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[Oara npoussopcTea 02.11.2022 lopeH po 12 24
HA, NC-001302-191118, nam.Nel, nam.Ne2, usm.Ne3, nam.Ned,

n3m.Ne5

AHanu3bl/UCNBITAHWA NPOBEJEHbI B COOTBETCTBUM C HA,

Aara HaumeHoBaHue Tpe6osaHua HJ, PesynbraThl aHaNW30B/MCNbITAHUA

aHanusa nokasarenei

13.11.2022 OnucaHue Bu3yanbHbI Cooteertcrayer
Tabnetku 6enoro unu noytv 6enoro uBeta, Tabnetku noytu 6enoro ugera,
Kpyrasle, NAOCKOUUIMHAPUYECKKE, C GaCcKoN. Kpyrnble,NNOCKOUMNNHADHYECKHE, C
Mo BHeWHeMy BUAY AO/MKHbBI COOTBETCTBOBATL dackoi.
TpebosaHuam e PO, 0®C.1.4.1.0015.15
«TabneTku»

14.11.2022 NoANMHHOCTL BIMX Cootsercrayer
Bpems yaepUBaHWA CCHOBHOTO NWKa Ha
XPOMATOrpamme WCrbITyemoro pacreopa, Bpems yaepH1BaHWA OCHOBHOTO NKKa Ha
NPUrOTOBNEHHOTO ANIA KONMYECTBEHHOTO XPOMATOrPaMme UCNbITYeMoro
onpeaeneHwa, AOMKHO COOTBETCTBOBATL BPEMEHM pacTeopa, NPUroToBNEHHOTO ANA
YOEPHMBAHWA OCHOBHOTO NUKA Ha KONMYECTBEHHOTO ONPeAENeHuA,
xpomarorpamme pacteopa CO HUTPOrULEpurHa. COOTBETCTBYET BPEMEHM YAECPIKMBAHUA

OCHOBHOTO NMKa Ha XxpomaTorpamme
pactesopa CO HUTPOrMLEpHHA.

XapaKkTepHaa peakuua A Ha HUTPaTs! (M P®) CooTeertcreyer
O6pasyeTca CMHee OKpPaLMBaHHe. O6pa3syeTcA CHHee OKpallMBaHHe.

13.11.2022 CpeaHas macca PacyeTHO-BECOBOWM 44,6 mr

TabneTtox ot 40,5 no 49,5 mr.
13.11.2022 Aapocun e Po 2,2%
He 6onee 3,0 %
13.11.2022 Pacnagaemocte e po 10,0¢c
He 6onee 1 MuHYTbI
14.11.2022 PopncTeeHHbIE NpUMeECH BIXKX 0,28 %
Nioban eauHKU4Has npumeck - He Bonee 1,0 %
BIMX 0,28 %
Cymma npumeceit — He bonee 3,0 %
14.11.2022 OpHopoAHOCTL rd PO, cnocob 1 BIXKX 10,5 %
AO3WPOBAHKA AV <15,0 %
14.11.2022 KonuuecreeHHoe BIHX 0,443 mr
onpeaeneHue 070,425 po 0,575 Mr HUTPOrNKMLEPHHA B OAHOW
Tabnetxe
13.11.2022 Mukpobuonoruyeckas r® P, kateropma 3A Menee 10 KOE/r
4YMCTOoTa Obuee Yo aapobHbIX MUKPOOPraHU3MOB — He
6onee 1073 KOEB 1T
[® PO, kateropua 3A MeHee 10 KOE/r
0O6LLee YUCNO APOHOKEBbIX U NNECHEeBbIX rpubos —
He 6onee 102 KOEB 11
[® P®, kateropua 3A OrcyTcrayer
Orcytcraue Escherichiacoli 811
13.11.2022 Ynakoska B cootsetcrauum ¢ HA, /1C-001302-191118, uam.Ne3, CooTseTtcrayeT

n3am.Ne5
Mo 40 TabneToK B NeHanbl NONUMEDHbIE K3

No 40 TabETOK B NEHa/bl NO/IMMEpPHbIE
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nonucTupona.

Mexan ykynopuBeaioT Npo6KON NOAMITUNEHOBOW.
Ha neHan HaknNemBaloT STUKETKY U3 ﬁymaru
0dCETHOM UNKU CAMOKNEALLYIOCA ITUKETKY, UK
HaHOCAT TEKCT HENOCPEACTBEHHO Ha neHan.
MNeHan BMECTE C UHCTPYKUMEN NO NPUMEHEHUIO
NOMELL AT B NaYKy U3 KapToHa.

