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CEPTU®UKAT CEPUM TOTOBOW NMPOOYKUMNU
(nexkapcTBeHHbIe npenapatkl AN MeaUUMHCKoro npumeHenus) Ne 298

Mponpotex 100 Tabnetku ANs paccacbiBaHus (KOHTYpHas sueiKkoBast

ynakoska) 20 x 1 (nayka KapToHHas)
Ha3aeaHue, nexapcTseHHan hopMa, pasMep ynakoBKu

Crtpana HasHaveHus: POCCUA

Homep cepun: 2090221

[lata npoussoactea:  05.02.2021

Cpok rogHoctn roged go: ~ 05.02.2024

KonuyecTso ynakosok B cepun: 49 529 wr

Homep PY: JIN-N (000034) - (PI'-RU) para peructpauum: 20.12.2019

HO: ®Cn n-N (000034) - (Pr-RU) - 201219 ot 20.12.2019

HacToAwmm s y4OCTOBEPSI0, YTO BCE CTaANU NPOU3BOACTBa Cepun roTOBOK
NpoAyKUMM NeKapCTBEHHOro npenapara ANs MeAULMHCKOro NPUMEHEHUs BbINONTHANMUCh
B MOSIHOM COOTBETCTBUM ¢ TpebosaHnsamu GMP v perncTpauuoHHbIM A0CHE.

YnonHoMo4YeHHoe nuuo: IKpoqua E.BY/
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CEPTU®UMKAT KAYECTBA Ne 209

HaasaHue npenapara: «NMPOMPOTEH-100» Ne40

Crpana — npowssogutens: Poccuiickan depepaus
Homep pervcTpaywonHoro yaoctosepexus: JM-N(000034) — (PI-RU) ot 20.12.2019, cpox pedcTaun 4o 20.12.2024 r

Hosuposka; coctas (Ha 1 TaGneTky):
AeiicTeyOLWWe BBLLECTRA:

AHTuTEna X Moarocneunduveckomy Genky S-100 acdhdunHo ounwerHble - 0,003 r*

BCnoMorarensHole pellecrea!

TNakTo3bi MOHOrMAPAT
Llennonoaa MUKPOKpUCTaNNNYECKan
MarHus cteapar

TeopeTuueckas macca TabneTku

0,267 r
0,03r
0,003 r
03r.

*HAMOCRTCR Ha NEKTO35E MOHOMMAPAT B BUAE BOAHO-CIMPTOBOR CMBCH C coaepxanien He Sonee 107" wrir axTreron opMs: AeficTayOwEro sewecTaa

Nekapcteerran dopma: Tabnetkn AnNR paccacbiBaHnA

Paamep 1 TUn ynakosky: no 20 TRBNETOK B KOHTYPHON AYEAKOBOW YNaKoaKe U3 NNEeHKU NONUBMHUNXNIOPUAHOR 1 (onsrM antoMiAHUeBRo},
no 1 KOHTYPHOR AYEAKOBOMA YNAKOBKE BMECTE C MHCTPYKUMER NO NPUMEHEHMIO NOMELeH ! B NauKy 3 KapToHa.

Konu4ecreo ynakosok 8 cepun: 49529 wr.

Homep cepuu: 2090221,

Dara nponasogerea: 05.02.2021
[arva OKOHUYAHUA CPOKE reAHOCTH: rojeH ao: 05.02.2024
KOpuguyeckuit agpec:000 «HMNP «Matepna Meaunka Xonaukr», Poccun,

127473, r. Mocksa, 3-i CamoTeyHsii nep., 4. 9, Tenedior/tbake: +7 (495) 684-43-33

Aapec npoussoacTeeHHol nnowanku: Poccun, r. Yenabuxck, yn. byrypycnaxckas, 4. 54
Nuuenana: Ne 00432-11C ot 02 despans 2021 r., BbigaxHana MUKUCTEPCTBOM NPOMEILNEHHOCTH U TOProBnu Poccuiickoi Pegepaunm

PeaynbraThl aHanuaa:

