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HaumeHoBaHNe TOBAPA: TPUXOITOJI® TabueTkn no 25

Wupexe: TRCH-1002-800
Cepusi: 10421

SAPMALIEBTUYECKWA 3ABOL
yn. MenennuHeCKa H2 19

83-200 Craporapa FAgHBEcKH, NONBWA
+48 58/583 16 00

CepTuuKaT 0 KaYecTse Ne 412 11364871

spinan: 21.06.2021 1,

0 mr Gaucrepbl 10 Ne 2 /RU/

JlaTa H3roTOBJIEHHS
Cpox roaHocTH

KonuyecTBO YNAKOBOK B CEPHH

Ten.
dakc ~ +48 52/562 2353
06.04.2021
04.2024
126382 x 20 Taba.

PesynbTAT HCOILITAHASA

cpena - 0,1 M pacTBOp KHCIOTBI
XJIOPHMCTOBOAOPOAHOI

Tloka3aTe/H Tpebosanns
Onucanne Kpyraste MAOCKOLHITHAHIPHYCCKHE Kpyrneie LIOCKOHWITHHAPHICCKHE
TabreTki 6enoro ¢ KeNTOBATHIM TabneTKU OEMIOTo C KENTOBATHIM
OTTEHKOM 11BETA; ¢ (hackodi ¢ IBYX CTOPOH oTTeHKOM 1BeTa; ¢ (hackoit ¢ JIByX CTOPOH
¥ DHCKOH Ha OXHOH CTOPOHE. TabneTku ¥ puckoli Ha OIHOH CTOPOHE.
JKeITeIOT MO BO3AEHCTBUEM CBETE.
o/ 1HHHOCTD
CnexTpodoTOMETPH ICCKH V-crieKTp MOrTIOIEHHS HCTIBITYEMOTO
pacTeOpa B 00macTA OT 230 no 350 aM COOTBETCTBYET
JOJDKEH MMETh MAKCHMYM MpH JUTHHE
gonHel 277 £ 2 HM
BIXKX Bpems y/iepKHBaHUA OCHOBROTO IHKa Ha
XpOMaTOrpaMMe HCTIBITYEeMOTo pacTBOpa COOTBETCTBYET
JOMIKHO COOTBETCTBOBATE BPEMEHH
yIEpKHBAHNA OCHOBHOTO IMK2 Ha
XpoMaTorpaMme CTasaapTHOTO pacTBopa
11
Cpeansisi Macca (110 MeTOLHKE 300,0 wr £ 5,0 % 298.5 Mr
GhupMBI)
PacTeopeHHe
Y D-coeKTpocKOnus
JlonacTHas mewanka 100 o6/mum; He menee 75 % (Q) 3a 30 MuH 98,4 %

{MuR.97,0 MaKC. 100,1%)

PoacTeeHHbIE TPHMECH
BYXKX

EnunmdHOA NpUMeECH - HE Gonee 0,2%
Cymma nprMeced - He gomee 1,.0%

menee 0,05 %
menee 0,05 %

Mukpobunosornieckan yueroTa*

Kateropus 3A wiu:

O61wee uncao aspodHbIX
MUKPOOPraHHu3MOoB (TAMC) — ne Gonee
10° KOE/r;

O61mee YHCIO APOROKEBbIX 1 ILIECHEBBIX
rpu6os (TYMC) — e Gonee 102 KOE/T;
Escherichia coli — orcytctue B 1 1.

menee 10° KOE/r

menee 10?2 KOE/T
orcytetByloTB 1T

OauopoAHOCTb 103HPOBAHHA
'@ X111 uan EP, pacueTHo-Becosoit

MeTOd

AV 10 cum = Ll%;
Ecan AV 10 e =~ L1%: AV3gemomu = 4 |
} HI OJHO HHAMBUAYANIbHOE COACPXKAHHE
eNMHALB] AO3UPOBAHMA HE MCHBIIS, qeM
(1-1.2x0,01)*M, 1 ne gonplic, YeM
(1+1.2x0,01)xM; rae L1=150%n
L2=25,0%

2,8%

Konn4ecTBEHHOE ONpeeIenne
B3WX

Ot 237,5 Mr a0 262,5 Mr METPOBHIA30JIA
B oaHOH TabNeTKe

248.1 mMr

[
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®APMALIEBTUYECKWA 3ABOA

yni. MNenLnnuHLCKa He 18

83-200 Craporapa, [AanbekH, MONbLLA
+48 58/563 16 00

+48 58/562 23 53

Ten.
dake

CepTH}HKAT 0 Ka4ecTBE Ne 412 113648/1

phigan: 21,06.2021T.

