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06 yrBepxkaennu
¢opmbl 3asiBJICHHA 0 BHECEHHH H3MEHEHHI B IOKYMEHTbDI, COAepKaliHecs
B PErHCTPALIHOHHOM J0Che Ha 3aperHCTPHPOBAHHbLIN
OHOMeNHLHHCKHH KJIeTOYHbIH NPOAYKT

i

B coorBerctBMM ¢ 4yacteio 1 cratem 23  DepepanbHOro - 3aKoHa
or 23 wuroHs 2016 r. Ne 180-03 «O OMOMEIULMHCKUX KJIETOUHBIX IPOIYKTaX»
(Cobpanue 3akoHomartenbctBa Poccuiickoit ®epeparmm, 2016, Ne 26, ct. 3849)
1 TIOJITYHKTOM 5.2.207** TlonoxeHus o MunucrepcetBe 3apaBooxpaneHuss Poccuiickoit
Qenepauyu, yTBepKAeHHOTO rmoctaHoBineHueM [lpaBurenbctBa Poccuiickoit @enepannm
or 19 mions 2012 r. Ne 608 (CobpaHue 3akoHomaTenbcTBa Poccuiickoit ®epepanuu,
2012, Ne 26, cr. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, ct. 2812; No 33,
cT. 4386; Ne 45, ct. 5822; 2014, Ne 12, ct. 1296; Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37,
ct. 4969; 2015, Ne 2, ct. 491; Ne 12, crt. 1763; Ne 23, crt. 3333; 2016,
Ne 2, ct. 325; Ne 9, ct. 1268; Ne 27, ct. 4497, Ne 28, ct1. 4741; Ne 34, ct. 5255; Ne 49,
cT. 6922; 2017, Ne 7, ct. 1066; Ne 33, ct. 5202; Ne 37, cr. 5535; Ne 40, ct. 5864),
MpUKa3HblBalw:

YTBepauth mpwiaraeMyro QopMy 3asBICHHS O BHECEHHUHU M3MEHEeHUH B
JOKYMEHTBI, COIEpP)KaIlMECs B PETUCTPALMOHHOM JOChE€ Ha 3aperHCTPUPOBAHHBIN
OMOMEIUITMHCKUIN KJIETOYHBIH NPOAYKT.

Bpuo Munuctpa H.A. XopoBa




YTBEPXJEHA
npuKa3oM MuHucTEpCTBa 3ApaBOOXPAHEHHUS
Poccuiickoit @enepanu
oT «20» oxTs6ps 2017 r. Ne 837n

¢bopma

B MununcrepcTBo 31paBooXpaHeHHs
Poccuiickoit ®enepanuu

3asnBJieHHe 0 BHECEHHH H3MEHEHH B JOKYMEHTBDI,
coepaKailHecss B PerHCTPAIHOHHOM A0Che HA 3aperucTPHPOBAHHbI
OMOMeIHIMHCKHH KJIETOYHBIH NMPOIYKT

3asBuTEb,

(HaHMeHOBaHHC BIaaenbpla peruCTpalfiOHHOr0 YA0CTOBEPCHUSA 6HOMCI[PIHPIHCKOFO
KJICTOYHOT'O IIPOAYKTa HJIK YITOTHOMOYECHHOI'O UM APYroro IopuaIuIeCcKoro JII/IIIa)

Bnanenen PECruCTPAHOHHOI0 YAOCTOBEPCHUA JICKAPCTBCHHOI'O IIpeniapaTta.

Homep perucTpaltnoHHOTO YAOCTOBEPEHUS OHOMETHIIMHCKOTO KJIETOYHOTO IIPOYKTA:

Jlata rocyiapCTBEHHOMH perucTpaiuy GHOMEANIIMHCKOTO KIIETOYHOTO IIPOIYKTA:

HanmeHoBanue 6I/IOMG,Z[I/IIII/IHCKOI‘O KJIETOYHOI'O MPOAYyKTa:
TOpI‘ OBOC HAaUMCHOBaHHE OHOMEIMIMHCKOIO  KJIETOYHOTO OpoaAyKTa (CCJIH l'IpI/ICBOCHO):

HarMeHoBaHye JOKyMEHTA, COZIEPIKAIETOCS B PETUCTPAIHOHHOM J0CHE HA Onucanue
3apeTHCTPUPOBAHHBIN OHOMEIHUITMHCKU KJIETOYHBIN MTPOIYKT BHOCHMBIX
, H3MECHEHHH

1. | Cnenudukanus Ha OHOMEAUIIMHCKUH KJIETOYHBIH MPOIYKT
2. | HopmaTtuBHas nokymeHTaIys Ha OHOMEIMIIMHCKHIA KJIETOUHBIH MPOTYKT
3. | MakeTsl nepBUYHOI YIAaKOBKH H BTOPUYHOH YIIaKOBKH OHOMEIHILIMHCKOTO
KJIETOUHOTO MPOAYKTa

