AO «AKPUXHH» SOP001790
JSC « AKRIKHIN»

PASPEIUEHHE HA PEAJIM3ALLNHO Ne 1514-2021
(CERTIFICATE OF COMPLIANCE)

HAUMEHOBAHME NMPOAYKUHH I'TT: BAKJIOCAH® TABJIETKH 25 MI' N 50

FINAL PRODUCT NAME.

MEKIAYHAPOJHOE HENMATEHTOBAHHOE Baknoden

HAHUMEHOBAHHE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHUH: 60321

BATCH No:

KOAMPOAYKTAI': BCLF-1902-800

FINAL PRODUCT CODE:

TOJEH J0: 01.03.2024

EXPIRY DATE:

OBBEM MOJYYEHHOH NMPOAYKLUHUH 19356 YTTAK

(YTTAKOBKH):

FINAL QUANTITY (UNITS):

PETMCTPALIHOHHOE YJOCTOBEPEHHUE: TTNO14785/01

MARKETING AUTHORIZATION No:

HAUMEHOBAHHME H AIPEC JEPXKATEJIA apmaueBTHueckui 3aroa "Toasdapma” AO PL,83-200,Craporapa
PETHCTPALHHOHHOI'O YIOCTOBEPEHHA: I"nansex.yn. [Mennmanncka, 19

NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

HAUMEHOBAHHWE U AJPEC MPOU3IBOAUTETHA MapmanepTraecknit 3asoa "TIOJIBAOAPMA" AO [Toasura)
(BbITYCKAKLWMWHA KOHTPOJIb KAYECTBA): Pharmaceutical Works "POLPHARMA" S A, 19 Pelplinska Str.,
NAME AND ADDRESS OF MANUFACTURER (RELEASE 83-200 Starogard Gdanski, Poland

QUALITY CONTROL):

JAannas cepust Gbl1a NPOH3IBEACHA, BKIKYAR YNAKOBKY H KOHTPOTb KA4€CTBA, HA BbIIEYKAIaHHOH NPOH3BOACTBEHHON
NJ0WajKe B NOJTHOM COOTBETCTBHH ¢ TpeGoBanuamu cGMP ue/1eBoro phiHKa H perHcTPauHOHHON J0KYMeHTaUHeH,

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

Ipon3isoaeTso cepun, YNaKoBKa i aHa M3kl ObITH NPOBEPeHbI H NPH3HAHLI cOOTReTCTBYIOIIMMH ¢cGMP.

The batch processing, packaging and analysis records have been reviewed and found to be in compliance with cGMP.

KauecTro npoaykTa cooTBeTCcTBYET TpeGOBAHHAM 14785/01-061109, Hiw

The quality of the product conforms to the Specification

Hacrosiwum noaTeepAaao, 4To BbillleyKa3aHHANA CePHSA pa3pelleHa K peaan3aluun
[ hereby certify that the above mentigned batch is released to the market.

YnonHomoueHHOE JIHLO ®uaunosa E.B. [pukas Ne 549 01 22.07.2019 [laTa: % B MA® 2021
ap Name Order Date

Hara Buimveka: 18.05.2021 10:23:07

Marta pacneyaTku: 18.05.2021 11:05:59

Pacnevaran: H.®. FOcynosa

Nuer 1 w3 1




@ Polpharma

®APMALIEBTUYECKUY 3ABO/
yn. Mensnnuuscka H 19

83-200 Craporapn Maansciy, NOMLilA
Ten. +43 KA/EB3 18 00

drakc +48 58/562 23 53

Ceprudurar o kavectre Ne 412 113028/1

puiran: 10.05.2021 r.

Haumenosanne Tosapa: BAKJIOCAH® ta6aerku 25 mr 6anku nonanponuienossie - 50 - Nel

HMupnexe: BCLF-1902-800
Cepusi: 60321

JlaTa u3roroBjeHns 03.03.2021
Cpox roguocTs 03.2024
KosmuecTBO YIAKOBOK B CepHH 19356 x 50 Taba.

HEeHAeHTHPHIEHPOBAHHBIX
npumecei

He 6onee 1,0 %

IToxkaszarenu TpeGosanus Pe3ynbTaT HCNBITAHUS
Onucanne TaGnerku Gesoro LBeTa, KPyrisle, TabGnerxy Oenoro 1BeTa, KPyrible,
TBOSKOBBLITYKITBIE. JABOAKOBEBITYKIBIE.
HognuunocTe OcHOBHOE MATHO Ha XpOMATOrpaMme
-TCX MCIBITYEMOrO pacTBOpa Mo BEMHYHHE,
HHTEHCHBHOCTH M 3Ha4eHHIO Rr l0/KHO BBIICIKHBAET
COOTRETCTROBATE OCHOBHOMY IATHY
GaknoeHa Ha XxpOMaTorpaMme
CTAHJAPTHOrO pacTeopa.
Bpems yaepKuBaHus OCHOBHOTO MHUKa Ha
- BOJKX XpoMaTorpaMMe MCIBITYEMOro pacTBopa
JIOJIIKHO COOTBETCTBOBATE BPEMEHH BblAEPIKHBAET
yAeP)KHBaHHA OCHOBHOTO TTHKA
Gaknodena Ha XxpoMaTorpamMme
CTAHJAPTHOTO PacTROPa
Cpennss Macca (MeToAHKA 110 Mr £ 7.5 % 110.1 mr
¢ HpMEI) ? ’
Pacreopenne BOAKX He menee 80 % (Q) 3a 30 M oT 103,7 %
3aABJIEHHOIO KONHYECTBA (mun. 100,7% maxc. 105,6%)
Popcreennsie npumecn BIKX
- ApHMech A He 6onee 2,0 % menee 0,05 %
- cymMma

