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CHmCcoK M3MEHSIOIINX JIOKYMEHTOB
(B pen. denepanbHbIX 3aKk0HOB OT 27.07.2010 N 192-03,

ot 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-P3, 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-D3,

or 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 241-3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-D3,
ot1 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-D3,

ot 28.12.2017 N 425-®3 (pen. 27.12.2019), ot 04.06.2018 N 140-D3,
ot 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N 134-03,
ot 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-03,
ot 27.12.2019 N 475-®3, ot 26.03.2020 N 67-03, ot 01.04.2020 N 98-®3,

ot 03.04.2020 N 105-®3, ot 13.07.2020 N 206-D3)

Maea 1. OBLWUE NOJIOXKEHUA
CraTtbsa 1. MpeameT perynupoBaHus HacTosilero PeaepanbHOro 3akoHa

1. Hacrosmmuit ®enepanbHblii 3aKOH pEryaupyeT OTHOILIEHHs, BO3HHMKAKOIIHE B CBA3U C
oOpalrieHueM - pa3paboTKOH, MOKIMHUYECKHMMU MCCIEJOBAHUSAMH, KIMHMYECKMMH HCCIIEeIOBaHUAMH,
JKCIEPTHU30M, TOCYAApPCTBEHHOM pErucTpamueii, co CTaHAapTh3aluMed M C KOHTPOJEM KayecTsa,
IIPOU3BOJCTBOM, H3IOTOBJICHHEM, XpaHEHUEM, IIEpPEeBO3KOM, BBO30M B Poccuiickyro denepanuto,
BbIBO30M U3 Poccuiickoit denepannu, pekiamoil, OTIIYCKOM, pealu3aluel, nepenadeid, TpuMEeHEHUEM,
YHUUTOKEHUEM JIEKAPCTBEHHBIX CPEJCTB.

(B pen. ®exnepanbHoro 3akona ot 06.12.2011 N 409-03)

2. Hacrosimmii denepanpHplil 3aKOH yCTaHABIMBAET IPUOPUTET FOCYAAPCTBEHHOIO PETYINPOBAHUS
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0e30MmacHOCTH, KauecTBa M A3PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB MPH UX OOpAIICHUH.
(B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

Cratbs 2. Chepa npumeHeHns HacTosiwero ®egepanbLHOro 3akoHa

Hacrosimuii denepanbHplii 3aKOH MPUMEHSETCA K OTHOUICHUSM, BO3HUKAIOIIMM IpU OOpalieHuH
JICKapCTBEHHBIX CPEJICTB HA TeppuTOopun Poccuiickoit denepanuu.

CraTtba 3. 3akoHoAaTeNnbLCTBO 06 OOpaLleHNn neKapcTBEeHHbIX CpeacTB

1. 3akoHOmATENhCTBO 00 OOpaIIeHUU JIEKAPCTBEHHBIX CPEACTB COCTOMT U3 HACTOSIIETO
®denepanbHOrO 3aKoHA, APYruX ¢GeaepaibHbIX 3aKOHOB W HHBIX HOPMATHMBHBIX IPABOBBIX AaKTOB
Poccuiickoit @eneparuu.

1.1. 3akoHOIaTENILCTBO 00 OOpAIllEHUH JIEKAPCTBEHHBIX CPEJICTB B OTHOIIEHUH IOPUINYECKUX JIUI] U
WHIUBUAYAIBHBIX  MpENNpUHUMATENCH,  OCYIIECTBISIONIMX  JEATEJBHOCTh  HAa  TEPPUTOPHH
MEXYHApOJAHOIO MEIUIIMHCKOrO KjacTepa, MPUMEHSETCSl C y4eTOM OCOOEHHOCTEH, yCTaHOBJIEHHBIX
@enepanbHbIM 3aKOHOM "O MEXIYHApOJHOM MEAMIIMHCKOM KiacTepe W BHECEHHHM H3MEHEHHWIl B
OTJIeTIbHBIE 3aKOHOaTeNIbHbIC akThl Poccuiickoit denepanun’.

(uactsb 1.1 BBenena @enepasibHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. JlevictBue Hactosiero denepalbHOTO 3aKOHA PACTIPOCTPAHICTCS HA 00palieHue HApKOTHISCKUX
JIEKapCTBEHHBIX CPEJICTB U TCHXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB C YYE€TOM OCOOEHHOCTEH,
YCTAHOBJICHHBIX  3aKOHOAATEeNbCTBOM  Poccuiickoii dexepanum 0 HAPKOTUYECKHX  CPEICTBAX,
MICUXOTPOIHBIX BEMIECTBAX M 00 UX MpPEeKypcopax.

3. HeiictBue Hacrosimero @DenepaqbHOrO 3aKOHA  PAacCIpOCTpaHsieTcss Ha  oOpalieHue
paanodapMalleBTHUECKUX JIEKAPCTBEHHBIX CPEACTB C y4YETOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
3aKoHOo1aTenbCcTBOM Poccutickoit deneparu B 001acTH o0ecrieueHus: parualiiOHHON 0€3011acHOCTH.

4. Ecnu MexxayHapoaHbeIM 1oroBopoM Poccuiickoit denepanuy yCTaHOBIEHBI MHBIE MTPaBUIIA, YEM
T€, KOTOpblE€ TMpeaycMOTpeHbl HacrosmuM DenepanbHbIM  3aKOHOM, MPHUMEHSIOTCS IpaBuiia
MEXIYHapOAHOIO JJOTOBOpa.

5. B Poccuiickoit @enepanni B COOTBETCTBUU C MEXKIYHAapOJIHBIMU JoroBopamu Poccuiickon
@enepan ¥ (MIM) HAa OCHOBE INPUHIMIA B3aMMHOCTH MPHU3HAIOTCA PE3YyJIbTaThl KIMHUYECKUX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX MPENapaToB s MEIULMHCKOIO NPUMEHEHUs, IPOBEIECHHBIX 3a
npezaenamMu reppuropun Poccutickont denepanum.

CtaTbs 4. OCHOBHbIE NOHATUA, UCNONb3yeMble B HacTosieM PegepanbHOM 3aKOHe

I[J'I}I 1eJIe HacTOSIIEro qDCI[CpB.J'IBHOFO 3aKOHa UCITOJIB3YHOTCA CICAYIOINEC OCHOBHBIC ITOHATHS:

1) nexapCTBEHHBIE CpEICTBAa - BEIIECTBA WJIM WX KOMOWHAIIMH, BCTYIAIOIMIME B KOHTAKT C
OpPraHU3MOM YEJIOBEKAa WJIM >KMBOTHOI'O, NPOHMKAIOIIME B OpraHbl, TKAHW OPraHU3Ma YEJIOBEKa WIIU
JKUBOTHOTO, TPUMEHSEMbIE I MPOGUIAKTUKH, JUATHOCTUKHA (32 HMCKIIOYEHHWEM BEIIECTB WM HX
KOMOMHAIH, HE KOHTaKTUPYIOUINX C OPraHW3MOM YEeIOBEKa WM XUBOTHOTO), JieUeHHUs 3a00JIeBaHMUs,
peadmIHuTaK, I COXPAaHSHUS, TIPEAOTBPAIEHUST WX MPEpPhIBaHUS OEPEMEHHOCTH U TOTYYEHHBIE U3
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KpOBH, IIJIa3MbI KPOBH, U3 OPI'aHOB, TKaHEeHu opranuisMa 4€JIOB€Ka UJIU KUBOTHOIO, paCTeHHfI, MHHEPAIOB
MCTOAaMH CHHTE3a HJIM C NPHUMCHCHUCM Ouoyornyeckux TexHojoruii. K JICKApCTBCHHBIM CpPCACTBaAM
OTHOCATCA (bapMaHeBTI/I‘{eCKI/Ie C}’6CTaHHI/II/I H JICKApPCTBCHHEIC IIpCIIapaThl;

2) ¢apmareBTHUECKasi CyOCTAaHIUS - JIEKAPCTBEHHOE CPEICTBO B BHJE OJHOTO WIJIM HECKOJIBKUX
obnagaromux (GpapmMakoIOoruueckoi akTUBHOCTBIO AEHCTBYIOIIUX BELIECTB BHE 3aBUCUMOCTH OT IPUPO/IbI
IIPOUCXOXACHUS, KOTOPOE IPEJHA3HAYEHO I IMPOM3BOJACTBA, W3rOTOBJIEHUS JIEKAPCTBEHHBIX
IIpenapaToB U ornpenesnser ux 3pPpeKTuBHOCTS;

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

3) BCIIOMOT'aTCJIbHBIC BCIICCTBA - BE€IICCTBa HEOPraHN4eCKOoro U1 OpraHu4e€CcKoOro
MMPOUCXOKACHUA, UCITIOJIB3YEMBIC B ITPOLECCE IMPOU3BOACTBA, U3TOTOBJICHUSA JICKAPCTBCHHLIX ITPCIIApaTOB
IJI IpUJAaHusa UM HCO6XOI[I/IMBIX (1)I/I3I/IKO-XI/IMI/I‘IGCKI/IX CBOﬁCTB;

4) nexapcTBEHHBIE Mpenaparsl - JIEKAPCTBEHHBIE CPEICTBA B BHUAE JIEKAPCTBEHHBIX (HOpM,
IpUMEHsieMble U1  NMPO(UIAKTUKM, JUArHOCTUKU, JIeYeHHs 3aboieBaHus, peadMiIuTaluu, MAJs
COXPaHEHHUs, IPEJOTBPAILCHUSI WU NIPEPbIBaHUS OEPEMEHHOCTH;

5) nekapcTBeHHass (opMa - COCTOSHUE JICKAPCTBEHHOT'O Iperapara, COOTBETCTBYOIIEE crocobam
€ro BBEJCHHS M MPUMECHCHHSI 1 00ECIIEUHBAOIIEe JOCTHKEHIE HEOOX0IMMOTO JiedeOHOTOo 3 dekTa;

5.1) mo3upoBKa - cofiepKaHue OJJHOTO WU HECKOJIBKUX JEHCTBYIOIINX BEIIECTB B KOJIMYECTBEHHOM
BBIDQKCHUM HA EAMHUIYy JO03bl, WIM EIUHUIy 00beMa, WM EIUWHUIy MacChl B COOTBETCTBHH C
JIeKapCTBeHHOW (opmoii MO0 1T  HEKOTOPHIX BHJIOB  JIGKAPCTBEHHBIX (OPM  KOJUYECTBO
BBICBOOOKITAEMOTO U3 JIEKAPCTBEHHOU (POPMBI IEHCTBYIOINIETO BEIIECTBA 32 EUHUILY BPEMEHHU;

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

6) TIepeYeHb JKU3HCHHO HEOOXOAMMBIX W BAKHEHIIINX JICKAPCTBEHHBIX TPEMAPaTOB - YTBEPIKIAEMBIi
[IpaButensctBOoM Poccuiickoii denepanuu nepeyeHb JEKapCTBEHHBIX MPEmapaToB AN MEAUIIMHCKOTO
MIPUMEHCHHSI, 00CCTICYNBAIONINX MPUOPUTETHBIC TOTPEOHOCTH 3IPABOOXPAHCHHUS B IEISIX MPO(PHIAKTUKH
U JeyeHus 3a00JeBaHMil, B TOM YHUCIE MpeodNaJaroniux B CTPyKType 3aboneBaeMocTu B Poccuiickoii
denepanuu;

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

6.1) opdanHbIe JIEKapCTBEHHBIE MperapaThl - JIEKAPCTBEHHBIC Npemnaparthbl, NpeaHa3HAUYCHHbBIE
UCKJIFOUUTENIHO JJIs1 JUArHOCTHUKU WIM TAaTOT€HETHYECKOro JeueHHs (JIeYeHus, HANpaBICHHOrO Ha
MEXaHHU3M pa3BUTHs 3a00s1eBaHUsl) peIKkuX (OppaHHbBIX) 3a00JI€BaAHNI;

(m. 6.1 BBenen denepanbHbpIM 3aK0HOM 0T 22.12.2014 N 429-03)

6.2) OuonoTMYEeCKHE JIEKAPCTBEHHBIC TMpenapaTrhl - JIEKApCTBEHHBIE Mpenaparhbl, JACHCTBYOIIEE
BEIIECTBO KOTOPBIX MPOW3BEACHO HIIM BBHIIEICHO W3 OMOJOTHYECKOTO MCTOYHUKA WM JUISI OMpPEIeICHUS
CBOMCTB M KadyecTBa KOTOPHIX HEOOXOIWMa KOMOWHAIMS OHOJOTHYECKHX W (PU3UKO-XUMHYECKHUX
MeTonoB. K OHomorMyeckuMm JEKapCTBEHHBIM IpenaparaM OTHOCSTCS WMMYHOOHOJOTHYECKHE
JIEKApCTBEHHBIC TIperapaThl, JIEKApPCTBEHHBIC TIpermapaTrhl, MOJYYCHHBIE W3 KpPOBH, IUIa3Mbl KPOBH
YeloBeKa M JKUBOTHBIX (32 HCKIIOUYEHUEM IEbHONH KpPOBH), OMOTEXHOJIOTHYECKUE JIEKapCTBEHHBIC
npenaparsl, TeHOTepaneBTUUECKHE JIKApCTBEHHBIE MpernapaThl;

(. 6.2 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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7) HMMMYHOOMOJIOTMYECKHE JICKApPCTBEHHBIC Ipermapatbl -  JICKAPCTBEHHBIC  IIpEraparsl,
MpeHa3HauYeHHbIe i1 (OPMUPOBAHUS AKTUBHOTO WM TACCHUBHOTO MMMYHHUTETa JTUOO JMArHOCTUKH
HAIMYMST ~ UMMYHUTETa  WJIM  JUArHOCTUKU  CHEHU(PHYECKOr0  NPUOOPETEHHOTO  M3MCHEHUS
MMMYHOJIOTHYECKOTO  OTBETa Ha  alUleprusupyromme BemectBa. K UMMyHOOHOIOTHYECKHM
JICKApCTBEHHBIM  TIperapaTtaM  OTHOCATCS ~ BaKIMHBI,  aHATOKCHHBI,  TOKCHHBI,  CBIBOPOTKH,
MMMYHOTJIOOYJIMHBI ¥ aJUICPTCHBI;

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

7.1) GMOTEXHOJIOTMYECKHE JIEKAPCTBEHHbIE TIPENaparhl - JIEKAPCTBEHHBIE IIPENapaThl, IPOU3BOCTBO
KOTOPBIX OCYIIECTBIISIETCS C UCIOJIb30BaHUEM OMOTEXHOJIOTMYECKUX IPOLIECCOB U METOJIOB (B TOM YHCIIE
JHK-pekoMOMHAHTHONW TEXHOJIOTUH, TEXHOJIOTUH KOHTPOJIHPYEMOH 3KCIPECCHU T'€HOB, KOAUPYIOMIUX
OMOJIOTMYECKM aKTHBHbIE O€JIKHM B IPOKAPUOTaX M HYKApPUOTaX, BKIIOYAs H3MEHEHHbIE KJIETKH
MJIEKONUTAOIHUX ), THOPUIOMHOI'O METOJIa M METO/1a MOHOKJIOHAJIBHBIX aHTUTEI;

(m. 7.1 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

7.2) TreHoTepamneBTUYECKHE JIEKAPCTBEHHBIC IMpenaparbl - JICKAPCTBEHHBIE Ipemaparsl,
(dapmaiieBTHUecKas CyOCTaHIMs KOTOPBIX SIBISIETCS PEKOMOMHAHTHOW HYKJIEMHOBOM KHUCIOTOW WM
BKJIIOYAET B ce0s PEKOMOMHAHTHYIO HYKJIEHHOBYIO KHCJIOTY, TO3BOJISIIOIIYIO OCYIIECTBISATh
peryiupoBaHue, penapaiuio, 3aMeHy, J00aBIeHNe WIH yaJeHHe TeHeTHUECKOM MOoCIe10BaTeIbHOCTH;
(. 7.2 BBeneH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

8) HaApKOTHYECKHE JICKAPCTBEHHBIC CPEJCTBA - JICKAPCTBEHHBIC MperapaThl ¥ (GapMarieBTHUCCKUC
cyOCTaHIIMM, COJAEpXaIle HAPKOTUYECKHE CpeACTBa M BKJIOYEHHbIE B [lepedeHr HapKOTHYECKHX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M HMX MPEKypCOpOB, NOAJEKAIIMX KOHTpoiro B Poccuiickoi
denepanny, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoin @enepannu, MeEXITyHApOIHBIMU
norosopamu Poccuiickoit denepannu, B TOM yuciae ENMHON KOHBEHIMENH O HApPKOTHUYECKUX CPEICTBAX
1961 roxa;

9) NCcUXOTPONHBIE JIEKAPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHBIE MpernapaTshl U (apMaleBTUYECKHe
CcyOCTaHIIMM, COJeprKallhe IMCUXOTPOINHbIE BeUlecTBa U BKIIOUYEHHble B [lepedueHb HApKOTHYECKHX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M HMX IPEKypCOpOB, MOMIEXKAIIMX KOHTporo B Poccuiickon
@denepanuy, B COOTBETCTBHUM C 3aKOHOJATENbCTBOM Poccuiickoi ®Pepepanuu, MeEXAyHApOIHBIMU
norosopamu Poccuiickoin denepannn, B ToM uncie KoHBeHIMEN O NCUXOTPONHBIX BemecTBax 1971
roja;

10) pammodapmaiieBTHUECKHE JIEKAPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHbIE CPEICTBA, KOTOPHIE
coJiep’kaT B TOTOBOM JUIsl UCIIOJIb30BaHUS (POpME OJUH PAAMOHYKIIMJ WM HECKOJBKO PaJUOHYKIHIOB
(paznoaKTUBHBIX U30TOIOB);

10.1) opurvHanmpHBIM JIEKAPCTBEHHBIN Mpenapar - JIEKapCTBEHHBI Mmpemapar ¢ HOBBIM
JEUCTBYIOIMM BEIIECTBOM, KOTOPBIM IEPBBIM 3aperucrpupoBaH B Poccuiickon dPenepauuu HUiud B
MHOCTPAHHBIX FOCYAapCTBaX HA OCHOBAHHUH PE3YyJbTAaTOB JOKIMHUYECKUX UCCIIEI0OBAHUN JIEKAPCTBEHHBIX
CPEICTB M KIMHUYECKUX MCCIECJOBAaHUN JIEKAPCTBEHHBIX IIPENapaToB, MOATBEPXKAAIOIINX €TI0 KayeCTBo,
3¢ PeKTUBHOCTh U OE30MTACHOCTH;

(n. 10.1 BBeneH PenepasbHbIM 3aKk0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIN JeKapCTBEHHBIN MpenapaT - JIEKapCTBEHHBIN Mpenapar, KOTOPbIi HCIONb3yeTcs
JUIs1 OLIEHKU OMOAPKBUBAJIEHTHOCTH WJIM TEPANIEBTHUECKON HKBUBAJIEHTHOCTH, KauecTBa, 3(pPpeKTuBHOCTH U
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

0€30IacCHOCTH BOCIIPOM3BEACHHOTO JIGKAPCTBEHHOTO Tperapara Wikl OMoaHaJoroBoro (O6mormnogo0HOro)
JIEKapCTBEHHOTO Tpemnapara (Omoananora). B kadectBe pedepeHTHOr0 JEKapCTBEHHOTO Mpemnapara s
MEIUIIMHCKOTO TPUMEHEHHsI HCIONb3yeTCs OPUTHMHAIIBHBIN JIEKapCTBEHHBIH MperapaTr Jubo, eclu
OPUTHHAIIGHBIA JICKAPCTBEHHBIM Tperapar He 3aperucTPpUpOBaH MM HE HAXOAWTCS B 00OpoTe B
Poccuiickoit @enepanyiv 1 He HAXOAUTCA B 000POTE B MHOCTPAHHBIX I'OCYJapCTBaX, BOCIIPOU3BEACHHBIH
JIEKapCTBCHHBIN MpemnapaT Wik OMoaHAIOTOBbIN (OMOTOI00HBIN) TEKapCTBEHHBIN MpemapaT (6uoaHasor),
KOTOpBIM IEpPBBIM 3aperuCTPUPOBAaH U3 4YHCIa Haxoasmuxcs B obopore B Poccuiickoit @eneparnuu,
OMOPKBHBAJICHTHOCTh WJIM  TEPANCBTHYECKas OKBHBAJICHTHOCTb, KadecTBO, J3(PPEKTUBHOCTh W
0€30MacHOCTh KOTOPOT'O OLIEHUBAIKNCH IO OTHOLIEHUIO K OPUTHHAIILHOMY JIEKAPCTBEHHOMY Mperapary, a
TaKKe KadecTBO, dS(P(PEKTUBHOCTP W 0€30MaCHOCTh KOTOPOTO MOATBEPKIAIOTCS Pe3yabTaTaMH
(dapmakoHaa30pa M MPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPEJICTB, HAXOMALIMXCA B IPaKTaHCKOM
000pOTe, YCTAaHOBIICHHBIM TPEOOBAHMSIM K MX KadecTBY. B kauecTBe ped)epeHTHOTO JIEKapCTBECHHOTO
mpemapata JUisli  BETEPUHAPHOTO TMPUMEHEHHs] HCIIOJIB3YeTCS  JIGKAPCTBEHHBIM  mpemapar  Juis
BETEPUHAPHOTO NIPUMEHEHUS, 3aperucTpupoBaHHbli B Poccuiickoin @Penepauuu Ha OCHOBAaHUH
PE3yNbTaTOB JOKIMHUYECKUX HCCIIECOBAHHUM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIIETOBAHHM
JICKapCTBCHHBIX MPENapaToB, MOATBEPKIAIOIINX €0 KauecTBO, 3 (HEKTHBHOCTL M 0€30M1aCHOCTS;

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

12) Bocipon3BeIEHHBIN JIEKAPCTBEHHBIN Ipenapar - JeKapCTBEHHbIN MpenapaT JUisi MEAULIMHCKOTO
IPUMEHEHMsI, KOTOpbIi HMMEeT HKBHUBAICHTHBIH pedepeHTHOMY JIEKapCTBEHHOMY  Ipernapary
KaueCTBEHHBIM COCTaB M KOJMYECTBEHHBIM COCTAaB JCHCTBYIOIIMX BEIIECTB B 3KBUBAJICHTHOU
JeKapcTBEHHON (opme, OO JIeKapCTBEHHBIN Ipemnapar A BETEPUHAPHOIO NPUMEHEHUs, KOTOPbIH
UMEeT TaKue Ke, 4YTO M pedepeHTHBIH JIEKapCTBEHHBIH Tpemnapar, KadeCTBEHHBIH COCTaB U
KOJIMYECTBEHHBI  COCTaB  JICMCTBYIOIIMX BEUIECTB B TakoW K€ JIEKapCTBEHHOH  opme,
OMOPKBUBAJIEHTHOCTh  WJIM  TepaleBTUYECKas HKBUBAJEHTHOCTh KOTOPBIX  COOTBETCTBYIOLIEMY
pedepeHTHOMY JIeKapCTBEHHOMY Ipernapary MoATBEPKAEHA COOTBETCTBYIOIMMH UCCIIE0BaHUSIMH;

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

12.1) TepaneBTHUYECKasi SKBUBAJIEHTHOCTh JIEKAPCTBEHHBIX MPENApaToOB - JOCTHKEHHE KIMHUYECKH
COIMOCTaBUMBIX TepaneBTHYecKoro s¢dexkra M mnokazarened >PQPEeKTUBHOCTH M OE30MACHOCTH NpHU
IIPUMEHEHUH JIEKAPCTBEHHBIX IPENaparoB I MEIUIMHCKOTO TNPUMEHEHHUs, HMMEIOIIHUX OJHO
MEXIYHAapOJAHOE HENaTeHTOBAaHHOE (MM XHMMHUYECKOE, WM TpPyNINUPOBOYHOE) HAMMEHOBAaHHE, B
SKBHMBAJIECHTHBIX JIO3UPOBKaxX IO OJHMM M TEM JK€ IOKAa3aHUSAM K IPHUMEHEHHUIO U INPU OJUHAKOBOM
crioco0e BBEJIEHUS y OJIHOM U TOM K€ TpyMIibl O0JIbHBIX;

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

12.2) 6uoananoroBblii (0MOMOAOOHBIN) JIEKAPCTBEHHBINH MpenapaT (0MoaHaior) - OHOJIOTrHYECKHM
JICKapCTBEHHBIM Ipernapar, CXOXKHH M0 MmapaMeTpaM KadecTBa, 3(()EKTUBHOCTH M OE30MaCHOCTH C
pedepeHTHbIM OHOJOTHYECKUM JIEKApCTBEHHBIM IIPErapaToM B TaKOil e JeKapCTBEHHOH dopme u
MMEIOIIUHI UJICHTUYHBIN c1I0cO0 BBEACHUS;

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

12.3) B3ammo3aMeHsieMBbIl JIEKAPCTBEHHBIN IpemnapaT - JEKApCTBEHHBIN IpemnapaT ¢ JOKa3aHHOU
TEpaneBTUUECKON 5SKBHUBAJEHTHOCThIO WJIM OHOSKBUBAJICHTHOCTbIO B OTHOIIEHHWU pPEPEPEHTHOTrOo
JIEKapCTBEHHOI'O IpenapaTa, UMEIOIINN SKBUBAJIECHTHBIE €MY KaU€CTBEHHBIN COCTaB U KOJUYECTBEHHBIN
COCTaB JIEUCTBYIOIIMX BEILECTB, COCTaB BCIIOMOTAaTEIbHBIX BEIIECTB, JIEKApPCTBEHHYIO (popMy U crocod
BBEJICHUS;
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

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

12.4) OHMOAPKBUBAIEHTHOCTh JIGKAPCTBEHHBIX MpPENapaToB - JOCTHIKEHHE COMOCTAaBUMBIX
IoKa3aTejae CKOPOCTH BCAChIBaHMS, CTENEHU IMOCTYIJICHUS K MECTY ACUCTBUS U CKOPOCTU BbIBEICHUS
OJTHOT'O WJIM HECKOJIBKHMX 00J1aAatonmx (papMakoIOTHIeCKON aKTUBHOCTBIO JCHCTBYIOIIMX BEIIECTB MPH
IPUMEHEHUH JIEKAPCTBEHHBIX IpenapaToB A MEIUIMHCKOIO IMPUMEHEHUs, MMEIOUIMX OIHO
MEX/IYHapOJAHOE HENAaTEeHTOBAaHHOE (MM XMMHUYECKOE, WM TIpPyNIHPOBOYHOE) HAUMEHOBAHME, B
9KBUBAJIEHTHBIX JO3UPOBKAX U IPHU OJMHAKOBOM CIIOCOOE BBEJICHHUS;

(n. 12.4 BBenen PenepasibHbIM 3aKk0HOM OT 27.12.2019 N 475-03)

13) JICKApCTBEHHOEC PACTUTCIBHOC CBIPHE - CBCXKHEC HJIM BBICYHICHHBIC PaCTCHUA 00 UX 4acCTu,
HCIIOJIB3YCMBIC JJId IMPOU3BOJACTBA JICKAPCTBCHHLBIX CPCACTB OpraHu3aiuiaMud - IIPOU3BOAUTCIAMUA
JICKApPCTBCHHLIX CPCACTB HJIM H3TOTOBJICHHA JICKAPCTBCHHLIX IIPCIIAPATOB AlITCUHBIMU OPraHU3allUsAMMU,
BCTCPUHAPHBIMU allTCYHBIMHU OpraHu3aliudaMi, HWHAUBUAYAJIbHBIMU MMPCANIPHUHUMATCIIAIMU, UMCIOIINMU
JIMIICH3HUIO Ha (I)apMaLIeBTI/I‘ICCKYI-O JCATCIIbHOCTD,

14) nexkapcTBEHHBIM pPAaCTUTENBbHBIN Mpenapar - JEKapCTBEHHbIN Ipernapar, MPOU3BEICHHBIN WM
U3TOTOBJIEHHBIN U3 OAHOIO BUJA JIEKAPCTBEHHOI'O PACTUTEIBHOI'O ChIPbs WM HECKOJIBKHX BHJIOB TAKOTO
CBIPBSI U pean3yeMblii B pacacOBAaHHOM BHJI€ BO BTOPUYHOM (TIOTPEOUTEIHCKOMN) YITAKOBKE;

15) romeonaTuyeckuii J€KapCTBEHHBIN Mpenapar - JeKapCTBEHHBIN Mpenapar, IpOu3BeAeHHbIN WK
U3rOTOBJICHHBIH M3 (apMaleBTUUYECKOW CyOCTaHIMM WIM (apMaleBTUYECKUX CyOcTaHIMil B
COOTBETCTBUM C TpeOOBaHMAMM OOLIMX (papMakoNeHHbIX CTaTed K TOMEONaTHUYeCKHM JIeKapCTBEHHBIM
mpernapataM WIH B COOTBETCTBHM C TpeOOBaHMSAMH (hapMaKOIEed CTPAaHbl MPOU3BOAUTENS TaKOTO
JIEKapCTBEHHOI'O IIpErnapara;

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

16) MexnyHapOAHOE HETIaTEeHTOBAaHHOE HaMEHOBAHHUE JIEKAPCTBEHHOTO CPE/ICTBA - HAMMEHOBAHHE
JEHUCTBYIOIIErO0  BelecTBa  (papMaleBTUYECKOM  CyOCTaHIIMM, pPEKOMEHJIO0BaHHOe BcemupHoi
OpraHu3alMen 31paBOOXPaHEHHUS;

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

17) ToproBoe HaMMEHOBaHWE JIEKAPCTBEHHOTO CpPEJICTBA - HAaWMEHOBAHHE JIEKAPCTBEHHOTO
CpeACTBa, NPUCBOCHHOE €ro pa3pabdOTYMKOM, Jep)KaTeleM WM BIIAJENbIEM PErucTPaluOHHOTO
yIIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara;

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

17.1) rpynmupoBOYHOE HAWMEHOBAaHHE JIEKAPCTBEHHOTO TMperapara - HaWMEHOBAaHHE
JIEKApCTBEHHOTO TIperapaTra, HE WMEIOIIET0 MEXIYHApOIHOTO HEMaTeHTOBAHHOTO HAWUMEHOBAHUS, WIIH
KOMOMHAIIMK JIEKAPCTBEHHBIX TPENapaToB, UCHOIb3yeMOe B IENsAX OOBEAMHEHUS WX B TPYIIY O]
€IMHBIM HAMMEHOBAHUEM UCXO/IS U3 OJJMHAKOBOTO COCTaBa JACHCTBYIOIINX BEIIECTB;

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

18) obmas dapmakoneiiHasi cTaThs - JOKYMEHT, YTBEPXKACHHBIN YIOJIHOMOYEHHBIM (heJiepaTbHbIM
OpPraHOM HCIIOJIHUTENILHOW BJIACTH M COJEpXKAlllUil MepedeHb MokaszaTesed kKadecTBa M (WJIM) METOJOB
KOHTPOJIS KadyecTBa KOHKPETHOW JIEKAPCTBEHHOW (HOPMBI, JIEKAPCTBEHHOTO PACTHUTEIHHOTO CHIPHS,
OIMCaHMUsI OMOJIOTUYECKUX, OMOXUMHUYECKUX, MUKPOOUOIOTHYECKUX, (PU3UKO-XUMHUECKUX, (PU3NUECKUX,
XAMAYECKHX U JIDYTHX METOJOB aHalnu3a JIEKAPCTBEHHOTO CPEICTBA, a Takke TpeOOBaHHA K
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

UCTOJB3yeMBbIM B IIEJSX MPOBEICHHS JIAaHHOTO aHalM3a pPEaKTHBaM, THTPOBAHHBIM pacTBOpaM,
WHUKATOpaM;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

19) dapmakoneiinas craThsi - JOKYMEHT, YTBEPXJCHHBIH YIOJIHOMOYEHHBIM (heaepanbHbIM
OpPraHOM HCIOJHUTEJIBHON BJIACTU U COAEPIKAIMN NepevyeHb NIoKa3aTeiel KayecTBa U METOI0B KOHTPOJIS
KauyecTBa JIEKAPCTBEHHOT'O CPEJICTBA;

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

19.1) crangapTHbie 00pa3Ilbl - BEIIECTBA, MOCPEICTBOM CPAaBHEHUS C KOTOPBIMU OCYIIECTBIISICTCS
KOHTPOJIb KayecTBa HCCIIEyeMbIX JIEKAPCTBEHHBIX CPEACTB C IOMOMIbIO (PU3UKO-XUMUYECKUX U
OMOJIOTMYECKUX METO/OB B LIEJISX TOITBEPKICHHSI COOTBETCTBUS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM
HOPMATUBHOI JTIOKYMEHTAllUW, YCTAHOBJICHHBIM MPHU OCYIIECTBICHUU TOCYAPCTBEHHON pEerucTpanuu, u
KOTOpBhIC TPHUMEHSIOTCS Ui KaTUOPOBKM CTAHIAPTHBIX O0Opa3IOB MPOU3BOJIUTENS JICKAPCTBEHHBIX
CPEICTB, HCIIOJIb3YEMBIX MJIsi KOHTPOJS KauecTBa M HHBIX IIeNied Mpu OOpalleHHH JIeKapCTBEHHBIX
CpeACTB;

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

19.2) dapmakoneiiHplii cTaHIAPTHBIA OOpa3er] - CTAaHAAPTHBIA O0pasell, MPOW3BEIACHHBIN B
COOTBETCTBUH C (papmMakoneitHON cTaThel;
(. 19.2 BBenen PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

20) HOpMAaTUBHAaA AOOKYMCHTAaLUA - JOKYMCHT, conepmamnﬁ IEpEUCHb OIPCACILICMBIX I10
pe3yjabTaTaM COOTBCTCTBYIOIIUX JSKCIICPTU3 IMOKa3aTelIell KadecTBa JICKQpCTBCHHOI'O CPEACTBa MJIA
MCIUIUHCKOI'O IPUMCHCHUS, MCTOJOB KOHTPOJIAA €T0 Ka4CCTBA U YCTaHOBHeHHLIﬁ €Tro IMPOU3BOAUTECIICM,

21) HOpMATUBHBIN TOKYMEHT - JOKYMEHT, COJIep Kallluii MepevyeHb ONpeesieMbIX M0 pe3ybTaTaM
COOTBETCTBYIOIIIMX JKCHEPTH3 IIOKa3aTeiaed KadecTBa M (WIM) METOAOB KOHTPOJS KadecTBa
JIEKAapCTBEHHOW  (OpPMBI, OMHUCAHHUS  OMOJOTUYECKUX, OHMOXMMHUUYECKHX, MHUKPOOHUOIOTHYECKUX,
(U3NKO-XUMHUECKUX, (PU3MUECKUX, XUMUUECKUX U JIPYTHX METOJOB aHallM3a JIEKAPCTBEHHBIX CPEJCTB
JUIs. BETEPUHAPHOTO NMPUMEHEHHUsI, TPeOOBaHMsI K UCIIOJIb3YEMBIM B LENSIX MPOBEACHUS JaHHOIO aHAJIM3a
peakTuBaM, THTPOBAHHBIM PaCTBOPaM, HHAUKATOPAM U YCTaHOBJIEHHBIN €0 IPOU3BOANUTEIIEM;

21.1) oOummii TEXHUYECKUH TOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTe€pUalioB, COCTOSILUN W3
HECKOJIBKMX  pa3leNoB -  JOKYMEHTallMM  aJMUHHCTPAaTUBHOIO  XapakTepa,  XUMHYECKOH,
(apMmareBTUUEeCKOM W OHOJOTUYECKOW JOKYMEHTAIMH, (PapMaKoIOTMuecKOoi, TOKCHKOJIOTHUYECKON
JOKYMEHTAllMM, KIMHUYECKOM JOKYMEHTAllMM W TPEJCTABIAEMbI OJHOBPEMEHHO C 3asBICHHUEM O
roCy/1IapCTBEHHON PETUCTpallii JIEKapCTBEHHOT'O Ipernapara Juisi METUIIMHCKOTO pUMeHEeHHs B popMmarTe,
YCTQHOBJICHHOM YIIOJTHOMOYEHHBIM (heiepaibHbIM OPraHOM MCIIOJIHUTEIBHOM BIACTH;

(m. 21.1 BBenen PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-03)

22) Ka4yecTBO JIEKAPCTBEHHOT'O CPEICTBA - COOTBETCTBUE JICKAPCTBEHHOT'O CPEJCTBA TPEOOBAHUIM
(dapmakomneiHoll cTaTby MO0 B Cllydyae ee OTCYTCTBUS HOPMATUBHOM JOKYMEHTAIMU WX HOPMATHBHOTO
JOKYMEHTA;

23) 06e30MacHOCTh JIGKAPCTBEHHOTO CPEICTBA - XapaKTePHCTHKA JIEKApCTBEHHOTO CpPECTBa,
OCHOBaHHAas Ha CPAaBHUTEIILHOM aHaIUu3¢ ero 3P GEKTUBHOCTH U PUCKA TIPUIUHEHHSI BPEIa 37J0POBBIO;

www.consultant.ru Crpanuna 7 u3 140
HaJeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100036&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100037&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100038&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100040&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100041&fld=134
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Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

24) 5(h}exTUBHOCTD JIEKApPCTBEHHOTO Ipernapara - XapaKTepUCTHKA CTENEHU IOJIOKHUTEIbHOTO
BIIUSIHUSL JIGKAPCTBEHHOTO TIpermapaTa Ha TEUYEHHUE, MPOJOJDKUTEIFHOCTh 3a00JIEBaHUSI WM  €r0
MpeIoTBpalleHIe, peaOuINTalNI0, Ha COXPAaHEHUE, MPEA0TBpallleHUue WK IPephIBaHUE OEPEMEHHOCTH;

25) cepusi IEKApCTBEHHOT'O CPEJICTBA - KOJIUYECTBO JICKAPCTBEHHOTO CPEICTBA, MPOHM3BEICHHOC B
pe3yabTaTe OJJHOrO TEXHOJIOTMYECKOTO KA €T0 MMPOU3BOINUTEIIEM;

26) perucTpaliOHHOE yJIOCTOBEPEHHE JIEKAPCTBEHHOIO Mpenapara - JTOKYMEHT, MOTBEPKAAOITUN
(bakT rocy1apcTBEHHOW PErHCTPAIU JIEKAPCTBEHHOTO TIpenapara;

26.1) ngepxatenb WU BIIaJeiel] PerucTPallMOHHOTO YAOCTOBEPEHUs JIEKAPCTBEHHOTO Iperapara -
pa3paboTUMK JIEKApCTBEHHOTO CpEJICTBA, IPOU3BOJIUTEND JIGKAPCTBEHHBIX CPEACTB MM HMHOE
IOPUINYECKOe JIMIo, 0OJanaroiee MpaBoM BIIAJCHHS PETUCTPAMOHHBIM YIOCTOBEPEHHEM, KOTOPHIE
HECYT OTBETCTBEHHOCTh 32 Ka4eCTBO, 3(PPEKTUBHOCTh U OE30MACHOCTH JIEKAPCTBEHHOTO Mpernapara;

(. 26.1 BBenen PenepasibHBIM 3aK0HOM OT 22.12.2014 N 429-03)

27) perucTpalioHHbII HOMEp - KOJAOBOE 0003HAUYEHUE, IPUCBOEHHOE JICKAPCTBEHHOMY IpernapaTry
IIPU €r0 rOCYIapCTBEHHON PETUCTPALINN;

28) oOpaieHue JEKapCTBEHHBIX CpPEACTB - pa3paboTka, JOKIMHHYECKHUE HCCIEIOBaHMUS,
KIIMHUYCCKHUE MCCICIOBAHUA, SKCIICPTU3A, TOCYAAPCTBCHHAA PErUCTpalysid, CTaHAapTU3alusd U KOHTPOJIb
KauecTBa, MPOU3BOJCTBO, U3TOTOBJICHHE, XPAHEHHUE, MTEPEBO3Ka, BBO3 B Poccuiickyto denepariinio, BbIBO3
n3 Poccuiickonn ®enepanuu, pekiaMma, OTIYCK, peanu3aius, nepegadya, NPUMEHEHHE, YHUUYTOXKEHUE
JIEKapCTBEHHBIX CPE/ICTB;

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

29) CY6’LCKTLI O6paIJ_IeHI/ISI JICKApCTBCHHBIX CPEACTB - (I)I/ISI/I‘ICCKI/Ie Juia, B TOM 4YHCIIC
WHAUBUAYAJIBHBIC TPCANPUHHUMATCIIN, W IOPUAWYCCKUC JHIA, OCYHICCTBIIAIOIHNE ACATCIBHOCTL IIPU
O6paH_IeHI/II/I JICKAPCTBCHHBIX CPCIACTB,

30) pa3paboTuuK JIEKApCTBEHHOTO CPEACTBA - OpraHu3aIlus, 00iaiarias MpaBaMu Ha pe3yIbTaThl
JNOKIIMHUYECKUX  HCCIEAOBAaHUN  JIGKAPCTBEHHOTO  CPEJCTBA,  KIMHUYECKUX  HCCIEIOBAHHM
JIEKapCTBEHHOTO TIperapara 1 (W) Ha TEXHOJOTHIO TIPOU3BOICTBA JIEKAPCTBEHHOTO CPEJICTBA;

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

31) mpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - ACATEIBHOCTH MO IMPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEACTB OPraHU3ALUSAMU - IPOU3BOAUTEISAMH JIEKAPCTBEHHBIX CPEACTB HA OJHOM CTaIUU, HECKOJBKHUX
WA BCEX CTAUAX TEXHOJOTHYECKOTO MPOIECcCa, a TAKXKE MO XPAHCHUIO U pealu3allui MPOU3BEICHHBIX
JIEKaPCTBEHHBIX CPEJICTB;

31.1) mpousBoACTBEHHAs TUJIOMIAKA - TEPPUTOPUATIBEHO 000COOICHHBIA KOMIUIEKC TTPOM3BOIUTEIS
JIEKApCTBEHHBIX CPEJCTB, MpPEIHA3HAUYCHHBIA JJI1 BBIIOJHEHHMS BCEro IMpolecca IMPOU3BOJICTBA
JIEKApPCTBEHHBIX CPEJICTB WJIM €r0 OMPEIeIICHHON CTa/INH;

(n. 31.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

32) npou3BOAMUTEND JEKAPCTBEHHBIX CPEACTB - OpPraHU3alMsl, OCYLIECTBIISIONIAsl MPOU3BOICTBO
JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBUH C TPEOOBAHUSAMH HacTosIero denepanbHOT0 3aKOHa;

www.consultant.ru Crpanuna 8 u3 140
HaJeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100043&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=286532&date=04.08.2020&dst=100820&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100045&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100046&fld=134

®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

33) dapmareBTHUYECKas ACATEIBHOCTD - JCATEIBHOCT, BKIIIOYAIOIIAs B CE0Sl OMTOBYIO TOPTOBIIIO
JIEKapCTBCHHBIMU ~ CPEJCTBAMH, WX XpaHEHHE, TMepeBO3Ky u (WIM) PO3HUYHYI) TOPTOBIIIO
JICKApCTBEHHBIMH TIperaparaMd, B TOM YHCJIE JUCTAaHIMOHHBIM CIIOCOOOM, WX OTIIYCK, XpaHEHHE,
MEPEBO3KY, U3TOTOBIICHHUE JICKAPCTBEHHBIX MPEMApaToB;

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

34) opraHM3anus ONTOBOM TOPrOBJIM  JIEKAPCTBEHHBIMU CpPEACTBAMU -  OpraHU3alus,
OCYILLIECTBIISIONIA ONTOBYIO TOPIOBIIIO JIEKAPCTBEHHBIMH CpEACTBAMH, MX XpaHEHUE, IEpPEeBO3KY B
COOTBETCTBUH € TpeOOBaHUSIMU HacTosIEero denepanbHOro 3aK0Ha;

35) amnre4yHas opraHu3alMs - OpPraHU3alUs, CTPYKTYPHOE TOJpa3[eiieHue MEIUIIUHCKON
OpraHM3allfK, OCYIICCTBISIONINE PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMH IpeNapaTaMH, B TOM YHUCIIC
JMCTAaHIIMOHHBIM CIIOCOOOM, XpaHEHHE, IEPEBO3KY, U3TOTOBJICHUE M OTITYCK JICKAPCTBEHHBIX MPEIapaToB
TUTSE MEITUITUHCKOTO MPUMEHEHHSI B COOTBETCTBUH C TPEOOBAHUSMH HacTosIIero denepalbHOTO 3aK0Ha;
(B pen. deaepanbubix 3ak0HOB OT 25.11.2013 N 317-D3, ot 03.04.2020 N 105-D3)

36) BerepuHapHas anTe4yHas OpraHU3alus - OpraHu3alus, CTPYKTYpHOE I[OJpa3/JelieHue
BETEPUHAPHOM OpraHHU3aIH, OCYIIECTBISIONNE PO3HUYHYIO TOPTOBJIIO JIEGKAPCTBEHHBIMU pErapaTaMu,
B TOM WYHCJIE€ JAWCTAHIMOHHBIM CIOCOOOM, XpaHEHHE, H3TOTOBIEHHE M OTIYCK JIEKapCTBEHHBIX
MpernapaToB s BETEPUHAPHOTO MPUMEHEHUS B COOTBETCTBHM C TpPEeOOBAHUSIMH HACTOSIIETO
®denepanbHOro 3aKOHA;

(B pen. @exnepanbHoro 3akona ot 03.04.2020 N 105-03)

37) panscudpumMpoBaHHOE JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEJICTBO, COMPOBOKIAEMOE
J0XHOM MH(OpMaIei o ero coctase u (WiIKM) IPOU3BOIUTEIIE;

38) HemoOpOKAaueCTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JIGKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIEE TPeOOBaHUAM (hapMaKOMEHHON cTaThu MO0 B Cllyuyae €€ OTCYTCTBHS TpeOOBaHUSIM
HOpMaTI/IBHOI\/’I JOKYMCHTAIUXU UJIKX HOPMATHUBHOT'O JOKYMCHTA,

39) xoHTpadakTHOE JIEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEJICTBO, Haxosueecs B 000poTe
C HapyIIEHUEM IPa)<1IaHCKOI'0 3aKOHO/1aTEIbCTBA;

40)  [IOKIMHHYECKOE  HCCIEeOBAaHUE  JIEKAPCTBEHHOTO  CpPeACTBA -  OMOJOTHYECKHE,
MUKPOOHOJIOTHYECKUE, WMMYHOJIOTHUYECKHE, TOKCHUKOJOTHYECKHE, (apMaKoiIorudeckue, (pusnyeckue,
XUMHUYECKUE U APYTHe UCCIEIOBAHUS JEKAPCTBEHHOI'O CPEACTBA IIyTEM MPUMEHEHHUSI HaAyYHBIX METOOB
OLICHOK B LIEJISIX MOJYyYEHHs JOKa3aTelIbCTB OE€30MacCHOCTH, KauecTBa U 3 (PEKTUBHOCTH JIEKAPCTBEHHOTO
CPEICTBa;

41) KJIMHUYECKOE HCCIIeOBaHUE JIEKAPCTBEHHOTO Tperapara - H3y4YeHHE JIHarHOCTHYECKHX,
Je4yeOHbIX, MPOPUIAKTUIECKUX, (apMaKOJIOTHYECKUX CBOWMCTB JICKApPCTBEHHOIO INpernapara B Mpolecce
€ro TMPHMEHEHHs y 4YellOBeKa, KMBOTHOTO, B TOM YHCJIE MPOIECCOB BCACHIBAHUS, paCIpEIEICHU,
U3MEHEHHMsS] M BBIBEICHUS, IyTeM IPUMEHEHHs HAayYHBIX METOJOB OLIGHOK B IENAX IOJTy4eHUs
JI0Ka3aTeNbCTB 0€30MacHOCTH, KadyecTBa M AP (EKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara, JaHHBIX O
HEXXEJAaTeNbHbIX pPEaKUUsAX OpraHM3Ma 4YeJlOBeKa, >KMBOTHOTO Ha TPUMEHEHHE JIEKapCTBEHHOI'O
npernapata U 00 3(dekre ero B3aUMOJEHCTBUSA C IPYIMMH JIEKAPCTBEHHBIMU TNpenaparamMd U (WJIH)
MUIIEBBIMU IPOAYKTaMH, KOPMaMH;
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42) MHOTI'OLICHTPOBOC KIIMHUYCCKOC HCCICAOBAHUE JICKAPCTBCHHOI'O ITpe€riapaTta Ajd MCAUIMHCKOI'O
NPpUMCHCHUA - KIIMHHUYCCKOC HCCIICAOBAHUC JICKAPCTBCHHOI'O IIpfliapara A MCAUIUHCKOIO
IIPUMEHCHUSA, ITPOBOANMOC pa3pa6OT‘lI/IKOM JICKApCTBCHHOI'O IIpfliapara B ABYX H Ooiee MCEIULMHCKUX
oprann3anuvsax 1Mo CAMHOMY IMPOTOKOJIY KIMHHUYCCKOI'O UCCICAOBAHUA JICKAPCTBCHHOI'O IIpCIiapara,

43) MCKAYHAPOAHOC MHOI'OLCHTPOBOC KIMHHYECKOC MCCICIOBAHHE JICKAPCTBCHHOI'O IIpfIiapara
Al MCOAULUMHCKOTO MPUMCHCHHA - KIMHUYCCKOC MCCICIOBAHUC JICKAPCTBCHHOI'O IIplriapara IJId
MCIUIHUHCKOI'0 IMPUMCHCHHUA, IIPOBOAWMOC paBpa6OTLII/IKOM JICKAPCTBCHHOI'O IIpf€riapara B PA3IMYHBIX
CTpaHax Mo CAMHOMY IIPOTOKOJIY KIIMHUYCCKOI'O UCCIICAOBAHU JICKAPCTBCHHOT'O IIPLCIiapara;

44) NOCTperucTpalMOHHOE KIMHUYECKOE HCCIEeI0OBaHUE JICKapCTBEHHOIO Mpenapara Ui
MEIUIIMHCKOTO TPUMEHEHHUS - KIMHUYECKOE HCCIIEIOBAaHUE JIEKAPCTBEHHOIO Ipernapara s
MEIUIIMHCKOTO MPUMEHEHUSs, TPOBOAUMOE MPOU3BOUTENIEM JIEKAPCTBEHHOTO Mpenapara, IpaxaaHCKHUil
000pOT KOTOPOTO OCYIIECTBIISIETCS TOCJIE TOCYAAPCTBEHHOW PETUCTpAIMH, B IENSX JAOMOJHHTEIBHOTO
cbopa IaHHBIX 0 ero 6e30macHOCTH U APGEKTUBHOCTH, PACIIMPEHUS MTOKAa3aHUN K IPUMEHEHUIO TaHHOTO
JIEKApCTBEHHOTO MperapaTa, a TAK)Ke BBISIBJICHHUS HEXKEJIATeIbHBIX PEAKIINi MallMeHTOB Ha €T0 JICUCTBHE;

45) wuccnenoBaHue OHMOIKBHBAJICHTHOCTH JICKAPCTBEHHOTO TIIperapara - BUJI KIMHHYECKOTO
UCCIIEJOBAaHMs JIEKAPCTBEHHOTO IperapaTa, IPOBEACHUE KOTOPOTO OCYIIECTBISAETCS Ul ONpPEACICHUsS
CKOPOCTH BCAachIBaHUS W BBIBEICHHS OJHOTO WM HECKOJIBKHX O0Jagaronmx (apMaKoIorn4ecKon
aKTUBHOCTBIO JICHCTBYIOIIMX BEHIECTB, KOJUYECTBA JICKAPCTBEHHOTO IIperapara, JIOCTUTAOIIETO
CHCTEMHOTO KPOBOTOKA, W PE3YJbTaThl KOTOPOTO IO3BOJSIOT C/EaTh BHIBOA O OMOIKBUBAJICHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOT'O MperapaTa B ONPE/IeJICHHbIX JIEKapCTBEHHOH (opme U 103MpOBKE,
COOTBETCTBYIOIIMX (hopMe U T03MPOBKE Pe(EPEHTHOTO JIEKAPCTBEHHOT'O MPEeTapaTa;

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

46) wuccienoBaHUWE TepaneBTUYECKOM HKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB - BHJ
KJIMHUYECKOTO MCCIIEOBAHUS JIEKAPCTBEHHBIX MPENapaToB, IPOBEICHUE KOTOPOTO OCYIIECTBIISIETCS JJIS
BBISIBIICHUS OJTUHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MpPENapaToB ONpeeeHHOMN JIeKapCTBEHHOM (OopMBbI, a
TAaKK€ HaJIWuus OJMHAKOBBIX TIIOKa3aTeneld Oe30MmacHOCTM M 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX
MPEenapaToB, OJJMHAKOBBIX KIMHUYECKUX 3(P(PEKTOB Mpu UX MPUMEHEHUH;

47) npOoTOKOA KJIMHUYECKOTO MCCIIEJOBaHMSI JIEKapCTBEHHOI'O IMpemnapara - JOKYMEHT, B KOTOPOM
OTIpeNIeNIAI0TCS 11eH, (POPMBI OpraHU3allMi U METOJO0JIOTUS MPOBEACHUS KIMHHUUYECKOTO MCCIEeI0BAaHuUS,
CTaTUCTUYECKUE METO/bl 00pabOTKM pEe3ylbTaTOB TAKOTO HCCIIEJOBAHUS W Mepbl MO 00eCHedyeHHUro
06e30macHOCTH (U3MYECKUX JIMI, YYaCTBYIOIIUMX B KIMHHYECKOM HCCIEI0BAaHUM JIEKAPCTBEHHOTO
Ipernapara;

48) 6p01mopa HCCICA0BATCIIA - CBOJAHOC U3JIOKCHHUC PC3YIIbTATOB JOKIIMHUYCCKOI0 UCCIICAOBAHUA
JICKAQPpCTBECHHOTO  CpCACTBA W  KIMHHUYCCKOrO HCCICAOBAaHHA JICKAPCTBCHHOI'O IIpfriapara I
MCIUITUHCKOT'O IPUMCHCHUA ;

49) uHpopMalMOHHBIN JIMCTOK MAlMEHTa - JJOKYMEHT, B KOTOPOM COJEpXkaTcsl B TIOCTYITHOU dopme
CBEJICHHMsI, KacarollMecs MPOBOAMMOIO KIMHUYECKOI'O MCCIEN0BAaHUS JIEKAPCTBEHHOI'O Ipemnapara, U B
IIUCBbMEHHONW (hopMe 10OpPOBOJIBHOE COINIacHe IMAlMEHTa Ha Y4acTHEe B KJIMHUYECKOM MCCIIEOBAaHUU
JICKapCTBEHHOTO TIpernapara Iocjie O3HAKOMJIEHHS C OCOOCHHOCTSAMHU KIMHHYECKOTO HCCIIET0BaHMS,
MMEIOLUMH 3HAYE€HUE JJIs BBIPAKEHUS TAKOTO COTJIACHS;
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50) noGouyHoe [eHcTBHME - peakius OpraHu3Ma, BO3HHUKIIAS B CBA3M C IPUMEHEHUEM
JIEKApCTBEHHOr'0 TMpenapara B J03aX, PEKOMEHIYEMbIX B HHCTPYKIMHU MO €ro NPUMEHEHUI0, MJif
npoUIaKTUKU, AUATHOCTUKH, JICUEHHUs 3a00JIeBaHUs WIH JUIsl peaOUTUTaLH;

50.1) HexenarenbHas peakuusi - HENpeJAHAMEpeHHass HeONarompusiTHAs peaklus OpraHu3Ma,
KOTOpasi MOKET OBITH CBsI3aHAa C IPUMEHEHUEM JIEKAPCTBEHHOTO TIperapara;
(m. 50.1 BBenen PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepre3Has HexenaTeiabHas peakiUs - HEXKeJaTelbHas peaklusi OpraHu3Ma, CBsI3aHHAs C
IIPUMEHEHUEM JIEKQpCTBEHHOI'O IIpernapaTa, NpHUBEAlIas K CMEpPTH, BPOXKACHHBIM aHOMAIMSIM HIIHU
MOPOKaM Pa3BUTHs MO0 MpEeACTaBIAONMIAs CO00M yrpo3y >KU3HH, TpeOyrollas TOCHUTAIM3AlNN WU
MpUBE/IIAs K CTOMKOW yTpaTe TPyA0CIOCOOHOCTH U (M) HHBAJIMIHOCTH;

52) HempenBuIIcHHAs HEXKeJaTelbHAs PEaKIUs - HEXelaTelbHas pPeakiys OpraHu3Ma, KOTopas
CBsi3aHA C TPUMEHEHHEM JICKapCTBEHHOTO Iperapara B J/103aX, PEKOMEHIYEMBIX B IPOTOKOJIE €ro
KIIMHHYECKOTO HCCIICAOBaHUs, OpOIIope UCCIeIoBaress, WM C [PUMEHEHHEM JICKapCTBEHHOTO
mpermapata B 033X, PEKOMEHIYEMbIX B HMHCTPYKIIHH II0 €r0 NPUMEHEHHUIO JUIsl MPOQPIIAKTHKH,
JMAarHOCTHKH, JICYCHUS 3a00JICBaHUS WIM MEIUIIMHCKON peaOMINTALMY NAIIMEHTA, U CYIIHOCTh, TSDKECTh
WIA KUCXOJ KOTOPOW HE COOTBETCTBYET MH(OPMALMU O JICKAPCTBEHHOM IIperapare, CoAepiKaiieiics B
MPOTOKOJIE €ro KIMHUYECKOTO KCCIICIOBAHUs, OpOILIOPE HCCIEAOBATENl WIM B HHCTPYKIMH IO
MIPUMECHECHHIO JICKAPCTBECHHOT'O TIPerapara;

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

52.1) ¢dapmakoHam30p - BHI JAEATEIHHOCTH 10 MOHHTOPUHTY 3((EKTUBHOCTH M OE30MaCHOCTH
JIEKapCTBEHHBIX  IIPENApaToB, HANpaBICHHBIH HAa BBIABICHHE, OLEHKY W IPEJOTBpPALICHHE
HEeXKeJIaTeJIbHBIX MOCJIECTBUI IPUMEHEHHS JIEKAPCTBEHHBIX MPENapaToB;

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

52.2) miaH ympaBJeHHUSI PUCKaMH - TOAPOOHOE OINHMCAHUE MEPOMNPHUATHUH 1Mo (apMakoHaI30pY,
HaIlpaBJICHHBIX Ha BBISBICHHUE, OLEHKY U MPEIOTBpAICHUE WIM MHUHUMHU3ALMIO PUCKOB, CBA3AHHBIX C
JIEKapCTBEHHBIMHU TpernapaTamMu, BKIItoUas OleHKY 3 ()EKTUBHOCTH JaHHBIX MEPOTPUSTHH;

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

53) peuent Ha JIEKapCTBEHHBIA Mpenapar - MEIULUUHCKUN JTOKYMEHT YCTaHOBJIEHHOW (OpMBI,
coJep KalllMii Ha3HA4YeHHUE JIEKApCTBEHHOIO IIpenapara sl MEAMIMHCKOIO IPUMEHEHUs, BbIIAHHBIN
MEIUIIMHCKUM pPa0OTHUKOM B LENISIX OTIYCKAa JIEKApPCTBEHHOTO Mpenapara WiIM €ro M3rOTOBJICHUS U
OTITyCKa Ha OYMa)KHOM HOCHUTEJIE WJIU C COTJIacHsl MAallMeHTa UM €T0 3aKOHHOTO IMPeJICTaBUTENs B opme
AJNIEKTPOHHOTO JIOKYMEHTa, MOJIMUCAHHOTO C HCIIOJIb30BAaHMEM YCHJICHHON KBaTu(UIIUPOBAHHOM
JIEKTPOHHOW MOJMUCH MEIMIIMHCKOTO pabOTHHKA, JUOO JOKYMEHT YCTAHOBJICHHOH (OpMBl,
CoJIepKalllMii Ha3HA4YEHME JIEKaPCTBEHHOT'O IpernapaTta JUisli BETEPUHAPHOIO IPUMEHEHHs, BBIIAHHBIN
CMELUANIUCTOM B OOJAacTH BETEPHUHAPHM B LENAX OTIYCKa JIEKAPCTBEHHOrO IIpernapara WIH €ro

W3TOTOBIICHHSI M OTITyCKa Ha OyMa)XKHOM HOCHTEJIC,
(B pen. ®enepanbHbix 3aKk0oHOB 0T 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

54) TpeOoBaHMe MEAMIMHCKOW OpraHM3alliy, BETEPUHAPHON OpraHu3alud - JIOKYMEHT
YCTAHOBJICHHOH (hOPMBI, KOTOPBIM BHIMUCAH MEAMLIIMHCKUM PaOOTHUKOM WM CIEIHATUCTOM B OOJIACTH
BETEPUHAPUH, HMMEIOLIMMH Ha 3TO NpPaBO, U COJAEPKUT B NMUCHBMEHHOM (QopMe yKazaHHE alnTeqHOU
OpraHu3alK WM BETEPUHAPHON anTeYHOH OpraHu3aniy o0 OTIyCKe JIEKApCTBEHHOTO MpernapaTa 1 o

www.consultant.ru Crpannna 11 u3 140
HaJeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100050&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100052&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100054&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100056&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=221184&date=04.08.2020&dst=100015&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=04.08.2020&dst=100016&fld=134

®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

€ro M3roTOBJICHUU U 00 OTHYCKe JuIs obecriedeHus 1e4ueOHOro mnpoiecca B MEIULIUHCKON OpraHu3allui,
BETEPUHAPHOM OpraHU3allly;
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

55) KOMIUIEKCHAasi OLEHKa JIEKApCTBEHHOIO IIpernapara - OLEHKa 3aperucTpUpOBaHHOIO
JIEKapCTBEHHOI'O Mperapara, BKIJaromias B ce0s aHaiu3 WHQOpMalUy O CpaBHUTEIbHON KIMHUYECKOU
3¢ (HEeKTHBHOCTH U 0€30MACHOCTH JICKAPCTBEHHOTO IperapaTa, OleHKY SdKOHOMUYECKUX TIOCTEICTBUIA €T
MPUMEHEHUS], U3yYeHUE JIOTOJHUTENbHBIX IMOCIEICTBUN MPUMEHEHUS JIEKapCTBEHHOIO Ipernapara B
LEeNsAX TPUHITHS PEIICHUA O BO3MOXKHOCTH BKJIIOYEHHUS JIEKapCTBEHHOIO IIpenapara B IepeyeHb
KU3HEHHO HEOOXOJMMBIX U BaKHEHIIMX JIEKApPCTBEHHBIX MPENapaToB, HOPMATUBHBIC IIPABOBHIC aKThl U
WHBIE IOKYMEHTBI, ONPEACIIAIONINE MOPSA0K OKa3aHUsI MEIUIIMHCKON MOMOIIM, UM UCKIIOUYEHUS €ro U3
yKa3aHHBIX MIEPEeYHs, aKTOB U JJOKYMEHTOB;

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

56) cucremMa MOHHMTOpUHra JBHIKCHHS JICKAPCTBCHHBIX IIPEMApaToB sl MEIUIUHCKOTO
IIpUMEHEHUs - (enepanpHas rocydapcTBEHHass HH(POpPMALMOHHAs CHUCTEMa MOHUTOPUHIA JBUKECHUS
JICKApCTBEHHBIX IPENapaTroB A MEIULIUHCKOIO MPUMEHEHHMs OT MPOM3BOJUTENS A0 KOHEYHOI'O
noTpeOUTENsT C KCIOJb30BAaHHEM B OTHOIICHUH JIEKAPCTBEHHBIX IPEMapaToB ISl MEIUIIMHCKOTO
IPUMEHEHMSI CPEJCTB UICHTU(DUKALIIH.

(. 56 BBeneH denepanbHbIM 3aKk0HOM OT 28.12.2017 N 425-03)

lnaea 2. NOTHOMO4UA ®PEANEPAJIbHbLIX OPTAHOB I/ICI'IOHHI/ITEHbI-UIOVI 5
BINACTU, OPFAHOB UCIOJIHUTENNIbHOU BJTACTU CYBBEKTOB POCCUUCKOU
PEOEPALIUU NMPU OBPALLEHUU NNEKAPCTBEHHbBIX CPEACTB

Cratba 5. MNMonHomMmouusi cpedepanbHbIX OPraHOB WMCNONMHUTENLHOM BRacTu npu
obpalleHnMn nekapcTBEHHbIX CPeAcTB

K momaomounsam Cl)e):[epaJ'ILHLIX OpraHoB HCIIOJIHUTEIBLHOM BJIACTH pu O6paH_leHI/II/I JICKApCTBCHHBIX
CpEACTB OTHOCATCA:

1) mposenenne B Poccuiickoil Penepanuu eAMHON TOCYZapCTBEHHOM IOJUTHKU B OO0JIACTH
oOecrnieueHuns JeKapCTBEHHBIMU MpenapaTtaMu rpaxaal B Poccuiickoit @enepanny;
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

2) yrBepxkaeHue oOmMX (apMakoNeWHbIX cTaTed, QapMakoNeWHbIX CcTaTed, U3JaHHe
rocyJJapCTBEHHOH (papmaxorien, co3aHue 1 BeJieHrne peectpa (papMakoneiHbIX CTaHIapTHBIX 00pa3IoB;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) ocyuiecTBiIeHHE TOCYAAPCTBEHHOTO0 KOHTPOJs (Haa30pa) B cdepe oOpalieHHs JeKapCTBEHHBIX
CPEICTB;
(B pen. deaepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

4) nUIEeH3UPOBAHNE TIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB U (hapMaIeBTHUECKON JETETHLHOCTH B
COOTBETCTBHUHU C 3aKOHOJaTenbCcTBOM Poccuiickor denepannu;

5) opraHuW3anus JKCIEPTU3Bl JIEKAPCTBEHHBIX CPEACTB, ATHYECKON SKCHEPTU3BI BO3MOXKHOCTH
MPOBEICHUS KJIMHUYECKOTO UCCIEA0BaHMUs JIEKAPCTBEHHOIO Mpernapara sl MEAUILIMHCKOTO IIPUMEHEHHS,
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

SKCHEPTU3bl JTIOKYMEHTOB, HPEJCTABICHHBIX [UI1 ONpPEAEICHHS BO3MOXXHOCTH paccMaTpHUBATh
JIEKAPCTBEHHBINA IIpenapaTr g MEIULMHCKOIO IIPUMEHEHHUs INPU TOCYHApPCTBEHHOM pPETUCTpalUU B
KayecTBe Op(paHHOI0 JIEKaPCTBEHHOI'O IpenapaTa;

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

5.1) opranuzanusi TpOBEACHHS] KOMIUIEKCHOW OIEHKM JIEKAPCTBEHHOIO Mpernapara B HENsX
MPUHATHS PEUICHUH O BO3MOKHOCTHU BKJIIOYEHHS JICKAPCTBEHHOTO Mperapara B IMEpPEUYeHb >KU3HEHHO
HEOOXOIMMBIX M Ba)XHEHMIMX JIEKaPCTBEHHBIX IMpPEraparoB, HOPMATHUBHbIC IPABOBBIE AKThl M HHBIC
JIOKYMEHTBI, OMNpPEACIAIONINE TMOPSJIOK OKa3aHWs MEJMIIMHCKONW MOMOIINM WA HCKIIOYEHUS €ro u3
YKa3aHHBIX [€pPeyHs, aKTOB U JOKyMEHTOB;

(n. 5.1 BBegen denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

6) BbIJa4a pa3pellieHuil Ha MPOBEICHNE KIMHUYECKUX UCCIIEeI0BAaHUI JIEKapCTBEHHBIX MPEnapaTos,
BEJICHUE PEECTpa BBIJIAHHBIX PA3pPEIICHUN HA MPOBEACHUE KIMHUYECKUX UCCIICIOBAHUM JIEKAPCTBEHHBIX
MpernapaTos;

7) TocymapcTBEHHasi pETUCTpalvs JICKAapCTBEHHBIX MPENapaToB, BEACHUE TOCYIapCTBEHHOIO
peecTpa JeKapCTBEHHBIX CPE/CTB;

8) opranm3anus U (WIK) MPOBEICHHE HHCTIEKTUPOBAHMS CYyOBEKTOB 00pAIIeHNs JIEKAPCTBEHHBIX CPE/ICTB
Ha COOTBETCTBME IPaBUIIaM Haulexallel JJabopaTopHON MPaKTUKH, TpaBUiaM HaJyIexalei
KJIIMHUYECKOW MTPAKTUKH, PaBUjIaM HaJUIeKaIled MPaKTUKKU XpPaHEHUs U MIEPEBO3KH JIEKaPCTBEHHbIX
IIperaparToB, IpaBUiIaM Hajjexaled 1ucTpuObIOTOPCKOM NPaKTHKH, TpaBUIaM HaJJIeXallel anTeqyHon
MPAKTUKH;

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

8.1) opranm3zanus u (W) MPOBEACHUE UHCIEKTUPOBAHUS CYOBEKTOB OOpAIlEHUs JIEKApCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPeOOBAHMSM TPABHI HAJJIeKAIIeH MPOU3BOJCTBEHHOW MPAKTUKH, BbITada
3aKJIIOYEHUH O COOTBETCTBHHM TIPOM3BOJAMTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAaHUSM TPaBUII
HaJjIeKallel MpOU3BOJCTBEHHON TPaKTUKH;

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

8.2) ycTaHOBJEHHE TMOpsAKa BEACHHUS M BEACHHE TOCYAapCTBEHHOTO peecTpa 3aKIIOYEeHUU O
COOTBETCTBUHM  TPOW3BOJUTEINS  JICKAPCTBCHHBIX  CPEJACTB  TPEOOBaHUSAM  IMPaBWII  HAJJICKAIICH
MIPOU3BOJICTBEHHON MPAKTHKHY;

(. 8.2 BBeneH denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-D3)

9) rocynapcTBeHHas peruUCTpalMsl MpPedeNIbHBIX  OTIYCKHBIX I€H IPOU3BOAMUTENICH Ha
JICKApCTBCHHBIC TIIpC€rapaThbl, BKIOYCHHBIC B ICPCUYCHb KXU3HCHHO HeO6XOJII/IMI)IX W BaXHEHUIITHNX
JIEKapCTBEHHBIX IMPENapaToB, W BEJCHHWE TOCYJapCTBEHHOTO peecTpa MNpeAeibHbIX OTIYCKHBIX IIE€H
HpOH?;BOJII/ITeHeﬁ Ha JICKApCTBCHHBIC IpCrapaThbl, BKIOUYCHHBIC B IICPECUYCHL KU3HCHHO HeO6XOJII/IMI)IX u
BaXHEUIIINX JIEKAPCTBEHHBIX MIPENapaToB;

(B pen. ®exnepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cornacoBaHue MPOEKTOB PEIICHUI OPTraHOB MCIOIHUTEIHHON BIACTH CyOBeKTOB Poccuiickoit
Oenepanun 00 ycTaHOBIEHWH W (WIM) W3MEHEHHH TPEACIbHBIX pPa3MEpPOB OMNTOBBIX HaA0aBOK U
MpelebHBIX Pa3MEpPOB PO3HUYHBIX HAA0aBOK K (DaKTUYECKUM OTHYCKHBIM II€HaM, YCTaHOBIECHHBIM
MIPOU3BOIUTEISIMU  JIEKAPCTBEHHBIX TIPEMapaToB, Ha JIEKAPCTBEHHBIC TMperapaThl, BKIIOUYCHHBIE B
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

nepeyeHb )KU3HEHHO HEOOXOUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;
(n. 9.1 BBenen ®enepanbubiM 3akoHOM OT 13.07.2015 N 241-D3)

10) Bblmauya, YCTAaHOBJIEHHE TOpPSJIKA BbIAYM pa3pelleHUs Ha BBO3 KOHKPETHOM mapTuu
JIEKapCTBEHHOT0 cpeacTBa B Poccniickyro denepanuio;
(. 10 B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-D3)

10.1) BeIaua, ycTaHOBICHHUE TOPSIIKA BhIAAYU U (POPMBI JOKYMEHTA, KOTOPBI NOATBEPKIAET, YTO
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O Mpermapara Juisi MEAULIUHCKOIO IPUMEHEHHUS OCYILECTBIEHO B
COOTBETCTBUHM C TpeOOBAHMSAMHU TPABWJI HAJUIeKALICH IMPOU3BOACTBEHHOW MPAKTUKA WIA YTO
JIEKapCTBEHHBIM Ipenapar Ajs BETEpPUHApPHOrO NMpPUMEHEHMs AONylleH K oOpamieHuto B Poccuiickoit
@denepauy, ¥ MNOJUIKUT MPEACTABICHUIO 0 TPeOOBAaHUIO YIOJHOMOYEHHOI'O OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIH Mpenapar;

(m. 10.1 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepaibHOro 3aKoHa OT
02.08.2019 N 297-03)

10.2) Bplaya, yCTaHOBJICHHE IOpsiIKa BbIAAYW U (OPMbI JOKYMEHTA, COJEPIKAIIEro CBEJIECHUS O
CTaAMAX TEXHOJIOTHYECKOro IpoIlecca IMPOM3BOJICTBA JICKAPCTBEHHOIO CPEICTBA JUISI MEIUIIMHCKOTO
MIPUMEHEHHUSI, OCYIIECTBIIIEMbIX Ha TeppuTOprun EBpazuiickoro SKOHOMHUYECKOTO COI03a;

(m. 10.2 BBemen ®enepanbHbIM 3akoHOM OT 22.12.2014 N 429-03, B pen. denepaybHOr0 3aKOoHA OT
13.07.2015 N 241-®3)

11) co3nanue coBETOB MO BOIPOCAM, CBA3aHHBIM C 0OpallleHUEeM JIEKapCTBEHHbBIX CPE/CTB;
12) aTTectanus u cepTUuPUKALMS CICIIHATUCTOB;
13) yrpatun cuiy c 1 centsiops 2013 roga. - @enepanbhbiit 3akoH ot 02.07.2013 N 185-D3;

14) ocymecTBieHue hapmMakoHaI30pa;
(m. 14 B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

15) yuactue B MeXIyHApOAHOM COTPYJHHUYECTBE;

16) mosryueHue 1o 3anpocam yrnoJIHOMOUYEHHOTO (eiepabHOrO OpraHa UCTIOIHUTENLHOM BIACTH OT
OpPraHOB HCIIOJHUTENbHOW BiacTu cyObekToB Poccuiickoit ®enepauuu, a Takxke OT CyOBEKTOB
oOpallleHusl JIEKApCTBEHHBIX CPEACTB A MEIUIMHCKOTO NPUMEHEHUS HH(POpPMaLUU 10 BOIpOcCaM
YCTaHOBJICHUS ¥ IPUMEHEHHUSI 1IEH Ha JIEKAPCTBEHHBIE IIPETapaThl U HaJ1I0aBOK K HUM;

17) MNPUMCHCHUC MCP OTBCTCTBCHHOCTHU 3a HAPYHICHUC 3aKOHOAATCIILCTBA Poccuiickoit (Dez(epam/m;

18) yTBepkaeHHE TMpaBWJI HaJJiexamled J1abopaTOpHOM MpPaKTHKH, TMpaBuil HaJJIeKallen
KJIMHUYECKOW MPAaKTUKH, IMpaBWJI HaJJeXalleldl NpPOM3BOACTBEHHOM IPAKTUKH, IPABWJ HaAJeKalel
MPaKTUKA  XpaHEHUS M  TMEepeBO3KM  JIEKAapCTBEHHBIX  IpenaparoB, MpaBU  HaJJIexalieu
TUCTPUOBIOTOPCKONW TPAKTUKW, TMPaBUJ HaJUIeKalled anTeyHON TMpakTHKH, NpaBWI HaJuiexarei
MPaKTUKU (hapMaKOHA[30pa JEKAPCTBEHHBIX MPEnapaToB ISl MEAUIIMHCKOTO MPUMEHEHUS;

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

19) ycraHoBnenue nopsiaka GopMUPOBAHUS PETUCTPALIMOHHOTO JI0ChE HA JIEKaPCTBEHHBIN Mpemnapar
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

1 TpeOOBaHMI K IOKYMEHTaM B €r0 COCTaBE;
(. 19 BBenen @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

20) yTBeprKIeHHE MTPaBUJI PAllHOHAIBHOTO BEIOOPAa HAUMEHOBAHUH JIEKAPCTBEHHBIX IIPENapaToB s

MEUIIMTHCKOTO MPUMEHCHHS,
(. 20 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

21) yTBepkaeHHE NIEpeYHs HANMEHOBaHHUHN JIGKAPCTBEHHBIX (OPM;
(. 21 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

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

23) yTBepxkAeHHE TPEOOBAHUN K WHCTPYKLUUHU MO MEIUIIMHCKOMY MPUMEHEHHIO JIEKAapCTBEHHBIX
MpenapaToB U K MHCTPYKIIMH O BETEPUHAPHOMY IIPUMEHEHHUIO JICKAPCTBEHHBIX MTPENapaTos;
(m. 23 BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

24) npuHATHE PEIIECHUH, SBJISIOUIMXCS OCHOBAHMSIMM JJISl BKJIFOUEHUS JOMEHHBIX UMEH U (WJIH)
yKazareynei CTpaHul] caiiToB B MH(OPMAalMOHHO-TEIEKOMMYHHUKAIIMOHHON cetn "WHTepHer", a Takxke
CETEBBIX aJPECOB B EAMHYIO aBTOMATH3MPOBAHHYIO HH(POpPMAaLMOHHYIO cucteMy "EnuHbii peectp
JIOMEHHBIX HMEH, yKa3aTeled CTpaHull CalTOB B HWH(GOPMAIMOHHO-TEICKOMMYHUKAIMOHHON CETH
"Unrepuer" u CETEBEBIX aJ[peECoB, IO3BOJISIOIINX UJIEeHTU(DUIIMPOBATH CaUTEI B
nH(OPMALIMOHHO-TEIEKOMMYHHUKAIIMOHHON ~ cetn  "MuTepuer",  cogepxamue  uH(OpMaLHIO,
pacnpocTtpanenue kortopod B Poccuiickoit ®enepanuu 3ampemieHo’, B OTHOIICHHUH HH(POPMAIINH,
coJiep>Kallel Mpeasio)KeHne O PO3HUYHON TOProBiie JIEKAPCTBEHHBIMH IpernaparaMd, B TOM 4YHCIIE
JUCTAHIIMOHHBIM ~CIIOCOOOM, pPO3HMYHAs TOProBiII KOTOPHIMU OFpaHWYeHa WM 3alpelieHa B
COOTBETCTBHUH ¢ HacTosiuM DefepanbHbIM 3aKOHOM, U (KJIM) HHPOPMAIINH, COAepkKalllel MpeasioKeHne
O PO3HMYHOM TOProBii€ JIEKAPCTBEHHBIMHU IpenaparaMd, B TOM YHCJIE JWCTAaHIUOHHBIM CIIOCOOOM,
JULaMH, HE UMEIOIIMMH JIMUIEH3UU M pa3pellieHuss Ha OCYUIECTBICHUE TaKOH MAESTENbHOCTH, €CIIH
MOJIyY€HUE JIMLEH3UMM W  pPa3pelieHus] MPeAyCMOTPEHO 3aKOHOAATEIbCTBOM 00  oOpalleHuH
JIEKApCTBEHHBIX CPEJICTB;

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

25) BbImaua paspernicHuii Ha BBOJ B TPaXIaHCKUH 000POT HMMYHOOHOJIOTHIECKUX JICKAPCTBEHHBIX
Mpenaparos.
(. 25 BBeneH denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-03)

KoncynsrantlIntoc: npumedanue.

Cr. 5.1 pacnpocTpaHsieTcsl Ha NMOJIHOMOYHMS, KOTOpbIE HE MEPENaHbl JJI OCYIIECTBIEHHUS OpraHam
roCcy/1apCTBEHHOW BIacTH cyObeKTOB P® u opraHaM MECTHOTO CaMOYIPAaBJIE€HUSI COOTBETCTBYIOIIUMU
denepanbabiME 3aKkoHamMu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. llepepaya ocyuwecTBrneHuss mnonHomouun dpenepanbHbIX OpraHoB
MCMOSNIHUTENBHOW BRacTM nNpu oOpalleHMU JfeKapCTBEHHbIX CpeaAcTB oOpraHam
ucnosnHuTenbHOn BnacTu cyobektoB Poccumnckon depepauumn

(BBenena denepanbHbIM 3ak0HOM OT 13.07.2015 N 233-D3)

[TonmaoMouus (I)e;[epanLme OpTraHOB HCIIOJIHUTEIILHOM BJIaCTU npu O6paH_ICHI/II/I JICKApCTBCHHBIX

www.consultant.ru Crpanuna 15 u3 140
HaJeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100079&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=206736&date=04.08.2020&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100080&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=203562&date=04.08.2020&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100081&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341762&date=04.08.2020&dst=100020&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100083&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=349433&date=04.08.2020&dst=14&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=349322&date=04.08.2020&dst=100017&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=338709&date=04.08.2020&dst=100055&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=312097&date=04.08.2020&dst=100015&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=201623&date=04.08.2020&dst=100248&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=201623&date=04.08.2020&dst=100228&fld=134

®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

CpPEACTB, MPEAYCMOTPEHHbIE HacTosAmUM DenepaibHbIM  3aKOHOM, MOTYT TI€pelaBaTbCsi A
OCYLIECTBIICHHSI ~ OpraHaM  HWCIOJHUTENBbHOW  BiIacTh  cyObekToB  Poccuiickoir — Denepanuu
nocranoBieHussMH [IpaButenscTBa Poccuiickoit denepanuu B nopsijke, ycraHoBieHHOM DenepanbHbIM
3akOHOM OT 6 OKTAOpa 1999 roma N 184-®3 "OO6 o0muMX NPUHIMIIAX OPTaHU3AIMH 3aKOHOAATEIBHBIX
(IpencTaBUTENbHBIX) W HCIIOJHUTEIBHBIX OPraHOB TOCYAApCTBEHHOM BJIaCTH CyOBEeKTOB Poccuiickoi
Oenepanun".

Cratbsa 6. NlonHOMOuYMA OpraHOB MCMONMHUTENbLHOW BnacTu cybbekra Poccuickomn
®denepaumu npu obpaLleHUN NneKapcTBEHHbIX CPeACTB

K momHOMOUYMSAM OpraHoB HCIOJMHUTEIBHOW BlacTu cyOwbekta Poccmiickoit denepanuu 1mpu
oOpareHuy JICKAPCTBEHHBIX CPEJCTB OTHOCSITCS:

1) pa3paboTka U peanu3anusi peTHOHAIBHBIX MPOTrPaMM OOECIICUeHUs HAcelIeHUs JIEKapCTBEHHBIMU
npenaparamu;

2) yCTaHOBJIEHHUE IPEJIEJIbHBIX pa3MEpOB ONTOBBIX HAJ0ABOK M MPEJEIIbHBIX Pa3MEpOB PO3ZHUYHBIX
Ha/J10aBOK K (aKTHUECKUM OTITYCKHBIM II€HAM, YCTaHOBJCHHBIM IPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
[IpernaparoB, Ha JICKApPCTBEHHbIC IpenapaThl, BKIIOYEHHbIE B IEpEUYEHb >KU3HEHHO HEOOXOAMMBIX MU
BAKHEUIIINX JICKAPCTBEHHBIX IIPENApaTOB;

3) OCYIIECTBICHHE PETHOHATBLHOTO TOCYJAPCTBEHHOIO KOHTPOJS 3a MPUMEHEHHEM IIeH Ha
JIEKapCTBEHHbIE Ipenaparbl, BKJIIOUYEHHbIE B IME€PEUEHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEMIINX
JIEKapCTBEHHBIX IMPENapaToB, OPraHU3alUSIMH OINTOBOM TOPIOBIM JIEKAPCTBEHHBIMH CpPEJICTBAMH,
anTeUYHbIMM OpraHU3alUsMH, WHJIMBHUIYaJbHBIMU MpPENNPUHUMATEISIMH, HWMEIOIIMMHU JIMLIEH3UI0 Ha
(bapMareBTUYECKYI0 JESITEIbHOCTb, MEIUIUHCKUMU OpraHU3alMsIMM, HMMEIOLUIMMH JIMLEH3UI0 Ha
(dapMalleBTUUECKYIO JESITeNbHOCTb, W HUX O000COOJEHHBIMU MOApa3feneHusiMu (amMOylaTopusMH,
¢denpamepckuMu ¥ QeIbAIEPCKO-aKYIIEPCKUMHM  ITYHKTaMH, LEHTpaMu (OTHAeNEHUsIMH) oOIei
BpayeOHON (CEeMEHOM) MpPaKTUKU), PACMOJIOKEHHBIMH B CEJIbCKUX HACENEHHBIX MyHKTaX, B KOTOPBIX

OTCYTCTBYIOT allT€YHbIC OpPraHU3allu;
(B pen. DenepanbHbIX 3aK0HOB 0T 25.06.2012 N 93-D3, o1 27.12.2019 N 475-D3)

4) mpuHATHE pemieHus o0 HUCIOJNb30BaHUM Ha TeppUTOpun cyobekra Poccuiickoit @eneparuu
HapsIy C perenTaMy Ha JIEKapCTBEHHBIE TIpenapaThl, 0()OpMIIEHHBIMU Ha OYMa)KHOM HOCHTEJIE, PEIETITOB
Ha JIEKapCTBEHHbIE Mpenaparsl, CGOPMUPOBAHHBIX B ()OPME FNEKTPOHHBIX JOKYMEHTOB.

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

nasa 3. TOCYAAPCTBEHHASA ®APMAKOIEA

Cratba 7. PaspaboTka n usgaHume rocyaapctBeHHOM hapmakoneu, pasmeLleHue
AaHHbIX O Hen

1. Tlox rocymapcTBeHHOW (apMakoreeil MOHUMAeTcs CBOJ OOmMUX (hapMakOMEeHHBIX CTaTe u
(hapMaKoOIeHHBIX CTaTEH.

2. Pa3paboTtka oOmumx ¢apMakonelHbIXx cTaTedl W (apMakoNeHHbIX cTaTeld, B TOM YHUCIIE
(apMakoIeHBIX cTaTed Ha (QapMakolelHble CTaHAapTHBIE oOOpasmbl, W BKJIOYEHHE WX B
rOCYJapCTBEHHYIO ()apMaKONE OCYIIECTBISAIOTCS B TOPSJIKE, YCTAaHOBJICHHOM YIMOJHOMOYEHHBIM
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

(benepanbHbIM OPraHOM HCIIOJIHUTEIBHON BIIACTH.
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Pa3pabotka dapmakoneiiHoi cTaThu Ha pedepPEHTHBIN JIEKAPCTBEHHBIN MpenapaT U BKIIOUYCHHE
ee B rOCyIapCTBEHHYIO (apMakorel0 B TEUEHHE CpOKa JCWCTBUS 3alIUTHl MCKIIOYUTEIHHOTO MpPaBa,
YIOCTOBEPEHHOI'0 MAaTeHTOM Ha pe)epeHTHBIN JIEKapCTBEHHBINM Mpenapar, OCYIIECTBISIOTCS C COracHs
ero pa3padoT4HKa.

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

4. TocynmapctBeHHass (¢apmakores U3JaeTCsl YIOJTHOMOYEHHBIM (hefepaibHbIM  OpPTaHOM
WCTIOJTHUTEIIEHOM BJIACTH 3a CYET CPEICTB (eliepaIbHOro OIOPKETa U MOJUICKHT TIEPEH3IaHUsIM HE PEKe
9eM OJIMH pa3 B IMATh JIET, B MEPUOJI MEKIY KOTOPBIMHU H3AIOTCS MPHIOKECHUS K TOCYIapCTBEHHOM
(dapmakoriee, cojaepxamniue oOmme ¢apMmakornelHple cTaTbu W (W) (apMakoIleHHBIC CTaThH,
YTBEPKIACHHBIC TIOCTIC H3aHUS WM IePEU3IaHus TOCYIapCTBEHHOM (papMakomnen.

5. YnonHomoueHHBIH (enepanbHblii OpraH HCHOJHUTENBHON BJIACTH pa3MellaeT JaHHbBIE O
rocyIapcTBEHHOU (hapMakoriee U MPIWIOKCHHUSIX K Hell Ha CBoeM OQHUITMAIBHOM caiite B cetn "MHTEepHET"
B YCTAHOBJICHHOM UM TOPSJIKE.

aea 4. FTOCYOAAPCTBEHHbIA KOHTPOJIb NPU OBPALLEHUA
NNEKAPCTBEHHbIX CPEACTB

Cratbss 8. JluueH3uMpoBaHMe nNpPOM3BOACTBA JIeKAapPCTBEHHbIX CpeacTB U
dapmaueBTUYECKON AeATENBLHOCTHU

1. JInneH3upoBaHue MPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJACTB M (papMaleBTUUECKOH JesTeIbHOCTH
OCYILECTBIISIETCSA B COOTBETCTBUU C 3aKOHOIaTelbcTBOM Poccuiickoit denepanyu.

2. O0s3aTeabHBIM YCIOBHEM ITPEIOCTABIECHUS JIMIEH3UN Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
SIBJIETCS MPUJIOKEHUE K 3asBICHUIO COMCKATelNs JIMIIEH3UM MEepeyHs JIEKAPCTBEHHBIX (GOopM U (WUIIN)
BUJIOB (hapMaleBTUUECKUX CYOCTaHLMN, KOTOpbIE MPOU3BOAUTENH JIEKAPCTBEHHBIX CPEACTB HaMepeH
IIPOU3BOIUTE.

3. B ciiyuae HEOOXOJMMOCTH paclIMpeHHs IPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB 3a CUET HOBBIX
JIEKapCTBEHHBIX (POpM M BUIOB (PapMalleBTUUECKUX CYOCTAHIIMI TPOU3BOIUTENH JIEKaPCTBEHHBIX
CPEeZACTB JA0JKEH NepeoOPMHUTD JHUILIEH3UIO Ha TPOU3BOICTBO JIEKAPCTBEHHBIX CPEJICTB.

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

Koncynprantllntoc: npumeuyanue.
C 29.12.2020 ct. 8 nonomusiercs u. 4 (O3 ot 27.12.2019 N 481-03). Cm. Oyayl1yro penakiuio.

KoncynprantlIntoc: npumeyanue.
C 29.12.2020 mannbrit nokymeHt gomnonnsercs cT. 8.1 (D3 ot 27.12.2019 N 481-®D3). Cm. Oyayuryro
PENaKIHIO.

Cratba 9. [locymapcTBeHHbInW KOHTponb (Hap3op) B cdepe obGpalieHus
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

neKkapcTBeHHbIX CpeAcTB
(B pea. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

1. T'ocynapcTBeHHBIH KOHTPOJIb (Haa30p) B chepe oOpaleHus JIEKapCTBEHHBIX CPEJICTB BKIIIOYACT B
cels:

1) NUIEH3MOHHBIH KOHTPOIL B cepe MPOM3BOJCTBA JICKAPCTBEHHBIX CPEIACTB U B cdepe
(hapmaleBTUUECKOH 1eATeIbHOCTH;

2) dhenepanpHBINA TOCYIAPCTBEHHBINA HAI30p B cepe oOpaleHus JIeKapCTBEHHBIX CPEICTB;

3) BBIOOPOYHBIM KOHTPOJIb KAUeCTBA JIEKApPCTBEHHBIX CPEZCTB.
(. 3 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. JIMLIEH3MOHHBIM KOHTpPOJb B cdepe HPOM3BOJCTBA JIEKAPCTBEHHBIX CPEICTB U B cdepe
(bapManeBTHYECKONH JEATEIPHOCTH OCYIIECTBISICTCS  YIMOJHOMOYEHHBIMU  (hefiepallbHBIM ~ OpraHOM
UCIIOJHUTEJIBHOM BJIACTU M OpraHaMM HCIOJHUTENBbHOM BiacTu cyObekToB Poccuiickoit Denepanuu
COIIACHO MX KOMIIETEHLIMM B MOpsAJKE, ycTaHOBIeHHOM denepanbHbIM 3aKOHOM OT 26 nexadpst 2008
roga N 294-®3 "O 3ammre npaB OPUAUYECKUX JIHI U WHIUBUIYAIbHBIX HpEANpPUHUMATENEH IpU
OCYILIECTBJICHUN TIOCYAAPCTBEHHOTO KOHTPOJS (HaA30pa) M MYHULUIAIBHOIO KOHTpOJIA", C y4eToM
0cOOEHHOCTEH OpraHu3alyu U IPOBEIEHUS MPOBEPOK, YCTaHOBIECHHBIX DeiepaabHbIM 3aKOHOM OT 4 Mast
2011 roga N 99-@3 "O nuueH3upoBaHUU OTAEIbHBIX BUI0B JAESITEIbHOCTH" .

3. ®epepanbHbI TrOCYyJapCTBEHHBI Haa30p B cdepe oOpalleHus: JEKapCTBEHHBIX CPEICTB
OCYILIECTBIISIETCSl YIIOJTHOMOYEHHBIMHU (peZiepalbHbIMU OpPraHaMu HCIOJHUTENBHON BIAacTH (najnee -
OpraHbl TOCYJapCTBEHHOTO HaJ30pa) COMIaCHO HUX KOMIETEHIIMM B IMOPAAKE, YCTAaHOBJICHHOM
[IpaBurenscTBoM Poccuiickoit denepanun.

4. @enepanbHBIl TOCYAApCTBEHHBIM Ham30p B cdepe oOpalleHus JIeKapCTBEHHBIX CPEACTB
BKJIFOYAET B ceO4:

1) opraHu3anuio ¥ MpoBeleHUE NMPOBEPOK COOMIOAECHUS CyOBEKTaMU OOpalleHUs JeKapCTBEHHbIX
CpC€ACTB YCTAHOBJICHHBIX HACTOAIIUM qDeI[epaJ'IBHI)IM 3aKOHOM W MNPUHATBIMA B COOTBCTCTBHH C HUM
MHBIMH HOPMAaTUBHBIMU NpPaBOBBIMU akTamu Poccuiickoit denepanuu TpeOoBaHUN K JTOKIMHUYECKUM
HCCICAOBAHHAM JICKAPCTBECHHBLIX CPEACTB, KIIMHUYCCKHUM HCCICIOBAHHAM JICKAPCTBCHHBIX ITPEIIapaTos,
XpaHEeHHI0, TepeBo3ke, BBO3y B Poccuiickyio @enepaiuio, OTIYCKY, peaqu3aliM JIEKapCTBEHHBIX
CpCACTB, MNPUMCHCHHIO JICKAPCTBCHHBLIX IMPEIapaToB, YHUUYTOXCHUIO JICKAPCTBCHHBLIX CPCACTB,
YCTAQHOBJICHUIO MPOM3BOJUTENSIMH JIEKAPCTBEHHBIX IPENapaTroB I€H Ha JEKapCTBEHHbIE NpenapaTsl,
BKIJIFOYCHHBIC B IICPCUCHDb )KU3HCHHO HeO6XO)II/IMI)IX W BOKHEHIITNX JICKApCTBCHHBIX ITPEIIapaToB, 4 TAKXKE
COOJIIOJICHUST  YIOJHOMOYEHHBIMM OpraHaMH MCIIOJHHUTEIbHON BiacTH CcyObekToB Poccuiickoii
(De)lepaum/l MCTOAWKHN YCTAHOBJICHUA TMPCACIBbHBIX Pa3sMCpOB OIITOBBIX Ha)I6aBOK n NpeACIIbHBIX
pa3MepoB PO3HUYHBIX HaJI0ABOK K (PaKTHUECKUM OTIYCKHBIM 1I€HAM, YCTAHOBJIEHHBIM MTPOU3BOIUTENSIMHU
JICKApCTBCHHBIX IMpe€rapaToB, Ha JICKAPCTBCHHBLIC IIpC€HiapaThbl, BKIIOYCHHBIC B TICPCUYCHL XU3HCHHO
HEOOXOMMBIX U BXKHEHIINX JIEKAPCTBEHHBIX MIPENapaToB (Aajee - o0s3aTeNbHbIe TPEOOBaHMS);

(B pen. ®exnepanbHoro 3akona ot 27.12.2019 N 475-03)

2) OpraHu3alyio U IpOBEJAEHNE IPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPEACTB, HAXOAIINXCS B
rpaxaaHCKoOM 000pOTe, YCTAHOBJICHHBIM TPEOOBAHUIM K UX KaYECTBY;
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"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

2.1) npoBe/ieHHE KOHTPOJIBHBIX 3aKyIOK B LEJISX MPOBEPKHU COOJIOICHUS CyOBEKTaMH OOpaliCHUs
JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOUMMHU PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU IIperapaTamu
IUI1 MEAMLIMHCKOTO NPUMEHEHUs, MpaBWl OTIyCKa JIEKAPCTBEHHBIX IpPENapaToB JUIsl MEIULMHCKOIO
npuMeHeHuss ©  (WIM) 3ampera  npofaxkd  (GaibCU(UIMPOBAHHBIX  JIGKAPCTBEHHBIX  CPEJICTB,
HEe100pOKAaYECTBEHHBIX JICKAPCTBEHHBIX CPEJCTB U KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

(m. 2.1 BBenen denepanbHbIM 3aK0HOM 0T 27.12.2018 N 511-D3)

2.2) npoBe/ieHUE KOHTPOJIbHBIX 3aKYIMOK B LENSIX MPOBEPKU COONIOCHUS CyOBEeKTaMu OOpalieHus
JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBISIONIMMHU PO3HUYHYIO TOPTOBIIIO JICKAPCTBEHHBIMHU IIpernaparaMu
JUIS BETEPUHAPHOTO TMPUMEHEHHS, TMpaBWI HaJUIekKalled anTeuyHOM MPaKTUKH JIEKapCTBEHHBIX
MpermapaToB Uil BETEPUHAPHOTO MPUMEHEHHs W (WIM) 3ampeTra MpoJaxu QarbcuGpUIMpoBaHHBIX
JIEKapCTBEHHBIX  CPEACTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB U KOHTPa(aKTHBIX
JIEKapCTBEHHBIX CPEJICTB;

(m. 2.2 BBeneH denepanbubiM 3aK0HOM 0T 02.08.2019 N 297-03)

3) opraHu3aIuio U mpoBeaeHue papMaKoHaI30pa;

4) npuMeHEeHHUE B MOPS/IKE, YCTAHOBICHHOM 3aKOHOJaTenbcTBOM Poccuiickoit deneparyu, Mep 1o
MIPECEUYCHUIO BBISBJICHHBIX HAPYIICHUH 00s3aTelNbHBIX TPEOOBaHMA M (WJIM) YCTPAHEHUIO IOCIIEACTBUI
TaKUX HapyIICHWH, B TOM 4YHCJIE NPUHSATHE pEIICHHS O HAXOXKICHUH JICKAPCTBEHHBIX CPEJICTB B
oOpalieHny, BpIAaYy MPEaNICcanuii 00 yCTpaHEHNUH BBISABICHHBIX HAPYIICHHH 003aTeNbHBIX TPEOOBAHHIHA
U TIPUBJIICYCHNE K OTBETCTBEHHOCTH JIUI], COBEPUIMBIINX TaKUE HAPYLICHUS.

