPUMEHEHUS, IPU HEOOXOIUMOCTH BpeMs MpHeMa
JIEKApCTBEHHOI'0 IIpernapara il MEAMLUHCKOrO NPUMEHEHUS, MPOJOJDKUTEIBHOCTh JICYCHUSA, B TOM
4HCIIe y JETEH 0 U II0CIIE OJHOrO roja;

M) BO3MOJKHBIC HECXKCIATCIIBHBIC pPEAKIMK IIpU IIPHUMEHCHUH JICKAPCTBCHHOI'O IIpfIriapara ajid
MCIUIUHCKOI'O IPUMCHCHUA

H) CUMIITOMBI IIEPEI03UPOBKHU, MEPBI 110 OKA3aHUIO TOMOILH IIPH NEPEI03UPOBKE;
0) B3aMMOJIEICTBHE C APYTUMHU JIEKAPCTBEHHBIMU MpenapaTaMu U (UJIu) MULIEBBIMU IPOIYKTAMU;
1) (hopMBI BhIITyCKa JIEKAPCTBEHHOIO IIpenapara;

p) ykazaHue (mpu HEOOXOAMMOCTH) OCOOEHHOCTEH [EHCTBUS JIEKQpCTBEHHOrO Ipemnapara s
MEIUIIMHCKOTO IIPUMEHEHHUS TIPH [IEPBOM IIPUEME HJIH IIPU €T0 OTMEHE;

¢) ommcanue (Mpu HEOOXOIMMOCTH) NIeHCTBUI Bpaya ((enpamepa) 1 (WIK) ManueHTa Py MPOMycKe
npremMa OJHOHN UM HECKOJBKUX 103 JIEKapCTBEHHOT'O Mpenapara A MEIUILMHCKOIO IPUMEHEHUS;

T) BO3MOXHOC BJIMAHUC JICKAPCTBCHHOI'O0 Ipfcliapara MjiId MCAUIUHCKOIO MNPUMCHCHHA Ha
CIIOCOOHOCTD YIIPABJEATH TPAHCIIOPTHBIMU CPECACTBAMU, MCXAHU3MAMU

y) CpOK TOAHOCTM M YKa3aHHE Ha 3ampeT NPUMEHEHHUs JIEKapCTBEHHOTO TMperapara i
MEIUIMHCKOTO IPUMEHEHUS 10 UCTEUEHUN CPOKA TOJTHOCTH;

¢) ycioBus XpaHeHus;

X) YKa3aHUC Ha HCO6XOI[I/IMOCTB XpaHCHUA JICKAPCTBCHHOI'O IIp€rapara I MCEOUILUHCKOI'O
IMPUMCEHCHUSA B MECTaX, HCAOCTYIIHBIX IJIA I[GTCI\/JI;

LI) YKa3aHue (HpI/I HCO6XOI[I/IMOCTI/I) CIICHUAJIBHBIX MEPp MNPEAOCTOPOKHOCTHU IIPU YHUUYTOXKCHUU
HCHCIIOJIb30BAHHBIX JICKAPCTBCHHBIX IIPEIIapaToB A1 MCAUIUHCKOTO IIPUMCHCHUS

q) yCJIOBUS OTIYCKa;

II) HAaUMEHOBaHUS U aJpeca MPOU3BOACTBEHHBIX IUIOMIAJOK IPOU3BOJUTEINS JIEKAPCTBEHHOTO
npernapara;

II) HAaMMEHOBaHWE, aJpec OpraHu3alM, YIOJHOMOUYEHHOM JepXaTeleM WIN BIaAeIbleM
PETUCTPALIMOHHOIO YJOCTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara JUuisi MEAWLHMHCKOIO NPUMEHEHMsI Ha
MPUHSATHE IPETEH3HUI OT MOTpeOuTENS;

6) UHCTPYKIHUIO IO MEAUIIMHCKOMY MPUMEHEHUIO WM KPATKYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOIO
Mpernapara, yTBepKJICHHbIE B CTPaHE MTPOU3BOAUTEINS;

7) MMPOCKTHI MAKCTOB HCpBI/I‘-IHOI\/Il YIIaKOBKH 1 BTOpH‘IHOﬁ YIIAKOBKHU JICKAPCTBCHHOTO IIpCIiapara JJIsd




MCIUITUHCKOI'O IPUMCHCHU

8) MpoeKT HOPMATUBHOM JOKYMEHTAIlMM WM HOPMATHUBHOIO JOKYMEHTa Ha JIEKapCTBEHHBIN
npemapar sl MeIUIIMHCKOTO IPUMEHEHHs JIN00 YKa3aHHe COOTBETCTBYIOMICH (hapMaKOTICHHHON CTaThH;

9) noKyMeHT, coiepxaiuii HHOOPMALUIO O HAIMYUU WIH 00 OTCYTCTBUHU (DaKTOB perucTpaiuu
JIEKapCTBEHHOIO ITperapara JJjisi MEIUIIMHCKOro TpUMeHeHus 3a npeaenamu Poccuiickoit denepanmu;

10) xomuM [OKYyMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM TMOPSAKE M MOATBEPXKAAIOMMX (aKT
perucTpanyy JeKapCTBEHHOTO TIpenapaTa B HMHOCTPAHHBIX TOCYAAapCTBaxX B KadecTBe Op(haHHOTO
JIEKapCTBEHHOT'0 Iperapara;

11) mnman ympaBiaeHMsT pUCKaMU JUld  OMOJIOTMYECKUX JIEKAPCTBEHHBIX IpEnaparoB s
MEIULUHCKOTO NPUMEHEHHUS;

12) nmoxymeHT o cucteme (apmMakoHaa30pa JAepiKaTeNs WIM BIAACTbIAa PErHCTPAMOHHOTO
yJIOCTOBEPEHHMSI JIEKApCTBEHHOT'O Mpenapara;

13) noKyMeHT, MOATBEP)KIAIOLIMN KadeCTBO JIEKAPCTBEHHOI'O IIpernapara TPeX IPOMBIIIIEHHbBIX
cepuii (IIPOTOKOJI aHAIM3a WM CEPTU(PHKAT aHAIN3a), OJTHA CEPHUSI KOTOPOTO JOKHA COBIA/IATh C CepUe
o0pasma JIeKapCTBEHHOTO Tpemapara sl MEIUIMHCKOTO MNPHUMEHEHHS, MPEICTaBIEHHOTO Ha
TOCY/IapCTBEHHYIO PETHCTPALHIO.

(dactb 4 B pen. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. Pazgen xumuueckoi, gapMalieBTUYeCKOH M OMOJOrMYeCKOM JOKyMEHTAllMM BKIIIOYaeT B cels
JOKYMEHTBI, coJieprKaliie HHPopMaIuio o papManeBTHYECKON CyOCTaHIIMM U JIEKAPCTBEHHOM IIpernapare
IUIE MEIUIIMHCKOTO NPUMEHEHMsI, MTPOLECCE €ro MPOU3BOACTBA U METOJAX KOHTPOJSI KauyecTBa, B TOM
qucie:

1) KomHIO TOKYMEHTA, COIEPIKaIIIEro CIEAYIOUIYI0 HH(pOopMaIHIo 0 (papMaleBTHYECKOi cyOcTaHIuN
Wi QapMaleBTUYECKMX CyOCTaHIUSAX, BXOAAIIMX B COCTaB JIEKApCTBEHHOIO IIpernapara, 3a
UCKJIIOUeHHeM HHpopMaru o (apManeBTHUYECKUX CYOCTaHIMSX, BKIIOYEHHBIX B TOCYJapCTBEHHBIN

peecTp JEKapCTBEHHBIX CPEACTB B COOTBETCTBUU CO CTaThel 34 Hacrosero @eaepajibHOro 3aKOHa:
(B pen. @enepanbHOro 3akona ot 27.12.2019 N 462-03)

a) HauMeHoOBaHue (hapMalleBTHUECKOM CyOCTaHIINH, €€ CTPYKTYpa, 0011IMe CBOWCTBA;
0) HaMMEHOBAHKE U A/IPEC MPOU3BOAUTEIIS;

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTaJII/Iﬁ IMPONU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudgXx IMPOU3BOACTBA,

T') ONHCaHKUE pa3pabOTKHU Mpollecca MPON3BOJICTBA;
1) ONUCAHKNE KOHTPOJIS KPUTUUYECKUX CTAJUI MPOU3BOICTBA U POMEXKYTOYHOU MPOTYKIUY;
€) TOKYMEHTaJIbHOE TIOITBEPIKACHHUE (BaIMIAIINSI) POIIECCOB | (UJTH) MX OIEHKA,

7K) CBOMCTBA M CTPYKTYpa JIEHCTBYIOIINX BEIIECTB;
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3) XapaKTepUCTHKA MPUMECEH;
1) cnernudukanus Ha (apMaleBTHUECKYI0 CyOCTaHIIUIO M €€ 000CHOBAHME;

K) aHaJUTHYECKHE METOJMKH, WCIOJIb3yeMble TIPU OCYIIECTBICHUU KOHTPOJSI KadecTBa
(dhapmareBTUUeCKON CyOCTaHITNH;

J) TOKYMEHTaJbHOE MOATBEpPXKIACHUE (BaIMAALMS) AHATUTUYECKUX METOAMK, MCIOJIb3YEeMbIX MPHU
OCYIIECTBJICHUN KOHTPOJISA KadyecTBa papMarieBTUIECKON CyOCTaHIINH;

M) pe3yJIbTaThl aHaIK3a Cepuil (hapMaleBTHUECKON CyOCTaHIINH;

H) MIepeueHb CTaHAAPTHBIX 00pPa3lIOB MM BEIIECTB, UCIIOJIBb3YEMBIX MPU OCYIIECTBICHUNU KOHTPOIIS
Ka4yecTBa,

0) OIMCaHME XaPAKTEPUCTUK U CBOMCTB YIAaKOBOYHBIX MaT€pPHAJIOB U YKYIIOPOUHBIX CPE/CTB;
1) JaHHBIE O CTAOMIIBHOCTH (hapMaleBTHUECKOM CyOCTaHIINY;
P) CPOK T'OJTHOCTH;

1.1) B oTHomeHHH ¢apMaleBTUYECKHX CYyOCTaHIMK, BXOJSAIIMX B COCTaB JIEKAPCTBEHHOTO
mpernapaTa U BKIIOYEHHBIX B TOCYJApCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB B COOTBETCTBHH CO
cratbeil 34 Hacrosimero denepanbHOTO 3aKOHA, - KOMHUS JIOKYMEHTA, COJEPKAIEro CJIEIYIOUIYIO
nHpopMaruo:

a) HauMeHOBaHue (hapMaleBTHYECKON CyOCTaHIIUH, €€ CTPYKTYpa, 00II1e CBOWCTBA;
0) HauMEHOBAHHE U a/IPEC MPOU3BOAUTEIS;
B) pe3yJIbTATHl aHAIKM3a cepHil apMaleBTUUECKON CyOCTaHIINH;

T') CPOK T'OJTHOCTH;
(m. 1.1 BBegen denepanbHbiM 3akoHOM OT 27.12.2019 N 462-D3)

2) HAOKYMCHT, coaep;xamm?l CIICAYOmUC CBEACHHUA O JICKAPCTBCHHOM IIpCHIapaTe AJjid MCAUITUHCKOI'O
MPUMCHCHUSA:

a) OMMHCAHUC U COCTAB JICKAPCTBCHHOTO ITpCIiapara JJIis1 MCAUTTUHCKOT'O TPUMCHCHU S

0) ommcanue QapmareBTUYECKON pa3paboTku (00OCHOBaHME BBIOOpAa COCTaBa, MEPBUYHOMN
YIIAKOBKU ¥ HHOTO);

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTaJII/Iﬁ IMPONU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudgXx IMPOU3BOACTBA,

I) ONHUCaHWe KOHTPOJS KPUTHYECKUX CTaJuil Mpolecca IPOU3BOJICTBA U MPOMEXKYTOUHOM
IPOJYKLIHH;
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J1) HAUMEHOBAHUE M aJIpEC MECTa OCYIIECTBIEHUS MPOU3BOJICTBA JIEKAPCTBEHHOIO Mpenapara Juist
MEAMIIMHCKOTO MPUMEHEHUs (B cllydae HaJW4YUsl HECKOJBKHUX YYAaCTHHUKOB IIpollecca IMPOU3BOICTBA
HE00XO0/AMMO yKa3aTh KaKIO0Tr0 U3 HHX);

e) (apmanieBTHYECKasi COBMECTUMOCTD;

) MUKPOOHOJIOTUYECKHIE XapaKTePUCTHUKH;

3) MaTepuaibHbINA OallaHC JJIsl MPOU3BOACTBA CEPUH FOTOBOTO MPOJIYKTA;

1) OIIMCAHUE XapaKTEPUCTUK U CBOMCTB yIIaKOBOYHBIX MATEPHAJIOB U YKYIIOPOUHBIX CPENICTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BaIMIAIKs1) IPOIIECCOB IPOU3BOJICTBA U (MJIM) UX OIICHKA;

J) TpeOOBaHMA K KayecTBY BCIIOMOTATEIbHBIX BEHIECTB (CepTHU(UKAT, crenupuKanms Ha
BCIIOMOTaTeIbHbIE BEILIECTBA U UX 00OCHOBaHNUE);

M) AHAIIUTUYCCKUC MCTOJUKH, HUCIHOJB3YCMbIC TIIpU OCYWICCTBJICHHH KOHTPOJIA KadCCTBa
BCIIOMOI'aTCIBbHBIX BCIICCTB,

H) JIOKYMEHTaJIbHOE MOATBEpPKJAeHUE (BaTUAAIMs) aHAIUTUUYECKUX METOJUK, WCIIOIb3YEMBIX MPHU
OCYILIECTBJIEHUH KOHTPOJISI KaYeCTBa BCIIOMOTraTEIbHBIX BEILIECTB;

0) I/IH(i)OpMaIII/IH 00 HCIIOJB30BAaHUM BCIIOMOTIaTEIbHBIX BC€IICCTB YCIOBCYCCKOIO M XHMBOTHOI'O
IIPOUCXOKIACHUS

1) uHGopMaIus 00 UCIIOJIb30BAHUN HOBBIX BCIIOMOTaTEIbHBIX BEILIECTB;

p) TpeOoBaHMA K KayecTBY JIEKAPCTBEHHOro TIpemnapaTra s MEIUIUHCKOIO IMPUMEHEHHs
(cepTudukar, cnenndukalys Ha JEKapCTBEHHbIN Mpenapar u uX 000CHOBaHUE);

C) AHAIIMTUYCCKUC MCTOAWKH, HCIHOJB3YCMBIC TIpU OCYHICCTBJICHUHW KOHTPOJIA KA4YCCTBa
JICKApCTBCHHOTO IMperiapara JJIis1 MCIUITUHCKOIO MPUMCEHCHU S

T) JAOKYMCHTAJIbHOC IOATBCPIKACHHUC (BaJ'II/II[aI_[I/ISI) AHAIIUTUYCCKUX MCETOJUK, UCIHOJIB3YCMBIX IIpU
OCYIICCTBIICHUU KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHOI'O IIp€riaparta ajisd MEAULIUHCKOTO ITPUMCHCHU,

y) pe3ynbTaThl aHAJIM30B CEPUI JIEKAPCTBEHHOTO Mpernapara JUisi MeAMLIUHCKOTO MTPUMEHEHMS;
¢) xapakTepucTuKa MpUMecei;

X) NEpCUCHb CTAHAAPTHBIX 06pa3u013, HCIIOJIb3YCMbBIX IIPU OCYIICCTBJIICHMU KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO Iperiapara JJIis1 MCAUIUHCKOI'O IPUMECHCHUS |

I1) IaHHBIE O CTA0MIIBHOCTH JIEKAPCTBEHHOTO TIpenapara Juisi MeIUIITHCKOTO TPUMEHEHHUSI.
(dactp 5 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Pazgen (I)ﬂpM&KOHOI‘H‘-ICCKOfI, TOKCHKOJIOTHYE€CKOMH JAOKYMCHTAIlMU BKIIFOYACT B ce0s OTYETHI O
pe3yiabTaTax JOKIMHUYCCKUX I/ICCJ'IeJIOBaHI/Iﬁ JICKAPCTBCHHOT'O CPpEACTBA AJISI MCAUIIUHCKOI'O IMIPUMCHCHUA,
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B TOM YHCIIE:
1) otuet o papMakOJUHAMUYECKHUX UCCIICOBAHUSIX;
2) otueT 0 apMaKOKUHETHUECKUX MCCIIETOBAHUSX;

3) OTYET O TOKCHKOJIOTUIECKUX HCCIEOBAHUSAX.
(uactb 6 B pen. @PepepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

7. Pa3z[eﬂ KIMHUYECKOMN JOKYMCHTAIMK BKJIHOYACT B ce0s OTUeThl O pe3yibTaTax KIMHHUYCCKHX
HCCIIeIOBaHUM JICKAPCTBCHHOTO IIpCIiapaTta JJIsi MCAUITUHCKOI'0 MPpUMCHCHUS, B TOM YUCJIC!

1) ordyersl 00 wWcClIEAOBAaHMUAX OWOJOCTYIMHOCTH W OMOADKBHBAJICHTHOCTH, HCCIECIOBAHUSIX,
YCTaHABJIMBAIOLINX KOPPEISIHIO PE3yIbTaTOB, MOMYYSHHBIX B YCIOBUSX in Vitro u in vivo;

2) oTueThl 0 (papMaKOKUHETUYECKUX HCCIICTOBAHMSIX;
3) ot4eTsl 0 (hapMaKOAUHAMUYCCKUX UCCIICIOBAHUSX;
4) 0TYeTHI O KIMHUYECKUX HCCIeT0BaHUAX 3(PPEKTUBHOCTU U OE30MACHOCTH;

5) oT4eT O MOCTPErUCTPAIIMOHHOM OIIBITE TPUMEHEHHUS (TIPU HATTHYHH).
(uactb 7 BBeneHa denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

8. TpeboBanus k 00beMy HH(pOpMAINK, MPEIOCTABIIEMON B COCTaBE PETUCTPAIIMOHHOTO JIOCHE,
JUISL OTJIEIbHBIX BHUJIOB JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOIO MPUMEHEHHUS YCTAHABIMBAKOTCS
YIOJIHOMOYEHHBIM (peiepaabHbIM OPraHOM UCTIOTHUTEIHLHOM BIIACTH.
(uacth 8 BBeneHa denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

9. B oTHoOIIIEHUU JIEKAPCTBEHHBIX IMpENapaToB, pa3perieHHBIX JJII MEIUIIMHCKOTO NMPUMEHEHUS B
Poccuiickoit denepauuu Ooniee ABaAaTH JIET U B OTHOIIEHHH KOTOPHIX HEBO3MOXKHO MPOBEACHHE
WCCIEOBAaHUN WX OMOPKBUBAJICHTHOCTH (32 HUCKIIOUYEHHEM OHOJIOTMYECKHX  JIEKAPCTBEHHBIX
MpernapaToB), JOMYCKAeTCs BKIIOUEHUE B COCTaB pasjena (apMaKoIOTHYECKOW, TOKCHUKOJIOTHYECKOU
JOKYMEHTAIlUU U pa3jiefia KIMHUYECKOW JOKYMEHTAllMM BMECTO OTueTa pa3padoTdyMKa O pe3ysibTaTrax
COOCTBEHHBIX JOKIMHUYECKUX HCCIIEOBAHUN JIEKAPCTBEHHBIX CPEJICTB U KIMHHUYECKUX HCCIEIOBaHUN
JIEKApPCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO MPUMEHEHHUs 0030pa HAy4YHBIX padOT O pe3yibTarax
JOKJIMHUYECKUX MCCIEJOBAHUN JIEKAPCTBEHHBIX CPEJICTB W KIMHUYECKHX MCCIEIOBAaHUM JaHHBIX
JIEKApCTBEHHBIX MIPEMapaToB, B TOM YKCJIE BKIIIOYAS OMBIT UX MOCTPETUCTPAITMOHHOTO MPUMEHECHHS.
(uactp 9 BBenena DenepanibHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHOrO 3aKOHA OT
27.12.2019 N 475-03)

10. IIpu rocynapCTBEHHOW pErMCTpallMy BOCIPOM3BENEHHBIX JIEKAPCTBEHHBIX IPENapaToB IJis
MEAUIMHCKOTO TPUMEHEHMsI JIOMYCKAaeTCs BKIIOYEHHWE B COCTaB paszjena (apMaKoJIOTHYECKOH,
TOKCUKOJIOTMYECKOM JOKYMEHTallud U pasjena KIMHUYECKOHW JIOKyMEHTallud BMECTO OT4YeTa
pa3zpaboTurka O pe3yjbTaTax COOCTBEHHBIX JOKJIMHUYECKHX HCCIIEOBAaHUM JIEKAPCTBEHHBIX CPEICTB
0030pa Hay4YHBIX pabOT O pe3yabTaTax JOKIMHUYECKUX HCCIEI0BaHUN peepeHTHOro JEKapCTBEHHOTO
npernapaTa U MpEeJCTaBIEHUE BMECTO KIMHUYECKHUX MCCIEIOBAaHUM B IMOJHOM 00beMe, YCTaHOBIEHHOM
pas3zenoM KIMHUYECKOW JOKYMEHTAllMM, OT4eTa O pe3yjbTaTaX HCCIIeAOBAaHUM OMOIKBHBAJIEHTHOCTH
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BOCIIPOM3BEJICHHOTO JIEKAPCTBEHHOTO IIpernapara s MeIUIMHCKOro npuMmeHenus. He tpeGyercs
IPEJCTAaBICHUE OTYeTa O pe3yJbTaTax HCCIeI0BaHUA OMOIKBUBAJIEHTHOCTH BOCIIPOU3BEICHHOIO
JIEKapCTBEHHOTI'O IpenapaTa s MEAUIIMHCKOTO IPUMEHEHMS], €CIIM PETUCTPUPYIOTCS BOCIIPOU3BEICHHBIE
JIEKapCTBEHHbIE MTPENapaThl Ul MEAULUHCKOIO IPUMEHEHNUs, KOTOpBIE:

1) mpenHazHaueHbl I MAPEHTEPAIBHOIO (MOJKOXKHOIO, BHYTPUMBIILIEYHOI'O, BHYTPUBEHHOIO,
BHYTPUTIJIA3HOTO,  BHYTPUIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHAPHOIO) BBEIEHUS U
MPEJCTABISAIOT cO00I BOAHBIE PACTBOPHI;

2) mpenCTaBISIIOT COOO0M PacTBOPHI AJIsl HEPOPATLHOTO MPUMEHEHHUS;
3) npou3BeneHbl B OpME MOPOLIKOB WM JTHO(PUIN3ATOB I TPUTOTOBICHHUS PACTBOPOB;
4) ABIAIOTCS ra3aMu;

5) SIBJISIFOTCS YIIHBIMU WJIM TJIa3HBIMHU JIEKAPCTBEHHBIMM IIperapaTamMu, IPOU3BEIEHHBIMU B (popMme
BOJHBIX PaCTBOPOB;

6) npeaHa3HaYeHbI JJI1 MECTHOT'O IPUMEHEHHUS U IPUTOTOBJIEHBI B (JOpPME BOJIHBIX PaCTBOPOB;

7) IpeacTaBIsSIIOT cOOOW BOAHBIE PACTBOPHI AJISl UCIOJIB30BaHUs B (pOpMe MHTANALMNA C TOMOIIBIO
HeOyraif3epa WK B Ka4eCTBE Ha3aJIbHBIX CIIPEEB, MPUMEHSIEMBIX C TIOMOIIBIO CXOJIHBIX YCTPOUCTB.
(uacth 10 BBegena PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

11. [ns cmydaeB, yka3aHHbBIX B nyHktax 1 - 3, 5 - 7 wgactm 10 Hacrosmied craThH,
BOCITPOM3BE/ICHHBIN JIEKAPCTBEHHBIN MpenapaTr [jis MEIUWLIHUHCKOTO MPUMEHEHHUs AOJKEH COAEpKaTh
TaKue € BCIIOMOTATENIbHBIEC BEIIECTBA B TaKUX K€ KOJIMYECTBAX, KaKk U PEPEPEHTHBIN JIEKApPCTBEHHBIM
npenapar. Eciu cocTtaBel BCIOMOTaTeIbHBIX BEUIECTB Pa3IMYAOTCS, 3asBUTENb JIOJDKEH NPE/ICTABUTH
JI0Ka3aTelIbCcTBa TOTO, UYTO HMCIIOJIb3YEeMbI€ B JAaHHBIX KOHIICHTPAIMSIX BCIIOMOTATEIbHBIC BEIIECTBA HE
BIUSIOT Ha Oe3omacHOCTh U (WiH) 3(PPEeKTUBHOCTH JIEKAPCTBEHHOTO Mpemnapara Uisi MEAUIMHCKOTO
npuMeHeHus. B ciydae, eciiu 3asBUTENh HE MOXKET NIPEICTABUThH TAaKHE JI0KA3aTEIbCTBA U (WJIM) HE UMEET
JOCTYIa K COOTBETCTBYIOIIMM JaHHBIM, OH JIOJKEH IPOBECTH COOTBETCTBYIOIIME HCCIEAOBAHUS IS
JIOKA3aTelIbCTBa OTCYTCTBUS BIIUSIHHUS PAa3HBIX BCIIOMOTATENbHBIX BEIIECTB WM BCIOMOTATEIbHBIX
yCTPOWCTB Ha Oe30macHOCTh U (WiH) 3(h(EeKTUBHOCTh JEKApCTBEHHOTO Mpernapara i METUIITHCKOTO
MIPUMEHEHHUS B COOTBETCTBHUH C aKTaMH, COCTaBIIIONIMMU TIPaBo EBpa3uiickoro s5KOHOMHUYECKOTO COI03a.

(uactp 11 BBenena denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-@3; B pen. denepanbHOro 3aKoHa OT
22.12.2020 N 444-D3)

12. TIpu rocynapCTBEHHON perucTpany KOMOMHAINKI paHee 3aperucTPUPOBAHHbIX JEKapCTBEHHbIX
MpernapaToB UIi  MEAWIMHCKOTO TPHMEHEHHs JOMyCKAaeTCs BKJIIOYEHHWE B COCTaB  pasjesa
(bapMakoIOTHYECKOH, TOKCHKOJIOTHYECKOH JOKYMEHTAllMM W paszjena KIMHUYECKOW JIOKYMEHTAlUu
BMECTO OT4eTa pa3paboTyhMka O pe3ynbTaTax COOCTBEHHBIX JOKIMHHYECKHX HCCIICTOBAHUM
JICKapCTBEHHBIX CPEJICTB 0030pa HAy4yHbIX paboT o pe3yiabTaTax IOKIMHUYECKUX HCCIeIOBAHUMN
peepeHTHBIX JIEKAPCTBEHHBIX TMPEMapaToB, BXOIMIIMX B COCTaB KOMOWHAIIMHM JICKApCTBEHHBIX
IpernapaToB, ¥ 00 OTCYTCTBUU MX B3aUMOJICHCTBUS B OHOM JIEKapCTBEHHOH Gopme.

(vactp 12 BBenena denepanbHbiM 3ak0oHOM OT 22.12.2014 N 429-D3)

13. Ha OKCIICPTU3Y PA3JINYHBIX JICKAPCTBCHHBIX (I)OpM OIHOTO M TOIro K€ JICKAPCTBCHHOI'O
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npenapara Ui MEAMIIMHCKOTO TMPUMEHEHHS 3asBUTEIb MPEACTABISICT OTIEIbHBIC 3asBICHUS U
pETrUCTpalMOHHBIE JIOChEe Ha KAXKAYIO JIeKapcTBEHHYIO0 (opMy. [Ipu yciaoBuM oqHOBpEeMEHHOM MoAayu Ha
AKCIIEPTH3Y OJHOW JICKApPCTBEHHOH (POPMBI C PA3NIMUYHBIMU JO3MPOBKOW, KOHIICHTpAIUEH, 00BEMOM
3asIBUTEJIb NIPEACTABIISIET OJJHO 3asBJIICHUE U PETUCTPALIMOHHOE JOChE C MPHIIOKEHUEM MAKETOB YITaKOBOK
Ha Ka)XIyI0 JO3HPOBKY, KKy KOHIICHTPAIINIO, KAXK/IbI 00bEM U KaXKI0€ KOJUIECTBO 703 B YIIAKOBKE.
(dactb 13 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

14. Tlpu rocymapCTBEHHOW perucrpanuu opdaHHOTO JIEKAPCTBEHHOTO TMperapara 3asBUTENb
npescTaBiseT nH(OpMalNi, HEOOXOTUMYIO Uit (POPMHUPOBAHUS pazjiena KIMHUYECKOU JOKYMEHTAIIHH,
B 00beMe, YCTAaHOBIICHHOM YIIOJTHOMOYEHHBIM (peiepaibHBIM OPTaHOM HCIIOJTHUTEILHOW BIACTH.

(dactpb 14 BBeneHa denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

15. Ilpu perucrpauuu OHOJOTMYECKOro JEKAPCTBEHHOIO IIpernapara, MOJIy4€HHOIO U3 KpOBH,
IUIa3Mbl KPOBU YEJIOBEKa, B COCTaBE PETUCTPALMOHHOIO J0Che Ha JIEKAPCTBEHHBIM Mpernapar ajs
MEIUIIMHCKOTO IPUMEHEHUSI TOJIKHBI OBITH IIPECTABIIEHBI JOTIOIHUTEIBHO:

1) B pa3mene JOKyMEHTallMd aJMHMHUCTPATUBHOTO XapakTepa JOKYMEHT, COJAEpKaIluii
uHpopManuio 0 cyObeKTax oOpamieHust JOHOPCKOH KpOBH M (MJIM) €€ KOMIIOHEHTOB, O TOM, I/ie ObLia
ocyllecTBiIeHa JoHauMs (KpoBHM M (WIM) IUIa3Mbl KPOBH), a TakkKe HaHHbIE 00 HHQEKIMOHHBIX
3a00JICBaHUAX, NEPEAAIONINXCS IMAPEHTEPATIbHBIM IyTeM, HHGpoOpMalus O CyObeKTax oOpaleHus
JOHOPCKOW KpOBU U (WUJIM) €€ KOMIIOHEHTOB, B OTHOIIEHHH KOTOPBIX OCYILECTBISETCS KOHTPOJb
JIOHOPCKOW KpOBH U (MJIM) €€ KOMIIOHEHTOB;

2) B pazzaene XUMUYECKOH, (hapMarieBTHUEeCKON 1 OMOIOTUYECKON TOKYMEHTAIIUU:

a) KpUTEpUU U CHOCOOBI 0TOOpa, TPAaHCIOPTUPOBAHUS M XPaHEHUS JTOHOPCKON KpOBU U (MJIH) ee
KOMIIOHEHTOB;

0) pe3ysbTaThl UCCIIEIOBAaHUI OTOOpPaHHBIX TOHOPCKOW KpOBU M (WMJIM) IJIa3Mbl KPOBU U MYJIOB Ha
HaMyue Bo3OyauTened uWHGEKIMHA, BkIOYas WHGPOpMAIMIO 00 HCHOJIB30BAHHBIX METOAMKAX
UCCIIEIOBaHUM M B cilydyae MCCIEAOBAHUS MYJIOB IUIa3Mbl KPOBU pPE3yJbTaThl JIOKYMEHTAJIbHOTO
MOJITBEPXKIEHUS (BaJIMIAIMH) UCIIOJIb30BAaHHBIX METO/IUK;

B) TEXHUYECKHE XapAaKTEPUCTUKH YIAaKOBKH JUIsl 0TOOpa TOHOPCKOM KPOBU U (MJIM) IJIa3Mbl KPOBH,
BKJIFOYast HH(pOpMaIHI0 00 UCTIOIb30BaHHBIX PACTBOPAX aHTHKOATYJISIHTOB.
(dactb 15 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

16. KnuHnueckue ucclieoBaHUs JIEKAPCTBEHHOTO MpernapaTta i MEAUIIMHCKOTO MPUMEHEHUs B
LeNIIX €ro TOCYJapCTBEHHOW perucrtpauuu npoBoasaTcs B Poccuiickoir ®enepaurii B MOPSJIKE,
YCTAaHOBJIIEHHOM cTaThsiMu 38 - 44 nHacrosimero ®enepanbHOro 3akoHa. OTYET O MPOBEIECHHBIX
MCCTIEIOBAHUSAX BKJIFOYACTCS B COCTAB paszieiia KIMHUYECKOW JOKYMEHTAIMH PETUCTPAIMOHHOTO JO0ChE
Ha JIEKApCTBEHHBIN Mpenapar Ajs MEIULUUHCKOro mpuMeHeHus. i JieKkapCTBEHHBIX MpenapaToB s
MEIUIIMHCKOTO TIPUMEHEHHUsS, B OTHOIICHUH KOTOPBIX B PE3YJIbTaTe OSKCIEPTU3Bl JOKYMEHTOB,
MPEACTABICHHBIX [UJII ONpPEAENICHUs BO3MOXXHOCTU pPACCMATPUBATH JIEKAPCTBEHHBIM MpenapaTr it
MEIUIIMHCKOTO TPUMEHEHUSI B KadecTBE Op(aHHOTO JIEKAPCTBEHHOTO Mpemnapara, Takas BO3MOXKHOCTh
MpU3HAHA M B OTHOIIEHWU KOTOPBIX IPOBEACHBI KIMHUYECKUE HCCIIEIOBAHUS, BBINOJHEHHBIE 3a
npeaenamu Poccuiickoit deneparui B COOTBETCTBHM C TIpaBWJIAMH HaJyIeKalled 1abopaTopHO
MPaKTUKU M TPaBWJIAMU HaJUIeKAIIEed KIMHUYECKOM NPAKTUKH, JOMYCKAeTCs BKIIOUEHHE B COCTaB
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pasaena KIMHUYECKOW JOKYMEHTAllMM BMECTO OTYETAa O pe3yJibTaTax KIMHUYECKUX HCCIEAOBAaHMI
JICKapCTBEHHOTO IpenapaTa JJisi MEAUIMHCKOI0 MMPUMEHEHUsI, TPOBeIeHHBIX B Pocculickoit deaeparuu,
OoT4ETAa O pe3yJibTaTax KIMHUYECKUX MCCIENOBAaHMM, BBIIOJIHEHHBIX 3a mpeaenamu Poccuiickoi
denepanuu.

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

17. B cnyyae HempeICTaBICHUS C 3asBJICHHEM O TOCYIapCTBEHHOW PErHCTPALUU JIEKAPCTBEHHOIO
npenapara Jjas MEJUIMHCKOTO MPUMEHEHHUsS! JOKYMEHTOB, MOATBEPKAAIOIINX YIIATy FOCYAapCTBEHHOU
MONUIMHBL M yKa3aHHbIX B mnyHkre 10 wactm 2 HacTtosmiedl craThbM, a TaKKe BbIIaBA€MbIX
(mpenocTaBisieMbIX) — YIOJTHOMOYEHHBIMH  (pelepalbHBIMH  OpraHaMH  WCIOJHUTEIBHOW  BIJIACTH
JIOKYMEHTOB (CBEJICHHI), YKa3aHHBIX B MYHKTaX 3 W 4 4acTu 4 HACTOSIIECH CTaThbU, YIOJTHOMOYCHHBIH
(benepanbHBIE OpraH HCIOJHUTEIHFHON BJIACTH 3alpallidBaeT yKa3aHHBIE JOKYMEHTHI (CBEIEHUS) B
MOPSAIKE MEKBEIOMCTBEHHOTO HH(POPMAILIMOHHOTO B3aUMOICHCTBUSI.

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

18. He nomyckaercs HCHONB30BaHHE B KOMMEPUECKHMX IIeNnax HHPOpMAIMU O pe3yabTaTax
JTOKJIMHUYECKUX HUCCIEOBAaHUMN JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKHUX MCCIICIOBAHUN JIEKAPCTBEHHBIX
MpernapaToB s MEAUIMHCKOTO MPUMEHEHUSs, MPEJCTABICHHON 3asBHUTE]IEM MJsl TOCYAapCTBEHHOM
perucTpanyy JIEKapCTBEHHOTO Iperapara, 0e3 ero corjacus B TEUYEHHE UIECTH JIET C JaThl
roCy/IapCTBEHHON perucTpanuu pedepeHTHOro JeKapcTBEHHOTo npemnapara B Poccuiickoii @exepanuu.
(dactb 18 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

19. Jlepkatens WM Biajemel] PETUCTPALMOHHOTO YAOCTOBEPEHHUs JIEKapCTBEHHOrO Mpernapara Ha
OMOTEXHOJIOTHUSCKUN WM OpdaHHBINA JICKApPCTBEHHBIN IIperapaT 00s3aH MPEJIOCTABISITh HA BO3ME3THON
OCHOBE 00pa3ibl peepeHTHOTO JIGKAPCTBEHHOTO TMperapaTa 3asiBUTEINSIM ISl POBEACHUS KITMHUYECKHIX
uccnenoBanuii. CtouMocTh oOpasiia peQepeHTHOro JIEKapCTBEHHOTO IIpernapara, BKIIOUYEHHOTO B
nepeyeHb KU3HEHHO HEOOXOIMMBIX M BXHEHININUX JIEKAPCTBEHHBIX MPENapaToB, HE MOJKHA MPEBHIIIATh
3apETHCTPUPOBAHHYIO TMPEICIBHYI0 OTITYCKHYIO IICHY Ha pedepeHTHBIN JIGKapCTBEHHBIA Tperapar WIH
[[EHYy Ha JICKApCTBEHHBII MpernapaT B CTpaHe MPOU3BOAUTEIIS.

(dactpb 19 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

20. 3asgBiIeHUE O TOCYAAPCTBEHHOM pErucTpaly BOCIPOU3BEAECHHOIO JIEKAPCTBEHHOIO Ipernapara
JUIS MEJMLIMHCKOTO NPHUMEHEHHUSI MOXET ObITh MOJaHO B YIOJHOMOYEHHBIN (enepanbHblii opran
UCIIOJIHUTEJIBHOW  BIACTH, OCYIIECTBISIOMIMM TOCYJAapCTBEHHYK) PETUCTPALUI0  JIEKAPCTBEHHBIX
[pernapaToB, MO HCTEYEHHWU YEThIpEeX JIeT C JAaThl TOCYAApCTBEHHOM perucTpanuu pedepeHTHOro
JIEKapCTBEHHOT O npemnapara B Poccuiickon denepanum.
(dactb 20 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

21. 3agBineHue O TOCYJApCTBEHHOH  perucrpauuu  OuoaHanoroporo (6MomomgoOHOTO)
JIEKapCTBEHHOTO Tpernapata (6rnoaHamora) MOKeT OBITh MTOAAHO B YITOJTHOMOYEHHBIHN (eepabHbI OpraH
UCIIOJIHUTEJIBHON ~ BIIACTH, OCYLIECTBISIIOIIMM  TOCYJAapCTBEHHYIO PErMCTpaluio  JIEKapCTBEHHBIX
[pernapaToB, IO HWCTEYEHHWU TpeX JeT C JaTbl TOCYAapCTBEHHOM perucTpauuu peQepeHTHOro
JIEKapCTBEHHOTI O npemnapara B Poccuiickon denepanum.

(uactb 21 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22. JlepxaTenb WM BAAJENEl PETUCTPALMOHHOIO YIOCTOBEPEHHS JIEKApCTBEHHOTO Iperapara
MPEACTABISIET B YIMOJTHOMOUYEHHBIN (penepanbHbIi OpraH HCIOTHUTEIBHONW BIIACTH, OCYIIECTBIISIOMINANA
(GYHKIIUH 110 KOHTPOIIO U HAJ30pY B chepe 3ApaBOOXpaHEHHs], OTUET MO pe3ysibTaTaM (apMaKoHaI30pa
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OJIUH pa3 B IIECTh MECSIEB B TEUCHHE JIBYX JIET MOCIE rOCYIapCTBEHHON PETUCTPAIUMU JIEKAPCTBEHHOTO
npemnapara B Poccuiickoit denepainyiv, €XKEeroaHo B TEUCHHUE MOCIEAYIOMMUX TPEX JIET U B JajJbHEHIIEM
OJIMH pa3 B ISTh JIET.

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

Cratba 19. [puHATME pelleHMsA O Bblaa4ve 3KCNepTHOMY YYpeXAeHUI0 3aAaHusa Ha
npoBeAeHMe 3KCNepTU3bl NeKapCTBEHHOro cpeAcTBa
(B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B Treuenue necaru pabouux JHEH co JHs NPUHATHA 3asBJICHUS O FOCYJapCTBEHHON perucTpanuu
JICKapCTBEHHOTO  Mperapara  COOTBETCTBYIOIIMH  YIIOJHOMOYEHHBIH  (QelnepanbHbli  oprax
MCTIOJIHUTEJIBHOW BJIACTU MPOBOJIUT MPOBEPKY MOJIHOTHI, JOCTOBEPHOCTH U MPABUIBLHOCTH O(GOPMIICHUS
MNpEACTABJICHHBIX AOKYMCHTOB PErUCTPAMOHHOIO JOCHE Ha HeKapCTBCHHLIfI npemnapar U IMpUuHUMACT
peLlIeHne O BbIAAY€E 3aaHKsl Ha IPOBEJCHUE:

1) skcnepTu3bl JOKYMEHTOB, IPEICTaBICHHBIX JUISI ONPEIEICHUS BO3MOXHOCTH pPaccMaTpUBaTh
JIEKapCTBEHHbIM Ipenapar Julsi MEAULUHCKOTO MPUMEHEHHUs IMPH OCYIIECTBIEHUH TOCYIapCTBEHHOMN
perucTpanyy B KayecTse Op(PaHHOro JEKapCTBEHHOI'O MIpenapara;

2) OKCIICPTHU3LI JICKAPCTBCHHOI'O CPCACTBA B 4aCTHU SKCIICPTU3BI KAUYCCTBA JICKAPCTBCHHOI'O CPEACTBA
M SKCIICPTU3bI OTHOLICHUSA omnaaeMoﬁ IMOJIB3bI K BO3MOKHOMY PHCKY HNPHUMCHCHHA JICKAPCTBCHHOI'O
npceraparta 11 MCAUIUHCKOI'O IIPUMCHCHU,

3) 3KCHepTHU3bI JIEKAPCTBEHHOI'O CPE/ICTBA B YACTU HKCIEPTU3BI KAYECTBA JIEKAPCTBEHHOI'O CPEICTBA
U DKCIEPTU3bl OTHOLICHUS OXUIAEMOW IOJB3bl K BO3MOXHOMY PHUCKY IPUMEHEHHs JIEKAPCTBEHHOIO
mpenapara il MEIWLIAHCKOTO IIPUMEHEHUs B MOPSAAKE YCKOPEHHOM NIPOLELypbl JKCIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU CO CTaThell 26 HacTosmero denepanbHOro 3aK0Ha;

4) HSKCHepTU3bl JIEKAPCTBEHHOTO CPEACTBAa B OTHOIIEHWH JIEKAPCTBEHHOTO TIperapara Jijis
BETEPUHAPHOTO TPUMEHEHUSI.

2. YoMHOMOYEHHBIN (eiepaibHbId OpraH MCIOJHUTEIBLHON BJIACTU YBEAOMIISIET B DJIEKTPOHHOM
dbopMe unM Ha OyMaKHOM HOCHUTENE 3asBUTENs U SKCIEPTHOE YUPEXKIEHHUE O MPUHATOM PEUICHHH O
BbIJIaY€ 3aJJaHUI HA IPOBEACHUE PKCIIEPTU3, TPEAYCMOTPEHHBIX YACThIO | HACTOSIIEH CTaThH, U B CIIydae
He0oOXOIMMOCTH O BbIJJaue paspelieHus Ha BBO3 B Poccuiickyro @enepaiiuio KOHKPETHON MapTuu, CEpUn
3apETUCTPUPOBAHHBIX W (MJIM) HE3apErUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB WM 00 OTKa3e B
MPOBEICHUH IIPEAYCMOTPEHHBIX SKCIIEPTU3 C YKA3aHUEM IIPUUMH TAKOI0 OTKAa3a.

3. B cnyuae BbISBIEHHS OTCYTCTBHUS WM HEJAOCTOBEPHOCTH MH(OpPMAlMM, COAEp)Kalleiics B
MIPEJICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOUYEHHBINH (hefepatbHblii OpraH HCHOTHUTEIBLHOM
BJIACTH HAMpAaBIIACT 3asfBHUTENIO 3anpoc 00 YyTOYHEHWH OJTOoW wuHbopmaruu (gajee - 3ampoc
YIIOJTHOMOYEHHOTO (pelepalbHOTO OpraHa HCIOJHUTENBHON BIIACTH), KOTOPBIA MOXET OBITh MepeiaH
VIIOJTHOMOYCHHOMY TPEJICTABUTEIIO 3asBHTENS JIMYHO ITOJ PACIHCKY, HAIPAaBIECH IO IMOYTE 3aKa3HBIM
MMMCBMOM WJIM TE€PEaH B DIEKTPOHHOHN (hopMe MO TeIeKOMMYHHUKAIMOHHBIM KaHalaM CBs3H. B ciydae
HaNpaBJICHUsI 3ampoca YIOJIHOMOYEHHOTO (hefepalbHOTO OpraHa HCIOJHUTEIFHONW BIIACTH IO ITOYTE
3aKa3HbIM THUCHBMOM OH CUYHUTAeTCS TOMYyYEeHHBIM MO HMCTEUCHHH IIECTH THEH C JaThl HANpaBICHUS
3aKa3HOTO MHCHMa.
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4. 3asButenp 00s3aH IPEACTaBUTh OTBET Ha 3aIlpOC YIOJHOMOYEHHOIO (erepaabHOro opraHa
UCIIOJIHUTEJIBHOW BIIACTU B CPOK, HE MPEBBIIAIOLINM JIeBIHOCTA pabo4UX JHEH CO JHA €ro HoJIy4eHus.
Cpok, yka3aHHbIM B yacTu | HacTosEl CTaTbH, IPUOCTAHABIMBAETCS CO JIHS HAIIPAaBJICHUS 3asBUTEIIO
3arpoca YHOJIHOMOYEHHOIo (elepajbHOro OpraHa MCIOJHHUTEIbHONH BJIACTH O JHSA HOJYYEHUS UM
COOTBETCTBYIOLIETO OTBETA.

5. OcHOBaHueM JUIsl OTKa3a B OpraHU3allid 3KCIEPTH3, MPEAYCMOTPEHHBIX YacThio 1 HacTosiei
CTaThH, SIBISICTCS TMPEACTABICHUE HEOOXOAMMBIX I TPOBEICHHUS MPEAYCMOTPEHHBIX O3KCIIEPTH3
JOKYMEHTOB B HEIOJIHOM 00beMe WJIM HEeMpeCTaBlIEHUE 3asBUTEIEM B YCTaHOBJICHHBIN CPOK OTBETa Ha
3aMpoc  YMOJIHOMOYEHHOTO (hefepaibHOTO OpraHa HCIOJHHUTEIBHON BIACTH, a TAKKE IPEICTaBICHUE
JIOKYMEHTOB, HE COJIEPKalUX NCUYEPIBIBAIOIIETO MePeUHs HEeOOXOIUMBIX CBEICHUM.

6. Ilpu oTkase B opraHu3al 3KCIEPTU3bI, NPEAYCMOTPEHHOM NyHKTOM 4 yactu | Hacrosien
CTaThU, JOKYMEHTHI, BXOJIME B COCTAB PErMCTPALIMOHHOIO JOChE HA JIEKAPCTBEHHBIM Ipenapar JUls
BETEPUHAPHOTO TPUMEHEHUS, MOTYT OBITh BO3BpAIICHBI 3asSBUTENI0 Ha OCHOBAaHHH €T0 MHCbMEHHOTO
3aIpoca, HalpaBJIEHHOrO B YIIOJHOMOUYEHHBIN (ellepanbHblil OpraH UCIOJHUTEIbHON BIACTH B TEUEHUE
TpUIUATH paboYnX JHEW CO AHS MPUHSATHS YIMOJTHOMOYEHHBIM (heJiepalbHBIM OPraHOM HCIIOTHUTEIHHON
BJIACTHU pelleHust 00 OTKa3e B OpraHU3alluu TaKoi SKCHEepTU3bl. YIIOJIHOMOUYEHHBIH (peaepanbHblii opran
WCTIOJTHATENIHOW BJIACTH BO3BPAIIAET 3asBUTENIO YKa3aHHBIC JOKYMEHTHI B TEUCHHE JECATH PadOdMx
JHEW CO JAHS MOJYYEHUsI COOTBETCTBYIOLIETO 3a1Ipoca 3asiBUTE.

(uacTh 6 BBeneHa denepanbabiM 3aKkoHOM OT 02.08.2019 N 297-D3)

Cratba 20. 3KcnepTu3a [OKYMEHTOB, MpeAcTaBNeHHbIX ANA onpeaeneHus
BO3MOXHOCTM paccMaTpuBaTb JleKapCTBEHHbIM npenapatr AnA  MeAULUHCKOro
NPUMEHEHUA TMpPU OCYLIEeCTBIIEHUN TFOCyAapCTBEHHOW perucrtpaumm B Ka4vecTBe
opdraHHOro fieKapcTBeHHOro npenapara

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

1. DxcnepTusza JOKYMEHTOB, NMPEACTABIECHHBIX AJS ONpeAeNieHUs BO3MOKHOCTH paccMaTpuBaTh
JIEKapCTBEHHBIN Ipenapar Ajds MEIMLIHMHCKOIO NPUMEHEHHUs IPU OCYIIECTBIEHUH TOCYAAPCTBEHHOU
perucTpanyy B KauecTBe Op(paHHOIO JIEKapCTBEHHOIO Ipenapara, COCTaBICHUE KOMUCCHEH 3KCIEPTOB
3aKJIIOYEHUS O BO3MOXHOCTH WJIM HEBO3MOXKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIN IpenapaTr Uit
MEAUIMHCKOTO TPUMEHEHUS TpPU OCYIIECTBIEHUU TOCYIapCTBEHHOW pEerucTpamul B KadyecTBe
oppaHHOTO JIEKapCTBEHHOTO IIpernapara W HalpaBJIeHHE JaHHOIO 3aKIIOYEHHs B YHOJIHOMOYEHHBIH
(benepanbHBI OpraH MCIOJHUTEIBHON BJIACTH OCYIIECTBIISIOTCS B CPOK, HE MPEBBIMIAIONIUN TPUALIATH
pabouux JHEH co JHS MOIy4eHHs SKCIIEPTHBIM YUPEXKACHUEM 3a/1aHUs] YIIOJTHOMOUYEHHOTO (e/iepaibHOro
OpraHa UCHOJHUTEIbHON BJIACTU U B 3JEKTPOHHOU (opMe WM Ha OyMa)KHBIX HOCUTENSAX HEOOXOIMMBIX
JOKYMEHTOB, YKa3aHHbIX B myHkTax 1, 2, 5, 6, 10 wactu 4 u B uwactu 7 crarbu 18 HacrosIero
denepanpbHOro 3aKOHa.

2. JIOKyMEHTBI, coaepxKalluecs B PETHCTPALMOHHOM JOChE€ Ha JIEKapCTBEHHBIN Ipenapar H
MOCTYMUBIINE HA OYMa)KHBIX HOCUTEJNISX B OKCIIEPTHOE YUPEXKIEHUE VI OCYIECTBICHUS UX SKCIIEPTHU3BI
JUIS  ONpEACNICHUs BO3MOXKHOCTH paccMaTpuUBaTh JIEKapCTBEHHBIN IpemapaTr Uil MEIUIMHCKOTO
NPUMEHEHHUsT B KauecTBe Op¢aHHOrO JIEKApCTBEHHOrOo IIpemapaTa, IMOAJeXaT BO3BpaTy B
YIIOJIHOMOYEHHBIN (eiepanbHblii OpraH HCIOJHUTENFHOW BJIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMHU
COOTBETCTBYIOIUX IKCIIEPTH3.
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Cratba 21. PeweHne O BO3MOXHOCTU paccMaTpuBaTb JleKapCTBEHHbIA npenapart
npuM OCyLWeCcTBNEeHUM TrocyAapCTBEHHOW perucrtpaumMm B Ka4dectBe opdaHHOro
neKkapcTBeHHOro rnpenapara

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

1. B cpok, He nmpeBbIIAIONUN MSITH padounX THEH CO JHA MOJyYeHHUs 3aKIIIOYeHUs, YKa3aHHOTO B
gactu 1 crareu 20 Hactosmero denepalbHOTO 3aKOHA, YIOJHOMOYCHHBINH (hefepanbHBId Opra
UCIIOJIHUTEJIBHON BJAcCTU OCYLIECTBIISIET OLEHKY IOJYyYEHHOTO 3aKJIIOUEHHUS IS OMpEeNeleHUs €ro
COOTBETCTBUS 33/JIaHUI0 HAa MPOBEJECHHE COOTBETCTBYIOLIEH SKCHEPTU3bl M YBEAOMIISIET 3asBUTEINS B
ANEKTpOHHOU (opmMe uiaM Ha OyMakKHOM HOCHUTENE O pe3yiabTaTax MPOBEACHHOW SKCIEPTH3Bl C
MIPUIIOKEHUEM KOIMH IKCIIEPTHOTO 3aKITIOYCHHUS (C COXpaHEHWEM KOH(PUACHIIMATLHOCTH HH(POPMAIIHH O
COCTaBe PKCIEPTHOW KOMUCCHUHU) U O BO3MOXKHOCTH MITU HEBO3MOXKHOCTH PacCMaTpUBATh JIEKAPCTBEHHBIN
npenapar st MEIUIIMHCKOTO TMPHUMEHEHHS TPU OCYIIECTBICHUM TOCYJApPCTBEHHON pETUCTpaluu B
KauecTBe OppaHHOTrO JIEKAPCTBEHHOTO MIpernapaTa.

2. Ilpu BbIHECEHMM KOMHCCUEH SKCIEPTOB 3aKIYEHHS O BO3MOXHOCTU paccMaTpUBaTh
JIEKapCTBEHHbIM Ipenapar Julsi MEAULUHCKOTO MPUMEHEHHUs IMPH OCYIIECTBIEHUH TOCYIapCTBEHHOMN
perucTpanyy B KadyecTse oppaHHOTO JIEKAPCTBEHHOTO IpenapaTa yIoJIHOMOYCHHBIN (eaepatbHbIii OpraH
UCIOJHUTEJIBHOM BJIACTH B CPOK, HE NMPEBBILIAIONIUN NATH pabo4yMuX JHEH cOo JHS MOJIY4YEeHUs JaHHOIOo
3aK/IIOYCHHA, IMPUHHUMACT PCIICHHUEC O BbIAAYC 3adaHWsd Ha MIPOBCIACHHUE OKCICPTU3BI KadCCTBa
JICKapCTBEHHOT'O CPEACTBA U SKCIEPTU3bl OTHOUICHUS OXXKUJAEMOM MONIb3bl K BO3MOXKHOMY DPHCKY
MNPUMCHCHUSA JICKAPCTBCHHOI'O IIpfrapara A MCAUIMUHCKOIO IMPUMCHCHHA B IIOPAOKC yCKOpGHHOfI
IpOLEeyphl AKCHEPTHU3bl JIEKAPCTBEHHOIO CPEJCTBA B COOTBETCTBUM CO CTaTheil 26 HacToOsIIEro
denepanbHOro 3aK0OHa.

3. B cilydae npuHATHSA pPELIEHUS] O HEBO3MOYKHOCTH PacCMaTpHUBaTh JIEKAPCTBEHHBIN Mpenapar A
MEAUIMHCKOTO NPUMEHEHUS TpU TOCYJapCTBEHHOM  perucTpalud B  KadyecTBe OpQaHHOTrO
JIEKapCTBEHHOTO  Iperapara yINOJIHOMOYEHHBIH (QelepaibHblil OpraH MCHOJHHUTENIbHOM BIAacTH
IpeKpallaeT npoueypy rocyAapCTBEHHOW pPEerucTpaluy JeKapCTBEHHOTO Ipenapara. 3asiBUTEIb BIPaBe
O0paTUTHCS B PETUCTPUPYIOIIUN OpraH C 3asBICHMEM O TOCYJAapCTBEHHON PErucTpalli YKa3aHHOTO
JIEKApCTBEHHOTI'O IIperapaTa B COOTBETCTBUH CO cTaTthel 18 HacTosmero denepalbHOro 3aK0Ha.

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

Cratba 23. JkcnepTu3a KauyecTBa JIeKapCTBEHHOro cpeacTtBa WM  3KcnepTusa
OTHOLUEHUA OXWAAaeMOMW MNOSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUs1 FfleKapCTBEHHOro
npenaparta Ansa MeAuLUMHCKOro npuMmeHeHus

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

1. DkxcnepTH3a KayecTBa JEKapCTBEHHOI'O CPEICTBA M IKCIEPTH3a OTHOIICHHS OXKUIAEMOU O3Bl
K BO3MOYKHOMY PHCKY IPUMEHEHHs JIEKapCTBEHHOI'O IIpernapara Uil MEIULHUHCKOIO IPUMEHEHHs,
COCTABJICHHE KOMMCCHSIMH OHKCIIEPTOB 3aKJIIOYEHHWM 110 pe3yJbTaraM IPOBEACHHBIX JKCIEPTU3 U
HanpaBJIeHUE 3TUX 3aKJIIOYEHUH B YIOJHOMOYEHHBIH (erepanbHblii OpraH HCIOJHUTENIBHONW BIacTH
OCYILIECTBIISIOTCS B CPOK, HE MPEBBIIAIONINKI CTa AecITH pabouux AHEH CO JHS MOJYyYEHUS SKCIIEPTHBIM
YUPEXKIEHUEM COOTBETCTBYIOIIETO 33aJaHHsl YIIOJHOMOYEHHOTO (pe/iepalbHOTO OpraHa MCIOJHUTEIbHON
BJIACTH U HEOOXOUMBIX IOKYMEHTOB B JIEKTPOHHOU (hopMe MM Ha OyMaXKHBIX HOCUTEIISX.
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2. B TedeHue AeBSIHOCTA JHEW CO JHS TOJIYYCHHUS DPEIICHUS YIMOJHOMOYEHHOTO (eAepaibHOro
OopraHa HCIIOJHUTEIBHONW BJIACTU O MPOBEIEHUU 3KCIEPTHU3, NMPEAYCMOTPEHHBIX 4YacThio | HacTosIen
CTaTbH, 3aABUTEIb NPEACTABISAECT B 3KCIEPTHOE YUPEKICHHUE IS MPOBEICHUS DKCIEPTU3bI KauecTBa
JIEKapCTBEHHOT'O CpEICTBAa 00paslibl JIEKAPCTBEHHOrO IIpernapara s MEIULHUHCKOrO MpHUMEHEHUS,
MIPOM3BEJCHHOTO B COOTBETCTBHH C TPEOOBAHUSMU OINBITHO-IIPOMBIIIJICHHOTO U (MJIM) MPOMBIIUIEHHOTO
pErilaMeHTOB, YTBEPKICHHBIX PYKOBOJIUTEIEM IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB, a TAKXKE B
COOTBETCTBYIOIIUX CIydasx 00pa3iipl (hapMareBTHUECKON CyOCTaHIIMH, TECT-IITaAMMa MHKPOOPTaHU3MOB,
KYJIbTYpPbI KJIETOK, 00pa3libl BEIIECTB, MIPUMEHIEMbIX Ui KOHTPOJIA KayecTBa JIEKapCTBEHHOI'O CPEICTBa
MyTeM CPaBHEHHS C HUMU UCCIIEyeMOTO JIEKAPCTBEHHOT'O CPEJCTBA, B KOJIMUYECTBAX, HEOOXOAMMBIX IS
BOCITPOM3BEJICHUSI METOJJOB KOHTPOJISL KaueCTBa.

3. Ilpu momydyeHun oOpa3LOB JICKAPCTBEHHOTO Mpemnapara U (apMaleBTHYECKON CyOCTaHIIUU
JKCIIEPTHOE YUYPEXKICHHE BBIIAET 3asBUTEIIO0 JIOKYMEHT, MOATBEPKIAIOIIMNA IOIYyYEHUE YKa3aHHBIX
00pas3IoB, U B CPOK, HE MPEBBIMIAIOIIMA TPEeX pabounx THEH, YBEJOMIISET B JIEKTPOHHOHN (hopMe Wi Ha
OyMa)XHOM HocHTesie 00 3TOM YIOJTHOMOYEHHbIN (eiepabHbIN OpTaH UCIIOTHUTENBHOH BIACTH.

4. Yka3aHHBIC B 4acTaX 2 U 3 HACTOSIIEH CTaThbW CPOK JIJISl TIPEJCTABIICHUS 3asiBUTEIIEM O0Pa3IoB
JIEKapCTBEHHOTO IMpemapata M (apMaleBTUYECKON CYOCTaHIIMM U CPOK YBEIOMIICHHUS JKCHEPTHBIM
yapexxaeHueM 00 3ToM Ha OyMa)kHOM HOCHUTENIE YIOJHOMOYEHHOTO (enepalbHOTO OpraHa
WCIIOJIHUTEJIBHON BJIACTU HE BKJIIOYAIOTCA B CPOK MPOBEACHUS IKCIIEPTU3, PEIYCMOTPEHHBIX YaCThiO |
HACTOSIICH CTAaThH.

5. JIOKyMEHTBI, IOCTYIUBIIME B OJKCIEPTHOE YUYPEXKACHUEC [ IPOBEICHUS DIKCIEPTHU3,
MPEyCMOTPEHHBIX YaCThIO | HACTOSIIEH CTAaThH, MOAJIEKAT BO3BPATY B YIIOJIHOMOYEHHBIN (eepaabHbIi
OpraH HCIIOJHUTEJIBHOW BJIACTH OJHOBPEMEHHO C 3aK/IIOYCHUSAMHM, IOJIYYEHHBIMU II0 Ppe3yJbTaTaM
COOTBETCTBYIOIIMX IKCIIEPTHU3.

Ctatba 24. 3JKcnepTu3a KavecTBa JIeKapCTBEHHOro cpeacTtBa WM 3KcnepTusa
OTHOLUEHMA OXUOAEMOMW MNONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSA JIeKapCTBEHHOro
npenapara Ansi BeTepMHaApPHOro NpMMeHeHus

1. DkcrepTH3a KauecTBa JICKAPCTBEHHOTO CPEJICTBA M IKCIIEPTU3a OTHOMICHUS OXKHIAEMOU O3Bl
K BO3MOXKHOMY PHUCKY MPUMEHEHHs JIEKapCTBEHHOIO IIpernapaTta A BETEPUHAPHOTO MPUMEHEHHS,
COCTaBJICHHEC KOMHCCHSIMH O3KCIICPTOB 3aKJFOUCHUH TI0 pe3ysbTaTaM YKa3aHHBIX »JKCIEPTH3 W
HampaBlieHWE TAaKUX 3aKIIOUYEHUN B YIMOJTHOMOYEHHBIH (efepanbHbIi OpraH UCHOTHUTENBHON BlacTU
OCYIIIECTBIISIOTCS B CPOK, HE MPEBBIMIAIONINN CTa ASCATH padOUUX JHEH CO JIHS TOTyYEHUS dKCIICPTHBIM
yUpEKIECHHEM 3aJaHHsl YIOJTHOMOYEHHOTro (helepaibHOr0 OpraHa WCIOJTHUTEIBHOW BIACTH C
JIOKYMEHTaMH, YKa3aHHBIMH B 4acTu 3 cTtatbu 17 HacTosmero denepaibHOro 3aK0Ha.
(B pen. deaepanbHbix 3akoHOB OT 22.10.2014 N 313-D3, ot 13.07.2015 N 241-D3)

2. B Ttedenuwe TpuamaTH pabouMx JHEH CO JHSA TIONYYCHHS PEIICHUS] YIOJIHOMOYEHHOTO
(benepanbHOro OpraHa UCIOJIHUTEIHHON BIACTH O MPOBEICHUH YKa3aHHBIX B YacTH | HACTOSIIEH CTaTbu
AKCIEPTHU3 3asIBUTEINIb MPEACTABIIAECT B SKCIEPTHOE YUPEKIACHUE I MPOBEACHUS IKCHEPTU3bI KAYECTBA
JIEKapCTBEHHOTO CPEACTBA OO0pa3Ilbl JIEKAapCTBEHHOTO Tpernapara Jjisi BETEPUHAPHOTO MPUMEHEHUS,
MIPOM3BEICHHOTO B COOTBETCTBHHM C TPeOOBAaHUSAMH TEXHOJIOTHUYECKUX PETIaMEHTOB, YTBEPKICHHBIX
PYKOBOJIMTEIEM NPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPENICTB, a TAKXKE€ B COOTBETCTBYIOIIMX CIIydasx
TECT-IITAMMBl MHUKPOOPTAaHU3MOB, KYJIBTYPBl KIETOK, 0O0Opasmbl (dapMaleBTUUecKol CyOCTaHIINH,
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O6pa3I_IBI BCIICCTB, MPHUMCHACMBIC IJIsI KOHTPOJISI Ka4€CTBa JICKAPCTBCHHOI'O CPCACTBA, B KOJIMYCCTBAX,
HEOOXOIMMBIX [UIsl BOCIIPOU3BEICHHUS METOI0B KOHTPOJISI KAYeCTBa.
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3. Ilpu nomyueHun oOpa3LOB JEKApCTBEHHOIO Ipernapara U (apMalneBTUYECKOH cyOcTaHIMU
JKCIIEPTHOE YUYPEKICHHE BBIIACT 3asBUTEII0 JOKYMEHT, IIOATBEPKIAIOLIMN IIOJIY4YEHUE YKa3aHHBIX
00pa3lLoB, U B CPOK, HE MPEBBIIAIOLINNA TpeX pabounx JHEH, yBeJOMIISIET B MUCbMEHHOM (opMme 00 3TOM
YIIOJTHOMOYEHHBIN (hefepabHbIi OpraH UCTIOIIHUTEILHON BIACTH.

4. Cpox g mTpeACTaBlIEeHUs 3asBUTENEM OOpa3lOB JIEKAPCTBEHHOrO IMpernapara |
(bapMarieBTHYeCKOH CyOCTaHIIMM M CPOK YBEJOMJICHHS OKCHEPTHBIM YUPEKICHHEM 00 3TOM B
MUCBMEHHON (hopMe YIOJHOMOYEHHOTO (hefepaJbHOro0 OpraHa MCHOJHUTENBbHON BIIACTH, YKa3aHHBIC B
qacTsaxX 2 ¥ 3 HACTOSIIEH CTaThU, HE BKIIIOYAIOTCA B CPOK NMPOBEJCHHS YKAa3aHHBIX B 4acTU | HacTosIei
CTaThU HKCIIEPTHU3.

5. JIOKyMeHTBI, IOCTYIIMBIIKAE B HKCIIEPTHOE YUPEKIACHUE JUIsl IPOBENCHUS YKa3aHHBIX B 4acTu |
HACTOsIILEH CTaThbM AKCIEpPTH3, IOJUIeKaT BO3BpPATy B YIOJHOMOYEHHBIH (enepanbHblii  oprax
VICIIOJTHUTEJIBHOM BJIACTH OJHOBPEMEHHO C 3aKJIFOYEHMSIMU 110 pe3yJIbTaTaM YKa3aHHBIX DKCIIEPTHU3.

CraTtbs 25. nOBTOpHoe npoBeneHue 3KCNepTmn3bl JieKapCTBeHHbIX cpeacTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B cnyuasix He1oCcTaTO4HON 0OOCHOBAHHOCTH MJIU HEMOJTHOTHI 3aKII0YCHHSI KOMHCCUU SKCIIEPTOB,
HAIMYUS B HEM NPOTUBOPCUYHMBBIX ITaHHBIX, (aTbCH(PUKAIMN BBIBOJIOB IKCIIEPTH3BI JIEKAPCTBEHHOTO
CPEICTBa, COKPBITHS OT YIOJHOMOYEHHOTO (heJepaIbHOr0 OpraHa UCIOJHUTEIbHON BIACTH OCHOBAHHM
JUIsL OTBOJQ OJKCIEepTa BCIEACTBUE €ro 3aMHTEPECOBAHHOCTH B pe3yJbTaTax COOTBETCTBYIOIIEH
OKCIEPTHU3bl, HANUYMsS JAHHBIX O TPSIMOM JHUOO KOCBEHHOM BMEIIATENbCTBE B  MPOIlECC
COOTBETCTBYIOIIEH KCHEPTHU3bI JIUI[, HE YYaCTBYIOIIMX B €€ MPOBEACHUHU, HO OKA3aBIIMX BIUSHUE Ha
MPOLIECC U PEe3YNIbTAaThl €€ MPOBEACHHUS, YIMOIHOMOYEHHBIM (eiepallbHbIM OpPTraHOM HCHOTHUTEIBHOM
BJIACTH HA3HAYAETCS MOBTOPHAS IKCIIEPTU3A JIEKAPCTBEHHOT'O CPEACTBA U (MJIN) ATHYECKAsi HKCIIEPTH3A.

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

2. TloBTOpHas 3KCIEepTH3a JIEKApCTBEHHOTO CPEJICTBA MPOBOAMTCS C YYETOM pE3yNIbTaTOB paHee
IIPOBEIGHHONW D3KCIEPTU3bl B CPOK, YCTAHOBJIEHHBIN YIOJIHOMOYEHHBIM (eepabHbIM OpraHoM
WCIIOJIHUTEJILHOM BJIACTH M HE MPEBBIIAIONINI TpUAIATH pabouux AHEW CO THS MOIYYE€HHUS SKCIEPTHBIM
YUpEeXIEHUEM 3aJlaHHsI Ha POBEICHHE OBTOPHON IKCIEPTH3bI JIEKAPCTBEHHOT'O CPEJICTBA.

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

3. ®unaHcoBoe oOecreyeHHe BBIMOTHEHUS 3aJaHHUs Ha TPOBEJACHHE MOBTOPHON HKCIEPTU3HI
JICKaPCTBEHHOT'O CPEJICTBA HE OCYIIECTRIISICTCS.
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

CraTtbAa 26. YcKkopeHHas npoueaypa 3KCnepTusbl JIeKAapCTBEHHbIX CPeAcTB

1. YckopeHHas mnpouenypa SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB B ILENIAX TOCYAAPCTBEHHOU
pEerucTpalmy JIEKapCTBEHHBIX MpPErnapaToB MPUMEHSETCS B OTHOLIEHWH Op(aHHBIX JIEKapCTBEHHBIX
IIpenapaToB, MEPBBIX TPEX JEKApCTBEHHBIX NpENapaToB, perucrpupyemslix B Poccuiickoit denepaunu B
KauecTBE BOCIPOM3BEJCHHBIX JIEKAPCTBEHHBIX IMPENapaToB, OYEPETHOCTb KOTOPBIX OIpeleisercs B
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COOTBETCTBMM C HOMEPOM U JaTOW BXOMSAIIMX 3asABICHHA O TOCYJapCTBEHHOW pPETUCTPALUU
JICKApCTBEHHBIX IPENapaToB B paMKax OIHOTO MEXKIYHApOJHOTO HEMATCHTOBAHHOTO HAWMEHOBaHUS
JIEKapCTBEHHOTO TIperapara WIH TPYINIHPOBOYHOTO HAWMEHOBAHMsS JICKAPCTBEHHOIO IIperapara, |
JICKapCTBEHHBIX Mpernaparos, peIHa3HAuYCHHBIX UCKJTFOUYUTEIIEHO TUTst IPUMEHEHUS
HECOBEPIICHHOJICTHUMH T'PaXTaHAMHU.