HapmeHoBaHWE TOBApa: TPUXONOJI® TabneTkn no 250 Mr 6ancTephbl 10 Ne 2 /RU/

Hnpexce: TRCH-1002-800

Cepusi; 10421
[ Vnakoska 10 TabseTok B OuHCTEp U3 [IBX/Axn donsru. 1o 2 | 10 Tabietox B 6auctep u3 IIBX/An n.’ponbrﬂ
GnHctepa BMecTe C WHCTPYKILMEH N0 MPUMEHEHIIO Tlo 2 GnucTepa BMECTE € MHCTpYKLHEH o
[OMELA0T B KAPTOHHYIO NaviKy. IPUMEHEHHIO IOMELLEHDL B KapTOHHYIO
navKy.
MapKHPOBKa Ha OnucTepe HA PYCCKOM A3BIKE YKA3bIBAIOT: Ha faucTepe Ha PYCCKOM A3BIKE YKa3aHO:
HaMMEHOBAHHE Mpernapara c npejy npeAnTenbHOMN HadMEHOBaHME npenapara ¢
mapkuHpoBKoii ®, MeXTyHapoaHoe npexynpenmenbﬂoﬁ mapknpoBKoi ®,
HeraTeHTOBAHHOE HAMMCHOBAHHE, JIEKapCTBEHHYIO MeXIyHapOLHOe HeMaTCHTOBAHHOS
hopmy, HOMEp CEPHH, FOMICH 0. HaEMeHOBaHMe, IeKapcTBeHHas PopMa,
JlononHuTebHO Ha GaucTEpS yKa3p[BAKOT NOTOTAI HoMep CepHH, rolieH 10.
UPMBI HA AHTTMHCKOM A3BIKE. JlonoIHKTENBHO HA GnucTepe yxasaH
Ha KapTOHHOI nauKe HA PYCCKOM A3BIKE noroTun GEPMBI HA @HMITHACKOM ASBIKC.
yKa3plBatoT: Ha kapTOHHON NIauKe Ha PYCCKOM ASBIKE
HalMEHOBaHHe Tnpemnapara ¢ fipey npeauTenbHOM yKa3aHo:
MapKHMpOBKO# ®, MexlyHapOHOE HapMeHOBaHWe MpenapaTa ¢
HeIaTeHTOBAHHOE HAMMEHOBAHNE, HOMEP Tpe.yTpeauTeNbHOH mapkupoBkoii ®,
PernCTpaLHOHHOr0 YOCTOBEpEHNA, MeK/Iy HapOIHOE HEMaTeHTOBAHHOE
NeKapCTBEHHYI0 Gopmy, AO3HPOBKY, KONMUeCTBO | HAMMEHOBAHHE, HOMEP perncTpaunoHHOro
1a61eTOK B yNIAKOBKE, HAUMEHOBAHHE H yIOCTOBEPEHHS, IEKAPCTBCHHAA dopma,
KOIHYECTBO AeHCTBYIOLIErO BEILIECTRA B TabieTKe, [O3UPOBKA, KOJIUIECTBO TabneToK B
yCIOBHSA XpaHeHHA, YCIIOBHA oTrycka, «Jlia ynakoske, HaHMEHOBAHUE H KOJHYECTBO
npuema BHYTpb», «Crielyet 03HAKOMUTECA € NeHCTBYIOLIEro BEMIeCTBa B Tabnerke,
Wuerpykumeii no npHMEREHIION, «CogepKur YCTIOBHSA XPAHCHUA, YCIOBHA oTtmycka, «Jl1a
[eKCTPO3Y KHAKYIO», «He NpHMEHATE mpenapat | npHema BHYTPbY, «CnemyeT 03HaKOMHTLCA ©
rocne UCTEUeHHs CpoKa roAHOCTH, «XpaHHThb B Wretpykuieit 10 IPHMEHSHIION, «Conepxur
HEJOCTYITHOM AN eTel MECTEN, HOMED CepHH, neKcTpO3y KuKyion, «He npUMEHATH
rofieH 10, WTPHX-KO/, Ha3BaHHE, apec 1 JTOTOTHN npenapar nocJie HeTeHeHNA cpoxa
(na apTTUACKOM A3bIKe) GHPMBI-TPOHIBOAHTENA. FONHOCTH?, «XPpaRUTh B HEJOCTYTIHOM nns
A TaKsKe HAHOCAT 3aLMUTHYIO TONOrpaMMy. jfeTeli MecTey, HOMEp Cepuy, rofien 10,
JIOTIONHHTENBHO MOTYT BBITE HAHECEHBI CPEICTBA | LITPHX-KOTL, Ha3BAHME, AAPEC H JIOTOTHII (Ha
AfeHTH(PHKATIHH. AHTIHACKOM A3bIKe) GUPMBI-IPOH3BOAHTENA.
A Taioke HAHECEHA 3alMTHas ToNorpaMMa.
XpaHenue B 3a1MIeHHOM OT CBETA MECTE, NpH B 3amMILEeHHOM OT CBETa MECTE, NIPH
TEMMEpPaType He BbILEe 25°C. TeMOEPATypPe He BhIIES 25°C.
Cpox FONHOCTH 3 roga 3 ropga i

*He pyTuaHOE HensTase. KonTpon TOLNCHHT Kak/as ICCHTas CEpHA, HO HE PEdKe, HeM 0/iH@ CEpHA B rOAL.

