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AHanauTHYecknil nacnopr Ne 976

Mpenapar: IHTO®JIABHH® TabaeTkn, NOKPLIThIE KHIIeYHOpacTBOpuMoil 060.109Koil
Cepus: 1481021 ; JIC-001767
®opma BhIMycKa: (KOHTypHas suelikoBas ynakoska) 20 x 5 (mauka kapTonHas)

Komauectso: 9525 yn.

Mara w3rotoBnenns: oktabps 2021 r.
JanHbie anannia

IMokazarenn TpeGoranna HJI JIC-001767-010419, Jauncie ananuza
H3M. Ne 1, mam. Ne 2
1 2 3
1. Onncanme Kpyribie noskosbimyxnsie TabeTks, NOKPLITHIE mﬁ:;ow’“’:"mm
obonouxoif kpacHoro nsera. Ha MOTIEPEYHOM CPe3€e BUAHK .q,m.,m' mwerd. Ha
nBa cnos. SIapo TaGineTok oT XENTOro 10 %&nTo- TIONePCHHOM CPese BH/IHA 183
OpAHKEeBOro uBeta. (BusyansHpiii) et

2, IloanunnocTs:
- pubodnasuna pocdar HaTpus Crextp nornomenns ucnmTyemoro PacTBoOpa, NPHIOTOBNEHHOTO TA Coortsercrylor
KOIHHECTBEHHOTO ONpeAsneHAA, B 06nacTH o1 300 10 550 HM JODKEH HMETS
MaKCHMYMEI pH (445 = 2) uM u npu (373 £2) HM. (CriektpodoTomeTpus B
ynuTpadronetopok u smaMol obnactax, I'd POH*)

- SHTapHag KHCIoTa Bpems ymepXMBAHHA THKA AHTAHON KHOTOTH - Ha XPOMATOrpaMMe ‘
HCNBITYEMOTIO PacTBOpa, NPHrOTOBACHHOID AR KOJIIHYECTBEHHOIO C
OMpPEICNCHUA, NOMKHO COOTBETCTBOBATH BPEMEHM YASPKHBAHMA mMHka DOTRETSTRYCT.
AHTAPHOH KHCTIOTHL HA XPOMATOrPAMME PACTEOPA CPABHEHMA.
(BOXX, I'd PO*)
Bpems ynepxuBania NHKOB RHKOTHHAMMIA H HHO3HHA HA XPOMaETOTpaMmMe
-~ HHKOTHHaAMHJ HCTILITYEMOTO  DAacTBOPA, NPHIOTOBNCHHOTO JUI8  KOMHYECTBEHHONO Coorsercrayer
= HHO3HH OMpEncNCHis, AC/DKHO COOTBETCTBOBATH BPEMEHH YACPKHBAHMA NHKOB
COOTBETCTBYIOMHX BEWICCT HA XPOMATOTPAMMC DACTBOPA CPABHEHMS.
(B3XX, T'D PO*) ik
- KpacHTenb a3opybuH CriekTp nornomesns HenerryeMoro pacteopa B o6nact ot 350 o 550 um
(kapmyazun) (}133}’122) ZIOIDKCH MMETh MaKCHMYM INOTMIOIICHAA NPH [UIHHE BOJIHE! (520 + 2) um. Coorsercrayer
(Cnextpodoromerpns B YnsTpadmoneTosol 4 BHAHMOH o6nacTax, I'd Pd*)
3. Pacteopenue 1-5 cranus - ne Gonee 10 % SHTAPHOM KMCHOTS! 32 60 MUK, 0
2-4 craznus - He Menee 75 % (Q) sHTapHOR KucnoTH 32 45 MuN. 92-98
(I'® PO*) -
4. PoxcTeeHHbIe NpUMecH:
- THTIOKCAHTHH, I'YaHO3UH Cymmaproe conepxanme B 1 Tabnerxe ne Gonee 2,5 % OT HOMHHANLHOTO 0,2
conepxanns uHO3HHA. (BIXCX, TD PO*) .
- HHKOTHHOBAS KWCIOTE Conepsicanne 8 1 TaGnerxe ne Gonee 1,0 % ot COACPXAHNS HUKOTHHAMHAA. 0,04
(BIXX, I'D PD¥)
o Cymmaptoe conepxatue ot CYMMBI fLI0MAACH NHKOB HHKOTHHAMHAA W M 0.05
HEHACHTHOHURPOBAHHEIE Hee 0,
Wt R HHo3MHA e Gonce 1,0 %. (BIXKX, [d PO*) , ©
- nIOMHpRABEH Conepxanne 5 1 Tabnetxe He 6omee 0,20 % 0T HOMHHATEHOMD COJIEPKAHHA 0
pubodnapuua pocdara natphs. (BIKX, ['d Po*)
5. Muxpo6uonoriveckas yucTora Kareropus 3 A. (T® PO*)
O6uiee uncno aspobubix Gakrepuii ne Gomee 1035 1 1. Menee 10
OGutee 1mcio rpubos ue Goee 1028 11, Mexee 10
Orcyrersne Escherichia colin I 1. He obHapyxeno
6. OnHOpOHOCTL K03HPOBAHHS
- paGognasuna pocar natpas HAomxen coorserctaoars TpeGosannam. (TP PO*, criocob 1) CWRCT\;':;M
- AHTapHai KHCIIOTa Jomken cooTBeTCTROBATS TPEGOBARMSM. (I'® PO*, cnocob 2) Cooreercrayer
AV=44
- HHKOTHHAMHI Homxen coorsercTroBaTs TpEGoBAHMAM. (T'® PO*, cnocob 1) CooTsercTByer
AV=68
- HHO3HH Jomken coorercTBOBaTE TpeGoBanuaM. (I'® PO*, cniocob 1) Cootsercrayer
AV=22