(B pen. deaepanbhbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

2. VYckopeHHas mpoleaypa 3KCIEPTU3bl JICKAPCTBEHHBIX CPEACTB B LEISAX TOCYJAapCTBEHHOM
pErucTpalmy JeKapCTBEHHbBIX MIPENapaToB HE IPUMEHSIETCS B OTHOIICHHUH:

1) 6uoaHanoroBex (6MOMOIOOHBIX) JIEKAPCTBEHHBIX MPEMapaToB (0M0aHAOTOB);

2) pedepeHTHBIX JEKapCTBEHHBIX IpEnapaToB (3a HCKIIOYEHHEM Op(aHHBIX JICKApPCTBEHHBIX
[IpenapaToB);

3) BOCHpPOU3BEIECHHBIX JIEKAPCTBEHHBIX IMpemapaToB (3a UCKIIOYEHHEM TMEpPBbIX Tpex
peructpupyembix B Poccuiickoit ®@enepauuu B Ka4eCTBE BOCHPOM3BEAECHHBIX JIEKAPCTBEHHBIX
MpenapartoB M JIEKapCTBEHHBIX IPENaparoB, MPEAHA3HAUYCHHBIX MCKIOYUTENBHO I NPUMEHEHUs
HECOBEPIICHHOJETHUMHU TPAKIaHAMU );

4) HOBBIX KOMOMHALIMN 3apETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB;

5) JeKapCTBEHHBIX IMpenapaToB, 3apeTHCTPUPOBAHHBIX paHEEe, HO NPOU3BEACHHBIX B IPYIHX
JIEKapCTBEHHBIX (hOpMaxX B COOTBETCTBHH C MEPEUYHEM HAaMMEHOBAHHH JICKAPCTBEHHBIX (JOPM U B HOBOU
TIO3UPOBKE.

(uacts 2 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3. YckopeHHas mporeaypa SKCHEPTH3bl JICKAPCTBEHHBIX CPEACTB IPOBOIUTCS IO PEIICHUIO
COOTBETCTBYIOIIETO YIOJTHOMOUYEHHOTO (peiepallbHOTO OpraHa HCIOJTHUTEIHHONW BIACTH HA OCHOBAHHUH
3asBJICHUS 3asBUTEIIA B CPOK, HE MPEBBIMIAIONINN BOCEMUECATH pabounx aHed. [Ipu sTom skcrepTusa
JIOKYMEHTOB, COJEPKALIUXCSA B PETMCTPALlMOHHOM JIOCh€ Ha JIEKapCTBEHHBIN Ipemnapar, NPOBOJIUTCS B
CPOK, HE TPEBBIMIAONINN ACCATH pabo4MX ITHEH, DKCIepTH3a KauecTBa JIEKAPCTBEHHOTO CPEICTBA W
JKCMEpPTH3a OTHOILIECHUS OKUJAEMOH IMOJb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHHs JEKapCTBEHHOTO
rpenapara nmpoBOISTCS B CPOK, HE MPEBBIIAIONTUN MIECTHACCITH pabounx JHEH.

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

3.1. B otHOmeHUN opdaHHBIX JEKAPCTBEHHBIX MPEMAPATOB MOT'YT OBITh MPEACTABICHBI PE3YIbTAThI
JOKJIMHUYECKUX UCCIEIOBAaHUM JIEKAPCTBEHHBIX CPEACTB M KIIMHMYECKUX MCCIIEIOBAHUN JIEKAPCTBEHHBIX
MpenaparoB sl MEIUIIMHCKOTO NMPUMEHEHHUSI, BBITTOJHEHHBIX 3a npenenamu Poccuiickon denepanvu B
COOTBETCTBUHM C TIpaBWJIAMHU HaJIeKalle 1abopaTopHON MpakTUKU U TpaBUIaAMH HaJJexkarei
KIIMHAYECKOU MPaKTHKH.

(uactp 3.1 BBegeHa denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

4. VYckopeHHas Tporeaypa O3KCIEPTHU3bl JIEKAPCTBEHHBIX CPEJCTB TMPOBOJAUTCS B TOPSIKE,

ycTaHOBJIEHHOM cTaThsimu 17 - 20, 23 u 24 nactosiero ®enepaabHOro 3aK0Ha, ¥ HE 03HAYAEeT CHIDKEHUS
TpeOoBaHul K 6€30MacCHOCTH, Ka4eCTBY U 3(P(PEKTUBHOCTH JIEKAPCTBEHHBIX MTPENapaToOB.

CrtaTba 27. PelueHue o0 rocyaapCTBEHHOW perncTpauum rnekapcTBeHHOro npenapara
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1. B cpok, He mpeBBIAIOMUN JAECITH padOYuX AHEH CO JHS MOJYYCHHS 3aKIIOUYCHUH KOMUCCHH
9KCIIEPTOB 10 pe3yJibTaTaM 3KCIEPTU3bl KaUeCTBA JEKAPCTBEHHOI'O CPEACTBA U SKCIIEPTU3bl OTHOIIEHHUS
0’KHMJIa€MOH I10JIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHHUS JIEKAPCTBEHHOIO Mpenapara, COOTBETCTBYIOLINN
YIIOJTHOMOYEHHBIH (hefepabHbId OpTraH UCTIOTHUTEIHHOMN BIACTH:

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

1) pasmeriaer Ha cBoeM OHUIMAIBLHOM caidiTe B ceTd "MHTEepHET" COOTBETCTBYIOIIME 3aKIIOYCHUS
KOMHMCCHUU 3KCHEPTOB M OCYLIECTBISAET HUX OLEHKY JUIl OIpPEeNICeHUs] COOTBETCTBUS 3aJaHMIO Ha
IIPOBEJICHUE 3TUX IKCIIEPTHU3;

(n. 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2) mpUHHMMAET pPELICHHE O TOCYAApCTBEHHOM PErMCTpallMM JIEKapCTBEHHOIO Ipemnapara wid o0
OTKa3€ B TOCYJapCTBEHHOM perucTpaiy JeKapCTBEHHOI' O Mpenapara;

3) BHOCHUT NpU NPUHATHUU PELIEHUS O FOCYAApCTBEHHOM perucTpainuu JIEKapCTBEHHOIO Mpernapara
JAHHbIE O 3aperuCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM uyucie O (papmaneBTHUYECKOM
cyOCTaHIIMM, BXOJSIIEH B COCTAaB JIGKAPCTBEHHOIO IIpernapara, B T'OCYAApCTBEHHBIH peecTp
JICKapCTBEHHBIX CPEJICTB U BbLAAET 3aABUTENI0 PETHMCTPALIMOHHOE YJOCTOBEPEHHE JICKApPCTBEHHOI'O
npemnapara, popMa KOTOpOTro yTBEpkKAaeTcsi YIOTHOMOUYSHHBIM (peiepaibHbIM OPraHOM HCIIOTHUTEIHHON
BJIACTH, COIJIACOBAaHHbIE HOPMATHBHYIO JIOKYMEHTAlM}0, HOPMATHUBHBIA JOKYMEHT, MHCTPYKIHIO I10
IIPUMEHEHUIO JIEKapCTBEHHOIO IpenapaTa W MakKeTbl [EpBUYHONM YHNAKOBKM U BTOPUYHOM
(moTpeOUTeNbCKOM) YNAaKOBKM C YKa3aHHMEM Ha HHMX HOMepa pPEerUCTPallMOHHOIO YIOCTOBEpEHUs
JIEKapCTBEHHOI'0 IIpernapara M JaThl €ro TOCYJapCTBEHHOW PETUCTPAllUd WM B Clydyae HPUHSITUS
pemieHust 00 OTKa3e B TOCYJapCTBEHHOM pErHCTpalldd JIEKapCTBEHHOrO Ipernapara yBeIOMIIseT B
nucbMeHHOW ¢dopme 3asBuUTeNns o0 ATOM C YyKa3aHHMEM MPUYMH Takoro OTKasza. 3a BbLAAuvy
PETUCTPALIMOHHOIO YOCTOBEPEHHUS JIEKAPCTBEHHOIO MTpenapaTa B3UMAETCsl TOCYAApCTBEHHAs NOLUIMHA B
COOTBETCTBHH C 3aKOoHOaTenbcTBOM Poccuiickoit deneparuu o Hajorax u cOopax.

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

2. OcHOBaHMEM AJIsl OTKa3a B TOCYJapCTBEHHOW DPEruCTpalMM JIEKAPCTBEHHOrO Ipernapara Jyls
MEIUIMHCKOTO  NPUMEHEHHs  SBISAETCS  3aKIIOYEHHE  COOTBETCTBYIOLIETO  YHNOJHOMOYEHHOTO
(denepanbHOro OpraHa HCIHOJHUTENBHOM BJIACTU O TOM, 4YTO KayecTBO M (i) 3((PEeKTUBHOCTH
PETUCTPUPYEMOIO JIEKAPCTBEHHOIO IIpernapaTra I MEAMIMHCKOIO INMPUMEHEHHS HE IOATBEPXKACHbI
MOJIyYEHHBIMHM JIaHHBIMH WJIM YTO PUCK NPUYMHEHHUS BpeJa 30POBBIO0 YEJIOBEKAa BCIEJCTBHE IpHUEMa
JIEKapCTBEHHOTO TpenapaTta Ui MEAMLIMHCKOTO TPUMEHEHUs TMpeBbIIaeT 3(PQPEeKTUBHOCTh €ro
MIPUMEHEHHUS.

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

3. IloBTOpHOE TmpeacTaBiIeHHE B COOTBETCTBYIOIIMN YIIOJTHOMOYEHHBIM (QenepaibHblil oprax
WCIIOJIHUTEJIBHON BJIACTH JIEKAPCTBEHHOI'O IIpenapara, B OTHOIIEHWH KOTOPOrO IIOJy4yeH OTKa3 B
roCy/1IapCTBEHHON PEruCcTpallii U KOTOPBIA BIOCIEICTBUH MOABEPrCcs U3MEHEHHUIO B YAaCTH €r0 COCTaBa,
paccMaTpuBaeTCcsl Kak IPEACTaBICHUE HOBOIO JIEKAPCTBEHHOIO Ipernapara Ha €ro rocyAapCTBEHHYIO
pErucTpalmio HE3aBUCUMO OT COXPAHEHHSI €T0 MEPBUYHOIO0 HAUMEHOBAHMSI.

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

4. Ilpu mpenoCTaBIIEHHH 3asABUTENIEM B COCTAaBE PETUCTPALMOHHOTO JOCHhE Ha JIEKAPCTBEHHBIN
npemnapar Juis BETEPHHAPHOTO MPUMEHEHHs KOMUHU PEleHHs YIOJHOMOUYEHHOTo (hefepalbHOro opraHa
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WCIIOJTHUTEJIbHOW BJIACTU O TMPOBEJICHUM HMHCIICKTUPOBAHUS MPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPEJICTB
CPOK TPUHATUS pEHIeHHs O TOCYJAapCTBEHHON pEerucTpaluy JIEKapCTBEHHOro IIpernapara Jyis
BETEPUHAPHOTO MPUMEHEHUS MPUOCTAHABIMBACTCSA CO JIHA MOJIYYCHHS 3aKJIFOUCHUM, YKA3aHHBIX B YaCTU
1 Hacrosimied cTaThbu, A0 AHS NPUHATUS YIOJIHOMOYEHHBIM (eAepalbHbIM OPraHOM HCIIOTHUTEIbLHOU
BIIACTH PEIICHHUs O BbIaue WM 00 OTKa3e B BbIJaue 3aKIIOYCHHUS O COOTBETCTBHH IPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJCTB TPEOOBAHUAM MPABHII HAJIeKaIIeH MPON3BOJACTBEHHON MPAaKTUKU, HO He OoJee
94eM Ha CTO BOCEMBJECAT PabovnX JTHEH.

(dactb 4 BBeneHa OenepanbHbIM 3aK0HOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMEM ISl OTKa3a B TOCYNApCTBEHHON PEruCTpaluy JICKApCTBEHHOTO Iperapara i
BETCPUHAPHOTO TPHUMEHEHHS SIBJISCTCS 3aKIFOUEHHE YIIOJIHOMOYCHHOTO (QellepaibHOro opraHa
WCIIOJIHUTEIGHON BJIACTH O TOM, 4YTO KadyecTBO © (W) 3PQPEKTUBHOCTh PETHCTPHPYEMOTO
JICKQpCTBEHHOTO TIperapara Uil BETCPHUHAPHOTO TNPUMECHEHUS HE TOJTBEPKICHBI IOTYYCHHBIMU
AAHHBIMU WJIKX YTO PUCK IMPUYIMHCHUA BpEaa 3JOPOBbIO JKUBOTHOI'O BCICACTBUC ITPUCMA JICKAPCTBCHHOI'O
npernapara Jijisi BETCPUHAPHOTO MPUMEHEHHs TMpeBbiacT 3()(EeKTUBHOCTh €ro MPUMEHEHHS, OTKa3
VIIOJITHOMOYEHHOTO  (peIepalbHOTO OpraHa HCIOJHHUTEIBHON BIIACTH B BbIA4Ye 3aKIIOYEHHUS O
COOTBETCTBUHM  INPOU3BOAMTENS  JICKAPCTBEHHBIX  CPEICTB TPEOOBaHHMSIM  MPAaBWJI  HaJUIeKAIICH
MPOU3BOACTBEHHON MPAKTUKUA JUISl KAKIOW MPOU3BOACTBEHHOW IUIOIAJKH PETHCTPUPYEMOIO
JICKQpCTBEHHOTO Tperapara Jiisi BETCPUHAPHOIO MPUMEHEHHS B Cllydae, €CIH IPOHM3BOJCTBO
JICKapCTBEHHOTO TMperapara s BETEPUHAPHOTO TIPUMEHEHHS OCYIIECTBISIETCS 3a TpeaeiaMu
Poccuiickoit @enepanuu, Wik OTCYTCTBUE TAKOTO 3aKITFOUCHHS.

(dactp 5 BBenena OenepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

Koncynprantllntoc: mpumeuanue.
O mopsike W CpoOKax ONpeneNieHHs B3aMMO3aMEHSEMOCTH JIEKapCTB JIEKAPCTBEHHBIX IMPENapaTos,
3apeructpupoBanHbix 10 01.03.2020, cm. c1. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aMmo3ameHsieMOCTb NeKapCTBEHHbIX MpenapatoB  AnA
MeAULUHCKOro NPUMEeHeHUs
(B pea. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

1. BzanmozamMeHIeMOCTh JICKApCTBCHHBIX  IpPCapaToB Ajd MCAUIHUHCKOr0 IPHUMCHCHUS
OTIpe/IETSIeTCS YIIOJTHOMOYEHHBIM (efiepaibHbIM OPraHOM HCTIOJHUTENBHON BIACTH, OCYIIECTBIISIOMINM
FOCYJIaPCTBEHHYIO PETUCTPALIUIO JIEKAPCTBEHHBIX IIPENAaparoB JId MEAUIMHCKOTO TPUMEHEHUd, B
pamMKax OJHOTO MEXIYHapOJHOTO HEMAaTeHTOBAaHHOTO (WM XUMHUYECKOrO, WM TPYHIUPOBOYHOTO)
HAaNMMCHOBAaHUSA Ha OCHOBE 3aKJIIOUYCHUSA KOMHCCHH OKCIIEPTOB OKCICPTHOIO YUPCKACHUA O
B3aMMO3aMEHSIEMOCTH JIEKQpPCTBEHHOTO TperapaTa A METUIIMHCKOTO NMPUMEHEHHUs TUOO0 O TOM, 4TO
HeKapCTBeHHBIﬁ npenapatr i MEAULUMHCKOTO IMPUMCEHCHUA HE ABJIACTCA B3aMO3aMCHSCMbBIM. HOpr,Z[OK
OnpeeleHUs] B3aMMO3aMEHIEMOCTH JIEKaPCTBEHHBIX MPENapaTroB s MEIUIMHCKOTO MPUMEHEHUS U
dbopma 3aKIIOYCHHS] KOMHCCHH OJKCIIEPTOB DKCIEPTHOTO YUYPEKICHUS O B3aHMMO3aMEHSIEMOCTH
JIEKapCTBEHHBIX MPENapaToB s MEAUIIMHCKOTO TPUMEHEHHUS 100 O TOM, 4TO JIEKAPCTBEHHBIN MpemapaT
A MEAUIMUHCKOT'O MPUMEHCHUSA HE ABJIACTCA B3aUMO3aMCHACMBIM, YCTAHABJIHMBAIOTCSA HpaBI/ITeJ'II)CTBOM
Poccuiickoit denepanuu.

2. Komuccus 3KCHEpTOB AKCHEPTHOTO YUPEKIEHHUS TaeT 3aKJII0YeHHE O B3auMO3aMEHSEMOCTHU
JIEKapCTBEHHOTO MpenapaTa JUlsi MEJUIIMHCKOTO IPUMEHEHHUs JTM00 O TOM, UTO JIEKapCTBEHHBIN IpenapaT
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JUIS  MEIWIIMHCKOTO TPHUMECHEHHUS HE SBISICTCS B3aMMO3aMEHSEMBIM, Ha OCHOBAaHUHU CIIEAYIOIIUX
KpUTEpHUEB (XapaKTEPUCTHK):

1) oSKBUBaNEHTHOCTh (MIsi OMOAHANOTOBBIX (OMOIMOMOOHBIX) JIEKAPCTBEHHBIX MPErapaToB
(OuoanamoroB) -  CONOCTaBUMOCTb)  Ka4eCTBEHHBIX U KOJUYECTBEHHBIX  XapaKTEPUCTHUK
(hapMaIreBTHUECKUX CYOCTAHIIMNA WM COMOCTAaBUMOCTh aHTUTCHHOI'O COCTaBa BaKIWH. Vcrolib30BaHue
pa3IMyYHbIX cojiel, 3(UPOB, KOMIUIEKCOB, U30MEPOB, KpPUCTAINYECKUX (OPM U APYTUX MPOU3BOIHBIX
OJIHOTO W TOrO0 K€ JEUCTBYIOIIETO BEIIECTBA HE SABISICTCS MPENATCTBUEM Jisi ONpeeiIeHUs
B3aMMO3aMEHSIEMOCTH  JICKAPCTBEHHBIX  IpernapaToB, €cClIM MpU  MPOBEACHUM  HUCCIICIOBAHUS
OMOPKBHBAJIGCHTHOCTH  JICKAPCTBEHHOT'O  Tperapara  WIA  HCCICAOBAHUS  TEPANCBTUYCCKOU
SKBHUBAJIEHTHOCTHU JIEKAPCTBEHHOIO Mperapara JI0Ka3aHO OTCYTCTBUE KIIMHUYECKU 3HAUYMMBIX pPa3IuyHid
dapmakokuHeTHKU © (win) dS(QeKkTUBHOCTH ¥ 0E30MacCHOCTH JICKAPCTBEHHOTO TIperapara Juis
MEAHUIIMHCKOTO IPUMEHEHHUS,

2) SKBUBAJICHTHOCTH JIEKAapCTBEHHOH (hopMbl. [0 SKBHBaJCHTHBIMU JIEKAPCTBEHHBIMU (hOpMaMH
MOHUMAIOTCSI Pa3HbBIC JIEKAPCTBEHHBbIC (DOPMBI, MMEIOLINE OJMHAKOBBIC CIIOCOO BBEACHUS H CIIOCO0
NpUMEHEHHs, OO0JagaroIyue  COMOCTAaBUMBIMH  (PapMaKOKMHETUYECKHUMH  XapaKTEPUCTUKAMHU U
(bapMaKoJIOTHYECKUM JICHCTBUEM U 00ECIICUMBAIOIINE TAKXKE IOCTUKCHUE HEOOXOAUMOTO KIMHUYECKOTO
spdekra. Paznmuus JeKapcTBEHHBIX (GOpPM HE SBISIOTCS NPENSTCTBHEM JUIS  OINPENENICHUs
B3aMMO3aMCHSEMOCTH  JICKAPCTBCHHBIX  IPEMapaTroB, €CIM NpPHU  TMPOBEIACHUU  HCCIICIOBaHUS
6H03KBI/IBaJI€HTHOCTI/I JICKAPCTBCHHOT'O Ipemnapara 01041 HNCCIICAOBAHUA TepaHeBTHHGCKOﬁ
SKBUBAJICHTHOCTH JICKAPCTBEHHOT'O Tpernapara JI0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAYUMBIX Pa3IUudil
dapmakokuHeTHKd © (win) S(QeKkTUBHOCTH ¥ 0E30MacHOCTH JICKAPCTBEHHOTO TIperapara Juis
MEIUIUHCKOTO TPUMEHCHHUS;

3) SKBUBAJIEHTHOCTh MJIM COTIOCTABHMOCTH COCTaBa BCIIOMOTATEIFHBIX BEIIECTB JIEKAPCTBEHHOTO
mpenapara s MEAMLIMHCKOTO TNpUMEHeHus. Pa3nuuus cocraBa BCHOMOTraTeNbHBIX — BEILECTB
JIEKApCTBEHHOTO TIpernapara He SIBISIIOTCS TIPETSITCTBUEM JUISL ONPEACTICHUS B3aWMO3aMEHSEMOCTH
JICKapCTBEHHbIX  NpenapaToB, €CIM TNpU  TMPOBEJCHUM  HCCIEIOBaHHUSA  OHWOIKBHBAJIECHTHOCTH
JIEKApCTBEHHOTO Tperapara WIA HCCIEIOBaHHUS TEPaNeBTHUECKOW AKBUBAICHTHOCTH JIEKAPCTBEHHOTO
mpernapara JJOKa3aHO OTCYTCTBUE KIMHUYECKH 3HAYUMBIX pPa3nuuuil (papMakOKMHETHKH U (WIN)
3¢ (}eKTUBHOCTH M 0€30MacHOCTH JIEKapCTBEHHOI'O Ipernapara uis MeAUIMHCKOro npumeHeHus. [lpu
HINYUU KIMHUYECKU 3HAUUMBIX Pa3Nuuuii (hapMakOKUHETHKH U (WIH) Y3PPEKTUBHOCTH U O€30MaCHOCTH
JIEKapCTBEHHOTO TMpernapara Uil MEJIWIUHCKOTO TPUMEHEHHUS B3aWMO3aMEHSEMOCTh OIPENEeNsIeTcsl C
yKa3aHHeM Ha UCKJIIOYEHHUE OT/AEIbHBIX IPYII MAlUEHTOB;

4) MIEHTUYHOCTh CII0CO0a BBEJICHUSI M CTIOC00a MPUMEHEHHS;

5) COOTBCTCTBUC HNPOU3ZBOAUTECIIA JICKAPCTBCHHOI'O CpPCIACTBA TpC6OBaHI/ISIM IMpaBUJI HaIeKaIen
HpOHSBOJICTBeHHOfI IMPAKTHUKHU.

3. OmnpezneneHue B3aMMO3aMEHSIEMOCTH BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX NpenapaToB [Uis
MEJIUIIMHCKOrO NMPUMEHEHHMs, yKa3aHHbIX B 4acTh 10 cratem 18 Hactosmero ®enepaqbHOro 3aKOHa,
OCyIIECTBIsIETCA 0€3 HEOOXOIMMOCTH JJOKa3aTeIbCTBA X OMO’KBUBAIIEHTHOCTH.

4. OcoOGeHHOCTH ONpEeeNIeHNs B3aUMO3aMEeHIeMOCTH OMOJIOTUYECKUX JIEKAPCTBEHHBIX MIPEenapaTos,
KOMOMHUPOBaHHBIX JIEKAPCTBEHHBIX IMpenaparoB (coaepikalMx KOMOMHAIUIO JBYX u Ooiee
HeﬁCTBYIOIIIHX BeI]_[eCTB), JICKApCTBCHHBIX npemnapaTron JIIsL MapCeHTCPAIBHOTO IIUTaHUA u
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HEJIO3UPOBAHHBIX JIEKAPCTBEHHBIX IIpenaparoB ycraHasBiuBaroTcs IIpaBurensctBom Pocculickon
denepanuu.

5. Onpe):[eneHHe B3aUMO3aMCHACMOCTH HC OCYILICCTBIIICTCA B OTHOIICHHU JICKAPCTBCHHBIX
PaCTUTECIIBHBIX IIP€IIapaToB, rOMCOIIAaTHYCCKUX JICKAPCTBCHHBIX ITPEIIapaToB.

6. q)OpMI/IpOBaHI/Ie NEpCUHsA B3aUMO3aMCHACMBIX JICKAPCTBCHHBIX IPCMAapaToB AJId MCIAUIHUHCKOI'O
IMPUMEHCHUSA OCYIICCTBIIACTCA SKCIICPTHBIM YUPCKIACHUEM IMOCPEACTBOM O6’bCI[I/IHeHI/IH JICKApCTBCHHBIX
npenaparoB B OTACJIBHBIC TPYIINbI, B Ka)I(I[Oﬁ M3 KOTOPBIX JICKAPCTBCHHBIC IMPCIapaThbl ABJIAIOTCA
B3aMMO3aMCHsICMbIMU.

7. B cinydae BKIIOYEHUS B HMHCTPYKLUHIO [0 MEIULMHCKOMY IIPUMEHEHHUIO JIEKAPCTBEHHOIO
IpernapaTa Ha OCHOBAaHMM PE3YJIbTaTOB COOTBETCTBYIOLIMX HMCCIENOBAHUN NMOKa3aHUM AJI1 PUMEHEHHS,
KOTOPBIE OTJIMYAOTCS OT MOKA3aHUM U1 IPUMEHEHHUs APYTHX JIEKAPCTBEHHBIX NPENapaToB U3 TPYIIIbI
B3aMMO3aMEHACMBIX JIEKAPCTBECHHBIX IIPENApaToOB, B IIEPEYHE B3aUMO3aMEHIEMBIX JIEKAPCTBEHHBIX
MPEnapaToB Il MEIUIIUHCKOTO IPUMEHEHHUS T0JDKHA OBITh YKa3aHa COOTBETCTBYIOIIA WH(POPMAIIHS.

Koncynprantllntoc: npumeuanue.
[lepedyeHp B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX MPENAPATOB, B OTHOIICHHH KOTOPBIX HMEIOTCS
pe3yNbTaThl MCCIEAOBAaHUN OMOSKBHUBAJICHTHOCTH WIIM TEPANEBTUYECKOW 3KBUBAJICHTHOCTH, JOJKEH

ObITH CPOpMUPOBAH U pa3MelleH Ha oduunanbHoM caiite Munznpasa Poccun 1o 01.07.2020. (@3 ot
27.12.2019 N 475-®3).

8. IlepeueHp B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IMPENapaToB i MEIUIIMHCKOIO MPUMEHEHUS
pasMelaercs yrnoJHOMOYEHHBIM (elepaibHbIM OpPraHOM HMCIOJHUTEIbHON BIIACTH, OCYLIECTBISIOIINM
rOCy/IapCTBEHHYIO PErucTpalfio JIEKapCTBEHHBIX IpenapaToB s MEAMIMHCKOrO INPUMEHEHMs, Ha
cBoeM odunuaabHoM caiite B cetn "HUntepHer". MHbopmanus B mepedHe B3aUMO3aMEHSEMbIX
JIEKapCTBEHHBIX IpPEeNapaToB JUIsi MEIUIIMHCKOTO MPUMEHEHHUS] OOHOBISETCS YKa3aHHBIM (eepabHbIM
OpPraHOM HCIIOJIHUTENIBHON BIACTH C YYETOM HOBBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB
JUIS  MEQUIMHCKOTO TIPUMEHEHUS U BHECEHHBIX M3MEHEHHH B JIOKYMEHTBI, CcoOJAepXkalluecs B
PETUCTPALIMOHHBIX JOChE HA 3apErMCTPUPOBAHHBIE JIEKAPCTBEHHBIE IpENaparbl I MEIULUHCKOTO
MIPUMEHEHHUS.

9. INopsamox ucnonab30BaHUsT UHGOPMAIIUU O B3aUMO3aMEHSIEMbIX JIEKAPCTBEHHBIX Mpernaparax ais
MCIOAUITUHCKOT'O HpI/IMeHeHI/ISI nu HOprI[OK aadyu paST)SICHeHI/II\/'I 110 BOHpOC&M B3aUMO3aMCHSICMOCTHU
JIEKApCTBEHHBIX IMpPENapaTroB s MEIUIMHCKOrO IpPUMEHEHUs YycTaHaBinuBaroTcs [IpaBuTenbcTBOM
Poccuiickoit ®enepanuu.

Kouncynbrantlntoc: npumevanue.
Cpok perucrpanuu JIEKapCTBEHHOTO mpenapara, ucrekaronmi ¢ 15.03.2020 mo 31.12.2020, npoyien
Ha 12 mecsueB (ITocranoBnenue [IpaButensctBa PO ot 03.04.2020 N 440).

CraTtba 28. PeructpaumoHHoe yaoCTOBepeHMe NneKapcTBEHHOro npenapara

1. PeructpanuoHHOe yIOCTOBEPEHHE JIEKAPCTBEHHOrO Iperapara ¢ yKa3aHHEM JIEeKapCTBEHHBIX
dbopM U JO3MPOBOK BBIAAETCS OECCPOUYHO, 3a HCKIIOUYEHHEM PErHMCTPALlMOHHOTO YIOCTOBEPEHMS
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JIEKApCTBEHHOT0 TIpernapara, Bbl1aBaeMOro CO CPOKOM JIEHCTBHUS TISATH JIET, HA BIIEPBBIEC PETHUCTPUPYEMbIC
B Poccuiickoit denepanuu JeKapcTBEHHbBIC MpenapaThl.

2. Tlo ucTeyeHMM YKa3aHHOTO B 4YacTW | HaCTOSIIEH CTaThbH CpOKa BBIJAeTcs OeccpouHOe
PETUCTPALIMOHHOE YAOCTOBEPEHUE JIEKApCTBEHHOI'O IIpernapara Ipu YCIOBUM IOATBEPKICHUS €r0
roCyZapCTBEHHOM pErucTparuu.

3. B ciyuae BHecenust B cooTBeTcTBUU co cTaThsiMu 30 u 31 HacTosmero denepaibHOro 3aKOHA
W3MEHEHUN B COJEpXKallMeCs B PErMCTPALlMOHHOM JIOChE€ Ha 3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar JOKYMEHTBI, 3aTParuBalOlIUX CBEIACHUS, OTPAKEHHbIE B PETHCTPALMOHHOM YAOCTOBEPEHUU
JIEKapCTBCHHOTO Tperapara, YIOJIHOMOYCHHBIN (enepalbHbIii OpraH UCTOJHUTEILHOW BIIACTH BBITACT
HOBOE PErMCTPALIMOHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOIO Ipernapara, COAeprKallee BHECEHHBIE B HETO
W3MEHEHUSI.

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

4. B caywyae yrpaTbl WM HOBPEXACHHUS PETHMCTPALMOHHOIO YJIOCTOBEPEHMS JIEKApPCTBEHHOTO
mpenapara IO 3asBJICHHIO B IUCbMEHHOW ¢opMme AepkaTelis WM Blafeiblia PErucTparoOHHOIO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'0 IIPenapara Uil yIIOJHOMOYEHHOIO UMH APYTrOro FPUANYECKOro JIMIA O
BblJlaue JyOJIMKaTa PerucTPallMOHHOIO YIOCTOBEPEHHS JIEKAPCTBEHHOIO Ipernapara yHoJIHOMOYEHHBIN
(benepanbHBI OpraH UCIIOJHUTEIFHON BIACTH B CPOK, HE MPEBBIIIAIONIUN JAecATH pabounx AHEH co THS
IOCTYIUICHUSI 3asiBICHUs, BBLAAET JYOJMKAaT pPErHMCTPALlMOHHOTO YIOCTOBEPEHUS JICKApCTBEHHOI'O
npemnapaTta. 3a Bblgady JyOiMKaTa PEruCTPALlMOHHOTO YJOCTOBEPEHHMs JIEKapCTBEHHOIO IpernapaTa
B3UMacTCs rOCyAapCTBEHHAs IOIIIMHA B COOTBETCTBUU C 3aKOHOAaTenbCcTBOM Poccuiickoit denepannu o
Hajorax u coopax.

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

KoncynprantlIntoc: npumedanue.
Cpok perucrpaiuu JeKapcTBEHHOTo mpenapara, ucrekaronmid ¢ 15.03.2020 mo 31.12.2020, npoieH
Ha 12 mecsueB (ITocranoBnenue [IpaButensctBa PO ot 03.04.2020 N 440).

Cratba 29. [loaTBepXxaeHMe rocyfapCTBEHHOM pPerucrTpauvm JeKkapcTBeHHOro
npenapara
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. ITonTBepkeHNE rOCYJapCTBEHHOM pEerucTpanyy JEKapCTBEHHOIO Ipernapara OCYHIECTBIISETCS
IpHU BblJa4e OECCPOYHOrO PErMCTPALMOHHOIO YIOCTOBEPEHMs JEKapCTBEHHOIO IIpernapara B Ciydae,
yKa3aHHOM B 4acTu 2 craThu 28 Hacrosmero denepaJbHOrO 3aKOHA, B CPOK, HE IPEBBILIAOIIMN
HIECTUJECATH padoyuX JHEH cO JHS MOJIYYEHHs] COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (henepaabHbIM
OpPraHOM HCIIOJIHUTEIBHOM BIIACTH 3asBJIEHUS O MOATBEPKACHUM TOCYIJApCTBEHHOM pETUCTpalun
JIEKapCTBEHHOro ImpenapaTta. He ocylecTBiseTcss MOATBEPKICHHE TIOCYIapCTBEHHOM pPErMCTpaluu B
OTHOILICHHUH JIEKaPCTBEHHOI'O Mpernapara, He HaxoAuBILIerocst B oopamenuu B Poccuiickoit denepannu B
Te4eHUue Tpex MU Oojee JIeT, a TakkKe B OTHOLICHHU JIEKApCTBEHHOTO CPEACTBA, MPOMU3BEIEHHOIO C
HapyleHHeM TpeOOBaHUs, YCTaHOBIEHHOTO 4acThio 3.7 ctatbu 71 HacTosmero deaepanbHOro 3aKOHa.

2. 3asgBieHUE O MOATBEPKACHUM IOCYAAPCTBEHHOM PErMCTPAlMM JIEKAPCTBEHHOTO IperapaTa s
MEIUIMHCKOTO TPUMEHEHUS IPEJICTaBIsAETCS B COOTBETCTBYIOIIMK YMOIHOMOYEHHBIN (enepanbHbIi
OpraH MCIHOJIHUTEIBHOMN BJIACTH HE PaHEEe YEM 3a CTO BOCEMBJECAT JHEH JO MCTEYEHUs CPOKa JEUCTBUS
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PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO Tperapara it MeIUIIMHCKOTO PUMEHEHHSL.
(B pen. @enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

2.1. 3asiBIeHHE O MOATBEPIKICHUN TOCYAAPCTBEHHOW PETUCTPAIIMU JIEKAPCTBEHHOTO Mpernapara Jyist
BETCPUHAPHOTO TMPHUMEHEHHs TPEACTABISACTCS B COOTBETCTBYIOIIUI YIMOJTHOMOUCHHBIN (enepanbHbIid
OpraH UCIOJHUTEIBHOHN BIIACTH HE PAaHEE YeM 32 CTO BOCEMBJCCAT THEH 10 MCTEUCHHS CPOKa JECHCTBUS
PETUCTPAIIMOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO TIpenapaTa Jjisi BETepUHAPHOTO MPUMECHEHUS U HE
M03/IHEE OKOHYAHHSI CPOKA €ro JIeHCTBUSI.

(dactp 2.1 BBeaeHa denepanbubiM 3akoHOM 0T 02.08.2019 N 297-D3)

3. IlonTBeprkaeHUE TOCYAApCTBEHHOM PErucTpalMy JISKapCTBEHHOIO IIpernapaTra OCyLIeCTBIAETCS
[0 pe3yJbTaTaM 3KCIEPTH3bl OTHOLIEHHS OXKHMJIAEMOH I0JIb3bl K BO3MOXKHOMY PUCKY INPHUMEHEHHs
JICKaQpCTBEHHOTO Iperapara Ha OCHOBAHUHU Pe3yJIbTaTOB MOHUTOPHUHTA d(PPEKTUBHOCTH U OE30MaCHOCTH
JIEKapCTBEHHOI'0  Iperapara, I[POBOAMMOIO JepXaTeleM WIM BIAJENbLEM PErucTparoHHOIO
YIIOCTOBEPEHHS JIEKApCTBEHHOTO TIpenapaTa 100 YIIOITHOMOYEHHBIM UMH FOPUANYECKIM JIHIIOM, a TAK)KE
COOTBETCTBYIOLIMM YHOJIHOMOYEHHBIM (e/iepabHbIM OPraHOM HCIOJHUTENbHOM BIACTH B COOTBETCTBUU
¢ TpeboBaHUsAMHU cTaTby 64 HacTosero denepalbHOIO 3aKOHA.

4. K 3asgB1eHHI0 0 IOATBCPKIACHUU FOCYHapCTBeHHOﬁ perucrpanuun JICKApCTBCHHOI'O IIpe€Iiapara AJisd
MCIUIHUHCKOI'O IPUMCHCHUS IPpUJIararoTCs:

1) HOKyMEHTBI, coAepXkallue pe3ylabTaTbl MOHUTOPUHTAa 3(PGEKTUBHOCTH U O€30MacHOCTU
JIEKApCTBEHHOT'0 TMperapata i MEAUIMHCKOTO MPUMEHEHHUS, MPOBEACHHOTO JIEpXKATEIeM WIH
BJIQJIENIBIIEM PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOrO Ipenapara sl MEIUIMHCKOTO
MPUMEHEHUSI JIMOO YMOJHOMOYEHHBIM WM IOPUAMYECKUM JIMIIOM, 10 (opme, YTBEPKICHHOM
YIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTEIHHON BIACTH;

2) cBefieHUsI O JaTe MPEIOCTABJICHUS W PETHCTPAIIMOHHOM HOMEpE JIMIEH3WH Ha MPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEACTB WJIM CBEIEHUS O JaTe MPEAOCTaBICHUS M PETUCTPAlMOHHOM HOMeEpe
3aKJTIOYEHUST O COOTBETCTBUU TPOU3BOJUTENS JICKAPCTBEHHBIX CPEJICTB TPEeOOBAaHUAM ITPaBUI
HaJJIeXaled MPOU3BOJCTBEHHON TMPAKTUKH, MPEIOCTABICHHBIX VYIIOTHOMOUYEHHBIM (enepanbHbIM
OpPraHOM HCIIOJIHUTEJIbHOW BJIACTH B OTHOWIEHWHM IPOM3BOJACTBEHHOW IUIOMIAJAKUA JIEKAPCTBEHHOIO
npenapara Jisi MEAMIIMHCKOTO MPUMEHEHHUs, TOCYIapCTBEHHAs! PETUCTpalisi KOTOPOro MOATBEPKIAETCS
B Cllyyae, €CIM TMPOU3BOACTBO JIEKAPCTBEHHOIO TNpenapara s MEIUIUHCKOTO TMPUMEHEHHUS
ocymectsisercs B Poccuiickoii denepanuu;

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

3) Komusl MPEIOCTaBICHHOM YIMOJIHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOJAUTENS JULEH3UM Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOT'O TIperapara JJjisi MEAUIIMHCKOTO MPUMEHEHHS U €€ MepPeBOJ Ha PYCCKUU
SI3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM TMOPSAKE, a TaKKe KOMHUS 3aKJIIOUEHHUS O COOTBETCTBUHU
MIPOM3BOJUTENSI JICKAPCTBEHHBIX CPEACTB TPeOOBaHMSIM TIPaBUJ HAJJIeKalIed MPOU3BOJICTBEHHOM
MPAKTUKH, BBIJAHHOTO YIMOJHOMOYEHHBIM (eepaibHBIM OpPraHOM HWCIOJHUTENFHON BIacTH B
OTHOIIIEHWW TIPOM3BOJICTBEHHOW TUIOMIAAKA JIGKAPCTBEHHOTO TMperapara Uil  MEIUIIMHCKOTO
MPUMEHEHHUSI, TOCYAApCTBEHHAsi PETUCTPALUsl KOTOPOTO TMOATBEPKIACTCS, WJIM KOMHUS PELICHUS
YIOJIHOMOYEHHOTO (heepanbHOTr0 OpraHa WCIOJTHUTEIBHOW BIACTH O TPOBEICHWU WHCIEKTHPOBAHUS
MIPOU3BOUTEINS JIEKAPCTBEHHBIX CPEICTB B Cllydae, €CIM MPOU3BOJICTBO JIEKAPCTBEHHOTO MperapaTa s
MEIHUIIMHCKOTO TPUMEHEHUS OCYIIECTBIIAETCS 3a npeaenamu Poccuiickoi denepannm.

(B pen. denepanbHoro 3akona ot 27.12.2019 N 478-03)
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(dactb 4 B pen. @eaepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOmEHNN OMOJOrMYECKUX JICKAPCTBEHHBIX MPENaparoB Ui MEAUIMHCKOTO MPUMEHEHHS
3asBUTENb JOMOJHHUTEIBHO TMPEICTABISACT pE3yAbTaThl MEPONPUATHIH, MPEIYCMOTPEHHBIX IIAHOM
YIPaBICHUS PHCKAMH, YTBEP)KJCHHBIM YIIOJIHOMOYCHHBIM (pefepaabHbBIM OpPraHOM HCIIOJHHUTEIEHON
BJACTH TMIPH OCYLIECTBICHHHM TOCYAApCTBEHHOW PpETrUCTpallMi JIEKAPCTBEHHOTO TpemnapaTra Jjs
MEIUIIMHCKOTO IPUMEHECHHSI.

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

4.2. K 3asgBieHUI0 O MOATBEPKICHUH TOCYJAapPCTBEHHOM PETUCTPAIMH JICKAPCTBEHHOTO Ipernapara
JUIsl BETEPUHAPHOTO MPUMEHEHHUS TMPUJIAraloTCs JOKYMEHTBI, COJEpXkaIIUe pe3yJbTaTbl MOHUTOPUHTA
a¢dexTuBHOCTH M O€30MACHOCTH JIGKAPCTBEHHOTO IIpermapara JJjisi BETEPUHAPHOTO IPUMEHEHHS,
MIPOBOJIUMOIO JIEpXKAaTelIeM WM BJIQJACIbIEM PEruCTPAIIMOHHOTO YAOCTOBEPEHUSI JIEKAPCTBEHHOTO
npemnapaTta Jjisi BETEPUHAPHOTO MPUMEHEHHs JIMOO YIOJTHOMOUYEHHBIM MM IOPUIUYECKHM JIUIOM, IO
dbopme, yYTBEPKICHHOW YIOJHOMOYEHHBIM (ellepaibHbIM OpPraHOM HCIOJIHUTEIBbHON BJIAcTH, U
JOKYMEHTBI, YKa3aHHbIe B MyHKTax 1, 2 - 2.2, moamynkTax "a", "6", "k", "n" nynkra 4 gactu 3 crarbu 17
HacTosmero deaepanbHOro 3aKk0Ha. B OTHOMIEHUN HMMYHOOHOJIOTHYECKIX JIEKAPCTBECHHBIX MIPEIapaToB
JUIS BETEPUHAPHOTO MPUMEHEHUS HE MPEACTaBISAIOTCA CBEACHMS, yKa3aHHbIC B MOANYHKTEe "K" myHKkTa 4
yacTu 3 cratbu 17 Hactosiero deaepanbHOro 3aKoHa. B OTHOIIEHWHU JIEKaPCTBEHHBIX MpEnapaToB s
BETEPUHAPHOTO TMPUMEHEHHMSI, MOJYUYEHHBIX C MPUMEHEHHEM T'e€HHO-UHXEHEPHO-MOAU(PHUIIMPOBAHHBIX
OpraHU3MOB WJIM COJEPXAIIMX TaKUE OPraHUu3Mbl, JOMOJHHUTEIBHO TIPEICTABIAIOTCS CBEICHUA,
yKka3aHHble B myHKTe 13 yacTtu 3 ctarbu 17 HacTosiero denepalbHOTO 3aKOHA.
(dactpb 4.2 BBeaeHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOrO 3aKOHA OT
02.08.2019 N 297-®3)

4.3. 3agBuTenb BIpaBe IMPEICTAaBUTh C 3asiBJIEHUEM O MOATBEPKACHUN TOCYAapCTBEHHOM
perucTpanMM  JIEKapCTBEHHOTO  Ipenapara KONHWK  JOKYMEHTA, MNOATBEP)KIAIOLIET0  YIUIATy
rOoCy/lapCTBEHHOM TOLUIMHBI 3a MOATBEPKIACHUE TOCYIapCTBEHHONW pErHUCTpalluu JIEKApCTBEHHOTO
mpernapara, a TaKKe BblJaBaeMble (IIPEOCTaBIIsIEMbIE) YIIOJIHOMOYEHHBIMU (hefiepalibHbIMU OpraHaMu
WCIIOJIHUTEJIbHON BIIACTH JOKYMEHTHI (CBEIEHHS), YKa3aHHbIE B NMyHKTaX 2 M 3 yacTu 4 HacTosuieu
crathu. B ciyyae ux HempencTaBiieHUs] YIOJTHOMOUYEHHBIN (eiepaibHbIil OpraH UCIIOJHUTEIbHON BIACTH
3anpamyBaeT yKa3aHHbIE JIOKYMEHTbI (CBEJIEHUS) B MOPSAKE MEXBEIOMCTBEHHOTO MH()OPMALMOHHOTO
B3alMOJECICTBHS.

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

5. B Teuenuwe pecatu pabouux OHEH CO MAHS TPUHITUS 3adBICHUS O TMOATBEPKIACHUU
rOCyAapCTBEHHOM pPETUCTpaIluu JIEKapCTBEHHOTO IpernapaTra U JOKYMEHTOB, COJEPKAIIUX PE3YJIbTaThl
MOHHUTOPHHTA YPPEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpernapara, MpoBOJIUMOTO JIepiKaTeaeM
WIKM  BIAAENbLEM  PErUCTPAllMOHHOTO  YJOCTOBEPEHHs  JIEKapCTBEHHOro  mpemapara  Ju0o
YIIOJTHOMOYEHHBIM UMH IOPUIUYECKUM JIUIIOM, YIIOJTHOMOYEHHBIN (heqepaabHblii OpraH UCTIOTHUTEIBHOM
BJIACTHU:

1) OpoBOAUT MNPOBEPKY IMOJHOTHI CBEICHHUM, COJEpKAIIUXCA B MPEICTABICHHBIX 3asBUTEIEM
JIOKYMEHTaXx;

2) NPUHUMACT PCHICHUC O MPOBCACHUHN WA 00 oTka3e B MPOBCACHUHN SKCIICPTU3bI OTHOUICHUA
O)KHJIaeMOﬁ IMOJIB3BI K BO3MOXHOMY PHCKY MMPUMCHCHUA JICKAPCTBCHHOI'O IIpEliaparta Ha OCHOBAHWU
PE3YyJIbTATOB MOHUTOPUHIA 3(1)(I)CKTI/IBHOCTI/I 1 0e30MacHOCTH JICKApCTBCHHOT'O IIpCIiapaTa, MpOBOANMOIrO
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JepkaTeleM WIN BIAJEIbIeM PErHCTPAllMOHHOIO YJOCTOBEPEHHs JICKApCTBEHHOIO IIperapara Jnoo
YIIOJIHOMOYEHHBIM UMH FOPUMYECKUM JIMLOM, a TaKXKe (eiepaaIbHbIM OPraHOM UCIIOIHUTENIbHON BIaCTH
B COOTBETCTBHUH C TpeOOBaHUAMHU cTaThi 64 HacTosmero denepaabHOro 3aK0Ha;

3) yBemomuiieT B JJIEKTPOHHOW (opMe WM MHUCBMEHHOM QopMme 3asBUTENS] U DKCIEPTHOE
VUpEeXKICHHUE O MPHUHITOM pPEIICHWHW MO0 B Cllydae MPUHSATUS PEIICHUs 00 OTKa3e B NPOBEACHHUH
AKCIIEPTU3BI YKA3bIBACT IPUUMHBI TAKOTO OTKA3a.

6. B citydae BBIABICHHS HEJJOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTH MH(POPMALIUH, COAEPIKaIIeHCs
B IIPEJICTABJICHHBIX 3asBUTEIEM TOKYMEHTaX, YIOJHOMOUYCHHbIN (eiepaiabHblil OpraH MCIOJIHUTEIbHON
BJIACTHM HANpPAaBISET 3asBUTENI0 3ampoc 00 YTOYHEHHMH YKa3aHHOW HMH(OpManuu. 3ampoc
YIIOJIHOMOYEHHOr0  (pefiepajIbHOTO  OpraHa MCIIOJHHUTEIbHOM BJIACTM  MOXET OBITh  IepenaH
YIOJHOMOYEHHOMY IPEACTABUTENIO 3asBUTENS JIMUHO I10J] PACIUCKY, HAIllpaBJIEH IO MOYTE 3aKa3HbIM
IUCbMOM WIH NEpeAaH B 3JEKTPOHHOM (GopMe Mo TeJIeKOMMYHUKALMOHHBIM KaHaiaM cBs3H. B cimyuae
HaNpaBJICHUsI 3ampoca YIOJIHOMOYEHHOTO (helepalbHOTO OpraHa HMCIIOJHUTENBHONW BIIACTH IO IOYTE
3aKa3HbIM IIMCBMOM OH CYHUTAETCsS IIOJYYEHHBIM IO MCTEYCHHMM IIECTU [HEH C JaThl HAIpaBJICHHUS
3aKa3HOT'0 MMHUCHMA.

7. 3asBuTens 00s3aH MPEACTaBUTH OTBET HA 3alpoC YMOJIHOMOYEHHOTrO (eaepaabHOro OpraHa
HCIIOJIHUTEJIBHOM BJIAacTU B CPOK, HE MPEBBIMLIAIONIUN AEBIHOCTA pabOUYUX AHEW CO JHS €ro MOJTYYEHHMS.
Cpok, yka3aHHBIH B 4acTW 5 HACTOSIIEW CTaThH, MPUOCTAHABIMBACTCS CO JHS HAMPABJICHUS 3asBUTEIIO
3arpoca YHOJHOMOYEHHOIO (heepaJbHOr0 OpraHa HCIOJHUTENbHOM BJIACTU O JHSA IOJYYEHUS UM
COOTBETCTBYIOIIETO OTBETA M HE YYUTHIBACTCA TMPU HUCUYHUCICHUM CpPOKa IOATBEPXKACHUS
roCy/1lapCTBEHHON PETrUCTpalliy JIEKApCTBEHHOTO Mpernapara.

8. OcHOBaHMEM [UIsl OTKa3a B IPOBEJIEHUU DOKCIIEPTU3bl OTHOILICHUS OXHAAEMOH IOJIB3BI K
BO3MOXXHOMY DPHUCKY NPHUMEHEHHUs JIEKApCTBEHHOI'O Mperapara sBJIseTCsl MpeICTaBIeHHE JOKYMEHTOB,
COJIepKALINX Pe3yIbTaThl MOHUTOPUHTA 3()(HEKTUBHOCTH 1 GE30MAaCHOCTH JIEKAPCTBEHHOI'O Mpernapara, 1
(M) B OTHOLIEHHMM OMOJOTMYECKHX JIEKAPCTBEHHBIX IIPENapaToB pe3ysbTaTOB OCYIIECTBIICHUS
MEPOIPUATHA B COOTBETCTBUM C IUIAHOM YIIPABICHUS PHUCKAaMH, YTBEPXKIECHHBIM YIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIOJHHUTENIBbHOM BIACTU MPHU OCYLIECTBICHUU TOCYIApCTBEHHOM perucTpanuu
JIEKapCTBEHHOT'O Ipernapara, B HEMOJHOM 00beMe, OTCYTCTBHE MH(OpMAIMM, NOATBEpXkIatomen (akT
yIUIaThl ~ TOCYJApCTBEHHOM  IOLUIMHBI 32  IOATBEP)KJIEHUE  TOCYIapCTBEHHOW  perucTparuu
JIEKapCTBEHHOT'O Tpernapara, JuOO0 HENpeICTaBICHHE 3asBUTENIEM B YCTAHOBIIEHHBIH CpPOK OTBETa Ha
YKa3aHHBI# B dYacTu 6 HACTOAIMIEW CTaThH 3alpoCc YIOJHOMOUYEHHOro (eepalbHOr0 OpraHa
MCTIOJIHUTEJILHON BJIACTH, a TAK)KE OTCYTCTBUE B YKAa3aHHBIX JOKYMEHTaX WHpOpMalKU, KOTOpas AOJKHA
OBITH B HUX OTpa)KeHa.

9. DkcmepTusza OTHOIICHHS] OXHUAAEMOM TOMB3bI K BO3MOXXHOMY PHUCKY TMpPUMEHEHUs
JICKApCTBCHHOT'O IIpfriapaTta B LEIAX IMOATBCPKIACHUA FOCY}IapCTBeHHOﬁ peructpan JICKapCTBECHHOI'O
npemnapaTa MPOBOJUTCS KOMHUCCHUEH IKCIEPTOB SKCIEPTHOTO YUPEXKICHUS B CPOK, HE MPEBBIIIAIOIIHIA
COopoka pabouyux ITHEH.

10. B cinyyae HEZOCTAaTOYHOCTU MPEACTABIEHHBIX IKCIEPTY MAaTEpUANOB JUIS JAaud 3aKJIIOYEHUs
JKCHEepPT 00palaeTcss K pyKOBOAUTEIO SKCIIEPTHOIO YUPEXKICHHSI O MIPEJOCTaBIEHUN €My HEOOXOAUMBIX
MaTepuaioB. PyKoBOAMTENb SKCHEPTHOIO YUYPEXKIEHUS OOpaIlaeTcsi ¢ COOTBETCTBYIOIIUM 3alpoOCOM B
YIIOJTHOMOYEHHBIN (enepalbHblil OpraH HCIOJHUTEILHON BJIACTH, BBIIABIIMM 3a/laHue HAa MPOBEICHHE
JKCIIEPTU3bl OTHOILUECHHS OXKHUJAEMOH IIOJIb3BI K BO3MOJKHOMY PHUCKY IIPUMEHEHUS JIEKAPCTBEHHOIO




mpernaparta Ha OCHOBAHMU JOKYMEHTA, COJCPIKAIIEro pe3yabTaTbl MOHUTOPUHTA 3(P(GEKTUBHOCTH U
0€30I1aCHOCTH JIEKapCTBEHHOTO Mpenapata. B Tedenue nstu pabounx AHEH co JHs MOCTYIUIEHUS 3alpoca
PYKOBOJIUTENSI AKCHEPTHOTO YUPEXKACHUS YyKa3aHHbBIM (enepaibHbIii OpraH HCIOJHUTEIBPHONW BIACTH
HampaBisieT 3asBUTENIO 3aIpPOC O MPEICTABICHUMHM HEOOXOIMMBIX MaTEpUaoB, KOTOPbHIM MOXET ObITh
IepeslaH YIOJHOMOYEHHOMY IPEACTABUTENI0 3asBUTENS JIMYHO I0J PACHMCKY, HalpaBieH I10 MOYTE
3aKa3HbIM IMCbMOM WJIM II€peJaH B 3JIEKTPOHHOM popMe 1o TeIeKOMMYHHUKAI[MOHHBIM KaHallaM CBs3u. B
cllyyae HampaBJICHUS 3alpoca YIMOJHOMOUYEHHOTO (helepallbHOTO OpraHa MCIOJIHUTEIBHOW BIIACTH TI0
II0YTE 3aKa3HBIM MMCbMOM OH CUMTACTCS IOJyYEHHBIM 10 UCTECUYECHUU IIECTH JHEH C AAThl HAIIPABJICHUS
3aKa3HOr'0 NMHUCHMA.

11. 3asBuTenp 00s3aH MPEACTaBUTH OTBET Ha 3alpPOC YIOJIHOMOUYEHHOTO (eaepaabHOro OpraHa
HUCIIOJHUTEIBHON BJIACTH B CpOK, HEC HpeBI)IHIaIOIIII/Iﬁ mMECTUACCATHU pa60q1/1x IlHef/'I CO JHA TMOJTY4YCHHA
yKa3aHHOTO 3ampoca. YTOJHOMOYEHHBIN (enepaabHblii OpraH HCIOJIHUTEIBHOW BIIACTH, BBIAABIIUN
3aaHuC Ha MPOBCACHUC OKCIICPTHU3bl OTHOUICHUA omnz[aeMoﬁ MOJIb3bI K BO3MOXHOMY PHUCKY
MPUMEHEHHS JIEKAPCTBEHHOTO0 TMpenapara Ha OCHOBAaHHHM JOKYMEHTA, COAEPIKAIIEro pe3yJbTaThl
MOHUTOPHUHTA 3((HEKTUBHOCTH U 0E30MaCHOCTH JICKAPCTBEHHOTO Iperapara, B TCUYCHHE IISITH padodnx
JHEH co JHS MOCTYIUIEHUS OT 3asBHUTENS OTBETAa Ha 3alpoc YIMOJIHOMOYEHHOTO (elepalbHOro opraHa
WCIIOTHUTEJIbHON BJIACTH HAIPaBJISET 3TOT OTBET B AKCIIEPTHOE YUpekaeHue. B ciydae HenpeacraBieHus
M0 UCTEUEHUH HIECTUIECITH pabouuX JHEU 3asiBUTENIEM OTBETa Ha YKa3aHHBIN 3aIIPOC YIIOJIHOMOYEHHBIH
denepanbHBIA OpraH WCIHOJHUTEIBLHOW BIIACTH, BBIIABIIMK 3aJlaHWE HA MPOBEICHUE DKCIEPTU3BI
OTHOIICHUS OKUJAEMOW TOJNB3bl K BO3MOXKHOMY PHUCKY NMPUMEHEHUS JIEKapCTBEHHOrO IperapaTa Ha
OCHOBaHUHU JOKYMEHTA, COJEPIKAIIETO PEe3yJIbTaThl MOHHUTOPHUHTA J3(PQPEKTUBHOCTH W 0O€30MacHOCTH
JIEKapCTBEHHOTO Tperapara, B T€YCHHE NATH pabouux [HEH HaIpaBisieT B JKCIEPTHOE YUYPEKICHHE
YBEJOMJIEHHE O HENPEJCTaBICHUU 3asBUTEIIEM OTBETA Ha 3alpoc yKa3aHHOro opraHa. Bpems co ass
HAmpaBlIEHUsl 3ampoca OKCIEPTHOIO YUPEeXKJIEHUsS B  YIOJTHOMOYEHHBIH (eaepanbHBIA  Opran
HWCIIOTHUTETbHON BJACTH A0 OHA TMOJYUYCHHS OKCICPTHBIM YYPCKIACHUCM OTBCTA Ha 3arpoC HIN
YBEAOMIIEHHUSI O HEINPEACTABICHUM OTBETAa Ha 3alpoC HE YYUTHIBAETCS IPU MCUUCIECHUU CpOKa
MPOBCACHUA OKCIICPTHU3bl OTHOIICHHA O)KI/II[aeMOI\/’I MMOJIb3BI K BO3MOXHOMY PHUCKY JIIPUMCHCHUA
JIEKApCTBEHHOI'0 TMpernapaTa Ha OCHOBAaHMU JOKYMEHTA, COAEPKAUIEro pe3ysbTaTbl MOHUTOPUHIA
3¢ PeKTUBHOCTH U OE30MTACHOCTH JIEKAPCTBEHHOTO Tperapara.

12. B cpok, He MpEeBBIIIAIONINI AecATH padounx AHEW CO JHS MONYYEHHUS 3aKITIOYCHHUS KOMUCCUU
AKCHEPTOB IO pe3yJbTaTaM JKCHEPTU3bl OTHOILICHHS OXUIAEMOW TMOJb3bl K BO3MOXHOMY PHCKY
MIPUMEHEHHS JIeKapCTBEHHOTO Ipemnapara, COOTBETCTBYIOIIMI YIOJTHOMOYEHHBIN (enepanbHblii opran
HWCIIOTHUTETbHON BIACTH:

1) ocylecTBIsIET OLIEHKY 3TOTO 3aKIIOYEHUS AJIsi OMpeNeleHHs] €ro COOTBETCTBUS 3aJaHHI0 Ha
MPOBEACHUE YKa3aHHOW IKCIIEPTHUBHI;

2) IpUHMMAET pEUIEHHE O MOATBEPXKACHUU TOCYJapCTBEHHOM pErucTpanuuu JEKapCTBEHHOIO
mpernapata Wid 00 OTKa3e B TMOJATBEPKIECHUM TOCYIAapPCTBEHHONM PETUCTpAallMH JIEKApCTBEHHOTO
npernapara;

3) BHOCUT TpU TMPHUHATHH PELIEHUS O TMOATBEPKACHUU TOCYIJapCTBEHHON perucrpanuu
JIEKAPCTBEHHOI'O IIpelapara CBEIEHUsS B T'OCYJAPCTBEHHBIM pPEECTp JIEKAPCTBEHHBIX CPEACTB U BBIAACT
3asBUTEINI0 OECCPOYHOE PETUCTPALIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO IIpernapara.

13. OcHoBaHHEM AJI1 OTKa3a B MOATBCPIKACHUU FOcy,[IapCTBeHHOI‘;I peructpanuu JCKAPpCTBCHHOTO




mpernapara SBISETCS 3aKJII0YEHHE COOTBETCTBYIOIErO YHOJHOMOYEHHOTO (henepasbHOrO opraHa
WCTIOJTHUTEIBHOW BJIACTH O TOM, YTO PHUCK NPHYUHCHHUS BpEAa 370POBBIO0 YEIOBEKA WIIM KHBOTHOTO
BCJIC/ICTBHE MIPHEMA JICKAPCTBEHHOTO TIperapara npeBbiaeT 3G GeKTHBHOCTh €ro MPUMEHEHUS.

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

14. B mnepuon mpoBeneHUs MpOLEAypbl IOATBEP)KIEHUS TIOCYAApCTBEHHON perucTpanuu
JIEKapCTBEHHOr 0 Ipemnapara ero odpaienue B Poccuiickoit @enepanyivi He TPUOCTaHABIUBAETCS.

15. Jlomyckaercss oOpaiieHue JIEKapCTBEHHBIX MPENnaparoB 0 HCTEYCHHS CPOKa TOIHOCTH,
MPOU3BEACHHBIX B TEYEHHWE CTAa BOCHMUJCCATH KAJICHAAPHBIX JHEH TIOCHe JaThl PHHSATHUS
YIIOJTHOMOYEHHBIM (eficpalbHbIM OpPraHOM HCIIOJIHUTEIBHON BJIACTH PEIICHUS O TOATBEPKICHUH
rOCYJapCTBCHHON pPETUCTpallMid, B COOTBETCTBHHM C WH(OpMAIMEH, coJepXkalieiics B JOKYMEHTax
PETUCTPAIMOHHOTO JTIOCHhE Ha JICKAPCTBEHHBIN MTPerapaT 10 AaThl IPUHSATHS TAKOTO PCIICHUS.

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

Cratba 30. BHeceHMe Wu3MeHeHMW B [OOKYMEHTbl, coaepXxawwmecsa B
perncTtpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIA JleKapCTBEHHbLIM npenapaTr Ans
MeAULIMHCKOro NpMMeHeHuns

1. B mensix BHECCHHsI M3MEHEHHH B JIOKYMEHTBI, COJACPIKAIIMECS B PETUCTPAIIMOHHOM JOChEe Ha
3apETHCTPUPOBAHHBINA JICKAPCTBCHHBINH IMpemapaT JIs METUIIMHCKOTO TPUMEHEHUs, JAepKaTelb WIH
BJIAJIENICl] PErHCTPALMOHHOTO YJAOCTOBEPEHHUS JICKAPCTBEHHOTO Iperapara WA YIOJHOMOYEHHOE UM
JpyToe IOPUANYSCKOE JIUIO (Jjajiee B HACTOSIICH CTaThe - 3aSBUTENb) MPEJCTABIISACT B YIIOJTHOMOYCHHBIH
benepanbHbIi OpraH HMCIOJIHUTEILHONW BJIACTH 3asBJCHHE O BHECEHHMH TaKMX HM3MEHCHHH 1o Qopme,
YCTAaHOBJICHHOW YITOJIHOMOYEHHBIM (heiepabHBIM OPTaHOM HCIIOTHUTEIHLHOW BIIACTH, U TpUiIaraeMbie K
HEMy M3MEHEHHsI B yKa3aHHBIE NOKYMEHTBI, a TaKKe JOKYMEHTHI, MOATBEPKAAI0ININE HEOOXOTUMOCTh
BHECEHUS TaKUX M3MEHEHMUIA.

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-D3, ot 04.06.2018 N 140-D3)

1.1. IIpu HE0OXOAMMOCTH BHECEHHUS B JJOKYMEHTBI, COJAEPKAIMECS B PETUCTPAIIMOHHOM JI0ChEe Ha
3apETUCTPUPOBAHHBINA  JIEKAPCTBEHHBIM Ipernapar Uil MEIULMHCKOrO NPUMEHEHHUS, W3MEHEHMU,
YKa3aHHBIX B MyHKTE 3 4YacTW 2 HACTOSIIEH CTaThu M TPEOYIOIMMX MPOBEIECHUS SKCIEPTHU3BI KauecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asIBUTENb JOMOJHUTEIHLHO MPEICTaBIsIeT B YIOJIHOMOYEHHBINH (enepalbHbIi
OpraH HCIOJIHUTEIbHOM BIJIACTH CBEIECHUS O JaTe IMPEIOCTAaBICHUS W PETHCTPALMOHHOM HOMEpE
JIMLIEH3UM Ha IMPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB WM CBEICHUS O Jare MPEIOCTaBICHUS U
PETUCTPAIMIOHHOM HOMEPE 3aKJIIOYEHHUS O COOTBETCTBUM IPOU3BOJMTEINS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSAM TIPaBUJ HaANEXKallell MNPOM3BOACTBEHHON NPAKTUKH, BBIAAHHBIX (IIPEIOCTABICHHBIX)
YIOJIHOMOYEHHBIM (he/IepaibHBIM OPTaHOM HUCTIOTHUTEIHHOW BJIACTH B OTHOIICHWH U3MEHEHHOU U (MJIH)
JIONIOJIHEHHOM MPOU3BOJACTBEHHOM IUIOIIAJKH JEKAPCTBEHHOIO IIpErapara, B ciiydae, €Ciid IPOU3BOJICTBO
JIEKApCTBEHHOT'0 TpernapaTta ocymecTBisiercsi B Poccuiickoit ®enepanuu, au0O0 CBEIEHUS O JarTe
MPEIOCTABICHUS M PETUCTPALIMOHHOM HOMEPE BBIJAHHOW YIOJHOMOYEHHBIM OpPraHOM CTPaHbI
MPOU3BOAUTENS JTMIEH3UH HA IMTPOU3BOJICTBO JIEKAPCTBEHHOI'O MIpEnapaTa v €€ NepeBo/l Ha pyCCKUM SI3bIK,
3aBEPEHHBIEC B YCTAHOBJIEHHOM IOPSIJIKE, a TAK)KE CBEICHUS O JaTe MPEJAOCTABICHUS U PETUCTPALIMOHHOM
HOMEpPE 3aKJIIOYEHHUST O COOTBETCTBHH IPOM3BOIUTEINS JEKAPCTBEHHBIX CPEICTB TPEOOBAHMSIM TMPABUII
HaJJIeXkKaled MPOU3BOJICTBEHHONW MPAKTUKU, BBIIAHHOTO YIMOJHOMOYEHHBIM (enepalbHbIM OpPraHoM
WCTIOTHUTEIPHOW BJACTH B OTHOIICHWM W3MEHEHHOW © (WJIM) JOMOJHEHHOW MPOU3BOJCTBEHHON
IUIOIIAZIKA JIEKAPCTBEHHOIO Ipemnapara, WIM CBEICHHMS O JaTe IPEIOCTaBICHUS U PETMCTPAMOHHOM
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HOMEpE pEIICHHs YIOJHOMOYEHHOTO (eIepabHOrO OpraHa WCIOJHUTEIBHON BJIACTH O TPOBEIACHHUH
WHCIICKTUPOBAHMUS  TPOU3BOJUTENS  JICKAPCTBEHHBIX CPEJACTB B Cllydae, €CJId TPOU3BOJICTBO
JIEKApCTBEHHOTIO IIperapaTa OCyLIECTBIAETCs 3a npenenamu Poceniickon @enepanuu.

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

1.2. IIpu HE0OXOAMMOCTH BHECEHUS B JJOKYMEHTBI, COJEPKAIIMNECS B PETHCTPAIIMOHHOM JI0ChEe Ha
3apEeTrUCTPUPOBAHHBIA JICKAPCTBEHHBIM Mpemnapar I MEAMIIMHCKOrO NPUMEHEHUs, HW3MEHEHHH,
YKa3aHHBIX B NMyHKTE 4 4acTW 2 HACTOSAIIEH CTaThu M TPEOYIOIIMX MPOBEICHUS SKCIEPTHU3bI KadyecTBa
JIEKapCTBCHHBIX CPEJICTB, 3asBUTEIb JOMOJHUTEIBHO MPEACTABISCT B YIIOJIHOMOUYCHHBINH (eaepanbHbIi
OpraH WCIIOJIHUTEJIHON BJIACTH CBEJACHUSA O JaTe MPEJOCTABICHHS W PETUCTPAIlMOHHOM HOMEpE
JULEH3UM Ha TPOM3BOJACTBO JICKAPCTBEHHBIX CPEJCTB WM CBEICHUS O JaTe MPEAOCTaBICHUS W
PETUCTPAllMOHHOM HOMEpPE 3aKJIIOUYEHHsS O COOTBETCTBHM IPOU3BOJUTENS JICKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSAM TIPABHJI HaJICKAIMIEH MPOM3BOACTBCHHON TNPAKTHKHU, BBIAAHHBIX (IIPEIOCTABICHHBIX )
YIIOJTHOMOYEHHBIM (hefiepaabHbIM OPTaHOM HCIIOIHUTENBHON BIACTH B OTHOILEGHUU MPOU3BOJICTBEHHOM
IJIOMIAKK JIEKAPCTBEHHOTO TMperapara, B CiIy4yae, €CJd IMPOU3BOJCTBO JICKAPCTBEHHOTO IIperapara
ocymectBisiercss B Poccuiickoii  ®enepauuu, naub0 CBEAEHUS O JaTe MPeNOCTaBlICHUS U
PEruCTPallMOHHOM HOMEPE BBIJIAHHOW YIOJIHOMOYEHHBIM OPTraHOM CTpPaHbl TPOU3BOAUTEIS JTUIICH3UN HA
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O IIpernapaTta M €€ IMepeBOJl Ha PYCCKUH S3bIK, 3aBEpEHHBIC B
YCTAaHOBJICHHOM TIOpSJIKE, a TaKXe€ CBEICHMUsI O JaTe MPEJOCTABJICHHUS W PErHUCTPALIMOHHOM HOMEpE
3aKJIIOYEHUST O COOTBETCTBHUU IPOM3BOIUTENS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHUSAM IPABHII
HaJJIeXKAIeld MPOU3BOJICTBEHHOW IPAKTUKH, BBIJIAHHOTO YIIOJHOMOYEHHBIM (DeepabHbIM OpraHOM
WCTIOTHUTEJIPHOW BJIACTH B OTHOIICHHH MPOW3BOJICTBEHHOH TUIOIIAIKH JICKAPCTBEHHOTO MperapaTa, Win
CBEIEHUs O JlaTe€ TMPEJOCTABICHUS U PETHCTPALIMOHHOM HOMEPE PEUICHUS YIOJTHOMOYEHHOTO
dbenepanbHOrO OpraHa MCHOJHUTENHHOM BIACTH O MPOBEIECHUM WHCIEKTUPOBAHUS MPOU3BOIUTENS
JIEKApCTBEHHOT'O CPEJICTBA B ClIydae, €CJIM MPOU3BOJICTBO JICKAPCTBEHHOTO TMpenapara OCyIIeCTBIISIETCS 3a
npenenamu Poccuiickoit denepanuu.