(dactb 4 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. ®enepanbHBI TOCYJapCTBEHHBI Haa30p B cdepe oOpalleHusl JEKapCTBEHHBIX CPENCTB
OCYIIECTBJISIETCS. B TOPsAJKE, yCcTaHOBIEHHOM denepanbHbIM 3akoHOM OT 26 nekabps 2008 roma N
294-®3 "O 3ammre TMpaB IOPUIMYECKUX JIMII M HWHIMBUAYAJIBHBIX MpeJIpUHUMATENEH IpH
OCYILIECTBJICHUN T'OCYAAPCTBEHHOTO KOHTPOJIS (HaA30pa) M MYHUIUIAIBHOIO KOHTPOJA", C Yy4eToM
0cOOEHHOCTEH, yCTAaHOBJIEHHBIX HacTosel craTbeld. IlpeaBapuTenbHOE corjacoBaHHE C OpraHaMH
MPOKYpPATypbl CPOKOB TPOBENICHUS] BHEIUIAHOBOW MPOBEPKU CYOBEKTOB OOpallieHHs JIEKapCTBEHHBIX
CpPeACTB, a TakXke MpeJBapUTEeIbHOE YBEAOMIIEHHE IOPUIMYECKUX JIML, HHIUBUAYaJIbHBIX
IpearpuHUMaTeaeii o Hayale TpoBeNeHUs 5TOH mpoBepku He TpelOyerca. OpraHbl NPOKypaTypsl
U3BELIAIOTCA O NPOBEICHUM BHEMJIAHOBOW NMPOBEPKH CYOBEKTOB OOpAIleHHs JIEKApCTBEHHBIX CPEJCTB
MOCPECACTBOM HAIIPABJICHUA COOTBCTCTBYIOHIUX AOKYMCHTOB B TCUCHUC TPEX pa60q1/1x I[H€I>'I C MOMCHTAa
OKOHYaHUs MPOBEJICHHsI yKa3aHHON BHETIJIAHOBOW MPOBEPKH.

(dactb 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. JloKHOCTHBIE NHIla OpraHa TOCYAapCTBEHHOTO Haa30pa B MOPSAIKE, YCTAaHOBICHHOM
3aKkoHoJaTenbcTBOM Poccuiickoit denepanniv, UMEIOT MPaBo:

1) momy4yaTh Ha OCHOBaHWH MOTHMBHMPOBAHHBIX MUCHMEHHBIX 3aIPOCOB OT CYOBEKTOB OOpaIeHUS
JIEKApCTBEHHBIX CPEJICTB, OPTaHOB HCIIOJTHUTEIBHOM BJIaCTU CyOBekTOB Poccuiickoit ®Denepannu u
OpraHOB MECTHOTO CaMOYIpaBIeHUs JOKYMEHThI W HHQOpMAIMIO IO BompocaMm oOpalieHus
JIEKaPCTBEHHBIX CPEJICTB;

2) OecmpensTCTBEHHO IO TMPEIBbSBICHHUH CIYKEOHOTO YIOCTOBEPEHHMS W KOMHUH IpHKa3a
(pacnopsikeHHs) opraHa rocy1apCTBEHHOr0 HaJ30pa O Ha3HAYEHUU IPOBEPKHU MOCEHIaTh UCIOJIb3yeMble
IOpUANYECKUMH JIMIIAMH, WHAUBUAYAIbHBIMH TPEANPUHUMATENSAMU, SBISIONIMMUCST CyOBbEeKTaMU
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06pa1ueHH;1 JICKApCTBEHHBIX CPEACTB, IMPHU OCYIICCTBICHUU CBOCH ACATCIBbHOCTH TCPPUTOPHHU, 3JaHUA,
MMOMCHICHUA U COOPYIKCHHA B LCJIAX IPOBCACHUSA MepOHpI/ISITI/Iﬁ 110 KOHTPOJIIO,

3) mpoBoauTh OTOOP O0Opa3LOB JEKAPCTBEHHBIX CPEACTB, NMpPEIHA3HAYCHHBIX Ui peaau3aluu U
peanu3yeMblXx cyObeKkTamMu OOpalieHHs JIEKapCTBEHHBIX CPEJCTB, JJIs TPOBEPKM HX KayecTsa,
MIPOBEJICHUSI UCCIICJOBAHMM, HWCIBITAHUA B COOTBETCTBMM C THpaBWjiaMu oTOopa 00OpasloB,
YCTAHOBJICHHBIMH YIIOJIHOMOYEHHBIM (heiepabHbIM OPTaHOM HCIIOJIHUTENFHON BIACTH;

3.1) nOpoBOAUTH KOHTPOJBHBIE 3aKYNKHU JIGKAPCTBEHHBIX IMPENapaToB Ui MEAUIMHCKOIO
MPUMEHECHHUST B IENAX TMPOBEPKH COONIOICHUs CyOBEeKTaMu oOOpalleHus JEKApCTBEHHBIX CPEJICTB,
OCYIIECTBISIONIMMU PO3HUYHYIO TOPrOBIIO JICKAPCTBEHHBIMU IMpermapaTamMu s MEIUIIMHCKOTO
MIPUMEHEHHUS, TPAaBHJI OTITYCKa JIEKAPCTBEHHBIX IMPENapaToB i MEAUIIMHCKOTO MPUMEHEHUs U (WIJIH)
3ampera  npoAaxkud  (panbCU(UIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB, HEIOOPOKAYECTBEHHBIX
JIEKapCTBCHHBIX CPEJICTB U KOHTPA(aKTHBIX JIEKAPCTBECHHBIX CPE/CTB;

(m. 3.1 BBenen denepanbHbiM 3aK0HOM 0T 27.12.2018 N 511-D3)

3.2) npoBOAUTH KOHTPOJIBHBIE 3aKyNKHU JIEKAPCTBEHHBIX MPENaparoB i BETEPUHAPHOIO
NPUMEHEHHUsT B IIESIX IPOBEPKU COOJIONEHHS CYOBEKTaMH OOpalieHusl JIEKapCTBEHHBIX CpPE/ICTB,
OCYHIICCTBIIAIOIIMMHA  PO3HHUYHYIO TOPIroOBJIIO JICKAPCTBCHHBIMU IIpCliapaTaMu IJid BETCPUHAPHOTO
NPUMEHEHHs, TpaBWJ HA/UIeXKalleld anTeyHOW MPAaKTUKU JICKAPCTBEHHBIX IIPErapaToB I
BETEPUHAPHOTO MPUMEHEHHS U (MJIH) 3arpeTa MpoJaxu (hanbcu(UIMpOBaHHBIX JIEKAPCTBEHHBIX CPEJICTB,
HEeT0OOPOKaueCTBEHHBIX JICKAPCTBEHHBIX CPE/ICTB U KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

(m. 3.2 BBeneH denepanbHbiM 3aK0HOM 0T 02.08.2019 N 297-03)

4) BbIIaBaTh CyOBEKTaM OOpAaIlIEeHUs JIEKAPCTBEHHBIX CPEACTB MNPEANHCAHUS O MpPEeKpalleHUuH
HapylIeHU oO0s3aTenbHbIX TpeOOBaHMI M 00 yCTpaHEHMM BBISIBICHHBIX HapylIEHUN 005S3aTeNbHbBIX
TpeOOBaHUM;

5) HAIpaBJIATH B YIIOJTHOMOYCHHBIC OpTraHbl MaTCpUualibl, CBA3aHHBIC C HAPYIICHUSAMU 00513aTeNIbHBIX
Tpe60BaHPII>i, IJI pEIICHUA BOIIPOCOB O BO36y>K,Z[eHI/II/I YIr'OJIOBHBIX ACJ IO IIPpU3HAKAM HpeCTYHHCHHﬁ.

7. BBI6OpO'~IHI>II\/JI KOHTPOJIb Ka4CCTBA JICKAPCTBCHHLIX CPCACTB OCYHICCTBIACTCA YIIOJHOMOUYCHHBIM
(l)eI[epaJ'ILHLIM OopraHoM HCIIOJIHUTEILHOM BIACTH B YCTAHOBJICHHOM UM HOPAAKEC U BKIIFOYACT B ce0st:

1) oOpaboTKy CBeneHHi, B 00s13aT€TLHOM TOPSIKE MPEAOCTABIIEMBIX CYyOBEKTaMH OOpaIleHUs
JIEKapCTBEHHBIX CPEJNICTB, O CEPUSIX, MAPTUAX JIEKAPCTBEHHBIX CPENICTB, MOCTYIMAIOIINX B TPaXIaHCKHMA
o0opot B Poccuiickoit denepanuu;

2) otOop 00pa3lOB JEKApCTBEHHBIX CPEJICTB y CYOBEKTOB OOpAIlCHUs JIEKApCTBEHHBIX CPEJICTB B
LEesIX MPOBENEHUSI HCIBITAHUNA Ha WX COOTBETCTBHE TPEOOBAHMSIM HOPMATUBHOW JOKYMEHTAIlUU WM
HOPMATHBHBIX IOKyMEHTOB;

3) mpuHATHE TO pe3yJbTaTaM IMPOBEAECHHBIX HCHBITAHUN pElIeHHs] O JajbHEHIIeM Ipa)JIaHCKOM
000pOTE COOTBETCTBYIOLIETO JIEKAPCTBEHHOI'O CPENICTBA;

4) mpuHATHE YHNOJHOMOYEHHBIM (eepaibHbIM OpPraHOM HCIIOJIHUTEIBHOW BJIACTU PEHICHHS O
NepeBO/Ie JIEKAPCTBEHHOT'O CPEACTBA Ha MOCEPHHHBIN BHIOOPOUHBIH KOHTPOJIb KayecTBA JIEKAPCTBEHHBIX
CPEICTB B Ciy4a€ IIOBTOPHOTO BBISIBIICHHS HECOOTBETCTBUS KadeCTBA JIEKAPCTBEHHOIO CpEACTBA
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YCTAaHOBJICHHBIM TpeOOBaHMsIM © (IIpM  HEOOXOJUMOCTH) O TMPOBEpPKE CyOBeKTa oOpalieHus
JIEKapCTBEHHBIX CPEICTB. Pacxoipl, CBS3aHHBIC C MPOBEACHHEM IMOCEPUHHOTO BHIOOPOYHOTO KOHTPOIIS
KauecTBa JIEKAPCTBEHHBIX CPEACTB, OIUIAYMBAIOTCS MPOU3BOAMUTENEM JIEKAPCTBEHHOTO CpENCTBa JIMOO
Jiep KaTesIeM MU BIIAJCITIbIIEM PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO IIpernapara.

(dactpb 7 BBeneHa DenepabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

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

CraTtbsa 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka neKapCTBEHHBIX CPEACTB BKJIIOYAeT B ce0s MOUCK HOBBIX (DapMaKOJIOTHMYECKU
aKTUBHBIX BEIIECTB, IOCJIEAYIOIIEe H3YYEHHE MX JIEKapCTBEHHBIX CBOMCTB, JIOKJIMHUYECKUE
UCCIIEeIOBaHMs, pa3pabOTKy TEXHOJIOTUH MPOU3BOJACTBA (hapMalleBTHUECKUX CYOCTaHIMM, pa3paboTKy
COCTaBOB M TEXHOJIOTUI MPOU3BOCTBA JIEKAPCTBEHHBIX MIPENapaTOB.

2. dunaHCcoBOE oOecIieueHre Pa3padOTKH JICKApCTBEHHBIX CPEJICTB OCYIIECTBISIETCS 33 CUET:
1) cpencTB penepanbHOTO OIOKETA;
2) cpencTB pa3pabOTUUKOB JICKAPCTBEHHBIX CPEJICTB;

3) CPEICTB IPOU3BOJUTENIEH JIEKapCTBEHHBIX CPEICTB npu BBINIOJTHEHUH
HAy4YHO-HMCCIIEIOBATENbCKUX PA0OT MO JOTOBOPY MEXAY pa3pabOTUUMKOM JIEKapCTBEHHBIX CPENCTB U
MIPOU3BOIUTEINIEM JICKAPCTBEHHBIX CPEJICTB;

4) HWHBIX HC 3alIPpCHICHHBIX 3aKOHOAATCIILCTBOM Poccuiickoit CDe,Z[epaI_II/II/I HNCTOYHUKOB.

3. IIpaBa pa3zpaboTurKa JEKapCTBEHHOI'O CPEJICTBA OXPAHSIIOTCS IPaskJaHCKUM 3aKOHOAATEIbCTBOM.

Cratba 11. [oKnuHMYECKOe uccrnenoBaHMEe JleKapCTBEHHOro cpeactea AaAns
MeAULIMHCKOro NpMMeHeHuns

1. I[OI(J'II/IHI/I‘IGCKOC HCCICAOBAHUC JICKAPCTBCHHOI'0O CPEACTBA I MCAUIUHCKOIO ITPUMCHCHHSA
MMpOBOAWUTCA IMYTEM HNPUMCHCHHA HAYUYHBIX MCTOJOB OICHOK B MNCIX IMOJIYYCHHUS OOKa3aTCIbLCTB
6€3OH8.CHOCTI/I, Ka4ycCTBa U Sq)(l)eKTI/IBHOCTI/I JICKAPCTBCHHOI'O CPCACTBA.

2. JloxIMHUYECKOEe WCCIEeIOBaHUE JIEKAPCTBEHHOTO CPEICTBA U METUIIMHCKOTO MPHMEHEHHS
MPOBOJUTCS B COOTBETCTBUM C TpPABMJIAMHU HaJyIeXkalled 1a0opaToOpHOM MPAaKTUKH, YTBEPKIECHHBIMU
VIIOJTHOMOYEHHBIM (heiepalIbHbIM OPTaHOM UCTIOTHUTEIIFHON BIACTH.

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

3. Jlns opranu3anuy U NpoBeIeHUs TOKIMHUYECKOTO UCCIIEJOBaHUS JIEKAPCTBEHHOTO CPECTBA s
MEIUIIMHCKOTO  MPUMEHEHHs]  pa3pabOTYMKU  JIEKAPCTBEHHBIX  CPEACTB  MOTYT  IPUBIIEKATh
Hay4YHO-HCCIIeI0OBAaTEeNIbCKIE OpraHu3aluy, 00pa3oBaTeNIbHbIE OpraHMU3allMM BBICHIEr0 00pa3oBaHUS,
HUMEIOIIUE HEOOXOAUMYIO MaTepUalbHO-TEXHHUYECKYIO0 0a3y W KBaTU(UIIMPOBAHHBIX CHEIHATUCTOB B
COOTBETCTBYIOIIEH 001aCTH UCCIIEIOBAHMUS.
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(B pen. @enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

4, I[OKJII/IHI/I‘-IGCKOC HUCCICAOBAHUEC JICKAPCTBCHHOI'O CpCACTBA JIA MCAUIHUHCKOIO IMPHUMCHCHUA
IIPOBOAUTCA IIO YTBEPKIACHHOMY pa3pa6OT‘lI/IKOM JICKAPCTBCHHOI'0 CpE€ACTBa IIJIaHY C BCIACHUCM
IMPOTOKOJIa 3TOT0 MCCICAOBAHUA WM COCTABJICHHEM OTUYCTA, B KOTOPOM COACPIKATCA PEC3YJIbTATbl 3TOIO
HCCICAOBaHUSA MW 3aKJIHOYCHUC (6] BO3MOXHOCTH  HIPOBCACHUA  KIMHHUYCCKOI'O HCCIICIOBAHUA
JICKApCTBCHHOT'O IperiapaTta JJId MCIUIUHCKOIO IPUMCHCHMU .

5. [IpoBenenue nmpoBepok COOMIOACHUS MPAaBUI HaAJexKalel 1a00paToOpHOM MPAKTUKH U PABOBBIX
HOPM HCIIOJIb30BAaHUS JKMBOTHBIX MPH MPOBEICHUU JOKIMHUYECKHX WCCICAOBAHUN JICKAPCTBEHHBIX
CPEICTB AJsi MEIULMHCKOTO IMPUMEHEHHUs OCYIIECTBISETCS YMOJIHOMOYEHHBIM (efepaibHbIM OpraHOM
HCIOJIHUTEIbHOMN BJIACTH.

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

6. Pe3ynbTaThl JOKIMHUYECKOIO HCCIIEOBAHMS JIEKAPCTBEHHOI'O CpEACTBA I MEAMIIMHCKOIO
MIPUMEHEHUSI MOTYT OBITh MPEACTaBIEHBbl B YHNOJHOMOYECHHBIN (enepalbHblil OpraH MUCHOJHUTEIbHOM
BJIACTH B YCTAHOBJICHHOM IOPSAKE B LIETSAX TOCYIaPCTBEHHON PETUCTPaIlMy JIEKapCTBEHHOTO IIpenapara.

Cratba 12. [OKNMHUYECKOe MUccneaoBaHUe JeKapCTBEHHOro cpeacrtBa W
KIIMHUYECKOEe MuccnefoBaHMe JEeKapCTBEHHOro npenapara pAnA  BeTepuHapHOro
npPUMeHeHuns

1. JloknMHMYECKOE HCCIIEIOBAHUE JIEKAPCTBEHHOI'O CPEACTBA Il BETEPUHAPHOTO IPUMEHEHUs
IPOBOJUTCS. IIyTeM IPUMEHEHHUS HAayYHBIX METOJOB OIICHOK B MLEJISIX IMOJIY4EHHUS J10Ka3aTelbCTB
0e30IacHOCTH, KauecTBa U 3(P(HEKTUBHOCTHU JIEKAPCTBEHHOTO CPEJCTBA, B TOM YHCJE OIpPEEIICHHs CpOKa
€ro BBIBEJICHUS U3 OpraHM3Ma JKUBOTHOIO, B LIEJSX oOecreyeHus: 0€30MacHOCTH NMPOIYKIUU KUBOTHOTO
MIPOUCXOXACHHUS MTOCIIE IPUMEHEHHUSI COOTBETCTBYIOIIETO JIEKApPCTBEHHOTO Mpernapara.

2. JIOKIMHHYECKOE HCCIEN0BAaHUE JIEKAPCTBEHHOIO CPEACTBA M KIMHUYECKOE HCCIIEJOBaHHE
JIEKapCTBEHHOI'0 Ipemnapara JUis BETEpUHAPHOIO INPUMEHEHHs, HCCIe0BaHWE OMO3KBUBAJIEHTHOCTH
YKa3aHHOT'O JIEKapCTBEHHOT'O IpernapaTa MPOBOAATCA B COOTBETCTBMM C IIPAaBWJIAMHU, YTBEPXKICHHBIMHU
YIOJTHOMOYEHHBIM (e/IepalbHbIM OPTaHOM MCIIOTHUTEIbHON BIACTH.

3. JIOKJIIMHUYECKOE HCCIIENOBAHUE JIEKAPCTBEHHOIO CPEACTBA M KJIMHHMYECKOE MCCIEI0BAHNE
JIEKAPCTBEHHOI'0 Mpernapara Uil BETEPUHAPHOIO IPUMEHEHMSI MPOBOJATCA 110 YTBEPKICHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CpEACTBA IUIAHY C BEJIEHHEM MPOTOKOJIOB 3TUX HCCIEI0BaHUMA U
COCTABJICHHEM OTYETOB, B KOTOPBIX COAEPIKATCS PE3YIbTAThl ATUX UCCIIEIOBAHUMN.

4. Jlna opraHu3aluy U MPOBENEHUS JTOKIMHUYECKOTO HUCCIIEI0BAaHUS JIEKaPCTBEHHOIO CPEACTBAa U
KJIIMHUYECKOT0 UCCIIEI0OBAaHUS JIEKAPCTBEHHOTO MpernapaTa Jiylsl BETepUHAPHOTO IPUMEHEHHUS pa3padoTuuK
JIEKapCTBEHHOTO  CPEACTBA  MOXET  NpUBJIEKaTb  OpraHu3aliM, HMEIoUMe  HEoOXOJUMYIO
MaTepUaIbHO-TEXHUYECKYIO 0a3y M KBAIU(DHUIMPOBAHHBIX CHEIHAIUCTOB B COOTBETCTBYIOIIEH 00JacTH
UCCIIEIOBaHUS.

5. KnuHnueckne uCClenoBaHMs JIEKAPCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOTO INPUMEHEHMS
MIPOBOJAATCS B BETEPUHAPHBIX OPraHMU3alUsAX W B OpPraHU3alUAX, OCYIICCTBIISIOLIUX pa3BEICHMUE,
BBIpAIIMBAHUE U COJIEPKAHUE )KUBOTHBIX, B LEIAX:
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pex. ot 13.07.2020) Hoxyment npenoctasien Koncynsrantlmoc

"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB" Hata coxpanemms: 04.08.2020

1) YCTAHOBJICHHUS IIEPEHOCUMOCTH JICKAPCTBCHHBIX IIPCIIapaToOB 310POBBIMUA ) KUBOTHBIMU

2) monbopa ONTUMAIBHBIX JO3MPOBOK JICKAPCTBEHHBIX IpeNapaToB W Kypca JICUECHHUS Ha
KOHKPETHOM IpyIIIE )KUBOTHBIX C ONPE/IEICHHBIM 3a00JI€BaHUEM;

3) ycTaHoBieHHUs1 O€30MAaCHOCTH U 3(P(PEKTUBHOCTH JIEKAPCTBEHHOTO IpenapaTa, mpeJHa3HaueHHOTO
IUIs JIeYEHUS ONPEEICHHbIX 3a00JIeBaHUM KUBOTHBIX, WIH 3((HEKTUBHOCTH JEKAapCTBEHHOI'O IIpenapara
U1 TPO(UIIAKTUKY 3a00JIeBaHU 3/10pPOBBIX KUBOTHBIX;

4) u3ydeHHs] BO3MOXHOCTEH pacUIMpeHHs I[OKa3aHWH K MNPUMEHEHHUIO 3aperucTpUpOBAHHOTO
JIEKapCTBEHHOTO TIPeTapaTa U BEISBICHUS paHEe HEU3BECTHBIX MOOOYHBIX JEHCTBUI.

6. Kimmanueckoe HCCIICAOBAHUC JICKAPCTBCHHOI'O IIpCliapaTa JId BCTCPHHAPHOI'O ITPHUMCHCHUA
OCYHICCTBIIACTCA 3a CUHET CPEACTB pa3pa60TqI/IKa JICKApCTBCHHOI'O CPCACTBA.

7. Ortdersl O pe3yiapTaTax IOKIMHMYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOIO CPEACTBA U
KJIMHUYECKOTO  HUCCIIEOBAHMs  JIEKAPCTBEHHOI'O IIpenapara JUuisi  BETEPUHAPHOIO  IIPUMEHEHUs
COCTABJIAIIOTCS  Pa3pabOTUMKOM JIEKAPCTBEHHOIO CPEJACTBA C YYETOM 3aKJIIOUCHUH OpraHu3allui,
IIPUHUMABIIHX y4aCTHUE B OPraHNU3alMu U IPOBEICHNUN 3TUX UCCIICJOBAaHUN.

8. KOHTpOHB 3a IIPOBCACHHUCM JOKIMHHUYCCKUX I/ICCJ'IG,ZLOBaHI/Iﬁ JICKAPCTBCHHLIX CPCACTB H
KIIMHUYCCKUX I/ICCJICIIOBaHI/Iﬁ JICKAPCTBCHHBIX  HOpCraparoB Ajd  BCTCPUHAPHOIO  IMPUMCHCHUA
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM Q)ez[epaanLIM OpraHomM HCITOJIHUTEILHON BJIACTH.

Maea 6. OCYLWECTBJIEHUE FOCYJAPCTBEHHOWU PETMCTPALIUN
NEKAPCTBEHHbIX NMPENAPATOB

Crtatbs 13. FlocypapcTBeHHas perMcTpauus nekapcTBeHHbIX NpenapaToB
(B pen. deaepanbHOro 3akoHa ot 22.12.2014 N 429-03)

KoncynsrantlIntoc: npumedanue.

JonyckaeTcss NpUMEHEHUE B MEIUIMHCKUX LENsAX HE 3aperuCTPUPOBAHHBIX B PdD nexkapCcTBEHHBIX
[IPEnapaToB, COAEPKALUIMX HAPKOTUUECKUE CPECTBA HIIM ICUXOTPOITHBIE BEIIECTBA, BBE3EHHBIX B PO B
cooTBeTCTBUH C 4. 3.1 cT. 47 nanHOoro MoKyMeHTa (1. 8 ¢T. 3 @3 o1 27.12.2019 N 475-D3).

1. B Poccuiickoii denepaium I0MyCKarOTCs MPOU3BOACTBO, U3rOTOBJICHUE, XPAHEHHE, NIEPEBO3KA,
BBO3 B Poccuiickyto ®enepanuro, BeiB03 U3 Poccuiickon Pepepanuu, pekiiama, OTIYCK, pealu3alus,
nepeaada, NPUMEHEHUE, YHUYTOXKEHUE JIEKapCTBEHHBIX IIPENapaTroB, €CIM OHU 3aperuCTPUPOBAHBI
COOTBETCTBYIOILINM YIIOJTHOMOYEHHBIM (heiepalbHbIM OPraHOM MCIOJTHUTENBHOM BIACTH.
(uactb 1 B pen. ®enepanbroro 3akoHa ot 13.07.2015 N 241-D3)

2. I'ocynapcTBEHHOM pErucTpaluy MoIeXkKaT:

1) Bce jexapCTBEHHbIE Ipenaparhbl, BIEpBbIE MOJIeKaIIMe BBOAY B oOpauieHne B Poccuiickoit
denepauny;

2) nekapCTBEHHbIE IpenapaThl, 3aperUCTPUPOBAHHBIE paHEE, HO IMPOU3BEAECHHbIE B JPYIHX
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

JIEKapCTBEHHbIX ()OpMax B COOTBETCTBUHU C NEPEYHEM HAMMEHOBAaHUI JIEKapCTBEHHBIX (OpPM, B HOBOU
J03UPOBKE IMPH J0KA3aTEIbCTBE €€ KIMHUYECKON 3HAUNMOCTH U 3P PEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPEnapaToB.

3. I'ocynapcTBeHHasi perucrpanus JEKapCTBEHHbBIX IIPENapaTOB OCYIIECTBISAETCS MO pe3ysibTaTaM
9KCHEPTHU3bl JIEKAPCTBEHHBIX CPEJCTB, a TOCYAAapCTBEHHas perucrpanus oppaHHBIX JIEKAPCTBEHHBIX
IIPENapaToB OCYLIECTBIISIETCA II0 pe3yJibTaTaM 3KCIEPTU3bl JOKYMEHTOB, IIPEICTaBICHHbBIX JUIS
OIpeJIeJIEHUs] BO3MOXKHOCTH pacCMaTpUBATh JIEKAPCTBEHHBIN Mpenapar A1 MEJULMHCKOTO PUMEHEHMS
IpPU  OCYIIECTBICHWH TOCYIApCTBEHHOH perucTpauiud B KadecTBe Op(aHHOrO JIEKApCTBEHHOTO
npernapara, U o pe3yJibTaTaM SKCIEePTH3bI JIEKAPCTBEHHBIX CPEACTB.

4. TocymapcTBeHHAs! peTUCTPaIlUs JICKAPCTBEHHOTO Tperapara OCYIIECTBIISICTCS COOTBETCTBYIOIIHM
YIIOJIHOMOYEHHBIM (pe/iepabHbIM OPraHOM HCIIOJIHUTEIILHOW BJIACTH B CPOK, HE TPEBBIIIAIOIINN CTa
MIECTUICCATH pabouMx JHEH CO JTHS NPUHSATHS COOTBETCTBYIOIIECTO 3asBIICHUS O TOCYAapCTBEHHOMN
perucTpaiyu JICKapCTBEHHOTO Tpenaparta. B yka3aHHBIA CPOK BKIIOYAETCS BpeMs, HEOOXOIUMOE st
MTOBTOPHOTO TPOBEIICHUSI 3KCIEPTU3Bl JIEKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBHHM CO CTartbeld 25
Hacrosiero dexepanpHoro 3akoHa. CpoK rocylapcTBEHHOW PErMCTpaIliK JICKAPCTBEHHOTO Tpernapara
HCYHCIISICTCS CO [JHS TPHUHITHS COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (peepaibHbIM  OpPraHoM
WCTIOJIHUTEJIBHOM  BJACTH  COOTBETCTBYIOIIETO  3asBJICHUS O TOCYAapCTBEHHOH  perucTpaiuu
JICKapCTBCHHOTO TIperapara C MPWIOKCHHEM HEOOXOJUMBIX JOKYMEHTOB 10 JIEHb BBIJAYH
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHS JICKAPCTBEHHOTO Tpenapara. Bpems, Heo0XoauMoe Juist HalpaBIeHUs
YIIOJTHOMOYCHHBIM  (De/iepabHbIM OPraHOM HCIOJHUTEIBLHOW BJIACTH 3ampoca O MPeACTABICHUN
HEOOXOIMMBIX MaTEPUAIIOB U MPEICTABICHHS 3asBUTEIIEM OTBETa HA JAHHBIM 3allPpOC B COOTBETCTBHU CO
cratbsimu 16, 19 un 23 nHacrosmero denepanbHOro 3akoHA, HE YYUTHIBACTCSA MPU HCUYHCICHUH CPOKa
roCy/1IapCTBEHHON PETUCTPaIlMH JIEKApCTBEHHOTO Mpernapara.

5. T'ocynapCTBEHHOW pEerucTpalmy HE MOAJIeKAT:

1) nekapcTBEHHBIE Mpenaparbl, W3TOTOBJICHHbIE ANTEYHBIMU OPraHU3ALUSAMH, BETEPUHAPHBIMU
anTEeYHbIMM OpPraHU3ALMIMH, WHIUBHYAIBHBIMUA MPEIIIPUHUMATEISAMU, KOTOPBIE UMEIOT JINLIEH3UIO Ha
(bapMareBTUUECKYIO JESITEIbHOCTh, IO peLenTaM Ha JIEKapCTBEHHBbIE IMpenapaTsl M TpeOOBaHUSAM
MEIUILMHCKUX OPTaHU3alui, BETEPUHAPHBIX OpraHU3allNi;

2) nexapCTBEHHbIE MpenapaThl, MPHOOPETeHHbIE (GU3NUYECKUMU JHIIaMU 3a npeaenamMu Poccuiickoit
®denepanyy U MpeHa3HaYeHHbIE JIS IMYHOTO UCIIOJIb30BAHMUS;

3) JICKApCTBCHHBIC MTPCIIapaThl, BBO3UMbBIC B Poccnﬁcxyro d)e;[epaumo JJI OKa3aHUusA MC,Z[HLIHHCKOﬁ
IIOMOIIIM ITIO XU3HCHHBIM ITOKAa3aHHAM KOHKPETHOI'O MalMCHTAa Ha OCHOBAHWH Pa3spClICHUA, BBIJAHHOT'O
YIIOJIHOMOYCHHBIM (I)C,Z[CpaJIBHBIM OpraHoM HCIIOJIHUTEILHOM BJIaCTH,

4) nexapCTBEHHBIE CpeICTBa, BBO3MMBIC B Poccmiickyto denepaivio Ha OCHOBAHHMH BBIJAHHOTO
YIIOJTHOMOYEHHBIM (heflepaTbHBIM OPTaHOM HCTOJTHUTEIBHOW BIACTH Pa3pellieHHs] U MpeqHa3HAUYCHHBIC
JUTsL TIPOBECHUS KIMHUYECKHX WCCIICOBAHUN JIEKAPCTBEHHBIX IMpenaparoB W (WIM) TPOBEICHUS
SKCIEPTU3bl  JIEKAPCTBEHHBIX  CPEICTB Uil  OCYLIECTBIIEHUS TOCYJAPCTBEHHOM  pErucrpauuu
JIEKapCTBEHHBIX MPENapaToB;

5) dbapmanieBTUUYECKHE CyOCTAHIINH;
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Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

6) panuodapmaleBTUYECKUE JIEKApCTBEHHbIE Ipenaparbl, U3TOTOBJICHHBIE HEMOCPEIACTBEHHO B
MEIUIIMHCKUX OpPTaHM3aIUsIX B TMOPSIKE, YCTAHOBICHHOM YIOJHOMOYECHHBIM (elIepalbHBIM OpPraHoOM
WCIIOJIHUTENILHOM BIIaCTH;

7) AexapCTBEHHbIE IPENapaThl, MPOU3BOAUMBIC JJISI SKCIIOPTA.
6. He nomyckaercs rocy1apcTBEHHAs! perucTpaLus:

1) 7nexapcTBEHHBIX IIpeNapaToB, OTIMYAIOUIMXCA JpPYr OT JApyra KayeCTBEHHBIM COCTaBOM
JNEUCTBYIOIMUX BEIIECTB, I10J OAUHAKOBBIM TOPIrOBBIM HAMMEHOBAHUEM;

2) OIHOTO JIEKAapCTBEHHOT'O IpenapaTa, IpPEeACTaBICHHOIO Ha IOCYJapCTBEHHYI PErHCTpalUI0 B
OTHOIIEHHH OJHOTO W TOTO K€ Jep)XKaresisd WIM BIaJelblla PEruCTPAllMOHHOTO YIOCTOBEPEHHS
JICKApCTBEHHOTO TIpernapara B BUAE ABYX M 0o0Jee JIGKAPCTBEHHBIX INpENapaToB IOJ pa3IMYHBIMHU
TOPTOBBIMH HAUMEHOBaHUSMH.

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

7. Tlo 3ampocy (B 371ekTpoHHON ¢dopMe uiM Ha OyMaXHOM HOCHUTele) cyObekTa oOpalieHus
JIEKapCTBEHHbIX  CPEICTB  COOTBETCTBYIOIIMM  YIIOJIHOMOYEHHBIM  (efepalbHbIM  OpPraHoM
WCIIOJIHUTENIBHOW  BJIACTH, OCYIIECTBIISIIOIIMM TOCYJAapCTBEHHYIO PETUCTPALUI0  JIEKAPCTBEHHBIX
[IpenapaToB, B yCTAHOBIEHHOM UM IOPSIJIKE OCYILECTBISETCSI HAYyYHOE KOHCYJIbTHPOBAHUE 110 BOIIPOCaM,
CBA3aHHBIM C  TIPOBEJICHUEM  JIOKJIMHUYECKUX  HCCJIEJOBAHMM, KIMHUYECKUX  MCCIIEJOBAaHUU
JIEKApCTBEHHBIX TIPEnapaToB, OSKCIEPTHU3bl KAauyecTBa JIEKAPCTBEHHBIX CPENCTB, 3(P(PEKTUBHOCTH W
0€30MacCHOCTH, C OCYIIECTBICHHEM TOCYJAapCTBEHHON PEruCTpalMy JIEKAPCTBEHHBIX IPEnapaToB.
KoHcynpTupoBaHue ocCyIiecTBIsSETCS C MPUBICYEHHEM (eNepaTbHBIX T'OCYJAapPCTBEHHBIX OOJKETHBIX
YUpEXIEeHUH, IMOJBEIOMCTBEHHBIX JaHHOMY (eaepalbHOMY OpraHy HCIOJHUTEIBHOW BIACTH U HE
YYacTBYIOUIMX B OpraHU3allid IPOBEJCHHS SKCIEPTU3bl KAaueCTBa JIEKAPCTBEHHBIX CPEACTB B LEJAX
OCYILIECTBIEHUS! MX TOCYJAapCTBEHHOM pErucTpalMd B COOTBETCTBHUM CO cTarbell 16 HacTosmero
@denepalibHOTO 3aKOHA, B BUJE OTBETA B MHUCHMEHHOM (JOpME YIMOJIHOMOYEHHOTO (eiepaibHOTO OpraHa
WCIIOJTHUTENBHOW BIIACTH Ha 3ampoc. Pa3mep B3umaemoil ¢ 3asBUTENS IUIATHl ONpENENseTcs B
COOTBETCTBHUHM C 3aKOHOJaTenbcTBOM Poccuiickoii @enepanuu 00 oOpraHu3alud IpeaOCTaBICHUS
TOCYy/IapCTBEHHBIX M MYHHIMNAIbHbIX ycnyr. WHdopmamus 00 OCYIIECTBICHHH HAYYHOTO
KOHCYJbTUPOBaHUS, B TOM 4YHCII€ CTaThbU, 0030pbI, CIPABOYHBIE MaTepHaibl M HHas MHpopManus 00
OCYILECTBICHUH HAyYHOT'O KOHCYJIbTUPOBAHUS, Pa3MeLIaeTcsl Ha OQUIMAIbHOM caiiTe yIOJTHOMOYEHHOIO
(dbenepalbHOTO OpraHa HMCIHOJHUTEIBLHON BiIacTH B cetu "MHTepHET" ¢ COOMIOEHHMEM OrpaHUYEHUH,
YCTaHOBJICHHBIX  3aKOHOJIATENILCTBOM O  TEPCOHANBHBIX  JAaHHBIX, KOMMeEpUecKoh u  (WJH)
roCyJapCTBEHHOM TaiiHe.

8. T'ocymapcTBeHHass perucrpanvsi JEKapCTBEHHBIX IIPENapaToB, KOTOPHIE IMpEIHAa3HAYEHBl IS
NIPUMEHEHHsI B  YCJIOBHUSAX BOCHHBIX JCWCTBUM, 4YpE3BBIYAMHBIX CHUTyallud, MPEIyNPExRICHUS
Ype3BbIUANHBIX CUTYallMH, MPOPUIAKTHKN U JIEUeHUs 3a00JIeBaHU, MPEICTABISAIOMINX OMACHOCTh JIJIs
OKpYKaIOIIKX, 3a00J€BaHUI U MOpaKEHUH, MOITYYSHHBIX B pe3y/bTaTe BO3JEHCTBUS HEOIArONMPUITHBIX
XUMUYECKHX, OMOJOIMYECKUX, pPaJUuallMOHHBIX (aKTOPOB, U KOTOpbIe pa3pabOTaHbl B TOM 4YHCIE IO
3aaHuio (enepaabHbIX OPraHoOB HCIOJMHUTEIbHOW BJIACTH, YIOJIHOMOYEHHBIX B 00JacT OOOPOHBI
CTpaHbl M 0€30MaCHOCTH TOCYIapCTBa, OCYIIECTBISETCS B MOpPSAKE, YCTaHOBICHHOM IIpaBUTENHCTBOM
Poccuiickoit @enepanuu.

(uactb 8 B pen. deaepanpHoro 3akoHa ot 01.04.2020 N 98-D3)
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Hoxyment npenoctasien Koncynsrantlmoc
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CraTtba 14. NMpuHUMNbI 3KCNEepPTU3bI JIeKAPCTBEHHbLIX CPeacTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. 3KCHepTI/ISa JICKAPCTBCHHLIX CPCACTB OCHOBLIBACTCS Ha NPUHIMUIIAX 3aKOHHOCTH, CO6HIOIIGHI/ISI
npaB H CBO60,Z[ YCJIOBCKAa M TIpaXXJaHHWHA, IIpaB HOPUAUYCCKOI0 JMIa, HE3aBUCHUMOCTHU JKCIICPTa,
OGBGKTI/IBHOCTI/I, BCCCTOPOHHOCTU H ITOJHOTEL HCCHCHOBaHHﬁ, MNPOBOAMMEBIX C HCIIOJIb30BAHUCM
COBPCMEHHBIX ,Z[OCTH)I(GHPlﬁ HAaYKH WM TEXHUKH, OTBCTCTBCHHOCTHU (bez[epaanoro rocyaapCTBCHHOIO
6IO£[)K€THOFO YUpCKACHUA I10 MPOBCACHHUIO OSKCIICPTU3bI JICKAPCTBCHHBIX CPCACTB MW ISKCICPTOB 3a
IMPOBCACHUEC U KAYECTBO 3KCIICPTUIEI.

2. DKcnepTu3a JeKapCTBEHHBIX MIPENapaToB sl MEAULIMHCKOTO IPUMEHEHHS BKIIIOYAET B ceOsl:

1) IKCIICPTU3Y HOKYMCHTOB, MPCACTABJICHHBIX JId OIIPCACIICHHUA BO3MOXHOCTHU paCCMATPHUBATHb
JIeKapCTBeHHBIfI npemnapar ajdd MCOAUIUHCKOro IMPUMCEHCHUSA IIPpHU OCYHICCTBJICHUU FOCYI[apCTBeHHOI;'I
perucTpanuvu B Ka4CCTBEC Op(baHHOFO JICKAPCTBCHHOI'O IIpCIiaparta,

2) SKCIEPTU3Y NPEAIOKEHHBIX METOI0OB KOHTPOJIS KayecTBa JICKAPCTBEHHOTO CPEJICTBA M KayecTBa
IIPEJCTAaBICHHBIX OOpPAa3LOB JIEKAPCTBEHHOI'O CPEACTBAa C MCIIOJIb30BAaHHMEM JTHX METOJOB (Jajnee -
IKCIIEPTU3a KaueCTBA JICKAPCTBEHHOTO CPEICTBA);

3) o9KcmepTH3y OTHOILICHHS OXXHIAEMOHW IOJIb3bI K BO3MOXXHOMY PHUCKY TNPUMCHEHUS
JICKapCTBEHHOTO Iperapara;

4) SKCHEepTU3Y PETUCTPALMOHHOTO J0ChE Ha JICKApPCTBEHHBIM Mpernapar B LEISIX ONpeleieHUS
B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MTPENapaToB ISl MEAUITUHCKOTO IIPUMEHEHHS.
(. 4 BBeneH denepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

3. DkcnepTu3a JIEKapCTBEHHBIX MpPENapaToB JJs BETEPUHAPHOIO MPUMEHEHHUS BKIIOYaeT B celsd
JKCIIEPTU3Y KadecTBa JIEKAPCTBEHHOI'O CPEACTBA M DKCIEPTU3y OTHOLICHUSA OKMIAEMOW IIOJB3BI K
BO3MOKHOMY PHUCKY IIPUMEHEHHSI JIEKapCTBEHHOTO Iperapara.

Ctatbsi 15. ®epepanbHoe rocyfapcTBeHHOe OlHOAXeTHoe yupexaeHue no
NpoBeAeHUI0 IKCNepTU3bl NleKapCTBEHHbIX CPeACcTB

DKcrepTr3a JIEKapCTBEHHBIX CPEACTB MPOBOAUTCS (peaepanbHbIM TOCYAAPCTBEHHBIM OFOJIKETHBIM
YUpEXKJIEHUEM COOTBETCTBYIOLIETO YIOJHOMOYEHHOI'O (eepalbHOrO OpraHa HCIIOJIHUTEIbHON BIIACTH,
CO3JIaHHBIM ISl OO€CleUYeHUs] MCIOJHEHHsI IOJIHOMOYMH 3TOro (eaepanbHOrO OpraHa IO Bblaaye
paspellieHnii Ha TMPOBENECHHE KIMHUYECKUX HCCIIEAOBAHUN JIEKAPCTBEHHBIX MpernapaToB U (WJIK) IO
roCy/1apCTBEHHON PETUCTPALUN JIEKApCTBEHHBIX IIPENapaToB (ajee - SKCIEPTHOE YUPEKICHUE).

CraTtba 16. OpraHusaumsa npoBeaeHUNA IKCNEPTU3bI NIeKapCTBEHHbIX CPeACTB
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

l. DOkcrepTusza JIEKAPCTBEHHBIX CPEICTB IPOBOJMUTCS KOMHMCCHEH JKCIIEPTOB 3KCIEPTHOTO
YUpEXKACHUSA, Ha3HAYEHHOU €ro PyKOBOJAUTEJIEM, HAa OCHOBAaHUMU 3aJaHMs Ha IPOBEACHUE DKCIIEPTU3bI
JIEKapCTBEHHOI'O CPE/CTBA, BBIIAHHOTO YIOJHOMOYEHHBIM (eepaibHbIM OpraHOM HCIHOJHUTEIbHOM
BJIAcTU. PyKOBOIUTENh 3KCIEPTHOTO YUPEKICHUS 00eCIeunBaeT HaJIexKallee MPOBeAeHUE IKCIIEPTU3HI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBHM C 33JaHMEM, BBIIAHHBIM YIIOJIHOMOYEHHBIM (eepalbHbIM
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

OpPraHOM MCIIOJHUTEIbHOM BIACTH, U OPraHU3yeT MOATOTOBKY CBOAHOIO 3aKJIIOUEHMs 3TOW koMmuccuu. B
COCTaB 3TOM KOMHUCCHHM IO PEIICHUIO PYKOBOJAUTENS SKCIEPTHOTO YUPEKIECHUS MOTYT ObITh BKIIFOUEHBI B
KayecTBE KCIIEPTOB JIMIA, HE paboTaroIue B JAHHOM SKCIEPTHOM YUPEKACHUH, €CIIN UX CIIELHaIbHbIe
3HaHUS HEOOXOOUMBI ISl TPOBEJACHHUS HKCHEPTH3bl W TaKHE SKCHEPThl OTCYTCTBYIOT B JIaHHOM
9KCHEPTHOM YUPEKICHUH.

2. DKCHepTOM IO IMPOBEIEHHUIO AKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB SIBJISETCS aTTECTOBAHHBIN
pabOTHUK SKCIEPTHOTO YUYPEKICHHs, KOTOPBHIH MMEET BBICIIEC MEIMIIMHCKOE, (hapMmalleBTHUECKOoe,
OMO0JIOTHYECKOE, BETEpUHAPHOE MIIM XUMHUYECKOe 00pa30BaHUE U MPOBOJUT IKCIEPTH3Y JIEKAPCTBEHHBIX
CPEICTB B MOPSAKE UCIIOIHEHHS CBOUX JTOJKHOCTHBIX 00S3aHHOCTEH (J1ajiee - SKCIepT).

3. HpI/I MPOBCACHNUN OKCICPTU3BI JICKAPCTBCHHBIX CPCACTB OJOKCICPT HE MOXKCET HAXOAUTHLCSA B
KaKoi-1100 3aBHCHMOCTH OT Jinia, HA3HA4YMUBLICTO 3TY OJSKCIICPTU3Y, pa3pa60TqI/H<a JICKAaPCTBCHHOI'O
CpCAcCTBA UJIK APYTUX 3aMHTCPCCOBAHHLIX B PE3YyJIbTaTaX S3KCIICPTU3BI JIULI.

4. Tlpym mpoBeNeHHM SKCHEPTH3bl JIEKAPCTBEHHBIX CPEIACTB HE JOIYCKAaeTcs UCTpeOOoBaTh Yy
3agBUTENs IU00 HHBIX JIML MaTtepualbl, HGO6XOZII/IMI>IG IJid TMPOBCACHHA OKCIICPTUILI. B ci1ydac
HEJIOCTATOYHOCTH MPEACTABICHHBIX 3KCIEPTY MAaTepualioB Ui Ja4yd 3aKJIIOYEHHsS JKCIEPT CTaBUT
BOIIPOC O IIPEACTABICHUU €My HEOOXOIMMBIX MAaTepHaloB Iepe]] PYKOBOAUTEIEM 3KCIEPTHOIO
YUIpEXICHUS, KOTOPBI 00paIaeTcsi C COOTBETCTBYIOIUM 3allPOCOM B YIIOJIHOMOUYCHHBIN (heliepabHbIN
opran HACIIOTHUTEIbHOHN BJIaCTH, BI)II[aBHII/Iﬁ 3alaHUC Ha IMPOBCACHUC OSKCICPTU3BI JICKAPCTBECHHOI'O
cpencTBa. YKa3aHHBIN (pepepanbHbId OpraH UCIIOJHUTEIFHON BIACTH B TEYCHHUE IATH PadOYMX AHEH co
IHS TIOCTYIUIEHUS 3aIpoca PYKOBOAUTENS AKCIIEPTHOTO YUPEXKICHHS HAIPaBIsIeT 3asBUTEIIO 3alpoC O
IPEICTaBICHUN HEOOXOANMBIX MaTepHaioB. JlaHHBIN 3ampoc MOXKET OBITh HepelaH YIIOJIHOMOYCHHOMY
MPEACTABUTCIIIO 3aABUTCIIA JIMYHO ITOA PACIIMCKY, HAIIPABJICH 110 IMMOYTC 3aKa3HBIM IMMCbMOM HJIM NICPEAAH
B 2JIEKTPOHHOM (opMe MO TeIEeKOMMYHUKAIMOHHBIM KaHallaM CBs3U. B cilyuae HampaBieHUs JaHHOTO
3arpoca 1mo 1nmo4re 3aKka3HbIM IMMCbMOM OH CUHUTACTCA IOJYUYCHHBIM IO UCTCUYHCHHU HICCTU I[HeI>'I C JaThbl
HampaBJIeHUs 3aKa3HOTO MUChMA.

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

4.1. 3asBuTenb 00s3aH NMPEACTaBUTh OTBET HA 3alpoC YIMOJIHOMOYEHHOro (henepanbHOro opraHa
HCIIOJIHUTENIBHON BJIAacTU B CPOK, HE NMPEBBIMAIONINN AEBIHOCTA pabOuMX AHEW CO JHS €ro MOJIY4YEeHHs.
YHoIHOMOYEHHBIH (enepaiabHbIil OpraH HCHOJHUTENBHOM BIIACTH, BBIAABIIUM 3a7aHHE HA MPOBEAECHUE
AKCIIEPTHU3bl JIEKAPCTBEHHOI'O CPEJICTBA, B TEUYEHHME MNATH pabouyux JHEW cO JAHS TMOCTYIJIEHUS OT
3asBUTEJII OTBETA Ha JJAHHBIM 3allpoC HANPAaBISET TAKOW OTBET B DKCIEPTHOE YydpexacHue. B ciydae
HEMNpPEeJICTaBICHNUs] 10 MCTEYEHHU JIeBSHOCTa pabouMx JHEHW 3asBUTENEM OTBETa Ha JaHHBIA 3ampoc
YIIOJIHOMOYEHHBIN (eepaiabHblil OpraH NCIOJIHUTENBHONW BJIACTH, BBIJABIIMM 3a/laHUE Ha MPOBEACHUE
9KCIIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA, B TEUEHUE MATH paboOyuX JHEW HampaBiseT B JKCIEPTHOE
YUPEXKIEHUE YBEIOMIICHHE O HENPEJACTABICHUU 3asBUTEJIEM OTBETa Ha 3allpoC YKa3aHHOIO OpraHa.
Bpemsi co nHS HampaBiieHHsl 3ampoca SKCIEPTHOIO YUPEKICHHUS B YIOJIHOMOUYEHHBIH (enepanbHbIii
OpraH MCIOJHUTEIbHOW BJIACTU 10 AHS IMOJIYYEHHs SKCIEPTHBIM YUPEKICHHEM OTBETA HA 3alpoC WIH
YBEJAOMJICHUSI O HENpEACTAaBIEHUU OTBETa Ha 3alpoC HE YUUTHIBA€TCS MPU MCUYUCIEHUU CpOKa
IIPOBEJIEHUS KCIIEPTU3HI JIEKAPCTBEHHOT'O CPEJICTBA.

(uacTsb 4.1 BBeneHa PenepanibHbIM 3ak0HOM OT 25.11.2013 N 317-03)

4.2. Ecau B cocTaBe pEerMCTpallMOHHOIO JOChE HA JIEKApPCTBEHHBIM IpernapaT Uisi MEAUIIMHCKOTO
IIPUMEHEHHUsI CONEPKUTCA MNpeaycMoTpeHHas cratbedl 18, wactero 1.1 crarem 30 wm crateein 34
Hacrosimero dexepalbHOrO 3aKoHa KOMHUS pPELICHHs YIOJIHOMOYEHHOro (efepalbHOro OpraHa
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

WCIIOJTHUTEJIBHOW BJIACTU O IMPOBEIACHUM WHCIEKTUPOBAHUS IMPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEJCTB,
IKCIEepPTy 110 OGOPMIICHHS PE3YJIbTATOB SKCIEPTH3bI JICKAPCTBEHHOTO CPENICTBA TMPEIOCTABISETCS B
MOpSAKE W Ha YCIOBUAX, KOTOpbIE HpeaycMOTpeHbl udacTsmMu 4 u 4.3 HACTOALIEH CTaThbu, KOMHS
3aKJIIOYEHUST O COOTBETCTBUU MPOU3BOJIUTENS JICKAPCTBEHHBIX CPEJICTB TPEOOBaHUSIM IPaBUI
HaJuIexalled MPOU3BOJICTBEHHOW MPAKTUKU, BBIJIAHHOTO YIIOJIHOMOYEHHBIM (DeepaqbHbIM OpraHoM
HCIOJIHUTEIbHOUN BJIACTH.

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

4.3. 3asBuTens 00s3aH MPEICTABUTH B YIMOJHOMOUYCHHBIN (enepaibHbIil OpraH HCIOJHUTEIBHOMI
BJIACTU KOIMIO 3aKJIIOYEHUS O COOTBETCTBUU IPOU3BOAMTEINS JIEKAPCTBEHHBIX CPEICTB TPeOOBAaHUAM
MpaBUJ HaJJIeKalled MPOU3BOACTBEHHONM MPAKTUKA B CPOK, HE TMPEBBIMIAIOMINN CTa BOCBMHUICCATH
pabouux AHEH co AHS NOJIYYEHHUs 3ampoca O €€ MPEeAOCTaBICHUU. YIOJHOMOUYECHHBIN (enepaibHbIi
OpraH HCIIOJHUTEIBHON BIIACTH, BBIJABIIMK 33JaHUE HA TPOBEIEHHE HSKCHEPTH3bI JIEKAPCTBEHHOTO
CpeAcTBa, B TE€UYEHUE MNATH pabouyMx AHEH CO JAHSA IMOCTYIJICHHUS OT 3asBUTEJNI KOIUHU 3aKIHOYEHHUS O
COOTBETCTBUHM  TNPOU3BOAMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAaHHMSM MpaBWJI  HaJUIeKAIICH
IIPOM3BO/ICTBEHHON NPAaKTUKU, HANpaBISIET €€ B 3KCIEPTHOE yupexJeHue. B ciyuae HenpencTaBieHUs
3asBHUTEJIEM B YKa3aHHBIA CPOK KOIWHU 3aKIIOYCHUS O COOTBETCTBHH IPOU3BOJUTENS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBaHMSM INpaBUI HaJIeKalled I[POU3BOACTBEHHOM IPAKTHKH  YINOJHOMOYEHHBIN
(benepanbHBIE OpraH WCIIOJHUTEIFHOW BIACTH, BBIJABIIMN 3aJaHWE Ha TPOBEICHHE OSKCIEPTU3BI
JICKapCTBEHHOI'O CpEJACTBA, B TEUEHHE AT PabOUYMX JHEH HaNpaBisieT B JKCHEPTHOE YUpexaeHue
YBEIOMJICHHE O HEIPEICTABICHUH 3asBUTEIEM KONHUH 3aKIIOYCHHS O COOTBETCTBHU IPOH3BOIUTEIS
JICKapCTBEHHBIX CPEACTB TPeOOBAaHUAM IpPAaBUJ HaJJIeXalled NPOM3BOJICTBEHHOHN MpakTUKU. Bpems co
THSI HAlpaBJICHUS 3ampoca S3KCIEPTHOTO YUYPEXKIEHHs B YIIOJIHOMOYEHHBIH (enepanbHblii opraH
UCIIOJHUTEIBHOM BJIACTH JIO JHSA IMOJYYEHHs OKCIEPTHBIM YUPEKACHHEM KOMHMU 3aKJIIOYEHUS O
COOTBETCTBUHM  INPOM3BOAMTENS JICKAPCTBEHHBIX CPEACTB TPEOOBaHMSAM TMpaBHJ  HaJUICKAIICH
MIPOU3BOJICTBEHHON MpPAaKTUKM WJIM YBEAOMIIEHHS O €€ HENpPEJCTaBICHUM He Y4YHUTHIBAeTCs IpU
WCYMCIICHUH CPOKA MPOBEICHUS SKCIIEPTU3HI JIEKAPCTBEHHOTO CPE/ICTBA.

(uactsb 4.3 BBeeHa @enepanbHbM 3ak0HOM OT 04.06.2018 N 140-D3)

5. Dkcmepr Npu MPOBENEHUU IOPYYEHHOH €My pPYKOBOJUTENEM OHKCHEPTHOIO YUPEKIACHUS
HKCHEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) mpoBecTM TIOJHOE WCCIEIOBaHUE TMPEACTABIECHHBIX €My OOBEKTOB, MaTepHalioB, JaTh
000CHOBaHHOE M OOBEKTHBHOE 3aKIIOYEHHE II0 TOCTaBJICHHBIM Tepel HHUM BOIpOcaM MU
MOTHBUPOBAHHOE 3aKJIIOYEHHE O HEBO3MOXKHOCTU TMPOBEACHUS MM OSKCIEPTU3bl JIEKAPCTBEHHOTO
CpEeICTBa, €CJIM TOCTaBICHHBIE BOMPOCHI BBIXOJAT 32 MpeJeibl ClielualbHbIX 3HAHUHN dKCIepTa, OObEKTHI
WCCTIEOBAHUN U MaTepHaJIbl HEMPUTOJIHBI WJIM HEJIOCTATOYHBI JIJIsi TIPOBENICHUS] MCCIICIOBAHUM U Jauu
3aKJIIOUEHUs MO0 COBPEMEHHBIM YpOBEHb Pa3BUTHS HAYKH HE IMO3BOJISIET OTBETUTh HA MOCTABIICHHBIC
BOIIPOCHI;

2) HC pasrjamaTtb CBCACHHA, KOTOPLIC CTAJIM €MY U3BCCTHBI B CBA3U C NPOBCACHUCM 3KCICPTU3BI
JICKApCTBECHHOT'O CPCACTBA, 4 TAKKC CBCIACHHUSA, COCTABIAIOIMIUEC IOCYAAPCTBECHHYIO, KOMMCPUYCCKYIO HIIN
HHYI0 OXpaHACMYIO 3aKOHOM TaI>'IHy;

3) obecreunTh COXPaHHOCTh MPEACTABICHHBIX OOBEKTOB UCCIIEOBAaHUIN U MaTEPHUAJIOB.

6. DKcIepT He BIIpaBe:
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

1) mpoBOAUTH SKCHEPTU3Y JIEKAPCTBEHHOTO CPEACTBA MO OOpAIICHUIO HETOCPEICTBEHHO K HEMY
OpraHu3anyii WM GU3NIECKUX JIHII;

2) caMOCTOSITENILHO COOMPATh MaTepUalIbl Ul IPOBEAECHUS 3KCIIEPTU3bI JIEKAPCTBEHHOI'O CPEACTBA;
3) IpOBOAUTH HKCIEPTU3Y JIEKAPCTBEHHOI'O CPEICTBA B KAYECTBE HETOCYAaPCTBEHHOIO IKCIIEPTA.

7. B cnydae HEOOXOAMMOCTH OJKCIEPT BIpPaBe XOAATalCTBOBATH IMEpell PYKOBOJIUTENIEM
SKCIEPTHOTO YUPEXKACHHS O MPUBJICUYCHUU K MMPOBEACHUIO IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEICTBA APYTUX
JKCIIEPTOB.

8. Kaxplil sKcrepT, BXOASAIIMI B COCTaB KOMUCCUU IKCIIEPTOB, KOTOPOU MOPYUYEHO MPOBEICHUE
SKCHEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCHUMO M CaMOCTOATEIBbHO MPOBOJUT MCCIIEIOBAHUSA,
OIICHUBAET PE3yJbTAThl, MOJYUYECHHBIC UM JMYHO U JAPYTUMHU DKCIEPTaMu, U (HOPMYIHPYET BBIBOJIBI
OTHOCHUTEJIbHO TIOCTABJIEHHBIX BOIIPOCOB B MPEEIIAX CBOUX CIEUAIbHBIX 3HAHUM.

9. Pe3ynmpTaThl 3KCIEPTHU3Bl JIEKAPCTBEHHOTO CPEICTBA O(OPMIIIOTCS 3aKIFOUYCHHEM KOMHCCHHU
JKCIEPTOB. B 3aKkilo4eHHH KOMHMCCHUU DSKCIEPTOB YKa3bIBAIOTCA I€PEUYeHb HCCIIEeOBaHUM, 00beM
MIPOBEJICHHBIX KAXKIBIM IKCIIEPTOM HCCIICIOBAHHM, YCTAHOBICHHBIC KaXKIBIM M3 HUX (PAKTBI U CICITAHHBIC
B pe3y/bTaTe MCCIEAOBAHUN BBIBOJBI. DKCIEPT, MHEHUE KOTOPOTO HE COBMAAAET C PEHICHUEM KOMHCCHU
9KCIIEPTOB, BIIPaBE BBIPA3UTh CBOC MHCHHE B MUCEMEHHOMN (popMe, KOTOPOE MPUOOIIASTCS K 3aKIIFOUSHUIO
KOMHUCCHH IKCIIEPTOB.

10. DOkcnepThl, BXOJALIME B COCTaB KOMHCCHM, INpeAynpexaaroTcsi o0 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoil Penepanuu 3a Jady 3aKIIOUYEHHS, COAEPIKALLErO
He00OCHOBAaHHbIE MU PalIbCU(PUIIMPOBAHHBIE BBIBObI, O YEM OHH JIal0T MOJIHUCKY.

11. Omnpenenenue ypoBHsi IpoeCCHOHATBLHON MOATOTOBKU KCIEPTOB M aTTeCTalMs UX Ha MpaBo
MIPOBEJICHUS] IKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISIOTCS 3KCHEPTHO-KBATH(PUKATUOHHBIMHU
KOMHCCHSIMHU B TOPSJIKE, YCTAHOBJIEHHOM COOTBETCTBYIOLIMM YIOJHOMOUYEHHBIM (hefiepaibHbIM OpraHOM
WCIIOJIHUTEJILHON BJIAacTU. YPOBEHb NMPOPECCHOHAIBHON MOJATOTOBKU SKCIEPTOB MOIEKHUT MEPECMOTPY
YKa3aHHBIMM KOMHUCCUSIMU HE PEXE YEM OJUH pa3 B IIATH JIET.

12. IlpaBmia TPOBEAEHUS AKCIEPTH3BI JICKAPCTBEHHBIX CPEICTB W OCOOCHHOCTH AKCIEPTH3BI
OTIENbHBIX BUJOB JIEKAPCTBEHHBIX TMpemapaToB (pedepeHTHBIX JIEKApCTBEHHBIX MPENapaTos,
BOCIIPOU3BE/ICHHBIX JICKAPCTBCHHBIX IPEMapaToB, OWOJOTHYECKUX JIEKAPCTBEHHBIX IPENapaToB,
OroaHanoroBbix (OMOMOJOOHBIX) JEKApPCTBEHHBIX TpenaparoB (OMOAHAJIOrOB), TOMEONATHYECKUX
JICKaPCTBCHHBIX MPETNapaToB, JEKAPCTBEHHBIX PACTUTEIBHBIX MPENapaToB, KOMOWHAIMHA JIEKAPCTBCHHBIX
npemapaToB), (GOpMBI 3aKITIOYEHHH KOMHUCCHHM OKCIEPTOB YCTAHABIMBAIOTCS COOTBETCTBYIOIIMM
YIIOJTHOMOYECHHBIM (pe/IepaTbHBIM OPTaHOM HCIIOTHUTEILHOW BIIACTH.

(vactp 12 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbsa 17. NMogaya u paccMoTpeHUe 3asBNEHUA O rocyfAapCTBEHHOM perncrpauum
reKapcTBEHHOro npenapara Ans BeTepUMHapHOro NnpuMeHeHus
(B pen. denepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. [ns rocynapCTBEHHOW pErucTpalyyd JEKapCTBEHHOIO Ipenapara [Jjisi BETEpUHAPHOTO
MPUMEHEHUsI Pa3pabOTUYUK TaKOTO JIEKAPCTBEHHOTO Tperapara WM YIOJIHOMOYEHHOE UM JApyroe
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"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

IOPUIMYECKOE JHMIO (Jajee B HACTOSIIEH cTaTbe - 3asBUTEIb) HPEJCTABISET B YHOJHOMOYEHHBIN
(benepanbHBIi OpraH HWCIOJHUTENBHOW BIACTH, OCYIIECTBISIOUIMA TOCYJAapCTBEHHYIO PETHUCTPAIIHIO
JIEKapCTBEHHBIX IIPENapaToB [yl BETEPUHAPHOIO IPUMEHEHHMs], B JJIEKTPOHHOM (hopMe Wi Ha OyMaXKHOM
HOCUTEJIE 3asBJICHHE O IOCYAAPCTBEHHOM PEruCTpalMM JIEKapCTBEHHOIO Iperapara uisi BETEPUHAPHOTO
IIPUMEHEHMS], a TAK)Ke B IOPsIJIKE, YCTAHOBJIEHHOM COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (eiepabHbIM
OpPraHOM HCIOJHHUTEIBHOM BIIACTH, B 3JEKTPOHHOW (popMe mim Ha OyMaKHOM HOCHUTENE HEOOXOTUMbIe
JOKYMEHTBI, U3 KOTOPBIX (POPMHUPYETCS PErHMCTPALlMOHHOE J10Che Ha JIEKapCTBEHHBIM mpemapar Juis
BETEPUHAPHOTO IPUMEHEHUS.

2. B 3asBNeHUN 0 roCyAapCTBEHHOW PETUCTpalliy JIEKAPCTBEHHOIO Mpenapara AJisi BeTepUHAPHOIO
MIPUMEHEHHUSI YKa3bIBAIOTCS

1) HauMeHOBaHME U aJpec 3asBUTEIIS, Pa3padOTUUKa U MPOU3BOJUTENS JIGKAPCTBEHHOIO IIpenapara
JUI BETEPUHAPHOTO IMPUMEHEHUS U aJpec MeCTa OCYILIECTBJIEHMSI IPOU3BOJICTBA JIEKAPCTBEHHOTO
npernapara Juis BETEpUHApHOIO IPUMEHEHHs (B Cllydae HaJIM4YUsl HECKOJIbKMX YYaCTHMKOB IIpoliecca
MIPOU3BOJICTBA HEOOXOIMMO YKa3aTh KaXKJOTO U3 HHX);

2) HaMMEHOBaHHE JIEKAPCTBEHHOIO Mpernapara JJisi BETEePUHAPHOTO MPUMEHEHHS (MEXIyHApPOIHOE
HEIMAaTeHTOBAHHOE, WIH IPYIIIUPOBOYHOE, WIH XUMHUYECKOE U TOPIrOBOE€ HAMMEHOBAHUS );

3) MEpCUCHb ﬂeﬁCTBYIOHIHX H BCIIOMOI'aTCJIbHBIX BCIICCTB, BXOAIIUX B COCTAB JICKAPCTBCHHOI'O
npemnapara AJjid BETCPUHAPHOI0 IPUMCHCHUS, C YKa3aHUEM KOJIMYCCTBA KAXKA0TI'O U3 HUX,

4) nexapctBeHHass ¢opMma, AO3UPOBKA, CHOCOOBI BBEACHUS U NPHUMEHEHHUs, CPOK TOJIHOCTH
JIEKapCTBEHHOTO MperiapaTa JJisi BETepUHAPHOTO TPUMEHEHNS,

5) papmakoTrepaneBTHUECKas TPyIIa;

6) He0OX0IMMOCTh MPUMEHEHUSI YCKOPEHHOH MpOLEeAypbl SKCIEPTU3bI JIEKApPCTBEHHBIX CPEACTB B
LEJIAX TOCYIapCTBEHHON PETUCTPALMU JIEKapCTBEHHOIO IIpenapara;

7) KOIIMK TOKYMEHTOB, MOATBEPKAAIOIINX YIIJIaTy TOCYyJapCTBEHHOMN MONIUIMHBI:

a) 3a IPOBEIEHUE SKCIEPTU3bl KayecTBa JIEKAPCTBEHHOI'O CPEIACTBA M SKCIEPTHU3bl OTHOLICHHUS
OKHJ]aeMOH I0JIb3bI K BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOIO Mpenapara /s BETEpUHAPHOTO
IIPUMEHEHHUS ITPH €T0 FOCYIapCTBEHHONW PETUCTPALINN;

0) 3a BbIAAUYy PETUCTPALIMOHHOTO YAOCTOBEPEHNUS JIEKapCTBEHHOTO Mpenapara;

8) HamuuMe COINachs, NPEIyCMOTPEHHOTO YacTblO 7 HACTOSILIEH CTaTbHM, €CIIM C MOMEHTa
peructpauuu peQepeHTHOro JEKapCTBEHHOIO IMpernapara A BETEpPUHAPHOTO MPUMEHEHHUS IPOILIO

MEHee YeM IIECTh JIeT.
(B pen. ®exnepanbHoro 3akoHa ot 13.07.2015 N 241-03)

Koncynprantllntoc: npumeuanue.
C 01.01.2021 B a63. 1 4. 3 ct. 17 BHOCsTCS M3MeHenust (D3 ot 27.12.2019 N 478-D3). Cm. Oyayuryro

PECOAaKIHIO.
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

3. PeructpannoHHoe J0cbe B LENAX JKCIEPTU3BI JIEKAPCTBEHHOIO Ipenapara Ui BETCPUHAPHOIO
npUMeHeHHs (HOPMUPYETCS U3 CIEAYIOMINUX TJOKYMEHTOB!

Koncynprantllmoc: mpumeuanue.
C 01.01.2021 B m. 1 4. 3 cr. 17 BHOCcATcs uzmenenus (O3 ot 27.12.2019 N 478-D3). Cm. Oynyuryro
PEIaKIUIO.

1) xomws JUIICH3UW Ha TPOU3BOACTBO JICKAPCTBEHHBIX CPEACTB, BBIIAHHOW MPOU3BOIUTEIIO
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Ipernapara [Uisli BETEPUHAPHOTO MPUMEHEHHs, I POCCHUICKUX
MPOU3BOAUTENEH;

(m. 1 B pen. @exnepanbHoro 3akona ot 04.06.2018 N 140-D3)

Koncynprantlntoc: npumedanue.
C 01.01.2021 B m. 2 4. 3 cr. 17 BHOCcATCS n3MeHenus (D3 ot 27.12.2019 N 478-D3). Cm. Oyayuryro
pEeIaKIuIo.

2) KOIIMA JIMOCH3UWKW Ha IPOU3BOJACTBO JICKAPCTBCHHBLIX CPCIACTB, BI)II[aHHOI\/JI IMPOU3BOAUTCIIIO
(bapMareBTHUECKON CyOCTaHIINM, BXOASAIIEH B COCTaB PETUCTPUPYEMOTO JEKApCTBEHHOTO TpenapaTa JUlst
BETEPHHAPHOTO IPUMEHEHUS, Il POCCUICKUX MTPOU3BOANUTENCH;

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

2.1) xomusi OKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOAUTENS IS
KaXJA0M  MPOU3BOACTBEHHOM  IUIONIAAKH  PETUCTPUPYEMOro  JICKAPCTBEHHOIrO  Ipemapara  JJist
BETEPUHAPHOTO IPUMEHEHUST M TOATBEPKIAIOLIET0 COOTBETCTBUE ITPOU3BOAMUTENS JIEKAPCTBEHHOIO
npenapara TpeOOBaHUAM MPABWIT HAAJIEKAIIECH MPOU3BOJICTBEHHOM MPAKTHUKU, U €T0 TIEPEBOJT HA PYCCKUM
SI3bIK, 3AaBEPEHHBIC B YCTAHOBICHHOM IIOPSAJKE, a TAKXKE KOIHUS 3aKIIOYEHUS O COOTBETCTBUU
MIPOU3BOJUTENSI JICKAPCTBEHHBIX CPEJICTB TpeOOBaHUSM TIpaBUJI HAJUICKAIEH TMPOU3BOJICTBEHHOU
MIPAKTUKH, BBIJJAHHOTO YIIOJIHOMOYEHHBIM (pe/IepaIbHBIM OpraHOM MCTIOJHUTENBHOW BIACTU AJS KaXKIOU
MPOU3BOACTBEHHON IUIOMAAKH PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O IIpenapara sl BETEPUHAPHOIO
MIPUMEHEHHUSI, JIUOO KOMHS PEIIeHUs O MPOBEACHUHM WHCIEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPENICTB, MPUHATOTO YIOJTHOMOYEHHBIM (eepaibHbIM OPTraHOM HMCTIOJHUTEIHHOM BJIACTU YISl KaXKIOU
MPOU3BOJACTBEHHON IUIOIAJKH PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O IIperapara JJisi BETEPUHAPHOIO
NPUMEHEHHUS. YKa3aHHbIE JOKYMEHTHI MPEICTABISAIOTCSA B CIy4ae, €CiIy MPOU3BOJICTBO JIEKAPCTBEHHOIO
Ipernapara ocylmecTBisieTcs 3a npeaenamu Poccniickoit denepanmu;

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

2.2) Komus JOKYMEHTa, BBIIAHHOTO YIHOJHOMOYEHHBIM OPraHOM CTpaHbl IPOU3BOAUTEIS
(dapmaleBTUYECKOI cyOocTaHIMH U MOJITBEP K IAIOIIETO COOTBETCTBUE IIPOU3BOIUTEIIS
(bapmarieBTHUECKON CyOCTaHIIMHU, BXOASAIIEH B COCTaB PETUCTPUPYEMOrO JEKapCTBEHHOTO MpenapaTa JUls
BETEPUHAPHOTO MPUMEHEHHUs, TPeOOBaHUSAM MPaBUJI HaJyIexkalleld MPOU3BOACTBEHHON MPAaKTHUKU, U €ro
IIEPEBOJ] Ha PYCCKHUM $3bIK, 3aBEPEHHBIC B YCTAHOBJIIEHHOM IIOPSZIKE, B CIIy4ae, €CJIM IPOU3BOICTBO
(hapmareBTHUeCKOM CyOCTaHITMU OCYIIECTBIISIETCS 3a npeaenamMu Poccuiickoit denepanuu;

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

3) TOpoeKT HOPMAaTHUBHOTO JOKYMEHTa Ha JIEKApCTBEHHBIM IMpemapaT Uil BETEPUHAPHOIO
IIPUMEHEHNS;

www.consultant.ru Crpanuna 31 u3 140
HaJeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=321363&date=04.08.2020&dst=100014&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=355827&date=04.08.2020&dst=922&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=299421&date=04.08.2020&dst=100015&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=355827&date=04.08.2020&dst=923&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=299421&date=04.08.2020&dst=100017&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=04.08.2020&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=210750&date=04.08.2020&dst=100140&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=299421&date=04.08.2020&dst=100018&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=04.08.2020&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=299421&date=04.08.2020&dst=100020&fld=134

®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

4) IOKYMEHT, cojaepKaluil cieayrourylo uHpopmanuio o (apmaneBTHUECKOH CYOCTaHLIMU WU
(bapMareBTHYECKIX CyOCTaHIUAX, BXOAAIINX B COCTAaB JIEKAPCTBEHHOIO Mpernapara JUisi BETEpUHAPHOTO
MIPUMEHEHHUS:

a) HauMEHOBaHHME (hapMalEBTHUECKOW CyOCTaHLIMM, €€ CTPYKTypa, oO0IHe CBoiicTBa (IpH
TOCY/IapCTBCHHOW  PETUCTPallMM  MMMYHOOHMOJIOTMYECKMX  JICKAPCTBEHHBIX  IIpermapaTtoB IS
BETEPUHAPHOTO MPUMEHEHHS IPEJICTABISIOTCS CBEICHHS O INTaMMe, BKIOYas €ro HauMEHOBAHUE,
UH(OPMAIIHIO O IPOUCXOXKACHUH, €TO0 CBOMCTBAX, XapaKTEPUCTUKAX U MECTE ICTIOHUPOBAHUS);

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

0) HauMEHOBAaHUE U a/IPEC MPOU3BOAUTEIS;

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUCM CTaIII/Iﬁ IMPONU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCCX
CTaluAX IIPOU3BOJACTBA,

r) uHpOpMamus O TmpuMecsix (He NPEACTaBIsAETCS TPU TOCYIApPCTBEHHOW PEruCTpariu
UMMYHOOMOJIOTMYECKUX JIEKaPCTBEHHBIX MPENapaToB Uil BETEPUHAPHOTO IPUMEHEHUS );
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) crienuduKanys Ha papMareBTHIECKy0 CyOCTaHIIMIO (HE IPECTABISCTCS MPH TOCYAapCTBEHHOM
perucTpani UMMYHOOMOJIOTHIECKUX JICKAPCTBEHHBIX MPENapaToB JIJIs BETCPUHAPHOTO IPUMCHEHUS );
(B pen. @exnepanbHoro 3akona ot 02.08.2019 N 297-03)

€) OIMCcaHle METO/IMK KOHTPOJISl Ka4eCTBa;

) pe3ysbTaThl aHalu3a cepuil (apmaneBTUUYECKOH CyOCTaHIMHU (HEe MNpeACTaBIAIOTCA IpH
FOCynapCTBeHHOI\/'I perucTpanvun I/IMMyHO6I/IOJ'IOFI/I‘-IeCKI/IX JICKApCTBCHHBIX npemnaparoB JJIsL
BETEPUHAPHOTO IPUMEHEHHUS);

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

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

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

K) JaHHble O CTaOuiabHOCTH (HE TPEACTABISAIOTCS MpPU TOCYAApCTBEHHOW pErucTpanuu
MMMYHOOHOJIOTMUECKUX JIEKAPCTBEHHBIX MpenapaToB /jsl BETEPUHAPHOTO IPUMEHEHUS);
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

JI) CPOK F'OJIHOCTH, YCJIOBUS XpAaHEHMUS;

5) oryer o pe3yibTaTax JOKIMHUYECKOTO UCCIIEOBAaHMS JIEKAPCTBEHHOIO CpEJCTBA s
BETEPUHAPHOTO MPUMEHEHUS, BKIIOYAIOIIMI OMUCAHUE METOJOB ONpPEAENIEHUS] OCTATOYHBIX KOJIMYECTB
JIEHUCTBYIOIIErO BEIIECTBA (JACHCTBYIONIMX BEIIECTB), JOCTUTAIONIETO (JOCTUTAIONIUX) CHCTEMHOTO
KPOBOTOKA, B MPOAYKLIHMH »WUBOTHOTO TNMPOUCXOXKACHHUS IOCIE MPUMEHEHMS] TaKOro JIEKapCTBEHHOI'O
CpEICTBa, a TAKXKe TOKYMEHTAJIbHOE MOATBEPKACHNE (BAIUJAIMS) YKa3aHHBIX METO/IOB;

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

6) OTUET O Ppe3yJabTaTaX KIMHHUYCCKOIO HMCCICAOBAHUA JICKAPCTBCHHOIO IIpfrapara i
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

BETEPUHAPHOI0O NIPUMEHEHHS Yy KaKI0T0 BUAA KUBOTHBIX, YKa3aHHBIX B MHCTPYKLHUH 10 BETEPUHAPHOMY
IIPUMEHEHHUIO;

7) IPOEKT MHCTPYKLUHU IO BETEPUHAPHOMY ITPUMEHEHHUIO JIEKAPCTBEHHOTO Mpernapara, coaepxariei
CIIEYIOINE CBEACHMUS:

a) HAaMMEHOBaHUE JICKApCTBEHHOTO Ipernapara JAjs BETEPUHAPHOTO MpPUMEHEHUs (MEXIyHapOIHOE
HEIMAaTeHTOBAHHOE, WIH IPYIIIUPOBOYHOE, WIHM XUMHUYECKOE U TOPIrOBOE€ HAMMEHOBAaHUS );

0) nekapcTBeHHas (hopma C yKazaHHEM HaMEHOBaHHUI M KOJMYECTBEHHOIO0 COCTaBa JIEHCTBYIOIINX
BEILIECTB U KAUECTBEHHOT'0 COCTAaBa BCIIOMOTATEIbHBIX BEILIECTB;

B) OIMMCAHUEC BHCITHECTO BUJIa JICKAPCTBCHHOI'O IIpCIiapaTa AJIsI BETCPUHAPHOI'O IIPUMCHCHU S

r) (hapMakoTepaneBTUUECKas TPYIIa JEKaPCTBEHHOTO MpernapaTa JijIsi BETEPUHAPHOTO MPUMEHEHUS
WJIM yKa3aHHe "TOMEONaTUYECKUN JIEKapCTBEHHbIN Tpenapar';

n)  (dapmakomumHamMuKa W (QapMaKOKWHETHKAa (32  UCKIIOYCHHEM  (apMaKOKUHETHKHU
rOMEOMAaTUYECKUX JIEKAPCTBEHHBIX IPENapaToB U PACTUTEIbHBIX JIEKAPCTBEHHBIX MPENapaToB) WIH
OMHUCaHUuE UMMYHOOHOJIOTHYECKUX CBOMCTB JICKAPCTBEHHOTO MIpenapara;

€) oKa3aHusl JUisl IPUMEHEHHUS;
) IPOTUBOIIOKA3aHUs JUI IPUMEHEHUSI;
3) Mephl IPEJOCTOPOKHOCTH MTPU MPUMEHEHUH;

1) YKa3aHHe BO3MOXHOCTU U OCOOEHHOCTEN NMpUMEHEHHs Y O€pEMEHHBIX )KUBOTHBIX, Y )KMBOTHBIX B
[IEPUOJ JTAKTALUH, Y IIOTOMCTBA KUBOTHBIX;

K) PEKUM JO3UpPOBaHUs, CIOCOO BBEACHUS U NPUMEHEHUS, IpU HEOOXOIUMOCTH BpeMs IMpHema
JIEKApCTBEHHOTO IIperapaTa JJisi BETEpUHAPHOTO IPUMEHEHUS, IIPOJOJDKUTEILHOCTD JICUEHUS,

J'I) BO3MOJKHEIE ITOOOYHBIE I[CflCTBI/ISI, HCXKECJIATCIbHBIC PEAKIIMU NTPHU IMPUMCHCHHUU JICKAPCTBEHHOT'O
npemnapara it BETCPUHAPHOT'O IPUMCHCHU A

M) CUMIITOMBI IEPETO3UPOBKH, MEPHI IO OKA3aHUIO MIOMOIIY IPU NEPET03UPOBKE;
H) B3aMMO/ICHCTBHE C IPYTMMH JIEKAPCTBEHHBIMU MpenapaTaMy U (WIN) KOpMaMu;
0) (hopMBbI BBIITYCKa JIEKAPCTBEHHOTO Mpenapara JJisi BETepUHApHOTO IPUMEHEHUS,

n) ykasaHue (IIpu HEOOXOIUMOCTH) OCOOEHHOCTeH AEWCTBUS JIEKApCTBEHHOIO Ipernapara Jyis
BETEPUHAPHOTO MPUMEHEHHUSI IPU TIEPBOM MpPHUEME WK IIPU €0 OTMEHE;

p) onucanue (Ipu HEOOXOTMMOCTH) JEHCTBHI ClelUalUCTa B 00JaCTH BETEPUHAPHHU, BIIAJEIbIIA
KUBOTHOTO TIPH TMPOIMYyCKE IpHEeMa OJHOW WM HECKOJBKHX J03 JIEKapCTBEHHOTO IIperapara s
BETEPUHAPHOTO IPUMEHEHHUS;

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

C) CpPOK TIOAHOCTHM H YKa3daHHUC Ha 3alpeT NPpHUMCHCHHA JICKAPCTBCHHOI'O IIpf€riapara i
BCTCPUHAPHOI'O MPUMCHCHUA 110 UCTCUCHHUHN CPOKaA I'OJJHOCTH;

T) YCJIOBUS XPaHEHUS;

y) YyKazaHue Ha HEOOXOJMMOCTb XpAaHEHHs JIEKapCTBEHHOIO Ipenapara A BETEpPUHAPHOTO
IIPUMEHEHMS B MECTaX, HEIOCTYIHbIX AJIS 1eTeH;

¢) ykazanuwe (Ipu HEOOXOJUMOCTH) CIIEHUAIBHBIX MEp IMPEIOCTOPOKHOCTH TMPH YHUUYTOXKECHUHU
HEHUCIIOIb30BAHHBIX JIEKAPCTBEHHBIX IIPENAPATOB Ul BETEPUHAPHOIO IIPUMEHEHHS;

X) CPOKH BO3MOXHOI'O HCIIOJIB30BAHUA MNPOAYKHHUHN JKXUBOTHOI'O IMPOUCXOKACHHA ITIOCIIC BBCIACHUSA
JKUBOTHOMY JICKAPCTBCHHOT'O IIPCIiapaTa JJIs1 BETCPUHAPHOI'O MPUMCEHCHUA,

11) YCJIOBUS OTITYCKa;

Y) HAMMEHOBAaHUSA U aJpeca MPOU3BOJCTBEHHBIX IUIOMIAJOK MPOU3BOAUTENS JIEKAPCTBEHHOIO
npenapara Jijisi BETepuHApHOTO MPUMEHECHHS;

II) HAaWMCHOBaHHWE, aJ[pec OpraHu3allH, YIOJHOMOYCHHON JepareieM WU BIAICIbIeM
PETUCTPAIIMOHHOTO  YIOCTOBEPEHUS JICKAPCTBEHHOI'O Tperapara Ha MPUHATHE MPETCH3UH OT
MOTpeOUTEIIS;

8) NpOEKThl MAKETOB IIEPBUYHON YIaKOBKM U BTOPUYHOM YIIAKOBKH JIEKAPCTBEHHOIO IIpernapaTa Jiis
BETEPUHAPHOI0 IPUMECHEHUS;

9) cnenyromue cBeIeHHs O JIEKAPCTBEHHOM TpenapaTe Uil BETepUHAPHOTO TPUMEHEHHS:
a) OMUCaHKe U COCTaB JIEKAPCTBEHHOT'O TIperapara Jyuisi BETepUHAPHOTO MPUMEHEHHUS;
0) onucanue (papMaleBTUIECKOMN pa3paboOTKu;

B) OMMCAHME MpoIlecca MPOU3BOACTBA M €r0 KOHTPOJIS, MOJIMUCAHHOE B TIOPSAKE, YCTAHOBICHHOM B
COOTBETCTBHUH C YaCThIO 1 HACTOSIIEH CTAaThU,
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

I) ONHCAaHHWE KOHTPOJS KPUTUYECKUX CTaJul TMPOU3BOACTBA M IMPOMEKYTOUHON MPOTYKIIUH,
MOJIMMCAHHOE B MIOPsI/IKE, YCTAHOBJIEHHOM B COOTBETCTBHUH € YacThIO | HACTOsIIEH CTaThy;
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

I[) HaMMCHOBAHUSA © aJpeca pa3pa60TqI/H<a, ACPIKaTCIIsI WM BJIAACJIblla PETUCTPAIMOHHOIO
YAOCTOBECPCHUA JICKApCTBEHHOT'O nmpemnapara, IMPON3BOJACTBCHHBIX II0mMaa0oK IIPOU3BOAUTEIIA
JICKApCTBCHHOT'O Mpfriapara IJid BETCPHUHAPHOI'O0 NPUMCHCHHA C YKa3aHHUEM CTaguil TEXHOJIOTHYECKOTO
mponecca, OCYIECTBIIIEMBIX Ha IPOU3BOACTBCHHBIX ILIOMIAAKAX IIPOU3BOJAUTEIIA JICKAPCTBECHHOI'O

npernapara Juisi BETepUHAPHOTO PUMEHEHHS;
(B pen. DenepanbHbix 3akoHOB 0T 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

C) (I)apMaL[eBTI/I‘-ICCKaﬂ COBMECTUMOCTD,
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’K) MUKPOOHOJIOTHYECKHE XapaKTePUCTUKHY;

3) MaTepHaIbHBIN OanaHC sl MPOU3BOACTBA CEPUH FOTOBOTO MPOIYKTA;

1) ONUCaHNE XapaKTePUCTHK U CBOWCTB YIIAKOBOYHBIX MAaTEPUAIOB U YKYIIOPOUHBIX CPEJICTB;
K) TOKYMEHTaJIbHOE MOATBEPKICHUE (BaTuAaIisl) MPOLEeCcCOB U (MJIM) UX OLICHKA;

) TpeOOBaHUS K KauyeCTBY BCIIOMOTATEIbHBIX BemecTB (ceprudukar, cnenudukanyds Ha
BCIIOMOTaTeJIbHbIE BEIIECTBA U UX 00OCHOBAHUE);

M) AHAIIUTUYCCKUE METOAUKH, HCIOJB3YEMBIC IIPpH OCYILICCTBIICHHHM KOHTPOJd KadeCTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

H) AOKYMCHTAJIbHOC TTOATBCPIKIACHUC (BaJ'II/II[aI_II/IH) AHAIIMTUYCCKUX MCTOJUK, HCIIOJIb3YCMbIX IIPpHU
OCYHICCTBJIICHUU KOHTPOJIA Ka4€CTBAa BCIIOMOTI'aTCIIbHBIX BCIICCTB,

O) PIH(bOpMaI_[I/IH 00 HCIIOJB30BAaHUM BCIIOMOTaTeNIbHBIX BCIICCTB YCJIIOBCUCCKOI'O M XKHBOTHOI'O
IMPOUCXOKIACHUSA,

) yTpatui cuny. - @enepanbHbiii 3akoH oT 02.08.2019 N 297-03;

p) TpeboBaHHMS K KadyecTBY JIGKAPCTBEHHOTO TIperapara JUisi BETSPHUHAPHOTO TPHUMCHEHUS
(ceprudukar, cnenudukalys Ha JEKapCTBEHHBIN IIpenapar U uX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAWKH, HCIIOJB3YCMBIC TIPH OCYHMICCTBJICHUHW KOHTPOJIA Ka4YCCTBa
JICKApCTBCHHOTO IIpeliapaTa AJIs1 BETCPUHAPHOT'O MIPUMCHCHUS,

T) JOKYMCHTAJILHOC MOATBCPIKACHHC (BaJ'II/II[aIII/Iﬂ) AHAIIMTUYCCKUX METOJUK, HUCIIOJB3YCMBIX IIPpU
OCYHICCTBJICHUU KOHTPOJII Ka4€CTBA JICKAPCTBECHHOI'O ITpCTiapara ik BETCPUHAPHOTI'O IPUMCEHCHUS |

y) JOKYMEHT, MOATBEPXAAIOIINUNA KayecTBO JIEKAPCTBEHHOTO Ipenapara TpeX MPOMBIIIIEHHBIX
cepuil (ITPOTOKOJI aHAJIN3a WK CEPTU(UKAT aHAIN3a), OJJHA CepUsi KOTOPOT'o J0JKHA COBMAaTh ¢ cepuei
oOpa31a JIeKapCTBEHHOT 0 Mpenapara, NoJaHHOT0 Ha PEerucTpaluio;

&) xapakTepucTHKa puMecei;

X) MepeueHb CTaHJAapPTHBIX 00pa3loB, UCHOJIb3YEMBIX IMPU OCYIIECTBICHUU KOHTPOJS KayecTBa
JIEKApCTBEHHOTO IIperapara JJisi BETEpUHAPHOTO IPUMEHEHNS;

1) JaHHBIE O CTAOMIIBHOCTH JIEKAPCTBEHHOT'O IIperapara Jyisi BETEpUHAPHOTO PUMEHEHUS;

10) xomus JOKYMEHTa, COJAEpXKaIllero HHQPOPMAIMI0 O HAIWYUU HIU 00 OTCYTCTBUU (HAKTOB
pEerucTpanuy JEKapCTBEHHOTO MperapaTa Julsi BETEpUHAPHOTO NMPUMEHEHHUs 3a mpenenamu Poccuiickoi
denepauny;

11) cornacue B mucbMeHHON (GopMe, MPEeAyCMOTPEHHOE YacThlO 7 HACTOSIIEH CTaTbM, B CiIydae
pErucTpany BOCIPOU3BEIEHHOTO JIEKAPCTBEHHOI O IIpEnapara;
(B pen. denepanpHoro 3akoHa ot 13.07.2015 N 241-03)
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12) komusg JOKyMEHTa Ha PYCCKOM f3bIKE, 3aBEpPEHHOT0 B YCTAHOBJICHHOM MOpPSAKE U
MOATBEPKIAIOIIETO TPABOMOYHOCTh 3afBJICHHS O TOCYJApPCTBEHHON pETrUCTpaluu JEKapCTBEHHOIO
npernaparta Jiisi BETEpUHAPHOTO IPUMEHEHUs (JI0BEPEHHOCTb );

13) cBemeHMss O TOCYAApCTBEHHOH pPErHCTpallid Te€HHO-MHXEHEPHO-MOIU(PHUIMPOBAHHBIX
OpPraHu3MOB, INPEAHA3HAYEHHBIX [UId BBIIYCKA B OKPYXAWOLIYI0 cpeay (IIpU TOCYAapCTBEHHOM
perucTpaly  JIEKApCTBEHHBIX IpENapaToB Ui BETEPUHAPHOTO MPUMEHEHHUS, MOJIYYEHHBIX C
IPUMEHEHUEM TIE€HHO-MHKEHEPHO-MOJU(PULMPOBAHHBIX  OPraHU3MOB WM  COAEpXKAIMX  TaKue
OpPraHU3MBI).

(n. 13 BBenen denepanbubiM 3akoHOM OT 02.08.2019 N 297-D3)

4. Tlpu mnpoBeNeHWH YCKOPEHHOW MpPOLEAYyphl SKCIEPTU3bl JIEKapCTBEHHOIO IMperapara s
BETEPHHAPHOTO NMPUMEHEHUS B IIEIISX €r0 rOCyAapCTBEHHON PErHCTpallid BMECTO OTYeTa pa3paboTyrka
0 pe3ylabTaTax JOKIMHUYECKOTO MCCIIEAOBAHUS JICKAPCTBEHHOTO CpEACTBA MJISI BETEPHHAPHOTO
NPUMEHEHHsT MOXeET OBITh IpeZcTaBleH 0030p HaydyHBIX pPabOT O pe3ylibTaTrax JOKIMHHYECKOTO
UCCIIeIOBaHMs PepepeHTHOro JEKAapCTBEHHOTO Ipernapara Ui BETepUHAPHOTO NMPUMEHEHHUs, a BMECTO
OT4eTa O Pe3ysibTaTaX KIMHHYECKOTO HCCIICJIOBAHUS JIGKAPCTBEHHOTO Ipenapara Ui BETCPHHAPHOTO
MNPpUMCHCHUA OTUYCT O PpE3ylibTaTax I/ICCJIGI[OBaHI/Iﬁ OHMO’KBHUBAJIIEHTHOCTH BOCITPOMU3BCACHHOTO
JIEKapCTBEHHOTO Ipernapara Jjsi BETePHHAPHOTO IPUMEHEHHS.

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

5. Ha sKkcriepTu3y pa3iuyuHbIX JIGKAPCTBEHHBIX ()OPM OJHOTO M TOTO K€ JIKAPCTBEHHOTO Iperapara
JUTSE BETCPUHAPHOTO TIPUMEHEHUS 3asBUTEINIb TPEACTABIISACT OTACIbHBIC 3asSBICHUS U PETHCTPAIIHOHHBIC
J0ChE Ha KaXIYI0 JIeKapCcTBeHHYIO (hopmy. [Ipu yclIoBUM OJJHOBPEMEHHOM 1MOIa4K HA SKCIIEPTU3Y OJHOMN
JIEKapCTBCHHON (DOPMBI C PA3IMYHBIMA JTO3UPOBKOH, KOHIICHTPAITUEH, 00bEMOM 3asBUTEIh MIPEICTABIISICT
OJTHO 3asIBJICHHE U PETUCTPALMOHHOE JI0ChE C MPUIOKEHHUEM MAaKETOB NIEPBUYHOMN YIAaKOBKU U BTOPUYHOU
yrmakoBkd. Ha Makerax mepBUYHOHN YITAKOBKHA M BTOPHYHOW YITAKOBKHU YKa3bIBAIOTCS BCE MPOU3BOIUMEIC
JO3UPOBKH, KOHIIEHTpAIlMHU, OOBbEMBI U KOIUYECTBO 103 B YIMAKOBKE JICKAPCTBEHHOTO Ipernapara Jis
BETEPHHAPHOTO MMPUMECHCHHSI.
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

KoncynsrantlIntoc: npumedanue.
C 01.01.2021 4. 6 ct. 17 uznaraercst B HoBoi pemakiuu (D3 ot 27.12.2019 N 478-D3). Cm. Oyayuryro
pPeAAKIHIO.

6. 3asgBUTENb BIOpaBe NPEACTABUTh IO COOCTBEHHOM WMHUIMATHBE BMECTE€ C 3asBICHHUEM O
rOCy/IapCTBEHHOM perucTpanuy JEeKapcTBEHHOIO Ipenapara [Uisi BETEPUHAPHOTO IMPUMEHEHHUS
JOKYMEHTBI, MTOATBEPAKAAIOIINE YIUIATy IOCYJapCTBEHHOM IMOIIIMHBI U YKa3aHHbIE B IYHKTE 7 4acTu 2
HacTodIIel cTaThu. B ciyyae ux HempencTaBieHHs] COOTBETCTBYIOIMN YIIOJHOMOYEHHBIN (peiepanbHblii
OpraH HCIIOJHUTEIbHON BIACTU NpoBepseT (PaKT ymiaaTbl 3asBUTEIEM TIOCYJApPCTBEHHON IOIIIHMHbI
MOCPEACTBOM HCHOJb30BaHUsI MHPOpMAUMU 00 yIulaTe TOCYJapCTBEHHOM IMOIUIMHBI, COJEpIKalleiics B
I'ocynapcTBeHHOM MH(DOPMAIIMOHHONW CHUCTEME O TOCYAAPCTBEHHBIX M MYHUIMNAJIBHBIX IJIaTeXax, Ha
OCHOBAaHUM  MPEJICTABIECHHBIX  3asfBUTEJEM  KOMUN  JIOKYMEHTOB, TOJATBEPKIAIOLIUX  YIUIATy
roCy1apCTBEHHON MOLUIUHBI.