menee 0,05 %

MuxpoOuoaorauecKan
YyHCTOTA®

Kareropusa 3A unu:

O61mee uncio aspobHeIX
mukpoopranusmos (TAMC) —~ ne Gonee
10° KOE/r
Ofuiee UMC/I0 APOAOKEBLIX U [NIECHEBBIX
rpu6os (TYMC) - ne Gonee 10° KOE/r
Escherichia coli —orcytcTBue B 1 1

menee 10° KOE/r

menee 10 KOE/T
OTCYTCTBYIOTB 1 I

OanopoauocTs A03HPOBAHUSA
BOXKX

AV10 equunn < L1
Ecom AV10 equnnn > L1: AV30 enunnu
<L1unn
OHO HHAHBHAYATBHOE COIepKaHHe
e/IHHHIIE]
A03MpOoBaHua He Menbiue, yem 0,75 M
¢ He 00JIblie, YeM
1,25 M, rme L1=15,0 % n L2=25,0 %

3,7%

KonnuecrBensnoe onpeenenue
B2XKX

Ot 22,5 Mr go 27,5 Mr

25,4 Mr

Wewnetrzne / Internal Zaktady Farmaceutyczne Polpharma S.A.; Polfa Warszawa S.A.
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@ Polpharma

GAPMALIEBTUYECKWUIA 3ABO.
yn. Nenbnivecka H2 18

83-200 Craporana Maatber, [ONbLUIA
+48 58/553 16 00

+48 58/562 23 53

Ten.
dakc

Ceprudukar o kavectre Ne 412 113028/1
peiaan: 10.05.2021 r.

Hanmenosanue ToBapa: BAKJIOCAH® taGnerxu 25 Mr 6aHkn noannponunexosbie - 50 - Nel
Hnupexc: BCLF-1902-800

Cepnsn: 60321

Ynakoska

ITo 50 TaGnerok B MOAMITHAEHOBYIO OaHKY, C
NOJIM3THIEHOBOH KPBILIKOH ¢ YAaponorioTHTENEM
H KOHTPOJIEM MEPBOTrQ BCKPBITHA. BaHKy BMECTE C

HHCTPYKLUMEH 10 IPUMEHEHHIO IOMELLAIOT B

KapTOHHYIO NayKy.

[To 50 Tabnetox B nonusTHNEHOBYIO OaHKy, C
TOMUATHICHOROM KPEBIIKOH ¢
YIAPOIOrIOTHTENIEM H KOHTPONEM NEPBOTO
BCKpBITHA. baHKa BMecTe ¢ MHCTPYKUHEH no
MPHMEHEHHIO MOMENEHB] B KAPTOHHYHO
[aykKy.

MapxkupoBka

Ha 5THKETKE YKA3bIBAIOT:

TOProBo€¢ HAMMEHOBaHHE Ipernapara ¢
npeaynpeanTeNbHOA MapkUpoBKkoH ®,
MEKIYHApOAHOe HeNaTeHTOBAHHOE
HAaHMEHOBaHUeE, 03HPOBKY, IEKAPCTBEHHYIO
dhopMy, KONUYECTBO TabNETOK B YIIAKOBKE, COCTaB
(HauMeHOBaHHE H KONUYEeCTBO AeHCcTBYyIOmero
BelllecTBa B 0JJHOM Tabnerke), HoMep CepuH, TOJCH
[10. JIOTIONIHHTENEHO YKa3bIBAIOT JOFOTHIT HPMBI-
NPOU3BOLMTENA (Ha aHTIHICKOM g3bIKe).