4. | PernameHT npon3BoACTBa OHOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA

5. | UHcTpyKuus no npuMeHeHHI0 6MOMETUIIMHCKOTO KJIETOYHOTO IIPOJIYKTa:
5.1. | HaumMeHOBaHHE OHOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA
52. | T™MH  OHOMEIUIMHCKOTO  KJIETOYHOTO TIPOAYKTa  (QyTOJOTHYHBIH,
aJUIOT€HHEBIH, KOMOWHHUPOBAHHBIN)
5.3. | KaueCTBEHHbIE M KOJIMYECTBEHHBIE XAPAKTEPUCTHUKH KJICTOUHOH JIMHHH
(K1eTOUYHBIX JIMHUH), HaMMEHOBAaHHS W KOJHYECTBO BCIIOMOTAaTeNbHBIX
BEIECTB, BXOJAIIUX B COCTAB OMOMEIHIIHHCKOrO KJIETOYHOrO MPOIYKTa
5.4. | HaHUMEHOBaHH (MexxayHapOaHbIE HETIaTCHTOBAHHBIE, WA
FPYNIMPOBOYHBIC, WIM XHMHYECKHE) M KOJHUYECCTBO JICKAPCTBCHHBIX
MpPEnapaTroB, BXOJAINMX B COCTaB OHOMEIHIIMHCKOTO KJIETOYHOTO
MPOAYKTa
5.5. | HauMEHOBAHHUA  MCIUIMHCKMX  H3JCIMH, BXOJAIMX B  COCTaB




OMOMETUIIUHCKOTO KJIETOYHOTO HPOIYKTA

5.6. | noka3aHus K IPUMEHECHUIO

5.7. | IpOoTHBONIOKa3aHNUs K IPUMEHEHHIO

5.8. | pexxum U croco0 NpUMEHEHH OHOMETUIIMHCKOTO KJIETOYHOTO MPOIYKTa,
MIPOJIOJDKHTENBHOCTD JICUEHUS

5.9. | Meppl IPENOCTOPOXKHOCTH NpPH NPUMECHCHHM  OHOMEIHUIIMHCKOIO
KJIETOYHOTO MPOAYKTA

5.10. | yxasanue (IIpd HAJIMYHAM) OCOOEHHOCTEH JEHCTBHS OGHOMEIUIMHCKOTO
KJIETOYHOI'O IPOJIyKTa IIPU NIEPBOM €T0 MPUMEHEHHUHN

5.11. | BO3MOXHBIE TOOOYHBIE NEHCTBUSA MPH NPUMCHCHHH OHOMETUIIHHCKOTO
KJIETOYHOT'O IPOJIYKTa

5.12. | coueTaeMOCTh C HMHBIMH BHJAMH JICUYCHHS, BKIIOYAT COYETAEMOCTH C
JIEKapCTBEHHBIMH MpenaparaMd M (WJIH) MEIUNHHCKAMH H3ICTHIMH,
JpyruMH OMOMEIWIIMHCKUMHU KJIETOYHBIMH MPOAYKTAMH, a TaKXe
IUIIEBHIMH NTPOIYKTaMH

5.13. | cpOK TOJHOCTH W yKa3aHWE Ha 3alpeT MPUMEHEHHS OHOMEIHIIMHCKOTO
KJIETOYHOTO MPOAYKTA N0 UCTEUEHHH CpOKa rOJHOCTH

5.14. | ocoOeHHOCTH TPUMEHEHHS Y AeTeil, OepeMeHHBIX XEHIIUH M XCHINNH B
HEPHOJ IPYJHOTO BCKapMJIMBAHUS

5.15. | nanHBIe 0 CTAOMIBHOCTH GHOMEAMIIMHCKOTO KJIETOYHOTO NPOAYKTA

5.16 | ycioBHsl XpaHeHHs] 6MOMETUITMHCKOTO KIETOYHOTO MPOAYKTa

Ilepeuenb HOKYMEHTOB, MPHJIATacMbIX K 3afBICHHIO O BHECEHHH HM3MEHEHHH B JOKYMEHTHI,
coJiepKallliecss B PETHCTPAIMOHHOM JOChE Ha 3aperHCTPHPOBAHHBIN OHMOMEIHUITMHCKHI KIICTOYHBIH
MPOAYKT:

Jlata mojauy 3asBJIEHUS O BHECEHHH W3MEHEHHI B JOKYMEHTHI, COAEPKALIMECA B PETUCTPAAOHHOM
[OChE Ha 3aperuCTPUPOBAHHBIIH OHOMEIULIMHCKUHN KJIETOYHBIH MIPOAYKT
« » ‘ 20 1

3asgBiieHHE O BHECCHHH H3MEHECHHMH B JIOKYMEHTHI, COJEpXKallliecss B PETUCTPAIMOHHOM JIOChE Ha
3aperiCTPUPOBAHHBIM OHOMEIUITMHCKUHN KIIETOYHBIH MPOAYKT MIPEACTABHI
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