7. He pomyckaeTcsi HCIOJIb30BaHME B KOMMEpPYECKMX UeNsIX HMHQOpMalMM O pe3yiabTaTax
JOKJIIMHUYECKUX MCCIIEJOBAHUN JIEKAPCTBEHHBIX CPEJCTB M KIMHUYECKUX UCCIIEI0BAHUN JIEKAPCTBEHHBIX
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MpernapaToB JUisi BETEPUHAPHOIO NPHUMEHEHHUs, IPEICTABICHHOIN 3asBUTENEM [UIsl TOCYAapCTBEHHOM
perucTpanuy JIEKApCTBEHHBIX TIperaparoB, 0e3 ero corjachs B TEYCHHWE MIECTH JIeT C JaThl
roCy/1apCTBEHHON perucTpanuu pedepeHTHOro JeKapcTBEHHOTo npemnapara B Poccuiickoii @enepanuu.

8. Jlepxatenp UM BIaJelel] PETUCTPALIMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOrO IIpenapara s
BETEPUHAPHOTO MPUMEHEHUS MPEJICTaBISIeT B YIOJIHOMOYEHHBIN (peiepanbHblii OpraH UCHOJHUTEIbHOM
BIIACTH OTYET IO pe3yiabTaTaMm (papMakoHaJ30pa OJUH pa3 B MIECTh MECAIIEB B TEYCHUE ABYX JIET MOCIE
roCy/1apCTBEHHON perucTpalfu JIeKapcTBEHHOro npemnapara B Poccuiickoit @enepaiiuiu, 3aTeM €KerofHO
B T€UEHHUE MOCIICIYIOUIUX TPEX JIET U B JAJbHEHIIIEM OJIMH pa3 B TPH roja.

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

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

1. Jlns rocynapcTBEHHOHW PpErucTpaluy JIEKapCTBEHHOrO Ipenapara i  MEIUIUHCKOIo
MIPUMEHEHUS IOPUANYECKOE JIMIO, JEHCTBYIOIEE B COOCTBEHHBIX HHTEpEcax WIM YIOJIHOMOYEHHOE
IPEJCTABIATh MHTEPECHl JPYroro HOPUIMYECKOro JIMLA U 3asBIIAIOLICe JIEKAPCTBEHHBIM Npemnapar Ha
TOCYJapCTBEHHYIO0 PErMCTpaluIo (Jajlee B HACTOSALIEH CTAaTbe - 3asBUTENb), IIPEACTaBIAECT B
YIIOJIHOMOYEHHBIN (peiepaabHbIil OpraH UCIIOJHUTEIBHON BIIACTH, OCYIECTBISAIOUINNI IOCy1apCTBEHHYIO
PETUCTpAIHIO JIEKAPCTBEHHBIX MPETAapaToB JJIsl MEIUIIMHCKOTO IPUMEHEHNs, B JIEKTPOHHOH (opMe U Ha
OyMa)XHOM HOCHTEJE 3asBICHHE O TOCYAAPCTBEHHOM PpErucTpaluy JIEKApCTBEHHOro Ipernapara Jyis
MEIUIMHCKOTO TPUMEHEHHUs, a TaKKe B TOPSJIKE, YCTAaHOBJICHHOM YIIOJIHOMOYEHHBIM (eaeparbHbIM
OpPraHOM MHCIIOJHHUTEIbHON BJIACTH, B JIEKTPOHHOM (hopMe M Ha OyMa)kHOM HOCHTENE HEOOXOIMMBbIe
JOKYMEHTBI, U3 KOTOpBIX (OpMHpYyeTCs PEerucTpalMoOHHOE J0Ch€ Ha JIEKapCTBEHHBINM Ipemnapar Jyis
MEIULIMHCKOTO IPUMEHEHHUS.

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

2. B 3asBieHNN O rOCYAAapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOIO Ipenapara A MEAUIMHCKOIO
IIPUMEHEHHUSI YKa3bIBAIOTCA:

1) HauMeHOBaHHWe, aJpec 3asBUTENS W MPOU3BOAMUTENS JIEKQPCTBEHHOIO TMpemapara Jyis
MEMIIMHCKOTO TPUMEHEHUS, CBEJICHUS 00 WX PETUCTPAIMH B KAUeCTBE HAJIOTOIUIATENIBIIMKA B CTPAHE
peructpanuu (Ui POCCUUCKHUX IOPUAMYECKUX JUI - UACHTU(OUKAIIMOHHBIA HOMEp HAIOToIIaTeIbIInKa
(MHH), myist ”HOCTpaHHBIX IOPHINYSCKUX JIUI - CTPaHA PErHCTPAIlii, HAMMEHOBAHUE PETUCTPHUPYIOIIETO
OpraHa, perucTpallMOHHBIA HOMEp, KOJ HAJOTOIUIaTeNbIINKa B CTPaHE PErHCTpaliy (MHKOPIOPAIIHH)
WM €r0 aHajior) W aapec MecTa OCYIIEeCTBICHHS MPOM3BOJICTBA JICKAPCTBEHHOIO Tpernapara (B cirydae
HaJIW4YUsl HECKOJBbKUX YYaCTHHUKOB IIpollecca €ro IMPOW3BOJICTBA HEOOXOJUMO YKazaTh KaKIOTO
YYacTHHUKA B COOTBETCTBUU C OCYIIECTBISIEMON CTaJiel TPOU3BOJICTBA);

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

2) HauMEHOBAHHUE JICKAPCTBEHHOTO Tpernapara sl MeJUIIMHCKOTO TTPUMEHEHHUs (MEXIyHApPOIHOE
HEMaTeHTOBAHHOE, WJIM TPYIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

3) MEPCUCHb JleﬁCTBYIOIHPIX N BCIIOMOTaTCJIbHBIX BCHICCTB, BXOAANIUX B COCTaB JICKAPCTBCHHOI'O
npemnapara it MCAUIUHCKOTO IIPUMCHCHUS, C YKA3aHUCM KOJIMYCCTBA KAXKIOTO U3 HUX;

4) nexkapctBeHHas (QopMma, TO03UPOBKA, CIIOCOOBI BBEACHUS M TPUMEHEHHS, CPOK TOTHOCTH
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JICKApCTBCHHOT'O ITpfriapara JJIs1 MCAUITUHCKOI'O IIPUMEHCHU A ;

5) dbapmakoTepaneBTHYECKAs TPYIINA, KOJ aHATOMO-TEPANeBTHYECKO-XUMHUUYECKOHN KIacCu(PUKaIIH,
pexoMeHIoBaHHOM BcemupHol opraHuzanueil 31paBOOXpaHEHHs, 3asBIsEMble TOKa3aHUS Ui
MIPUMEHEHHUS JIEKAPCTBEHHOTO MperapaTa i MEIUIUHCKOTO IPUMEHEHUS;

6) oTcyTrcTBME HEOOXOAMMOCTH IPENOCTaBICHUS OTYeTa O pe3ylbTaTax KIMHUYECKOrO
UCCIICIOBaHMsI, UCCIIEA0BAaHUS OMOIKBHBAIECHTHOCTU JIEKAPCTBEHHOrO IIperapara, pa3pelieHHOIro s
MeIULMHCKOro mpuMeHeHus B Poccuiickoit @enepanuu Oosiee 1BaLaTy JIET, ¢ yKa3aHUEM HOPMATHUBHBIX
IIPAaBOBBIX AKTOB, IIOATBEPKAAOIINX JaHHBIN CPOK IPUMEHEHHS;

7) HEoOXoauMOoCTh OGOpPMIICHHUS pa3pelieHuss Ha BBO3 B Poccuiickyio desepannio KOHKPETHOM
MapTUU  3apPETUCTPUPOBAHHBIX W (WJIM)  HE3apPETUCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  CPEJICTB,
MpeAHa3HAYEHHbIX U1 MPOBEACHUS SKCHEPTHU3bl JEKAPCTBEHHBIX CPEACTB B LIEISAX TOCYIapCTBEHHOU
perucTpaIuy;

8) H€O6XOI[I/IMOCTL MMPOBCACHHUA SKCIICPTU3BI JOKYMCHTOB, IIPEACTABJIICHHBIX JIA OIPCACIICHUS
BO3MOXHOCTH pacCMaTpuBaThb JICKapCTBCHHblf/'I npemnapar ajid MCOAUIUHCKOI0 IMPUMCHCHUA [IPpU
OCYHICCTBJICHUU FOCYHapCTBeHHOﬁ perucrpanu B Ka4CCTBC Op(baHHOFO JICKApCTBCHHOI'O IIpCIiapara;

9) HEOOXOAUMOCTh MPHUMEHEHHUSI YCKOPEHHOM MPOIEyPhl SKCIIEPTU3bI JICKAPCTBEHHBIX CPEICTB B
LEJIAX TOCYIapCTBEHHON PETUCTPALMU JIEKapCTBEHHOIO IIpenapara;

10) xonuu JOKYMEHTOB, ITOATBEPKAAIOIINX YIUIATy FTOCYAAPCTBEHHOM MOIINHBI:

a) 3a MNPOBCACHUC OSKCICPTHU3BI ANOKYMCHTOB, MPCACTABIICHHBIX JISI OIMPCACIICHUA BO3MOKHOCTHU
paccMaTpuBaTh HCKapCTBCHHBIﬁ npemnapar mMid MCIUIHUHCKOIO MNPUMCEHCHHA IIPpU OCYIICCTBIICHUN
FOCY,[[apCTBCHHOﬁ perucTtpaniv B Ka4€CTBC Op(l)aHHOFO JICKApCTBCHHOTO IIpCIiapara;

0) 3a mpoBeJeHUE SKCIEPTU3bl KAaueCTBa JIEKAPCTBEHHOTO CPEACTBA M HKCIEPTHU3bl OTHOIICHHUS
0’KHMJIa€MOMH I10JIb3bl K BO3MOKHOMY PHUCKY IIPUMEHEHUs JIEKAPCTBEHHOT'O IIpenapara, pa3peleHHoro s
MEAUIMHCKOro mnpuMeHeHus B Poccuiickoit ®enepanuu Oojee ABaALATH JIET, HIPU OCYLIECTBICHUU
roCyZapCTBEHHOM PErucTpaLvy JIEKapCTBEHHOTO Mperapara;

B) 3a NPOBEACHHME HKCIEPTU3bl KAuecTBa JIEKAPCTBEHHOTO CPE/ICTBA M JKCIEPTU3bl OTHOIIEHUS
0’KHMJIa€MOMH I10JIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOTI'O Mpernapara I MEAULMHCKOTO
IIPUMEHEHHSI IIPU €r0 FOCYAApPCTBEHHON PEruCTpaLuy;

I') 32 IPOBEIEHUE SKCIEPTU3bl KauyecTBa JIEKAPCTBEHHOTO CPEJCTBA U HKCHEPTH3bl OTHOLICHUS
0’KHMJIa€MOM MOJIb3bI K BO3MOKHOMY PHUCKY IIPUMEHEHUS JICKAPCTBEHHOTO Ipernapara il MEIUIIMHCKOTO
IIPUMEHEHHUs], B OTHOIICHUH KOTOPOIrO IIPOBEIEHBI MEXIYHAPOAHBIE MHOTOLEHTPOBBIC KIMHUYECKUE
WCCIEAOBAHMUS, YacTh M3 KOTOpBIX MpoBenaeHa B Poccuiickoil @Penepannu, NpH OCYLIECTBICHUU
roCyZapCTBEHHOM PErucTpaLvy JISKapCTBEHHOIO Iperapara;

11) nanuume cornacus NPOU3BOAUTENS JIEKAPCTBEHHOI'O Ipenapara, MPOU3BOJICTBO KOTOPOTO
ocyllecTBisieTcss 3a mnpenenamu  Poccuiickoit  ®exepanuu, Ha POBEJECHUE WHCIEKTUPOBAHUS
MIPOM3BOJIUTEIIS HA COOTBETCTBHE TPEOOBAHUSAM IIPABUII HajJIeXKallel MPON3BOACTBEHHON MPAaKTUKH;
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12) Hanu4ue coryacus, MPeayCMOTPEHHOTO YacThio 18 HacTOSAIICH CTaThy;

13) yka3zaHnue BUJa JICKAPCTBEHHOTO Tperapara, MpeAcTaBIeHHOr0 Ha peructpanuio (pedepeHTHbIi
JIEKapCTBEHHbIN  IpenapaT, BOCHPOM3BEACHHBIM  JICKapCTBEHHBIM  Ipenapar, OWOJIOrMYEcKUit
JICKapCTBEHHBIN Tpenapar, OMoaHAIOroBBIN (OMOMOJOOHBIN) JEKapCTBEHHBIM mpemapar (OHoaHajor),
rOMeoIaTHYECKU JIeKapCTBEHHBIH Npenapar, JIeKapcTBEHHbIH paCTUTENbHBIN IIpenapar).

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

3. PerucrtpanmoHHO€ J0Ch€ Ha JICKAPCTBEHHBIH Tpemnapar Ui MEIWIIMHCKOTO TNPUMEHEHUS
npenocTaBiseTcs B popme 00IIero TeXHMUECKOro JOKYMEHTA.
(dactb 3 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

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

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

2) KOIMMKO JOKYMCHTA Ha PYCCKOM A3bIKEC, 3aBCPCHHOIO B YCTAHOBJIICHHOM IIOpSAAKE U
IMOATBCPIKAAIOIICTO IMPAaBOMOYHOCTL 3asABUTCIIA IIOJABATh 3ad4BJICHHUC O FOCYIlapCTBGHHOfI peructpanmuu
JICKaApCTBCHHOI'O IIpIiapaTta JJisd MCAUIIMHCKOI'O IIPUMCHCHHA (I[OBCpCHHOCTB);

Koncynprantlntoc: npumeyanue.
C 01.01.2021 B m. 3 4. 4 cr. 18 BHOCcATCS u3MeHenus (D3 ot 27.12.2019 N 478-D3). Cm. Oyayuryro
pEeIaKIuIo.

3) KOMWIO JMIEH3UM Ha MPOU3BOJACTBO JICKAPCTBEHHBIX CPEJCTB WU KOIHUIO 3aKIIOYEHUS O
COOTBECTCTBUHU IMPONU3BOAUTECIIA JICKApCTBCHHBIX CpCaAcCTB TpC6OBaHI/I$[M ImpaBuJI Hazmemamef/i
MIPOU3BO/ICTBEHHON NPAKTUKHU, BBIIAHHBIX YMOJIHOMOYEHHBIM (elepajabHbIM OPraHOM HCIIOJHUTEIbHOMN
BJIACTH B OTHOIIEHWUU MPOU3BOACTBEHHOW IUIOMIAAKH PETHCTPUPYEMOTO JIEKAPCTBEHHOIO IMpernapara, B
cllyyae, ecJid IPOM3BOJICTBO JIEKAPCTBEHHOTO Mpernapara ocyuiecTsisiercs B Poccuiickoii @eneparum;

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

Koncynbrantllmtoc: npumeuanue.
C 01.01.2021 B . 4 4. 4 cr. 18 BHOCcATCs u3menenus (O3 ot 27.12.2019 N 478-D3). Cm. Oynyuryro
PENaKIHIO.

4) KOIINIO BBIJIaHHOﬁ YIIOJIHOMOYCHHBIM OpraHOM CTpaHbl IIPOU3BOAUTCIIA JIMOCH3UU Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O IIpenapaTa M €€ IMEepeBOJl Ha PYCCKUM A3bIK, 3aBEPEHHBIE B
YCTaHOBJIEHHOM MOPSAKE, @ TAKXKE KOIHUIO 3aKIIOYEHHS] O COOTBETCTBUH MIPOU3BOJIUTENS JIEKAPCTBEHHBIX
cpeAcTB  TpeOOBaHMSAM  TpaBWJ  HAAJEKaIled  MPOU3BOJACTBEHHONH  NPAaKTUKH,  BBIJAHHOTO
YIOJIHOMOYCHHBIM q)ejlepa.anmM opraHomM HACIIOJTHUTENbHON BJIACTH B OTHOIIIEHHUH HpOHSBOJICTBGHHOfI
IUIOLIA/IKM PETUCTPUPYEMOIO JIEKAPCTBEHHOTO IIpEnapara, WIM KOMNHMIO PEIIECHUS YIOJHOMOYEHHOTO
(benepanbHOro OpraHa MCHOJHUTENBHOM BIACTH O MPOBEIECHWU HHCIEKTHUPOBAHUS IPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJICTB, B CIIy4ae, €CIIU NMPOU3BOACTBO JIEKAPCTBEHHOIO MpeIapara OCyIECTBISAETCS 3a
npeaenamu Poccniickoit denepanuu;

(B pen. denepanbhoro 3akoHa ot 04.06.2018 N 140-D3)
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

5) IPOEKT UHCTPYKIMH O METUIIMHCKOMY IPUMEHEHHIO JIEKApCTBEHHOT0 IIperapara, coaepkaiiei
CIIEYIOINE CBEACHMUS:

a) HaUMEHOBAHME JIEKAPCTBEHHOIO IpenapaTta (MEXAYyHapOJHOE HENaTeHTOBAHHOE, WM
IPYIIUPOBOYHOE, NN XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) nekapcTBeHHas (hopma C yKazaHHEM HaMEHOBAHHUI M KOJMYECTBEHHOIO0 COCTaBa JIEHCTBYIOIINX
BEILIECTB U KAYECTBEHHOT'O COCTAaBa BCIIOMOTaTENIbHBIX BEIIECTB (IIPU HEOOXOIUMOCTH KOJIMYECTBEHHOTO
cOCTaBa BCIIOMOTaTeNbHBIX BEIIECTB);

B) OMMCAHUE BHEUIHErO BH/Ia JIEKAPCTBEHHOIO Mpenapara Jijisi MEIUIIMHCKOTO PUMEHEHHUS;
r) pu3uKo-XxuMUYecKre CBOMCTBA (1 paarodapMalieBTHYECKHUX JIeKapCTBEHHBIX MIPENapaToB);

n) ¢dapmakoTepaneBTUUYECKass TpyMmna, KOJ JIEKApCTBEHHOTO IIpenapara Hjisi MEIUIIMHCKOTO
IIPUMEHEHMS 10 aHATOMO-TepaneBTUYECKO-XUMUUECKOM Kilaccuukannu, pekoMeH10BaHHON BecemupHoit
OpraHu3anuei 31paBoOXpaHeHus], MM YKa3aHHe "TOMEeOoNaTuYeCcKuil JIeKapCTBEHHBIN Ipenapat";

e) dapmakoguHaMuKka W (apMaKOKMHETHMKAa (32  HMCKJIOYeHHeM  (papMaKOKWHETHUKH
TOMEOTIATHYECKUX JICKAPCTBECHHBIX MPENApaTOB M PACTUTEIHHBIX JICKAPCTBEHHBIX MPEIIapaToB);

) OKa3aHMsl U1 IPUMEHEHUS;
3) IPOTUBOMNOKAa3aHUs JJIsl IPUMEHEHUS;
1) MEpBbI MPEIOCTOPOKHOCTH NMPHU IPUMEHEHHH;

K) YKa3aHH€ BO3MOXXHOCTH U OCOOEHHOCTEW NpPHUMEHEHHUs JIEKApCTBEHHOrO Ipernapara ais
MEIULUHCKOTO MNPUMEHEHHs OEepeMEHHbIMU JKCHIIMHAMH, JKCHIIMHAMHU B IIEpUOJ TPYAHOTO
BCKapMJIMBaHUs, 1I€TbMH, B3POCIIBIMHU, UIMEIOIIMMU XpPOHUUYECKHE 3a00JI€BaHuUs;

J'I) PEXKUM NO3UPOBAHUA, CITOCOOBI BBCACHUA U NIPUMCHCHUS, TIPU HeO6XO,Z[I/IMOCTI/I BpEMsA IIpucMa
JICKApCTBCHHOT'O IIpf€riapara i MCIUIOMWHCKOTIO IMPUMCHCHUA, MPOAOJDKUTCIIBHOCTL JICUHCHUSA, B TOM
qucic 'y JIETeH 40 U IOCJIE OJJHOTO roaa,

M) BO3MOJXHBIC HCXKCIIATCIIBHBIC PCAKIMKU TIpU NMPHUMCHCHUHW JICKAPCTBCHHOTO Mpfcrapara ajd
MCIUITUHCKOT'O IPUMCHCHU ;

H) CUMIITOMBI IEPETO3UPOBKH, MEPHI IO OKA3aHUIO MIOMOIIY IPU NEPETO3UPOBKE;
0) B3aMMOJEICTBHE C APYTUMH JIEKAPCTBEHHBIMU NpenapaTaMu 1 (W) MUIIEBBIMU IPOAYKTAMU;
1) GOpMBI BbIITYCKa JIEKaPCTBEHHOI'O MIpernapara;

p) ykazaHue (IIpU HEOOXOIUMOCTH) OCOOEHHOCTEeH JEHUCTBHUS JIEKApCTBEHHOTO Ipernapara Juls
MEAUIIMHCKOTO MPUMEHEHUSI TP IEPBOM IPUEME HIIU TIPU €r0 OTMEHE;

¢) onucaHue (Ipyu HEOOXOIMMOCTH) JIecTBUH Bpaya (denpamepa) 1 (Win) MauueHTa mpyu IpomycKke
MpreMa OJTHOM WJIM HECKOJIBKHX J03 JIEKapCTBEHHOI'O Ipernapara Jisi METUIUHCKOTO PUMEHEHUS;
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T) BO3MOXXHOE€ BJIMAHUC JICKAPCTBCHHOI'O0 IIpf€liapara A MCIAUIHUHCKOIO IIPUMCHCHHA Ha
CIIOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMU CPCACTBAMH, MCXAHU3MAaMM

y) CpPOK TOJHOCTHM M YKa3aHHE Ha 3alpeT MpPUMEHEHUs JIEeKapCTBEHHOTo Mpernapara Jis
MEIULUHCKOTO MPUMEHEHUS IO UCTEUEHUU CPOKA TOJHOCTH;

¢) ycnoBus XpaHEHHUS;

X) YKa3aHuc Ha H€O6XOI[I/IMOCTL XpaHCHUA JICKAPCTBCHHOI'O IIp€napara M MCIUIHUHCKOI'O
INPpUMEHCHUA B MECTaX, HCAOCTYIIHBIX IJIA /:[eTeﬁ;

1) yKa3aHue (IIpu HEOOXOAMMOCTH) CIIELMAIbHBIX MEpP IMPEIOCTOPOKHOCTU IPU YHUUYTOKEHUU
HEHUCIIOIb30BAHHBIX JICKAPCTBEHHBIX IIPENAPATOB Ul MEAULIMHCKOIO IPUMEHEHUS;

Y) YCIIOBUS OTITYCKa;

II) HAaUMCHOBAHHMS M ajJpeca NPOM3BOJCTBCHHBIX IUIOMIAJOK IPOU3BOIAMTENS JIEKAPCTBEHHOTO
npernapara;

II) HAaUMEHOBaHWE, aJpeC OpraHu3allid, YIOJIHOMOYEHHOW JAepiKaTeleM WM BJaJeiblieM
PErUCTPAalIMOHHOTO YOCTOBEPEHHUS JICKAPCTBEHHOTO Iperapara Uisi MEIUIMHCKOTO TPUMEHEHUs Ha
MIPUHSATHE MPETEH3UI OT MOTpeOuTeNs;

6) MHCTPYKLUIO 110 MEAMIIMHCKOMY IPHUMEHEHUIO UM KPaTKyl0 XapaKTEpUCTUKY JIEKapCTBEHHOTO
rpenapara, yrBepKICHHbIE B CTpaHe IIPOU3BOAUTELS,

7) IPOEKThl MAKETOB EPBUYHOMN YIAaKOBKHM U BTOPUYHON YIIAKOBKH JIEKAPCTBEHHOTO Mpenapara Jjis
MEJIULIMHCKOIO IIPUMEHEHMS,;

8) MpOeKT HOPMATHBHOM ITOKYMEHTAIIMU WJIA HOPMATUBHOTO JIOKYMEHTa Ha JIEKapCTBEHHBIN
mpemnapaTt Ijs MeIUIUHCKOTO IPUMEHEHUs TM00 yKa3aHHe COOTBETCTBYIOINIEH (papMaKoneitHO! CTaThu;

9) moxymeHT, coaepkaiuii HHHOPMAIUI0 O HATUYUH WM 00 OTCYTCTBUHM (DaKTOB PETHUCTPAINH
JIEKapCTBEHHOTO MpernapaTa JJisi MeIUIUHCKOr0 MpUMeHeHUs 3a npeaenamu Poccuiickoit denepanuu;

10) xomMM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIIEHHOM MOpPSAKE M MOATBEPXKAAIOMMX (aKT
perucTpanyy JeKapCTBEHHOTO IpenapaTa B MHOCTPAHHBIX TOCYAAapcTBax B KadecTBE OpQaHHOIo
JIEKApCTBEHHOTO MpeIapara;

11) IUIaH  YIIPABJICHHUA pUCKAMU I OMOJIOTHYECKUX JICKApCTBCHHBIX IIPCIapaToB I
MCIUIHUHCKOI'O MIPUMCHCHUSA

12) nmokymMeHT o cucteme (apMakoHaa30pa JAepiKaTeNss WIM BIAJACTbIla PErHCTPAIMOHHOTO
yIOCTOBEPEHHUSI JICKAPCTBEHHOTO Mperapara;

13) NOKyMEHT, MOATBEP)KIAIOIINN KA4eCTBO JICKAPCTBEHHOTO Iperapara TPeX MPOMBIILICHHBIX
cepuii (IMPOTOKOJT aHAIM3a MU CEPTU(PHKAT aHAIKM3a), OJTHA CEPUSI KOTOPOTO TO/DKHA COBIMAIATh C CepUe
oOpaslia JICKapCTBEHHOTO Tpernapara s MEIUIUHCKOrO MPUMEHEHHs, IPEICTaBICHHOTO Ha
TOCY/IapCTBEHHYIO PETHCTPAIHIO.
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DenepanbHeii 3akon ot 12.04.2010 N 61-D3 Jloxkyment npenocrasen KoncynsrantlTmioc

'('pez[‘ or 13.07.2020) " Jlara coxpanenwusi: 04.08.2020
006 obpameHnH TeKapCTBEHHBIX CPECTB

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

5. Pa3zgen xumuueckoi, papMarieBTUYeCKOH M OMOJOTMYECKOW JOKYMEHTAllMH BKIIOYAeT B ceOs
JIOKYMEHTBI, cofepxalie HHGopMaiuio o papMalieBTUUECKON CyOCTaHIIMM U JIEKAPCTBEHHOM IIpenapare
JUI. MEUIIMHCKOTO NPUMEHEHMS, MIPOLIECCE €ro MPOU3BOACTBA U METOJAX KOHTPOJSl KauyecTBa, B TOM
qucie:

1) KonuIo JOKYMEHTA, COACPIKAIIETO CICIYIONIYI0 HHPOPMAIHIO 0 (hapMaIleBTHIECKOH CyOCTaHIIHH
win  (papMareBTUYECKUX CYOCTAHIMSIX, BXOAAIIMX B COCTaB JICKAPCTBEHHOIrO IMperapara, 3a
UCKITIOUeHHEeM WHpopManuu o (apMareBTHUYECKUX CYOCTaHIUSAX, BKIIOYCHHBIX B TOCYAApPCTBEHHBIM

peecTp JICKapCTBEHHBIX CPE/ICTB B COOTBETCTBUU €O cTaTheil 34 HacTosmero denepanbHOro 3aKoHa:
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 462-03)

a) HaUMEHOBaHMe (apMaleBTUUECKON CyOCTaHINH, €€ CTPYKTYypa, o0IlI1e CBOUCTBA;
0) HauMEHOBAaHUE U a/IpEC MPOU3BOAUTEIIS;

B) TEXHOJIOTHS IIPOM3BOJCTBA C OMHCAHUEM CTAJWHA MPOMU3BOACTBA M METOJOB KOHTPOJISI Ha BCEX
CTaJusAX MPOU3BOJACTBA;

T') OIMCAaHKUE Pa3pabOTKHU Mpoliecca MPOU3BO/JICTBA;

1) OITUCAHKME KOHTPOJIS KPUTUUYECKUX CTAUI MPOU3BOJICTBA U MIPOMEKYTOUHON MTPOYKIIHH;
€) IOKyMEHTaJbHOE MOATBEPKIeHUE (BaTUAALINS) IPOLECCOB U (MIIM) UX OILICHKA,

’K) CBOMCTBA U CTPYKTYpa JACUCTBYIOIINX BEIIECTB;

3) XapaKTepUCTHKa MPUMECEH;

n) crienrdukanys Ha GpapMaleBTHUECKYI0 CyOCTaHIIUIO U €€ 000CHOBAHMUE;

K) aHaJUTHYECKWe METOJUKH, WCIOIb3yeMble TPH OCYIIECTBICHUH KOHTPOJSI KadecTBa
(hapmareBTUUECKON CyOCTaHITNH;

J) JOKYMEHTAJIbHOE MOATBEPXKACHUE (BalMJAlMs) aHATUTUYECKUX METOAMK, UCIONb3YEMbIX IMPH
OCYILIECTBIICHUH KOHTPOJISl KauecTBa (papMalieBTUUECKON CyOCTaHINH;

M) pe3yJbTaThl aHaIM3a cepuil papmaneBTHUeCKOi cyOCTaHIINH;

H) MEPCUCHb CTAHAAPTHBIX O6p33HOB HJIM BEIICCTB, UCIIOJB3YEMBIX ITPHU OCYHICCTBICHUN KOHTPOJIA
Ka4dycCTBa,

0) OMMCAaHNE XapaKTEPUCTUK U CBOMCTB YIAaKOBOUYHBIX MAaTEPHUATIOB U YKYIIOPOUYHBIX CPE/ICTB;
) JaHHbIE O CTAaOUIIBHOCTH (hapMaleBTHUECKOM CyOCTaHIINY;

P) CPOK TOJTHOCTH;
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

1.1) B oTHOmICHHH (apMaAlEBTHYCCKUX CYOCTAHIMH, BXOASAIIMX B COCTaB JIEKAPCTBEHHOTO
npernapara U BKJIIIOYCHHBIX B FOCYHapCTBeHHBIﬁ peecTp JICKAPCTBCHHBIX CPCACTB B COOTBCTCTBHUH CO
cratbell 34 wHacrosmero @®exepa’abHOrO0 3aKOHA, - KOMHUS JOKYMEHTA, COJEPIKAIIErO CIIEAYIOIIYIO
MH(OPMALIHIO:

a) HaUMEHOBaHMe (apMaleBTUUECKON CyOCTaHIIUM, €€ CTPYKTypa, OOLI1e CBOMCTBA;
0) HauMEHOBAaHUE U a/IPEC MPOU3BOAUTEINS;
B) pe3yJIbTaThl aHAJIN3a cepuil papMalleBTUUECKOH cyOCTaHIINN;

') CPOK T'OJIHOCTH;
(m. 1.1 BBenen denepanbHbiM 3aK0HOM 0T 27.12.2019 N 462-D3)

2) JOKYMEHT, COAEPKAIUN CIEAYIONINE CBEACHUS O JIEKAapCTBEHHOM IIpenapare A MeIULUHCKOro
IPUMEHECHHUSL:

a) OMKCAHME U COCTaB JIEKAPCTBEHHOIO MperapaTa JJisi MEIUIIMHCKOTO IPUMEHEHUS;

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

B) TEXHOJIOTHS IPOU3BOJCTBA C OMHCAHUEM CTAJWHA MPOU3BOACTBA M METOJOB KOHTPOJISI HAa BCEX
CTaJusAX MPOU3BOJACTBA;

F) OMMHMCAHUC KOHTPOJd KPUTHUUYCCKUX CTa)lI/Iﬁ nponecca Mnpou3BOACTBA U HpOMe)KYTO“IHOP’I
IPOJTYKLIUH;

I[) HaAaUMCHOBAHUC U aIp€C MCCTAa OCYHICCTBJICHUA IPOU3BOJACTBA JICKAPCTBECHHOI'O IIpCriapara IJIA
MCIUIIMHCKOI0O HNPHUMCHCHUSA (B CJIyda€ HaJIn4usgd HCCKOJBKUX YYACTHHUKOB IIponecca ITPOU3BOACTBA
HeO6XOI[I/IMO YKa3aTb KaxXJa0To U3 HI/IX);

e) ¢apmareBTUIeCKasi COBMECTUMOCTb;

’K) MUKPOOHOJIOTHYECKHE XapaKTePUCTHUKH;

3) MaTepuaIbHbIN OalaHC JJI MPOU3BOJICTBA CEPUU TOTOBOTO MPOJIYKTA;

1) OMHMCAHUE XapaKTEPUCTUK U CBOMCTB YIAKOBOUYHBIX MAaT€PUAJIOB M YKYITOPOUHBIX CPEJCTB;

K) TOKYMEHTAJIHHOE MOATBEPKICHNE (BaTUIaINsl) TIPOIIECCOB MTPOU3BOICTBA U (MJIN) UX OIEHKA;

1) TpeOoBaHMsSI K KayeCTBY BCIOMOTAaTENbHBIX BemIeCTB (cepTudukar, crenudukanus Ha
BCIIOMOTaTEJIbHBIC BEIECTBA U UX 000OCHOBAHNE);

M) AHAIIUTUYCCKUC MCTOAUKHU, HUCIOJB3YECMbIC TIpU OCYHICCTBJICHHUH KOHTPOJIA Ka4YCCTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

H) JAOKYMCHTAJIbHOC TTOATBCPIKICHUC (BaJ'II/I,Z[aI_II/ISI) AHAIIUTUYCCKUX MCETOJUK, HCIIOJIb3YCMBIX IIPH
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OCYIICCTBIICHNH KOHTPOJIA Ka4€CTBAa BCIIOMOI'aTCIIbHBIX BECILICCTB,

O) I/IH(bOpMaI_[I/ISI 00 HCIIOJB30BAHMM BCIIOMOIATEIbHBIX BCIICCTB YCIOBCUYCCKOIO M KXHMBOTHOI'O
IIPOUCXOKIACHUSA,

H) I/IH(I)OpMaL[I/ISI 00 MCIOJIB30BAaHNH HOBBIX BCIIOMOTATEIbLHBIX BCIICCTB,

p) TpeboBaHMS K KayecTBY JIEKAPCTBEHHOTO IIperapara Uil MEAWIUHCKOTO IMPUMEHEHUS
(ceprudukar, cienuduKanys Ha JIEKapCTBEHHBIN penapar u uX 000CHOBAHUE);

C) AHAIIUTUYCCKUEC MCTOAWKH, HCIIOJB3YEMBIC IIPpU OCYHICCTBJICHUHW KOHTPOJSA KadeCTBa
JICKApCTBCHHOTO IIperiapara s MCAUITUHCKOI'O MPUMCHCHUS

T) AOKYMCHTAJIbHOC IOATBCPIKACHHUC (BaHI/I,I[aL[I/IH) AHAIIUTUYCCKUX MCETOJUK, UCIIOJB3YCMBIX IIpU
OCYHICCTBJIICHUU KOHTPOJIA Ka4€CTBa JICKAPCTBCHHOI'O IIp€riaparta Al MCAULUHCKOTO ITPUMCHCHUS

y) pe3ynbTaThl aHAJIM30B CEPUI JIEKAPCTBEHHOTO IIpernapara JUisi MeAMLIMHCKOTO TPUMEHEHMS;
¢) XxapakTepucTUKa MPUMECEH;

X) MNEpCUCHb CTAaHAAPTHBIX 06pa3u0B, HCIOJIb3YCMbIX IIPpU OCYIICCTBJIICHHU KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO ITperiapaTa 11 MCAUIUHCKOI'O IPUMCHCHUS

11) JaHHBIC O CTAOMIILHOCTH JICKAPCTBEHHOTO TIpenapara sk MEIUIIMHCKOTO TPUMEHEHHS.
qacTh 5 B pex. PexepanpHoro 3akona oT 22.12.2014 N 429-03
p P

6. Pazgen Q)apMaKOJ'IOl"I/I"IeCKOI\/'I, TOKCHUKOJIOTHYECKOM JAOKYMCHTAIIUU BKIIFOYACT B ce0s OTYETHI O
pe3yibTaTax JOKIMHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ JICKApPCTBCHHOT'O CpCACTBA AJII MCAUIIMHCKOI'O IIPUMCHCHUS,
B TOM YHCIJIC:

1) oTder o hapmMakOTUHAMUYECKUX UCCIEAOBAHUSX;
2) otueT 0 hapMaKOKUHETHUECKUX HCCIETOBAHUSX;

3) OT4eT O TOKCUKOJIOTHYECKUX UCCIICTOBAHMSIX.
(uacTsb 6 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

7. Pa3nen KIMHUYECKOW TOKYMEHTAllMU BKIIOYAET B ce0sl OTYETHl O pe3yibTaTax KIMHUYECKHX
HCCIIEI0OBaHM JIEKApCTBEHHOIO IIpenapaTa Jilsl MEAULUHCKOTO IIPUMEHEHUS, B TOM YHCJIE:

1) otdersl 00 wucCAEAOBAaHUSAX OMOJOCTYITHOCTH U OHMOSKBUBAJIECHTHOCTH, WCCIICIOBAHUSIX,
yCTaHABIUBAIOIIUX KOPPEIAIUIO Pe3YyIbTATOB, MOTYYEHHBIX B YCIOBUAX 1N Vitro U in vivo;

2) oT4eTHl 0 PapMAKOKUHETHUECKUX UCCIIEOBAHUSX;
3) otueTsl 0 (hapMaKOIUHAMUYECKUX UCCIIECIOBAHUSX;

4) oT4eTHl O KIMHUYECKUX HCCIeA0BaHUAX 3(PPEKTUBHOCTU U OE30MMACHOCTH;
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5) OTYET 0 MOCTPETUCTPALMOHHOM OIIBITE MPUMEHEHHUS (TP HATHYUN).
(dactp 7 BBeneHa denepaibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. TpeboBanust k 00bemMy MHGOpPMAIUU, MPEAOCTABISIEMON B COCTaBE PETUCTPALIMOHHOTO JOCHE,
JUISL OTJICJIBHBIX BHUJIOB JIEKAPCTBEHHBIX MPENapaToB JUIsi MEAUIIMHCKOTO MPUMEHEHHS YCTaHABIMBAIOTCS
YIOJHOMOYEHHBIM (e/iepaibHbIM OPTaHOM HCIIOTHUTEILHON BIACTH.
(dactb 8 BBeneHa DenepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

9. B OoTHOIIEHUU JIEKAPCTBEHHBIX IMPENapaTOB, Pa3peUICHHBIX JJIsI MEAUIIMHCKOTO MPUMEHEHUS B
Poccuiickoit @exnepanuu Oosee ABaIUATH JIET U B OTHOIICHUH KOTOPBHIX HEBO3MOXKHO MPOBEICHUE
UCCIIEIOBAaHUM MX OHMOSKBUBAJICHTHOCTH (32 HCKJIIOUYEHHEM OHOJOTHYECKHX JIEKapCTBEHHBIX
[IpenapaToB), JOMYCKAeTCsl BKIIIOUEHHWE B COCTaB pasjeia (papMaKoJIOTHYECKOH, TOKCHMKOJIOTMYECKOU
JOKYMEHTAIlMU U pa3jieNia KIMHUYECKOW JOKYMEHTAIlMd BMECTO OT4eTa pa3paboTduka O pe3ylibTarax
CO6CTB€HHI)IX JOKINHHUYCCKUX I/ICCJIGI[OBaHI/If/'I JICKAPCTBCHHBIX CPCACTB U KIMHHUYCCKHUX I/ICCJIGZIOBaHI/If/i
JIEKapCTBEHHBIX MPENapaTroB Ui MEIUIHUHCKOrO MPUMEHEHHUs 0030pa HaydyHBIX paboT O pe3ynbrarax
JOKIIMHUYCCKUX I/ICCJ'ICIIOBaHI/If/'I JICKAPCTBCHHLIX CPCACTB W KIMHHUYCCKUX I/ICCJIGI[OBaHI/Iﬁ JaHHBIX
JIEKapCTBEHHBIX MPENapaToB, B TOM YKCIIE BKJIIOYAs OMbBIT UX MOCTPETUCTPALIMOHHOTO IPUMEHEHHS.
(uacth 9 BBeneHa denepanbHbiM 3akoHOM 0T 22.12.2014 N 429-®3; B pen. PenepaibHOrO 3aKoHa OT
27.12.2019 N 475-03)

10. [Ipu rocynapCTBEHHOW PpEruCTpalld BOCHPOM3BEIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB MAJis
MEIUIIMHCKOTO TPUMEHEHHs JIOMYCKAaeTCs BKIIOYEHHE B COCTaB paszfjena (HapMakoJIOTHYECKOH,
TOKCUKOJIOTMYECKOM JOKYMEHTallud U pasjena KIMHUYECKOM JIOKyMEHTallMd BMECTO OTueTa
pa3zpaboTurka O pe3yiabTaTax COOCTBEHHBIX IOKIMHUYECKHX HCCIIEOBAaHUI JIEKAPCTBEHHBIX CPEICTB
0030pa Hay4yHbIX pabOT O pe3ynbTaTax JOKIMHUYECKUX HCCIEAOBAHUN peepeHTHOro JIEKapCTBEHHOIO
npernapara U MpeiCTaBIeHHEe BMECTO KJIMHUYECKUX HCCIEIOBaHUN B MOJHOM 00beMe, YCTaHOBICHHOM
pa3zesnoM KIMHUYECKONW JOKYMEHTAIlMH, OT4eTa O pe3yibTaTax HCCIEJOBaHUM OMO3KBUBAJIEHTHOCTH
BOCIIPOU3BEJICHHOTO JIEKAPCTBEHHOTO IIpernapara A MeIuIUHCKoro npumeHeHus. He tpeOyercs
MIpEe/ICTaBJIeHHE OT4YeTa O pe3yJbTaTaX MCCIeA0BaHUNH OHWO’KBUBAJIEHTHOCTH BOCIPOU3BEIEHHOTO
JIEKapCTBEHHOTI'O IpenapaTa sl MEAUIIMHCKOTO IPUMEHEHM S, €CIIU PETUCTPUPYIOTCS BOCIIPOU3BEICHHBIE
JIEKapCTBEHHbIE MpenapaThl A1 MEAULIUHCKOIO IPUMEHEHHUS, KOTOpbIE:

1) mpeaHa3Ha4yeHbl ISl MApEHTEPAIbHOTO (MOJKOXKHOTO, BHYTPUMBIIIEYHOTO, BHYTPHUBEHHOTO,
BHYTPUIJIA3HOTO,  BHYTPHIIOJIOCTHOTO, BHYTPUCYCTAaBHOTO, BHYTPUKOPOHAapHOIO) BBEJIEHUS W
MIPEJCTABISAIOT cO00I BOAHbBIE PACTBOPHI;

2) mpeCTaBISIIOT COOON PacTBOPHI AJIsi HEPOPATILHOTO PUMEHEHMUS;
3) npou3sBezieHbl B popMe MOPOIIKOB HITH JTHOPHIM3AaTOB ISl IPUTOTOBJICHUS PACTBOPOB;
4) ABNAIOTCS ra3aMu;

5) ABNSAIOTCS YIIHBIMU MJIH TJIA3HBIMU JIEKAPCTBEHHBIMH IperapaTtaMy, IpOU3BEIEHHBIMU B (hopme
BOJIHBIX PaCTBOPOB;

6) npeaHa3HauYCHbI AJIs1 MCCTHOT'O MPUMCHCHUS U ITIPUTOTOBJICHLI B (bOpMC BOJOHLBIX paCTBOPOB;

7) IpeACTaBISIIOT COOOW BOJHBIE PACTBOPHI JJISI UCIIOIB30BaHMS B (DOPME MHTAISAIMMA C TTOMOIIBIO

www.consultant.ru Crpanuna 45 u3 140
HaJeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100340&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=321363&date=04.08.2020&dst=100118&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100347&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100348&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341762&date=04.08.2020&dst=100025&fld=134

®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

HeOyaif3epa Wi B KauecTBE Ha3aJbHBIX CIPEEB, MPUMEHSIEMbIX C TTOMOIIBIO CXOJIHBIX YCTPOUCTB.
(dactpb 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

11. Jlna cnyuaeB, ykazaHHBIX B TyHKTax 1 - 3, 5 - 7 wactm 10 Hacrosmeld cTaThH,
BOCITPOM3BE/ICHHBIN JIEKAPCTBEHHBIA MpenapaTr Il MEIUIMHCKOTO MPUMEHEHHUs JOJIKEH COACp’KaTh
TaKHe K€ BCIIOMOTraTelIbHbIC BEIIECTBA B TaKUX )K€ KOJUYECTBAX, KaK M pedepeHTHBINH JIeKapCTBEHHBIN
npenapar. Eciii cocTaBbl BCIIOMOTATEIbHBIX BELIECTB Pa3IMYAIOTCS, 3agBUTENb JOJIKEH IMPEICTaBUThH
JI0Ka3aTeNIbCTBA TOTO, YTO HMCMOJb3yeMble B JAaHHBIX KOHIICHTPAIUSX BCIIOMOTaTelbHbIE BEIIECTBA HE
BIUSIOT Ha Oe3omacHOCTh W (WiaH) 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO TMperapara sl METUIITHCKOTO
npuMeHenus. B ciyuae, ecnu 3asBUTEIb HE MOXKET MPEACTaBUTh TaKHE TOKA3aTeNbCTBA U (MIIM) HE UMEET
JIOCTYIa K COOTBETCTBYIOIIMM JAHHBIM, OH JIOJDKEH IPOBECTH COOTBETCTBYIOIIUE MCCICAOBAHUS MJIs
JI0Ka3aTeNIbCTBA OTCYTCTBHUSI BJIMSIHMSI Pa3HbIX BCIOMOTAaTENbHBIX BEIIECTB WM BCIOMOTATEIbHBIX
YCTPOMCTB Ha 0e30macHOCTh U (W) 3()(HEKTUBHOCTH JCKAPCTBEHHOTO Tpernapara Uisi METUITTHCKOTO
MIPUMEHEHUS B TIOPSAJKE, YCTAHOBICHHOM YIOJTHOMOYEHHBIM (heiepaqbHBIM OPraHOM HCHOJHUTENbHOM
BJIACTH.

(uacth 11 BBegena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12. Ilpu rocynapCTBEHHOM perucTpaiuu KOMOUHAIIUNA paHee 3apeTruCTPUPOBAHHBIX JICKAPCTBEHHBIX
mnmpenaparoB i MEAUUMHCKOIO NPUMEHEHUs JIONYCKAaeTCs BKIIOUYEHHE B COCTaB  paszela
(hapMaKoJIOTHICCKOM, TOKCHKOJOTHYCCKOW JOKYMEHTAIIMM W paslieia KIMHUYEeCKOH JIOKYMCHTAIUU
BMECTO OTYeTa pa3paboTyMKka O pe3yabTaTaX COOCTBEHHBIX JIOKIMHHYECKHUX HCCIETOBAHHM
JIEKApPCTBEHHBIX CPEACTB 0030pa HAy4YHBIX palbOT O pe3yibTaTax JOKIMHUYECKUX HCCIEIOBaAHUI
pedepeHTHBIX JICKapCTBEHHBIX IpEerapaToB, BXOMAIIMX B COCTAaB KOMOWHAIIMU JICKAPCTBEHHBIX
MperapaToB, ¥ 00 OTCYTCTBUU MX B3aUMOJICHCTBUS B OJHOM JIEKaPCTBEHHOH (Gopme.

(uacTh 12 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13. Ha okcnepTusy pas3iuyHbIX JIEKApCTBEHHBIX (OPM OJHOIO M TOrO K€ JIEKapCTBEHHOI'O
mpernapata A8 MEOUIMHCKOTO IPUMEHEHHUsS 3asBUTENb IPEICTABISIET OTACIBHBIE 3asBICHUS W
pErucTpalMOHHBIE I0ChEe Ha KAXKAYIO JIeKapcTBEHHYIO0 (opmy. IIpu yciaoBur oJHOBpEMEHHOM Nojauu Ha
9KCHEPTU3y OJHON JIEKapCTBEHHOH (DOPMBI C PAa3IUUYHBIMHU JIO3UPOBKOM, KOHIEHTpauuen, o0beMoM
3asBUTEIb IPEACTABISACT OJHO 3asBJICHUE U PETUCTPALIMIOHHOE JOChE C MPUIOKEHUEM MAKETOB YIIAaKOBOK
Ha KaXXYI0 JO3UPOBKY, K&KIYI0 KOHIIEHTPALNIO, KXKAbII 00beM U KaX/10€ KOJIUYECTBO /103 B YIIaKOBKE.
(uactb 13 BBegena PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

14. Tlpum rocynapcTBeHHOW perucTpanud Op¢paHHOIO JIEKApCTBEHHOIO IIperapara 3asBUTEINb
IpescTaBiIsieT nH(opMalnio, HeoOX0IUMYIO Ul (POPMHUPOBAHUS pazjiena KIMHUYECKOW JOKYMEHTAIUH,
B 00bEeMe, YCTAHOBJIIEHHOM YITOJIHOMOYEHHBIM (e/iepaIbHbIM OPraHOM UCIIOJHUTENIBHON BIACTH.

(uacTh 14 BBegena PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

15. HpI/I perucTpanmuu OMOJIOTHYECKOTO JICKApCTBCHHOT'O Ipfriapara, IMOJIYYCHHOI'0 M3 KpPOBH,
I1a3Mbl KpPOBHU YCJIOBEKA, B COCTABC€ PCTUCTPAIMOHHOIO OOCBE Ha HeKapCTBeHHBIﬁ npemnapar A
MCIUIUHCKOT'O IPUMCHCHUS JOJIKHBI OBITH MMpEACTaBJICHBI JOMMOJIHUTCIIBHO!

1) B paszmene AOKyMEHTAIlMd aIMUHUCTPATHBHOTO XapakTepa TOKYMEHT, COJEp KAl
nH(popMaIHI0 0 CyObheKTaxX OOpalleHus] JOHOPCKOW KPOBH M (WJIM) €€ KOMIIOHEHTOB, O TOM, I/ie ObLIa
OCYIIECTBJICHA JOHamMs (KpOoBHM W (WMJM) TUTa3Mbl KPOBH), a Takke JaHHble 00 HH(PEKIIMOHHBIX
3a005IeBaHUAX, TEPEAAIINXCS MapeHTepaIbHBIM TyTeM, HHPOpMAIUS O CyOBeKTax OOpalieHus
JIOHOPCKOW KPOBH W (WJIM) €€ KOMIIOHEHTOB, B OTHOIICHHMH KOTOPHIX OCYIIECTBISAECTCS KOHTPOJIb
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JIOHOPCKOM KPOBHU U (WJIM) €€ KOMIIOHEHTOB;
2) B pazaene XUMHUYECKOH, (hapMarieBTHUECKON M OMOJIOTHUECKON JOKYMEHTAIHH:

a) KpUTEpUU U CHOCOOBI 0TOOpa, TPAHCIOPTUPOBAHUS M XPaHEHUS TOHOPCKOM KPOBU U (WIH) ee
KOMITOHEHTOB;

0) pe3yabTaThl HCCIIEAOBAaHUN OTOOPAHHBIX JOHOPCKOM KPOBU M (WMJIHM) IUIa3Mbl KPOBH M ITyJIOB Ha
HaIM4Yue Bo3OyauTeneld WHOEKIWA, BKIOYas uWHGOpMAIMIO 00 HCHOJB30BAHHBIX METOAMKAX
UCCIICOBaHU W B CIydae HCCICAOBAaHMSA MYJIOB IUIa3Mbl KPOBH PE3YNbTaThl JOKYMEHTAJIBHOT'O
MOJTBEPKACHUS (BaTMIAIMH) UCIIOJIB30BaHHBIX METO/IUK;

B) TEXHUYECKHE XapaKTEPUCTUKH YIAaKOBKH sl 0TOOpa TOHOPCKOM KPOBU U (UJIH) TJIa3Mbl KPOBH,
BKJTFOYast HH(GOPMAIIHIO 00 UCTIOJIE30BAHHBIX PACTBOPAX AaHTHKOATYJISTHTOB.
(uacth 15 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

16. KnuHuueckue ucclieIoBaHUs JIEKAPCTBEHHOTO Mperapara i MEAMIIMHCKOTO NMPUMEHEHUsS B
LEeNsAX €ro TOCYJAapCTBEHHOW peructpauuu npoBoasTcss B Poccuiickoit ®enepanuu B NOpPAJIKE,
ycTaHOBJI€HHOM craThsiMu 38 - 44 mnacrosuero ®enepanbHoro 3akoHa. OTYET O MPOBEACHHBIX
HCCIEAOBAHUAX BKJIKOYAETCS B COCTAB pa3ziefla KIMHUYECKON TOKYMEHTAlUU PETUCTPALMOHHOIO J0ChE
Ha JICKapCTBEHHBIN Ipernapar Ui MEAUUUHCKOrO NMpUMEHEHHS. [ JeKapCTBEHHBIX MPENapaToB I
MEIULHUHCKOTO TPUMEHEHUs, B OTHOLICHUH KOTOPBIX B PE3YIbTaTe 3SKCIEPTU3bl JOKYMEHTOB,
MPEJCTABICHHBIX JUISl OINPEIEICHUS] BO3MOMXHOCTH pPACCMaTpUBaTh JICKAPCTBEHHBIM Mpernapar it
MEIUIIMHCKOTO NPHUMEHEHUS B KadyecTBE Op(aHHOTO JICKAPCTBEHHOTO Ipernapara, Takas BO3MOXKHOCThb
MpPU3HAHA M B OTHOIICHUH KOTOPBIX NPOBEIAEHBI KIMHUYECKHE WCCICIOBAHUS, BBINOJHEHHBIE 32
npenenamu Poccuiickoit ®exepanuu B COOTBETCTBUM C TpaBUIaMH Hajanexailed jgabopaTopHOit
MPAaKTUKU M TpaBUJIaMH HAJICKAIIEH KIMHUYECKONW MPAKTHUKH, JIOMYCKAETCS BKJIIOYEHHE B COCTaB
paszena KIMHUYECKOW JOKYMEHTAllMM BMECTO OT4YETa O pe3ysibTaTax KIMHUYECKUX HCCIEAOBaHUM
JIEKApCTBEHHOIO Ipernapara Jyisi MEAUIIMHCKOIO IPUMEHEHUS, IPOBEIeHHbIX B Pocculickoit denepanun,
oTyeTa O pe3yJbTarax KIMHUYECKUX HCCIEI0BAHUM, BBINOJHEHHBIX 3a mpenenamu Poccuiickoi
denepanuu.

(uacTb 16 BBegena deaepanbHbIM 3ak0oHOM OT 22.12.2014 N 429-D3)

KoncynsrantlIntoc: npumedanue.
C 01.01.2021 9. 17 cr. 18 wuznmaraercs B HoBoi pemakiuu (D3 ot 27.12.2019 N 478-03). Cwm.

OyIyIIyIO pPeAaKIHUIO.

17. 3asBuTens BIpaBe NPEACTaBUTh MO COOCTBEHHON HWHHIIMATHBE BMECTE C 3asBICHHEM O
rOCy/lapCTBEHHOM PETUCTpAllMy JIEKApCTBEHHOrO TIpemnapara s MEAMIMHCKOTO TMPUMEHEHHS
JOKYMEHTBI, TIOJTBEPKJA0IINE YIUIaTy TOCYy1apCTBEHHON NOLUIMHBI U yKa3aHHble B IMyHKTe 10 wactu 2
HacTodlIel cTaThu. B ciyyae nx HempecTaBieHHs] COOTBETCTBYIOIIUN YITOJIHOMOUYEHHBIN (eepaibHbIH
OpraH MCIIOJIHUTEIbHON BIACTH NpoOBepseT (PaKkT ymiaaTbl rocylapCTBEHHOW MOUUIMHBI 3asBUTEIEM
MOCPEACTBOM HCHOJb30BaHUsI MHPOpMaUMu 00 yIulaTe TOCYJapCTBEHHOH MOIUIMHBI, COJEpIKalleiics B
I'ocynapcTBeHHOM MH()OPMAIIMOHHONW CHUCTEME O TOCYAAPCTBEHHBIX M MYHUIMIAIBHBIX IUIATeXXaX, Ha
OCHOBAaHUM  MPEACTABIEHHBIX  3asfBUTEJEM  KOMUN  JIOKYMEHTOB, TMOATBEPXKIAIOMIMX  YIUIaTy
roCy1apCTBEHHON MOLUIUHBI.

(uactb 17 BBegena @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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18. He nomyckaercs HCIOJIB30BaHHE B KOMMEPUECKHUX IIeNax HHPOpMAIMU O pe3yiabTaTax
JOKJIMHUYECKUX UCCIIEOBAaHUMN JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKUX MCCIIEIOBAHHM JIEKaPCTBEHHBIX
MpernapaToB s MEAUIMHCKOTO MPUMEHEHUs, MPEJCTABICHHON 3asBHUTE]IEM Jsi TOCYAapCTBEHHOM
perucTpanyy JISKapcTBEHHOrO IMperapara, ©0e3 ero corjacus B TEYEHHE MIECTH JET C JaThl
roCy/1IapCTBEHHON perucTpanuu pedepeHTHOro JeKapcTBeHHOTo npemnapara B Poccuiickoit denepanuu.
(dactb 18 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

19. JlepaTens win Biajeiell perucTpaliOHHOIO yIOCTOBEPEHHs JIEKAPCTBEHHOI'O Ipernapara Ha
OMOTEXHOJIOTMYECKHI WM Op(aHHBIN JIEKApCTBEHHBIN Mperapar 00s3aH MPeJIOCTaBIATh Ha BO3ME3IHOM
OCHOBE 00pa3lbl peepeHTHOro JEKapCTBEHHOr0 IpenapaTa 3assBUTENIAM s IPOBEACHUS KIMHUYECKUX
uccnegoanuii. CtoumMocTh o00pas3ua pedepeHTHOro JEKapCTBEHHOIO IIperapara, BKIIOYEHHOTO B
NepevyeHb )KU3HEHHO HEOOXOMMbIX M BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, HE JOJKHA MPEBbILATH
3apETUCTPUPOBAHHYIO IPEICIBbHYIO OTIYCKHYIO IIEHY Ha pe(epeHTHBIH JIeKapCTBEHHBIN TMpemapar Hin
LIEHY Ha JIEKapCTBEHHBIH IIpernapar B CTpaHe MPOU3BOIUTENS.

(uactb 19 BBenena PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

20. 3asBiIeHHE O TOCYAAPCTBEHHOM pErucTpaly BOCIPOU3BEACHHOIO JIEKApCTBEHHOIO Ipernapara
IUIE MEIWIIMHCKOTO TPUMEHEHHS MOXKET OBITh IOJaHO B YIOJHOMOYEHHBIH (enepanbHblii opraH
UCIIOJHUTEJIBHOM  BJIACTH, OCYILECTBIIIOLUIMM TOCYlapCTBEHHYIO PETHCTPALMI0  JIEKApCTBEHHbIX
[IpernapaToB, MO HCTEYEHHWU YETHIPEX JIET C JAaTbl TOCYAAPCTBEHHOM pErucTpauuu peQepeHTHOro
JIeKapCTBEHHOTr 0 npenapara B Poccuiickoit denepanum.
(uactb 20 BBegeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21. 3agBneHue O TOCYJAapCTBEHHOW  perucrpanuu  OuoaHanoroBoro (0uomogo0HOTO)
JIEKapCTBEHHOTO MperapaTa (6roaHnaaora) MoOKeT ObITh MTOJaHO B YIIOJIHOMOYEHHBIN (peiepaibHbIil opran
UCTIOJHUTEJIBHOW  BJIACTH, OCYILECTBIISIOLUIMI TOCYIapCTBEHHYIO PETrHCTPAllI0  JIEKapCTBEHHBIX
[pernapaToB, IO HCTEYEHWHU TpPeX JIeT C JaTbl TOCYAAapCTBEHHOM perucTpauuu peQepeHTHOro
JIEKapCTBEHHOT O npemnapara B Poccuiickon denepauum.

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

22. [lepaTenb WIHM BIAJENEll PErMCTPALMOHHOIO YAOCTOBEPEHHUs JIEKAPCTBEHHOIO IIperapara
MIPE/ICTABIsIET B YHNOJHOMOYEHHBIN (hefepaibHbli OpraH HCIOJHUTENBHON BIAcTH, OCYILECTBISIOUINI
(GYHKIMHU 1O KOHTPOJIIO M HaA30py B chepe 3ApaBOOXpaHEHHs, OTUET MO pe3yibTaraM (papmMakoHaa3opa
OJIMH pa3 B IIECTh MECSLEB B TEUEHHUE JIBYX JIET MOCIE IOCYIAPCTBEHHON PETUCTPALUU JIEKAPCTBEHHOTO
npenapata B Poccuiickoin denepannn, €XEroiHoO B TEYEHHUE MOCIEAYIOIMIMX TPEX JET U B JAJbHEHIIEM
OJIMH pa3 B IITh JIET.

(uacTh 22 BBegeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratba 19. lNpuHATME pelwleHUs O BblAaye 3KCNEPTHOMY YUYpeXAeHUI 3aAaHusA Ha
npoBeAeHMe 3KCNepTU3bl JIeKapCTBEHHOro cpeacTBa
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Teuenue necatu pabouux JHEH CO JHS NMPUHATHS 3asiBICHUS O TOCYJapCTBEHHON perucTpanuu
JIEKapCTBEHHOI'O  TIperapara  COOTBETCTBYIOIIMM  YIIOJTHOMOYEHHBbIM  (denepanbHblii  opras
WCTIOJHUTENIBHOW BIACTU MPOBOJUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABUIBLHOCTH O(OPMIICHHUS
MNpEACTABJICHHBIX AOKYMCHTOB PETUCTPAllMOHHOIO0 JOCHE Ha HeKapCTBeHHBIﬁ npemnapatr U IMPUHUMACT
pelIeHue O BblIaye 3aJaHus Ha IIPOBEICHHUE:
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

1) skcnepTU3bl AOKYMEHTOB, IMPEICTaBICHHBIX JUIS ONPEICIICHUS BO3MOXKHOCTH paccMaTpuBaTh
JIEKApCTBEHHBIA TMpenapar il MEAUIMHCKOrO MPUMEHEHHUS MNPU OCYIIECTBICHUHM TOCYJapCTBEHHOMN
perucTpanuu B kKauecTBe ophaHHOro JIEKApCTBEHHOT'O MIpernapara;

2) OKCIICPTU3BI JICKAPCTBCHHOI'O CPCACTBA B YACTH SKCIICPTU3LI KAYCCTBA JICKAPCTBCHHOI'O CPCACTBA
" JSKCIICPTU3bl OTHOIICHUSA O)I(H,I[ﬂ@MOfI IIOJIB3bI K BO3MOKHOMY PHUCKY IPHUMCEHCHHUA JICKAPCTBECHHOI'O
npenapara ajid MCIUIUHCKOTO IPUMCHCHU,

3) sKcrnepTHU3bl JIEKApCTBEHHOTO CPE/ICTBA B YACTH HKCIEPTU3bl KaUeCTBA JIEKAPCTBEHHOIO CPE/ICTBA
U 3KCHEPTU3bl OTHOUIEHMSI OKMJAEMOW IOJb3bl K BO3MOXXHOMY PHUCKY IPHUMEHEHHUS JIEKAPCTBEHHOTO
mpenapara Julsi MEAMLMHCKOTO IPHUMEHEHHs B TOpPSJIKE YCKOPEHHOW HpOLELypbl 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEICTB B COOTBETCTBUM €O cTaThel 26 HacTosmero denepanbHOro 3aK0Ha;

4) bsKkcnepTU3bl JICKApCTBEHHOI'O CpEACTBa B OTHOILEHUM JICKAPCTBEHHOIO IpenapaTta Juis
BETEPUHAPHOTO IPUMEHEHUS.

2. YnonHoMOuUeHHBbIH (efepalibHbli OpraH UCIOJIHUTENBHOW BIACTH YBEJOMIISIET B 3JIEKTPOHHON
¢dopme mnu Ha OyMa)KHOM HOCHTENE 3asBUTENSI M DKCHEPTHOE YUYPEXKIEHHE O MPUHSATOM PEIICHUH O
BBIJIaU€ 33JaHUI Ha IPOBEJEHUE IKCIIEPTU3, IPELYCMOTPEHHBIX YacTblO | HACTOSIIEN CTaTbU, U B CIIy4ac
HE00XOMMOCTH O BbIJaue paspernieHus Ha BBo3 B Poccuiickyro denepaiiio KOHKPETHOW MapTUH, CEPUU
3apEeTUCTPUPOBAHHBIX U (MJIM) HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WIM 00 OTKase B
IIPOBEACHUH IPEYCMOTPEHHBIX 3KCIEPTU3 C YKA3aHUEM IPUUYMH TAaKOI'0 OTKA3a.

3. B ciyudae BBIABICHHMSI OTCYTCTBUS WJIM HEJIOCTOBEPHOCTH HH(POPMALUHU, COJAEpIKalleics B
MIPE/ICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHBIH (efepaibHblii OpraH HCIOJHUTEIbHOU
BJIACTU HamlpaBlseT 3asgBUTENI0 3ampoc 00 yTOuHEeHHMM JToW uHOpManuu (Jajmee - 3amnpoc
YIOJHOMOYEHHOTO (peIepaIbHOr0 OpraHa HCIIOJIHUTEIBHOW BIIACTH), KOTOPBIM MOXET OBITh IepenaH
YIIOJIJHOMOYEHHOMY IIPEACTABUTEINIO 3asBUTENS JIMYHO IOJ PACIUCKY, HAIPaBJICH IO IOYTE 3aKa3HbIM
MMCBMOM WM TIE€pPEe/IaH B 3JEKTPOHHOHN (opMe MO TeJIEKOMMYHHMKAI[MOHHBIM KaHaiaM cBsizu. B ciydae
HampaBJIeHUsl 3ampoca YMOJIHOMOYEHHOro (hefepalbHOro OpraHa HMCIOJHUTENBHONW BJIACTH IO IOYTE
3aKa3HbIM IIMCBMOM OH CYMTAETCS IOJY4EHHBIM II0 HMCTEYEHUM IIECTH JHEW C JaThl HaIlpaBICHUS
3aKa3HOro MKUChMa.

4. 3asBuTenb 0053aH MPEICTaBUTh OTBET HAa 3allpoC YIOJIHOMOYEHHOTO (elepaJbHOro opraHa
UCTIOJHUTEJILHOM BIIACTU B CPOK, HE MPEBBIMIAIONINM JIeBIHOCTa pabouMX JHEH CO JHA €ro MoJay4eHus.
CpOK, YKaSaHHBIﬁ B "acTH 1 HZlCTOfIHI@fI CTaTbH, NPUOCTAHABIIMBACTCA CO JHSA HAIIPABJIICHUA 3asABUTCIIIO
3ampoca YHOJIHOMOYEHHOTo (elepajJbHOro OpraHa HCIOJHUTENbHONW BJIACTH O JHSA HOJYYEHUS UM
COOTBETCTBYIOIIETO OTBETA.

5. OcHoBaHUEM AJi1 OTKa3a B OpraHU3allMU dKCHEPTU3, MPEAYCMOTPEHHBIX 4YacThio | Hacrosmiei
CTaThH, SIBISETCA TPEACTABICHUE HEOOXOMUMBIX JJisi TPOBEACHHUS TPEIYCMOTPEHHBIX OSKCIEPTHU3
JOKYMEHTOB B HEIOJIHOM 00beMe WIIM HEMpeCTaBICHNE 3asBUTEIIEM B YCTAHOBJICHHBIH CPOK OTBETa HA
3arpoc yMOJIHOMOYEHHOTO (elepallbHOr0 OpraHa HCIOJIHUTENbHOM BIACTH, a TaKKe Ipe/CTaBICHHE
JIOKYMEHTOB, HE COJIEPKaIINX NCUYEPIBIBAIOIIETO MepeuHs HeOOXOIUMBIX CBEICHUN.

6. IIpn oTkaze B OpraHW3allM SKCIEPTHU3bI, MPEIyCMOTPEHHON MYHKTOM 4 yacTu | HacTosmen
CTaTbH, JOKYMEHTHI, BXOJAIIME B COCTaB PETMCTPALIMOHHOIO JOChE HA JIEKAPCTBEHHBIW Ipenapar s
BETEPUHAPHOTO MPHUMEHEHHUS, MOTYT OBITh BO3BpAILEHbI 3aSBUTEII0 Ha OCHOBAaHHM €r0 MHUCHMEHHOTO
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3arpoca, HalpaBJICHHOTO B YIIOJHOMOYCHHBIN (eepaabHbIil OpraH MCIOJHUTEIBHOW BJIACTH B TCYCHUE
TpHUALATH paboumX JHEH CO JHS MPUHSATHS YIOJHOMOYCHHBIM (pelepaibHBIM OpraHOM HCIIOTHUTEIBLHOM
BJIACTHU peIIeHUs 00 OTKa3e B OpraHMW3alliy TaKO SKCIEPTU3bL. YIOJIHOMOYCHHBIN (penepanbHblii opran
WCIIOJIHUTEIBHON BJIACTH BO3BpAIacT 3asABUTEIIO yKa3aHHBIC JOKYMEHTHI B TEUYCHHE IECATH paboumx
JHEW CO JHS MOJYYCHHUsI COOTBETCTBYIOIIETO 3aMpoca 3asBUTEIIS.

(dactb 6 BBenena OenepanbHbiM 3aKk0HOM OT 02.08.2019 N 297-D3)

Cratba 20. 3KcnepTu3a [OKYMEHTOB, TMpeAcCTaBrieHHbIX Ans onpeaerneHuvsi
BO3MOXHOCTM paccMaTpuBaTb JleKapCTBEHHbIM npenapat AnA  MeAULMWHCKOro
NPMMEHEHNA TMNpPU OCYLUECTBIIEHUN TFOCYyAAapCTBEHHOW perucrtpauMm B Ka4vecTBe
opc¢aHHOro nekapcTBeHHOro npenapara

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

1. DkcnepTu3a JHOKYMEHTOB, MPEACTABICHHBIX IJIA OINPEACIICHUs] BO3MOXHOCTH pPacCMaTpUBaTh
JIEKapCTBEHHBIN Mpenapar AJsg MEAMIMHCKOTO MPUMEHEHUS IpPU OCYIIECTBICHUU TOCYJapCTBEHHOMN
perucTpanuu B KadecTBe OphaHHOTO JICKAPCTBEHHOTO Iperapara, COCTaBICHUE KOMHUCCHEH SKCIEPTOB
3aKJIIOYEHUST O BO3MOXHOCTH WJIM HEBO3MOXKHOCTH pacCMaTpHBaTh JIGKAPCTBCHHBIM IIpermapar s
MEJIUIIMHCKOTO TPUMEHEHUS] TPU OCYIIECTBICHUH TOCYAApPCTBEHHON pErucCTpallii B KauecTBE
ophaHHOrO JEKapCTBEHHOTO Iperapara M HalpaBlICHWE JaHHOTO 3aKIIOYEeHHUS B YMOJIHOMOYEHHBIN
denepanbHBId OpraH HCIIOJHUTEIHHON BJIACTH OCYIIECTBIIIOTCS B CPOK, HE TPEBHINIAOIINNA TPUAATH
pabouux JHEH co AHS MONTYYSHUS SKCIIEPTHBIM YUPEKICHUEM 3aJaHUS YIIOJTHOMOUYEHHOTO (peiepalbHOTO
OpraHa UCTIOJHUTEILHOW BJIACTH U B AJICKTPOHHOU (hopMe WIIM Ha OYMaXKHBIX HOCHUTEIISIX HEOOXOIUMBIX
JOKYMEHTOB, yKa3aHHBIX B myHKTax 1, 2, 5, 6, 10 wactu 4 u B uwactu 7 crarbu 18 HacTosmIErO
denepanbHOro 3aK0OHa.

2. JIOKyMEHTBI, cOAepXKalluecss B PETHCTPALlMOHHOM JOChE€ Ha JIEKapCTBEHHBIM IIpemapar u
MOCTYIUBIINE Ha OyMa)KHBIX HOCUTEJISX B OKCIIEPTHOE YUPEXKIECHUE Ul OCYIECTBICHUS UX SKCIIEPTHU3BI
JUIsL  ONPEACIICHUs BO3MOXKHOCTH paccMaTpuUBaTh JIEKaPCTBEHHBINM Ipenapar Uil MEIULUHCKOrO
NPUMEHEHHUsT B KauecTBe Op¢aHHOro JIEKApCTBEHHOIO IIperapara, MOJJIeXaT BO3BpaTy B
YIIOJIHOMOYEHHBIN (efepanbHblii OpraH HCIOJHUTENBHOW BJIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMHU
COOTBETCTBYIOIUX 3KCIEPTHU3.

Cratba 21. PeweHne 0 BO3MOXHOCTU paccMaTpuBaTb JieKapCTBEHHbIA npenapar
npyM OCYyLEeCTBNEHUM TrocyAapCTBEHHOW perucTtpauMm B KavyecTBe opdaHHOro
fleKapCcTBEHHOro npenapara

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

1. B cpok, He MpeBHILAIOUINNA TATH paboynX JHEH cOo JHS MOMYyYSHHs 3aKJIIOYeHHUs, YKa3aHHOTO B
gyactu | crareu 20 Hactosmero @denepalbHOTO 3aKOHA, YINOJHOMOYEHHBIN (efepaibHbId Opran
UCIIOJIHUTEJIBHONW BJIACTH OCYLIECTBIISAET OLEHKY IIOJIYyYEHHOIO 3aKIIOUEHHUs I OIPENCIICHUS €ro
COOTBETCTBHUS 3aJaHUI0 HA NPOBEJIECHHUE COOTBETCTBYIOLIEH SKCHEPTHU3bl M YBEAOMISET 3asBUTENS B
9JIEKTPOHHON ¢opMe MM Ha OyMaXHOM HOCUTENIE O pe3ylbTaTaX HpPOBEIEHHONW HKCIEPTH3Bl C
MIPUJIOKEHUEM KOIHMH AKCIEPTHOTO 3aKII0UYEHUS (C COXpaHEHHEM KOH(PHUAECHIUATbHOCTH HH(OpMALIUU O
COCTaB€ JKCIIEPTHONM KOMHUCCUHN) U O BO3MOYKHOCTH MJIM HEBO3MO>KHOCTH pPacCMaTpUBATh JIEKAPCTBEHHBIN
nmpenapar sl MEJUIUHCKOTO TNPHMEHEHMS MPHU OCYIIECTBICHHHM TOCYJAapCTBEHHOM pETHUCTpanuu B
KayecTBe Op(PaHHOTO JICKApCTBEHHOT'O Mpenapara.
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2. Ilpu BbIHECEHMM KOMHCCHEH OKCIEpTOB 3aKIIOYEHHS O BO3MOXHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIN Mpenapar A MEAMIMHCKOrO IMPUMEHEHMsI IPU OCYLIECTBIEHUU T'OCYJapCTBEHHOMN
perucTpanuu B kKauecTse op(aHHOTO JIEKApCTBEHHOTO MpenapaTa yrnoJIHOMOYEHHBIN (hefepaibHblid OpraH
WCTIOJHUTEJIBHOW BJIACTH B CPOK, HE MPEBBIMIAIONIUN TATH pab04ux JHEW cO JHS MOJIYYEeHUS TaHHOTO
3aKJIIOUEHHUs, TPUHUMAET pelIeHHe O BblAaue 3a/JlaHdsd Ha MPOBEJEHUE OKCIEPTH3bl KauyecTBa
JIEKapCTBEHHOI'O CPEACTBA M HKCIEPTU3bl OTHOLIEHUS O0KMJIAEMOM IOJb3bl K BO3MOXKHOMY PHUCKY
MIPUMEHEHUs JICKaPCTBEHHOI'O Mperapara g MEIUIMHCKOTO MPUMEHEHHsI B IOPSJIKE YCKOPEHHOM
IIPOLEAYPBl AKCIEPTU3bl JIEKAPCTBEHHOI'O CpPEJICTBA B COOTBETCTBUM CO CTaThel 26 HACTOALIETO
®denepalibHOTO 3aKOHA.

3. B ciiydae npuHATHS pPELIEHUS] O HEBO3MOXKHOCTH paccMaTpHUBaTh JIEKaPCTBEHHBIN Mpenapar Ajs
MEIUIIMHCKOTO MPUMEHEHHUS TpU TOCYJApCTBEHHOM perucrpauud B  KadecTBe OpdaHHOTrO
JICKapCTBCHHOTO TIperapara yIOJHOMOUYCHHBIM (henepaabHbli OpPraH UCHOJHUTEIBLHOW BIACTH
MpeKpaniaeT npoueaypy rocy1apCTBEHHOW perucTpanuu JIEKapCTBEHHOTO Mpernapara. 3asBUTEIb BIIpaBe
0o0paTUTbCS B PETHUCTPUPYIONINI OpraH ¢ 3asBICHHEM O TOCYAapCTBEHHOW PETHUCTPAIlUU YKAa3aHHOTO
JIEKApCTBEHHOTO IpernapaTa B COOTBETCTBUU CO cTarhell 18 HacTosmero deaepaibHOro 3aKOHa.

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

Cratba 23. JKcnepTu3a KayecTBa JieKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLUEHUA OXWMAAaeMOMW MNOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs1 JfleKapCTBEHHOro
npenapara Ans MeAULUUHCKOro NpuMeHeHus

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

1. DkcnepTu3a KauecTBa JIEKapCTBEHHOIO CPENCTBA U DKCIIEPTH3a OTHOLIEHUS OXKHUIAEMOM MOJIb3bI
K BO3MOYKHOMY PHCKY IPUMEHEHHs JIEKapCTBEHHOTO IIpenaparta JUisi MEJUIMHCKOTO IPUMEHEHHS,
COCTABJICHME KOMMCCHUSIMU DKCIIEPTOB 3aKJIIOYEHUH [0 pe3yJbTaTaM IPOBEACHHBIX OJKCIEPTU3 U
HaIpaBJIEHUE ATHX 3aKJIIOUYEHUN B YIIOJIHOMOYEHHBIM (efepalbHbIil OpraH HCIOJHUTEIBHON BIACTU
OCYILECTBISIOTCS B CPOK, HE MPEBBIIAIOIININ CTa AECATH pabouuX JHEH co IHS MOITy4eHHUs] SKCIEPTHBIM
YUPEKIACHUEM COOTBETCTBYIOLIETO 3aJlaHKsl YIOJTHOMOYEHHOTO (pe/leparibHOr0 OpraHa MCIOJHUTEIbHON
BJIACTU M HEOOXOAMMBIX TOKYMEHTOB B 3JIEKTPOHHOM (pOopMe Ml Ha OYMakKHbIX HOCUTEISX.

2. B TedeHue neBsiHOCTA JIHEW CO AHS IOJIYYEHHS DPELIEHUS YIOJIHOMOYEHHOro (henepasbHOro
OpraHa MCIIOJIHUTEIBHON BJIACTH O INPOBENEHUM HKCIEPTHU3, NMPEAYCMOTPEHHBIX 4YacThlO | HacTosmeu
CTaThH, 3asBUTENIb IPEACTABIISIET B JKCIEPTHOE YUYPEKJICHHUE U NMPOBEACHUS SKCIEPTU3bl KadecTBa
JIEKapCTBEHHOTO CpeACTBa OOpa3lbl JIEKApCTBEHHOIO Ipernapara Uil MEIUIMHCKOrO MPUMEHEHMS,
MIPOU3BEJECHHOTO B COOTBETCTBUH C TPEOOBAHUSMU OIBITHO-IIPOMBIIIIEHHOTO U (MJIM) MPOMBIIIEHHOTO
PErIaMEeHTOB, YTBEP)KICHHBIX PYKOBOJIUTEIEM IIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB, a TaKXKe B
COOTBETCTBYIOIIUX ClIydasx o0pasiibl (hapMalieBTHUECKON CyOCTaHIIMM, TECT-IITaAMMa MUKPOOPTaHU3MOB,
KYJIBTYpBI KJIETOK, 00pa3libl BEIIECTB, IPUMEHIEMbIX /ISl KOHTPOJIS KayecTBa JICKapCTBEHHOT'O CPEJICTBA
MyTeM CPaBHEHUS C HUMHU UCCIIEyeMOTO JIEKAPCTBEHHOI'O CPEJCTBA, B KOJIMYECTBAX, HEOOXOAUMBIX IS
BOCIIPOM3BEICHUS] METOJOB KOHTPOJIS Ka4eCTBa.

3. Ilpu momydeHum 0Opa3IOB JICKAPCTBEHHOTO TNpemapara U (papMareBTUYECKON CyOCTaHIIMH
JKCIEPTHOE YUPEXKICHHE BBIIAET 3asBUTEIIO0 JIOKYMEHT, MOATBEPKIAIOLIMNA IMONYyYEHUE YKa3aHHBIX
00pasIoB, U B CPOK, HE MPEBHIMIAIOIINN TpeX pabounx AHEH, yBEAOMIISIET B dJIEKTPOHHOU (hOpMe WITH Ha
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OyMa)XHOM HocHTeJie 00 3TOM YINOJTHOMOYEHHbIHN (eiepabHbIN OpraH UCIOTHUTENIbHOI BIACTH.

4. Yka3zaHHbIC B YacTsIX 2 U 3 HACTOSIIEH CTaThH CPOK IS TPEACTABICHUS 3asBUTEIIEM 00pa3IoB
JICKApCTBEHHOTO Tpernapara W (apMaleBTHYSCKOW CYOCTaHIIMM M CPOK YBEJIOMIJICHHS AKCIEPTHBIM
yupexaeHueM 00 93ToM Ha OyMaXHOM HOCHTENE YIOJHOMOYEHHOTO (eaepalibHOrO opraHa
WCTIOJTHUTEJIEHOW BJIACTH HE BKIIFOYAIOTCS B CPOK MPOBEICHUS IKCIEPTU3, MPEAYCMOTPEHHBIX 4acThio |
HACTOSILIEN CTaThH.

5. JIOKyMEHTBI, NOCTYNHMBIIME B OJKCIEPTHOE YUYPEKACHUE [UII TMPOBEICHUS SKCIEPTHU3,
MPEIYCMOTPEHHBIX YaCThIO | HACTOSIIEH CTAaThH, MOAJIEKAT BO3BPATY B YIIOJIHOMOYEHHBIN (enepanbHbIi
OpraH HCIIOJHUTENBHOW BJIACTH OJHOBPEMEHHO C 3aKJIIOYEHUSMH, IOJTYYEHHBIMU [0 pe3yibTaTaM
COOTBETCTBYIOLUX IKCIIEPTU3.

Cratba 24. JKcnepTu3a KayecTBa JieKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLWEHUA OXWMAAeMOMW MNOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs1 JfleKapCTBEHHOro
npenapara Ans BeTepMHapHOro NpuMeHeHus

1. DkcrepTH3a KauecTBa JICKAPCTBEHHOTO CPEJICTBA M IKCIIEPTU3a OTHOIICHUS OXKHUIaEMOU IOJIb3bI
K BO3MOXKHOMY PHCKY IpPHMEHEHHs JICKQpPCTBCHHOI'O Ipernapara i BETCPUHAPHOTO NPUMEHEHUS,
COCTaBJICHHE KOMHCCHSIMH O3KCIIEPTOB 3aKJIFOUCHUH TI0 pe3ybTaTaM YKa3aHHBIX JSKCIEPTH3 U
HAIpaBJICHUE TaKUX 3aKIIOUCHHIA B YIMOJHOMOUYCHHBIN (hefepalibHbIi OpraH MCIOJHHUTEIBHON BIIACTH
OCYIIIECTBISIOTCS B CPOK, HE MPEBBIMIAIONINN CTa ASCITH Pa0OUUX JHEH CO JHS MOTyYEHUS SKCIIEPTHBIM
YUPEKICHUEM 3aJlaHusl  YIIOJIHOMOYEHHOTO (hefepaibHOTO OpraHa HCIOJHUTEIBHONH BJIACTH C
JOKYMEHTaMH, YKa3aHHbIMU B 4acTu 3 ctaThy 17 Hacrosero @enepanbHOro 3aKOHa.
(B pen. PenepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-®3, ot 13.07.2015 N 241-D3)

2. B Tedenume Ttpuanatk paboumx JHEW CO JHS IIOJYYCHHUS PEHICHUS YIOJIHOMOUYECHHOTO
(benepanbHOro OpraHa UCIOJHUTEIHHON BIACTH O MPOBEICHUH YKa3aHHBIX B YacTH | HACTOSIIEH CTaTbu
AKCIIEPTH3 3asIBUTEh MPEJCTABIISICT B SKCIIEPTHOE YUPESKIACHUE IS MPOBEACHUS dKCIIEPTU3bI KaueCcTBa
JIEKapCTBEHHOTO CPEACTBAa O0pa3Illbl JIEKAPCTBEHHOTO Tpernapara Jisi BETEPUHAPHOTO MPUMEHEHUS,
MIPOU3BEJICHHOTO B COOTBETCTBHH C TPEOOBAHUSMHU TEXHOJOTUYCCKUX PETIIAMEHTOB, YTBEPKICHHBIX
PYKOBOJUTENEM TPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEJICTB, a TAaKXKE€ B COOTBETCTBYIOIIUX CIy4asx
TECT-IITAMMBI MHUKPOOPTaHU3MOB, KYJIbTYpPhl KIETOK, 00pa3ipl (hapMaleBTHUECKON CcyOcTaHIuH,
o0pa3Iipl BEUIeCTB, MPUMEHSIEMbIE ISl KOHTPOJSl KadecTBa JIEKApPCTBEHHOTO CPEACTBA, B KOJIUYECTBAX,
HEOOXOIUMBIX JIJIsl BOCIIPOW3BEICHIS METOI0B KOHTPOJISI KA4eCTBa.

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

3. Ilpu momydeHum 0Opa3IOB JICKAPCTBEHHOTO Npemapara U (papMarneBTUYECKON CyOCTaHIIMH
SKCIEPTHOE YUPEXKACHHE BBIIAET 3asABUTENIO0 JIOKYMEHT, MOATBEPXKIAIOIMIMI MOJy4YeHHE YKa3aHHBIX
00pasIoB, ¥ B CPOK, HE MPEBHIIAIOIINN TpeX padovnX JHEH, YBEIOMIISIET B MUChbMEHHOUN (hopme 00 3TOM
YIIOJTHOMOYEHHBIN (peiepabHbIN OpraH UCTIOTHUTEIHHON BIACTH.

4. Cpox and TpeACTaBICHUs 3asBUTEIEM 00pas3loB JICKAPCTBEHHOIO IIpenapara H
(dapMarieBTHUeCKOH CyOCTaHIIMM M CPOK YBEJOMJICHHS OKCHEPTHBIM YUpPEXKICHHEM 00 3TOM B
MUCbMEHHOW (hopMe YITOJIHOMOUYEHHOTO (heepajJbHOr0 OpraHa MCHOJHUTENbHON BIIACTH, YKa3aHHbIE B
4acTsaX 2 U 3 HACTOALICH CTaThH, HE BKIIOYAIOTCS B CPOK MPOBEACHUS YKa3aHHBIX B 4acTH | HacTosmei
CTaTbH DKCIIEPTHU3.
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5. JIOKyMEHTBI, IIOCTYIUBIIUE B IKCIIEPTHOE YUPEKICHUE I NPOBEACHUS YKa3aHHBIX B 4acTH |
HACTOSIIIEH CTaThbM OKCHEpPTH3, IOJUIEKAT BO3BpPAaTy B YIOJHOMOYEHHBIH (enepanbHblii  oprax
UCIIOJIHUTEJIBHOM BJIACTH OJHOBPEMEHHO C 3aKJIFOUEHUSMU 110 PE3YJIbTaTaM YKa3aHHbBIX dKCIIEPTH3.

CraTtba 25. [NloBTOpHOE NpoBeAeHMNe IKCNepTU3bl JIeKaPCTBEHHbIX CPeacTB
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyuasx HeE1oCTaTOYHON OOOCHOBAHHOCTH MJIM HEMOJHOTHI 3aKI0YEHHS] KOMUCCHUU SKCIIEPTOB,
HQJINYMS B HEM IPOTUBOPEUMBBIX JAHHBIX, (aJbCU(UKALMK BBIBOJOB HKCIEPTH3bl JICKAPCTBEHHOI'O
CpeACTBa, COKPBITUSI OT YIOJIHOMOYEHHOTO (heepasibHOro opraHa MCIOJHUTEIBHON BJIACTH OCHOBAaHHIA
Ul OTBOJA DSKCIEpTa BCJEJICTBHE €ro 3aMHTEPECOBAHHOCTH B pe3yJbTaTax COOTBETCTBYIOLIECH
OKCIICPTHU3HI, HaJIn4yusg  JaHHBIX (6] mpAMOM 60 KOCBEHHOM  BMCIIATCJIIBCTBEC B mpounecc
COOTBETCTBYIOLIEH 3KCHEPTU3bI JIMII, HE YYacCTBYIOLIMX B €€ IMPOBEIEHHM, HO OKa3aBIIUX BIUSIHHUE Ha
MPOIIECC W PE3yJbTaThl €€ MPOBEICHUS, YIOJHOMOUYECHHBIM (elepabHBIM OpPraHOM HCIOJTHUTEIbHON
BJIACTU HAa3HAYaeTCsl IOBTOPHAs! SKCIIEPTU3a JIEKAPCTBEHHOT'O CPEJCTBA U (MJIM) ITUYECKAs HKCIePTH3a.

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

2. IloBTOpHast AKCHEpPTH3a JIGKAPCTBEHHOTO CPEJICTBA MPOBOIMTCSA C YYETOM pPE3YJIbTATOB paHee
MPOBEJICHHOM JKCIEPTH3Bl B CPOK, YCTAHOBIICHHBIM YIIOJTHOMOYCHHBIM (pelepaibHBIM OpraHOM
WCTIOJTHUTEJILHOM BJIACTH M HE TMPEBBIMIAOIINN TPUALATH PAOOYUX THEH CO JHSI MOTYYCHUS SIKCIECPTHBIM
YapeKICHUEM 3aJaHusI Ha TPOBEICHUE ITOBTOPHOM IKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTRA.

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

3. ®unaHCcOBOe O00O€CIICYCHNE BBIMOTHCHHS 3aJaHMsl HA MPOBEICHHE TOBTOPHON SKCIIEPTH3BI
JIEKapCTBEHHOT'O CPEJICTBA HE OCYIIECTBIISIETCS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbs 26. YCKOpeHHaH npoueaypa 3KCnepTusbl JNIeKapCTBeHHbIX cpeacTB

1. VYckopeHHas mnpoueaypa 3KCIEPTH3bl JIEKAPCTBEHHBIX CPEICTB B LEIAX TOCYAAPCTBEHHOU
perucTpanyy JeKapCTBEHHBIX IpernapaToB NPUMEHSETCS B OTHOIIEHHMH Op(aHHBIX JEKapCTBEHHBIX
IIpenaparoB, MEPBBIX TPEX JIEKAPCTBEHHBIX IIPENapaToB, perucTpupyemsix B Poccuiickonn denepanuu B
KaueCTBE BOCIPOU3BEIACHHBIX JIEKAPCTBEHHBIX IIPENApaTOB, OYEPEAHOCTb KOTOPBIX OIPEHENSICTCS B
COOTBETCTBMM C HOMEpPOM M JaTOM BXOJIIMX 3asBICHUNM O TOCYJApCTBEHHOM pETHCTpaluu
JIEKAPCTBEHHBIX IIPEnaparoB B paMKaX OJHOIO MEKIYHAapOJHOTO HEIATEeHTOBAHHOIO HAWMEHOBAHUS
JIEKAPCTBEHHOI'0 IIpernapara WA T'PYNIIMPOBOYHOIO HAMMEHOBAaHHMs JIEKAPCTBEHHOIO IIpenapara, u
JIEKAPCTBEHHBIX [Ipenaparos, IIpeAHa3HAYEHHBIX UCKIIIOUUTEIILHO JUTS [IPUMEHEHUS

HECOBEPIICHHOJICTHUMH TPaXTaHaAMHU.
(B pen. deaepayibHbIX 3aKOHOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

2. YckopeHHas Tpoleaypa AKCIEPTU3Bl JICKAPCTBEHHBIX CPEACTB B MEIAX TOCYIAapPCTBEHHOMN
PErucTpalyy JIEKapCTBEHHBIX MIPENapaToB HE IPUMEHSETCA B OTHOUICHUU:

1) 6roananoroBbix (6MOMOI0O0HBIX) JIEKAPCTBEHHBIX MpenapaToB (61M0aHaIOTOB);

2) pedepeHTHBIX JIEKAPCTBEHHBIX MpernapaTroB (3a HMCKIOYEHHEM Op(AHHBIX JEKapCTBEHHBIX
MpernapaToB);
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3) BOCHpPOU3BEIEHHBIX JIEKAPCTBEHHBIX IMpernapaToB (3a HCKJIIOYEHHEM IMEpPBBIX  TpPex
peructpupyembix B Poccuiickoin @enepaurd B Ka4eCTBE BOCIPOMU3BEIACHHBIX JIEKAPCTBEHHBIX
IpenaparoB M JIEKapCTBEHHBIX IPENaparoB, IPEJHA3HAUYECHHBIX HCKIOYUTENBHO Il NPUMEHEHUs
HECOBEPIICHHOJIETHUMHU I'PAKIaHAMU );

4) HOBBIX KOMOMHALIMN 3apETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaToB;

5) JeKapCTBEHHBIX IpenapaToB, 3apeTUCTPUPOBAHHBIX paHEe, HO NPOU3BEACHHBIX B JIPYrHX
JIEKapCTBEHHBIX (OpMaxX B COOTBETCTBUU C MEPEYHEM HAMMEHOBAHUH JIEKAPCTBEHHBIX ()OPM U B HOBOM
JO3UPOBKE.

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

3. VYckopeHHas mporeaypa 3KCHEPTH3bl JICKAPCTBEHHBIX CPEACTB IPOBOIUTCS IO PEIICHHUIO
COOTBETCTBYIOIIETO YIMOJTHOMOUYEHHOTO (pelepalbHOr0 OpraHa HUCIOJHUTENBHON BJIACTH HAa OCHOBAHHH
3asIBJICHUS 3asBUTENS B CPOK, HE MPEBBIMIAIOIIMIA BOCEMUIECATH pabouux mHed. [Ipu aTom axcneprusa
JOKYMEHTOB, COJEPIKAIIUXCS B PErHCTPAIlMOHHOM JOChE Ha JICKAPCTBEHHBIN MperapaT, MPOBOJUTCS B
CPOK, HE MPEBBIIAIONIUN ACCATH padouMX IHEH, SKCIepTH3a KauecTBa JIEKAPCTBEHHOTO CPENICTBA U
SKCIIEPTH3a OTHOMICHHS OXHAAeMOH TMOJIb3bl K BO3MOXKHOMY PHUCKY MPHUMEHEHHS JIEKapCTBEHHOTO
rperapara MmpoBOJIATCS B CPOK, HE MPEBBIMAIONINI MECTHACCATH PA00UNX JTHEH.

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

3.1. B oTHONICHNH OpaHHBIX JIEKAPCTBEHHBIX MPEMApPaToOB MOTYT OBITh IPEIICTABICHBI PE3yIbTaThI
JOKJIMHUYECKUX MCCIEAOBAHUM JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKUX MCCICTOBAHUN JIEKAPCTBEHHBIX
MPENapaToB ISl MEIUIIMHCKOTO NMPUMEHEHHUS, BBIITOJIHEHHBIX 3a mnpeaenamu Poccuiickon denepannu B
COOTBETCTBUHM C TMpaBUIaMU HaAJexameil TabopaTopHON MpPakTUKH W TPaBUJIAMU HaJJIexalen
KJIIMHUYECKOU MPAKTHUKH.

(uacts 3.1 BBeneHa @enepalbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. YckopeHHas Mporeaypa dKCIEPTH3bl JICKAPCTBEHHBIX CPEJICTB IPOBOJUTCS B TOPSJIKE,
ycTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 nactosmero ®enepanbHOro 3aK0Ha, U HE 03HAYAET CHIKEHUS
TpeOoBaHuM K 6€30MacCHOCTH, Ka4eCTBY U 3P (EKTUBHOCTH JIEKAPCTBEHHBIX MTPENapaTOB.

CraTtbAa 27. PeweHune o rocyaapCTBEHHOW perucTpauuvm fieKapcTBEHHOro npenapara

1. B cpok, He MpeBBIMIAIONINNA JAECITH PadOUUX THEH CO JHS TMOITYYEHUsS 3aKIIOYCHHH KOMHCCHHU
JKCIIEPTOB IO pe3ybTaTaM HKCIIEPTU3bl KAUECTBA JIEKAPCTBEHHOI'O CPEACTBA U DKCIIEPTU3bI OTHOLICHUS
0’KHMJIa€MOH I10JIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHHMS JIEKapCTBEHHOIO MpeInapara, COOTBETCTBYIOIINN
YIIOJTHOMOYEHHBIHN (eiepabHbIi OpraH UCTIOTHUTEIHLHOM BIACTH:

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

1) pa3mMeraer Ha cBoeM OQHIMAILHOM caifiTe B ceTH "MHTepHET" COOTBETCTBYIOLIME 3aKIIOYSHHUS
KOMHUCCHUH JKCIIEPTOB M OCYHIECTBIISIET MX OLEHKY Ul OINpeAeNeHUS COOTBETCTBUS 3aJaHUI0 Ha
IIPOBEJIEHUE ITUX IKCIIEPTH3;

(n. 1 B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) mpUHHMMAaeT pEeUIeHHEe O TOCYAApCTBEHHOW PETHUCTpallMH JEKApCTBEHHOTO Mpemnapara wid o0
0TKa3e B TOCYJapCTBEHHOM perucTpanuu JeKapcTBEHHOTo Mpenapara;
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3) BHOCHUT NpH NPUHATUU PELICHUs O rOCYyJapCTBEHHON PErucTpalluy JIEKApCTBEHHOrO Ipernapara
JaHHBIE O 3apErMCTPHUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM 4YHClIe O (papmManeBTHUYECKOM
cyOCTaHIIMM, BXOJfIIed B COCTaB JICKapCTBEHHOIO IIpernapara, B TOCYAApCTBEHHBIM peectp
JIEKapCTBEHHBIX CPEJICTB M BBIIACT 3asBUTENIO PETUCTPALMOHHOE YJIOCTOBEPEHUE JIEKAPCTBEHHOI'O
npemnapara, popMa KOTOpOro yTBEp»AaeTcsl yIOJIHOMOUYEHHBIM (pe/iepanbHbIM OpraHOM MCIIOJHUTEIbHON
BJIACTH, COIJIACOBAHHBIE HOPMATHUBHYIO JOKYMEHTAIMIO, HOPMATUBHBIM JOKYMEHT, MHCTPYKLUIO IIO
IPUMEHEHHMIO JIEKapCTBEHHOI'O IIpernapara W MakeThl IE€PBUYHOM YNAaKOBKM M BTOPUYHOM
(moTpeOuTENbCKONW) YNAKOBKM C YKa3aHMEM Ha HHUX HOMEpPa PErucTpalMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 Ipernapara U JaThl €ro roCylapCTBEHHOW pPErucTpallMd WIA B Cllydae NPUHITUA
pemieHuss 00 OTKa3e B TIOCYIAPCTBEHHOI PpErucTpaluy JICKapCTBEHHOIO Ipernapara yBEIOMIISIET B
IIUCbMEHHOW (¢opme 3asBuUTENs 00 O3TOM C YKa3aHUEM [PUYMH Takoro oOTKa3a. 3a Bblgauy
PErUCTPALIMOHHOIO YOCTOBEPEHHUS JIEKAPCTBEHHOI'O MIpernapaTa B3UMAaeTCsl rocyJapCTBEHHAs MOIIIMHA B
COOTBETCTBUHM € 3aKOHOJaTenbcTBOM Poccuiickoil denepanunu o Hasorax u coopax.