VicasaHublii B HACTOSUIEM CEPTHOHKATE TOBAP N0 KauecTBY COOTBETCTBYET TPEOOBAHMAM:
I N014703/01-180809 Mam. Ne 1, Noe2, No3, Ned, Ne 5, N6, Ne 7

Pa3paboras: TIpoBepHI:
M.Kobylinska A.Szpdjber
.r“"
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.0 «<AKPUXHWH» SOP001790
JSC « AKRIKHING

PA3PEUIEHUE HA PEAJIM3ALINIO Ne 2143-2021
(CERTEHCATE OF COMPLIANCE)

TAWMEHOBAHUNE MPOLYKUH HTTXOTONS TABNETKA 250 MI'N 20
FINAL PRODUCT NAME:

NiE‘;KB.&’HAPO,-‘lHOE HENATEHTOBAHI I0E

Ui

MeTponunasol

HAWMEHOBAHHE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHH: 10421

BATCH Not

KO MPOIAYKTA I TRCH-1002-800

FINAL PRODUCT CODE:

YIIAKOBKA: 10 10T, - yIIaKoBKa SUEHKOBAR KoHTypHas (2) - natiKa KapTOHHAA
ENVELOPE:

TOJEH [10: 04.2024

EXPIRY DATE:

OBhEM IIOJIYLIEHHO NPOAYKUHHU 126382 YIIAK

(YITAKOBKH): i
FINAL QUANTITY (UNITS): ) ___J
PETUCTPAUMOHHOE V1OCTOBEPEHHE: [T N014703/01 !
MARKETING AUTHORIZATION No: |
HAUMEHOBAHWUE H APEC JNEPKATEJIA (DapmalleBTHUCCRHiT 33801 "TToabdapma” AO PL.83-200 Craporapa |
PET’HCTE’A[{H()HHOFO YII.OCT()BEPEHHH: ["zanbek.y 1. [TenHeKa, 19 |
NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

% HAWMEHOBAHHE U AAPEC POU3BOIUTEA fbnpxmuenmuccuuﬁ 3aB01 "TTOJIL®APMA™ AO [Moabwal
i (BblﬂYCKAIO[Hﬂﬁ KOHTPOJIb KAYECTBA): Pharmaceutical Works "pOLPHARMA" SA, 19 Pelplinska Str.,
NAME AND ADDRESS O MANUFACTURER (RELEASL. 83-200 Starogard Gdanski. Poland

QUALITY CONTROLY:

JlauHas CepHs Golia nposlIBEieHa, BK

Trouas VIAKOBKY W KOHTPOIbL Ka4ecTBa, HA “pblneyKa3aHHOH npomanzzcmmuuﬁ
nomanKe B NOJTHOM CcOOTBETCTRIN € TPeDOBAHHAMY c(;MP 1ejeBoro poidkd H PErMETPALIHOHHON JoKymenTaume.

This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with the
cGMP requirements of the intended market and with the Marketing Authorisation.

[pou3BOACTBO CEPHM, yNaKoBKa W aHAIH3bI BLUTH NPOBEPEHEI W IIPHIHARDL COOTBETCTRY HUIAMH cGMP.

The batch processing, packaging and analysis records have been reviewed and found to be in compliance with cGMP.
KauecTBo NpoayKTa COOTRETCTBYCT TpeGoBaHHAM \ 3, N Nu 3 Ni ;

The quality of the product conforms to the Specification

-

HacTosi M M0ATBEPAAAW, HTO BhiLIEYKA3AHIAA CEPHT paspelena K peaauiauii
I hereby certify that the above mentioned batch is released to the market.

VoJHOMOUEHHOE JTHILO pymanuesa O.H. Mpukas Ne 431 07 30.04.2021 Jara: Y ?/ﬂ"y-ﬂ(ﬁ’ f'}

Qe Name Order Date
Jlata BBITYCKA: 07.07.2021 14:34:46

Jlata pacnieqaTkit 07.07.2021 14:39:40

Pacnewaran: O.H. Pymsnuesd

Nuet 1 w3 1