MNokasatenu TpeSosauua MM-N(000034) - (PT-RU)-201219 PeaynbTaThi HCNbLITAHKA
OnucaHune Tabnetku NNOCKOUMAMHAPHYECKOR OpMbI, C puckod u | TabneTku nnockoLMNUMAPWYECKOR (opMbl, C
thacko, or Genoro Ao noutw Benoro useta. Ha nnocko# | puckoit u dpackoit, Genoro useta. Ha nnockod
CTOpOHe C puckoi Hawecena Hagnuce MATERIA MEDICA, | ctopoHe € pMCKO# HaHeceHa Hapnuce
Ha APyrod NNOCKOA CTOPOHE HaHecewa Haanuce | MATERIA MEDICA, Ha Apyro# nnockod
PROPROTEN 100. cTopoHe HaHeceHa Hagnuce PROPROTEN
100.
NoanuHHOCTL Peakuns Ha naKTo3bl MOHOrMAPAT ¢ MepMo-TapTpaTHeim | CoorsetcTeyer.
peakTusom (peaktueom @enwuura). Beinajaer ocapok
OpaHXeBo-KkpacHoro usera.
OAQHOPOAHOCTL MAcchl WcnbiTaHue npoBoAAT B COOTBETCTEMM € TpeBoBaHUAMN CpenHan macca: 0,299 r
Tabnetox e X, 1. 11, 0O®C.1.4.2.0009.15. OtknoHeHws: oT - 1,00 % ao + 1,00 %.
Donyctumoe OTKNOHeHWMe Maccsl OTAenbHbIX Tabnerok ot | CootsercteyeT Tpebosanuam M Xl 7.1,
cpeaked macchl Ana 18 ua 20 Tabnerok cocTasnaeT + 5 %; | O®C.1.4.2.0009.15,
AONYCTUMOE OTKIOHEHWE MacChl OTAeNbHLIX Tabnetok oT
cpeaHeit macce gna 2 us 20 Tabnetoxk cocrasnaeT £ 10 %.
PacnanaemocTs He Gonse 15 muHyT. 1 MuHYTa 44 cekyHAabl
MenuitaHue npoeogsT B cooteetcTeuK ¢ Tpebosanuamu MNP | Coorteetcreyer tpeGosanuam [ XIl, 7. 1,
X, 7. 11, 0®C.1.4.2.0013.15 0OC.1.4.2.0013.15
Mukpobuonoruueckan Metog 1. MWcnwitanue nposogsT 8 cooteBeTcTBuM ¢ | Coorsertcreyer Tpebosanuam @ X, 7. 1,
uucroTa Tpefosanuamu IO Xl T. |, ODC.1.2.4.0002.15 (kaTeropus | ODC.1.2.4.0002.15 (kateropun 3A):
3A). obLee uucno asapobHbIX MUKPOOPraHW3MOB —
1,0x10'KOER 11
obLyee YMCNOo APONOKEBLIX W NNECHEBbIX
rpuboe - mexee 10 KOE s 1 1;
B 1 r otcyteTayT Escherichia coli.
Ynakoeka Mo 20 Ttabnetok B KOWTYpHOW nAueiikoBo#W ynakoeke u3 | CooTBeTCTBYET.
NAEHKK NOAMBUHMAXNOPUAHON N PONLIY ANIOMUHNEBOR. Mo 20 TabneTok B | KOHTYPHOR RAYEHKOBOW
Mo 1 KOHTYpHOR AYERKOBOW YNakCBKE BMECTE C | YyNakoBke W3 NAeHKn NONUBUHUNXNOPWUAHON W
WHCTPYKUMEA NO MEAWUMHCKOMY NPUMEHEHUIO NOMELalT 8 | honkri anioMUHeBso#.
nauky U3 KapToua. Mo 1 XOHTYPHON RYENKOBOW yNaKkoBke BMECTe
C WHCTPYKUKER NO MeAULIMHCKOMY
NPUMEHEHWIO NOMELYAIOT B NauKy U3 KapToHa.
XpaHeHuHe Mpu Temnepatype He Bbie 25 °C. CooTseTcTayer.
Mpu Temnepartype He Bbiwe 25 °C.

Ceprvpuxar xavectaa Ne200 ot 26.02.2021
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Mapkupoexa

Ha koHTYpHOR AYekoBoOl ynakoBKe yKasuiBaIOT:
HaUMEeHOBaHUe Npenapara, NexapcTBeHHyIo (hopmy,
HaWMBHOBAaHWE NPOM3BOAWTENA W ero TOBapPHLIRA 3HaK,
HOMEp cepuu, cpox rogHocTH («f1o...»).