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

2. OcHOBaHMEM JJIsl OTKa3a B TOCYJapCTBEHHOW pPEruCTpaluy JIEKapCTBEHHOI'O Ipenapara Jis
MEIUIUHCKOTO  TPUMEHEHUS  SBJSETCA  3aKIIOYEHHE  COOTBETCTBYIOIIETO  YIMOJHOMOUYEHHOTO
(denepasbHOrO OpraHa MCIOJHUTEIBLHOM BIACTH O TOM, 4YTO KadyecTBO M (WiH) 3PQPEeKTUBHOCTH
pErUCTPUPYEMOTO JIEKAPCTBEHHOI'O IIpenapara il MEQUIIMHCKOTO IPUMEHEHUS HE IOATBEPKICHBI
MOJTYYEHHBIMU JaHHBIMH WJIM YTO PUCK NPUYMHEHHS BpeNa 370pPOBBIO YENIOBEKa BCIIEJCTBUE IpHEMa
JICKApCTBEHHOTO TIpernapara Juis MEAMIUHCKOTO TPHMEHEHHs mpeBblmaeT 3(QeKTuBHOCT ero
PUMEHEHHSL.

(gactp 2 B pen. epepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

3. TloBTOpHOE TmpeacTaBIeHHE B COOTBETCTBYIOIIMN YIIOTHOMOUYEHHBIM (QenepalbHblii opraxn
WCTIOJTHUTEIIBHON BJIACTH JIEKAPCTBEHHOT'O TIperapara, B OTHOIICHWHW KOTOPOTO TIOJNy4eH OTKa3 B
rOCy/IapCTBEHHOW PETUCTPAIlMU M KOTOPBIM BIOCIEICTBUU MOJIBEPICs U3MEHEHHUIO B YaCTH €ro COCTaBa,
paccMaTpuBaeTCs KaK IPEJCTaBICHHE HOBOTO JIEKAPCTBEHHOT'O Tpenapara Ha €ro TOoCyJapCTBEHHYIO
PETUCTPAIINIO HE3ABUCUMO OT COXPAHEHHS €ro MEPBUYHOTO HAUMEHOBAHMSI.

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

4. Ilpn npenocTaBleHUN 3asBUTEIIEM B COCTaBE€ PETUCTPALMOHHOIO JIOCHE Ha JIEKAPCTBEHHBIN
npenapaT Juisi BETEpUHAPHOTO NMPUMEHEHUs! KOMHUU PEUICHHs YIIOJIHOMOYEHHOIO (eiepalibHOro opraHa
VCIIOJIHUTEJIBHON BJIAcTH O IPOBEJCHUM HWHCIIEKTHUPOBAHMWS IPOU3BOIUTENS JIEKAPCTBEHHBIX CPENCTB
CPOK TIPUHATUS pEUIeHHs] O TOCYJapCTBEHHOM perucTpanuy JeKapCTBEHHOro IpernapaTta Juis
BETEPUHAPHOIO MMPUMEHEHHS IPUOCTAHABIINBAETCS CO JIHS MOJYyYEHUs 3aKIIOYEHHM, YKa3aHHBIX B YacTH
1 HacTodIIel CTaTbH, 10 JHS NPUHATHS YIOJTHOMOYEHHBIM (pelepallbHbIM OPraHOM HCIOJHUTEIbHON
BJIACTU pEIIEHUs O BbIade WM 00 OTKa3e B BbIJaye 3aKIIOYEHHS O COOTBETCTBUHM IPOU3BOAUTEIS
JIEKapCTBEHHBIX CPEJCTB TPeOOBAHUAM MPaBHII HAJUIeKaIIed MPON3BOJACTBEHHON MPAaKTUKU, HO He OoJee
YeM Ha CTO BOCEMbJECIT pabounXx AHEH.

(uactb 4 BBeneHa denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

5. OcHOBaHMEM nJisi OTKa3a B TOCYAAPCTBEHHOM PErucTpalMM JIEKapCTBEHHOTO Mpemnapara s
BETEPUHAPHOTO TPUMEHEHMS SBJISICTCS 3aKJIIOYEHHE YIOJHOMOYEHHOro (emepanpbHOr0 opraHa
WCMOJIHUTENILHOM BJIACTH O TOM, 4YTO KayecTBO H (W) 3P(PEKTUBHOCTh PErHCTPHPYEMOTO
JIEKApCTBEHHOTO TIperapara Jyisi BETEPUHAPHOTO TPUMEHEHUS HE TMOATBEP)KICHBI IOJTYYESHHBIMU
JAHHBIMHU WJIM YTO PUCK MPUUYMHEHUS Bpe/a 3J0POBbIO JKUBOTHOI'O BCJIEACTBUE MPUEMA JIEKAPCTBEHHOTO
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mpemnapaTta Al BETEPUHAPHOTO NPUMEHEHHUs MpeBbIaeT 3(PGEKTUBHOCTh €ro MPUMEHEHUS, OTKa3
YIIOJTHOMOYEHHOTO  (heJiepalbHOr0 OpraHa WCIHOJHUTEIBHOM BJIACTH B BBIJAYe 3aKIIOYCHUS O
COOTBETCTBUM  IPOU3BOAMUTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHHMSAM MpPaBHJ  Hajuiexalien
MPOU3BOACTBEHHOM MPAKTUKUA JUISl KAXKIOW MPOU3BOACTBEHHOM IUIOIIAJKH PETHUCTPUPYEMOIO
JIEKApCTBEHHOr'0 IIpenapara Juisi BETEpUHAPHOTO MPUMEHEHUS B CJlydae, €clid IPOU3BOJCTBO
JIEKApCTBEHHOr'0 Ipemnapara [JjIsi BETEPUHAPHOIO MPUMEHEHHUS OCYIIECTBISETCA 3a IMpejaesiaMu
Poccuiickoit denepainu, Ui OTCyTCTBUE TAKOTO 3aKJIIOUEHUS.

(dactb 5 BBenena OenepanbubiM 3aKk0HOM OT 04.06.2018 N 140-D3)

Koncynprantllntoc: npumeuanue.
O mnopsiike W CpOKax ONpeAeNieHHs B3aMMO3aMEHSEMOCTH JIEKapCTB JIEKAPCTBEHHBIX IPENnaparos,
3apeructpupoBaHHbix 10 01.03.2020, cm. cT. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aMmo3ameHSieMOCTb NeKapCTBEHHbIX MpenapatoB  AnA
MeAULMUHCKOro NpUMeHeHus1
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

1. Bzaumo3aMeHSI€MOCTh JICKAPCTBEHHBIX IMpEnapaToB JUisi MEIULIHUHCKOTO TPUMEHEHHS
OTIpEe/IETISICTCSl YIOJIHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIOJHUTENBHOM BIACTH, OCYIIECTBIISIOIINM
FOCYJIAPCTBEHHYI0 PETHCTPALMIO JIEKAPCTBEHHBIX IMPENAPATOB JJISI MEIULUMHCKOrO NPUMEHEHUS, B
pamMKax OJHOTO MEXIYHapOJHOTO HENaTeHTOBAHHOrO (WM XUMHUYECKOrO, WM TPYHIUPOBOYHOTIO)
HAMMEHOBAHUS HA OCHOBE 3aKJIIOYECHUS KOMHMCCHUH O3KCIEPTOB 3KCIEPTHOIO YUYPEKIAEHUS O
B3aMMO3aMEHIEMOCTH JICKAPCTBEHHOT'O Tperapara Jjisi MEIUIIMHCKOTO NMPUMEHEHHs JTHOO O TOM, YTO
JICKapCTBEHHBIN mpenapar sl MEAUIMHCKOTO MPUMEHEHHS HE SBJISIETCA B3anMoO3aMeHsieMbIM. [lopsaok
ONPEACIICHUS] B3aUMO3aMEHSAEMOCTH JIEKAPCTBEHHBIX MpPENapaToB [l MEAULMHCKOIO NPUMEHEHUS U
dbopma 3aKIIOUYEHHUS] KOMHCCHU OJKCIIEPTOB DKCIEPTHOTO YUYPEKIECHHUS O B3aMMO3aMEHSIEMOCTH
JIEKapCTBEHHBIX MPENapaToB s MEAUIUHCKOTO TPUMEHEHHUs 00 O TOM, 4TO JIEKAPCTBEHHBIN Mpenapat
JUIS. METUIIMHCKOTO TPUMEHEHUSI HE SIBISIETCS B3aMMO3aMEHAEMbIM, ycTaHaBIUBatOTCs [IpaBuTenscTBOM
Poccuiickoit denepanun.

2. Komuccus 9KCIEpTOB SKCIEPTHOTO YYPEXKIEHHS JaeT 3aKII0YEeHHE O B3aMMO3aMEHSIEMOCTH
JIEKapCTBEHHOT'O IpenapaTa JUIsl MEIUIIMHCKOIO IPUMEHEeHUs TM00 O TOM, YTO JIEKapCTBEHHBIH Mpenapar
IUIE  METUIIMHCKOTO TPUMEHEHHsI He SBISETCS B3aWMO3aMEHSEMBbIM, HA OCHOBAaHHH CIEAYIOIINX
KpUTEpHEB (XapaKTEPUCTHUK):

1) oSkBUBaJNEHTHOCTh (MIsI OMOAHAJIOroBBIX (OMOIMOMOOHBIX) JIEKAPCTBEHHBIX IpPENapaTroB
(OmoaHamoroB) -  CONOCTaBMUMOCTb)  Ka4eCTBEHHBIX M KOJUYECTBEHHBIX  XapaKTEPUCTHK
(hapmalleBTUUECKUX CYOCTaHIIMHA WM COMOCTaBUMOCTh AHTUTE€HHOI'O COCTaBa BakIMH. lcmosb3oBaHue
pa3NUYHBIX CoJel, 3(UPOB, KOMIUIEKCOB, N30MEPOB, KPUCTAIMUECKUX (GOPM U JIPYTUX MPOU3BOIHBIX
OJTHOTO U TOrO K€ JIEHCTBYIOIIETO BEIIeCTBA HE SBIAETCA NPENATCTBUEM JIsl ONpPEEIICHUS
B3alMO3aMEHSIEMOCTH  JIEKAPCTBEHHBIX  IIPEMapaToB, €CIM [pU  [MPOBEACHHUU  MCCIEAOBAHUA
OMOPKBUBAJICHTHOCTH  JIEKAPCTBEHHOrO0  Mperapara  WIM  HCCIEAOBaHHUA  TepaneBTUYECKOU
SKBHMBAJIEHTHOCTHU JIEKAPCTBEHHOI'O Mpenapara J10Ka3aHO OTCYTCTBUE KJIMHUYECKH 3HAUMMBIX PA3JINYUI
(dapmakokuHeTukn u (wim) dddexTuBHOCTH W 0€30MacHOCTH JIEKAPCTBEHHOTO TMpernapara s
MEIULIMHCKOTO IPUMEHEHMS],
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2) SKBUBAJICHTHOCTh JIEKApCTBEHHOU (popMmbl. 1071 SKBHBaJICHTHBIMH JICKAPCTBEHHBIMU (OpMaMHU
MOHUMAIOTCSI Pa3HbIE JIEKAPCTBEHHBbIE (DOPMBI, MMEIOILIME OJMHAKOBBIE CIIOCOO BBEACHUS M CIIOCO0
NpUMEHEHHs, OO0Jagarolue  COMOCTAaBUMBIMU  (hapMAKOKUHETUYECKHMMHU  XapaKTEPUCTUKAMHU U
(apMaKoJIIOTHYECKUM JeHCTBHEM U 00ECIIEUYMBAIOIINE TAKXKE TOCTHIKEHNE HEOOXO0AUMOTO KIMHUYECKOTO
spdekra. Paznuuus eKapcTBEHHBIX (GOpPM HE SBISIFOTCA TNPENSTCTBUEM JUIS  ONPEICIICHUS
B3aMMO3aMEHAEMOCTH  JICKAPCTBEHHBIX  IpENaparoB, €CcIM NpU  [POBEACHUU  HCCIICAOBAHUS
OMODKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Mperapara  WIM  HCCIEAOBAaHHMS  TEpareBTUYCCKON
SKBHUBAJIECHTHOCTH JIEKAPCTBEHHOT'O TpernapaTa JI0Ka3aHO OTCYTCTBHE KJIMHUYECKH 3HAUYUMBIX PazIHunil
(dapmakokuHeTukn u (wim) dpdexTuBHOCTH W 0E€30MaCHOCTH JIEKAPCTBEHHOrO Ipernapara s
MEIULUHCKOTO TPUMEHEHHUS;

3) 3KBUBQJIEHTHOCTb MJIM CONOCTABMMOCTb COCTaBa BCIOMOTrAaTENbHBIX BELIECTB JIEKAPCTBEHHOI'O
mpernapata JUid  MEAMLIMHCKOrO NpuUMeHeHus. Pa3nuuus coctaBa BCIIOMOTaTENIbHBIX —BEIIECTB
JICKapCTBEHHOI'0 Ipernapara He SBJISAIOTCS MPEMSITCTBUEM JUIsl ONpEeAETCHUs B3aUMO3aMEHSEMOCTH
JIEKapCTBEHHbIX  IpenapaToB, €CIM IpPU  MPOBEACHUM  HUCCIEIOBaHUS  OMO3KBUBAJIEHTHOCTH
JICKapCTBEHHOI'0 Ipernapara WIM HCCIEI0BaHMUS TEpalneBTHUUECKOW HKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O
mpernapara JOKa3aHO OTCYTCTBHE KIMHUYECKH 3HAUYUMBIX pPa3nuuuii (papMakOKMHETHKH W (WIJIH)
3¢ GeKTUBHOCTH W 0€30MacCHOCTH JIEKaPCTBEHHOI'O Ipernapara A MEIUIMHCKOro mpumMeHeHus. [Ipu
HAIMYAH KIMHUYECKU 3HAYUMBIX Pa3Nuinuid (papMaKOKUHETHKH U (WIH) d3PPEKTHBHOCTH U 0€301TaCHOCTH
JIEKapCTBEHHOI'0 Ipernapara A MEAULUHCKOrO NPUMEHEHUS B3aMMO3aMEHSEMOCTb OIpeNessieTcsl ¢
YKa3aHHMEM Ha UCKJIIOYEHHUE OT/EIbHBIX TPYII HAllUEHTOB;

4) NICHTHUYHOCTDb crocoba BBCICHUA U crocoba IIPUMCHCHMU,

5) cooTBETCTBUE MPOU3BOAUTEINS JIEKAPCTBEHHOIO CPEICTBA TPEeOOBAaHUSAM IpaBHII HaJUIEXKALIECH
MIPOU3BO/ICTBEHHOM MPAKTUKH.

3. OmpeneneHue B3aMMO3aMEHSIEMOCTH BOCHPOU3BEIEHHBIX JIEKAPCTBEHHBIX IpenaparoB s
MEIULMHCKOTO NMpPUMEHEHUs, yKka3aHHbIX B 4yactu 10 crathu 18 Hactosmero denepaibHOro 3akoHa,
OCYILECTBIIsETCA 0€3 HEOOXOIMMOCTH JJOKA3aTeIbCTBA X OMO’KBUBAJIIEHTHOCTH.

4. OcoOeHHOCTH OTpeJIeNIeHUs] B3aMMO3aMEHIEMOCTH OMOJIOIMYECKHX JIEKapCTBEHHBIX MPENaparos,
KOMOMHHPOBAaHHBIX JIEKAPCTBEHHBIX IpenaparoB (coaep)kKalux KOMOMHAIMIO JByX U Oosee
JEUCTBYIOIIUX  BEIIECTB), JIEKAPCTBEHHBIX MpPENaparoB Uil MAPEHTEPAJbHOrO MUTaHUS U
HEJO3MPOBAHHBIX JIEKAPCTBEHHBIX IIpenaparoB ycraHaBiuBaroTcsa IIpaButensctBom  Pocculickoi
denepannu.

5. OnpeneneHHe B3aMMO3aMCHACMOCTH HE OCYHICCTBIACTCA B OTHOIICHUH JICKAPCTBCHHBIX
PACTUTCIILHBIX IPCIIapaTOB, TOMCOIIATUYCCKUX JICKAPCTBCHHBIX ITPCIIAPATOB.

6. (DOPMI/IpOBaHI/Ie OEpCUYHA B3aUMO3aMCHACMBIX JICKAPCTBCHHBLIX IMPEMapaToB I MCIUIHUHCKOI'O
NPUMCHCHUS OCYHICCTBIISICTCS SKCIICPTHBIM YUPCKIACHUCM IMMOCPCIACTBOM O6’bC,Z[I/IHCHI/I}I JICKApCTBCHHBIX
npemapartoB B OTACIBHBIC TPYIINLI, B Ka)I(HOﬁ U3 KOTOPBIX JICKAPCTBCHHBIC IIpE€rapaTbl ABJIAKOTCA
B3aMMO3aMCHACMBIMHU.

7. B cnydae BKJIIOYEHUS B HHCTPYKLIUIO IO MEIUIUHCKOMY NPHUMEHEHUIO JIEKAPCTBEHHOIO
Ipenapara Ha OCHOBAHMM PE3YyJbTAaTOB COOTBETCTBYIOLIUX HCCIICIOBAHUN IOKa3aHUU JUIS IPUMEHEHU,
KOTOPBIE OTJIMYAOTCS OT MOKA3aHUM ISl IPUMEHEHHUs APYTHUX JIEKApCTBEHHBIX MPENapaToB U3 TPYIIIbI
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B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IIp€IaparoB, B IICPEYHEC B3aWMO3aMCHACMEBIX JICKAPCTBCHHBIX
npenaparoB A1 MCAUIUHCKOI'O MPUMEHCHUA JOJDKHA OBITh YKa3aHa COOTBCTCTBYIOIIAA I/IH(I)OpMaI_II/ISI.

Koncynprantllinroc: npumeyanue.

[lepeuenp B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX IMPENapaToB, B OTHOLICHHHM KOTOPBIX HMEIOTCA
pE3yJIbTaThl UCCIIENOBAHUI OMOIKBUBAJICHTHOCTH WM TEPANEBTHYECKON SKBHBAICHTHOCTH, JIOJDKEH
ObITH C(OPMHUPOBAH U pa3MelleH Ha opumaibHoM caiite Munsapasa Poccun no 01.07.2020. (3 ot
27.12.2019 N 475-03).

8. IlepeueHnp B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX MPEMAPATOB JIsi MEAUIIMHCKOrO MPUMEHEHUS
pa3Meniaercs yrnoJHOMOYEHHBIM (elepallbHbIM OpPraHOM HCIONHUTEIBHON BJIACTH, OCYILECTBISIOUIUM
TOCYIapCTBEHHYIO PETHCTPALUI0 JICKAPCTBEHHBIX IMPEMapaTroB I MEIUIIMHCKOTO TPUMEHEHUs, Ha
cBoeM oduimanbHoM caite B cetu "HMuTepuer'. MHdopmamus B mepedyHe B3anMO3aMEHSEMBIX
JICKaPCTBCHHBIX IPENapaToB JUIsi MEIUITMHCKOTO MPUMEHEHHSI OOHOBIISICTCS YKa3aHHBIM (eIepaibHbIM
OpraHOM HCIIOJIHUTEJIBHON BJIACTH C YYETOM HOBBIX 3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB
JUIST MEAUIMHCKOTO TIPUMEHEHUSI W BHECEHHBIX W3MEHEHUHW B JIOKYMEHTBI, COJEpXKallhecs B
PErUCTPALIMOHHBIX JOChE€ Ha 3apEerMCTPUPOBAHHBIEC JIEKAPCTBEHHBbIE Ipenaparbl sl MEIULMHCKOTO
MIPUMEHEHUS.

9. Iopsanox ucnonap30BaHusl HHGOPMAIIMU O B3aUMO3aMEHSIEMbIX JICKAPCTBEHHBIX Mpenaparax s
MCIUIMHCKOIO MHNPUMCHCHHA W TIIOpAAOK OJadu paB"I)flCHeHI/Iﬁ Mo BOIIpOCaM B3aNMMO3aMCHACMOCTU
JIEKapCTBEHHBIX TpEnaparoB i1 MEIUIIMHCKOTO0 MpUMEHEHUs ycraHaBiauBaioTcs IIpaBuTenbcTBoM
Poccuiickoit @enepanuu.

Koncynprantllntoc: nmpumeuanue.
CpoK perucrpauuu JEKapCTBEHHOro mpenapara, ucrekaroumi ¢ 15.03.2020 mo 31.12.2020, npoien
Ha 12 mecsueB (IToctanosnenue [IpaButensctBa PO ot 03.04.2020 N 440).

CraTtbsa 28. PeructpaumoHHoe yaocToBepeHUe nekapcTBEHHOro npenapara

1. PerucrpanmoHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOIO IIpEnapara ¢ yKa3aHHUEM JIEKapCTBEHHBIX
dbopM U JO3MPOBOK BBIAAETCS OECCPOUYHO, 3a HCKIHOUYEHHUEM DPErHMCTPAllMOHHOTO YIOCTOBEPEHMS
JIEKAPCTBEHHOTO IIPEnapara, BbIIaBAEMOr0 CO CPOKOM JIEHCTBHS IIATH JIET, HA BIIEPBBIE PETUCTPUPYEMBIE
B Poccniickoit denepanuu JeKapCTBEHHBIE IPENIApaTHI.

2. Ilo wncredyeHnn yKa3aHHOTO B YacTU | HACTOSIIEH CTaThM CpPOKa BBIIAETCS OeccpouHoe
PETUCTPALIMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOIO Mpenapara IpU YCIOBHM IOATBEPKICHHUS €ro
roCyAapCTBEHHOMN pPEruCTPALNH.

3. B ciyuae BHecenust B cooTBeTCTBUU co cTaThsiMu 30 u 31 HacTosmero dexepanibHOrO 3aK0HA
W3MEHEHUN B COAEpKAIIMECSd B PETrMCTPALIMOHHOM JI0Ch€ Ha 3apErMCTPUPOBAHHBIN JIEKApPCTBECHHBIM
npenapar JOKYMEHTBI, 3aTParuBalOIIUX CBEIEHUS, OTPAXKEHHBIE B PErMCTPALIMOHHOM YJIOCTOBEPEHUH
JIEKApCTBEHHOTO TIperapaTa, YIMOJTHOMOYEHHBIN (eepalbHbI OpraH WCIOJHUTEIBHON BIIACTH BBIAACT
HOBOE€ PErMCTPALMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOIO Ipenapara, COAepkKallee BHECEHHBIE B HETO
W3MEHEHUS.

(uacts 3 BBeneHa denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)
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4. B cayyae yTpaTbhl WM TOBPEXKACHUS PErHCTPAIIOHHOTO YIOCTOBEPEHHMS JIEKAPCTBEHHOTO
mpemapaTa 1o 3asBICHUI0 B THCHBMEHHOH QopMe IepkaTesiss WU BIAJeiblla PETHCTPALMOHHOTO
YIOCTOBEPEHUS JIEKapCTBEHHOT'O IIpenapaTa Win yIOJIHOMOUYEHHOTO UMH IPYroro IpPUINYECKOro JIUIa O
BBIIaue AYOJIMKAaTa PErHCTPAIMOHHOTO YIOCTOBEPECHHS JIEKAPCTBEHHOTO IMpernapara yIMoJTHOMOYCHHBIH
(benepanbHBI OpraH HCIOJIHUTEIBLHON BIACTU B CPOK, HE MPEBBIIAIOIINN 1eCATH paboyuX AHEW CO JHS
MOCTYIUICHUSI 3asBIICHUS, BBIACT IyONMKAT PETUCTPANMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npernapaTta. 3a Bblgady IyOJiMKaTa PErMCTPallMOHHOTO YIAOCTOBEPEHHUS JIEKApCTBEHHOrO Ipernapara
B3UMAETCS TOCYAApPCTBEHHAS MMOLIJIMHA B COOTBETCTBUHU C 3aKOHOAATENLCTBOM Poccuiickon denepannu o
Hajorax u coopax.

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

Koncynbrantllmtoc: npumeuanue.
Cpoxk perucTpaiu JeKapCcTBEHHOTO Mpemnapara, uctekarommii ¢ 15.03.2020 o 31.12.2020, npoaieH
Ha 12 mecsues (ITocranosienue [IpaButenserea PO ot 03.04.2020 N 440).

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

1. ITonTBepkieHME rOCYJapCTBEHHOM perucrpanuy JeKapCTBEHHOIO Ipernapara OCYLIeCTBIISETCS
IpU BblJaue OECCPOYHOIO PErMCTPALMOHHOIO YIOCTOBEPEHMsI JEKapCTBEHHOIO Ipernapara B Cilydae,
YKa3aHHOM B 4YacTu 2 crarhu 28 Hactosmero denepanbHOro 3akoHa, B CPOK, HE IPEBBILIAIOLINI
LIECTUAECATH pabouux JHEH CO JHs IMOJIy4eHHs] COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (erepaabHbIM
OpraHOM HCIIOJIHUTEIbHOM BIIACTH 3asIBI€HUS O TMOATBEPNKACHUM TOCYIJApCTBEHHON perucTpanuu
JIEKapCTBEHHOro mpenapara. He ocyliecTBiasieTcss NMOATBEP)KIECHUE TOCYIAapCTBEHHOM PETUCTPALIUU B
OTHOIIIEHWH JICKAPCTBEHHOTO TperapaTta, He HaXoAuBIIEerocs B oopamenun B Poccuiickoit denepanuu B
Te4eHue Tpex MU Oojee JIeT, a TakkKe B OTHOLICHWU JIEKApCTBEHHOTO CPEACTBA, MPOM3BEIEHHOIO C
HapylIeHHeM TpeOoBaHUs, YCTaHOBIEHHOTO yacThio 3.7 crathu 71 Hactosmiero deaepaibHOro 3aKOHa.

2. 3asBNeHUE O MOJATBEPXKJIEHUU TOCYIapCTBEHHOW pErucTpaliyl JeKapCTBEHHOTO IpemnapaTa AJis
MEUIIMHCKOTO TPUMEHEHUS TPEJCTABISICTCS B COOTBETCTBYIONIUH YIIOJHOMOYCHHBIN (enepaibHbIHI
OpraH UCIHOJHUTENbHOIN BIIACTH HE PaHEe YeM 3a CTO BOCEMBJECIT THEH 0 MCTEYeHHs CpoKa NeHCTBUS
PETHCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO Tpernapara sk MEAUIIHHCKOTO TPUMCHECHHS.

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

2.1. 3asBieHUE O MOATBEPKICHUN TOCYJApPCTBEHHON PETUCTPAIMU JIEKAPCTBEHHOTO Tperapara s
BETEPUHAPHOTO TNPHUMEHEHHs MPEACTABIAETCS B COOTBETCTBYIOIIMI YIMOJTHOMOUYEHHBIN (enepanbHbIi
OpraH HMCIOJHUTEIHHON BIIACTH HE PaHEe YeM 3a CTO BOCEMBIECAT JHEH 10 UCTEUCHHS CPOKa JIEH CTBUS
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO MpenapaTa Jjsl BEeTepUHAPHOTO MPUMEHEHUS U He
M03/{HEEe OKOHYAHUS CPOKa €ro JAeHCTBUSI.

(vactsb 2.1 BBeneHa @enepanbHbM 3akoHOM 0T 02.08.2019 N 297-D3)

3. IonTBepkieHUE rOCYIapCTBEHHOM perucrpalyy JeKapcTBEHHOIO Mperapara OCYIIeCTBISETCS
M0 pe3yJabTaTaM HKCIEPTU3bl OTHOLIECHUS OXHAAEMOW MOJIb3bl K BO3MOXXHOMY PHCKY HpPUMEHEHUS
JIEKApCTBEHHOTO TperapaTa Ha OCHOBAaHWUU PE3YIhTAaTOB MOHUTOPHHTA d()PEKTUBHOCTH U OE30MaCHOCTH
JIEKApCTBEHHOT'O0  Tperapara, MPOBOJAUMOIO JEpXKaTeJIeM WIM BJIAJACNbLIEM PETUCTPAIMOHHOTO
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

YAOCTOBEPCHU JICKAPCTBCHHOI'O ITpeIiapaTa 100 YIIOJIHOMOYCHHBIM UMHU IOPUINYCCKUM JIMIIOM, a TaAKXKE
COOTBCTCTBYIOIIUM YITOJITHOMOYCHHBIM (I)CIIGp&HLHbIM opraHomM HCIIOJIHUTEILHOM BJIAaCTH B COOTBETCTBUU
C Tpe6OBaHI/I${MI/I craTeu 64 HaCTOAICIO dbeﬂepanLHoro 3aKOHaA.

4. K 3asB1€HMIO O OATBEPKIEHUH I'OCYAAPCTBEHHOM perucTpainuy JeKapcTBEHHOI O IIpenapara Jyist
MEIULUHCKOTO IPUMEHEHUS IPUIIAraroTCsL:

1) IOKYMEHTBI, coJepXKallie pe3ylbTaThl MOHHUTOpPUHTAa 3(PPEeKTUBHOCTH H OE30MaCHOCTH
JIEKapCTBEHHOTO Tpemapara Uil MEAWIMHCKOTO TPUMEHEHHs, MPOBEJCHHOTO JIepXKaTelieM WIN
BJIAJIETIBIIEM PETHCTPALIMOHHOIO YIOCTOBEPEHHs JICKApCTBEHHOTrO IIpernapara s MEIUIMHCKOIO
OPUMEHEHHs JIMOO YIOJHOMOYEHHBIM MM IOPHIMYECKHM JIMIOM, 10 (opMme, YTBEp)KACHHON
YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM HCTIOTHUTEIBHON BIIACTH;

Koncynbrantllmtoc: npumeuanue.
C 01.01.2021 B 1. 2 4. 4 ct. 29 BHOCATCs uamenenus (O3 ot 27.12.2019 N 478-D3). Cm. Oynyuryro
PEIaKIHIO.

2) KOIIusA JIMIICH3WUHW Ha HpOI/ISBOl[CTBO JIeKapCTBeHHI)IX Cpe[[CTB NN KOIIWA 3aKJIHUYCHUA O
COOTBETCTBHUH  IPOU3BOJUTENSA  JIEKAPCTBEHHBIX CPEACTB TpEOOBaHWSAM TIpaBWJI  HaJJIeKaIen
HpOH?;BOI[CTBGHHOﬁ HpaKTI/IKI/I, BbIJJAHHBIX YHOJIHOMO‘ICHHI)IM (bellepaJH)HI)IM OpFaHOM HCHOHHHTGHBHOﬁ
BJIACTH B OTHOIICHHH IPOM3BOJCTBEHHOH ILUIOIIAIKK JIEKAPCTBEHHOI'O Mpernapara s MEIUIIUHCKOTO
MIPUMEHEHHUSI, TOCYJJAPCTBEHHAs PErUCTPALMsl KOTOPOTO MOATBEPKAACTCS B CIy4ae, €CJIM MPOU3BOJICTBO
JIEKapCTBEHHOTO Tperapara Juid MEIAUIIMHCKOrO0 MPHUMEHEHUs oOcyllecTBisieTcss B Poccuiickoit
denepanuu;

Koncynerantllmtoc: npumeuanue.
C 01.01.2021 B . 3 4. 4 ct. 29 BHOCcATcs u3menenus (O3 ot 27.12.2019 N 478-D3). Cm. Oynyuryro
PENaKIIHIo.

3) Komus BbIJAHHOM YIOJIHOMOYEHHBIM OpPraHOM CTpaHbl MPOWU3BOJAUTENS JIMLIEH3UUM Ha
MIPOU3BOJICTBO JIEKAPCTBEHHOI'O Ipernapara A MEAUIIMHCKOIO MPUMEHEHHS U €€ MEpPEeBOJ Ha PYCCKUM
A3bIK, 3aBCPCHHBIC B YCTAHOBJICHHOM IIOPAAKE, a TaKXKC KOIMUA 3aKIOYCHUSA O COOTBCTCTBHU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM TPAaBHJ HaJJIekKalleld MPOU3BOJICTBEHHOM
IMPAaKTUKH, BbIAAHHOTO YIOJHOMOYCHHBIM q)ejlepaJ'IBHBIM opranomMm WCIIOTHUTENbHON BJACTH B
OTHOILIEHWU TPOU3BOJCTBEHHOM IUIOIIAAKHA JIEKAPCTBEHHOTO Mpernapata Uil  MEIUIMHCKOIO
MNPUMCHCHUA, TOCYAapCTBCHHAA PErucTpaiud KOTOPOIro IMOATBCPKIAACTCA, HWIHW KOIHA PCIICHUA
YIIOJTHOMOYEHHOTO (pe/lepabHOTO OpraHa MCHOJHUTEIBHON BIIACTH O TMPOBEICHUU HMHCIIEKTUPOBAHHUS
MIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB B CIIydae, €Clii MPOU3BOACTBO JIEKAPCTBEHHOTO IpenapaTa Juis
MEIULUHCKOTO MPUMEHEHHS OCYIIECTBIIsIETCS 3a npeaenamu Poccuiickoit denepanuu.

(dactp 4 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOImIEHNH OMOJOTMYECKUX JICKAPCTBEHHBIX MPENapaToB JJIs MEAUIUHCKOTO MPUMEHEHHS
3asBUTEb JOMOJHUTEIBHO MNPEICTABISACT PE3yJIbTaThl MEPONPHUATUH, NPETYCMOTPEHHBIX IUIAHOM
yIIpaBJIEHUS] PUCKaMM, YTBEPXKIEHHBIM YHOJIHOMOYEHHBIM (hefepalbHbIM OpPraHOM HCIIOJHUTEIbHON
BJIACTU TIPU OCYIIECTBJICHHHM TOCYJAapCTBEHHOM pErMCTpAallMM JIEKApCTBEHHOr'O IIperapara Juls
MEIULUHCKOTO IIPUMEHEHUS.
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

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

4.2. K 3a4BI€HUIO O MOATBEPKICHUM T'OCYJapCTBEHHON PETrUCTpalluy JEKapCTBEHHOIO Ipernapara
IUIl BETEPUHAPHOI'O NPUMEHEHUS IMPHIIAraloTCs JTOKYMEHTBI, COJeprKalllue pe3yJabTaTbl MOHUTOPHUHIA
3pGEeKTUBHOCTH U OE30MAaCHOCTH JICKAPCTBEHHOTO Iperapara il BETEPHUHAPHOTO IPUMEHEHUS,
IIPOBOJIUMOIO  JIepKaTesleM WIM BIAJENbLEM pPETUCTPAllMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOI'O
mpernapara JUisi BETEPUHAPHOTO MPHUMEHEHUsS JIMOO YHOJHOMOYEHHBIM WM IOPHIUYECKUAM JIUIOM, II0
(bopme, YTBEpkKAECHHOW YIOJIHOMOYEHHBIM (eAepabHbIM OpPraHOM HCIOJIHMUTENBHOM BIACTH, MU
JOKYMEHTBI, YKa3aHHbIE B MMyHKTax 1, 2 - 2.2, nognynkrax "a", "6", "k", "n" mynkra 4 yactu 3 crateu 17
Hacrosero denepaabHOro 3aKkoHa. B OTHOIIEHMH UMMYHOOMOJIOTMYECKUX JICKAPCTBEHHBIX MPENapaToB
JUIs. BETEPUHAPHOTO NIPUMEHEHHUS HE MPEACTABISAIOTCA CBEACHMS, YKa3aHHbIE B MOANYHKTE "K' myHKTa 4
yactu 3 crathu 17 Hacrosimero denepaibHoro 3akoHa. B oTHOIIEHMM J€KapCTBEHHBIX MpenapaToB s
BETEPUHAPHOTO NPUMEHEHHUs, TOJYUYEHHBIX C NPUMEHEHHEM T'€HHO-WHXEHEPHO-MOAU(DUIIMPOBAHHBIX
OpPraHU3MOB WM COJAEPXKAIMX TaKue OPraHu3Mbl, JONOJHHUTEIbHO IPEJICTABISAIOTCS CBEICHUS,
yKa3zaHHble B yHKTe 13 yactu 3 crathu 17 Hacrosero @eaepanbHOro 3aKOHa.
(dactp 4.2 BBeaeHa DenepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaqbHOro 3aKOHA OT

02.08.2019 N 297-@3)

Koncynbrantllmtoc: npumeuanue.
C 01.01.2021 4. 4.3 cr. 29 umsnaraercs B HOBOM pemakiuu (D@3 ot 27.12.2019 N 478-®3). Cwm.

OyAylIyI0 peAaKIuIo.

4.3. C 3asBiIeHrEM O MOATBEPKACHUHN TOCYJapCTBEHHON PETUCTpAIliy JICKApCTBEHHOTO Mperapara
3asIBUTENb MPEJCTABISAET KOMHUIO TOKYMEHTA, MOATBEPKIAIOIIETO YIIaTy FOCYJapCTBEHHOM MOIUIMHBI 3a
MOATBEPK/ICHUE TOCYAAPCTBEHHOW PEruCTpalliy JEKapCTBEHHOIO Mpenapara, J100 MOXKET MpeACTaBUTh
yKa3aHHBIN IOKYMEHT 10 COOCTBEHHOW MHUIMATHBE. B ciyuyae HempeacTaBleHusl yKa3aHHOTO TOKYMEHTa
YIOJIHOMOYEHHBI  (DeiepaibHbIi  OpraH HMCIHOJHUTENBHON BJIACTH TpPOBEpsieT (PakT  yIuiaThl
rOCy/IapCTBEHHOW TOLUIMHBI 3asBUTENEM IOCPEICTBOM HCIONIB30BaHUs WHGOpMalMu 00 yIuiate
roCyJapCTBEHHOW TONLIUHBI, cojepkamelics B [ocymapcTBeHHOW WHGOPMAIIMOHHOW CHCTEME O
rOCYJapCTBEHHBIX M MYHHULMIAJIBHBIX IUIATEXKAX, HA OCHOBAHUM MPEACTABICHHOW 3asBUTENEM KOIHH
JTIOKYMEHTa, MOATBEPKAAIOIIET0 YIUIATY TOCYIapCTBEHHOW MOLIJIMHBI.

(uactp 4.3 BBeieHa @enepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

5. B Teuenme JACCATHU pa60q1/1x I[Heﬁ CO JHd TNPHUHATHA 3adBJIICHUA O IIOATBCPKICHHUU
roCyAapCTBEHHOM perucTpanuu JEKapCTBEHHOIO Ipenapara U JOKYMEHTOB, COJAEPKALIUX Pe3yJbTaThl
MOHUTOpUHTA 3P (HEKTUBHOCTH U O€30MACHOCTH JICKAPCTBEHHOTO Tpemnapara, MpoBOIUMOTO JepiKaTesieM
WIM  BIAACNbIEM  PErHUCTPAIMOHHOTO  YJOCTOBEPEHHs  JIEKQpCTBEHHOrO  Tpemapara  Jubo
YIOJTHOMOYEHHBIM UMH IOPUANYECKUM JIUIIOM, YIIOJHOMOYEHHbIN (hefiepaibHblii OpraH UCIOTHUTENbHOM
BJIACTH:

1) mpoBOOUT HPOBEPKY MOJHOTHI CBEICHHH, COJEpXKAIIUXCS B TMPEJCTABICHHBIX 3asBUTEIEM
JOKYMEHTaXx;

2) mpUHUMAET pelieHue O MPOBEJAEHWUU WM 00 OTKa3e B MPOBEICHHUH SKCIIEPTHU3BI OTHOIICHUS
0’KHMJIa€MOM TOJIb3bl K BO3MOKHOMY PHCKY IPUMEHEHHUs JIEKapCTBEHHOTO MpernapaTta Ha OCHOBAaHUU
pe3yIbTaTOB MOHUTOPUHTA d()PEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Ipernapara, MpoBOJIUMOTO
JepKaTelleM WU BIAAENbIEM PETUCTPAIMOHHOTO YIOCTOBEPEHHs JIEKQpCTBEHHOTO MpemapaTta Ju0o
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

YIIOJIHOMOYEHHBIM UMH FOPUJUUECKUM JIULOM, a TaKXKe (eiepaabHbIM OPraHOM UCIIOIHUTENIBHON BIacTH
B COOTBETCTBHUH C TpeOOBaHUAMHU cTaThi 64 HacTosmero denepaabHOroO 3aK0Ha;

3) yBemomuiieT B JJEKTPOHHOW (opMe WM NHCbMEHHOH ¢opMme 3asiBUTENs] U IKCIEPTHOE
YUPEKJIECHUE O TPHHATOM pEIICHWU MO0 B Cllydae MPUHSATHS pEIIeHUs 00 OTKa3e B MPOBEACHHUH
AKCIIEPTU3BI YKA3bIBACT IPUUYUHBI TAKOTO OTKA3a.

6. B ciydae BBIABICHHS HEJJOCTOBEPHOCTH M (MJIM) HEJOCTATOYHOCTH WH(POPMALINH, COAepIKaIencs
B IIPEJICTABJICHHBIX 3asBUTEIEM JOKYMEHTaX, YIOJIHOMOUYECHHBIN (elrepanibHblil OpraH MCIOJIHUTEIbHON
BJIACTU HANpPAaBISET 3asBUTENIO 3ampoc 00 YTOYHEHMH YKa3aHHOW HWHQOpMauuu. 3ampoc
YIOJIHOMOYEHHOr0  (hefilepalibHOr0  OpraHa  MCIOJHUTENIBHOW BJIACTH MOXKET ObITh  IepeaaH
YIOJHOMOYEHHOMY IPEACTABUTENI0 3asBUTENS JIMYHO I0J PACHMCKY, HAIpPaBJIEH IO IMOYTE 3aKa3HbIM
MUCbMOM WIN NEpefaH B 3JEKTPOHHOM (Gopme M0 TeJIeKOMMYHUKALMOHHBIM KaHaiaM cBs3M. B ciyuae
HaNpaBJICHUSI 3alpoca YIOJIHOMOYEHHOTO (hefepasbHOr0 OpraHa HCIIOJHUTEIFHOW BJIACTH IO IOYTE
3aKa3HbIM IIMCBMOM OH CUYHUTAETCsS IIOJYyYEHHBIM 10 MCTEYEHHMM IIECTU [HEH C JaThl HANpaBJICHUS
3aKa3HOT0 NMHUCHMA.

7. 3asBuTens 00s3aH MPEACTaBUTH OTBET HA 3alpoC YMOJIHOMOYEHHOIro (eaepaabHOro OpraHa
HCIIOJIHUTEJIBHOM BJIAcTU B CPOK, HE MPEBBILAIONINN JAEBSIHOCTA padOUUX AHEW CO JHS €ro MOITY4YEHHUS.
Cpok, yKa3aHHBIH B 4acTU 5 HACTOSIIEW CTaThH, MPUOCTAHABIMBACTCS CO JHS HAIPABJICHUS 3asBUTEIIO
3arnpoca YHOJHOMOYEHHOIO (heepaJbHOr0 OpraHa HCIOJHUTENbHOM BJIACTU N0 JHSA IOIY4YEHUS UM
COOTBETCTBYIOIIETO OTBETA M HE YUYUTHIBACTCA TMPU HUCYHCICHUU CPOKa TOATBEPKACHUA
roCy/1lapCTBEHHON PETUCTpalliy JIEKApCTBEHHOTO Mpernapara.

8. OcHOBaHMEM /Ul OTKa3a B IPOBEIEHUM DKCIEPTU3bl OTHOIIECHUS OXHAAEMOH IMOJIB3BI K
BO3MOXHOMY DPHUCKY NPHUMEHEHHUs JIEKAPCTBEHHOI'O Iperapara SIBISEeTCs MpeICTaBlIeHHE JOKYMEHTOB,
COJIepKALINX Pe3yIbTaThl MOHUTOPUHTA 3()()EKTUBHOCTH U GE30MaCHOCTH JIEKAPCTBEHHOI'O Mpernapara, 1
(M) B OTHOLIEHUH OHMOJOTMYECKHX JIEKAPCTBEHHBIX IMPENapaToB pe3yibTaTOB OCYIIECTBICHUS
MEPOIPUATHI B COOTBETCTBUM C IUIAHOM YIIPABIECHUS PHUCKaMH, YTBEPKIECHHBIM YIOJIHOMOYEHHBIM
(benepanbHbIM OPraHOM HMCIOJHHUTENBHOM BJIACTU MPU OCYLIECTBICHUH TOCYJApCTBEHHOM perucTpanuu
JIEKapCTBEHHOT'0 Ipernapara, B HEMOJHOM 00beMe, OTCYTCTBUE MH(OpMalMH, MOATBEpxKAatome dakrt
yIUIaThl ~ TOCYJAapCTBEHHOM  MONIIMHBI 32  MOJATBEPXKJIEHUE  TOCYIapCTBEHHOMW  perucrparuu
JIEKapCTBEHHOT'0 Tpernapara, JuOO HENpeJICTaBlICeHHE 3asBUTEIEM B YCTAHOBIIEHHBIH CPOK OTBETa Ha
YKa3aHHbII B dYacTM 6 HACTOSIIEW CTaThU 3alpoc YIOJIHOMOYEHHOro (enepajbHOr0 opraHa
UCTIOJTHUTEJILHON BJIACTH, a TAK)KE OTCYTCTBUE B YKAa3aHHBIX JOKYMEHTaX MH(pOpMalUU, KOTOpas JOJKHA
OBITH B HUX OTpaKeHa.

9. DkcmepTusza OTHOIICHHS] OXHUAAEMON TOMB3bI K BO3MOXXHOMY PHUCKY TMpPUMEHEHUS
JICKApCTBCHHOT'O IIpf€riapaTta B LEIAX IMOATBCPKIACHUA FOCY}I&pCTBCHHOﬁ perucTpauvun JECKapCTBECHHOI'O
mpemnapaTa MPOBOAUTCS KOMUCCHUEH IKCIEPTOB SKCIEPTHOTO YUPEXKACHUS B CPOK, HE MPEBBIIIAIOIIHIA
COpoKa pabouyux JTHEH.

10. B cinyuyae HEZOCTAaTOYHOCTH MPEACTABICHHBIX JKCIEPTY MAaTEpUAIOB IS Jaud 3aKIFOYEHHUS
9KCHEepPT 00palaeTcsi K pyKOBOAUTEIIO SKCIIEPTHOIO YUPEXKICHHS O MIPEJOCTaBICHUU €My HEOOXOAUMBIX
MaTepHaioB. PyKoBOAMTENb SKCIEPTHOTO YUPEXKJECHUS O0paIlaeTcsi ¢ COOTBETCTBYIOIIUM 3alpoCcoOM B
YIOJTHOMOYEHHBIN (eepalibHblil OpraH MCIOJIHUTEIBHON BJIAcTH, BBIIABIIMHN 3aJjaHHE Ha MPOBEICHUE
JKCIIEPTU3bl OTHOILIECHMS OXKHUJIAEMOH IIOJIb3bl K BO3MOYKHOMY PHUCKY INPHUMEHEHHS JIEKaPCTBEHHOIO
mpernapaTa Ha OCHOBAHMM JOKYMEHTA, COJAEpXalllero pe3yJlbTaThl MOHUTOPUHTA 3()(EKTUBHOCTH U
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

0€30I1aCHOCTH JIEKapCTBEHHOT0 Mpenapata. B Tedenue nsitu pabounx qHEH co JHs MOCTYIUIEHUS 3alpoca
PYKOBOJIUTENST HKCHEPTHOTO YUPEKACHUS yKa3aHHBIN (enepaabHbli OpraH HCIOJIHUTEIBHOW BIACTH
HaMpaBisIeT 3asBUTENIO 3aIPOC O MPEICTABICHUM HEOOXOJUMBIX MaTepUalIOB, KOTOPBIH MOXXET ObITH
nepeAad yIOJHOMOYEHHOMY IIPEACTABUTEINIO 3asBUTENS JIMYHO IIOJ PACIUCKY, HAIPABJICH II0 I10YTE
3aKa3HbIM IMCbMOM WJIM NI€peJaH B 3JIEKTPOHHOM popMe 1O TeTeKOMMYHUKAIIMOHHBIM KaHajaM CBsi3u. B
cllyyae HampaBJICHHUS 3alpoca YMOJHOMOUYEHHOTO (hefepaibHOr0 OpraHa HCIOJHUTEIBHONW BIACTU IO
II0YTE 3aKa3HBIM MMCbMOM OH CUMTACTCS ITOJIyYEHHBIM 10 UCTECUYECHUU ILIECTH JHEH C AAThl HAIIPABJICHUS
3aKa3HOro NKMChMa.

11. 3asBuTenp 0053aH MPEACTaBUTH OTBET HA 3aIPOC YIOJIHOMOYEHHOTO (heepaabHOro opraHa
HWCIOJHUTEIBHON BJIACTH B CpOK, HC HpCBBIIHaIOIJ_II/If/'I mMECTUACCATH pa60q1/1x I[HCﬁ CO JHA IOJIYYCHUA
YKa3aHHOTO 3ampoca. YTOJHOMOYEHHBIN (enepanbHblii OpraH HCHOJIHUTEIbHOW BJIACTH, BBIIABIIMMA
3aaHuC Ha MPOBCACHUC OKCICPTU3BI OTHOLICHUA omnnaeMoﬁ MOJIb3bl K BO3MOXHOMY PHCKY
MIPUMEHEHUs JIEKAPCTBEHHOTO TMpernapara Ha OCHOBAaHMM JIOKYMEHTa, COJAEPIKAILEro pe3yNbTaThl
MOHUTOPHUHTA 3((HEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO Iperapara, B TCUCHHE ISTH padodnx
JHEH co JTHS MOCTYIUICHUS OT 3asBHUTENs OTBETA Ha 3alpoC YHMOJHOMOYEHHOro (efepaibHOro opraHa
WCTIOTHUTEJIbHON BJIACTH HAIIPABJISET 3TOT OTBET B IKCIIEPTHOE YUpekaeHue. B ciydae HenpeacTaBieHus
10 UCTEUEHUH MIECTUECIATH pabouuX JHEU 3asiBUTENIEM OTBETa Ha YKa3aHHBINM 3aIIPOC YIIOJIHOMOYEHHBIH
denepanbHBId OpraH WCIHOJHUTEIHLHOW BJIACTH, BBUIABIIMK 3aJlaHWE HA MPOBEICHUE HKCIEPTHU3BI
OTHOIICHUS OKUJAEMOW TOJIB3bl K BO3MOXKHOMY PHUCKY NMPUMEHEHHS JIEKapCTBEHHOrO IMperapaTa Ha
OCHOBaHUHU JOKYMEHTA, COJEPIKAIIETO0 PEe3yIbTaThl MOHHUTOpHUHTA J3(PQPEKTUBHOCTH W 0O€30MacHOCTH
JIEKapCTBEHHOI'O TIperapara, B T€YCHHE NATH pabouux [HEH HalpaBisieT B JKCIEPTHOE YUPEKICHHE
YBEJIOMJICHHE O HENPEJICTaBICHUU 3asiBUTENIEM OTBETAa Ha 3alpoc yKa3aHHOro opraHa. Bpems co ans
HampaBJIEHUsl 3ampoca SKCIEPTHOIO YUPEXKIEHUS B  YIOJTHOMOYEHHBIH (efepanbHbBId  Opra
WCIIOTHUTEIbHON BJIACTH A0 OHA TOJYUYCHHUA OKCICPTHBIM YYPCKIACHUCM OTBETAa Ha 3alpoC HIH
YBEJIOMIIEHHSI O HEINPEACTABICHUM OTBETAa Ha 3alpoC HE YYHUTHIBAETCS IPU HCUUCIECHUU CpOKa
MMPOBCACHUA OKCIICPTHU3bl OTHOIICHHA omnnaeMoﬁ MMOJIB3BI K BO3MOXHOMY PHCKY JIIPUMCHCHUA
JIEKApCTBEHHOT'0 TIperapaTa Ha OCHOBAaHMU JOKYMEHTa, COAEpPIKALero pe3ylbTaTbl MOHUTOPWHIA
3¢ PexTUBHOCTH 1 OE30MTaCHOCTH JIEKAPCTBEHHOTO Mperapara.

12. B cpok, He MpEeBBIIIAIONINI IecATH pabounx AHEW CO JHA MONYYEHHUS 3aKITIOYEHHUS KOMUCCUU
AKCHEPTOB MO pe3yJabTaraM JKCHEPTU3bl OTHOLICHHS OXUIAAEMOW MOJb3bl K BO3MOXKHOMY PHCKY
MIPUMEHEHHSI JIEKapCTBEHHOTO Mpemnapara, COOTBETCTBYIOIIMM YIIOTHOMOYEHHBIN (enepanbHblii opran
HWCTIOTHUTEIbHON BIACTH:

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

2) IpUHMMAET pEUIEHHE O MOATBEPXKACHUU TOCYJapCTBEHHOM pErucTpanuuu JEKapCTBEHHOIO
mpernapata Wid 00 OTKa3e B TOJATBEPKICHUM TOCYIAapCTBEHHOM PETUCTpAallMM JIEKApCTBEHHOTO
npernapara;

3) BHOCUT TMpU TMPHUHATHH PELIEHUS O TMOATBEPKACHUU TOCYJapCTBEHHON perucrpanuu
JIEKAPCTBEHHOI'O IIpelrapara CBEIEHUs B T'OCYJAPCTBEHHBIM pPEECTp JIEKAPCTBEHHBIX CPEACTB U BBIAACT
3asBUTEII0 OECCPOYHOE PETUCTPALIMIOHHOE YOCTOBEPEHHE JIEKAPCTBEHHOTO IIpenapara.

13. OcHOBaHMEM Il OTKa3a B MOJTBEPXICHUHM TOCYJIAPCTBCHHON PETHUCTPAIMU JIEKAPCTBEHHOTO
npernapara SBJSICTCS  3aKJIFOUCHHE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (elepalibHOrO OpraHa
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

WCTIOJTHUTEIEHOW BJIACTH O TOM, YTO PHCK NPUYMHCHHUS BpEAa 3I0POBBIO0 UEIOBEKA WM YKHMBOTHOTO
BCJIE/ICTBHE MIPHEMa JICKAPCTBEHHOTO TIperapara npeBbiacT 3G PeKTHBHOCTh €ro MPUMEHEHUS.
(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

14. B nmnepuon mpoBeneHUs MpOLEAYypbl IOATBEPKIEHUS TIOCYAApCTBEHHON perucTpaunun
JIEKapCTBEHHOT0 Ipernaparta ero odpaienue B Poccuiickoii @enepaliii He IPUOCTAHABIMBACTCA.

15. Jlomyckaercst oOpaiieHue JIEKapCTBEHHBIX MPEnaparoB 10 HCTEYCHHS] CPOKa TOIHOCTH,
NPOU3BEACHHBIX B TEYCHHWE CTAa BOCHMUJCCATH KAJICHAAPHBIX JHEW TIOCHE JaThl IPHHSATHUS
YIIOJTHOMOYEHHBIM  (pe/ICpaATbHBIM OpPraHOM HCIIOJHUTEIILHON BJIACTH PEIICHUS O TOATBEPKICHUH
rOCYJapCTBEHHON pErHCTpaluy, B COOTBETCTBHHM C WHGOpMANUEH, coiepkamieiics B JOKYMEHTax
PETHCTPAIIMOHHOTO JIOChE Ha JICKAPCTBEHHBIN MPenapaT 10 AaThl IPUHSATHS TAKOTO PEIICHUS.

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

Cratba 30. BHeceHMe wu3MEeHeHMM B [OOKYMEeHTbl, coaepXxawmecsa B
perucTtpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIA JeKapCTBEHHbIM npenapaTt Anq
MeAULIMHCKOro NpMMeHeHuns

1. B mensax BHeceHUS W3MEHEHUU B JOKYMEHTHI, COJEpIKAaIIMecs B PETUCTPALMOHHOM JOChE Ha
3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIA MpernapaT JUisi MEIUIIMHCKOTO TPUMEHEHUs, Nep)KaTelb WIn
BIIQJIETIEl] PETHUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO MperapaTa WM YIOJIHOMOUYEHHOE WM
Jpyroe IpUANYEcKoe MO (Jajiee B HACTOSIIEH CTaThe - 3asBUTENb) MPEJCTABIISAET B YIIOJIHOMOYEHHBIN
benepanbHBIE OpraH HCIOTHUTEIBHOW BJIACTU 3asBJICHHE O BHECEHHWHU TaKMX H3MEHEHHH 1o Qopme,
YCTAaHOBJICHHOM YMOJHOMOYEHHBIM (hellepaibHbIM OPraHOM HCIOJIHUTEIIbHOW BJIACTH, W MpHUJIaraeMbie K
HEMy M3MEHEHHs B yKa3aHHBIE TOKYMEHTBI, a TaKKe JOKYMEHTHI, MOATBEPKAAIOIINE HEOOXOIUMOCTh

BHECEHUS TaKUX U3MEHEHUH.
(B pen. DenepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-D3, ot 04.06.2018 N 140-D3)

KoncynprantlIntoc: npumedanue.
C 01.01.2021 B u. 1.1 ct. 30 BHOCaTCS u3meHenust (P3 ot 27.12.2019 N 478-D3). Cm. Oyaymuryro
PeAAKIHIO.

1.1. [Ipu HEoOXOAMMOCTH BHECEHMS B JIOKYMEHTHI, COAEPIKAIMECs B PETUCTPALIMOHHOM J0ChE Ha
3apErUCTPUPOBAHHBINA JICKAPCTBEHHBIM Ipenapar Uil MEAMIMHCKOIO IPUMEHEHUs, W3MEHEHMW,
yKa3aHHbIX B MyHKTE 3 4acTH 2 HACTOSIIEH CTaThU U TPeOyIOUIUX MPOBEICHHs HKCHEPTH3bl KauecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asIBUTEIb JONOJHUTENILHO MPEJICTABISIET B YIOJIHOMOYEHHBIN (enepalibHbIi
OpraH MCIIOJIHUTEIBHON BIACTH KOIMIO JINLEH3UH Ha ITPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB I KOIIHIO
3aKJIIOYEHHST O COOTBETCTBMM IPOM3BOJAUTENSI JIEKAPCTBEHHBIX CPEACTB TpPEOOBAHUAM TPABUI
Ha/JIeKaIleld MPOU3BOACTBEHHON MPAKTUKH, BBIIAHHBIX YIOJHOMOUYEHHBIM (hefiepaibHbIM OpraHoM
WCIIOJIHUTEIBHON BJIACTH B OTHOIIEHWHM W3MEHEHHOW M (WJIM) JOMOJIHEHHON MPOU3BOJICTBEHHOM
IJIOIIAJKK JIEKAPCTBEHHOI'O IIpelrapara, B Ciy4ae, €CIIM IPOM3BOJCTBO JIEKAPCTBEHHOIO IIpernapara
ocymectBisiercss B Poccuiickoit ®enepanuu, MO0 KONUIO BBIJAHHOM YIOJHOMOYEHHBIM OpPraHOM
CTpaHbl NPOU3BOAUTENS JIMLEH3UU HA IIPOU3BOJACTBO JIEKAPCTBEHHOIO IIpenapara U €€ IEpeBOJ Ha
PYCCKHH $3BIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM IOPSIKE, a TAK)KE KOIUIO 3aKIKOYEHUS O COOTBETCTBUU
MIPOU3BOJIUTENSL JIEKAPCTBEHHBIX CpPEACTB TpeOOBAaHUSAM TNPABWII HaJJIEXKalled MPOU3BOJCTBEHHON
MPAKTUKW, BBIJAHHOTO YIOJHOMOYEHHBIM (elepaIbHbIM OpPraHOM HCIHOJHUTENbHON BIacTH B
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

OTHOLICHUHM W3MEHEHHOW M (WJIM) JONOJHEHHOW IPOM3BOJACTBEHHOM IUIOLIAJAKH JIEKAPCTBEHHOTO
npernapara, Wik KOIHUIO PELICHUs YIIOJIHOMOYEHHOTro (hefiepalbHOro OpraHa MCHOJIHUTEIBHON BIACTH O
IIPOBE/IEHUU MHCIIEKTUPOBAHUS MTPOU3BOAUTENIS JIEKAPCTBEHHBIX CPEACTB B Cllydae, €CiH NPOU3BOACTBO
JIEKApCTBEHHOTI0 IIperapaTa OCYLIECTBIAETCs 3a npenenamu Poceniickon @enepanuu.

(dactp 1.1 BBegena ®enepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

Koncynsrantlntoc: npumeyanue.
C 01.01.2021 B 4. 1.2 ct. 30 BHOCsATCA M3MeHeHus (D@3 ot 27.12.2019 N 478-D3). Cm. Oyayuryro
pelaKuuio.

1.2. Ilpn HEoOXOAMMOCTH BHECEHUS B TOKYMEHTBI, COJIEPIKAIIHNECS B PETUCTPALIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIH TMperapar Ui MEJUIIMHCKOTO TPUMEHEHHUs, W3MEHEHHH,
yKa3aHHBIX B IyHKTE 4 4acTH 2 HACTOSILEH CTaThU M TPEOYIOIIMX MPOBEICHHS KCIEPTH3bl KayecTBa
JICKApCTBEHHBIX CPEJICTB, 3asBUTENb JOMOJHUTEIHLHO MPEICTABISET B YIOJTHOMOUYCHHBIN (heaepanbHbIi
OpraH UCIOJHUTEIBHON BIACTH KOIHIO JHLEH3HH Ha TIPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB MIIU KOIHIO
3aKJIIOYCHHUST O COOTBETCTBUU TPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpPEOOBAaHUSAM IPAaBHII
HaJUIeXKaleld MPOM3BOACTBEHHOW IPAKTUKH, BBIIAHHBIX YIIOJHOMOYEHHBIM (elepalbHbIM OpPraHOM
WCTIOJTHUTEIHOW BJIACTH B OTHOIIEHUH INPOW3BOACTBEHHOW IUIOINAAKH JIEKAPCTBEHHOIO Mperapara, B
ciydae, €CIM MPOM3BOACTBO JIGKAPCTBEHHOTO Mpemnapara ocymiecTsisiercs B Poccuiickoit denepannm,
1100 KOIUIO BBIJAHHOH YIIOJTHOMOYEHHBIM OPTaHOM CTPaHbI IPOU3BOIUTES JIMIICH3UHN HA TIPOU3BOJICTBO
JIEKapCTBEHHOTO Ipenapara u ee MepeBo/] Ha PYCCKU S3bIK, 3aBEPEHHBIC B YCTAHOBICHHOM IOPSJIKE, a
TaKKe KOMHIO 3aKIIOUYEHHUS O COOTBETCTBHM IPOU3BOIMTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUSIM
NpaBWJI HAJUISKAIIEH IMPOM3BOJCTBEHHON NPAKTHKH, BBIAAHHOTO YIIOJIHOMOYEHHBIM (ereparbHbIM
OpPraHOM WCIOJHHUTEIBHOW BIIACTH B OTHONIEHWH TMPOM3BOJCTBEHHOW IIIOMIAKK JIEKAPCTBEHHOTO
mpernapara, Uik KOMHUIO PELIeHUs YIIOJIHOMOYEHHOro (heiepalbHOro OpraHa MCHOJIHUTENBHOM BIIACTH O
MIPOBE/ICHUU MHCIIEKTUPOBAHUS MTPOU3BOIUTEIS JIEKAPCTBEHHOTO CPEJICTBA B CIIydae, €CIIM MMPOU3BOICTBO
JIEKapCTBEHHOT'0 Mpenapara oCyIecTBIIsAeTCs 3a nmpeaenamu Poccuiickoit deneparui.

(uactsb 1.2 BBenena @enepanbHbM 3akoHOM OT 04.06.2018 N 140-D3)

1.3. IlpuHATHEe pelleHuss O BHECEHHMM M3MEHEHMH MM 00 OTKa3e BO BHECEHHMH H3MEHEHHH B
JOKYMEHTBI, COJAEp)Kallhecss B PETUCTPAIIMOHHOM JO0Ch€ Ha 3aperuCTPUPOBAaHHBIN JIEKapCTBEHHBIIN
npernapar A1 MEIUIIMHCKOTO IPUMEHEHUs, B cllydae He00X0AUMOCTH POBEIEHHS SKCIIEPTU3bI KauecTBa
JIEKApCTBEHHBIX CPEACTB W (WJIM) DKCIIEPTH3Bl OTHOLICHHS OXKUIAEMOW TOJB3bI K BO3MOKHOMY PHCKY
MPUMEHEHHs JIEKapCTBEHHOIO Mpernapara A MeIUIIUHCKOTO MPUMEHEHHS OCYIIECTBIISIETCS B CPOK, HE
MIPEBBIMIAIOIINN JEBSIHOCTa pabounX JHEH, a B OCTABHBIX CIy4asxX B CPOK, HE MPEBBIIIAOIINN TPUALATH
pabouux JHEW cO JAHS MPUHATHS YIOJIHOMOYEHHBIM (hefiepalibHbIM OPraHOM MCIOJHHUTEIbHON BIACTH
3asBIICHHS O BHECEHHH TaKUX U3MEHEHUH.

(vactp 1.3 BBenena @enepanbHbiM 3ak0HOM 0T 04.06.2018 N 140-D3)

1.4. YnomHomouyeHHBIN (enepanbHblii OpraH HCHOJHUTENIBHON BIACTH C YYETOM pe3ylIbTaToB
(dapMakoHaa30pa U MPOBEPOK COOTBETCTBUSA JIEKAPCTBEHHBIX CPEACTB, HAXOASAILIMXCS B T'PaXKJTaHCKOM
000pOTe, YCTAaHOBJIEHHBIM TpeOOBaHMUSIM K UX KayecTBY B TEUYEHHME JECATH pabouyux AHEW cOo JHA
MOCTYIUUICHUSI COOTBETCTBYIOIIEH HH(OpPMAIMM pa3MellaeT Ha CBOEM O(HIMaIbHOM CalTe B CETH
"NnTepHer" cBeneHUS O HEOOXOIMMOCTH BHECEHHS! B MHCTPYKIMIO 1O METUIIMHCKOMY NPUMEHEHUIO
JIEKAPCTBEHHOI'0 IIperapara U3MEHEHUN B OTHOIICHWM CBEIACHUN O IMOKAa3aHWAX Ui IIPUMEHEHUs U
MIPOTUBOMNOKAa3aHUAX ISl IPUMEHEHHUS JIEKapCTBEHHOTO Mpenapara, BhISBIEHHBIX MOOOYHBIX JEHCTBUSX,
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

HEXKeNaTeJNIbHBIX peaklUusx MpU MPUMEHEHHUU JICKapCTBEHHOI'O Mpernapara W YBEAOMISET 00 3TOM B
ANEeKTpOHHOU (opMme Wi mUCbMEHHOH (opMe (Ha OyMaKHOM HOCHTENE) JIepKaTeNs WIM BIIAJIeibIia
PETUCTPALIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOI'O Ipemnapara (WM YIOJIHOMOYEHHOE HM JIPYroe
IOPUINYECKOE JIMIO), a TakXkKe JAep)Karesield WM BIIAJENbIEB PETUCTPAIMOHHBIX YAOCTOBEPEHUM
JIEKapCTBEHHBIX IMIpernapatoB (WM YIOJIHOMOYEHHBIX HUMHU JPYTUX IOPUAUYECKHUX JIMI[), KOTOpHIE
SIBJITFOTCS B3aUMO3aMCHSICMBIMHU.

(dactpb 1.4 BBenaeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 475-03)

1.5. Jlep>katenb WM Biajesel] PETUCTPALMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOIO IIpenapara, a
TaK)Ke JIepKaTeNM WK BIIAJENbLbl PETUCTPALIMOHHBIX YIOCTOBEPEHHI JI€KapCTBEHHBIX MpPEnapaToB (MiIH
YIIOJIHOMOYEHHBIC UMH JIPYTHE IOPUANYECKHE JIHIA), KOTOPBIE SBISIOTCS B3aUMO3aMEHSIEMBIMH, 00s3aHbI
MIPEJICTaBUTh B YIIOJHOMOYEHHBIN (hefiepanbHblii OpraH UCIOJHUTENbHON BIACTH 3asBJICHUS O BHECCHHUH
W3MEHEHUH B JOKYMEHTBI, COJEpXKaIIMecs B PETUCTPALMOHHBIX JOChE HA 3aperuCTPUPOBAHHBIC
JIEKApCTBEHHBIEC MPENapaThl JUisi MEIULMUHCKOTO MPUMEHEHHUs, B OTHOIICHUM CBEJICHUM, YKa3aHHbBIX B
WHCTPYKIIUU TI0 MEIUIIMHCKOMY PUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaToB, B TEUYCHHE COPOKa padOUmnx
THEH €O JHSA pa3MeIleHUs YIOJIHOMOYEHHBIM (eaepaibHbM OpPraHOM HCIOJIHUTEIBHOM BIACTH
nH(popManuy, yKkazaHHoOU B yactu 1.4 Hactosmiel crateu. [laHHOE TpeOoBaHNE HE pacIPOCTPAHICTCS Ha
Cllydyal BHECEHHUS B HMHCTPYKIMIO [0 MEIUUMHCKOMY HPUMEHEHHUIO JIEKapCTBEHHOrO IIpernapara
M3MEHEHUH B OTHOLICHWH HOBBIX IOKa3aHUMU JUIsl IPUMEHEHUS JIEKAPCTBEHHOTO IIpenapara Ha OCHOBAaHUU
pEe3yAbTAaTOB COOTBETCTBYIOIIMX UCCIEAOBAHUIM.

(uactb 1.5 BBeneHa @enepasibHbIM 3ak0HOM OT 27.12.2019 N 475-03)

2. DKcnepTr3a JIEKApCTBEHHBIX CPEICTB B YACTH IKCIIEPTU3bI KAYE€CTBA JIEKAPCTBEHHOI'O CPENICTBA U
(usn) SKCIepTU3bl OTHOLLIEHUS 03KMIAaEMOM MOJIB3bI K BO3MOXKHOMY PUCKY NPUMEHEHUS JIEKapCTBEHHOIO
rpenapara s MEIULUHCKOrO IMPUMEHEHHUS IIPOBOJUTCA B ClIy4ae BHECCHUS M3MEHEHUHN B JJOKYMEHTHI,
coJlepKallMecss B PETUCTPALlMOHHOM JOChE Ha 3apEeTHCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar, B
OTHOILIEHUU:

1) cBeneHuil, yka3aHHBIX B MHCTPYKLIHMHU 10 MEAMIMHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOIO
npenapara:

a) JIeKapCcTBEHHasl popMa ¢ yKa3aHMEM HaUMEHOBAHMN M KOJIMUYECTBEHHOT'O COCTaBa JIEHCTBYIOIIMX
BEIIECTB U KaUECTBEHHOTO COCTaBa BCIIOMOTATENIbHBIX BEUIECTB (IIPU HEOOXOIUMOCTH KOJIMYECTBEHHOIO
COCTaBa BCIIOMOTaTeNbHBIX BEIIECTB);

6) dapmakoguHamMuka M (QapMakOKMHETHKa (32  UCKJIIOYEHHEM  (apMaKOKHHETHUKU
TOMEOTIATHYECKUX JIEKAPCTBEHHBIX MPEMApaToOB M PACTUTEILHBIX JIEKAPCTBEHHBIX MPETapaToB);

B) MOKa3aHUs AJI IPUMEHEHUS;
I') IPOTUBOINOKA3aHUs JJIsl IPUMEHEHUS;
1) MEPBI MTPEIOCTOPOKHOCTH NP IPUMEHEHHH;

€) YKa3aHHE BO3MOXXHOCTU M OCOOEHHOCTEH NPUMEHEHUs JICKapCTBEHHOIO IIpernapara Jyis
MEIUIUHCKOTO TNPUMEHEHHs OEpeMEHHBIMU O KEHIIMHAMH, IJKCHIIMHAMU B MEPUOX TPYIHOTO
BCKapMJIMBaHUs, I€TbMH, B3POCIIBIMU, UIMEIOIIUMU XPOHHUECKHE 3a00JIeBaHuUs;
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pex. ot 13.07.2020) Hoxyment npenoctasien Koncynsrantlmoc

"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB" Hata coxpanemms: 04.08.2020

K) PEKHUM JO3UPOBAHMS, CIIOCOOBI BBEJICHUS M NMPUMEHEHUS, IPH HEOOXOJAMMOCTH BpEeMs IpHeMa
JIEKApCTBEHHOTO Tpernapara, MpoJ0KUTENIBHOCTD JICUCHUSI, B TOM YHUCJE Y ACTeH 0 U IMOCJe OJIHOTO
roja;

3) BO3MOXKHBIC TIOOOUYHBIC ICHCTBUS M HEXKEIATEIbHBIC PEaKIIMH MPY MPUMEHCHHH JICKAPCTBEHHOTO
Ipernapara;

1) CUMIITOMBI IEPEO3UPOBKH, MEPHI IO OKA3aHUIO IOMOLLY IPU NEPEJO3UPOBKE;
K) B3aUMOJICHCTBHE C APYTUMHU JICKAPCTBEHHBIMHU IIpenapaTaMu U (W) MUIIEBBIMU IPOAYKTAMU;
1) (OpMBI BBIITyCKa JICKAPCTBEHHOTO Ipenapara;

M) yka3zaHue (mpu HEoOXOIMMOCTH) OCOOCHHOCTEHW AEWCTBUS JIEKAPCTBEHHOrO MpernapaTra mIpu
IIEPBOM IIPUEME WJIU MPU €T0 OTMEHE;

H) CBCACHHUS O BO3MOKXHOM BJIMAHHUHU JICKAPCTBCHHOI'O IIpCliapaTa AJId MECAUITHUHCKOI'O ITPUMCHCHUS
Ha CIIOCOOHOCTh YIpaBJIATH TPAHCIIOPTHBIMU CPCACTBAMH, MCXaHU3MAaMM

0) CPOK TOAHOCTH M yKa3aHWE Ha 3alpeT MPUMEHEHUs JEKapCTBEHHOIO Iperapara Mo UCTEYCHUU
CpOKa IrOJJHOCTH;

1) YCIIOBUSI XPaHCHUS;

P) YCTIOBUS OTITYCKa;

2) coctaBa JeKapCTBEHHOTO Ipernapara Uit MeIUIIMHCKOTO PUMEHEHHS;

3) U3MEHEeHUs MeCTa MMPOU3BOJICTBA JICKAPCTBEHHOTO Mpenapara JJis MEUIIMHCKOTO TPUMCHCHHST

4) u3MeHeHus Moka3aTesieil KauecTBa JeKapCTBEHHOIO Mpernapara JUisi MeIUIIMHCKOTO TPUMEHEHHS
1 (UJIM) METOI0B KOHTPOJISI KauecTBa JIEKApCTBEHHOTO Ipernapara Ui MEJUIIMHCKOTO IPUMEHEHMS;

5) HU3MCHCHUA CPOKA I'OJHOCTH JICKAPCTBCHHOTO IIpLCIiapaTa JJIsI MCAUTTUHCKOI'O IPUMCHCHUS

6) cBeleHUl 0 HEOOXOAMMOCTH BHECEHUS WHBIX M3MEHEHMH B HMHCTPYKLHUIO 1O MEIUIMHCKOMY
IIPUMEHEHHUIO JIEKAPCTBEHHOI'O IIpernapara, a TakkKe B HWHbIE JOKYMEHTBI, COJEp)Kalluecs B
PEruCTpPallMOHHOM J0Ch€ Ha 3aperucTpUpOBaHHBIN JIeKapcTBEHHBbIM mpenapar. [Ipu sTom pemeHue o
MIPOBEJICHUU OKCIEPTU3bl KadyecTBa JIEKAPCTBEHHBIX CPEACTB M (MJIM) OSKCIEPTH3bl OTHOIIECHUS
OKHJ]aeMOH MOJIb3bl K BO3MOKHOMY PUCKY ITPUMEHEHHMSI JIEKapCTBEHHOTO Mpenapara Jiisi MEJUIIMHCKOTO
PUMEHEHHs IPUHUMAETCSI B COOTBETCTBUU C YTBEP)KJCHHOM YITOJTHOMOUYEHHBIM (heiepalibHbIM OpPraHOM
WCIIOJIHUTENIBHON BIAcTH KiaccHuUKanuell M3MEHEHUH, BHOCHMBIX B JOKYMEHTHI, COZAepialluecs B
PETUCTPALIMOHHOM JIOChE Ha 3apErNCTPUPOBAHHBIN JIEKApPCTBEHHBIN ITpenapar.

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

Koncynprantllntoc: npumeuanue.

C 01.01.2021 4. 3 cr. 30 uznaraercst B HoBou pemakuuu (D3 ot 27.12.2019 N 478-D3). Cm. Oyaymryro
PENaKIHIo.
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

3. C 3asByIeHHEM O BHECEHUH M3MEHEHUI B IOKYMEHTBI, COIEPKALIMECS B PETUCTPAIMOHHOM J0Che
Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar Uil MEIULMHCKOTO INPUMEHEHUS, Hapsaxy ¢
JTOKyMEHTaMH, YKa3aHHBIMHU B 4acTH | HacTOSAIIEH CTaThH, 3asIBUTEIb MIPEACTABISAECT KOMH JOKYMEHTOB,
MOATBCPIKAAOIUX YIUIATY I‘OCY[[apCTBeHHOf/'I IMONUJIMHBI 3a BHECCHUC B HNOKYMCHTBI, COACPKAIIUCCIA B
PETHCTPAllIOHHOM [IOCh€ Ha 3aperUCTPUPOBAHHBIA JIGKAPCTBEHHBIH TIpernapar Uil METUIIMHCKOTO
NPUMEHEHHS, U3MEHEHUH, TpeOyIomUX MPOBEACHUS AKCHEPTH3bl JIEKAPCTBEHHBIX CPEACTB B YaCTH
9KCIIEPTU3bI KAUeCTBA JIEKAPCTBEHHOTO CPEACTBA U (MJIM) IKCIIEPTU3bI OTHOLICHUS OYKHIAeMOU TOJIB3bI K
BO3MOXHOMY PHUCKY I[IPUMCHCHUA JICKAPCTBCHHOI'O IIpfrapara A MCIUIHWUHCKOrO IPHUMCHCHUA,
rOCY/IapCTBEHHOMW IOIIUTMHEI 32 BHECEHUE B JIOKYMEHTBI, COJIEpIKAIHeCcs] B PErUCTPAlMOHHOM J0Che Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Jid MEIUIMHCKOTO NPUMEHEHHUS, W3MEHEHUH, HE
TPeOYIOIMX IPOBEICHHUS HKCIEPTU3bl JICKAPCTBEHHOTO CPEJICTBA, JHOO BIpaBE IPEICTABUTH II0
COOCTBEHHOIT HWHUIMATUBC YKAa3aHHBIC JOKYMCHTBI. B CJIydyac UX HCIPEACTABIICHHUA YHOJIHOMOLIGHHI)II;'I
(benepasbHBI OpraH MCHOJHUTEIBHOW BIACTH TMPOBEpPsET (AaKT yIIaThl TOCYAApPCTBEHHBIX MOILIMH
3asBHUTEJIEM TMOCPEICTBOM HCIOJIB30BaHUS HWHPOpManuu o0 yImjiare TOCyJapCTBEHHBIX IOIUINH,
cozxepikameiics B ['ocynapcTBeHHOM HH(POPMAITMOHHOI CHCTEME O TOCYIapCTBEHHBIX U MYHHIIMIAIBHBIX
IJI1aTCXXax, Ha OCHOBAHUH NPCACTABICHHBIX 3asdBHUTCICM KOITHH JOKYMCHTOB, IIOATBCPKAAIOIUX YIIIATY
rOCY/1apCTBCHHOH MOIIIHHBL.
(uactsb 3 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. B Teuenue necatu pabouux JHEH cO JHS MOCTYIMJIEHUs YKa3aHHOIO B 4acTH | HacTosel cTaTbu
3asBJICHUS U HEOOXOJIMMBIX JOKYMEHTOB YIIOJIHOMOYEHHBIH (heepanbHblii OpraH HCIHOJHUTEIbHOU
BJIACTHU:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEJIEHUM, COAEPKAILUXCS B MPEJICTaBICHHbBIX
3asBUTEJIEM MaTepHUallax;

2) NpUHUMAET PEIICHUE O MPOBEJCHUN YKA3aHHBIX B YACTH 2 HACTOSIIEH CTaTbH COOTBETCTBYIOLIUX
AKCIIEPTH3 JIEKAPCTBEHHOTO CPEICTBA MIIH 00 OTKa3€ B UX MPOBEACHUU;

3) yBeAOMIISIET B 3JCKTPOHHOM WJIM MHUCBMEHHON (hopMe 3asBUTENSI O MPUHATOM PEIICHUW WIH B
cllydae TMPUHATHS pelieHuss 00 OTKa3e B MPOBEICHUH COOTBETCTBYIONIEH HKCIEPTH3BI C YKa3aHHEM
MPUYHH TaKOTO OTKAa3a.

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

4.1. B cnydae BbISIBIEHUS HEIOCTOBEPHOCTU CBEACHMM, COJAEpXKALIUXCA B MPEACTABICHHBIX
3asBUTENIEM MaTepHajax, YIOJHOMOUYEHHBIN (enepaiabHbIil OpraH MCIOJHUTEIbHON BIACTH HAINpaBIseT
3asBUTENIIO0 3alpoc 00 YTOYHEHHWU YKa3aHHBIX CBeACHHWM. JlaHHBIM 3ampoc MoKeT ObITh TepenaH
YIIOJIJHOMOYEHHOMY IIPEACTABUTENIO 3asiBUTENS JIMYHO IIOJ PACIUCKY, HAIIPaBIEH IO I0YTE 3aKa3HBIM
MMCbMOM WJIM TIE€pPeiaH B JIEKTPOHHOH (hopMe Mo TeJIeKOMMYHHMKAI[MOHHBIM KaHaiaMm cBsi3u. B ciydae
HaIlpaBJICHUs JAHHOIO 3aIlpoca IO MOYTE 3aKa3HbIM IIMCbMOM OH CYMTACTCS IOJIYYEHHBIM 10 UCTEYEHUU
LIECTH JHEU C 1aThl HAPABIICHHS 3aKa3HOTO ITUCHMA.

(uacts 4.1 BBeneHa @enepanbHbIM 3ak0HOM OT 25.11.2013 N 317-03)

4.2. 3agButens 00s3aH MPEACTaBUTH OTBET Ha 3alpoC YIMOJIHOMOYEHHOTo (eaepantbHOro opraHa
UCTIOJHUTEIBHOM BIIACTH B CPOK, HE IPEBBIMIAIONIMNA JEBSIHOCTa pabouux THEW cO THS TOIy4eHUs
naHHoro 3ampoca. Cpok, YKa3aHHbIM B 4acTH 4 HACTOAIIEH CTaTbW, NPUOCTAHABIMBAETCS CO JIHA
HaNpaBJICHUs 3aBUTEIIO 3apoca YIOJIHOMOYEHHOTO (peiepabHOro opraHa UCIOJIHUTEIbHON BIACTH 10
AHA TOJIYYCHHSA MM OTBETAa Ha HaHHBIfI 3aMpoC U HE YUYHUTBHIBACTCA HPHU HCUUCICHUW CPOKa MPHUHATHA

www.consultant.ru Crpanuna 68 u3z 140
HaJeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=357162&date=04.08.2020&dst=11569&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=357162&date=04.08.2020&dst=11570&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100492&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=04.08.2020&dst=100494&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=197264&date=04.08.2020&dst=101102&fld=134

®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

pelleHrs O BHECEHHWM H3MEHEHMIl B JOKYMEHTHI, COJEpKallhecs B PErUCTPAallMOHHOM J0Che Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar 1Jisi MEIUIIMHCKOTO TPUMEHEHUSI.
(dactp 4.2 BBeaeHa denepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMEM JUIsl OTKa3a B MPOBEJCHWM yKa3aHHBIX B YaCTH 2 HACTOSIICH CTAThU IKCIEPTHU3
SIBIISICTCS TIPE/ICTABIICHNE JOKYMEHTOB, IEPEUYHUCIICHHBIX B YacTsAX | ¥ 3 HACTOSIIEH CTaThu, B HETIOJHOM
o0BEMe, HETPE/ICTABICHUE 3asBUTEICM B YCTAHOBJICHHBI CPOK OTBETa HAa yKa3aHHBIM B yacTu 4.1
HACTOSIIIEH CTAaThH 3aMpOC YIOJTHOMOUYEHHOTO (eIepalbHOTO OpraHa UCIIOJHUTEIILHOW BJIACTH, a TaKKe
OTCYTCTBHE€ B  TMPEICTaBICHHBIX JOKYMEHTaX JIOCTATOYHBIX  CBEACHUN,  IOATBEPIKIAIOIINX
HEOOXOJMMOCTh BHECCHUSI U3MEHEHUH, MM OTCYTCTBUE MH(POPMAIINH, IMOATBEPKAAONMICH (PakT yruiaTel
rOCy/IapCTBEHHBIX MOIUINH, YKa3aHHBIX B YaCTH 3 HACTOSIICH CTAThU.

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

6. Yka3aHHbIE B 4acTU 2 HACTOSIIEH CTAaThbU 3KCIEPTU3bI IPOBOJASTCS B MOPSIIKE, YCTAHOBICHHOM
crarbell 23 HacToswero deneparbHOrO 3aKOHa.

7. B Cpok, HE MPEBBIIAIOMUNA ACCITH PA0OUMX THEH CO JHS MOTYYEHUS 3aKIFOYCHHH KOMHCCHI
HKCIIEPTOB MO pPe3yjbTaTaM yKa3aHHBIX B 4YaCTH 2 HACTOSIICH CTaTbH HKCIEPTHU3, YMOJTHOMOYEHHBIN
(denepanbHBI OPraH UCIIOTHUTEIBHON BIIACTH:

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

1) npyHUMaeT peleHne O BHECEHUU U3MEHEHUH B IOKYMEHTHI, COAEpKAIIUECS B PETUCTPALIMOHHOM
JI0OChE Ha 3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN IMpenapar A MEAMLUHCKOrO NPUMEHEHHUs, Wih 00
OTKa3€ BO BHECECHUM TAKUX U3MEHEHHUI;

2) BHOCUT B FOCYZ[apCTBeHHLIﬁ peecTp JICKAPCTBCHHLIX CPEACTB HAa OCHOBAHHWU PCUHICHUA O
BHCCCHUU H3MEHCHHI B AOKYMCHTBI, CcoJcpKamuecs B PEruCTpaluOHHOM JOChC Ha
BapeFI/ICTpI/IpOBaHHHﬁ HeKapCTBeHHBIfI npemnapar aad MCAUIHUHCKOro ITPUMCHCHUA, HCO6XOI[I/IMBIC
HU3MCHCHUA U BO3BPAIIACT UX 3asABUTCIIIO,

3) BBIOACT 3asBHUTENI0 HOBOE PETUCTPAIIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO IIpernapara B
cily4ae U3MEHEHHs CBEJCHUM, COJIEPIKAIIUXCS B HEM.
(. 3 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. OcHoBaHumeM /Jig OTKa3a BO BHECEHHHM W3MEHEHUWW B JIOKYMEHTHI, COJEpKalluecs B
PETUCTPALIMOHHOM JOCh€ Ha 3aperHMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar i MEIULMHCKOIO
MIPUMEHEHUSI, SBIIACTCS 3aKIIOYEHUE YITOJHOMOYEHHOTO (eepabHOrO opraHa UCTIOJHUTEIHLHOW BIIACTH
0 BO3MOXHOCTH CHIDKEHHS O€30MacHOCTH, KadecTBa, d(PPEKTUBHOCTH JIEKAaPCTBEHHOT'O CPEJICTBA B
CJIy4yae BHECEHMS TAKMX U3MEHEHU.

9. Homyckaercst oOpallleHHe JEeKapCTBEHHBIX IPErnaparoB IS MEAULMHCKOrO TNPHUMEHEHHUs 10
UCTEYEHHUsI CPOKA TOJHOCTH, MMPOU3BEACHHBIX B TEUEHUE CTa BOCBMHIECATH JAHEW MOCIE JaThl MPUHATHS
YIIOJIHOMOYEHHBIM (peiepanibHbIM OPraHOM MCIIOJHUTEIBHOM BIACTH PELICHUs O BHECEHUM U3MEHEHUH B
JOKYMEHTBI, COJepXalluecs B PEruCTPAllMOHHOM JIOCh€, B COOTBETCTBUM C UHOpMaIuei,
coJiepiKalleiicss B JIOKYMEHTaX pPETUCTPAllMOHHOIO JOChE€ Ha JIEKapCTBEHHBIM Ipenapar A0 JaThl
MIPUHSTHS TAKOTO PELLICHUSI.

(uactp 9 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

Cratba 31. BHeceHMe u3MeHeHMW B [OOKYMEHTbl, coAepXxalueca B
perucTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIA JNEKapCTBEHHbIA npenapar AnA
BeTepPMHAPHOIro NpuMeHeHus

Koncynsrantlntoc: npumedanue.
C 01.01.2021 B @63. 1 4. 1 ct. 31 BHOCATCS M3meHeHust (D3 ot 27.12.2019 N 478-D3). Cm. Oyayuryro
pelaKIuIio.

l. B mensix BHECEHMS M3MEHEHUN B JOKYMEHTBI, COAEPKALIMECS B PETHCTPALMOHHOM JOChE Ha
3apEeruCTPUPOBAHHBIN JICKAPCTBEHHBIM IIpemnapar Juisi BETEPUHAPHOIO IPUMEHEHMs, AepKaTellb WU
BJIQJIENICL] PETUCTPALMOHHOTO YJIOCTOBEPEHHMs JIEKAPCTBEHHOI'O Ipernapara WiIM YINOJIHOMOYEHHOE UM
Jpyroe IpUANYEcKoe MO (Jajlee B HACTOSIIEH CTaThe - 3asBUTENb) MPEJCTABIISAET B YIIOJIHOMOYEHHBIN
benepanbHBI OpraH HCIOTHUTEIBHONW BJIACTU 3asBICHHE O BHECEHHWU TaKMX H3MEHEHWil mo Qopwme,
YCTAaHOBJICHHOW YIIOJIHOMOYEHHBIM (heiepajibHbIM OPraHOM HMCIIOJIHUTEIbHOM BIIACTH, U MpUilaraeMble K
HEMy M3MEHEHHs B yKa3aHHbIE IOKYMEHTBI, a TaKXKe JIOKYMEHTHI, MOATBEPKIAAIOIINE HEOOXOAUMOCTh
BHECEHUS TaKuxX U3MeHeHul. [Ipy HeoOX0IMMOCTH BHECEHUSI U3MEHEHUH B IOKYMEHTHI, COepXKallluecs B
PErUCTPAallMOHHOM JOChE€ Ha 3apeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM mpenapar Uisi BETEPUHAPHOIO
NPUMEHEHUs, B CIIy4asX W3MEHEHHs U (WIM) [ONOJHEHHUS MPOU3BOACTBEHHON  IUIOLIAJIKU
JIEKApPCTBEHHOT'O0 CPEJICTBA, a TAK)Ke U3MEHEHMS MOKa3aTesled KayecTBa JIEKAapCTBEHHOI'O IMpernapaTa Jis
BETEPUHAPHOIO0 NPUMEHEHUS U (WJIM) METOJOB KOHTPOJIS KayecTBa JIEKAPCTBEHHOrO Ipernapara Juis
BETEPUHAPHOTO IPUMEHEHHUs 3asBUTENb JONOJHUTENIBHO MPEACTaBIsIeT B  YIHOJIHOMOYEHHBIN
(benepanbHBIi OpraH UCIIOTHUTEIBHOMN BIIACTH CIEAYIOIINE JOKYMEHTBI:

Koncynerantllmtoc: npumeuanue.
C 01.01.2021 B m. 1 4. 1 cr. 31 BHOCATCs u3menenus (D3 ot 27.12.2019 N 478-D3). Cm. Oynyuryro
PENaKIIHIo.

1) KOIIMA JIMOCH3WKW Ha IIPOU3BOJACTBO JICKAPCTBCHHBLIX CPCICTB, BI)II[aHHOI\/JI IMPOU3BOAUTCIIIO
JICKApCTBCHHOTO IIpeliapaTa AJIs1 BETCPUHAPHOI'O MIPUMCEHCHUS, I pOCCHﬁCKHX HpOH3BO,Z[HTCJ'I€fI;

KoncynsrantlIntoc: npumedanue.
C 01.01.2021 B m. 2 4. 1 c1. 31 BHOCsATCS M3MeHeHus (D3 ot 27.12.2019 N 478-D3). Cm. Oyayuryro
pPeAAKIHIO.

2) xomus JHUIEH3UU Ha TMPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB, BBIJAHHOW IPOU3BOIUTEIIO
(dapmaleBTHUECKOI CyOCTaHIIMU, BXOJSIIEH B COCTAaB JEKApCTBEHHOI'O Mpernapara Jjsi BETEpUHAPHOIO
MIPUMEHEHUS, U1 POCCUNCKUX MPOU3BOANUTENEH;

3) KOIIUA AOKYMCHTA, BBIZAHHOT'O YIIOJJHOMOUYCHHBIM OPraHOM CTPAHBbI IPOU3BOAUTEIA I Ka)I()IOfI
HpOPI3BOI[CTBCHHOﬁ IIonaak JICKApCTBCHHOTO IIpcliapaTa Jid BCTCPUHAPHOIO MNPHUMCHCHUSA U
MOATBCPKAAOIIETO COOTBETCTBUC MNPOU3ZBOAUTEIIA JICKAPCTBCHHOI'O IIpIiapara Tpe6OBaHI/I$[M ImpaBUI
Hannemameﬁ HpOHSBOHCTBCHHOﬁ MpaKTUKHU, MU C€ro HnepeBod Ha py'CCKI/If/'I A3BIK, 3aBCPCHHLIC B
YCTAHOBJICHHOM IOPAAKE, 4 TAKKC KOIIHA 3aKIIIOYCHUA O COOTBECTCTBHU IMPOU3BOAUTEIIA JICKAPCTBCHHBIX
CpCACTB TpC6OBaHI/I$IM IpaBUJI Hazmexcameﬁ HpOH3BOI[CTBCHHOﬁ IMPAaKTHUKHU, BBIAAHHOI'O
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

YIOJITHOMOYECHHBIM (he/IepaIbHbIM OPTraHOM HCIIOTHUTEIBHOM BIACTH IS KaXJAOW IPOU3BOJACTBECHHOM
IUIOMIA/IKK JIEKAPCTBEHHOTO TIperapara JJisi BETePUHAPHOTO TMPUMEHEHHS, JUOO0 KOMHsS PEIICHUS O
MPOBEACHUN MHCTICKTUPOBAHUS MTPOU3BOIUTEIS JICKAPCTBEHHBIX CPEJCTB, IPUHATOTO YIOJIHOMOYCHHBIM
denepanbHBIM OpPTaHOM HCIIOJIHUTEIBHONW BIIACTH JUISL KQXKIOW TPOU3BOJCTBEHHOW TUIOIIAIKU
JIEKApCTBEHHOTO Tpernapara Jijisi BETEPHHAPHOTO MIPUMEHEHHUS. YKa3aHHbIC JTOKYMEHTHI MPEACTABISIOTCS
B Ciyyae, €CIu MPOU3BOJACTBO JICKAPCTBEHHOIO TMperapara s BETEPUHAPHOrO IMPUMEHEHUS
ocylecTBisieTcs 3a npeaenamu Poccuiickoit @enepanuu;

4) KOImugd JOKYMCHTA, BBIJAHHOTIO  YIIOJJHOMOYCHHBIM OpraHoM CTpaHbl IIPOU3BOJAUTCIIA
(bapmaneBTHYECKOI CyOCTaHIIMM M THOATBEPXKIAIOIIETO COOTBETCTBUE  INPOU3BOIUTEI
(bapMarieBTHUECKON CyOCTaHIIMH, BXOJALICH B COCTaB JIEKAPCTBEHHOTO TpemnapaTa JJsi BETEPUHAPHOTO
NPUMEHEHHs, TPeOOBaHUSAM TpPaBHJI HAJUIKAIEH NPOU3BOJICTBEHHON NPAKTHKH, M €ro NepeBOja Ha
PYCCKMH  SI3BIK, 3aBEpPEHHBIE B YCTAHOBJICHHOM TMOpSAKE, B Cllydyae, €CJIH IPOHU3BOJCTBO
(apmaneBTHYECKOI CyOCTaHIIMU OCYIIECTBIsIETCS 3a mpeaenamu Poccuiickoit deneparum.

(uactb 1 B pen. @enepanbroro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B ciyyae m3MeHeHus u (WJIM) JONOJHEHHS MPOM3BOICTBEHHOM IUIOIIA/IKU JIEKAPCTBEHHOTO
CpeAcTBa JOKYMEHTHI, yKa3aHHbIE B YacTW | HACTOSAMICW CTaTbH, NPEICTABISIOTCS 3asBUTEIEM B
OTHOIICHNH W3MEHSAEMOW M (WJIM) JOMOJIHAEMOW IPOU3BOJICTBEHHON IUIONIAJKH JIEKapCTBEHHOTO
cpexacrtsa. PemieHre o BHECEHNH U3MEHEHUH B JOKYMEHTBHI, COJIEPIKAIIMECS B PETHCTPAMOHHOM JJOChE Ha
3aperHCTPUPOBAHHBIN JICKAPCTBEHHBIH MperapaT /Uil BETEpUHAPHOTO NMPUMEHEHUS, WM 00 OTKa3e B MX
BHECCHHUU MIPHUHUMACTCS B CIIydae HEOOXOJMMOCTH MPOBEJCHUS SKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEJICTBA B
CPOK, HE NPEBBIMIAONINHA 1eBIHOCTa pabOYNX THEH, a B OCTAJIBHBIX CIIydasX B CPOK, HE MPEBBIMIAFONTIHN
TpUILATH pabOYMX JHEW CO JHS MPUHATHS YIIOJIHOMOYEHHBIM (pesieparbHbIM OPraHOM HCIIOITHUTEIHHON
BJIACTH 3asBJICHUS O BHECEHUHU TaKUX U3MEHEHU.