(dactp 1.2 BBeaena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOro 3aKOHA OT
27.12.2019 N 478-®3)

1.3. [lpunsatue pemieHUss O BHECEHWU H3MEHEHUW WM 00 OTKa3e BO BHECEHWU HM3MEHEHUU B
JOKYMEHTBI, COJAEpIKAIIUECs B PETUCTPAMOHHOM JOChE Ha 3apETHMCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npenapart s MEAUIIMHCKOIO IPUMEHEHHUS], B ClIyyae HEOOXOANMMOCTH MPOBEACHUS SKCIIEPTU3bI KaueCcTBa
JIEKApCTBEHHBIX CPEACTB M (WJIM) 3KCIEPTU3bl OTHOLIEHUS OXKHJAaeMOW MOJIb3bl K BO3MOKHOMY PHCKY
IIPUMEHEHHUs JICKaPCTBEHHOTO Ipenapara JJisl MEAUIIMHCKOIO MPUMEHEHHS OCYLIECTBISAETCS B CPOK, HE
MIPEBBIIIAIOIINIA IEBSIHOCTa pa0OUUX JHEH, a B OCTAIBHBIX CIy4yasX B CPOK, HE MPEBBIIIAIOIINN TPUIATH
pabounx AHEH co JIHA MPUHITHUS YIOJIHOMOYEHHBIM (erepaibHbIM OpraHOM HCIOJHUTENbHOM BIIACTH
3asBJICHUS O BHECEHUU TaKUX U3MECHEHUM.

(uacth 1.3 BBenena @enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

1.4. YnonnomoueHHBIH (enepanbHblii OpraH HCHOJIHUTENBHOM BJIACTH C YYETOM pe3yJbTaToB
(dapmMakoHaa30pa M MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPENICTB, HAXOISAIIMXCSA B TIPa)kJIaHCKOM
000poTe, YCTaHOBJEHHBIM TPEOOBaHMAM K HX KAuyecTBY B TEUEHHE JECATH pPabO4YMX THEH co IHS
MOCTYIUIEHUSI COOTBETCTBYIOIIEH MH(OpMalMKM pa3MeniaerT Ha cBOeM OQUIMAIbHOM cailTe B ceTu
"NHuTepHeT" cBeleHUS O HEOOXOAMMOCTH BHECEHHMS B MHCTPYKLHUIO 1O MEAULIMHCKOMY HPUMEHEHHIO
JIEKapCTBEHHOI'0 IpernapaTa MU3MEHEHHH B OTHOLIEHUH CBEACHUN O TMOKa3aHMSX IS NMPUMEHEHUs U
MPOTHBONOKA3aHUAX JUI1 IPUMEHEHHUs JIEKAPCTBEHHOTO TpenapaTa, BhISIBICHHBIX MOOOYHBIX JEHCTBHSIX,
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HEXKEJIAaTeNbHBIX PEaKUUAX IMPH MPUMEHEHHH JIEKApCTBEHHOTO Ipernapara W yBEAOMIIIET 00 3TOM B
ANIEKTPOHHON (hopMe MM NMUCbMEHHOH (opme (Ha OyMa)KHOM HOCHTENE) AeprKaTeis WM Biajesbla
PETHCTPALIIOHHOTO YIOCTOBEPEHHs JIEKapCTBEHHOTO Ipernapara (WM YIOJHOMOYEHHOE MM JAPYroe
IOPUMYECKOEe JIMI0), a TaKkKe JepikaTeleld WM BIAJENbIEB PETUCTPAMOHHBIX YAOCTOBEPEHUI
JICKApCTBEHHBIX IPENapaTroB (WM YHOJHOMOYEHHBIX HMH JAPYIHX IOPHIMYECKHUX JIUI[), KOTOpHIE
SIBISIFOTCS. B3aMMO3aMEHSIEMBIMHU.

(uactb 1.4 BBeneHa @enepasibHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

1.5. Jlepkatenb WM Biajejel] PEeTUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOrO Mperapara, a
TaKKe JIEp>KaTeu WK BJIaJIeTbLbl PErUCTPALIMOHHBIX YIOCTOBEPEHHH JIEKapCTBEHHBIX MpenaparoB (MWin
YIOJTHOMOYEHHBIE UMH APYTUe IOPUANUYECKUE JHIA), KOTOPBIE SIBISIOTCS B3aUMO3aMEHsIEMbIMH, 00s13aHBI
MIPEJICTAaBUTh B YIIOJTHOMOYCHHBIHN (he/iepanbHblii OPraH UCTIOJHUTEIILHON BIACTH 3asBIICHUS O BHECCHHH
W3MEHEHUH B JIOKYMEHTBI, COJAEpIKalluecs B PErUCTPAlMOHHBIX JOChE€ Ha 3aperucTPUPOBAHHBIC
JIEKApCTBEHHBIC TPENapaThl UIsi MEIUIIMHCKOTO MPUMEHEHHUS, B OTHOIICHHH CBEJICHUM, YKa3aHHBIX B
WHCTPYKIUU IO MEIUIIMHCKOMY MPUMEHEHUIO JIEKApCTBEHHBIX IMPEnapaToB, B TEUEHHUE COPOKa pabouux
ITHEH €O JHS pa3MCEIICHUs YIOJHOMOYCHHBIM (efepalbHbIM OPraHOM WCIIOTHHTEIBHOW BJIACTH
uH(popMalu, ykazanHol B yactu 1.4 Hactosmeit crateu. [lanHoe TpeGoBaHME HE pacIpOCTpaHIeTCs Ha
ClIydal BHECEHHUS] B HHCTPYKIMIO [0 MEIUIIMHCKOMY NPUMEHEHHUIO JIEKApCTBEHHOr'O TMperapara
W3MEHEHUN B OTHOIICHUU HOBBIX MOKa3aHU JIJIsl MPUMEHEHUS JIEKApCTBEHHOTO Mpernapara Ha OCHOBaHUH
PE3yJIbTaTOB COOTBETCTBYIOLUX UCCIIEI0BAaHUM.

(uacth 1.5 BBenena @enepanibHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

2. 3KCH€pTI/I3a JICKAPCTBCHHLBIX CPCACTB B YaCTHU SKCIICPTU3BI KAYCCTBA JICKAPCTBCHHOI'O CPCACTBA U
(I/IJ'II/I) OKCIICPTHU3bl OTHOLICHUA O)KI/II[aeMOI‘/'I MMOJIB3bl K BO3MOXXHOMY PHUCKY HNPUMCHCHUS JICKAPCTBEHHOI'O
npemnapara ajd MCAUIHUHCKOr0 MpUMCHCHHA MMPOBOAUTCA B ClIyda€ BHCCCHUA W3MCHCHHH B JOKYMCHTEI,
coACpiKalmecss B PErUCTPAMOHHOM JOCBC Ha 3apeFI/ICTpI/IpOBaHHBII71 J'ICKapCTBeHHHﬁ npemnapar, B
OTHOIIICHHH:

1) cBemeHuil, yka3aHHBIX B HWHCTPYKIMH TIO MEIMIMHCKOMY TNPHMEHEHHUIO JIEKapCTBEHHOTO
nperapara:

a) JICKApCTBCHHAsA (bopMa C YKa3aHUCM HAaMEHOBAaHHUM M KOJIMYECTBEHHOI'O COCTaBa I[eﬁCTBYIOIHHX
BCIICCTB U KAYCCTBCHHOT'O COCTaBa BCIIOMOI'aTCIIbHBIX BCUICCTB (HpI/I H€06XOI[I/IMOCTI/I KOJIMYECCTBCHHOT'O
CcoCTaBa BCIIOMOTI'aTCIbHBIX BCIJ_IeCTB);

0) dapmakomuHamMuka U (papMakoKMHETHKA (32  HCKIOYEeHHEeM  (DapMaKOKWHETUKHU
TOMEOMAaTUYECKUX JIEKAPCTBEHHBIX MPENapaToB M PACTUTEIbHBIX JIEKAPCTBEHHBIX MPENapaToB);

B) MOKa3aHUs AJIsl IPUMEHEHUS;

I') IPOTUBONOKA3aHUs AJI1 IPUMEHEHUS;

1) MEPBI IPEIOCTOPOKHOCTH NP IPUMEHEHUH;

€) YKa3aHHe BO3MOXXHOCTU M OCOOEHHOCTEH NpPUMEHEHHUs JIeKapCTBEHHOTO IMpenapara Juis

MCIUIHUHCKOIr0O IMPHUMCEHCHUSA 6epeMeHHI)IMI/I KCHIIMHAMH, JKCHIOMHAMM B IIEpHUOA TPYAHOIO
BCKapMJIMBaHHs, 1€TbMU, B3pOCIILIMU, UMCIOIIIUMHU XPOHUYCCKUC 3360HCBaHI/IH;
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) PEKUM J03UPOBAHUS, CIIOCOOBI BBEIECHUS M MPUMEHEHUS, P HEOOXOJMMOCTH BpeMsl IpUeMa
JIEKapCTBEHHOI'O IIpernapara, MpOJOJDKUTENBHOCT JICYEHUA, B TOM YHUCIIE y ACTEH A0 M IOCIE OJHOTIO
roja;

3) BO3MOJKHBIE ITOOOYHBIC JICHCTBUS U HEXENATeIbHbIC PEAKIIUU IPU MPUMEHEHHUH JIEKap CTBEHHOTO
npernapara;

1) CUMIITOMBI IIEPEI03UPOBKHU, MEPHI 110 OKA3aHUIO TOMOILH TIPH MEePEeI03UPOBKE;
K) B3aMMOJIEMCTBHE C APYTUMHU JIEKAPCTBEHHBIMHU IIpenapaTaMy U (WIN) IUILEBBIMU IPOLYKTaMU;
1) (OopMBI BhIITyCKa JIEKAPCTBEHHOI'O Ipenapara;

M) yKazaHue (Tpu HEOoOXOAMMOCTH) OCOOEHHOCTEeH MEHCTBHSI JIEKAPCTBEHHOTO IIperapara IpH
NIEpBOM TIPUEME HJIH [IPU €T0 OTMEHE;

H) CBCACHHUA O BO3MOXHOM BJIMSHHU JICKAPCTBCHHOI'O IMperiapara A1 MECAULUHCKOTO IMMPUMCHCHUA
Ha CII0COOHOCTh YIIPaBJIATh TPAHCIIOPTHBIMHA CPEACTBAMUA, MCXAHU3MAMMU,

0) CPOK TOAHOCTH M yKa3aHHE Ha 3alpeT MPUMEHEHHS JIEKapCTBEHHOI'O IperapaTta Mo MCTEYCHUH
CpOKa TOJHOCTH;

I1) YCJIOBUSL XpaHEHUS;

P) YCIIOBHUS OTITYCKa;

2) cocTaBa JIEKapCTBEHHOTO Mpenapara Jijisi MeJUIIMHCKOTO IPUMEHECHHS;

3) u3MeHeHus: MecTa MPOU3BOJICTBA JIEKAPCTBEHHOTO Mpenapara A MEAUIIMHCKOTO TPUMEHEHHUS,

4) u3MeHeHus MokKas3aresieil KauecTBa JIEKapCTBEHHOIO Ipernapara Jjisi MEIUIUHCKOTO TPUMEHEHMUSI
U (MJIM) METO/I0B KOHTPOJIA KayecTBa JIEKAPCTBEHHOTO IIpernapara JUisi MEAMIIMHCKOTO TPUMEHEHMS,;

5) HN3MCHCHUA CPOKA I'OJHOCTH JICKAPCTBCHHOTO Iperapara JJI1 MCAUIUHCKOIO MPUMCHCHHA

6) cBeneHUl 0 HEOOXOAMMOCTH BHECEHHsI MHBIX W3MEHEHHH B MHCTPYKLHUIO MO MEIUIIMHCKOMY
NPUMEHEHUIO JIEKapCTBEHHOI'O Tpernapara, a Takke B MHbIE JOKYMEHTBI, coOJeprkaliuecs B
PETUCTPALIMOHHOM J0Ch€ Ha 3aperMCTPUPOBAHHBIN JIEKApCTBEHHBbIN INpenapar. [Ipum stom pemenue o
MIPOBEJICHUN DSKCIIEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPEACTB U (MJIM) SKCIEPTH3bl OTHOIICHUS
OKUJAEMOH IOJIb3bl K BO3SMOKHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOI'O IIpenapara AJisi MEAULUHCKOTO
MIPUMEHEHUS IPUHUMAETCSI B COOTBETCTBUU C YTBEPKJIEHHOM yIOJIHOMOYEHHBIM (hefiepaibHbIM OPraHOM
WCTIOJHUTENIBHOW BIIACTH KJacCHU(pUKAIMel W3MEHEHHWH, BHOCHMBIX B JOKYMEHTHI, COJEpKaliuecs: B
PETUCTPALIMOHHOM JIOChE Ha 3aperuCTPUPOBAaHHBIN JIEKapCTBEHHBIN Mpenapar.

(uactp 2 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3. 3asgBuUTEND BIIpaBE€ MPEACTABUTDH 110 COOCTBEHHOI HMHUIUATUBC BMECTEC C 3asBJICHHUEM O BHCCCHHUU
U3MEHEHUI B AOKYMCHTBI, COJACpKAIIUCCA B PCruCTpaliiOHHOM JIOOCBC Ha 3apCFI/ICTpI/IpOBaHHLII>'I
HeKapCTBeHHBIﬁ npenapar A MEAULIUHCKOTO MPHUMEHCHUSA, KOIIMU OOKYMCHTOB, IMOATBCPKIAIOMIUX
yijiary FOCY,Z[apCTBCHHOfI MNOUUIMHBI 3a BHCCCHUC B NOKYMCHTBI, COACPIKAIIHUECA B PErUCTPAlMOHHOM
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JIOChE Ha 3apErMCTPUPOBAHHBIN JICKAPCTBEHHBIH Iperapar i MEIULMHCKOrO MPUMEHEHUS, U3MEHEHHU,
TpeOyIOIIMX MPOBEACHUS OJKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB B YaCTH SKCIEPTH3bl KadecTBa
JIEKAPCTBEHHOT'O CPEJICTBA M (WJIM) SKCHEPTHU3bl OTHOIICHUSI 0KUAAEMOU MOJb3bl K BOBMOKHOMY PUCKY
MIPUMEHEHHUS JIEKAPCTBEHHOI'O IIpenapara JUisi MEIULIMHCKOTO IPUMEHEHUS], TOCYJaPCTBEHHOMN IMOIINHBI
32 BHECEHUE B JOKYMEHTBI, COAEPKAIIUECS B PETUCTPALIMOHHOM JOChE Ha 3apEruCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar A MEAMIIMHCKOTO MPUMEHEHHs, U3MEHEHM, He TpeOyIIUX MPOBEICHUs
AKCIEPTU3BI JICKAPCTBEHHOTO CPEACTBA, a TaKXKE BbIJIaBaeMble (MPEIOCTaBISIEMbIE) YIIOJTHOMOYEHHBIMU
benepanbHBIMU OpraHaMU MCIOJHUTENIBHOM BJIACTU JOKYMEHTHI (CBElIEHUs), YKa3aHHbIE B YacTax 1.1 u
1.2 wnacrosimedd crtaThM. B ciiydae WX HENpeACTaBICHHUS YIIOJHOMOYEHHBIH (enepanbHblii OpraH
UCIIOJIHUTENIIBHONM  BJIACTH  3ampalluBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEACHMs]) B  IOpSIKE
MEXBEJIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMOICHCTBHSI.

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

4. B TedyeHue aecsaTH pabouux AHEW co JAHS MOCTYIJICHUS YKa3aHHOTO B 4acTH | HacTosIel cTaTbu
3a8BJICHUS U HEOOXOAUMBIX JIOKYMEHTOB YIIOJHOMOYEHHBIN (enepaabHblii OpraH HCIOJHUTEIbHON
BJIACTH:

1) MMpOBOAUT MPOBEPKY MNOJIHOTBI U JOCTOBECPHOCTHU CBeHeHHﬁ, COoACPpIKAUXCA B IIPCACTABIICHHBIX
3asABUTCIIEM MaTCpUuajiax,

2) mpyUHUMAET pellIeHUE O MPOBEICHUH YKAa3aHHBIX B YaCTU 2 HACTOSIIEH CTaThU COOTBETCTBYIOLIUX
9KCIIEPTU3 JIEKAPCTBEHHOT'O CPE/ICTBA WIIM 00 OTKAa3€ B UX IPOBEICHUN;

3) yBemomisieT B 3JEKTPOHHOI MM MUCBMEHHOU (hOpMe 3asBUTENS O MPHUHSATOM DPEIICHHH WIH B
cjydyac IMPUHATHA PCUHICHUA 00 OTKaze B IMPOBCACHNU COOTBGTCTBYIOHIGI\/'I OKCIICPTU3BI C YKA3aHUCEM
MPUYMH TAKOTO OTKas3a.

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

4.1. B ciydae BBISBICHHMS HEJIOCTOBEPHOCTU CBEJICHHH, COIEpKALIMXCS B MpPeICTaBICHHBIX
3asBHUTEJIEM MaTepHajax, yIOoJTHOMOUEHHBIN (enepaabHblii OpraH MCIIOJHUTEIHLHON BIACTH HAIPABISET
3asBUTENIO 3alpoc OO0 YTOUYHEHMM YKa3aHHBIX CBeAeHui. JlaHHBIA 3ampoc MoOKeT ObITh NepenaH
VIIOJTHOMOYEHHOMY TIPEICTABUTEIIO 3asSBUTENS JIMYHO TIOJ PACIHCKY, HAIPABJICH IO MOYTE 3aKa3HBIM
MUCHbMOM WIN NEpeAaH B 3JEKTPOHHOM (GopMe Mo TeIeKOMMYHUKALMOHHBIM KaHaiaM cBs3H. B cimyuae
HaNpaBJICHUs JAaHHOTO 3alpoca 10 MOYTe 3aKa3HbIM MUCbMOM OH CYHMTAETCS TTOJYYEHHBIM 10 MCTEYCHUHU
IIECTH JTHEH ¢ AaThl HANpaBJIEHUS 3aKa3HOTO MUChMA.

(uacTsb 4.1 BBeneHa @enepasibHbIM 3akoHOM OT 25.11.2013 N 317-®3)

4.2. 3asgBuTenb 00s3aH NMPEACTaBUTh OTBET HA 3alpoC YIOJIHOMOYEHHOro (heeparbHOro opraHa
WCIIOJIHUTENIBHON BJAacTH B CPOK, HE MPEBBILIAIONIMN AEeBSIHOCTA padounx JHEW CO JHS IOJYy4YEHHUS
naHHoro 3ampoca. Cpok, yka3aHHBIM B 4YacTHM 4 HAacTOSALIEW CTaTbU, NPUOCTAHABIMBAETCS CO JHS
HaMpaBJICHUs 3assBUTEIIO 3alIpoca YIOJIHOMOYEHHOTO (peiepalbHOro opraHa UCIOJHUTEIbHOM BIACTH 10
JHS TIOJyYEHUs MM OTBETA Ha JaHHBIM 3alpoC M HE YYMTHIBAETCS MPU HUCUYHUCIECHUU CPOKA IMPHUHSITHA
pelleHrs O BHECEHWH H3MEHEHHl B JOKYMEHTHI, COJIEp’Kallhecss B PErucTpaliOHHOM [0Che Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar A MEAUIMHCKOTO TPUMEHEHUS.

(uacTsb 4.2 BBeneHa PenepasibHbIM 3ak0HOM OT 25.11.2013 N 317-03)

5. OcHoBaHHEM AJI1 OTKasza B HNPOBCACHUU YKAa3aHHLIX B YaCTHU 2 HaCTOHH_[Cﬁ CTaTbU SKCIICPTU3
ABJIICTCA NMPCACTABJICHUC JOKYMCHTOB, ICPECUYHCIICHHBIX B HAaCTAX 1u3 HaCTOSIHIefI CTaTbu, B HCIIOJTHOM
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o0BeMe, HETPE/ICTaBICHUE 3asBUTEICM B YCTAHOBJIICHHBI CPOK OTBETa HAa yKa3aHHBIH B yactu 4.1
HACTOSIIEH CTAaThH 3aMpoC YIOJTHOMOUYEHHOTO (eepalbHOTO OpraHa UCIIOJHUTEIILHOW BJIACTH, a TaKKe
OTCYTCTBHE€ B  TMPEICTaBICHHBIX JOKYMEHTaX  JIOCTATOYHBIX  CBEICHUH, MOATBEPKIAIONINX
HEOOXOIMMOCTh BHECCHUSI U3MEHECHUH, WM OTCYTCTBUE MH(OPMAIIUH, MTOITBEPXkKAAoNel (HakT yriaTsl
rOCy/IapCTBEHHBIX MMOIUINH, YKa3aHHBIX B YaCTH 3 HACTOSIICH CTAThU.

(B pen. deaepanbhbix 3aKkoHOB OT 25.11.2013 N 317-03, ot 22.12.2014 N 429-D3)

6. YKa3zaHHbIC B YaCTH 2 HACTOSIIIEH CTATbU SKCIEPTU3BI MIPOBOJATCA B MOPAJIKE, YCTAHOBICHHOM
cratbeil 23 Hacrosiero deaepaibHOro 3aKoHa.

7. B cpok, He NpeBBIIAIONINN AeCATH pabouuX AHEW CO JHSA MOJIYYEHMs 3aKIFOUYEHUN KOMHCCUMN
SKCIEPTOB IO pe3ylbTaTaM YKa3aHHbIX B 4YacTHU 2 HACTOSLIEH CTaTbU 3KCHEPTHU3, YINOJIHOMOYEHHBIN
(denepanbHBIA OPraH UCIOJHUTEIIBHON BIIACTH:

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

1) npyHUMaeT peleHUue O BHECEHUH U3MEHEHUH B TOKYMEHTBI, COIEPIKAILUECS B PETUCTPALIUOHHOM
JI0ChE Ha 3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar JUisi MEAULUHCKOrO MPUMEHEHUs, Wih 00
OTKa3€ BO BHECECHUM TAKUX U3MEHEHHUI;

2) BHOCUT B FOCYﬂapCTBeHHLIﬁ peeCTp JCKAPCTBCHHLIX CPCACTB Ha OCHOBAHHM PCHICHUA O
BHCCCHUU H3MCHCHHI B AOKYMCHTBI, coacpiKaluecs B PEruCTpailuOHHOM J0OChEC Ha
SapeFI/ICTpI/IpOBaHHHﬁ HeKapCTBeHHBIfI nperapar mjid MCIUIOUMHCKOIO IIPHUMCHCHMUA, H606XO,Z[I/IMI>IG
HU3MCHCHUA U BO3BPAINACT UX 3asABUTCIIIO,

3) BBIOACT 3afABHUTENI0 HOBOE PETUCTPAIIMOHHOE YJOCTOBEPEHHE JIEKApCTBEHHOTO IMperapaTa B
Cilydae U3MEHEHHUs CBEJCHUH, COJIEP)KAIIUXCS B HEM.
(n. 3 BBenneH PenepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

8. OcHoBaHumeM Jig OTKa3a BO BHECEHHM HW3MEHEHUW B JIOKYMEHTHI, COJEpKaliuecs B
PETUCTPAlMOHHOM JOChE€ Ha 3aperHUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar il MEIULMHCKOIO
MIPUMEHEHUSI, SBIIACTCS 3aKIIOYEHUE YITOJTHOMOYEHHOTO (eIepalbHOrO OpraHa UCTIOJHUTEILHON BIIACTH
O BO3MOXHOCTH CHIDKEHHS O€30MacHOCTH, KadecTBa, 3(PPEKTUBHOCTH JEKAPCTBEHHOTO CPEJCTBA B
CJIy4yae BHECEHMS TAKUX U3MEHEHUM.

9. Homyckaercst oOpallleHHe JEeKapCTBEHHBIX IPenaparoB Uil MEAMIMHCKOTO MPUMEHEHUs [0
HCTEYEHHUsI CPOKA TOJHOCTH, MMPOU3BEACHHBIX B TEUEHUE CTa BOCBMHJIECATH JAHEW MOCIE JaThl MPUHSITHS
YIIOJIHOMOYEHHBIM (pe/iepanbHbIM OPraHOM MCIOJHUTEIbHOM BIACTH PELICHHs O BHECEHUH U3MEHEHUH B
JOKYMEHTBI, COJepXalluecs B PEruCTPallMOHHOM JOCh€, B COOTBETCTBHUM C HH(pOpMalueH,
coJieprKalleiicss B JOKYMEHTAaX pPETUCTPAllMOHHOIO JOChE€ Ha JIEKapCTBEHHBIM Ipenapar A0 JaThl
MIPUHSTHS TAKOTO PEILIECHUS.

(uactp 9 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

Cratba 31. BHeceHMe WM3MEeHeHMM B [OOKYMEHTbl, cogepXxawmecsa B
perncTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIA JleKapCTBEHHbLIM npenapaTt Ans
BeTePMHAPHOIro NpMMeHeHuUsA

1. B mensax BHeceHUs M3MEHEHHUH B JIOKYMEHTHI, COJAEpIKAIMECSd B PETUCTPALlMOHHOM JOChE Ha
3apETrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar Juisi BETEPUHAPHOIO INPUMEHEHMs, JepkKaTellb WIN
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BJIAJIEIel] PErHCTPALIMOHHOIO YJOCTOBEPEHMs JIEKapCTBEHHOI'O Ipernapara MHJIH YIOJIHOMOYEHHOE UM
ApYyroe IpUANIECKOe JIUIO (Jlajiee B HACTOSAIICH CTaThe - 3asBUTEIIb) MPEACTABISAET B YIIOJTHOMOYECHHBIN
denepanbHBIi OpraH HWCIOTHUTEIBHOW BJIACTH 3asBICHHE O BHECCHHWU TaKMX HW3MEHEHWH mo Qopme,
YCTaHOBJICHHOH YITOJTHOMOYEHHBIM (heiepaIbHbIM OPraHOM HCIIOJHHUTENBHOW BIIACTH, U MpHJIaraeéMble K
HEMY HU3MCHCHHA B YKA3aHHBIC JOKYMCHTBI, @ TAKKC HOKYMCHTBI, ITOATBCPIKIAIONINC HCO6XOI[I/IMOCTB
BHECEHHsI TakuX m3MeHeHui. [Ipn HeoOXoMuMOoCTH BHECEHHST M3MEHEHHUH B IOKYMEHTBI, COJIepIKaIINecs B
PEruCTPallMOHHOM J0ChE€ Ha 3aperMCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpernapar Uil BETEPUHAPHOIO
OPUMEHEHHs, B CIy4asiX W3MEHEHUS W (WIM) JIOTOJHEHUS TPOM3BOJCTBEHHOH IJIOIIAAKH
JIEKapCTBEHHOT'O CPEJCTBA, a TaKKe M3MEHEHMs IIOKa3aTeNel KadecTBa JEKapCTBEHHOTO IpernapaTa it
BETEPHHAPHOTO TNPUMEHEHHs M (WJIM) METOIOB KOHTPOJIS KauyecTBa JIGKAPCTBEHHOTO Mpernapara Juls
BCTCPUHAPHOI'O MPUMCHCHUA 3as1BUTCIIb JOITIOJIHUTCIIbHO MpeaAcCTaBIACT B yHOJIHOMO‘IGHHLIﬁ
(benepabHBIN OpraH UCIOIHUTEIBHOM BIACTH CIEAYIOIINE JOKYMEHTHI (CBEICHNU):

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

1) cBeneHust o0 Jare MPENOCTAaBICHHS U PETMCTPAlMOHHOM HOMEpE JUIICH3UU Ha MPOHM3BOACTBO
JIEKapCTBEHHBIX CPEACTB, IPEIOCTaBICHHOM INPOM3BOIUTENIO JICKAPCTBEHHOTO Ipemapara s
BETEPHHAPHOTO IPUMEHEHUS, Il POCCUICKUX MPOU3BOAUTENCH;

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

2) cBeleHUsl O Jare MPEAOCTABICHUS M PETHCTPALMOHHOM HOMEpE JHUIICH3UU Ha MPOU3BOJCTBO
JICKapCTBCHHBIX ~ CPEJCTB, NPEIOCTABICHHOW MPOW3BOAMUTEIIO (DapMarieBTHUECKOH CcyOcTaHIuH,
BXOJIAIIEH B COCTaB JIEKAPCTBEHHOTO Mperapara JAjs BETEPUHAPHOIO MPUMEHEHHUS, A POCCHUICKUX
MPOU3BOAUTENEH;

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

3) KOIIUA JOKYMCHTA, BBIAAHHOT'O YIIOJITHOMOYCHHBIM OPraHOM CTPAaHbI IIPOU3BOJIUTEIIA OJIA K’c’t)KI[OfI
MIPOU3BOJCTBEHHON IUIONIAJKM JIEKAPCTBEHHOIO IMpenapara Juisi BETEPUHAPHOTO MPUMEHEHUs U
MOATBEPIKIAIOIIETO COOTBETCTBUE IMPOU3BOJIUTENS JIEKAPCTBEHHOTO Mperapata TPeOOBaHUSM TIPABHUI
HaJyUIeKalled MPOU3BOJACTBEHHONM NIPAKTUKH, W €ro IMepeBOJ Ha PYCCKUM S3bIK, 3aBEPEHHbIC B
YCTAHOBJICHHOM IOPAAKE, a TAKKC KOIIHA 3aKIIIOYCHUA O COOTBCTCTBHUU IMPOU3BOAUTCIIA JICKAPCTBCHHBIX
CpencTB  TpeOOBaHWSM  TMpaBUI  HaJuieXkalled  MPOM3BOACTBEHHOM  MPaKTUKW,  BBIJAHHOTO
YIOJIHOMOYEHHBIM (he/lepaibHbIM OPTraHOM HCIIOJHUTEIHHOM BIACTH JJISI KaXXIOW MPOU3BOACTBEHHOM
IUIOMIA/IKM JIEKAPCTBEHHOTO Tperapara i BETePUHAPHOTO MPUMEHEHHs, JUOO0 KOMHS PEIIeHUs O
MPOBCACHUHN MHCIICKTHUPOBAHUSA MPOU3BOAUTEIA JICKAPCTBCHHBIX CPCACTB, MPHUHATOTO YIIOJIHOMOYCHHBIM
dbenepanbHBIM OpPTaHOM HCIIOJHUTENBHOM BIACTH JUIS KaXKIOM MPOM3BOJCTBEHHOW TIOIIAIKU
JIEKapCTBEHHOT 0 Ipenapara JJisl BETEPUHAPHOTO MPUMEHEHHS. Y Ka3aHHbIE JOKYMEHTBI MTPEACTABIISIIOTCS
B Clyyae, €CIu MPOU3BOJCTBO JIEKAPCTBEHHOTO TMpernapata s BETEPUHAPHOIO NPUMEHEHUS
oCylIecTBIsIeTC S 3a npeaenamu Pocculickoit @enepanuu;

4) xonus JOKyMEHTAa, BBIJAHHOI'O YIOJHOMOYEHHBIM OPraHOM CTPaHbl IPOU3BOAUTEIS
(dapmaleBTUYECKOI cyOcTaHIn u MOJITBEP K IAIOLIETO COOTBETCTBUE MIPOU3BOIUTENIS
(bapmarieBTHUECKON CyOCTaHIIMM, BXOJAIIEH B COCTaB JIEKAPCTBEHHOIO IMpernapara Jjs BEeTepHHAPHOIO
MIPUMEHEHHUs], TPeOOBaHUSAM MpaBUJI HajAJeXalleld MPOU3BOJCTBEHHOW MPAKTUKH, U €ro MepeBoj Ha
PYCCKMI  S3BIK, 3aBEPEHHbIE B YCTAaHOBJIEHHOM IIOpAAKE, B Cly4ae, €CId IPOU3BOJICTBO
(dapmaleBTHUECKOI cyOCTaHIIMU OcyIIecTBIseTcs 3a npenenamu Poccuiickoit denepanuu.

(uactb 1 B pen. ®enepansuoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cimyyae m3meHeHuss u (WJIM) TOTOJHEHUS TPOW3BOJCTBEHHOM TUIOMIAJKK JIEKAPCTBEHHOTO
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CpeAcTBa JOKYMEHTBI, yKa3aHHbIE B 4YacTu | HAcCTOSAIIEW CTaTbM, NPEICTABISIOTCS 3asBUTEIEM B
OTHOIICHHHM W3MEHSEMOW M (WJIM) JOMOJIHAEMOW IPOM3BOJICTBEHHOH IUIOMIAKU JIEKapPCTBEHHOTO
cpeacrtsa. PemieHre o0 BHECEHMH U3MEHEHUH B JOKYMEHTBI, COJIEPIKAIMECS B PETUCTPALMOHHOM JIOCHE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIH Mpenapar il BETEpUHAPHOTO NMPUMEHEHHs, WM 00 OTKa3e B HX
BHECCHUU MPUHUMACTCS B CIIydae HEOOXOJMMOCTH MPOBEJACHUS SKCIIEPTU3BI JIEKAPCTBEHHOTO CPECTBA B
CPOK, HE NPEBBIMIAONINN IEeBIHOCTa pabOYNX JHEH, a B OCTAIBHBIX CIIydasX B CPOK, HE MPEBbIIIAIONTHNA
TpUILATH pabouMX JHEW CO JHS MPUHATHS YIOJTHOMOYEHHBIM (hesiepalbHbIM OPraHOM HMCIIOJHUTEIHHON
BJIACTH 3asIBJICHUS O BHECEHUH TaKMX M3MEHEHUI.

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

1.2. B ciydae peopraHu3aluu [ep;KaTells WIA BIAJENbLIA PErUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 IIpernapara Juisi BETEPUHAPHOIO IPUMEHEHMs, pa3padOoTuMKa WM IPOU3BOIUTEIS
JIEKapCTBEHHOI'O IIpernapara JUlsi BETCPUHAPHOIO NPUMEHEHMs B 3asBJICHUM O BHECCHUM W3MEHCHWN B
JOKYMEHTBI, COJAEpXKAIIUECS B PETUCTPAMOHHOM JOChE Ha 3apPETHCTPUPOBAHHBIM JIEKAPCTBEHHBIN
IpenapaTr il BETEPUHAPHOIO IPUMEHEHHs, YKa3bIBalOTCS JaHHBIE JOKYMEHTA, MOATBEPKIAIOLIETO
BHECEHUE COOTBETCTBYIOIIMX M3MEHEHUN B ENUHBIN rocyaapCTBEHHBIM pEECTp IOPUAMUECKUX JHILL (IS
OpraHu3alMii, 3aperucTpupoBaHHbIX Ha Tepputopuu Poccuiickoit Penepanuu), Uik MHOTO JOKYMEHTa,
MIO/ITBEP>KIAIOILET0 PEOPraHU3alMI0 IOPUINUECKOro Juua (i1 OpraHu3aluii, He 3aperucTpUPOBAHHbBIX
Ha Teppuropun Poccuiickoit @enepauuu). 3asBieHHME O BHECEHMHM HW3MEHEHMH B JIOKYMEHTHI,
COJIep KaIMeECs] B PETUCTPAMOHHOM JIOChE HA 3apEeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpenapar s
BETEPUHAPHOI0 IPUMEHEHHUS, U IIpUjIaraéMble K HEMY JOKYMEHTBI IIPEJICTaBIISIOTCS B YIIOJHOMOYEHHBIN
(benepanbHBIE OpraH MCHOTHUTEIBHON BIIACTH HE TMO3THEE YeM Yepe3 TPpUIAIarh paboumx JHEH co THS
BHECEHUs COOTBETCTBYIOIIMX M3MEHEHUI B ENUHBIN rocyaapCTBEHHBIH peecTp FOPUAMYECKUX JMILL (A1
OpraHM3alyii, 3aperucTpupoBaHHbIX Ha Tepputopuu Poccuiickoit denepanun) winyd co AHS NPUHATUSA
COOTBETCTBYIOLIETO JIOKYMEHTa, MOJTBEPKAAIOLUIET0 pEOpraHu3aluio OpUAMYECKOro jauna (Juis
OpraHM3alyii, He 3aperucTpUpoBaHHbIX Ha Tepputopun Poccuiickoii ®enepaunun). B cmyuae
peopraHu3anuu JAepiKaTesss WIA BIIaJenbla PErUCTPAlMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOIO
mnmpenapara Juisi BETEPUHAPHOIO IIPUMEHEHHsI 3asBICHHUE O BHECEHUMM W3MEHEHUHM B JOKYMEHTHI,
coJepaKallMecss B PETUCTPAllMOHHOM JOChE€ Ha 3apEerMCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpernapar s
BETEPUHAPHOIO NPHUMEHEHMS, IOJACTCA IOPUAUYECKUM JIMIIOM, KOTOPOMY B XOJE pEOpraHu3aluu
[IepEAAHO MIPaBO BIAJACHUSA TAKUM PErMCTPALMOHHBIM yIOCTOBEPEHUEM.

(dactp 1.2 BBenena denepanbubiM 3akoHoM OT 02.08.2019 N 297-03)

2. B cinydyae BHeceHUsI UBMEHEHUN B JOKYMEHTBI, COJEpXKAIINECs B PETUCTPALIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIN TMpenapar jisg BETEPUHAPHOTO IPUMEHEHUs, B OTHOIIECHUU
CBEJIEHUH, yKa3aHHbIX B moamysnkrax "e", "x", "k", "a", "H", "c", "x" nynkrta 7 wactu 3 crarbu 17
Hactosamero denepanbHOro 3aKoHa, U3MEHEHUS U (WJIM) JOMOJIHEHHs] MPOW3BOJCTBEHHOW IUIOMIAIKH
JIEKAPCTBEHHOT'O CPEJICTBA, a TAKXE B Cllydyae M3MEHEHHMsS IOKa3aTelleld KadecTBa JIEKapCTBEHHOTO
npenapara ajisi BETEPUHAPHOTO MPUMEHEHHs] W (WJIM) METOJOB KOHTPOJS KadecTBa JICKAPCTBEHHOTO
npenapara Jyisi BETEpUHAPHOIO MPUMEHEHHUs MPOBOJUTCA HKCIEPTU3a JIEKAPCTBEHHOIO CPEACTBA s
BETEPUHAPHOTO TpUMEHEHUs. B ciydae HEOOXOAMMOCTH BHECEHHUS WHBIX M3MEHEHUU B JIOKYMEHTHI,
coJiepKallrecss B PEruCTPAllMOHHOM JI0Ch€ Ha 3apeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM mIpenapar ajs
BETEPUHAPHOTO MPUMEHEHUS, IKCIIEPTH3a JIEKAPCTBEHHOT'O CPEACTBA JIJII BETEPUHAPHOTO MIPUMEHEHUS HE
MIPOBOJIUTCA.

(B pen. deaepanbubix 3aKkoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3agBuUTENb BIIpaBC MMPEACTABUTL 110 COOCTBEHHOM MHUIMATUBC BMCCTC C 3ad4BJICHUCM O BHCCCHHU
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W3MEHEHUH B JOKYMEHTBI, COJIepKallluecsi B PETrUCTPALIMOHHOM JIOCh€ Ha 3aperucTpUPOBAHHBIN
JIEKApCTBEHHBIA Tpenapar Jis BETEPUHAPHOTO NMPUMEHEHHUs, KOIHUHU JOKYMEHTOB, TOJTBEPKIAIOIINX
yIUIaTy TOCYJAapCTBEHHOM MOIUIMHBI 33 BHECEHUE B JIOKYMEHTBI, COJEPXKAIIUECS B PETrUCTPALMOHHOM
JI0OChE Ha 3aPETHUCTPUPOBAHHBIN JICKAPCTBEHHBIN MperapaT I BETEPUHAPHOTO MPUMEHEHHUsI, U3MEHEHUH,
TpeOYIOMMX TPOBEIACHHS JKCIEPTU3bI JIEKAPCTBEHHOTO CPEICTBA, WU H3MEHEHUH, HE TPeOYHOIIHUX
MPOBEACHUS DKCIIEPTU3BI JICKAPCTBEHHOTO CpeacTBa. B ciaydae HE0OOXOAMMOCTH M3MEHEHHUS CBEICHHM,
coJiepKalluXcs B PErUCTPALMOHHOM YJOCTOBEPEHUM JICKAPCTBEHHOTO Ipernapara Jyisi BETEPUHAPHOTO
MIPUMEHEHHUSI, C 3asABJICHUEM, YKAa3aHHBIM B YacTU | HACTOSIICH CTaThH, 3asSBUTEIb BIPABE MPEICTABUTH
M0 COOCTBEHHON WHHIIMATHBE KOIHUIO JOKYMEHTA, IOATBEPKIAAOIICTO YIUIATY TOCYAapCTBEHHOM
MIOIIMHBI 32 BbIIaYy PETUCTPAIMOHHOTO yIOCTOBEPEHHMS JICKAPCTBEHHOTO Mpemnapara. 3asBUTENb BIIPaBe
MPEACTaBUTH 10 COOCTBEHHON MHUIIMATUBE CBEACHUS O JIUMIIEH3UAX, YKa3aHHbIE B MyHKTax | u 2 vactu 1
HACTOAIIEH CTaThbW, a TakXKe BbIJaBacMble YIMOJIHOMOYEHHBIMU  (peiepalibHBIMH  OpraHaMH
WCIIOJTHUTEJIPHON BJIACTU JIOKYMEHTBI, YKa3aHHbIC B MyHKTe 3 yacTu | HacTosime cratbu. B ciydae
HEMpPEeJCTaBICHUST yKa3aHHBIX JIOKYMEHTOB (CBEIEHHUI) YIOJIHOMOYEHHBIN (enepanbHblii Opran
WCTIOTHUTEIbHOM  BJIACTH  3allpallliBaeT  yKa3aHHbIE  JIOKYMEHTHI  (CBEJCHHsS)) B  MOpPSAKE
MEXBEJIOMCTBEHHOT'O HH(POPMAITMOHHOTO B3aUMOJICHCTBHSI.

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

4. B cpok, He NpeBbIIIAIOMUN AecATH pabounx JHEH co JIHS MOCTYIUICHUS YKa3aHHOIO B 4acTH 1
HACTOALLEH CTaThbU 3asBJIEHUS U HEOOXOAMMBIX JOKYMEHTOB, YIIOJHOMOYEHHBIH (enepalibHblil opran
VCIIOJIHUTEIIBHOU BIIACTH:

1) mpoBOAUT MPOBEPKY IMOJHOTHI U JOCTOBEPHOCTU CBEJIEHUH, COAECPKAILUXCS B MPEICTaBICHHbBIX
3asBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET pEelleHUE O MPOBEIECHUH IKCIIEPTHU3BI JIEKAPCTBEHHOT'O CPEJCTBA JUIsl BETEPUHAPHOTO
IPUMEHEHMs WK 00 OTKa3e B €€ MPOBE/ICHUHY;

3) yBenoMisieT B MUCbMEHHOU (opMe 3asiBUTEINS O MPUHATOM PEIIEHUU WU B Cllydae NMPUHATHUS
pemieHust 00 OTKa3e B MPOBEJCHMM SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEJACTBA JJIsi BETEPUHAPHOTO
IIPUMEHEHHUS C YKa3aHUEM IIPUYHH TaKOro OTKa3a.

4.1. B cnyyae BBISBIEHUS HEIOCTOBEPHOCTH U (WJIM) HEJOCTATOYHOCTH CBEACHUH, COIEPKAINXCS B
MIPE/ICTABICHHBIX 3asBUTENIEM JIOKYMEHTaX, YIOJHOMOYEHHBIH (efepanbHblii OpraH HCIOJHUTEIbHOU
BJIACTH HANpaBJseT 3asABUTEIIO 3anpoc 00 YTOYHEHUHM YyKa3aHHBIX CBEJCHMH. 3ampoc MOXXET ObITh
nepesiaH yIoJIHOMOYEHHOMY IPEICTaBUTEINIO 3asBUTENS M0/ PACHKCKY, HAIIPABJIEH IO MOYTE 3aKa3HbIM
MUCbMOM WIN NEpPEeAaH B 3JEKTPOHHOM (Gopme Mo TeIeKOMMYHUKAIMOHHBIM KaHaiaM CBs3H. B cimydae
HaIpaBJIeHUs 3ampoca 00 YTOYHEHUH yKa3aHHBIX CBEJICHUN IO MOYTE 3aKa3HbIM MMHCbMOM OH CUUTAeTCA
IIOJIYYE€HHBIM 10 UICTEYEHUH LIECTH THEN C JaThl HAIPABJIEHUS 3aKa3HOTO ITUChMa.

(uacTsb 4.1 BBenena @enepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. 3agButens 00s3aH MPEJCTaBUTHh OTBET HA 3aMpoC YIMOJTHOMOUYEHHOTO (eAepaibHOro opraHa
WCTIOTHUTEJIPHONW BJIACTU B CPOK, HE MPEBBIMIAIOIINKA JEBIHOCTA pabOuMX THEH CO JHS TOYYCHUS
naHHoro 3ampoca. Cpoku, ykazaHHble B yacTu 1.1 Hacrosimiedl craTbd, MPUOCTAHABIMBAIOTCS CO JIHA
HaIpaBJIEHUS 3asSBHUTEIIO 3alIpOca YIOIHOMOYEHHOTO (peepanbHOro opraHa UCIIOTHUTEIHFHONW BIACTH /10
JHA TIOJIyYEHHs] OTBETAa HA JAHHBIM 3alpOC U HE YUYUTHIBAKOTCS IPU UCUYUCICHUM CPOKA TPUHATHS
pelIeHHs] O BHECEHWM HW3MEHEHUH B JIOKYMEHTBI, COJIepXKalluecsi B PErUCTPAllMOHHOM JIOChE€ Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN MPENapar JJisl BETEPUHAPHOTO IIPUMEHEHHUS.
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(uactsb 4.2 BBeneHa PenepasibHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHMeM JUIsi OTKa3a B TPOBEICHUHM OKCIEPTU3bI JICKAPCTBEHHOTO CpPEACTBA IS
BETEPUHAPHOTO TPUMEHEHUsS SIBISICTCS TPEACTABICHUE JOKYMEHTOB, YKa3aHHBIX B dacTsax | u 3
HACTOSIIEH CTaThH, B HETMIOJIHOM 00BhEME HITM OTCYTCTBUE B MPEICTABICHHBIX JOKYMEHTaX JOCTATOYHBIX
CBEJICHMI, TIOATBEPKIAIONIMX HEOOXOAMMOCTh BHECCHHMS] W3MEHEHUH, IJIMOO0 HENpeICTaBICHUE
3asBHUTEJIEM B YCTAHOBJICHHBI CPOK OTBETa HA YKa3aHHBIM B 4acTd 4.1 HacTOSIIEH cTaThbH 3arpoc
YIIOJTHOMOYEHHOTO (heZiepalibHOTO OpraHa UCTIOJIHUTEILHON BIIACTH.

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

6. DKkcnepTu3a JIEKapCTBEHHOIO CPEACTBA U BETEPUHAPHOIO NPUMEHEHMSI B LIEISX BHECEHUS
U3MEHEHUH B JIOKYMEHTBI, COJAEp)KallMecs B PETUCTPAllMOHHOM JOChE Ha 3aperucTpUpOBAHHBIN
JIEKapCTBEHHbI Ipernapar /s BETEPUHAPHOIO IMPUMEHEHUS, OCYLIECTBISIETCS B  IOPSIKE,
YCTaHOBJICHHOM cTaThel 24 HacTtosero deaepaibHOro 3aKoHa.

6.1. B cpok, He IPEBBIIAOIINIA JECATH padOYNX JHEH CO JTHS MOTyYeHUS 3aKIIOYCHUS KOMHCCHUU
AKCIIEPTOB M0 pe3yibTaTaM YKa3aHHOM B 4acTW 2 HACTOAIICH CTaTbU SKCIEPTHU3BI, YIIOIHOMOYEHHBIH
denepanbHBIA OPraH UCIOJHUTEIIBHON BIIACTH:

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

1) npyHUMaeT peleHue O BHECEHUU U3MEHEHHH B IOKYMEHTBI, COIEpP KAILUECS B PETUCTPALIOHHOM
JI0ChE Ha 3apeTrUCTPUPOBAHHBIM JIEKAPCTBEHHBIN Ipenapar JUisi BETEPUHAPHOIO MPUMEHEHHs, UIu 00
OTKa3€ BO BHECECHUM TAKUX U3MEHEHHUI;

2) BHOCUT B FOCYZ[apCTBeHHLIﬁ peecTp JCKAPCTBCHHLIX CPEACTB Ha OCHOBAHUH PCHICHUA O
BHCCCHUU H3MCHCHHUI B AOKYMCHTBI, coacpKamurecs B PEruCTpailuOHHOM JOChEC Ha
3apCFHCTpI/IpOBaHHBII>'I HeKapCTBeHHLIﬁ npenapar i1 BCETCPHUHAPHOI'O MNPHUMCHCHUS, HeO6XOI[I/IMBIe
HU3MCHCHUA U BO3BPAIIACT 3THU NJOKYMCHTHI 3asBUTCIIIO,

3) BbIIaeT 3asBUTEN0 HOBOE PErHCTPAIMOHHOE YJOCTOBEPEHHE JIEKapCTBEHHOrO Mpemnapara AJis
BETEPUHAPHOTO MPUMEHEHUS B ClIy4ae HEOOXOIMMOCTH W3MEHEHUsI CBEIICHHM, COJEPIKAIUXCS B HEM, C
COXpaHEHUEM HOMEpa paHee BhIJAHHOTI'O PErUCTPALMOHHOIO YJIOCTOBEPEHHUS JIEKAPCTBEHHOT'O MpernapaTa
JUTSl BETEPUHAPHOTO TPUMEHEHUS.

(n. 3 BBenneH PenepanbHbiM 3aKk0HOM 0T 02.08.2019 N 297-D3)
(uacTsb 6.1 BBeneHa @enepanibHbIM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B ciiydyae BHeceHUsI U3MEHEHUH B JOKYMEHTBI, CONEP KALUECS B PETUCTPALIMOHHOM JOChE Ha
3apETUCTPUPOBAHHBINA  JICKAPCTBEHHBIM Ipernapar Uil BETEPUHAPHOIO IPUMEHEHHs, B YaCTH,
Kacaroliencss HM3MeHeHus M (WJIM) JONOJHEHHs MPOM3BOJACTBEHHOM IUIOIIAAKH JIEKApPCTBEHHOTO
rpenapara, Npy NPeJICTaBICHNN 3asBUTEIEM B COOTBETCTBUM C IYHKTOM 3 4acTH | HaACTOSIIEH CTaTbU
KOIMM PpeIICHUs YIMOJHOMOUYEHHOIo (heepasbHOr0 opraHa HMCIOJHUTENBHOW BJIACTH O IMPOBEACHUU
VMHCIIEKTUPOBAHMS MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHBIM B vacth 6.1 Hacrosmien
CTaTbH, IPUOCTAHABIMBAETCS CO JIHA IOJYYEHHS 3aKIHOYEHHMS] KOMUCCHUM DKCIIEPTOB A0 JHS NPUHATHUSA
YIOJTHOMOYEHHBIM (eiepalbHbIM OPraHOM HCIIOTHUTENBHOM BIACTH pelIeHus O BblJjaue Wik 00 OTKa3e B
BbIJIaU€ 3aKJIIOUYEHHS] O COOTBETCTBUU IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPABUI
HaJJIexallel Ipou3BOJCTBEHHON IPAKTUKH, HO HE 0oJiee UeM Ha CTO BOCEMbJIECAT pabouux JTHEH.

(uacTs 6.2 BBeneHa PenepanbHbIM 3akoHOM 0T 04.06.2018 N 140-D3)
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7. OcHoBaHuMeM JUIsi OTKa3a BO BHECEHHMM W3MEHEHUW B JOKYMEHTBHI, COJEp)Kalluecs B
PETUCTPALIMOHHOM JI0OCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpernapar Jis BETEPUHAPHOTO
MIPUMEHEHHUS, B CIIy4asix, HE TPEOYIOMIMX MPOBEICHUS IKCIICPTU3HI JIEKAPCTBEHHOT'O CPEJICTBA, SIBISICTCS
MIpe/ICTaBJICHUE TOKYMEHTOB, YKa3aHHBIX B 4acTax | u 3 HACTOSIIEH CTaTbU, B HEMOJIHOM O0OBEME WIIH
OTCYTCTBHE B IPEJICTABICHHBIX TOKYMEHTAX CBEICHUN, KOTOPHIE JOJDKHBI OBITh B HUX OTPAXKEHBI, TNOO
HEMpEe/ICTaBICHUE 3asgBUTENIEM B YCTAaHOBJIECHHBIM CPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 HacTosuiel
CTaThU 3aIPOC YIIOJIHOMOYEHHOTO (heAepabHOTO OPraHa UCIIOJHUTEILHON BIACTH.

(dactpb 7 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHWeM i OTKa3a BO BHECEHWH W3MEHEHHH B JOKYMEHTBI, COJCpXalluecs B
PETUCTPAIIMOHHOM JIOChE Ha 3aperMCTPHPOBAHHBIM JICKAPCTBEHHBIM TIpenapar il BETEPHHAPHOTO
MPUMCHCHHS, B CIydasx, TPEOYIOIIMX TPOBEACHUS SKCIEPTHU3BI JICKAPCTBEHHOTO CPEJICTBA, SIBISICTCS
3aKIIIOYCHUE YIIOJHOMOYEHHOrO (he/epalibHOr0 OpraHa HCIOJHUTEIPHON BJIACTH O BO3MOXKHOCTH
CHIDKCHHUS 0€30TIaCHOCTH, KauecTBa, 3(PPEKTUBHOCTH JICKAPCTBEHHOTO Tperapara BCISJACTBHE BHECSHUS
W3MCHCHHI B YKa3aHHBIC JJOKYMEHTBI, OTKAa3 YIIOJIHOMOYCHHOTO ()eIepalibHOrO OpraHa MCIOJHUTEIbHON
BJIACTH B BBIJa4e 3aKIIOYCHHSI O COOTBETCTBUU IPOU3BOJUTEIIS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM
NpaBU HAJUICKAIIEH MPOU3BOJCTBEHHON NPAaKTUKM B clydae HM3MEHEHUs W (WIM) JIOTIOJHEHUS
MPOU3BOJICTBEHHOHN IUIOMIAKMA JIEKAPCTBEHHOTO IIperapara, €CIH IPOU3BOACTBO JIEKAPCTBEHHOTO
npernapara Juisi BETEPHHAPHOTO MPUMEHEHHs OCYILECTBIIICTCS 3a mpeaenamu Poccuiickort Denepanuu,
WJIA OTCYTCTBHE 3TOTO 3aKIFOUYCHUSI.

(uactp 7.1 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

8. Jlomyckaercs oOpaieHHe JeKapCTBEHHBIX IPENapaTroB JJisl BETEPHHAPHOTO MPUMEHEHHUS 0
UCTEYEHHs CPOKa TOJHOCTH, MPOU3BE/ICHHBIX B TEUCHNUE CTa BOCBMHJIECATH JTHEW IOCIE AAaThl IIPHHSATHS
YIOJIHOMOYCHHBIM (1)6I[CpaJ'II)HBIM OopraHom HUCIIOTHUTETbHON BJIACTH PEeIICHNA O BHCCCHUUN N3MEHEHUH B
JOKYMEHTBI, CO/IEpIKaIlIHUEecs] B PETUCTPALMIOHHOM JIOChE Ha JIEKapCTBEHHBIHM MpenapaT, B COOTBETCTBUU C
uH(popmMalren, coaepKamiencs B JOKYMEHTax PErUCTPallMOHHOIO JOChE Ha JIEKapCTBEHHBIHM Mpenapar 10
JaThl IPUHATHUS TAKOTO PEIIEHUs.

(uactb 8 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbsa 32. OTMeHa rocyaapcTBEHHOW perncrpauumm fieKapcTBEHHOro npenapara

Pemenne 06 oTMeHe rocyJapCTBEHHOMN perucTpanuy JeKapcTBEHHOIO Mpenapara U HCKIIOYEHUH
JIEKapCTBEHHOI'O Ipenapara M3 TOCYAApCTBEHHOIO peecTpa JIEKAapCTBEHHBIX CPEICTB INPUHUMAETCA
YIOJTHOMOYEHHBIM (pe/IepaIbHbIM OPTaHOM MCITIOIHUTEIBHON BJIACTH B CIydae:

1) npeacTaBiIeHUs COOTBETCTBYIONIUM YIIOJTHOMOUYEHHBIM (e/iepaibHbIM OPTaHOM HUCTIOTHUTEIbHOM
BJIACTH 3aKIIOYCHHS O PHUCKE WM 00 Yrpo3e 370pPOBbIO, JKH3HH UYEIOBEKAa WM >KHBOTHOTO IPH
NPUMEHCHUH JIEKAPCTBEHHOI'O TMpernapara, MPEBBIMIANMX ero 3(QQEeKTUBHOCTh, IO pe3yjbTaTam
OCYIIECTBIIIEMOTO UM MOHUTOPHHIa 0€30MTaCHOCTH JIEKAPCTBEHHOTO TIpernapara;

2) mojauyM JeprKaTelieM WIM BJIAAEIbLEM PETUCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOIO
mpernapaTa WIH YIOJHOMOYEHHBIM MM JIPYTUM IOPHAWYECKUM JIMIIOM 3asBlIeHUS 00 OTMeHe
roCy/1lapCTBEHHON PETUCTPALIUH JIEKapCTBEHHOTO Ipenapara;

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

3) HCIIOATBCPKACHUA FOCY,Z[&pCTBCHHOfI perucTpanu JCKapCTBECHHOI'O Mpcrapara Mmoo UCTCUCHUU
CpOKa HeﬁCTBHﬂ PETUCTPAIUOHHOTO YAOCTOBEPCHU A, BBIIAHHOT'O HA IIATH JICT,
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4) HenpeACTaBICHUSA 3asiBUTEIEM HH(OPMAIMH, KOTOPas MOKET MOBJIeUb 32 c000i HEOOXOJMMOCTh
BHECEHUS U3MEHEHUH B JJOKYMEHTBI, COAEpKALMecs B PETUCTPALlMOHHOM JI0Che Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBCHHBIN Mpernapar, B TSUCHUE TPUIIATH pabounX JHEH CO THS HACTYIUICHUS 3TUX U3MCHCHHIA,

5) ocyuecTBICHHsI TOCYIapCTBEHHONW pEerucTpalMy JEKapCTBEHHOIO Ipernapara IoJ TOPrOBbIM
HAaUMCHOBAHUCM 3apCrUCTpUPOBAHHOI0 PAHEC IIOA 3TUM TOProBbIM HAMMCHOBAHUCM JICKAPCTBCHHOI'O
npernapara, OTJIMYAIOLIErocss Ka4YeCTBEHHBIM COCTaBOM JICHCTBYIOIIMX BEILECTB;

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

6) OCyIIECTBICHHS TOCYJAPCTBEHHON PErUCTPaIliK OJHOTO M TOTO e JICKApCTBEHHOTO Mpernapara B
OTHOIICHUM OJHOTO W TOTO K€ Jep)KaTels WM BIAJCIbIa PETUCTPAIMOHHOTO YIOCTOBEPEHUS
JICKQpCTBEHHOTO TMperapara B BUAE ABYX M 00Jiee JIGKAPCTBEHHBIX IPENapaToB IOJ pa3IMYHBIMHU
TOPrOBHIMH HAMMECHOBAHUSIMU;

(m. 6 B pea. @exnepanbHoro 3akona ot 04.06.2018 N 140-D3)

7) BEIHECCHHSI CYZIOM PEIICHHS O HAPYIICHUH TPaB MMPaBoo0IanaTeliss 00beKTOB HHTEIUICKTYIbHON
COOCTBEHHOCTHU IIPH 0OpaIlleHUH JIE€KapCTBEHHBIX CPECTB;

8) OTCYTCTBHS JIEKAPCTBEHHOIr'O Tperapara B oOparieHuu B Poccuiickoit denepannui B TeueHUE
Tpex u bonee Jer;
(. 8 BBeeH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

O) HeBBINONHEHWS JepXaTeleM WM  BJIaJebIleM PETUCTPALMOHHOIO  YAOCTOBEPEHUs
JICKapCTBCHHOTO Tpernapara 00 yIIOTHOMOYCHHBIM UMH JIPYTUM FOPHUIAYCCKUM JIMIIOM MEPOIIPHUSATHIMA
no oOecrneyeHH0 O€30MacHOCTH JIEKAPCTBEHHBIX MPEMapaToB, YCTAHOBJICHHBIX YIOJIHOMOYEHHBIM
(dbenepaibHBIM OpPraHOM HCIIOJHUTEIHHOM BJIACTH B COOTBETCTBHHM ¢ dYacTsmMu 3 u 4 cratbu 64
HacTosiero ®enepanbHOro 3aK0Ha, B paMKax OCYIIECTBICHUS (papMakoHaaA30pa;

(n. 9 BBennen denepanbHbBIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) orkaza JnepkaTenss WIM BiaJeiblla PETUCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO
npenapara JMOO YHOJIHOMOYEHHOTO WMH JIPYyroro IOPUIMYECKOTO JIWIAa OT BHECEHUsS H3MEHECHHH B
MHCTPYKIHMIO 1O TNPUMEHEHHMIO JIEKapCTBEHHOI'O Ipernapara, KacarolIUXCsS HOBBIX IOJITBEPKIACHHBIX
JAHHBIX O TOM, YTO PUCK NMPUYUHEHHUS BpeJa 3JI0POBBIO UEIOBEKA WUJIM KUBOTHOTO BCIIEJCTBUE MpHEMa
JIEKapCTBEHHOTO TIpernapara npeBbiaeT 3G PeKTHBHOCTh €ro MPUMEHEHHS.

(. 10 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

Koncynprantllntoc: mpumeuanue.
C 01.01.2023 ct. 32 nononusiercsa . 11 (®3 ot 27.12.2019 N 475-D3).

CraTtbsa 33. FlocyaapcTBeHHbIN peecTp NeKapCTBEHHbIX CPeaAcTB

1. T'ocymapcTBEHHBI peecTp JIEKApCTBEHHBIX CPEJCTB COJEPKHUT MEPEUYCHb JIEKAPCTBEHHBIX
MpenapaToB, MPOIISANINX TOCYAAPCTBEHHYIO PETUCTPAIUIO, TIepeueHb (papMaleBTHIECKUX CyOCTaHIIHM,
BXOJIAIINX B COCTAB JIEKAPCTBEHHBIX MPEMApaTOB, U CICAYIONIYI0 HHPOPMAITUIO:

1) B OTHOIIEHUH J€KAPCTBEHHBIX IIPENapaToB:
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a) HaMMEHOBAaHHME JICKAPCTBEHHOIO IIpemapara (MeXAyHapOAHOE HEMaTeHTOBAHHOE, WM
IpYNIIMPOBOYHOE, MM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) nexapcTBeHHas (opMa ¢ yKazaHUEM JO3HPOBKHU JIEKAPCTBEHHOTO Mpernapara U ero KoJIM4ecTna B
NOTPEOUTENLCKOM YITaKOBKE;

B) HAaMEHOBAHHE JIEpIKaTeNs WIN BIaJesIbla PETHCTPAIOHHOTO YOCTOBEPEHHS JIEKapCTBEHHOTO
npenapara U CBECACHHUA O PEruCTpaivu ACPKaATCIIA WM BJIAaACJbla PECTUCTPALIMOHHOIO YIOCTOBCPCHUA
JIEKapCTBEHHOTO Ipenapara Julsi MeIUIIMHCKOTO MPUMEHEHUS B Ka4eCTBE HAJIOTOIUIATEIbIUKA B CTPaHE
peructpanuu (Ui POCCUUCKHUX IOPUIMYECKUX JIUI - UACHTU(DUKAIMOHHBIA HOMEp HAJIOTOIUIATeIbIINKA
(MHH), st ”HOCTpaHHBIX IOPHIMYECKHX JIUI] - CTPaHa PErUCTPALUK, HANMEHOBAHHIE PETUCTPUPYIOIIETO
OpraHa, perucTpallMOHHBIH HOMEp, KOJ HAJIOrOIUIaTEIbIIMKA B CTPAHE pEerucTpanuu (MHKOPIOpAl|H)
WM €TO aHaJor);

(nm. "B" B pen. ®enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAMMEHOBAHUE U aJIpec MPOU3BOAMUTENS JIEKAPCTBEHHOrO IpenapaTa U CBEACHUS O PErUCTpaLliu
[IPOM3BOJUTENS  JIEKAPCTBEHHOIO  Ipernapara Uil  MEAMLMHCKOIO INPUMEHEHHs] B  KayecTBe
HQJIOromjiaTeJbIluKa B  CTpaHe  perucrpaiuuu  (IUis  POCCHUMCKMX  IOPUJIMYECKUX  JIMI -
UACHTU(DUKAIMOHHBIH HOMep Hanoromarenbimuka (MHH), mis MHOCTpaHHBIX IOPUIAMYECKUX JIUI] -
CTpaHa pEerucTpaluy, HAaUMEHOBAHHME PETUCTPUPYIOLIETO OpraHa, PEruCcTPalMOHHBIM HOMEp, KOJ
HaJIOroIIaTeNbIIMKa B CTPAHE perucTpanuy (MHKOPIIOpAlluy) WK €ro aHajor);

(nm. "r" B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1) dbapmakoTeparneBTHYECKas rpyIma, KO/, JIEKapCTBEHHOTO npenapara 13(0)
aHATOMO-TEPaNeBTHUECKO-XUMUYECKON KiacCupUKallUU, peKOMEHI0BaHHON BcemupHo opraHuzaiueit
31paBOOXPaHEHUS;

(mm. "n" B pea. @exnepanbHOro 3akoHa ot 22.12.2014 N 429-03)

e) IMMOKa3aHUA U IMPOTHUBOIIOKAa3aHWA K IPUMCHCHHUIO JICKAPCTBCHHOI'O Ipcriapara,
) TOOOYHBIE ISHCTBYS JIEKAPCTBEHHOTO Mpenapara;

3) CPOK TO/IHOCTH JICKAPCTBEHHOTO Ipernapara;

M) YCIIOBHSI XpaHEHUsI JIEKapCTBEHHOTO MIpenapara;

K) YCJIOBHS OTITyCKa JIEKapCTBEHHOTO Ipernapara;

J) HOMep (QapMakonmedHOW CcTaThM WJIM B ClIydae €€ OTCYTCTBHS HOMEpP HOpPMaTHBHOM
JOKYMEHTAIMH JINOO HOPMATUBHOTO TOKYMEHTA;

M) JaTa TOCYJapCTBEHHON PETUCTPALMM JIEKAPCTBEHHOIO Ipenapara M €ro perucTpanuoOHHBIN
HOMEp, JlaTa 3aMEHbl PETUCTPALIOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOIO Ipernapara Ha OeccpodyHOe
PETUCTPALIMOHHOE  YAOCTOBEPEHUE JIEKApCTBEHHOIO Ipenapara, Jara IOAAauud  3asdBJIEHUS O
MMOATBCPKACHUN FOCy}IapCTBeHHOﬁ perucTpanvn JICKApCTBCHHOT'O mpemapara, Jara OTMEHBI
roCy/lapCTBEHHON PETUCTPALIUH JIEKApCTBEHHOTO Mpenapara;

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)
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H) KAQ4ECTBEHHBIH COCTAaB U KOJUYECTBEHHBIN COCTaB JEHCTBYIOIIMX BEHIECTB M KAaUECTBEHHBIN
COCTaB BCIIOMOTaTEeIbHBIX BELIECTB JICKAPCTBEHHOT'O Mpenapara;
(nn. "H" BBeneH denepanbHpIM 3aK0HOM 0T 22.12.2014 N 429-03)

0) uH$popMalus 000 BCEX pa3penieHHbIX BUIaX BTOPUYHOM (MMOTPEOUTEIBCKON) YITAaKOBKH;
(nm. "o" BBenen denepanbubiM 3akoHOM OT 22.12.2014 N 429-03)

I) JaTa TPHHATUS PEHICHUS O BO3MOXKHOCTH PAcCMATPHBATh JICKAPCTBEHHBIM Ipernapar Npu
rOCy/IapCTBEHHON PETUCTPALIMU B Ka4eCcTBE Op(haHHOTO JICKAPCTBEHHOTO Ipernapara (AJis JeKapCTBECHHBIX
MPEerapaToB /I MEAUIUHCKOTO IPUMEHEHNS );

(mm. "n" BBemeH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-@3; B pen. DenepalbHOrO 3aKOHA OT
27.12.2019 N 475-03)

p) HaimuyWe JIEKapCTBEHHOTO Ipenapara B IE€peYHE >KU3HEHHO HEOOXOAMMBIX M BaXKHEUIIMX
JIEKapCTBEHHBIX MPENapaToB (/71 JIEKapCTBEHHBIX MIPENapaToB Il MEAULIMHCKOTO IPUMEHEHHUS);
n.n

(mm. "p" BBemen depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3aKoHa OT
27.12.2019 N 475-03)

C) HaJU4Ke B JICKAPCTBEHHOM Ipenapare HapKOTHYECKUX CPEICTB, ICUXOTPOITHBIX BEIIECTB U UX
MIPEKypCOpoOB,  MOJUIeKANIMX KOHTpoito B  Poccuiickoir ~ Denepanuu, B  COOTBETCTBUU  C
3aKoHoarenbcTBOM Poccuiickon denepanuu, MexIyHapoAHbIMU JoroBopamu Pocculickoit @enepannu,
B TOM uucie EauHoil KoHBeHIMEH O HapkoThueckux cpenacrBax 1961 rogma u KonBeHuuein o
IICUXOTPOIHBIX BemecTBax 1971 roxa;

(mm. "c" BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

T) wuHbOpMaIUs O TOM, SBIACTCA JU JaHHBIM JIEKAPCTBEHHBIM mpemnapaT pedepeHTHBIM
JIEKApCTBEHHBIM IIPENapaToOM;
(. "1" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

y) CBEIEHHUS O ToJaue 3asBJICHUS O BHECEHMUM H3MEHEHUH B JIOKYMEHTBI, COJEprKalluecs: B
PEruCTpallMOHHOM JIOChE Ha JIEKapCTBEHHBIN Mpenapar;

nen

(mm. "y" BBeieH DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)
¢) yrpatuia cuny ¢ 1 mapta 2020 rona. - @enepanbubiii 3akoH oT 27.12.2019 N 475-03;

X) CPOK BBEACHHUSI IEKAPCTBEHHOTO MIpernapaTa B rpaKIaHCKUi 000poT;
(. "x" BBeneH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2) B OTHOUIEHUHU (hapMalleBTUYECKUX CYOCTaHIIHIA:

a) HaMMEHOBaHHME (hapMaleBTUUECKOW CyOcTaHIUU (MEXIyHApOJHOE HEMAaTeHTOBAaHHOE, WIH
IPYIIIUPOBOYHOE, MIIM XUMUYECKOE U TOPIrOBOE€ HAUMEHOBAHMUS);
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

0) HaMMEHOBAHKE U a/IpeC MPOU3BOAUTENS (hapMalleBTUUECKON CyOCTaHIUY;
B) CPOK TOAHOCTH (papMaIrieBTHIECKON CYOCTaHITNY;

I') yCJIOBUSI XpaHEeHus (hapMalleBTUYECKON CyOCTaHIINH;
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o) HoMep ¢apMakoNmeWHOW CTaTbM WM B CIy4ae €€ OTCYTCTBHSL HOMEpP HOPMAaTHBHOM
JOKYMEHTAIK J100 HOPMATUBHOTO JOKYMEHTA;

€) Hanuuue (hapManeBTUUECKOW CyOCTaHIIMH B MEpeyHe HAPKOTHUYECKUX CPENICTB, TICHUXOTPOIMHBIX
BELIECTB U UX MPEKypCOPOB, MOJUIekKAIIMX KOHTpoito B Poccuiickoii denepainu, B COOTBETCTBUH C
3aKoHomarenscTBOM Poccuiickon denepanuu, MexyHapoaHbIMU JoroBopamu Pocculickoit @enepannu,
B TOM uyucie EauHoil KOHBEHIMEH O HapkoThueckux cpenacrBax 1961 rogma u KosBeHuuein o
IICUXOTPOIHBIX BemecTBax 1971 roaa.
(. "e" BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2. dapmareBTHUECKass CYOCTaHIIUS, MPOU3BEACHHAS ISl peau3allii, MOXKET OBITh BKIIIOUEHA B
TOCYJapCTBCHHBIH peecTp JICKApCTBEHHBIX CPEJCTB HAa OCHOBAHWHU 3asBJIICHUS pa3pabOTYMKa WIH
MIPOU3BOIUTENSL JIEKAPCTBEHHOTO CpENCTBA JHOO YIOJHOMOYEHHOTO WMH IOPHIMYECKOTO JHIA IPH
YCJIOBHUU TIPOBEIICHUS B OTHOIICHWHM TaKOH (papMaleBTUYECKOW CyOCTaHIIMM 3KCIIEPTH3bl KadyecTBa
(dapmaleBTHUECKON CyOCTaHIIMM B TMOPSIJIKE, YCTAaHOBIEHHOM craTheil 34 Hacrosimero denepambHOTo
3akoHa. B oTHomieHWH (apmaneBTUYECKUX CYOCTaHIMA, TPOM3BEICHHBIX [UIS peau3aliu, B
TOCYJapCTBEHHOM peecTpe JIEKAPCTBEHHBIX CPEACTB COJEPKUTCS CIEAYIoast nH(OPMAIIHSL:

1) naumeHoBaHue (apMaleBTHUYECKOW CyOcTaHIUMU (MEXKIyHAapOJHOE HEMAaTeHTOBAHHOE, WU
IPYyNIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

2) HaMMEHOBaHUe, aJpec MPOU3BOAUTENS (papMaLeBTUUECKON CyOCTaHLIMM, a TAK)KE B OTHOLIEHUU
JIEKAPCTBEHHBIX CPEICTB I MEJULMHCKOIO NPUMEHEHMUS CBEICHUS O PETUCTPAlUU ITPOU3BOAUTEIIS
¢bapmarieBTUUECKOH CyOCTaHLMM B KayecTBE HAJIOrOIUIaTENbIIMKAa B CTpaHe perucrpauuu (amas
POCCHUHCKHMX HOPUIMYECKUX JIHIL - WIACHTUPUKAIMOHHBIM Homep Hanoromnatenbiiuka (MHH), nus
MHOCTPAHHBIX IOPUIMYECKHX JIML[ - CTpaHa PETUCTPALMH, HAMMEHOBAHUE PETMCTPUPYIOIIETO OpraHa,
PETUCTPALIMOHHBI HOMEp, KOJI HAJIOTrOIUIaTesbIIMKa B CTPaHE PErucTpaluy (MHKOPIOpalMK) W €ro
aHaJjor);

(. 2 B pea. @enepanbHoro 3akona ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMalleBTUUECKOM CyOCTaHIINu;
4) ycnoBus XpaHeHUs! papMarieBTUIECKOM CyOCTaHIINN;

5) Homep (apmakoneiHON cTaThu JMOO B cllyyae €€ OTCYTCTBUS HOMEpP HOPMaTHBHOMN
JOKYMEHTAIM! WJIM HOPMaTUBHOIO JJOKYMEHTA;

6) Hannuue (GapMaleBTUYECKOW CYOCTaHIIMM B MEpPEeYHE HAPKOTHUECKUX CPENICTB, MCUXOTPOIHBIX
BEIIECTB M HMX MPEKYpPCOPOB, MOJUIEKAIIUX KOHTPOJO B Poccuiickoit denepannu, B COOTBETCTBUU C
3aKkoHoarenbecTBOM Poccuiickon denepanuu, MexxIyHapoAHbIMU JoroBopamu Pocculickoit @enepannu,
B TOM uyucie EauHON KOHBEHIMENW O HapKoThueckux cpenacrBax 1961 rogma m KonBeHumen o
MICUXOTPONHBIX BemlecTBax 1971 roxa;

7) nata BKJIIOYEHMs (apMalleBTUYECKON CYyOCTaHIIMM B TOCYIAapCTBEHHBIH peecTp JIeKapCTBEHHBIX
CpEeACTB, JaTa BHECEHUs M3MEHEHHUH B JTOKyMEHTHI (hapMalleBTHUECKOM CyOCTaHIIMHU, AaTa UCKIIOYCHHS
(bapMareBTHUECKON CyOCTaHIIUM U3 FOCYJapCTBEHHOIO peecTpa JEKapCTBEHHBIX CPECTB.