Mapkupoaka Bropudnoi ynaxkoBku,

Ha KkapToHHOW nauxe ykaswieaior: HaumeHoBaHue, agpec,
Tenepon/thaxc NponIBoAKTENA M ero TOBAPHbLIR 3HAK,
Ha3BaHwe npenapara, nexapcteexnyio dopmy, cocras
NPenapara ¢ yxasaHuem HaIBaHWs N KONUYECTBA aKTUBHBIX
BELUBCTE W HAIBAHWA BCNOMOraTenkHLIX BELeCTS,
xonuyecrso Tabnetok B ynakoexe, «Crnocof NPUMEHBHNA K
AO3bL: CM. HHCTPYKLMIO NO MEANULIMHCKOMY NPUMEHEHUIO
BHYTDW YNakoBKM», YCNOBUA OTNYCKA, YCNOBUA XpaHeHus,
«XpaHnTL B HEAOCTYNHOM ANA AeTed mecten, «lporenser
npoTUBOAankoronsHoe gecranes, thapm-xop, (rpacduuackun
¥ Uucbposodt), Homep cepui («Cepus: ...»), cpok rogHocTH
(«lopeH ac:...»), para npouisogcrea («flata npounas.; ),
MHAWBHAYANLHBIA CepHUHBIA HoMep noTpeburensckoi
(8TOpU4HOR) ynakosxku (¢C.H....n), roBanbHbiit Homep
ToBapa GTIN («GTIN ...»), peructpauuoHHsii HOoMep,
WTPUX-KOA, CPEACTBO nAeHTUDKaLMK (2D xop B
MaluHouuTaemoit hopme),

. foKaatany TpeGosanna N-N(000034) = (Pr-RU)-201219 Pesyhhram HenbITaHWH
MapxupoBka nepenqHOA ynaxoekw Coorsercrayer. |

Mapkupoaka nepauuHoil ynakosku

Ha xoHTypHOM Aueilkosoit ynakoske
YKa3biBAIOT: HAMMEHOBaHNS npenapara,
NexapcTaeHHyl0 POpMY, HaWMEHOBaHMe
NPOKIBOAUTENR U 8ro TOBapPHbIA 3HaK, HoMep
Cephn, Gpok rogHocTy (afo...»),
Mapxuposxa erapuunon ynakosku.

Ha kapToHHOR nauke ykasbisaioT:
HaumetosaHwe, aapec, TenedoH/dake
NPOH3BOAUTENA W 8ro TOBAPHBIf 3HaK,
Ha3saHwe npenapara, NekapeTaeHHylo
thopmy, cocTas npenapata ¢ ykasaHuem
HB3BAHNA U KONUYECTBA AKTUBHBIX BELLBCTE U
Ha3BAHWA BCNOMOraTenkHLIX BelecTs,
KONMMEcTRO rsﬁn:a'rox B ynaxoske, «Cnocof
NPUMEHEHUA U A03bI; CM. UHCTPYKUMIO NO
MBAHLIMHCKOMY NDUMEHBHUIO BHYTPM
YnaKkosku», yCNOBWUA oTNycka, yenosus
XpaHeHus, «XpaHuTs B HEA0CTYNHOM AnA
AeTeR MecTes, ¢l'§'lpoﬁanﬂer
NpoTHBOANKOrONLHO® AeiicTBUE», hapM-Koa
(rpacbuueckuii u Yudbposod), Homep cepun
(«Cepun; ...»), Cpok rogHocTy («ogen
A0....»), AaTa NPAN3BOACTEA (v/laTa NPOM3E.:
... ®), UHAMBKAY A BHBI CepuitHLIil Homep
noTpeSuTenscxoi (BTOPHYHON) ynakoskm
(«C.H.....»), rnoGansHuii HOMep ToBapa GTIN
(«GTIN ...»), perucTpaymonHsii HOMep,
WTPUX-KOA, CPEACTBO MABHTHDMKALUN (2D
koA 8 uawuuoumheuoﬁ copme),

Cpox rogHoeTH 3roga Fogen go: 05.02.2024
Kommentapuu: Yxazarnnan s HacToswem cepTucdMkaTe cepun npenapara cooTBeTCTBYET TREGOBAHMAM NN-N(000034) - (Pr-RU)-201213,

YCTAHOBNEHO,

Hauanbuuk OKK:

[ava: 26 cdbespans 2021

: 3TUM A cempeTenscTeyi,
Gbina nponsseseHa (Bkniovan YNnakoBKy/MapkupoeKy) u
Aocke cneumMcbukaunit Ans ncenegyemoro JIGC. Mpotokon

Kapnosa E.A.

Cepruducar xavectsa Ne209 ot 26.02.2021

TO NPHBEABHHAR Bhie MHAOPMALUA AOCTOBEPHA K TONHA, 3Ta CepPHA NPOAYKLMM
KOHTPONE @8 Ka4YecTBa BLINOMHEH B NOMHOM cooTBETCTBUM C npasunamn GMP u
bl NPOU3BOACTBA, YNakoBKM U aHANKU3oB Buinu PAcCMOTPEHBI U cooTRETcTaNe GMP