W3 NONMCTUpONA.

MNexan ykynopueaoT npobKoit
NONUITUNEHOBOM.

Ha neHan HakNemBeaoT CAMOKNEALLYIOCA
3ITUKETKY. MeHan BMeCTe C UHCTPYKUMeH
N0 NPUMEHEHHUIO NOMELAKOT B NaYKy U3
KapToHa. 81 nayka 8 ogHom Kopobe.

13.11.2022 Mapkuposka B coorsercreum ¢ HA, /1C-001302-191118, nsm.Nel, Cootsercreyer
n3m.Ne2, uam.Ne3, nam.Ne5 1) Nepen4Han ynakoBsKa.
1) NepBu4HaA ynakoBKa. Ha 3TMKeTKe NeHana yKasaHbl TOBApHbIA
Ha 3TMKeTKe NeHana yKasblBaloT TOBApPHbIN 3HaK 3HaK NPeAnpPUATUAR-NPOU3BOAMUTENS,
npeanpUATHA-NPOU3BOAMTENA, TOProBoe TOProsoe HaMmMeHOoBaHue npenapara ¢
HauMEeHOBaHMe Npenapara ¢ npeaynpeanTensHOn npeAynpeAnTeNbHOR MapKMpoBKoi ®,
MapKMPOBKOMN ®, rpynnupoBOMHOE HaUMEHOBaHMeE, rpynnUpPoOBOYHOE HAUMEHOBAHME,
NeKapcTBeHHyo GopMy, JO3MPOBKY, KONMHECTBO nekapcreeHHan ¢opma, AO03UPOBKA,
TabneToK B yNakoBKe, HOMEP CEPUM, CPOK KONM4ecTBO TabNETOK B yNaKoBKe, HOMEP
rOAHOCTH, [ONYCKAETCA HaHeceHue dpapmaroaa. Cepum, CPOK rOAHOCTH, hapmakoa,.
2) BTopu4Han ynakoska. 2) Bropu4yHan ynakoska.
Ha na4ke yKasblBarT COKPaLWEHHoe Ha nayke yKasaHbl COKpaLeHHoe
HaMMEeHOBaHWe NpeAnpPUATUA-NPOU3BOAUTENA, Er0 HauMeHoBaHHe
TOBapHbLIN 3HaK, aApec, CTpaHa, Ten./dakc v cairT, nNpeanpUATHA-NPOU3BOAUTENSR, €r0
TOProBoe HauMeHoBaHWe Npenapara ¢ TOBapHbIW 3HaK, aApec, CTpaHa,
npeaynpeauTensHOM MapKUPOBKOHA ®, Ten./daKc 1 caitT, Toprosoe
rPYNNMPOBOYHOE HAMMEHOBAHWE, IEKAPCTBEHHYIO HaWMEeHOoBaHKe npenapara ¢
dopmy, AO3MPOBKY, HAMMEHOBAHME AEHCTBYIOLLErD npeaynpeanTenbHoi MapKUpoBKOWA ®,
8ELLECTBa M ero cogepanue B Tabnetke, rPYyNNUPOBOYHOE HAMMEHOBaHKE,
Konu4ecTso Tabnetok B ynakoske, «Coaepxut nekapcTeeHHan Gopma, AO3MPOBKA,
NAKTO3y M aCNapTamy, YCNOBUA XPaHEHKSA, HaMMEHOBaHUe AeHCTBYIOWErO BELWecTsa
«MPUMEHATL NO HA3HAYEHMIO BPayax, «XpaHWTb B W ero cogepanue B Tabnetke,
HeAoCTYNHOM AR AETei MECTE, NOKa3aH!A K KONM4EeCTBO TabNETOK B ynaKkoBke,
NPUMEHEHUIO B BUAE HAANWCK «KynupoBaHue u «COAEePKUT NAKTO3Y M acnapTamy,
NpodMUNaKTMKa NPUCTYNOB CTEHOKAPAUMY, ycnosus xpaHenus, «NpuMeHaTsb No
«Mpenapar XpaHUTb B OPUrMHANbHOM yNaKoBKe», Ha3HAYeHMI0 Bpaya», «XpaHuTb B
YCNOBMA OTNYCKA, PErMCTPaLMOHHbIA HOMep, HEeJIOCTYMHOM AN AETER MecTey,
HOMEp CepuM, CPOK rOAHOCTH, WTPUX-KOA, NOKa3aHWA K NPUMEHEHUIO B BUAE
dapmaroa. Hagnucu «KynuposaHue U
Ha nayxe AONYCK3eTCA MCNONb3oBaHKe a3byku NpoGUNAKTHKA NPUCTYNOB
Bpains ANA HaHECEHWA HAMMEHOBAHUA creHokapauuy, «MpenapaTt XxpaHuTb B
npenapara. OPHUIrMHANBLHOW YNAKOBKE», YCNOBUA
LoNOAHWUTENEHO MOMYT HAHOCHTLCA CPeaCTBa OTNYCKa, PErMcTPaUMOHHbIA HOMED,
MAEHTUOUKALMK 1A CUCTEMbBI MOHUTOPUHIA HOMEp CepuM, CPOK roaHOCTH,
NBUMEHWA NEKAPCTBEHHbIX NPENapaTos Ana WTPKUX-KOA, papmakopa,.
MEAMUMHCKOrO NMPUMEHEHUA. JlonoAHUTENLHO HaHECeHbl CPeACTBa
uaeHTHGUKALMK ONA CUCTEMBI
MOHUTOPUHTA ABUMEHUA NEKAPCTBEHHDBIX
NpPenapaTos ANA MeLHLUMHCKOrO
NPUMEHEHHA.
13.11.2022 XpaHeHue Mpu Temnepartype He Bblwe 25 °C, B@NW OT OTHA, CoorsercrByeT
13.11.2022 Cpok rogHoCTH 2ropa fopeH po 01.12.2024