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

1.2. B ciydae peopraHuzanuy [ep;KaTeslsd WIA BIAJENbLA PErUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 IIpernapara Juisi BETEPUHAPHOTO INPUMEHEHHs, pa3paboTuvMKa WM TNPOU3BOIUTENS
JIEKApCTBEHHOI'O Ipernapara Ui BETEPUHAPHOIO NPUMEHEHUSA B 3asBJICHUM O BHECEHHM W3MEHEHHUU B
JOKYMEHTBI, COJAEpXkKAIIUEC B PETUCTPAMOHHOM JIOChE Ha 3apErHMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mmpenapar sl BETEpUHApPHOIO MPUMEHEHUS, YKa3bIBAIOTCS JAHHBIE JOKYMEHTA, MOITBEPKAAIOLIErO
BHECEHUE COOTBETCTBYIOIIMX M3MEHEHUN B ENuHBIN rocyaapCTBEHHBIH peecTp IOPUANYECKHUX JHILL (IS
OpraHu3alyii, 3aperucTpupoBaHHbIX Ha Tepputopuu Poccuiickoit Penepanuu), Uik UHOTO JOKYMEHTA,
MTO/ITBEP>K/IAIOILEr0 PEOPraHU3alMI0 IOPUINUECKOro Juia (i1 OpraHu3aluii, He 3aperucTpUPOBAHHbBIX
Ha Tepputopun Poccuiickoit ®enepanuu). 3asgBiIeHHE O BHECEHMM W3MEHEHHH B JIOKYMEHTHI,
CoJlepKallMecsT B PETUCTPAlMOHHOM JOChE€ Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipernapar s
BETEPUHAPHOI'0 NIPUMEHEHMs], U NIPUIAracMble K HEMY JOKYMEHTBI IPEICTABIISIOTCS B YIIOJHOMOYECHHBIN
(benepanbHBI OpraH MCHOJHUTEIBHON BIACTH HE MO3JHEE YeM uepe3 TpHUIALATh pabouux JHEH co IHA
BHECEHHS COOTBETCTBYIOIIMX M3MEHEHUIl B ENUHBIN roCcyaapCTBEHHBIH peecTp IOPUAMYECKUX JHIl (A1
OpraHM3aluii, 3aperucTpupoBaHHbIX Ha Tepputopuu Poccuiickoit denepanun) wim co AHS TPUHATHSA
COOTBETCTBYIOILIETO JOKYMEHTAa, IOATBEPXKAAIOIIEr0 PEOPraHU3alMIi0 IOPUAMYECKOTO JHna (i
OpraHM3aluii, He 3aperucTpupoBaHHbIX Ha TeppuTopun Poccuiickoiri ®enepanun). B cmyuae
peopraHu3anuu JAepKaTesss WIA BlIaJenbla pPEruCTPalMOHHOIO YAOCTOBEPEHHUs JIEKAPCTBEHHOIO
mmpenapara JUisi BETEPUHAPHOIO IPUMEHEHHs 3asBICHHUE O BHECEHUM W3MEHEHUH B JOKYMEHTHI,
coJepaKallMecss B PETUCTPAllMOHHOM JOChE€ Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIperapar s
BETEPUHAPHOTO NPHUMEHEHMS, IOJACTCS IOPUAUYECKHUM JIMIIOM, KOTOPOMY B XOJE€ pPEOpraHu3aluu
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"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

nepeaHo MpaBo BIAJCHHUS TAKUM PETHCTPAIIMOHHBIM YIOCTOBEPCHUEM.
(uactsb 1.2 BBeneHa @enepasbHbIM 3ak0HOM 0T 02.08.2019 N 297-D3)

2. B cnydyae BHeceHUsI U3MEHEHUH B JOKYMEHTBI, COJEPIKAIIMECS B PETHCTPAIIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIM IMpenapar Jjii BETEPUHAPHOIO IPUMEHEHUs, B OTHOILIECHUU
CBEJICHUH, yKa3aHHbIX B moamynkrax "e", "x", "k", "a", "u", "c", "X" nynkra 7 wactu 3 crtatbu 17
Hacrosiiero denepanbHOrO 3aKOHA, U3MEHEHHUS M (MJIM) JIOMOJIHEHMsSI MPOU3BOJCTBEHHOM IUIOMIAJAKU
JIEKAPCTBEHHOT'O CPENICTBA, a TAKXE B Cllydac H3MEHCHHS ITOKa3aTelied KadyecTBa JIEKApCTBEHHOTO
npenapara i BETEPUHAPHOTO MPUMEHEHHsS] M (WJIM) METOJOB KOHTPOJIS KadyecTBa JICKAPCTBEHHOI'O
npenapara Jyisi BETEPHHAPHOTO MPUMEHEHHUS IMPOBOJUTCA DKCIIEPTH3a JIEKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOTO MpUMEHEeHHs. B ciaydae HEOOXOIMMOCTH BHECEHHUS WHBIX H3MEHEHUH B JIOKYMCHTHI,
coJiepKallrecs B PEruCTPAllMOHHOM J0Che Ha 3aperMCTPUPOBAHHBIA JICKAPCTBEHHBIM Ipernapar s
BETEPUHAPHOTO IPUMEHEHUS, IKCIIEPTU3A JIEKAPCTBEHHOT'O CPEACTBA JIJIsI BETEPUHAPHOTO IPUMEHEHUS HE
MIPOBOJIUTCA.

(B pen. denepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 22.12.2014 N 429-D3)

Koncynbrantllmtoc: npumeuanue.
C 01.01.2021 4. 3 cr. 31 uznaraercst B HoBoM pemakuuu (D3 ot 27.12.2019 N 478-D3). Cm. Oyayuryro
PEIaKIHIO.

3. C 3asBieHHEM O BHECEHUH M3MEHEHUH B JOKYMEHTBI, COJCPIKAIINECS B PETUCTPAIIIOHHOM JIOChE
Ha 3aperMCTPUPOBAHHBIA JIGKAPCTBCHHBIM Npemapar sl BETEPUHAPHOTO IPUMEHEHHS, Hapsay C
JOKYMEHTaMH, YKa3aHHBIMU B YacTH | HACTOSIICH CTaThH, 3asiBUTENb MPEICTABISET KOHH TOKYMEHTOB,
MOJITBEPKIAIOUINX YIUIATy TOCYJapCTBEHHOHN MOILIMHBI 32 BHECEHHE B JOKYMEHTHI, COJIEprKalluecs B
PETUCTPAIIMOHHOM JIOChE€ Ha 3apEeTrHCTPUPOBAHHBIN JIGKAPCTBEHHBIA TpenapaTr il BETEPHHAPHOTO
NPUMEHEHMsI, WM3MEHEHHUH, TpeOylolmuX NpOBEeIEHHUs HKCHEPTH3bl JIEKApCTBEHHOIO CPEIACTBa, WIIU
U3MCHEHUH, He TpeOYIOIMX NPOBEICHUS OKCIEPTU3bl JIEKAPCTBEHHOTO CpeacTBa. B ciyuae
HEOOXO/JMMOCTH HW3MEHEHMs CBEJICHMH, CoJepXKalluxcsd B PErMCTPALIMOHHOM  YIAOCTOBEPEHUHU
JIEKApCTBEHHOTO Tperapara Uil BETEPHHAPHOTO MPHMEHEHHs, C 3asBJICHHEM, YKa3aHHBIM B dYacTH |
HACTOSIIEH CTaThH, 3asBUTENb JONOJHHUTENBHO MPEACTaBIAET KOMHMIO JOKYMEHTa, MOJITBEP’KAAIOLIETo
yIIaTy TOCYAAPCTBEHHOW MOIUIMHBI 3a BBINAYy PErHCTPAIMOHHOTO YIOCTOBEPEHHS JIEKApCTBEHHOTO
npemnapara. 3asBUTEIb 1O COOCTBEHHOW WHUIIMATHUBE BIpaBe NPEACTABUTh JOKYMEHTHl 00 YyIuiate
TOCY/IapCTBCHHBIX TONUIMH. B ciydae HempeacTaBlIeHUs 3asBUTENEM JOKYMEHTOB 00 yruiate
rOCYJJapCTBEHHBIX MOILIMH YIOJTHOMOUYEHHBIH (hefiepasibHblii OpraH MCHOJIHUTEIBHONW BIACTH MpOBEpseT
GdakT ymiaatel 3asBUTENIEM TOCYIApCTBEHHBIX IMONIUIMH ITOCPEICTBOM HCIIOIB30BaHHUA HH(MOpMAIH 00
yIjaTte rocyAapCTBEHHBIX MOIUIMH, cojepikalueics B I'ocyaapcTBeHHOM MHPOPMALMOHHON cHcTeMe O
TOCYJapCTBEHHBIX W MYHHIMTAIBHBIX IUIATEKaX, HA OCHOBAHWH TIPEJICTABICHHBIX 3asSBUTEIEM KOIUH
JOKYMEHTOB, MTOJITBEPKAAIOLINX YIUIATy FOCYJapCTBEHHBIX MOIIUINH.
(B pen. DenepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 02.08.2019 N 297-D3)

4. B cpok, He MpeBBIIIAIOMUN AecATH pabounx JHEH co JTHS MOCTYIUIEHUS YKa3aHHOTO B YacTH 1
HACTOAIIEH CTaThbU 3asBJICHUS M HEOOXOAMMBIX JOKYMEHTOB, YIOJHOMOYEHHBIH (enepalibHblil opran
HCIIOJTHUTEIIBHON BIIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEJAEHHUH, COAEPKAIIMXCS B MPEICTABICHHbIX
3asiBUTEJIEM JOKYMEHTAX;
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2) IPUHUMAET PEIICHUE O MPOBEACHUH IKCICPTH3bI JIEKAPCTBCHHOTO CPEJICTBA ISl BETEPHHAPHOTO
IpUMEHEHHS WK 00 OTKa3e B €€ MPOBEICHUHY;

3) yBenomisieT B MUCbMEHHOU (opMe 3asiBUTENI O MPUHATOM PEIICHUU WU B Cllydae MPUHATHUS
penieHruss 00 OTKa3e B TNPOBEACHHHM OJKCHEPTU3Bl JICKAPCTBEHHOT'O CPEACTBA JJIsi BETEPUHAPHOTO
MPUMEHEHHUS C yKa3aHUEM MPUYHH TaKOro OTKa3a.

4.1. B citydae BbISIBJICHUSI HEJJOCTOBEPHOCTH U (WJIM) HEIOCTATOYHOCTH CBEJCHUM, COIEPKAIIMXCS B
MIPE/ICTABJICHHBIX 3asBUTENIEM JIOKYMEHTaX, YIOJHOMOYEHHBIH (efepanbHbIi OpraH HCIOIHUTEIBHON
BJIACTU HANpPABJISIET 3asBUTEIIO0 3apoCc 00 YTOYHEHHUM YKa3aHHBIX CBEACHHM. 3ampoc MOXKET ObITh
nepesiaH yIoJIHOMOYEHHOMY IPEICTaBUTEINIO 3asSBUTEINS MO/ PACHKCKY, HAIIPABIIEH IO MOYTE 3aKa3HBIM
MUCbMOM WJIM TIEPENIaH B AJIEKTPOHHOU (PopMe MO TEeICKOMMYHUKAIIMOHHBIM KaHajlaM CBsi3H. B ciydae
HaIpaBJIeHUs 3ampoca 00 YTOYHEHHH YKa3aHHBIX CBEJACHUN IO MOYTE 3aKa3HBIM MMHCbMOM OH CUUTAETCA
MOJTYYEHHBIM 110 UCTEUEHUH HIECTH JIHEU ¢ JaThl HAIIPABIEHUS 3aKa3HOTO MUChMa.

(uacts 4.1 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. 3agBuTens 00s3aH MPEACTABUTH OTBET HA 3alpOC YIMOJTHOMOYEHHOTO (eAepaibHOrO OpraHa
WCIIOJIHUTENILHON BJAacTU B CPOK, HE MPEBBIMIAIONIUN AEeBIHOCTA PabouuX AHEH CO AHS TMOTYYCHHS
naHHoro 3ampoca. Cpoku, ykazaHHble B 4yacTu 1.1 Hacrosiieil craTbd, MPUOCTAHABIMBAIOTCS CO JIHA
HaIpaBJICHUs 3asBUTEIIO 3aIIPOCa YIIOJIHOMOUEHHOTO (eepaibHOr0 OpraHa UCIIOJHUTENBLHOM BIacTH 110
JHSL TIOJyY€HWs OTBETa Ha JAHHBIA 3alpoC U HE YUUTHIBAIOTCS TMPU HCUYUCICHUH CPOKA MPUHATHUA
pelleHrs O BHECEHWM H3MEHEHHl B JOKYMEHTHI, COJEpKallhecs B PETUCTPALMOHHOM JOChe Ha
3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar sl BETEPUHAPHOTO IPUMEHEHHUS.

(uacts 4.2 BBeneHa @enepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMeM JUIsl OTKa3a B IIPOBEIEHUM OKCIEPTU3bl JIEKAPCTBEHHOIO CpPEACTBA s
BETEPUHAPHOTO TNPUMEHEHUsS SBISIETCS MpPEJICTaBICHUE TOKYMEHTOB, YKa3aHHBIX B dacTsax 1 u 3
HACTOAIIEH CTaThU, B HEMOJIHOM 00BbEME MM OTCYTCTBHE B IPEJICTABICHHBIX JOKYMEHTaX JI0CTATOYHbBIX
CBEJICHUH, TOATBEP)KIAIOIUX HEOOXOJUMOCTh BHECEHMsS HW3MEHEHUH, JM00 HempeacTaBlieHHe
3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETAa Ha yKa3aHHBIM B 4acTu 4.1 HacTosIIeW CTaTbu 3arpoc
YIIOJIHOMOYEHHOTO (heiepabHOTO OpraHa UCIOJHUTEIbHOMN BIACTH.

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

6. DKcrepTusa JEKApCTBEHHOIO CPEACTBA ISl BETEPUHAPHOIO NPUMEHEHMS B IIEJISIX BHECEHUS
W3MEHEHUH B JOKYMEHTBI, COJEp)KAallMeCs] B PErUCTPALMOHHOM JOCh€ HA 3apEeruCTPUPOBAHHBIN
JIEKApCTBEHHBI MpenapaT JUisi BETEPUHAPHOTO MPUMEHEHHUs, OCYIIECTBISIETCS B  MOpPSIKE,
YCTaHOBJIEHHOM cTaTbeil 24 HacTosero deaepaibHOro 3aKoHa.

6.1. B cpok, He MpeBbIIAOMUN 1ecATH padoyuX JAHEH CO JIHS MOTYYEHHUS 3aKITIOUEHUs] KOMUCCUU
AKCIEPTOB MO pe3yJibTaTaM YKa3aHHOW B YacTH 2 HACTOSIIEH CTaThbU AKCHEPTHU3bI, YIOJTHOMOYECHHBII
(benepanbHBI OpraH UCMOTHUTENBHON BIACTH:

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

1) npyHMMaeT peleHne O BHECEHUU U3MEHEHHH B TOKYMEHTBI, COAEP KAILUECS B PETUCTPALIOHHOM
JI0OCb€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Ajs BETEPUHAPHOTO MPUMEHEHHUs, WU 00
OTKa3€ BO BHECCHUU TAKUX U3MEHEHHUI;

2) BHOCHUT B TOCYJapCTBEHHBI peecTp JIEKapCTBEHHBIX CPEJACTB HAa OCHOBAHMMU PEUICHUS O
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BHECEHUM M3MCHCHMH B  JOKYMEHTBI, COJEp)KallMecs B  PErMCTPallMOHHOM  JOCbe  Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIH IMpenapar [yl BETEPUHAPHOTO IPUMEHEHHUs, HEoOXOIUMbIe
M3MEHEHUs U BO3BPALLAET 3TH JOKYMEHTHI 3aIBUTEIIO;

3) BbLIAET 3asBUTENI0O HOBOE PErMCTPALMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOI'O Ipemnapara ajs
BETEPUHAPHOTO NMPUMEHEHHS B Cllydae HEOOXOIUMOCTH W3MEHEHHs CBEJICHUH, COJEPIKAIIUXCS B HEM, C
COXPAaHEHHEM HOMEpPA paHee BbIIAHHOTO PETUCTPALIMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOTO Iperapara
JUISL BETEPUHAPHOTO MPUMEHEHUSI.

(n. 3 BBeneH PenepanbHbM 3akoHOM OT 02.08.2019 N 297-D3)
(dactp 6.1 BBegeHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B cirydae BHeceHUsI N3MCHEHUN B JIOKYMEHTBI, COJCPIKAIIUECS B PETUCTPANMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIN  JICKAPCTBEHHBIM IMperapar Ui BETEPUHAPHOTO TPUMEHEHHUs, B 4YacTH,
Kacafomeﬁm U3MCHCHHUSA U (I/IJII/I) JOIIOJIHCHUA HpOH?:BOIICTBeHHOI\/JI IUIOMAJAKKU  JICKAPCTBCHHOI'O
npernapara, pu IMpPEJACTABICHUN 3asBUTEIIEM B COOTBETCTBUU C ITYHKTOM 3 YacTH | HACTOSIIEH CTaTbu
KOIIMK PEHICHUA YIIOJITHOMOYCHHOI'O (be[[epam,Horo opraHa HUCIIOJIHUTEILHON BJIACTH O IIPOBCACHNU
WHCIICKTUPOBAHUS MTPOU3BOIUTEINS JICKAPCTBEHHBIX CPEICTB CPOK, YKa3aHHBIA B vacTH 6.1 HacTosmien
CTaTbu, MPUOCTAHABIIMBACTCA CO AHA MOJYUYCHHUA 3aKIIIOYCHUSA KOMHCCHU SKCICPTOB O AHA IMPUHATHA
YIOJIHOMOYEHHBIM (he/IepalibHbIM OPTaHOM MCIIOJHUTENIBHOM BJIACTH PEUICHHUS O BbIIadye Wik 00 OTKa3e B
BbLJAYC 3AKIOYCHHA O COOTBCTCTBUU IMPOMU3BOAUTCIIA JICKAPCTBCHHLIX CPCACTB Tpe6OBaHI/I$IM IMpaBuJI
HaJIJIKAIIeH TPOU3BOJICTBEHHOM MTPAKTUKH, HO HE 00JIee YeM Ha CTO BOCEMbJIECIT PabOUYUX JHEH.

(dactp 6.2 BBegeHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM [UIsl OTKa3a BO BHECEHUM W3MEHEHHMH B JOKYMEHTBI, COJEpJKamuecs B
PErMCTPAallMOHHOM J0ChE€ Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar Uil BETEPUHAPHOTO
IPUMEHEHHMs, B Clydasx, He TPeOYIOIIUX MPOBEICHUS IKCIEPTH3bI JIEKAPCTBEHHOTO CPECTBA, SIBJISETCS
MpEJCTaBICHHE JOKYMEHTOB, YKa3aHHBIX B YacTAx | W 3 HACTOSIIEH CTaThH, B HEIOJHOM O0beMe WIN
OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTAaX CBEJIEHUH, KOTOPbIE JOJKHBI OBITh B HUX OTPa’KEHbI, MO0
HEIIPECTABICHUE 3asBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETAa Ha yKa3aHHbIM B 4dacTtu 4.1 Hacrosumiein
CTaThU 3aIPOC YIIOJIHOMOYEHHOTO (heZiepaIbHOTO OpraHa UCTIOJIHUTENbHON BIACTH.

(uactb 7 B pen. enepanbroro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM Jii OTKa3a BO BHECEHMM H3MEHEHUH B JIOKYMEHTBI, COJEp)Kalluecs B
PErUCTPAallMOHHOM J0ChE€ Ha 3apeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpemnapar Uisi BETEPUHAPHOIO
MPUMEHEHHSI, B CIydasx, TPeOYIOIIMX MPOBEACHUS SKCIEPTU3BI JIEKAPCTBEHHOTO CPEJNICTBA, SIBISIETCS
3aKJIIOYEHHE YIOJIHOMOYEHHOTO (enepaqbHOro OpraHa MCIOJIHUTEIbHOW BIIACTH O BO3MOXKHOCTH
CHIDKEHUS 0€30MacHOCTH, KauecTBa, 3(PPEeKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara BCIeJACTBUE BHECEHUS
W3MEHEHUH B yKa3aHHBIC JOKYMEHTHI, OTKAa3 yIOJTHOMOUYEHHOTO (efepaTbHOTO OpraHa UCIOTHUTEIbHON
BIIACTH B BBIJaue 3aKIIOYCHHSI O COOTBETCTBUU IMPOU3BOJIUTEINS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
MpaBWJI HaJJeXKallell MPOU3BOJCTBEHHOW MPAaKTUKK B clydyae H3MEHEHHMs U (WIHM) JOMOJIHEHUS
MPOU3BOJICTBEHHON IIJIOIIAJKU JIEKAPCTBEHHOTO IIpenapara, €cild MPOU3BOJCTBO JIEKAPCTBEHHOI'O
npemnapara Jjisi BETepUHaApHOTr0 MPUMEHEHUsI OCYIIeCTBisieTcs 3a npeaenamu Poccuiickoit denepanmu,
WJIU OTCYTCTBUE 3TOTO 3aKIHOUYEHUSI.

(dactp 7.1 BBengeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

8. I[OHyCKaCTCH O6paH_leHI/IC JICKAPCTBCHHBIX MPCIapaToB Jid BCTCPUHAPHOI'O IMPUMCHCHHUA 10
HUCTCUYCHUA CpOKa IOJHOCTH, IMMPOU3BCACHHBIX B TCUCHUC CTa BOCBMUACCATH )IHeﬁ IIOCJIC NAThl IPUHATUA
YIIOJIHOMOYCHHBIM (I)C,Z[epaHLHLIM OpraHomMm HUCIIOJIHUTEILHON BIIaCTH peliCeHus O BHCCCHUU U3MEHEHHUH B
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

JTOKYMEHTBI, COJICPIKAIINECs B PETHCTPAIIMOHHOM JIOChE Ha JICKApCTBEHHBII Npernapar, B COOTBETCTBUH C
nHpopManueH, coaepKallencs B JOKYMEHTaX PErUCTPAIIMOHHOTO JOChE HA JIEKApCTBEHHBIN Mpenapar 10
JaThl IPUHSATHUS TAKOTO PEIICHHUS.

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

CraTtbsa 32. OTMeHa rocyaapCcTBEHHOW perucTpauum fiekapcTBeHHOro npenapara

Pemenne 06 oTMeHe TOCYAapCTBEHHOM PErHCTpaluy JIEKAPCTBEHHOIO IMperapara U UCKIIOUEHUH
JIEKApCTBEHHOI'0 Ipenapara W3 TOCYJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEACTB IMPUHUMAETCA
YIIOJIHOMOYEHHBIM (pe/iepalibHBIM OPraHOM HCIIOJIHUTENILHOW BIACTH B CIydae:

1) npeacTaBiIeHUs COOTBETCTBYIOIIUM YIIOJTHOMOUEHHBIM (eiepaaIbHbIM OPTaHOM HUCTIOJTHUTEIbHOM
BJACTH 3aKIIOYCHHS O PHUCKE WM 00 Yrpo3e 370pPOBbIO, JKH3HH YEIOBEKAa WM >KABOTHOTO IIPHU
NPUMEHEHHH JIEKaPCTBEHHOI'O TMperapara, MPEBBIIAIMX ero 3(PQPEKTHBHOCTb, IO pe3yJbTaTaM
OCYIIECTBIIIEMOTO UM MOHHTOPHHIa 0€30IIaCHOCTH JICKAPCTBEHHOIO TIperapara;

2) mojauyM JepyKareleM WM BIaJEibLIeM PErucTPAalMOHHOIO YIAOCTOBEPEHHUS JIEKaPCTBEHHOIO
mpernapara Wi YHOJHOMOYEHHBIM WM JIPYTHUM IOPUAWYECKHM JIMIIOM 3asBICHHS 00 OTMEHe
rOCyJapCTBEHHOH perucTpanyu JeKapCTBEHHOI'O Npenapara;

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

3) HCTIOATBCPIKACHUA FOCYI[apCTBeHHOﬁ perucTpanuu JICKApCTBCHHOI'O IIpCliapaTra MO HMCTCUYCHUH
CpoOKa HeﬁCTBHﬂ PErUCTPAIMOHHOTI'O YAOCTOBCPCHU A, BBIAAHHOTO HA IIATH JICT,

4) HCMIPCACTABJICHUS 3asABUTCIIEM I/IHq)OpMaI_II/II/I, KOTOpas MOXKCET IMOBJICYb 3a coboii HCO6XOI[I/IMOCTB
BHECCHHS U3MCHCHUM B JOKYMCHTBI, COACPKAIHUECS B PCTUCTPAIMOHHOM N0CHC HA SapeFI/ICTpI/IPOBaHHHﬁ
J'ICKapCTBCHHHﬁ npemnapar, B TCHCHUEC TPpUALATH pa60q1/1x JHEH co JHSA HACTYIJICHUA DTUX I/I3MeHeHI/II71;

5) OCyIIEeCTBIICHUSI TOCYIApCTBEHHOW PETHCTPAIMH JIEKAPCTBEHHOTO Ipemnapara IMoJi TOPTOBBIM
HAaUMEHOBAHHEM 3apPETUCTPUPOBAHHOTO paHEe MOJ 3TUM TOPTOBHIM HAaMMEHOBAHHUEM JIEKapCTBEHHOTO
mpernapara, OTJIMYAroIIeTrocsi Ka9eCTBEHHBIM COCTABOM JICHCTBYIONIUX BEIIECTB;

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

6) OCyIIECTBIICHHS TOCYJAPCTBEHHOMN PETUCTPAIIK OJHOTO U TOTO YK€ JEKapCTBEHHOTO IMperapara B
OTHOIIEHUHM OJHOTO W TOTO K€ Jep)KaTels WM BIAJeNblla PETUCTPAIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBCHHOTO TIperapaTa B BHUAC JBYX W 0Oojiee JIEKAPCTBEHHBIX TPENApaToB TMOJ Pa3TMYHBIMH
TOPTOBBIMU HAMEHOBaHUSIMU;

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

7) BBIHECEHHSI CY/IOM PELICHHUsI O HapYIIEHUH IpaB MpaBooOIagaTesst 00beKTOB HHTEIUIEKTYaTIbHON
COOCTBEHHOCTHU IIPH 0OpaIlleHNH JIEKapCTBEHHBIX CPECTB;

8) OTCyTCTBHS JIEKQpCTBEHHOTO Tpenapara B oOpamieHuu B Poccuiickoit denepannu B TeueHue
Tpex u Ooee JieT;
(n. 8 BBenen denepanibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

O) HeBBIIOMHEHWS JepXaTeleM WM  BJIaJeiblleM PETUCTPALUOHHOIO  YAOCTOBEPEHUs
JIEKapCTBEHHOTO Ipernapata JIMOO0 YIOJIHOMOYEHHBIM UMHU JIPYTUM IOPUIUYECKUM JIMIIOM MEPOIPHUITUI
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

no ooOecrneyeHn0 Oe30MacHOCTH JIEKAPCTBEHHBIX IPEMapaToB, YCTAHOBJICHHBIX YIOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIOJHUTEIBHON BIACTH B COOTBETCTBHM C dYacTsMu 3 W 4 cratbu 64
HacTosiero enepanbHOro 3aK0Ha, B paMKax OCYIIECTBICHUs (papMaKkoHaA30pa;

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

10) orka3a pnepkarensi WIM Biajeiblla PETUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO
npemapaTta JIM00 YIMOJIHOMOYEHHOTO MMM JIPYroro IOPUAWYECKOTO JIMIA OT BHECEHUS W3MEHCHUU B
MHCTPYKLHIO 0 NPUMEHEHHUIO JIEKapCTBEHHOIO IperapaTa, KacarolIUXCs HOBBIX MOATBEPKIACHHBIX
JAHHBIX O TOM, YTO PUCK MPUYMHEHHUS Bpelia 3J0POBBIO0 UEJIOBEKa WJIM >KUBOTHOI'O BCIIEJCTBUE MpUEMaA
JIEKapCTBEHHOT'O Ipernapara npeBbiaeT 3QPeKTUBHOCTD €ro NPUMEHEHHS.

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

Koncynbrantllmtoc: npumeuanue.
C 01.01.2023 cr. 32 gononnsiercs . 11 (@3 o1 27.12.2019 N 475-D3).

CraTtba 33. locyaapCcTBEHHbIN peecTp NieKapCTBEeHHbIX CpeacTB

1. T'ocynmapcTBeHHBI peecTp JIEKAPCTBEHHBIX CPEJICTB COJEPKHUT IEPEUYCHb JIEKAPCTBEHHBIX
MIpermapaToB, MPOIMIEAMINX TOCYIAPCTBEHHYIO PETUCTPAIINIO, MTepeueHb (hapMarleBTHUCCKUX CyOCTaHITHH,
BXOJIAIIIMX B COCTAB JIEKAPCTBEHHBIX MIPEMApPaTOB, U CICAYIOIIYI0 HHPOPMAIUIO:

1) B OTHOIIEHNH JIEKAPCTBEHHBIX IIPETIAPaTOB:

a) HaMMEHOBaHHE JIEKapCTBEHHOrO TMpemapata (MEXIyHapOJHOE HEMaTeHTOBaHHOe, WU
TPYIIHPOBOYHOE, WIM XUMUYECKOE U TOPrOBOEC HAUMEHOBAHWS ),
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

0) nexapcTBeHHass popMa C yKa3aHUEM JO3UPOBKH JICKAPCTBEHHOTO IpernapaTa U ero KOJU4YeCTBa B
MOTPEOUTENHCKON YIaKOBKE;

B) HAaMEHOBaHUE JepiKaTessl WINM BIaJeblla PErUCTPALMOHHOTIO yIOCTOBEPEHUSI JIEKAPCTBEHHOTO
IpernapaTa U CBEICHUSA O PETUCTPALMM AeprKaTels WIN BIAJENbla PETUCTPALMOHHOIO yJOCTOBEPEHHUS
JIEKapCTBEHHOI'O Ipernapara Jyuisi MEJUIIUHCKOTO MPUMEHEHHS] B KaUeCTBE HAJIOroIUIaTesbIIMKa B CTpaHe
peructpanuu (A1 pOCCUHCKUX IOPUANYECKUX JIUL] - UICHTU(UKAMOHHBIA HOMEp HaJIOromjaTesbIuKa
(MHH), nyist tHOCTpaHHBIX IOPUIMYECKUX JIMI - CTPaHa pEerucTpalui, HAMMEHOBAaHUE PETUCTPUPYIOIIETO
OpraHa, perucTpalMOHHBIH HOMEp, KOJ HAaJOroIUIaTeNbLIMKa B CTpaHe PEerucTpanuy (MHKOPHIOpAlWN)
WJTU €TO aHaJjor);

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

F) HAaMMCHOBAHUC WU aJIPpC€C MPOU3BOAUTEIIA JICKAPCTBCHHOI'O MMpeIiapaTta U CBCACHUA O pErucTpanun
IIPOU3BOJUTENS  JIEKAPCTBEHHOIO  Ipemapara Uil  MEAMLIHMHCKOIO INPUMEHEHMS B  KayecTBe
HaJOroIJIaTeNbIIMKAa B  CTpaHe  perucrpanuuu (A7  pOCCHUMCKUX  IOPUIMYECKHX  JIML -
UACHTU(UKAIMOHHBIH HoMep Hayoromnarenbiiuka (MHH), mis MHOCTpaHHBIX IOPUIMYECKUX JIUI] -
CTpaHa perucTpaniy, HAUMEHOBAHHME PETUCTPUPYIOLIEr0 OpraHa, PErucTpPaliOHHBI HOMEp, KOJ
HAJIOTOIJIATEIIbIIMKA B CTPaHE PErUCTpalui (MHKOPIIOPAIMK) HIT €T0 aHAaJIor);

(nm. "r" B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

1) (bapmakoTepaneBTu4ecKas rpymmna, KOJ JIEKapCTBEHHOIO mpenapara 1o
aHATOMO-TEPANEeBTUUYECKO-XUMHUECKON KiIacCu(pUKAINK, PEeKOMEHI0BaHHOW BcemupHON opraHuszanueit
3IpaBOOXPaHEHU;

(mm. "n" B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

€) MOoKa3aHus U MPOTUBOINOKA3aHUS K IPUMEHEHHUIO JIEKAPCTBEHHOT'O IIPerapara;
) MOOOYHBIE JICWCTBUS JICKAPCTBEHHOTO TIperiapara;

3) CPOK 'OJJTHOCTH JIEKApPCTBEHHOTO Mpernapara;

1) YCJIOBUSI XpaHEHHUS JIEKAPCTBEHHOTO Iperapara;

K) YCJIOBHSI OTIyCKa JIEKAPCTBEHHOT'O MIperapara;

J) HOMep (QapMakomedHOW CTaThMl WJIM B CiIydae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOM
JOKYMEHTAIMH JT100 HOPMATUBHOTO JOKYMEHTA;

M) JaTta TOCYJapCTBEHHON PETHUCTpAIMH JIGKAPCTBEHHOTO TIperapara W €ro PerucTparMOHHBINA
HOMEp, J1aTa 3aMeHbl PETUCTPAI[MOHHOIO YAOCTOBEPEHUS JICKApPCTBECHHOTO Iperapara Ha OeccpodyHOe
pPETUCTpAIIMOHHOE  YAOCTOBEPEHHE JIEKAPCTBEHHOTO TpenapaTta, Jara IOoAayd  3asBICHUS O
MOJITBEPKICHUN  TOCYIapCTBEHHOW PETHCTpallMy  JIGKAPCTBEHHOrO  Iperapara, JiaTta OTMEHBI
rOCy/IapCTBEHHOW PETUCTPAIINH JICKAPCTBEHHOTO Mpenapara;

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

H) KAa4eCTBEHHBI COCTAaB M KOJUYECTBEHHBIM COCTaB JCHCTBYIONIMX BEIIECTB M Ka4€CTBEHHBIN
COCTaB BCIIOMOT'aTENbHBIX BELIECTB JIEKAPCTBEHHOT'O IIpenapara;
(nn. "H" BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

0) uHpopmarrs 000 BcexX pa3pelieHHbIX BUAaX BTOPUYHOM (MOTPEOUTENHCKOM) YITaKOBKY;
(nm. "o" BBeneH PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

I) JaTa NPUHATUS PELIEHUS O BO3MOYKHOCTH PAaccMaTpHUBaTh JIEKAPCTBEHHBIM Ipemnapar Hpu
TOCYJapCTBEHHOM PEruCTpaluy B Ka4ecTBe Op(PpaHHOTO JIEKapCTBEHHOTO Tipenapara (A5 JIeKapCTBEHHBIX
IIPEnapaToB Ui MEAULUHCKOTO IPUMEHEHHUS);

(mm. "m" BBenen PenepanbHbIM 3akoHOM oT 22.12.2014 N 429-03; B pen. deaepanbHOro 3akoHa OT
27.12.2019 N 475-03)

p) HaauuMe JIEKapCTBEHHOIO Ipernapara B IEpeuHe KU3HEHHO HEOOXOAWMBIX U Ba)KHEHIIMX
JIEKapCTBEHHBIX MPENapaToB (UIsl JEKaPCTBEHHBIX NIPENApaTOB JIJIsl MEAULIMHCKOIO IPUMEHEHU);
(mm. "p" BBeaen denepanbHbIM 3aKoHOM OT 22.12.2014 N 429-®3; B pen. ®enepalibHOro 3aKoHa OT
27.12.2019 N 475-03)

C) HaJIMYMe B JIEKAPCTBEHHOM IpernapaTe HapKOTUYECKUX CPEICTB, IICUXOTPOMHBIX BEIIECTB M MX
IIPEKypCOpOB,  MOJUIe)KalMX KOHTpoiro B Poccuiickoii ~ denepanuu, B COOTBETCTBUHM  C
3aKoHOaTenbcTBOM Poccuiickont deneparuu, MeXIyHapoAHBIMUA JoroBopamu Poccuniickoit @enepannu,
B TOM uuciae EnnHoil KoHBeHIMEW o HapkoTHueckux cpeacrBax 1961 roma m Konsenuumeinn o
MCUXOTPONHBIX BeniecTBax 1971 roga;
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

(. "c¢" BBeneH denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

T) uHbOpManus O TOM, SBJISETCA JM JaHHBIM JIEKApCTBEHHBIM mpenapaT pedepeHTHBIM
JIEKapCTBEHHBIM IIPENapaToM;
(nm. "T" BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

y) CBeIeHUS O IMojaye 3asBJICHUS O BHECEHHWU H3MEHEHUIl B JOKYMEHTBI, COJepialluecs B
PEruCTPallMOHHOM J0Ch€ Ha JIEKAPCTBEHHBIN Mpenapar;
(. "y" BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

¢) yrpartun cuny ¢ 1 mapta 2020 rona. - ®enepanbublii 3akoH ot 27.12.2019 N 475-03;

X) CPOK BBE/ICHUS JIEKAPCTBEHHOIO IIperapara B rpaxJIaHCKUil 060poT;
(nm. "x" BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2) B OTHOLIEHUH (PapMaIIeBTHUECKUX CYOCTAHIIMIA:

a) HamMEHOBaHWE (hapMaleBTHYCCKOH CcyOcTaHIMM (MEXKIYyHApOJHOE HEMAaTeHTOBAHHOE, WIH
IpYNIIMPOBOYHOE, MM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) HAaMMEHOBAHUE U aJPEC MPOU3BOAUTEINS (hapMaleBTHUECKOW CyOCTaHIUH;
B) CPOK TOAHOCTH (hapMareBTUYECKON CyOCTaHINY;
T) yCIIOBUS XpaHeHUs (apMalleBTUYECKON CyOCTaHIInu;

1) Homep ¢apMakolneWHON cTaTbu MM B CIy4yae €€ OTCYTCTBHSI HOMEpP HOPMAaTHBHOM
JOKYMEHTAIH JT100 HOPMATUBHOTO JOKYMEHTA;

€) Hanuuue (papMaleBTUYECKON CyOCTaHIIMU B TEpeyHE HAPKOTHMUYECKUX CPENICTB, TICUXOTPOMHBIX
BEILIECTB U UX MPEKYpPCOPOB, MOJUIEKAIMX KOHTpouto B Poccuiickoii denepanuu, B COOTBETCTBUU C
3aKoHoarenbcTBOM Poccuiickon denepanuu, MexxIyHapoAHbIMU JoroBopamu Poccuiickoit @enepannu,
B ToM uucine EnuHOil KOHBeHIMEN o0 HapkoTHdeckux cpenctBax 1961 roma u KouBenmueinn o
MICUXOTPONHBIX BemecTBax 1971 roxa.
(mm. "e" BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

2. ®apmalieBTHYECKass CyOCTaHIMA, MPOU3BEACHHAS ISl peau3allii, MOXKET ObITh BKJIIOUEHA B
TOCY/IapCTBEHHBI pEeCTp JIGKAPCTBEHHBIX CPEICTB HA OCHOBAaHWUHU 3asBICHUS pPa3pabOTUMKa WIH
MIPOU3BOJIUTENS JIEKAPCTBEHHOTO CpEACTBAa JHOO YHNOJHOMOYEHHOTO HMH IOPUIUYECKOro JIMIA IpH
YCIIOBUU TIPOBEACHHSI B OTHOIIEHUU Takoi (papMarieBTUUEeCKOH CyOCTaHIIMM SKCIEPTU3bl KavyecTBa
(hapmareBTHUECKO CyOCTaHIIMM B TOPSIKE, YCTAaHOBJIEHHOM cTaTheil 34 HacTosmero deaepanbHOTO
3aKkoHa. B oTHomieHWM (¢apManeBTUYECKUX CYOCTAHIIUN, TPOU3BENEHHBIX JUIS pealu3aluu, B
roCy/1IapCTBEHHOM PEECTpe JIEKAPCTBEHHBIX CPEACTB COACPIKUTCS Ciaenyrouas HHPopMaIus:

1) HauMeHoBaHUE (apMalleBTUUECKOH CyOCTaHIMM (MEXIyHApOJAHOE HENAaTeHTOBAHHOE, WU
IPYNIHPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAMMEHOBAHMS);

2) HanMMCHOBAHUC, aIp€C NPOU3BOIUTCIIA (I)apMaHCBTquCKOf/'I CY6CTaHL[I/II/I, da TaK)KC B OTHOIICHUHN
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

JIEKAPCTBEHHBIX CPEJICTB JJII MEIUIIMHCKOTO TPUMEHEHHUS CBEIEHHUS O PETUCTPAIlUU MPOU3BOAUTEIIS
(dapmaineBTHUECKON CyOCTaHIIMM B KadeCTBE HAJOTOIUIATENBIINKA B CTPaHE PETUCTpamud (st
POCCHICKHMX IOPUIAMYECKUX JIMIl - HJACHTU(PHUKAIMOHHBIM HOMep Hayoromiatenpinuka (MHH), mis
WHOCTPAHHBIX IOPUAMYECKUX JIUI[ - CTpaHa PEruCTpallid, HAMMEHOBAHHUE PETHCTPUPYIOIIETO OpraHa,
PEruCTPallMOHHBIA HOMEp, KOJI HAJIOTOILIaTeIbIIMKAa B CTpaHE PEerucTpanuu (MHKOPIOpaIluy) WIH €ro
aHajor);

(. 2 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

3) cpok rogHOCTH (hapMaleBTHYECKON CYOCTaHIINN;
4) ycioBus XpaHeHHsI (papMarieBTUICCKON CyOCTaHIINM;

5) HoMmep (apmakoneiHOH cTaThM IJMOO B Cllydyae €€ OTCYTCTBUS HOMEpP HOPMaTHBHOMN
JOKYMEHTAIMN UM HOPMATUBHOTO JOKYMEHTA;

6) Hanumure GapMareBTUICCKOW CYOCTaHIIMM B MEPEYHE HAPKOTHUYECKUX CPEJCTB, NMCUXOTPOITHBIX
BEIIECTB U UX MPEKypCOPOB, MOJUICKAIIMX KOHTpOd B Poccuiickoit dexnepaii, B COOTBETCTBUU C
3aKoHomarenbCcTBOM Poccuiickon denepanuu, MexxIyHapoAHbIMU JoroBopamu Poccuiickoit @enepannu,
B TOM uyucie EauHoil KoHBEHIMEH O HapkoThuueckux cpenacrBax 1961 rogma u KonBeHuuein o
IICUXOTPOIHBIX BemecTBax 1971 roxa;

7) mara BKJIHOYEHHUS (apMaleBTHUECKOW CyOCTaHLMU B rOCYJapCTBEHHBIN peecTp JIEKAPCTBEHHBIX
CpEeACTB, AaTa BHECCHHUS M3MEHEHHWH B JTOKYMEHTHI (hapMalleBTHUECKOW CyOCTaHIIMHU, AaTa UCKIIOYCHHS
(bapManeBTHUECKON CyOCTaHIIMM U3 FOCYJapCTBEHHOI'O peecTpa JeKapCTBEHHBIX CPECTB.

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

3. HOpH,Z[OK BCACHUA TOCYHAapCTBECHHOI'0 peeCTpa JICKAPCTBCHHBIX CPECACTB IS MCIUIHUHCKOI'O
INPUMCHCHUA W TOPAJOK BCACHUA TOCYAAPCTBEHHOIO pPEECTpa JICKAPCTBCHHBIX CPCACTB  JIA
BCTCPUHAPHOI'O IPUMCHCHHUA YTBCPKAAKOTCA COOTBCTCTBYIOIIUM YIIOJIHOMOYCHHBIM CI)GI[Cp&J'H:HBIM
OopraHom HCIIOJIHUTEIHLHON BIACTH.

Cratba 34. BknioyeHuMe B rocyfapCTBEeHHbIM peecTp NeKapCTBEHHbIX CpPeacTB WU
UCKITlOYeHue u3 rocynapcTBeHHOro peecTpa NleKapCTBEHHbIX cpencTB
c¢papmaLeBTUYECKOWN CyOCTaHLMKN, NPOU3BEAEHHON ANA peanu3auumn
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. Jns BxmroyeHus ¢apMaleBTUYeCKo CyOCTaHIIMM, MPOU3BENEHHOW [JIs peanu3aluu, B
TOCYJIapCTBEHHBIN peecTp JICKAPCTBEHHBIX CPEJICTB, TPOBOJIMUTCS IKCIIEPTH3a €€ KauyecTRa.
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

KoncynbrantlIntoc: npumedanue.
C 01.01.2021 B a63. 1 4. 2 ct. 34 BHOCsATCs u3meHeHHs (D3 ot 27.12.2019 N 478-D3). CMm. Oyaymiyro
PENaKIIHIO.

2. DKcrepTH3a KauecTBa yKa3aHHOW B yacTH 1 HacTosimieil cratebu apMarieBTUYeCKoi CyOCTaHIuy,
COCTaBJICHHE KOMHCCHEN IKCIIEPTOB 3aKII0YEHHH 110 pe3yIbTaTaM 3TOM SKCIEPTU3bI U UX HAIpaBlIEHUE B
YIIOJIHOMOYEHHBIH (efiepalibHblii OpraH MCIOJHUTENFHOW BJIACTH OCYLIECTBISIIOTCS B CPOK, HeE
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

HpeBBIHIaI-OH_IHﬁ MECTUACCATHU pa60LII/IX I[Heﬁ CO JHA TIIOJYYCHHs OKCIICPTHBIM YYPCIKIACHUCM
COOTBCTCTBYHOIICTO 3aJaHHAd YIIOJHOMOYCHHOI'O CI)CIIepaJIBHOFO opraHa HUCIIOJHUTEILHON BIIACTH H
cJIeaAyromunux 10KyYMCHTOB:

Koncynsrantlntoc: npumedanue.
C 01.01.2021 B m. 1 4. 2 ct. 34 BHOCcATCs u3MeHenus (D3 ot 27.12.2019 N 478-D3). Cm. Oynyuryro
pelaKIuIio.

1) Komusi JMIEH3UMM Ha IPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB WM KONUS 3aKJIIOYCHUS O
COOTBETCTBUHM  IPOM3BOAMTENS.  JICKAPCTBEHHBIX CPEICTB  TPEOOBAaHMSIM  MpaBWJI  HaJAJeKalnei
IIPOU3BO/ICTBEHHON NPAKTUKHU, BBIIAHHBIX YIOJIHOMOYEHHBIM (elepajbHbIM OPraHOM HCIIOJHUTEIbHON
BJIACTH, B CJy4yae, €ClIM IPOU3BOJCTBO JIEKAPCTBEHHOI'O CpPEJCTBA ocyllecTBisercss B Poccuiickoit
®enepanuu;

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

2) KomWsi JIOKYMEHTa, BBIJAHHOI'O YIIOJHOMOYCHHBIM OpPraHOM CTPAaHbl POU3BOJHUTEIS
JIEKapCTBEHHOI'O CPEICTBA U MOATBEPKAAIOIIEIO pa3pelleHne MPOU3BOACTBA JIEKaPCTBEHHOIO CPEICTBA,
U €ro MEepEeBOJl Ha PYCCKUH S3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IOPSIJIKE, a TAKXKE KOIMS 3aKJIFOUEHUS O
COOTBETCTBUHM  TPOM3BOAMTENS JICKAPCTBEHHBIX CPEJICTB TPEOOBaHWSAM MpaBWII  HaJIeKallei
IIPOU3BO/ICTBEHHOMN MPAKTHKH, BBIIAHHOIO YIOJHOMOUYEHHBIM (pe/iepaibHbIM OpraHOM HMCIIOJHUTEIbHON
BJIACTH, JHOO KOMHS PEUICHUS YIOJIHOMOYEHHOTO (hefepallbHOTO OpraHa WCIOJHHUTEIBHON BIACTH O
IIPOBEJICHUN HWHCIIEKTUPOBAHUS ITPOU3BOJUTEINS JIEKAPCTBEHHOIO CPEACTBA. YKa3aHHbIE JOKYMEHTBI
IIPEICTABIAIOTCS B CIy4ae, €CIM IPOU3BOACTBO JIEKAPCTBEHHOI'O CPEIACTBA OCYILECTBISAETCS 32
npeaenamu Poccniickoit denepanuu;

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

3) IOKYMEHT, COIep KAl CIIeayIoNIne CBEACHUS O (hapMalleBTUYECKON cyOCTaHIINU:
a) HauMeHoBaHue (hapMalleBTHUECKOM CYyOCTaHIINH, €€ CTPYKTYpa, 0011IMe CBOWCTBA;
0) HaMMEHOBaHKE U AAPEC MPOUZBOIUTETIS;

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTa)II/If/'I IMPONU3BOACTBA U MCTOAOB KOHTPOJIS Ha BCEX
CTagugX IMPOU3BOACTBA,

T') ONHMCaHUe Pa3pabOTKH MPOIiecca IIPOU3BOACTBA;

I[) OIMMMCAHUC KOHTPOJIA KPUTHYCCKUX CTaI[I/Iﬁ nponecca MpOU3BOACTBA U HpOMG)Ky’TO‘IHOfI
IPOJTYKIIUH;

€) JOKYMEHTaJIbHOE MOATBEPKACHUE (BaTMIAIM) IPOLIECCOB U (MJIM) UX OLIEHKA;
’K) CBOMCTBA M CTPYKTYpa JIEHCTBYIOIIUX BEIIECTB;
3) XapaKTepUCTHUKA IPUMECEH;

n) crieurdukanys Ha hapMaleBTHUECKYIO CyOCTaHIIUIO U €€ 000CHOBAHMUE;
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

K) aHaJUTHYECKHE METOJUKH, HCIOJb3yeMble TMpPHU OCYILIECTBICHHUH KOHTPOJIA KadyecTBa
(hapmaIeBTHUECKON CyOCTaHIINY;

J) JOKYMEHTAJIbHOE IMOATBEPXKACHUE (BalMJalMsl) aHATUTHUUECKUX METOAUK, UCIONIb3YeMbIX IMPH
OCYIIECTBICHUH KOHTPOJIS KauecTBa (hapMaleBTHUECKON CyOCTaHIINY;

M) pe3yJIbTaThl aHaIKu3a cepuil hapMaleBTUUECKOI CyOCTaHIINN;

H) MEpCUCHb CTaHAAPTHBIX 06pa3u013 HJIM BCUICCTB, UCIIOJB3YCMbIX MPHU OCYHICCTBICHUN KOHTPOJIA
KadeCTBa,

0) OMHMCAHNE XaPAKTEPUCTUK U CBOMCTB YIAKOBOYHBIX MAaTEPHATIOB U YKYIIOPOYHBIX CPE/ICTB;
1) JaHHBIE O CTA0MIBHOCTH (papMaleBTUYECKOM CyOCTaHINH;
P) CPOK TOAHOCTH;

4) MTOKYMEHT, COJICPIKAIIN CBEICHHUS O PETUCTPAIIMH IIPOU3BOIUTEINS JICKAPCTBEHHBIX CPEACTB IS
MEIUIMHCKOTO MPUMEHEHHs B Ka4eCTBE HAJIOTOIUIATEIbINNKA B CTPAHE PETUCTPAMU (U1 POCCHICKHUX
IOPUIMYECKHUX JIMIl - HICHTH(UKAIMOHHBIM HOMep Hajoromutarenbimka (MHH), ans uHOCTpaHHBIX
IOPUINYECKHX JIUI] - CTPaHa PEruCTPallii, HANMEHOBAHHE PETUCTPUPYIOIIETO OpTraHa, PEerUCTPAIIIOHHBIN
HOMEp, KOJI HAJIOTOIIATEIIbIINKA B CTPAHE PETHUCTPAIMU (MHKOPIIOPAIMH) HIIK €T0 aHAJIOT).

(. 4 BBeneH PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(uactsb 2 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pex. 13.07.2015))

3. Jling mpoBeACHHMS OSKCHEPTH3bl KadyecTBa YKa3aHHOM B dYacTh | Hacrosmied CTaThbu
(dapmalleBTHUECKO CyOCTaHIIMKM 3asBUTEIb MPECTABIAECT B YIMOIHOMOYEHHBIH (enepanbHblii opraxn
WCTIOJIHUTEIbHOM BIACTHU:

1) 3asBieHHE O BKJIIOUEHHWH B TOCYIAAPCTBEHHBIM pEecTp JIEKapCTBEHHBIX CPEICTB JaHHOU
(hapmareBTUUECKON CyOCTaHITNH;

2) Konus JTIOKyMEHTa, MOJTBEPXJAOLIEr0 YIUIATy rOCyJapCTBEHHOM MOLUIMHBI 3a BKJIIOUEHHE B
rOCy/IapCTBEHHBI pPEECTp JIEKaPCTBEHHBIX CPEACTB (hapMalleBTHUECKON CyOCTaHIIMM, IMPOU3BEIEHHOU
Ui peain3auuu, JIM00 TO COOCTBEHHOW MHMIMATHBE YyKa3aHHbIM JOKyMeHT. B ciaydae ero
HEMNpPEJICTABICHUS 3asiBUTENIEM YIIOJIHOMOYEHHBIH (efepanbHbli OpraH HUCHOJHUTEIbHOM BIACTH
npoBepseT (akT ymiaTbl TOCYAapCTBEHHOM MOIIIMHBI 3asSBUTENIEM C MCIIOJIb30BaHUEM HMHpopManuu o0
yIiaTe ToCyJIapCTBEHHOM MOLUIMHBI, coepxaiieiics B ['ocynapcTBeHHON MH(GOPMAIMOHHON CHCTEME O
rOCy/lapCTBEHHBIX M MYHHUIMMNAIBHBIX IJIATEKaX, HA OCHOBAHUM IIPEICTABICHHON 3asBUTENIEM KOIHH
JNOKYMEHTA, MOATBEPKAAIOLIET0 YIUIATY TOCYAAPCTBEHHON MMOIUINHBL;

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

3) IOKyMEHTBI, YKa3aHHBIC B UaCTH 2 HACTOAIICH CTAThU;
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

4) 3asBIeHHE O BbIJa4ye paspelieHus Ha BBo3 B Poccuiickyro depepannio KOHKPETHOW MapTHH
HE3apEeruCTPUPOBAHHOIO JIEKAPCTBEHHOIO CPEACTBA, INPEJHA3HAUYEHHOIO I INPOBEICHUS YKa3aHHOU
JKCIEPTU3BI.
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

(1. 4 BBennen denepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynsrantlntoc: npumedanue.
C 01.01.2021 cr. 34 nononnsiercs 4. 3.1 (D3 ot 27.12.2019 N 478-D3). CMm. Oyayinyro peaakiiuio.

4. B Teuenue necsatu pabodux JHEH CO THS MPUHATHA 3asiBICHUS O BKIIOUYCHHH YKA3aHHOW B YaCTH
1 Hacrosiel cTtatb (hapMaleBTHUCCKOH CYOCTaHIIMHM B TOCYIApCTBEHHBIM peecTp JeKapCTBEHHBIX
Cpe[[CTB nu Z[OKyMeHTOB, Hepe‘-II/ICJIeHHBIX B 4YacCcTu 1 nu HyHKTe 2 qactu 3 HaCTOSIIJ_Ieﬁ CTaThu,
YIIOJTHOMOYCHHBIN (he/iepalIbHbIN OpraH UCIIOJTHUTEILHOM BIACTH:
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1) IPOBOJUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH JAHHBIX, COJACPKAIIUXCS B MPEICTABICHHBIX
3asiBUTEIIEM JIOKYMCHTAX;
(B pen. @exnepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHUMAET pELICHUE O HANpaBICHUM B SKCIEPTHOE YUPEXKJICHUE 3a/laHus Ha IPOBEACHUE
HKCHEPTHU3bl KaUeCTBa yKa3aHHOM B yacTH | HacTosIuel crtaTby apMalieBTUYECKOl cyOCTaHIMU Ui 00
OTKa3e B TAKOM HallpaBJICHUU;

3) yBeIOMIISICT B DJICKTPOHHOW WJIM MHUChMEHHON (hopMe 3asBUTEIIS O NPUHSATOM PEIICHUH HIIH B
cllydae 0TKa3a ¢ yKa3aHHEeM MPUYHH TaKOTO OTKa3a.
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B ciuyvae BBISBICHUS HEIOCTOBEPHOCTH CBEIICHHM, COJEPKAIIUXCS B MPEICTABICHHBIX
3asiBUTENIEM MaTepuanax, yIOJTHOMOUYEHHBIH (erepalbHblil OpraH WCIOIHUTENBHON BIACTH HAIPABIISET
3asBUTENIIO0 3alpoc 00 YTOYHEHHWU YKa3aHHBIX CBeACHHWM. JlaHHBIM 3ampoc MoKeT ObITh TepenaH
YIOJHOMOUYEHHOMY MPEJCTABUTENIO 3asiBUTENS JIMYHO MOJ PACIHCKY, HAMPABIEH IO MOYTE 3aKa3HbIM
MHUCbMOM WJIM TIEPENIaH B AJIEKTPOHHOU (opMe MO TeIeKOMMYHUKAIITMOHHBIM KaHajaMm CBsi3u. B ciydae
HaIpaBJIEHUs JAHHOTO 3aIpoca MO MOYTE 3aKa3HbIM MHUCbMOM OH CUUTAETCS MOJTYYEHHBIM 110 UCTEYEHUN
IIECTH JHEH C 1aThl HAPaBJICHUsI 3aKa3HOTO MHUChMA.

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

4.2. 3agButens 00s3aH MPEICTaBUTH OTBET Ha 3alpoC YIMOJIHOMOUYEHHOTO (efepanbHOro opraHa
UCTIOJHUTEJIBHOM BIIACTH B CPOK, HE IPEBBIIAIOUIMNA JEBSIHOCTa pabouux THEW cO THS TOIyd4eHHs
naHHoro 3ampoca. Cpok, yka3aHHbBIM B uyacTH 4 HacTOsAUIEH cTaThbu, NMPUOCTAHABIUBAETCS CO JIHSA
HaNpaBJICHUs 3aBUTEIIO 3apoca YIOJIHOMOYEHHOTO (peiepabHOro opraHa UCIOJIHUTEIbHON BIACTH 10
JTHS TIOJTyYEHUsl UM OTBETa Ha JaHHBIM 3alpoc M HE YYUTHIBAETCS MPH HUCUHUCICHHM CPOKa DKCIEPTU3bI
KayecTBa (hapMaleBTUUECKOM CyOCTaHIIMM, HEHMCIIONb3yeMOH TNpu MPOU3BOJICTBE JIEKAPCTBEHHBIX
IIPEnaparos..

(uacts 4.2 BBeneHa PenepanbHbIM 3ak0HOM 0T 25.11.2013 N 317-D3)

5. OcHOBaHMEM MJI OTKas3a B HAIIPABICHHH B DKCIEPTHOE YYPEKICHUE 3aJaHHs HA IPOBEACHHE
HKCHEepPTH3bl KauecTBa YKa3aHHOM B yacTh | HacTosmed craTbu (apMaleBTUYECKOH CyOCTaHLIUU
SIBJISIETCSL HENPEJICTABICHUE JIOKYMEHTOB, YKa3aHHBIX B YacTH 2 HACTOSIIEW CTAaTbH, OTCYTCTBHE
uHboOpMaluY, TMOATBEpXKAAOLMEH (akT ymIatel TOCYJapCTBEHHOM TMOIUIMHBI 3@  BKIIIOYEHHE
(dapmaleBTUUECKO CyOCTaHIIMM, TPOU3BEACHHON M pealu3allid, B TOCYAapCTBEHHBIH peecTp
JIEKAPCTBEHHBIX CPEACTB, HENPEACTABICHUE 3asIBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETA HA YKa3aHHBIN B
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

gyacT 4.1 HACTOSIIIEH CTaThU 3alPOC YIOITHOMOUEHHOTO (heZiepallbHOTO OpraHa HCIOIHUTEIBHOMN BIACTH
WJIM TIPE/ICTABIICHUE IOKYMEHTOB, HE COJICPIKANIUX HCUEPITBIBAIOIIETO MEPEYHSI HEOOXOUMBIX CBEICHHIMA.
(dactb 5 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B TeueHue mnATHaguATH paboOUYMX JHEHW CO JAHS IOJYYEHHUS pELIEHUS YIOJHOMOYEHHOI'O
(benepanbHOro opraHa UCHOJHUTEIbHOM BJIACTHU O HAIPABIECHUHU B SKCIEPTHOE YUPEKICHHUE 3aJaHHs Ha
MIPOBEJICHUE DKCIEPTH3bl KadecTBa yKa3aHHOW B dYacTU | Hacrosimeld cratbu (apManeBTUYSCKOM
CyOCTaHIIMM 3asiBUTENb MPEJCTABIACT B SKCIIEPTHOE YUPEXkKACHUE JUIsl IPOBEACHUS JAHHOM 3KCIIEePTU3bI
00pa3ubl (hapManeBTHUECKOW CyOCTaHIIMH B KOJMUYECTBE, HEOOXOJMMOM JUIs BOCIIPOU3BEICHUS METOI0B
KOHTPOJISL KauecTBa. OKCHEPTHOE YYPESKIEHHE IpHU IOJy4yeHHMH OOpa3lloB yKa3aHHOM B uactu 1
HacTosIel craThb (hapMaleBTHUECKOW CyOCTaHIIMU BBLIACT 3asBUTEIIO JOKYMEHT, IMOATBEPKIAIOIINI
[OJTlydeHHe 3TUX O0Opas3loB, M B CPOK, HE MPEBBIIAOLMI Tpex pabouux JHEH, yBeAOMIIAET B
9JIEKTPOHHOW WJIM MUCBbMEHHOW ¢opme 00 OSTOM  YINOJTHOMOYEHHBIH (enepanbHblid  OpraH
HCIIOJIHUTEJILHOM BJIACTU. DTH CPOKHU HE BKJIFOYAIOTCS B CPOK NIPOBEIEHUS JAHHON DKCIIEPTU3HI.

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

7. JIOKyMEHTBI, IOCTYNUBIINE B 3KCIEPTHOE YUPEXKACHUE Ul IPOBEICHUS DKCIEPTU3bl KauecTBa
yKa3aHHOH B uacth | Hacrosimeidl craTh (hapMareBTHUECKOW CyOCTaHIIMHM, TOJUIekKAT BO3BPATy B
YIIOJIHOMOYEHHBIN (eiepaabHblii OpraH HUCHOJIHUTEIBHOW BIACTH OAHOBPEMEHHO C 3aKJIIOYEHUSMH 110
pe3yiabpTaTaM IPOBENCHHON SKCIEPTU3BL.

8. B cpok, He mpeBBIIAIOUINI MATH pabouux THEH CO JHSA MOJYYeHHs 3aKIIOUEHUS KOMUCCUU
SKCIEPTOB IO pe3yJbTaTaM »JKCIEPTU3bl KAayeCTBA YKA3aHHOM B 4YacTh | HaACTOSAIIEH CTAaThbU
(bapmaleBTHUECKOI CyOCTaHIIMHU, YIIOJIHOMOUYEHHBIN (hefiepaibHbli OpraH UCIIOJIHUTEIBHON BIACTH:

1) OCYHICCTBIIACT OUCHKY TAKOI'O 3aKJIOUCHUA I ONPCACICHHUA €ro COOTBETCTBUSA 3aJaHUIO Ha
IIPOBCACHUC JTaHHOM 9KCHECPTHU3BI,

2) mpyUHUMAET pellieHUe O BKJIIOUEHNHU yKa3aHHOU B yacTu | Hacrosmen ctaTbu (papMalieBTUYECKOM
CyOCTaHIIMM B TOCYJIapCTBEHHBIH PEECTp JIEKapCTBEHHBIX CPEACTB HJIM pElIeHHe 00 OTKa3e B TaKOM
BKJIFOYEHUH;

3) BHOCUT MpH TPHHITHM PEUICHHS O BKIIOUEHWH YKa3aHHON B yacTu | HacTosmled cTaTbhu
(dapmarieBTHUECKOM  CyOCTaHIIMM B TOCYJApPCTBEHHBIM  PEeCTp  JIEKAPCTBEHHBIX  CPEACTB
MIPEeyCMOTPEHHYIO 4acThio 2 cTaThi 33 HacTosmiero @enepalbHOTO 3aK0HA HHGOPMAIUIO U YBEIOMIISIET

00 3TOM B 3JIEKTPOHHOMN WJIM TUCbMEHHOMN (hopMe 3asBUTEIIS.
(B pen. DenepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, o1 27.12.2019 N 462-D3)

9. OchHoBaHMeM s OTKa3a BO BKIIOYEHHWM VYKAa3aHHOW B 4YacTu | HacTOsIIEd CTaThbH
(dapmalleBTHUECKON CYOCTaHIIMM B TOCYHApCTBEHHBIM pEeCTp JIEKApPCTBEHHBIX CPEACTB SBISIETCS
3aKJII0OYEHNE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (perepanbHOTO OpraHa WCIOTHUTEIBHONW BIACTH O
TOM, YTO Ka4ecTBO (hapMarleBTHUECKON CYOCTaHIIMK HE TIOITBEPKIECHO MOTyYeHHBIMH JTAHHBIMU.

(uacth 9 BBeneHna denepanbHbiM 3akoHOM 0T 22.10.2014 N 313-®3; B pen. PenepanbHOro 3akoHa OT
04.06.2018 N 140-®3)

10. He pomyckaeTcss BKJIFOYEHHWE B TOCYJAPCTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEJICTB OHOU
(dapmalleBTHUECKON CYyOCTaHIIMH, MPOU3BEACHHON M peaau3alliid U BBITYCKAeMOW OJHUM M TEeM Ke
MIPOM3BOJIUTENIEM, B BUJE IBYX U O0Jiee peecTPOBBIX 3aIUCEH.
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

(dactp 10 BBenena denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

11. BHecenue n3MeHeHUH B JOKyMEHTHI Ha ()apMalleBTHUECKYIO CyOCTaHIUIO, TPOU3BEICHHYIO IS
peaiv3allii U BKIIIOUYEHHYIO B TOCYAApCTBEHHBIM peecTp JIEKApCTBEHHBIX CPEICTB, OCYLIECTBISIETCS B
nopsiike, ycraHoBieHHOM crtaThsiMu 30 u 31 Hactosmero @enepanbHOrO 3aKOHA, C YIJIATON
roCyJ1apCTBEHHOM MOLUIMHBI, TPEAYCMOTPEHHOM 3aKOHOAATEILCTBOM Poccuiickoit denepanuu 0 Hajlorax
u cOopax.

(dactpb 11 BBenena denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

12. Jlonyckaercs oOparienre GpapManeBTHIeCKX CyOCTaHIIui, TIPON3BEICHHBIX IS peallu3alii, B
TEYEHHE CTa BOCBMUJIECATU JHEW A0 M TMOCJIE MPHUHATHUS YHIOJHOMOYEHHBIM (elepalibHbIM OpPraHOM
WCIIOJIHUTEIIBHON BJIACTH PEIICHUS O BHECCHWHM HW3MEHEHWW B JOKYMEHTHI Ha (hapMareBTHUECKYIO
CyOCTaHIIMIO, MPOW3BEACHHYIO [UIs pealu3allid M BKIIOUYEHHYIO B TOCYJIapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB.

(uacth 12 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13. Pemenue 00 HCKIIOYEHHMM U3 TOCYJApCTBEHHOI'O pEECTpa JIEKApCTBEHHBIX CPEJCTB
(bapmaneBTHYECKOI CyOCTaHIIMM, TPOW3BEACHHON JUIS pealn3aluy, NPUHUMACTCS YHOJTHOMOYEHHBIM
(benepambHBIM OPraHOM UCTIOTHUTENILHOW BIIACTH B CIIyYae:

1) MNpEeaACTaBJICHUA COOTBECTCTBYOIIUM YITOJIHOMOYCHHBIM (I)e)lepaJIBHBIM OpraHomM HUCITOJIHUTEILHOU
BJIACTU 3aKIIOYCHUA O PHUCKE HIIN 00 Yrpo3€ XKuU3HU HWJIN 3J0POBBIO YCIIOBCKA 100 KMBOTHOI'O npu
HCITIOJIb30BAHHUU JICKAPCTBCHHOI'O CPCACTBA,

2) nopauu pa3pabOTUYMKOM JIEKAPCTBEHHOI'O CPEACTBA WJIM IPOU3BOJIUTENIEM JIEKAPCTBEHHOIO
cpeAcTBa MO0 YIMOJIHOMOYEHHBIM UMH JIPYTMM IOPHIMYECKUM JIMLOM 3asBJICHHUS 00 HUCKIIOYEHUH W3
roCy/IapCTBEHHOI'O peecTpa JEKapCTBEHHBIX CPEICTB (apMaleBTUYECKOW CyOCTaHIMU, MPOU3BEACHHON
JUI pealln3allin;

3) orcyrcTBUS (DapMaleBTHYECKON CYyOCTaHIIMU, MPOU3BEACHHON I pealiu3allui, B 0OpallleHuu B
Poccuiickoif @enepanuu B Te4eHUe Tpex U Oosee Jer.
(uactb 13 BBegena PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

CraTtba 35. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PepgepanbHbIi 3aKOH oT 22.12.2014
N 429-93.

Cratba 36. OOxanoBaHue peweHuUs o060 oOTKase B Bbigaye paspeleHus Ha
npoBeAeHMEe KIMHUYECKOro MuccrieAoBaHUA JeKapCTBEHHOro npenapara, peweHuss o6
OoTKasze B roCyAapCTBEHHOW perucTpauum JieKapCTBEHHOro npenapara, 3aKn4YeHusi
KOMMCCUM IKCNEPTOB IKCMEPTHOro yYpexaeHUs Unm 3akno4yeH1Usa coBeTa Nno 3Tuke

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

Pemienne cOOTBETCTBYIOIIETO YMOJTHOMOYEHHOTO (hefiepaibHOrO0 OpraHa MCHOJIHUTENBHOW BIIACTH
00 oOTKa3e B BbAAYE pa3pEIICHUs] Ha MPOBEAECHUE KIMHUYECKOIO HCCIIEAOBAHUS JIEKAPCTBEHHOTO
mpernapara, pelleHHe YyKa3aHHOTro (eaepanbHOro oOpraHa HCIOJHUTENBHOW BIIACTH 00 OTKase B
rOCYJapCTBEHHON pEerucTpanuu JICKapCTBEHHOIO IIpenapara, 3aK/IIOYEHHEe KOMMCCHUHU 3KCIEpPTOB
HKCHEPTHOTO YUPEKIACHUS MM 3aKIIOYEHHE COBETa IO ITHKE MOXKET ObITh 00XajloBaHO B IOPSIKE,
YCTaHOBJIEHHOM 3aKkoHojaTenbcTBoM Poccuiickoit ®denepanuu. 3akiaodeHHE KOMHMCCHU OSKCIIEPTOB
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jarta coxpanenus: 04.08.2020

SKCIEPTHOIO YUYPEXKJICHHS O B3aUMO3aMEHSEMOCTH JIEKAPCTBEHHBIX NPENapaTroB I MEIULUHCKOIO
MPUMEHEHHS TUOO O TOM, YTO JIGKAPCTBEHHBIN MpemapaT sl MEAUIIMHCKOTO MPUMEHEHHS HE SIBJISICTCS
B3alMO3aMEHSIEMbIM, MOXKET OBITh 00XaJlOBaHO JepiKaTelieM WM BiaJelblleM PEerucTPaluoOHHOTO
yIIOCTOBEPEHUS JIEKAPCTBEHHOTO TperapaTa B YIOJIHOMOYCHHBIN (efepanbHblii OPraH UCIIOTHUTEIHLHOM
BJIACTH, KOTOPBIN MPHUBJIEKAET K PACCMOTPEHHUIO YKAa3aHHOW >KanoObl MOABEIOMCTBEHHbIE €My Hay4yHbIE
OpraHm3alliii ¥  00pa3oBaTeNbHBIE OpraHU3alldd  BBICIIETO  00pa30BaHUs, OCYIICCTBISIOIINE
NesTeNbHOCTh B cdepe oOpalleHusl JIeKapCTBEHHBIX CPEACTB. 3aKIIOYEHHE KOMHCCHM SKCIIEPTOB
HKCHEPTHOTO y4YpeXJIeHUs, O(OPMIEHHOE IO HUTOraM IEepecMOTpa OOKAIOBAaHHOTO 3aKJIIOUEHUS
JKCIIEPTa, MOKET OBITH OCIIOPEHO JepiKaTeleM WM BIaJeibIEM PErHCTPAllMOHHOTO YIOCTOBEPEHHUS
JIEKapCTBEHHOTO TIpernapara Jub0 YHNOJHOMOYEHHBIM HMMH JIMIIOM B TMOPSJKE, YCTaHOBICHHOM
3aKoHOMaTenbCcTBOM Poccuiickori ®Depepanmu. Ilpum  oOXanoBaHUM peHICHUS  YIIOJIHOMOYEHHOTO
denepanbHOro oOpraHa WCIOJTHUTEIBHOW BIIACTH, 3aKIIOYCHHS 3KCIEpTa WJIH KOMHCCHUU JKCIEPTOB
SKCIEPTHOIO YUPEKACHUS, 3aKIOUYEHUSI COBETA MO 3THKE JEpKaTellb WU BIAJelel] peruCTPallMOHHOIO
YAOCTOBEpPEHHUs JIEKAPCTBEHHOTO TMpernapara JUOO0 YIMOJIHOMOYEHHOE€ MMM JIUIIO BIPaBE MPEICTABUTH
pe3yabTaThl 3KCHEPTHU3bl JIEKAPCTBEHHOTO Mpernapara, MPOTOKOJbl IMOJYYEHHBIX aKKpPEAUTOBAHHBIMU
HCIIBITATEIbHBIMH JTA00PATOPUSIMU (LICHTPAMU) PE3YJIbTATOB MUCCIIECIOBAHUMN, UCTIBITAHUH.

(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 475-03)

Cratba 37. WHdopmaumsa, cBA3aHHaA C OCYLWECTBNIEHMEM TrOCyAapCTBEHHOWM
perucTtpauum neKkapcTBEeHHbIX MnpenapaTtoB, WHopmMauus O 3aperucTpupoBaHHbIX
NneKapCTBEHHbIX npenapatax W JleKapCTBEeHHbIX MpenapaTrax, WCKIHYEHHbIX U3
rocyaapcTBeHHOro peecTpa fieKkapCcTBeHHbIX CpeAcTB

1. CoOTBETCTBYIOIINI YITOTHOMOUEHHBIN (eiepaabHbIil OpraH UCIOTHUTEIBHOM BIACTH pa3MeniaeT
Ha cBoeM oduimaabHOM caiite B ceTH "HHTepHer" uH(pOpMalMio, CBSI3aHHYIO C OCYIIECTBICHUEM
rOCYAapCTBEHHOM pPETUCTpalMy JIEKAPCTBEHHBIX IIPENApaToB, B TOM YHCIE MPOBEACHUEM 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEICTB (BKJIIOYAsi Pe3yibTaThl €€ MPOBEACHUS), MHYOPMAIMIO O 3apEerUCTPHUPOBAHHBIX
JIEKAPCTBEHHBIX IIpernaparax W JEKapCTBEHHBIX Ipernaparax, HCKIYEHHBIX W3 TOCYIapCTBEHHOI'O
peecTpa JIEKapCTBEHHBIX CPEJICTB, HE IO3]HEE 4YeM dYepe3 MATh pabouyux THEH co JHSA MOJy4YeHHUs
YIOJTHOMOYEHHBIM (e/IepaibHbIM OPIaHOM HCIIOIHUTEIbHOM BIACTH COOTBETCTBYIOIIEH HH(pOpMAaLIUH.
(B pen. DenepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 02.08.2019 N 297-D3)

2. CpokM W TOpPSJIOK pa3MEUICHHs YKa3aHHOW B dacTH | HacTosmied craThl HH(OpMAINH
YCTaHABJIMBAIOTCS YIOJIHOMOYEHHBIM (hefiepalibHbIM OpPraHOM HCIOJHUTENbHON BiacTH. MHpopmarus,
yKa3aHHas B 4acTU | HACTOSIICH CTaThH, SIBISETCA OTKPHITOM U OOIIENOCTYIMHOW U MPEAOCTABIISCTCS
3aMHTEPECOBAHHBIM JIMIAM B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickon denepannu.

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

Mnaea 7. KNIMHUWYECKUE UCCJIEAOBAHUA JIEKAPCTBEHHbIX
NPEMAPATOB ANnA MEANLMHCKOIO NPUMEHEHUA, OrOBOP
Ob UX NMPOBEAEHUW, MPABA NALUMEHTOB, YYACTBYIOLLUX
B 3TUX UCCITIEAOBAHUAX

Cratba 38. KnuHuyeckune wuccnemoBaHMA rneKapCTBeHHbIX NpenapaTtoB Ans
MeAULIMHCKOro NpMMeHeHus

1. Knuandeckue HUCCIICA0BaHMA JICKAPCTBEHHBIX IMPEIapaToB JIA MCOAUIIMHCKOIO IMPUMCHCHUS, B
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

TOM YHCIIE MEXKYHAPOJIHbIE MHOTOIICHTPOBBIC, MHOTOIICHTPOBEIE, MOCTPETUCTPAIIMOHHBIE, POBOISATCS B
OJTHOM MIM HECKOJBKHX MEIUIMHCKUX OPTraHM3AIMSIX B COOTBETCTBHH C MpaBUJIAMH HaJUICKAIICH
KIIMHHYECKOW TIPAKTUKHU, YTBEPKICHHBIMU YIOJTHOMOUYCHHBIM (pe/iepaibHBIM OpraHOM HCIIOJHUTEIbHON
BJIACTH, COOTBETCTBEHHO B CICAYIOUIHNX IIEIIsAX:

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

1) ycranoBneHue 6€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB IS 3I0POBBIX JOOPOBOJIBIIECB U (HITH)
MIEPEHOCUMOCTHU UX 3J0POBBIMH 100POBOJIBLIAMH, 32 UCKIIOYEHHEM TaKUX MCCIIEOBAHUN JIEKaPCTBEHHBIX
MpernaparoB, MNPOU3BEICHHBIX 3a npeaenamu Poccuiickonn enepanmu;

2) noabop ONTUMAIBHBIX JTO3UPOBOK JIEKAPCTBEHHOIO Iperapara U Kypca JISUeHHs 7S TallieHTOB
C OTpEJCIICHHBIM 3a00JICBAHUEM, ONTHUMAJBHBIX 103 W CXEM BaKIMHAIUA WMMYHOOHOJIIOTHYECKUMU
JIEKapCTBEHHBIMU TperiapaTaMu 3I0pPOBbIX JOOPOBOJIBIIEB;

3) ycranoBjeHue 0€30MaCHOCTH JIEKApCTBEHHOTO Tpenapara u ero 3(h()EeKTUBHOCTH IS MAIIEHTOB
C ONpeClCHHBIM 3a0oJieBaHUEM, TPOPHIAKTHYCCKON A(H(HEKTUBHOCTH HMMYHOOHOJIOTHYCCKHUX
JICKapCTBCHHBIX MPENapaToB IS 37J0POBBIX TOOPOBOJIBIICE;

4) n3ydyeHue BO3MOXKHOCTH PaCIIMPEHUs NOKa3aHUN [yl MEAMLIMHCKOTO NIPUMEHEHUS U BBISBICHUS
paHee HEU3BECTHBIX TOOOYHBIX JEHCTBUI 3apErUCTPUPOBAHHBIX JIE€KAPCTBEHHBIX MTPENapaToOB.

2. B otHOIIEHNH BOCIIPOU3BCACHHLIX JICKAPCTBCHHBIX IIPCIIAPATOB AJIA MECAUIMHCKOI'O IIPUMCHCHHA
IMPOBOAATCA HCCICOOBAHHUA OMOSKBUBAJICHTHOCTH H (I/IJII/I) TepaHeBTHqGCKOﬁ OKBUBAJICHTHOCTHU B
NopAdKEe, YCTAHOBJICHHOM YITIOJTHOMOYCHHBIM q)e,ﬂepaHBHBIM OpraHnomM HCITOJIHUTEIHLHOM BJIACTH.

3. OpraHmaumo MNPOBCACHUA KIMHHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ JICKAPCTBCHHOT'O IIpf€riapara IJid
MCIUIIUHCKOT'O IPUMCHCHUS BIIPABC OCYHICCTBJIATH!:

1) pa3paboTuuK JeKapCTBEHHOT'O Mpernapara Wik yIOoJIHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTelbHblE OpraHW3allid BBHICIIETO O00pa30BaHUS, OPTraHU3AlUU JOMOJHUTEIHHOTO
po¢eCCHOHAIIBHOTO 00pa30BaHUs;
(m. 2 B pea. @exnepanbHoro 3akona ot 02.07.2013 N 185-03)

3) Hay4HO-UCCIIE0BATENbCKUE OpraHU3aI1H.

4. KiuHMuYecKHe HCCIeIOBaHUsS JIEKapCTBEHHOIO Ipenapara JUisi MEAMIMHCKOIO MPUMEHEHUS
MIPOBOJATCS. HA OCHOBAaHUM pa3pelICHUs] HA MPOBEACHUE KIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOIO
mpernapara, BbBIAHHOTO  YIIOJIHOMOYEHHBIM  (efiepaibHbIM  OpPraHOM — HCIOJHHUTEIbHOH  BIIACTH.
YnonHoMO4YeHHBIN (eiepalibHbIM OpraH UCIOJHUTENLHOM BIACTH BEAET PEECTP BbIIAHHBIX pa3pelieHuit
Ha IIPOBEJICHUE KIIMHUYECKUX UCCIIEIOBAHMM JIEKAPCTBEHHOIO IIpenapara, CoAepkKalluil ykazaHue Ha UX
LEJIb WM LIEJIA, B YCTAHOBJIIEHHOM 3TUM OPTraHOM HOPSJIKE.

(B pen. deaepayibHbIX 3aK0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

5. ¥Yrparun cuiy ¢ 1 utong 2015 roga. - @enepanbusiii 3akoH ot 22.12.2014 N 429-D3.

6. K opraHu3alv MPOBCACHUA KIIMHUYCCKUX I/ICCJ'IeIIOBaHI/Iﬁ JICKAPpCTBCHHOTO IMpfcriapara IJid
MCIUIHUHCKOIr0 MNPHUMCHCHHUA pa3pa60Tqm<0M JICKAPCTBCHHOT'O Ipfrapara MOT'YT TIPHUBJICKATbHCA
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

IOpUANYECKUE JIMIa JI000i  OpraHM3alMOHHO-TIPAaBOBOM  (OpPMBI  MPH  YCIOBUU  OOECIEUCHHUS
COOTBETCTBHS 3TUX UCCIIEIOBaHUN TpeOOBaHUAM HacTosero denepanrbHOro 3aKoHa.

7. KnuHuueckue HCCIEOBaHUS JIEKApPCTBEHHBIX NPENapaTroB A MEAULIHUHCKOTO MPHUMEHEHUS
MMpoOBOAATCA B MCIAUIMHCKUX OpraHu3anugx, aKKpCAUTOBAHHBIX YIIOJIHOMOYCHHBIM (benepaanHM
OpraHOM HCIIOJIHUTEIbHOMW BJIACTH B TMOpsAnke, YycTaHoBleHHOM I[IpaBurensctBoM Poccuiickoii
denepauuu.

8. [IlepeueHb MEOMIIMHCKUX OpTraHU3alUd, HWMEIONIMX MPaBO MPOBOAUTH KIMHUYECKUE
WCCIE0OBAHUS JICKAPCTBEHHBIX IpENapaToB i MEIULHUHCKOTO NPUMEHEHUs, U PEECTpP BbIAAHHBIX
paspelieHuii  Ha  IPOBEACHHE  KIMHUYECKHX  HMCCIEAOBAHHUU  JIEKAPCTBEHHBIX  IpEnaparoB
OITyOJIMKOBBIBAIOTCS. M Pa3MEMIAIOTCS YIIOJTHOMOYEHHBIM (peiepalIbHBIM  OPTaHOM  HCIIOJTHUTEIHLHOU
BJIACTH B YCTAHOBJICHHOM UM TOpPSAKE Ha cBoeM ouIMansHOM caiiTe B cetu "MHTepHeT".

CratbAa 39. PeweHue o npoBeAeHUN KIMHUYECKOrO UCCneaoBaHUA NeKapCTBeHHOro
npenapara Ansa MeauLUMHCKOro NpuMeHeHus
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Kinumanueckoe HCCIICAOBAHUEC JICKAPCTBCHHOI'O IIpfIiapara AJd MCIUIHHCKOI'0 IIPHUMCHCHUS
IMPOBOAWUTCA Ha OCHOBAHWM PA3pCHICHUA Ha IMPOBCACHHUE KIMHUYCCKOIO MCCICAOBAHNA JICKAPCTBECHHOI'O
npemnapara, BbIAAHHOI'O YIOJIHOMOYCHHBIM (be,I[epaJ'ILHbIM OpraHnomM HWCHOJHUTEIBHOM BJIAacTU IO
pe3yjbTaTaM JSKCICPTHU3bI AOKYMCHTOB, H€06XO[[I/IMI)IX JJId TOJIYYCHHA pPaspClICHUA Ha IHIPOBCIACHUC
KIIMHUYCCKOI'O UCCIICAOBAaHUA JICKAPCTBCHHOI'O IIPLCIlapaTa U ATUYECKOM OKCIICPTHU3LI.

2. Jlng mosydyeHusl pa3pelieHHs] Ha MpPOBEACHHME KIMHUYECKOTO HCCIIEeIOBAHUS JIEKAPCTBEHHOTO
npernapara A MeIMIUHCKOr0 MPUMEHEHHUs 3asBUTENb MPEJICTABIISAET B YIIOJIHOMOYEHHBIN (heaepanbHbIi
OpraH HCIOJIHUTEIBHOMN BIIACTH!

1) 3asABJICHUC O BbIAAYUC PA3PCUICHU HA MPOBCACHNUEC KIIMHUYCCKOTO UCCICIOBAHUS JICKAPCTBCHHOT'O
npemnapara ajisd MEAUIUHCKOTO IIPUMCHCHU,

Koncynerantllmtoc: npumeuanue.
C 01.01.2021 B m. 2 4. 2 cr. 39 BHOCATcs uamenenus (O3 ot 27.12.2019 N 478-d3). Cm. Oynyuryro
PENaKIHIo.

2) KONmuM JTOKYMEHTOB, MOATBEPXKAAIOIIMX YIUIATY TOCYAApCTBEHHOM MOIUIMHBI 3a MPOBEIECHUE
OTUYECKOM DKCIEPTU3BI, SKCIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Ipenapar s IOJIy4eHUs
paspelleHuss Ha NPOBEACHHE KIMHAYECKOTO MCCIEAOBAHMA JICKAPCTBEHHOIO IIperapara Uit
MEIULMHCKOIO IPUMEHEHHUs, 3a BbIJAa4y Ppa3pelICHHs Ha IPOBEIACHUE KIMHUYECKOIO HCCIEHOBaHUS
JIEKAPCTBEHHOT'0 IIpenapara il MEIUIMHCKOTO NPUMEHEHHs, 32 MPOBEJCHUE dKCIEPTU3bl JOKYMEHTOB
Ha JICKAPCTBEHHBIM IIpenapar I [OJNyYEHHs pa3pelleHUss Ha MPOBEACHUE MEXAYHApOIHOIO
MHOT'OLICHTPOBOTO KJIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOTO IIpernapara s MEAMIMHCKOIO
IIPUMEHEHHUs], 3a BblJAa4y pa3pelieHUss Ha [POBEACHUE MEXKIYHApOJHOIO MHOTIOLICHTPOBOIO
KJIMHUYECKOTO MCCIIEOBAaHUs JIEKAPCTBEHHOr'O IIpernapara Uil MEIMIIMHCKOIO IPUMEHEHHd, 3a
MIPOBEACHUE DJTUYECKOW OKCIEPTU3BI, JKCIEPTU3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM IIpenapar s
MOJIYYEHUsI PA3pEIICHHs] Ha TMPOBEIAEHUE MOCTPErMCTPALMOHHOIO KIWHHYECKOrO HCCIEIOBaHUSA
JIEKApCTBEHHOI'0 IIpernapara il MEJULMHCKOrO IPUMEHEHMs, 3a BblIayy pa3pelICHUs HA MPOBEACHUE
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pex. ot 13.07.2020) Hoxyment npenoctasien Koncynsrantlmoc

"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB" Hata coxpanemms: 04.08.2020

IIOCTPETUCTPALIMOHHOIO KIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOIO Ipernapara Il MEOULMHCKOTO
NPUMEHEHHS, WIM TI0 COOCTBEHHOW WHUIIMATUBE YKa3aHHBIC JOKYMEHTHL. B cilydae HempencTaBieHUs
3asBUTEJIEM YKa3aHHBIX JOKYMEHTOB YIOJIHOMOYEHHBIN (hefepasibHblii OpraH MCHOJHUTENbHOM BiIacTu
npoBepseT (akT yIUIaThl TOCYAapCTBEHHOW IONUIMHBI C HCHOJIb30BaHWEM HHpopManuud 00 yruiate
rOCyJapCTBEHHON MONLIMHBI, cojepxkaiieiics B [ocynapcTBeHHON MH(MOPMAIMOHHONH CHCTEME O
rOCy/lapCTBEHHBIX M MYHMILMIIAJbHBIX IUIaTEXaX, HA OCHOBAHUHU IPEACTABICHHBIX 3asBUTEIEM KOIUI
JOKYMEHTOB;

3) IMPOTOKOJ KIIMHUYCCKOI'O HCCICAOBAHHA JICKAPCTBCHHOTO Ipenapara e MCEAUIMUHCKOIO
IIPUMCHCHUS

4) OpoIIopy UCCIIeI0BATEIIS;
5) uH(pOpMaIMOHHBIN JIMCTOK NAIIMCHTA,

6) cBemeHus 00 ombITe PabOTHI HMCCIIENOBATENCH MO COOTBETCTBYIOIIMM CIEHHAIBHOCTAM U UX
OIIBITE PA0OTHI IO IPOBEICHUIO KIIMHUYECKUX MCCIICIOBAHUM;

7) CBCACHUA O MCOAWINUHCKUX OpraHu3aluiax, B KOTOPBLIX IMPCANOoJaracrcda IMpOBCACHUC
KJIMHUYECKOI'0 MCCIIEeI0OBAHUs JIEKAPCTBEHHOIO Tpernapara A MEIUIMHCKOIo NMpUMEHEeHHs (TOJHOe U
COKpAalICeHHOE€ HAUMEHOBAHUS, OpPraHU3allMOHHO-TIpaBOBas (opMa, MECTO HAXOXKIEHUS M MECTO
OCYILECTBIICHUSI IeATEIILHOCTH, Telae(oH, Tenedakc, agpec 3JIeKTPOHHON MOYThl KaXI0M MEIUIMHCKOM
OpraHu3alln);

8) CBCACHUA 0 npeanojaaracMbIix CpOKax IMPOBCACHU A KIMHHUYCCKOTI'O HUCCICIOBaHUA
JICKApCTBCHHOTO Iperiapara JJisi MCAUITUHCKOI'O MPUMCHCHUS

9) KOIIMKO OOTOBOpa 00513aTEIILHOTO CTpaxoOBaHHUA, 3aKIIHOUYCHHOTO B COOTBCTCTBHUU C THUIIOBBIMU
IpaBHUJIaMH 00513aTeJIBHOTO CTpaxOoBaHHid, C YKa3aHHEM HpGI[GJIBHOﬁ YHUCJICHHOCTHU ITAallMCHTOB,
yY4aCTBYOIMX B KIMHAYCCKOM HCCICAOBAHUHN JICKAPCTBCHHOI'O IIpeliapaTa A MCEAULIUHCKOTO
IMPUMCHCHUS;

10) I/IHq)OpMaI_II/II-O 0 COCTAaBC JICKAPCTBCHHOTO IIpCriapara i MECAUIUHCKOTO IIPUMCHCHU S,

11) mOKyMEHT, cOCTaBJICHHBI MPOU3BOAUTENEM JIEKAPCTBEHHOI'O Mpenapara JUisi MEAUIIMHCKOIO
IPUMEHEHHUsST U COJEpKallMi IOKazaTesln (XapaKTepUCTHKH), a TAaKKe CBEJIEHHUs O JIEKapCTBEHHOM
mpenapare Uil MEIWIMHCKOTO IPUMEHEHHUs, IPOU3BENACHHOM JUIS IIPOBEACHMS KIMHUYECKHX
HCCIIEI0BAHUIM;

KoncynbrantlIntoc: npumedanue.
C 01.01.2021 B m. 12 4. 2 ct. 39 BHOCsTCS U3MeneHus (O3 ot 27.12.2019 N 478-03). Cm. Oyayuryro
PENaKIHIO.

12) xomnuo JNHIIEH3UM Ha MPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB B Cllydae, €CId IMPOU3BOICTBO
JIEKapCTBEHHOr0 Tpemnaparta ocyiecTtisiercss B Poccuiickoii ®enepanuu, WM KOMHIO 3aKJIKOYEHUS O
COOTBETCTBUM TPOM3BOAUTENS JIEKAPCTBEHHOTO TIpemapaTa TpPeOOBaHMSIM TMpaBWI  HaJJIeKaIIeH
HpOHSBOI[CTBGHHOfI IMPAaKTUKH, BBIJAHHOI'O0 YIIOJTHOMOYCHHBIM OpraHoM CTpaHbl IIPOU3BOAUTECIIA
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

JIEKapCTBEHHOTO IIpenapara.
(B pen. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

Koncynprantllinroc: npumeyanue.
C 01.01.2021 ct. 39 nononnsiercs 4. 2.1 (@3 ot 27.12.2019 N 478-D3). Cm. Oyay1iyro pelakiuio.

3. B cpok, He mpeBBIIAIOMNNA MATH pab0YuX AHEH CO AHS NMPUHATHS YKa3aHHOTO B MyHKTE | 4acTu
2 HACTOSIICH CTAThU 3asBIICHUS U HEOOXOIMMBIX JOKYMEHTOB, YIIOJIHOMOUYCHHBIH (eepalibHbIi OopraH
WCIIOJIHUTEJIBHOMN BIIACTH:

1) mpoBOAUT MPOBEPKY IMOJHOTHI U JOCTOBEPHOCTU CBEJIEHUM, COAEPKAILMUXCS B MPEICTaBICHHbBIX
3asiBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET PEUICHHE O MPOBEACHUU 3KCIEPTU3bl JOKYMEHTOB JJISl MOJIyYE€HHUS pa3pelieHus Ha
[IPOBEACHUE KIMHUYECKOIO MCCIIEI0BAaHU JICKapCTBEHHOIO IIpenapara Juisi MEIULMHCKOIO IPUMEHEHUS
Y 3TUYECKOH SKCIIEPTU3bI WM 00 0TKa3e B MPOBEICHUH YKa3aHHBIX IKCIEPTH3;

3) YBCAOMISICT B SHGKTpOHHOﬁ (I)opMe Wik Ha 6YMa)KHOM HOCHUTCJIC 3ajABUTCIIA O IIPHUHATOM
peuiCHUN 1100 B cJIydac NNpUuHATUS PCIICHUA 00 OTKa3e TaKke ¢ YKa3aHHuEM IIPUYIHNH TAKOI'0 OTKas3a,

4) MNOATOTABJIMBACT M HAINPABJIACT B 3KCHCPTHOC YUYPCKIACHUC M COBCT IO 3THKC 3aJaHHUC Ha
IMPOBCACHUEC COOTBCTCTBYIOIINX SKCIICPTHUS.

4. B ciay4ae BbISABJIEHHUS HEMOJHOTHI U (WJIM) HEJOCTOBEPHOCTH HMH(pOpPMAIMU, cojepikalieiics B
MIPE/ICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHBIH (efepaibHblii OpraH HCIOJHUTEIbHOU
BJIACTU HAIPABISAET 3asBUTEIIO 3apoCc 00 YTOUHEHUH yKa3zaHHOM MH(popMmanuu. /laHHbI 3anmpoc MoXxeT
ObITh NEpeaH YIOJIHOMOUYEHHOMY MPEICTaBUTENIO 3asBUTENS JIMYHO IOJ PACHUCKY, HaIpaBlIeH I10
MOYTe 3aKa3HbIM NMHMCbMOM WM TNEpeJaH B AJIEKTPOHHOH (opMe MO TeJIeKOMMYHHKAIIMOHHBIM KaHallaM
CBA3M. B ciydae HampaBieHHs [@HHOTO 3ampoca IO MOYTE€ 3aKa3HbIM IUCbMOM OH CUUTAeTCs
MOJTyYEHHBIM MO UCTEYEHMHM IECTH JHEW C JaThl HaIpaBJCHUs 3aKa3HOTO MUChbMA. 3asiBUTENb 00s3aH
MIPE/ICTaBUTh OTBET Ha 3alpoC YINOJIHOMOYEHHOIO (elepalbHOr0 OpraHa HCIHOJHUTENbHOM BIIACTH B
CpPOK, HE MPEBBIIAIOIINN JIeBIHOCTa pabouux aHel co aHsA ero nomydeHus. Cpok, yKa3aHHBIM B yacTu 3
HACTOAIIEH CTaThbU, MPUOCTAHABIMBAETCSA CO JIHA HAMpaBJIEHUS 3asBUTEINIO 3alpoca YHOJIHOMOYEHHOIO
(benepanbHOro opraHa UCHOJIHUTENBHOM BIACTH O JHS MOJIYYEHHUS UM COOTBETCTBYIOLIETO OTBETA U HE
YUUTBHIBAETCSI TPU HMCUUCICHUM CPOKA MPHUHITHUS  YIOJHOMOYEHHBIM (pelepaJbHbIM  OpraHOM
VCIIOJIHUTEJILHOM BIIACTH PELICHMSI O MPOBEACHUH dKCIIEPTU3bI JOKYMEHTOB /IS ITOJIyYE€HHUS pa3peIICHUs
Ha [POBEJIEHUE KIMHUYECKOTO MCCIEAOBAaHUS JIEKAPCTBEHHOrO TMpemnapara JUisi MEAUIIMHCKOTO
IIPUMEHEHHSL.