(uactp 2 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)
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3. Iopsmok BeneHHs] TOCYIapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB JII MEAMLIUHCKOTO
IPUMEHEHUsT W TOPSAOK BEICHUS TOCYJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEACTB  AJIs
BETEPUHAPHOTO TPHUMEHEHHS YTBEPXKAAIOTCS COOTBETCTBYIOUIMM YIIOJHOMOYEHHBIM (erepaabHbIM
OpPraHOM UCIOJIHUTEJIBHON BJIAaCTH.

Cratba 34. BknroyeHMe B rocyaapCTBeHHbIM peecTp JNeKapCTBEeHHbIX CpPeacTB WU
MCKITl0OYeHue K] rocyaapcTtBeHHOro peecTpa nekapcTBeHHbIX cpeacTs
c¢hapmaueBTUYECKOWN CyOCTaHLMK, NPOU3BEAEHHON ANA peanu3auum
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Jns BrmrodeHHs] ¢apMaleBTUYCCKOW CYOCTAaHIIMM, NTPOW3BEIECHHOW IS peanu3aiuu, B
roCyAapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEICTB, IPOBOAUTCS SKCIIEPTU3A €€ KaUueCTBA.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. DKcrnepTH3a KayecTBa yKa3aHHOW B yacTu | HacTosmiel craTbu (papMarieBTHUECKON CyOCTaHIINH,
COCTaBJICHHE KOMHCCHEH IKCIIEPTOB 3aKITFOYCHUN 10 Pe3yJIbTaTaM dTOW IKCIIEPTH3bI H UX HAIpaBICHUE B
YIIOJTHOMOYEHHBIN (peiepalibHblil OpraH HCIOJHUTEIbHON BIACTH OCYIIECTBISIOTCS B CPOK, HE
MPEBBIMIAOIIMA IIECTUACCATA pabodnMxX JHEH CO JHS TOJNYYCHHS] OJKCIEPTHBIM YUPEKICHHECM
COOTBETCTBYIOIIETO 3a/JaHUs YMOJIHOMOYEHHOTO (eiepallbHOT0 OpraHa HUCIOJHUTENBHOM BIACTH U
CJIEIYIOIIUX JOKYMEHTOB (CBEJICHUM ):

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

1) cBegeHust 0 gaTe MPEAOCTABICHUS M PETUCTPALIMOHHOM HOMEpPE JIMIICH3UM Ha MPOU3BOACTBO
JICKAPCTBEHHBIX CPEJACTB WJIM CBEICHUS O Jare IMPEIOCTaBICHUS M PEruCTPallUOHHOM HOMEpE
3aKJTIOYEHUST O COOTBETCTBHUU TPOU3BOJIUTENS JICKAPCTBEHHBIX CPEJCTB TPEOOBAaHUSAM  ITPaBUI
HaJJIeXalled MPOU3BOACTBEHHON TMPaKTUKU, BBIAAHHBIX (TPEIOCTABICHHBIX) YIOJIHOMOYEHHBIM
(dbenepaibHBIM OpPraHOM HCIIOJIHUTEIBHOM BJIACTH, B CIIydae, €CJIM TPOU3BOACTBO JIEKAPCTBEHHOTO
cpeacTa ocyuiecTsisieTcs B Poccuiickoit @enepanuu;

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

2) Komus JOKYMEHTa, BBIJJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpaHbl IPOU3BOIMTEINS
JIEKapCTBEHHOI'O CPEJCTBA M MOATBEPKAAIOIIEIO pa3pelIeHne MPOU3BOACTBA JIEKAPCTBEHHOIO CPEICTBA,
U €ro MEPEBOJ Ha PYCCKUH S3BIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IOPSIJIKE, a TAKXKE KOMHSI 3aKJIFOUEHUS O
COOTBETCTBUM  IPOU3BOAMTENS  JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMSM MpPaBWJI  Hajylexaluen
MIPOU3BO/ICTBEHHO! MPaKTHKH, BBIIAHHOTO YIOJHOMOUYEHHBIM (pe/iepaibHbIM OpraHOM HMCIIOJHUTEIbHON
BJIACTH, JIMOO KOIHUS PEUICHMs] YIOJIHOMOYEHHOTO (eiepalibHOr0 OpraHa HCIOJIHHUTEIbHOW BJIAcTH O
IIPOBEJICHUN HWHCIEKTUPOBAHUSA IPOU3BOJIUTEINS JIEKAPCTBEHHOI'O CPEACTBA. YKa3aHHBIE JOKYMEHTBI
IIPEICTABISIIOTCS B CIydae, €CIM NPOU3BOACTBO JICKAPCTBEHHOI'O CPEICTBA OCYIIECTBISAETCS 3a
npeaenamu Poccniickoit denepanuu;

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

3) TOKyMEHT, coaepKaluil ciaeyronue cBeeHns o (papManeBTHIeCKoi cyOcTaHIuu:
a) HauMeHoBaHue (hapMalleBTHUECKOM CYOCTaHINH, €€ CTPYKTYpa, 001Ie CBOWCTBA,
0) HaMEHOBAHHUE U AJIPEC MPOU3BOIUTENS;

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMCAHUEM CTa}II/Iﬁ IMPONU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
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CTaJMsIX MPOU3BO/JICTBA;
T) onucaHue pa3paboTKu Impolecca MPou3BOJICTBA;

J1) ONHMCaHWE KOHTPOJIsl KPUTUYECKUX CTaAui Ipolecca MPOU3BOACTBA U IPOMEKYTOUHOM
IPOAYKIHH;

€) IOKYMEHTaJIbHOE TIOITBEPXKACHHUE (BaJIMIalIMsl) IPOIIECCOB U (UJTM) UX OLIEHKA,
’K) CBOMCTBA U CTPYKTYpa JIEHCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTHKA MPUMECEH;

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

K) aHaJUTHYECKUE METOJMKH, WCIOIb3yeMbIe TIPH OCYINECTBICHHHM KOHTPOJIA KadecTBa
(dapmaleBTUUECKOIl CyOCTaHIINY;

JI) AOKYMCHTAJIbHOC IMOATBCPIKIACHUC (BaJII/I[[aLII/Iﬂ) AHAIUTUYCCKUX METOJUK, HCIIOJIB3YCMBIX ITPU
OCYHICCTBJICHUU KOHTPOJIA Ka4€CTBa q)apMaueBTqucxoﬁ CY6CTaHI_II/II/I;

M) pe3yJIbTaThl aHAIK3a CepUil (hapMaIleBTHUECKOM CYyOCTaHIINN;

H) MepeueHb CTaHAAPTHBIX 00pPa3llOB MM BEIIECTB, UCIIOJIb3YEMbIX MPU OCYIIECTBICHUN KOHTPOIIS
Ka4yecTBa,

0) OIMCaHME XapaKTEPUCTUK U CBOMCTB YIMaKOBOYHBIX MaT€pHaJIOB U YKYIIOPOUHBIX CPE/ICTB;
1) JaHHBIE O CTA0MIIBHOCTH (papMalieBTUUECKON CyOCTaHIINH;
P) CPOK TOJTHOCTH;

4) TOKYMEHT, COJEpIKAIINM CBEACHUS O PEruCTpallMi IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB IS
MEIULMHCKOTO NMPUMEHEHHs B Ka4eCTBE HAJIOTOIUIATEIbIIMKA B CTpaHE PErUCTpalMu (U1 POCCHMCKUX
IOPUANYECKUX JIUI - HJIeHTU(UKAIMOHHBIH HoMep Hanoromarensimuka (MHH), ans mHOCTpaHHBIX
IOPUANYECKHX JIUIL - CTPaHa PETUCTPALlK, HAMMEHOBAHNUE PETUCTPUPYIOILETO OpraHa, perucTpalMOHHbIN
HOMeEp, KOJI HAJIOTOIlIaTeNbIIMKA B CTPaHEe perucTpaniy (MHKOPIOpalluy) WK €ro aHajor).

(. 4 BBenneH PenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)
(dactp 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jlna mpoBeneHus OKCIEPTH3bl KayecTBa YyKa3aHHOM B yacth 1 Hacrosmed cTaTbu
(dapmaleBTUUECKO CyOCTaHIIMM 3asBUTENb MPEJCTABIAECT B YIMOJIHOMOYEHHBIH (enepanbHblii opraxn
VCIIOJIHUTENIBHON BIIACTH:

1) 3asBneHWE O BKJIIOUEHHH B TOCYAApPCTBEHHBI pEecTp JIEKapCTBEHHBIX CPEICTB JTaHHOU
(bapmMarieBTHUECKON CyOCTaHIUH;

2) KOsl TOKYMEHTa, MOJTBEPIKAAIOIIEro YIUIaTy TOCYIapCTBEHHOW MOIUIMHBI 32 BKIIOYEHHE B
rOCYJIapCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEACTB (papMaleBTUUYECKOH CcyOCTaHIMH, MpPOU3BEIECHHOMN
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JUIS  peanu3anuu, JHU00 MO0 COOCTBCHHOW WHHIIMATHBE YKa3aHHBIM JOKyMEHT. B ciydae ero
HEMpPEeJICTABICHUS 3asiBUTENIEM YIIOJIHOMOYEHHBIH (efepanbHblii OpraH HUCHOJHUTEIBbHON BIACTH
npoBepseT (akT yIuiaThl TOCYIapCTBEHHOW MONUIMHBI 3asBUTEJIEM C HMCIHOJIb30BaHHEM HMH(popManuu 00
yIuiaTe ToCyIapCTBEHHON MOILUIMHBI, coepxaiieiics B ['ocynapcTtBeHHON MHGOPMAIMOHHON CHCTEME O
rOCYZAapCTBEHHBIX M MYHHULMIIAJIBHBIX IUIATE)KAaX, HA OCHOBAHWM IIPEICTABIICHHON 3asBUTEJIEM KOIIUU
JOKYMEHTA, OATBEPKAAIOUIET0 YIUIaTy TOCYIapCTBEHHON MOIUIUHBIL;

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

3) IOKYMEHTBI, YKa3aHHBIC B UaCTH 2 HACTOSIICH CTAaThU;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4) 3asiBIICHHE O BblIaue paspemieHus Ha BBO3 B Poccuiickyto ®Desepainio KOHKPETHOH MapTHU
HE3aperuCTPUPOBAHHOIO JICKAPCTBEHHOI'O CPEACTBA, MPEJHA3HAYEHHOIO Ui IPOBEACHUS yKa3aHHON
HKCHEPTHU3BI.

(. 4 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3.1. B cnyyae HempencTaBiIeHUS C 3asBICHHEM O BKIIIOYEHHH B TOCYAApPCTBEHHBIH peecTp
JICKApCTBEHHBIX CPEACTB (hapMaIeBTHUECKOW CYOCTAaHIIMH JOKYMEHTOB, MOJTBEPKIAIONINX YIUIATY
rOCY/IapCTBEHHOM MOLUIMHBI M YKa3aHHBIX B ITYHKTE 2 4aCTH 3 HACTOSILEH CTAaThH, a TAKXKE BBIIaBACMBIX
(mpenocTaBIsieMbIX) — YIOJTHOMOYEHHBIMH  (pelepalbHBIMH ~ OpTaHAMH  WCIIOJHUTENBHOW  BIIACTH
JTOKYMEHTOB (CBEICHHUII), YKa3aHHBIX B IyHKTaX | M 2 4acTH 2 HACTOSIIEH CTAaThH, YIIOJIHOMOYECHHBIN
(benepanbHBIE OpraH HCIOJHUTEIFHOW BJIACTH 3alpalldBaeT YKa3aHHBIE IOKYMEHTHI (CBEICHUS) B
HOPSIIKE MEKBEIOMCTBEHHOTO HH(OPMAIIHOHHOTO B3aUMO/ICHCTBHSI.

(uactsb 3.1 BBeneHa @enepasibHbIM 3ak0HOM OT 27.12.2019 N 478-D3)

4. B Teuenue necsatu pabouux JHEH Co JHS MPUHATHS 3asBJICHUS O BKIIOUYCHUM YKa3aHHOW B 4acTH
1 nacrosmeil ctatbu (papmMaleBTUUECKONW CYOCTaHIIMM B TOCYJApCTBEHHBIN peecTp JIEKapCTBEHHBIX
CPEACTB M JOKYMEHTOB, IEPEUYMCIEHHBIX B 4YacTW | M mNyHKTEe 2 4YacTh 3 HACTOSIIEH CTaThH,
YIOJTHOMOYEHHBIHN (pe/iepalibHbII OpraH UCIOIHUTEIbHON BIACTH:
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1) mpoBOAMT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH JIaHHBIX, COJEPXKAIIUXCS B IPEICTaBICHHBIX
3asBUTENIEM JIOKYMEHTAaX;
(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) mpuUHUMAET pEeUIeHHEe O HAMpaBJICHHH B JKCIEPTHOE YUPEXKICHUE 3a/laHus Ha IMPOBEACHUE
9KCIEPTU3BI KAUeCTBA YKA3aHHOW B YacTH | HacTosmed cTaThil (papMarieBTUYECKON CyOCTaHIIMU WK 00
OTKa3€ B TAKOM HAaIPABJICHUU;

3) yBedOMISIeT B 3JEKTPOHHOM WM MHCbMEHHOHN (hopMe 3asBUTENSI O MPUHATOM PELIEHUH WIH B
cllydae 0TKa3a C yKa3aHMEM IIPUYHMH TaKOTO OTKa3a.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B ciydae BBIABICHUS HEIOCTOBEPHOCTH CBEACHHUH, COJEP)KALIMXCA B IPEACTaBIECHHBIX
3asiBUTENIEM MaTepuaiax, YIOJTHOMOUYEHHBIN (eepalibHbIil OpraH UCIOJIHUTEIbHON BIACTH HAINpaBIIsieT
3asBUTENIO 3alpoc 00 YTOYHEHMM YKa3aHHBIX CBeAeHuil. JlaHHBI 3ampoc MoOXeT ObITh mepelnaH
YIOJITHOMOYEHHOMY IPEACTABUTENI0 3asBUTENSA JUYHO IOJ PACIKCKY, HAMPABIEH IO MOYTE 3aKa3HbIM
MUCHbMOM WM TNEpeAaH B 3JEKTPOHHOM (GopMe Mo TeIeKOMMYHUKALMOHHBIM KaHaiaM cBsA3H. B cimyuae



https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=28.07.2021&dst=100571&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=28.07.2021&dst=100573&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=154620&date=28.07.2021&dst=100209&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=28.07.2021&dst=100574&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=387158&date=28.07.2021&dst=100216&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=28.07.2021&dst=100577&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=197264&date=28.07.2021&dst=101108&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=28.07.2021&dst=100578&fld=134

HaNpaBJICHUs JAaHHOTO 3aIpoca IO MOYTe 3aKa3HbIM MMMCbMOM OH CUHMTACTCS IMOJYYEHHBIM [0 UCTEUEHUH
IIECTH JHEH ¢ 1aThl HalpaBJICHHUS 3aKa3HOTO IMHChMA.
(uactsb 4.1 BBeneHa @enepasbHbIM 3ak0HOM OT 25.11.2013 N 317-®3)

4.2. 3asBuTenb 00s3aH MPEICTaBUTh OTBET HA 3aIPOC YHMOJIHOMOYEHHOTO (emepaabHOro opraHa
WCTIOJHUTENIBHOW BIIACTH B CPOK, HE IPEBBIMIAIOUINA JEBSHOCTa paboumx THEH CO JHS TOIy4eHUs
nanHoro 3ampoca. Cpok, yKa3aHHBIM B 4YacTW 4 HACTOSIIEH CTaThbH, NPHOCTAHABIMBAETCS CO JIHS
HAaIpaBJICHUS 3asSBUTENIO 3alIpOCa YIIOJIHOMOUYEHHOTO (heiepabHOr0 OpraHa UCHOJIHUTEIbHOM BIACTH /10
IHS MOJTYYEHHs] UM OTBETa Ha JAaHHBIM 3alpOC M HE YYUTBHIBACTCS IPU MCUUCICHUU CPOKA SKCIEPTU3BI
KayecTBa (hapMaleBTUYECKOM CyOCTaHIIMM, HEHCIIONb3YeMOH TpU MPOU3BOJACTBE JIEKAPCTBEHHBIX
Ipenaparos.

(uacTb 4.2 BBeseHa PenepasibHbIM 3akoHOM OT 25.11.2013 N 317-®3)

5. OcHOBaHMEM [Isl OTKa3a B HAIIPaBJICHUU B HKCIIEPTHOE YUPEKIACHUE 3aJaHUsA HA NPOBEIACHUE
AKCIIEPTH3hI KadeCcTBa yKa3aHHOW B dYacTU | Hacrosimed cratbu (apManeBTUYCCKOW CyOCTaHITUH
SBIIETCS HEMpEJCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B YacTH 2 HACTOSIIEH CTaTbU, OTCYTCTBHUE
uH(pOpMaNUY, TOATBEpXKIArOMer (akT ymarel TOCYJApCTBEHHON TIONUIMHBI 33 BKIIFOUCHUE
dapmalleBTUUECKON CyOCTaHIIMM, TPOU3BEACHHON M pealu3allid, B TOCYAapCTBEHHBIA peecTp
JIEKAPCTBEHHBIX CPEJCTB, HEIIPEACTABICHUE 3asIBUTEJIEM B YCTAHOBIICHHBI CPOK OTBETA HA YKa3aHHBIN B
yactu 4.1 HacTOsIIeH CTaThU 3aIPOC YIIOJIHOMOYEHHOTO (heJepaabHOro OpraHa UCIOJHUTEIbHON BIACTH
WJTU TIPEJICTABIICHUE TOKYMEHTOB, HE COJEPIKAIMX UCUEPIIHIBAIOIICTO MEPEUHs HEOOXOUMBIX CBEJICHUM.
(uactb 5 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B TeueHue niaTHaguaTH padboO4YMX JAHEW CO JAHS IOJIyYEHHS pELIEHUS YHIOJHOMOYEHHOI'O
(benepaabHOro OpraHa MCHOJHUTEIbHOM BIACTH O HANpaBIEHUH B HKCHEPTHOE YUPESKICHHUE 3aJaHUs Ha
MPOBEACHUE SKCIEPTU3hl KauecTBa YKa3aHHOM B yacTu | HacTosmed cratbu (hapManeBTHUECKOM
CyOCTaHIIMM 3asiBUTENb MPEICTABISET B SKCIIEPTHOE YUpEKACHUE ISl MPOBEACHHs JaHHON 3KCIIEePTU3bI
oOpas1bl hapmMareBTUIeCKO CyOCTaHIIMM B KOJMYECTBE, HEOOXOIUMOM JIJIsi BOCTIPOU3BEACHHUS METOIOB
KOHTpOJISl KauecTBa. ODKCHEPTHOE YUPEKICHHWE IpHU IOJy4eHHMH OOpa3lloB yKa3zaHHOM B uactu 1
HacToAlel craTbu (hapMalleBTUYECKON CyOCTaHLIMU BBIJIAET 3asBUTENIO JOKYMEHT, IMOJITBEP:KIAIOLIUI
MOJIydeHHe 3TUX O0Opas3loB, M B CPOK, HE TMPEBBIMIAONIMN Tpex pabouumx JHEH, yBeAOMIIIET B
ANIEKTPOHHOW WJIM TNUCbMEHHOW (¢opMe 00 HTOM  yIOJIHOMOYEHHBIM (enepanbHblii  Opras
VCIIOJIHUTENILHOM BJIACTU. DTH CPOKHU HE BKJIFOYAIOTCS B CPOK NTPOBEIECHUS JAHHON DKCIIEPTU3HI.

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

7. JIOKYMEHTBI, IOCTYIIUBIIKXE B DKCIEPTHOE YUYPEIKICHUE I NPOBEACHUS DKCIEPTU3bI Ka4eCTBA
yKa3aHHOM B 4acTu | HacTosmeidl cratbu (apMaleBTUUYECKON cyOCTaHLMHU, MOJUIeXaT BO3Bpary B
YIIOJIHOMOYEHHBIN (eiepaabHbIil OpraH MCHOJIHUTEIBHOW BIACTH OJAHOBPEMEHHO C 3aKIIIOYEHUSMHU I10
pe3yabpTaTaM IpPOBENCHHON SKCIIEPTU3BI.

8. B cpok, He MpeBBIIAIONINI TATH pabouux AHEW CO JHS MONYYCHUS 3aKITIOYCHHS KOMHUCCHH
SKCHEPTOB IO pe3ysbTaTaM »JKCIEPTU3bl KAayeCTBA YKa3aHHOM B 4YacTW | HACTOSAIIEH CTAaThbu
(dapmaleBTUUECKOI cyOCTaHIIUMU, YITOJIHOMOUYEHHBIN (heqepaabHbli OpraH UCIIOIHUTENBHON BIACTH:

1) OCYIICCTBIIACT OLCHKY TAKOI'O 3aKJIIOUCHUSA I ONPCACICHUA €ro COOTBETCTBUA 3aJaHUIO Ha
IMPOBCACHUC JTaHHOM OKCIICPTU3BI;

2) mpyUHUMAET pellieHHe O BKJIIOUEHNUHU yKa3aHHOU B yacTu | HacTosmel ctaTbi (hapMaleBTUYECKOM
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CyOCTaHIIMM B TOCYJApCTBEHHBIM peecTp JCKApPCTBEHHBIX CPEJCTB WU peEIIeHHe 00 OTKa3e B TaKOM
BKJIIOUCHUU;

3) BHOCUT IpH HPHUHITHM PELICHUS O BKJIIOUEHUMM YKa3aHHOM B yacTu | Hacrosmied craTbu
GbapManieBTUUECKOH  CyOCTaHIMM B TOCYAAPCTBEHHBIM  peecTp  JEKapCTBEHHBIX  CPEICTB
MPEIyCMOTPEHHYIO 4acThio 2 cTaTthu 33 Hacrosmero deaepaqbHOro 3aKoHa HHYOPMAITUIO M YBEIOMIISET
00 3TOM B 3JIEKTPOHHOM WJIM MUCbMEHHOM hopMme 3asBUTENS.

(B pen. deaepasibHbIx 3aK0HOB OT 22.12.2014 N 429-03, o1 27.12.2019 N 462-D3)

9. OchHoBaHMeM JisI OTKa3a BO BKIIOYEHHWM YKAa3aHHOM B dYacTu | HacTosimied CTaTbu
(dapMaleBTHUECKON CYOCTaHIIMM B TOCYAAPCTBEHHBIM pEECTp JICKAPCTBEHHBIX CPEJICTB SIBIISCTCS
3aKJIFOYEHHE COOTBETCTBYIOLIETO YHMOJHOMOYEHHOTO (hefepalbHOr0 OpraHa HCIOJIHUTEIBHONW BJIAcTU O
TOM, 4TO KauecTBO (hapMalleBTUUECKOM CYOCTaHIIUU HE TIOITBEPKIACHO MOTYyYEHHBIMU JaHHBIMH.

(gactp 9 BBenena DenepanbHbIM 3aK0HOM OT 22.10.2014 N 313-D3; B pen. deaepaabHOro 3aKOHa OT
04.06.2018 N 140-D3)

10. He pomyckaeTrcsi BKJIIOUEHHE B TOCYJAPCTBEHHBIN pEECTp JEKAPCTBEHHBIX CPEIACTB OJHOM
(dbapMaIreBTHYECKON CYOCTaHIIMH, MTPOU3BEIACHHON IS pPeaTn3alliid U BBITYCKAEMOW OJHUM M TEM XKe
MIPOU3BOIUTENIEM, B BUE IBYX U O0Jiee PeecTPOBBIX 3aIHCEH.

(dactpb 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

11. BHecenue n3MeHeHu B JOKYMEHTHI Ha (hapMalleBTUYECKYIO CyOCTaHIINIO, TIPOU3BEACHHYIO NS
peanu3alui U BKJIIOYEHHYIO B TOCYIApCTBEHHBIN peecTp JICKAPCTBEHHBIX CPEJCTB, OCYIIECTBISETCSA B
nopsake, ycraHoBieHHOM cTaThsiMu 30 u 31 Hacrosuiero @enepanbHOr0 3aKOHAa, C YIUIATOM
roCyJIapCTBEHHOM MOILUIUHBI, TPEAYCMOTPEHHOMN 3aKOHOAATENbCTBOM Poccuiickoi denepannu 0 HaJIOrax
u cobopax.

(dactb 11 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

12. Jlonyckaetcs oOparieHue GpapManeBTHIecKuX cyOCcTaHIIui, TPON3BEICHHBIX JJIs pealn3allii, B
TEUEHHUE CTa BOCBMHUIECATH THEH 10 W TIOCJE TMPUHATUS YIOJIHOMOYECHHBIM (PerepaibHbIM OpPraHOM
UCIIOHUTENBHON BJIACTH pEIIEHUS O BHECEHWHW HU3MEHEHUH B JOKYMEHTHl Ha (apMalleBTUUECKYIO
CyOCTaHIIMIO, TPOU3BEACHHYIO [UIsl peaju3aliil M BKJIIOYEHHYIO B TOCYIAapCTBEHHBIH peecTp
JIEKAPCTBEHHBIX CPEJICTB.

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

13. Pemenue 00 WCKIIOYEHUH W3 TOCYIAapCTBEHHOIO peecTpa JIEKApCTBEHHBIX CPEJCTB
(dhapmareBTUUeCKO CyOCTaHIIUM, TMPOU3BEACHHOW IJIsi pealn3aluy, MPUHUMACTCS YIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTENHHOM BIACTH B CIyYae:

1) mpencraBieHHs] COOTBETCTBYIOLIUM YIIOJIHOMOYEHHBIM (eiepaIbHbIM OPraHOM UCIIOTHUTENBHOM
BJIACTH 3aKJIOYEHUS O PUCKE WM 00 Yrpose >KM3HU WIH 3JI0pOBBIO YeIOBEKa JHMOO >KUBOTHOTO NPHU
HCIIOJIb30BAaHUU JIEKAPCTBEHHOTO CPENICTBA;

2) nogadyun paBpa6OT‘-II/IKOM JICKApCTBCHHOTO CpCACTBAa WM MPOU3ZBOJUTCIIEM JICKAPCTBECHHOT'O
CpeacTBa h19%(s10) YIIOJIHOMOYCHHBIM HMU APYTHM HOPHUAUYCCKUM JIMIIOM 3asABJICHUSA 00 HCKIIIOYECHHH W3
rocyaapCTBEHHOTO pCeCTpa JICKAPCTBCHHBIX CPEACTB (I)apMaL[eBTH‘{CCKOfI CY6CTaHI_[I/II/I, HpOI/I3BeIleHHOI71
A peain3aluun;
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3) oTcyrcTBUs (hapMalleBTHUECKON CyOCTaHIINU, TPOU3BEACHHOM ISl peaiu3alii, B OOpallcHIH B
Poccutiickoit deneparuu B TeUCHUE TPeX U OOJIee JIeT.
(uactb 13 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

CraTtba 35. YTpatuna cuny ¢ 1 nrona 2015 ropa. - PepgepanbHbI 3aKOoH oT 22.12.2014
N 429-P3.

Cratba 36. OOxanoBaHue peweHUs o060 oOTKase B Bblgaye paspelleHus Ha
npoBeAeHWe KIIMHUMYECKOro UcCcrenoBaHUs JIeKapCTBEHHOro npenapara, pelieHuss o6
OTKase B rocyfapCTBEHHOM perucrpauMm neKkapcTBEHHOro npenaparta, 3akfio4eHus
KOMMCCUM IKCNEPTOB IKCMEPTHOro yYpeXXaeHUs UNu1 3aKnoYeHus coBeTa No 3TUKe

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

Perienrie COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (efepaibHOr0 OpraHa HCIOJIHUTEIbHOW BIacTU
00 OTKa3e B BbIa4Ye pa3pelIeHUs] Ha NPOBEACHUE KIMHUYECKOTO HCCIICAOBAHUS JIEKAPCTBEHHOTO
mpemnapaTa, pelieHHe YKa3aHHOTO (QenepalibHOr0 oOpraHa HWCHOJHUTENBHONM BIACTH 00 OTKa3e B
rOCYJapCTBEHHOM pPETUCTpalMU JIEKAPCTBEHHOI'O IIpernapara, 3akiIIOYEHHE KOMHCCHUU JKCIEPTOB
SKCIIEPTHOTO YUPEXKACHUS WIM 3aKIIOUYEHHE COBETa MO ITHUKE MOXKET OBITh 00’KallOBaHO B IMOPSJIKE,
YCTAaHOBJICHHOM 3aKkoHojaTenbcTBoM Poccuiickoit ®denepauuu. 3akiarodeHHE KOMMCCHUU OKCIIEPTOB
SKCIEPTHOIO YUYPEXKJICHHS O B3aUMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MPENapaToB Il MEAMIIMHCKOIO
IIPUMEHEHHUS JTUOO O TOM, UTO JIEKAPCTBEHHBIN IMpenapaT A MEAULMHCKOrO NMPUMEHEHMS HE SIBJIIETCS
B3aMIMO3aMEHSIEMbIM, MOXET OBITh O00XallOBAaHO JepXaTelieM WIW BIaJelblleM PErucTPAlMOHHOTO
YI0CTOBEPEHHUS JIEKAPCTBEHHOIO TpernapaTa B yIOJIHOMOYEHHBIN (efepalbHbIi OpraH UCIOIHUTEIHHOM
BJIACTH, KOTOPBIN MPHUBJIEKAET K PACCMOTPEHHUIO YKAa3aHHOW >KanoObl MOABEIOMCTBEHHBIC €My Hay4yHbIE
OpraHM3alii W  o0pa3oBaTeNbHbIE OpraHU3allid  BBICIIETO  00pa30BaHUS, OCYIIECTBISIOIINE
NesTeNbHOCTh B c(epe oOpallleHus] JIEKapCTBEHHBIX CPEACTB. 3aKIOYEHHE KOMMCCHUHU D3KCIEpPTOB
SKCIIEPTHOTO YUPEXKJEHUs, OPOPMIIEHHOE II0 HTOTaM IE€PecMOTpa O0KaJOBAHHOIO 3aKIIOYEHHUS
9KCIEepTa, MOXKET OBITh OCHOPEHO JAepKaTesleM WM BIAAEIbIEM PETHCTPALlMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'0 Ipernapara jJu00 YHNOJHOMOYEHHBIM HMMH JIMIIOM B TOpSAJKE, YCTAaHOBJIEHHOM
3akoHonaTtenbcTBOM Poccuiickoit ®enepanuu. Ilpm o0XkanoBaHUM pelIEHUS YHOJHOMOYEHHOI'O
(denepanbHOro oOpraHa HCIOJIHUTEIBHOW BIIACTH, 3aKJIIOYEHMsI 3KCIepTa WIM KOMHUCCUU JKCIEPTOB
SKCIEPTHOTO YUPEKIACHUS, 3aKIOUYEHUsI COBETA 0 ITHKE JEp>KATelb WU BIaJAeliel] PeruCTPallMOHHOIO
YIOCTOBEPEHUS JIEKApCTBEHHOTO Ipernapara Ju0o YIOJIHOMOYEHHOE MMH JIMIIO BIIpaBe MPEACTABUTH
pe3yabTaThl SKCHEPTHU3bl JIEKAPCTBEHHOTO MpernapaTa, MPOTOKOJIbl IMOIYYEHHBIX aKKPEAUTOBAHHBIMU
UCIBITaTEIbHBIMU JIA00PATOPUAMU (LIEHTPaMH) PE3yIbTaTOB UCCIIEIOBAHUM, HCIIBITAHUH.
(B pen. @enepanbHOro 3akona ot 27.12.2019 N 475-03)

Cratba 37. WUHdopmauusa, cBfA3aHHas C OCyLleCTBIEHWEM TroCyAapCTBEHHOMU
perncTtpauum neKkapCcTBeHHbIX npenapaTtoB, WHoOpMauus O 3aperucTpupoBaHHbIX
NeKapCTBEHHbIX MpenapaTtax W JieKapCTBEHHbIX MpenapaTax, WCKMIYEHHbIX U3
rocyaapcTBeHHOro peecTpa fiekapCcTBeHHbIX CpeaAcTB

1. CooTBeTCTBYIOUINIT YITOJIHOMOUYEHHBIN (heiepaabHblil OpraH UCIIOTHUTEIBLHON BJIACTH pa3MellaeT
Ha cBoeM oduimaabHoM caiite B cetH "HHTepHer" uH(pOpMalMio, CBSI3aHHYIO C OCYIIECTBICHUEM
rOCyAapCTBEHHOM pPETUCTpalUU JIEKAPCTBEHHBIX IPENApPAaTOB, B TOM YHUCJE IPOBEICHUEM HKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB (BKIIOYAs pPe3ysbTaThl €€ MPOBEACHMS), MH(YOPMAIIUIO O 3apeTUCTPHUPOBAHHBIX
JIEKAPCTBEHHBIX IIpernaparax W JEKapCTBEHHBIX MpernapaTax, HCKIYEHHBIX W3 TOCYIapCTBEHHOI'O
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peecTpa JEKapCTBEHHBIX CPEICTB, HE TO3THEE 4YeM 4epe3 IMATh padoyux THEeH co JHS TOIy4eHHs
YIIOJTHOMOYEHHBIM (peiepabHBIM OPTaHOM MCHOJTHUTENBHOM BIaCTH COOTBETCTBYIONIEH HH(pOpMAIHY.
(B pen. enepanbHbIX 3aK0oHOB 0T 22.12.2014 N 429-®3, ot 02.08.2019 N 297-D3)

2. Cpoku W TOPSAAOK pa3MEIICHUsS YyKa3aHHOW B dYacTh | HacTosmiedl cratbu WHOOpMAIUu
YCTAQHABJIMBAIOTCS YIOJTHOMOUYEHHBIM (peiepaibHbIM OpraHOM HCHOJHHUTENbHOW Biactu. MHpopmanms,
yKa3aHHasg B 4acTH | HACTOALIEH CTaThbu, SBISETCS OTKPBHITON M OOIIEAOCTYNHON U MPEAOCTaBIsEeTCS
3aMHTEPECOBAHHBIM JIMLIAM B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoi Penepannu.

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

Mnasa 7. KMMHUWYECKUE UCCNEOOBAHUA NIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NPOBEAEHUU, NPABA NALMEHTOB, YYACTBYIOLLUUX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHunyeckue wuccnegoBaHus JIeKapCTBeHHbIX npenapatoB AOns
MeaAULMNHCKOro npumMmeHeHusA

1. KnuHndeckue uccieoBaHUs JIEKAPCTBEHHBIX MpENapaToB A MEIUIIMHCKOTO NMPUMEHEHUs, B
TOM YHCJIC MCKAYHAPOAHBIC MHOT'OLICHTPOBLIC, MHOTOLCHTPOBBIC, MOCTPCTUCTPALUOHHBIC, ITIPOBOAATCS B
OJHOW MJIM HECKOJIbKMX MEIMIMHCKUX OpPraHM3alUsAX B COOTBETCTBMM C IpaBUIaMU HaJJleKallein
KJIIMHUYECKON MPAaKTUKHU, YTBEP>KJIEHHBIMU YIIOJHOMOYEHHBIM (e1epaIbHbIM OPIaHOM HMCIOJIHUTEIbHOU
BJIACTH, COOTBETCTBEHHO B CJICAYIOUINX LIEJAX:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) YCTAHOBJICHUC 0e30IMacHOCTH JICKAPCTBCHHBIX ITPEIIApaTOB JISI 3T0OPOBBIX I[O6pOBOJ'IbI_I€B u (I/IJ'II/I)
MNEPEHOCUMOCTH UX 3JOPOBbBIMU I[O6pOBOJ'IBIIaMI/I, 3a UCKJIIOYCHHEM TaKUX HCCIICIOBaHUM JICKApPCTBCHHBIX
npemnaparos, IIPONU3BCACHHBIX 3a IMPCACIIaMHA Poccuiickoi CDez[epauHH;

2) noad0p ONTUMAJIBHBIX JIO3UPOBOK JIEKAPCTBEHHOTO Iperapara U Kypca JIeUeHUs ISl MalUeHTOB
C OIpeJeJIeHHbIM 3a00JIeBaHUEM, ONTUMAIBHBIX /03 U CXEM BaKIMHALUMU HMMYHOOHOJIOIMUYECKUMHU
JIEKapCTBEHHBIMU IperapaTaMy 3I0pOBbIX JOOPOBOJIBIIEB;

3) ycraHoBieHHE 0€30MaCHOCTH JIEKApCTBEHHOT0 MpenapaTa u ero 3pQeKTUBHOCTH I MallUEeHTOB
C ompeaencHHbIM 3a0osieBaHHeM, NpoduIakTudecko dS(HPEKTUBHOCTH HMMYHOOMOJIOTHYECKUX
JIEKapCTBEHHBIX MPENapaToB AJIs 37J0POBBIX 100POBOJIBIIEB;

4) uzyueHue BO3MOKHOCTH PACUIMPEHUs MOKAa3aHUN JIJIsl MEAUIIMHCKOTO IPUMEHEHHUSI ¥ BBISIBICHUS
paHee HEU3BECTHBIX MOOOYHBIX IEHCTBHI 3apeTUCTPHUPOBAHHBIX JIEKAPCTBEHHBIX MTPETIApaTOB.

2. B otHOmIEHNHN BOCITPOMU3BCACHHBIX JICKAPCTBCHHLIX MTPCIIapaToB I MEAUIIUHCKOTO IIPUMEHCHUSA
MMPpOBOAATCA HCCICAOBAHUA OHMOA’KBUBAJICHTHOCTH U (I/IJ'II/I) TepaHCBTI/I‘{CCKOI‘/JI OKBHBAJICHTHOCTH B
MOpAAKE, YCTAHOBJIICHHOM YITOJTHOMOUYCHHBIM q)ejlepaJ'H)HI)IM opraHomM HCIIOJIHUTEILHOMN BJIACTH.

3. OpF AHU3alUIl0 TPOBCACHUA KIMHUYCCKUX HCCHC,Z[OB&HI/II‘;I JICKAPpCTBCHHOTO TIIpf€riapara IJId
MCIUIHUHCKOI'O IPpUMEHCHUS BIIPABC OCYIICCTBIIATE!:

1) pa3paOoTuMK JIEKapCTBEHHOTO MpernapaTa UK YIIOJIHOMOYEHHOE UM JIUIIO;
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2) oOpazoBaTenbHBIC OpraHU3alMd BhICHIET0 O00pa30BaHUS, OpPraHMU3ALUU JIOTOJIHUTEIHLHOTO
po¢eCCHOHAIIBHOTO 00pa30BaHUs;
(. 2 B pea. @enepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) HAaY4YHO-HUCCJIICAOBATCIIbCKUEC OpraHru3alu.

4. KiuHWYECKHE WCCIEeIOBaHUS JICKApPCTBEHHOTO TNperapara Ui MEAMIIMHCKOTO MPUMEHCHHS
MIPOBOJATCS HAa OCHOBAaHUHU PAa3pEUICHUS Ha MPOBEACHHE KIMHUYECKOTO MCCICAOBAHUS JICKAPCTBEHHOTO
mpemapaTa, BBIJAHHOTO  YIOJHOMOYECHHBIM  (helepadbHbIM OPraHOM HCIIOJIHUTEIHHOW  BIIACTH.
Y1oIHOMOYCHHBIN (peiepalibHbIM OpraH UCIOJHUTEIBHON BJIACTH BEJACT PEECTP BBIIAHHBIX Pa3pellICHHMA
Ha MPOBEJICHUE KIMHIUYECKUX MCCIICIOBAaHUHN JIEKAPCTBEHHOTO Tperapara, CoJAepKalliii yKa3aHue Ha uX
1eJIb WM 1IeJTH, B YCTAHOBJICHHOM STHM OPTaHOM IOPSIJIKE.

(B pen. deaepanbHbIx 3aK0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

5. ¥Yrpatun cuny ¢ 1 utons 2015 roxna. - @exnepanpHblil 3akoH oT 22.12.2014 N 429-03.

6. K opranuszanuu mnpoBeNeHHUs KIMHUYECKUX HCCIIEIOBaHUM JIEKapCTBEHHOI'O Ipernapara ajs
MEIULUHCKOTO TPUMEHEHUs pa3pabOTYMKOM JIEKApCTBEHHOI'O IIpenapara MOTyT IpUBJIEKAaTbCs
IOPUIMYECKHE JIMIa JI000H OpraHM3allMOHHO-TIPABOBOM  (OpMBI  TpH  yCIOBUM  OOECICUYeHUs
COOTBETCTBHS 3TUX UCCIIEI0BaHUN TpeOoBaHUAM HacTosero denepanbHOro 3aKoHa.

7. KiMHM4YeCKHe HCCIEeNOBaHUs JIEKAPCTBEHHBIX IPENapaToB Uil MEAUIMHCKOIO IPUMEHEHUs
IPOBOJATCS B MEIULMHCKUX OpraHU3alusAX, aKKpPEeIUTOBAHHBIX YIOJHOMOYEHHBIM (eliepaabHbIM
OpraHOM HCIIOJHUTEIBHOW BJIACTU B INOpPAJIKE, YyCTaHOBIEHHOM IlpaBurensctBoM Pocculickon
denepanuu.

8. IlepeueHp MEOUIIMHCKUX OpTraHU3alUi, HUMEIOUMX MpPaBO MPOBOJAUTH KIMHUYECKUE
UCCIIEIOBaHMs JIEKAPCTBEHHBIX IPENaparoB A MEAMIMHCKOTO INPUMEHEHMs, U PEECTP BbIAAHHBIX
paspelieHuii  Ha  IPOBEIACHHE  KIMHUYECKMX  HMCCIEAOBAHMNM  JIEKAPCTBEHHBIX  IpenapaToB
OINyOJIMKOBBIBAIOTCA M Pa3MEIIAIOTCS YHOJHOMOYEHHBIM (peiepalbHbIM OpPraHOM HCHOJHHUTEIbHOM
BJIACTH B YCTAaHOBJICHHOM UM MOpPSJKE HAa CBOEM OQUIMabHOM caiite B cetu "MHTepHeT".

Cratbsa 39. PeweHue o npoBeAeHUN KITMHUYECKOro UccrnenoBaHUA NeKapCTBEHHOro
npenapara ans MeguUUHCKOro NpuMeHeHus
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Knunnyeckoe wnccneqoBaHUE JIEKApCTBEHHOIO Mperapara Uil MEIWIMHCKOTO INPUMEHEHHUs
IIPOBOJUTCS HAa OCHOBAHMM PA3PELICHUs HA IPOBEICHUE KIMHUYECKOIO UCCIIECNOBAHMS JIEKAPCTBEHHOIO
npernapaTa, BBIJAHHOTO YIOJHOMOYEHHBIM (heiepaJbHbIM OpPraHoOM HCIHOJHUTEIbHOM BIIACTH IIO
pe3yabTaTaM 3KCHEepPTH3bl JOKYMEHTOB, HEOOXOMUMBIX JUIS TOJYyYEHHs pa3pelieHHs Ha IMPOBEICHHE
KJIMHAYECKOTO MCCIIEIOBAaHUS JEKAPCTBEHHOIO Ipenapara 1 3THYECKON IKCIIEPTU3BI.

2. I[J'I}I MOJIYUYCHHUA Pa3pCHICHUA Ha IMPOBCACHUC KIIMHUYCCKOI'0 HCCICIOBAHUA JICKAPCTBCHHOTO
npemnapara ajd MCAUIHUHCKOI'0 IPpUMCHCHHA 3aABUTCIIb MMPCACTABISACT B YHOHHOMOLIeHHBIﬁ Q)eglepanbﬁmﬁ
opran HUCIIOJHUTENILHOM BIIACTH:

1) 3asiBIeHUE O BhIJaue pa3pelieHus: Ha IPOBEJeHHE KIMHUYECKOTO UCCIe0BaHUS JIEKapCTBEHHOTO
npernapara JUisi MEAMIIMHCKOTO TPUMEHEHHMS;
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2) KOHnuM JTOKYMEHTOB, MOATBEPKAAIOIIMX YIUIATY TOCYAAPCTBEHHOM MOLUIMHBI 3a IPOBEIECHUE
TUYECKOW HKCIEPTU3bI, AIKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Iperapar Uil MHOJXy4eHHS
paspelieHrss Ha MPOBEACHUE KIMHUYECKOTO HCCICAOBAHUS JIEKAPCTBEHHOIO TpenapaTta JJis
MEIUIIMHCKOTO MPUMEHEHHS, 3a BBIJAaYy pPa3pelieHus Ha IMPOBEICHHE KIMHUYECKOTO HCCIIECTOBAHUS
JICKapCTBEHHOTO TpenapaTa JUisi MEIUIIMHCKOTO IPUMEHEHHUs, 32 MPOBEACHUE IKCIEPTH3bI JJOKYMEHTOB
Ha JIGKapCTBCHHBIM TIpemapar [uisd TIIOJIy4eHHs pa3pelieHus] Ha IPOBEICHHE MEXIyHapOIHOTO
MHOT'OLICHTPOBOI'O KJIIMHUYCCKOI'0 HMCCICAOBAHUA JICKAPCTBCHHOI'O IIpf€rapara ojid MCEIAUIIUMHCKOI'O
OPUMEHEHHs, 3a BbIIAaUy pa3pelieHduss Ha NPOBEIACHHE MEKIYHAPOJHOTO MHOTOIEHTPOBOTO
KIMHAYECKOTO HCCJIENOBAHUS JIEKAPCTBEHHOIO Tpemnapara i MEIUIIMHCKOTO TNPUMEHEHUs, 3a
IPOBEJCHNUE AITUYECKOM OKCIIEPTH3BI, HKCIEPTU3Bl JOKYMEHTOB Ha JIEKapPCTBEHHBIH Ipemapar s
MOJIYYCHHA Ppa3pClICHUA Ha IMMPOBCACHUC TMMOCTPCTUCTPAIMOHHOTO KIIMHHUYCCKOr0 HCCICAOBAHUA
JIEKapCTBEHHOTO Tpernapara Uil MEAWLIUHCKOTO NPUMEHEHHS, 3a BbIAAady pa3peuieHUs] Ha MPOBEICHUE
MOCTPETUCTPAIMOHHOTI'O KIIMHUYCCKOI0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIpriapara OJid MECAWIUHCKOIO
NPUMEHEHHS;

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

3) IIPOTOKOJI KIMHHUYCCKOro HCCICAOBAHUA JICKAPCTBCHHOI'O IIpfliaparta MJd MCEIAUIHUMHCKOI'O
MMPUMCHCHUS

4) Oporrropy rccaea0BaTeNs;
5) nHpOpPMaLMOHHBIH JIMCTOK MALUEHTA;

6) CBCACHMUA 00 ombITe pa6OTBI I/ICCJ'IGI[OBaTeJ'IeI‘/'I MO0 COOTBCTCTBYIOIIHUM CIICHHAJIBHOCTAM U HUX
OIIBITC pa6OTI>I 110 IPOBCACHUTIO KIIMHUYCCKUX HCCHCHOB&HHﬁ;

7) cBemeHHMS O MEIUIWHCKUX OpraHu3alMsX, B KOTOPBIX MPEAINoJaraeTcss IpOBeIeHUE
KIIMHUYECKOTO MCCIIEOBAHUS JICKAPCTBEHHOTO Tperapara JUisi MEIUIIMHCKOTO TMPUMEHEHUs (TIOJTHOE U
COKpaIlleHHOE€ HAaUMEHOBAHUS, OpPraHU3allMOHHO-TIpaBOBas (opmMa, MECTO HaXOXKICHUS H MECTO
OCYIIECTBJICHUS IEATEILHOCTH, TelaedoH, Tenedake, apec IMEKTPOHHOU MOYTHI KaKI0W MEIUITMHCKON
OpraHH3aIlHHN);

8) cBemeHUsT O TMPEANOJNIAraéMbIX CpPOKax TPOBENEHUS  KIMHHUYECKOTO  HCCIIETOBAHUS
JIEKapCTBEHHOTO MpernapaTa il MEIULIUHCKOTO MPUMEHEHUS;

9) xomuio JOroBOopa O0S3aTEIBHOTO CTPAXOBaHMUS, 3aKIIOYEHHOTO B COOTBETCTBHUH C THUITOBBIMHU
MpaBWJIaMU  O0S3aTENBHOTO CTPAaXOBaHMS, C YKa3aHUEM TNPEIeNIbHONM YHCIEHHOCTH TMallueHTOB,
YH4aCTBYIOIIUX B KIMHUYCCKOM HMCCICAOBAHUU JICKAPCTBCHHOI'0 Ipfrapara ajdd MCEAUIUHCKOIO
MIPUMEHEHUS;

10) nadpopManuio 0 cocTaBe JEKapCTBEHHOTO Mpernapara Jijisi MeIUITMHCKOTO MPUMEHECHHUS;

11) mOKyMEHT, COCTaBJIEHHBIM MPOU3BOAMUTENIEM JIEKAPCTBEHHOTO Mpemnapara sl MEIUIUHCKOTO
MPUMEHEHUST W COJEpKallMi MoKazaTenH (XapaKTepUCTHUKH), a TaKKe CBEACHHSI O JIEKapCTBEHHOM
rpernapare  JJisi  MEIUIMHCKOTO IPUMEHEHHUs,, NPOU3BEAECHHOM Ul NPOBEIAEHUS KIMHUYECKHUX
HCCIIEIOBAHNH;

12) CBCACHUSA O AAaTC IMPEAOCTABJIICHHUA W PETUCTPALITMOHHOM HOMCPC JIMIICH3UU Ha MPOU3BOJACTBO
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JICKApCTBEHHBIX CPEJICTB B CIIydae, €CIIU MPOM3BOJICTBO JICKAPCTBEHHOIO IMperapara OCYIIECTBIISETCS B
Poccuiickoit ®Denepanuu, WIX CBEIACHHUS O JaTe NPEAOCTABICHHS W PETUCTPAIMOHHOM HOMEpe
3aKJIFOYEHUST O COOTBETCTBHHM IPOU3BOJAUTENSI JIEKAPCTBEHHOT'O IIpermapara TPEOOBaHUSM IPaBUII
Ha/IJIeKAIIed MPOU3BOJICTBEHHON NPAaKTUKH, NPEAOCTABICHHOTO YIIOJHOMOYEHHBIM OPraHOM CTPaHbI
MIPOU3BOINTEIIS JIEKAPCTBEHHOTO Mperapara.

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

2.1. B cinyyae HeENpeICTAaBICHHs C 3asBICHUEM O BblJAa4e paspelIcHUs Ha IPOBEICHUE
KJIMHUYECKOI'0 MCCIIEOBAHNUS JIEKAPCTBEHHOI'O Ipenapara Ui MeIUIUHCKOI0 IPUMEHEHHs JOKYMEHTOB
(cBeneHuit), MOATBEPKAAIOIIMX YIUIATy TOCYJAapCTBEHHOM INMOLUIMHBI U YKA3aHHBIX B IYHKTE 2 4acTu 2
HACTOsIILEH CTaTbM, a TaKXe BbIJaBaeMbIX (MPEIOCTABISIEMbIX) YIOJIHOMOYEHHBIMU (eaepaabHbIMU
OpraHaMM HCIIOJIHUTEJIBHOM BJIACTU JOKYMEHTOB (CBEIEHHUI), yKa3aHHbIX B MNyHKTe 12 wactu 2
HACTOsIILEeH CTaTbH, YHNOJHOMOYEHHBIN (penepanbHblii OpraH MCIOJHUTEIbHON BIACTHU 3alpalllBaeT
YKa3aHHbIE  JIOKYMEHTbl  (CBEIEHHUS)) B  MOPSJAKE  MEXKBEJOMCTBEHHOTO  MH(POPMAILMOHHOTO
B3aUMOJICHCTBHSI.

(uactsb 2.1 BBeneHa @enepasibHbIM 3ak0HOM OT 27.12.2019 N 478-D3)

3. B cpok, He mpeBbIIaonuil MATH pabounx JHEH co THS MPUHATHS yKa3aHHOTO B MyHKTE | yactu
2 HACTOSIICW CTaThbU 3asiBICHHS M HEOOXOIMMBIX JOKYMEHTOB, YIOJHOMOYCHHBIN (enepaibHbIil opraH
WCIIOJTHUTENIbHON BIIACTH:

1) mpoBOAUT MPOBEPKY IMOJHOTHI U JOCTOBEPHOCTU CBEJIEHUM, COAEPKAILMUXCS B MPEICTaBICHHbBIX
3asBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET PEUICHHE O MPOBEACHUU SKCIEPTU3bl JOKYMEHTOB JUIS MOJYYEHUs pa3pelieHus] Ha
MIPOBEACHUE KIMHUYECKOIO MCCIIEIOBAaHU JIEKAPCTBEHHOIO IIpenapara Juisi MEAULIMHCKOTO IPUMEHEHUS
1 ATUYECKOM 3KCIEePTU3bl UM 00 OTKa3e B MPOBEACHUN YKa3aHHBIX IKCIEPTHU3;

3) YBCAOMISICT B 3HeKTp0HH0171 (bopMe nin Ha 6YMa)KHOM HOCHUTCJIC 3asABUTCIISI O HNPHUHATOM
pEeIICHUN oo B CJIydac NpUHATUSA pCIICHUA 00 OTKa3e TakxKe C YKa3aHHuEM IIPUYIHNH TaAKOIr0 OTKas3a,

4) MOArOTaBIMBACT M HAMPABISET B SKCIEPTHOE YUPEXKIECHHE W COBET MO JTHUKE 3aJaHHe Ha
MIPOBEJICHUE COOTBETCTBYIOLINX IKCIIEPTH3.

4. B ciy4ae BBIABJIEHHUS HEMOJHOTH M (MJIM) HEJOCTOBEPHOCTH HMH(OpMAIMH, colepalieiics B
MIPE/ICTABICHHBIX 3asBUTENIEM JIOKYMEHTaX, YIOJHOMOYEHHBIH (efepanbHblii OpraH HCIOJHUTEIbHOU
BJIACTU HAIPABIISAET 3asBUTEIO 3apoCc 00 YTOUHEHUH yKa3zaHHOM MH(popMmanuu. JJaHHBII 3ampoc MOKeT
ObITh TNEepeaH YIOJIHOMOUYEHHOMY MPEICTaBUTENIO 3asBUTENS JIMYHO TOJ PACHUCKy, HAMpaBieH IO
MOYTe 3aKa3HBIM MMMCHMOM WM TNEpeJaH B AJIEKTPOHHOH (opMe MO TEIEKOMMYHHKAIIMOHHBIM KaHallaM
cBA3U. B ciydyae HampaBiieHHs JaHHOTO 3ampoca IO I0YT€ 3aKa3HbIM IHCHbMOM OH CUMTAeTCs
MOJTyYeHHBIM MO MCTEYEHHM IIECTH JHEeW C JaThl HaIpaBJeHMs 3aKa3HOTO MUChbMa. 3asiBUTENb 00s3aH
MIPE/ICTaBUTh OTBET Ha 3alpoc YINOJIHOMOYEHHOTO (elepalbHOr0 OpraHa HCHOJHUTENbHOM BIACTH B
CPOK, HE MPEBBILAIOINN JIeBTHOCTa pabouuXx aHel co aHs ero nomydeHus. Cpok, yKa3aHHBIA B yacTu 3
HACTOAIIEH CTaThU, MPUOCTAHABIMBAETCS CO JHSI HAIPaBJIEHUS 3asSBUTENIO 3alpoca YIMOJIHOMOYEHHOTO
(benepanbHOro OpraHa UCIOJIHUTENBHOM BIACTH 110 JHS MOJXYYEHHUS UM COOTBETCTBYIOIIETO OTBETA U HE
YUUTBHIBAETCSI TPU HMCUUCICHUU CPOKA TMPHUHATHUS YIOJHOMOYEHHBIM (pelepaJbHbIM  OpraHOM
WCIIOJIHUTENILHOM BIACTH PELIEHUS O MPOBEACHUH SKCIEPTU3bI JOKYMEHTOB /IS ITOJIyYEHHUS pa3peIIeHUs
Ha TIPOBEJIEHUE KIMHUYECKOTO MCCIEA0BAaHUS JIEKAPCTBEHHOrO0 TMpenapara JUisi MEAUIIMHCKOTO
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IMPUMCHCHUS.

5. OcHOBaHMEM JUIsl OTKa3a B MPOBEAEHUMU SKCHEPTU3bI JOKYMEHTOB ISl MOJYYEHHUS Pa3pelICHUs
Ha [IPOBEJEHUE KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOrO Ipenapara sl MEIUIIMHCKOrOo
MIPUMEHEHUSI U HTUYECKOM SKCHEPTU3bl SBISIETCS MPEICTABICHUE JOKYMEHTOB, MPEAYCMOTPEHHBIX
4acTbl0 2 HACTOSILEH CTaTbH, B HEIOJHOM OOBEME, HEIPEICTABICHHUE 3asBUTEIEM B YCTaHOBJIECHHBIN
CpPOK OTBETa Ha yKa3aHHBIM B 4YacTH 4 HACTOSIIEH CTaThbU 3alpoC YINOJIHOMOUYEHHOro (heaepaabHOro
OpraHa HCIOJHHUTENIBHON BIAcTW JIMOO OTCYTCTBHE B IPEICTABICHHBIX JOKYMEHTaX HCUEPIIBIBAIOIIETO
nepeyHs: HeoOXxoAuMon uH@opmanuu Wik UHGOPMAIUHU, KOTOpas JOJDKHA OBITh OTpakeHa B HHX, a
TaKXKe OTCYTCTBHE HH(OPMALMHU, IMOATBEPXKAAOMEH (DaKT ymiaaTkl rocylapcTBEHHON MONUIMHBL 3a
MIPOBEACHUE 3TUYECKOW SKCHEPTU3bl, SKCHEPTHU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM MNpemnapar i
IIOJIyYEHUsl pa3pellieHus] Ha MPOBEJICHUE KIMHUYECKOIO MCCIIE0BAaHUS JEKapCTBEHHOIO IpernapaTa A
MEIULHUHCKOTrO MPUMEHEHHUs, 32 BbIJAUy pa3pelieHUs] Ha IMPOBEACHUE KIMHUYECKOTO HCCIEAOBaHUS
JIEKapCTBEHHOI'O Ipernapara i MEIULUHCKOTO IPUMEHEHHUS, 3a IMPOBEACHHUE 3KCIEPTU3bl JOKYMEHTOB
Ha JIEKAPCTBEHHBIM IMpenapar s [OJYyYEHMs pa3pellieHuss Ha MPOBEICHHE MEXIYHapOIHOIO
MHOTOIIEHTPOBOTO KJIMHMYECKOTO HCCIIEIOBaHUsS JIEKapCTBEHHOIO IIpernapara s MEIUIIMHCKOro
MIPUMEHEHHUsI, 3a BbIJAYy pa3pelieHHs] Ha M[POBEJCHUE MEXKIYHAPOJHOIO MHOTOIIEHTPOBOTO
KJIIMHUYECKOIO0 HCCIIEOBaHMs JIEKAPCTBEHHOI'O IIpernapara Uil MEIULMHCKOr0 IPUMEHEHMs, 3a
MIPOBEACHUE 3TUYECKOW SKCHEPTU3bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKApPCTBEHHBIM Ipenapar ajs
[IOJIyYEHUSl pa3pelleHHs] Ha MPOBEACHHE IOCTPETUCTPALMOHHOTO KIMHUYECKOIO HCCIIEIOBAHUS
JIEKApCTBEHHOI0 Ipernapara s MEIULMHCKOrO0 NMPUMEHEHHMs, 3a BblJayy pa3peuieHusi Ha IPOBEICHUE
MIOCTPETUCTPALIMIOHHOTO KIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOIO IpernapaTa s MEAMIIMHCKOIO
MIPUMEHEHUS.

6. IlpoBenpeHme OKCHEpPTU3bl JOKYMEHTOB JUIsl TOJYYEHHS pa3pelieHuss Ha TMPOBEACHUE
KJIMHUYECKOTO MCCJIEI0BAHMS JIEKAPCTBEHHOIO IpernapaTa Jijisi MEAUIIMHCKOTO MPUMEHEHHS U 3TUYECKON
9KCIEPTHU3BI, COCTABIIEHNE KOMUCCUEH IKCIIEPTOB M COBETOM I10 ITUKE 3aKITFOYCHUN O BOSMOKHOCTH WJTH
HEBO3MOKHOCTH MPOBEICHUS TAKOTO KIMHUYECKOIO MCCIEAOBAaHUSI U HAIpaBJICHUE 3THX 3aKIOYEHUHN B
YIOJHOMOYEHHbIN (efepanbHblii OpraH MCIOJHUTEIbHOW BIACTH OCYLIECTBISIIOTCS B CpPOK, HE
MPEBBIIIAIONINA TPUALIATH PAaOOYMX JHEH CcO AHS TMOJMYYSHHs] SKCIEPTHBIM YUPEKICHHEM 3aJaHUS
YIOJIHOMOYEHHOTO (eepaqbHOTO OpraHa HCHOJHUTEIBHON BJIACTH C MPUIOKEHUEM JTOKYMEHTOB,
yKa3aHHbIX B TyHkTax 3, 4, 10 m 11 wactu 2 HacTosed CTaTbd, U COBETOM IO JTHUKE 3aJaHUS
YIOJIHOMOYEHHOTO (peepaqbHOTO OpraHa HCIOJHUTEILHON BJIACTH C MPUIOKEHHUEM JOKYMEHTOB,
yKa3aHHBIX B MyHKTax 3 - 6, 8 1 9 wacTu 2 HacTOSAIICH CTAThU.

7. B cpok, He TIPEBBIMAONINN TATH pabO4YNX THEH CO JTHA MOTy4YeHUs 3aKIIOUYEHUN, YKA3aHHBIX B
gacTu 6 HACTOsIIEH CTaThH, YIIOJTHOMOYEHHBIHN (eiepalbHbIi OpraH NCIOTHUTEIBHOM BIACTH:

1) OCYHICCTBJIACT OLCHKY NOCTYITUBIINUX 3aKITFOUCHUM IJIg onpeACICHUA NX COOTBETCTBHUA 3aJaHUAM
Ha NPOBCACHUC COOTBCTCTBYIOIIUX SKCIICPTU3;

2) NpuUHUMAET peUIeHHe O BbIJaue pa3pelleHus Ha MPOBEACHHE KIMHUYECKOTO HCCIEAOBAHUS
JIEKapCTBEHHOTO Tpernapara il MEIUIUHCKOIO NPUMEHEHHs WIM 00 OTKa3e B BblJaue yKa3aHHOTO
paspelleHus;

3) BbIIACT PA3pCUICHUC HA MPOBCACHUC KIIMHUYCCKOI'O MCCICAOBAHUA JICKAPCTBCHHOI'O IIPCIiapara
AJd MEOUOUHCKOrO MPHUMCHCHUS HWIIM PCHICHUC 00 OTKa3e B BbIJIAYC YKA3aHHOT'O pa3pClICHuA C
YKa3aHHUEM IIPUYIHNH OTKa3a.
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8. OcHOBaHUEM JUIs OTKa3a B BblJaye Pa3pelICHUs] HAa MPOBEACHHUE KIMHUYECKOTO HCCIEIOBaHUS
JIEKApCTBEHHOIO IIpenapara Uil MEAULMHCKOIO IIPUMEHEHUS ABIIACTCA HATUYKME 3aKII0YEHUs KOMUCCHUU
JKCIIEPTOB WJIM 3aKJIIOYEHUS COBETa II0 3THKE O HEBO3MOKHOCTU IIPOBEICHUS KIMHHYECKOIO
UCCIEAOBAHMUA JICKApCTBEHHOIO IIpenapara i MEAMIMHCKOIO IIPUMEHEHHS 110 pe3yiabTaTaM
IIPOBEJIEHHBIX 3KCIEPTU3, IPELYCMOTPEHHBIX YacThiO 6 HACTOSALIEH CTAaThU.

9. Pemenne 00 oTka3e B MPOBEACHUHM DKCIEPTU3BI JOKYMEHTOB JIJISl TOJIYYCHHS Pa3pelICHUs] Ha
MPOBEACHUE KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO Mpenapara Jjisi MeIUIIMHCKOTO TPUMEHEHUS
W OTUYECKON OJKCIEPTU3bl W B BBIJAY€ pa3pelieHUs Ha MPOBEACHUE KIMHUYECKOTO HCCISAOBaHUS
JIEKapCTBEHHOTO TIperapaTta sl MEAWIIMHCKOTO TPUMEHEHUST MOXKET OBITh 00)KAJIOBaHO B TOPSIKE,
YCTAHOBJICHHOM 3aKOHOJATeILCTBOM Poccuiickoi denepanuu.

CraTtba 39.1. 3Tnyeckas akcnepTmusa
(BBeneHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. Otrueckas OKCIICPTHU3a MPOBOAUTCA COBETOM 110 3THUKE, CO3JAaHHBIM B MOPAAKEC, YCTAHOBJICHHOM
YIIOJIHOMOYCHHBIM (I)C,ZlepaJ'IBHBIM OpraHnomM HCITOJIHUTEILHOMN BJIaCTH, B LCJIX BbIJA4YM 3aKIHOYCHUA 00
STHYECKON 000CHOBAHHOCTH BO3MOXKHOCTH MMPOBCACHUA KIIMHUYCCKOTIO MCCIICAOBAHUSA JICKAPCTBECHHOI'O
mnpceriaparta 11 MCAUIUHCKOI'O IIPUMCHCHH .

2. DKCepTaMu COBETa MO ATUKE MOTYT OBITh MPEICTABUTEIH MEIUITMHCKUX OpraHU3aIuii, HAyIHbIX
opranmzainuii, 00pa30BaTeNbHBIX OpPraHMU3AIMi BBICHIETO OOpa30BaHMs, a TaKkKe MPEICTaBUTENN
OOIICCTBEHHBIX OPTaHU3AINNA, PEIIMTHO3HBIX OPTaHU3AIMI U CPEJICTB MacCcOBOW mH(popMaruu. J[aHHbIC
SKCIIEPTHl HE JIOJDKHBI HAXOAUTHCA B KAaKOW-THOO 3aBHUCHMOCTH OT Pa3pabOTYMKOB JIEKAPCTBEHHBIX
MPENapaToB U APYTrUX JIMI, 3aUHTEPECOBAHHBIX B PE3YJIbTATAX 3THUYECKON IKCIEPTU3HI.

3. Ommara yciayr 53KCIEpTOB COBETa MO 3THUKE OCYIIECTBISETCS Ha OCHOBAaHUHU JIOrOBOpA,
3aKJTIOYEHHOTO MEXIY YIOJHOMOYEHHBIM (hefiepaibHBIM OPraHOM HCIIOJHHUTENIBHOW BIIACTH, KOTOPHIM
CO3/IaH COBET TO JTUKE, U OHKCIEPTOM COBETa IO OJTHKE, 3a CYET OIJKETHBIX AaCCUTHOBAHMUIA,
MPEAYCMOTPEHHBIX YIIOJTHOMOUYEHHOMY (heZiepalbHOMY OpraHy HWCIOJHUTEILHON BIACTH, KOTOPBIM
CO3/IaH COBET IO 3TUKe, B (efeparbHOM OIO/KETe Ha COOTBETCTBYIOIIMN ToJ Ha oOecredyeHue ero
NEATEIIbHOCTH, B pa3mepax, ycraHoBieHHbIX [IpaBurensctBoM Poccuiickoit denepanum.