7. KonuuecTpeHHOe onperenenye

- pubodnasnna docdar natpus Or 0,0045 110 0,0055 r Ci7H20NaNaOsP (pubodaasuna docdara 0,0050

Harpui) 8 1 raGaerke (CnexrpodoTomerpus s yneTpadHoneroso
H BHAMMOI o6nactax, I'D PO*)

- AHTapHas KHCIoTa Or0,2850 210 0,3150 r C4HgO4 (anTapHol xucnoTh) B 1 Tabnerxe. 0,2886
(BOXX, T'® Po*)

- HHO3HH O 0,0462 10 0,0538 r C1oH12N4Os (uHo3uHa) B | Tabnerke. 0,0492
(BIXKX, I'd Pd*)

- HHKOTHHAMHKI Or 0,0231 10 0,0269 r CslIsN.O (MuxoTHHAMMUA) B | 1uGie ke 0,0244
(BOXX, T'D PO¥)
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BeLIecTB B ONHOH TafieTke, HOMED CEPHH, CPOK FOJHOCTH.
2)BTopH4Hasn yNakoBKa,

Ha nauke yxka3bIBalOT:

TOBAPHBIH 3HAK, HAHMEHOBAHME, a1ipec, Ten/pakc
NPOH3BOKMTEIIS, TOPTOBOE HAHMEHOBAHAE NpPENapara ¢
npexynpeauTenbHOH Mapkuposkoii®, rpynnupoBoYHOe
HAMMEHOBaHHE Mpenapara, NEKapcTBeHHyIo Gopmy,
Konu4ecTBO TabneToK B YNakoBKe, COCTAB Ha OIHY
TabneTKy ¢ yKa3aHHEM HAMMCHOBAHHH H KOJIHYECTB
NeHCTBYIOIMX BEIIeCTB, NepeYeHb BCIIOMOTaTebHbIX
BEILIECTB H NepedeHs BELIECTB KHIIeYHOPACTBOPAMOH
060N0YKY, HOMEP PErHCTPalHOHHOIO YIOCTOBEPEHHA,
HOMEP CEPHH, CPOK FOIHOCTH, «XPAHHTD B HENOCTYNHOM
s peTeit Mecten, « IpHMEHATH N0 HA3HAMCHUIO Bpaiay,
YCIOBMA OTIYCKA, YCIOBUA XPaHEHHUs, CTIOCO0 NPHMEHEHNA,
wTpuxosoit kox EAN-13, dpapmakon (pharmacode),
JONOTHATETbHBIE HANNHCH: MAKTOrPaMMBl, paciupoBKka
NHKTOTPaMM

« nekapersersas ¢popma TBEPJIAA»,
« cnoco6 nmpumenerns BHYTPb»,
LR

« ™ ® bapMmakoTepanesTHIECKAN TPyNa
METABOJIMYECKOE CPEJCTBOM?.