5. OcHoBaHMeM JJisl OTKa3a B MPOBEACHUM SKCIEPTU3bI JOKYMEHTOB JUISl MOJIYUYEHUSI pa3perieHUs
Ha [IPOBEJEHUE KIMHUYECKOIO MCCIEAOBAaHNS JIEKAPCTBEHHOIO TMpemnapara Juisi MEAUIMHCKOTO
MPUMEHEHHUSI U 3TUYECKOM HKCIEPTU3bl SBJISETCS MpPEICTaBlICHHE JIOKYMEHTOB, MpPElyCMOTPEHHbBIX
YacThl0 2 HACTOSALIEW CTaThbU, B HEMOJHOM OOBbEME, HENpe/CTaBlICHHE 3asBUTEIEM B YCTAHOBIICHHBIM
CPOK OTBETa Ha YKa3aHHBIM B 4acTH 4 HACTOSIIEH CTAaThbU 3alpoC YINOJIHOMOYEHHOro (erepaibHOro
OpraHa HCHOJHHUTENbHON BIacTh JIMOO OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTaX HCUEPIIBIBAIONIETO
nepeyHsi HeoOXoAUMON HMH(OpMaMK Wi WHGOpMAalMU, KOTOpas JOKHA ObITh OTpa)keHa B HHUX, a
TaKXKe OTCYTCTBUME MH(OpMaIK, MOATBEpXkAaronield (akT YIulaTel TOCYyJapCTBEHHON NOLUIMHBI 3a
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MIPOBEJICHUE STUYECKOM HKCIEPTHU3bl, IKCHEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM mpernapar Jyis
MOJIYYEHUST pa3pelieHus Ha MPOBEJICHUE KIMHUYECKOTO HUCCIEAOBaHUs JIEKAPCTBEHHOTO Ipenapara Jjis
MEIUIIMHCKOTO TPUMEHEHUs, 3a BbIJA4y pa3pelleHus] Ha IMPOBEICHUE KIMHUYECKOTO HCCIIEIOBAHUS
JIEKApCTBEHHOT'0 TIpernapara Jjisi MEIUIIMHCKOTO NMPUMEHEHHUs], 32 MPOBEJICHUE SKCIEPTU3bl JOKYMEHTOB
Ha JIGKapCTBEHHBIM TMpenapar MJisg I[OJIyYeHHUS paspellieHuss Ha NPOBEIACHHE MEXIYHAPOTHOTO
MHOTOLICHTPOBOTO KJIMHMYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOTO TIpernapara s MEAUIIMHCKOIO
MPUMEHEHHsI, 3a BBbIJAYy pa3pelieHuss Ha [POBEIECHUE MEXKIYHApOAHOTO MHOTOLEHTPOBOTO
KJIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOrO IMpernapara s MEIUIMHCKOTO MPUMEHEHUs, 3a
MIPOBEJICHUE OSTUYECKOM HKCIEPTHU3bl, IKCHEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIA Ipernapar Jyis
MOJIYYEHUSI pa3pelieHs] Ha TMPOBEJACHUE MOCTPETrUCTPALMOHHOIO KIMHMYECKOTO HCCIEIOBaHUS
JIEKapCTBEHHOI'O Mperapara i MEAMIMHCKOrO0 MPUMEHEHHUS, 32 BbIJauy pa3pellieHHs] Ha MPOBEICHHE
MOCTPETUCTPAIMOHHOTO KJIMHUYECKOTO HCCIEOBaHUS JIEKAPCTBEHHOIO Ipernapara s MEIUIIMHCKOTO
MIPUMEHEHHS.

6. IlpoBenmeHue SKCHEPTU3bl JOKYMEHTOB JUIsl TOJYyYEHHS pa3pelieHuss Ha IPOBEICHUE
KJIMHUYECKOT0 MCCIJIeI0BaHUA JIEKAPCTBEHHOIO TIpernapara JJisi MEIUIIMHCKOTO MPUMEHEHHS U ATUYECKOU
9KCIEPTU3BI, COCTABIICHUE KOMUCCUEH IKCIIEPTOB U COBETOM I10 ITHUKE 3aKIIOYEHUN O BO3ZMOXXHOCTH WU
HEBO3MOKHOCTH MPOBEACHUS TAKOTO KIMHUYECKOTO MCCICIOBAHUS M HAMPABJICHUE dTUX 3aKJIIOYCHUUN B
YIOJHOMOYEHHBIN (efepanbHblii OpraH MCIOJIHUTEIbHOW BIJACTH OCYILECTBISIIOTCS B CpPOK, HE
MPEBBIIIAIOIINA TPUALIATH PabOYMX JHEH cO AHS MOJYYeHHs] SKCIEPTHBIM YUPEKICHUEM 3aJaHUs
YIIOJTHOMOYCHHOTO ()eCpATBbHOIO OpraHa HUCHOJHUTEIBHON BIACTH C TPHUIOKEHUEM JIOKYMEHTOB,
yKa3aHHbIX B myHkTax 3, 4, 10 m 11 yactu 2 HacTosled CTaTbU, U COBETOM IO 3TUKE 3aJaHUS
YIIOJTHOMOYCHHOTO (eepaTbHOIO OpraHa HUCHOJHUTEIBHON BIACTH C NPHIOKEHUEM JIOKYMEHTOB,
yKa3aHHBIX B MMyHKTax 3 - 6, 8 u 9 yacTu 2 HacTOAIICH CTAThU.

7. B cpok, He TIPEBBIMAONINN MATH pabOUYNX THEH CO JTHA MOJTY4YEHUs 3aKIIOUYEHUN, YKA3aHHBIX B
gacTu 6 HAaCTOsIIEN CTaThH, YIIOJTHOMOUYEHHBIN (pellepalbHbIi OpraH UCIOTHUTENFHOM BIACTH:

1) OCYHICCTBJIACT OLCHKY NOCTYIIUBIINX 3aKJITIFOUCHUM IJId onpeACICHUA NX COOTBECTCTBHA 3aJaHUAM
Ha MPOBCACHUEC COOTBCTCTBYIOIIUX DKCIICPTU3;

2) NpUHUMAET pEeUIeHHE O BblJaue pa3pellieHuss Ha IPOBEIECHHE KIMHUYECKOIO MCCIIEI0BaHUs
JIEKapCTBEHHOT'0 Tpernapara Uil MEAULUHCKOrO NPUMEHEHHs WIM o0 OTKa3e B BblJauye yKa3aHHOTO
paspeleHus;

3) BbIIACT PA3pPCUICHHUEC HAa MPOBCACHUC KIIMHUYCCKOI'O MCCICAOBAHUSA JICKAPCTBCHHOI'O IIPCIiapara
AJd MCOUOUHCKOroO HNPHUMEHCHUSA WM PCUHICHUC 00 OTKa3e B BbIJIAYC YKA3aHHOT'O pa3pCuiCHUA C
YKa3aHHUEM IMPUYIHNH OTKa3a.

8. OcHOBaHHEM Ul OTKas3a B BbIIAYE PA3PEIICHUS HA NMPOBEACHHE KIMHUYECKOTO HCCIEIOBaHUS
JIEKApCTBEHHOIO IIpernapara Uil MEAUIMHCKOIO IIPUMEHEHUS SBIIAETCS HAIU4YKME 3aKIIOUYEHUs KOMUCCHU
JKCIEPTOB WM 3aKJIIOYEHUs COBETa II0 JTHKE O HEBO3MOXKHOCTH TIPOBEICHHS KIMHHYECKOTO
HCCIEAOBAHUA JICKApCTBEHHOIO IIpenapara Uil MEAMIUHCKOIO IIPUMEHEHHs 10 pe3yibTaTaM
MIPOBEACHHBIX IKCIIEPTU3, IPEAYCMOTPEHHBIX YaCThIO 6 HACTOSIIEH CTAThU.

9. Pemenue o6 oTkasze B MPOBCACHUHN 3KCHECPTU3BI JOKYMCHTOB JJIS MOJYYCHUA pPa3pCHICHUA Ha
MPOBCACHUC KIMHUYCCKOr0 UCCIICAO0BAHUA JICKAPCTBEHHOI'O IMperapara A MEAUIUHCKOTO IMTPUMCHCHU A
U ITHYSCKOM OKCIICPTU3bI U B BbIAAYC PA3pPCIICHHUA Ha MNPOBCACHUC KIMHHUYCECKOI'O HCCICAOBAHUA

www.consultant.ru Crpannna 90 u3 140
HaJeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/

®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

JIEKapCTBEHHOI'0 Ipernapara Uil MEAULUHCKOrO MPUMEHEHHUs MOXKET ObIThb 00KaJIOBaHO B IOPSIKE,
YCTaHOBJICHHOM 3aKoHoAarenbcTBOM Pocculickoit denepanumu.

CraTtba 39.1. 3TMYyeckas akcnepTu3a
(BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

1. DTdueckas OKCIICPTH3a IMMPOBOAUTCA COBETOM IIO 3THKE, CO3JaHHBIM B IOPAAKE, YCTAHOBJIICHHOM
YIIOJIHOMOYCHHBIM (pe;[epaanLIM OopraHnomM HUCIIOJHUTEILHON BJIaCTHU, B LCIIAX BblAa4M 3aKIHOYCHU 00
ITHYECKOH 000CHOBAHHOCTH BO3MOYKHOCTH IMPOBEACHUA KIIMHUYCCKOTO HMCCIICAOBAHUA JICKAPCTBEHHOI'O
npenapara Jjid MCIUIUHCKOTO NPUMCHCHHU .

2. DKcrnepTaMu COBETa MO STUKE MOTYT OBITH MPEICTABUTEIN METUIIMHCKUX OPTaHU3aluN, HAYYHBIX
opraHu3anuii, 00pa30BaTENbHBIX OpPraHU3AIMI BBICHIETO OO0pa30BaHUs, a TaKXKe MPEICTABUTEIN
OOIIECTBEHHBIX OPTaHU3ALNUNA, PEIUTHO3HBIX OPraHU3alMi U CPEJCTB MaccoBoi MHpopmanuu. /JaHHbIE
IKCIIEPTHl HE MOJDKHBI HAXOJUTHCS B KAKOW-THOO 3aBHUCHUMOCTH OT Pa3pabOTUYMKOB JIEKAPCTBECHHBIX
MIpernapaToB U APYTHUX JIULl, 3aMHTEPECOBAHHBIX B PE3YJIbTaTaX 3TUYECKOM IKCIIEPTHU3BL.

3. Omata yciIyr SKCIEPTOB COBETa IO JTHKE OCYIIECTBISETCS HAa OCHOBAaHHH JIOTOBOPA,
3aKJIFOYCHHOTO MEXy YIOJHOMOYCHHBIM (peliepalbHbIM OPraHOM HCIIOJHUTEIBHOW BJIACTH, KOTOPBIM
CO3JIaH COBET IO O3TUKE, M OKCIIEPTOM COBETa IO OTHKE, 3a CYEeT OIOPKETHBIX aCCHUTHOBAHWUH,
MPEYCMOTPECHHBIX YIOJHOMOYCHHOMY (ellepaJbHOMYy OpraHy WCIIOJIHUTEIBHOW BJIACTH, KOTOPBIM
CO3JIaH COBET MO JTHKE, B (elepaibHOM OIOKETe Ha COOTBETCTBYIOIIMK TOX Ha oOecredeHue ero
NesTeIbHOCTH, B pa3Mepax, ycraHoBIeHHbBIX [IpaButenbcTBoM Poccuiickoii deneparum.

4. DKcHepThl COBETa MO ITHUKE HECYT OTBETCTBEHHOCTH B COOTBETCTBUM C 3aKOHOJATEIHCTBOM
Poccuiickoit denepanun.

5. CocraB coBeTa 110 3THKE, IOJOKEHHE 00 ITOM COBETE, OPSIIOK €r0 IEATEIbHOCTH, TPEOOBAHUS K
KBAJIM(HUKALMU U ONBITY PaOOTHI IO SKCIIEPTHOM OI[EHKE HAYUHBIX, MEAUIIMHCKUX M 3TUYECKUX aCIEKTOB
KIIMHUYECKUX  HCCIIEIOBAaHUM  JIEKAPCTBEHHBIX MpEenaparoB s MEAUIMHCKOTO IMPUMEHEHUS,
IIPENBABISAEMBIE K DKCIIEPTAM COBETa IO JTHUKE, IOPSJIOK OpPraHW3alud WM IPOBEIEHUS ITHUYECKOU
AKCIEPTU3BL, (hopMa 3aKITIOUYEHHs COBETA MO STUKE YCTAHABIMBAIOTCS YHNOJIHOMOYEHHBIM (helepaabHbIM
OpPraHOM MCIOJIHUTEIBPHON BiAacTH. UMCIO MpencTaBUTENed MENUIMHCKUX OpraHu3aluil HE MOXKET
MPEBBILIATH MOJIOBUHY OT OOIIETO YUCIIa SKCIIEPTOB COBETA IO 3TUKE.

6. Mudopmanus o coctaBe coBeTa MO AITHKe, IJIaHAaX €ro paboThl W TEKyLIeH IesTelTbHOCTH
pasmemiaercs Ha OQUIMAIBLHOM CaiTe YHNOJHOMOYEHHOTO (DeAepalbHOTO OpraHa MCIIOJIHUTEIbHON
BJIACTH B ceTH "MIHTEepHET" B yCTAaHOBIEHHOM UM IOPSIJIKE.

CraTtba 40. NpoBegeHne KINMHUYECKOro UCCNeaoBaHNA JNIeKapCTBEHHOro npenapara
AnA MeaULMHCKOro NpUMeHeHus

1. PykoBoauTenb MEIUIIMHCKOW OpraHW3allH, KOTOpas MPOBOAUT KIMHUYECKOE HCCIEAOBAaHUE
JICKapCTBEHHOI0  @penapara g MEIUIMHCKOrO  NPUMEHEHMWS, Ha3HA4aeT  MCCIEeN0BaTeNs,
OTBETCTBEHHOTO 3a TMPOBEJICHUE TAaKOTO HWCCIEAOBAaHUS M HWMEIOMIETO JICUeOHYIO CIEeIHAIBHOCTD,
COOTBETCTBYIOLYIO MPOBOAMMOMY KIMHUYECKOMY HCCIECAOBAHUIO JIEKAPCTBEHHOIO IIpemnapara, co
CTakeM PabOTHI MO MpOTrpaMMaM KIMHUYECKHUX HCCIICIOBAHUM JICKAPCTBEHHBIX IMpEnapaToB HE MEHEe
yeM TpU roJa MU II0 €ro MPEIJIOKEHUIO0 HAa3HAYAaeT COMUCCIENOBATENIe W3 4YWcClia Bpayed 3TOou
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MEIULMHCKONW OpraHu3aIiHy.
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. HCCJ’IGI[OB&TCJ'IB OCYHIECTBIIACT BBI60p ManuEHTOB, KOTOPBIE 110 MCAUIMHCKHM IIOKa3aHUAIM
MOTYT OBITh IMPUBJICYCHBI K Y4YaCTUIO B KJIMHHUYCCKOM HCCIICAOBAHUU JICKAPCTBCHHOTO Hpfcrapara A
MCIUIUHCKOI'O IPUMCHCHUS.

3. UccnemoBaTenr ©  COHCCIEAOBATEIH  JIOJDKHEI OBITh O3HAKOMIICHEI C pe3yibTaTaMu
JOKIIMHUYECKOI'O Hucciacag0oBaHus JICKaApCTBCHHOI'O CpeacTna, COACPIKAIUMHUCA B 6p0m10pe
HCCIICO0BATCIIA, INPOCKTOM IMPOTOKOJA KIIMHHUYCCKOI'0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIpCriapara IJId
MCIUIHUHCKOI'0O IpUMCHCHUA, pa3pa60TaHHBIM p33pa6OT‘II/IKOM JICKAPCTBCHHOTI'O IIpfriapara WKW HHBIM
OPUIUYCCKUM JIMIIOM, IIPHUBJICKACMBIM K OpraHu3alliid IMIPOBCACHHA KIMHUYCCKOTO HCCICAOBAHUA
JICKApCTBCHHOI'O IIpfriapata I MCIULOUHCKOIO IMPHUMCHCHUS, W APYI'UMH MATCpUalaMHd TaKOIro
HUCCICIOBAaHU.

3.1. PykoBoauTesb MEAUIIMHCKON OPraHU3allii B CPOK, HE MPEBBIIAIONINI TpeX pabo4yux JHEU co
JTHSL Hayaja MPOBEACHUS KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOrO Ipernapara Jjis MEIUIIMHCKOTO
MPUMEHEHHUs, coo0IIaeT 00 STOM B YIMOJIHOMOYEHHBINH (henepanbHblii OpraH HCIOIHUTEIbHOW BIACTH,
BBIJIABIINH pa3pellIeHre Ha MPOBEACHUE TAKOTO UCCIIE0BAHMS, IO YCTAHOBJICHHOU UM (popme.
(uacts 3.1 BBenena @enepanbHbIM 3ak0HOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYHIECTBISIOIIME OPraHU3aLUI0 IPOBEACHMS KIMHUYECKOIO HCCIEI0BaHMS
JIEKapCTBEHHOI'O IIpernapaTta Uil MEIWLUHCKOIO IPUMEHEHHs M yKa3aHHble B 4acTu 3 craThu 38
Hacrosiero denepanbHOrO 3aKOHA, B Cllydae HEOOXOJUMOCTH BHECEHHS M3MEHEHUH B IPOTOKOI
KJIMHUYECKOTO MCCIE0BAHUS JIEKAPCTBEHHOIO IMpernapara sl MEAULIUHCKOTO MPUMEHEHUSI COOOIIA0T
00 3TOM B YIIOJIHOMOYEHHBIN (efiepanbHbIi OpraH WCIOJHUTEIBHON BIACTH, BbIIABIINI pa3pelleHue Ha
MIPOBE/IEHUE TAKOTO MCCIIEOBAHNUS, 10 YCTAHOBJIEHHON UM (hopme.

(B pen. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. cDOpMEl COO6H.[CHI/I$I O BHECEHMH H3MEHEHHN B MPOTOKOJI KIMHHUYCCKOIO HCCIICAOBAHUS
JICKApCTBCHHOTO IMperapara JJId MECAUIUHCKOI0 IPUMEHCHUA JOJ’KHA COACPIKATE CIICAYIOIINUEC CBCACHUA:

1) HaumeHOBaHUe, HACHTU(UKAIIMOHHBIA HOMEP U JlaTa MPOTOKOJIa KIMHUYECKOTO UCCIIETOBAHMUS;
2) nata BHECEHUsI NK3MEHEHUM B MPOTOKOJI KIIMHUYECKOTO UCCIIEA0BAHUS;
3) HaMMEHOBAaHKME U MECTO HAXOXKJCHUS 3asIBUTEIIS;

4) HaMMEHOBaHME OpraHW3alui, MPUBJICYEHHON pa3pabOTUYMKOM JIEKapCTBEHHOIO Ipenapara K
OpraHu3aIMK IPOBEACHUS KIMHUYECKOTO UCCIIE0BaHuUS (IIPU HAINYHHN);

5) HaAUMMCHOBAHUA M MECTa HaAXO0XICHHA MCIHUIIHMHCKHX opraHmauHﬁ, B KOTOPBIX IMPOBOAUTCA
KIIMHUYCCKOEC NCCICJOBAHUC,

6) narta BBIJAYM pa3pelieHHs Ha MPOBEACHHE KIMHUYECKOTO HCCIEAOBAHUS M HOMEpP 3TOrO
paspeuieHus;

7) ©3MEHEeHUs, BHOCUMBbIE B POTOKOJI KIMHUYECKOTO UCCIIEIOBAHUSI.
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(dactp 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He NMPEeBBIIAOMUN TPUAIATH PA0OUYNX JAHEH CO JHS MOITYYEHUs YKa3aHHOTO B yactu 4
HACTOsIILIEH CTaThU COOOILEHMs, YIOJHOMOYEHHBIH (enepasabHblii OpraH HCHOJIHUTEIBHOM BIACTH
paccMaTpuBaeT 3TO COOOIIEHHE B YCTAaHOBJIEHHOM UM IOPSAAKE M NMPUHUMAET PEUIEHHE O BHECEHUU
U3MEHEHHUH B IPOTOKOJ KJIMHUYECKOTO HCCIIENOBaHMS JIEKAPCTBEHHOIO Ipernapara il MeJULIUHCKOTO
NpUMEHEHHs WM 00 OTKa3e BO BHECEHMM TakuxX wu3MeHeHWH. I[lpu paccmorpenun cooOuieHus o
HEOOXO/JMMOCTH BHECCHMsI M3MEHEHUH B IPOTOKOJ KIMHMYECKOI'O MCCIIEJOBAaHUS JIEKApCTBEHHOI'O
npernapara Ui MEIUMLMHCKOIO IPUMEHEHHMsS B LEISIX OLEHKM OOOCHOBAHHOCTU IIPEAIAraeMbIX
U3MEHEHHUN U ONPEACIICHUS CTEIICHW PUCKA Ul MALMECHTOB, NMPUHUMAIONIMX YYacTHE B KIMHUYECKHX
UCCIICIOBAHMSX, YIIOJIHOMOYEHHBIM  (pellepalbHBIM OpPraHOM  HUCIOJHUTEIBHOW BIACTH  MOTYT
IIPUBJIEKATHCSI OKCIIEPTHI COBETA 10 ITUKE.

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

6. KimHnueckoe wucciaenoBaHue JIEKapCTBEHHOIO IIpernapaTta Il MEJUUUHCKOTO IPUMEHEHUs
MOKET OBITh IMPHOCTAHOBJIEHO WJM IPEKPALIEHO, €CJIM B IPOILIECCE €ro IpOoBENEHUs OOHapyx eHa
OIIACHOCTH ISl )KU3HM, 310pPOBbs TALIMEHTOB. B ciryyae BOSHUKHOBEHUS ONACHOCTH VISl )KU3HHU, 310POBBS
MalUeHTa, Y4YacTBYIOIIENO B KJIMHUYECKOM HCCIIEJOBAaHMM JIEKQpCTBEHHOIO Ipemnapara Juis
MEIULUHCKOTO0 IPUMEHEHHUs, MCCIIeoBaTeNn 0053aHbl MPOUH(OPMHUPOBATH 00 ATOM PYKOBOJIUTEIS
MEIUIMHCKOW  OpraHu3alMyd M  OpraHu3aluio, I[OJYYUBIIYIO pa3pellieHUue YIOJIHOMOYEHHOTO
¢denepanbHOrO OpraHa MCIOJHUTENBHOW BIACTW Ha OpPraHU3alUI0 I[POBEACHHUS KIMHUYECKOTO
HCCIIEIOBaHMs JIEKapCTBEHHOI'O npenapara. Pemenre o npruocTaHOBICHUH KIMHUYECKOTO UCCIIEJOBAHMS
JIEKapCTBEHHOI'O IIpernapara Uil MEAULUHCKOIO IPUMEHEHUS IPUHUMAIOT PYKOBOJUTENb MEIULIMHCKOU
OpraHu3alyy 1 (WIK) OpTaHU3aIMs, TOJIYYUBIIAsl pa3pelieHrne yIoJIHOMOYEHHOTO (peaepantbHOro opraHa
VCIIOJIHUTEJIBHON BJIACTH HA OPTraHU3alMI0 MTPOBEIEHUS KIMHUYECKOTO HMCCIEN0BaHUsS JIEKAPCTBEHHOTO
mpernapata Ui MEAMIMHCKOTO TPUMEHEHUs, peIIeHHe O TMPEeKpalleHud TaKoro MCCIeIOBaHUS
IIPUHUMAET YIOJIHOMOYEHHBIH (eepaabHblil OpraH UCIOJHUTEIBHOMN BIACTH HA OCHOBAaHMU COOOILEHUS
B IHCBMEHHOW (opMe pyKOBOIUTENS MEAUIMHCKOW OpraHW3allud WIM OpraHu3alus, MNOJy4YUBIIAs
paspelieHre YMoJIHOMOYEHHOro (efepaJbHOr0 OpraHa HCIOJHUTENIBHOW BJIACTM Ha OPraHU3aIUI0
MIPOBEICHUS KJIMHUUECKOT0 UCCIe0BaHUs JIEKapCTBEHHOT O IIpernapara Juisi MEAUIIMHCKOTO IPUMEHEHHUS.

7. B cpok, He MpeBBIIAONINN MATH pabouyux AHEN CO JHS 3aBepIlEHHs], IPUOCTAHOBICHUS WU
NpeKpalmiCHusd  KIIMHUYCCKOIro HUCCIICOOBaHNA  JICKAPCTBCHHOTO  IIp€riapara Ajd MCIUIHUHCKOI'O
MPUMEHEHHs, COOOIIeHne 00 ITOM HalpaBJseTCsl OpraHU3alMsiIMHU, YKa3aHHBIMH B YacTH 3 cTaTbu 38
HacTosuero denepanbHOro 3aK0Ha, B YIIOJIHOMOYEHHBIN (enepalibHbIil OpraH UCIOIHUTEIbHONW BIacTH
10 YCTAaHOBJICHHON UM (hopMe.

8. dopma coOOIIEeHUsT O 3aBEPIICHUU, MPUOCTAHOBJICHUH WJIH TMPEKPANICHUN KIWHUYECKOTO
HCCIeA0BaHMS JIEKAPCTBEHHOTO Mpenapara Jijisi MEAUIMHCKOrO IPUMEHEHHUS I0JKHA COAEPKATh:

1) uadopmanuo 0 MEIUIIMHCKOW OpraHU3alyi WIM MEIULHUHCKUX OpraHu3alusxX, MpOBOIMUBIINX
JAHHOE UCCIIEI0BAHNUE;

2) onucaHue JaHHOTO MCCIIEIOBAHNS,

3) JaHHBIC HCCJICO0BATCIIA ((I)aMI/IJ'II/I}I, M, OT4YECTBO, MECTO paGOTLI, 3aHuUMacMasd OJOJI’KHOCTD,
CIICOUAaJIbHOCTh, CTaxX pa60TLI mo 1MmporpamMmaM KIWHHYCCKUX I/ICCJ'IeJIOBaHI/If/'I JICKApPCTBCHHBIX
npenaparoB, HNEPCUYCHb KIMHHUYCCKUX HCCIIeTOBaHUM JICKApCTBCHHBIX IIPCIapaToB, B KOTOPBIX OH
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IIPUHUMAIl ydacTue (IepUOo/Ibl y4acTHsl) B KAUEeCTBE UCCIIE0BATEIIs WM COUCCIIE0BATENs);
(B pen. @exnepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pe3ynabTaT JAaHHOTO MCCIEA0BaHUA (3aBepIleHUE, TPUOCTAHOBIICHUE U MIPEKpallleHue JaHHOTO
MCCIIEIOBAHMS C YKa3aHUEM UX MPUYUH U BIUSHUS Ha OLEHKY €ro pe3ylbTaToB, OOIIYIO OLIEHKY PUCKA U
OXKUJAaeMOH TOJb3bl OT MPUMEHEHHs] HCCIEAYeMOro JIEKapCTBEHHOrO Ipemapara, a Takke
npeAnoaraeMbie JaabHEHIINe 1eUCTBUS).

8.1. Ilpu BeIABIEHMM (QeleparibHbIM OpPraHOM HCIIOJIHUTENBHONW BIIACTH, OCYIIECTBIISIOIIUM
(GYHKIMK 1O KOHTPOJIIO M HAA30py B cdepe 3ApaBOOXpaHEHHs, HAPYUICHUH NpaBWII HaJjeKalei
KJIIMHUYECKOW IPAKTUKU IPU IPOBEICHUM KIMHUYECKOIO HCCIIENOBaHMs JIEKAPCTBEHHOIO IIperapara,
BIUSIOLIUX HA MOJHOTY U (WJIM) JOCTOBEPHOCTh IAHHOI'O KIMHMYECKOIO HCCIEIOBAHUSA, yKa3aHHBIN
(benepanbHbIl OpraH MCHOJHUTEIBHON BIACTH NMPUOCTAHABIMBAET IMPOBEICHUE AAHHOTO KIMHUYECKOTO
HCCIEA0BAHUSA U BBIHOCUT MEIULMHCKOW OpraHU3allH, B KOTOPOM IPOBOJAUTCS JAHHOE KIIMHHYECKOE
UCClieIoBaHKe, IpeanucaHue o0 yCTpaHEHUM BBIABICHHbIX HapylleHuil. Ilpm HeycTpaHeHuu
MEIULMHCKOM OpraHW3alMeil BbBIABICHHBIX HApYyIIEHWH B YCTAHOBJIEHHBIM B IIPEANMCAHUU CPOK
yKa3aHHbI (enepanbHblii OpraH MCIOJHUTEIbHOM BIIACTM NPUHUMAET pEIIeHHEe O IpeKpalleHuu
MIPOBE/ICHUST KIMHUYECKOTO HMCCIEIOBAHUS JIGKAPCTBEHHOTO Mperapara W HampasisieT B (eaepaabHbIi
OpraH MCIIOJHUTEIbHOM BIJIACTH, OCYLIECTBISAIONMA (YHKIMHM 1O BBIPAaOOTKE U  peanu3aluu
rOCYJapCTBEHHOH TOJIMTHKH W HOPMATHBHO-TIPABOBOMY PETYIMPOBAHHUIO B chepe 3apaBOOXpAaHCHHS,
3aKJIFOUYEHUE O BBIABIICHUU IPU IPOBEACHUU JAHHOTIO KIMHUYECKOTO MCCIIEI0BAaHUS HAPYIIEHUH NpaBUII
Ha/IJIeKaIIel KIMHUYECKOW MPAKTHKH JJIsl IPUHATHUS PEIICHUS 00 OTMEHE pa3pelieHus] Ha OpTaHu3aIiio
IIPOBEJICHUS JAHHOTO KIMHMYECKOTO HCCIIENOBAaHUSA C JaThl IPUHATUS PELICHHUS O IPUOCTAHOBICHHUM
MIPOBEACHUS KIIMHUYECKOIO NCCIEA0BaHMs JIEKAPCTBEHHOT'O IIpenapara.

(uactsb 8.1 B pen. @enepanbHoro 3akona ot 13.07.2015 N 241-03)

9. VmnonHoMmMoueHHBIH (enepasbHbIii OpraH MCIOJIHUTEIbHOW BIJIACTM OMYOJIMKOBBIBAET U
pa3memiaer Ha cBoeM oduuuansHoM caiite B cetn "HMHTepHer" cooOlieHHe O 3aBepIEHHH,
MIPUOCTAHOBJIEHUU WM NPEKPALICHUH KIMHUYECKOTO MCCIEI0BaHUs JIEKapCTBEHHOIO Iperapara Jyis
MEIULMHCKOTO MPUMEHEHHs B CPOK, HE MPEBBIIAIOIINN NATH pabouux THEH co JTHS ero MoyydeHus, B
YCTaHOBJICHHOM UM TOPSIKE.

10. YnonHoMoueHHbIH (eaepanpHbli OpraH MCHOJHHUTEIbHON BIACTH OCYIIECTBISET BEJCHHE
peecTpa HCCH@HOBaTeﬂeﬁ, MPOBOAAININX HMJIW HNPOBOAUBIINX KIIMHUYCCKUC MCCIICAOBAHUSA JICKAPCTBCHHBIX
IIPEnapaToB Uil MEAMIMHCKOIO IPUMEHEHHUS, B COOTBETCTBUU C YTBEPKACHHBIMH MM IpaBUIAMU U
pa3MeniaeT ero Ha cBoeM o¢uuuanbHOM caiite B cetd "HHTepHeT" B yCTAaHOBJIEHHOM WM IMOPSJIKE.
VYKkazaHHBII peecTp coAepKUT MH(OPMAIHIO, TPETYCMOTPEHHYIO ITYHKTOM 3 4acTu 8 HAcTOsIIEH cTaTbH.

I1. Ortuer o pe3ynbTarax KIMHUYECKOTO MCCIEAOBAHMS JIEKAPCTBEHHOIO IMpernapara s
MEIUILIUHCKOTO MPUMEHEHUS! COCTABIISIETCS] OPraHU3alluel, YKa3aHHOM B 4acTu 3 cTaThu 38 HACTOSIIETO
d)eglepanLHoro 3aKOHAa, Ha OCHOBAaHHU 3aKITIOUEHIH MEOUIITMHCKHUX opraHmauHﬁ, MMPOBOAMBIINX 3TO
UCCIIeIOBaHNEe, U TPECTABIACTCS B YIMOJHOMOUYEHHBINH (hefepanbHbli OpraH UCHOTHUTEIHLHON BIACTH,
BI)I)IaBI]_II/Iﬁ Pa3spCIICHUE Ha MPOBECACHUC 3TOIO0 MCCICIO0BAHNUA, B CPOK, HE HpeBI)IH_IaIOHII/If/'I TPEX MECALICB
CO [JHA €ro 3aBepLICHUs, IPUOCTAHOBIEHUS WIM IPEKPALICHUSA, B IOPSAKE, YCTAHOBJIEHHOM
YIOJTHOMOYEHHBIM (e/IepaibHbIM OPTaHOM HCIIOTHUTEIbHON BIACTH.

12. Hapymenue mnpaBuil Haajexalled KIMHUYECKOH NpakTHKH, (ambcudukanus pe3ylbTaToB
KJIIMHUYECKOT0 HCCIEI0OBaHUs JIEKapCTBEHHOTO Mpenapara i MEJUIMHCKOTrO NMPUMEHEHHUS BJIEKYT 3a
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co00l OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOJATENHCTBOM Poccuiickoit denepanum.
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

13. IIpu npoBeeHUH KIMHUYECKOTO UCCIISI0BAHMS JICKAPCTBEHHOTO MIpenapara Jijisi MeIUIIMHCKOTO
MIPUMEHEHHSI JIOMyCKAeTCsl 3a00p y MAIlMEHTOB OMOJIOTMYECKHX MaTepHalioB (00pa3ibl OMOJIOTHYECKUX
KUJKOCTEH, TKaHEW, CEKPEeTOB M MPOIYKTOB >KM3HEIACATEILHOCTH YEJIOBEKa, (HU3UOJIOTHUYECCKUX H
MATOJIOTUYECKUX BBIJICIICHHU, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OWOTICHITHBIN MaTepuan)
U1t ux u3ydeHus B Poccuiickoit @enepanuu u (wim) 3a npeaenamu Poccuiickoit denepanun.

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

14. Tlopsmok BBo3a B Poccuiickyro denepannio U BbIBO3a 3a mpeneibl Poccuiickoit denepanuu
OMOJIOTMYECKHX  MAaTepUAIOB, TIOJYYEHHBIX TIPU MPOBEICHUM  KJIMHUYECKOTO  HCCIICIOBAHUS
JIEKapCTBEHHOT'O Tperapara s MEAMIMHCKOTO TpHUMEHEHHUs, YycTaHaBiuBaercs IlIpaBuTenbcTBOM
Poccuiickoit @enepanuu.

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

CraTtbsa 41. [loroBop 0 nNpoBeAeHUN KITMHUYECKOro uccrefoBaHUs NieKapCTBeHHOro
npenapara Ans MeAULUUHCKOro NpuMeHeHus

1. Knunuyeckoe ucciaeoBaHUE JIEKAapCTBEHHOIO Mperapara Uil MEIUIMHCKOTO TMPUMEHEHUS
MIPOBOAUTCS] B COOTBETCTBUU C JIOTOBOPOM O MPOBEIECHUU KIMHUYECKOTO HCCIEI0BaHNUS JIEKAPCTBEHHOTO
npenapara Juisi MEIUWIMUHCKOTO TPUMEHEHHMS, 3aKI0YaeMbIM MEXIY OpraHu3aluei, MMOoIyduBIIeH
paspellieHrue YHnoJIHOMOYEHHOro ¢efepalbHOr0 OpraHa HCIHOJHUTENbHOM BIACTH Ha OPraHU3allUIo
MPOBEACHUSI TAKOTO KCCIICOBAHUSA, M MEIUIIMHCKON OpraHu3alyeld, OCYIIECTBIISIIONICH IMpOBeICHNE
TaKOr'0 MCCIIEOBAHUS.

2. I[OFOBOp O MPOBCACHUU KIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIp€rapara I
MCAUIUHCKOI'O IPUMCHCHUS JOJIZKCH COACPIKATD:

1) ycoBHs ¥ CPOKH NMPOBENECHUS JAHHOTO UCCIIEIOBAHMS;

2) OIIpCACIICHUC O6H.I€I>'I CTOUMOCTH HPOTrpaMMbl HAaHHOT'O HCCIICAOBAHUA C YKA3aHUEM CYMMBI,
HpeHHaSHaanOMGﬁCﬂ JJIA BBITIJIAT UCCIICA0BATCIIAM, COMCCIICA0BATCIISAM,

3) ompenenenue (GpopMbl MPEACTABICHUS PE3YyIbTaTOB JAHHOTO HCCIEA0BAaHUS B YITOJIHOMOYEHHBIN
(dhenepalibHBINA OpraH UCIIOJIHUTEIIBLHON BIIACTH.

CtaTtbs 42, ®duHaHcoBOe obecneyeHue KIMMHU4YEeCKoro nccriegoBaHus
NleKapCTBEHHOro npenapara ans MeaguLUHCKOro npuMeHeHus

®dunHaHcoBoe oOecrHeYeHUE KIMHUYECKOTO HCCICAOBaHUA JICKAPCTBCHHOI'O IIpCliapaTta I
MCIUIHUHCKOI'O IPpUMCHCHUS OCYHICCTBIIACTCA 3a CUCT:

1) cpencTB denepanbHOrO OOIKETA;

2) cpeAcCTB OpraHM3aluii, MOJYyYMBIIMX pa3pelleHde Ha OpraHu3alMdi0 MPOBEICHHUS JaHHOTO
HCCIIEA0BAaHMs, B COOTBETCTBUU C YCIOBUSAMHU JOTOBOPA O €r0 IIPOBEACHNH;
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3) MHBIX HE 3alpPEIICHHBIX 3aKOHOAaTeIbcTBOM Poccuiickoit denepalinu HICTOYHUKOB.

Cratba 43. [lpaBa nauuMeHTOB, Yy4acTBYWOLWMUX B KIIMHUYECKOM MUCCrefoBaHUU
fleKapCTBEHHOro npenapara Ana MeaAULUHCKOro NpuMeHeHus

1. VYwuactue MNanuCeHTOB B KIIMHUYCCKOM HCCIICAOBAHUHM JICKAPCTBCHHOI'O IMpfcliapara I
MCIUIHUHCKOI'O IPUMCHCHUS ABJISACTCSA I[O6pOBOJ'IBHBIM.

2. TlanuMeHT WM ero 3aKOHHBIA MPEACTaBUTENh JOKEH OBbITh MH()OPMHpPOBAH B MUCHMEHHOMN
dhopwme:

1) 0 JICKapCTBCHHOM IIperiapare il MCIAUIHUHCKOr0 MPUMCHCHHA W CYIIHOCTU KIMHUYCCKOTO
HCCIICOOBAHUA 3TOI0 JICKAPCTBCHHOI'O ITpCIIapara,

2) o 6e30IMacHOCTH JICKAPCTBEHHOTO IperapaTa iUl MEIUIIMHCKOTO TPUMEHEHUS, €ro 0KHUIaeMOU
3¢ (HEeKTUBHOCTHU U CTENIEHU PUCKA IS MalMeHTa;

3) 00 YCIOBHUAX YHaCTHA MaMCHTA B KIIMHUYCCKOM HMCCIICAOBAHUU JICKAPCTBCHHOI'O IIpCriapara JJid
MCAUIHUHCKOI'O IIPUMCHCHUS

4) 0 OCIM WM HCIAX WM MIPOAOJDKUTCIIBHOCTHU KIMHHUYCCKOIO HMCCICHOBAHUA JICKAPCTBECHHOI'O
mnpcriaparta 11 MCAUIUHCKOI'O IIPUMCHCHMA,

5) o JneHCTBUSAX MALUEHTa B Cllydyae HENPEABUAECHHBIX 3(QQEKTOB BIUSHUSA JIEKAPCTBEHHOI'O
rpenapara st MEJUIUHCKOr0 IPUMEHEHNS Ha COCTOSIHUE €0 310POBbS;

6) 00 yCJIOBHSIX 0053aTEILHOTO CTPAaXOBAHUS KU3HU, 3/I0POBbsI MAIMEHTA;

7) 0 TapaHTHAX KOH(I)I/IILCHLII/IaJ'ILHOCTI/I yqaCTtusa TMalueHTa B KIMHHUYCECKOM HCCICAOBAHUU
JICKApCTBCHHOTO Iperapara JJIid MCIUIUHCKOIoO IPpUMCHCHUA.

3. Z[O6pOBOJ'ILHOC COrJIaCu€ IMalluCHTa HAa Y44aCTUC B KIMHHUYCCKOM HCCICIOBAHUU JICKAPCTBECHHOI'O
npemapara i1 MCIUIHUHCKOrO MPHUMEHCHUS IOATBCPKAACTCA €T0 IMMOAINUCBIO HWIIM IMOAINMUCBIO €T0
3aKOHHOT'O TPCACTABUTCIIA Ha I/IH(i)OpMaLII/IOHHOM JIUCTKE NIalluCHTA.

4. HaHI/IeHT WIN €ro 3aKOHHBIN ONpeaACTaBUTCIIb HMECT IIpaBO OTKaA3aTbCd OT Y4YaCTUA B
KIIMHUYCCKOM HCCIICAOBAHUUN JICKAPCTBCHHOTO IIpCIliapaTa A1 MCAUIMHCKOI'O IMPHUMCHCHUA Ha 000
CTaguu MPOBCACHUA TaKOI'0 UCCICAOBAHMA.

5. IlpoBeaeHue KIMHUYECKOTO HCCIEAOBAHMUS JIEKAPCTBEHHOTO Mpemnapara s MEIUIUHCKOTO
MIPUMEHEHHUSI C YIaCTHEM B KaueCTBE IMAIIMEHTOB JIETeH MOMYCKAETCs TOJBKO C COTJIACHSI B TMCHMEHHOMN
dbopMe uX poauTenei, ychlHOBUTeNEH. J[eTh MOryT paccMaTpuBaThCcsl B KaueCTBE MOTEHITHABHBIX
MAlMEHTOB TAKOTO MCCIIEI0BaHUs, TOJIBKO €CJIU €T0 MPOBEACHNE HEOOX0AUMO /JIsl YKPEIUICHUS 370POBbsI
neTei uian npouIakTUKH MH(EKIIMOHHBIX 3a00JeBaHUI B IETCKOM BO3pPACTE JIMOO €CIIH IENbI0 TaAKOTO
WCCTIEIOBAHUS SBJISICTCS TIOJIYYCHHE JAHHBIX O HaWJIydlled TO3WPOBKE JIGKAPCTBEHHOTO Tpemapara s
nedyeHus: nered. B 3TUX ciydasX TakOMy HCCIEJOBAaHUIO JOJKHO MPEIIIECTBOBATh KIMHUYECKOE
WCCTIeIOBaHNE JIEKAPCTBEHHOTO TMpemnapara Uisi MEIWIIMHCKOTO TMPHUMEHEHHsI Ha COBEPIICHHOJIETHHX
rpakJaHax, 3a MCKIOYEHUEM CIIy4aeB, €CJIM HUCCIEAYEeMbld JIEKapCTBEHHBINM mpenapaTr s
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MCEIHUILIMHCKOI'O IIPUMCHCHU A npe€aHasHa4YCH HUCKIKOYUTCIIBHO JIIA HCIIOJBb30BaHUA

HECOBEPIICHHOJICTHIUMH T'PaXKTaHAMHU.
(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

6. 3aHpeLuaeTc;1 MMPOBCACHUC KIIMHHUYCCKOIO0 MCCICIOBAHUA JICKAPCTBCHHOI'O IIpf€riapara IJIsd
MCIUIHUHCKOI'O IPUMECHCHUS C YIaCTUEM B KaAYECTBC MMAIIUCHTOB!

1) netel-cUpoT u JIeTei, OCTaBIIUXCS 0€3 MONEUYCHUS POTUTEIICH;

2) JKEHIIMH B TMepuo] OEepeMEHHOCTH, JKEHIIMH B NEPUOJ TPYyAHOTO BCKAapMIIMBAaHHUA, 3a
HCKJIIOUEHUEM CIIy4aeB, €CJIM IPOBOJUTCS KIMHUYECKOE MCCIEN0BaHUE JIEKAPCTBEHHOI'O Ipernapara,
MIpeIHa3HAYEHHOTO ISl YKa3aHHBIX JKEHIIMH, MPU YCIOBUU HEOOXOAMMOCTH MOJYy4YeHHs] MH(OpMAINU
TOJIBKO BO BpEMs IPOBEIEHUS COOTBETCTBYIOUIMX KIMHUYECKUX MCCIEAOBAaHUN W MPUHATHS BCEX
HEOOXOMMBIX Mep IO HCKIIOUEHUIO PUCKAa HAHECEHMsI Bpela JKEHIIMHE B Mepuoja OepeMEeHHOCTH,
KEHILMHE B IEPUOJ IPYAHOI0 BCKAPMIIMBAHMSL, IIJIOY UIH PEOCHKY;

3) BOGHHOCTYKalMX, 3a HUCKIIOYCHHEM CIIydaeB MPOBEACHUS KIMHUYECKOTO HCCIEeI0BaHUS
JIEKapCTBCHHOI'O Ipernapara, CICIHAIbLHO pPa3padOTaHHOTO s NMPUMEHEHUS B YCIOBHSIX BOCHHBIX
JNCHCTBHUM, 4Ype3BBIYANHBIX CHUTYyalMii, NpOQUIAKTUKM U JiedyeHUs 3a00JeBaHU M MOpaXEeHH,
MOJYYEHHBIX B  pE3ylbTaTe BO3JCUCTBHUS  HEONArONPHUSATHBIX  XUMHUYECKHUX, OHOJIOTHUYECKHX,
paauanuoHHbIX (akTopoB. KimHHYeckoe HCCleNOBaHHE TAaKOro JIEKApCTBEHHOTO Ipemapara MOXKET
MIPOBOJIUTHCS C YHACTHEM B KQUE€CTBE MAIMEHTOB BOCHHOCITYKAIIKX, 32 UCKIIOUYEHUEM BOCHHOCTYXKAIUX,
MPOXOJISAIINX BOCHHYIO CIYXKOY MO MPU3BIBY, C COOMIOCHHEM TpeOOBaHHI, YCTAHOBIEHHBIX HACTOSIIUM
®denepanbHBIM 3aKOHOM B OTHOIICHHUH TPAKIaHCKUX JIULL,

4) COTPYAHUKOB ITPABOOXPAHUTCIIBHBIX OPIraHOB,

5) nui, oTOBIBAIOIIMX HAaKa3aHUE B MECTaxX JIUIIEHUS CBOOOJBI, a TaKXKe JIMI, HAXOSAIIUXCS O]
CTpa)KeH B CIIEICTBEHHBIX U30JATOPaX.

7. JlomyckaeTcs INpOBEJCHHE KIMHHYECKOrO HCCIIEAOBAaHUS JIEKAPCTBEHHOrO IIpernapara s
MEIULUHCKOTO MPUMEHEHHUs], TpeTHa3Hau€HHOTO JUIsl JICUEHHsI IICUXHUYECKUX 3a00JIeBaHUM, C y4acTHEM B
KauyecTBE MAIL[MEHTOB JIUI[ C ICUXUYECKUMHU 3a00J1€BaHUsIMH, PU3HAHHBIX HEJEECTIOCOOHBIMU B TIOPSKE,
YCTaHOBJIEHHOM  3akoHojaTesnbcTBoM — Poccmiickont  ®enepanuun.  KimHnyeckoe — ucciieoBaHHe
JIEKapCTBEHHOI'O Tpernapara B 3TOM CiIy4ae MPOBOJUTCS MPH HAJIWYUM COIJIacusl B MUCbMEHHOU (opme
3aKOHHBIX MPECTaBUTENEN YKa3aHHBIX JIULI.

Cratba 44. OOssatenbHOe CTpaxoBaHWe KWU3HW, 300pPOBbSA  MNaALUEHTa,
yyacTBywLWero B KINMHUYECKOM MCCledoOBaHUM JleKapCTBEHHOro nmnpenapata And
MeAULMUHCKOro NPpUMeHeHUs

(B pen. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

I. Opranuzanus, MNOJy4yHMBIIAS pa3pelIEeHWE HA OPraHU3AIMI0 TPOBEACHUS KIMHHUYECKOTO
WCCIIEIOBAHMS JIEKAPCTBEHHOTO Tpernapara Ais MEIUIMHCKOTO TMPUMEHEeHHs, 00s3aHa B KadyecTBe
CTpaxoBaTelsl CTPaxoBaTh PHUCK TPUUYUHEHHUS BpEeda KU3HU, 3JI0POBBIO TAlMEHTa B pe3yJbTaTe
MPOBEICHUS KIIMHUYECKOIO0 UCCIIEIOBAHUS JIEKAPCTBEHHOIO Mpenapara il MEAUIUHCKOTO TPUMEHEHUS
3a CBOM CUeT MyTeM 3aKJIFOUEHUS 1I0rOBOpa 003aTeIbHOTO CTPAaXOBaHUS.
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2. OOBeKTOM 0053aTeNLHOr0 CTpaxoBaHUsl ABJISICTCA I/IMYH_[eCTBeHHIJﬁ HHTEPCC IaluCHTA,
CBSI3aHHBIN C IMPpUYUHCHUCM BpCAa €ro KU3HU UK 3J0POBLBIO B PE3YJILTATC IMMPOBCACHUA KIMHUYCCKOT'O
HCCICA0BAaHM JICKAPCTBCHHOI'O IIp€riapaTta Al MEAULIMHCKOT'O ITPUMCHCHU.

3. CTpaxoBBIM CllydyaeM IO JOTOBOPY 00s3aTEIBHOIO CTPAXOBaHUS SBISIETCS CMEPTh MAIlMEHTa WU
YXYALIEHUE €ro 3I0pOBbs, B TOM YHCIIE BIEKYIlee 3a COOON YCTaHOBJICHHE MHBAIUIHOCTH, IPU HATUYUH
MIPUYUHHO-CIICJICTBEHHON CBSI3M MEXAY HACTYIJICHHEM 3TOTO COOBITUS M YYacTHEM TalleHTa B
KJIIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOI'O MIperapara.

4, Tp€6OBaHI/I5vI 0 BO3MCHICHHMM BpCld, MNPUYUMHCHHOI'O JKU3HU WM 3J0POBbBIO IIAIIMCHTA,
IpCaABABIIAIOTCA B TCUCHHEC CPOKOB HCKOBOM JaBHOCTH, YCTAaHOBJICHHBIX I'paXaaHCKUM
3aKOHOJAaTCJIbCTBOM.

5. PasMep CTanOBOﬁ BBIIJIATHI 11O JOTOBOPY 00513aTeNBLHOr0 CTpaxOBaHUA COCTABJIACT:

1) B ciydyae cMepTH MalyeHTa JBa MUJUIMOHA pyOJiel Ha KaXJ0ro IMalueHTa, y4acTBOBABILErO B
KJIIMHUYECKOM HCCIIEOBAaHUU JICKAPCTBEHHOTI'O IIpErapara;

2) npu yXyALUIEHUU 3]J0POBbs MAlIUEHTA!

a) TIOBJIEKILIEM 3a COOOM yCTaHOBJICHHE MHBAIMIHOCTU | rpyMNmbl, OJUH MUJUIMOH HSATHCOT THICSY
pyOneit Ha KaxAO0ro IMalMeHTa, YYacTBOBABIIETO B KIMHWYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOTO
npernapara;

0) moBiekiIeM 3a co0O# ycTaHOBJIEHHWE WHBAIUAHOCTH Il Tpynmel, oAMH MWUIMOH PyOJied Ha
Ka)KJI0T0 MalMeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEA0BAHUH JIEKApPCTBEHHOTO Mpenapara;

B) MOBJEKIIEM 3a co0oil ycraHoBieHHe HHBanuWgHOCTU III rpynmsl, maTbcoT ThICSU pyOineil Ha
Ka)KJI0T0 MalMeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM UCCIIEOBAaHUU JICKAPCTBEHHOTI'O IIpEnapara;

I') HE TIOBJIEKIIEM 32 COOOHM YCTAaHOBJICHUS MHBAIMIHOCTH, HE OOJiee YeM TpHCTa ThICSY pyOsel Ha
KaKJOro MalMeHTa, Y4YacTBOBABUIETO B KIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOIO IIpenapara,
UCXOJS W3 HOPMAaTUBOB, OTPAXAIOIIMX XapakTep M CTEHEeHb MOBPEXKICHHUS 3/10pOBbA, a TaKxke
(aKkTHUEeCKH TOHECEHHbIX MAIlMEeHTOM pacXoJO0B, BbI3BAaHHBIX IOBPEXKJAEHUEM 370pOBbS, Ha
MEAUIMHCKYIO OMOILb, TPUOOpPETEHHE JIEKAPCTBEHHBIX MTPENapaToB.

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

6. Yrpatun cuny ¢ 1 utons 2015 roxa. - @enepanphblii 3akon oT 22.12.2014 N 429-D3.

7. CpOK A0roBopa 00513aTeILHOTO CTpaxOBaHUA HE MOXKET OBITh MCHEC, 4YCM CPOK IMPOBCACHUA
KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBCHHOTO ITpeIriapara.

8. YcnoBus J0roBopa 0O0S3aTENBHOTO CTPAXOBAaHUS, B TOM YHCIIE CTPaxoBble Tapudbl 1O
00s13aTeTbHOMY CTPaXxOBaHUIO, MEpeueHb HEOOXOAMMBIX JOKYMEHTOB JJISI OCYIIECTBIEHHUS CTPaxoBOM
BBIIJIATHI, TMOPSJIOK YCTAaHOBJEHUS CTPAaxOBaTelleM HWHAWBUAYAIBHOTO HJICHTHU()PUKAIIMOHHOTO KOJa
ManueHTa, NopsAA0K HHOOPMUPOBAHUS CTPAXOBATEIEM CTPAXOBIIMKA O MPUBJICUYEHHBIX K KIMHUYECKOMY
HCCIIEIOBAaHUIO JIEKAPCTBEHHOI'O Ipenapara Uil MEIUIMHCKOrO NPUMEHEHMsI NAaIUEHTax, MOPSIOK
yIUIaThl CTPAXOBOM MPEMUH, OPSAIOK pPeaTnu3alliu ONpeaAeeHHbIX HacToAmmM DeepalbHbIM 3aKOHOM U
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ApyrumMu  (peepanbHbBIMU 3aKOHAMM IpaB M 00sA3aHHOCTEH CTOPOH IO JOroBOpY 0053aTelNbHOIO
CTPaxOBaHMs, & TAKXXE HOPMATUBBI, OTPAXKAIOLUIUE XapaKTEp U CTENEHb IOBPEXKICHUS 370POBbs,
YCTaHaBJIMBAIOTCS TUIIOBBIMU IPaBUIIAMU 00sI3aTEILHOIO CTPaXOBaHHUS.

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

9. B ciiyuae npuyrHEeHHs Bpe/la *KU3HU MalMEHTa, yYaCTBOBABILETO B KIIMHUYECKOM HCCIIEAOBAHUN
JICKApCTBEHHOTO IIperapara, BBIFOJONPHOOpPETATENIMUA 10 JOrOBOPY OO0S3aTENbHOTO CTPaXOBaHUSA
SBIIAIOTCS TpakJaHe, HMMEIOIIME MpaBO Ha BO3MEUICHHE Bpelda B Cllydae CMEpPTH KOpMUIbIAa B
COOTBETCTBUU C TPAKIAHCKUM 3aKOHOJATEIbCTBOM, MPU OTCYTCTBUM TaKUX TpaxiaH - POJIUTEIIH,
CYIIpYT, JE€TH yMEpLIEro MalueHTa, Y4acTBOBABIIETO B KIMHUYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOI'O
npenapara, B cllyda€ CMEPTH [MAlUEHTa, YYacCTBOBABIIET0O B KJIMHUYECKOM HCCIEIOBAHUU
JIEKapCTBEHHOI'O Ipernapara U He MMEBILEro CaMOCTOSATEIBHOTO J0XOJa, - TpakJaHe, Ha VKIWBEHUU
KOTOPBIX OH HAaXOAWJICS, B OTHOIICHWW BO3MEIICHHS pAcXOJOB HA IMOTpeOCHHE IalMeHTa,
y4acCTBOBABIIETO B KIIMHUYECKOM HCCIIEJOBAHUM JIEKAPCTBEHHOTO Tperapara, - JIMIOo, TOHECIIee TaKue
pacxompl.

10. CrpaxoBas BblIUIaATA B CYET BO3MELIEHUS BpeAa, NPUYMHEHHOIO JKM3HM MAlMEHTa,
Y4acTBOBABIIETO B KIMHUYECKOM HCCIEIOBAHMU JIEKAPCTBEHHOI'O IIperapara, paclupelesieTcs MExXAy
BBIFOJIONPHOOpETaTEIIMA TPOIOPLUOHATIBHO UX KOJMYECTBY B PABHBIX JIOJIAX.

11. Ilpm HacTymieHUHM CTPAXOBOrO Ciy4ash IMallMeHT, YYacCTBOBABIIMM B KIUHUYECKOM
UCCIIEIOBAaHUM  JIEKAPCTBEHHOTO  TIperapara,  BbIFOJONpUOOpeTaTeNlb  BIpaBe  MPEABIBHUTH
HETIOCPEICTBEHHO CTPAaXOBIIMKY TpeOOBaHME O BO3MEIIEHUH MPUYUHEHHOTO BpeAa. CTpaxoBasi BhIIIaTa
OCYILIECTBIISICTCSl CTPAXOBIIMKOM B TEUEHHE TPHUALATH JHEH CO JHS MPEACTaBICHUS HEOOXOAMMBIX
JIOKYMEHTOB. [lalieHT, y4acTBOBaBIIMI B KIIMHUYECKOM HCCIIEIOBAaHUY JIEKAPCTBEHHOTO Mpernapara, Ui
BBITOZIONIPHOOpETaTENh O005S3aH COOOIIUTH CTPAXOBIIMKY JIJIsl OCYIIECTBIEHHS CTPaXOBOM BBITLIATHI
WHIMBUIYTbHBIA UIEHTU(DUKAIMOHHBIN KOJT TTAlIUeHTa, YCTAHOBIICHHBIA CTPaXOBATEIEM B COOTBETCTBUH
C TUMOBBIMH MPABUIAMH 00SI3aTEILHOTO CTPAXOBaHUS.

12. Jlo TONHOrO OMNpeleNieHus pa3Mepa MOJJISKAIIEr0 BO3MEIICHHIO Bpeda CTPaxOBIIUK IO
3asIBJICHHIO TTAIMEHTA, YYACTBOBABIIIETO B KIIMHUYECKOM UCCIICIOBAaHHUH JICKAPCTBEHHOTO Iperapara, iu
3asABJICHUTO BI)IFOI[OHpI/IO6peTaTCH${ BIIpaB€ OCYIICCTBUTH YaCTb CTanOBOfI BBITIJIATBI, COOTBETCTBYIOIIYIO
(haKTUYECKHU OIPEIeICHHON YaCTH MPUYMHEHHOTO Bpe/Ia.

13. CrpaxoBas BbIILUIaATA B COOTBETCTBUM C JOTOBOPOM 00S3aTE€IbHOIO CTPaXOBAHMUs
OCYILECTBISAETCS HE3aBUCUMO OT BBIILIAT, IPUYUTAIOIIUXCS MO APYTHUM BUJAM CTPaXxOBaHUS.

14. He pomyckaercsa ywacThe TMalMeHTa B NPOBEACHUM KJIMHUYECKOTO HCCIIECIOBAHUS
JIEKapCTBEHHOT'O TIperapara Mpu OTCYTCTBUU JOTOBOPA 00513aTENBHOTO CTPAaXOBAHHUS.

15. KoHTposp 3a HCIOJIHEHWEM OpraHU3alMel, IOJIyYUBINEH pa3pelleHHue Ha OPraHHU3aLUIo
IIPOBEJIEHUS KIIMHUYECKOIO MCCIIEN0BaHNUs JIEKAPCTBEHHOTO Mpenapara JUisi MEAULIUHCKOTO IPUMEHEHMS,
YCTaHOBJICHHOW HACTOALIEH cTaThel OOS3aHHOCTH MO 00S3aTeIbHOMY CTPAaXOBAHUIO KU3HHU, 3JJ0POBbS
MAaIMeHTa, YYacTBYIOLIEro (y4acTBOBABIIETr0) B KJIMHUYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOTO
npernapaTa, OCYIIECTBIISIETCS YINOJHOMOYEHHBIM (eliepabHbIM OpPraHOM MCIOJHUTEIBHOW BIIACTH,
BBIIABILIMM pa3pellieHUE Ha MPOBEIECHUE KIMHUYECKUX HMCCIEN0BAHUMN JIEKAPCTBEHHBIX IPENapaTroB Ul
MCIUIUHCKOI'O IPpYMCHCHUS.
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naea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEOCTB
CraTtbsa 45. NMpon3BoaCTBO NeKapCTBEHHbIX CPeacTB

1. IIpow3BOACTBO JIEKAPCTBEHHBIX CPEICTB JOHKHO COOTBETCTBOBATh TPEOOBAHUSAM IPABUII
HaJJIeXaIel MpOU3BOJCTBCHHON MPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYECHHBIM (eIlepallbHBIM OpraHOM
WCIIOTHUTEIbHON BiacTH. OCOOEHHOCTH IMepexo/ia MPOU3BOACTBA OTACIBHBIX JICKAPCTBEHHBIX CPEICTB K
WX MPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAHUSIMHU MPABHII HAJISKAIIEH MPONU3BOACTBEHHON MPAKTUKH
yctaHaBiauBarotcst I[IpaButensctBom Poccuiickoit ®@enepanuu. Bpiaua 3akiroyeHUl O COOTBETCTBUH
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHMSAM TIPABHJ HAJJICKAIICH MPOU3BOJACTBEHHOMN
MPAKTUKU OCYIIECTBIACTCS MO pe3yJbTaTaM MHCIEKTUPOBAHUS TPOU3BOJUTEIEH JIEKAPCTBEHHBIX
CpeACTB B mopsnke, ycraHoBiaeHHOM IIpaBurenbctBom Poccuiickon ®enepauuu. Pasmep martel 3a
BbIIaYy 3aKIIOYEHHUS O COOTBETCTBUHM MPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM IMpaBUII
HaJUIeKallled  IPOM3BOACTBEHHOM IpaKkTHKU  ycTaHaBinuBaercs [IpaBurensctBoM  Poccuiickon
Oenepanuu. [lopsinok opraHu3aluv U NTPOBEACHUS UHCIEKTUPOBAHUS MPOU3BOJUTENICH JIEKAPCTBEHHBIX
CpPEICTB Ha COOTBETCTBHE TpPEOOBAHUSM TpPaBWUJI HAJJICKAIIEW MPOU3BOJACTBEHHON MPAKTHKU
ycranaBiauBaercs [IpaBurensctBom Poccuniickoit denepanumn.

(B pen. denepanbHbix 3ak0HOB 0T 25.06.2012 N 93-@3, or 22.10.2014 N 313-®3, ot 22.12.2014 N
429-03)

2. IlpousBoxacTBO JeKapcTBEHHBIX cpelacTB B Poccuiickoit ®enepanuu  OCYLIECTBISIETCS
MIPOU3BOJIUTENSIMU JIEKAPCTBEHHBIX CPEICTB, UMEIOUIUMH JUIEH3UIO Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX
cpenctB. [loaTBepxaeHHe COOTBETCTBHUS JIMLEH3MATa IIpaBUiaM HaJUIeKalled IPOU3BOJCTBEHHOU
MIPAKTUKU OCYIIECTBISETCS B paMKax JIMIIEH3MOHHOTO KOHTPOJS B COOTBETCTBUHU C 3aKOHOJATEILCTBOM
Poccuiickoit deneparuu ¢ yaeToM 0COOCHHOCTEM, YKa3aHHBIX B YaCTH | HACTOAIIEH CTaThU.

(B pen. DenepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISETCS C COOJIOJeHHEeM TpeOoBaHMIA
MPOMBIIIJICHHOTO PETJIaMEHTa, KOTOPBIA YTBEPKIAETCSI PYKOBOAUTEIEM MPOU3BOJUTENS JIE€KAPCTBEHHBIX
CPEICTB M BKIIOYAaeT B ce0s TMepedeHb MCHOIb3YeMbIX (apMalleBTUYECKUX CYOCTaHLMHA U
BCIIOMOTATENbHBIX BEIIECTB C yKa3aHHEM KOJIMYEeCTBAa KaXJOro M3 HUX, JaHHbIE 00 MHCIOJIb3yeMOM
00OpYJOBaHUM, ONHMCAHUE TEXHOJIOTHYECKOTO IIpoIecca W METOJOB KOHTPOJIS Ha BCEX JTamax
MIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

Koncynsrantlntoc: npumedanue.
C 29.12.2020 B 4. 4 ct. 45 BHOcarca u3MeHeHHs (D3 ot 27.12.2019 N 481-d3). Cm. Oynymiyro
PENaKIIHIO.

4. Tlpu mpoOwW3BOACTBE JIEKAPCTBEHHBIX CPEICTB HCIONB3YIOTCSA (papMalieBTUYECKUue CyOCTaHIIHH,
CBEJICHMS O KOTOPBIX COJEpXkarcsi B TOCYJapCTBEHHOM pEecTpe JEeKapCTBEHHBIX CpEJICTB, 3a
UCKITIOUEHHEeM (apMaleBTUYECKUX CyOCTaHIUM, MPOM3BOAMMBIX [IJIsl TPOBEACHUS KIMHUYECKUX
uccaeaoBaHuil U g skcnopra. K mporeccy nmpousBoicTBa GpapMarneBTUISCKON CyOCTaHIIMM OTHOCSITCS
mo0ble  CTaJMKd  TEXHOJOTHYECKOTO TMPOIecca, IMO3BOJISIIONIME TOMYyYUTh TOTOBBIM  MPOIYKT,
COOTBETCTBYIOIIHMI TpeOoBaHUSIM (apMaKONEeHHONW CTaTbU, B TOM uucie (epMeHTalus, SKCTPAKIUS,
OUHMCTKA, BBIJICJICHUE, IEPEKPUCTAIIIU3ALINS, BBICYIIIMBAHUE, U3MEJIbUEHUE.

(B pen. deaepanbhbIx 3aK0HOB OT 22.12.2014 N 429-D3, o1 27.12.2019 N 462-D3)
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4.1. TlepeueHb JIEKApCTBEHHBIX IMpemapaToB MJii MEIUIMHCKOTO NPUMEHEHHS, B OTHOLICHUU
KOTOPBIX YCTAHABIMBAIOTCA TpeOOBaHMA K OOBEMY Taphl, YMAaKOBKE M KOMIUIEKTHOCTH, IEpeYeHb
JIEKapCTBEHHBIX MPENapaToB JIJIsl BETEPUHAPHOTIO IPUMEHEHHsI, B OTHOILIEHUU KOTOPBIX YCTaHABIMUBAIOTCS
TpeOoBaHUS K 00BEMY Tapbl, a Takke TpeOoBaHHS K OOBEMY Tapbl, yNaKOBKE M KOMIUIEKTHOCTH
JIEKapCTBEHHBIX MpenaparoB i MEIUIMHCKOTrO TMpPUMEHEHHUs, TpeOboBaHus K 0OBbEMYy Tapbl
JIEKapCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOIO IPUMEHEHHS ONPEIENSIOTCS COOTBETCTBYIOLIMMU
YIOJHOMOYEHHBIMU (eiepalbHbIMU OpraHaMU HCIOJHUTEIBHON BJIACTU B MOPSIKE, YCTaHOBICHHOM
IIpaBurensctBoM Pocculickoit denepanun.

(dactb 4.1 B pen. GenepanpHoro 3akona ot 14.12.2015 N 374-D3)

Koncynsrantlntoc: npumedanue.
C 29.12.2020 B u. 4.2 ct. 45 BHOCaTcs usmeHenust (O3 ot 27.12.2019 N 481-D3). Cm. Oyayuryro
peAAKIHIO.

4.2. Opranuzanuu, OCYIIECTBIIAIOLINE IMPOU3BOACTBO (apMalleBTUYECKONW CYOCTaHIMU CIHPTa
STWJIOBOTO (3TaHOJA) JJsl IPOU3BOJCTBA CHUPTOCOAEPKAIIUX JIEKAPCTBEHHBIX IPENapaToB, 00s3aHBI
OCYILLIECTBIIATh Y4€T M JIeKJIapUpOBaHHE B IOpsJIKE, YCTAaHOBJIEHHOM cTaThsiMu 8 u 14 ®denepanbHOro
3akoHa oT 22 Hos0pa 1995 roma N 171-®@3 "O rocynapcTBEHHOM peEryjaMpOBaHUM IPOU3BOJCTBA U
0o0opoTa 3TUJIOBOTO CHMPTA, AJKOTOJBHOM M CHHpTOCOJEpKamledl NpOoAYKIHMH M 00 OrpaHUYEHHUH
noTpeOiIeHus (pacUTHs) AIKOTOJIBHOM MPOAYKIUH".

(uactsb 4.2 BBeneHa @enepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3)

4.3. NnnuBuayanbHble NPEAIPUHUMATENN U IOPUIUYECKHE JIMIA, OCYLIECTBIISIIOIIME 3aKYNKYy U
UCMOJIb30BaHUE (apMalleBTUYECKON CyOCTaHIIMM CIIUPTa 3THJIOBOTO (3TaHOMIA), a TaKKe MPOU3BOJCTBO,
U3rOTOBJIEHHE M (WiIM) 000poT (32 MCKIIOYEHHUEM PO3HUYHOW TMPOJAXH) CIHUPTOCOAEPKALIUX
JIEKapCTBEHHBIX MpPEnapaToB, OO0A3aHbl OCYILECTBJIATh HMX Yy4YeT U JEKJIapupoBaHHE B IOpPSJKE,
yCTaHOBJIEHHOM cTaThsiMu 8 u 14 denepanbHoro 3akoHa ot 22 Hos0ps 1995 roma N 171-®@3 "O
TOCYJJapCTBEHHOM PpEryJMpOBaHUU IPOU3BOJACTBA M 00OpPOTa HTUJIOBOTO CIUPTA, AJKOTOJBHOW U
CHUPTOCOJEpIKAIIEeH MPOIYKIIMHU U 00 OTpaHUYEHUHU TOTPeOIeHUs (PacUTH) AIKOTOJIBHON NpoayKUuuu".
(uacTp 4.3 BBeeHa @enepanbHbIM 3aK0HOM OT 29.07.2017 N 278-D3)

4.4. Tlpm TpPOU3BOACTBE JIEKAPCTBEHHBIX MpPEMApaTOB JJIsi BETCPUHAPHOTO IPHMEHEHUS
JIONYCKAETCsl MCIIOJIb30BAaHUE TPOU3BEJNCHHBIX Ul peaau3aluu  (papMaleBTHUECKUX CyOCTaHIMH,
BKJIFOYCHHBIX B TOCYIApCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJCTB YIIOJHOMOYEHHBIM (enepaTbHbIM
OpPraHOM  HUCIOJHMUTENBbHOM  BIACTH, OCYLIECTBISAIOUIMM BEJEHHME TOCYJapCTBEHHOTO peecTpa
JIEKAPCTBEHHBIX CPEICTB IS MEIUITTHCKOTO TIPUMEHEHUSI.

(uactb 4.4 BBeneHa PenepanbHbIM 3akoHOM 0T 02.08.2019 N 297-D3)

5. 3anpemaercst IpOU3BOJICTBO:

1) JICKAPCTBCHHBIX CPCACTB, HC BKIIIOYCHHBIX B I‘Ocy,[IapCTBCHHLIﬁ peecCTp JCKAPCTBCHHBIX CPCIACTB,
3a HCKIIOYCHHEM JICKAPCTBCHHBIX CPEACTB, IMPOHU3BOAWMBIX JIA TPOBCACHUA  KIMHUYCCKUX
I/ICCJ'IC,Z[OBaHI/Iﬁ " IJId 3KCIIopTa,

2) danbcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB;

3) JICKApCTBCHHBIX CPCIACTB 0e3 JIMTICH3UHW Ha ITPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB,
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

4) nexapCTBEHHBIX CPEICTB C HApyLIIEHHWEM IIPaBUJl OPraHU3alMKM IPOU3BOJCTBA M KOHTPOJISL
KauecTBa JIEKAPCTBEHHBIX CPEJICTB;

Koncynprantllinroc: npumeyanue.
C 29.12.2020 1. 5 u. 5 ct. 45 yrpauusaet cuity (P3 ot 27.12.2019 N 481-D3).

5) dapmaneBTHYECKOW CYOCTaHIIMM CHOUPTa OJTHIOBOIO (3TaHOJA) HA TEXHOJOTHYECKOM
000pyZI0BaHUH, KOTOPOE HE 3aPETUCTPHUPOBAHO WIIM 3aKOHCEPBUPOBAHO B COOTBETCTBUU ¢ DesiepatbHbIM
3aKkoHOM OT 22 HosiOpss 1995 roga N 171-®3 "O rocynapcTBEHHOM pPETYJIMPOBAHUU MPOU3BOJICTBA U
000poTa ATHJIOBOTO CHHPTA, AJKOTOJBHOW W CHHPTOCOJEpXKallell NpOAYKIHMH M 00 OrpaHUYCHHUH
noTpebiieHus (pacnuTHs) aIKOTOJILHOM MpoayKuu'.

(. 5 BBeneH PenepanbHbIM 3ak0HOM OT 29.07.2017 N 278-D3)

Koncynbrantllmtoc: npumeuanue.
C 29.12.2020 4. 5 ct. 45 pnomomusierca . 6 u 7 (®3 ot 27.12.2019 N 481-®3). Cm. Oyayuryro
PEIaKIHIO.

6. Ilpm BBOJE JCKApPCTBEHHBIX CPEACTB B TPAKIAHCKANA OOOPOT YIOJHOMOYCHHOE JIHIIO
MIPOU3BOIUTENIS JICKAPCTBEHHBIX CPEJICTB OCYILIECTBIISCT MOATBEPIKICHHE COOTBETCTBUS JIEKAPCTBEHHBIX
CPEICTB TpeOOBAHMSIM, YCTAHOBJICHHBIM IPU WX TOCYAAPCTBEHHOW pPErHCTpaIli, W TapaHTHPYET, YTO
JICKaPCTBCHHBIC CPEJICTBA IMPOM3BEJICHBI B COOTBETCTBMHM C TPeOOBAaHUSAMH MpaBWi HaJIe)KaIeh
MIPOU3BOJICTBEHHOM MTPAKTHKH.

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

7. YTIOJIHOMOYEHHBIM JIMIIOM TPOU3BOJMUTENS JICKAPCTBEHHBIX CPEICTB SIBIAECTCS €ro pabOTHUK,
aTTECTOBAHHBIA B YCTAHOBJIIEHHOM YIOJIHOMOYEHHBIM (pelepaibHbIM OPTaHOM HCHOJHUTENBLHOM BIacTH
TIOPSIIKE ¥ UMEIOIIHMK CTaX padOThl HE MEHEE YeM IISITh JIET B 00JIACTU MTPOU3BOJCTBA M (MJIM) KOHTPOJIS
KauecTBa JIEKApCTBEHHBIX CPEJICTB, BhICIIEE 00pa30BaHNE COOTBETCTBEHHO MO OJHOM U3 CHEIHAIBHOCTEH
u (Wou) OJHOMY U3 HampaBJICHUH TMOATOTOBKU: OWOJOTHSA, OWOTEXHOJOTHS, BETECPUHAPUS,
BETEPUHAPHO-CAHUTAPHAS JKCIEpPTH3a, KIMHMYECKas MEAMIIMHA, paJualMoOHHas, XUMHUYecKas |
Ouosornueckas 3ammura, ¢papmarius, GyHIaMeHTaIbHas MEAUITMHA, XUMHYECKasi TEXHOJIOTHS, XUMUSL.

(B pen. DenepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

8. [IpousBoauTenu JIEKapCTBEHHBIX CPEACTB (3a MCKIIOYEHHEM (apMalleBTHUECKON cyOcTaHIUU
CIHpPTa 3TUIOBOrO (3TaHOJIa) MOT'YT OCYILECTBIIATH MPOJAXKy JIEKAPCTBEHHBIX CPEACTB WMJIM IepelaBaTh
HX B YCTAaHOBJICHHOM 3aKOHOAATEILCTBOM Poccuiickoit denepanun nopske:

(B pen. denepanbHoro 3akona ot 29.07.2017 N 278-03)

1) ipyrum mpOU3BOAUTEINSM JIEKAPCTBEHHBIX CPENICTB JIJISl TPOU3BOCTBA JICKAPCTBEHHBIX CPE/ICTB;
2) opranu3anusM ONTOBOM TOPTOBJIU JIEKAPCTBEHHBIMH CPEJICTBAMU;

3) AllTCUHBIM OpraHu3alusaM, BCTCPUHAPHBIM AIITCUHBIM OpraHu3aluaM, HWHAWBUAYAJIbHBIM
npeaApuHUMAaTCIIAM, UMCHOIIUM JIMICH3UIO Ha (I)apMaI_ICBTI/I‘-IeCKy'IO ACATCIIBHOCTh WJIM JIMICH3WIO Ha
MCIUIHUHCKYIO JCATCIbHOCTD,
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

4) Hay4HO-MCCIIE0BATENbCKUM OPraHU3alUAM [l HayYHO-HCCIe10BaTeIbCKON paboThI;
5) MEIULIMHCKUM OpraHU3alusM U BETEPUHAPHBIM OpraHU3alUsIM;

6) OpraHu3anusM W WHAMBHIYAIBHBIM TMPEANPUHUMATEISIM, OCYIIECTBIIIONIMM pa3BeICHHE,
BBIpAIlMBaHUE U COJEP)KAaHHE >KUBOTHBIX (32 WCKIIOYCHHEM TMPOJaKH UM (PapMaleBTUYECKUX
CyOCTaHIIMI WM UX TIEPEIadH ).

(n. 6 B pea. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

Koncynprantllmoc: mpumeuanwue.
C 29.12.2020 B 4. 9 cr. 45 BHOcarcs u3meHeHus (O3 or 27.12.2019 N 481-d3). Cm. Oynymryro
PEIaKIHIO.

9. TlpomsBoaurenu (apMareBTUIECKOH CYOCTaHIIMM CIHpPTa STUIOBOTO (3TaHOJIA) OOSI3aHBI
OCYILECTBIIATh pealu3aluio (epeaady B YCTAaHOBIEHHOM 3aKoHoJAaTenbcTBOM Poccuiickoit denepanuu
nopsiake)  (apManeBTHYECKOW  CYOCTaHIIMM — CIIHPTa  ATHJIOBOTO  (3TaHOJIA)  MPOU3BOIUTEIISIM
JIEKapCTBEHHBIX CPEACTB JJIsi MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB B €MKOCTIX 00beMoM He Ooiee 1
autpa u () He MeHee 1000 TuTpoB, a opraHu3alnusM, YKa3aHHbIM B IIyHKTax 2 - 6 yacTu 8 HacTosIen
CTaThH, B Tape 00beMoM He Oosee 1 nmuTpa.

(uactb 9 BBenena denepanbHbiM 3aKkoHOM 0T 29.07.2017 N 278-03)

Koncynprantllinroc: npumeyanue.
C 29.12.2020 ct. 45 nononusierca 4. 10 u 11 (D3 o1 27.12.2019 N 481-D3). Cm. Oyayiiyro peaakuuio.

CraTtbsa 46. MapknpoBKa nekapCTBeHHbIX CpeacTB

1. JlekapcTBeHHBIE NpenapaThl, 3a HUCKIOYEHUEM JIEKapCTBEHHBIX MpPENnapaToB, M3rOTOBJIEHHBIX
AllTCUYHBIMU  OpTraHHU3alusAMK, BCTCPHHAPHBIMHU aAlTCYHBIMH OpraHu3alluaAMMU, HWHIAWBUAYAJIbHBIMU
NpEeINpUHUMATEISIMY, HMMEIOIUMH  JIMIEH3UI0 Ha  (DapMaleBTHUECKYI0 JIeATEeNIbHOCTh, JIOJIKHBI
MOCTYNaTh B OOpalleHue, eciiu:

1) Ha HUX NEPBUYHOM YIMAaKOBKE (32 WCKIIOUYEHHEM TEPBUYHOM YMAKOBKU JIEKapCTBEHHBIX
PaCTHTEIHHBIX IMPEMapaToB) XOPOIIO YHTAEMBIM MIPUPTOM Ha PYCCKOM SI3BIKE YKa3aHbBl HAUMEHOBAHHE
JIEKapCTBEHHOTO mpemapara (MeXAYHapoAHOE HEMaTeHTOBAaHHOE, WM TPYNIUPOBOYHOE, WIH
XUMHYECKOE, WM TOPTOBOC HAaUMEHOBAHWKE), HOMEP CEpPHH, JlaTa BBITYCKa (IS HMMYHOOHOJIOTHYECKUX
JIEKapCTBEHHBIX MpernapaToB), CPOK TOJHOCTH, JO3MPOBKA WM KOHIIEHTpamwus, o0beM, aKTUBHOCTH B
eIUHHIIAX JTEHCTBUS WIM KOJMYECTBO 103,

(B pen. deaepanbhbix 3akoHOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha WX BTOPHYHOM (MOTPEOUTETHCKOM) YMAaKOBKE XOpOIIO YUTAEMBIM IIPUPTOM Ha PYCCKOM
A3bIKE YKa3aHbl HAaMMEHOBAaHHUE JIEKApCTBEHHOTO Mpernapara (MeXIyHapOJHOE HENaTEeHTOBAaHHOE, HIIU
IPYNIUPOBOYHOE, WJIM XHMHUYECKOE W TOProBO€ HAMMEHOBAHMS), HAWMEHOBAaHUE MPOU3BOIUTEIS
JIEKapCTBEHHOT'O Ipernapara, HOMep CepHH, Jara BBIMTYCKa (JUIsI UMMYHOOMOJIOTHYECKUX JEKapCTBEHHBIX
MpernapaToB), HOMEpP PEruCTPAlMOHHOTO YIOCTOBEPEHHS, CpPOK TOJHOCTH, CIOCO0 MPUMEHEHMS,
JI03UPOBKAa WM KOHIIEHTpalusi, 00beM, aKTUBHOCTh B €JMHMIAX JEHCTBUS JMOO KOJMYECTBO /103 B
yIaKoBKe, JIeKapCcTBEeHHAas (opMa, YCIOBUS OTITYCKa, YCIOBHS XpaHEHUsI, IPEyPEAUTEIbHbIE HAAMICH.
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

(B pen. deaepanbubix 3akoHOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2. dapMareBTHUECKUE CYyOCTaHIMHU JOJDKHBI TMOCTYHaTh B OOpalleHHe, €ClId Ha UX MEePBUYHOM
YIaKOBKE XOPOILIO YHUTAEMbIM MIPU(TOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHE (apMalleBTUYECKOM
cyOcTaHIMM (MEXIyHAPOJHOE HENATEHTOBAHHOE, WM T'PYNIIMPOBOYHOE, WIM XMMHUYECKOE U TOPrOBOE
HAaMMEHOBAHMSI), HAUMEHOBAHUE MPOU3BOAUTENS (papMaleBTUUECKON CyOCTaHIIMM, HOMEp CEpUU U JaTa
W3TrOTOBJIEHUS], KOJMYECTBO B YIIAKOBKE M €IMHUIBI U3MEPEHUSI KOJIMUYECTBA, CPOK TOAHOCTH U YCJIOBHUS

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

3. HeKapCTBeHHBIe Cp€acTBa B KaUC€CTBEC ChIBOPOTOK JOJIXKHBI ITOCTYIIATh B 06pa1ueHHe C YKazaHuEM
JKMBOTHOI'O, U3 KPOBH, IJIa3MBbI KPOBH, OPraHOB U TKaHEH KOTOPOIr'0 OHHU IIOJIYUCHBI.

4. Ha BTOpHUHYIO (ITOTPEOUTENIBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJICTB, NOIYYEHHBIX U3 KPOBHU,
IJa3Mbl KPOBH, OPraHOB M TKAaHEW 4eNOBEKa, JODKHA HAHOCUTHhCS Haanmuch: "Anturena k BUY-1,
BHY-2, x Bupycy renarura C 1 IOBEpXHOCTHBIM aHTUT€H BUpYca rernarura B orcyrcrByror”.

3. Ha  nepsuunyro YIaKOBKY  H BTOPUYHYIO (TOTpEOUTENBCKYIO) YIIaKOBKY
panuodapmaneBTHYECKUX JIEKaPCTBEHHBIX CPEJICTB JOKEH HAHOCUTHCS 3HAK PaJIMallMOHHON OMACHOCTH.

6. Ha Bropuunyto (MoTpeOUTENHbCKYI0) YIAKOBKY TOMEONATHYECKUX JICKAPCTBEHHBIX IpenapaToB
IOJKHA HAaHOCUTHCI Haamuck: "T'omeonatnueckuii".

7. Ha BrOpuuHyl0 (NIOTPEOUTENIBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTUTENbHBIX IPENapaToB
JOJKHA HAHOCUTBCA Haamuch: "[Ipoaykuus npouuia paiuaninoHHbIA KOHTPOJIB' .

8. Ha mnepBuuHyr ymakoBKy (€cid [JIsi ATOTO CYIIECTBYET TEXHUYECKas BO3MOXXHOCTb) U
BTOPUYHYIO (MOTPEOUTENHCKYIO) YHNAKOBKY JIEKQPCTBEHHBIX MPEMaparoB, NpeIHA3HAYCHHBIX IS
KIMHUYECKUX MCCIICAOBAHNM, TOJKHA HAHOCUTHCS HAAMUCh: " J{JI KTMHUYECKUX MCCIIeI0BaHNN".

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

9. VmakoBka JICKAPCTBCHHBIX CPCACTB, IMPECAHA3HAYCHHBIX HWCKIIOYWUTCIBHO I J3KCIIOpTa,
MapKUpyeTCAa B COOTBECTCTBUU C Tpe6OBaHI/I${MI/I CTpaHbI-UMIIOPTEpPA.

10. Ha TpancnopTtHyro Tapy, KOTOpas HE NpeJHa3HaueHa sl TOTpeOHTened W B KOTOPYIO
MIOMEIICHO JIEKAPCTBEHHOE CPEACTBO, JIOJDKHA HAHOCUTHCS HHPOpPMaLUs O HAUMEHOBAaHWHU, CEpUHU
JIEKapCTBEHHOI'O CpEJICTBA, JaTe€ BbBINYCKAa, KOJWYECTBE BTOPUUYHBIX (HOTPEOUTEIBCKUX) YIIAKOBOK
JIEKapCTBEHHOT'O CPEJCTBA, MPOU3BOAUTENE JIEKAPCTBEHHOI'O CPEJCTBA C YKa3aHWEM HaMMEHOBAaHUS U
MECTOHAXOXKIEHHUS TPOU3BOIUTEIS JICKAPCTBEHHOTO CPEICTBA (aIpec, B TOM UKCIIE CTpaHa U (W) MECTO
MIPOU3BOJICTBA JIEKAPCTBEHHOT'O CPE/ICTBA), a TAK)KE O CPOKE T'OAHOCTU JIEKAPCTBEHHOI'O CPENACTBa M 00
YCIIOBHSIX €r0 XpaHEHHUs U MEePEBO3KH, HEOOXOAMMBIE MPENyNPEANTEIbHBIC HAAMMCH U MAaHHUITYJIITOPHBIE
3HAKH.

11. Ha nepBuuyHyi0 yHakoBKy W BTOPHUYHYIO (TOTPEOUTENHCKYIO) YIAKOBKY JIEKapCTBEHHBIX
CPEICTB JJisi BETEPUHAPHOIO IPUMEHEHMS JOJDKHA HAHOCUTBCS Haanuch: "Jlns BeTepuHapHOro
MIPUMEHEHHUS "

12. Ha BropuuHyto (MOTpeOMTENbCKYIO) YHNAKOBKY JIEKaPCTBEHHOIO IIpernapara HaHOCHTCS
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

ITPUXOBOM KOJI.

Mnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYIO ®EOEPALMIO U BbIBO3 NEKAPCTBEHHbIX CPE[CTB
U3 POCCUNCKON ®EOEPALIUN
(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

CraTtba 47. Nopsagok BBO3a nekapcTBeHHbIX cpeacTtB B Poccumnckyro denepaumio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB n3 Poccunckon ®epepauumn
(B pen. @exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBo3 nekapctBeHHbIX cpeacTB B Poccuiickyro ®enepainnio OCYLIECTBISETCS B IOPSIIKE,
ycraHoBieHHOM [IpaButensctBoM Poccuiickoit ®denepanuu, B COOTBETCTBUM C  TaMOKEHHBIM
3aKOHOAATEIbCTBOM TaMoOKeHHOro coro3a B pamkax EBpA3DC (manee - TaMoKeHHBIN cO103) U (WIIN)
3akoHoJaTenbcTBOM Poccuiickoit denepanyy 0 TaMOXKEHHOM JIele.

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

2. BBo3umbie B Poccuiickyro denepanuio JeKapCTBEHHBIC CPEICTBA JOJDKHBI COACPIKATHCS B
rOCYJapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEACTB.
(B pen. deaepanbhbix 3akoHOB 0T 06.12.2011 N 409-03, o1 27.12.2019 N 462-D3)

3. Jlonyckaercs BB03 B Poccuiickyro ®enepainuio KOHKPETHOM MapTHM 3apErHCTPUPOBAHHBIX U
(uIM)  HE3apeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEIACTB, IPEJAHA3HAYEHHBIX M IPOBEACHUS
KIIMHUYCECKHUX I/ICCJICIIOBaHI/If/'I JICKApCTBCHHBIX IPEIapaToB, MHPOBCACHUA ISKCICPTU3LI JICKAPCTBCHHBIX
CPEICTB [UIsl OCYIIECTBIEHHUS TIOCYIAapCTBEHHOW PpErucTpaluu JIEKapCTBEHHBIX INPENapaTroB WU Ui
OKa3aHUus MGI[HHI/IHCKOﬁ IIOMOIIHA I10 XKU3HCHHBIM IMOKAa3aHUAM KOHKPCTHOI'O MaluEHTa Ha OCHOBAHUH
paspelleHns, BBIAAHHOTO YIOJIHOMOYEHHBIM (efepalbHbIM OPraHOM HCIOJHUTENIBHOW BJIACTH I10
3adBICHMSAM JIMI, yKa3aHHbIX B cTarbe 48 Hacrosmero ®dexepanbHoro 3akoHa. PaccmoTpeHne Takoro
3a8BJICHAS W TPHUHIATHE PEIIEHUS O BbIJA4Y€ pa3pelleHuss Ha BBO3 KOHKPETHOW MapTUHU
3apETUCTPUPOBAHHBIX U (WIJIM) HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, MPEIHA3HAYCHHBIX IS
IIPOBEJCHUS KIMHUYECKUX HCCIIEIOBAaHUI JIEKAPCTBEHHBIX IIPENApaTOB, IPOBENEHUS DKCIIEPTU3BI
JIEKapCTBEHHBIX CPEACTB JJIi OCYUIECTBIIEHUS TOCYAAPCTBEHHOM perucTpanuu JIeKapCTBEHHBIX
IIPENapaToB WM JUIsl OKa3aHWs MEIUIMHCKOW IOMOIIM IO JKU3HEHHBIM ITOKa3aHHUAM KOHKPETHOIO
nanueHTa 0o 06 oTKa3e B BbIaue YKa3aHHOTO pa3pelIeHMs IPOU3BOJATCS B CPOK, HE MPEBBIIAOIINMA
nATH pabounx qHel. [lnaTa 3a Bel1auy yKa3aHHOTO pa3pelieHus] He B3UMaeTCsl.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Koncynprantllntoc: npumeuanue.
C 01.01.2024 4. 3.1 c1. 47 yrpaunuBaet cuiry (O3 ot 27.12.2019 N 475-D3).

3.1. Jomyckaetcsi BBo3 B Poccuiickyro ®denepaiiuio KOHKPETHOM MapTUHU HE3apEruCTPUPOBAHHBIX
JICKaPCTBEHHBIX MPEMApaTOB, COJAEPKANMX HAPKOTHUYECKHUE CPENICTBA MJIM NCHUXOTPOIMHBIE BEIIECTBA, B
nopsiike, ycraHoBieHHOM IlpaButensctBoMm Poccuiickoir Penepauuu, g OKa3aHUS MEIULIMHCKOU
MOMOIIY MO WU3HEHHBIM MOKA3aHHUSM KOHKPETHOTO MAI[ME€HTA WU TPYMIbI MALMEHTOB B Cly4yae, €Cld
MMEeTCSl pelIleHHe BpadyeOHOW KOMHUCCHUH MEIUIIMHCKON oOpraHu3anuu o HedPPEKTUBHOCTH WIH
HEBO3MOKHOCTH TMPHUMEHEHHS Y KOHKPETHOTO MAalMeHTa WHBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

IpenaparoB, B TOM YHCJE COICPKAIIMX APYrue JAEHCTBYIONIME BEIIECTBA, U O HEOOXOAMMOCTH BBO3a
OIIPEEICHHOI0 HE3aPErHCTPUPOBAHHOIO JIEKAPCTBEHHOTO TIperapara ¢ yKa3aHHEM ero MEKAyHapOIHOTO
HETIaTeHTOBAHHOTO (WM XMMHYECKOTO, WM TIPYNIHPOBOYHOI0) HAMMEHOBaHHs, (OPMBI BBIMYCKA H
KonuyectBa. llepeuenp 3a00eBaHUl M COCTOSIHMKA M COOTBETCTBYIOUIMX JIEKAPCTBEHHBIX INPENapaToB,
cozieprKalX HApKOTUYECKUE CPEJCTBA U ICUXOTPOITHBIC BEIIECTBA, B IIEJISIX OCYIIECTBICHUS X BBO3a B
COOTBETCTBUHM C TPeOOBAHUSMH HACTOALICH YacTH YTBEPXKAAETCS YHNOJHOMOUYEHHBIM (elepaibHbIM
OPraHOM HCIOJIHUTEIbHOH BIIACTH.

(uactsb 3.1 BBeeHa PenepasibHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

4. B Poccuiickyro denepaiiuto MOXHO BBO3UThH JIEKAPCTBEHHBIE CPEICTBA, KAUYE€CTBO KOTOPBIX
MOATBEPKICHO  CEpTU(PUKATOM  MPOM3BOAMUTENS  JICKAPCTBEHHBIX  CPEICTB,  YJAOCTOBEPSIOIINM
COOTBETCTBHE BBO3UMBIX JIGKAPCTBEHHBIX CPEACTB TpeOoBaHUSIM (apMaKONEWHbIX cTaTel 1100 B ciiydae
WX OTCYTCTBUS HOPMATUBHOM JOKYMEHTAIIMH WJIM HOPMATUBHOTO JJOKYMEHTA.

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

5. 3ampemaercst BBo3 B Poccuiickyto @enepannio GpanbCupUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
He100pOKaYEeCTBEHHBIX JICKAPCTBEHHBIX CPEJCTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. danbcuduuupoBaHHbIE JEKApCTBEHHbIE CPEIACTBA, HEIO0OPOKAYECTBEHHBIE JIEKAPCTBEHHbBIE
CPEACTBA MOMJIEKAT UZBATHIO U MOCJIEAYIOIIEMY YHUUTOKEHUIO WU BbIBO3Y U3 Poccuiickon denepauny,
KOHTpagaKTHbIE JIEKAPCTBEHHBIE CPE/ICTBA - U3BATHUIO U MOCIEAYIOIIEMY YHUUYTOXKEHUIO. Y HUUTOXKEHUE
wm  BbBO3 U3 Poccuiickoit ®enepanym  QanbCHPUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJICTB,
HE/I00pOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTpaakTHBIX  JIEKAPCTBEHHBIX  CPENCTB
OCYHIECTBJISICTCA 3a CYEeT JIMIA, OCYHIECTBUBIIET0O HX BBO3. [lOpAIOK YHHUYTOXKEHHMS W3BATHIX
¢banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HEAOOPOKAUECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CpeACcTB ycTaHaBiuBaercs [IpasurensctBoM Poccuiickoit denepanun.
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

7. Jluna, ocymectBiastonme BBo3 B Poccuiickyro @enepanuio  (ambcupuIMpOBaHHBIX
JIEKapCTBEHHBIX  CPEACTB, HEJOOPOKAUYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTPa(aKTHBIX
JICKApCTBCHHBIX CPEACTB, HECYT OTBECTCTBCHHOCTH B COOTBCTCTBHU C TAMOKCHHBIM 3aKOHOAATCIIBCTBOM
TamosxeHHOTO cor03a U (MiK) 3aKoHOAaTenbcTBOM Poccuiickoit denepaninu 0 TaMOXKEHHOM JIeJIe.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

8. BbIBO3 JekapcTBEHHBIX cpencTB U3 Poccuiickoit denepanuu ocymecTBiasieTcss 0e3 mpuMeHeHHUs
OTpaHWYEHUH, YCTAHOBJICHHBIX TaMOXXCHHBIM 3aKOHOJIATEIbCTBOM TaMOXKEHHOTO CoOo3a | (WIIH)
3akoHOAaTenbCcTBOM Poccuiickoit denepanvi 0 ToCylIapCTBEHHOM PEryJIHPOBAHUU BHEUTHETOPTOBOM
JIEATETLHOCTH.

(B pen. ®enepanpubix 3akoHOB OT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N
429-03)

9. BBon B rpaxkmaHCKHii 00OpOT JIEKAPCTBEHHBIX MPEMapaToB A METUIIMHCKOTO MPUMEHEHUs,
BBe3eHHBIX B Poccuiickyro deneparuio, oCyIecTBIsSETCS C COOMIOACHUEM TPpeOOBaHUM, YCTAaHOBICHHBIX
cratheit 52.1 nacrosmero deaepabHOrO 3aKOHA.