Ha kapTOHHO#H Nayke YKa3bIBAkOT:
Ha3BaHWe, aJipec W JIOrOTHII (Ha aHIVIMHCKOM
A3bIKE) KOMIAHHWH-TIPON3BOAHTENS; TOProBOE
HaUMEHOBAHHe IperapaTa ¢ npenynpeadTenhHoH
MapkHpoBkoH ®, MeXIyHapOIHOE
HeMmaTeHTOBAHHOE HAaUMEHOBAaHHE, HOMEP
pPerucTpalliOHHOTO YIOCTOBEPEHHMS, IO3HPOBKY,
JIEKapCcTBeHHYIO OpMY, KONMHYECTBO TabNeToK B
YNAKOBKE, COCTAB (HANMEHOBAHME K KONTUYECTRO
JeHCTBYIOILIEro BellecTsa B 0HOH TaleTke),
Cnocod NpUMEHEHHS, YCIOBUA XPAHEHUA, YCIORHS
OTITyCKa, NPeIynpeaHTe/bHbIe HaaIIHCH:
«IIpenapaT conepsHUT JIAKTO3b! MOHOTHAPATY,
«Crnegyet 03HaKOMHTECH ¢ MHCTpyKUHeH o
npuMeHeHuion, «He npuMeHsTs npenapar nocne
HCTCHEHHA CPOKa TOTHOCTHY, « XPaHHUTE B
HEJOCTYIHOM Jui JeTed Mecre», «Buumanne:
IperapaT MoXKeT OABIATE [ICUXOMOTOPHBIE
peaxun», HOMEp CepHH, FOMICH 10, INTPHX-KO.
JOMIOTHATENBHO MOTYT OLITE HaHECEHbB CPeaCTRa
HAaeHTH(MKALHY, a TaK#ke MOxeT OBITL HaHeceHa
HakJietika, obecneuHBaoUan KOUTPOJIb NEPBOro
BCKDLITHA

Ha srukeTke yKazaHbL:

TOProBoe HaHMEeHOBaHHE NpEnapara ¢
NpeAynpeanTebHOH MApKHPOBKOH ®,
MEXTYHapOIHOE HellaTeHTOBAHHOE
HaHMEHOBaHHe, JO3HPOBKA, JIEKaPCTBEHHAA
dopma, KOTMYecTBO TabNETOK B YIIAKOBKE,
cocTas (HauMeHOBaHHE H KOJMYECTBO
JICHCTBYIOIIETO BELIECTRA B OJTHOMH
taliieTke), HOMEp CepHH, roieH 10.
JIOnOMHHTENBHO YKa3aH JOTOTHIT GHUpMbL-
MPOM3BONMTENIA (Ha AaHTJIHHCKOM S3BIKE).
Ha xapTOHHOH nayke YKa3aHbl:
Ha3BaHHe, afpec U JIOTOTHI (Ha aHTTHHCKOM
AI3BIKE) KOMIAHHH -TIPOM3BOAHTEIIA,;
TOProBO¢ HAMMEHOBAHHE Mpenapara ¢
npeaynpeauTe/IsHOH MapkupoBkoil ®,
MEXIYHApOJHOE HETIATEeHTOBAHHOE
HAHMMEHOBAHHE, HOMEP PErUCTPaLHOHHOIO
YIOCTOREPEHWS, I03UPOBKA, JIeKapCTBEHHas
opma, KONHYECTBO TabJIETOK B YIIAKOBKE,
cocTak (HAMMEHOBAHWE H KOTHYECTBO
NEHCTBYHOILIEr0 BEUIECTBA B OMHOH
TabneTke), crocod NPUMEHSHHS, YC/I10BHA
XpaHeHHs, YCIIOBUA OTIYCKa,
npeaynpenurenbHble Haamcy: «IIpenapat
COAEPKHT JIAKTO36I MOHOTHApaT», «Cnenyer
o3HakoMuThes ¢ MueTpykuuei no
NMPUMEHEHHIO», «He NMpuMeHATh npenapar
IIOC/Ie UCTEYEHHA CPOKA TOINHOCTH,
«XpaHWUTh B HEJOCTYITHOM A4 aeTteit
MecTe», « BHHMaHHe: [penapar MOXeT
MOJABATE ICHXOMOTOPHBIE PEAKLHHY,
HOMEp CEPHH, FOJEH A0, IITPHX-KOI.

Xpauenue

B zanHiuieHHOM OT cBeTa MecTe, npu
Temreparype He Boile 25°C,

B zamnuieHHoM 0T CBETA MeCTe, NpH
Temneparype He Boime 25°C.

Cpok rogHocTH

3 rona

3 roma

* He pyrunnoe HenbITanHe. TlepuofuyHocTs npoBeaenns nensiranil - kaxaan 10-an cepun, wo no Kpaitucii mepe, 0aun pas o roa.
Vkazaunslii B HACTOSIIIEM CCPTHHHKATE TOBAP 10 KA4e€CTBY COOTBETCTBYET TpeGoBaHHIM:

Paspatoran:
M.Kobylinska

T

\

HJITTINO014785/01-061109, M3m. Ne 1, Ne 2, Ne 3, Ne 4, Ne 5, Ne 6

Wewnetrzne / Internal Zaktady Farmaceutyczne Polpharma S.A,; Polfa Warszawa 5.A.

¥Yreepauna:
Pywosoznrens Jenapramenrta
Konrtpons Kauecrra
Kierownik Laboraterium

Materiatow Wyjsciowych
Departarr

1t Kontroli Jakosci
4 4
Adapievrln Kearink