JlomyckaeTcs HAHECEHHE CPEACTB MACHTHOHKAIHH 1A
CHCTEMBI MOHMTOPMHTA IBIDKEHHS IEKAPCTBEHHBIX
npenaparo..

1 2 3
8. ¥Ynaxorka Tlo 10 ww 20 TabneTok B KOHTYpHYIO FucliKOBYIO ynaxopky w3 | [o 20  Tabnetox B
WIEHKA NONHBHHWIXIOPHAHOH H (GOECH AMOMHHHEBOH s KOHTYPHOH AYCHKOBOM
YAKOBKH. YNAKOBKE H3 TUKHKH
5 xoHTypHBIX HuelikoBuX ymakosox mno 20 Tabretok, 5 HIH ; m:
10 KOHTYpHBIX AYeHKOBHIX ynakoBok no 10 taGnerok BMecTe © Em:m"
MHCTpYKIIEH N0 MEIUIMECROMY NIPUMEHEHUIO MOMELIAOT B NAYKY | Tlo 5§ KOHTYPHBIX SUCHKOBBIX
W3 KapToHa. [UIA KOHTPO/IA NEPBOTO BCKPBITHA GokoBBIE KIAMAHEL | ynakosok BMeCTe ¢
naukd MOTYT OBITh 3aKNECHH JTHKETKAMH. [lauku MOTYT ObiThb | MBCTPYIpCH NOTIPHMCHEHHIO B
CrpynnuposaHsl B 6an/iepony TEPMOYCanoyHoH MIEHKOH. TIZMKE V3 KApTOHa.
1) leppaunan ynaxoska.
9. MapkupoBka DIlepeuynasn ynaKoBKa. i
Ha konTypHO# A9efKOBOM YIAKOBKE YKA3EIBAIOT. v ”, < TopapH
TOBAPHBIH 3HAK MPOU3BOINMTENS, TOPrOBOE HAHMEHOBAHHE 3HaKk NPOHIBOINTENS, TOProBoC
npermapara ¢ npeAynpeaATebHO! MapkHpoBKOH ®, m‘ﬂw“"“““?&""”'"°
JEKapCTBEHHYIO d)OpM)!, COACpXKaHue JIEﬁBTB}'IOmHX MapKupoBKOH ®, NEKapCTBCHHAA
dopma, copepkanse

neliCTBYIOMMX BEeCTs B OAHOR
Tabnerxe, HOMEP CEPHH, CPOK
FONHOCTH.

2) Bropuunas ynakobka.

Ha nauxe yxasasu: ToBapHuIf
3MAK, HAUMEHOBAHHE, ANIPec,
Ten/hake MpOHIBOIUTENS,
TOProBOS HAHMEHOBAHHE

rpy MHOS
npenapara, JIEKapCTBeHHas
¢opma, konuyecTso Tabnerox B
YTIAKOBKE, COCTAB HA OIHY
Tafinerky ¢ yKasaHuem
HaWMEHOBAHHH H KONHIECTD
ACHCTBYIOMMX BELLICCTD,
NEPCHCHE BCNOMOTATEMLHEX
BEILECTB H NEPeHeHb BEWIECTR
KHIIEYHOPACTBOPHMOH
obon04Kn , HOMEP
PETHCTPALIHOHHOTO
YIOCTOBEPEHHA, HOMED CEPUM,
CpoK POLHOCTR, «XpaHuTs B
HEZIOCTYTIHOM [U1A AeTel MecTen,
«[IpHMEHATE N0 HATHAYEHHIO
Bpaya», YCIOBHA OTIYCKA,
YCTIOBHA XPAHEHHSA, cnocob
IpHMEHEHNA, ITPHXOBOH KO/
EAN-13, dapmaxoa
(pharmacode), NOTIONHKTENbHbIE
HANMMCH: THKTOTPAMMBI,
ﬁmﬁd)pom MKTOFPAMM

naupm«umi opua TBEPIIASs,
«cnocob npumeneris BHY TPy,
H

METABO/IMYECKOE CPELCTBO».
Hanecero cpencrso
MACHTHMKALMH IS CHCTEMBI
MOHMTOPHETA JBHIKEHHS
eKAPCTBEHHbIX NPENapaTos.