4. DKcnepTbl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATEIHCTBOM
Poccuiickoit ®enepanuu.

5. CocTaB coBeTa 10 3THKE, MOJIOKEHHE 00 STOM COBETE, MOPSIIOK €ro AesTeIbHOCTH, TpeOOBaHUS K
KBATH(UKAIIMKI U OMBITY PAaOOTHI TIO IKCIIEPTHOM OIIEHKE HAYYHBIX, METUIIMHCKUX ¥ ATHYECKUX aCIIEKTOB
KIMHUYECKUX  HMCCIICJOBAHUM  JICKAPCTBEHHBIX NPENApaToB JUII MEIUIMHCKOTO INPUMEHEHHS,
NPEIBbABISIEMBIE K JKCIEpPTaM COBETA MO 3THKE, MOPSJIOK OpPraHu3alMu W TPOBEICHHS ATUYECKOU
SKCIepPTHU3bl, (hopMa 3aKITIOYCHHUS COBETA O STUKE YCTAHABIMBAIOTCS YIMOJIHOMOYEHHBIM (helepaabHbIM
OpPraHoM HCIOJIHUTEIbHONW BJACTH. YUHCIIO MpeacTaBUTENEH MEAMIIMHCKUX OpPraHu3alfil HE MOXKET
MPEBBINIATH MOJOBUHY OT OOIIETO YHMCIIa IKCIIEPTOB COBETA MO ITHKE.

6. Uudopmanust o coctaBe coBeTa MO 3THKE, IJIaHAX €ro padoThl W TEKyIIeH AeATeIbHOCTU
pa3memniaercs Ha OQUIMATBPHOM CaiTe YMOJHOMOUYEHHOro (eaepanbHOro opraHa HCIOJTHUTENbHON
BJIacTH B ceTu "MHTEpHET" B yCTAaHOBIEHHOM UM MOPSIJIKE.
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Cratbsa 40. lNpoBeaeHMe KNMHUYECKOro UccrieqoBaHUA NeKapCTBEHHOro npenapara
ANnsa MeAuLMHCKOro NnpuMeHeHus

1. PykoBoauTenb MEAMLMHCKOW OpraHM3allud, KOTOpas MPOBOAMUT KIMHUYECKOE HCCIEeIOBaHHE
JEKapCTBEHHOIO  Ipemapara s  MEAMLIMHCKOIO  INPUMEHEHMs, Ha3HauyaeT  MCCIeA0BaTes,
OTBETCTBEHHOI'0 3a IIPOBEJCHHE TAKOIr0 MCCIECIOBaHUS M HMEIOIIEro Je4yeOHYI0 CIEeHUabHOCTD,
COOTBETCTBYIOLIYIO IPOBOAMMOMY KIMHUYECKOMY HCCIEI0BAaHUIO JIEKAPCTBEHHOrO IIpernapara, co
cTakeM palOOoThl MO IpOrpaMMaM KIMHUYECKHX HMCCIEJOBAHUM JIEKAPCTBEHHBIX MpENapaToB HE MEHee
4YeM TpU TOJAa M IO €ro IMPEUIOKCHHIO Ha3HAa4yaeT COMCCIIEOBAaTeIed M3 4YucCla Bpadel HTou
MEIULUHCKONW OpraHU3alHH.

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

2. Hccnenosarenb OCYHICCTBJIACT BBI60p MMamUCHTOB, KOTOPBLIC 110 MCAUIHMHCKUM IIOKa3aHUAM
MOTYT OBITH IMPUBJICYCHBI K Y4YaCTUIO B KIMHHUYCCKOM HCCIICAOBAHWH JICKAPCTBCHHOI'O IIpCriapara IJid
MCAULTUHCKOI'O IIPUMCHCHU .

3. UccnegoBaTrenr ©  COHMCCIIEAOBATCIIM  JTOJDKHEI OBITb O3HAKOMIICHEI C pe3yibTaTaMu
JOKIINHHUYCCKOI'O HCCICOOBaAHUA JICKAPCTBCHHOI'O CpCacCTBa, COACPIKAIIUMUCA B 6p0LHIOpC
HCCIICO0BATCIIA, INPOCKTOM IPOTOKOJIA KIIMHUYCCKOI0 HCCICAOBAHHMA JICKAPCTBCHHOI'O IIperiapara IJId
MCAUIHUHCKOI'O IMPHUMCHCHUA, p83pa6OTaHHLIM p33pa6OT‘lI/IKOM JICKAPCTBCHHOI'O IIpfIllapaTa HJIM HMHBIM
OPUIUYCCKUM JIMIOM, IIPHUBJICKACMBIM K OpraHu3alliid IMIPOBCACHHA KIMHUYCCKOIO HCCICAOBAHUA
JICKApCTBCHHOI'O Ipfrapara I MCEAULIUHCKOrO IMPHUMEHCHUSA, U APYTUMH MATCpUalaMHU TaKOIro
HUCCICIOBAaHUS.

3.1. PykoBoauTeNnb MEAUIIMHCKONW OpPraHU3allui B CPOK, HE MPEBBIIAIONINI TpeX pabo4yux JHEU co
JTHSL Hayaja MPOBEACHUS KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOTO Tpernapara JIjisi MEIUIIMHCKOTO
MPUMEHEHHs, coo0IIaeT 00 3TOM B YINOJHOMOYEHHBIN (hefepaibHbIi OpraH HMCIOJHUTEIHHON BJIACTH,
BBIJIABIIUH pa3pelleHre Ha MPOBEACHUE TaKOTO UCCIIEI0BAHMS, TI0 YCTAHOBJICHHON UM (popme.
(uactp 3.1 BBeneHa denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYHIECTBISIOIIAE OPraHU3ALUI0 IPOBEJCHMS KIMHUYECKOIO HCCIEI0BaHUS
JIEKapCTBEHHOI'O IIpenapaTta Uil MEIULUHCKOIO NPUMEHEHUs W yKa3aHHble B 4YacTH 3 crTaThu 38
Hacrosero deaepanbHOr0 3aKOHA, B Cllydyae HEOOXOJUMOCTH BHECEHMsS] M3MEHEHHHl B IPOTOKOI
KJIMHUYECKOT'O MCCIIE0BAHUS JIEKAPCTBEHHOI'O Ipernapara JiUisi MEAULMHCKOTO MPUMEHEHHUS COOOIIA0T
00 3TOM B YIIOJIHOMOYEHHBIN (efiepanbHbIi OpraH WCIOJHUTEIBHON BIACTH, BbIIABIINI pa3pelleHue Ha
MIPOBE/IEHUE TAKOTO MCCIIEIOBAHNUS, 10 YCTAHOBJIEHHON UM (hopme.

(B pen. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. <D0pMa COO6H.ICHI/I${ O BHECEHMH H3MCHEHHUN B MPOTOKOJI KIIMHHUYECKOIO HCCICIOBAHUA
JICKApCTBCHHOTO ITperiapara JJisd MCAUIIUHCKOI0 IPUMEHCHUA JOJKHA COACPKATE CIICAYIOIMNE CBECACHUA:

1) HauMeHOBaHue, NACHTU(DUKAIIMOHHBIA HOMEpP U J]aTa IPOTOKOJIa KIIMHUYECKOTO UCCIIE0BaHUS;
2) nata BHECEHUSI U3BMEHEHUHN B IPOTOKOJ KIMHUYECKOTO HCCIEI0BAHNUS;
3) HaMMEHOBaHUE U MECTO HAXO0KJEHUS 3asBUTEIIS,

4) HaMMEHOBaHWE OpraHU3allMU, NMPUBJICYEHHON pa3pabOTUYMKOM JIEKAPCTBEHHOI'O Ipenapara K
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opranm3anuvu MMpoBCACHUA KIIMHUYCCKOI'O UCCIICAOBAHUA (HpI/I HaHI/I‘-II/II/I);

5) HaAaHMMCHOBAaHUsI M MECTa HaAXO0XIACHHA MCIHUIHMHCKHX OpFaHHSaHHﬁ, B KOTOPBIX ITPOBOIAUTCA
KIMHUYCCKOC NCCICIOBAHUC,

6) nmara BBIJAYM pas3pelleHHs Ha IPOBEACHHE KIMHUYECKOTO HCCIEIOBAaHHSA W HOMEp 3TOrO
pa3pelIeHus;

7) U3MEHEHUs, BHOCHMBIE B IPOTOKOJI KIIMHUYECKOI'O UCCIIEI0OBAHHUS.
(uactsb 4.1 BBeneHa @enepasbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He mpeBbIIAIIMN TpUAATH Pab0YMX THEW CO JHs MOJyYeHUs YKa3aHHOTO B yacTu 4
HACTOSIIIEH CTAaThU COOOIEHHS, YIIOJIHOMOYEHHBIH (efepaabHblii OpraH HCHOJHHUTEIBHOW BIACTH
paccMaTpuBaeT 3TO COOOIIEHHE B YCTAHOBIEHHOM UM TOPSAKE M MPUHUMAET pEIIeHHE O BHECEHUU
W3MEHEHUH B MPOTOKOJ KJIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOrO Ipernapara JUuisi MEAUIIMHCKOTO
NpUMEHEeHUs uid 00 OTKa3e BO BHECEHWM Takux u3MeHeHuil. llpu paccmoTpeHuu cooOuieHUs o
HEOOXO/MMOCTH BHECCHHMS HM3MEHEHHWH B TPOTOKOJ KIMHMYECKOTO HMCCIIEOBAHUS JICKAPCTBEHHOTO
mpemapata Ui MEIWLUUHCKOTO MPUMEHEHHs B LENSX OLEHKHM OOOCHOBAaHHOCTU MpeAJiaraeéMbIX
U3MEHEHUN U ONpeesieHUs] CTENEHH PUCKA JUIsl MAlMEHTOB, MPUHUMAIONIMX YYacTHE B KIMHUYECKHX
UCCIICIOBAHMAX, YIOJIHOMOYEHHBIM (efepaibHbiM OpPraHOM HCIOJTHHUTEIBHOW BJIACTH  MOTYT
IIPUBJIEKATHCSI KCIIEPTHI COBETA 1O ITUKE.

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

6. Knmnuyeckoe wucciaegoBaHUE JIEKAPCTBEHHOIO IMperapaTta JUisi MEIUIMHCKOTO MPUMEHEHHS
MOKET OBITh MPHOCTAHOBIEHO WM MPEKpaIIeHO, €CM B Mpolecce €ro MpoBeIAeHHs OOHapyKeHa
OMACHOCTh JIJIS JKU3HH, 3J0POBbS MALIMEHTOB. B cilydyae BO3HMKHOBEHUS OMACHOCTH ISl )KU3HH, 3/I0POBBS
MAlMEHTa, YYACTBYIOILETO B KJIMHAYECKOM MCCIEIOBAHUM JIEKAPCTBEHHOIO Ipemnapara s
MEIUIIMHCKOTO TPUMEHEHHS, HCCIENOBaTeIN 00s3aHbl MPOMH(OPMHUPOBATE 00 3TOM PYKOBOJUTENS
MEIMIMHCKOM OpraHu3allii W  OpraHU3alrio, I[OJIYYMBIIYK) pPa3pelieHUuE  YIIOJIHOMOYEHHOIO
(dbenepaibHOTO OpraHa WCIOJHHUTEIIBHOW BJIACTH Ha OPraHU3alyio MPOBEACHUS KIMHUYECKOTO
HCCIIEIOBAHUS JIEKAPCTBEHHOIO Ipernapara. Penenre o mpuocTaHOBIEHUH KIMHUYECKOTO UCCIIEI0BAHUS
JIEKapCTBEHHOTO Mpernapara i MEAULIUHCKOrO MPUMEHEHUS MPUHUMAIOT PYKOBOJAUTEND MEIUIIMHCKOMN
OpraHu3alyy 1 (MJI1) OpraHu3alus, MOJTY4YHBIas pa3pelieHrne yIoJIHOMOYEHHOTO (heaepaabHOro opraHa
WCTIOJIHUTEIbHON BJIACTH HAa OPTraHU3alMI0 MPOBEACHUS KIMHUYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOIO
rpernapara il MEIUIMHCKOTO IIPUMEHEHUs, PEIIEHME O MPEKPALlEHUU TaKOro HCCIEeI0BaHuUs
MIPUHUMAET YIIOJTHOMOYEHHBIN (DeiepanbHbIi OpraH WCIIOTHUTEIHHONW BJIACTH Ha OCHOBAHUHU COOOIIICHUS
B THCHBMEHHOW (opMme PyKOBOIUTENS MEIUIIMHCKOM OpraHu3allid WM OpraHu3alus, MOJy4YHBIIAs
paspelieHrue YIoJHOMOYEHHOro (¢efepalbHOr0 OpraHa HCIHOJHUTENbHOM BIAaCTHM Ha OPraHU3allUIo
MPOBEICHUS KIMHUYECKOTO0 UCCIEA0BAHUS JIEKAPCTBEHHOTO Ipenapara il MEAUIMHCKOTO IPUMEHEHHUS.

7. B cpok, He MpeBbIIAIUNA NATH padoYnX AHEW CO JHS 3aBEepIICHUs, TPUOCTAHOBIEHUS WU
MIpEKpalICHUsI KIMHUYECKOIO HCCIENOBAHMS JIEKAPCTBEHHOIO IIpemapara Uil  MEAUIMHCKOIO
MIPUMEHEHHUsI, COO0IeHne 00 3TOM HampaBiseTcsl OpraHU3alMsIMH, YKa3aHHBIMH B 4acTu 3 craThu 38
Hacrosero denepanbHOro 3aKoHa, B YIIOJIHOMOUYEHHBIN (eliepaibHbIil OpraH UCIOJTHUTEIBHONW BIACTH
10 YCTaHOBJIEHHOU UM (opMe.

8. d)opMa COO6H.ICHI/I$I O 3aBCpIICHHHU, IMPUOCTAHOBJIICHUHU WU MNPCKpAICHUN KIMHHUYCCKOI'O
HCCIICO0BaHMA JICKAPCTBCHHOI'O IIp€riapaTta Al MEAUIUHCKOTO ITPUMCHCHUA NOJIKHA COACPKATh:
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1) uadopmanyo 0 MEAUIIMHCKOW OPTaHU3AINH WA MEIUIIMHCKAX OPTaHHU3AIHIX, MPOBOIUBIINX
JJaHHOE UCCJIeOBaHUE;

2) onucaHue JAaHHOTO UCCIIEIOBAHMUS;

3) nanHble uccienoBaress (pamMuivsi, WMs, OTYECTBO, MECTO pabOThI, 3aHUMaeMasi JTOJHKHOCTD,
CHEIMAILHOCTh, CTaX pabOThl MO MporpaMmaM KJIMHHYECKUX WCCIEAOBAaHUN JIEKapCTBEHHBIX
MpernaparoB, TEepeYeHb KIMHUYECKUX HCCIICOBAHUN JICKApPCTBEHHBIX MPENapaToB, B KOTOPBIX OH
NpUHUMAIT ydacTue (MIEPUO/Ibl YUaCTHsI) B KQUEeCTBE UCCIIE0BATEIS WIIM COUCCIIEIOBATENs);

(B pen. @enepanpHoro 3akoHa ot 11.10.2010 N 271-D3)

4) pe3yapTaT JAaHHOI'O MCCIEA0BAaHUS (3aBEpILECHUE, IPUOCTAHOBIIEHNE WU NIPEKPAIlEHUE JTAaHHOT O
UCCJIEJOBAaHMS C YKa3aHWEM MX IPUYUH M BIHMSHUS HA OIICHKY €r0 Pe3yJbTaToB, OOIIYIO OIEHKY pPUCKA U
OXHMJAEMON TIOJNIB3bl OT IPHUMEHEHUS HCCIEeIyeMOro JIeKapCTBEHHOrO IIpemapara, a TakKxke
npeArnoaracMple NanbHEHIe 1eHCTBUSA).

8.1. Ilpu BbISIBICHUH (QeAepaTbHBIM OPraHOM HWCIOJHUTEIBHON BIIACTH, OCYIICCTBISIOMINM
(GYHKIIMK 10 KOHTPOJII0O M HAa30py B cdepe 3apaBOOXpaHCHHS, HAPYIICHUH NpaBUIl HaJJISKaIIeH
KJIIMHHYECKOU MPAKTUKH IIPU MPOBCACHHUHN KIIMHUYCCKOI0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIpCIiapara,
BJIMSIFOIIMX HA TOJIHOTY W (WMJIM) JOCTOBEPHOCTH JIAHHOTO KJIIMHUYECKOTO HCCIICJOBAaHUS, YKa3aHHbBIN
q)eI[epaJH)HI)If/'I opran HCHOJHUTEIbHON BJIACTU MMPUOCTAaHABJIMBACT MPOBCACHUC NAHHOTO KIIMHHUYCCKOI'O
WCCIICIOBAHMSI MU BBIHOCUT MEIHMIIMHCKON OpraHHW3alud, B KOTOPOH MPOBOJUTCS JaHHOE KIMHUYECKOE
UCCIIeIOBAaHMEe, TMpeanucaHue o0 yCTpaHEHWHM BBIABICHHBIX HapymeHuil. [lpm HeycTpaneHuu
MEIUIMHCKOW OpraHu3alveil BBISABICHHBIX HApYIICHUH B YCTAHOBJICHHBIH B NPEIANMHCAHUH CPOK
YKa3aHHbI (enepaibHbIil OpraH MCHOJIHUTENbHOM BIIACTH IMPUHUMAET pEIIEHHWE O MpeKpaleHuu
MIPOBEJICHUS] KIMHUYECKOTO HCCIIEIOBAaHMS JIEKAPCTBEHHOIO MperapaTa M HampaBisieT B (enepalbHbIi
OpraH HCIIOJIHUTENbHON BJACTH, OCYIIECTBISAIOIUN (QYHKIMM 10 BbIPAaOOTKE U peanu3aluu
rOCy/IapCTBEHHOW TOJUTHUKA U HOPMATHBHO-TIPABOBOMY PETYIMPOBAHHUIO B cdepe 3IpaBOOXpaHEHUS,
3aKJIIOYCHHUEC O BBIABJIICHHUU IIPU MMPOBECACHHUU JAHHOI'O KIMHHUYCCKOI'O0 MUCCICAOBAaHUA HapymeHHﬁ IIpaBuil
HaJJIeXaleld KIMHUYECKOW IPAKTUKY JUIS IPUHATHS PElIeHUs] 00 OTMEHE pa3pelieHus] Ha OpraHu3aIuio
MPOBCACHUA JAHHOTI'O KIIMHHUYCCKOIO HCCICAOBAHHA C IOAThlI NPUHATUA PCIICHHUA O IMPUOCTAHOBJIICHHUU
MPOBEJICHUS KJIMHIUYECKOTO MCCIe0OBaHUS JIEKapCTBEHHOT O TIpernapara.

(dactb 8.1 B pen. denepanpuoro 3akona ot 13.07.2015 N 241-D3)

9. VnonHoMmMo4eHHBIH (enepanbHBIi  OpraH HCHOJHUTEIbHON BJIACTH OMYyOJIMKOBBIBAET U
pasMeniaer Ha CBoeM oduIuaibHOM caiite B ceth "MHrepHer" cooOlieHne O 3aBeplleHuH,
MPUOCTAHOBIICHUHM WJIM TPEKpalleHMH KIMHUYECKOrO HCCIEIOBaHUs JIEKAPCTBEHHOTO Ipernapara ajs
MCIUIUHCKOI'o MpUMCHCHUA B CPOK, HE HpeBBIHIaIOHH/Iﬁ IIATH pa60q1/1x }IHefI CO JIHA €T0 IOJYy4YC€HUA, B
YCTQaHOBJICHHOM UM TOPSIIIKE.

10. YmomHOMOYeHHBIH (enepanbHbIi OpPraH HCIOTHUTEIBHOM BIIACTH OCYIIECTBISECT BEICHHE
peecTpa ucciaenoBareield, TpOBOASIIMX WK IPOBOJAUBIINX KJIMHUYECKUE UCCIEN0BAHUS JIEKAPCTBEHHBIX
MpEenapaToB i MEIUIIMHCKOTO NMPUMEHEHUS, B COOTBETCTBHUU C YTBEPKICHHBIMH MM IpaBUIaAMU U
pa3Melniaer ero Ha cBoeM oduuuaibHOM caiite B ceTn "MHTepHET" B YCTAaHOBIEHHOM UM MOPSIKE.
VYkazaHHBIN peecTp CONCPKUT HHPOPMAITUIO, TPETYCMOTPEHHYIO TTYHKTOM 3 4acTH 8 HACTOSIIEH CTaThH.

11. Oryer o pe3ynpTaTax KIMHUYECKOIO MCCIEN0BAaHUS JIEKAPCTBEHHOIO IIpernapara i
MEIUIUHCKOTO MPUMEHEHUS COCTABIISIETCS] OPraHU3aleN, YKa3aHHOM B 4acTHU 3 CTaThbu 38 HACTOSIIETO
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@enepanbHOrO 3aKOHA, HA OCHOBAaHUM 3aKIIOYEHUM MEIULIMHCKUX OpraHU3alui, IPOBOJUBIIUX 3TO
UCCIIeIOBaHKE, W IIPEJCTABISACTCA B YHOJHOMOYEHHBbIH (peepabHblii OpraH MCIOJHUTEIbHON BIIAacTH,
BBIJIABIINI pa3pellICHNE Ha MPOBEICHUE 3TOr0 UCCIEAOBAHMS, B CPOK, HE NPEBBIIAIOIIUN TPEX MECSLEB
CO JHS €ro 3aBeplICHHs, MPHUOCTAHOBICHUSA WM IPEKpAlICHHUs, B MOPAAKE, YCTAaHOBJICHHOM
YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOHUTENIbHON BIACTH.

12. Hapymienue mnpaBwi Haajexalled KIMHUYECKON MPaKTUKH, ¢aabCU(UKAIUI PE3yIbTaTOB
KJIMHUYECKOTO0 HCCIIEIOBAHUS JIEKAPCTBEHHOTO Mperaparta Uisi MEAUIIMHCKOTO NMPUMEHEHHS BJIEKYT 3a
co00l OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOJATENHCTBOM Poccuiickoit denepanun.

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

13. Ilpu npoBeAeHNH KJIMHUYECKOTO UCCIIEI0BaHUS JICKAPCTBEHHOTO TIpernapara Jijisi MEAUIUMHCKOTO
MPUMEHEHHS JOIMYCKaeTCs 3a00p y MAIMEHTOB OMOJIOTMYECKUX MaTephasioB (00pa3lbl OMOIOTHYECKUX
KHUJKOCTEH, TKaHEHW, CEKPeTOB U MPOAYKTOB >KU3HENEATEIBHOCTH 4YEJOBEKa, (U3MOIOTMYECKHX U
MATOJIOTUYCCKUX BBIJICIICHUI, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OWOTICHITHBIN MaTepua)
g ux uydenus B Poccuiickoit @enepannu u (unm) 3a npeaenamu Poccuiickoit @enepamuu.

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

14. Tlopsinox BBO3a B Poccuiickyro denepannio u BbIBO3a 3a mpeneibl Poccuiickoit denepanuun
OMOJIOTMYECKHX  MAaTCPUAIOB, TIOJYYEHHBIX TIPU MPOBEIACHUM  KJIMHUYECKOTO  HMCCIICIOBAHUS
JIEKApCTBEHHOr'0 IpernapaTta s MEJUUMHCKOrOo IPUMEHEHUs, ycTaHaBiauBaerca [IpaBurenbcTBoM
Poccuiickoit ®enepanuu.

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

CraTtbAa 41. [loroBop 0 NpoBeAeHUN KITMHUYECKOro uccriefoBaHUs NIeKapCTBEHHOro
npenapara aAns MeAULUHCKOro NnpuMeHeHus

1. Knunauyeckoe wuccieoBaHUE JIEKAapCTBEHHOTO TMperapara Uil MEIUIMHCKOTO MPUMEHEHUS
MIPOBOJIUTCS B COOTBETCTBHUH C JIOTOBOPOM O MPOBEACHUH KIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO
npenapara Juisi MEIUWIHUHCKOTO TPUMEHEHHMS, 3aKII0YaeMbIM MEXKIY OpraHu3alue, MMOoTyduBIIeH
paspelieHrue YnoJIHOMOYEHHOro (efepanbHOr0 OpraHa HCIOJHUTENbHOW BIACTH HA OPraHU3aIUIo
MPOBEACHUST TAKOTO KCCIICIOBAHUSA, M MEIUIIMHCKON OpraHu3aliel, OCYIIECTBIISIIONIEH MpoBeIeHNE
TaKOr0 MCCIIEIOBAHUS.

2. I[OFOBOp O MPOBCACHUHU KIWMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOTO mIplriapara IJid
MCIUIHUHCKOI'O IPUMCEHCHUS JOJIKCH COACPIKATD:

1) ycoBHs ¥ CPOKH MPOBENECHUS JAHHOTO UCCIIEIOBAHMUS;

2) OMpCACIICHUC OGIJ.IGfI CTOUMOCTH HpOrpaMMbl JAaHHOT'O HUCCICAOBAHUA C YKa3aHUCM CYMMEBI,
HpeHHaSHaanOIHeﬁCﬂ JJI BBITIJIAT UCCIICA0BATEISAM, COMCCIICA0BATCIISAM,

3) ompenenenue (HopMbl MPEACTABICHUS PE3yIbTATOB JAaHHOTO HCCIEIOBAHUS B YITOJTHOMOYCHHBIN
(dhenepabHBIN OpraH UCIIOJIHUTEIIBHON BIACTH.

CtaTtbs 42, ®duHaHcoBOe obecneyeHue KIMMHU4YEeCKoro nccnepoBaHus
NleKapCTBEHHOro npenapara gnsa MeaguLUHCKOro npuMeHeHus
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®dunancoBoe o00ecICYCHUE KIMHUYECKOTO HCCJICAOBAHUA JICKAPCTBCHHOI'O IIplriapara JJid
MCIUIHUHCKOI'O IPUMCHCHUS OCYIICCTBIIACTCA 3a CUCT:

1) cpencTB denepaibHOTO OOIKETA;

2) cpeACTB OpraHu3alyii, MOJYyYMBIIMX pa3pelleHHe Ha OpTraHU3alUI0 MPOBEICHHUS TaHHOTO
HCCJIEI0BAHMS, B COOTBETCTBUU C YCIOBHUSIMU JJOTOBOPA O €r0 MPOBEICHUH;

3) MHBIX HE 3alpPEIICHHBIX 3aKOHOAaTeIbcTBOM Poccuiickoit denepalinu HICTOYHUKOB.

Cratba 43. lpaBa nauMeHTOB, Yy4acTBYHWOLWUX B KIIMHUYECKOM MUCCleaoBaHUU
fleKapCcTBEHHOro npenapara Ana MeaMUUHCKOro NpuMeHeHus

. VYuacthe mnamueHTOB B KJIMHUYECKOM HCCIEAOBAaHUM JICKAPCTBEHHOIO TMperapara Jjist
MEIHUIIMHCKOTO MPUMEHEHHUS SABIISETCS JOOPOBOIBHBIM.

2. TlanueHT WM ero 3aKOHHBIA IPEJCTABUTENh JIOJDKEH OBITh MH(OOPMHUPOBAH B MUCHBMEHHOU
dhopwme:

1) 0 JICKapCTBCHHOM IIperiapare i MCAUIHUHCKOIO HNPUMCHCHHA W CYHIHOCTH KIIMHHUYCCKOI'O
HCCIICOAOBAHUSA 3TOI'0 JICKAPCTBCHHOI'O ITpCIIapara,

2) o 6e30IMacHOCTH JICKAPCTBEHHOTO IperapaTa iUl MEIUIIMHCKOTO MTPUMEHEHUS, €ro 0KHUIaeMOU
3¢ (HEeKTUBHOCTH U CTENIEHU PUCKA Ui MAIUEHTA,

3) 00 YCIOBUAX YyUaCTH MalMCHTA B KIIMHUYCCKOM HUCCIICAOBAHUUN JICKAPCTBCHHOI'O IMpIriapara s
MCIUIUHCKOT'O IPUMCHCHU ;

4) 0 OCIM WM 1OeIAX W MTPOAOJDKUTCIBHOCTH KIMHUYCCKOIO HMCCICAOBAHUA JICKAPCTBECHHOI'O
npenapara 1y MEIUIUHCKOTO IIPUMCHCHU,

5) o JeHCTBUSAX NAlMEHTa B Cllydyae HENPEABUAECHHBIX 3(QQEKTOB BIUSHUS JIEKaPCTBEHHOI'O
rpenapara st MEJUIUHCKOrO IPUMEHEHNS Ha COCTOSHUE €0 310POBbS;

6) 00 yCIIOBHSIX 0053aTEILHOTO CTPAaXOBAHUS KU3HU, 3/I0POBbsSI MAIMEHTA;

7) 0 TapaHTHAX KOH(I)I/IILCHLII/IaJ'ILHOCTI/I ydqaCTtusa TMalueHTa B KIMHUYCCKOM HCCICAOBAHUU
JICKApCTBCHHOTO Iperapara JJIis1 MCAUIUHCKOIO IPUMCHCHU .

3. I[O6p0BOJ'ILHOC COrJIaCu€ IMalueHTa Ha Y4aCTUC B KIMHUYCCKOM HCCJICIOBAHUU JICKAPCTBCHHOI'O
mnmpemapara M1 MCIUIHUHCKOrO IPHMEHCHUSA IOATBECPKAACTCA €TI0 IMMOAINMUCBIO HIIM IOAINMUCBIO €TI0
3aKOHHOT'O IPCACTABUTCIIA Ha I/IH(I)OpMaI_II/IOHHOM JJMCTKC IMalITUCHTA.

4. HaHI/IeHT WIN €ro 3aKOHHBIN OpeaACTaBUTCIIb HMECT IIpaBO OTKa3aTbCd OT Y4YaCcTusd B
KIIMHUYCCKOM HCCIICAOBAHUUN JICKAPCTBCHHOTO IIpCIliapaTa AJId MCOAUIMHCKOI'O IMPUMCHCHUA Ha 000
CTaguu IMPOBEACHUA TaKOI'0 UCCICIOBAaHMA.

5. HpOBC,Z[CHI/IC KIIMHUYCCKOI'0 HMCCICAOBAHUA JICKAPCTBCHHOI'O IIpfrapara Iajid MCEIAUIUHCKOI'O
IMPUMEHCHUSA C YIYaCTHEM B KAaUCCTBC MAIlMCHTOB neTeﬁ AOIMYCKAa€TCA TOJBKO C COrjiaCus B MMMCbMEHHOM




dbopMe uX poauTeneid, ychlHOBUTENEH. J[eTm MOryT paccMaTpuBaThCcsl B KAauyeCTBE MOTEHIMAIBHBIX
MAIMEHTOB TAKOT'O UCCIIEI0BAaHUs, TOJIBKO €CJIA €ro MPOBEACHUE HEOOXOAUMO AJIsl YKPEIJICHUS 310POBbS
neTel Wi Npo(UIaKTUKA MHPEKIMOHHBIX 3a00J€BaHU B IETCKOM BO3pAacTe JIMOO €CIU LEIbI0 TaKOTO
UCCIIEIOBAHMS SBJISETCS MOJMyYeHUE JAHHBIX O HAWIy4dlled JO3UPOBKE JIEKAPCTBEHHOIO Mpemnapara JJis
JedyeHus nered. B 3TuX ciyyasx TakoMy HCCIEIOBAaHUIO JIOJDKHO NPEIIECTBOBATh KIMHUYECKOE
UCCIIeIOBaHKE JIEKApPCTBEHHOTO Ipernapara Juisi MEAMIIMHCKOTO MPUMEHEHUS Ha COBEPIICHHOJIETHUX
rpaXKJaHax, 3a UCKIOYEHHEM CIIy4aeB, €CJIM MCCIEAYEMBIM JIEKapCTBEHHBIM IpemapaTr Juisd
MEAHUIIMHCKOTO MIPUMEHEHUS npeHa3HaYeH M CKITIOUUTEIBHO TUISt UCIOJIb30BaHUS
HECOBEPUIEHHOJIETHUMHU I'PaX1aHaMU.

(B pen. @enepanpHoro 3akoHa ot 22.10.2014 N 313-D3)

6. 3anpen1aeTcsl MMPOBCACHUC KIIMHHUYCCKOr0 HCCICAOBAHUA JICKAPCTBCHHOI'O IIperapara A
MCIUIUHCKOI'O IPUMCHCHUS C YUACTUCM B KAUYCCTBC MMAIIUCHTOB!

1) nereli-cupoT U eTeil, ocTaBIIUXCS O€3 MONeUYEeHUs POIUTEINEH;

2) SKeHIIMH B mepuoj OepeMEeHHOCTH, JKEHIIMH B IEpUOJ TPYAHOIO BCKAPMIIMBAHUS, 32
UCKIIIOYCHUEM CIIy4aeB, €CIM INPOBOJUTCS KIMHUYECKOE HCCICIOBAaHUE JIEKAPCTBEHHOIO IIperapara,
IpeJHa3HAUYCHHOI'0 JUIsl YKa3aHHBIX KEHIUH, IPU YCIOBUM HEOOXOJMMOCTH HOJIYYEHUs HMHPOpMAaLUU
TOJIBKO BO BpEMs IPOBEACHUS COOTBETCTBYIOIIMX KIMHHYECKUX MCCIECIOBAaHUNM WM IPUHATUSA BCEX
HEOOXO/JMMBIX MEp IO HCKJIIOYEHHUIO pHCKa HAHECEHMs Bpela >KEHIIMHE B IMepuoJ]] OepeMEeHHOCTH,
KEHILMHE B IEPUOJ IPYAHOI0 BCKAPMIIMBAHUSL, IIJIOLy UIH PEOCHKY;

3) BOEHHOCHYXalllUX, 32 MCKIIOYEHHEM CIIy4yaeB IPOBEAEHUS KIMHUYECKOIO HCCIIEIOBAaHUS
JIEKapCTBEHHOI'0 Ipernapara, CIENHaJbHO pa3pabOTaHHOrO /Jisi MPUMEHEHHS B YCJIOBHUSX BOEHHBIX
JeWCTBUHM, dYpe3BbIUANHBIX CHUTyallMi, NpOQUIAKTUKM W JiedeHus 3a0o0JieBaHUMM U TMOpaXeHuw,
MOJIYyUEHHBIX B  pe3ysbTaTe BO3JCHCTBUS  HEOJNAronmpuATHBIX  XHUMHUYECKHUX, OHOJIOTMYECKUX,
panuanuoHHbIX (akTopoB. KiMHHYeckoe HccieoBaHHE TaKOro JIEKapCTBEHHOIO Ipernapara MOXeT
IIPOBOJIUTHCS C YHACTUEM B Ka4E€CTBE MALMEHTOB BOCHHOCIIYKAIIMX, 3a UCKIOYEHUEM BOCHHOCTYXalUX,
MPOXOASALINX BOCHHYIO CIYXOy IO MPHU3BIBY, C COONIOIEHNEM TpeOOBaHH, YCTAaHOBICHHBIX HACTOSIINM
@denepanbHbIM 3aKOHOM B OTHOIIIEHUM TPaKIAHCKUX JINLL;

4) COTPYAHUKOB ITPABOOXPAHUTCIILHBIX OPIraHOB;

5) nui, oTOBIBAIOIIMX HAaKa3aHUE B MECTax JIMIIEHUS CBOOOJBI, a TAKXKE JIMI, HAXOISIINXCS IO/
CTpa)eH B CIIEICTBEHHBIX U30JATOPAX.

7. JlomyckaeTcs NpOBEJCHHE KIMHHYECKOTO HCCIIEAOBAaHUS JIEKAPCTBEHHOrO IIpernapara s
MEIULUHCKOTO MPUMEHEHHUsI, TpeITHa3Haue€HHOT 0 JJIs JISYSHUS NICUXUYECKUX 3a00JIeBaHUM, C y4acTHEM B
KauyecTBE MAI[MEHTOB JIUI C ICUXUYECKUMHU 3a00JI€BaHUSIMH, PU3HAHHBIX HEJEECIIOCOOHBIMU B TIOPSKE,
YCTaHOBJIIEHHOM  3aKoHojaTenbcTBOM  Poccuiickont  ®enepanuun.  KimHnyeckoe — ucciiejoBaHHe
JIEKapCTBEHHOI'O Ipernapara B 3TOM ClIydae MPOBOJIUTCS MPH HAJIWYUK COIJIacusl B MUChbMEHHON (opme
3aKOHHBIX MPECTaBUTENEN YKa3aHHBIX JIUII.

Cratba 44. OOssatenbHoe CTpaxoBaHWe XU3HW, 300POBbA  NaLMEHTa,
yyacTBywLWero B KINMHUYECKOM MWCCledoBaHUM JieKapCTBEHHOro nmnpenapata And
MeAULIMHCKOro NpuMeHeHus

(B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)
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1. OpraHI/ISaHI/IH, ImoJiydyuBHIass pa3pC€lI€CHUEC Ha OpraHu3alrdio IIPOBCACHHUA KIMHUYECKOT'O
HUCCIICAOBaHUA JICKAPCTBCHHOI'0 Ipcrapara ajd MCOAUIUHCKOIO IMPUMCHCHUA, o0si3aHa B KauyecTBE
CTpaxoBaT€jisd CTpaxoBaTb PHCK IPUYMHCHUA BpE€aa XKU3HHU, 3JO0POBBI0 IallUCHTA B PE3YIbTATC
MPOBCACHUA KIIMHUYCCKOTO UCCICAOBAHUS JICKAPCTBCHHOI'O ITpCriapara Ajid MCAUIUHCKOTO ITPUMCHCHUA
3a CBOM CUET IIYTEM 3aKIIIOYCHHA JOTOBOpa 00513aTeJIbHOIO CTpaxoOBaHUsI.

2. OOBEKTOM 00s3aTETBHOTO CTPAaXOBAaHMs SIBIISETCS MMYILECTBCHHbI HMHTEpEC MAaIleHTa,
CBSI3aHHBIN C MPUYMHEHHEM BpE/a €ro XM3HM WU 370POBBIO B PE3yJIbTAaTe NMPOBEACHUS KIMHUYECKOTO
MCCIIEIOBAHMSI JICKAPCTBEHHOTO Mpernapara it MEIUIIMHCKOTO IIPUMEHEHUSI.

3. CTpaxoBbIM CllyyaeM IO JOTOBOPY 00s3aTEILHOIO CTPAXOBAHUS SBJSETCA CMEPTh MAIMEHTa UIIH
YXYALIEHUE €ro 3/I0pOBbs, B TOM YHCJIE BIEKYIEE 32 COOON YyCTaHOBJICHUE UHBAIWIHOCTH, IPU HATMYUU
IPUYMHHO-CJIEICTBEHHON CBSI3M MEXJ1y HACTYIUIGHHEM 3TOro coOBbITUS M YdacTHEM MalleHTa B
KIIMHUYECKOM HCCIIEI0BAaHUHU JIEKAPCTBEHHOTO IIpenapara.

4. Tpe6OBaHI/I$I O BO3MCHICHHMHM Bpc€aa, INIPUYMHCHHOI'O JKXH3HW WJIK 3J0pPOBbIO IIAIIMCHTA,
MMPCABABIAIOTCA B TCUCHUC CpOKOB HCKOBOI1 JaBHOCTH, YCTaHOBJICHHBIX TpaXXJaHCKHUM
3aKOHOJaTCIbCTBOM.

5. Pa3mep cTpaxoBoil BBIILIATHI IO JOTOBOPY 0053aTEILHOTO CTPAXOBAaHUS COCTABIISET:

1) B ClIydac CMCPTH IIalMCHTA ABa MUJIJIMOHA pY6J'IeI71 Ha KaXJ0ro mnanueHTa, y4aCTBOBABIICTO B
KIIMHUYCCKOM HUCCJICAOBAHUU JICKAPCTBCHHOTI'O ITpLCIiapara,

2) npu yXyALICHUH 3/10POBbs MAIEHTA:

a) TOBJIEKILIEM 3a COOOM yCTaHOBJIEHME WHBAJIWIHOCTU | rpynmbl, OAMH MWIUIMOH MSATHCOT ThICSY
pyOsieli Ha KaKAOro MalMeHTa, y4YyacTBOBABIIETO B KIMHHUYECKOM MCCIEIOBAHUU JIEKApPCTBEHHOTO
npenapara;

6) moBiekieM 3a co0oil ycTaHOBIEHME WHBaIMAHOCTH Il rpynmsl, oAMH MWUIMOH pyOiell Ha
Ka)KJI0r0 MalMeHTa, yiaCTBOBABLIETO B KIIMHUYECKOM HCCII€0BAHNH JIEKapCTBEHHOTO Mpenapara;

B) NOBJEKIIEM 3a co0oi ycTaHoBieHue umHBanugHocTH III rpymmel, msaTbcoT ThICSY pyOnel Ha
Ka)KJI0r0 MalMeHTa, yiaCTBOBABIUIETO B KIIMHUYECKOM HCCIIE0BaHUN JIEKApCTBEHHOTO Mpenapara;

I') He TOBJIEKIIEM 3a co00M yCTaHOBJIECHUSI MHBAJIHMIHOCTH, HE OoJiee YeM TpHUCTa ThICsu pyOiiel Ha
Ka)XJOro MalueHTa, Y4YacTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOrO IIpernapara,
UCXOJS W3 HOPMAaTHMBOB, OTPAXAIOIIMX XapakTep M CTENEHb IOBPEXKACHMS 3/I0pOBbs, a TaKkKe
(aKkTUYECKH T[IOHECEHHbIX MAllMeHTOM pPAcXOJI0B, BbI3BAHHBIX IOBPEKICHUEM 3JI0pPOBbS, Ha
MEIUIUHCKYIO TOMOILb, TPHOOPETEHHE JIEKAPCTBEHHBIX MPETapaToB.

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

6. Ytpatun cuny ¢ 1 utons 2015 roaa. - @exnepanbHblil 3akoH oT 22.12.2014 N 429-03.

7. Cpox moroBopa 0053aT€TBHOTO CTPAaxOBaHUS HE MOXKET OBITH MEHEe, YeM CPOK IPOBEICHHS
KJIMHUYECKOT0 MCCIIEIOBAaHUs JIEKapCTBEHHOIO MIpenapara.



https://login.consultant.ru/link/?req=doc&base=RZR&n=388534&date=28.07.2021&dst=101077&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=28.07.2021&dst=100650&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=342016&date=28.07.2021&dst=100652&fld=134

8. YcioBus moroBopa 00s3aTEILHOTO CTPAaxOBaHHS, B TOM 4YHCJIE CTpPaxoBble Tapu(bl IO
00513aTEILHOMY CTpPaxOBaHHIO, TEpeUueHh HEOOXOJUMBIX JOKYMEHTOB JJIsi OCYIICCTBICHHUSI CTPaXxOBOM
BBITUIATHI, TOPSJAOK YCTAHOBJICHUS CTpPaxoBaTeJIeM WHIWBHIYaTbHOTO WACHTU(DUKAIIMOHHOTO KOAa
MaIKMeHTa, NOPSII0K HHOOPMUPOBAHHS CTPAXOBATEIEM CTPAXOBIIHMKA O MPUBJICUYCHHBIX K KIMHUYECKOMY
WCCIICIOBAHHUIO JICKAPCTBEHHOTO Mpenapara Uil MEAWIIMHCKOTO TPHMEHEHHUs IalueHTaX, MOPSI0K
VILIaThl CTPAXOBOW MPEMHUH, TIOPSIIOK pPeaIM3alliy ONPEISIICHHBIX HacTosAMM DeepaabHbIM 3aKOHOM U
npyrumu  (penepanbHBIME 3aKOHAMH TPaB W OOS3aHHOCTEH CTOPOH IO JOTOBOPY O053aTeIhHOTO
CTpaxOBaHHs, a TAaKXEe HOPMATHBBI, OTPAKAIOUIME XapaKTep M CTEICHb TOBPESIKIACHUS 370POBBS,
YCTaHABIIMBAIOTCS TUIIOBBIMHU MTPABWIIAMU 00S3aTEIILHOTO CTPAXOBAHUS.

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

9.B CJIydac NpUYUHCHUA BpE€aa ) XU3HU MMAIUCHTA, YHaCTBOBABIICTI'O B KIMHHUYCCKOM HCCIICAOBAHUU
JICKaApCTBCHHOI'O IIpfCIiapara, BLIFO,Z[OHpI/IO6p€TaTCJ'I$IMI/I o JoroBopy 00513aTEJILHOTO CTpaxoBaHUA
ABJIIIOTCA TpaxJaHC, HMCIOMIUMC IIPpaBO Ha BO3MCHICHHWEC Bpcla B Cliyda€ CMCPTH KOpMWJIbLa B
COOTBCTCTBUU C TI'PAKAAHCKUM 3aKOHOAATCIIBCTBOM, IIPU OTCYTCTBUHU TAKUX TpPAXKIAH - POAUTCIIH,
Cymnpyr, ACTU yMCPLICTIo MnanuveHTa, y4aCTBOBABHICIO B KIIMHUYCCKOM HCCICAOBAHHWMN JICKAPCTBCHHOI'O
mnmpemnapara, B ClIyda€ CMCPTH MalMCHTA, YYaCTBOBABIICIO B  KIMHHYECKOM  HCCICAOBAaHHUU
JICKApCTBCHHOT'O IIpfraparta U HC HMMEBLICIO CaMOCTOATCIBHOI'O O0XOId, - IpakAaaHC, Ha WIKAWMBCHUU
KOTOPBIX OH HaxoAWJICid, B OTHOIICHHMHM BO3MCHICHHA pPacxoaoOB Ha norpe6eHHe nmanucHTa,
Y4aCTBOBABUICTO B KIIMHUYCCKOM HCCIICAOBAHUU JICKAPCTBCHHOI'O IIpferiapara, - JTUIO, IMOHCCHICC TAKHC
pPacxoJbl.

10. CTanOBaﬂ BbIIlJIaTa B CUCT BO3MCHICHHMA BpC€ad, IMNPUYMHCHHOI'O JKWU3HU IIallMCHTA,
Y4aCTBOBABLICTO B KIIMHUYCCKOM HCCICAOBAHUUN JICKAPCTBCHHOI'O IIpCIiapaTa, pacCIpCACIIICTCA MCEKIAY
BI)IFOI[OHpI/IO6p€TaTeJ'I$[MI/I MMPONMOPHUOHATIBHO UX KOJIMYCCTBY B PaBHBIX JOJIAX.

11. Tlpu HacTylUIeHMHM CTpPaxoBOrO cllyyass TMAalMeHT, Yy4YyaCTBOBAaBUIMH B KIMHUYECKOM
WCCIIC/IOBAaHNH  JIEKAPDCTBEHHOTO  Tperapara,  BBITOJONPHOOpETaTeNb ~ BIpaBe  NPEABIBUTH
HEMOCPEJCTBEHHO CTPaXOBILUKY TpeOOBaHUE O BO3MEILIEHUH MPUUYMHEHHOTO Bpena. CTpaxoBasl BhIIJaTa
OCYHICCTBIIACTCA CTPAaxXOBHIMKOM B TCUCHUC TpUALATU I[Hefl CO OHA NOpCACTaBICHUS H€06X0)II/IMBIX
JIOKyMeHTOB. [lanuenT, yyacTBOBaBIINi B KIIMHUYECKOM HCCIIEI0OBAHNUU JIEKAPCTBEHHOTO MIperapara, Uiu
BBITOIONIPHOOpETaTENbh 005S3aH COOOLIUTh CTPAXOBIIMKY JUISI OCYIIECTBIEHUS CTPaXOBOM BBIILIATHI
VH/IMBUYAJIbHBIA UACHTU(PUKAIIMOHHBIN KOJ] MAlMeHTa, YCTAHOBJIEHHBIN CTpaxoBaTejIeM B COOTBETCTBUU
C TUIIOBBIMU ITpaBHUJIaMH 00s3aTEIHLHOr0 CTpaxoBaHUs.

12. Jlo MONHOrO ONpeleNeHHs pa3Mepa MMOAJIEKAIETO BO3MEIIEHUIO Bpela CTPAaXOBIIUK II0
3asBJICHUIO MAI[MEHTA, YYaCTBOBABIIETO B KIMHUYECKOM HCCIEAOBAaHUM JIEKAPCTBEHHOIO IIpenapara, i
3asBJICHUIO BHITOAONPUOOpETaTENs BIIPaBE OCYIIECTBUTH YAaCTh CTPAXOBOM BBIILIATHI, COOTBETCTBYIOLIYIO
(bakTUYEeCKH OTpeeICHHON YacTH NPUUYMHEHHOTO Bpe/a.

13. CTanOBaSI BbIIlJIaTa B  COOTBCTCTBHU C JOrOBOPOM 00513aTEIHLHOTO CTpaxOBaHUA
OCYIICCTBIIACTCA HE3aBUCUMO OT BBITIIAT, IPUYUTAOINNUXCA IO APYTUM BHJaM CTPaxXOBaHMH.

14. He nomyckaeTcs ydvacTHe TAlMEHTa B MPOBEJACHUM KIMHHUYECKOTO HCCIICIOBAHUS
JICKapCTBEHHOTO Ipernapara Mpu OTCYTCTBHUHU JIOTOBOPA 0053aTEILHOTO CTPAXOBAHUSI.

15. KOHTpOJIB 3a HCIIOJJHCHUEM OpFaHI/I3aI_IPICI>'I, HOJ'Iy‘{I/IBI_HCﬁ PaspCiICHUEC Ha OpraHu3annuio
MPOBCACHUA KIMHUYCCKOT'O0 UCCIICAOBAHUA JICKAPCTBECHHOI'O IMperiapara Ay MEAUIUHCKOI'O0 MPUMCHCHH,
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YCTQHOBJICHHOM HACTOALICH CTaThell OOSI3aHHOCTH MO 005A3aTEIbHOMY CTPAaXxOBAaHUIO JKU3HH, 3/10POBBS
NAalMeHTa, YYacTBYIOLIEro (y4acTBOBABIIEr0) B KJIMHHUYECKOM HCCIEIOBAHUU JIEKApPCTBEHHOT'O
npemnapara, OCYHCCTBIACTCA YIIOJITHOMOYCHHBIM q)el[epaHLHBIM OopraHom HWCIIOTHUTEIBHOMN BJIaCTH,
BBIJIaBIIMM pa3pelIeHrue Ha NPOBEIECHUE KIMHUYECKUX HCCIEeIOBAaHUN JIEKApCTBEHHBIX MPENaparoB A
MCIUIUHCKOI'O IPUMCHCHUS.

Nnasa 8. MIPON3BOAOCTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPEACTB
CraTtbsa 45. [pon3BoACTBO NleKapCTBEHHbLIX CPEeACTB

1. TIpow3BOACTBO IJIEKAPCTBEHHBIX CPEJCTB JIOJDKHO COOTBETCTBOBATH TPEOOBAHMSIM IPABUII
HaJJIexalleld MpOU3BOJACTBEHHON MPAKTUKH, YTBEPHKIEHHBIM YIIOJTHOMOUYEHHBIM (eIepaibHbIM OpPraHOM
HCIIOJTHUTENIBHOH BiacT. OCOOEHHOCTH TIepeXxo/ia MPOU3BOJICTBA OTICIIBHBIX JICKAPCTBEHHBIX CPEACTB K
WX MPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAHUSAMHU MPABHI HAAJEXKAIIEH MPOU3BOACTBEHHON MPAKTUKH
ycraHaBiauBarotcs IIpaButensctBom Poccuiickoin denepanmu. Bpigada 3akiodyeHU O COOTBETCTBUU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUSAM NPaBHJ HaJJIekKalleld MPOU3BOJICTBEHHOM
MPAKTUKU OCYLIECTBIACTCA MO PE3YyJbTaTaM MHCIEKTUPOBAHUS TPOU3BOAUTENEH JIEKAPCTBEHHBIX
CpPEeACTB B IoOpslke, ycraHoBiaeHHOM IIpaBurenscrBom Poccuiickonn ®enepauuu. Pasmep muarsl 3a
BBIIaYy 3aKIIOYCHHUS O COOTBETCTBUH IPOU3BOJTUTEIS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHUSAM IPaBHII
HaJUIeKalled  NpPOW3BOACTBEHHOM  MNpakTHKWM  ycTaHaBiuBaercss IIpaButensctBom  Poccuiickoit
Oenepauuu. [lopsanok opraHu3auuv U NIPOBEACHUS UHCIEKTUPOBAHUS MPOU3BOIUTEINCH JIEKAPCTBEHHBIX
CpPEICTB Ha COOTBETCTBHE TpeOOBaHMSM TIPAaBHJ HaJJIeKalled MPOU3BOJCTBEHHONW MPAKTUKU
ycranasinusaercs [IpasurensctBom Pocceniickoit denepanumn.

(B pen. @enepanbHbix 3akoHOB OT 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N
429-03)

2. 1lpou3BoACTBO JIEKapCTBEHHBIX cpeacTB B Poccuiickoit ®enepanuu OCYIIECTBIISIETCS
MPOU3BOAUTENSIMH JIEKAPCTBEHHBIX CPEACTB, UMEIOIIMMHM JIUIIEH3UIO HA MPOU3BOJICTBO JIEKAPCTBEHHBIX
cpeacts. IloarBepkieHUE COOTBETCTBUS JIMIIEH3MAaTa IIPAaBWJIAM HaJUIeKallel IPOU3BOJACTBEHHOU
MPAKTUKHN OCYILIECTBISETCS B paMKaxX JIMIIEH3MOHHOTO KOHTPOJIS B COOTBETCTBMHU C 3aKOHOJIATEILCTBOM
Poccuiickoii @enepaniuu ¢ yueToM 0COOCHHOCTEH, YKa3aHHBIX B 4acTH | HacTOsIIEH CTaThu.

(B pen. deaepanbhbix 3aKkoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. HpOI/ISBOI[CTBO JICKAPCTBCHHBIX CPEACTB OCYIICCTBIIACTCA C CO6J'IIO,Z[CHI/IeM Tpe6OBaHHﬁ
IMPOMBIIIJICHHOT'O PCTIaMEHTaA, KOTOpLIfI YTBCPKAACTCA PYKOBOAUTCIIEM MMPOU3BOAUTEIIA JICKAPCTBCHHBIX
CpCACTB W BKIIIOYaCT B cels NEepeUYCHb HUCIOJIBb3YyCMbIX (l)apMaI_[CBTI/I‘IeCKI/IX CY6CTaHLIHI>’I )51
BCIIOMOIr'aT€JIbHBIX BCHIECTB C YKa3aHHUEM KOJIMYCCTBA KaXXAOTO0 M3 HHUX, OAHHBIC 00 HCIIOJIB3YEMOM
O60py,Z[OBaHI/II/I, OIMMUCAHUC TCXHOJOIMYCCKOTO IIpoHecca W METOJAOB KOHTPOJA HA BCCX JTallax
IMPOMU3BOJCTBA JICKAPCTBCHHBLIX CPEACTB.

4. Tlpu mpowW3BOACTBE JIEKAPCTBEHHBIX CPEICTB HCIONB3YIOTCSA (papMalieBTUYeCKUue CyOCTaHIIHH,
CBEJCHHUS O KOTOPBIX COJEpXk aTrcsi B TOCYJapCTBEHHOM peecTpe JIeKapCTBEHHBIX CpENICTB, 3a
UCKITIOYEHHEM (apMaleBTUYECKUX CyOCTaHIUM, MPOM3BOAMMBIX [IJIsl TPOBEACHUS KIMHUYECKUX
uccaenoBaHuil U A skcrnopra. K mporeccy nmpousBojicTBa GpapMareBTHIECKON CyOCTaHIIMM OTHOCSTCS
mo0BIe  CTaJUKd  TEXHOJIOTUYECKOTO TMPOIIECCa, IO3BOJSIONIME TMOMYyYUTh TOTOBBIM  MPOJIYKT,
COOTBETCTBYIOIIHMK TpeOoBaHUAM (dapMaKONEeHHONW CTaTbU, B TOM Yucie (epMeHTalus, SKCTPAKIUSA,
OUYHUCTKA, BBIICTICHUE, TEPEeKPUCTAITN3AIMS, BBICYIITMBAHUE, U3METbUYCHHE. B ciydae HE0OXOIMMOCTH
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WCIOJIb30BAaHUS 3TUJIOBOTO CIIUPTA, B TOM YHUCIE (apMaleBTUYCCKOW CYOCTAHIIMHM CIIHPTA STHIOBOTO
(9TaHONa), TPU TPOHM3BOJCTBE JICKAPCTBEHHBIX CPEICTB B KadecTBE JCHCTByromero u (WIn)
BCIIOMOTATEIILHOTO BEIECTBA, a TAK)KE B MHBIX TEXHOJOTHYECKHX IENIAX JIOJDKHA OBITh HCIIOJIb30BaHA
TOJBKO (hapMalrieBTHUeCcKas CyOCTaHIIUS CITUPTA STUIOBOTO (3TAHOJI).

(B pen. @enepanbHbix 3ak0oHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-®3, ot 27.12.2019 N
481-D3)

4.1. IlepeueHb JIEKApCTBEHHBIX IPENAPATOB s MEIULMHCKOIO IPUMEHEHHs, B OTHOLIEHUU
KOTOPBIX YCTAHABIMBAIOTCS TpeOoBaHHS K OOBbEMY Tapbl, YIAKOBKE M KOMIUIEKTHOCTH, MEpeYeHb
JIEKapCTBEHHBIX NIPENapaToB JIsl BETEPUHAPHOIO IPUMEHEHHS, B OTHOILIEHUU KOTOPBIX YCTaHABINBAIOTCS
TpeOoBaHusI K O0BbEMY Tapbl, a Takxke TpeOoBaHUA K 00BEMYy Tapbl, YHNAKOBKE U KOMIUIEKTHOCTH
JIEKapCTBEHHbIX IpenaparoB JJii MEIUIMHCKOIrO IpPUMEHEHHs, TpeOoBaHUs K 0OBbEMY Tapbl
JIEKAPCTBEHHBIX NPENapaToB i BETEPUHAPHOIO IPUMEHEHHUs OIPEAENSIOTCS COOTBETCTBYIOIIMMH
YIIOJTHOMOYEHHBIMU (eiepalIbHBIMU OpraHaMH HWCTIOJHUTENIBHOW BJIACTH B TIOPSJIKE, YCTAHOBICHHOM
[IpaBuTenscTBoM Poccuiickoit @enepanuu.

(uactsb 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. Opranuzanuu, OCYIIECTBIIAIONIIUME IMPOU3BOACTBO (apMalleBTUUECKONW CYOCTaHLMU CIHPTa
STHJIOBOTO (STaHONA) JAJsl TMPOU3BOJCTBA CHUPTOCOACPKAIIMX JICKAPCTBEHHBIX IPEIapaToB, OOs3aHbI
OCYILLIECTBIIATh YYET B MOPSIJIKE, YCTAHOBIEHHOM cTaThsiMU 8 U 14 denepanbHOro 3akoHa oT 22 HOSOps
1995 roga N 171-®3 "O rocynapcTBEHHOM peryjiupoBaHUU MTPOU3BOACTBA U 000POTA STUIIOBOTO CIHUPTA,
QJIKOTOJIBHOM M CIHUPTOCOZEpKalled MNpONyKUMH U 00 OrpaHMYeHHM MOTpedsieHust (pacruTus)
asikoroJipHOM nponykuuu'". ITponsBoacTBo papmaneBTHUECKON CyOCTaHIIMU CIIMPTA 3TUIIOBOIO (ITaHOIIA)
JIOIYCKAETCsl TOJBKO OpraHu3aluel, OCYILECTBIIAIOLEH MPOU3BOJACTBO PEKTH(PHUKOBAHHOIO 3THIIOBOTIO
CIHpTa W3 THIIEBOTO CHIPhS HA OCHOBAaHWM JIMIICH3MHM HA MPOM3BOJCTBO ATHIOBOTO CIHPTA JUIS
IPOU3BOJICTBA (hapMalleBTUUECKOM CYOCTaHIIMM CIHPTAa 3TUJIOBOrO (STaHONA) B COOTBETCTBUHM C
TpeboBanusiMu DenepanbHoro 3akoHa oT 22 HosOps 1995 roma N 171-®3 "O rocymapcTBEHHOM
peryJaupoBaHUM TPOM3BOJACTBA M 000pPOTa STHIOBOIO CIHUPTA, AJKOTOJBHOW M CHUPTOCOAEpKallei
NPOAYKIMM M 00 OrpaHMYEHUU TMOTpeOsieHus (pacluTHs) aJKOTOJIBHOM MPOAYKIHMH', METOJ0M
pa3Be/ieHus] BO/IOM OUYMILEHHON TaKoro 3THJIOBOTO CIMpPTA, MPOM3BEAECHHOIO JIAHHOM OpraHu3anuei mo
MECTY OCYIIECTBIIEHHUSI TPOU3BOJICTBA (papMalleBTUUYECKON CyOCTaHIIMU CIIMPTA 3TUIIOBOTO (3TaHOIIA).
(uactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 03.07.2016 N 261-®3; B pen. PenepanbHOro 3aKkoHa OT
27.12.2019 N 481-03)

4.3. NnauBuayanbHble MpeANpPUHUMATENN U IOPUAMYECKHE JIMIA, OCYLIECTBISIONIME 3aKyNKy U
WCIIOIb30BaHUE (hapMarleBTUUECKON CYOCTAHIIMU CIIUPTA ATHUJIOBOTO (ITaHONA), a TaKKE MPOU3BOICTBO,
U3rOTOBIIEHHE W (Mau) 000pOT (32 HCKIIOYEHHEM pPO3HUYHOM MpOAaKH) CHUPTOCOAEPIKAIINX
JIEKapCTBEHHBIX IpEenaparoB, O05S3aHbl OCYLIECTBIATh MX Yy4YeT M JEeKJIapUpoBaHUE B TOpPSIKE,
YCTAaHOBJICHHOM cTaThsiMu 8 U 14 denepanpHoro 3akoHa oT 22 HosiOps 1995 roma N 171-®3 "O
rOCy/lapCTBEHHOM pPETyJIMpPOBaHUM MPOM3BOACTBA U 000pPOTa STHJIOBOTO CIHHUPTA, aJKOTOJBHON U
CIUPTOCOIEpHKAIIEH MPOJYKIUU U 00 OrpaHUYEeHUH MOTPeOIeHN (PaCIUTHs) aJIKOTOIBHON MPOLYKIMU".
(uactp 4.3 BBeneHa PenepanbHbiM 3ak0HOM OT 29.07.2017 N 278-D3)

4.4. Ilpm m1poM3BOJACTBE JIEKAPCTBEHHBIX IIPENApaToB s BETEPUHAPHOIO IPUMEHEHUS
JIOTTYCKAeTCsl HUCIOJb30BaHUE IMPOU3BENEHHBIX JUIs peanu3anuu (apMaleBTUYECKUX CyOCTaHIIMM,
BKJIFOYEHHBIX B T'OCYJapCTBEHHBIN PEeCTp JIEKAPCTBEHHBIX CPEJCTB YIOJIHOMOYEHHBIM (eepalbHbIM
OpPraHOM  HUCIOJHMUTEIBHOM  BJIACTH, OCYLIECTBISAIOUIMM BEJEHHE TOCYJApCTBEHHOTO peecTpa
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JIEKAPCTBEHHBIX CPEJICTB JJIs1 MEAUIIUHCKOTO IPUMEHEHUS.
(dactp 4.4 BBeaeHa denepanbabiM 3akoHOM OT 02.08.2019 N 297-03)

5. 3anperaercs MpoU3BOICTBO:

1) nekapCTBEHHBIX CPEJCTB, HE BKIIFOUEHHBIX B TOCYJApCTBEHHBIN pPeecTp JIEKapCTBEHHBIX CPE/ICTB,
32 HCKJIIOYEHHEM JIEKAPCTBEHHBIX CPEICTB, MPOU3BOAUMBIX JUISI TMPOBEACHUS KIMHUYECKUX
MCCIIETOBAHUM U JUIS SKCIIOPTa,;

2) danbcupuIMpPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) nexapCTBEHHBIX CPENICTB Oe3 JIMIIEH3UH Ha ITPOM3BOICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) 5eKapCTBEHHBIX CPEICTB C HAPYIICHHEM NPaBWJI OPTraHU3allid TMPOU3BOJCTBA W KOHTPOJIS
Ka4yeCTBa JIEKaPCTBEHHBIX CPEJICTB;

5) yrparun cuiy. - @enepanbHblil 3akoH oT 27.12.2019 N 481-D3;

6) crnupTOCOAEPXKAIMX JIEKApPCTBEHHBIX IPENapaToB IO MECTY OCYILECTBJIEHUS IPOU3BOICTBA
(bapMarieBTHYeCKOH CyOCTaHIIMM CIHPTa STHIOBOTO (dTaHOdAa) W (MJIM) MO MECTY OCYIIECTBIICHUS
IIPOU3BO/ICTBA 3TUJIOBOIO CIIUPTA;

(. 6 BBeneH PenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

7) dapmaneBTHUECKON CyOCTaHIIMM CHHMpPTa 3TUIOBOrO (3TaHONA) W (WJIM) CHUPTOCOIEPKAIINX
JIEKapCTBEHHBIX IpenapaToB Ha OCHOBHOM TEXHOJIOIMYECKOM OOOpYyNOBaHUU MJisi IPOU3BOICTBA
STUJIOBOTO CIMPTA, yKa3aHHOM B nyHkTe 1.1 ctateu 14.1 @enepanbHoro 3akoHa ot 22 Hos6ps 1995 roxa
N 171-®3 "O rocynapcTBEHHOM pEryJMpOBAaHUM TPOM3BOACTBA M 000OpOTa ATHIJIOBOTO CIHPTA,
aJIKOTOJIBHOM M CIHUPTOCOZEpKalled NpONyKIMH M 00 OrpaHMYeHHM TMOTpeOsieHus (pacriuTus)
QIKOTOJILHOM MPOAYKITHH".

(. 7 BBeneH PenepanbHbIM 3ak0HOM 0T 27.12.2019 N 481-D3)

6. Ilpu BBOJE JIEKAPCTBEHHBIX CPEICTB B TPAXIAHCKUA OOOPOT YIOJTHOMOUYEHHOE JIUIIO
MIPOU3BOUTEINS JIEKAPCTBEHHBIX CPEACTB OCYILIECTBISET MOATBEPKICHUE COOTBETCTBHUS JIEKAPCTBEHHBIX
CpelCcTB TpeOOBaHUSM, YCTAHOBJIEHHBIM IPHU WX TOCYAAPCTBEHHOW PETUCTPAIMH, U TapaHTUPYET, YTO
JIEKapCTBEHHBIE CPEJICTBa TMPOU3BEIEHBI B COOTBETCTBUUM C TpeOOBAaHUSMHU TMpaBWI HaAJEKaIen
MIPOU3BOJICTBEHHOMN MPAKTHUKHU.

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

7. YTOJTHOMOYEHHBIM JIULIOM IPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPEACTB SIBISIETCS €ro pabOTHUK,
aTTECTOBAaHHBIA B YCTAaHOBJIEHHOM YIOJIHOMOYEHHBIM (pelepabHbIM OPTaHOM HCHOJHUTEILHOM BIAaCcTH
TIOPSIIKE ¥ UMEIOIINKA CTaX padOThl HE MEHEE YeM IISITh JIET B 00JIACTH TTPOU3BOACTBA U (WJIH) KOHTPOJIS
KayecTBa JIEKApCTBEHHBIX CPEJICTB, BHICIIEE 0Opa30BaHHE COOTBETCTBEHHO IO OJHOM M3 CelualIbHOCTEH
u (WiM) OJHOMY U3 HaNpaBJICHUH TMOATOTOBKHU: OWOJIOTHs, OHOTEXHOJOTHUS, BETepUHApUS,
BETEPUHAPHO-CAHUTAPHAA JKCIEepTH3a, KIMHUYECKas MEIMIIMHA, paJHallMOHHAs, XUMHUYECKas U
Ouosoruyeckas 3ammura, papmanus, pyHaaMeHTaabHas MEAUIIMHA, XUMUYECKask TEXHOJIOTUSI, XUMHSL.

(B pen. deaepanbHbix 3akoHOB OT 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

8. Tlpom3BomuTenu JIEKQpCTBEHHBIX CPEICTB (3a HMCKIIOUEHHWEM (hapMaIeBTUUeCKOW CyOCTaHIIUH
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CIHPTa 3TUIOBOTO (3TaHOJIA) MOTYT OCYILECTBIISATh MPOAAXKY JICKAPCTBEHHBIX CPE/ICTB WM IEpeaBaTh
UX B YCTaHOBJIEHHOM 3aKOHOJaTeNbCcTBOM Poccuiickoit deneparmu nopsaxe:
(B pen. @enepanbHoro 3akoHa ot 29.07.2017 N 278-03)

1) ipyruM npou3BOAUTENSAM JIEKAPCTBEHHBIX CPEJICTB JUIsl IPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB;
2) opraHM3anysaM ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) AIllTCUHBIM OpraHu3anusaM, BCETCPUHAPHBIM AaIITCUHBIM OpraHu3alyviaM, HWHAWBUAYaJIbHBIM
npeanpuHuMaTeIsiM, UMCIHOIIUM JIMICH3WIO Ha q)apMaLleBTI/I‘-IeCKYIO ACATCIIBHOCTh WJIM JIMIICH3WIO Ha
MCIUIHUHCKYIO JCATCIbHOCTD,

4) HAyYHO-UCCIIEIOBATEIHLCKUM OPTaHU3aAIMsAM VISl HAyYHO-MCCIIEI0BATEIbCKONU PabOTHI;
5) MEeIULIMHCKUM OPraHU3alUsIM U BETEPUHAPHBIM OpPTaHU3alHsIM;

6) opraHu3alUsIM W WHANBUAYAIBHBIM MPEANPUHUMATEISAM, OCYIICCTBISIONINM pPa3BeICHUE,
BBIpAIIMBAaHUE U COJICP)KAHHWE >KUBOTHBIX (32 WCKIIOUCHHEM TMPOJAKU WM (apMalleBTUICCKUX
CyOCTaHIIMI WM UX TIepeaadn).

(m. 6 B pea. @exnepanbHoro 3akona ot 02.08.2019 N 297-03)

9. TlpoumsBoaurenu QapManeBTUICCKOW CYOCTaHIIMM CIUpPTa STHUJIOBOTO (dTaHOJNA) OOs3aHbBI
OCYILIECTBIATH peau3aluio (1mepenady B YCTaHOBICHHOM 3aKoHonaTenbcTBOM Poccuiickoit denepannu
nopsiake)  (papManeBTHYECKOW  CYOCTaHIIMM  CIIHPTa  ATHIIOBOTO  (3TaHOJIA)  MPOU3BOIUTEIISIM
JIEKapCTBEHHBIX CPEACTB JJIsl IPOU3BOJICTBA JIEGKAPCTBEHHBIX CPEICTB, IPOU3BOAUTEISAM (M3TOTOBUTEIISIM )
MEIUIIMHCKUX U3JICITHH JIJIs IPOU3BOJICTBA M M3TOTOBIICHUS MEAUIIMHCKUX U3JICTHH B EMKOCTSIX 00hEMOM
He 6onee 1 nutpa u (mnm) He MeHee 1000 UTPOB, a OpraHu3alMsIM, yKa3aHHBIM B IMyHKTax 3 - 5 yactu 8
HaCTOSIIEH CTaThH, B Tape 00beMoM He Oosee 1 nutpa.