(uactb 9 BBenena denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-03)

Cratbs 48. I-Opw:l,uqecme Jinua, KOTOpbIM pa3pelleH BBO3 J1IeKapCTBeHHbLIX cpeancTB
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

B Poccumnckyro ®enepauuto
(B pen. @exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBenHnsle cpenctBa B Poccuiickyro denepanuo MOryT BBO3UTH:
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1) mpousBoAMTENM JIEKAPCTBEHHBIX CPEACTB s Leleld COOCTBEHHOTO IPOU3BOACTBA
JIEKapCTBEHHBIX CPE/CTB;

2) UWHOCTpaHHBIE pPa3padOTUYMKH JIEKAPCTBEHHBIX CPEACTB W HHOCTPAHHBIC IPOU3BOAMTEIN
JIEKapCTBEHHBIX CPEJICTB WU APYrHe OPUAMYECKHUE JIULA 110 IOPYUYEHHUIO pa3paboTUrKa JEKapCTBEHHOIO
CpelncTBa Uil NMPOBEACHUS KIMHUYECKUX HCCIEHOBAaHUM JIEKAPCTBEHHOIO IIpenapara, OCYLIECTBICHUS
rOCYJapCTBEHHON  perucTpalMy  JIEKapCTBEHHOIO  Ipernapara, BKIIOYEHHA  (apMalleBTUYECKON
CyOCTaHIIMM B IOCYJApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPE/ICTB, KOHTPOJS KAyecTBa JIEKApPCTBEHHbIX
CPEACTB IIPU HAJIMYUM pa3pellieHUs YIOJIHOMOYEHHOro (peepalbHOro OpraHa MCHOJHUTEIbHOM BIIACTH
Ha BBO3 KOHKPETHOH MapTHH JIEKAPCTBEHHBIX CPEJICTB;

3) OpraHu3anvun OINTOBOM TOPTOBJIM JICKAPCTBCHHBIMHA CPCIACTBAMU,

4) Hay4HO-HCCIENOBAaTEIbCKHE OpraHU3alud, O00pa30BaTelbHBIE OPraHU3alUU  BBICILIETO
00pa3oBaHMs, MPOMU3BOAUTENH JIEKAPCTBEHHBIX CPEICTB IS pa3pabOTKH, HCCICAOBAaHWH, KOHTPOJISA
0e30macHOCTH, KadecTBa, A(P(GEKTUBHOCTH JICKAPCTBEHHBIX CPEACTB MpPH HAIWYUH Pa3peIlICHUs
YIIOJTHOMOYEHHOTO (peIepaibHOTO OpraHa UCIIOIHUTEIbHON BIIACTH;

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

5) MeIMIIMHCKUE OpraHU3alluy, UHbIE YKa3aHHbIe B MyHKTax | - 4 HacTosAIIeH cTaThU OpraHU3aNH
JJISA OKa3aHUs MeI[HHHHCKOi/JI IMOMOIIH 11O )KM3HCHHBIM IMOKA3aHUAM KOHKPETHOI'O MalkeHTa NpHU HAJTMYUU
paspelIeHns: yIoJIHOMOUYEHHOTrO (eiepabHOIO OpraHa HMCIIOJHUTEIbHON BIIACTH Ha BBO3 KOHKPETHOM
MapTUM JIEKAPCTBEHHOTO Iperapara, BbIJJAHHOTO B YCTAHOBJIEHHOM IOpsIKE B (OpME 3JIEKTPOHHOTO
JOKYMEHTA, IOANMCAaHHOTO YCUJICHHON KBAIU(UIIMPOBAHHOM 371€KTPOHHON MOIHCHIO;
(B pen. ®enepanbHoro 3akoHa ot 12.03.2014 N 33-D3)

Koncynbrantllmtoc: npumeuanue.
C 01.01.2024 1. 6 ct. 48 yrpauuBaet cuny (O3 ot 27.12.2019 N 475-D3).

6) rocyJapCTBEHHbIE YHUTApHBIE MPEANPHUITUS, UMYIIECTBO KOTOPBIX HAXOOUTCA B (eaepabHON
cobctBeHHOCTH, ompenensembie [lpaButrensctBoM Poccuiickoit denepanmu, B YacTH BBO3a B
Poccuiickyro @eznepanuio  HE3apEeTrMCTPUPOBAHHBIX  JICKAPCTBEHHBIX  IIPENapaToB, COJAEpIKaIIMX
HapKOTUYECKHE CPENCTBA WM IICUXOTPOIHBIE BEIIECTBA, JUISl OKAa3aHWS MEIUIMHCKOW IOMOIIU IO
KU3HEHHBIM IOKa3aHUSAM KOHKPETHOTO MAaIlMeHTa WX IPYIIb] MAIIMEHTOB B COOTBETCTBUU € 4acThio 3.1
cratbu 47 Hactodero deaepaibHOro 3aKOHa.

(. 6 BBeneH PenepanbHbIM 3ak0HOM 0T 27.12.2019 N 475-D3)

Cratba 49. [1oOKyMeHTbl, nNpeacTtaBnsfieMblie B TaMOXEHHble opraHbl Poccumnckowm
denepaumm npm BBO3e NieKapCcTBeHHbIX cpeacTB B Poccumckyro ®epgepauuto
(B pen. denepanbhoro 3akona ot 06.12.2011 N 409-03)
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

1. Ilpu BBO3e JekapCcTBEHHBIX cpelncTB B Poccuiickyro ®denepannio B TaMOKEHHBIE OpPraHbl
Poccuiickoii  ®epepanuu  HapsAxy C JOKYMEHTAMH, HPEACTABICHHE KOTOPBIX IPELYCMOTPEHO
TaMO>KEHHBIM 3aKOHOAATEIbCTBOM TaMOXKEHHOro coro3a W (WiIM) 3aKoHOJaTeslbcTBOM Poccuiickoit
®denepaniv 0 TAMOKEHHOM JI€JIe, IPEACTABIAIOTCS CIEAYIOIINE JOKYMEHTHI:

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

1) ceptudukar TPOU3BOIUTENS JIEKAPCTBEHHOTO CPEACTBA, YIOCTOBEPSIONINI COOTBETCTBHE
BBO3MMOI'O JIEKAPCTBEHHOI'O cpejcTBa TpeOoBaHUsM (apmakoneiiHoW craThu JuOO B ciydae ee
OTCYTCTBUSI HOPMATUBHOU JJOKYMEHTAIIMU I HOPMATUBHOI'O JOKYMEHTA;

2) paspelieHue YIOJIHOMOYEHHOTo (enepaqbHOro opraHa HCIOJHUTENBHON BJIACTH Ha BBO3
KOHKPETHOW MapTHM JIEKAPCTBEHHOI'O CPEACTBAa B CIlydasX, YCTAHOBJIEHHBIX YacTblo 3 cTarbu 47
Hacrosiuiero deaepasbHOro 3aKOHa.

2. JIOKyMeHTBI, yKa3aHHbIC B NMyHKTaX | w 2 yacTu | HACTOSAMICH CTaThbH, MPEACTABISIOTCS B
TaMOXCHHbIE opraHbl Poccuiickoit denepaiiuu npu NpUOBITHH JEKAPCTBEHHBIX CPeACTB B Poccuiickyro
denepanuio.

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

Cratba 50. BBO3 nekapcTtBeHHbIX npenapatoB B Poccumckyro ®Pepepauuio ans
FINYHOrO UCMONb30BaHUA U UHbIX HEKOMMEPUYECKUX Liefien, a TakKe ANA UCMOoNb30BaHUA
Ha TeppUTOPUM MEeXAYHAPOAHOro MeaAULIMHCKOro Krnacrepa
(B pen. Denepanbbix 3akoHoB 0T 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JlexapcTBeHHbIE mpemnapaTtbl MOryT ObITh BBe3eHbl B Poccuiickyro ®enepaunio 0e3 yuera
TpeOoBaHUil, MpelycMOTPeHHbIX yacTsaMu | - 4 ctatbu 47, ctatbaMu 48 u 49 HacTosero denepaabHOro
3aKOHa, €CJIM OHM IpeHA3HAYECHBI JJIA:

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

1) n1uyHOrO MCHOJB30BaHUS (PU3MUYECKUMH JHullaMH, NpuObBIIMMU B Poccuiickyro ®enepanuto.
IIpu otom BBO3 B Poccuiickyto @Denepanuio JEKApCTBEHHBIX IPENapaTroB, COJEpIKaIIUX
CHWIIbHOAEHUCTBYIOIIME U (WIHM) SJOBUTHIE BEIIECTBA, BKJIIOUEHHBIE COOTBETCTBEHHO B CIIMCOK
CUJIBHOJICHCTBYIOIMX BEIIECTB IS LENEN YrOJIOBHOIO 3aKoHoJarenbcTBa Poccuiickoin denepaunu U B
CIIMCOK SIIOBUTBIX BEIIECTB Ul LEJIEd YroJIOBHOIO 3aKoHojaTenbcTBa Poccuiickonn denepannu,
yTBepxkaeHHbIe [IpaBurensctBoM Poccuiickoii deneparuu, oCyuiecTBISAETCS MPU HAIUYUU JOKYMEHTOB
(3aBEpeHHBIX KOMUN JOKYMEHTOB MJIM 3aBEPEHHBIX BBINMMCOK W3 HUX), MOATBEP)KIAIOLIMX Ha3HAuUEHUE
¢dbuznueckoMy JUIly YKa3aHHBIX JIGKAPCTBEHHBIX TMIPEMapaToB (3a HCKIIOUEHHUEM JIeKapCTBEHHBIX
MpEenapaTroB, 3aperucTpupoBaHHbIX B Poccuiickoit @exepamuu W OTIyckaeMblx B Pocculickoit
@denepanuu 6e3 perenTa Ha JeKapCTBeHHBIHN npemnapar). [loarBepknaroiue JOKYMEHTHI (X 3aBEpEHHbBIC
KOIMU WJIM 3aBEPEHHBIE BBIMUCKHU M3 HUX) JIOJKHBI CO/IEPKATh CBEIEHUS O HAUMEHOBAHUU U KOJMYECTBE
Ha3HAYeHHOr0 JIEKApCTBEHHOr0 TMpemnapata. B ciyuyae, eciau NOATBEpXKAAOUIUME JOKYMEHTHl (MX
3aBepEHHbIE KOMHM WJIM 3aBEPEHHBbIE BBIMHCKU W3 HUX) COCTABJIEHbl HA MHOCTPAHHOM SI3bIKE, K HHUM
MPUJIaraeTcs HOTAPUAIBHO 3aBEPEHHBIN NIEPEBOJI HA PYCCKUH SA3BIK;
(n. 1 B pea. ®exnepanbHoro 3akoHa ot 02.06.2016 N 163-03)

2) UCHONb30BaHUS paOOTHUKAMH  AWIUIOMATHYECKOTO KOpIyca WIH  MPEICTaBUTEISIMHU
MEKTYHAPOIHBIX OpraHu3aluid, aKKpeIuToBaHHbIX B Poccuiickoii denepannu;
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3) JledeHUs NACCaXXMPOB M UWIEHOB SKMIAXEW TPAaHCHOPTHBIX CPEICTB, IMOE3IHBIX Opuraa u
BOAMTENEH TPAHCIIOPTHBIX CPEACTB, NPUOBIBIINX B Poccuiickyro @enepanuio;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

4) nedeHus: y4aCTHUKOB MEKIYHAPOJHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPONPUATUN M YUACTHUKOB
MEXYHapOAHbIX dKCIIEIULIUN;

5) 7nedeHUs KOHKPETHBIX JKHMBOTHBIX B 300IapKaX, 300cajiax, LHUpKax, OKeaHapuymax,
nenb(GUHApUAX, JIEYEHUs AMKUX >KUBOTHBIX, IOCTOSHHO MJIM BPEMEHHO HACENAIOLIUX TEPPUTOPUIO
Poccuiickoit ®@enepanuy, HaXOAAIMXCS B COCTOSHHUU €CTECTBEHHOM CBOOOABI M NPUHAUIEKAIIUX K
BuJaM, 3aHeceHHbIM B KpacHyro kuury Poccuiickoit denepaunn u (MaM) KpacHble KHUTM CYOBEKTOB
Poccuiickoit denepanun, a TakKe KUBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuio ais y4acTus B
CIIOPTUBHBIX U 3PEIUIIHBIX MEPOIPUITHSX;

(B pen. Denepanbbix 3akoHoB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) UCTOIB30BaHUs HA TEPPUTOPUH MEXKIYHAPOIHOTO METUIIMHCKOTO KIIacTepa.
(. 6 BBeneH PenepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. B cinyuasx, IpelyCMOTPEHHBIX 4acTblO | HacTOSIIEH CTaTbH, AOIYCKAeTCsl BBO3 B Poccuiickyro
denepannio JICKapCTBEHHBIX MIPENapaToB, HE 3aperucTpUpoBaHHbIX B Poccuiickon denepanuu.
(B pen. @exnepanbHoro 3akona ot 06.12.2011 N 409-03)

3. JlekapcTBEeHHBIE TIpenaparhl, MpeAHa3HAYCHHBIC JIJI1 TYMAHUTAPHOW MOMOIIU (CONECUCTBUS) WIH
MOMOIIM TIPU Ype3BbIYAWHBIX CHUTyalusX, BBO3sATcs B Poccuiickyro @Dexpepanuio B MHOpsIKE,
yctanoBieHHoM [IpaButenbctBom Poccuiickoit @enepanun. 3ampemaercs BB03 B Poccuiickyto
Qdenepaliio  HE3aPETMCTPUPOBAHHBIX  JIKAPCTBEHHBIX  MpEeNaparoB, MNpeIHAa3HAYEHHBbIX s
TYMaHUTAPHON TOMOIIH (COIEUCTBHS) WIIM TTOMOIIU TIPU YPE3BbIUANHBIX CUTYAIUAX.

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

Cratba 51. CotpyaHuuecTBO cpepgepanbHOro opraHa WCNONHUTENbLHOW BRacTy,
yNONMHOMOYEHHOro B 00NnacTM TaMOXEHHOro pgena, WM APYruxX YMNONMHOMOYEHHbIX
deaepanbHbIX OPraHOB UCNOJTHUTENTLHOM BNacTu

1. VYnomHoMoueHHblE (enepalbHble OpraHbl HCIOJHUTENBHOW BIIACTH MPEAOCTABISAIOT B
pacrnopsbkeHue (enepaqbHOr0 OpraHa HCIHOJHUTENbHOM BIIACTH, YHNOJHOMOYEHHOIO B 00JjacTu
TaMOXXEHHOT'O [IeJla, TOCYIapCTBEHHBI pPEECTp JIEKAPCTBEHHBIX CPEACTB, a Takke HH(OpMaIUio o
BBIAHHBIX pa3pelIeHUsX Ha BBO3 KOHKPETHOM MapTUU JIEKapCTBEHHBIX CPEACTB B Cllydasx,
YCTaHOBJIEHHBIX 4acTblO 3 cTaThy 47 HacTosero deaepanbHOro 3aK0Ha.

2. ®enepanbHBI OpraH HCIOJIHUTEIBHOW BIIACTH, YIMOJHOMOYEHHBIH B 00JIACTH TaMOMXEHHOTO
nena, nHGOPMUPYET yKa3zaHHbIE B YacTHU | HAcCTOAIIEH CTaTbU YIMOJHOMOUYEHHBIE (eliepaibHble OpraHbl
WCTIOJIHUTENIBHOM BJIACTH O BBO3E JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro @enepannio U BBIBO3E
JIeKapCTBEHHBIX cpeAcTB u3 Poccuiickoit denepanuu mo ¢GopMe U B MOPSAAKE, KOTOPHIE YCTaHOBIIECHBI
[TpaBuTenscTBOM Poccuiickoit @enepanum.

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

Mnasa 10. PAPMALIEBTUYECKAA OEATENNIBHOCTDb
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CraTtba 52. OcyuwecTBneHue ¢papmMaLeBTUYECKON AeATEeNbHOCTH

1. dapmaneBTuYeckass ACATEIBHOCTh OCYIIECTBIISICTCS OpPraHM3alUSIMH ONTOBOH TOPTOBIH
JCKapCTBEHHBIMH  CPEACTBAMH,  alTE€YHbBIMM  OpraHU3alMsIMH, BETCPUHAPHBIMU  aNTEUYHBIMHU
OpraHu3alMsIMH,  HWHIWBHIYaJIbHBIMH  NPECAIPUHUMATEISIMA,  WMEIONIMMHU  JIMICH3WIO  Ha
(apMareBTUYECKYI0 JeSITeIbHOCTh, MEAWIUHCKUMH OpPTraHU3alMsIMH, HMCIOIUMH JIMIEH3UI0 Ha
(hapMaIeBTHUECKYIO JCATEIBHOCTh, M HUX OOOCOOJCHHBIMH TOJApa3/IeiICHUsIMUA (aMOyIaTOPHUsSIMU,
¢denpamepckuMu ¥ QEIBALICPCKO-aKYIIEPCKUMH  ITyHKTaMH, LEHTpaMH (OTIAEeNeHUsIMH) OOImei
BpaucOHOM (CEMEHHOI) MPaKTHKH), PACIIONIOKEHHBIMH B CEIIbCKUX HACEICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTEUYHbIC OPTraHU3AIMH, U BETCPHUHAPHBIMH OPraHU3alMsSIMHU, UMEIOUIMMHU JIMLEH3UI0 Ha
(bapMareBTHYECKYIO IS TEeIbHOCTD.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

Koncynprantllmtoc: npumeuanue.

06 ycnoBusax gomycka B 2020 roay K OCyIIECTBICHHIO (hapMalleBTUUECKOM NEATEIbHOCTH JIUIl 0e3
cepTUdUKaTa CHelraaTucTa U (Miad) IO CICHUATBLHOCTSIM, HE MPEIYyCMOTPEHHBIM CepTU(UKATOM
cnenuanucra, cM. ITpukaz Munzapasa Poccun ot 14.04.2020 N 327H.

2. dusnyeckue JMIAa MOTYT OCYHIECTBIATH (DapMaleBTUUECKYIO JAEATENbHOCTh MpPU HAIWYUU
BBICIIIETO WJIM CPEIHETO (hapMaleBTHUECKOro 00pa3oBaHus M cepTU(UKATA CHEIHATNCTA, BBICIIETO WIN
CpeAHEro BeTepUHApHOro 0O0pa3oBaHMs U cepTU(UKATa CIELUAINCTA, a TAKXKE BBICIIETO WM CPEIHEro
MEIUIUHCKOTO 00pa3oBaHus, CepTHU(HUKATA CIEIHATUCTa W JOMOJHUTEIBHOTO NPOPECCHOHATHHOTO
00pa3oBaHMs B YaCTU PO3HUYHOM TOPTrOBJIM JEKApCTBEHHBIMM IIperapaTraMu MpU YCIOBHUH UX pabOTHI B
000CO0JIEHHBIX NOJIpa3ieNIeHUsIX METUIIMHCKUX OpraHu3aluii, yKa3aHHbIX B 4acTH | HacTosIIeH cTaThy.
(uacts 2 B pen. @enepanbHoro 3akoHa ot 27.07.2010 N 192-D3)

Koncynsrantlntoc: npumedanue.

JlexapcTBEeHHBIE Mpenaparthl A1 MEAUIMHCKOTO MPUMEHEHHUs, BBEJICHHbIE B TPaXIaHCKU 000pOT A0
29.11.2019, momnexatr XpaHEHUIO, MEPEBO3KE, OTHYCKY, peau3alMM, Iepeaaye, MPUMEHEHUIO 0
ucTeyeHus cpoka ux rogHoctd (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxpaHcKum oOOOpPOT neKapCTBEHHbIX MpenapaTtoB AnA
MeAULUHCKOro NPpUMeHeHUs1
(BBeneHa @enepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOIOM B TpakIaHCKUK 000POT KaXKJIOW CEPUHU WIIM KaXXIOW MApTHUU MPOU3BEICHHOTO B
Poccuiickoit @enepanuu JIeKapCTBEHHOTO Mpenapara A MEAUIIMHCKOTO MPUMEHEHHUS, 32 UCKITIOUEHUEM
MMMYHOOHMOJIOTUYECKUX JICKAPCTBEHHBIX MpEnapaTroB, MPOW3BOIAUTENIF TaKOTO JIEKaApCTBEHHOTO
mpemapaTa MnpeacTaBisieT B QelepalbHbIil OpraH UCTIOTHUTENFHOW BIACTH, OCYIIECTBISIONUN (PYHKIHH
10 KOHTPOJIIO W HaA30py B cdepe 3ApaBOOXpPaHEHHs, JOKYMEHT IPOU3BOIUTENS JIEKAPCTBEHHOTO
CpelncTBa,  MOATBEPKAAIOMIMI  KAayecTBO  JIGKAPCTBEHHOTO  Mpemapara, W HOATBEPKICHUE
YIOJITHOMOYEHHOTO JIMIa TPOW3BOJUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBUS JIEKAPCTBEHHOTO
npemnapaTa TpeOOBaHUSIM, YCTAHOBIEHHBIM MPH €T0 TOCYAAPCTBEHHOM PErHCTPAIIHH.

2. Tlepen BBOAOM B TpaXIaHCKUH OOOPOT KXKIOM CEpPUM WM KaXKJIOW MapTUU BBO3UMOTO B
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Poccuiickyro ®enepanuio JIeKapcTBEHHOTO IMpemapara i MEIUIMHCKOTO MpPHUMEHEHHus, 3a
UCKITIOYCHUEM HMMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MPErmapaToB, OPraHW3aIs, OCYIIECTBIISIOIAs
BBO3 JIEKapCTBEHHOro Impemapata B Poccuiickyto ®exnepanuio, npeictasiseT B (eaepaibHbIi opra
WCTIOJHUTEIHOM BIIACTH, OCYLIECTBISIOMMKA (YHKIMH 1O KOHTPOJIIO U Haa3opy B cdepe
3/IpaBOOXpaHEHUs, CepTU(UKAT MPOUZBOJIUTENSA JIEKAPCTBEHHOI'O  CPEJCTBA,  YIOCTOBEPSIOLIUI
COOTBETCTBHE BBO3UMOTI'O JIEKAPCTBEHHOTO MpenapaTa TpeboBaHUsIM (GpapMaKoNneilHON CTaThH, a B cliydyae
oTCyTCTBHS (hapMaKOINeWHON cTaTbu TPeOOBAaHUSM HOPMATHUBHON JOKYMEHTAllMH, U TOATBEPXKACHUE
MPEJICTaBUTENS OPTraHU3alMY, OCYILECTBISIONIEH BBO3 JIEKAPCTBEHHOrO mpenapara B PoccHiickyro
Qenepallito W YHIOJHOMOYEHHONW HWHOCTPAaHHBIM  IPOM3BOJAUTENEM  JIGKAPCTBEHHBIX  CPEJNCTB,
COOTBCTCTBHA BBO3UMOI'O JICKAPCTBCHHOTO IIpCliapaTa TpCGOBaHI/ISIM, YCTAHOBJICHHBIM IIpU €TI0
roCy/1apCTBEHHOW PETUCTPALIUU.

3. Tlopsmok mpeacTaBIeHUs B COOTBETCTBUU C 4YacTsAMU | W 2 HACTOSIICH CTaThbH JOKYMEHTOB H
CBEIEHUIl O JIEKapCTBEHHBIX IIpernaparax, BBOAUMBIX B TIPaXJIAHCKHH 0OOpOT, ycTaHaBIMBAETCA
[IpaBurensctBoM Pocculickoit denepanun.

4. B OTHOUIEHMHM TMEpPBBIX TPEX CEpUM WIM NapTUM JIEKApCTBEHHOrO IIpenapara, BIEpBbIE
npousBeeHHOro B Poccuiickoit @enepanuu uiav BOEpBbIE BBO3UMOro B Poccuiickyro denepanuio, B
(benepanbHBIA OPraH UCMOIHUTEIBHON BJIACTH, OCYIIECTBISIIOMINKA (PYHKIIMYA TTO KOHTPOJIIO M HAa30py B
cdepe 3ApaBOOXPAHCHUS, TOTIOTHUTEIBHO MPEACTABIISETCS MIPOTOKOJ UCIBITAHUN O COOTBETCTBUH CEPHH
WY TapTUM JIEKAPCTBEHHOrO IMpernapara s MEIWLHMHCKOTO IMPUMEHEHHUs II0Ka3aTesiiM KayecTBa,
MPEAYCMOTPEHHBIM HOPMATHBHOM JIOKYMEHTallMel (Jajee - MPOTOKOJ HCHIBITAHU), MPOBOJUMBIX
aKKpeJIUTOBAHHBIMHU B COOTBETCTBUU C 3aKOHOAATEeNbCTBOM Poccuiickoit @enepanuu 00 akKpeAUTaLUU B
HAI[MOHAJILHOW  CHUCTEME  aKKpeauTanuu  (eaepalbHbIMA  TOCYIAPCTBCHHBIMH  OFOPKETHBIMH
YUPEKIECHUSIMHU,  TOJABEJOMCTBEHHBIMH  (eiepaibHOMYy  OpraHy  HCIOJTHHUTEIbHOW  BIACTH,
OCYHIIECTBISIIOMIEMY (DYHKIIMM 1O BBIPAOOTKE U peaju3allil TOCYJAapCTBEHHOM TIOJUTUKH U
HOPMAaTUBHO-TIPABOBOMY pETyIHpOBaHHIO B cdepe 3apaBooxpaHeHus, H (deaepaibHOMy OpraHy
WCTIOTHUTEJIPHOW BJIACTH, OCYIIECTBISAIONIEMY (YHKIIMM TIO KOHTPOJIIO H Ham3opy B cdepe
3npaBooxpaHeHus. [lopsiiok BelgauM yka3zaHHBIMU (efepalbHBIMU TOCYAApCTBEHHBIMH OFOIKETHBIMU
YUPEXKACHUAMHU JAaHHOTO MTPOTOKOJIA U pa3Mep IUIATHI 3a €ro BblAavyy ycraHaBiuBaroTcs [IpaBurenscTBomM
Poccuiickoit denepanun.

5. ExeronHo He mo3aHee 1 ¢eBparns Mpou3BOIUTENN JIEKAPCTBEHHBIX CPEJCTB WM OpraHU3alUH,
OCYILECTBIIAIOIIME BBO3 JIEKAPCTBEHHBIX mpenapaToB B Poccuiickyro @Penepauuro, NpeACTaBIAIOT B
(dhenepalibHBIA OpraH UCIIOJHUTEIBHONW BJIACTH, OCYIIECTBISIOMNN (PYHKIIMN IO KOHTPOJIIO U HAA30py B
cdepe 3apaBOOXpaHEHHS, TPOTOKOJ HCTIBITAHUHI MOCTYIHUBIIETO B T€UEHUE I0Jla B TPAKIAHCKUN 000pOT
JIEKApCTBEHHOT'O TMpernapaTa KOHKPETHOTO TMPOU3BOAUTENS (Ha OJHY CEpHI0 KaXJIOTO TOPrOBOTO
HAaUMEHOBAHMS C y4ETOM JIEKAPCTBEHHOW (OPMBI M JO3UPOBKH), MPOBOJUMBIX aKKPEIUTOBAHHBIMU B
COOTBETCTBUHU C 3akoHoAaTenbcTBOM Poccuiickorn ®deneparmyn 00 akkpeAWTallid B HAIMOHAIBHON
CUCTEME aKKpEIUTAIINHN UCTIBITATeIbHBIMU Ja00paTopusMu (IICHTPaAMHU).

6. IlpousBoauTenn JEKAPCTBEHHBIX CPEACTB WM OpPraHU3alldd, OCYILECTBIIAIOLINE BBO3
JIEKapCTBEHHBIX NpenaparoB B Poccuiickyro deneparnio, He MEHEE YEM 3a OAMH IoJl A0 IIAHUPYEMBbIX
MIPUOCTAHOBIIEHUSI WJIM MpEeKpalleHusi MPOM3BOJCTBA JIEKAPCTBEHHBIX INpEnapatoB WJIM HUX BBO3a B
Poccuiickyro ®enepanuio yBeIOMISIOT 00 3TOM (elaepanbHblii OpraH HUCIHOJIHUTENBHOW BIIACTH,
OCYILIECTBISIONNI (QYHKIIUHU 110 KOHTPOJIIO ¥ HAA30py B cdepe 3apaBooxpaHeHus U (eaepaabHblid opran
WCTIOJHUTENIBHOM  BNACTH, OCYLIECTBISAIOMMKA  (QYHKIMM 1O  JIMIEH3MPOBAHUIO  MPOM3BOJICTBA

www.consultant.ru Crpannna 111 u3 140
HaJeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=338709&date=04.08.2020&dst=100021&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=338709&date=04.08.2020&dst=100035&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=338709&date=04.08.2020&dst=100011&fld=134

®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

JICKApCTBCHHBIX CPCIACTB.

7. BBoA B TpakAaHCKUHA OOOPOT KAXKAOH CEpUM WM KaXI0W MapTHH MMMYHOOHMOJIOTHYECKOTO
JICKapCTBEHHOTO Mpenapara, npousBeieHHoro B Poccuiickoit @enepanun uiym BBO3UMoro B Poccuiickyro
denepanyio, OCYIIECTBISETCS HAa OCHOBAHUHM pa3pelleHUs, BBIJAHHOTO (enepaabHbIM OpPraHOM
WCIIOJIHUTENBHON BJAcTHU, OCYHIECTBISAIOMIMM (YHKIMU IO KOHTPOJIO W Haa3opy B cdepe
3[IpaBOOXPAaHEHHs, HAa OCHOBAHWUHU BBIJAHHOTO (elepalbHBIMH TOCYIAPCTBEHHBIMU OOJKETHBIMU
YUPEKIACHUSAMH, YKa3aHHBIMU B 4acTH 4 HACTOSIIEH CTAaThbH, 3aKJIIOUEHUS O COOTBETCTBHM CEpUM WIIU
NapTUUd UMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOTO Iperapara TpeOOBaHUSAM, YCTaHOBIICHHBIM IPU €ro
rocyapcTBeHHON peructpauud. [Topsnok Bbnayn paspenieHusi Ha BBOJ B IPa)XIaHCKHUI 000poT cepuu
WIN TAPTUU IMMYHOOHOJIOTHYECKOTO JIEKaPCTBEHHOTO IIpernapara, a Takke MOpsI0K BbIIa4d yKa3aHHOTO
3aKJIIOYEHUsT W pa3Mep IUIaThl 3a €ro Bblgady ycraHaBnuBaroTcs [IpaBurensctBoM Poccuiickoit
denepanuu.

8. 3a HempeACTaBICHUE WJIM HECBOEBPEMEHHOE IMPEACTABICHUE JOKYMEHTOB U CBEJICHHIA,
MPETYCMOTPEHHBIX YacTsamu 1, 2, 4, 5 u 6 HacTosIIel CTaThH, POU3BOAUTEIH JICKAPCTBCHHBIX CPEJCTB H
OpraHM3alliy, OCYILECTBISIONINE BBO3 JICKAPCTBEHHBIX MpenapatoB B Poccuiickyto denepannio, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEIbCTBOM Poccuiickoit denepanuu.

9. IlpencraBieHre JTOKYMEHTOB M CBEICHUH, MPEIYCMOTPEHHBIX YacTsmu 1, 2 u 4 HacTosuien
CTaThbW, W TMOJYYCHHE NPEIyCMOTPEHHOTO 4YAaCThIO 7 HACTOSIIEH CTAaThU pAa3pelICHUs Ha BBOJ
UMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOTO TIpenapara B TPaKIaHCKUKA 000poT He TpeOyroTcs B
OTHOIICHWM JICKAPCTBEHHBIX TIPENapaTroB, MPEAHA3HAYCHHBIX IS TPOBEACHHS  KJIMHUYECKHX
HCCIICIOBAaHUM JICKAPCTBCHHBIX IPEHapaToOB, MPOBEICHUS 3KCIEPTHU3bI JICKAPCTBEHHBIX CPEACTB IS
OCYIIIECTBIICHUS TOCYAapCTBEHHOW PErHCTPAIlMH JICKAPCTBEHHBIX IMPENaparoB, a TAaKKe B OTHOIICHUU
HE3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX IMPEMapaToB, MPEAHA3HAYCHHBIX U1 OKa3aHUs METUITMHCKOM
MTOMOIIY TI0 KM3HCHHBIM ITOKA3aHHUSIM KOHKPETHOTO IMAlMEeHTA WJIM TPYIIBI MAlMEHTOB, BBO3UMBIX B
Poccuiickyro denepannio B cooTBeTCTBUHM ¢ dacTsiMu 3 u 3.1 crathu 47 Hactosuiero denepanbHOro
3aKOHA.

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

10. Ilpu BbIIBIEHUU B Tpa)JIaHCKOM OOOpOTE CEpUM WM HapTUU JIEKAPCTBEHHOI'O Iperapara,
JOKYMEHTbl M CBEICHHUS O KOTOPBIX, MPEAyCMOTpEHHble dacTsmu 1, 2 u 4 Hacrosueil craTbu, He
IpescTaBieHbl B (efepanbHbIi OpraH HCIOJHUTENBHON BIIACTH, OCYLIECTBISIIOIIMKM (PyHKIHMH TIO
KOHTPOJIIO U HaA30py B cepe 37apaBoOXpaHEeHUs, JHOO CEpUHM WM NapTHM MMMYHOOMOJIOTHYECKOTO
JIEKapCTBEHHOI'0 Ipernapara, HE MMEIONIMX pa3pelieHuss Ha BBOJ B TIpaXIaHCKUH 000poT,
MPEJYCMOTPEHHOI0 4YacThlO0 7 HAcTOsIEH cTaTbd, (eepalbHbli OpraH HCIOJHUTENbHON BIACTH,
OCYIIECTBISIOMMN (QYHKIMU IO KOHTPOJIIO M HaA30py B cdepe 3apaBOOXpaHEHHs, B MOPSJIKe,
ycraHoBieHHOM [lIpaButensctBoM Poccuiickoil ®enepanyy, NPUHUMAET PELIEHUE O MPEKPALICHUU
IpaXJIaHCKOro 000poTa TaKMX CEpUM WIM MapTUU 1O MPEACTABICHUS YKa3aHHBIX JIOKYMEHTOB H
CBeJIeHUH 100 MOTyueHHs YKa3aHHOTO pa3perieHusl.

CraTtba 53. Mpopaxa, nepegavya NeKkapCcTBeHHbIX CPeACTB OpraHM3aumMaMm ONTOBOWM
TOProBNU NIeKapCTBEHHbIMU CpeaAcTBaMm

Koncynprantllmtoc: npumeuanue.
C 29.12.2020 B a63. 1 4. 1 ct. 53 BHOCsATCS M3MeHeHust (D3 ot 27.12.2019 N 481-03). Cm. Oyayuryro
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PEIaKIIHUIO.

1. Opranuszanuu onToBOM TOProBIM JEKAPCTBEHHBIMU CPEACTBAMHU MOI'YT OCYIIECTBIISTH IPOAAXKY
JIEKAPCTBEHHBIX CPEICTB HIIM IIepelaBaTh MX B YCTAaHOBJICHHOM 3aKOHOAATEIbCTBOM Poccuiickoi
Denepauuu nopsIKe:

1) apyrum opranusanusm OINTOBOW TOPIOBIIM JIEKAPCTBEHHBIMU CPEJICTBAMU;

2) IpOU3BOIUTENSAM JICKAPCTBEHHBIX CPEJCTB IS LeJIel IPOU3BOCTBA JIEKAPCTBEHHBIX CPE/ICTB;
3) anTeyHbIM OpraHU3alUsAM U BETEPUHAPHBIM allTEYHbIM OpraHU3aLUsaM;

4) Hay4HO-MCCIIEJ0BATENbCKUM OPraHU3aLUAM JUIl HayYHO-HCCIIe10BaTeIbCKONH paboThI;

5) WHOIUBUAYaNbHBIM TNPEANPUHUMATENSIM, HMMEIONIMM JIMIEH3UI0 Ha (apMamneBTUYECKYIO
JEATEIbHOCTD WIIH JTULEH3UI0 HA MEAULUHCKYIO EATEIbHOCTD;

6) MCIUIMHCKUM OpraHu3alusaM, B TOM YHUCJIC CO3JaHHBIM U 3apCrUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOAATENbCTBOM MHOCTPAaHHOIO rocyaapctBa - uwieHa OpraHuzanuy 3KOHOMHUYECKOTO
COTPYAHHUYCCTBA u pPa3sBUTHA HHOCTpaHHBIM IOPUINICCKUM JnaMm, HHAUWBHUIYaJIbHBIM
HIpEeIIPUHUMATENSM, SBISIOIIMMCS YYaCTHUKaMHU MPOEKTa B cOOTBETCTBUU ¢ DepepanbHbIM 3aKk0HOM "O
MCKAYHAPOAHOM MCIUIMWHCKOM KJIACTCPEC U BHCCCHUU N3MEHECHUH B OTACJIBHBIC 3aKOHOAATCIIBHBIC aAKThI
Poccwuiickoit @enepannn', 1 BeTeprHAPHBIM OPraHU3AIHM;
(B pen. denepanbuoro 3akoHa ot 26.07.2019 N 240-03)

7) opraHuzanusM W WHAMBHUIYAIbHBIM HPEANPUHUMATENSM, OCYILECTBISIOUIMM pa3BeICHHE,
BBIpAIIMBaHUE W COJEp)KAaHHE >KUBOTHBIX (32 WCKIIOYEHHEM TMPOJAKH WM  (PapMalleBTUIECKUX
CyOCTaHIIMI UM UX TIepeaayn).

(n. 7 B pea. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

Koncynbrantllmtoc: npumeuanue.
C 29.12.2020 4. 2 cr. 53 uznaraercst B HoBou pemakuuu (D3 ot 27.12.2019 N 481-D3). Cm. Oyayuryro
PENaKIHIo.

2. Opranu3zaiy onTOBOM TOPTOBJIH JIEKAPCTBEHHBIMHU CPEICTBAMH 00s3aHbI XPAaHUTh 3aKYTUICHHYIO
(hapmalleBTUUECKYI0 CYOCTaHIIMIO CIUPTa 3TUJIOBOTO (3TAHONA), OCYIIECTBISATh €€ peallu3alui0 WU
rnepenadyy B YCTAHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoit ®enepannu MOPSAKE OpraHU3AIUsAM,
yKa3aHHBIM B MMyHKTax | - 7 yactu 1 HacTosmIeH cTaThu, B Tape 00beMoM He Oonee 1 muTpa.

(uactsb 2 BBeneHa denepanbHbiM 3aKk0oHOM OT 29.07.2017 N 278-03)

Cratbs 54. I'IpaBMna ONTOBOW TOProBIn neKapCcTtBeHHbIMU cpeacTBamMum

OnroBass  TOProBiidl  JIGKAPCTBEHHBIMM  CPEACTBAMH  OCYIIECTBIIAETCS  IPOU3BOAUTEISIMHU
JIEKAPCTBEHHBIX CPEACTB WM OPraHU3alUsMHU OITOBOM TOPIOBJIM JIEKAPCTBEHHBIMU CPEACTBAMU II0
MpaBWJIaM HaJjIexalel JUCTpuObIOTOPCKOM MPaKTUKK U MpaBUJIaM HaJUIeKalled MPaKTUKU XpPaHEHUs U
IIEPEBO3KU JICKAPCTBEHHBIX IIPENApPAaTOB, YTBEPKIAECHHBIM COOTBETCTBYIOIIMMHU YIIOJIHOMOYEHHBIMU
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(benepanbHBIMU OpraHaMU UCIIOJIHUTEIBHON BIIACTH.
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbs 55. I'Iop;lppK p03HVI'~IHOI7I TOproBIin neKapCTtBeHHbIMUM npenapatamun

1. Po3HuMYHas TOpProBis JEKAapCTBEHHBIMH NpenapaTaMH B KOJIMYECTBAX, HEOOXOAUMBIX IS
BBITIOJTHEHUST BpayeOHbIX ((enbaumepckux) Ha3HAuU€HUN WM Ha3HAUCHUH CHEHaTUCTOB B o0jacTu
BETEPUHAPUM,  OCYILECTBISAETCS  ANTEUYHbIMM  OpPraHMU3alMsIMH, BETEPUHAPHBIMU  ANTEUYHBIMU
OpraHu3alMsIMU, WHJUBUlyaJIbHbIMU IpeANPUHUMATEISIMH, MMEIOIINMHU JULEH3HI0 Ha
(bapMareBTUYECKYI0 ACSITEIbHOCTh, MEAWIUHCKUMH OpPTraHU3alMsAMH, HMCEIOIUMH JIMIECH3UI0 Ha
(bapMaleBTUUECKYIO JESITeNbHOCTb, W HUX 000COOJEHHBIMU MoOApa3iesneHusMu (amOylaTopusMu,
benpamepckuMu UM QEIBAMIEPCKO-aKYIIEPCKIMH  ITyHKTaMH, LEHTpaMHu (OTJAEeNeHUsIMH) OO0Iei
BpaueOHOM (ceMeiHOI) MPaKTUKH), PACIIONIOKEHHBIMU B CEJIIbCKMX HACEJICHHBIX MYHKTAaX, B KOTOPBIX
OTCYTCTBYIOT aIllT€YHbIE OpPraHMU3alMM, U BETEPUHAPHBIMHM OPraHU3aLUsSMHU, UMEIOUIUMH JIMLIEH3UI0 Ha
(bapmalleBTUUECKYIO0 JIeATeIbHOCTh. PaspemieHa po3HWYHAash TOProOBIs TOJBKO JIEKAPCTBEHHBIMU
Npernaparamu, 3aperucTpupoBaHHbIMA B Poccuiickoit denepauny WM W3TOTOBJICHHBIMU ANTEYHBIMHU
OpraHu3alMsIMH, BETEPUHAPHBIMU anTeYHbIMU OpraHu3alMsIMH, WH/MBU1yaJIbHbIMU
NPEINPUHIMATEISIMYA, WMCIOIIUMH JIMICH3UI0 Ha (PapMaleBTUYECKYIO JesSTeIbHOCTh. Po3HUYHAs
TOProBisl JIEKAPCTBEHHBIMM NpenaparaMd OCYLIECTBISETCS IO IIpaBWiaM HaJUIeKalled anTedyHon

MIPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYCHHBIM (peiepaibHBIM OPraHOM HCITOJIHUTEIHHON BIACTH.
(B pen. deaepanbhbix 3aKk0HOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

1.1. Po3HMyHas TOPromisl JEKapCTBEHHBIMU NpenaparaMy Jii MEAUIMHCKOrOo MPUMEHEHHs (3a
HCKJIFOYEHUEM JIEKapCTBEHHBIX IPENapaToB, OTIYCKA€MbIX IO PELENTy Ha JIEKAPCTBEHHBIN Ipenapar,
HAapKOTUYECKHUX JIEKAPCTBEHHBIX IPENAapaTOB M ICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENApaToB, a TaKKe
CIMPTOCOJIEPXKAIUX JICKAPCTBEHHBIX MpPENaparoB ¢ OOBEMHON J0Jleld ATUIOBOTO CIMPTa CBbIIE 25
MIPOLIEHTOB) MOXKET OCYIIECTBISATHCA ANTEUYHBIMU OPTraHU3alMsIMH  JTUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HrMYHYI0O  TOProBiItO  JIEKAPCTBEHHBIMU  IpenapaTaMd Uil  MEIULMHCKOIO  IPUMEHEHUS
JUCTAHIIMOHHBIM CIOCOOOM MOTYT OCYIIECTBISITh ANTEUHblE OpPraHU3alU{, UMEIOIINE JUMIEH3UI0 Ha
(bapMareBTUYECKYI0  JEATENbHOCTh UM  COOTBETCTBYIOIlEE paspelieHue (eaepaJbHOro  opraHa
WCIIOJIHUTEJIBHON  BJIACTH, OCYIIECTBIISIIOIIET0 (QYHKIMM IO KOHTPOJIK U Hau3opy B cdepe
3apaBooxpaHeHud. [lopsnok Bbmauum  paspelleHuss Ha  OCYIIECTBICHUE PO3HUYHOM TOPIOBIIH
JIEKapCTBEHHBIMHU IpernapaTaMH JHUCTAaHIIMOHHBIM CIIOCOOOM, TpeOOBaHUS K alTEYHbIM OpraHU3alLUsM,
KOTOPBIE MOT'YT OCYLIECTBISATH TaKylH0 TOPIOBIIIO, U IOPSAOK €€ OCYILIECTBJICHMS, a TAaKXKe IpaBUIa
JIOCTAaBKM JIEKApCTBEHHBIX IPENapaToB rpaxiaaHaM YycraHaBiauBaroTcs IIpaBurenbctBoM Poccuiickoii
Oenepannn. Uudopmanus 06 orutauyeHHBIX (OTHYIICHHBIX) U MOMYYEHHBIX JIEKQPCTBEHHBIX MperapaTax
BHOCHUTCS B CHCTEMY MOHHUTOPHHIA [JBWKEHHS JIEKAPCTBEHHBIX NPEMAPaToOB JUIsl MEAMIIMHCKOTO
IIPUMEHEHHUS B MTOPAJIKE, IPELYCMOTPEHHOM 4YacThl0 7 ctaThu 67 HacTosero deaepanbHOro 3aKOHa.
(uactsb 1.1 BBenena @enepanbHbiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Bunel antedyHbIX oOpraHM3alMii W TpaBWia OTIYCKa JIEKAPCTBEHHBIX IIpernaparoB JUis
MEIUIIMHCKOTO MPUMEHEHUS aNTeYHbIMH OpraHU3alUsMU, WHIUBUAYaTbHBIMU MPEANPUHUMATEISIMU,
MMEIOIIMMHU JIMIEH3HIO Ha (JapMalleBTUYECKYIO JAESITeIbHOCTb, @ TAKXKE MPABUIIA OTITYCKA JIEKapCTBEHHbIX
MpernapaToB Uil MEAMIIMHCKOTO MPUMEHEHHS MEIUIMHCKUMH OpraHU3alUsIMH, UMEIOLIUMHU JTULEH3UIO
Ha (apMaleBTUYECKYIO AEATENbHOCTh, U HMX 00O0COOJIEHHBIMU NOJpa3feneHus MU (amMOyIaTopusMu,
denpamepckuM U QeNbIIIepCKO-aKyIIepCKUMH  MYHKTaMH, LeHTpaMu (OTIeNIeHUusMHU) oOien
BpaueOHOM (CceMeHOI) MpaKkTHKH), PACIONOKEHHBIMH B CEJIbCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX
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OTCYTCTBYIOT aNTEUHbIE OpPraHHU3al[MM, YTBEPKAAIOTCS YIOJIHOMOYEHHBIM (DeepaabHbIM OpraHoM
HCIOJIHUTEIbHOM BJIACTH.
(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

3. [IpaBmia oTmycKka HapKOTHYECKHUX CPEJCTB U MCUXOTPOIHBIX BEIIECTB, 3aPETHCTPUPOBAHHBIX B
Ka4yeCcTBE JIGKAPCTBEHHBIX IIPENapaToB, JIEKAPCTBEHHBIX IPEIapaToB, COJEPIKAIIUX HAPKOTHYECKUE
CpeICTBA W TICUXOTPOIHBIC BEUIECTBA, YTBEPKIAIOTCS YIOJIHOMOYECHHBIM (eAepaTbHBIM OpPraHOM
WCTIOJTHUTEIBHOM BIIACTH 10 COTJIACOBAaHHMIO C (elepasbHBIM OpraHOM WCIIOJIHUTEIILHOW BIIACTH,
YIIOJTHOMOYEHHBIM B chepe BHYTPEHHUX JIET.

(B pen. @enepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

4. JlexapcTBeHHblE IIperapaTbl JJii BETEPUHAPHOTO IMPUMEHEHHUS IOJUIeKaT  OTIYCKY
BETEPHHAPHBIMU aNTEYHBIMU OPraHU3alMsIMH, BETCPHHAPHBIMU OpPTraHU3AIMAMU, WHIUBHIYAIbHBIMH
npeaupuHuMaresiMM, HWMCIOIIMMU  JIMICH3WIO Ha Q)apMaHGBTI/ILIeCKYIO ACATCIIbHOCTD. OTH}’CK
JICKapCTBEHHBIX IPENapaToB Ui BETEPUHAPHOTO TNPHMEHEHHUS OCYIIECTBISETCS B COOTBETCTBHH C
ImpaBHUJIaMH Haﬂnemameﬁ anTeYHOMN IMPAKTHUKKU JICKAPCTBCHHBIX MPCIapaToB Mjisi BCETCPUHAPHOIO
NPUMEHEHHSI, YTBEP)KICHHBIMH YIIOTHOMOYEHHBIM (peJiepaibHBIM OPTaHOM MCIOJTHUTEIBHOM BIACTH.

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

5. TlepeyeHb MEOUIIMHCKUX OpraHU3allMi, MMEIONIMX JIMICH3UI0 Ha (apMaleBTHYECKYIO
NESTeNIbHOCTb, M UX  O00O0COOJIEHHBIX  mozpasjeneHuil  (amOynaTopui,  (enpAlIEepcKUX U
(benpamepeKo-aKyIepcKux MyHKTOB, IEHTPOB (OTAeNIeHHi) o01eil BpaueOHON (CeMeHON) MPaKTHKK),
PAacIIONIOKEHHBIX B CEILCKUX HACEIEHHBIX MTyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEYHbIC OPraHU3aLNH, a
TaKXKe MEePEYCHb JICKAPCTBEHHBIX MPENapaToB, MPOJaaXa KOTOPBIX MOXKET OCYIIECTBISATHCS YKa3aHHBIMHU
OpraHu3alisiIME W HX  O0OOCOOJICHHBIMH  TOApA3JCICHUS MM,  YCTAaHABIUBAIOTCS  OpraHaMu

HCIIOJIHUTENBbHOM BacTu cyobekToB Poccuiickoit denepanuu.
(B pen. DenepanbHbix 3aKk0oHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

6. AnreuyHble OpraHu3allid, WHIUBUAYAJIbHBIE MPEANPUHUMATEIN, HMEIOIIME JIMLEH3UIO Ha
(dapmalleBTUUECKYI0  JeSTeNbHOCTh, O0s3aHbl oOecneunBaTh  yTBepXkAeHHbIM IIpaBuTenscTBOM
Poccuiickoit @enepaunu U GopMHpPYEMBbIii B YCTAaHOBIEHHOM MM TOPSJIKE MUHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX Ui OKa3aHUs MEAUIIMHCKONW MTOMOIIIH.

(uactsb 6 B pen. denepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTteuyHble OpraHU3allid, WHIWNBUAYAIbHBIC MPEANPUHUMATEIN, WMCIONINE JIMICH3WIO Ha
(dapMalleBTUUECKYIO0 JIeATEIbHOCTh, HapsAy C JIEKapCTBEHHBIMHM IIperapaTaMd HMEIOT IPaBo
nmpuoOperaTh W TpoAaBaTh, B TOM YHCIE JHUCTAHIMOHHBIM CIIOCOOOM, MEIHMIIMHCKHUE W3JIeIHs,
Ne3WH(UIIMPYIONTNE CPENICTBA, MPEAMEThl U CPEACTBA JMYHOW TUTHEHBI, MOCYAY AN MEIUITMHCKUX
TIeJICH, TPeIMEThI B CPEJICTBA, MTPETHA3HAUCHHBIC [T YX0/a 3a OOJIBHBIMU, HOBOPOXKICHHBIMHU U JCTHMH,
HEe JOCTUTIIMMHU BO3pacTa TPeX JIET, OYKOBYIO OMTHKY M CPEICTBA yXOJa 3a HEi, MUHEpAJIbHbBIE BOJBI,
MPOJIYKTHl JICYEOHOTO, JCTCKOIO0 W JUCTHYSCKOTO TUTAHHs, OWOJIOTHYSCKH AaKTHUBHBIC J00aBKH,
napproMepHble U KOCMETUYECKHE CPENICTBA, MEIUIIMHCKUE U CAHUTAPHO-TIPOCBETUTEIILHBIE TMEYaTHBIC
W3JIaHus, TpeHa3HAYCHHBIC JIJIS MPOTIaraH;Ibl 3I0POBOT0 00pasa KU3HHU.

(B pen. @enepanpubix 3akoHOB OT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-®3)

8. JlearenpHOCTh anTeuHbIX opraHu3zauuii BoopyxkeHnHbix Cuil Poccuiickoit @enepauuu, Ipyrux
BOMCK, BOMHCKUX (DOPMUPOBAHMI M OPraHOB, B KOTOPBIX 3aKOHOJaTeNbcTBOM Poccuiickoit denepannu
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(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

MPEyCMOTPEHO MPOXOXKIACHUE BOEHHOM CIyKObl WM (eaepalbHON TOCYTapCTBEHHON CIIyKOBblI,
CBS3aHHOH C MPaBOOXPAaHUTEIBHON JESATEILHOCTBIO, pErJIaMEHTUpYeTcs HacrosmuM DenepanbHbIM
3aKOHOM U YTBEP)KJIEHHBIMH COOTBETCTBYIOUIMMH (eepalbHbIMU OpraHaMU HCIOJHUTENBHON BIAacTU
noyiokeHussMi. KOHTpOib 3a COOJIO/IEHUEM YyKa3aHHBIMH aNTEYHBIMA OPraHU3alUSIMU TTOJIOKCHHIMA
HacTosmero denepanbHOr0 3aKOHA OCYIIECTBISIETCS COOTBETCTBYIOIIMMHM (eepaibHbIMU OpraHaMu
HCIOJIHUTEIbHOUN BJIACTH.

(B pen. denepanbHoro 3akoHa ot 13.07.2015 N 262-D3)

Koncynsrantlntoc: npumedanue.
C 01.01.2021 4. 9 ct. 55 yrpaunBaet cuiy (D3 ot 03.04.2020 N 105-D3).

9. B ycnoBusix 4pe3BblYaiHON cUTyalMu W (WJIKM) OIPU BO3HUKHOBEHUH YIpO3bl PaCHpOCTPaHEHUS
3a0oyieBaHMs, MPEICTABISIIONIETO OIACHOCTh Ul  OKpyxkaromux, IlpaBurensctBo Poccuiickoit
@denepau IpU HEOOXOAMMOCTH BIPABE YCTAHOBUTb BPEMEHHBINH MOPSIOK PO3HUYHOM TOProBIIU
JIEKapCTBEHHBIMU IIpenaparaMy JUisi MEAMLIUHCKOTO TPHUMEHEHHUS (32 HMCKIIOUCHHEM HapKOTHUECKHX
JICKApCTBCHHBIX mperaparoB u MICUXOTPOIMHBIX JICKAPCTBCHHBIX npemnaparos, a TaKXEC
CIIMPTOCOJIEPKALINX JICKAPCTBEHHBIX MNpEenaparoB ¢ OOBEMHOH JOJIeH STHIOBOIO CIMPTA CBBILE 25
HpOHeHTOB) JUCTaHIIMOHHBIM CHOCO6OM, MOPAAOK BbIAA4YM PA3pPCIICHHA Ha OCYHICCTBJIICHUC TOPTOBJIH,
NPEAYCMOTPEHHON HACTOSALICH 4YacThlo, TpeOOBaHWS K AaNTEYHBIM OpPraHU3AIMsAM, KOTOPBIE MOTYT
OCYIIECTBIISITh TAaKyIO TOPTOBIIO, a TAK)KE BPEMEHHBIE NPaBUJIa JIOCTABKH JICKAPCTBEHHBIX IPETapaToB
rpakaaHaM.

(uactb 9 BBeneHa denepanbHbiM 3aKkoHOM 0T 03.04.2020 N 105-D3)

Cratbs 56. N3roTtoBneHue n OTNYCK NekKapCTBEeHHbIX npenapartoB

1. M3roroBineHue JEKApCTBEHHBIX IIPENAapaToOB alTEYHbIMU OpPraHU3AlMSIMH, BETEPUHAPHBIMU
anTeYHbIMU OPTraHM3aLUsAIMH, WHIUBUIYAIbHBIMU [PEANPUHUMATEIAMU, HMEIOIMUMU JUIEH3UI0 Ha
(apMaleBTUUECKYIO AESTENbHOCTb, OCYIIECTBISETCS MO pelenTaM Ha JEKapCTBEHHbIE Mpenaparsl, 1o
TpeOOBAaHUAM MEAMIMHCKUX OpPTraHU3alMii, BETEPUHAPHBIX OpraHu3aluii B COOTBETCTBUM C IpaBHJIAMU
W3TOTOBJIEHUS W OTIIyCKAa JIEKAPCTBEHHBIX IIPENapaToB, YTBEPKJICHHBIMU  YIIOJHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTENBHON BIACTH.

2. HpI/I HN3TOTOBJICHUHN J'IeKapCTBeHHI)IX npenapaTOB AlITCYHBIMHA OpFaHI/ISaHI/ISIMI/I, BeTepI/IHapHI)IMI/I
anTEeYHbIMU OPTaHM3ALUSMU, WHIWBUIYAIbHBIMU MPEANPUHUMATEISIMU, HMEIOIIMMU JUIEH3UI0 Ha
(hapMaIeBTUUECKYI0 JCSTEIbHOCTh, HCIOMIB3YIOTCS (DapMalleBTUUYECKHUE CYOCTAHIIMHM, BKIIIOUCHHBIC
COOTBETCTBEHHO B FOCYAapCTBEHHBIN peecTp JEKAPCTBEHHBIX CPEJCTB IS MEAULMHCKOTO MPUMEHEHUS U
FOCy,HapCTBeHHI)II\/II peeCTp J'IeKapCTBeHHBIX CpeHCTB HJIA BeTepI/IHapHOFO HpI/IMeHeHI/IH B yCTaHOBJ'IeHHOM
nopsiaike. He momyckaercs M3roTOBIIEHHE aNTEUYHBIMU OpPraHU3alMsIMHU, BETEPUHAPHBIMHM aANTEYHBIMU
OpFaHI/ISaHI/ISIMI/I, I/IH)II/IBI/II[yaJ'II)HBIMI/I Hpe)IHpI/IHI/IMaTeJ'IHMI/I, NMCHOIIITNMHN JIMIOCH3 WO Ha
(hapMalleBTUUECKYIO JESITeNbHOCTD, JIEKAPCTBEHHBIX MPENapaTroB, 3aperuCTPUPOBAHHBIX B Poccuiickoit
denepanuu.

3. MapKI/IpOBKa JICKApCTBCHHBIX MPCIapaToB, HMU3TOTOBJICHHBIX allTCYHBIMHA OpraHu3alluiaIMU,
BC€TCPUHAPHBIMH allTCYHBIMW OpraHu3alluiaIMH, WHAWBUAYAJIbHBIMU MPECANTPUHUMATCIIAMU, UMCIOIIUMU
JJUICH3HUIO Ha (I)apMaI_ICBTI/I‘-ICCKYIO ACATCIIBHOCTb, H O(I)OpMJ'ICHI/Ie TaKUX TMPCIapaToB JOJIKHBI
COOTBCTCTBOBATH ITpaBUJIaM, YKa3aHHBIM B 4aCTHU 1 H&CTOSIHIGIZ CTaTbH.
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4. AnrteuyHble OpraHu3allMy, BeTEpUHApPHbIC aNTEUHble OpraHU3allud, WHAUBHUIYyaJIbHbIE
npeaApruHUMAaTEIIN, UMCIOIHEC JIMICH3UIO HAa (bapMaL[eBTI/I‘-IGCKYIO ACATCIIbHOCTh, HECYT OTBETCTBCHHOCTD
32 HECcOOJIOZCHHE MpaBWJI M3TOTOBJIEHUS M OTIyCKa JIEKApPCTBEHHBIX IPEnapaToB B COOTBETCTBHM C
3aKoHoarenbcTBoOM Pocculickon denepanuu.

Cratba 57. 3anpeweHue npoaaxum ¢anbCUPULMPOBAHHbIX JleKapCTBEHHbIX
CpeAcTB, HepoOpoKa4yeCTBEHHbIX  JIeKApCTBEHHbIX  CPeACTB,  KOHTpadaKTHbIX
neKapCcTBEHHbIX CPeacTB

[Tponaxka hanbCcupUIIUPOBAHHBIX JEKAPCTBEHHBIX CPENICTB, HETOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX
CpeICTB, KOHTPaaKTHBIX JIEKAPCTBEHHBIX CPEJCTB 3aIPEIIACTCS.

CraTtbsa 58. XpaHeHMe nekapCTBeHHbIX CpeacTB

1. XpaHeHWe JIEKapCTBEHHBIX CPEACTB OCYIICCTBIISICTCS IMPOU3BOJAUTEISMU JICKAPCTBEHHBIX
CPEICTB, OpraHW3alUsIMU  ONTOBOH  TOPrOBIM  JICKAPDCTBCHHBIMH  CPEACTBAMH,  ANTECYHBIMU
OpraHH3aIisIMH, BETEPHHAPHBIMH aIITE€YHBIMH OpraHH3aIHsIMH, WH/IUBUYTbHBIMUA
MPEANPUHUMATEIISIMU, UMCIOIIIMMHA JTUIEH3MI0 Ha (DapMaIieBTUYECKYIO NIEeATEIHHOCTh WM JIUIEH3UIO0 Ha
MEIUIUHCKYIO JICATCIIbHOCTh, MEIAUIMHCKUMH OpraHU3alMsIMU, BETEPUHAPHBIMU OpPTaHU3ALUSAMU U
WHBIMH OPTaHU3alUsSIMH, OCYIICCTBISIOMMMHU OOpalleHue JICKapCTBEHHBIX CPEJICTB. XPaHCHHE
JICKApPCTBEHHBIX CPEJCTB JUISI BETCPHHAPHOTO TPUMCHCHHUS OPraHU3allMsIMH W WHAWBUIYAIbHBIMU
MPEANPUHUMATEIIIMA B CITydasX, €CIM OHH WCIOJB3YIOTCS WCKIIOYUTEIHRHO TIPH pa3BeICHUH,
BBIpAIIMBAaHUH, COJICPIKAHUH U JICUCHUU KUBOTHBIX, MOXKET OCYIICCTBISIThCS 0€3 TOJIY4YCHUS JIMIICH3UU
Ha (apMaleBTUYECKYIO ICATEIHHOCTb.

(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBuia  XpaHeHHMs]  JICKAPCTBEHHBIX  CPEJICTB  YTBEPXKIAIOTCA  COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (he/iepabHbIM OPTaHOM UCIIOJHUTEIBHOM BIacTH.

3. XpaHeHHe HAapKOTUYCCKUX JICKAPCTBCHHBIX CPCACTB, IICUXOTPOIIHBIX JICKAPCTBCHHBIX CPCIACTB,
panuodapmManeBTHYECKUX  JIEKApCTBEHHBIX  CPEJICTB  OCYIIECTBISETCS B COOTBETCTBUM  C
3aKoHoarenbcTBOM Poccuiickont denepanuu.

Cratba 58.1. lpeaAMeTHO-KONMMYECTBEHHbIA Yy4YeT JieKapCTBEeHHbIX CpeacTB Ans
MeAULIMHCKOro NpMMeHeHuns
(BBeeHa PenepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. [IlepedyeHb JEKApCTBEHHBIX CPEIACTB [UII MEIUIIMHCKOTO TPUMEHEHUsS, MOJICIKAINX
MPEIMETHO-KOJIMYECTBEHHOMY ~ YU€Ty, YTBEP)KIAeTCs YIMOJHOMOYEHHBIM (helepaibHbIM OpTraHOM
HUCIIOJIHUTEILHON BJIACTH.

2. TlopsoK BKIIOYEHHUS JICKAPCTBEHHBIX CPEACTB JAJIS MEAMIMHCKOTO NPUMEHEHHs B IEpedyeHb
JICKApCTBCHHBIX CPEACTB IS MECAUIMHCKOTO NPUMEHCHUA, MOJJIC)KAIIUX NPEIMETHO-KOJINYECCTBCHHOMY
y4yeTy, YCTaHaBIUBACTCS YHOJIHOMOYEHHBIM (ellepalbHbIM OpPraHOM HCHOJHHUTENBHOM BIIACTH IO
COTJIACOBAaHUIO C (emepaabHBIM OPraHOM HCIIOJHUTENBHON BIACTH, YIOJIHOMOYCHHBIM B cdepe
BHYTPEHHHUX JIEII.

(B pen. ®exnepanbHoro 3akona ot 03.07.2016 N 305-03)
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3. IlpeaMeTHO-KONMYECTBEHHBIM YYET JEKapCTBEHHBIX CPEACTB I MEAUIMHCKOIO MPUMEHEHUS
BEIyT MPOM3BOAUTENN JIEKAPCTBEHHBIX CPEJICTB, OpraHU3allid ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMU
CpeICTBaMH, alTE€YHblEe OPraHW3alid, WHJMBHAyaJbHbIE NPEANPUHUMATENN, UMEIOLIUE JIMLEH3UI0 Ha
(bapMareBTHYECKYIO0 JAEATENbHOCTh MM JIMIEH3UI0O Ha MEAWIUHCKYIO JEATENIbHOCTh, U MEIUIIMHCKUE
OpraHM3alliy, OCYILECTBIAIONINEe 00palleHne JIEKapCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO MTPUMEHEHUS,
MyTEM PETHCTpaliy JIOObIX CBA3aHHBIX C UX OOpalleHHeM ONepaIyii, MPH KOTOPHIX HM3MEHSETCA HX
KOJIMYECTBO U (WJIHM) COCTOSIHHE, B CIIEHUATbHBIX )KYypHAJlaX ydeTa omnepalui, CBI3aHHBIX C OOpalieHrueM
JIEKapCTBEHHBIX CPEACTB JUIsl MEUIIMHCKOTO PUMEHEHMSI (JjaJIee - CIIEUaIbHbIE KYPHAJIbI).

4. TlpaBuna peructpanuu orepaiuii, CBI3aHHBIX C OOpalleHHEeM JICKapCTBEHHBIX CPEICTB JIf
MEIUIIMHCKOTO MPUMEHEHMSI, BKIIIOUEHHBIX B MEPEUYEHb JIEKAPCTBEHHBIX CPEACTB I MEAUIIMHCKOTO
MIPUMEHEHHUS, TOJIEKAIINX TPEAMETHO-KOJIMYECTBEHHOMY YUETY, B CIELUAIbHbIX XKypHalaxX U IMpaBuia
BEJCHUS M XPaHCHHS CIECHUAIBHBIX JKypHAJIOB YTBEPKIAIOTCS YIOJIHOMOYEHHBIM (ernepaabHbIM
OpraHOM MCHOJHUTEIbHOMN BIACTH.

5. Koutponb 3a coOJIO/IeHHEM IMpPaBUJI PETUCTPALIMHM OINEpaluii, CBSI3aHHBIX C OOpalieHuEM
JIEKapCTBEHHBIX CPEICTB VI MEIULUHCKOrO MPUMEHEHHs], BKIIOYCHHBIX B IEpPEeUeHb JIEKAPCTBEHHBIX
CpCACTB 4 MCAULMHCKOTO TPHUMCHCHHA, MMOMJICKAIIUX MNIPEAMCTHO-KOJIMYCCTBCHHOMY YUCTY, B
CHEIHMAbHBIX JKypHaJlaX, a TakXKe 3a COOJII0JICHWEM TMpaBWil BEACHHS M XPaHEHUS CIEIUaTIbHBIX
YKYpHAJIOB BO3JIaraeTcsi Ha YIOJHOMOYEHHBIE (peiepaabHble OPTaHbl UCIIOJHUTEIILHON BJIACTH U OpPTraHbl
UCIIOJIHUTENBHON BiacT cyObekToB Poccuiickoit ®enepainuu, OCYIIECTBISAIONINE JUIEH3UPOBAHUE
MPOM3BOJICTBA  JICKAPCTBEHHBIX CPEICTB, (apMaleBTUYCCKOW JIEATEIBHOCTH H  MEIUITUHCKOU
JEeSITeIbHOCTH, U OCYILIECTBIISIETCS B paMKax JIMLIIEH3HOHHOTO KOHTPOJIS.

Maea 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPECTB
CrtaTtba 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUSI NeKapCTBEHHbIX CPeACTB

1. HenoOpokauecTBEHHBIE JIEKApPCTBEHHBIE CPENCTBa, (anbCU(UIMPOBAHHbBIE JIEKAPCTBEHHBIE
cpeacrtBa IMmoJieKaTr H3BATUIO U3 06paH1€HI/I$I N YHUUYTOXCHUIO B IMOPAAKE, YCTAHOBJICHHOM
ITpaButensctBoM Poccuiickoit denepannu. OcHOBaHHEM Ul YHUYTOKEHHS JIEKapCTBEHHBIX CPEJICTB
ABISIETCSl ~ pELIeHHWe  BIaJeNblla  JIGKAPCTBEHHBIX  CPEACTB,  PEIICHHE  COOTBETCTBYIOIIErO
YIIOJIHOMOYEHHOTO (heiepabHOrO OpraHa UCIOJHUTEIBHOM BIACTH WM PELICHUE Cya.

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

2. KoHTpadakTHbIE JIEKapCTBEHHBIE CPE/ICTBA MOAJIEKAT U3BATHIO U3 OOPAIEHUs U YHUUYTOXKEHUIO
1o pemieHuio cynaa. [lopsaok yHUYTOXKEHHs] KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEJCTB YCTAaHABIMBAETCS
IIpaBurensctBoM Poccutickoit denepanuu.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pacxompl, cBs3aHHBIE C YHUYTOXKEHHEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB,
HEZ0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, (DambCU(UIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB,
BO3MEILAIOTCS UX BIAJEIBLEM.

4. Brnanener JeKapCTBEHHBIX CPEACTB JODKEH MPEICTaBUTh B YIMOJHOMOYEHHBINH (enepasbHbIil
OpraH MCIIOJHUTEIBHOM BIACTH JOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJIEHHOM IOPSAKE €ro KOIHIO,
MOATBEpKIatoIUe (PaKT YHUUTOKEHHS JIEKAPCTBEHHBIX CPEICTB.
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

5. CoOTBETCTBYIOUIMH  YIIOJIHOMOYCHHBIM (heaepaibHblid OpraH HWCIIOJIHUTEIILHOW  BJIACTH,
MPUHSIBIIMKA penieHne 00 YHHYTOKEHWU JICKAPCTBEHHBIX CPEJICTB, OCYIIECTBISET KOHTPOJIb 3a HX
YHUUYTOKEHUEM.

6. VYHUYTOXKEHUE JICKAPCTBEHHBIX CPEJICTB MPOU3BOIAUTCS OpPTraHU3alUSIMH, HWMEIOIIUMHU
COOTBETCTBYIOIIYIO JINIICH3HUIO, HA CIIEIUAILHO 000PY0BAaHHBIX IIJIOIIAIKAX, MTOJIUTOHAX U B CIICIIHAIBHO
00OpYIOBaHHBIX MOMEIIECHUSAX C COONIOICHHEM TpeOOBaHUI B 00JIACTH OXPAaHBI OKPYKAIOIIEH Cpelbl B
COOTBETCTBHUH C 3aKOHOJATEILCTBOM Poccuiickoit denepanum.

7. HapkoTuyeckue JI€KapCTBEHHbIE CpEACTBA, IICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEJICTBA,
panuodapmaneBTUYECKUE  JIGKAPCTBEHHBbIE  CPEACTBA  YHHUYTOXKAIOTCA B COOTBETCTBUM  C
3aKkoHoarenscTBOM Pocculickont denepanuu.

Mnasa 12. TOCYAAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA JIEKAPCTBEHHbBIE NMPENAPATbI AJ1A MEAWLUWHCKOIO NPUMEHEHWUA

Cratba 60. NlocynapcTBeHHOe perynupoBaHue LieH Ha NeKapCTBeHHble npenaparbl
Ana MeAuLMHCKOro NnpuMeHeHus

1. TocynmapcTBeHHOE pErylIMpOBaHWE IIEH Ha JIEKAPCTBEHHBIC NpenapaTsl I METUIIMHCKOTO
PUMEHEHHSI OCYLIECTBIIIETCS OCPEACTBOM:
(B pen. ®enepanbHOro 3akona ot 26.03.2020 N 67-3)

1) yrBepxnenus IIpaBurensctBom Poccuiickoit denepanun nepedHs >KU3HEHHO HEOOXOJUMBIX U
BAXHEHININX JIEKAPCTBEHHBIX IpPENapaTroB, KOTOPbI (QOpMHUpPYETCS U HE pexe OJHOro paza B TOf
[IEpEeCMaTPUBAETCA B YCTAHOBIIEHHOM MM IIOPSJKE HAa OCHOBE KOMILUIEKCHOW OLICHKH JIEKAPCTBEHHBIX
[pernapaToB, BKJIOYas aHalu3 CBEICHUM O CpaBHUTENbHON KIMHUYECKOW 3((EKTUBHOCTH U
0€30IaCHOCTH  JIEKaPCTBEHHOT'O CPEJCTBA, OLIEHKY HSKOHOMHYECKUX TOCJIEACTBUNH IMPUMEHEHHUS
JIEKAPCTBEHHOT'O0 CPEACTBA M M3Y4YEHHWE JIONOJHMUTENBHBIX ITOCIEACTBUI NPUMEHEHHS JIEKAPCTBEHHOIO
CPEICTBa;

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBepKIEHUS METOJUKU pacdyeTa NpeNeibHBIX OTIYCKHBIX IIeH MPOU3BOJAUTENCH Ha
JICKapCTBCHHBIC TIpPENaparhl, BKIIOYEHHBIC B TMEPEUCHb JKU3HCHHO HEOOXOAMMBIX W BaXKHEHUIINX
JIEKapCTBEHHBIX MPENaparoB, a Takke BHEIPEHHS MEXaHU3MOB (OPMUPOBAHUS CUCTEMBI pedepeHTHBIX
IICH;

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

3) TOCYAapCTBEHHOM pEruCTpallii TPEACIbHBIX OTIYCKHBIX II€H TPOU3BOJIUTENCH Ha
JIEKapCTBEHHbIE MpPEeNaparhl, BKIIOUEHHBIE B TMEPEYeHb JKU3HEHHO HEOOXOMUMBIX M BaXXHEHUIIMX
JIEKapCTBEHHBIX NPENapaToB;

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

4) BeleHUs TOCYNApCTBCHHOTO peecTpa MpPEACTIbHBIX OTIMYCKHBIX IIEH MPOM3BOJAMTENCH Ha
JIeKapCTBEHHbIE MpPEeNaparhl, BKIIOUEHHBIE B TMEPEYEeHb JKU3HEHHO HEOOXOMUMBIX M BaXXKHEHUIIMX
JIEKApCTBEHHBIX IIPENapaToB;

5) YTBCPKACHUA MCTOAUKHU YCTAHOBJICHHA OpraHaMu HUCIIOJIHUTEILHON BJIACTH CY6’beKTOB
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

Poccuiickoit @enepanuu OpeaeNbHBIX Pa3MEPOB OMNTOBBIX HAA0AaBOK M MPEAETIbHBIX pa3MepoB
PO3HMYHBIX Han0aBOK K (PaKTHUECKUM OTIIYCKHBIM II€HAM, YCTAHOBJICHHBIM IPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX IpENapaTroB, Ha JIEKAPCTBEHHBIC IIpenaparbl, BKIOYEHHBIE B IMEPEYEHb >KU3HEHHO
HEOOXOMMBIX M BKHEUIINX JIEKAPCTBEHHBIX MIPENIAapaToB;

6) ycTaHOBJICHHS MPEACTbHBIX Pa3MEPOB ONTOBBIX HAJA0ABOK M MPEACIbHBIX Pa3MEPOB PO3HUYHBIX
Ha70aBOK K (DAaKTUYECKUM OTIYCKHBIM IICHAM, YCTAHOBJICHHBIM MPOU3BOJUTEIISIMUA JICKAPCTBEHHBIX
MIpernapaToB, Ha JICKAPCTBEHHbIE Nperaparbl, BKIIOUYEHHBIE B IEpPEUEHb >KU3HEHHO HEOOXOIHUMBIX H
BOKHEUILIMX JICKAPCTBEHHBIX MIPENapaToB;

7) yTBep:KIE€HHUS MOPSAJKA BbLAAYU NPEIIUCAHHI OpraHaM HCIHOJHHUTEIBHOM BIIACTH CYOBEKTOB
Poccuiickoit denepannu 0 NpUBEAECHUH B COOTBETCTBUE C 3aKOHOJATENbCTBOM Poccuiickon denepannu
pelieHnid 00 YCTAaHOBJIGHHWU TMPEAENBHBIX pa3MEpOB OMNTOBBIX HAA0ABOK M TMPEICNbHBIX pPa3MepoB
PO3HUYHBIX Haa0aBOK K (PaKTHUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM MPOU3BOIUTEIISIMU
JIEKapCTBEHHBIX TMpPENapaTroB, Ha JIEKApCTBEHHBIC Ipenaparhbl, BKIOYCHHBIE B IEPEYCHb >KU3HEHHO
HEOOXOUMBIX M BAXHEWINUX JICKAPCTBEHHBIX IPENapaTroB, €CIIM OHU TPHUHATHI C HaPYIICHHEM
3akoHoAarenscTBa Poccuiickoit @enepaiuu, B nopsiake, ycraHoBieHHOM [IpaBurensctBom Poccuiickoit
®denepauuu;

8) HampaBlieHUs] YINOJHOMOUYEHHBIM (efepabHbIM OpPraHOM MCIIOJHUTEIbHON BJIAcTH OpraHam
HCIIOJIHUTENbHON Biactu cyObekToB Poccuiickoit @enepanuu NpeAnucaHuil O MPUBEACHUU B
COOTBETCTBHE C 3aKoHojarenscTBOM Poccuiickoin  ®enepaunu OPUHATBIX € HapyLIEHUEM
3aKoHoAarenbcTBa Poccuiickoit @enepaiuy perieHnii 00 yCTaHOBICHUH MPEAEIbHBIX Pa3MEPOB ONTOBBIX
Ha/10aBOK M IpPEJENIbHBIX pPa3MEpOB PO3HUYHBIX HAJ0ABOK K LIEHAM Ha JIEKAPCTBEHHBbIE Ipenaparhl,
BKJIFOUEHHBIE B [I€PEUEHb )KM3HEHHO HEOOXOJUMBIX M BaKHEHIIIMX JIEKAPCTBEHHBIX MPENaparos;

9) ocymiectBieHus (heepanbHOro rocy1apcTBEHHOT0 Hai30pa B cepe oOpalieHHs JeKapCTBEHHbBIX
CPEICTB M PErHOHAIBHOIO TOCYJAapCTBEHHOI'O KOHTPOJISI 3a IPUMEHEHUWEM IIEH Ha JIEKapCTBEHHBIC
Ipernaparbl COOTBETCTBEHHO YHNOJHOMOYEHHBIMH (e/lepalbHbIMU OpraHaMM HMCIIOJHUTEIBHON BIACTH U
opraHaMiy HUCIIOJIHUTEIIbHON BIacTu cyOwhekToB Poccuiickoit deneparuu COriiacHO UX KOMIIETEHIIMU B
nopsake, ycranosiueHHoM IIpasurensctBom Poccuiickon @enepanny;

(. 9 B pea. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) mnpuMeHeHUs NPEAYCMOTPEHHBIX 3aKOHOAaTenbcTBOM Poccuiickoit  ®Penepauuu  Mmep
OTBCTCTBCHHOCTHM 3a HAPYHICHUC TIOpAAKa HCHOO6p330BaHI/I$[ Ha JICKApCTBCHHBLIC MPCIIaparhl,
BKJIFOYEHHBIE B IIEpeUEHb )KU3HEHHO HEOOXOMMBIX U BXKHEHUIIINX JIEKAPCTBEHHBIX MPENapaToB.

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

2. B ycnoBusAx upe3BblYaliHON cUTyalluu U (WIM) NpU BOZHUKHOBEHUHU YIPO3bl PACPOCTPAHEHUS
3a00J1€BaHMs, TPEACTABIISIONIETO OMACHOCTh IS OKPYKAIOIIMX, a TaKXKE B Clydae, €ClId B TECUEHHUE
TPUIALATH KaJEHJAAPHbIX OHEW nocie npuHATus lIpaBurensctBoM Poccuiickoit denepannu pemieHus o
MPOBEJICHUY MOHUTOPHHIA PO3HUYHBIX IIEH HA JIEKAPCTBEHHbBIEC MIPENApaThl, HE BKIIOUYECHHBIE B MIEPEUYCHB
KU3HEHHO HEOOXOJMMBIX W BaXHEHUIINX JIEKAPCTBEHHBIX IPENapaToB, HA TEPPUTOPHUAX CYOBEKTOB
Poccuiickoit @enepanny BBISIBIEH POCT PO3HUYHBIX IIEH HAa YKa3aHHBIE JIECKAPCTBEHHBIE Mpenaparsl Ha
TPHUILIATH MPOIIEHTOB U 6onee, [IpaButenscTBO Poccuiickoit denepannu BripaBe yCTAHOBUTH MPEACTbHBIC
OTIYCKHBIE IEHBl MPOU3BOJUTENICH Ha YKa3aHHBIE JIEKAPCTBEHHBIE MPENApaThl, MPEIEIbHBIE Pa3MeEpPhI
OINTOBBIX HAA0ABOK U TpeleibHbIe pa3Mephbl PO3HUYHBIX HA0aBOK K (DaKTUUECKUM OTIYCKHBIM II€HAM
MPOU3BOAUTENEH Ha YKa3aHHbIC JIEKAPCTBEHHbIC IMpenaparthl. [lepedeHp 1eKkapCTBEHHBIX MPENapaToB, HE
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

BKJIIOYEHHBIX B II€pEYEHb JKU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IIpENapaTroB, U
nopsiiok ero popmupoBanus onpezaenstores [IpasurenscrBom Poccuiickoit @enepanuu.
(dactp 2 BBeneHa denepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B Teuenue aeBsiHOCTa KaJleHAApHbIX JHEN co 1HA yTBepxkaeHus lIpaBurenscTtBom Poccuiickoii
@Denepauyy nepeyHs, yKa3aHHOTO B YaCTH 2 HACTOALIECH CTaThH, HE JOIYCKAIOTCS pealn3alus U OTILYCK
BKJIFOUEHHBIX B HErO JIEKAPCTBEHHBIX IPENapaToB IO II€HAM, IPEBBIIIAIOMINUM IPEEIIbHBIE OTIIYCKHBIE
LIEHbl IPOU3BOJUTENICH HA yKa3aHHBbIE JICKAPCTBEHHBIC IIPENapaTsl, NPEACIbHBIE Pa3MEpPbl ONTOBBIX
Ha/J0aBOK M Tpe/eibHbIE pa3Mepbl PO3HUYHBIX HaI0aBOK K (aKTHUYECKUM OTIYCKHBIM ILI€HaM
IIPOM3BOUTENICHl Ha YyKa3aHHbIE JIEKApPCTBEHHbIE IIpernaparbl € Y4YeTOM Hajora Ha J100aBJIECHHYIO
CTOMMOCTb.

(uactb 3 BBenena denepanbHbiM 3aKk0HOM 0T 26.03.2020 N 67-D3)

Koncynsrantlntoc: npumeyanue.
3apeructpupoBanabie 10 07.06.2019 mpenenbHbIe OTHYCKHBIE IIEHBI TOJIEKAT 00s3aTeIbHOMN
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBHH €O CT. 2 D3 0T 06.06.2019 N 134-D3.

Cratba 61. lNocypapcTBeHHas peructpaums M nepeperncrpauusa npegenbHbIX
OTNYCKHbIX LeH Mnpou3BoAUTENieN Ha JeKapCTBeHHble MnpenapaTtbl, BKMOYEHHble B
nepeyvyeHb XXU3HEHHO HEOOXOANUMbIX U BaXXHEMLUUX JIeKapCTBEHHbIX NpenapaToB

(B pea. @enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. IlpenenbHast OTIYyCKHAs II€HAa MPOU3BOAMTEINS Ha JICKAPCTBEHHBIN Ipenapar, BKIIOYEHHBIN B
MepeueHb KU3HEHHO HEOOXOAWMBIX U BaXKHEHIIMX JIEKQPCTBEHHBIX IMPErapaToB, MOAJEKHUT
rOCYJIapCTBEHHOM PErucTpaluy B Mopsiake, ycraHoBiaeHHOM [IpaButensctBom Poccuiickoit denepanu,
Ha OCHOBAHHWM IPEACTABICHHOTO B YIMOJHOMOYEHHBINH (efepanbHblii OpraH HCHOJIHUTEIBHOM BIAacTH
3asBJICHUS JEpKaTelsl WM BJAJENbla PErMCTPAlMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOIO Ipenapara
(YMOTHOMOYEHHOT'O UM JIUIIA).

2. 3aperucTpupoBaHHas TIpeAeibHas OTHYCKHas Il€Ha MPOU3BOAMTENSl Ha JIEKapCTBEHHBIN
Ipernapar, BKIIOYEHHBIH B IepeuyeHb JKU3HEHHO HEOOXOMUMMBIX M Ba)KHEHIIHMX JIEKAPCTBEHHBIX
[IpernapaToB, MOKET OBITh NMEPEPErMCTPUPOBAHA B CTOPOHY YBEJIIMYEHHS OJUH pa3 B KaJCHJAPHOM TOAY
Ha OCHOBaHUM IPEJICTABIEHHOTO B YIOJHOMOUYEHHBIHN (pe/iepanbHblil OpraH UCIIOJIHUTEIBHON BiIacTh A0 1
OKTSIOps KaXJOro Trojia 3asBIEHUS JeprKaTells WM BIAJENblla PEruCTPAlMOHHOTO YAOCTOBEPEHHUS
JIEKapCTBEHHOT'0 Mpenapara (YHoJIHOMOYEHHOTO M JIMIIA).

3. 3aperucTtpupoBaHHas TpeaeiabHas OTIMYCKHAas II€HAa TPOWU3BOAMUTENS Ha JIEKAPCTBEHHBIN
mpemapaT, BKIIOUEHHBIH B TMEpPEYCeHb >KU3HEHHO HEOOXOAMMBIX M BaXXHEHIIUX JEKapCTBEHHBIX
MpenapaToB, MOXKET OBITh MEPEPETUCTPUPOBAHA B CTOPOHY CHIDKEHHSI HA OCHOBAaHUU TMPECTABICHHOTO B
YIIOJTHOMOYEHHBIN (pe/iepanbHblii OpraH UCIIOJHUTENBHON BIACTH 3asBICHUS EpiKaTeNsl WU BIIaJelblia
PETUCTPALIMOHHOTO YI0CTOBEPEHUS JIEKApCTBEHHOTO Mpemnapara (YnoJHOMOYEHHOTO UM JIMIIA).

4. Jlepkarenb WIM BIAJENELl PETMCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara
(YnoTHOMOYEHHOE WM JIMLO) O0s3aH MPEACTaBUTh B YIOJHOMOYEHHBINH (enepanbHbIi  Oprax
WCIIOJIHUTEJILHON BIIACTH 3asIBJICHHE O MEPEPETUCTPALMU 3apETUCTPUPOBAHHON MPEEIBHON OTIIYCKHOM
LIEHbI TIPOU3BOMTENS Ha JIEKAPCTBEHHBIN Mpenapar, BKIIOUYEHHBIN B epeyeHb KU3HEHHO HEOOXOJUMBIX
U BXXHEWIINX JIEKAPCTBEHHBIX IIPENAPATOB, B CTOPOHY CHM)KEHHUS B CIEAYIOLINX CIIyqasX:
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

1) cHI)KEHUE 1IeHbl B MHOCTPAHHOW BAJIOTE HA JIEKAPCTBEHHBIN IpenapaTr B CTpaHe MIPOU3BOANUTEIS
n (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBINM IIpemapaT 3aperucTpUpoBaH M (WIM) B KOTOpBIE
MIOCTABJISETCS IPOU3BOJUTEIIEM;

2) cHWXeHHEe IIeH Ha pedepeHTHBIE JIEKAPCTBEHHBIC NpENaparbl B COOTBETCTBHHM C IMYHKTOM |
HacTosIEH dYacTh (VIS COOTBETCTBYIOIIMX BOCIPOM3BEACHHBIX, OHOAHAIOTOBBIX (OMOIMOJOOHBIX)
JIEKapCTBEHHBIX IIPENapaToB);

3) mpeBbINICHUE TPEISTBbHON OTITYCKHOW IIEHBI Ha TEPBBIM BOCIPOW3BEACHHBIM, OMOAHAIOT OBBIM
(OmoromoOHBI) JIEKAaPCTBEHHBIN MMpernapaT MHOCTPAHHOTO MPOM3BOJCTBA HAJ MPEAETIbHONH OTIYCKHOM
IIEHOHN MTPOM3BOIUTENSI HA BTOPOH BOCIIPOM3BEICHHBIN, OMOaHAIOTOBBIN (OMOTI0100HBIN) JIEKapCTBEHHBIN
npenapar, pacCUuTaHHOM B COOTBETCTBUU C METOAMKOM, yTBep:KIeHHOU [IpaButenscTtBomM Poccuiickoit
®enepanuu;

4) mpeBbllLIEHUE MPEIENIbHON OTIYCKHOW ILI€Hbl HA NEPBbIA BOCIPOU3BEICHHbIN, OMOaHATIOTOBBIN
(OmornonoOHBI) JIeKapCTBEHHBIH HpenapaT NPOM3BOAUTENS rocyaapcrsa - uwieHa EBpasuiickoro
SKOHOMHYECKOIO COI03a HAaJX IPEIeNbHOM  OTIIYCKHOM ILI€HOM IIPOM3BOAMTENS Ha  BTOpPOM
BOCIIPOU3BE/ICHHbIN, OHOaHaNOroBblil (OMOMONOOHBIN) JIEKApCTBEHHBIM HpenapaT IpOU3BOJUTENS
rocygapcrsa - uieHa EBpa3sMHCKOrO 3KOHOMHYECKOIO CO03a, PACCUYUTAHHOM B COOTBETCTBUHU C
METOAMKOH, yTBepxkAeHHOM [IpaBuTensctBom Poccuiickoit @enepannn.

5. Ilopanok nepeperucTpanuy 3aperuCTpUPOBaHHBIX MPEACIIBHBIX OTIYCKHBIX LIEH MPOU3BOIUTENICH
Ha JICKapCTBEHHBIC IperapaThl, BKIIOYCHHBIC B IEPEYCHb JKM3HEHHO HEOOXOIMMBIX W Ba)KHEUIIHX
JIEKApPCTBEHHBIX IIPEMapaTroB, B Ciy4yasx, MPEIyCMOTPEHHBIX YacTsIMU 2 - 4 HacTosled CTaThH,
ycraHasiuBaercs [IpasurensctBom Pocculickon @enepanuu.

6. DKOHOMHYECKUH aHalIMu3 MpeleIbHOW OTHYCKHOW II€Hbl IPOU3BOJUTENS Ha JIEKapCTBEHHBIN
Ipernapar, BKIIOYEHHBIH B IIepeuyeHb JKU3HEHHO HEOOXOJUMBIX M BAKHEHIIHMX JIEKAPCTBEHHBIX
IpenaparoB, INpPH €€ TOCYJAPCTBEHHOW PpErucTpalvy WIM NEPEPEerucTpallii  OCYLIECTBISAETCS
denepanbHBIM OPraHOM HCIHOJHMTENBHOM BIIACTH, OCYILECTBISAIOUIMM (DYHKIUM 1O MPUHATHIO
HOPMAaTHUBHBIX IIPABOBBIX AaKTOB M KOHTPOJIIO 3a COONIOJIEHUEM 3aKOHOAATENbCTBA B  cdepe
rOCYJJapCTBEHHOTO PEryJIMpOBaHUs LieH (TapudoB) Ha TOBaphI (YCIYyTH).

7. Pacder mpenenbHBIX OTHYCKHBIX II€H, YKa3aHHBIX B YacTsaX | M 2 HACTOSIIEH CTaTbH, MPH UX
roCyZAapCTBEHHON PETUCTpALMU WM MEPEPETUCTPALUUA OCYIIECTBIISCTCS B COOTBETCTBUU C METOIMKOM,
yTBep)kIeHHOM [IpaBurensctBoM Poccuiickoit @eaepaiiuy v y4UTHIBAIOIIEN B TOM YHCIIE:

1) cobmonenne 6anaHca MHTEPECOB MOTpeOUTENEH JIEKAPCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B
MepeyeHb KU3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX IpernapaToB, U IMPOU3BOAUTENIEH
JIEKApCTBEHHBIX IIPENaparoB, BKIIOYEHHBIX B IEPEYCHb >KU3HEHHO HEOOXOIUMBIX U BaKHEHIINX
JIEKapCTBEHHBIX MPENapaToB;

2) pakTHUecKyIO OTHYCKHYIO 1IEHY Ha JIeKapCTBEHHBIE mpenapathl B Poccuiickoii deneparuu, 1eHy
BBO3a JIEKAPCTBEHHBIX MpenapatoB B Poccuiickyro dDenepanuio, a TakKe I[EHbI HAa aHAJOTHYHbIC
JIeKapCTBEHHBIE TPeTapaThl, HaxoasImecs B oopamiennn B Poccuiickoit denepanuu;

3) 3arpaThl TPOW3BOMUTENSI JIEKAPCTBEHHOTO TIperapara Ha MPOWU3BOJICTBO U  pPeaTU3allHI0
JICKApCTBEHHOTO Mperapara;
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4) neHy Ha JIeKapCTBEHHBIN Mpenapar, ero eHy B CTpaHe MIPOU3BOJIUTEINS U B CTPaHaX, B KOTOPBIX
JIEKapCTBEHHBIH Iperapar 3aperucTpUpoBaH U (UJIM) B KOTOPBIE ITOCTABIISIETCS IIPOU3BOIUTEIIEM.

8. He nomyckaroTcs peanu3aiys U OTIYCK JIGKAPCTBEHHBIX MPENapaToB, BKIOYCHHBIX B MEPEYCHb
KHU3HCHHO HCO6XOIII/IMLIX U BaXHEUIIHNX JICKApCTBCHHBIX IIPCHIapaToB, HAa KOTOPLIC MPOU3BOAUTCIISIMU
JICKapCTBEHHBIX MpENapaToB HE 3aperucTPUpOBaHa MpeleibHas OTIMYCKHAs IIeHA, peaan3aus
MPOU3BOJUTCIIIMU JICKAPCTBCHHBIX NPCIAapaToOB IO ICHAM, MPCBLIIAOIIMM 3apCTUCTPUPOBAHHBIC HIIU
[epeperucTPUPOBAHHbIC TPEIe/IbHBIC OTIYCKHBIC [ICHBI Ha JICKAPCTBEHHbBIC MPENaparhl ¢ Y4€TOM HaJlora
Ha JI00AaBJIICHHYIO CTOUMOCTb.

9. OcobeHHOCTH IrOCyJapCTBEHHOIO PErYIMPOBAHUS MIPEAEIbHBIX OTIYCKHBIX II€H IPOU3BOANUTENEH
Ha JICKApCTBCHHBLIC IPCIiapaTbl, BKIIOYCHHBLIC B IICPCUCHB KWU3HCHHO HCO6XOIII/IMI)IX A BaXKHEHIIINX
JICKapCTBEHHbIX MPENapaToB, B 3aBUCHUMOCTH OT 3KOHOMHUYECKMX M (MJIM) COLMANBHBIX KpUTEpUEB
(I/I3M6H6HI/IC yCHOBHﬁ, nopAaKa 1 CTOUMMOCTH NPOU3BOJACTBA JICKAPCTBCHHBIX IIPCIIapaToB, NCII0JIB30BAHNE
HOBBIX (OpM, METOAOB U CHOCOOOB TOCYIAapCTBEHHOI'O pPEryJUpOBaHMsS II€H Ha JIEKAPCTBEHHBIE
mpernaparsl, B TOM YHCIIE Ha OCHOBE MEXaHU3Ma peepeHTHOTO IEHOOOpa30BaHUs, H3MEHEHUH MOpsIKa
OKa3aHMs MEIUIIMHCKON IOMOILM, U MHbIE U3MEHEHMsI) ycTaHaBiuBatoTcs [IpaBurenscrBom Poccuiickoit
denepanuu.

Cratba 62. [ocyaapcCTBeHHbI peecTp npeAefibHbIX  OTMYCKHbIX  LEH
npousBoauTenen Ha fekapcTBeHHble npenapartbl, BKIMOYEHHbIe B NepevyeHb XU3HEeHHO
Heob6XoAUMbIX U BaXKHEULLUX NeKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHBIC WM TICPEPETUCTPUPOBAHHBIE TIPEICIBHBIC  OTIHYCKHBIC  IICHBI
MIPOM3BOIUTENICH HA JIEKAPCTBEHHBIE MpEnapaThl, BKIIOUYEHHBIE B MEPEeUeHb KU3HEHHO HEOOXOAMMBIX H
BOXHEHIINX JICKAPCTBCHHBIX IPENaparoB, IMOJJICKAT BKIIOYCHHIO B TOCYAAPCTBEHHBIA pPEECTp
MpeieIbHBIX OTIYCKHBIX 1IE€H MPOU3BOAUTENEH Ha JIEKaPCTBEHHBIE MTPenapaThl, BKIIOUEHHBIE B MIEPEUYCHb
KU3HEHHO HEOOXOIMMBIX U BAXKHEHUIITNX JICKAPCTBEHHBIX MTPEIapaToB.