10. Vcnosus XpaHeHHA H MepEI

B 3amMIm&HHOM OT CBETA MECTe NIPH TEMIEPATYPE He BHILIE

B 3aiyHinéHHOM OT CBETa

NpenoCTOPOKHOCTH 25°C. MECTe TIpH TeMIieparype
ue senne 25 °C
11.Cpox roaHocTH 3 roma 3 rona

* _ neficTeyiomee u3manme [ocynapersennoii dapmakonen Poccukickoi Deneparmn

3akmodenue: cooTseTcTByeT TpeboranusM HJI JIC-001767-010419, m3m. Ne 1, u3m. Ne 2

Jlata seiiauu nacropra: 29.11.2021

3asenyromuii KAnJI
Hauansuuk OKK

upexTop Mo Ka9ecTBy

Canxr-Netepdypr .
Haywo—*emcnomuecxaﬂ
DAPMALEETHSCE TvpMa

«MNONUCAHY
N5 AOKYMEHTO8

HMHC-K0-2000-0160 «KoHTpons npousseAeHHOM npoaykimuy, sepcus 10. Jlata BBeISHUA: 10.03.2021

Cpoxk rozsocTy jio: 10 2024

A. C. Bnacora
A. U. ®énoposa

C. H. Cropuk




000 “HayuHo-Texnonorudeckas ¢papmaunesruueckas pupma “IIOJTHCAH”
Paspemenye Ha peanu3laingo Ne 00001015 ot 02,12.2021

Haumenopanme HHTO®JABHH® rabnerkn, NOKPHITLIE KAEYHOPACTBOPUMOR
oGonouxoii Ne 100 Poccuitckan ®enepanns

$opma BBITyCKa KOHTYpHAS yueifikopas ynaxosrka 20 x § (ma¥Ka KapToHHARA)

MHH Huosus+Huxoraaamupt+Pubodnasunt+Anrapuas knciora

PY Ne JIC-001767

HopMaTHBHAR ZOKYMEHTAHA JIC-001767-010419 M3am. Nel, Hlane. Ne2

Howmep cepun 1481021

Panep cepuu 9 525 ynx

KosnuuecTeo nociie KOHTPO/L 9 514 ynx

Ne AnanuTHYecKoro nacrnopra 976

Togen oo 1024

TIpeanpraTHe-IPOH3BOIHTENE 000 «Hayyno-Texsojlorueckas papmanesTHIecKas upma

«[IOJTHCAH», 192102, Poccniickan Peaepanns, r. Cauxr-Ilerepbypr,

ya. Canosa, 1. 72, K. 2, THT. A

TIpennprATHE-yNaKOBIIAK 000 «Hayuyno-Texnonorngecran dapmanesTuieckad pupma

«IIOJTMCAH», 192102, Pocchiickan ®exepanns, r, Cankr-Ilerepbypr,

yi. Caxosa, . 72, R. 2, nuT. A

AHATH3 NPOM3BOACTBEHHON JOKYMEHTANHHA

Jloche Ha cepHIO DpoBepeHo Ha
Jlocke Ha cepHIO oxolpeHo Ha
KpaTrHueckHe OTKJIOHEHHS 0TCYTCTBYIOT Ha

Cepns npow3BefieHa H NPOKOHTPOIAPOBAHA B COOTBETCTBHH C IHIEH3HeH Ha TPOH3BOACTBO
JEKAPCTBEHHBIX CPEICTB, TPeGOBARAAMM PErBCTPANHONHOTO J0Che, TPeOOBAHHIMH OPraRH3AMHM
DPORIBONCTBA M KOHTPOJA KAYECTBA JeRAPCTBEHHLIX cpeficTn (npasnn GMP), a Takke HHLIMH
Tpe6oBaAHAAMM NeliCTBYIOIIEr0 3aK0OH0IATeNbCTBA: )

IpoayKuns paspelieHa K peajn3annm HOa
YrnomroMo49eHHOE THIIO
Hagaasnux otaena Crenanosa M.C.
(HOIDKHOCTS) (fonmics) /’ (pacin{pOBKa MOMIHCH)

TTonosenne o AALe, OTBETCTBEHHOM 34 BEIMYCK cepiH (YTIONHOMOUEHHOM JIHIe 110 KayecTBY), aarta yTe. 11.01.2021