(uactp 9 BBeneHa denepanbHbIM 3akoHOM OT 29.07.2017 N 278-03; B pen. deaepanbHbIX 3aKOHOB OT
27.12.2019 N 481-d3, o1 22.12.2020 N 444-D3)

10. Peanmuzanus (mepenadya B YCTaHOBJIEHHOM 3akoHonaTenbCcTBOM Poccuiickoit depepaunn
nopsiike) (papMalieBTUYECKON CYOCTaHIIMM CHUpPTAa HTHWIOBOTO (PTaHOJA) OpraHU3aIUsSM OINTOBOM
TOPTOBJIN JIEKAPCTBEHHBIMH CPEICTBAMU HE JIOIyCKAeTCS.

(uactb 10 BBeaena PexnepanbHbIM 3ak0oHOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (apmManieBTUYECKON CYOCTaHIIMM CIHUPTa 3THJIOBOTO (3TAHOJIA) OCYILECTBIISIIOTCS C
coOoiecHueM TpeOOBaHUM, YCTAaHOBJIEHHBIX a03alleM 4yeTBepThIM IMyHKTa 3 crathu 9 denepambHOro
3akoHa OT 22 Hos0ps 1995 roga N 171-®3 "O rocynapcTBEHHOM pEryJlIMpPOBaHUHM MPOU3BOJCTBA U
000opoTa 3TUJIOBOTO CHHPTA, AJIKOTOJBHOM W CHUpPTOCOJEpKalled NpoAYKIHH M 00 OrpaHH4YeHUU
noTpebieHus (pacuTHs) aTKOTOJILHON MPOAYKIUuU" .

(uacth 11 BBegena PenepanbHbIM 3akoHOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapkupoBKa nekapcTBeHHbIX CPeacTB
1. HeKapCTBeHHBIe opemnaparbl, 3a HCKIOYCHHUEM JICKAPCTBCHHBIX IPEMapaToB, M3rOTOBJICHHBIX

AllTCUHBIMU  OpTraHHU3alUsAMH, BCTCPHUHAPHBIMHU AlTCYHBIMH OpPraHu3alusaMH, UWHIAWNBUAYAJIbHBIMU
npeaAnpuHUMaTCIIMM, HWMCIOINIWMMHA JIMOCH3HUIKO Ha q)apMaueBTquCKy}o JACATCIIbHOCTh, OOJI?KHBI
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MOCTyIaTh B OOpaIeHIE, ECITH:

1) Ha WX TICPBUYHON YIAaKOBKE (32 HWCKIIOYEHUEM MEPBUYHON YIAKOBKH JICKAPCTBEHHBIX
PACTHTENBHBIX IPEMapaToB) XOPOIIO YHTAEMBIM MIPU(TOM HA PYCCKOM SI3BIKE yKa3aHbl HAUMEHOBAHHUE
JICKQpCTBEHHOTO —Tpenaparta (MEXIYHapOJHOE HEMAaTeHTOBAaHHOE, WM TPYINIUPOBOYHOE, HIIU
XUMHYECKOE, WU TOPTOBOC HAUMEHOBAHKE), HOMEP CEpPHUH, JaTa BBIMTYCKa (151 IMMYHOOHUOIOTUYECKUX
JICKApCTBEHHBIX IpPEnapaToB), CPOK T'OJHOCTH, JO3MPOBKA WM KOHICHTpAlUs, 00beM, aKTUBHOCTHh B
€IMHUIIAX JCUCTBUS WIH KOJIMYECTBO J103;

(B pen. deaepanbubix 3akoHOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha WX BTOPHYHOHN (NMOTPEOUTEITHCKOM) YMAaKOBKE XOPOIIO YUTAEMBIM MIPHPTOM HA PYCCKOM
A3bIKE YKa3aHbl HAaWMMEHOBAHME JIEKAPCTBEHHOTO Ipemnapara (MeXAyHapoIHOE HEeMaTeHTOBAaHHOE, WIIU
TPYNIIUPOBOYHOE, WM XHUMHYECKOE M TOProBO€ HAMMEHOBAHUS), HAMMEHOBAHUE TMPOU3BOJUTENS
JIEKapCTBEHHOT'O Tperapara, HOMEp CepuH, J1aTa BBITYCKa (151 IMMYHOOUOJIIOTUYECKUX JIEKAPCTBEHHBIX
MpenapaTroB), HOMEpP PETUCTPAIMOHHOTO YJIOCTOBEPEHUS, CPOK TOAHOCTHU, CIOCOO MPUMEHEHUS,
JO3UPOBKA WJIM KOHLIEHTpalus, o0beM, aKTHBHOCTh B E€JAMHMIIAX NEHUCTBUS JHMOO KOJIUYECTBO /103 B
YIaKOBKe, JIKapcTBEeHHas (popma, YCIOBUS OTIYCKa, YCIOBHUS XPaHESHUsI, PEAYNPEIUTEIHHBIC HAITUCH.
(B pen. deaepanbubix 3akoHoB OT 11.10.2010 N 271-03, o1 22.12.2014 N 429-D3)

2. @apmaneBTUUYECKHE CyOCTaHIIMU JOJDKHBI MOCTYINaTh B OOpallleHHe, €ClIM Ha UX [EepBUYHOU
YIIaKOBKE XOPOIIO YUTAEMBIM IIPU(TOM Ha PYyCCKOM SI3bIKE YKa3aHbl HAUMEHOBaHUE (hapMaleBTHYECKOM
CY6CTaHHI/II/I (MC)KIIyHapO[[HOG HCIMMATCHTOBAHHOC, WJIM TPYHIIMPOBOYHOC, WJIIM XHUMUUYCCKOC W TOPTOBOC
HaMMEHOBAaHMs1), HAUMEHOBAaHHE TIPOU3BOANTENS (papMalleBTUUEeCKOW CyOCTaHIIMU, HOMEpP CepHH U JaTa
HU3TOTOBJICHUS, KOJIMYCCTBO B YIIAKOBKEC W €AWMHUIBI UBMCPCHUA KOJINYCCTBA, CPOK I'OJHOCTHU U YCJIOBHA
XpaHEeHHUS.

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

3. .HeKapCTBeHHBIe CpeACTBA B KaUCCTBC ChIBOPOTOK JOJI’KHBI ITOCTYIIATh B o6pa1ueHHe C YKa3aHHuEM
JKMUBOTHOI'O, U3 KPOBH, IJIa3MBbI KPOBH, OPTraHOB U TKaHel KOTOPOro OH! MOJTYYCHBIL.

4. Ha BTOpHuHYIO (MOTPEOUTENBECKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, MOJIYUYEHHBIX U3 KPOBH,
MJa3Mbl KPOBHM, OPraHOB M TKAaHEW dYeNOBEKa, JIODKHA HAHOCUTHCS Haamuch: "Antutena k BUY-1,
BHMY-2, k Bupycy renarura C 1 NOBEpXHOCTHBINM aHTUTE€H BUpYyca remnarurta B orcyTcrByror".

S. Ha  nepBuunyro YIaKOBKY  H BTOPUYHYIO (MOTpeOUTENBCKYIO) YIIaKOBKY
panuodapmalneBTHYECKUX JIEKapCTBEHHBIX CPEJCTB JOKEH HAHOCUTHCS 3HAK paIMallMOHHON OMACHOCTH.

6. Ha BTOpHuHYyIO (MOTPEOUTENBCKYIO) YIIAKOBKY FOMEONAaTHYECKHX JIEKAPCTBEHHBIX IpPErapaToB
OJDKHA HAHOCUTHCI HaAMUCh: "''oMeonaTuueckuii".

7. Ha BTrOpuuHyl0 (NMOTPEOUTENbCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTUTENbHBIX IMpPENapaToB
JOJKHA HAHOCUTBCA Haanuch: "[Ipoaykuus npouuia paiuannoHHbIA KOHTPOJIb' .

8. Ha mepBuuHyr ymakoBKy (€ciyd Il ITOTO CYIIECTBYET TEXHUYECKas BO3MOXKHOCTH) U
BTOPUYHYIO (MOTPEOUTENHCKYIO) YHNAKOBKY JIGKAPCTBEHHBIX MIPEMapaTroB, NpeaHA3HAYCHHBIX IS
KIMHUYECKUX HUCCIICA0BAaHUM, O KHA HAHOCUTHCS HAJAMKCH: " {1 KITMHUYECKUX UCCIeA0BaHUN".

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)
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9. VYmakoBka JICKAPCTBCHHBIX CPCACTB, IMPCAHAZHAYCHHBIX HWCKIOYHUTCIBHO MJId 3KCIIOpTa,
MapKHUpPYETCA B COOTBETCTBHUU C Tpe60BaHI/I${MI/I CTpaHbI-UMITIOPTEPA.

10. Ha TpancnopTHyro Tapy, KOTOpas HE MpeaHa3HaueHa JUIsl MOTpeduTened W B KOTOPYIO
IIOMEIIEHO JIEKAPCTBEHHOE CPEJICTBO, JOJDKHA HAHOCUTHCS HHPOpPMALUs O HAUMEHOBAHWUHU, CEpUU
JICKQpCTBEHHOTO CPEJICTBA, J1aT€ BBHINYCKA, KOJUYECTBE BTOPUYHBIX (HMOTPEOUTEIBCKUX) YHAKOBOK
JIEKapCTBEHHOI'O CPEICTBA, IIPOU3BOAUTEINIE JEKAPCTBEHHOTO CPEACTBA C YKa3aHHUEM HAUMEHOBAaHUS U
MECTOHAXO0KIEHUSI IPOU3BOAUTES JIEKAPCTBEHHOT'O CPEICTBA (apec, B TOM YMCIIE CTpaHa U (UIM) MECTO
IIPOM3BOJICTBA JIEKAPCTBEHHOI'O CPE/ICTBA), a TAK)KE O CPOKE I'OAHOCTU JIEKAPCTBEHHOI'O CPEACTBA M 00
YCIIOBUAX €0 XpaHCHUA U IICPCBO3KU, H€O6XOI[I/IMBI€ npeaynpeaAMTCIbHBIC HAAIINCU U MAHUITYJIATOPHBIC
3HAKH.

11. Ha nepBuuHyl0 yHakoBKYy U BTOPUYHYIO (IOTPEOUTENHCKYIO) YIAKOBKY JIEKapCTBEHHBIX
CpPEACTB JJIsi BETEPUHAPHOIO INPUMEHEHHUs JOJDKHA HAHOCUTbCA Haamuch: "Il BeTepuHapHOro
IpUMEHEHUs".

12. Ha BropuuHyto (IOTpeOMTENbCKYIO) YHNAKOBKY JIEKaPCTBEHHOIO IIpernapara HaHOCHUTCS
IITPUXOBOM KOJI.

Nnasa 9. BBO3 JIEKAPCTBEHHbLIX CPEACTB
B POCCUACKYIO ®EAEPALMIO N BbIBO3 NEKAPCTBEHHbIX CPEACTB
U3 POCCUNCKOW ®EOEPALIUK
(B pea. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

CraTtba 47. Nopsanok BBO3a nekapcTBeHHbIX cpeacTB B Poccumnckyro depgepaumio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB u3 Poccunckon depepauumn
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHbIX cpenctB B Poccuiickyro ®enepanuio OCYHIECTBISIETCS B MOPSJIKE,
yctaHoBiieHHOM [IpaBurenbctBoM Poccuiickoii ®Penepauuu, B COOTBETCTBUM C TAMOKEHHBIM
3aKOHOAATETHCTBOM TaMOKeHHOTO coro3a B pamkax EBpA3DC (manmee - TaMOKEHHBIN cO103) U (HIN)
3aKoHOJaTenbCcTBOM Poccuiickoin denepanuiv 0 TAMOKEHHOM JIEJE.

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

2. BBosumbie B Poccuiickyro ®enepario JeKapCTBEHHBIE CPEJCTBA JIOJKHBI COACPKATHCS B
roCyZapCTBEHHOM PEECTpeE JICKaPCTBEHHBIX CPEACTB.
(B pen. Denepanbbix 3akoHOB 0T 06.12.2011 N 409-®3, o1 27.12.2019 N 462-D3)

3. Jlomyckaercs BBO3 B Poccuiickyro ®enepanuio KOHKPETHOM NMapTHM 3apErHCTPUPOBAHHBIX U
(M)  HEe3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX CPEACTB, MpPEJHA3HAUYEHHBIX JJS  I[POBEIEHUS
KJIIMHUYECKUX MCCIEA0BaHUN JIEKAPCTBEHHBIX IIPENapaToB, MPOBEAEHUS 3KCIEPTU3bI JIEKAPCTBEHHBIX
CPEICTB JUIsl OCYIIECTBIIEHHUS TOCYIapCTBEHHOW pErucTpanuyl JeKapCTBEHHBIX MpEenapaTtoB WU Ui
OKa3aHUsl MEIMLIMHCKON MOMOIIM IO JKU3HEHHBIM ITOKa3aHMUSM KOHKPETHOrO IMalMeHTa Ha OCHOBAaHWHM
paspelleHus, BbIIAHHOTO YIOJHOMOYEHHBIM (eJiepaibHbIM OpPraHOM HCIOJHUTENBHON BIIACTU IO
3asBJICHUSM JIUI, YKa3aHHbIX B cTaTbe 48 Hacrosmero ®denepanbHoro 3akoHa. PaccMoTpeHue Takoro
3asBJIGHHS W TPHUHATHE pEIIeHUus O BblJauye pa3pelieHuss Ha BBO3 KOHKPETHOM MapTHH
3apErUCTPUPOBAHHBIX U (WJIM) HE3aPETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, IPEIHA3HAYEHHBIX IS
MPOBEJCHUS KIMHUYECKUX HCCIIEOBAaHUM JIEKApCTBEHHBIX IMPENapaToB, IPOBEIEHUS HSKCIEPTU3BI



https://login.consultant.ru/link/?req=doc&base=RZR&n=286532&date=28.07.2021&dst=100822&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=286532&date=28.07.2021&dst=100824&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=286532&date=28.07.2021&dst=100825&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=286532&date=28.07.2021&dst=100826&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=341770&date=28.07.2021&dst=100020&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=310158&date=28.07.2021&dst=100024&fld=134

JICKApCTBEHHBIX CPEACTB JUIS OCYIIECTBJICHUS TOCYAAPCTBEHHOM pETUCTpAIlMM JIEKapCTBEHHBIX
IpenaparoB WM JUIl OKa3aHWs MEJUIMHCKON HOMOIIM 10 >XM3HEHHBIM ITOKa3aHHSAM KOHKPETHOTO
naruenTa Ju0o o0 OTKa3e B BbIJJaue YKa3aHHOT'O pa3pelIeHHs MPOU3BOIATCS B CPOK, HE MPEBBIIIAOIINI
ATy pabounx aneil. [lnara 3a Beady yKa3aHHOTO pa3pelIeHus] He B3UMACTCH.

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

Koncynprantllntoc: npumeuanue.
C 01.01.2024 4. 3.1 ct. 47 yrpauuBaer cuiy (®3 ot 27.12.2019 N 475-D3).

3.1. Jlomyckaercst BBO3 B Poccuiickyro deaepannio KOHKPETHOW MapTHH HE3apEruCTPUPOBAHHBIX
JIEKapCTBEHHBIX IPENapaToB, COAEPXKALIUX HAPKOTUUYECKUE CPEICTBA WJIM ICUXOTPOIIHbIE BEIECTBA, B
nopsiake, ycraHoBieHHOM IlpaButenbctBoM Poccuiickoii ®enepanuu, A OKa3aHUS METUIIMHCKON
IIOMOUIY IO >KU3HEHHBIM NOKA3aHUSM KOHKPETHOIO NallMeHTa WM IPYMIbl MallMEHTOB B CilyYae, €ciiu
UMeeTCsl pelIeHHe BpaueOHOW KOMHUCCHUM MEIUIIMHCKON opraHu3anud O HedPPEKTUBHOCTH WIH
HEBO3MOXKHOCTH TPUMEHEHHUsI Y KOHKPETHOTO MAllMeHTa WHBIX 3apPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpernapaToB, B TOM YHUCJE COAEpXKAIIUX APYrue AECUCTBYIOIIME BEIIECTBA, U O HEOOXOJUMOCTH BBO3a
OIIpEIENIEHHOT0 HE3apEeruCTPUPOBAHHOIO JIEKAPCTBEHHOI'O IIperapaTa ¢ yKa3aHUEM €ro MeXIyHapOJIHOI O
HEMaTeHTOBAHHOTO (WJIM XUMHYECKOTro, WM TPYNIHUPOBOYHOIO) HAUMEHOBaHMs, (OPMBI BBHIMYCKA H
KonndectBa. [lepeuenp 3a00eBaHUl M COCTOSIHUH M COOTBETCTBYIOUIMX JIGKAPCTBEHHBIX IIPEMNapaToB,
COJIEp>KaIINX HAPKOTHUECKHUE CPEICTBA U TICUXOTPOITHBIE BEIIECTBA, B LIESAX OCYIIECTBICHUS UX BBO3a B
COOTBETCTBHHM C TPEeOOBAHUSMH HACTOALICH YacTH YTBEPXKAAETCS YHNOJHOMOUYEHHBIM (elepatbHbIM
OpPraHOM HCHIOJIHUTEIbHON BIACTH.

(uactsb 3.1 BBeneHa PenepasibHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

4. B Poccuiickyto ®denepannio MOXHO BBO3UTH JIEKAPCTBEHHBIE CPEJICTBA, KAYECTBO KOTOPBIX
MOATBEPKIICHO  CepTU(HUKATOM  TPOU3ZBOAMUTENST  JIGKAPCTBEHHBIX  CPEACTB,  yIAOCTOBEPSIOIIUM
COOTBETCTBHE BBO3MMBIX JIGKAPCTBEHHBIX CPEICTB TpeOOBaHUAM (apMaKoONeHHbIX cTaTelt b0 B ciiydae
WX OTCYTCTBHS HOPMATHUBHOM JOKYMEHTAIIMH WJIM HOPMATUBHOTO JOKYMEHTA.

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

5. 3anpemiaercs BBo3 B Poccuiickyto denepannio GpanbcuPpuIMpoBaHHBIX JEKAPCTBEHHBIX CPENICTB,
HEe/100pOKAaYEeCTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPE/ICTB.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. danbcuduuupoBaHHble JEKAapCTBEHHbIE CPEJCTBA, HEIO0OPOKAYECTBEHHBIE JIEKAPCTBEHHbBIE
CPEACTBA MOMJIEKAT UFBATHIO U MOCIEAYIOIIEMY YHUUTOKEHUIO WU BbIBO3Y U3 Poccuiickon denepannu,
KOHTpagaKTHBIE JIEKAPCTBEHHBIE CPE/ICTBA - U3BATHIO U MOCIEAYIOIIEMY YHUUYTOXKECHUIO. Y HUUTOXKEHUE
wii  BbiBo3 U3 Poccuiickoit ®enepaumu  panbcuPUIMPOBAHHBIX  JEKAPCTBEHHBIX  CPEACTB,
HE/I00pOKAYECTBEHHBIX  JIGKAPDCTBEHHBIX  CPEACTB, KOHTpa(akTHBIX  JIEKAPCTBEHHBIX  CPENCTB
OCYHIECTBJISIETCA 3a CYET JIMIA, OCYIIECTBUBIIEr0O WX BBO3. [IOpSAAOK YHHUYTOXKEHHS W3BATHIX
(banbCcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEAOOPOKAUYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX cpeACTB ycTaHaBnuBaercs [IpasurensctBom Poccuiickoit denepanun.
(B pen. deaepanbhoro 3akona ot 06.12.2011 N 409-03)

7. Jluma, ocymectBastone BBo3 B Poccuiickyro @enepanuio  (ambcupuIMpOBaHHBIX
JIEKapCTBEHHBIX  CPEJACTB, HEJOOPOKAUYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTPa(aKTHBIX
JICKApPCTBCHHBIX CPEACTB, HECYT OTBECTCTBCHHOCTE B COOTBETCTBUU C TaAMOXCHHBIM 3aKOHOAATCIIECTBOM
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TamoxeHHOro cor03a U (WJIKM) 3aKOHOIaTeIbCTBOM Poccuiickoit deaepannu 0 TaMOKEHHOM JIeJIe.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

8. BpIBO3 JIeKapCTBEHHBIX cpeAcTB U3 Poccuiickoii deneparyu ocymecTBisieTcs: 6€3 MpUMEHEHUS
OTpaHUYEHUH, YCTAHOBJCHHBIX TaMOXXEHHBIM 3aKOHOJATEIbCTBOM TaMOXXEHHOTO coro3a H  (WIJIH)
3aKOHOJaTeNnbCcTBOM Poccuiickonn denepauu 0 roCyJapCTBEHHOM PEryJIMPOBAaHUM BHEUIHETOPTrOBOU
NEeSATEIbHOCTH.

(B pen. @enepanpubix 3akoHoB oT 06.12.2011 N 409-@3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N
429-D3)

9. BBon B TpaxkIaHCKHii 00OpOT JIEKAPCTBEHHBIX IMPEMapaToOB I MEIUIIMHCKOTO MPUMEHEHUS,
BBe3eHHBIX B Poccuiickyro Deneparuio, OCyIIECTBISIETCS ¢ COOM0IEHUEM TpeOOBaHUM, YCTAaHOBICHHBIX
cratheit 52.1 nHactosmero deaepaibHOrO 3aKOHA.

(uactb 9 BBenena denepanbubiM 3aKk0HOM OT 28.11.2018 N 449-D3)

Koncynprantlntoc: npumedanue.
C 01.09.2023 crt. 47 nononnsiercs 4. 10 (@3 ot 02.07.2021 N 317-D3).

Cratbs 48. lOpuanyeckue nuua, KOTOpPbIM pa3pelleH BBO3 NleKapCTBEHHbIX CpeACcTB
B Poccumnckyro ®eaepauuto
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBenHnsle cpenctBa B Poccuiickyro denepanuo MOryT BBO3UTH:
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) mnpou3BOAUTENM JIEKAPCTBEHHBIX CPEACTB JUId Leled COOCTBEHHOTO IPOM3BOJICTBA
JIEKapCTBEHHBIX CPE/ICTB;

2) WHOCTpaHHbIE pPa3pabOTYUKU JIEKAPCTBEHHBIX CPEJICTB M HMHOCTPAHHBIE MPOU3BOJIUTENN
JIEKapCTBEHHBIX CPEJICTB WU JAPYrHe IOpUANYECKHE JTUIA 110 TOPYUYEHHUIO pa3paboTUHKa JIEKapCTBEHHOTO
CpelICcTBa JUIsl NMPOBEACHUS KIMHUYECKUX HCCIEAOBAHUM JIEKAPCTBEHHOI'O IIpenapara, OCYIIECTBICHUS
rOCYJapCTBEHHON  perucTpalMy JIEKapCTBEHHOrO  Iperapara, BKIIOYEHHA  (apMalleBTUYECKON
CyOCTaHIIMM B IOCYJAapCTBEHHBIA pEECTp JIEKAPCTBEHHBIX CPEJICTB, KOHTPOJISI KayecTBa JIEKApCTBEHHBIX
CPEACTB NP HAJIMYUM pa3pellieHus YIOJIHOMOYEHHOro (peepalbHOro OpraHa MCHOJHUTEIbHOM BIIACTH
Ha BBO3 KOHKPETHOM MapTHH JIEKAPCTBEHHBIX CPEJICTB;

3) OopraHu3alnu OIITOBOM TOPrOBJIN JICKAPCTBCHHBIMU CPCACTBAMU;

4) Hay4HO-WCCIENOBAaTENbCKHE OpraHU3alnu, o0pa30BaTEeNbHBIE OPraHMU3AIMH  BBICIIETO
0o0pa3oBaHMs, MPOU3BOAUTENN JIEKAPCTBEHHBIX CPEICTB JJs pa3pabOTKH, HCCIEIOBaHHMMA, KOHTPOJI
0€30MacHOCTH, KauecTBa, J3()PPEKTUBHOCTH JEKAPCTBEHHBIX CPEACTB MpPH HAIWYUHM pa3pelieHus
YIIOJIHOMOYEHHOTO (heiepaibHOTO OpraHa UCIIOJHUTEIbHON BIACTH,

(B pen. ®exnepanbHoro 3akoHa ot 02.07.2013 N 185-03)

5) MCIUIIUHCKUEC OpTraHU3allui, UHbIC YKAa3aHHBIC B ITYHKTAaX 1-4 HaCTOHH_[eﬁ CTaTbU OpraHu3aluu
JJIs1 OKa3aHUs MG,ZII/IHI/IHCKOI\/II IIOMOIIH IT10 ) XU3HCHHBIM ITOKa3aHWAM KOHKPETHOT'O MAallMCHTA ITPU HAITUYNN
paspCiiCcHud YIIOJIHOMOYCHHOI'O (be;[epanbﬁoro opraHa HCIIOJHUTEILHON BJIAcCTH Ha BBO3 KOHKpCTHOﬁ
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napTur JICKAPCTBCHHOI'O IMpfCliapaTra, BbIAAHHOIO B YCTAHOBJICHHOM IIOPSAAKC B (1)opMe OJICKTPOHHOT'O
JTOKYMEHTA, ITOJIMHCAaHHOTO YCUIICHHOH KBaTH(DUIIMPOBAHHOM 3JIEKTPOHHON TOAIHUCHIO;
(B pen. @enepanbHoro 3akoHa ot 12.03.2014 N 33-D3)

Koncynprantllntoc: npumeuanue.
C 01.01.2024 1. 6 ct. 48 yrpauuBaer cuiy (®3 ot 27.12.2019 N 475-D3).

6) rocyaapCTBEHHbIE YHUTApHbIC MPEANPUSNTHS, UMYIIECTBO KOTOPBIX HAXOIUTCS B (erepanbHON
coOcTBeHHOCTH, onpenenssemble [IpaButensctBoM Poccuiickoit denmepanuu, B 4YacTd BBO3a B
Poccuiickyro @eznepaunio  HE3apEeTrMCTPUPOBAHHBIX  JICKAPCTBEHHBIX IIPENapaToB, COJEp KalluxX
HApPKOTHUYECKHE CPEJICTBA WJIM IICUXOTPOIHBIE BELIECTBA, MJI OKA3aHWS MEAUUHUHCKOM MOMOIIM IO
KU3HEHHBIM MOKA3aHUSAM KOHKPETHOT'O MallMeHTa WIKM TPYIIIbI MAUEHTOB B COOTBETCTBUM C YacThio 3.1
ctathu 47 Hacrosero OeaepaabHOTO 3aKOHA.

(. 6 BBeneH DenepanbHbIM 3aKkoHOM OT 27.12.2019 N 475-D3)

Cratba 49. [1oOKyMeHTbl, NpeacTtaBnsieMble B TaMOXEHHble opraHbl Poccumnckom
Penepaumnm nNpu BBO3e NieKapCcTBeHHbIX cpeacTB B Poccuinckyro ®enepauuto
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. Tlpu BBO3e nekapcTBeHHBIX cpeAcTB B Poccuiickyro ®Denepanuio B TaMOXEHHBIE OpraHbl
Poccuiickoit  ®epeparuu  HapsAny C JOKYMEHTAMHM, HPEACTABICHHE KOTOPBIX MPEAYCMOTPEHO
TaMOKEHHBIM 3aKOHOAATEIhCTBOM TaMOXEHHOro cor3a U (WMJIM) 3aKOHOJATEeNbCTBOM Poccuiickoit
denepauru 0 TaMOKEHHOM JIEJIE, MPEICTABIISIIOTCS CIAEAYIOIME JOKYMEHTHI:

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

1) ceptudukar mNPOU3BOAUTENS JIEKAPCTBEHHOTO CPEACTBA, YIOCTOBEPSIOUINII COOTBETCTBHE
BBO3UMOTO JIEKAPCTBEHHOTO CpeAcTBa TpeOoBaHUAM (apmakoneidHOW cTaTbu MO0 B ciydae ee
OTCYTCTBHSI HOPMATUBHOM JOKYMEHTAIIMH UM HOPMATUBHOIO JJOKYMEHTA;

2) paszpelieHHe YHOJIHOMOYEHHOTO (hefepalbHOr0 OpraHa HCIOJIHMTENBbHOM BJIACTH Ha BBO3
KOHKPETHOM MAapTHUH JIEKAPCTBEHHOI'O CPEJICTBA B CIydYasX, YCTAHOBJIEHHBIX YacTbio 3 craThu 47
Hacrosuiero denepanbHOro 3aKOHa.

2. JIOKyMeHTBI, yKa3aHHble B NMyHKTax | M 2 yacTu 1 Hacrosmiedl craTbu, NMPEACTaBISAIOTCS B
TaMOXeHHble opranbl Poccuiickoit @enepanun npu NpuObITUN JEKapCTBEHHBIX CpeAcTB B Poccuiickyto
denepanuio.

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

Cratba 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccumnckyro ®epepauuio ans
FINYHOroO UCMONIb30BaHUA U UHbIX HEKOMMEPYECKUX Lerfiel, a TakkKe AN UCNONb30BaHUA
Ha TeppuUTOPUM MeXAyHapoAHOro MeaAULMHCKOro Knacrepa
(B pen. Denepanbbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JlexkapcTBeHHbIE MpemnapaTtbl MOTryT ObITh BBe3eHbl B Poccuiickyro denepauuio 0e3 yuera
TpeOoBaHUH, MPeyCMOTPEHHBIX YacTsmMu | - 4 crateu 47, ctathsimu 48 u 49 nactosmero @enepalbHOTO
3aKOHa, €CJIM OHM IpeIHAa3HAYEHBI JJIA:
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(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) nMuYHOrO MCHOJB30BaHUS (PU3MUECKUMH JHIlaMH, NpuObBIIMMU B Poccuiickyro ®enepanuio.
I[Ipu »stom BBO3 B Poccuiickyro Denepanuio JIEKapCTBEHHBIX IPENApPaTOB, COAECPXKAIIUX
CWIbHOACHUCTBYIOIIME U (WIM) SJOBUTHIE BELIECTBA, BKJIIOYCHHBbIE COOTBETCTBEHHO B  CIIHCOK
CUJIBHOJICHCTBYIOLMX BELIECTB JUIA LEJEN YrOJIOBHOIO 3aKOoHoJarenbcTBa Poccuiickoit denepaunu U B
CIMCOK SIIOBUTBIX BEILIECTB I LEJIed YroJIOBHOIO 3akoHojarenbcTBa Poccuiickoit ®Penepaunu,
yrBepxkaeHHble [IpaBurensctBoM Poccniickoit denepanuu, OCyIIECTBIAETCA NP HAJTUYUK JTOKYMEHTOB
(3aBepeHHBIX KOMUN JOKYMEHTOB MJIM 3aBEPEHHBIX BBIMHMCOK W3 HUX), MOATBEPIKIAIOIIUX Ha3HAUYCHUE
¢u3nvyeckoMy JIMIy YKa3aHHBIX JIEKAPCTBEHHBIX IIpenapaToB (3a MCKIIOYCHHEM JIEKapCTBEHHBIX
MpenaparoB, 3aperucTpupoBaHHblx B Poccuiickoit ®expepanuu U OTIyckaeMbix B Poccuiickoi
@enepannu 0e3 perLenTa Ha JeKapcTBEHHbIN npenapar). [TonrBepkaaronie J0KyMEHThI (MX 3aBEPEHHbIE
KOIUU WJIM 3aBEPEHHBIE BBIMHUCKHU U3 HUX) JIOJDKHBI COJEPKATh CBEACHHSI O HAUMEHOBAaHUH M KOJIUYECTBE
HA3HAYEHHOr'0 JIEKapCTBEHHOIo Ipenapara. B ciydae, eciu NOATBEp)KIAOIIME JOKYMEHTHI (UX
3aBepEHHBIC KOMHM WM 3aBEPEHHBIC BBIMHCKU W3 HUX) COCTABIIEHb HA MHOCTPAHHOM SI3bIKE, K HHUM
[IpUJIaraeTcs HOTApUAIbHO 3aBEPEHHbIN MIEPEBO] Ha PYCCKUH S3BIK;
(m. 1 B pea. @exnepanbuoro 3akona ot 02.06.2016 N 163-D3)

2) WCTONB30BaHMS  PaOOTHUKAMHM  JIUIJIOMATHYECKOTO  KOpIyca WM  IPEACTaBUTEISIMU
MEXIYHApOAHBIX OpraHU3alMii, akkpeauToBaHHbIX B Poccuiickoit denepanuy;

3) Je4eHHsT MACCAXHPOB M WICHOB SKHUIAXEW TPAaHCHOPTHBIX CPEACTB, MOE3THBIX Opurax u
BOJUTENEH TPAHCIOPTHBIX CPECTB, NpuObIBIINX B Poccuiickyro @enepario;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) neyeHus y4yaCTHHUKOB MEXAYHApPOJHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEPONPHUATHIA U YyUaCTHHKOB
MEXTYHApOAHBIX SKCIEIUIINN;

5) nedyeHHs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajgaX, IHMpPKax, OKeaHapuyMax,
nenbpUHApUAX, JICYEHUS ITUKUX >KMBOTHBIX, MOCTOSHHO WM BPEMEHHO HAaCeSIOLUX TEPPUTOPHUIO
Poccuiickoit ®enepanuu, HaXOMSIIMXCA B COCTOSHUM €CTECTBEHHOW CBOOOJBI M MpUHAUIEKAIIUX K
BUJaM, 3aHeceHHbIM B KpacHyto kuury Poccuiickoit ®@enepanuu u (Win) KpacHble KHUTH CYOBEKTOB
Poccuiickoii denepanuu, a TakKe >KUBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuro s ydacTus B
CHOPTHUBHBIX U 3PEJIMIIHBIX MEPONPUATHSAX;

(B pen. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) MCIIOJIE30BaHMSI HA TEPPUTOPHH MEXKTYHAPOTHOTO MEIUIIMHCKOTO KIIacTepa.
(. 6 BBeneH PenepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. B ciyyasx, npeayCMOTPEHHBIX 4acThiO | HacTosIIEN CTaThH, JOIyCKaeTcs BBO3 B Poccuiickyro
Denepanuio JIEKapCTBEHHBIX PENApaToB, HE 3apErUCTPUPOBAaHHBIX B Poccuiickoit denepanui.
(B pen. @exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHBIE TpenapaThl, MpeIHa3HAYeHHbIE A TYMaHUTapHOW MOMOIIH (CONEHCTBUSA) MU
IIOMOIIM TIPU 4YPE3BBIYAMHBIX CHTyauusx, BBO3sATCA B Poccuiickyto ®enepanuto B MOpSIKE,
ycraHoBiIeHHOM lIpaBurensctBom Poccuiickoit ®epepanuu. 3anpemaercss BBo3 B Pocculickyro
Penepalvi0  HE3aPETHCTPUPOBAHHBIX  JICKAPCTBEHHBIX  IPENaparoB,  MPEIHAa3HAYEHHBIX  JUIA
TYMaHHUTapHOH MOMOIIHU (COAECHCTBHS) WIIM IOMOIIM NPH YPE3BBIYANHBIX CUTYaLUsAX.
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(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CotpyaHuyecTBO (peagepanbHOro opraHa WCMONHUTENILHOW BRacTw,
YNOSIHOMOYEHHOro B OONlaCTM TaMOXEHHOro perna, W ApYrux YnorHOMOYEHHbIX
¢depepanbHbIX OpraHOB UCMONTHUTENBLHOWU BrNacTun

1. VYmomHoMoueHHbIe (eaepanbHble OpraHbl HCHOJHUTEIBLHON BIACTH MPEIOCTABISIOT B
pacriopsbkeHHe (elepaJbHOrO OpraHa HCHOJHMTENbHOM BIAcTH, YHNOJHOMOYEHHOIO B 00JacTu
TaMOXXCHHOTO JIeJla, TOCYAApCTBEHHBIH PEECTp JEKAPCTBEHHBIX CPEACTB, a Takke HH(OpMAIHUIO O
BBIJIAaHHBIX pa3pelIeHUs X Ha BBO3 KOHKPETHOM IIApTHM JICKApCTBEHHBIX CPEICTB B CIy4Yasx,
YCTaHOBJIEHHBIX 4acThio 3 craThu 47 HacTosmero deaepanbHOro 3aKOHa.

2. @enepanbHblil OpraH HCHIOJHHUTEIbHON BIIACTH, YIOJHOMOYEHHBIH B 00JACTH TaMO>KEHHOI'O
nena, nHQOPMHUPYET yKa3aHHBIC B YacTH | HACTOAIICH CTaTbU YIMOJHOMOUYEHHBIE (e/iepaibHbIe OpraHbl
UCIIOJIHUTEIIBHOM BJIACTM O BBO3€ JIEKAPCTBEHHBIX cpeacTtB B Poccuiickyro ®Penepanuio U BbIBO3E
JIeKapCTBEHHBIX cpeAcTB u3 Poccuiickoir deneparnyu mo GopMe u B MOPSAKE, KOTOPHIE YCTaHOBIICHBI
[IpaBuTenscTBoM Poccuiickoit denepaiuu.

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

Masa 10. PAPMALEBTUYECKAA OEATEJIbHOCTb
CraTtba 52. OcyuwecTBneHue ¢papmaLeBTUHECKON OEATENBHOCTU

1. dapmaneBTrueckasi JeATEILHOCTh OCYIIECTBISIETCS OpraHu3alUsIMHU OINTOBOM TOPTOBIH
JIEKApCTBEHHBIMU  CPEACTBAMH,  aANTE€YHbIMM  OpPraHU3alUsIMH, BETEPUHAPHBIMU  ANTEYHBIMU
OpraHu3alMsIMH, WHIUBUTyIbHBIMU MpEeANPUHIMATEISIMH, UMEIOIINMHI JIUTIEH3UIO Ha
(bapmalleBTUUECKYI0 AESTeNbHOCTh, MEIUIIMHCKUMHU OpTaHU3alUSIMHU, HUMEIOUIMMH JIUIEH3UI0 Ha
(bapMareBTUUECKYyI0 JEeSATENbHOCTh, M WX OOOCOOJCHHBIMH TOJApa3JeICHUsIMUA (aMOyJIaTOpPHUSIMU,
denpamepckuMu U QENbIIIePCKO-aKyIIEPCKUMH  MYHKTaMU, [EHTpaMu (OTIENEeHUsMHU) OOIIei
BpayeOHON (CEeMEHOM) MPaKTHUKU), PACHOJIOKEHHBIMH B CEJIbCKUX HACEIEHHBIX MyHKTaX, B KOTOPBIX
OTCYTCTBYIOT alTEUHbIE OpraHU3allMd, U BETEPUHAPHBIMU OPTaHMU3ALUSIMU, UMEIOIIMMU JHUIEH3UI0 Ha
(hapMareBTUUECKYIO eI TeIIbHOCTD.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

KoncynprantlIntoc: npumedanue.

006 ycnousx nomycka B 2021 romy K OCyHIeCTBICHHMIO (DapMaleBTHUECKON NEesTeIbHOCTH JHIl O3
ceprudukarta crneuuamucra U (WIM) MO CHEHUAIBHOCTSM, HE NPEIyCMOTPEHHBIM CepTH(HUKATOM
cnenuanucra, cM. Ilpukaz Munzapasa Poccun ot 08.02.2021 N 58H.

2. ®usnueckue JHIa MOTYT OCYHIECTBIATH (DapMalleBTHUECKYIO NEeATENbHOCTh HpPU HaJIUYUU
BBICIIIETO WJIM CPEIHEro (hapMaleBTHUECKOro o0pa3oBaHus U cepTU(UKaTa CHEIMAINCTA, BHICIIETO MU
CPEAHEro BETEpPUHAPHOr0 00pa3oBaHMs U cepTU(UKATa CIEHUAINCTA, a TAKXKE BBICIIETO WM CPEIHEro
MEIUIMHCKOTO0 00pa3oBaHus, CepTHU(HKATa CIEIHATUCTa U JOMOJHUTEIBHOIO NPOQPEeCcCCHOHATHHOTIO
o0Opa30BaHMs B YaCTH PO3HUYHOU TOPTOBIH JIEKAPCTBEHHBIMU IpernapaTaMy MpU YCIOBUH UX PabOTHI B
000CO0JIEHHBIX MOAPA3IENCHUIX MEIUIIMHCKUX OpraHU3alyid, yKa3aHHBIX B yacTu | HacTOsIIEH cTaThH.
(uacts 2 B pen. enepanbroro 3akoHa ot 27.07.2010 N 192-D3)
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Koncynsrantlntoc: npumedanue.

JlekapcTBEeHHbIE ITpenapatsl Uil MEAULUHCKOIO IPUMEHEHHUs, BBEICHHbIE B TPAKAAHCKUN 000pOT /10
29.11.2019, noanexatr XpaHEHHIO, NEPEBO3KE, OTIYCKY, peajn3allly, INepeaaye, NPUMEHEHUIO 10
ucreyeHus cpoka ux rogHoctd (O3 or 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCcKun oOOOpPOT neKapCTBEHHbIX npenapaTtoB AN
MeAULUHCKOro NpUMeHeHus1
(BBeneHa PenepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOAOM B TpaskJaHCKHA 000POT KaXIOW CEpUM WM KaXIOH MapTUU MPOHU3BEIEHHOTO B
Poccuiickoit denepannu J€KapCTBEHHOTO Mpenapara JUisi MEAULMHCKOIO IPUMEHEHM S, 38 UCKIIOYEHUEM
MMMYHOOMOJIOTUYECKUX JIEKAPCTBEHHBIX IpPENapaToB, IPOU3BOJAUTENb TaKOrO JIEKAPCTBEHHOTO
npernapara MnpeJcTaBisieT B (efepalibHblii OpraH MCIOJHUTEIbHON BJIACTH, OCYLIECTBISIOIINN (QYHKIUU
[0 KOHTPOJIIO U Hag30py B cdepe 3ApaBOOXpaHEHUs, JOKYMEHT IPOU3BOIUTENS JIEKAPCTBEHHOTO
CpPEICTBa, IOATBEPXKAAIOIIMN  KAa4ecTBO  JIEKAPCTBEHHOIO  IIpemnapara, MW IMOATBEPKICHHE
YIIOJIJHOMOYEHHOI'O0 JIMLA IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBHS JIEKAPCTBEHHOIO
npernapara TpeOOBaHUAM, YCTAHOBJIEHHBIM IIPU €0 FOCYJapCTBEHHON perucTpanum.

2. Ilepen BBOAOM B TpakIaHCKUH OOOPOT KaXKIOM CEpPUM WM KaXKJOM MapTUU BBO3UMOTO B
Poccuiickyro ®@enepanuio JIEKapCTBEHHOI'O Ipernapata Uil MEIULMHCKOTO IMPUMEHEHMs, 3a
HCKITIOYCHUEM HMMMYHOOHOJIOTUYECKUX JICKAPCTBEHHBIX IPEIapaToB, OPTaHHW3aIUs, OCYIISCTBIISIOIIAS
BBO3 JIEKapCTBEHHOIo Mpemapata B Poccuiickyro ®exnepaiuio, npeactaBiseT B (eaepaibHbId Opran
WCIIOJIHUTENIBHON BJAacTHU, OCYLIECTBISIOIMIMA (QYHKIMM 10 KOHTPOJIO M HaaA30py B cdepe
3IpaBOOXpaHEHUs, CepTU(PUKAT MPOUZBOIUTENS JIEKAPCTBEHHOTO  CPEIACTBA,  YIOCTOBEPSIIOIIHIA
COOTBETCTBHE BBO3UMOI'O JIEKAPCTBEHHOTI'O Npenapara TpeOoBaHUsAM (hapMakoneitHol cTaThy, a B cllydyae
oTCyTCTBHs (hapMaKONEeWHON CTaTbu TPEeOOBAHUAM HOPMATUBHON JOKYMEHTAI[MH, M TOJTBEPKICHHE
MPECTaBUTENSL OPTraHU3AIMK, OCYIIECTBISIONIEH BBO3 JIEKAPCTBEHHOrO Ipenapara B Poccuiickyro
Qdenepallii0o M YINOJHOMOYEHHOM HMHOCTPAHHBIM  IPOU3BOJUTEIEM  JIEKAPCTBEHHBIX  CPEICTB,
COOTBETCTBHS BBO3MMOTO JIEKAPCTBEHHOT'O TIpernapara TpeOOBaHUSM, YCTAHOBJIECHHBIM TIPH €ro
roCcyAapCTBEHHOM pEerucTparuu.

3. Tlopsmok mpencTaBIeHUs B COOTBETCTBUHU C 4YacTsAMU | W 2 HACTOSIIEH CTaThbH JIOKYMEHTOB H
CBEIEHMIl O JIEKapCTBEHHBIX IIpernaparax, BBOJUMBIX B TPaXJaHCKUH 00O0pOT, yCTaHaBJIMBAETCS
[IpaBurensctBoM Poccuiickoit denepanun.

4. B OTHOUIEHWHM TMEPBBIX TPEeX CEepUld WIM NapTUM JIEKAPCTBEHHOIO IMperapaTra, BIIEPBbIE
npousBeqieHHOro B Poccuiickoir @enepanuu v BOEpBbie BBO3UMOTo B Poccuiickyro ®dexnepanuio, B
benepanbHBIA OPraH UCMOTHUTEIBHON BJIACTH, OCYIIECTBISIFONINKA (DYHKIIMKA IO KOHTPOIIO M HAI30py B
cdepe 31paBOOXpaHEHUS, TOTOJIHUTEIFHO MPEACTABISIETCS] TPOTOKOJI UCTIBITAHUNA O COOTBETCTBUU CEPUU
WM TApTUU JIEKapCTBEHHOTO Mpemnapara Uil MEOUUMHCKOrO IMPUMEHEHHUs ITOKAa3aTesiiM KadecTBa,
MPEAYCMOTPEHHBIM HOPMAaTHBHOW JTOKYMEHTAaIlMel (Jajee - MPOTOKOJI WCIBITAHUN), MPOBOIUMBIX
aKKpEJIUTOBAHHBIMHU B COOTBETCTBUU C 3aKOHOJATENHCTBOM Poccuiickoii denepaiinu 06 akkpeAUTallUU B
HallUOHAJIBHOM  CHUCTEME  aKKpeAuTanuu  (eaepalibHbIMU  TOCYIApCTBEHHBIMHU  OIOJKETHBIMHU
YUPEKICHUSIMHU,  TOJBEAOMCTBEHHBIMH  (eiepaiIbHOMYy  OpraHy  HCIOJTHHUTEIbHOW  BIACTH,
OCYIIECTBISIOMEMY (YHKIIMM 1O BBIPA0OTKE W peaTu3alii TOCYJapCTBEHHOW TIOJIMTHKU U
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HOPMAaTUBHO-TIPABOBOMY PETYJIIMPOBAHWIO B cdepe 3apaBooXpaHeHHs, ¥ (eaepalbHOMy OpraHy
UCIIOJIHUTENIBHON  BIIACTH, OCYIIECTBISIOMEMY (YHKIMU 1O KOHTPOJIIO M Haa3opy B cdepe
3npaBooxpaHeHus. [IopsIoK BbIIauM yKa3aHHBIMU (peliepalbHBIMH TOCYIapCTBEHHBIMU OO/KETHBIMHU
YUpEXKIEHUSIMHU JaHHOTO MPOTOKOJIA U pa3Mep IUIAThl 3a €ro BblAauy ycTaHaBiauBatoTcs [IpaButenscTBom
Poccuiickoit ®enepanuu.

5. Exeronno He mo3aHee 1 ¢eBpains MpoU3BOIUTENN JIEKAPCTBEHHBIX CPEICTB WM OpraHU3alUH,
OCYILECTBISIOLIME BBO3 JIEKAPCTBEHHbIX IpemnapaToB B Poccuiickyro @Pexnepanuio, NpeAcCTaBIsOT B
benepanbHBI OPraH UCHOJHUTEIBHON BJIACTH, OCYIIECTBISIIOIINMA (DYHKIIMK IO KOHTPOIIO M HAaa30py B
cdepe 31paBOOXpaHEHUs], TPOTOKOJI MCIIBITAHNHI MOCTYMUBIIETO B TEYEHUE TOJ[a B TPAXKAAHCKUNA 000pOT
JIEKapCTBEHHOI'O Tpernapara KOHKPETHOTO MPOM3BOAMUTENS (HA OJHY CEpUI0 KaXJ0ro TOProBOTO
HAaUMEHOBAHMSI C yYETOM JIEKAPCTBEHHOW (OPMBI M JO3UPOBKH), MPOBOJUMBIX AKKPEIUTOBAHHBIMU B
COOTBETCTBUHM C 3aKoHOJAaTelnbcTBOM Poccuiickoit @enepanuu 00 akKpeqUTAllMM B HAIlMOHAIHHOU
CHCTEME aKKPEAUTAIlUN UCIBITATEIbHBIMU JTA00pATOPHSIMHU (LICHTPAMH ).

6. IlpousBoauTenn JIEKAPCTBEHHBIX CPEJICTB WM OpPraHU3alMHM, OCYLIECTBISIONINE BBO3
JIEKapCTBEHHBIX NpenapatoB B Pocculickyro denepanuno, HE MEHEE YEM 3a OJIMH TOJ 10 IJIAHUPYEMBIX
IPUOCTAHOBIICHUS] WM IPEKpAIlEHUs MPOU3BOJCTBA JIEKAPCTBEHHBIX IpenaparoB HJIM HMX BBO3a B
Poccuiickyro ®enepanuio yBemoMISIOT 00 3TOM (elepanbHbIi OpraH HCIOJHUTENBHONW BIACTH,
OCYLIECTBISIONIMNA (PYHKIIMU IO KOHTPOJIIO U HAA30py B chepe 3apaBooXpaHeHus U (peaepanbHblil opran
WCIIOJIHUTEIIGHON ~ BIACTH, OCYHISCTBISIIOMNNA ~ (QYHKIMM 1O  JUICH3UPOBAHUIO  IPOHM3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB.

7. BBoa B TpakJaHCKUH OOOpOT KaXKIOW CEpUU WM KaKJIO0M NMapTUh MMMYHOOHOJIOIMYECKOTO
JIEKapCTBEHHOIO Ipenapara, npousBeaeHHoro B Poccuiickoit denepannu uiam BBO3UMOro B Poccuiickyro
denepannio, OCYIIECTBISIETCS HAa OCHOBAaHUHM Ppa3pelIEHUs, BBIJAHHOTO (eAepadbHbIM OpPTaHOM
UCIIOHUTENBHON BJIACTH, OCYIIECTBISIONMUM (YHKIIMM TI0O KOHTPOJK U HAA30py B cdepe
3IpaBOOXPAHEHUS, HAa OCHOBAHUHM BBIJAHHOTO (enepabHBIMH TOCYJAPCTBEHHBIMH OIO/KETHBIMHU
YUPEXKACHUSAMHU, YKa3aHHBIMU B 4acTU 4 HACTOAILLEW CTaThbU, 3aKJIIOYEHUS O COOTBETCTBUU CEPUU WU
MapTUU MUMMYHOOHMOJIOTHUYECKOTO JIEKAPCTBEHHOTO Tpenapara TpeOOBaHUSM, YCTAaHOBIEHHBIM TIPH €ro
rocy/apcTBeHHON peructpanuu. [1opsok BbIauu pa3pelieHus] Ha BBOJ B IPaXKAAHCKUI 000pOT cepuu
WJTU TTAPTHH UMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOTO Tpernapara, a TakKe MOpsI0K BhIJaYl YKa3aHHOTO
3aKJIFOYEHUsT W pasMep IUIaThl 3a €ro BblJaudy ycra”asiauBarorcs IIpasurensctBoMm Poccuiickoit
denepanuu.

8. 3a HempeACTaBIEHUE WJIM HECBOEBPEMEHHOE IMPEACTABICHUE JOKYMEHTOB U CBEJICHHIA,
MPEYCMOTPEHHBIX YacTsamu 1, 2, 4, 5 u 6 HacTosIIel CTaThH, POU3BOJIUTEIH JICKAPCTBCHHBIX CPEJCTB H
OpraHu3aly, OCYHIECTBISIONINE BBO3 JIEKAPCTBEHHBIX INpemnapaToB B Poccuiickyto denepannio, HECYT
OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

9. IlpencraBneHne JTOKYMEHTOB M CBEIEHUH, MpPeayCMOTpEHHBIX dacTsMu 1, 2 u 4 HacTosuen
CTaTbM, M TMOJY4YEHHE NPEIyCMOTPEHHOTO YacThi0 7 HACTOSILENH CTaTbU pa3pelieHus] Ha BBOJ
MMMYHOOHOJIOTHUECKOTO JICKApPCTBEHHOTO Ipenapata B TpaXKAaHCKUH 000poT He TpedyroTcs B
OTHOIICHWU JIEKAPCTBEHHBIX TMpENaparoB, MPEAHA3HAUYEHHBIX JJIs TMPOBEACHUS  KIMHUYECKHX
UCCIIEIOBAaHUM JIEKAPCTBEHHBIX IPENApaTOB, MPOBEAEHUS 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JUIS
OCYILIECTBJIEHUSI TOCYIapCTBEHHONW pErucTpaniy JIEKapCTBEHHBIX IMpEnaparoB, a TakKe B OTHOIICHUU
HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENAapaToB, NMPEAHA3HAYECHHBIX JUIS OKa3aHUs METULMHCKOU
MOMOUIM MO >KU3HEHHBIM IOKa3aHUSIM KOHKPETHOIO MalMeHTa WM TPYIIbl HallMeHTOB, BBO3UMBIX B
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Poccuiickyro ®denepannio B cooTBeTcTBUM € dacTsaMu 3 u 3.1 crateu 47 Hacrosuiero denepanbHOro
3aKOHa.
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

10. Ilpu BBIABIEHHMH B IpakKJaHCKOM 000OpOTE CEpUM WM MApPTUU JIEKApCTBEHHOI'O Iperapara,
JOKYMEHTBl M CBEACHHUS O KOTOPBIX, NMPEAYCMOTpeHHbIE YacTsMu 1, 2 u 4 HacTosIell craThb, HE
IpeJCTaBiIeHbl B (hefepasbHblii OpraH MCIOJHUTEIbHOM BIIACTH, OCYLIECTBISAIOIIMNA (YHKUUU 110
KOHTPOJIIO U HAJI30py B cepe 3ApaBOOXpaHECHUs, JIMOO CepuM WINM HNapTUH UMMYHOOHOJIOTMYECKOrOo
JIEKapCTBEHHOI'0 IpenapaTa, HE MMEIOLUX pa3pelleHuss Ha BBOJ B TIpakXIaHCKUA 000poT,
MPEJYCMOTPEHHOTO YacThl0 7 HACTOSIIEH CTaTbd, (elepasbHbId OpraH HCIOJHUTEIBbHON BIACTH,
OCYLIECTBISAIONIMA (DYHKIMM 1O KOHTPOJIK M HAI30py B cdepe 3ApaBOOXPaHEHMs, B IOPSJIKE,
yctanoBieHHOM IIpaBurensctBoM Poccuiickoit denepanuy, NPUHUMAET PELICHHE O IIPEKPalleHUH
IpaXJaHCKOro 000poTa TakUX CEpUM WM MAapTHM JI0 MPEACTABICHUS YyKa3aHHbIX JOKYMEHTOB U
CBEJIEHUI 1100 MOJIy4eHHs] YKa3aHHOIO pa3peIleHHMs..

Koncynprantllinroc: npumeyanue.
C 01.09.2023 nokymeHT nonogusiercs cr. 52.2 (@3 ot 02.07.2021 N 317-D3).

CraTtba 53. NMpopaxa, nepenavya nNekapcTBeHHbIX CPeACTB OpraHM3aumMaMm ONTOBOWM
TOProBIiM fieKapCTBEHHbIMU cpeacTBaMm

1. Opranu3anuu onToBOM TOPTOBJIH JEKAPCTBEHHBIMU CPEACTBAMH MOTYT OCYIIECTBIISTH MPOJAKY
JICKapCTBEHHBIX CPEACTB WM IepeJaBaTb UX B YCTAHOBJIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit
®denepanuu nopske (3a UCKIOYEHUEM (papMalleBTHUECKON CyOCTaHIIMM CIIUPTA STHJIOBOTO (3TaHOA):

(B pen. @enepanbHOro 3akona ot 27.12.2019 N 481-03)

1) apyrum opranusanusiM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

2) IpOU3BOIUTENSAM JICKAPCTBEHHBIX CPEJCTB VIS 1eJIel MPOU3BOCTBA JIEKAPCTBEHHBIX CPEJICTB;
3) anTeyHbIM OpraHU3alUsIM U BETEPUHAPHBIM allT€YHbIM OpraHU3aLUsAM;

4) Hay4HO-MCCIIEI0BATENbCKUM OPraHU3aUAM [Tl HayYHO-HCCIIe10BaTeIbCKONH paboThI;

5) UWHAMBUAYAJIbHBIM NPEIIPUHUMATENSIM, HMEIOIIUM JIMIEH3UI0 Ha (apMaleBTUYECKYIO
JEATEIbHOCTD WIIH JTULEH3UI0 HA MEAULUHCKYIO IEATEIbHOCTD;

6) MCIUIUHCKUM OpraHu3aluiaM, B TOM YHCJIC CO3JaHHBIM U 3apCrUCTPHUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOAATENbCTBOM MHOCTPAaHHOIO rocyaapctBa - uieHa OpraHuzaiy 3KOHOMHUYECKOTO
COTPYAHHUUCCTBA u pPa3sBUTHA HHOCTPaHHBIM IOPUINYCCKUM JIUIaM, HHIWBHUIYaJIbHBIM
NpeINpUHUMATENSIM, SBISIOMIMMCS YYaCTHUKaMHU MPOEKTa B cOOTBETCTBUU ¢ DepepalbHbIM 3aKk0HOM "O
MCKIAYHAPOAHOM MCIUIMHCKOM KJIaCTEPE U BHCCCHUHN N3MEHEHUH B OTACJIBHBIC 3aKOHOAATCIIbHBIC AKThI
Poccuiickoit @enepanuun", 1 BeTepUHAPHBIM OPraHU3ALUM;
(B pen. @exnepanbHoro 3akona ot 26.07.2019 N 240-03)

7) opranu3anuvsiM W HWHIAUBUAYAJIBbHBIM MNPCANIPUHUMATCIIAM, OCYHICCTBJIAIOIIUM PpPa3BCIACHUC,
BbIpallluBaHUEC ©W COACPIKAHUC IKHNBOTHBIX (3a HCKIIIOYCHHUEM TIPOJAXKU UM (l)apMaHeBTI/ILIeCKI/IX
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CyOCTaHIIMI UM UX TIepeIadn).
(n. 7 B pen. @enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

2. OpraHu3anuy ONTOBOM TOPTOBIHM JIEKAPCTBCHHBIMU CPEICTBAMH HE BIIPAaBE OCYIIECTBISTH
npojaxy (mepenadyy B YCTAaHOBJICHHOM 3aKOHOJaTelbcTBOM Poccuiickoit ®enepanuu mopsake)
(hapmalreBTHUECKOM CyOCTaHIIMY CTUPTA ATHIIOBOTO (ITAHOA).

(dactp 2 B pen. DeaepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

CraTtbsa 54. MpaBuna onToBOW TOProBfu JIeKApCTBEHHbIMU CpeacTBaMMU

OnToBass  TOProBisl  JIEKAPCTBEHHBIMH  CPEACTBAMHM  OCYIIECTBIISIETCS  MPOU3BOJUTEISIMU
JICKApCTBCHHBIX CPCACTB W OpraHHu3alvusaIMU OIITOBOM TOProBJIM JICKAPCTBCHHBIMU CpCACTBAMHU 110
IpaBUIaM HaJyiexareil AMCTpUOBIOTOPCKON NMPaKTUKK U ITPpaBUIaM HaJylexalleil IpakTUKU XpaHEeHUs U
MEPCBO3KHU JICKAPCTBCHHBIX IMPECIapaTroB, YTBCPKACHHBIM COOTBCTCTBYHOIIMMHU YIIOJHOMOYCHHBIMU
(benepanbHBIMU OpraHaMy UCIIOJIHUTENBbHON BIIACTH.

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

Cratbs 55. nOpﬂAOK pO3HVI‘-IHOI‘;1 TOpProBIin nekKapCTtBeHHbIMUM npenapatamm

1. Po3HWYHAs TOpProBis JIEKApCTBEHHBIMH NpenapaTaMH B KOJIMYECTBAX, HEOOXOAUMBIX IS
BBITIOJTHEHUST BpadeOHbIX ((enbaliepckux) Ha3HAUCHUN WM Ha3HAYCHUW CHEHaTUCTOB B o0jacTu
BETEPUHAPUM,  OCYILECTBISETCS  ANTEUYHbIMM  OpPraHMU3AlMsIMH, BETEPUHAPHBIMU  ANTEUHBIMU
OpraHu3alMsIMH, WHIUBUlyaJIbHbIMU NpeANpPUHUMATEIISIMH, MMEIOIINMHU JULEH3UI0 Ha
(bapMareBTHYECKYI0 ACSITEIbHOCTh, MEIUIMHCKUMH OpPTraHU3alUsIMH, HWMCIOIUMH JIMICH3UI0 Ha
(bapMaleBTUYECKYI0 JeSATEeIbHOCTb, M HMX 000COOJIEHHBIMU THOJpa3fencHusIMU (aMOyIaTopusMuy,
denpamepckuMu U QENbIIIepCKO-aKyIIepCKUMH  MYHKTaMM, ULEeHTpaMu (OTAeseHUusMU) oO1ien
BpaueOHO (ceMeiHOI) MPaKTUKH), PACTIONOKEHHBIMU B CENbCKUX HACEICHHBIX MYHKTAaX, B KOTOPBIX
OTCYTCTBYIOT allT€YHbIE OpPraHMU3alMM, U BETEPUHAPHBIMHM OPraHU3alUsSIMU, UMEIOUIUMH JIMIEH3UI0 Ha
(dapmalleBTUUECKYIO JeATebHOCTh. PaspemieHa po3HWYHAas TOPTOBIS TOJBKO JIEKAPCTBEHHBIMU
Mpernaparamu, 3aperucTpupoBaHHbIMA B Poccuiickoit denepanvd WM HU3TOTOBJICHHBIMU ANTEYHBIMU
OpraHu3alMsIMHU, BETEPUHAPHBIMU anTeYHbIMU OpraHu3aIusIMu, WHMBU1yaJIbHBIMU
NpeNNPUHUMATENSIMU, HUMEIOIIMMH JIMLIEH3UI0 Ha (apMalleBTUUECKYIO0 JIeATelNbHOCTh. Po3HMYHAs
TOProBisl JIEKAPCTBEHHBIMM NpenaparaMd OCYLIECTBJISETCS IO MpaBWIaM HaAJIeKallell anTedyHon
MPAKTUKHU, YTBEPKAEHHBIM YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM HUCIIOJIHUTEIbHON BIACTH.

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

1.1. Po3HuyHas TOPromisl JEKapCTBEHHBIMU MpenapataMy i MEAUIIMHCKOTO MpUMEHEeHHs (3a
HCKJIIOUEHUEM JIEKAPCTBEHHBIX IPENApaToB, OTIYCKAEMBIX IO PELENTy Ha JIEKAPCTBEHHBIH Ipemnapar,
HAapKOTUYECKUX JIEKApPCTBEHHBIX IMpENapaToB W ICHUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB, a TaKkKe
CIUPTOCOJIEPXKAIUX JICKAPCTBEHHBIX MpPENaparoB ¢ OOBEMHON J0Jel ATUIOBOTO CIHPTa CBbIE 25
MPOLIEHTOB) MOXET OCYIIECTBISATHCA ANTEUYHBIMH OpraHM3alUsMU JUCTAaHIMOHHBIM CIIOCOOOM.
Po3HNYHYIO  TOpProBiIIO  JIEKapCTBEHHBIMM  IIpemapaTamMM  JUIsl  MEQUIMHCKOIO  IPUMEHEHHUS
JUCTAHIIMOHHBIM CIOCOOOM MOTYT OCYILECTBJISTh aNTeUHble OpPraHU3allid, MUMEIOIIME JUIEH3UI0 Ha
(dapMarieBTUYECKYl0  JEATENbHOCTh M  COOTBETCTBYIOIEE paspemieHue  (eaepaJbHOrO  OpraHa
WCIIOJIHUTENIbHOM  BJIACTH, OCYLIECTBISIONMIET0 (YHKIMHM 1O KOHTPOJK M Haa3opy B cdepe
3npaBooxpaHeHus. [lopsnok BbIauM  pa3pelleHuss Ha OCYIIECTBIEHHE PO3HUYHOW TOPTOBIM
JIEKapCTBEHHBIMU IperapaTaMH JMCTAaHIIMOHHBIM CIIOCOOOM, TpeOOBaHUS K alTEeYHbIM OpraHU3aIUsM,
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KOTOpBbIE MOTYT OCYILIECTBJISITH TAaKyl0 TOPIOBIIO, M IOPSIOK €€ OCYIIECTBICHMS, a TaKXe IpaBuia
JOCTaBKHM JIEKaPCTBEHHBIX IpernapaToB TIpaxaaHaM ycraHaBiauBaioTca [IpaBurensctBom Poccuiickoit
@enepanun. Mapopmanus o0 orradyeHHbIX (OTHYIIEHHBIX) U TOJTYYEHHBIX JIEKAPCTBEHHBIX IMperaparax
BHOCUTCSI B CHUCTEMY MOHHUTOPMHIa JABW)KCHUS JIEKApPCTBEHHBIX MPENnapaTtoB Uil MEIUIIMHCKOTO
IIPUMEHEHHUS B ITOPAJIKE, IPETYCMOTPEHHOM 4acThlo 7 craTthbu 67 HacTosuiero denepaibHOro 3aKOHa.
(dactp 1.1 BBegena denepanbubiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buapl anTeyHBIX OpraHU3alliii W TpaBWIa OTIyCKa JIEKAPCTBEHHBIX MPEMapaToB IS
MEAHUIIMHCKOTO MPUMEHEHUS aNTeUYHbIMH OpraHU3alUsMU, WHIUBUAYATbHBIMU MPEANPUHUMATEISAMU,
UMEIOIIUMHU JIMIEH3UIO Ha (hapMarleBTHUECKYIO ACSITEILHOCTb, & TAKXKE MPaBUiia OTIYCKA JIEKAPCTBEHHBIX
MpernapaToB Ui MEAMIIMHCKOTO MPUMEHEHUS MEAUIMHCKUMH OpPraHU3alUsIMH, UMEIOLUUMHU JUICH3UIO
Ha (hapMaleBTHUECKYIO IESATCIBHOCTh, M HMX OOOCOOJICHHBIMH TOJpPa3ICICHUSIME (aMOyIaTOPUSMHU,
denpamepckuMu U QENbIIIePCKO-aKyIIEPCKUMH  MMYHKTaMU, LEeHTpaMu (OTIEJICHUsMHU) OOIIei
BpayeOHON (CEeMEHOM) MPaKTHUKU), PACIOJIOKEHHBIMH B CEJIbCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTEUHbIE OPraHHU3aIllMM, YTBEPXKIAIOTCS YHNOJHOMOYEHHBIM (enepalbHbIM OpraHOM
WCTOJIHUTEJIbHOU BJIACTH.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. [IpaBwia oTImycKka HapKOTHYECKUX CPEIICTB U MCUXOTPOIHBIX BEIIECTB, 3apPETUCTPUPOBAHHBIX B
Ka4yeCcTBE JIGKAPCTBCHHBIX IpPENapaToB, JICKAPCTBEHHBIX IPEMapaToB, COJCPXKAIIUX HAPKOTHUECKUE
CpeICTBa M TICUXOTPOIHBIC BEHIECTBA, YTBEPKIAIOTCS YIIOJTHOMOYCHHBIM (eAepaTbHBIM OpPraHOM
WCTIOJIHUTEJIBHOW BJIACTH MO0 COTJIACOBAHHMIO C (pelepalbHBIM OpraHOM HCIIOJIHUTEIILHOW BJIACTH,
YIIOJTHOMOYCHHBIM B c)epe BHYTPEHHUX JIEI.

(B pen. @enepanbHoro 3akona ot 03.07.2016 N 305-03)

4. JlexapcTBeHHblE TIpemapaTbl JJii BETEPUHAPHOTO TMPUMEHEHUS TOJUIeKaT OTIYCKY
BETEpUHAPHBIMU AaNTEYHBIMU OPTraHU3ALUSAMH, BETEPUHAPHBIMU OpraHU3alMsIMU, WHIUBUAYaIbHBIMU
npeaApuHUMaTCIIMM, HWMCIOIIMMU  JIMICH3WIO Ha q)apMaHeBTI/I‘IGCKYIO ACATCIIbHOCTD. OTHYCK
JIEKapCTBEHHBIX MPENapaToB s BETEPUHAPHOIO IPUMEHEHHUS OCYILECTBISETCS B COOTBETCTBHM C
npaBrUjIaMHn Haz[nexcameﬁ anTeyHoi MMPAKTUKNU JICKAPCTBCHHBIX IMPCIapaToB Al BETCPUHAPHOTO
MPUMEHEHHMS], YTBEPKACHHBIMU YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM OpPraHOM MCIIOJHUTEIBHOMN BIIACTH.

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

5. IlepeyeHb MEOUIIMHCKUX OpraHU3alMi, MMEIONIMX JIMIEH3UI0 Ha (hapMaleBTHYECKYIO
NeSTeNbHOCTh, M  UX  000COOJNEHHBIX  mojapasfeneHuil  (amOynaTopui,  (enpAlIEpCKUX |
GbenpamepcKo-aKyIepcKux MyHKTOB, IEHTPOB (OTAeNeHHi ) obiel BpauyeOHOI (ceMelHOI) MpaKTUKH),
PAacIIONIOKEHHBIX B CEICKUX HACEIEHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alT€YHbIE OPTaHU3alNH, a
TaKXe MepeyeHb JIeKaApCTBEHHBIX MPENapaToB, MPoaka KOTOPHIX MOXET OCYILECTBIIATHCS YKa3aHHBIMU
OpraHu3aliisiIME W HX  O0OCOOJICHHBIMH  TOJAPA3ACICHHUSIMH, YCTAHABIMBAIOTCS  OpPTraHaMHU
UCTIOJHUTENIbHOM BiacTu cyObekToB Poccuiickoit @enepanuu.

(B pen. DenepanbHbIX 3aKoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

6. AnreuyHsle OpraHu3allid, WHIAUBUAYAJIbHBIE MPEANPUHUMATENN, HMEIOLUE JMIECH3UI0 Ha
(dapMalleBTUUECKYIO0  JeSTEIbHOCTh, O0sf3aHbl o0ecneurMBaTh yTBepkJIeHHbIH I[IpaBuTENHCTBOM
Poccuiickoit @enepanuu U GOopMHUPYEMBI B YCTAaHOBICHHOM MM TOPSIIKE MUHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX Ui OKa3aHUs MEAUIIMHCKONW MTOMOIIIH.

(uactp 6 B pen. PenepanbHoro 3akoHa ot 25.11.2013 N 317-D3)
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7. AnrteyHble OpraHu3allid, WHIWUBUAYAJIbHBIC MPEANPUHUMATEIN, WMCIONINE JIUICH3UIO Ha
(bapMaIeBTHYECKYI0 JICATEIILHOCTh, Hapsay C JIGKAPCTBEHHBIMU IIperaparaMd HMEIT IPaBo
npuoOperaTh W TPoAaBaTh, B TOM YHCIE JUCTAHIIMOHHBIM CIOCOOOM, MEIUIIMHCKUAC W3JIEIHS,
Ne3UH(PHUIUPYIOIIAE CPECTBA, MPEIMEThl M CPEACTBA JIMYHONH TUTHEHBI, TOCYIY IUISI METUIIMHCKHX
I[eJICH, TPEeIMEThI H CPEICTBA, MIPEIHA3HAUCHHBIC TSI yX0/1a 32 OOJBLHBIMH, HOBOPOXKICHHBIMU U JIETHMH,
HE JOCTHTIIMMHU BO3pacTa TpeX JIET, OYKOBYIO ONTHUKY M CPEACTBA yXOJa 3a HEl, MUHEPAIbHbIC BOJIbI,
MPOJYKTHl JIEYEOHOTO, AETCKOTO0 W JUETHYECKOTO NHUTAHHS, OWOJOTUYECKH AaKTHUBHBIC J00aBKH,
nap@roMepHble ¥ KOCMETUYECKHUE CPEJCTBA, MEIUIIMHCKAE W CAaHUTAPHO-TIPOCBETUTEIBHBIC IEYaTHBIC
W3JIaHusl, TpeJHa3HAYCHHBIC JJIsl POTIaraHabl 3J0POBOr0 00pa3a )KU3HU.