3aknioueHune OKK: /lekapcTaeHHbiit npenapat Hutpokop® TabneTkn noavasbiuHeie, 0,5 Mr cepua 361122 coorsetcrayet HA
NC-001302-191118, usm.Ne1, uam.Ne2, uam.Ne3, usm.Ned, usm.Ne5
Bepywuit cneymanucr (no
KayecTsy rotoBoro

npoaykra):

MNOANMHHWUK 3NEKTPOHHOTO AOKYMEHTA,
NOANMCAHHOTO NEKTPOHHOM NOANKUCHID, XPAHWUTCA B
cucteme JIMMC dapmcTaHaapt

CBEAEHWA O CEPTUDUKATE 31

Ceptudurar: 03AFDIA30071AE24A24BABIF1ES20040E8
Komy BblaaH: KaHuwesa Hapemaa EBreHbesHa
kneﬁcrsmeneu: ¢ 08.04.2022 no 08.04.2023
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Jata Bblgaym 3aKkn4eHnn o Kavectse 14.11.2022



PEAEPAALHAR CAVXXBA NO HAA3OPY
B COEPE 3APABOOXPAHEHMA

«CBefeHnA o BBOAE B rpaxaaHcknin obopot B Poccunckon depepauum

neKapcTBeHHbIX CpeacTB Mo COCTOAHUIO Ha 13.02.2023 11:44»

Ham. Ne5 k
JIC-001302-191118

Jlata snecenns B Homep Howmep, nata
AHC Toprosoe IpoussoguTens Crpama CaemeHns 0 CTagHsx HopmaTusnas OpranH3anus, BHITYCTHBILAS g paspesnenms
Pociipaummiiend HAHMEHOBaHHEe (BBINYCKAIOIHA KOHTPOJIb) NPOH3BOJCTBA JOKYMEHTAIHA B rpaJaHcKui obopoT naprun wa FUITT
JIC-001302-191118;
Hiam. Nel
Hurpokop®: i . JIC-001302-191118;
OTKpBITOE aKLHOHEPHOE
TabneTKH OTKpHTOE aKUHOHEPHOE b Ham. Ne2
nogessbuHbe | obmecTBO i 7 o | Ac-o01302-191018; |
14.11.2022 0.5 mr 40 wr., “apmcrannapr-Jlexcpencrsa” [ Poccus | owﬂ.ﬁﬁnmﬁ. cKcpencTsa Ham. Ne3 k e —— |
nenams (1), (OAO ~DapestisizaprJlaxcpencian, | JIC-001302-191118; P
NaYKH "®apmcrannapt-JlexcpeacTtra”) Poccun P Pe ’ Ham. Ned k
KapToHHblE/ ~ JIC-001302-191118;




