MHUHUCTEPCTBO 3APABOOXPAHEHMWSI
POCCHUCKOU ®EJEPAIINHU

(Mun3gpas Poccun)

NPUKA3

o obm.e gty 2077 r: {37 4

SAPETHCTPHPORAHG
PRTHCTHANHOHELY N2 43 736

O6 yrBepxaennn
¢opmbl 3asiBJICHHA O BHECEeHHH H3MEHEHHH B JOKYMEHTBI, COiep KaliHecs
B PErHCTPALIHOHHOM J0Che HAa 3aperHCTPHPOBAHHDIMH
OHOMeAHLHHCKHH KJIeTOYHBIH NPOAYKT

B coorBerctBMM ¢ wacteio 1 cratbm 23  @enmepanbHOro  3aKoHa
or 23 wurons 2016 r. Ne 180-®3 «O OHOMETUIIMHCKUX KJIETOUYHBIX MPOLYKTaX»
(Cobpanune 3akoHomatenbctBa Poccuiickoit ®epepammu, 2016, Ne 26, ct. 3849)
Y TIOJITYHKTOM 5.2.207** Tlonoxerus o MununcrepctBe 3apaBooxpaneHus Poccuiickoit
Qenepaiyy, yTBepKAeHHOTro rmoctaHoBieHueM [IpaBurensctBa Poccuiickoit depepanuu
or 19 mrons 2012 r. Ne 608 (Cobpanue 3akoHomaTenscTBa Poccuiickoit ®enepanuu,
2012, Ne 26, ct. 3526; 2013, Ne 16, ct. 1970; Ne 20, cT. 2477; Ne 22, cT. 2812; Ne 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, ct. 1763; Ne 23, crt. 3333; 2016,
Ne 2, ct. 325; Ne 9, ct. 1268; Ne 27, ctT. 4497; Ne 28, cT. 4741; Ne 34, ct. 5255; Ne 49,
cT. 6922; 2017, Ne 7, ct. 1066; Ne 33, ct. 5202; Ne 37, cr. 5535; Ne 40, cr. 5864),
NMpHUKa3HblBal:

YTBepauth npuiaraeMyr QopMmy 3asBI€HHS O BHECEHUU M3MEHEHUH B
JOKYMEHTBI, COACpP)KalIUeCs B PETUCTPALIMOHHOM [OChE Ha 3aperuCTpUPOBAHHBIN
OMOMEIUITMHCKUI KJIETOYHBIN MPOAYKT.

Bpuo Munuctpa / H.A. Xoposa

/ f/ (///



YTBEPXJEHA
nprKa3oM MuHHCTEPCTBA 3ApaBOOXPAHEHHUS
Poccuiickoit ®enepamyu
oT «20» oxTs16ps 2017 r. Ne 837H

dopma

B MunucrepcTBO 31paBOOXpaHeHHsA
Poccuiickoit ®enepanuu

3anBJileHHe 0 BHECEHHH H3MEHEHHH B JOKYMEHTBI,
coepaKailHecss B PerHCTPAIHOHHOM /10Che HA 3aperuCTPHPOBaHHbI#
OMOMeINIMHCKHH KJIETOYHBIH NPOAYKT

3asBUTENb:

(HaHMeHOBaHHC BJIafenbla peruCTpalfiOHHOr0 YA0CTOBECPCHUS 6HOMCI[PIHPIHCKOFO
KJICTOYHOTO ITPOAYKTa HJIK YITOTHOMOYEHHOI'O UM APYroro IopuiuIeCcKoro JII/IIIa)

Bnanenen PECrUCTPAHOHHOI0 YAIOCTOBEPCHUA JICKAPCTBCHHOIO Ipenapara:

Homep perucTpaltnoHHOr0 yA0CTOBEPEHUS OHOMETHIIMHCKOTO KJIETOYHOTO IIPOYKTA:

Jlata rocy1apCTBEHHOM perucTpaivy OHOMEIUIMHCKOTO KJIETOYHOTO MIPOAYKTA:

HanmeHoBanue 6I/IOMG,Z[I/IIII/IHCKOI‘O KJIETOYHOT'O MPOAYKTAa:
TOpI‘ OBOC HAaUMCHOBaHHE OHOMEIMIIMHCKOTO  KJIETOYHOIO OpoayKTa (CCJIH l'IpI/ICBOCHO):

HarMenoBaHye JOKyMEHTa, COJCPIKAIIETOCS B PErHCTPALIMOHHOM JI0ChE Ha Onucanue
3aperHCTPUPOBAaHHbIN GHOMEAUIIMHCKU KJIETOYHBIM IIPOAYKT BHOCHMBIX
H3MEHEHHH

1. | Cnenudnkanus Ha OMOMEAUITMHCKUH KJIETOYHBIH IPOAYKT
2. | HopmaTtuBHas nokymeHTaIus Ha OHOMEIMIHHCKIA KJIETOYHBIH MPOIYKT
3. | MakeTsl nepBU4HOI yNIaKOBKU U BTOPUYHOM YIIAaKOBKH OHOMEIUIIHHCKOTO
KJIETOUHOTO NPOAYKTa