(B pen. ®enepanpHbix 3akoHOB OoT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-®3)

8. llesTtenbHOCTh anTeuHbIX opranu3anuil Boopyxenneix Cun Poccuiickoit @enepanuu, Apyrux
BOICK, BOWHCKUX (POPMUPOBAHUI M OpPraHOB, B KOTOPBIX 3aKOHOAATENbCTBOM Poccuiickoit denepanuu
MPEyCMOTPEHO MPOXOXKIACHUE BOEHHOW CHyKObl WM ¢eaepanbHON TOCYAapCTBEHHOW CIYXOBbI,
CBSI3aHHOM C MPABOOXPAHUTEIBbHOW JAEATEIbHOCTBIO, pPErJIaMEHTUpYyeTCs HacTosmuMm DenepanbHbIM
3aKOHOM U YTBEP)KJIEHHBIMH COOTBETCTBYIOIIMMH (eepalbHBIMU OpraHaMU HCIOJIHUTENBHON BIACTH
nosioxkeHussMu. KOHTposb 3a COONIOJCHHEM YKa3aHHBIMH ANTEYHBIMU OPraHU3aIUsSMU ITOJ0KEHUM
HacTosmero denepanbHOr0 3aKOHA OCYIIECTBISETCS COOTBETCTBYIOIIMMH (eAepalbHbIMU OpraHaMH
HCIIOJIHUTEILHOMN BIACTH.

(B pen. @enepanbHoro 3akona ot 13.07.2015 N 262-03)

9. ¥Yrparun cuny ¢ 1 suBaps 2021 roxga. - @eaepanbubiii 3akoH ot 03.04.2020 N 105-D3.
CraTtbsa 56. U3aroToBneHue n OTNYCK fieKapCTBEHHbIX NpenapaToB

1. M3roroBineHue JEKapCTBEHHBIX NPENApaToOB alTEYHbIMM OpraHU3ALMSIMH, BETEPUHAPHBIMU
anTeYHbIMU OPTraHM3aLUsAIMH, WHIUBUIYAIbHBIMU MPEANPUHUMATEIIAMH, HMEIOIUMU JHULEH3UI0 Ha
(hapMalleBTUUECKYIO AESTENbHOCTh, OCYIIECTBISETCS MO pelenTaM Ha JIEKapCTBEHHbIE Ipenaparsl, IO
TpeOOBAaHUAM MEAMIMHCKUX OpPraHU3alMii, BETEPUHAPHBIX OpraHU3aluil B COOTBETCTBHM C IpaBUJIAMU
U3TOTOBJIEHUS W OTIIyCKA JIEKAPCTBEHHBIX IIPENapaToB, YTBEPKJICHHBIMU  YIOJHOMOYEHHBIM
(benepaabHBIM OPraHOM HCTIOJIHUTENbHON BIACTH.

2. HpI/I HN3TOTOBJICHUHN J'IeKapCTBeHHI)IX npenapaTOB AlITCYHBIMHA OpFaHI/ISaHI/ISIMI/I, BeTepI/IHapHI)IMI/I
anTEeYHbIMU OPTaHM3ALUSAMH, WHIMBUAYAIbHBIMH MPEANPUHUMATEISIMU, UMEIOIIUMU JIMIEH3UIO Ha
(hapMaIeBTUUECKYyI0 JeSTEIbHOCTh, HCIOJB3YIOTCS (DapMaleBTHUYECKUE CYyOCTAaHIINHM, BKIIFOUCHHbBIC
COOTBETCTBEHHO B FOCYAApCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJCTB 11 MEAUIIMHCKOTO MPUMEHEHUS U
FOCYHapCTBeHHBIfI peeCTp J'IeKapCTBeHHI)IX CpeleTB JJISL BeTepI/IHapHOFO HpI/IMeHeHI/ISI B yCTaHOBHeHHOM
nopsiike. He nmomyckaercs M3roTOBIIEHHWE aNTEUYHBIMU OPraHU3alUsSIMH, BETEPUHAPHBIMU alTEYHBIMU
OpFaHI/ISaHI/ISIMI/I, I/IH)II/IBI/II[yaJ'IBHBIMH Hpe)IHpI/IHI/IMaTeJ'ISIMI/I, UMCHOIIITNMHN JIMICH3 U0 Ha
(bapMaleBTUUECKYIO AESITeNbHOCTh, JIEKAPCTBEHHBIX MPENaparoB, 3apeTUCTPUPOBAHHBIX B Poccuiickoii
denepanuu.

3. MapKI/IpOBKa JICKApCTBCHHBIX MPCIapaToB, HU3FOTOBJICHHLIX alTCUYHBIMHU OpraHU3alUsAMHU,
BC€TCPUHAPHBIMH allTCYHBIMHU OpPraHu3aluiaIMH, WHAWBUAYAJIBbHBIMU MNPECANTIPHUHUMATCIIAIMU, UMCIOIIUMU
JJUIOCH3UIO Ha (I)apMaL[CBTI/IqCCKyIO ACATCIIBHOCTb, H O(I)OpMJIeHI/IC TaKUX IIpPernapaTtoB HOJIZKHBI
COOTBCTCTBOBATH ITpaBUJIaM, YKa3aHHbIM B 4aCTHU 1 HaCTOﬂHIeﬁ CTaTbU.
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4. AnteuHble OpraHu3aly, BETEPUHAPHBIC AaNTEYHbIC OpraHU3alluu, WHAUBUIYaJIbHbIE
MpeANPUHUMATENIH, UMEIOIIHIE JIMIICH3UIO Ha (hapMaIleBTUUECKYIO JCSITEIIbHOCTh, HECYT OTBETCTBEHHOCTh
3a HeCOOJIOJICHHE MPaBWJI WU3TOTOBJICHHS U OTIYCKA JIGKAPCTBEHHBIX MPEMapaToB B COOTBETCTBUU C
3akoHoJaTeNbcTBOM Poccuiickoit denepanum.

Cratba 57. 3anpeweHue npoaaxu danbCUPUMUUPOBAHHLIX NeKapCTBEHHbIX
cpencTs, HeAOOpOKaYeCTBEHHbIX  JIeKAPCTBEHHbIX  CPEeAacTB, KOHTpadaKTHbIX
neKkapcTBeHHbIX CpeaAcTB

[Tponaxa danbcubuupOBaHHBIX JEKAPCTBEHHBIX CPEJICTB, HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpeACTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aMPEIIAcTCs.

CraTtbsa 58. XpaHeHMe nekapcTBEeHHbIX CpeACcTB

1. XpaHCHI/Ie JICKAPCTBCHHBIX CPCACTB OCYIICCTBIIACTCA MPOUIBOAUTCIIAMU JICKAPCTBCHHBIX
CPEICTB, OpraHU3alMsAMH  ONTOBOM  TOPTrOBIM  JICKAPCTBEHHBIMU  CPEICTBAMH,  aNTCYHBIMU
opranu3anusimu, BCTCPUHAPHBIMU alITCYHbIMU OopraHu3alnusiMu, WHIUWBUIYaJIbHBIMHA
IpeANPUHUMATENSIME, UMEIOIIMMH JIMIIEH3UIO Ha (hapMaleBTHUECKYIO AEATEIbHOCTh WM JIMICH3UIO Ha
MCIUIHUHCKYIHO OCATCIbHOCTh, MCIWIWHCKUMHU OpraHu3alvusiMy, BCTCPUHAPHBIMH OpraHu3allusIMUu U
UHBIMH  OPTraHM3alUsIMU, OCYIIECTBISIOIIMMU OOpalieHne JIeKapCTBEHHBIX CPEICTB. XpaHEHUE
JICKAPCTBCHHBIX CPCACTB JId BCTCPHUHAPHOI'O IIPHMCHCHUA OpraHu3alluaiMUu W HWHAWBUAYAJIbHBIMU
OpEANPUHUMATENISIME B CIIydasiX, €CIIM OHHM HCHOJB3YIOTCS HCKIIOYHTENIFHO TIIPH  pPa3BEe/ICHHH,
BbIpallluBaHWH, COACPKAHUN U JICUCHWU KXUBOTHBIX, MOXCT OCYHICCTBIATLCA oe3 MOJIYYCHHA JIMICH3UU
Ha (hapMaIeBTUYECKYIO ACATSIBLHOCTb.

(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBmia  XpaHEHMs  JICKAPCTBEHHBIX  CPEICTB  YTBEPXKIAKOTCA  COOTBETCTBYIOIIHMM
YIIOJTHOMOYEHHBIM (pe/IepaibHbIM OPTaHOM MCIIOTHUTEIbHOM BIIACTH.

3. XpaHeHUE HAPKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB, MCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEJICTB,
paguodapMaleBTUYECKUX  JIEKAPCTBEHHBIX  CPEJCTB  OCYIIECTBIISIETCSI B COOTBETCTBUHM  C
3akoHoJarenbeTBOM Pocceniickoit denepanuu.

Cratba 58.1. lpeamMeTHO-KONMMYECTBEHHbIN Y4YeT JieKapCTBEeHHbIX CpeacTB Ans
MeAULIMHCKOro NnpMMeHeHus
(BBenena denepanbHBIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. IlepeueHp JEKApCTBEHHBIX CPEACTB JUISI MEAMLMHCKOTO MNPUMEHEHHS, TOMJIEKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY  YUY€Ty, YTBEp)KIAeTcsl YINOJHOMOYEHHBIM (elepaibHbIM OpraHOM
HCIIOJTHUTEJIbHON BJIACTH.

2. HOpr}IOK BKIIFOYCHUSA JICKAPCTBCHHBIX CPCACTB OJId MCIUIMWMHCKOTO INPHUMCHCHUSA B ICPCUCHDb
JIEKApCTBEHHBIX CPEJCTB JUIS MEAMIIMHCKOTO NMPUMEHEHHs, MOJIeKAIUX MPEeIMETHO-KOJINYECTBEHHOMY
yUeTy, YCTaHaBJIMBAETCSl YIOJIHOMOYEHHBIM (elepallbHbIM OpPraHOM MCIIOJHUTEIBHONW BIIACTH IO
COTJIACOBAaHUIO C (efepalbHbIM OPraHOM HCIIOJHUTEIBHOH BIAcTH, YINOJHOMOYEHHBIM B cdepe
BHYTPEHHUX JIEIL.

(B pen. deaepanbhoro 3akona ot 03.07.2016 N 305-03)
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3. TlpenMeTHO-KONIMYECTBEHHBIM YYET JIEKAPCTBEHHBIX CPEJCTB JJII MEAMIIMHCKOTO NMPUMEHEHUS
BEYT IMPOU3BOJAUTENN JIEKAPCTBEHHBIX CPEICTB, OPraHM3allUd ONTOBOWM TOPIOBIIM JIEKAPCTBEHHBIMU
CPEACTBAMH, ANTEYHBIE OpPraHU3alW{, WHIWBUAYaJbHBIC MPEANPUHUMATENN, UMEIOIIUE JIMLECH3UIO Ha
(bapMaleBTUUECKYIO JEATEIbHOCTh HIIM JIMLIEH3UI0O HA MEIUIUHCKYIO AEATEeIbHOCTh, U MEAUIIMHCKHE
OpraHM3aIlfH, OCYIIECTBISAIONINE o0palleHne JTIEKapCTBEHHBIX CPEJICTB ISl MEIUITMHCKOTO TPUMEHEHUS,
MyTeM PErucTpanuy JIObIX CBS3aHHBIX C MX OOpalleHHEeM OIlepalHii, Mpu KOTOPbIX H3MEHSETCS HX
KOJIMYECTBO U (MJIM) COCTOSTHUE, B CIICIMANIbHBIX KYypHAJIaxX ydeTa Omnepaluii, CBI3aHHbBIX C 00OpalleHueM
JIEKapCTBEHHBIX CPEJICTB JUISl METUIIMHCKOTO MPUMEHEHHUSI (Jjajiee - ClielUaIbHbIe KYPHAIIbI).

4. TlpaBuna perucTpanu OIEpalui, CBS3aHHBIX C OOpALICHHEM JIEKAPCTBEHHBIX CPEACTB IS
MEIULUHCKOTO IPUMEHEHHUs, BKIIOUEHHBIX B IEpEUeHb JICKAPCTBEHHBIX CPEACTB AJI MEIULMHCKOIO
IIPUMEHEHHUS], TIOUIEKAIIUX PEIMETHO-KOIMYECTBEHHOMY YYETYy, B CHEIMAJIbHBIX )KYpHaJaX U IpaBuiia
BEJCHUS M XPAaHEHMs CIELUAIbHBIX JKYpHAJIOB YTBEP)KIAIOTCS YIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIOJIHUTEIbHON BIACTH.

5. Kontpons 3a coOnrofeHHEM MpaBWJI PETUCTPAllMU OMepaluii, CBA3aHHBIX C OOpalieHueM
JICKAPCTBCHHBIX CPCACTB A MCAULIMUMHCKOTO IMPUMCHCHHUA, BKIOUCHHBIX B IEPCUCHDL JICKAPCTBCHHBIX
CPEICTB IJIsl MEIWLUHCKOTO TPUMEHEHUs, MOJIeKAIIUX MPEeIMETHO-KOJIUYECTBEHHOMY Y4YeTy, B
CIICHUAJIBHBIX JKypHaJIax, a TaKXE 3a CO6JIIOI[CHI/I€M npaBujl BCACHUA M XPaHCHHA CIICHUAJIBHBIX
KYpPHAJIOB BO3JIaraeTcsl Ha YIOJHOMOYEHHbIE (peiepalibHble OpraHbl CMOJHUTENBHON BIACTH M OPraHbI
WCIIOTHUTEJIbHOW BIACTH CyObeKTOB Poccuiickoin ®dexepannu, OCYHIESCTBISIOMINE JTUIIEH3UPOBAHUE
MIPOU3BOJICTBA  JICKAPCTBEHHBIX CPEICTB, (apMaleBTUYECKOM JEATEIBHOCTH W  MEIUIIUHCKOU
ACATCIIbBHOCTHU, U OCYHICCTBIIACTCA B paMKaXx JIMOCH3MOHHOTO KOHTPOJIA.

Masa 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPEACTB
CraTtba 59. OcHOBaHUA U NOPAAOK YHUUTOXEHUSA NeKapCcTBEHHbIX CpeacTB

1. HenoOpokauecTBeHHbIE JIEKAPCTBEHHBIE CPENCTBA, (albcU(PUIIMPOBAHHBIE JIEKAPCTBEHHBIE
CpeAcTBa IMOJUIEKAT M3BIATUIO K3 OOpaIleHUs W YHUYTOXKEHUIO B TOPSJIKE, YCTAaHOBICHHOM
[IpaButensctBoM Poccuiickoit @enepanuu. OcHOBaHMEM [UIsl YHUUTOXKEHUS JIEKAPCTBEHHBIX CPECTB
ABJIACTCS ~ pEIIEHHE  BJIAJENblla  JIEKAPCTBEHHBIX  CPEICTB,  PEIIEHHWE  COOTBETCTBYIOIIETO
YIOJTHOMOYEHHOTO (eiepabHOI0 OpraHa NCIOJHUTENBHOMN BIACTH WK PELIEHUE CyAa.

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

2. KonTpadakTHble JIeKapCTBEHHBIC CPECTBA MOICKAT U3BATHIO U3 OOPAIEHUS H YHHUTOKEHUIO
o pemieHuto cynaa. [lopsaok yHUYTOXKEeHHs] KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEJCTB YCTAaHABIMBACTCS
[TpaBuTenscTBOM Poccuiickoi @enepanum.
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

3. Pacxoapl, cBsi3aHHBIE C YHUYTOXKEHMEM KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPENCTB,
HE100pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPENICTB, (anbCU(UIMPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB,
BO3MELIAKOTCS X BIAACIBLEM.

4, BJ'Ia,Z[CJ'ICI_[ JICKApPCTBCHHBIX CPCACTB HOJDKCH NPCACTABUTHL B yl'[OHHOMO‘-ICHHLIﬁ (I)C,HepaHBHBIfI
opra” HUCIIOJIHUTEILHON BIIACTH JOKYMCHT HJIM 3aBCPCHHYIO B YCTAHOBJICHHOM IOPAAKE €ro KOIIHIO,
MOATBCPIKAAOIINC (I)aKT YHUYITOXKCHHA JICKAPCTBCHHBIX CPEACTB.
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5. CoOTBeTCTBYIOIIMK YIOJIHOMOYEHHBIH (heaepanbHblii  OpraH HCIOJIHHUTENBHOM  BIIACTH,
IPUHABIIMHA pelieHre 00 YHUYTOKEHHM JICKApCTBEHHBIX CPEICTB, OCYILIECTBJIAET KOHTPOJIb 3a HX
YHUYTOKEHHUEM.

6. VYHHYTOXEHHE JIEKapCTBEHHBIX CPEACTB IPOU3BOAUTCA OPraHMU3ALMAMH, HMEIOIIHAMU
COOTBETCTBYIOIIYIO JMIIEH3HIO, Ha CHEIHATIBLHO 000PYAOBAaHHBIX IIJIOMIAKAX, OJUTOHAX U B CIIEHUAIBHO
000pYZIOBaHHBIX MOMEILEHUSIX ¢ cOO0/IeHneM TpeOoBaHUN B 00JaCTU OXpaHbl OKPYXKAIOLIEH cpenibl B
COOTBETCTBHUHU C 3aKOHOJATENILCTBOM Poccuiickon denepanuu.

7. HapkoTuueckue JIEKapCTBEHHBIE CPEACTBA, ICUXOTPOIIHbIE JICKAPCTBEHHBIE CPEACTBA,
paauodapMalieBTHUECKUE  JICKAPCTBEHHBIE  CPEJICTBA  YHHYTOXKAKOTCSI B COOTBETCTBHUU  C
3akoHoJiaTeNbecTBOM Poccuiickoit deneparum.

Mnasa 12. TOCYOAPCTBEHHOE PETYJINPOBAHUE LIEH
HA NEKAPCTBEHHbIE NMPEMNAPATbI ANA MEAULUMHCKOIo NPUMEHEHUA

Cratba 60. NlocynapcTBeHHOE perynupoBaHue LieH Ha NeKapCcTBeHHble npenapatbl
ANA MeAULIMHCKOro NpMMeHeHus

1. TocynmapcTBeHHOE pEryJMpOBaHUE IIEH Ha JICKAPCTBEHHBIC Mpernaparbl JUIsl MEIUIIMHCKOTO
MIPUMEHEHHSI OCYIICCTBIISICTCS TOCPEACTBOM:
(B pen. @enepanbHOro 3akona ot 26.03.2020 N 67-D3)

1) yrBepxknenus IlpaBurenscrBom Poccuiickoii denepanny nepeyHs KU3HEHHO HEOOXOAUMBIX U
BOXHEUIIMX JICKAPCTBEHHBIX IpEnapaToB, KOTOPbIH (OpMHUpPYeTCs M HE pexe OIHOro pasa B IoJ
IIEPECMaTPUBAETCS B YCTAHOBICEHHOM MM IOpPSJKE HA OCHOBE KOMIUIEKCHOW OLICHKH JIEKaPCTBEHHBIX
IpenaparoB, BKJIOYas aHalIM3 CBEACHUH O CPAaBHUTENIBHOW KIMHUYECKOH 3((EKTUBHOCTH U
0€30MacCHOCTH  JIEKApCTBEHHOIO CPEJICTBA, OLEHKY JKOHOMHUYECKHMX MOCIEACTBUM NPUMEHEHUs
JIEKAPCTBEHHOI'0 CPEACTBA U U3YYCHUE MOIOJHUTEIBHBIX ITOCICACTBUI NPUMEHEHHs JIEKAPCTBEHHOIO
CPEICTBa;

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBEpXKIEHHS METOAWKH pacdyeTa MpeaeNbHBIX OTIYCKHBIX IIEH TPOM3BOJHTENEH Ha
JIEKapCTBEHHbIE MpEenaparhbl, BKIIOUEHHBbIE B IMEPEYeHb >KU3HEHHO HEOOXOIMMBIX W BaKHEHIIMX
JIEKQpCTBEHHBIX IPEMapaToB, a TaKKe BHEAPEHHUS MEXaHU3MOB (DOpPMHUpPOBaHUS CHCTEMBI peepeHTHBIX
[CH,

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

3) TrocymapCTBEHHOM perucrpali MpeAeNbHbIX OTIYCKHBIX IIeH IMPOM3BOJUTENECH Ha
JICKApCTBCHHEBIC TIIp€IapaTthbl, BKIIOYCHHBIC B IIEPCUCHb KHU3HCHHO HeO6X0)II/IMBIX A BaXHEHUIINX
JIeKapCTBEHHBIX IPEnapaToB;

(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BCACHUA TOCYHNAPCTBCHHOI'O peeCTpa MPCEACIIbHBIX OTIYCKHBIX IICH HpOH3BOI[I/ITCHeI>'I Ha
JICKApCTBCHHEBIC TIIpC€IapaTthbl, BKIIOYCHHBIC B IEPCUCHb KHU3HCHHO HGO6XO)II/IMI)IX W BaXKHEUIIIHMX
JICKApCTBCHHBIX MPCIIapaTOB;

5) yTBep)KIEHHS METOJMKH YCTAHOBJIEHHWS OpraHaM{ MCIIOJIHUTEIbHOW BIIACTH CYOBEKTOB
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Poccuiickoit ®enepanuu NpenenbHBIX pa3MEpOB  ONTOBBIX HAA0ABOK M TPEACIBHBIX pa3MepoB
PO3HMYHBIX HaI0aBOK K (aKTHUECKUM OTIYCKHBIM II€HaM, YCTAaHOBJCHHBIM IPOU3BOAUTEIIMU
JIEKAPCTBEHHBIX IIpENapaTroB, Ha JICKAPCTBEHHBIC IIpenaparsl, BKIIOYEHHBIE B IIEPEYECHb JKU3HEHHO
HEOOXOAMMBIX U BaXKHEHIINX JIEKaPCTBEHHBIX IIPENApaToB;

6) ycTaHOBIICHHS TIPE/ICIBHBIX Pa3MEPOB ONTOBBIX HAJA0aBOK M IPEACIbHBIX Pa3MEPOB PO3HHYHBIX
Ha/10aBOK K (aKTHUECKUM OTIYCKHBIM II€HAaM, YCTaHOBJEHHBIM IPOM3BOAUTENISAIMU JIEKAPCTBEHHBIX
IpernapaToB, Ha JICKAPCTBEHHBIC MpenapaThl, BKIIOYCHHbIE B IEpEYEHb XKU3HEHHO HEOOXOIUMBIX U
BAKHEHIINX JICKAPCTBEHHBIX MPENapaToB;

7) yTBepXkAeHUS TOpsIKa BbIJAYM NPEANUCAHUNA OpraHaM HCIOJHUTEIBHON BIIACTH CYyOBEKTOB
Poccuiickoit @enepanuu 0 NPUBEICHUM B COOTBETCTBUE C 3aKOHOAATENLCTBOM Poccuiickoin Penepanyn
pemieHnii 00 YCTAaHOBIIGHHMHM TIPEAETbHBIX pa3MEpOB OINTOBBIX HAA0AaBOK W NPEACIBHBIX pPa3MEpoB
PO3HMYHBIX Hal0aBOK K (DaKTUUECKUM OTIIYCKHBIM II€HaM, YCTAQHOBJICHHBIM IPOU3BOAUTEIISIMU
JIEKapCTBEHHBIX IIPENapaTroB, Ha JIEKApCTBEHHBIE Ipenaparbl, BKIOYEHHBIE B IE€PEYEHb >KU3HEHHO
HEOOXOJMMBIX M BaXXHEHUIIMX JIEKapCTBEHHBIX IIPENaparoB, €CIM OHU MPHUHATHl C HapyIICHHEM
3aKkoHozarenscTBa Poccniickon @enepannu, B nopsake, ycraHosiaeHHoM I[IpaBurensctBoM Poccuiickoit
®Oeneparuu;

8) HampaBlleHHS YIMOJHOMOYEHHBIM (elepabHbIM OpPraHOM HCIIOJHUTEIBHONH BJIACTH OpraHam
UCTIOJHUTENIbHOW BiacTu cyowbekToB Poccuiickoit ®enepauuu mnpeanucaHuif o NPUBEACHUU B
COOTBETCTBME C  3aKOHOJATenbCcTBOM  Poccuiickoir  ®enepauuu NPUHATBIX € HApPYLICHHEM
3akoHoJaTenbcTBa Poccuiickoit denepannu perieHnit 00 yCTaHOBJIEHUH MPEEIbHBIX Pa3MEPOB ONTOBBIX
HaZI6aBOK U TOpCACIIbHBIX PasMCpPOB PO3HUYHBIX HaIL6aBOK K OCHaM Ha JICKapCTBCHHBLIC IIPCIIapaThl,
BKJIIOYEHHBIE B IIepeUeHb )KU3HEHHO HEOOXOIMMBIX U BXKHEHIIINX JICKApCTBEHHBIX IPENapaToB;

9) ocymiectBieHus GpeaepaTbHOr0 rocyIapCTBEHHOTO Haa30pa B chepe oOpareHus JeKapCcTBEHHbBIX
CPEICTB M PETHMOHAIBHOIO TOCYJAapPCTBEHHOIO KOHTPOJISI 3a NPUMEHEHMEM LIEH Ha JIEKapCTBEHHbBIE
IpernapaTbl COOTBETCTBEHHO YIIOJIHOMOUYEHHBIMH (eiepalbHBIMU OpraHaMH UCIOJHUTEIbHOM BIACTH U
OpraHaMM HCHOJHUTENIbHOW BiacTH cyObekToB Poccuiickoit denepanyn coriacHO MX KOMIIETEHLUH B
nopsiike, ycranosiaeHHoM IIpaBurtensctBom Poccuiickont @enepanny;

(m. 9 B pen. @exnepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) npuMmeHeHHs TPESYyCMOTPEHHBIX 3aKoHojaTenbcTBOM  Poccuiickoit  @enepanum  Mep
OTBETCTBEHHOCTU 3a HapylleHHe TMOopsAaKa IeHOOOpa30BaHUs Ha JIEKapCTBEHHbIE Ipernaparsl,
BKJIFOUEHHBIE B [T€PEUEHb )KM3HEHHO HEOOXOJUMBIX M BaKHEHIIIMX JIEKApPCTBEHHBIX IIPENapaToB.

(B pen. @enepanbHOro 3akona ot 27.12.2019 N 475-03)

2. B ycrnoBusix ype3BblYaiiHONW cuTyalMu M (WJIK) MPU BO3HUKHOBEHUHU YIPO3bl PACIPOCTPAHEHUS
3a00JIeBaHusl, MPEJICTABISAIONIETO OMACHOCTh Ui OKPYXKAIOIIUX, a TAaKKe B CiIydae, €Clid B TEUEHHUE
TPUALATH KaJleHAApHbIX AHEN mnocne npuHsaTtus [IpaBurensctBoMm Poccuiickoit @enepanyu penieHus o
IIPOBEACHUN MOHUTOPHUHIAa PO3ZHUYHBIX 1I€H HA JICKAPCTBEHHBIE IIPENapaThl, HE BKIOYEHHBIE B IIEPEUEHb
KU3HEHHO HEOOXOIMMBIX W BaXHEHMIINX JIEKAPCTBEHHBIX IpPENapaToB, Ha TEPPUTOPHUSAX CYOBEKTOB
Poccuiickoit @enepanny BBIABIECH POCT PO3HUYHBIX LI€H HA yKa3aHHbIC JICKAPCTBEHHBIEC IIPENaparbl Ha
TPUIIATH IPOLIEHTOB U Ooiee, [IpaBuTenscTBO Poccuiickoit Deepanuu BpaBe yCTAHOBUTH MPEIETbHBIE
OTIIYCKHBIEC LI€HBI IIPOU3BOAMTENICH HA YKa3aHHbBIC JICKAPCTBEHHBIE IIPENApaTthl, MPEACIIbHBIE pa3sMepbl
OINTOBBIX HAJ0ABOK U Mpe/eibHbIE pa3Mephl PO3HUYHBIX HaJ0aBOK K (PAKTHUECKUM OTIYCKHBIM II€HAM
IIPOU3BOJUTENIEH HA yKa3aHHBIEC JICKAPCTBEHHbIE Mpenaparsl. [IepedeHs IekapCTBEHHBIX IIpenaparos, He
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BKJIIOYEHHBIX B TEPEUCHb >KU3HEHHO HEOOXOAMMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX IMpenaparoB, U
nmopsiiok ero hopmupoBanus onpeaensrorcs [IpaBurensctBoM Poccutickoit denepammm.
(dactp 2 BBeneHa denepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B TedyeHue NE€BAHOCTA KAJICHAAPHBIX JHEW co nHA yrBepxkaeHusa lIpaButensctBom Poccuiickoi
denepanuy NepeydHsi, yKa3aHHOTO B YaCTH 2 HACTOSIIEH CTaThU, HE JOMYCKAIOTCS pean3alus U OTIIYCK
BKJIFOYCHHBIX B HETO JIEKAPCTBEHHBIX IpENapaToB IO IIEHAM, IMPEBBIMIAIOIINM MPEACIbHBIC OTITYCKHBIC
LIEHbl MPOM3BOJIUTENICH Ha YyKa3aHHbIC JIEKAPCTBEHHBIC Ipenaparbl, MpelebHbIE pa3Mepbl OINTOBBIX
Hag0aBOK M TIpPEACNIbHBIE pa3Mepbl PO3HUYHBIX HAA0aBOK K (DAKTUYECKUM OTITYCKHBIM Il€HAM
MPOM3BOJUTENIC HA yKa3aHHBIC JICKAPCTBEHHBIC Mpenaparhl ¢ YYeTOM Hallora Ha J00aBJICHHYIO
CTOMMOCTb.

(dactp 3 BBeneHa deaepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)

Koncynprantllntoc: npumeuanue.
3apeructpupoBanusie 10 07.06.2019 mpenenbHble OTHYCKHBIE IIEHBI TOAJIEXKAT 00s3aTeIbHOMN
nepepeructpanuu B 2019 - 2020 rogax B cootBeTcTBUU €O CT. 2 @3 o1 06.06.2019 N 134-D3.

Cratbsa 61. Focy,qapCTBeHHaﬂ pernctpauma " nepeperucrTpauua npegernibHbIX
OTNYCKHbIX UeH I1pOVI3BOﬂVITeJ'Ieﬁ Ha rIneKapCcTBeHHble nMnpenapaTtbl, BKNH4Y€HHbLIE B
nepeyeHb XU3HeHHO HeO6XOAVIMbIX M BaXXHEeWULMnxX JIeKapCTBeHHbIX npenapartoB

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

1. IlpenenbHast OTHYCKHAas LIEHAa IPOU3BOAMTEINS HA JICKAPCTBEHHBIN Ipenapar, BKIOYEHHBIN B
MepevYeHb KU3HEHHO HEOOXOJMMBIX M BAXKHEWIIMX JICKAPCTBEHHBIX TMPEMaparoB, MOJJICKUT
rOCyJIapCTBEHHOM PErMCTpalUM B MOPsAIKE, ycTaHoBIEeHHOM [IpaBurensctBom Poccuiickon ®denepanmu,
Ha OCHOBAHWU TPEJICTABJIEHHOTO B YIOJHOMOYEHHBIN (eaepaibHbIii OpraH HCIOJHUTEIBHON BIIACTH
3asBJICHUS Jep KaTessd WM BIIaJIeNIblla PETUCTPALMOHHOTO YAOCTOBEPEHHUSI JIEKAPCTBEHHOTO IIperapara
(YTIOJTHOMOYEHHOTO UM JIMIIQ).

2. 3aperucTpupoBaHHas TMpeAenbHAs OTHYCKHas I[IeHAa TMPOW3BOAMUTENS] Ha JIEKAPCTBEHHBIN
npemnapar, BKIIIOUEHHEI B NEpCUCHb JKU3HCHHO HCO6XOI[I/IMBIX U BaXHEHUIIHNX JICKApCTBCHHBIX
MpernapaToB, MOXKET OBITH MEPEPErUCTPUPOBAHA B CTOPOHY YBEIMYEHUS OJUH Pa3 B KaJeHAAPHOM TOay
Ha OCHOBAHUH MPECTABIEHHOTO B YIIOJJTHOMOYEHHbIN (efiepanbHbIi OpraH CIOJHUTENBbHOM Bi1acTu 10 1
OKTSIOpsT KaXKJIOTro Tofa 3asBIEHUS JeprKaTells WM BIaAeNblla PErUCTPAMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO TMpernapaTa (YImoJIHOMOYEHHOTO UM JIUIIA).

3. 3apeructpupoBaHHas IpeAeibHAas OTIYCKHAs 1€HAa IPOM3BOJAUTENS HA JIEKAPCTBEHHBIN
npernapaT, BKIIOUEHHBIH B TIE€peuYeHb JKU3HEHHO HEOOXOJMMBIX M BaXXHEHIIMX JI€KapCTBEHHBIX
MIPEerapaToB, MOKET ObITh MEPEPErUCTPUPOBAHA B CTOPOHY CHID)KEHHUSI HA OCHOBAHUU IPEACTABICHHOTO B
YIOJTHOMOYEHHBIN (eiepalibHbIil OpraH MUCIOJIHUTEILHOM BIACTH 3asiBICHUS JepKaTels WIN Blajaeabla
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara (yIoJIHOMOYEHHOTO UM JIUIA).

4. Jlepkartenb WIM BIaJeNell PErHCTPAIlMIOHHOTO YIOCTOBEPEHMS JIEKapCTBEHHOTO IpernapaTa
(YNoIHOMOYEHHOE MM JMI0) O0sf3aH NpPEJCTaBUTh B YIOJHOMOYEHHBIH (enepanbHblii  opraH
WCIIOJIHUTENIPHOM BJIACTH 3asBJICHHE O MEePEepPEeTruCcTpallii 3aperucTPUPOBAHHON MpeebHON OTIYCKHOM
LIEHBI TPOU3BOINUTEIIS HA JICKAPCTBEHHBIN Mpenapat, BKIOUYEHHBIH B IIepeUYeHb KU3HEHHO HEOOXOAUMBIX
1 BaXXKHEMIINX JIEKAPCTBEHHBIX MPENapaToB, B CTOPOHY CHIXKEHHUS B CIEIYIONINX CIIydasx:
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1) cHM>KeHME 1IEHbI B MTHOCTPAHHOM BAJIIOTE Ha JIGKAPCTBEHHBIN Mpenapar B CTpaHe MPOU3BOIUTEIS
u (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIA IpermapaT 3aperucTpupoBaH U (WJIM) B KOTOpBIE
IIOCTAaBJISAETCS IPOU3BOAUTETIEM;

2) cHIWXKEHHE IIeH Ha pedepeHTHbIE JIEKApCTBEHHBIE MpernapaTbl B COOTBETCTBHHM C IMYHKTOM |
HACTOAMIEH dYacTh (IVIE COOTBETCTBYIOIIUX BOCIPOU3BEACHHBIX, OMOAHATIOrOBBIX (OMOMOJO0HBIX)
JIEKapCTBEHHBIX MPENapaToB);

3) npeBblIIEHUE NPENEIbHON OTIIYCKHOHM IIEHBI Ha MEPBbIM BOCIPOU3BENEHHBIN, OMOAaHAIOrOBBIN
(Onomo00HBI) JEKapCTBEHHBIN MpernapaT MHOCTPAHHOTO MPOU3BOICTBA HAJl MPEAETbHON OTIYCKHOM
[IEHOW MPOW3BOJAUTENS HA BTOPOM BOCIIPOU3BEACHHBIN, OMOaHAIOTOBBIN (OMOMOA00HBIN) JIEKapCTBEHHBIH
rpenapar, pacCiuTaHHOM B COOTBETCTBUU C METOAMKOH, yrBepkJaeHHOH [IpaBurensctBoM Poccuiickoit
denepanuu;

4) npeBblllIEHHE MPEICIbHOW OTIYCKHOHN LIEHBI Ha MEpBBI BOCIPOU3BEICHHBIHN, OMOaHAIOrOBBIH
(6uorogOOHBII) JIEKAPCTBEHHBIM Tpernapar MNpPOU3BOAUTENST TrocyaapcTBa - ujeHa EBpaswuiickoro
SKOHOMMYECKOTO COI03a HaJ IPEAEIbHOM OTIYCKHOW LIEHOM NpPOM3BOAMTENS Ha BTOpPOU
BOCIPOU3BE/ICHHBIN, OHOaHaIoroBbl (OMONONOOHBIN) JIEKAPCTBEHHBIM IpenapaTr MpPOU3BOAUTENS
rocyzapcrsa - wieHa EBpa3MiCKOro 3KOHOMHMYECKOIO COI03a, PACCUMTAHHOM B COOTBETCTBHM C
METOAMKOH, yTBepxkAcHHOM [IpaBuTensctBoM Poccuiickon @enepannn.

5. Ilopsinok nepeperucTpanuu 3aperuCTpUPOBAHHBIX MIPEAEIBHBIX OTIYCKHBIX LIEH IPOU3BOJUTENIEH
Ha JICKApCTBEHHBIC NpenapaThl, BKIIOYCHHBIC B IEPEYCHb >KM3HEHHO HEOOXOIUMBIX M BaXKHEUIIHX
JICKapCTBEHHbIX IpenapaToB, B ClydasX, HPEIYCMOTPEHHBIX uacTsMU 2 - 4 HacTosIell cTaTbH,
ycranasinusaercs [IpasurensctBom Poccniickoit denepanun.

6. DKOHOMHYECKMI aHAIM3 IPENEIbHON OTIYCKHOM LIEHbl IPOU3BOAMTENS HA JIEKAPCTBEHHBIN
IpernapaT, BKIIOYEHHBIH B I€peUeHb >KU3HEHHO HEOOXOAMMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX
IIPEMnapaToB, IpU €€ TOCYJAPCTBEHHOM pEerucTpauuy WIN [EPEPErucTpalvi  OCYLIECTBISIETCA
(denepanbHbIM OpPraHOM MCIOJHUTEIBHOW BIIACTH, OCYILIECTBISIONIMM (QYHKIUU 10 TMPUHATHUIO
HOPMATHBHBIX IPABOBBIX AaKTOB U KOHTPOJIO 3a COOJIIOJICHUEM 3aKOHOJATelnbCcTBa B  cdepe
roCy/1IapCTBEHHOI'O PETyJINpoBaHUsl 1ieH (Tapu(oB) Ha TOBaphI (yCIyrn).

7. Pacder mpenenbHbIX OTHYCKHBIX II€H, YKa3aHHBIX B 4acTsaX 1 M 2 HacTosIed cTaTbu, NMPH UX
rOCyAapCTBEHHOM PETUCTpALU WIN MEPEPErUCTPALMA OCYLIECTBIISIETCS B COOTBETCTBUU C METOJMKOMH,
yrBepxkaeHHou [IpaBurenscTBoM Pocculickoit denepanu ¥ yYUTHIBAIOLIEH B TOM YHCIIE:

1) cobmronenue GanaHca MHTEPECOB MOTPEOUTENEN JEKaPCTBEHHBIX IMPENapaToB, BKIIOUYEHHBIX B
NepevYeHb XU3HEHHO HEOOXOJUMBIX M BAaKHEHIIMX JIEKapCTBEHHBIX IPENapaTtoB, U MPOU3BOAUTENIEH
JICKApCTBCHHBIX MPCIapaToB, BKIIOYCHHBLIX B ICPCUCHL KWU3HCHHO HeO6XO}II/IMBIX A BaXKHESHITHNX
JIeKapCTBEHHBIX IPEnapaToB;

2) (paxTHUECKYIO OTIMYCKHYIO LIEHY Ha JIeKapCcTBEHHBIE npenapathl B Poccuiickoit denepannu, neny
BBO3a JICKAPCTBEHHBIX IpenaparoB B Poccuiickyro dPenepanuio, a TakkKe LEHbBl Ha AaHAJIOTMYHbIE
JIEKapCTBEHHBIC TIpenapaThl, Haxosmuecs B oopamenun B Poccuiickoit deneparuu;

3) 3aTpaThl TPOM3BOIUTENS JIEKAPCTBEHHOI'O TIpenapaTa Ha TMPOM3BOJCTBO M  peallU3aIlvio
JICKapCTBEHHOTO Mpernapara;
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4) 1eHy Ha JIEKapCTBEHHBIN IMpernapar, ero 1eHy B CTPaHe MPOU3BOJIUTENS U B CTPAHAX, B KOTOPBIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpupoBaH U (W) B KOTOPBIE TOCTABIISETCS IPOU3BOJUTEINIEM.

8. He nomyckaroTcs peanusanusi U OTIYCK JEKapCTBEHHBIX MPENapaToB, BKIOYEHHbBIX B I1€PEUEHb
KHU3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX JIEKApCTBEHHBIX IPENaparoB, HA KOTOPbIE MPOU3BOAUTEIISIMU
JIEKapCTBEHHBIX IIPENapaToB HE 3aperucTpupoBaHa IpefeiibHas OTIYCKHas 1I€Ha, pean3alus
IIPOM3BOIUTENISIMHU JIEKAPCTBEHHBIX IPENapaToB 0 LI€HAM, MPEBBIAIONIMM 3apEerHCTPUPOBAHHBIC WU
[IEpEPErUCTPUPOBAHHBIE NPEEIIbHBIE OTITYCKHBIE LIEHBI Ha JIEKAPCTBEHHBIE IIPENapaThl C y4ETOM HaJlora
Ha J100aBJIEHHYIO CTOUMOCTb.

9. OcoOeHHOCTH TOCYIaPCTBEHHOTO PETYIUPOBAHUS MPEACIBHBIX OTITYCKHBIX IIEH MMPOU3BOIUTEICH
Ha JICKapCTBEHHBIC IperapaThbl, BKJIIOYCHHBIC B IIEPCUYCHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIIIMX
JIEKAPCTBEHHBIX MPENapaTroB, B 3aBUCUMOCTH OT SKOHOMHUYECKHX W (WJIHM) COIMAJIbHBIX KPUTEPUEB
(M3MeHeHHe YCIOBUH, MOPSAKA K CTOMMOCTH IIPOU3BOICTBA JIEKAPCTBEHHBIX MPENapaToB, UCIOIb30BAHHE
HOBBIX ()OpPM, METOJOB H CIIOCOOOB TOCYIApPCTBEHHOI'O PETYJIHPOBAHHUS IIeH Ha JICKapCTBEHHBIC
rpenaparbsl, B TOM YHCJIe HA OCHOBE MEXaHH3Ma PeQEepPeHTHOro IEHOOOpa30BaHusI, U3MEHCHUH TOpsIKa
OKa3aHMsl MEIUIIMHCKOM MOMOIIM, U UHbIE M3MEHEHHUsI) ycTaHaBnuBatoTcs [IpaBurensctBoM Poccuiickoit
®Oenepanuu.

Cratba 62. [ocymapCTBeHHbIU peecTp npeferibHbIX  OTNYCKHbIX  LeH
npousBoauTenien Ha fieKapCTBeHHble npenapaTtbl, BKMOYEHHbIe B NMepe4vyeHb XXU3HEHHO
Heo6GXxoAUMbBIX U BaXXHEULLMX fleKapCTBEeHHbIX NpenapaToB

1. 3aperucTpupoBaHHbIE WM TMEPEPETUCTPUPOBAHHBIE TPEJCIbHbIE  OTHYCKHBIE  I[CHBI
HpOI/I3BOI[I/ITCHeI71 Ha JICKApPCTBCHHBIC NpCrapaThl, BKIIOUCHHLIC B ICPCUCHL XKW3HCHHO H€06XOHI/IMI>IX u
BOXHEHIINX JICKAPCTBEHHBIX MpENaparoB, MOJJIEKAT BKIOYEHUIO B TOCYAAPCTBEHHBIA peecTp
MpEACIIBHBIX OTIIYCKHBIX LICH HpOI/ISBOI[I/ITCHeﬁ Ha JICKApPCTBCHHLIC MPETIapaThl, BKIITOYCHHBIC B IICPCUCHDb
KU3HEHHO HEOOXOIMMBIX U BaXKHEUIIINX JIEKAPCTBEHHBIX MPEMapaToB.

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

2. T'ocymapcTBEHHBIN peecTp MPEIeNIbHBIX OTIYCKHBIX IIEH MPOWU3BOJAUTENICH Ha JIGKAPCTBEHHBIC
npemaparbl, BKIIOYCHHBIC B TICPCUYCHL KWU3HCHHO HCO6XOI[I/IMBIX A BaXKHEUIIHNX JICKApCTBCHHBIX
MpernapaToB, COJIEPKUT B ceOe CIeNyIONIyI0 HH(OPMAIIHIO:

1) HanMeHOBaHUE JIepKATENsl WM BIIA/IENbIIa PETHCTPAIIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara, HaMMEHOBAaHHE IPOU3BOAMTENS JIEKAPCTBEHHOrO IpenapaTa, CBEICHHMs O PEerucTpaluu
JeprKaTeNsl WIN BIIaJeNblla PETUCTPAIMOHHOTO YIOCTOBEPEHHUS JICKApCTBEHHOTO MpernapaTa, CBEACHUS O
perucTpanyy Mpou3BOJUTENS JIEKAPCTBEHHOIO Ipernapara /Uil MEJUIIMHCKOTO MPUMEHEHHs B KaueCTBE
HAJIOTOTUIATENbIIMKA B CTPaHE  perucTpamuu  (UII  POCCHHCKUX  IOPUAWYECKHX  JIAI[ -
UACHTUDUKAIIMOHHBIH HoMep Hanoromiarenbiuka (MHH), i MHOCTpaHHBIX HOPUAMYECKUX JHI] -
CTpaHa pETHCTPalii, HANMEHOBAHHE PETUCTPUPYIOMIETO OpraHa, PEeruCTPalMOHHBIA HOMEp, KO
HAJIOTOIJIATEIbIMKA B CTPaHE PErHCTpaluu (MHKOPIOpPALMHM) WM €ro aHaJlor), MECTO HaXOXKIECHUS
IIPOM3BOACTBEHHBIX IUIONIA/IOK, YYACTBYIOIIMX B IPOIECCe MPOM3BOCTBA JEKAPCTBEHHOTO TIperapara, ¢
yKa3aHHeM CTaJ1H Mpolecca IPOU3BOJICTBA;

(n. 1 B pea. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMEHOBaHHWE JIEKApCTBEHHOTo Tmpemapara (MeXIyHapOJHOE HeNaTeHTOBAaHHOE, WU
IPYNIHPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);
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(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
3) HOMep PerucTPalMOHHOrO yI0CTOBEPEHHs JIEKApCTBEHHOTO NIpenapara;

4) nexapcTBeHHas (opMa ¢ yKazaHMEM JO3MPOBKH JIEKAPCTBEHHOI'O IMperapara U ero KOJIMYecTBa
BO BTOPUYHOH (IIOTPEOUTEIBCKON) YIIAKOBKE, A TAK)KE KOMIIJIEKTHOCTb;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) 3apeructpupoBaHHas MpeaelbHas OTIYCKHAs IIeHa Ha JIGKAPCTBEHHBIN MperapaT B pyOIIsx;
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

6) nata U HOMeEp MpHKa3a YIOJIHOMOYEHHOTO (efepaibHOro OopraHa HCIOJIHUTEIbHOW BIIACTH O
rOCyJIapCTBEHHOM PErMCTPALlMK WM MEPEPErUCTPaAli NPEACIIbHON OTIYCKHOW LIEHBI HA JIEKapCTBEHHBIN
npemnapaTr, BKIIOUEHHBIH B IMEpPEUeHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEHIIUX JIEKapCTBEHHBIX
MpPEIaparToB.;

(B pen. deaepanbubix 3aKk0HOB OT 22.12.2014 N 429-03, ot 06.06.2019 N 134-D3)

6.1) nara BCTYIUICHHUS B CHITY MPHUKa3a YIIOJTHOMOYCHHOTO (eIepaIbHOTO OpraHa MCIIOJTHUTEIHLHON
BJIACTH O TOCYIApPCTBEHHOW PErHCTPalliil WM TEPEPEruCTPallui MPEJACIbHOW OTIYCKHOW ICHBI
IMPOU3BOJUTCIIA HaA J'ICKapCTBeHHBH\/JI Impernapar, BKJIIOYCHHEIA B MNepCUCHb KN3HCHHO H€O6XOI[I/IMBIX u
Ba)XHEHUIIINX JIEKAPCTBEHHBIX MIPEIapaToB;

(m. 6.1 BBenen denepanbHbiM 3aK0HOM 0T 06.06.2019 N 134-03)

7) WTPUXOBOM KOJ, HAHECEHHBI HA BTOPHUYHYIO (MOTPEOUTENBCKYIO) YIAaKOBKY JEKapCTBEHHOTO
npenapara;
(n. 7 BBennen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

8) KOjA JIeKapCTBEHHOIrO Ipemnapara MO aHAaTOMO-TEPareBTUYECKO-XMMHUYECKON KilacCU(UKALIUH,
PEKOMEHI0BaHHOM BeceMupHOU opraHusanueit 34paBoOXpaHeHHUs.
(n. 8 BBennen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. TocynapcTBeHHass perucTpanuss WIM TepeperucTpanysi NpeleNbHbIX OTIYCKHBIX IIeH Ha
JIEKapCTBEHHBIE MpPENapaThl, BKIIOYEHHBIE B TIEPEYEHb J>KU3HEHHO HEOOXOMUMBIX M BaXKHEUIIHX
JIEKapCTBEHHBIX MPENapaToB, BEAEHUE TOCYAAPCTBEHHOIO peecTpa NpeAeTbHBIX OTIYCKHBIX LIEH
MIPOU3BOIMTENICH Ha JIEKapCTBEHHBIE NpenapaThl, BKIOYEHHBIC B MEPEYCHb KU3HEHHO HEOOXOIMMBIX U
BAOXHEHUIIMX  JIEKAPCTBEHHBIX  IpErnapaTroB, OCYLIECTBISAIOTCS B  TOpPSJKE, YCTAaHOBICHHOM
[IpaBurensctBoM Poccuiickoit denepanun.

(B pen. deaepanbhoro 3akoHa ot 06.06.2019 N 134-03)

Cratba 63. YcraHoOBneHMe opraHamMmm MUCMNOSIHUTENIbHOW BIacTU CYOBLEKTOB
Poccuinckon ®depepauum npenenbHbIX pa3mMepoB ONTOBbIX HaAb0aBOK M npeAeribHbIX
pa3mMepoB PO3HMYHbLIX Hafb6aBOK K (haKTUHYECKUM OTNYCKHbIM LieHaM, YCTaHOBJIEHHbIM
Npou3BOAUTENSAMU JIEKapPCTBEHHbIX MpenapaTtoB, Ha JleKapCTBeHHble npenaparhbl,
BKNIOYEHHbIE B MepeyYeHb XWU3HEHHO HeoOXOoAMMbIX W BaXHeMWMUX FNeKapCTBEHHbIX
npenapaToB
(B pen. deaepanbHoro 3akona ot 27.12.2019 N 475-03)

1. Opranbl HCIOJHUTEIBHOM BiacTu cyObekToB Poccuiickoit ®enepauuu ycTaHaBIMBAIOT
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npeJenbHbIe pa3Mephl ONTOBBIX HAI0aBOK U MPEAeTbHbIC pa3Mepbl PO3HUYHBIX HAA0aBOK K (PaKTHUECKUM
OTITYCKHBIM IIeHaM (0e3 yueTra Hajiora Ha J100aBJI€HHYI0 CTOUMOCTh), YCTAHOBJIEHHBIM ITPOU3BOAUTENSIMU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKApCTBEHHBIE Ipenaparbl, BKIOYEHHBIE B IE€PEUYEHb >KU3HEHHO
HEOOXO/MMBIX U BaKHEHIIIMX JIEKAPCTBEHHBIX IIPENapaToB, B COOTBETCTBUM C YTBEPXIEHHON B MOPSJIKE,
ycranoBieHHOM [IpaButensctBom Poccuiickont ®Penepanuu, METOJUMKOW YCTaHOBJICHMS OpraHaMu
UCIIOJHUTENIbHOM BiacTu cy0bekToB Poccuiickoit denepannu npeaeabHblX pa3MepoB ONTOBBIX HaA0aBOK
U TpEAeNbHBIX pa3MEpOB PO3HUYHBIX HAI0ABOK K (PAKTMYECKUM OTHYCKHBIM II€HAM, YCTaHOBJICHHBIM
IIPOU3BOJIUTEIIAMHA JIEKAPCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBCHHBIC IIpENapaTsl, BKIIOUYCHHBIE B
IIepeueHb >KM3HEHHO HEOOXOOUMBIX M BaKHEHIIMX JIEKapCTBEHHBIX IpernapartoB. IIpoekTsl peuieHuit
OpPraHOB HCIOJHMUTENbHON BiacTH cyObekTOB Poccuiickoit ®enepauun o0 ycTaHOBICHHUH M (WIIH)
M3MEHEHHH TPEIENIbHBIX Pa3MEPOB ONTOBBIX HA/J0ABOK M MPENEIbHBIX Pa3MEPOB PO3HUUHBIX HAI0ABOK K
(aKkTUYECKUM OTIYCKHBIM I[€HaM, YCTaHOBJIEHHBIM IPOM3BOAUTENISIMU JIEKAPCTBEHHBIX IIpErnapaTroB, Ha
JIEKapCTBEHHbIE IpEnaparbl, BKJIIOUYEHHbIE B IMEPEUEHb HKU3HEHHO HEOOXOJUMBIX M Ba)KHEHIIHUX
JIEKapCTBEHHBIX IPENapaToB, MOJUIEkKAT COIVIACOBAHUIO C YHNOJHOMOUYEHHBIM (ellepajbHbIM OpPraHoM
WCTIOJTHUTEIHOW BJIACTH, OCYIIECTBIIIONINM (DYHKIIMH 1O IPUHSATHIO HOPMATHUBHBIX MPABOBBIX aKTOB U
KOHTPOJIIO 3a COOJIIOJICHMEM 3aKOHOJATENbCTBA B c(epe TOCYyAapCTBEHHOIO pPEryJupOBaHUs LEH
(tapudoB) Ha TOBapHI (YCIyrH), B MOpsAIKe, ycraHoBieHHOM [IpaButensctBoM Poccuiickoii @eneparui.
(B pen. deaepanbhbix 3akoHOB OT 13.07.2015 N 241-03, o1 27.12.2019 N 475-D3)

2. Opra"uzanud ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CPEICTBAMHU, AalTEYHBbIE OpraHU3AIlUH,
WHIUBUAYAIbHbIE MPEANPUHUMATENN, HMEIOIINE JUIEH3UI0 Ha (QapMaleBTUYECKYI0 IesTeNbHOCTD,
MEIUIIMHCKUE OpraHu3alliK, HUMEIONIME JIMICH3UI0 Ha (PapMalleBTUYECKYIO JCATEIbHOCTh, M HX
o0ocobisieHHble moapazaeneHus (amOynaropuu, denpamepckue U (eapAlepCeKo-akyepckue MyHKTHI,
IEHTPbl (OoTHmeneHus) oOmmeid BpadueOHOW (CeMEWHOM) WPAKTHKHU), PACIOJIOKECHHBIE B CEIBCKUX
HACEJIEHHBIX MYHKTAaX, B KOTOPBIX OTCYTCTBYIOT alTEUHBIE OPraHU3AlMM, OCYIIECTBIAIOT PEeAIn3aIUIo
JIEKApPCTBEHHBIX TMPENapaToB, BKIIOUYEHHBIX B TIEPEUCHb JKU3HEHHO HEOOXOIWMBIX M BaKHEUIINX
JIEKapCTBEHHBIX TMPEMapaToB, IO II€HaM, KOTOpble (OPMUPYIOTCS B COOTBETCTBHHM C TOPSAKOM,
yctaHoBieHHBIM [IpaButensctBoM Poccuiickoit denepanui, 1 ypoBeHb KOTOPHIX (0€3 ydera Hajora Ha
NOOABICHHYI0O CTOMMOCTB) HE JIOJDKEH TMPEBBIIIATh CyMMY (DaKkTHUeCKOW OTHYCKHOM IIEHBI,
YCTaHOBJICHHOW MPOU3BOJUTENIEM JIEKAPCTBEHHOTO IMpenapara, He MPeBBIIIAONIeH 3aperucTpupoBaHHON
WIN TePeperucTpUpPOBAHHON TMpENeTbHOW OTIMYCKHOW II€HBI TPOW3BOAUTENs (HAa JaTy pealu3aliu
JIEKapCTBEHHOI'0 Tpernapara IpOU3BOJIUTENIEM), M pa3Mepa ONTOBOW Haa0aBKku U (WiIM) pas3Mepa
PO3HUYHOI HaA0aBKHU, HE MPEBBIMIAIOIINX COOTBETCTBEHHO pa3Mepa MpelelnbHOM ONTOBOW HaJA0aBKH U
(wm) pa3Mepa penenbHON PO3HUYHON Haa0aBKH, YCTAaHOBJICHHBIX B cyOBbekTe Poccuiickoit denepanun.
(uactsb 2 B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. OpraHpl HCTHOJHUTETBHON BiacTu CyOBekTOB Poccuiickoit deneparnuu pa3MemiaroT B CETH
"NuTepHer" MHPOPMAIMIO O 3apETHCTPUPOBAHHBIX MPEEIbHBIX OTITYCKHBIX I[€HAX MPOU3BOJIUTENCH Ha
JIEKApCTBEHHBIC TIpenaparhl, BKIIOYCHHBICE B TIEPEUEHb JKU3HEHHO HEOOXOJUMBIX W BAKHEHUIINX
JIEKapCTBEHHBIX TIperapaTtoB, 00 YCTaHOBIEHHBIX B cyObekTe Poccuiickoit depepanuu mpeneinbHBIX
pasMepax ONTOBBIX HAJI0ABOK M (WJIM) MPEAETbHBIX pa3Mepax PO3HUYHBIX HAJI0AaBOK K YCTaHOBJIECHHBIM
MIPOU3BOJIUTENSIMHA JIEKAPCTBEHHBIX MpenaparoB (aKTUYECKUM OTIYCKHBIM I[€HAaM Ha JIEKapCTBEHHBIC
mpenaparbl, BKIIOYEHHBIE B TIEPEUYCHb JKU3HEHHO HEOOXOMMMBIX M BAKHEWUIINX JIEKAPCTBEHHBIX
MpenaparoB, a TAKXXE O CyMME 3apEeTrUCTPUPOBAHHBIX MPEACIbHBIX OTIIYCKHBIX I[EH MPOU3BOAUTENICH HA
JIEKApCTBEHHBIC TIpenaparhl, BKIIOYCHHBICE B TMEpPEYCHb >KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIITHX
JIEKapCTBEHHBIX IMpPENapaToB, YCTAHOBJICHHBIX B CyOBbekTe Poccuiickoit denepanuu mnpeaenbHBIX
pa3MepoB ONTOBBIX HAI0ABOK M MIPEIETBHBIX pa3MEPOB POZHUYHBIX HAJ0aBOK M Hajora Ha JOOABICHHYIO
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crouMocTh. MHpopmarms, npenycMOTpeHHass HACTOSIICH 4YacThio, JOJDKHA HAXOJUTHCA TaKXKe B
anTe4YHbIX OpPraHU3aALUAX B JOCTYIHOH /AJIs BCEX 3aMHTEPECOBAHHBIX JIUL ()OpME U OOHOBIIATHCS MO MEpe
ee pa3MeLICHHs OpraHaMH HWCIOJHHUTENbHOM Biactu cyObekToB Poccuiickoit ®expepauuu B ceTH
"UnTepuer".

(uactsb 3 B pen. enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

4. YTpatun cuny ¢ 1 mapta 2020 roga. - ®enepanbhsiii 3akoH oT 27.12.2019 N 475-D3.

Mnaesa 13. MOHUTOPUHI 3®®EKTUBHOCTU U BE3OINACHOCTH
NEKAPCTBEHHBbIX NMPEMNAPATOB, HAXOAOALWLUNXCA B OBPALLEHUA
B POCCUNCKOWN ®EOEPALIUN
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbsa 64. PapmakoHaasop
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE TIpenapaThl, HaxoasAIuecs B oopamennu B Poccuiickoit @enepannu, noiexar
MOHHUTOPHHTY Bq)(i)eKTI/IBHOCTI/I 1 0e30I1aCHOCTH B OEJIAX BBIABICHUSA BO3MOXHBIX HCI'aTHUBHBIX
MOCJICACTBUM MX NPHUMEHEHUS, WHIUBHIYIbHOW HENEPEHOCHMOCTH, NPEAYNPEKACHUS METUIIMHCKIX
pa6OTHI/IKOB, CIICNUAJINCTOB B o0OJacTu BCTCPUHAPUH, IMAIMCHTOB HWJIM BJIAACIIBLICB JXHMBOTHBIX M HX
3aIIMTHl OT MPUMEHEHUS TaKUX JICKAPCTBEHHBIX IPEIapaToB.

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

2. @dapMakoHaI30p OCYLIECTBISAETCS COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (hefepalibHbIM
OpPraHOM HCIIOJIHUTEIbHON BJIACTH B YCTAHOBJIEHHOM MM MOpSAJKE MYTEM aHaiu3a MpeaocTaBisieMON
cyObekTaMu  OOpalleHHs JIEKapCTBEHHBIX CpEeACTB HHGpOpMalMM O MOOOYHBIX  JAEHCTBHIX,
HEXKEeJIaTeJIbHBIX PEaKIMIX, CEPbE3HBIX HEXKENIaTeNbHbIX PEAKIUIX, HEMpPEIBUIECHHBIX HEXeJlaTelbHbIX
peaknMsIX NpU NPUMEHEHHMH JIeKapCTBEHHBIX MpernaparoB, 00 WMHIMBHyaIbHOH HENEPEeHOCUMOCTH,
OTCYTCTBUH 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX MIPENAPATOB, a TAK)Ke 00 UHBIX (aKTaXx U 0OCTOATEIbCTBAX,
NPEJCTABIAIOMINX YIpo3y JKU3HM MM 3[0pPOBBIO UelOBeKa JHOO >KMBOTHOTO IPU NPUMEHEHUH
JIEKapCTBEHHBIX MPENapaToB M BBIABJIEHHBIX HAa BCEX ATamax oOpallleHus JIEKapCTBEHHBIX MpernapaToB B
Poccuiickoii denepanuu 1 Ipyrux rocyaapcrBax.

3. CyOBekThl oOparieHust JEKapCTBEHHBIX CPEJICTB B TIOPSJIKE, YCTAHOBICHHOM YITOJTHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIOJIHHUTENBHOW BIAcTH, OO0s3aHBl COOOIIATh B  YIOJHOMOYEHHBIH
denepanbHBI OpraH HCIOJHUTEIBHON BIACTH O TOOOYHBIX JEHCTBHUSX, HEKENATEIHHBIX PEAKITUSIX,
CEpbE3HBIX HEXKENATENbHBIX PEaKIUIX, HEMPEIBUACHHBIX HEXKeNaTeNbHBIX PEaKIUsIX MPU MPUMEHEHUU
JICKapCTBCHHBIX TIperapaTroB, 00 WHAMBUIYATbHOH HENMEPEHOCHMOCTH, OTCYTCTBHHM 3(()EKTHBHOCTH
JIEKapCTBEHHBIX MPEMapaToB, a Takke 00 MHBIX (PakTax M 0OCTOSATENbCTBAX, MPEICTABISIIOIIMX YTPO3Yy
KU3HU WA 3JIOPOBBIO YeNIOBEKa JIMOO >KUBOTHOTO TPH NMPUMEHEHHH JICKAPCTBCHHBIX IPENapaToB H
BBISIBJICHHBIX Ha BCEX JTamax oOpalleHHs JIeKapCTBEHHBIX NpernapatoB B Poccuiickoit denepanuu u
JIPYTHUX TOCYIapCTBaX.

4, I[epxcaTeJm HJIN BJIAACIbIBI PCTUCTPALUOHHBIX y,Z[OCTOBepeHI/Iﬁ JICKAPCTBCHHBIX IMIPCIIapaToOB,
IOPUINYCCKUC JIMIA, HA UM KOTOPBIX BbIAAHBI PAa3pCIICHNA Ha MPOBCACHUC KIMHUYCCKUX I/ICCHG}IOBaHI/Iﬁ
B Poccuiickoit q)e;[epamm, 0o YIIOJIHOMOYCHHBIC HUMHU JpPYTHUC HOPUIWYCCKUC JIMIa B paMKax
obOecrieyeHns 0€30IaCHOCTU JICKAPCTBCHHEBIX MPEIapaToB B MOPAAKE, YCTAHOBJIICHHOM COOTBETCTBYIOIIUM
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YIIOJTHOMOYEHHBIM (hefiepaTbHBIM OPTaHOM HCIOJHUTEIBHON BIIACTH, O0S3aHBI OCYIICCTBISITH MPHEM,
yueT, 00palboTKy, aHalIW3 M XpaHEHUE TMOCTYMaIUX B HX aJpec OT CYOBEKTOB OOpalieHus
JIEKapCTBCHHBIX CPEACTB M OPraHOB TOCYJApCTBEHHOW BJIACTH COOOIICHWN O TOOOYHBIX JCHCTBUSX,
HEXENaTeJIbHbIX PEaKLUAX, CEPbE3HBIX HEXKENIATEIbHbIX U HENPEABUACHHBIX HEXKENIATEeIbHBIX PEaKLUIX
py MPUMEHCHHUH JICKaPCTBEHHBIX IPEnapaToB, 00 OCOOCHHOCTSAX WX B3aWMOJCUCTBUS C JAPYTUMHU
JIEKapCTBEHHBIMU TpenapaTaMi, WHIUBUAYAIbHON HENEpEeHOCHUMOCTH, a TakkKe 00 HMHBIX (akTax u
00CTOSITENTLCTBAX, IMPEACTABISIONINX YIPO3y JKU3HH WU 3J0POBBIO0 YelIOBEKa MO0 >KMBOTHOTO WIIU
BIMAIOIMIMX HA M3MEHEHHE OTHOLICHUS OXHUAAEMOW MOJb3bl K BO3MOXXHOMY PHUCKY HPUMEHEHUS
JIEKaPCTBEHHBIX IMPEIAPATOB.

5. Ilpu BbIsBICHUU HMH(OPMAIMM O CEPbE3HBIX HEXKENATENbHBIX PEAKUMAX U HENpeIBUICHHBIX
HEXEJIaTeJIbHBIX PpPEeaKUMsIX IpU IPUMEHEHUHU JIEKapCTBEHHBIX IpenapaTroB, 00 OCOOEHHOCTAX UX
B3aUMOJICHCTBUS C JIPYTMMH JIEKapCTBEHHBIMH IIperapaTraMy, WHAWBUIYaJIbHOM HEMEpeHOCHUMOCTH, a
Takxke 00 MHBIX (pakTax U 0OCTOSATENHCTBAX, BIUSAIONINX HA N3MEHEHHE OTHOLICHUS 0KUIaeMOMN TIOJIBb3BI K
BO3MOKHOMY DPHUCKY IPUMEHEHHUS JIEKapCTBEHHBIX I[PENaparoB, JAEp)KaTelld WM  BIJIAJAEIbIIbI
PETUCTPALIMOHHBIX YIOCTOBEPEHUH JIEKApCTBEHHBIX IMPENapaToB, IOPUINYECKUE JIMIA, HA UMS KOTOPBIX
BbIJIaHbl pa3pelIeHUs Ha MpoBeJieHHE KIMHUYECKUX uccienoBaHuii B Poccuiickoil @enepanuu, 1u60
YIOJHOMOYEHHbIE MMM JIpYIHM€ IOPUIMYECKHE JUIa OO0sf3aHbl NPUHATH MEpbI, HAINpaBICHHbIE Ha
yCTpaHEHUE  HETaTUBHBIX  IIOCJHEACTBUH  NPUMEHEHHs  TaKuX JIEKApCTBEHHBIX  IIpEnaparos,
IpenyNpexIeHIe NPUUMHEHUS Bpela )KU3HU WM 3/10pPOBBIO YEJIOBEKA JUOO KUBOTHOTO, 3aAIIUTY UX OT
IPUMEHEHMs TaKUX JIEKAPCTBEHHBIX IPENapaToB, HA JONOJHUTENbHbIN cOOp AaHHBIX 00 3()(EeKTUBHOCTH
1 0€30MaCHOCTH TAaKUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecoOOIlIeHNEe WU COKPBITHE HUH(OPMALINU, TPEAYCMOTPEHHON YacThi0 3 HACTOSAIICH CTaThH,
JepKaTeNd WA  BJIQAENbIBl  PETUCTPAIIMOHHBIX  YIOCTOBEPEHUH JIEKAPCTBEHHBIX IPENapaTos,
IOpUJIMYECKHE JINLIA, HA UMSI KOTOPBIX BBbIIAHBI pa3pelieHs Ha MPOBEACHUE KIMHUUECKUX UCCIIEOBaHUMN
B Poccuiickoit ®enepanuu, MO0 YIOJTHOMOUYEHHBIE MMM JAPYTHe IOPUIUYECKHE JUIA, a TakxKe
JOJKHOCTHBIC JIMIIA, KOTOPBHIM 3Ta WHGOpMAaIMs cTalla M3BECTHA MO POAY HX NpohecCHOHATHHOU
NEATEIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATENLCTBOM Poccuiickoit @enepanuu.

7. Ilpu mony4yeHUH yIOJIHOMOYEHHBIM (eiepalibHbIM OPTaHOM HCIOJHUTENBHON BIACTH B paMKax
OCYILIECTBICHUS UM (hapMaKoOHa/30pa J0Ka3aTeIbCTB O HECOOTBETCTBHM JIEKAPCTBEHHOrO Ipernapara
YCTAQHOBJICHHBIM TpEOOBaHMSIM MU TpPU MOJYyYeHUH HH(POpPMAIMM O HECOOTBETCTBMM JAHHBIX 00
3¢ (eKTUBHOCTH U O 0€30IaCHOCTHU JIEKAPCTBEHHOTO Iperapara JaHHBIM O JIEKapCTBEHHOM Ipernapare,
coJiep KalIMMCcsl B UHCTPYKIMH IO €ro IPUMEHEHHUIO (B TOM YHCIIE BBISBICHHBIX B XOJ€ OCYIECTBICHHS
(apmMakoHaa30pa KOHTPOJIBHO-HAJ30PHBIMH OpPraHaMU HHOCTPAHHBIX TOCYIApCTB), YIOJIHOMOYEHHBIN
(benepanbHBI OpraH MCIOJHUTEIBHON BIACTH B YCTAHOBJICHHOM MM IOPSIKE pacCMaTpUBAET BOIIPOC O
MIPUOCTAaHOBIIEHUU MIPUMEHEHHS TAKOTO JIEKAPCTBEHHOI'O MIperapara.