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

2. T'ocynapcTBeHHBIH peecTp MPEeNeTbHBIX OTIYCKHBIX II€H MPOW3BOJIUTEIEH Ha JICKAPCTBEHHBIE
mpemapaTsl, BKIIOYCHHbIE B IEPEYCHb JKU3HEHHO HEOOXOMUMBIX M BaXXHEUIIUX JEKapCTBEHHBIX
MpenaparoB, COACPKUT B ce0e ClIenyIoNyo nH(opMaIuo:

1) HauMeHOBaHUe JiepXKaTels MU BIIaJeNblla PErUCTPAlMOHHOTO YIO0CTOBEPEHUS JIEKAPCTBEHHOIO
rpenapara, HaMMEHOBAHME IIPOM3BOJIUTENS JIEKAPCTBEHHOIO IIperapaTra, CBEACHHS O pPETUCTpaluu
JieprKaTels WK BIIaJeIbla PETUCTPAMOHHOIO YAOCTOBEPEHHUs JIEKAPCTBEHHOIO IIperapara, CBEICHUs O
pErucTpanyy MPOU3BOAUTENS JIEKAPCTBEHHOTO MpernapaTa Uil MEIUIMHCKOTO MPUMEHEHHUS B Ka4eCTBE
HaJIOroIiaTeNblIMKa B CTpaHe  perucrpaiuuu (A  pOCCHUMCKMX  IOPUIMYECKMX  JIML -
UICHTUPUKAMOHHBIN HoMmep Hanoromuatenbiiuka (MMHH), nias vHOCTpaHHBIX IOPUAMYECKHUX JIUI[ -
CTpaHa pErucTpalyy, HAUMEHOBAHME PErUCTPUPYIOLIErO OpraHa, PpPErucTPaluOHHBIA HOMEDP, KOJI
HaJIOTOIIATEeNbIINKA B CTpAaHE pPErucTpauud (MHKOPHOpAIMHM) WIM €ro aHajor), MECTO HaXOXIECHUS
IIPOU3BOJCTBEHHBIX IIIOLIAJO0K, YYaCTBYIOLIUX B IIPOLIECCE MTPOU3BOCTBA JIEKAPCTBEHHOTO IIpernapara, ¢
YKa3aHHEM CTaJIMH ITPOoLecca MPOU3BOACTBA;

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

2) HauMMEHOBAaHHE JIEKApPCTBEHHOTO Ipemnapara (MeXAyHapoAHOE HEMaTeHTOBAHHOE, WM
IPYIIUPOBOYHOE, NN XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);
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(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
3) HOMep PerucTPalMoOHHOTO YI0CTOBEPEHHS JICKAPCTBEHHOTO Mperapara;

4) nexapcTBeHHas (opMa ¢ yKazaHHEM JO3MPOBKH JIEKAPCTBEHHOIO IMperapara U ero KOJHYeCcTBa
BO BTOPUYHOH (MOTPEOUTENHCKOM) YIIAaKOBKE, a TAK)KE KOMIUICKTHOCTB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHasl MpeAebHAs OTITYCKHAs IICHA Ha JICKApCTBEHHBIN Mpenapar B pyossx;
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

6) nata ¥ HOMEp IpUKa3a YIOJIHOMOUYEHHOIO (heAepalbHOrO OpraHa HCIIOJIHHUTENBHOW BJIACTU O
rOCY/IapCTBEHHOM PETHCTPAIMH WM TIEPEPETHCTPALIH TPEACTbHOM OTITYCKHOM LIEHBI Ha JIGKapCTBEHHBIN
mpernapar, BKIIOYCHHBId B TIEpEYEHb IKU3HEHHO HEOOXOMMMBIX M BAKHEHIIHMX JIEKAPCTBEHHBIX
Ipenaparos;

(B pen. DenepanbHbIx 3aK0HOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

6.1) naTa BCTYIUIEHUS B CHIIy IIPHKa3a yIOJHOMOYEHHOIO (e/lepaIbHOro OpraHa MCIOJHUTEIbHON
BJIACTU O TOCYJAapCTBEHHOW PETHCTPALMM WIM [EPEPErUCTPAlUUA IPEACIBHON OTIIYCKHOW ILIEHBI
IIPOM3BO/IUTENISl HA JICKAPCTBEHHBIN Ipenapar, BKIOYEHHBIH B INEpevYeHb JKU3HEHHO HEOOXOAMMBIX U
BAYKHEHIINX JIEKAPCTBEHHBIX MPENapaToB;

(m. 6.1 BBenen denepanbubiM 3aK0HOM 0T 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJl, HAHECEHHBI HAa BTOPUYHYIO (MOTPEOUTEIBCKYIO) YIAKOBKY JIEKAPCTBEHHOIO
npenapara;
(. 7 BBeeH @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) KOA NeKapCTBEHHOrO Mpemapara MO aHAaTOMO-TEPaNeBTUYECKO-XUMUYECKOW KIacCU(UKAIINH,
PEKOMEHI0BaHHOM BeceMupHON opranu3anuei 34paBoOXpaHeHHUs.
(. 8 BBeneH DenepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-D3)

3. TocymapcTBeHHasi pErHUCTpalMsl WA TEPEPEeTUCTpalis TMPENeTbHBIX OTIMYCKHBIX II€H Ha
JIEKapCTBEHHBIE Tpenaparhl, BKIIOUEHHBIE B TMEpPEUeHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEHUIINX
JIEKApCTBEHHBIX TIPEMapaToB, BEJACHHE TOCYAAPCTBEHHOTO peecTpa TMpeAesbHBIX OTHYCKHBIX IIEH
MIPOU3BOJIUTENEH Ha JIEKAPCTBEHHBIE MpemapaThl, BKIIOUEHHBIE B MEPEUEHb KU3HEHHO HEOOXOAMMBIX U
BOKHEUINIMX  JICKAPCTBEHHBIX  MpEnapaToB, OCYIIECTBIAIOTCA B  MOPSAKE,  YCTaHOBICHHOM
[IpaBurenscTBOoM Poccuiickon denepanuu.

(B pen. ®exnepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Ctatbsa 63. YcTtaHOBNEeHue opraHamMu MCMOJSIHUTENIBHOW BIacTU CyOBLEKTOB
Poccuickon ®Pepepaumm npegenbHbIX pa3mMepoB ONTOBLIX HaabaBOK U npeaenbHbIX
pa3mMepoB PO3HMYHbIX Hafb6aBOK K (hakKTUHYECKMM OTNYCKHbIM LieHaM, YCTaHOBJIE€HHbIM
npov3BOAUTENSAMU JeKapCTBEHHbLIX MpenapaTtoB, Ha JleKapCTBeHHble npenaparsbl,
BK/IIOYEHHbIE B MNepeYeHb XW3HEHHO HeoOXOAMMbIX U BaXHEMWMUX JeKapCTBEHHbIX
npenaparoB
(B pen. ®exnepanbHoro 3akona ot 27.12.2019 N 475-03)

1. Opradsl UCMOJHHUTENBHONW BJIacTH CYObekTOB Poccuiickoit @Denepanuu yCTaHABIMBAIOT
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IpeJesIbHbIE Pa3Mepbl ONTOBBIX Ha/10aBOK U IPEEIbHbIE pa3Mepbl PO3HUUHBIX HaZ0aBOK K (DaKTHYECKUM
OTITYCKHBIM IIeHaM (0e3 ydeTra Hajora Ha 100aBJICHHYIO CTOMMOCTb), YCTaHOBJICHHBIM IPOU3BOIUTEISIMH
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKApCTBEHHBIE IIpENaparbl, BKIOYCHHBIE B IIEPEYCHb KU3HEHHO
HEOOXOAMMBIX ¥ BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUH C YTBEPKICHHOU B MOPSJIKE,
yctaHoBiieHHOM [IpaButensctBom Poccuiickoii ®enepanuu, METOJUKON YCTAaHOBJICHHUS OpraHamu
WCTIOJHUTENBHOM BIacTh cyObekToB Poccuiickoit denepannu npeaenbHbIX pa3MepoB OMTOBBIX HaJ0ABOK
U IpPEJeNbHBIX Pa3MepoB PO3HUYHBIX Hal0aBOK K (PAKTMUECKUM OTIIYCKHBIM LI€HaM, YCTAHOBJICHHBIM
IIPOU3BOJUTENIAMU JIEKAPCTBEHHBIX IpENapaToB, Ha JIEKAPCTBEHHBIE IIpeNapaThl, BKIIOUEHHBIE B
NepevYeHb >XKM3HEHHO HEOOXOAMMBIX M BaXHEHIIMX JIEKapCTBEHHbIX IpenapartoB. IIpoekTsl pemeHuit
OpPraHOB HCIOJHHUTENBbHON BiacTH cyOBbekTOB Poccuiickoit ®enepauuu 00 YCTaHOBIEGHUH U (WJIN)
M3MEHEHMH IPEJIeNIbHBIX Pa3MEPOB ONTOBBIX Ha/J0aBOK M MPENEIbHBIX Pa3MEPOB PO3HUUHBIX HAJI0ABOK K
(haKTHYECKUM OTITYCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOU3BOAUTEISIMU JICKAPCTBEHHBIX IpenapaToB, Ha
JIEKapCTBEHHbIE MPENaparhbl, BKIIOUEHHbIC B IEPEYEeHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEHUIIMX
JICKApCTBEHHBIX MPENapaToB, MOJUIEkKAT COTIACOBAHUIO C YMOJHOMOUYEHHBIM (elepabHbIM OpPraHoM
WCIIOJHUTEJIBHOM BJIACTH, OCYILECTBIISIOMIMM (PYHKIMH 1O IPUHATHIO HOPMATUBHBIX NPABOBBIX AKTOB U
KOHTPOJIO 3a COOJIIOJIEHUEM 3aKOHOJATEIbCTBA B c(epe TOCyJapCTBEHHOIO pEryJMpOBAaHUS LIEH
(TapudoB) Ha TOBapskI (ycIyru), B mopsake, ycranoyieHHoM [IpaButensctBoM Poccuiickoit denepanum.
(B pen. DenepanbHbix 3akoHOB 0T 13.07.2015 N 241-®3, o1 27.12.2019 N 475-D3)

2. OpranHuzanuy ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CPEICTBAMM, AalTE€YHblEe OpraHU3aIUH,
WHIUBUAYAJIbHBIE MPEANPUHUMATENN, HUMEIOIIME JIMIEH3MI0 Ha (QapMaleBTUYECKYIO JESTENbHOCTD,
MEIMLMHCKUE OpraHM3allMi, HUMEIOIIUEe JIMIEH3UI0 Ha (PapMaleBTUUECKYIO JeSTEeIbHOCTb, U HX
00ocobieHHbie moapa3aeieHus (amOynaTopun, (erpamepckue U QenpAmepcKo-aKyIIepcKie MyHKTHI,
LHEeHTPhl (OTHAeneHus) oOmeld BpadyeOHON (CEeMEWHOM) NPaKTUKH), PaCHOJOKCHHBIE B CEIbCKHX
HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alT€4YHbIE OPTraHU3AllU{, OCYIIECTBISIOT Peau3alnio
JIEKApCTBEHHBIX IPENaparoB, BKJIIOYEHHBIX B IE€PEYCHb J>KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB, IO II€HaM, KOTOpble (OPMUPYIOTCSI B COOTBETCTBMM C MOPAIKOM,
ycraHoBleHHbIM [IpaBurenscTBoM Poccuiickoit deneparuu, 1 ypoBeHb KOTOPBIX (0€3 yueTa Hajora Ha
NO0aBJIEHHYI0O CTOMMOCTb) HE JIOJDKEH IMpEeBBIIATh CYMMY (DaKTHUECKOH OTHYCKHOM IIEHBI,
YCTaHOBJICHHOM IIPOM3BOAMTEIIEM JIEKAPCTBEHHOTO IpenapaTa, He IPEBBILIAIOIIEH 3aperuCTPUPOBAHHON
WIN TEepeperucTpUpoOBaHHON MpPEAETbHOW OTHYCKHOW II€HbI NPOM3BOAUTENs (Ha JaTy pealu3aluu
JIEKapCTBEHHOTO IIpenapaTa MpPOU3BOJMTEIEM), M pa3Mepa ONTOBOW Haa0aBku U (WIM) pasmepa
PO3HUYHOIN Haj0aBKHU, HE MPEBBIIAIOIINX COOTBETCTBEHHO pa3Mepa IpelelbHON ONTOBOW HAaI0aBKU U
(unm) pa3mepa npeesIbHOM pO3HUYHOM HaJ0aBKH, YCTAaHOBJIEHHBIX B cyObekTe Poccuiickoit denepannu.
(uactsb 2 B pen. enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Opranbl HCHOJHUTENIBHOM BiacTu cyObekTOoB Poccuiickoit ®enepanuu pa3memaroT B CETH
"NnTepHer" MHQOpPMAIMIO O 3aperuCTPUPOBAHHBIX MPEEIbHBIX OTIIYCKHBIX LIEHaX MPOU3BOJUTENEH Ha
JICKapCTBEHHbIE Mpenaparhl, BKIIOUEHHBIE B IEPEYeHb >KU3HEHHO HEOOXOJMMBIX W BaKHEHIINX
JIEKapCTBEHHBIX TpernapaToB, 00 YCTAaHOBJIEHHBIX B cyObekTe Poccuiickoit denepamuu mpeaeabHbBIX
pa3Mepax ONTOBBIX HaJ0aBOK M (WJIM) MPEAETbHBIX pa3Mepax PO3HHUUYHBIX HAJ0ABOK K YCTaHOBIIEHHBIM
MIPOU3BOJIUTENSIMU JIEKAPCTBEHHBIX MpernaparoB (aKTUYECKUM OTIYCKHBIM II€HaM Ha JIEKapCTBEHHBIE
Ipernaparel, BKIIOUEHHbIE B TIEpEUYeHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX JIEKapCTBEHHBIX
IIpEenaparoB, a TAKXKE O CyMME 3aperHCTPUPOBAHHBIX MPEACIIBHBIX OTITYCKHBIX LI€H IIPOU3BOAUTENICH HA
JIEKapCTBEHHbIE MpPEeNaparhl, BKIIOUEHHBIC B TMEPEYEeHb JKU3HEHHO HEOOXOMUMBIX M BaXXKHEUIIMX
JIEKApCTBEHHBIX TIPEMapaToB, YCTAaHOBIEHHBIX B cyOwbekTe Poccuiickoit denmeparuu mpenenbHbBIX
pa3MepoB ONTOBBIX Ha10aBOK M MPeJIeIbHBIX Pa3MEePOB POZHUYHBIX HAJA0aBOK M HaJora Ha J0OABICHHYIO

www.consultant.ru Crpanunna 125 u3 140
HaJeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=351465&date=04.08.2020&dst=100012&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=349559&date=04.08.2020&dst=100083&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=165586&date=04.08.2020&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=182628&date=04.08.2020&dst=100036&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341762&date=04.08.2020&dst=100061&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=351465&date=04.08.2020&dst=100012&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341762&date=04.08.2020&dst=100062&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=351465&date=04.08.2020&dst=100012&fld=134

®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

CTOMMOCTb. MH(popmamus, HpearycMOTpeHHass HACTOSIIEH 4YacTbio, JO/DKHA HaXOJUThCS Takke B
aNTeYHBIX OpPraHU3aIUIX B JOCTYITHOH IS BCEX 3aMHTEPECOBAHHBIX JIUI] (hOpMe U OOHOBISITHCS MO Mepe
€e pa3MelleHUs OpraHaMu HCIOJHUTENbHOM BiacTu cyObekToB Poccuiickoii @Denepanyii B ceTH
"NuTepuer".

(dactb 3 B pen. DeaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

4. Yrparun cuiy ¢ 1 mapra 2020 roaa. - @exnepanbhblii 3akoH oT 27.12.2019 N 475-D3.

Nnasa 13. MOHUTOPUHI 9PPEKTUBHOCTU U BE3OINMACHOCTHU
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOAALWUXCA B OBPALLEHUA
B POCCUNCKOW ®EOEPALIUK
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

CraTtbsa 64. PapmakoHaasop
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JIekapcTBeHHBIC TIpETIapaThl, HaxosIIecs B oOpamenuu B Poccuiickoit deeparuu, moaiexar
MOHHUTOPUHTY 3(PGEKTUBHOCTH U 0€30MaCHOCTH B II€NISIX BBIABICHUS BO3MOXHBIX HEraTUBHBIX
MOCIEACTBUN UX NPUMEHEHUS, WHIUBUIAYAIbHON HEMEPEHOCHUMOCTH, MPEAYNPEKICHUS MEIULIMHCKUX
pabOTHUKOB, CHENMATUCTOB B O0JIACTH BETEPUHAPHH, IMALMEHTOB WM BJaJEibIEB >XKMUBOTHBIX U HUX
3alIUThI OT IPUMEHEHHUS TAKUX JIEKAPCTBEHHBIX MTPENApPaTOB.

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

2. ®dapMakoHAJ30p OCYILECTBISETCS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (hefepaibHbIM
OpPraHOM HCIIOJIHUTEIBHON BJIACTU B YCTAHOBJICHHOM MM MOpSAJKE IYTEM aHalIu3a NPEeAoCTaBIsIEMON
cyObekTamMu  OOpalleHHs JIEKapCTBEHHBIX CpeACcTB  HMHGOpMAluMu O TMOOOYHBIX  JEHCTBUSIX,
HEXEJIATEJIbHBIX PEAKIMAX, CEPbE3HBIX HEXKENIATENbHBIX PEAKLMAX, HENPEIBHUIECHHBIX HEXEIIaTEIbHbIX
peakuusx OpU TNPUMEHEHHM JIEKapCTBEHHBIX IpenapaToB, 00 WHAMBHUAYaJIbHON HENEpEeHOCHUMOCTH,
OTCYTCTBUH 3()(PEKTUBHOCTHU JEKAPCTBEHHBIX MPENApaToB, a TAKXKe 00 MHBIX (PaKTax M 0OCTOATEILCTBAX,
MPEJICTAaBISIONINX YIpO3y JKU3HM WM 370pPOBbIO 4YeJOBEKa JIMOO KUBOTHOTO MpPU NPUMEHEHHH
JIEKapCTBEHHBIX MPENapaToB U BBISBICHHBIX HA BCEX 3Tamax OOpalleHHUs JIEKAPCTBEHHBIX MpenapaToB B
Poccuiickoit denepanuy U Ipyrux rocy1apcrBax.

3. CyObexThl oOpallleHus JIEKapCTBEHHBIX CPEJICTB B MOPSAJIKE, YCTAHOBIEHHOM YIMOJTHOMOUYEHHBIM
(denepanbHbIM OpPraHOM HCIOJIHMTEIBHOW BJIACTH, o00s3aHbl €OOOIIATh B  YIOJIHOMOYEHHBIH
(benepanbHBIi OpraH MCHOJHUTENBHOM BIACTH O TMOOOYHBIX JEHCTBUAX, HEXKENIaTeIbHBIX PpeakIusiX,
CEPBE3HBIX HEKEIATENbHBIX PEAKIUAX, HENPEABUICHHBIX HEKEIATECIbHBIX PEAKIUAX MPU NPUMEHEHUN
JIEKApCTBEHHBIX TIpernapaTroB, 00 WHAWBUAYAJbHOW HENEPEHOCHMMOCTH, OTCYTCTBUH 3(PPEKTUBHOCTU
JIEKapCTBEHHBIX IPENapaToB, a TakkKe 00 MHBIX (PakTaXx U 0OCTOSTENbCTBAX, MPEICTABISIONINX YIPO3y
KHU3HU WIM 3[0POBBIO YeJOBEKa JMOO XKMBOTHOTO NPU NPUMEHEHUH JIEKApCTBEHHBIX NpEnapaToB U
BBISIBJICHHBIX Ha BCEX JTalax oOpallleHHs JIeKapCTBEHHBIX mpernapatoB B Poccuiickoit ®denepanuu u
JAPYrUX rocy1apcTBax.

4. Jlepxkatenu WIH BIAACNbIBI PETUCTPAIMOHHBIX YIOCTOBEPEHUN JICKAPCTBEHHBIX MPENapaToB,
IOpUJIMYECKHE JIMLIA, HA UMsI KOTOPBIX BbIIAHBI pa3pelieHus] Ha MPOBEACHUE KIMHUUECKUX UCCIIEOBaHUMN
B Poccuiickoit deneparnuu, nuO0 YIOTHOMOYEHHBIE WMH JAPYyTH€ HOPHIWYECKHE JIMIa B paMKax
obecrnieueHrs 0€30MacCHOCTH JIEKAPCTBEHHBIX MPENapaToB B MOPSIJIKE, YCTAHOBIEHHOM COOTBETCTBYIOIINM
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

YIIOJIHOMOYEHHBIM (pesiepaibHbIM OpPraHOM HCIIOJHHUTEIBHON BIIACTH, OOsI3aHBI OCYIIECTBIIATH IPHEM,
y4eT, oO0paboTKy, aHalu3 M XpaHEHUE IMOCTYMAIIUX B HX aJpec OT CYOBEKTOB OOpaIieHUs
JICKApPCTBEHHBIX CPEJCTB M OPraHOB TOCYIAapPCTBEHHOW BJIACTH COOOIICHUH O TOOOYHBIX ICHCTBUSX,
HCKCJIATCIIbHBIX PCAaKIHAX, CCPBE3HBIX HCIKCIATCIbHBIX U HCHPCABUACHHBIX HECKCIATCIbHBIX PCAKIHAX
IpH TPUMEHEHHUU JIEKapCTBEHHBIX IPENapaTroB, 00 OCOOCHHOCTSX WX B3aUMOJICWUCTBUS C APYTUMH
JICKApCTBCHHBIMU IIPCIiIapaTaMu, I/IHI[I/IBI/II[yaJIbHOI\/JI HCIICPCHOCUMOCTH, a TaKXC 06 HHBIX (baKTaX u
OOCTOSITENILCTBAX, TPEACTABISIONUX YIrPO3y JKU3HU WIM 3JI0POBBIO YelOBEKa JHOO >KUBOTHOTO WIIH
BIIMAOIIIUX Ha HW3MCHCHUHEC OTHOUIICHUS O)KHﬂaeMOﬁ MOJIb3bI K BO3MOXHOMY PHCKY HIPHUMCHCHHUA
JICKapCTBEHHBIX MPENapaToB.

5. Ilpu BbIsSiBICHHU HH(OPMAIMM O CEPHE3HBIX HEXENATeNbHBIX PEAaKIHSIX M HEMpeABHIICHHBIX
HEXXEJATeNbHbIX PEAKUUAX INpPU IPUMEHEHHUH JIEKapCTBEHHBIX IIpenaparoB, 00 OCOOEHHOCTSAX HX
B3aUMOJICICTBUS C JPYTMMHM JIEKaPCTBEHHBIMH IIpenapaTaMi, WHIUMBUIYaJlbHOW HENEPEHOCHUMOCTH, a
Takke 00 MHBIX (paKkTax U 0OCTOATENBCTBAX, BIUAIOIIMX HA U3MEHEHHE OTHOLICHUS 0’KUAaeMON MOJIb3bI K
BO3MOXHOMY PHUCKY IPUMEHEHHUS JIEKapCTBEHHBIX IIPENapaToB, JAepXaTelud WIM  BIAJEIbIb
PErUCTPaAIlMOHHBIX YAOCTOBEPEHUH JIEKAPCTBEHHBIX IPENapaToB, IOPUANYECKHE JIHMIA, HA UM KOTOPBIX
BBIJIaHBl pa3pelIeHUs Ha TPOBEJICHHE KIMHUYECKUX HccienoBaHuii B Poccuiickoit deneparuu, 1u60
YIIOJIHOMOYEHHbIE MMM JpYrde OpUAMYECKHE JHLa O0sS3aHbl NPUHATH MEpbl, HaNpaBICHHBIE Ha
YCTpAHEHUE  HEraTUBHBIX  IOCIEACTBUM  NPUMEHEHUS  TAaKUX  JIGKAPCTBEHHBIX  Ipenaparos,
IpeaynpexaeHue NPUUMHEHHs Bpesa )KU3HU WM 37J0POBBIO YeJIOBEeKa JM00 >KMBOTHOTO, 3alIUTY MX OT
MPUMEHEHHS TaKHUX JICKAPCTBEHHBIX MPENapaToB, HA JOMOJHHUTEIBHBIH cOOp AaHHBIX 00 3()()EeKTUBHOCTH
1 0€30I1aCHOCTH TAKHX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HEcoOOIIeHNE WM COKPBITHE HH(OPMAIIHH, ITPETyCMOTPEHHOMN YacThi0 3 HACTOAIICH CTAaThH,
J€pKaTeId WM BJIAAEIbLbl PETHCTPALlMOHHBIX  YIOCTOBEPEHUHN JIEKapCTBEHHBIX IIPENAapaToB,
IOpUANYECKHE JIUIA, HA UMS KOTOPBIX BBIJAHBI pa3pellieHus] Ha IPOBEICHNE KIMHUUYECKUX UCCIIEJOBaHUM
B Poccuiickoii ®Penepaunu, 1uO0 YHNOJTHOMOYEHHbIE HMMH JApYrHe OpPUAMYECKHE JIMIa, a TaKke
JOJDKHOCTHBIE JIMIIA, KOTOPBIM 3Ta MH(pOpMalus cTajla M3BECTHA MO POoAYy HMX HpodhecCHOHATBLHOU
JESATEIBHOCTH, HECYT OTBETCTBEHHOCTb B COOTBETCTBUH C 3aKOHOJATENbCTBOM Poccuniickoit denepanui.

7. Ilpu mosiydeHUU YMOJIHOMOUYEHHBIM (heiepaJbHbIM OpraHOM MCIOJHUTENBbHON BJIacTH B paMKax
OCYyILIECTBICHUsI MM (hapMakoHaa30pa J10Ka3aTeIbCTB O HECOOTBETCTBMM JICKAPCTBEHHOI'O Mpemnapara
YCTAaHOBJIEHHBIM TpPEOOBAaHUSAM WM IPU MOJYYEHUH HH(OpPMALMM O HECOOTBETCTBUU JIaHHBIX 00
3¢ HEeKTUBHOCTH U 0 06€30IacCHOCTH JIEKapCTBEHHOI'O Ipernapara JaHHBIM O JIEKAPCTBEHHOM Ipenapare,
COJIEpKaIMMCSI B MHCTPYKIUU 110 €ro MPUMEHEHUIO (B TOM UYHMCJE BBISIBJICHHBIX B XOJ€ OCYIIECTBIICHUS
(apMakoHaa30pa KOHTPOJIbHO-HAJ30pPHBIMU OpraHaMM WHOCTPAHHBIX TOCYAApCTB), YHOJHOMOYEHHBIH
(benepanbHbI OpraH WCIIOJIHUTEIBHON BJIACTU B YCTAHOBJIEHHOM UM IOPSJKE PacCMaTPUBAET BOINPOC O
IIPUOCTAHOBJICHUH IIPUMEHEHHUs] TAKOT'0 JIEKAPCTBEHHOTO IIpenapara.

CraTtbs 65. [puocTaHOBNEHWE NPUMEHEHUA NeKapCTBEHHOro npenapara
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. HpI/I MOJIY4YCHHUHN I/IHCbOpMaHI/II/I 0 HEXKCJIATCIbHBIX PCAKIUAX IMPU NPUMCHCHUU JICKAPCTBECHHOT'O
IpenapaTta, HE YKa3aHHBIX B HMHCTPYKLUHU [0 IPHUMEHEHHUIO JIEKAPCTBEHHOI'O IIpernapaTa, CEpbe3HbIX
HEXeNaTeNbHBIX peakiusiXx, 00 OCOOEHHOCTAX €ro B3aUMOJEHUCTBUS C JAPYTUMHU JIEKApCTBEHHBIMH
npernapaTamMmu, KOTOpPbIE MOTYT NPEJICTABIIATh YIPO3y KU3HU WU 370POBBIO YeJIOBEKa 100 )KUBOTHOTO, a
TaK’kK€ 0 HECOOTBETCTBUU JaHHBIX 00 3(P(PEKTUBHOCTH U O O€30MaCHOCTH JEKApCTBEHHOTO Mperapara
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

JAHHBIM O JIEKapCTBEHHOM IIpenapare, COAEpKaluMCsl B HHCTPYKIMHM 110 €ro IPUMEHEHHIO, B TOM YUCIIE
OT YNOJHOMOYECHHBIX OPraHOB HWHOCTPAaHHBIX TOCYIAAapCTB, OOMEH KOTOPOH OCYIIECTBISICTCA B
COOTBETCTBUM C COIJIAIIECHUSAMHM MEXIY YIOJHOMOUYEHHBIM (peliepalbHbIM OPraHOM HCIOIHHUTEIbHOM
BJIACTU U YHOJHOMOYEHHBIMH OpraHaMH HHOCTPAHHBIX TOCYAApCTB, YIHOJHOMOYECHHBIH (eaepanbHbIi
OpraH UCIOJIHUTEIIBHOW BJIACTH PAacCMaTpUBAET BOIIPOC O BO3MOKHOCTH MPUOCTAHOBIEHUS OOpalleHus
TaKOTO JIEKAPCTBEHHOT'O Mperapara B MOPSAKE, YCTAaHOBJICHHOM YIIOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM HMCIIOJIHUTEIbHOU BIIACTH.

2. llpy HEWUCNIOJIHEHHWU WM HEHAJJIeXallleM MWCIIOJIHEHUN JIep’KaTelsIMM WIM  BIaJelbllaMU
PErUCTPALIMOHHBIX YJIOCTOBEPEHUN JIEKAPCTBEHHBIX IPENapaTroB, IOPUAMYECKUMHU JHMIAMHU, HAa UM
KOTOPBIX BBIJIAHBI PA3pELICHUSI HA IPOBEACHUE KIMHUYECKUX HccienoBanui B Poccuiickoit denepanuuy,
WM YIOJTHOMOYEHHBIMU UMH JIPYTUMH FOPUIUIECKUME JTUIIAMU 0053aHHOCTEH, YCTAHOBJICHHBIX YacTsIMU
3 u 4 crateu 64 Hacrosmero deaeparbHOTO 3aKOHA, JIMOO B CIIydasiX MPEICTaBICHUS COOTBETCTBYIONIIM
YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OpPraHOM HCIOJHUTENIBbHOM BIIACTH 3aKIIOYEHUS O HEJOCTOBEPHOCTH
Pe3yJIbTaTOB KJIMHUYECKOTO UCCIIETOBAHMS JIEKAPCTBEHHOTO Mpenapara i MEJULUHCKOTO IPUMEHEHUS,
KOTOPO€ OCHOBAHO Ha PE3yJIbTaTaxX MPOBEPKH MEIULMHCKOM OpraHM3allH, IMPOBOJMBILEH YKa3aHHOE
KJIIMHUYECKOE MCCIIEI0BaHNE C HAPYILIEHUEM IpaBUIl HaJIeXallell KIMHUYECKOW MPaKTUKK, U IPUBEIIO K
MOJIYYEHUIO HEJAOCTOBEPHBIX PE3YyIbTaTOB, JIMOO B CiIy4ae HEBBIMOIHEHMS MPEANMCAHUS, BBIIAHHOTO
VIIOJTHOMOYEHHBIM  (pe/IepabHBIM OpPraHOM HCTIOJHUTENIBHOW BJIACTH TI0 HMTOTAaM OCYIIECTBIICHUS
BBHIOOPOYHOI'O KOHTPOJISI KauecTBa JICKAPCTBEHHOTO IMpemnapara, yIOoJIHOMOUYEHHBIH (eepalbHbIil Opran
WCIIOJIHUTEJIPHON BJACTH B YCTAaHOBJIEHHOM WM IOPSJIKE paccMaTpUBAET BOIPOC O MPUOCTAHOBICHHUU
MIPUMEHEHHUSI TAKOT0 JIEKAPCTBEHHOT' 0 TIpernapara.

3. YNOIHOMOYEHHBIH (enepanbHblii OpraH HMCIOJHUTEIFHOW BIACTH TPH TPEICTABICHUH €My
CBEICHMI O HECOOTBETCTBMM IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBAHUSAM IPaBUI
HaJuIexallel Mporu3BOJICTBEHHON MPaKTUKU U (WJIK) O HApYLIEHUH JINIEH3UOHHBIX TpeOOBaHMil, KOTOpbIE
ObUIN BBISBJIIEHBI B XOJ€ NPOBEIEHUS WHCIEKTHPOBAHUS MPOU3BOAMTENS JEKAPCTBEHHBIX CPENICTB MIIH
OCYILIECTBJICHUS JINLIEH3UOHHOTO KOHTPOJIA B cpepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB U MPUBEIN
UM MOTYT IPUBECTHU K IMPOU3BOJACTBY JICKAPCTBEHHBIX IPENAPATOB I MEIULMHCKOIO IPUMEHEHHS,
MPUYMHUBIIUX UM CIIOCOOHBIX TPUUMHUTH BPE]l )KM3HU WK 3/I0POBBIO FPaXJAaH, pacCMaTPUBAET BOIPOC
O TPHUOCTAHOBJIEHUU IPUMEHEHHUs JIEKaPCTBEHHBIX IIPENapaToB I MEAUIUHCKOIO INPHUMEHEHHS B
YCTaHOBJIEHHOM MM TOPSIJIKE B CICAYIOIINX CIydasX:

1) coctaB W (WJIHM) TEXHOJOTHS TMPOU3BOJACTBA JICKAPCTBEHHOTO Mperapara Ui MEIMIUHCKOTO
HpI/IMeHeHI/Iﬂ (C OIIMCAaHUECM CTaI[I/II\/JI HpOI/ISBO)ICTBa) OTJIMYAKOTCA OT 3adABJICHHBIX B pCFI/ICTpaHI/IOHHOM
JIOChE;

2) NeKapCTBEHHBIN Mpemnapar s MEIUIIMHCKOTO MPUMEHEHUS TTPOU3BEICH Ha MTPOU3BOACTBEHHOM
IUIONIAJIKE, HE YKa3aHHOM B PETUCTPALIMOHHOM JIOCHE;

3) y HOpoM3BOAMTENS JEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOATBEPXAAIOIINE
COOTBETCTBUE KAauyeCTBa JICKAPCTBEHHOIO IIpernapara Uil MEJULUHCKOIO IPUMEHEHUs, BBOJAMMOIO B
IpaXIaHCKHUI 000pOT, TpeOOBAHUSAM, YCTAaHOBJIEHHBIM IPU €0 TOCYAapCTBEHHOM perucTpalmy;

4) TpOU3BOAUTENEM JIEKAPCTBEHHBIX CPEACTB B COIJIACOBAHHBIM C  COOTBETCTBYIOIIMM
YIOJITHOMOYECHHBIM (eJIepaIbHBIM OPraHOM HCIOJIHUTEIBHON BIIACTH CPOK HE YCTPAaHEHBI HAPYIICHUS
TpeOOBaHMIl MpaBWI HaJIEXKallel MPOU3BOACTBEHHON MPAKTUKHU W (WIU) JHUIICH3UOHHBIX TPeOOBAaHMIA,
KOTOpbIe OBUIM BBISIBJICHBI B XOJI€ TMPOBEACHUS WHCIEKTUPOBAHHS MPOU3BOIAUTENS JIEKAPCTBEHHBIX
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

CPE/CTB WM OCYIIECTBICHUS JUIIEH3MOHHOTO KOHTPOJIS B cpepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEJICTB
U TIPUBEJIM WJIU MOTYT MPUBECTH K TMPOU3BOJCTBY JIGKAPCTBEHHBIX MPEMApaTOB JJsi MEAUIIMHCKOTO
MPUMEHEHHS, TIPUIMHUBIIUX MM CIOCOOHBIX MPUYMHUTD BPEJT )KU3HU WU 37J0POBBIO TPAXK/IaH.

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

4. YomHOMOYCHHBIN (heepalibHbIA OpraH UCIIOJIHUTEIIbHON BJIACTH IIPU HAJIMYUHU Y HETO CBEACHUI
O HECOOTBETCTBUU TMPOU3ZBOJIUTEINS JIEKAPCTBCHHBIX CPEACTB TPEOOBAaHUSAM TMPaBWII HAJICKAIICH
MIPOU3BOJICTBEHHONW MpPaKTUKW U (MJIM) O HAPYIICHUU JIMLIEH3UOHHBIX TpPeOOBaHUN, KOTOpbIE ObUIM
BBISIBIIGHBI B XOJI€ MPOBEJICHUS HWHCIEKTUPOBAHUS TPOU3BOJIUTENSI JIEKAPCTBEHHBIX CPEACTB WIHU
OCYILIECTBIICHUS JIMIIEH3HOHHOTO KOHTPOJIA B cpepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB U MPUBEIN
WM MOTYT IPHUBECTH K MPOU3BOJICTBY JICKAPCTBEHHBIX MPENApaTOB JJIsI BETEPUHAPHOIO MPUMEHEHUS,
MPUYMHUBIIUX WM CIOCOOHBIX MPUYUHUTH BpPEN >KM3HH WU 3J0POBBIO KHUBOTHBIX, PacCMaTpHUBAET
BOIIPOC O TPUOCTAHOBIICHWU peIM3allMd W TPUMEHEHUS JICKapCTBEHHBIX IMpenapaToB s
BETEPUHAPHOTO MPUMEHEHHSI B YCTAHOBICHHOM UM TOPSAKE B CIEAYIONIUX CIydasK:

1) cocraB u (MiaM) TEXHOJOTHs IPOU3BOJCTBA JIEKAPCTBEHHOrO IpernapaTta sl BETEPUHAPHOIO
IPUMEHEHHs (C OMMCAaHMEM CTaJuil MPOMU3BOJCTBA) OTIMYAIOTCS OT 3asBJICHHBIX B PETUCTPALMOHHOM
JI0ChE;

2) nekapCTBEHHBIN Mpenapar Ui BETEPUHAPHOTO MPUMEHEHHSI TPOU3BEICH Ha MPOU3BOJICTBEHHOM
IUIOLIA/IKE, HE YKa3aHHOM B PETUCTPALIMOHHOM JI0ChE;

3) y HOpou3BOAUTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JIOKYMEHTBI, MOATBEP)KIArOILUe
COOTBETCTBHE KadeCTBa JIEKAPCTBEHHOI'O IIpernapara Juisi BETEPUHAPHOIO IPUMEHEHHUs, BBOAMMOIO B
rpaxJIaHCKH 000poT, TpeOOBaHUSIM, YCTAaHOBJIEHHBIM IIPU €0 TOCY1apCTBEHHON PErHCTpalluy;

4) nOpou3BOAMTENEM JIEKAPCTBEHHBIX CPEACTB B  COIJIACOBAHHBIM C  COOTBETCTBYIOIIMM
YIIOJIHOMOYEHHBIM (he/lepalbHbIM OpPraHOM HCIOJHUTENBHOW BJIACTH CPOK HE YCTPAHEHBI HapyIIEHUsS
TpeOOBaHUI MpaBUJl HaJyIeXkKalled MPOU3BOJCTBEHHONW MPAaKTUKU U (WJIM) JUILEH3UOHHBIX TPeOOBaHUM,
KOTOpbl€ OBUTM BBISBICHBI B XOJ€ MPOBEIEHUS HMHCIEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB WJIM OCYLIECTBICHUS JINLEH3MOHHOTO KOHTPOJIS B chepe MpOU3BOACTBA JIEKAPCTBEHHBIX CPEJCTB
U IPHUBEIN WIA MOTYT NPUBECTH K IPOU3BOJACTBY JIEKAPCTBEHHBIX IPENaparoB AJs BETEPUHAPHOTO
MPUMEHEHHUS], TPUUMHUBIINX WIA CIOCOOHBIX MPUYUHUTD BPEJL AKUZHU WIN 3/I0POBBIO KUBOTHBIX.

(uacth 4 BBeneHa denepanbubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

KoncynsrantlIntoc: npumedanue.
C 01.01.2023 ct. 65 nomonusiercs 4. 5, 6 (O3 o1 27.12.2019 N 475-D3).

CraTtbsa 66. UHcpopmauma o pesynbtaTax hapmakoHagsopa
(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 475-03)

YHoaHOMOYEHHBIM  QenepaibHbIi  OpraH  UCIOJHUTENBHOM  BJIACTH,  OCYIIECTBIISIOIIUI
(hapMakoHaa30p, MO €ro pe3yjbTaTaM pa3MellaeT Ha cBoeM odwuiuanbHOM caiite B cetu "HMHTepHeT"
UH(pOPMALIHIO O:

1) BBISIBJICHMM HOBBIX IMOATBCPKIACHHBIX OAaHHBIX O MOOOYHBIX HeﬁCTBHHX, HEXCJIATCIBbHBIX
peaKknuiax, CCPbC3HLIX HCKCIIATCIIBHBIX PCAKIUAX, HCUPCABUIACHHBIX HECKCIATCIBHBIX PCaKIUAX IIPU
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

IIPUMEHCHUH JICKaAPCTBCHHOI'O IIPEIiapara, B TOM YHCJIC BIMUAOIINX HAa OTHOIICHUEC O)I(H,HaeMOﬁ IIOJIB3bI K
BO3MOXHOMY PHUCKY IIPUMCHCHUA NAHHOTO JICKAPCTBCHHOI'O IIpCIiapara,

2) IIPUHATBIX PCIICHUAX O BHECCHHUHN W3MCHEHUH B HHCTPYKIHUIO 110 MPUMCHCHHUIO JICKAPCTBCHHOI'O
npemnapara, 0 NpUOCTAHOBJIICHUU IMPUMCHCHHUS JICKAPCTBCHHOI'O IIpCriapara, 00 UBBATHH U3 06paH_[€HI/ISI
JICKaApCTBCHHOI'O IIpCIlapaTa UJjin O BO300HOBJIEHUH IIPUMEHCHUA JICKAPCTBEHHOTI'O IIpEIiapara.

nasa 14. AH®OPMALUA O JIEKAPCTBEHHbIX NMPEMNAPATAX. CACTEMA
MOHUTOPUHI'A OBUXEHUA NEKAPCTBEHHbBIX NMPEMNAPATOB
anAa MEQUUMHCKOro NnPUMEHEHUA
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauma o nekapcTBeHHbIX npenapatax. Cucrema MOHUTOpPUHra
ABUXEHUS NeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NPUMeHeHUs
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. MuadopMmarust 0 JEKapCTBEHHBIX IpermapaTax, OTIYCKAaeMBIX IO PElEnTy Ha JIEKapCTBEHHBIN
mpernapar, J0JDKHAa COJEPXKAThCs TOJBKO B CICHUAIM3UPOBAHHBIX M3JIAHUSX, MPEAHA3HAYCHHBIX IS
MEIUIIMHCKUX, (hapMaIleBTHUECKUX PAaOOTHUKOB, CIICIIHAIMCTOB B 00IacTH BeTepuHapuu. Mupopmarus o
JICKApCTBEHHBIX Iperaparax sl CICIUAIMCTOB B 00JIACTH OOpalleHHs JICKAPCTBEHHBIX CPEICTB MOKET
COJIep’KaThCsl B MOHOTrpadusX, CHpaBOYHHMKAX, HAyYHBIX CTaThsX, B JOKJIagaX Ha KOHIpeccax,
KOH(EpEHIMIX, CHUMIIO3UMyMaxX, HAyYHBIX COBETaX, a TaKKe B HWHCTPYKUHUAX TI0 TNPUMECHEHHIO
JICKapCTBCHHBIX MPETIapaTOB.

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

2. Nudopmarius o JeKapCTBEHHBIX Ipemaparax, OTIYCKaeMbIX 0e3 pelenTta Ha JEeKapCTBEHHBIN
mpemapaT, MOXKET COAepKaTbCcs B IMYyONUKALUAX U OOBSIBICHHUSX CPEICTB MaccOBOM HHGoOpMAaINH,
CHEIUATU3UPOBAHHBIX M OOIIMX IMEUYATHBIX M3JAHUSX, HHCTPYKIUSIX MO MPUMEHEHHUIO JIEKApPCTBEHHBIX
MpernapaToB, MHBIX U3JaHUSIX CYOBEKTOB OOpallleHus JIEKapCTBEHHBIX CPEACTB. PexiiaMHble MaTepuanibl O
JIEKApCTBEHHOM TIperapare, OTIyckaeMoM Oe3 pelenrta Ha JIGKapCTBEHHBIM Tpemapar, JOJIKHBI
COOTBETCTBOBATh MHCTPYKIIMH IO MPUMEHEHHUIO JIEKAPCTBEHHOTO IIpenapara.

3. Jlomyckaercsi HCIONB30BaHHE JIOOBIX MaTepUANbHBIX HOCHUTENEH, IMO3BOJSIONIMX XPaHUTh,
nepeaaBaTh U UCIOIb30BaTh HH(POPMALIMIO O JIEKapCTBEHHBIX MpernapaTax 0e3 ee HCKaXeHHUs.

Koncynsrantlntoc: npumedanue.

O BO3MOKHOCTH BBOJIa B I'paXJJaHCKHI 000poT 0e3 HaHEeCeHHsI CPeACTB MIESHTH(UKALINYU MIPETaparos,
npousBeeHHbIX B niepuog ¢ 01.07.2020 mo 01.10.2020, cm. IlocranoBnenue IIpaButensctBa PO ot
30.06.2020 N 955.

4. Jlna ueneil uASHTHUPHUKAMU YIAKOBOK JIEKAPCTBEHHBIX MPENapaTroB [Uisi MEAUIIMHCKOTO
IIPUMEHEHHUs NPOU3BOJUTENN JIEKAPCTBEHHBIX CPEACTB B IOPSAKE, YCTaHOBIEHHOM IIpaBuTEnsCcTBOM
Poccuiickoit @enepanny, HAHOCAT Ha MEPBUYHYIO YIAKOBKY (B OTHOILIEHUU JIEKAPCTBEHHBIX MPENapaToB
JUI. MEAULIMHCKOTO MIPUMEHEHHS, I KOTOPBIX HE MPEJyCMOTPEHA BTOPUYHAs YIIAKOBKA) U BTOPUUHYIO
(MOTpeOUTENbCKYI0) YIaKOBKY JIEKAPCTBEHHBIX MpEnapaTroB A MEIUIMHCKOTO NMPUMEHEHHs CpelcTBa
UACHTUUKAIIMY, 32 HUCKIIOUEHHEM JIEKapCTBEHHBIX MPEnapaToB s MEAWLUHCKOTO NPUMEHEHHUS,
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

MPOU3BOIMMBIX [UIS TIPOBEICHHSI KIIMHHUYECKUX HMCCICIOBAHUHN, SKCIOPTA, JIEKAPCTBEHHBIX IPENapaToB
JUTST. METMIIMHCKOTO TMPHMEHEHUs, YKa3aHHBIX B YacTsax 5 W 8 crarteu 13 Hacrosmero denepanbHOro
3aKOHa, pagro(hapMaleBTHUECKUX JIEKAPCTBEHHBIX IMPENaparoB, MHIBOK MEIUIUHCKMX M Ta30B
MEIUITTHCKUX.

(dactb 4 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapakTepuCTHKH Cpe/ICTBa UACHTU(DUKALINY, TIOPSIOK €r0 HAaHECEHUS U TPEOOBaHUS K CTPYKTYpe
u  ¢opmary wuHDOpPMANMK, KOTOPYIO COACPKHT CPEIACTBO  HMICHTH(HKAIWU, ONPEICISIOTCS
IIpaBurensctBoM Pocculickoit denepanun.
(dactb 5 BBeneHa denepanbHpIM 3aKk0HOM OT 28.12.2017 N 425-D3)

6. Ilopsmox co3maHWsi, pa3BUTHS, BBOJA B OJKCIUIyaTalMIO, O3KCIUTyaTallid W BBIBOAA W3
JKCIUTyaTallud CHCTEMbl MOHMTOPMHIA JBUYKEHHUS JIEKAPCTBEHHBIX IPENapaTtoB Ml MEIULUHCKOIO
MPUMCHCHHS, TOPSIOK TPEIOCTABICHUS WH(POPMAIUHU, COACpXKAIICHCS B CHCTEME MOHUTOPWHTA
JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB I MEIULUMHCKOTO NMPUMEHEHHMS, U MOPSIOK B3aUMOJCHCTBUS
YKa3aHHOM  CHCTEMBl C HHBIMH  TOCYIJAapCTBEHHBIMH  HMH(MOPMAIIMOHHBIMU  CHCTEMaMH WU
MH(OPMALIMOHHBIMU CUCTEMAMH IOPUINYECKHX JIUIl U MHANBUAYAIbHBIX MIPEeANPUHUMATENCH, YKa3aHHbBIX
B yacTsx 7 u 10 mactosmie# crarbu, ycraHaBinuBaiorcs [IpaButensctBoM Poccuiickoit Demepariu.
OnepatopaMy CUCTEMbl MOHMTOPUHIA JBUYKEHHUS JIEKAPCTBEHHBIX IMPENapaTroB Uil MEAUIIMHCKOIO
MPUMCHCHHS  SIBJITFOTCST  (peIepalIbHBIl  OpTaH HWCIHOJHUTEIBHON BiacTd W (WIM) OpraHHU3aIus,
ynosHomoueHHble [IpaButenscTBoM Poccuiickoit @enepanu.

(uacTb 6 BBeneHa denepanbHbIM 3aKk0HOM OT 28.12.2017 N 425-03)

7. FOpuanueckue JIMla U UHAUBUAYAIbHbIE MPEANPUHUMATENN, OCYHIECTBISAIOIINE TPOU3BOICTBO,
XxpaHeHue, BBO3 B Poccuiickyro ®enepanuio, OTIYCK, pealM3alyio, Iepenady, NPUMEHEHUE |
YHUYTO)KEHHUE JIEKaPCTBEHHBIX MTPENapaToB sl MEAULIMHCKOTO MPUMEHEHUs, 00eCTIeUNBAIOT B MOPSAKE U
B COCTaBe, KOTopble YycraHOBJeHbl IIpaBurenbctBoM Poccuiickoir Penepauuu ¢ yd4eToM BHUAA
OCYILIECTBISIEMOH HMMHU JESATEIbHOCTH, BHECEHHE HH(POPMALUMU O JEKAPCTBEHHBIX Ipernaparax Juls
MEIULUHCKOTO NPUMEHEHUS B CHCTEMY MOHHUTOPHHIA JBM)KCHMS JIEKaPCTBEHHBIX IPENapaToB IS
MEIULIMHCKOTO IPUMEHEHHUS.

(uactb 7 BBenieHa denepanbHbiM 3aKk0HOM OT 28.12.2017 N 425-03)

Koncynprantllinroc: npumeyanue.
Y. 7.1 cr. 67 (B pen. @3 ot 13.07.2020 N 206-d3) pacmpocTpaHsieTcss Ha MPaBOOTHOIICHHS,
Bo3HuKIue ¢ 01.07.2020.

7.1. JlekapcTBeHHBIE Mpenaparbl Ui MEIULUHCKOTO TPUMEHEHMs, NpeJHa3HAueHHbIe IS
obecrieyeHus: JHl, OOJBHBIX TeMo(puiIned, MYKOBUCIMIO30M, TMIIO(QH3apHBIM HAHU3MOM, OOJIE3HBIO
l'ome, 37m0KauecTBEHHBIMM HOBOOOpPA30BaHUSAMHU JIMM(OUAHON, KPOBETBOPHOM M POJICTBEHHBIX WM
TKaHEMU, paCCESIHHBIM CKJIEPO30M, JIUI] [TOCJIE€ TPaHCIIAHTALlMM OPTaHOB M (MJIM) TKaHEH, IPOU3BEICHHBIE
no 31 nexadbps 2019 roga, a Takke MHbBIE JIEKAPCTBEHHBIE MperapaTsl A1 MEAUIIMHCKOTO MPUMEHEHUS,
npousBeneHHbie 10 | wuronga 2020 roma, moanexar XpaHEHHIO, INEPEBO3KE, OTIIYCKY, pealu3alii,
nepenaye, MpUMEHEHUIO 0e3 HAHECEHUs CPEeNICTB MIACHTU(PHUKAIMHM 10 MUCTEUEHHUS CPOKa UX TOJHOCTH.
IIpaButenscTtBo Poccuiickoit ®dexepanuu BIpaBe yCTaHOBUTh OCOOEHHOCTH BBOJA B TPaKIAHCKUN
000pOT JIEKAPCTBEHHBIX MPENaparoB A MEAUIIMHCKOTO NMPUMEHEHHMs], IPOU3BEACHHBIX B MepHoj c 1
utonst 2020 rona mo 1 oxts6ps 2020 roma. B mensix BBOJa B TpakIaHCKHA 0OOPOT JieKapCTBEHHBIE
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(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

mpemapaTbl  JUIsi MEIULUMHCKOTO MPUMEHEHHS, 3a HCKIIOUYEHUEM JIEKapCTBEHHBIX IIpPEenapaTos,
npeJHasHAuYeHHBIX A7 00ecreyeHus JIML, OOJBbHBIX reModuinel, MyKOBHCIUA030M, TUNO(U3apHBIM
HaHU3MOM, OoJe3Hbio ['omie, 3710KkaueCTBEHHBIMH HOBOOOPA30BAHUSAMH JTUM(OUTHONU, KPOBETBOPHOU U
POJICTBEHHBIX UM TKaHEH, pacCeIHHBIM CKIIEPO30M, JIUII ITOCJEe TPAHCIIAHTAIIMK OPTaHOB U (WJIN) TKaHEH,
MPOM3BENICHHBIE 3a Tpenenamu Tepputopun Poccuiickoit @eaepannu 10 1 okts6ps 2020 roma, Moryr
ObiTh BBe3eHBI B Poccuiickyro @enmepamuio g0 1 sHBaps 2021 roma B mOpsjaKe, YCTAaHOBICHHOM
[IpaButenscTBOM Poccuiickoit deneparuu, 6€3 HAHECEHUS CPEIICTB UICHTU(DUKAIINHN.

(B pen. @enepanbHbix 3aK0oHOB 0T 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranuzauus HHOOPMALMOHHOTO B3aUMOJECUCTBUS CHUCTEMbl MOHUTOPUHIA JIBHXKEHUS
JIEKApPCTBEHHBIX MpEMapaTroB Il MEIUIMHCKOTO TPUMEHEHUS C MHBIMU TOCYAapCTBEHHBIMHU
UH()OPMALIMOHHBIMU CHUCTEMaMH OOecCleuYnBaeTcs B TOM YHCJIE TOCPEACTBOM HH(PACTPYKTYpHI,
obecnieunBaromield WHHOPMAITMOHHO-TEXHOJIOTHYECKOES B3aUMOJICHCTBUE HWH(POPMAIMOHHBIX CHCTEM,
UCIOJIb3YEMBIX N7l TPEAOCTaBICHHS] TOCYAAPCTBEHHBIX M MYHUIIMNAIBHBIX YCIYT U HCIOJTHEHUS
rOCYIapCTBCHHBIX M MYHHIIMITAILHBIX (DYHKITHH B AJICKTPOHHOU (hopme.

(uacth 8 BBenena denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

9. OOmenocrymaas wuHpOpMammsi, coaepKamascsi B CHCTEME MOHHUTOPHHTA JIBMDKCHUS
JIEKapCTBEHHBIX [penaparoB JUTSL MEJIULIUHCKOTO MIPUMEHEHUS, pa3meraercs B
UH(POPMAIIMOHHO-TEICKOMMYHHKAIMOHHO!N ceTd "MHTepHeT" (B TOM uKcie B popMe OTKPBITHIX JTaHHBIX )
B NopsiAKe, ycraHoBiieHHOM [IpaButenscTtBoM Poccuiickoit @enepanu.

(uactb 9 BBeneHa denepanbHbiM 3aKk0HOM OT 28.12.2017 N 425-03)

10. IIpon3BoauTENH JIEKAPCTBEHHBIX CPEACTB MOIYYAIOT COAEPIKAIIYIOCS B CUCTEME MOHUTOPHHTA
JBIDKEHUS JICKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO MPUMEHEHHS WH(OpMAIMI0O O CepHusix M
MapTUSIX JIEKAPCTBEHHBIX MpPernapaToB, MPOU3BOJMMBIX UMHU U HAXOMASIIUXCS B TPAKIAHCKOM 000pOTE B
Poccuiickoit deneparuu, 6€3B03MeE3HO.

(uacth 10 BBegena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

11. 3a mpoM3BOACTBO MM MPOJAXKY JEKAPCTBEHHBIX MPENapaToB Ui MEAUIUHCKOTO MPUMEHEHHUS
0e3 HaHeCeHUs CPEICTB MICHTU(UKALMHU, C HAPYIIEHHUEM YCTAHOBJIECHHOIO MOpsJIKAa UX HAaHECEHHUs, a
TaKXXe 32 HECBOCBPEMEHHOE BHECEHHE JAHHBIX B CHCTEMY MOHHTOpPWHTA JBIDKCHHS JIEKapCTBEHHBIX
IpernapaTtoB Uil MEIULUHCKOTO TPUMEHEHUs WM BHECEHHE B HEe HEJIOCTOBEPHBIX JaHHBIX
IOPUINYECKHE JTUIAa ¥ WHAWBUAYAJIbHBIC MPEINPUHAMATENN, yYKa3aHHbIE B 4YacTax 4 W 7 HacTosmied
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATeNbCTBOM Poccuiickoit denepanuu.
(uactb 11 BBegena @enepanbHbIM 3akoHOM OT 28.12.2017 N 425-D3)

12. TIpaBurensctBo Poccuiickoit @enepanuu BIpaBe YCTAaHOBUTh OCOOEHHOCTH BHEAPEHHS
CUCTEMBbl MOHMTOpPWHIA JBWKEHUS JIEKAPCTBEHHBIX NPENaparoB Ui MEIUIMHCKOTO IPUMEHEHNs,
BKJIIOYasi CPOKM €€ BHEAPCHHUS, B OTHOIICHUM JICKAPCTBEHHBIX IIPENapaToB Uil MEAULMHCKOIO
MPUMEHEHHUsI, BKJIIOYEHHBIX B IE€pPEUeHb >KU3HEHHO HEOOXOIAMMBIX M BaXHEMIINX JIEKapCTBEHHBIX
MpernaparoB, JIEKAPCTBEHHBIX IpernapaTroB, MpeJHa3HAuYeHHbIX M oOecrneueHust JHl, OOJIbHBIX
remouaueii, MyKOBUCIUAO30M, TUMOGHU3apHBIM HAHU3MOM, OoJyie3HbIO [ 'olle, 3710KaueCTBEHHBIMU
HOBOOOPa30BaHUAMHU JIUM(POUTHON, KPOBETBOPHOM U POJCTBEHHBIX UM TKaHEU, PACCESTHHBIM CKJIEPO30M,
JUI] TOCNie TpaHCIUIAaHTAllUM OpPraHOB M (MJM) TKaHEH, WHBIX JIEKapCTBEHHBIX IIpernapaToB s
MEIULUHCKOTO IIPUMEHEHUS.

(uacth 12 BBegena PenepanbHbIM 3akoHOM OT 28.12.2017 N 425-D3)
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

Maea 14.1. OTPAHUYEHUA, HANNTAT AEMbBIE
HA OPTAHU3AUUN, OCYLUECTBNAKLWME OEATENIbHOCTb
MO OBPALLUEHUIO NIEKAPCTBEHHbLIX CPEACTB
(BBenena deaepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-D3)

Crtatba 67.1. OrpaHuM4YeHusi, Hanaraembie NpPU OCYLUIECTBIIEHUM [OeATeNbLHOCTU B
cthepe obpalleHuUst NeKapCTBEHHbIX CPeacTB

1. Opranuzanuu, 3aHUMaOIIMecs pa3pabOTKOM, MPOU3BOJACTBOM U (WJIM) pealu3anuent
JIEKapCTBCHHBIX MPENapaToB JIJs MEAUIIMHCKOTO MPUMEHEHHS, OpraHu3aIiuy, 00JIaJaoue npaBaMy Ha
UCIOJIb30BaHNE TOProBOI0 HAMMEHOBAHUS JIEKAPCTBEHHOI'O Mpenapara i MeIULIUHCKOTO IPUMEHEHHUS,
OpraHu3ally ONTOBOM TOPrOBIM JICKAPCTBEHHBIMU CPEACTBAMH, allTeYHbIE OpraHu3anuu (Ux
MIPE/ICTaBUTENH, UHbIE (QU3MYECKUE U IOPUIUYECKHE JIMIA, OCYIIECTBISIONINE CBOIO JAESATEIbHOCTH OT
MMEHH 3TUX OPTraHH3alliil) B OTHOUIEHUU MEAUIIMHCKUX PAOOTHUKOB U PYKOBOJUTEICH MEAUIIMHCKHUX
OpraHu3allyii He BIIpaBe:

1) BpyuyaTh MoOJapKH, BBIILIAYMBATH JACHEKHBIE CPEACTBA (32 MCKIIOYEHHEM BO3HArpPaKICHHUI 1O
JIOTOBOpaM  IPU  IPOBEIEHUM KIMHUYECKMX MCCIIEIOBAaHMN JIEKapCTBEHHBIX IpenapaToB s
MEIUIIMHCKOTO TPUMEHEHUS, BO3HArpaXkI€HUM, CBA3AHHBIX C OCYILECTBICHHUEM MEIULUHCKUM
pabOTHHUKOM IEaroruueckKoi u (WiM) HaAy4HOW AEATeNbHOCTH), B TOM YMCIIE OMJIauuBaTh Pa3BICUCHMUS,
OTJIBIX, IIPOE3]l K MECTY OT/JbIXa, a TAK)KE MPHUBJIEKATh K YYaCTHIO B Pa3BJIEKATEJIbHBIX MEpONPUATHUSX,
IIPOBOJIUMBIX 3a CYET CBOUX CPEJICTB;

2) 3akiaoyaTh COMVIAIUCHUS O HA3HAYEHMM WM PEKOMEHJAllMu MalueHTaM JIeKapCTBEHHBIX
IPEenapaToB JJs MEAULMHCKOTO MPUMEHEHUS (32 UCKIIIOUEHHEM JIOTOBOPOB O MPOBEIEHUHN KIMHUYECKUX
WCCIIEIOBaHUM JIEKapCTBEHHBIX MPENapaToB /Il MEAULUHCKOTO IPUMEHEHU);

3) npeaoCTaBIATb 06pa3m>1 JICKAPCTBCHHBIX MPCapaToB I MEAULIUHCKOTO IIPUMCHCHUS B LCIIAX
BpY4YCHHA TMAlUCHTaAM (321 HUCKIIIOYCHHUEM  CJIydacB, CBA3aHHBIX C TPOBCACHHUECM KIMHHUYCCKUX
I/ICCJ'ICI[OBaHI/II\/‘I JICKAPCTBCHHBIX NPCIIapaToB JJId MEAUIUHCKOT O HpI/IMeHeHI/IH);

4) mpeoCTaBIATh HEJJOCTOBEPHYIO U (MJIM) HETIOIHYIO HH(OPMAIIHIO O JIEKaPCTBEHHBIX MperapaTax
JUTSL MEAUIIMHCKOTO IPUMEHEHUS;

5) mocemathk UX B pabouee BpeMsi Ha pabouMx MecCTaX, 3a MCKIIOYEHHEM CIydaeB, CBSI3aHHBIX C
MPOBEJICHUEM  KJIMHUYECKUX HCCIEIOBAaHUN  JIEKAPCTBEHHBIX MPENapaToB Uil  METUIIUMHCKOTO
MNPUMCHCHUSA, C YIJaCTHEM B MOPAAKEC, YCTAHOBJICHHOM PYKOBOJUTCICM MeI[HHHHCKOﬁ opraHui3anuvu, B
COOpaHMSIX MEIMIMHCKUX pPa0OTHUKOB M HMHBIX MEPONPUSITHUSIX, HAMPABICHHBIX HAa TOBBIINICHUE HX
po(eCCHOHATFHOTO YPOBHS WJIM Ha TPEAOCTaBICHHE WH(GOPMAIINHU, CBSI3aHHOH C OCYIIECTBICHHUEM
MOHHUTOPHHTA 0€30MaCHOCTH JIEKAPCTBEHHBIX MTPEMapaTos;

6) HO6Y)KJ13TI) K BBIIIKMCBIBAHUIO JICKAPCTBCHHBLIX MNPCIapaToB I MCIUIIUMHCKOrO IMPpUMCHCHUS HaA
6HaHKaX, COACPpIKAIINX I/IH(bOpMaLII/IIO PCKIIAMHOTI'0 XapaKTCpa, a4 TAKKC Ha PCUCITYPHBIX 6J'IaHKaX, Ha
KOTOPBIX 3apaHEC HalnedyaTaHO HAMMCHOBAHUEC JICKAPCTBCHHOI'O Impfrapara I MEAUIUHCKOTO
MIPUMCHCHUS.

2. Opranu3zanuu, yKazaHHble B a03a1ie mepBOM 4acTu | HACTOSAIIEH CTaThH, U UX MPEICTABUTEITH B
OTHOIICHUH (hapMalleBTHUECKUX paOOTHUKOB U PYKOBOJIUTENEH aNTEYHBIX OpTaHU3aIMil HE BIIPaBE:
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1) Bpy4daThb IIOJApKH, BBIILIAYHMBATh ACHCKHBIC CPCACTBA, B TOM YHCIIC OIINIAYMBATL PAa3BJICUYCHUA,
OTAbIX, MMPOC3a K MCECTY OTAbIXa, W IIPHUBJICKATH K YYACTHUIO B Pa3BJICKATCIIbHBIX MCPOIIPUATHIX,
IIPOBOAMMEIX 3a CUHCT CBOUX CPEACTB,

2) MmpeAoCTaBIATh O0pa3Ibl JEKAPCTBEHHBIX MPENapaToB I METUIIMHCKOTO TPUMEHEHUS IS
BpPYUYCHUS HACEIICHUIO;

3) 3aKJII049aTh CONIalICHUA O MNPCAJIOKCHHUH HACCICHUIO OHNPCACIICHHBIX JICKAPCTBCHHBIX
mnmpenapaTtoB AJIsI MCAUIUHCKOI'O IPUMEHCHU A,

4) mpenoCTaBIATh HEOCTOBEPHYIO U (MJIM) HEMOJIHYIO HH(POPMALIKIO O JIEKAPCTBEHHBIX Mpenaparax
IUIE  MEIUIMHCKOIO INPUMEHEHHUs, B TOM YHCJIE€ MMEIOIUX OJUHAKOBOE MEXKIyHapOIHOE
HENaTEeHTOBaHHOE HaUMEHOBAaHHUE.

Cratba 67.2. TpeboBaHMA K opraHM3auuMum U NpoBeAEeHUID Hay4YHbIX MepornpuUATUN,
MHbIX MepPONpPUATUNA, HanpaBfeHHbIX Ha NOBbIWeHUe npPo¢ecCUOHANbLHOIoO YpPOBHSA
MeAULIMHCKMX paboTHUKOB WM Ha npeaocTaBrieHWe UWH¢gopmauum, CBA3aHHOU C
ocyLlecTBNeHUeM MOHMTOPUHra 6e3onacHoOCTH fieKapCTBEHHbIX NpenapaTos

1. IIpu mpoBeneHNN HAYyYHBIX MEPONPUITHI, HHBIX MEPOIPUATHI, HAIIPABIECHHBIX HA MOBBIIICHUE
po(ecCHOHATLHOTO yPOBHS MEIUIUHCKHX PAOOTHHKOB WM HAa TIPEJOCTaBICHHE CBSI3aHHOH C
OCYIIECTBIICHMEM  MOHUTOpHUHIa  O€30MacHOCTH  JIEKAaPCTBEHHBIX  MpenaparoB  uHpopmanuu,
OpraHu3yeMbIX OpraHMU3alUsIMU, yKa3aHHBIMU B a03are mepBoM dyactu 1 crtatbu 67.1 Hacrosiero
@denepallbHOTO 3aKOHA, HMX MPEACTaBUTENSIMU U (MiIU) (UHAHCHUPYEMBIX 3a CHET CpPEACTB ATHX
OpraHM3alii ¥ UX MPEICTABUTENCH, 3alpeniaeTcs MpensTCTBOBaTh YYACTHIO B  YKa3aHHBIX
MEPOIPUATUAX UHBIX OPraHU3alui, KOTOPBIE MPOU3BOIAT WM PEATU3YIOT JIEKAPCTBEHHBIE IpenapaThl
JUTST MEIUIIMHCKOTO TPUMEHEHHMSI CO CXO0XXHM MEXaHU3MOM (PapMaKoJIOTH4eCKOro JeWCTBHS, OO
CcO3/1aBaTh JAUCKPUMHUHALMOHHBIE YCIOBUS JUISI OJHUX YYaCTHUKOB II0 CPAaBHEHUIO C JIPYTMMU
YYaCTHHKAMH, @ UMEHHO:

1) mpeocTaBiIATh pa3IMuyHOE KOJUYECTBO BPEMEHH AJISl BHICTYIUICEHUH YYaCTHUKOB, PAa3JIMUHbIE 110
pasMepy 3aHUMaeMOl IUIOIIAAX MecTa sl JEMOHCTpaluyu o0pa3lioB JIEKapCTBEHHBIX IPENapaToB A
MEIULMHCKOTO TPUMEHEHUS WM pPEKJIaMHBIX MaTepHajoB O JIEKAPCTBEHHBIX IIpernaparax A
MEIUIIMHCKOTO MPUMEHEHUS Ha SKCHO3UIMIX, CTEHaX, 32 UCKIIOUEHUEM CIIy4aeB, €ClIM TaKue YCJIOBUS
3aKpeIUIeHbl B COMIALICHUAX 3TUX OpraHM3alui, X HpeicTaBuTesiell o (PMHAHCUPOBAHUU YKa3aHHBIX
MEpPOIPUATHI 1 00YCIIOBJIEHBI Pa3IMYHBIMU 3aTPaTaMU YYaCTHUKOB HA UX OpPraHU3aluIo;

2) ycTaHaBIMBaTh pa3Mep B3HOCA JJIS YYAaCTHUKOB MEPOINPHUATHH, yKa3aHHBIX B al3alie MepBOM
HAaCTOSIIEN YaCTH, MPEBBIIIAIONINN CYMMY 3aTpaT Ha OPTaHU3ALUI0 YKa3aHHBIX MEPOIPHUATHI U BEAYIIUN
K HEOOOCHOBAHHOMY OTPaHMUYEHHIO YUCIIA UX YYaCTHUKOB.

2. Opranuzanuu, ykasaHHble B a03aie nepBoM udactu 1 crtarbu 67.1 Hactosmero denepanbHOro
3aKOHA, MX IMPEJICTABUTENN, OCYIIECTBIIAIONINE OpraHu3aluio U (Win) GUHAHCUPOBAHHE MEPOIPHUITUH,
yYKa3aHHBIX B 4acTy | HacTOSIIEH cTaTbu, 00s13aHbI 00ECIIeYMBATh JOCTYI K HHGOPMAIIMH O JaTe, MECTE H
BPEMEHM IIPOBEJCHUS YKA3aHHBIX MEPONPUATHMN, IIJIaHaX, IPOrpaMMax IPOBEIEHUS YKa3aHHbIX
Meponpmm/lﬁ n TeMaXx, INIaHUPYEMBIX IJId paCCMOTPEHHA, COCTABE MX YYACTHHUKOB ITIYTEM PasSMEIICHUSA
COOTBETCTBYIOLIEH MH(MOpMAIMM HA CBOUX OQHUIMAIBHBIX caiiTax B cetu "HMHTepHeT" He mo3aHee ABYX
Mecs1EB 0 Havaja MpOBEACHUS YKA3aHHBIX MEPOIPUSITHIA.
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3. Uudopmanust o mpoBeI€HUN MEPOINPUATUH, YKa3aHHBIX B 4acTU | HAcToOsAIIEH CTaThbH, B CPOK,
YCTaHOBJICHHBI YacThIO 2 HACTOSIICH CTaThW, JOJDKHA OBITh HampaBlieHa B QeAepanbHBIA Opra
UCIOJIHUTENIBHON BJAcTHU, OCYUISCTBIAOIIMNA (QYHKIMM 10 KOHTPOJIO M Haa3opy B cdepe
3/IPaBOOXPAHEHHS, JJIS MMOCIEAYIOIIEro pa3MelleHusl ee Ha o(pUIMaNIbHOM CaliTe 3TOro OpraHa B CETH
"UnTepuer".

nasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIUN NPU OGPALLEHUU NEKAPCTBEHHbIX CPEACTB
N BOSMELLEHUE BPEOA, NPUYUHEHHOIO 340POBbLIO NIPAXXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccunckomn
depepaumm npu obpaweHUn NeKkapcTBeHHbIX CpeacTB

1. Hapymenue 3akoHomaTenbcTtBa Poccuiickoit ®enepanuu npu OOpalIeHUH JIEKapCTBEHHBIX
CPEICTB BJEYET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBMU C 3aKOHOJATEILCTBOM Poccuiickoii
®enepanuu.

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

2. 3a HenpeCTaBIEHUE WIM HECBOEBPEMEHHOE MpecTaBieHue HHGopMauu U (UiIM) JOKYMEHTOB
mu00 TpeACTaBICHWE HEAOCTOBEPHBIX HWHGpopManmuu # (WIH) JOKYMEHTOB, HPEIyCMOTPEHHBIX
HacrosmuM ~ DenepabHbIM  3aKOHOM, CYOBEKTbl OOpalleHHs JIEKAPCTBEHHBIX CPEICTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoi denepanuu.

(gactp 2 BBeneHa DenepabHbIM 3aK0OHOM OT 22.12.2014 N 429-03; B pen. deaepaabHOrO 3aKOHA OT
04.06.2018 N 140-D3)

Cratbsa 69. BoameweHne Bpepa, NpUMYNHEHHOro 340POBbLIO FpaxaaH BcneacTteue
NPUMEHEHNA NeKapCTBEHHbIX NpenapaToB

1. HpOI/I3BOI[I/ITeJ'IB JICKAPCTBCHHOI'O IIpCIiapaTta 00s13aH BO3MECTHUTh BpcA, HquHHeHHBIﬁ 3A0POBbIO
rpaxJiaH BCJICACTBHUEC IPUMCHCHUA JICKAPCTBCHHOI'O Mpcriapara, €CJIn J0Ka3aHOo, YTO:

1) nexapcTBEHHBIM mHpenapaT NPUMEHSUICS 10 Ha3HAUEHHIO B COOTBETCTBUM C MHCTPYKIHUEH IO
MIPUMEHEHUIO JIEKAPCTBEHHOI'O IpernapaTa W NPUYMHON Bpelda SIBUJICS BBOJ B TIpaKAaHCKUIL 000poT
HEe100pOKaYeCTBEHHOTO JIEKapCTBEHHOTO Npenapara;

2) Bpea 3I0pOBBIO TPUUMHEH BCJIECACTBHE HEIOCTOBEpPHOW WHGOPMAINHU, COAEpIKaIIecs B
WHCTPYKIMU N0 MPUMEHEHUIO JIEKApCTBEHHOTO Mpenapara, U3JaHHOW MPOU3BOAUTENIEM JIEKAPCTBEHHOTO
mpernapara.

2.B cjIydac, €Ciii BpEea 340POBbIO T'paXJiaH IMPUYIUHCH BCJIICACTBUC NMPHUMCHCHUSA JICKAPCTBCHHOI'O
mnmpemnapara, Npumeamero B HEroaHoCTb B PE3YIbTATC HAPYUICHUA IIpaBUJI XPaHCHHA JICKAPCTBCHHBIX
CpCACTB, IIpaBUJI OIITOBOM TOProBJIK JICKAPCTBCHHBIMU IMpPCIIapaTaMu, IMpaBUJl OTIIYCKA JICKAPCTBCHHBIX
mnpemapaTroB, IIpaBUJI H3TOTOBJICHUSA W OTIIYCKAa JICKAPCTBCHHBLIX IMIPEIapaToB, BO3MCIICHHUE BpEaa
OCYHICCTBIIAICTCA COOTBECTCTBECHHO OPFaHHBaHHCﬁ OIITOBOM TOProBJIM JICKAPCTBCHHBIMU CpCACTBAMU,
anTeYHOMN opraHmauI/Ieﬁ, HHIUBUAYAJIBHBIM  HOPCANPUHUMATCICEM, HWMCIOIIMMU JIMIOCH3WUIO Ha
q)apMaL[eBTI/ILICCKyIO ACATCIBHOCTD WJIKM JIMIOCH3UIO Ha MCAULUHCKYIO HACATCIBbHOCTD, MG,Z[I/II_II/IHCKOI‘/JI
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OpraHu3aiyeil, WMEIOIIEH JIMIEH3UI0 Ha (apMaIeBTUYECKYIO0 JESATEIBbHOCTh (ee 000COOICHHBIM
nojpasnenenueM (amOynaropueil, GenpamepckuM U (QenpAmepcKo-aKyIIepCKUM MYHKTaMH, IIEHTPOM
(otmeneHnuemM) oOIe BpaueOHOHM (CEeMEWHOM) MPaKTHUKH), PACHOJIOKEHHBIM B CEIIbCKOM HACEICHHOM
MIyHKTE, B KOTOPOM OTCYTCTBYET alTeyHasi OPraHu3alus), TOMYCTUBIINMHE MPOJAXy HIU OTIYCK TaKOTO
JICKaApCTBEHHOTO Iperapara.

(B pen. @exnepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. Bo3Mmemnienwe Bpeaa, NPUYUHEHHOTO 30POBBIO Tpa)JaH BCJIEJICTBUE MPUMEHEHUs
JICKApCTBEHHBIX IPENapaToB MM COBEPILEHHUS MPOTHBONPABHBIX JCUCTBHI CyOBEKTaMH OOpalieHus
JIEKapCTBEHHBIX CPEJACTB, OCYIIECTBISETCS B COOTBETCTBHHM C 3aKOHOAATEILCTBOM Poccuiickoii
denepauuu.

Mnasa 16. 3AKITIOUYUTEJIbHbLIE MOJIOXKEHUA

Cratba 70. O npu3HaHMM yTPaTUBLULMMMU CUNY OTAESIbHbIX 3aKOHOAAaTeNbHbIX aKTOB
(nonoxeHun 3akoHoaaTeNnbHbIX akToB) Poccunckon ®epnepaumm

HpI/ISHaTL YTpaTUuBIIUMHU CUITY:

1) denepanbubiii 3akoH ot 22 uroHA 1998 roma N 86-®3 "O nexapcTBEHHBIX cpencTBax”
(Cobpanue 3axkoHogatensctBa Poccuiickoit @enepanun, 1998, N 26, ct. 3006);

2) ®enepanbblil 3akoH OT 2 stHBaps 2000 roga N 5-®3 "O BHeCEeHUH U3MEHEHUS U JTOTIOJHEHUN B
Oenepanbublii 3akoH "O nekapctBeHHBIX cpenctBax” (CoOpanue 3akoHomarenbcTBa Poccuiickoi
®enepanun, 2000, N 2, cT. 126);

3) cratbio 40 denepanpHoro 3akona ot 10 stBaps 2003 roma N 15-D3 "O BHeceHHH U3MEHEHUI U
JIOTIOJIHEHUH B HEKOTOpPBIE 3aKOHOJATENbHbIE aKThl Poccuiickoil Penepanyuy B CBSA3M C IPUHATHEM
@enepanbHoro 3akoHa 'O JIUIEH3UPOBAHHMU  OTHAENBHBIX BHJIOB  JesrenbHocTH" (CoOpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2003, N 2, ct. 167);

4) cratpio 31 denepanpHoro 3akona ot 30 utons 2003 roga N 86-d3 "O BHeceHHH W3MEHEHHH U
JIOTIOJIHEHUI B HEKOTOPBIE 3aKOHOJAATENbHbIE akThl Poccuiickon denepannu, NpU3HAHUM YTPaTUBIIUMU
CWIIy OTHENIBHBIX 3aKOHOAATENbHBIX akTOB Poccuiickoil ®enepannu, NpenoCTaBICHUM OTAEIBHBIX
rapaHTUil COTpyIHHUKAM OpraHOB BHYTPEHHHUX JI€JI, OPTaHOB 110 KOHTPOJIIO 32 000POTOM HApPKOTUUYECKUX
CPEACTB M TCUXOTPOIHBIX BEIIECTB M YIpa3JHAEMBbIX (eAepalbHbIX OPraHOB HAJOTOBOM MOJHMIIMU B
CBSI3M C OCYILIECTBICHHEM MEp IO COBEPIUIEHCTBOBAHUIO rocynapcTBeHHoro ympanieHus" (Cobpanue
3akoHoaTenbcTBa Poccuiickoit @enepanuu, 2003, N 27, cr. 2700);

5) crateio 101 denepanpHoro 3akora ot 22 asrycrta 2004 roga N 122-03 "O BHeceHHH W3MEHCHHHA
B 3aKOHOJaTelnbHble akThl Poccuiickoii @Penepauuyu MW NPU3HAHUM YTPATUBIIMMHU CHIIYy HEKOTOPBIX
3aKOHOJATeNbHbIX akTOB Poccuiickoit ®denepanuu B cBsA3u ¢ npuHsAtHeM PenepanbHbIX 3aKoHOB "O
BHECEHUH H3MEHEHUH M jaonoiHeHuil B PDexepanpHblii 3akoH "OO 0OIIMX NPUHIMIAX OpPraHU3ALUU
3aKOHOAATENbHBIX (MPEICTAaBUTENbHBIX) W HCIOJHUTEIbHBIX OpPraHOB TOCYJAapCTBEHHOM BIACTH
cyobektoB  Poccuiickoit  ®@enmepanmu” u  "OO0 0o0mMX NOpPUHOMIAX  OPraHU3alMM  MECTHOTO
camoymnpasnenus B Poccuiickori @enepanun" (CoOpanue 3akoHomarenscTtBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

6) crareio 28 denepanbHoro 3akona ot 18 mexadbps 2006 roga N 231-d3 "O BBeacHUH B ICHCTBHE
gactu uerBeproil ['paxknmanckoro koaekca Poccuiickoit ®enepanuu” (CoOpaHue 3aKOHOAATENHCTBA
Poccutiickoit ®eneparuu, 2006, N 52, ct. 5497).

CraTtba 71. BctynneHue B cuny HacTtoswero PepnepanbHOro 3akoHa

1. Hacrosmuii denepanbHbIil 3aKOH BeTymnaeT B cuiy ¢ 1 certsops 2010 rona.

2. JlexapCTBEHHbBIE CpEACTBA, 3apErMCTPUPOBAHHBIE O JHS BCTYIUIEHUS B CHJIy HAaCTOSILErO
@enepanbHOro 3aKOHA, MOAJEKAT BKIFOUEHHUIO B FOCYIApPCTBEHHBIE PEECTPhl JIEKAPCTBEHHBIX CPENICTB C
BHECCHHEM YKa3aHHBIX B yacTu 1 crtarbu 33 Hacrosmero denepanbHOTO 3aKOHA CBEACHUM 00 ITHX
JICKapCTBEHHBIX CpEJICTBaX 0€3 NPOXOXKICHHS BHOBb HPOLEIYpbl T'OCYJAapCTBEHHOH pErucTpaniu
JIEKapCTBEHHBIX IIPENapaToB.

3. T'ocynapcTBeHHasi perucTpanys JeKapCTBEHHBIX MPENapaToB, 3a UCKIIOYEHHUEM JICKapCTBEHHBIX
npemnaparoB i MCAUIHUHCKOrO INPUMCHCHHA, MPCACTABJICHHBIX Ha YKAa3aHHYIO PCTrUCTpallMIO OO OHA
BCTYIUICHHS B CHJIY Hactosimero denepanbHOro 3aK0Ha, OCYIIECTBISETCS B COOTBETCTBUH C HACTOSIINM
q)eﬂepaJII)HI)IM 3aKOHOM Ha OCHOBAaHHMU ONOKYMCHTOB U JAHHBIX, NPCACTABJICHHBIX OO JHA BCTYILJICHUSA B
cuity HacTosiero denepanbHOroO 3aKOHa.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

3.1. 'ocynapcTBeHHas perucrpanus JeKapCTBEHHbIX IPENapaToB I MEIUIMHCKOTO IPUMEHEHUS,
MIPEJICTABICHHBIX HA TOCYJAPCTBEHHYIO PETUCTPALMIO 1O JHS BCTYIUIEHUS B CHILYy HAacCTOSILEro
@DenepallbHOTO  3aKOHa, M TOCYJApCTBEHHAas pErucTpalys JEKapCTBEHHBIX IIPernapaTroB  AJIs
MEIUIIMHCKOTO MPUMEHEHHUs, NPEJICTaBICHHbIX Ha OKCIEPTU3y JEKApCTBEHHBIX CPEACTB A0 JHS
BCTYyIUIEHUSI B cuily Hactosuiero denepanbHOro 3akoHa B LENAX MX MOCIENYIOIIEW IOCyAapCTBEHHOU
perucTpanmm, OCYLIECTBISIOTCS Ha OCHOBaHMM JOKYMEHTOB M JaHHBIX, NPEJICTABICHHBIX N0 JHS
BCTYIUICHUSI B CUIy HacTosumero denepaJbHOrO 3aKOHA, a TaKXKE 3asiBJIECHUS O TOCYAapCTBEHHOU
perucTpanMy JIEKapCTBEHHOI'O Ipernapara, MHpeACTaBICHHOIO IPOU3BOAUTENIEM JIEKAPCTBEHHBIX
IIPENAapaToB WM YIIOJTHOMOYEHHBIM UM JINLIOM B COOTBETCTBUU C HacToAmUM DenepanbHbIM 3aKOHOM B
YIIOJIHOMOYEHHBIN (eiepaabHbIil OpraH UCIOJHUTENbHOM BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBaHus
YILIaThl TOCYJaPCTBEHHOM MOLUIMHBI, IPEAYCMOTPEHHON 3aKOHO1aTenbCcTBOM Poccuniickoit Penepannu o
Hajorax u coopax.

(uacts 3.1 B pea. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

3.2. TloxatBepXJeHUE TOCYAAPCTBEHHOM PETHCTpalluM  JIEKAPCTBEHHBIX TMPEmapaTtoB Uit
MEIUIMHCKOTO MPUMEHEHUS, IIPEACTABICHHBIX IS MMOATBEPKICHUS IOCYIapCTBEHHON PETUCTPALUU 10
JTHS BCTYIUIEHUS B CWiIy Hactosimero ®denepalbHOr0 3aKOHA, W MOATBEPKICHUE TOCYIApCTBEHHOMN
perucTpauuy JIEKapCTBEHHBIX MpenapaToB il MEIULUHMHCKOrO IPUMEHEHUs, NPEACTABICHHBIX Ha
AKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB JO JHS BCTYIUIEHUS B CHIIy Hactosmiero deaepajibHOTO 3aKOHA B
LEJAX MOCIEAYIOWEro MNOATBEPKACHUS HX TOCYJAapCTBEHHOM PETUCTPAlUM, OCYLIECTBIAKOTCS Ha
OCHOBAaHMHM JIOKYMEHTOB M JaHHBIX, MPEJCTABICHHBIX 10 JHA BCTYIUIEHHS B CHJIy HACTOSIIETO
@denepanbHOrO0 3aKOHA, a TaKXKe 3adBJIEHUS O IOATBEPKICHUM TOCYAapCTBEHHOW pPErMCTpaluu
JICKapCTBEHHOr0 Mpenapara, MPEICTaBICHHOIO MPOU3BOJMUTENIEM JIEKAPCTBEHHBIX IMPENapaToB WU
YIOJIHOMOYEHHBIM MM JIMOM B COOTBETCTBMM ¢ HacrosmwuMm DenepanbHbIM  3aKOHOM B
YIIOJITHOMOYECHHBIN (eiepaabHbIil OpraH UCTIOJIHUTEbHOM BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBaHus
yIUIaThl TOCYIApPCTBEHHOM MOLUIMHBI, IPEAYCMOTPEHHOM 3aKOHOAATENbCTBOM Poccuiickoit denepannu o
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3
(pexn. ot 13.07.2020)
"O6 obparieHnH JIeKapCTBEHHBIX CPeCTB"

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

Hajorax u coopax.
(uactsb 3.2 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. Ilpunsatue pemieHUss O BHECEHMM M3MEHEHHMH B JOKYMEHTBI, COJEpKaluecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3apEeTUCTPUPOBAHHBIN JIGKAPCTBEHHBIM Mpemnapar i METUIITHCKOTO
MPUMEHEHUS] W TpEeACTaBIECHHBIC 10 JHSA BCTYIUICHUS B CUIy Hacrosimero denepanbHOro 3akoHa, U
MIPUHSATHE PEIICHUS O BHECEHUH M3MEHEHUH B JJOKYMEHTBI, COJIepKaIeecs] B PETUCTPALIMOHHOM JIOChE Ha
3aperucTpUpPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT i MeIUIUHCKOTO IPUMEHEHUS U MPEeCTaBIEHHbIE Ha
IKCIIEPTH3Y JEKAPCTBEHHBIX CPENICTB JO JHS BCTYIUICHHS B CHIIy Hactosiero denepanbHOro 3aKoHA,
OCYILIECTBISIOTCS Ha OCHOBAaHUHM JOKYMEHTOB M JAHHBIX, MPEACTABICHHBIX IO JHS BCTYIUICHUS B CHILY
Hactosmero denepanbHOr0 3aKOHA, a TaKXKE 3asABICHHUS O BHECCHHHM HW3MEHEHUN B JOKYMEHTHI,
CoJiepKallrecs B PErUCTPAlMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIA JICKAPCTBEHHBIN MpemapaT s
MEIUIIMHCKOTO TMPUMCHECHHS, TPEICTABICHHOTO IPOW3BOJAUTEICM JICKAPCTBCHHBIX MPEIapaToB WM
YIIOJTHOMOYEHHBIM MM JIMIIOM B COOTBETCTBHMM C HacToAmuM @DenepalbHbBIM 3aKOHOM B
YIOJIHOMOYEHHBIN (eiepaabHbIil OpraH UCIOJHUTENbHOM BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBaHus
yILIaThl TOCYJAPCTBEHHOM MOLUIHHBI, TPETyCMOTPEHHOM 3aKoHOAaTeIbCTBOM Poccuiickoit @eneparuu o
Hajorax u coopax.

(uactsb 3.3 B pea. @enepanbuoro 3akona ot 29.11.2010 N 313-03)

3.4. Bpblmaua paspenieHMii Ha NpPOBEACHHE KIMHUYECKUX MCCIEAOBAHUN JIEKApCTBEHHBIX
IIPENapaToB JUIsl MEJULUHCKOTO IPUMEHEHMS 110 3asBICHUAM, ITOJAHHBIM 1O IHS BCTYIUICHHS B CUILY
Hacrosuiero denepanbHOro 3aKOHA, a TAKXKE 110 3asBJICHUSAM, ITOAAHHBIM I1OCIJIE JHS BCTYIUIEHUS B CHILY
HacTosAwero denaepanbHOro 3aKOHAa HA OCHOBAHMM 3KCIIEPTHU3, IPOBEACHHBIX 10 JHS BCTYIUICHUS B CHUILY
Hacrosiniero denepasbHOrO 3aKOHA, OCYLIECTBISETCS B COOTBETCTBHM C HacrosmuMm denepalbHbIM
3aKOHOM Ha OCHOBaHHUM JOKYMEHTOB U JIaHHBIX, IPEACTABICHHBIX MU IOJYYEHHBIX A0 IHS BCTYIUICHMS
B CHily HacTosmero denepanpbHOro 3aK0Ha, a TAK)KE Ha OCHOBAaHUH KOIIMU NPEABAPUTENBHOIO JOrOBOPA
0053aTENIbHOTO ~ CTPAXOBAaHUS  KHU3HHM, 3/0pOBbSl MAllMEHTOB, YYacCTBYIOUIMX B  KIMHUYECKOM
HCCIEA0BAHUM JIEKaPCTBEHHOIO IIperapara g MEIULIHMHCKOTO NPUMEHEHUWs, WIM KOIHMHM J0rOBOpa
0053aTENIbHOTO ~ CTPAXOBAaHUS  KHU3HHM, 3/0pOBbSl MAllMEHTOB, YYacCTBYIOUIMX B  KJIMHUYECKOM
HCCIIEIOBAaHUM JIEKAPCTBEHHOTO Mperapara Uil MEAMIIMHCKOTO NpPUMEHEHHSs, JMOO MpeCTaBICHHOU
KOIIMH J0roBOpa 00s3aTeIbHOI0 CTPAXOBAHUS, 3aKJIIIOYEHHOTO B COOTBETCTBUU C THUIIOBBIMM IPaBUIAMU
00513aTE€ILHOTO CTPAaXOBaHMsSI, C YKa3aHHWEM IPEIENIbHON YHCIEHHOCTH NAIlMeHTOB, YYacTBYIOLIUX B
KJIMHUYECKOM HCCIIEZIOBAaHUM JIEKAPCTBEHHOIO IIpernapara i MEAMLUHCKOro TpHUMEHeHHs, 0e3
TpeOOBaHUs YIUIAThl FOCYAAPCTBEHHONW MONUIMHBI, IPETYCMOTPEHHON 3aKOHO/AATeNbCTBOM Poccuiickoit
denepanuu 0 HajIorax u coopax.

(uactb 3.4 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHbIE B HMHOCTPAHHOM BalllOT€ A0 JAHS BCTYIUIEHHS B CHJIy HAaCTOSILErO
®denepalibHOTO 3aKOHA MPEIEIbHBIE OTIYCKHBIE [IEHBl HHOCTPAHHBIX TPOM3BOJUTENEH Ha JIEKAPCTBEHHBIE
Ipernaparel, BKJIIOUEHHbIE B TIepeueHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIINMX JIEKapCTBEHHBIX
MpenaparoB, MOJIekKAT nepecuety B pyonu no kypcy LleraTpansHoro 6anka Poccuiickoii @enepannn Ha
nary, ycraHoBieHHYI0 IIpaBurensctBom Poccuiickoit ®@enepauuu, 6e3 NpeacTaBleHUs 3asBICHUS O
repecyeTe eHbl C BHECEHUEM COOTBETCTBYIOIIMX U3MEHEHUH B rOCYJapCTBEHHBIH peecTp MpeaebHbIX
OTIIYCKHBIX IIEH IIPOM3BOAMTEIEH Ha JIEKAPCTBEHHBIEC MPENaparThbl, BKIOUEHHBIE B NEPEUYEHb KU3HEHHO
HEO0OXOIMMBIX M BaKHEUIINX JIEKApCTBEHHBIX IIPETapaToB.

(vacts 3.5 BBeneHa PenepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)
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Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenusi: 04.08.2020

3.6. 3aperucTpupoBaHHBIE JO JHS BCTYIUICHUS B cuiy HacTosmero ®denepanbHOro 3akoHa
NpeAesibHbIe OTHYCKHBIE II€Hbl POCCHUUCKUX MPOU3BOJIUTENCH Ha JICKAPCTBEHHBIE IPEIMaparthl,
BKJIFOYCHHBIC B TIEPEUCHb J>KU3HCHHO HEOOXOIUMBIX W BaXKHEWIIMX JIEKAPCTBEHHBIX IpPEINapaTosB,
nojuiexar uHaekcauuu c¢ 1 HosOps 2010 roma wcxonas M3 MPOTHO3UPYEMOTO YPOBHS HH(ISAINH,
ycTaHoBjieHHOTO DeaepanbHbIM 3akoHOM 0T 2 nekadbps 2009 roma N 308-D3 "O denepanbHOoM Or01KETE
Ha 2010 roa u na mnanoBsiit nepuoy 2011 u 2012 rogos" na 2011 roxa.

(dactp 3.6 BBeaeHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 rona He qomyckaroTcsi MPOU3BOJICTBO U BBO3 B Poccuiickyro denepanuto
JICKApCTBEHHBIX MPENapaToB B YIIAKOBKAX ¢ MAPKUPOBKOW, KOTOpasi Obllla HAHECCHA 0 JIHS BCTYIUICHUS B
cuny Hacrosuiero ®dexepanbHoro 3akoHa. [lo McTedeHUMM yKa3aHHOTO CpOKa JaHHBIE JIEKapCTBEHHBIC
mpernaparbl MOTYT OTIYCKAThCS, PEAIM30BBIBATHCS, IMEPEIaBaTbCs U NMPUMEHSATHCS JIO MCTEUYCHUS HX
CpOKa roJTHOCTH.

(B pen. deaepanbubix 3akoHOB 0T 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)

4. Co nmHa BCcTymieHUus B cuity Hactosimero denepanbHoro 3akoHa u no 30 ampens 2011 ropa
BKJIFOYMTEIBHO  JIONYCKAETCS MPOBEIACHUE OSKCIEPTU3bl JICKAPCTBCHHBIX CPEACTB  JKCIIEPTaMHU
OKCIICPTHOI'0  YUYPCKACHUA OO0 HNPOXOXKIACHUA HWMHU aTTeCTaluu B MOpsJKeE, YCTaAaHOBJICHHOM
YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTEIILHOW BJIaCTH.

5. Co musa BcTyluieHHs B cuily Hacrosimiero ®eaepanbHoro 3akoHa u mo 31 mexabpst 2013 roma
BKJIFOYUTENIBHO OCYHIECTBIISETCS NEPEX0] K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHUH C
[IpaBWJIaMU OpraHU3alMK IPOU3BOJICTBA U KOHTPOJII KauecTBa JIEKAPCTBEHHBIX CPE/ICTB, YKa3aHHBIMU B
gyactu 1| crareu 45 Hacrosimero ®denepanpHOro 3akoHa, B MMOJHOM oObeme. Cpoku mepexoaa
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K MX IPOU3BOJICTBY B COOTBETCTBUHM C KOHKPETHBIMU
TpeOOBAaHUSAMHU JAHHBIX MpPaBUJ, BKIIOYAs CPOKM AaTTECTALMM YMOJHOMOYEHHBIX JIUI], YKa3aHHBIX B
gacTax 6 m 7 crateu 45 Hacrosumero denepanpbHOro 3aKOHa, ycTaHaBinBaroTCs IIpaBHTEnbCTBOM
Poccuiickoit denepanun.

6. JIuueH3Mn Ha TMPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHbIE A0 | sHBaps 2014 rona,
neiictByroT nocie | suBaps 2014 roma 1o ucTedeHMs] CpOKAa MX JIEUCTBUS NPU YCIOBUU COOTBETCTBHUSA
JUIEH3MaTa MpaBWJiaM OpraHU3alliy IPOU3BOJICTBA M KOHTPOJS KauyecTBa JIEKAPCTBEHHBIX CPEICTB,
yKa3aHHBIM B 4acTH 1 ctatbu 45 HacTosmero @enepalbHOTO 3aKOHa.

7. ®opMUpOBaHHE TOCYIapCTBEHHOIO 3a/laHHs Ha IPOBEJIEHUE OHKCIEPTU3bl JIEKApPCTBEHHBIX
cpeAcTB (eaepanbHOMY rOCyIapCTBEHHOMY OO/KETHOMY YUPEXKJIEHHIO MO MPOBEIACHUIO SKCIIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB U (PMHAHCOBOE OOECIEUEHUE BBIIOJHEHUS 3TOTO 3a/laHUsl OCYLIECTBIISIIOTCS B
MOpsAJIKE, yCTaHOBIEHHOM DeniepalibHbIM 3ak0HOM OT 12 ssHBaps 1996 roga N 7-®3 "O HEKOMMEpUYECKUX
opraHu3anusx".

(uactp 7 BBeneHa PenepanbHbIM 3aKk0HOM OT 29.11.2010 N 313-D3)

IIpe3uneHt
Poccuiickoit @enepanuu
JA.ME/IBEJIEB
Mocksa, Kpemiib
12 anpens 2010 rona
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®denepanbhbiil 3akoH oT 12.04.2010 N 61-D3

(per. ot 13.07.2020) Hoxyment npenoctasien Koncynsrantlmoc
"6 OGPAIIEHHH IEKAPCTBEHHBIX CPEACTE" Jara coxpanenusi: 04.08.2020
N 61-®3
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