4. | PernameHT npon3BoCTBa OHOMEIUIIMHCKOTO KJIIETOYHOTO MPOAYKTA

5. | MHCcTpyKIus 10 IPUMEHEHHIO OMOMETUIIMHCKOTO KJIETOUYHOTO IPOIYKTa:
5.1. | naumeHOBaHHE OHOMETUIIMHCKOTO KJIIETOYHOTO IPOAYKTA
52. | ™M  OMOMEIWIIMHCKOTO  KJIETOYHOTO TpOAYKTa  (ayTOJOTHYHBIN,
JUIOT€HHBII, KOMOMHUPOBAHHBIN)
5.3. | xayecTBEHHBIE M KOJHMYECTBEHHBIE XApaKTEPUCTUKH KJIETOYHOH JMHHUHU
(KNeTOYHBIX JIMHUI), HAUMEHOBAaHUS M KOJHYECTBO BCIOMOTATENBLHBIX
BEIIECTB, BXOAANIMX B COCTaB OHOMEIUIIMHCKOTO KJIETOYHOTO IIPOAYKTA
5.4. | HauMEeHOBaHHUS (MexayHapoaHbie HEIIaTCHTOBaHHBIE, WIH
IPyNIHMPOBOYHEIC, WM XHMHYECCKHE) M KOJIMYECTBO JICKAPCTBCHHBIX
MPenapaToB, BXOAAINMX B COCTaB OHOMEIUIIMHCKOTO KJIETOYHOTO
MPOJIyKTa
5.5. | HauMEHOBaHMsl  MEIUIMHCKMX  HM3JCNui, BXOMJIHX B  COCTaB




OMOMEIUIUHCKOTO KJIETOYHOTO IPOIYKTa

5.6. | noka3aHus K IPUMEHECHUIO

5.7. | npoTHBOMOKa3aHUs K IPUMEHEHUIO

5.8. | pexxuM u croco6 NpUMEHEHHS OHOMEIUIMHCKOTO KIETOYHOTO IMPOIYKTa,
MPOJIOJDKHTENBHOCTD JICUEHHUS

5.9. | Meppl  IPEJOCTOPOXKHOCTH TNpPH  NPUMEHECHHH  OHOMEIHUIIHHCKOTO
KJIETOYHOTO MPOAYKTa

5.10. | yxasanue (IIpd HAJIMYHAM) OCOOEHHOCTEH JEHCTBHS OHOMEIUIMHCKOTO
KJIETOYHOT'O IPOJIyKTa IPHU NIEPBOM €r0 NIPUMEHEHUHN

5.11. | BO3MOXHbBIE TMOOOYHbBIC NEHCTBUSA MpPH NPUMCHCHHH OHMOMETHUIIMHCKOTO
KJIETOYHOT'O IPOJYKTa

5.12. | coueTaeMOCTh ¢ HMHBIMH BH/IaMH JICUCHHS, BKITIOUAS COYETAEMOCTH C
JIEKapCTBEHHBIMH IpenaparaMd M (WJIH) MEAWNHHCKAMH H3/ICITHIMH,
JpyrMMH OMOMEIWIMHCKUMH KJIETOYHBIMH TPOAYKTAMH, a TaKXe
IUIIEBHIMH ITPOAYKTaMH

5.13. | cpOK TOJHOCTH W yKa3aHHWE Ha 3ampeT MPUMEHEHHUS OHOMEIMIIHHCKOIO
KJIETOYHOTO MPOAYKTA MO UCTEUEHHH CPOKa rOJHOCTH

5.14. | ocoOEHHOCTH NPUMEHECHHUS Y JACTeH, OEpEMEHHBIX JKEHINUH U XKCHIMH B
HEPHOJ TPYOHOTO BCKApMIIMBAHHS

5.15. | nanHBIE 0 CTAOMIBHOCTH OHMOMEAHUITMHCKOTO KJIETOYHOTO MMPOAYKTa

5.16 | ycioBHsl XpaHeHHs] 6MOMEIUITMHCKOTO KIETOYHOTO NMPOJYKTa

Ilepeuenp HOKYMEHTOB, MNpHJIAracMbiXx K 3afBICHUIO O BHECEHHH H3MEHEHHH B IOKYMEHTEHI,
coJiepKallliecss B PErHCTPAlMOHHOM JIOChE Ha 3apEerHCTPHPOBAHHBIN OHOMETWIIMHCKHN KICTOYHBIM
MPOAYKT:

Jlata mojauy 3asBJIEHUs] O BHECEHHH U3MEHEHHH B JOKYMEHTBHI, COJEPXKALIMECH B PETHCTPAI[HOHHOM
[OChE Ha 3aperuCTPHPOBAHHBIN OHOMEIUIIMHCKAN KJICTOYHBIH MIPOAYKT
« » ‘ 20 1.

3asBiieHHE O BHECEHMHM H3MCHEHUIl B JOKYMEHTHI, COJEpXaliMecs B PETHUCTPAIlMOHHOM JI0ChE€ Ha
3aperuCTPUPOBAHHBIN OMOMEIUIIMHCKUHN KICTOUHBIA IPOAYKT MIPEICTABUI
M.IL
(BOMXHOCTB) (®.1.0.) (moamnuce) (npu HanU4UHU)