Cratbs 65. MpunocraHoBNeHNe NPUMeHEeHUA NIeKapCTBEHHOro npenapara
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. ITpu monmyyennu uHpOpPMALUK O HEXKENATENBHBIX PEAKUUSAX MMPU MPUMEHEHUH JIEKAPCTBEHHOTO
npenapaTa, He YKa3aHHBIX B WHCTPYKLUUHU IO MPUMEHEHUIO JIEKapCTBEHHOIO IpernapaTa, Cephe3HbIX
HEXXEJIAaTeNbHbIX pPEaKUUsiX, 00 OCOOEHHOCTAX €ro B3aUMOJCHCTBHUSA C JPYTUMH JIEKapCTBEHHBIMHU
npernapaTamMmu, KOTOpbIe MOT'YT MPEJICTABIATh YIPO3y JKU3HHU WU 3/I0POBBIO YeIOBeKa MO0 KUBOTHOTO, a
TaKXe O HECOOTBETCTBUHU JAHHBIX 00 3()(HEeKTUBHOCTH M O 0€30MACHOCTH JIEKAPCTBEHHOI'O Mpernapara
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AAaHHBIM O JICKapCTBCHHOM IIPLCIIapaTe, COACPKAIMMCA B UHCTPYKIIUU 110 €TI0 IPUMCHCHUIO, B TOM YHCJIC
OT YIOJHOMOYCHHBIX OpPraHoB HWHOCTpPaHHBIX TIOCYdapcCTB, oOMeH KOTOpOﬁ OCYHICCTBJIAICTCA B
COOTBCTCTBHUU C COTIAUICHUAMU MCKAY YIOJIHOMOYCHHBIM q)eﬂepaJIBHbIM OopraHomM HCIIOJIHUTEILHOMN
BJIACTH MW YIOJHOMOYCHHBIMHU OpraHaMM HHOCTPAHHBIX TIOoCyaapcCTB, YHOHHOMO‘ICHHBII;’I (beﬂepaﬂbeIﬁ
opran HUCIIOJIHUTEILHON BJIACTHU paccMaTpuBacT BOIIPOC O BO3MOKHOCTH MPHOCTAHOBJIICHUA O6paH_[eHI/I$I
TaKoro JICKaApCTBCHHOI'0 IIpfriapara B IMOPAAKE, YCTAHOBJICHHOM YIIOJITHOMOYCHHBIM (be,[[epaJ'IBHBIM
OpraHom HCIIOJIHUTEILHON BIACTH.

2. Ilpy HEHWCHOJHEHHWH WJIM HEHAJUIeKAIEM HCHOJHEHUH JEp)KaTeasiMA WIM BIAJeNbllaMu
PETUCTPALIMOHHBIX YAOCTOBEPEHUHN JIEKAPCTBEHHBIX IPENApaTOB, IOPUAWYECKUMH JIMLIAMH, HAa WM
KOTOPBIX BBIJIaHBI pa3pellCHUs] HA MPOBEJICHUE KIMHUYECKUX uccienoBanuil B Pocculickoin @enepannu,
WM YIOJHOMOYEHHBIMU UMH JIPYTUMU FOPUIUYECKUMHU JIULAMHU 00513aHHOCTEN, YCTAaHOBJIEHHBIX YacTsIMU
3 u 4 cratbu 64 HacTosero GenepalbHOTO 3aKOHA, THOO0 B CIIyYasX MPEACTABICHUS COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (eiepalbHbIM OPraHOM HCIOJHUTENIbHOM BJIACTU 3aKJIIOYEHUS O HEJOCTOBEPHOCTH
pe3yAbTAaTOB KIIMHUYECKOI'O UCCIEN0BaHUs JIEKAPCTBEHHOIO MpernapaTa Uik MEAUIIMHCKOTO IPUMEHEHHUS,
KOTOpOE OCHOBAaHO Ha pe3yJjbTaTaxX MPOBEPKH MEAUIIMHCKOW OpraHu3alliy, NMPOBOJUBLIEH yKa3zaHHOE
KJIMHUYECKOE MCCIIEIOBAaHNUE C HAPYILICHUEM ITPaBUJI HAJIeXKallled KIIMHUYECKON MPAaKTUKU, U IIPUBEIIO K
MIOJIYYEHHUIO HEJAOCTOBEPHBIX PE3Yy/IbTATOB, JIMOO B Cily4ae HEBBINOJIHEHUS NPEANMCAHUS, BBIIAHHOTO
YIIOJTHOMOYEHHBIM (hefiepalbHBIM OpPraHOM HCIOJHUTENBHOM BIACTH MO HWTOTaM OCYIIECTBICHHUS
BBIOOPOYHOTO KOHTPOJISI KayecTBa JICKAPCTBEHHOTO Mpernapara, YIOJTHOMOYCHHBIH (enepaibHbIil opran
WCIIOJIHUTENIBHON BJIACTU B YCTAHOBJIIEHHOM UM IOPSAJIKE pacCMaTpUBAET BOIPOC O MPUOCTAHOBIICHUU
IIPUMEHEHHUS] TAKOT'O JIEKAPCTBEHHOTO IIpernapara.

3. YnonHoMoueHHBIH (enepanbHblii OpraH HMCIOJIHUTEIBHOW BIIACTH MPH MPEICTABICHUU EMY
CBEJIEHUH O HECOOTBETCTBUHU TMPOU3BOIUTENSI JICKAPCTBEHHBIX CPEACTB TPEOOBAHHUSAM  TIPABUII
HaJJIeXxaliel Mporu3BOJICTBEHHON MPAKTUKU U (WJIKM) O HAPYIICHUH JIUIIEH3UOHHBIX TPeOOBaHUI, KOTOPBIE
OBLITM BBISBJICHBI B XOJI€ MPOBEJACHUS WHCIEKTHPOBAHUS MPOU3BOIUTENS JIGKAPCTBEHHBIX CPEJICTB WIIU
OCYIIIECTBIEHUS JIMIIEH3HOHHOTO KOHTPOJIA B cpepe MPOU3BOJICTBA JIGKAPCTBEHHBIX CPEACTB U MPUBEIH
WU MOTYT TMPHUBECTU K MPOU3BOJICTBY JIEKAPCTBEHHBIX MPEMapaToB JJIsi MEIUIMHCKOTO MPUMEHEHUS,
MPUYMHUBIIUX UM CIIOCOOHBIX TPUUYUHUTH BPE] )KU3HU WM 3I0POBBIO TPaXKIaH, pacCMaTPUBAET BOMIPOC
O TPHUOCTAHOBJICHUU TPUMEHEHHUS JIEKAPCTBEHHBIX IMpEnapaToB Uisi MEAUIIMHCKOTO TPUMEHEHHUS B
YCTaHOBJICHHOM UM TIOPS/IKE B CIEAYIONUX CIydasx:

1) coctaB u (WIM) TEXHOJIOTHS MPOM3BOJCTBA JIEKAPCTBEHHOTO Mpemapara sl MEIUIIMHCKOTO
MPUMEHEHHS (C OMHCAaHMEM CTaJuil MPOU3BOJCTBA) OTJIMYAIOTCS OT 3asBIEHHBIX B PETUCTPAIIMOHHOM
JOCBE;

2) neKapCTBEHHBIN Mpernapar A MEIUIHUHCKOTO MPUMEHEHUS! MTPOU3BEJIEH Ha MPOU3BOACTBEHHOMN
TJIOIAIKE, HE YKA3aHHOW B PETUCTPAIITMIOHHOM JIOChHE;

3) Y HOpOoUu3BOAUTCIIA JICKAPCTBCHHBIX CPEACTB OTCYTCTBYHOT HOOKYMCHTBI, IHOATBCPIKIAIONINC
COOTBCTCTBHUEC KaucCTBA JICKAPCTBCHHOI'O IIpf€riapara Ajd MCIUIHUHCKOr0 NpPUMCHCHHSA, BBOJUMOIO B
Fpa)K,Z[aHCKI/Iﬁ 060p0T, TpC6OBaHI/IHM, YCTAHOBJICHHBIM IIpH €TI0 FOcyﬂapCTBCHHOﬁ perucTpanuu;

4) npou3BOAMTENEM JIEKAPCTBEHHBIX CPEACTB B  COIJIACOBAaHHBIH C  COOTBETCTBYIOLIUM
YIIOJIHOMOYEHHBIM (heZiepallbHbIM OpPraHOM HCIOJHUTENIBHOW BIIACTH CPOK HE YCTPAHEHBI HapyIIECHUS
TpeOOBaHUM MpaBUJl HaJyIeXkalleld MPOU3BOJCTBEHHOW MPAKTUKU U (WJIK) JTULEH3MOHHBIX TpeOOBaHUI,
KOTOpbIe OBLIM BBIABICHBI B XOJI€¢ NPOBEIEHUS HMHCIEKTHPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHBIX
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CPEJICTB WJIH OCYIIECTBICHHUS JIMIIEH3MOHHOTO KOHTPOJIS B chepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB
U TPHUBEJIM WM MOTYT NPUBECTH K IMPOU3BOJCTBY JIEKAPCTBEHHBIX MpPENapaToB Il MEAMIIMHCKOIO
MPUMEHECHHUS, TPUYNHUBIIHNX WA CIOCOOHBIX MPUYHHUTH BPEJI )KU3HU WIN 3I0POBBIO TPaXk/IaH.

(dactb 3 BBenena denepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4. YIIoTHOMOYEHHBIH (hefepaibHbIi OpraH UCTIONIHUTEIFHON BIACTH NMPU HATUYHH Y HETO CBEJICHHUM
O HECOOTBETCTBHM IPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUAM IpaBW HaJuIekKallei
MPOU3BOJICTBEHHON MPaKTHKK W (WIM) O HApyIICHUH JHULIEH3UOHHBIX TPEeOOBAaHUM, KOTOpBIE OBLIH
BBIBJICHBl B XOJC IIPOBEICHMS WHCIEKTUPOBAHUSA IIPOM3BOAMTENS JICKAPCTBEHHBIX CPEICTB WIH
OCYILECTBICHHS JTUIICH3HOHHOTO KOHTPOJIS B cpepe MpPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIH
WIM MOTYT IPUBECTU K IPOU3BOJCTBY JIEKAPCTBEHHBIX MPENaparoB AJI BETEPHHAPHOTO NPUMEHECHMS,
MPUYMHUBIIUX WIM CIIOCOOHBIX NPUYMHUTH BpPEI >KM3HU WM 3J0POBBIO0 KMBOTHBIX, PacCMaTpHUBAcT
BOIIPOC O TIPUOCTAHOBJICHUM pEAIU3allMd M IPUMEHEHMs JIEKAPCTBEHHBIX IIPENapaToB Ul
BETEPUHAPHOI'0 IPUMEHEHUS B YCTAHOBIICHHOM UM IIOPSAKE B CIEAYIOIUX CIydasx:

1) coctaB u (WiIM) TEXHOJOTHsS MPOU3BOJCTBA JIEKAPCTBEHHOIO MperapaTa Uil BETEPUHAPHOTO
MIPUMEHEHHUs (C ONMHMCAHMEM CTaJWil MPOU3BOACTBA) OTIWYAIOTCS OT 3asBJICHHBIX B PETHUCTPALIMOHHOM
J10ChE;

2) eKapCTBEHHBIN Ipenapar [yl BETEpUHAPHOr0 MIPUMEHEHUSI IIPOU3BEIEH Ha MPOU3BOJICTBEHHON
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JI0ChE;

3) y nOpou3BOAMTENS JEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOATBEPXKAAIOIINE
COOTBETCTBME KayeCTBA JIEKAPCTBEHHOI'O Ipelapara I BETCPUHAPHOIO NPHUMEHEHHS, BBOAUMOIO B
IpaXIaHCKHUI 000pOT, TpeOOBAHUAM, YCTAaHOBJIEHHBIM IPU €0 TOCYAapCTBEHHOM perucrpauy;

4) TpoM3BOAMTENEM JIEKApPCTBEHHBIX CPEACTB B  COTJIACOBAHHBIH C  COOTBETCTBYIOIIMM
YIIOJTHOMOYCHHBIM (heJIepaTbHbIM OPTaHOM HUCIOJHUTEILHOW BJIACTH CPOK HE YCTPAaHEHBI HAPYIICHUS
TpeOOBaHUI MpaBU HaJIekKalled MPOU3BOJCTBEHHONW MPAKTUKU U (WJIM) JTUIEH3MOHHBIX TPeOOBaHUA,
KOTOpbIe OBUTH BBHISBICHBI B XOJIE¢ MPOBEICHUS WHCIICKTHPOBAHUS IPOU3BOIUTEIS JICKAPCTBEHHBIX
CPEICTB WJIH OCYIECTBICHHUS JIUIIEH3MOHHOTO KOHTPOJIS B chepe MpOn3BOACTBA JIEKAPCTBEHHBIX CPE/ICTB
W TPHUBEIM WIA MOTYT NPUBECTH K MPOU3BOJCTBY JICKAPCTBCHHBIX IPETMApaTOB ISl BETCPUHAPHOTO
MPUMEHEHUS, TPUUNHUBIIHNX WIA CIOCOOHBIX MPUYUHUTE BPEJl KU3IHU WU 3[I0POBBIO KHUBOTHBIX.

(dactb 4 BBeneHa OenepanbHbM 3aKk0HOM OT 04.06.2018 N 140-D3)

Koncynprantllntoc: mpumeuanue.
C 01.01.2023 cT. 65 nononusiercs 4. 5, 6 (O3 or 27.12.2019 N 475-D3).

KoncynbrantlIntoc: mpumedanue.
C 01.09.2023 cr. 65 gononnsiercs 4. 7 (O3 ot 02.07.2021 N 317-D3).

CraTtbsa 66. UHcpopmauma o pesynbTaTax hapmakoHagsopa
(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 475-03)

YronHOMOYEHHBI  (eiepalibHbIil  OpraH  WCHOJHUTENBHONH  BIACTH,  OCYIIECTBISIOUIUI
(dhapmMakoHaa30p, MO €ro pe3yjbTaTaM pa3MellaeT Ha cBoeM odwuimanpHOM caiite B cetu "HHTepHeT"
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UH(POPMALIHUIO O:

1) BBIIBJICHMKM HOBBIX IIOATBCPKACHHBIX OaHHBIX O MOOOYHBIX ﬂeﬁCTBHHX, HEXCIIaTCIbHBIX
pCaKknuax, CCPbC3HLIX HCEKCIIATCIIbHBIX PCAKIUAX, HCHPCABUIACHHBIX HCKCIATCIBbHBIX PCAKIUAX IIPU
IIPUMEHCHUH JICKaAPCTBCHHOI'O IIPEIiapara, B TOM YHCJIC BIUAOIINX HAa OTHOIICHUC O)I(H,I[ﬂ@MOfI ITIOJIB3bI K
BO3MOXXHOMY PHUCKY IPUMCHCHUA JAHHOTO JICKAPCTBCHHOI'O IIpCIiapara,

2) IPHUHATBIX PCIICHUAX O BHECCHUUN W3MCHEHUH B HHCTPYKIHIO 110 IPUMCHCHHIO JICKAPCTBCHHOI'O
npemnapara, 0 NpUOCTAHOBJIICHUU IMPUMCHCHHA JICKAPCTBCHHOI'O IIpCriapara, 00 M3BATHH W3 06pan1eH1/1;1
JICKApCTBCHHOI'O IIpCIiapaTa UJu O BO300HOBJICHHH IIPUMEHECHUA JICKAPCTBECHHOT'O IIpEIiapara.

Mnaesa 14. U(HO®OPMALUA O NEKAPCTBEHHbIX NMPEMNAPATAX. CACTEMA
MOHUTOPUHIA ABUXEHUA NEKAPCTBEHHbIX NMPEMNAPATOB
anAa MEQUUMHCKOro NnPUMEHEHUA
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauma o nekapcTBeHHbIX npenapatax. CucremMa MOHUTOpPUHra
ABUXEHUA NeKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro NPpUMeHeHUs
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. Uudopmanust o JeKapCTBEHHBIX Ipernaparax, OTIIYCKaeMBIX IO PELENTy Ha JIeKapCTBEHHBIN
rpenapar, J0/DKHA COJIEP)KAaThCs TOJIBKO B CICIMAIM3UPOBAHHBIX HW3JIAHUSX, NMPEAHA3HAYEHHBIX IS
MEIUIMHCKUX, (hapMaIleBTHUECKUX PAOOTHUKOB, CIICITUAIIMNCTOB B 00JacT BerepuHapun. Mubopmarus o
JIEKApCTBEHHBIX Ipernaparax s CICHHAINCTOB B 00acTH OOpaIleHHs JICKAPCTBEHHBIX CPEACTB MOXKET
colepkaTbCsi B MOHOrpadusx, CIPaBOYHMKAX, HAYYHBIX CTaThbsX, B JIOKJIAJaX Ha KOHIpeccax,
KOH(MEpeHIMsIX, CHUMIIO3UyMaX, HAyYHBIX COBETaX, a TaKXe B UWHCTPYKIUSAX [0 MPUMEHEHHUIO
JIEKapCTBEHHBIX MTPEMapaToB.

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

2. Nudopmarius o JeKkapCTBEHHBIX Mpernaparax, OTIIyCKaeMbIX 0Oe3 perenTta Ha JIeKapCTBEHHBIN
mpemapaTr, MOXKET COAepKaTbcs B IMYyONUKAUAX U OOBSABICHUAX CPEICTB MaccoBOM HH(opMaIn,
CHEIUATU3UPOBAHHBIX M OOIIMX IMEUYaTHBIX HU3JAHUSIX, MHCTPYKIHUSIX MO MPUMEHEHHUIO JIEKApCTBEHHBIX
MIpernapaToB, MHBIX U3JAHUIX CYOBEKTOB OOpAIeHHs JICKAPCTBEHHBIX CPE/ICTB. PekiaMHbIe MaTepualibl o
JIEKApCTBEHHOM TIperapare, OTIyCcKaeMOoM Oe3 pelenrta Ha JIEKapCTBEHHBIM TNpemapar, JOJIKHBI
COOTBETCTBOBAaTh MHCTPYKIMHU IO MPUMEHEHHUIO JICKAPCTBEHHOT' O pernapara.

3. Jlomyckaercss HCIONb30BaHUE JIOOBIX MaTEpUANbHBIX HOCHUTENEH, MO3BOJSIOIIUX XPaHUTh,
nepeaaBaTh U UCIOIb30BaTh HH(POPMALIMIO O JIEKApCTBEHHBIX MpernapaTax 0e3 ee HCKaXeHHUs.

4. Jlna ueneil uASHTHUPHUKAMU YIAKOBOK JIEKAPCTBEHHBIX MPENapaTroB [Uisi MEAUIIMHCKOTO
IIPUMEHEHHUs] NPOU3BOJUTENN JICKAPCTBEHHBIX CPEACTB B IOPSAAKE, YCTaHOBJICHHOM IIpaBuTenscTBOM
Poccuiickoit denepanny, HAHOCAT Ha MEPBUYHYIO YIAKOBKY (B OTHOILIEHUU JIEKAPCTBEHHBIX MPENapaToB
JUIE MEAULIMHCKOTO MPUMEHEHHS, I KOTOPBIX HE MPEAyCMOTPEHA BTOPUYHAs YNIAaKOBKAa) U BTOPUYHYIO
(MOTpeOUTENbCKYI0) YIIaKOBKY JIEKAPCTBEHHBIX MPENapaToB JJIs MEIULHUHCKOIO MPUMEHEHUS Cpe/ICcTBa
UACHTUUKAIMY, 32 HUCKIIOUYEHHEM JIEKapCTBEHHBIX MPENapaToB A MEAMLUHCKOTO MPUMEHEHUS,
MIPOU3BOJUMBIX JUISl IPOBEACHUS KIMHUYECKUX HCCIEIOBAHMM, SKCIOPTA, JIEKAPCTBEHHBIX IPENAapaToB
JUIE MEIMLUHCKOTO IPUMEHEHHUs, YKa3aHHbIX B 4acTAX 5 M 8 crarteu 13 Hacrosmero denepanbHOro
3aKOHa, paguodapMaleBTUYECKUX JIEKApPCTBEHHBIX IIpernaparoB, MHSIBOK MEIUIMHCKUX U Ta30B
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MEIUITMHCKUX.
(dactb 4 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapakTepuCTHKH Cpe/ICTBa UACHTU(DUKALINY, TIOPAIOK €r0 HAaHECEHUs U TPEOOBaHUS K CTPYKTYpe
u ¢dopmary wuHbOpManUU, KOTOPYIO COACPKUT CPEACTBO HACHTU(UKALMUU, ONPEICNITIOTCS
IIpaBurensctBoM Pocculickoit denepanumn.
(dactb 5 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

6. Ilopsimox co3maHusi, pa3BUTHs, BBOJA B OJKCIUIyaTallMIO, O3KCIUIyaTallud W BBIBOAA W3
JKCIUTyaTallud CHCTEMbl MOHMTOPUHIA JBHUKEHHUS JIEKAPCTBEHHBIX NPENapaTroB s MEAUIMHCKOIO
MPUMEHEHHS, TOPSI0K TPEJOCTaBICHUS WHPOPMAIUHU, COACpXKAIICHCS B CHCTEME MOHUTOPWHTA
JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB s MEOULUMHCKOTO MPUMEHEHHUs, U MOPSAOK B3aUMOJCHCTBUS
VKa3aHHOH CHCTEMbI C HMHBIMH  TOCYIJApCTBEHHBIMH  WH(OPMAIMOHHBIMH  CHCTEMaMH H
MH(OPMALIMOHHBIMU CUCTEMAaMHU IOPUINYECKHX JIUI U MHAUBUAYAIbHBIX MIPeANpUHUMATENCH, YKa3aHHbBIX
B yacTsx 7 u 10 mactosmie# crareu, ycraHaBinuBaiorcs [IpaButensctBoM Poccuiickoit Demepariu.
OnepatopaMy CUCTEMbl MOHHMTOPUHIA JBUYKEHUS JIEKAPCTBEHHBIX IMPENapaTroB [UIsi MEAUIIMHCKOIO
MPUMEHEHUS SBJSIOTCS  (eNepalibHBId  OpraH HCIHOJHUTEILHOM BIAaCTH W (WIM) OpraHu3anus,
ynosHomoueHHble [IpaButenscTBOoM Poccuiickoit @eaepannu.

(dactb 6 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7. FOpuanueckue JIMla U UHAUBUAYAIbHBIE MPEAPUHUMATENH, OCYIIECTBIISIIOLIUE TPOU3BOACTBO,
xpaHeHue, BBO3 B Poccuiickyro ®Dexpepanuro, OTNYCK, pealM3alMI0, Nepeaady, NPUMEHEHUE U
YHUUYTOXKEHUE JIEKAPCTBEHHBIX MPENapaToB A1 MEAUIIMHCKOTO MPUMEHEHH, 00eCIIeYBaIOT B MOPSIKE U
B COCTaBe, KOTopble YycraHOBJeHbl IIpaBurenbctBoM Poccuiickoin Penepauuu ¢ yd4eToM BHAA
OCYIIIECTBISIEMOM UMHU JEATENbHOCTH, BHECEHHWE HWH(OpPMAlMKU O JIEKApCTBEHHBIX Mpemnaparax s
MEIUIIMHCKOTO TMPUMEHEHUS B CHCTEMY MOHHUTOPHUHIA JIBUXKEHHUS JIEKAPCTBEHHBIX IPENapaTroB s
MEIUIMHCKOTO TPUMEHEHUS.

(dactp 7 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIE Mpenaparbl Uil MEIWLUHCKOIO IPUMEHEHMs], TNpeJHa3HA4YECHHbIE IS
oOecrnieueHus UL, OOJbHBIX TreMO(UINeil, MyKOBUCHUHI030M, THIO(HU3apPHBIM HAHU3MOM, OOJIE3HBIO
l'omie, 37M0KaueCTBEHHBIMH HOBOOOpA30BaHUAMHU JUMQOUIHOM, KPOBETBOPHOM M POJCTBEHHBIX UM
TKaHEH, pacCesTHHBIM CKJIEPO30M, JIUII MOCTe TPAHCIUIAaHTAI[MH OPTaHoB U (WJIH) TKaHEH, MPOU3BEACHHBIC
1o 31 nexabps 2019 roga, a Takke MHbIE JEKApCTBEHHbIE MPENapaThl A MEIUIIMHCKOTO PUMEHEHUS,
npousBeaeHHble 10 | wurong 2020 roma, moanexaT XpaHEHHIO, NEPEBO3KE, OTIYCKY, pealu3alii,
nepeaaye, MpUMEHEHHIO 0e3 HAaHECEHUsS CPEeACTB MACHTU(HUKAIMU JIO UCTEYEHUs CPOKa UX TOIAHOCTH.
[IpaBurensctBO Poccuiickoit ®denepaniuu BIpaBe YCTAHOBUTH OCOOEHHOCTH BBOJIa B TPaxAaHCKUI
000pOT JIEKAPCTBEHHBIX MPENnapaTroB s MEJUIIMHCKOTO NMPUMEHEHUs, MPOU3BEIACHHBIX B mepuoa ¢ 1
utonst 2020 roma mo 1 oxTabpsa 2020 roga. B mensx BBoAa B Ipa)IaHCKHI 00OpOT JieKapCTBEHHBIE
mpernapaTtsl  JUIsl  MEIULUHCKOIO IPUMEHEHHs, 33 HCKIIOUEHUEM JIEKapCTBEHHBIX IIPENapaTos,
MpeHa3HauYeHHBIX ISl oOecredyeHus JHll, OONbHBIX reModuianeil, MyKOBHUCIHI030M, TMIIO(U3aPHBIM
HaHU3MOM, Ooje3Hbto ['orre, 3710kaueCTBEHHBIME HOBOOOPA30BaHUAMHM JIMM(POUTHON, KPOBETBOPHOU U
POJICTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M, JIUI] M0CJIe TPaHCIUIAaHTAllMM OPTraHOB U (WUJIN) TKaHEeH,
NPOU3BECHHBIE 3a Mpenenamu teppuropun Poccuiickoit @enepannu 10 1 okrabps 2020 roga, MoryT
ObpITh BBe3eHBI B Poccuiickyto ®enepamuto g0 1 sHBaps 2021 roma B TOpsANKE, YCTaHOBIEHHOM
ITpaButenscTBOM Poccuiickoii @eneparium, 6e3 HAaHECEHUs CPEACTB UACHTHU(DUKAINH.

(B pen. deaepanbhbix 3aKk0HOB OT 27.12.2019 N 462-03, ot 13.07.2020 N 206-D3)
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8. Opranuzanus WHOOPMANMOHHOTO B3aUMOJCUCTBUS CHCTEMbl MOHUTOPWHTA JIBHKCHUS
JIEKapCTBEHHBIX MpErnapaToB Jig MEAUIMUHCKOTO TMPUMEHEHUS C MHBIMU TOCYAapCTBEHHBIMU
MH()OPMALIMOHHBIMU CUCTEMaMH O0ECMeYrBaeTCS B TOM YHCIE TOCPEACTBOM HHQPPACTPYKTYPHI,
oOecnieunBaromield UHGOPMAIMOHHO-TEXHOJIOTMYECKOE B3aUMOJICHCTBUE HH(POPMAIMOHHBIX CHUCTEM,
UCIIOJIb3YEMBIX ISl TPEAOCTABICHHUSI TOCYAAPCTBEHHBIX M MYHHIIMNAIBHBIX YCIYT W HCIIOJTHCHHUS
rOCy/IapCTBEHHBIX U MYHHUIIMIIATBHBIX (YHKIIMH B 3J1€KTPOHHOU hopme.

(uactb 8 BBeneHa denepaibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. OO6menoctynHas uHpOpMalMs, CcoAep)Kalascsi B CHCTEME MOHHUTOPHHIa JBI)KEHUS
JIEKapCTBEHHBIX IIpernapaToB JUTSL MEIULMHCKOTO IPUMEHEHUS, pa3mMenaercs B
nH(pOpMaIMOHHO-TEIEKOMMYHUKAITMOHHOU ceTH "MHTepHeT" (B TOM uucie B popMe OTKPBITHIX JTaHHBIX )
B IIOpsKe, ycTaHOBIEHHOM [IpaBurenscTtBoM Pocculickon @enepanum.

(uactb 9 BBenena denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

10. IIpousBoauTENM JIEKAPCTBEHHBIX CPENICTB MOIYUYAIOT COJACPIKAIIYIOCS B CUCTEME MOHUTOPUHTA
JBIDKEHHUS JICKAPCTBEHHBIX IpENapaToB IS MEAMIIMHCKOTO MPUMEHEHHMs WH(OPMAIUI0 O CEepUsix H
MapTHUSIX JICKAPCTBEHHBIX MPEIapaToB, MPOU3BOJIUMBIX UMHU U HAXOMSIIUXCS B TPAKIAHCKOM 000pOTE B
Poccutickoit deneparuu, 6€3B03ME3THO.

(dactpb 10 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

11. 3a npou3BOACTBO MM MPOJAXKY JIEKAPCTBEHHBIX MPENapaToB sl MEAULMHCKOTO MPUMEHEHUS
0e3 HaHECCHHs CPEJICTB HICHTU(UKAIMU, C HAPYIICHUEM YCTAHOBJICHHOTO IMOPSJIKA MX HAHECCHHS, a
TaK)K€ 32 HECBOCBPEMEHHOE BHECEHHME IaHHBIX B CHCTEMY MOHUTOPHHIa ABUKEHUS JIEKapCTBEHHBIX
mpenaparoB sl MEIUIMHCKOTO TPUMEHEHHS WM BHECEHHE B HEE HEIOCTOBEPHBIX JaHHBIX
IOpUANYECKHE JIMIa U WHAUBHUIyalbHbIE NPEANPUHUMATENIH, yKa3aHHbIE B 4YacTAX 4 U 7 HacToslIeH
CTaTbH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOAATENLCTBOM Poccuiickoit deaepanuu.
(uactb 11 BBegena PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. TlpaButenbctBo Poccuiickoii @enepanuu BIpaBe YCTaHOBUTb OCOOEHHOCTH BHEJPEHUS
CHUCTEMbl MOHMTOpPHHIA JIBWJKEHHUS JIEKapCTBEHHBIX IIPENapaToB JUIsl MEIULHUHCKOIO IPUMEHEHHS,
BKJIIOYAsi CpPOKM €€ BHEApPEHUs, B OTHOIICHWU JIEKAPCTBEHHBIX IMpPEenapaToB i MEAUIMHCKOIO
IPUMEHEHMs, BKJIIOUYEHHBIX B IE€PEYCHb KU3HEHHO HEOOXOAMMBIX W BaKHEHIIMX JIEKapCTBEHHBIX
[IpernapaToB, JEKAapCTBEHHBIX IpPENapaToB, MpeJHAa3HAYEHHBIX JJs OO0ecrleueHus: JIML, OOJbHBIX
reModuiineil, MyKOBHUCIMI030M, TUNO(U3apHBIM HAHU3MOM, Oose3Hbio ['olle, 370KayecTBEHHBIMU
HOBOOOpa30BaHUSAMHU JTUM(POUIHOMN, KPOBETBOPHON U POJICTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M,
JMII TIOCNIe TPAHCIUIAHTALlMM OPraHoB M (MJM) TKaHEH, HMHBIX JICKApCTBEHHBIX IpernapaTroB s
MEIAUIIMHCKOTO TPUMEHEHHUS.

(uacth 12 BBeaena denepanbHbIM 3akoHOM OT 28.12.2017 N 425-D3)

Mnaea 14.1. OrPAHUYEHWSA, HAJNTATAEMbIE
HA OPTAHU3ALUWW, OCYLLECTBIAKOLWUE OAEATENBHOCTb
MO OBPALLEHUIO NNEKAPCTBEHHbLIX CPEOCTB
(BBeneHa @enepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

Ctatba 67.1. OrpaHuyeHusi, Hanaraembie MNPU OCYLIECTBNEHUN [OeATeNIbHOCTUM B
cchepe oGpalleHUs nekapcTBeHHbIX CpeacTB
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1. Opranuzanum, 3aHUMalOUIMEcs pa3paOOTKOH, NPOM3BOJACTBOM W (WIM) peainu3anuen
JIEKapCTBEHHbIX MPENapaToB Uil MEAULUHCKOrO MPUMEHEHMsI, OpraHu3aluy, o01ajatoliye IpaBaMi Ha
MCTOJIb30BaHUE TOPTOBOI'O HAUMEHOBAHHMS JIEKAPCTBEHHOTO Mperapara il MEAUIMHCKOTO PUMEHEHUS,
OpraHu3al ONTOBOW TOPrOBIM JICKAPCTBEHHBIMU CpEJICTBAMM, alTE4YHbIE OpraHu3auuu (ux
NPEJCTaBUTENN, UHBbIE (U3NYECKHUE U IOPUIMYECKHE JIHMIA, OCYLIECTBISIONIME CBOIO ACATEIBHOCTH OT
MMEHM 3THUX OpPraHM3alui) B OTHOUIEHUH MEJUIMHCKUX PAOOTHUKOB U PYKOBOAMTENEH METULIMHCKHUX
OpraHu3alyii He BIIPaBeE:

1) BpyuyaTh MOJapKH, BBHIIIAYMBATH JCHEKHBIE CPEACTBA (32 MCKIIOYEHUEM BO3HArPaXICHUU IO
JIOTOBOpaM  IIpU  TPOBEACHUM KIMHUYECKUX HCCIICJOBAHMM JIEKAPCTBEHHBIX IIPENapaToB JUIs
MEIULHUHCKOrO MPUMEHEHHUs, BO3HAarpAXKJICHUN, CBS3aHHBIX C OCYLIECTBICHHUEM MEIULIMHCKUM
pabOTHHUKOM IMEAArorHuecKoi W (WiIM) HaAyYHOW AEATENBHOCTH), B TOM YHCIIE OIJIaYMBATh Pa3BIICUCHMUS,
OTIIbIX, TIPOE€3J] K MECTY OT[bIXa, @ TAKKe MPHUBJIEKATh K YYaCTHIO B Pa3BJICKATEIbHBIX MEPOINPUATHUSIX,
IIPOBOJMMBIX 3@ CUET CBOUX CPEJICTB;

2) 3aKJII04YaTh COINIAMICHHA O HA3HAYCHHUM MM PCKOMCHAAIMWMKW IMAaUCHTaAM JICKAPCTBCHHLBIX
npenaparoB AJid MECAUIUHCKOIO NIPpUMCHCHUA (33, HCKIIIOYCHHUEM OOI0OBOPOB O MPOBCACHUHN KIIMHUYCCKUX
I/ICCJIC,Z[OBaHI/Iﬁ JICKAPCTBCHHLIX IIPCIIapaToB 11 MCAULIUMHCKOI'O HpI/IMeHeHI/Iﬂ);

3) mpenocTaBisATh 00pa3ilbl JIEKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO MTPUMEHEHHUS B LEJISIX
BPYYCHHUsI TMalUeHTaM (32 HUCKJIIOYEHUEM CIIy4yacB, CBS3aHHBIX C MPOBEACHUEM KIMHUYCCKHX
WCCJICIOBAHMH JIEKAPCTBCHHBIX MPENApaTOB JIJI MEIUIIMHCKOTO IPUMEHEHUS );

4) npeOoCTaBIATh HEJOCTOBEPHYIO U (MIJIK) HEMOTHYI0 HHPOPMAIIUIO O JIEKAPCTBEHHBIX MpernapaTax
JUTSI MEIUITTHCKOTO IPUMEHEHNS,

5) mocemarte X B pabouee BpeMs Ha pabO4yMX MecTaX, 3a MCKIIOUYEHUEM CIIyyaeB, CBA3aHHBIX C
MIPOBEACHUEM  KIMHUYECKHX MCCJIENOBAHMM  JIEKAPCTBEHHBIX IIPENaparoB Uil  MEAMIMHCKOIO
IIPUMEHEHHUs, C Y4aCTUEM B IOPSAJKE, YCTAHOBJICHHOM PYKOBOAMTENIEM MEIULMHCKOM OpraHU3alluH, B
COOpaHMSIX MEAMLMHCKUX pPa0OTHUKOB U MHBIX MEPOINPHUATHSAX, HANpaBICHHBIX Ha IOBBIIIEHHE HX
npo(eCCHOHATBHOTO YPOBHSA WM Ha NPEeAOCTaBlIeHHE WH(GOpPMAalUU, CBSI3aHHOM C OCYIIECTBIECHUEM
MOHHUTOPHHIra 0€30M1aCHOCTH JIE€KApPCTBEHHBIX MIPENapaTos;

6) moOyX/1aTh K BBIIMCHIBAHUIO JIEKAPCTBEHHBIX MpenapaToB Uil MEJUIIMHCKOTO NPUMEHEHHUs Ha
OnaHKax, coAeprKalluX MH(OPMAIMIO PEKIAMHOIO XapaKTepa, a TakKe Ha PeLENTypHbIX OJlaHKaX, Ha
KOTOpBIX 3apaHee HaledyaTaHO HAaWMEHOBAaHUE JIEKApPCTBEHHOIO IIpenapara Juisli MEAMIMHCKOIO
MIPUMEHEHHUS.

2. Opranuzanuy, yKa3aHHbIE B a03alle epBOM 4acTU | HACTOSAIIENW CTaTbH, U UX MPEACTABUTEIH B
OTHOIIEHUH (hapMalleBTUUECKUX paOOTHUKOB U PYKOBOJIUTENEH aTeUHbIX OpraHU3aliil He BIIpaBe:

1) Bpy4daThb IOJAapKH, BbIIUIAYUBATH ACHCKHBIC CPCACTBA, B TOM YUCIIC OIIJIAYMBATHL PA3BJICUCHUA,
OTAbIX, MPOE3a K MECTY OTAbIXa, W IIPHUBJICKATbH K YYAaCTUIO B Pa3BJIICKATCIbHBIX MCEPOIIPHUATUAX,
MMPOBOAUMEBIX 3a CHCT CBOUX CPCIACTB,

2) mpeaocTaBiIATh O0pa3lbl JEKAPCTBEHHBIX MPENapaToB s MEIUIIMHCKOTO MPUMEHEHHUS IJis
BpY4YEHMs HACEIICHUIO;




3) 3aKJII04YaTh COrIaliICHUA O IMPCAJIOKCHHUH HACCICHUIO OHNPCACICHHBIX JICKAPCTBCHHBIX
mnmpenapaTtoB AJIsI MCAUIUHCKOI'O IPUMEHCHU A,

4) MpeIOCTaBISATh HETOCTOBEPHYIO U (WIJIN) HEMOTHYI0 HHPOPMAIIHIO O JICKAPCTBEHHBIX MpernapaTax
JUIS ~ MEOUIMHCKOTO TMPUMEHEHHUs, B TOM YHCIE HMMEIOIIMX OJIMHAKOBOE MEKIYyHapOJIHOE
HEMAaTeHTOBAHHOE HAMMEHOBAHHUE.

Cratbsa 67.2. TpeboBaHMA K OpraHM3auMm U NPoOBeAEHUI0 Hay4YHbIX MepOonpUATUMN,
MHbIX MepONpPUATUA, HanpaBfieHHbIX Ha NOBbIWeHWe npo¢eCcCUOHANBLHOrO YpPOBHS
MeAULMHCKUMX paboOTHUKOB WM Ha npepgocTaBneHMe WHhpopmaumu, CBA3AaHHOW C
ocyLiecTBNeHueM MOHMTOPUHra 6e3onacHOCTU NieKapCTBEHHbIX NpenapaToB

1. Ilpu npoBeeHUH HAyYHBIX MEPONPUATHH, UHBIX MEPONPUATHIA, HANIPABIECHHBIX Ha MOBBILICHHUE
npoECCHOHATBHOTO yPOBHS MEIWIMHCKUX pPAa0OTHUKOB WM Ha TPEAOCTABICHHE CBS3aHHOW C
OCYLIECTBJICHUEM  MOHUTOpPMHra  O€30MacHOCTUM  JIEKAPCTBEHHBIX  IpenapaToB  MHGOpMalHuH,
OpraHM3yeMbIX OpraHM3alMsIMM, yKa3aHHbIMM B ab3aue nepBoMm yactu | crateu 67.1 Hacrosiero
denepanbHOr0 3aKOHa, MX NPEACTaBUTENIMH U (WiM) (UHAHCUPYEMBIX 3a CUET CpPEICTB 3TUX
OpraHM3allMii W UX [peJICTaBUTENIEH, 3alpeliaeTcss NpensTCTBOBAaTh YYACTHIO B YKa3aHHbIX
MEpPONPUATHIX MHBIX OpraHu3aluii, KOTOpbIE MPOU3BOAAT WU PEATU3YIOT JIGKAPCTBEHHBIE Npernaparbl
IUIE MEIWIIMHCKOTO TPUMEHEHHUS CO CXOKUM MEXaHU3MOM (PapMaKoJOTHUYECKOTO JACHCTBHS, OO
co3/laBaTh JUCKPUMMHAIIMOHHBIC YCIOBUS M OJHUX YYAaCTHUKOB II0 CpPaBHEHUIO C JPYTUMHU
Y4aCTHUKAMHU, & UMEHHO:

1) mpeocTaBiIATh pa3IMuHOE KOJMYECTBO BPEMEHH JJIS BBHICTYIUICHUH YYaCTHUKOB, PAa3JIMYHbIE 110
pasMepy 3aHUMAaeMOH IUIOIIAAX MecTa Jjsl JEMOHCTpaluyu o0pa3lioB JICKApCTBEHHBIX IPENapaToB s
MEIUIMHCKOTO TPUMEHEHUs WM pPEKJIAMHBIX MaTepuajoB O JIEKAapCTBEHHBIX IIpernaparax ajs
MEAUIMHCKOTO MPUMEHEHHS Ha SKCIO3MIHUAX, CTeHAaX, 32 UCKIIIOUEHUEM CITy4aeB, €CIIU TaKUe YCIOBUS
3aKpeIUIeHbl B COMIALICHUAX 3TUX OpraHM3alui, MX HpeicTaBuTesell 0 (PUHAHCHUPOBAHUU YKa3aHHBIX
MEpPOIPUATHI 1 00YCIIOBJIEHBI Pa3IMYHBIMU 3aTPaTaMU YYACTHUKOB HAa UX OPraHU3alUIo;

2) ycraHaBIMBaTh pa3Mep B3HOCA JJIs YYAaCTHUKOB MEPONPHUATHH, yKa3aHHBIX B al3alie MepBOM
HACTOSIIEH YaCTH, MPEBBIIIAIONIUNN CYMMY 3aTpaT Ha OPTAaHU3ALUIO0 YKA3aHHBIX MEPONPUATUI U BELYIINI
K HEOOOCHOBAHHOMY OTPaHMUYEHHIO YUCIIA UX YYaCTHUKOB.

2. Opranuzanuu, ykasaHHble B a03aie nepBoM yactu 1 crtarbu 67.1 Hactosmero denepasbHOro
3aKOHA, UX TMPEJICTABUTENN, OCYIIECTBIISIONNE OpraHU3aluio U (Win) (UHAHCUPOBAHUE MEPONPUSTHH,
YKa3aHHBIX B 4acTu | HacTosIIeH cTaTbu, 00s13aHbI 00ECIIeYMBaTh JOCTYI K HHGOPMAIIHH O JaTe, MECTE U
BPEMEHM NPOBEJCHUS YKA3aHHBIX MEPONPUATHMN, IIJJaHaX, IPOrpaMMax IPOBENEHUS YKa3aHHbIX
MePOHpI/IHTI/II\/’I n TeMaXx, IJIaHUPYCMBIX IJIsI paCCMOTPCHHA, COCTABC MX YYACTHHUKOB ITYTEM PA3SMCEIICHHA
COOTBETCTBYIOLIEH MH(OpMAIMM HA CBOUMX OQHUIMAIBHBIX caiiTax B cetu "VHTepHeT" He mo3aHee ABYX
MecCSIEB 0 Havaja MPOBEACHUS YKAa3aHHBIX MEPOIPUITHIA.

3. Undopmanus o npoBeeHUH MEpOIPHUITUH, YKa3aHHBIX B 4acTH | HacTosIed CTaTbu, B CPOK,
YCTAaHOBJICHHBIH YacTbi0 2 HACTOAIIEH CTaThM, JODKHA OBITh HampaBiieHa B (elepaibHBId OpraH
UCTIOJHUTENIBHOW  BJIACTH, OCYHIECTBISIOMMKA (YHKIMH 1O KOHTPOJIO U Haa3opy B chepe
3/IpaBOOXPAHEHMs], IS MOCIEAYIOIIEro pa3MeIleHusl ee Ha O(UIMAIBHOM CaiiTe 3TOro OpraHa B CETH
"NuTepuer".




Mnaesa 15. OTBETCTBEHHOCTb 3A HAPYWWEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIUN NPU OGPALLEHUU NEKAPCTBEHHbIX CPECTB
N BO3MELLEHUE BPEOA, NTPUMUHEHHOIO 300POBbLIO NPAXAOAH
BCINEACTBUE NPUMEHEHWUA NNEKAPCTBEHHbBIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapyleHue 3aKoHopaTtenbcTBa Poccunckon
deaepaumm npm odpaLieHnn neKapcTBeHHbIX CpeacTB

1. Hapymenue 3akoHonatenbcTtBa Poccuiickoit ®enepanuu npu 0OpalleHUH JIEKapCTBEHHBIX
CpEACTB BJ€uYeT 3a CO0OH OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoil
denepanuu.

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

2. 3a Hempe/aCTaBICHUE WM HECBOEBPEMEHHOE MpeACTaBieHue UHPOopMaK U (WIK) TOKYMEHTOB
au00 TpeACTaBICHWE HEAOCTOBEPHbIX HMHGpopManmMu M (WIM) JOKYMEHTOB, HPEIyCMOTPEHHBIX
HacrosimuM ~ DeepaibHBIM  3aKOHOM, CYOBEKThI OOpallleHHs JIEKAPCTBEHHBIX CPEICTB  HECYT
OTBETCTBEHHOCTb B COOTBETCTBHUHM € 3aKOHOJaTeIbcTBOM Poccuiickoil dexepaunu.

(dactp 2 BBeneHa DenepasibHbIM 3aK0OHOM OT 22.12.2014 N 429-03; B pen. deaepanbHOTO 3aKOHA OT
04.06.2018 N 140-93)

Cratba 69. Bo3meweHue Bpeaa, NPUYUHEHHOrO 340pPOBbLI0 FpaxaaH BcneacTeve
NPUMEeHEeHNsA NeKapCTBEHHbIX NpenapaToB

1. [IponsBoauTENb JIEKaPCTBEHHOTO Mpernapara 00s3aH BOSMECTHTD BpPE, MPUUYNHEHHBIH 370POBBIO
IpaXkJaH BCIIEICTBHE NPUMEHEHHNS JIEKaPCTBEHHOTO Mpernapara, €Clid J0Ka3aHo, 4To:

1) nexapcTBeHHBIH mpenapar MPUMEHSJICS MO0 Ha3HAYEHWIO B COOTBETCTBMM C HMHCTPYKLHEH IO
IPUMEHEHHIO JIEKapCTBEHHOTO Ipernapara U NPUUMHOW Bpelda SBHJCS BBOJ B T'PaXJaHCKUH 000pOT
HEeZ00pOKaYEeCTBEHHOI O JIEKapCTBEHHOI'O IIperapara;

2) Bpel 310pOBbI0 NPUYMHEH BCIEJACTBHE HEJAOCTOBEPHOM HHQOpMaIuy, cojaepkaiieics B
MHCTPYKLHUHU 10 IPUMEHEHUIO JIEKAPCTBEHHOTO Ipenapara, U3JaHHOW MPOU3BOAUTEIEM JIEKAPCTBEHHOIO
npemnapara.

2. B cnygae, ecnu Bpen 3M0pOBBIO TPaKAAH MPUYMHEH BCIEICTBHE NMPUMEHEHHSI JIEKAPCTBEHHOTO
npernapara, MpUIIEANEro B HErOJAHOCTh B pe3yJbTaTe HapyIIEHUS MPaBUI XPaHEHUS JIEKAPCTBEHHBIX
CpCACTB, IIpaBUJII ONTOBOM TOProBJIM JICKAPCTBCHHBIMU IIPCIiapaTaMu, IMPaBUJI OTITYCKa JICKAPCTBCHHBIX
IpernaparoB, IpaBUJ M3TOTOBJICHHUS M OTIyCKa JICKAPCTBEHHBIX IIperapaTroB, BO3MEIIEHUE Bpeaa
OCYIIECTBISIETCS COOTBETCTBEHHO OpPTaHHM3alMEH OINTOBOH TOPTOBIHM JIEKAPCTBEHHBIMH CpPEICTBAMH,
anTeYHOM oOpraHu3anuei, WHIAUBUIYAIbHBIM NpPEANPUHUMATENIEM, HMEIOUUMH JIMIEH3UIO Ha
CbapMaI_[eBTI/I‘IeCKYIO ACATCIIBHOCTE WM JIMIOCH3WIO Ha MCEAUINUHCKYIO ACATCIBHOCTD, Me}IHHHHCKOﬁ
OpraHuzaiyel, UMeroIell JMIEeH3U Ha (apMaleBTUYECKYI0 JesITeIbHOCTh (ee 000CcOoOIeHHBIM
nojpaszzeneHueM (amOynatopuei, ¢enpamepckuM U (peapAmepcko-akyuepckuM MyHKTaMU, LEHTPOM
(oTnenenuem) oOmel BpaueOHON (CeMeHOI) MpaKkTUKH), PACMOJIOKEHHBIM B CEIBCKOM HAaCEJICHHOM
IIYHKTE, B KOTOPOM OTCYTCTBYCT allTCUHAA OpFaHI/ISaHI/IH), AONYCTUBIONHMMHU IMPOAAXKY HUJIIU OTIIYCK TaKOI'O
JIEKapCTBEHHOTO Mpernapara.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)
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3. Bo3Mmemenue Bpeaa, NPUUYMHEHHOIO 3J0POBBI0 TI'paXkJaH BCJEACTBUE IPUMEHEHUs
JIEKapCTBEHHBIX IPENapaToB MM COBEPILEHHUS IPOTUBONPABHBIX ACUCTBUM CyObeKTaMHM OOpalleHus
JIEKAPCTBEHHBIX CPEJICTB, OCYILECTBIIIETCS B COOTBETCTBUM C 3aKOHOJIATENLCTBOM Pocculiickon
denepanuu.

Mnasa 16. 3AKITFOMUTEJIbHBIE NMOJIOXXEHUA

Cratba 70. O npu3HaHUM YTpaTUBLUUMMU CUNY OTAESNbHbIX 3aKOHOAAaTe IbHbIX aKTOB
(nonoxeHun 3akoHoaaTeNnbHbIX akToB) Poccunckon ®epepaumm

IIpu3Hath yrpaTuBLIIMMU CUILY:

1) ®enepanbubiii 3akoH oT 22 wuwoHiI 1998 roma N 86-@3 "O nexapcTBEHHBIX cpeacTBax”
(Cobpanwue 3axkoHonaTenscTBa Poccuiickoit @enepammm, 1998, N 26, cr. 3006);

2) ®enepanbHblil 3akoH oT 2 stHBapsa 2000 romga N 5-®3 "O BHeCeHUMH MU3MEHEHUS U JTOTIOJIHEHUN B
Oenepanpubiii 3akoH "O nexapcTBeHHbIX cpeacTBax" (CoOpanue 3akoHonarenscTBa Poccuiickoi
®denepanun, 2000, N 2, cT. 126);

3) cratpio 40 denepanpaoro 3akoHa ot 10 stuBapst 2003 roga N 15-D3 "O BHeCCHUM U3MEHEHHH U
JIOTIONIHEHUH B HEKOTOpbIE 3aKOHOJaTenbHbIe akThl Poccuiickoii denepanuu B CBSI3U C MPUHATHEM
@enepanpHoro 3akoHa "O  JTUMIEH3UPOBAHMM OTHENbHBIX BUJOB JestenbHocTH"  (CoOpaHue
3akoHoarenbcTBa Poccuniickoit deneparuu, 2003, N 2, cr. 167);

4) cratpio 31 denepanbHoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeCeHHH U3MEHCHUN M
JIOTIOJTHEHU B HEKOTOPBIE 3aKOHOJATENbHbIE akThl Poccuiickoit deaepannu, NpU3HAHUM YTPATUBLIUMU
CUJIy OTHEJIbHBIX 3aKOHOJATENbHBIX akToB Poccuiickoi ®enepauuu, NPEIOCTAaBICHUH OTAEIbHBIX
rapaHTUil COTPYIHUKAM OPraHOB BHYTPEHHUX JIEJ, OPTaHOB IO KOHTPOIO 32 000POTOM HAPKOTUYECKUX
CPEIICTB M TICUXOTPOITHBIX BEIIECTB U YMpPa3JHIEMbIX (efepalbHbIX OPraHOB HAJIOTOBOW TOJHUIIUUA B
CBSI3M C OCYIIECTBICHHEM MEp IO COBEPIICHCTBOBAHUIO TocynapcTBeHHOro ympasienus" (CoOpaHue
3akoHonarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crareio 101 deaepanbroro 3akona ot 22 aprycta 2004 roga N 122-d3 "O BHeceHHH U3MEHEHHIA
B 3aKOHozaTelbHbIe aKkThl Poccuiickoi denepanuy W NPU3HAHWM YTPATUBIIMMU CHIIy HEKOTOPBIX
3aKOHOZATENbHBIX aKTOB Poccuiickoir denepauuu B CBsA3U ¢ npuHATHEM DenepanbHbIX 3aKOHOB "O
BHECEHUU HM3MEHEHUIl U JomnonHeHuid B PenepaibHblil 3akoH "OO 00IIMX NpUHIMIAX OpraHU3alUU
3aKOHOJATENIbHBIX (IPEJCTABUTENBHBIX) M MCIOJHUTEIbHBIX OpPraHOB TOCYJapCTBEHHOH BIIacTH
cyobektoB  Poccuiickoit  ®enepauun" wu  "OO oOmMX OpPUHLIMIAX OPraHU3aldd  MECTHOIO
camoympasnenust B Poccuiickoit denepannu" (Cobpanue 3akoHonatenbcTBa Poccuiickoit denepanuuy,
2004, N 35, ct. 3607);

6) cratpro 28 denepanbHoro 3akona ot 18 gexkadps 2006 roga N 231-03 "O BBeieHNH B JIEHCTBHUE
gacTu dYeTBepToi ['paxkmanckoro komaekca Poccuiickoit ®enepanuu" (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2006, N 52, cr. 5497).

Cratba 71. BctynneHue B cuny HacTosiwero ®eaepanbHOro 3akoHa

1. Hacrosiuit ®denepanbHblii 3aK0H BeTynaet B cuity ¢ 1 centaops 2010 rona.
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2. JlexapCTBEHHbBIE CpEACTBA, 3apErMCTPUPOBAHHBIE 1O JHS BCTYIUIEHUS B CHJIy HAaCTOSILErO
denepanbHOro 3aKOHA, MOAJIEKAT BKIIOUEHUIO B FOCYIapPCTBEHHBIE PEECTPhl JIEKAPCTBEHHBIX CPE/ICTB C
BHECCHHEM YKa3aHHBIX B 4yacTu 1 crtarbu 33 Hacrosmero denepanbHOTO 3aKOHA CBEICHUM 00 ITHX
JIEKapCTBEHHBIX CPEICTBaX 0€3 MPOXOXKIEHHUS BHOBb IMPOLEAYPbl T'OCYIApCTBEHHOH perucrpaunuu
JIEKapCTBEHHBIX IIPENapaToB.

3. T'ocynapcTBeHHas perucTpamys JeKapCTBEHHBIX MPENapaToB, 3a UCKIIOUYCHUEM JICKapCTBEHHBIX
npenaparoB i1 MCAUIHWHCKOIO INPUMCHCHHA, MPCACTABJICHHBIX HA YKAa3aHHYIO PCTUCTpAlMIO OO OHA
BCTYIUICHHS B CHJTy Hactosuiero denepanbHOro 3aK0Ha, OCYIIECTBISIETCSI B COOTBETCTBUH C HACTOSIIUM
q)eI[epaJIBHbIM 3dKOHOM Ha OCHOBAaHHMU NOKYMCHTOB U JAHHBIX, NPCACTABJICHHBIX OO AHA BCTYIIJICHUSA B
cuity HacTosiero denepanbHOroO 3aKOHa.

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. T'ocynapcTBeHHas: perucTpalys JeKapCTBEHHbBIX MpenapaToB s MEIUIIMHCKOTO IPUMEHEHUS,
MPEACTABICHHBIX Ha TOCYJAPCTBEHHYIO PETUCTPAIMIO JO JHS BCTYIUICHHS B CHJIY HAaCTOSIIETO
@denepallbHOTO 3aKOHAa, M TOCYJAapCTBEHHAs pErucTpamnus JEeKapCTBEHHBIX IMpernaparoB s
MEIUIIMHCKOTO TPUMEHEHHS, NPEJICTABICHHBIX Ha OJKCIEPTU3y JEKAPCTBEHHBIX CPEJCTB 10 [HSA
BCTYyIUIEHUSI B cuily Hactosimero denepanbHOro 3akoHa B LENSAX UX MOCIEIYIOIIEH ToCcyAapCTBEHHOM
pEerucTpannm, OCYIIECTBISIOTCS Ha OCHOBAHMHM JOKYMEHTOB U JAaHHBIX, MPEJCTABICHHBIX O JIHA
BCTYIUIGHUS B CUily Hactosimero denepanbHOro 3aKOHA, a Tak)Ke 3asfBICHUS O TOCYIapCTBEHHOM
pEerucTpanv JICKapCTBEHHOIO TMperapara, MPeACTaBICHHOTO IMPOU3BOIUTEIIEM JIEKAPCTBEHHBIX
MpPernapaToB WM YIIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUU ¢ HacTosuM DeaepanbHbIM 3aKOHOM B
VIIOJTHOMOYCHHBIN (eficpaibHbI OpraH HCIIOHUTENbHON BiacTu 10 1 mapta 2011 ronxa, 6e3 TpeboBaHus
yILIaThl TOCYAAPCTBEHHOM MOILUTHHEI, IPETyCMOTPEHHOM 3aKoHOAaTenbcTBOM Poccuiickoit deaeparuu o
Hajorax u coopax.

(uactb 3.1 B pen. @enepanbHoro 3akona oT 29.11.2010 N 313-D3)

3.2. IloatBepkieHue TroCyJapCTBEHHOM pErucTpallMd JIEKapCTBEHHBIX MpenapaToB  JUid
MEIUIMHCKOTO MPUMEHEHMS, NPEACTABIEHHBIX Ui MOATBEPXKIECHUS FOCYIapCTBEHHONW PETUCTPALMU [0
JHS BCTYIUIEHHS B CHIIy Hacrosimero @enepanbHOro 3aKOHa, U MOJITBEP)KIEHHE TOCYAapCTBEHHOU
pETUCTpallMM JIEKAPCTBEHHBIX IIPENapaToB JUIsl MEIWLUHCKOIO IPUMEHEHMs, INPEACTABIEHHBIX Ha
AKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB A0 THS BCTYIUIEHUS B cuily Hacrosimero denepanbHOro 3akoHa B
LEISIX TIOCHENYIOIIET0 IMOATBEPXKAECHUS HMX TOCYJapCTBEHHOM PETUCTPALMM, OCYLIECTBIISIFOTCS Ha
OCHOBAaHMHU JOKYMEHTOB M JIaHHBIX, IPEICTaBICHHBIX JO JAHS BCTYIUIEHUS B CHUJIy HAaCTOSILErO
@DenepallbHOTO 3aKOHA, a TaKXKE 3asdBJIEHUS O NOATBEP)KIECHUU TOCYJAapCTBEHHOM pPETUCTpALAN
JIEKapCTBEHHOI'0 IpernapaTta, MPEeJCTABIEHHOTO IPOU3BOJUTENEM JIEKapCTBEHHBIX IpPENnaparoB WM
YIOJTHOMOYEHHBIM MM JIMIIOM B COOTBETCTBHMM C HacToAmuM DenepaibHbIM  3aKOHOM B
YIIOJITHOMOYCHHBIN (eiepaabHbIil OpraH UCTIOJIHUTETbHOM BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBaHus
yILIaThl TOCYAAPCTBEHHOM NMOLUIMHBI, IPETyCMOTPEHHON 3aKOHOAATENLCTBOM Pocculickoit @enepanuu o
Hajorax u coopax.

(vacts 3.2 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. IlpunATne pemeHus O BHECEHMM W3MEHEHHH B JIOKYMEHTBI, COJEp)Kallhecs B
PEruCTPallMOHHOM [OChE Ha 3apEerUCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpemnapar Ui MEIULUHCKOrOo
MIPUMEHEHHUsI U TIPEJICTABICHHBIE J0 JHS BCTYIUIEHHsS B CHIy Hacrosmero denepanbHOro 3aKoHa, U
[IPUHATHE PELICHUS O BHECEHUH U3MEHEHUN B JJOKYMEHTBI, COAECPIKALIEECS B PETUCTPALIMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBINA MPETapar il MEIUIIMHCKOTO IPUMEHEHHS U NPECTaBICHHbIE Ha
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AKCMEPTU3Y JIEKAPCTBEHHBIX CPEJICTB N0 JIHS BCTYIUIEHUS B cuily Hactosiiero denepaibHOro 3akoHa,
OCYILIECTBISIOTCS Ha OCHOBAaHUM JOKYMEHTOB M JAaHHBIX, NMPEACTABICHHBIX O JHSA BCTYIUICHUS B CHILY
Hacrosimero denepaibHOrO 3aKOHA, a TaKXKE 3asBICHUS O BHECEHHMM WM3MEHEHHUU B JOKYMEHTHI,
coJiepKallrecs B PErMCTPAllMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIN MpemnapaT s
MEJIUIUHCKOTO NPUMEHEHHS, MPEICTABICHHOTO MPOU3BOAMUTENIEM JIEKAaPCTBEHHBIX IMpenapaToB WU
YIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM ¢ HacrosimuM DenepanbHbIM  3aKOHOM B
YIIOJTHOMOYEHHBIN (efiepaTbHBIN OpraH UCIIOHUTENbHON BiacTu 10 1 mapra 2011 rona, 6e3 TpeboBaHus
YILJIAThl TOCYIApPCTBEHHOW MONUIMHBI, TPEAYCMOTPEHHOM 3aKOoHO1aTeNbecTBOM Poccuiickoit Denepanuu o
Hajorax u coopax.

(dactp 3.3 B pen. @enepanpuoro 3akona ot 29.11.2010 N 313-D3)

3.4. Bpblmaua paspenieHMii Ha NpPOBEACHHE KIMHUYECKUX MCCIEAOBAHUN JIEKApCTBEHHBIX
IIPENnapaToB JUIsi MEJULUHCKOIO IPUMEHEHUS 10 3asBICHUAM, IOAAHHBIM JI0 JIHS BCTYIUICHUS B CHILY
Hacrosuiero denepanbHOro 3aKOHa, a TAKXKE 110 3asABICHUAM, ITOJAHHBIM IIOCIIE JHS BCTYILICHUS B CUILY
HacTosAwmero deaepanbHOro 3aKOHa Ha OCHOBAHMM 3KCIIEPTU3, IPOBEACHHBIX 10 JHS BCTYIUIEHUS B CUILY
Hacrosuiero denepasbHOrO 3aKOHA, OCYLIECTBISIETCS B COOTBETCTBHM C HacrosuuMm dDenepalbHbIM
3aKOHOM Ha OCHOBaHHUM JOKYMEHTOB U JIaHHBIX, IIPEACTABICHHBIX MJIM MOJyYEHHBIX 10 IHS BCTYIUICHHUS
B cuily Hactosmero denepanpbHOro 3aK0Ha, a TAKKE Ha OCHOBAaHUM KOIIMU IIPEABAPUTENBHOIO JOrOBOPA
00513aTENIBHOTO  CTPAXOBAaHUS  KHU3HHM, 3/0pOBbSl NAIlMEHTOB, YYacTBYIOUIMX B  KIMHUYECKOM
HCCIEA0BAHUM JIEKAPCTBEHHOI'O IIpernapara i MEIULIHUHCKOrO NPHUMEHEHMs, WM KOIUU JOroBOpa
00513aTENILHOTO  CTPAXOBaHUS  KHM3HHM, 3/0pOBbsl MAllMEHTOB, YYacTBYIOUIMX B  KIMHUYECKOM
HCCIIEIOBAaHUM JIEKAPCTBEHHOIO Ipernapara sl MEAUIMHCKOrO0 MHPUMEHEHUs, JHOO NpeCTaBIECHHOU
KOIIMM J0roBopa 00s3aTeIbHOI0 CTPAXOBAHUS, 3aKJIFOUEHHOTO B COOTBETCTBUU C TUIIOBBIMM IPAaBUIAMU
00513aTENIFHOTO CTPaxOBaHHUA, C YKa3aHHUEM NpeAeTbHONH YHCICHHOCTH MAlMEHTOB, YYacTBYIOUIMX B
KJIMHUYECKOM HCCIIEZIOBAaHUM JIEKAPCTBEHHOI'O IMIperapara s MEIUIUHCKOro IpUMEHEeHHs, O0e3
TpeOOBaHUs YIUIAThl FOCYAAPCTBEHHONW MOLUIMHBI, IPETYCMOTPEHHON 3aKOHOJATebcTBOM Poccuiickoit
denepanuu o Hajorax u coopax.

(uactb 3.4 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHbIE B HMHOCTPAHHOH BalIOT€ O JHSA BCTYIUICHUS B CHJIy HAaCTOSILErO
denepalibHOTO 3aKOHA MPEEIIbHBIE OTIYCKHBIE [IEHbl HHOCTPAHHBIX IPOM3BOJUTENEH Ha JIEKAPCTBEHHBIE
Ipenaparsl, BKJIIOYEHHbIE B TIepeUYeHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIINMX JIEKapCTBEHHBIX
MpenaparoB, MOAJIekKaT nepecuety B pyonu no kypcy Llentpansnoro 6anka Poccuiickoii @enepanun Ha
nary, ycraHoBieHHYI0 IlIpaBurensctBom Poccuiickoit ®enepaunu, 6e3 NpeacTaBleHUs 3asBICHUS O
repecyeTe eHbl C BHECEHUEM COOTBETCTBYIOIMX M3MEHEHUH B IOCYIapCTBEHHBIN peecTp MpeesIbHbIX
OTIIYCKHBIX IIEH IIPOM3BOAMTEINEH Ha JIEKAPCTBEHHBIE NpPENaparhbl, BKIOUEHHBIE B NEPEUYEHb JKU3HEHHO
HEO0OXOIMMBIX M BaKHEUIIINX JIEKApCTBEHHBIX IIPENapaToB.

(uacts 3.5 BBeneHa PenepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTtpupoBaHHbIE 10 JHA BCTYIUIEHHS B CHWIy Hacrosmero denepaqbHOr0 3aKOHA
npeneiabHble OTIYCKHBIE IIE€HBl POCCHMCKUX MPOU3BOJIMTENECH Ha JIEKapCTBEHHBIE Tperaparsl,
BKJIIOYEHHBIE B TEpPEUEHb J>KMU3HEHHO HEOOXOAMMBIX M BaXKHEUIUX JIEKAPCTBEHHBIX IMPENaparToB,
noanexxar uHaekcauu ¢ 1 HosOps 2010 roma wmcxoAs W3 MPOTHOZHPYEMOTO YPOBHS WHQISAINH,
ycTaHoBieHHOTr0 deaepanbHbIM 3akoHOM OT 2 nekadbps 2009 romga N 308-D3 "O denepansHoM Or0KETE
Ha 2010 rox u Ha nnanoBslit nepuog 2011 u 2012 ronos" Ha 2011 rog.

(dactp 3.6 BBeaeHa denepanbabiM 3akoHOM OT 11.10.2010 N 271-D3)
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3.7. llocne 1 mapra 2011 roga He qomyckaroTcs MPOU3BOJACTBO U BBO3 B Poccuiickyto ®denepatiuio
JICKaQpCTBEHHBIX MPENapaToB B YIIAKOBKAX C MAPKUPOBKOM, KOTOpasi ObUIa HAHECEHA JI0 JHsI BCTYIUICHUS B
cuny Hacrtosuiero ®dexepanpHoro 3akoHa. [lo McTedeHMM yKa3aHHOTO CpOKa JaHHBIE JIEKAPCTBEHHBIC
mpernaparbl MOTYT OTIYCKAaThCS, PEATM30BBIBATHCS, IMEPEIaBaTbCs U NMPUMEHSATHCS JIO HCTECUYCHUS HX
CpOKa roJTHOCTH.

(B pen. deaepanbubix 3aKkoHOB 0T 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)

4. Co nmHa BCTyIUieHUs B cuily Hactosimero deaepanbHoro 3akoHa u no 30 ampens 2011 ropa
BKJIFOYMTEIBHO  JIONYCKAETCS MPOBEJCHUE OSKCIEPTHU3bl JICKAPCTBEHHBIX CPEJACTB  JKCIEpPTaMU
OKCIICPTHOI'0  YUYpPCKACHUA OO IHPOXOXKIACHUA HMHU aATTCCTAlMU B  IMOPAIKE, YCTaAaHOBJICHHOM
YIIOJTHOMOYEHHBIM (heiepalIbHbIM OPTaHOM UCTIOJTHUTEIILHOW BJIACTH.

5. Co musa BcTyluieHHs B cuily Hacrosimiero ®eaepanbHoro 3akoHa u mo 31 mexabpst 2013 roma
BKJIFOYUTENBHO OCYHIECTBISAETCS NEPEX0] K MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHUH C
IIpaBWJIaMy OpraHU3alMi MPOU3BOJCTBA U KOHTPOJIS KaueCTBa JIEKAPCTBEHHBIX CPEJICTB, YKa3aHHBIMU B
gyactu 1 crareu 45 Hacrosimero ®enepanpHoro 3akoHa, B MoiHOM oObeme. Cpoku mepexona
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K MX IPOU3BOJCTBY B COOTBETCTBUM C KOHKPETHBIMU
TpeOOBaHUSMU [AHHBIX MPAaBWJI, BKJIIOYAs CPOKM AaTTECTAl[MM YIOJIHOMOYEHHBIX JIHI], yKa3aHHBIX B
yactax 6 um 7 crateu 45 Hacrosimero ®enepanbHOro 3aKOHA, ycraHaBiuBaroTcs llpaBurenbcTBOM
Poccuiickoit deneparuu.

6. JluueH3uum Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB, BblIaHHbIe 10 1 sHBaps 2014 roxa,
neictBytoT nocne 1 sHBaps 2014 roga 10 mcTredeHus Cpoka UX JEUCTBHS MPU YCIOBHHM COOTBETCTBUSA
JMUIEH3MaTa TpaBUjaM OpraHU3alliyd MPOU3BOJICTBA M KOHTPOJISI KAauecTBa JICKAPCTBEHHBIX CPEJICTB,
yKa3aHHBIM B yacTu 1 ctaThu 45 Hacrosiuiero @eaepanbHOTO 3aKOHA.

7. ®opMuUpOBaHHE TOCYIAapCTBEHHOI'O 3a/JaHUs Ha IPOBEIEHUE OSKCIEPTU3bl JIEKApPCTBEHHBIX
cpeAcTB (eaepanbHOMY rOCYIapCTBEHHOMY OIO/DKETHOMY YUPEXKJICHHIO MO MPOBEACHUIO SKCIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB U (PMHAHCOBOE OOECIEUEHUE BBIIOJHEHUSI 3TOTO 3aJlaHUsl OCYLIECTBIISIIOTCS B
NOpsAJIKE, yCTaHOBIEHHOM DenepalibHbIM 3ak0HOM OT 12 ssHBaps 1996 roga N 7-®3 "O HEKOMMEpPUYECKUX
opranusanusx".

(uacth 7 BBeneHna denepanbubiM 3aKk0HOM OT 29.11.2010 N 313-D3)

IIpesunent
Poccniickoit ®enepanun
JA.ME/IBEJIEB
Mocksa, Kpemiib

12 anpens 2010 rona

N 61-®3
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