AQ «<AKPUXHH» SOP001790
JISC «AKRIKHIN»

PAZPEHIEHUE HA PEAJIU3ALIAIO Ne 2105-2021
(CERTIFICATE OF COMPLIANCE)

HAUMEHOBAHHWE MPOAYKUUU I'TT: BAKJIOCAH® TABJIETKH 10 MI"N 50

FINAL PRODUCT NAME:

MEJIYHAPOJIHOE HEITATEHTOBAHHOE baknoden

HAUMEHOBAHHUE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPUMN: 40421

BATCH No:

KOANMPOAYKTATTI: BCLF-1802-800

FINAL PRODUCT CODE:

YITAKOBKA: 50 wT. - Ganwka monmunpornuicHoBas (1) - nauka kapToHHas
ENVELOPE:

FOJAEH J0: 04.2024

EXPIRY DATE:

OBBEM NMOJYYEHHOU MPOIYKUHUHA 19584 YTTAK

(YIMMAKOBKH):

FINAL QUANTITY (UNITS):

PETUCTPAUUOHHOE YJIOCTOBEPEHHUE: [T NO14785/01

MARKETING AUTHORIZATION No:

HAWUMEHOBAHWE U AJIPEC JIEPXKATEJS MdapmauerTuyeckuit 3apon "Tonsdapma” AO PL,83-200.Craporapa
PETUCTPAUHMOHHOI'O YIOCTOBEPEHHS: ["mauwek,yn. [Nennnwucka, 19

NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

HAUMEHOBAHHE U AIPEC INTPOU3BOIUTEJIA ®apmauestudeckuii 3asoa "TIOJTBAAPMA" AQ [TTonsiwal
(BBINTYCKAIOUWMH KOHTPOJIb KAYECTBA): Pharmaceutical Works "POLPHARMA" S.A., 19 Pelplinska Str.,
NAME AND ADDRESS OF MANUFACTURER (RELEASE 83-200 Starogard Gdanski, Poland

QUALITY CONTROL):

Jaunas cepust GbLIAa NpoM3BeleHa, BK/IOYAS YNAKOBKY W KOHTPOIbL KAYECTBA, HA BLIIIEYKA3AHHOH NPOH3IBOICTBEHHOH
II01AAKe B MOJIHOM cOOTBeTCTBIH ¢ TpeGoBaHusiMu ¢cGMP LeneBOro pLIHKA H perucTpalHOHHOM JoKyMeHTauHeH.

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.

[Mpox3BOACTBO cepHM, YIAKOBKA H AHATH3IBI OLIJTH MPOBEPEHBI H MPU3IHAHLI COOTBeTCTBYUMH ¢cGMP.

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

KauecTBo npoaykTa coorsercTByer Tpefoannsam [1 NO14785/01-061109, Ham. Ne

The quality of the product conforms to the Specification

HacTosuwuM NOATBEPAIAI0, 4TO BLILEYKA3AHHAN CepUN Pa3pelieHa K peaiiu3aiuuu
I hereby certify that the above mentioned batch is released to the market.

YNoJHOMOYEHHOE JHIO /, Pymsuuesa O.M. [Tpuxas Ne 431 or 30.04.2021 [lara: o5¢ £-ZOAY
Qp e/ Name Order Date

JHara Buinycka: 05.07.2021 15:57:03

Jara pacneuaTku: 05.07.2021 16:23:44

Pacnievaran: O.H. Pymsnucsa

Nuer 1 una 1




w» polpharma

®APMALIEBTVHECKWA 3ABOA
yA. MenennuHboka He 19

83-200 Craporapa InaHecku, MNOJbLA
Ten. +48 58/563 16 00

chakc  +4B 58/562 23 53

Cepruduxar o kauecrse Ne 412 114391/1

Bruigan: 24.06.2021 r.

Hanmenosanne tosapa: BAKJIOCAH® ta6aerkn 10 mr Ganky nosunponusienossie - 50 - Nel /RU/

Wnjexc: BCLF-1802-800
Cepus: 40421

Koanuecrso ynakoBOK B CCPHH |

JlaTa HIroTOBJIEHHUS 29,04.2021
Cpok roguocTi 04.2024
19584 x 50 Tad..

IlokazaTeau Tpebopanns Pe3yabTaT HCNBITAHHSA
Ouucanue Tabnerkn GEI0r0 LUBETA, KPYIVIbIE, TaGreTky Denoro LBeTd, Kpyrible,
nsoskossutykibie. Tabnerkn [0 Mr umeror JBOAKOBBLITYKJIbIE, HMEIOT
JIETMTEIIbHYIO PHCKY JICJTUTCIIBHYIO PHCKY
IMognunnoCTD
-TCX OCHOBHOE MATHO HAa XPOMATOrpaMme
KCITLITYEMOTO PACTBOPA 110 BENHYHHE, BbIASPHKHBAET
HHTEHCHEBHOCTH U 3HaueHH0 Rr 10MLKHO
COOTBETCTBOBAThH OCHOBHOMY TIATIIY
fariodieHa Ha xpomarorpaMmme
CTAH/IAPTHOTO PACTEOPA.

- BOXKX Bpems ynepkuBanus OCHOBHOTO NMKa HA

XpOMaTorpamMme MCIbITYEMOTO PacTBopa
JOJI’KHO COOTBETCTBOBATL BPEMEHH
V/IEPIKMBAHWA OCHOBHOTO nHKa daknogeHa
Ha XPOMATOrpaMMe CTAHAAPTHOTO pacTBopa

BbLAEPHKHBAET

('Zpemmﬁ macea (MeToRHKA 110 Mr+ 7.5 % 109,7 Mr
PHPMBI) —
PactBopenne BOWKX He menee 80 % (Q) 3a 30 mun ot 97,8 %

3A9BJICHHOIO KOJTHYECCTBA

(MnH.95,5% maxc.99,1%)

PoncreBennsie npumecn BOKX
- npumecs A

- cymma
HEHJeHTHPHIHPOBAHHBIX
npumecei

He 6onee 2,0 %

He Gonee 1,0 %

menee 0,05 %

meree 0,05 %

Muxpobuonoruyeckas
yncToTa*

Karteropust 3A wnu:

O6mee unecae aspobibiXx MUKPOOPraHH3MOR
(TAMC) — ne Gonee 10° KOE/r
O6Liee YHCIO APOKMHKEBBIX M MIECHEBBIX
rpu6os (TYMC) — ne Gonee 10> KOE/r
Escherichia coli —otcyteTBHe B | T

menee 10° KOE/r

menee 10* KOE/r
OTCYTCTBYHOTB I I

Avm CANHHIL f: I-I
Ecnn AVigegmn™ L1 AV30emmn = L1 v un

B3XX

OaHopoaHOCTD JO3HPOBAHNKA OAHO MHANBHAYANbLHOC COIEPKAHNHE €AUHHLBI 2.3 0
BIEX 03UPOBAHNA He MerbLue, vem 0,75 M i 0
1 He Gonbiue, yem
1,25 M, roe L1=15,0 % u 1.2=250 %
KoaudecrsenHoe on eaeJICHHC
P O719,0 Mr oo 11,0 mr 9,9 mr

Wewnetrzne / Internal Zaklady Farmaceutyczne POLPHARMA S.A.; Polfa Warszawa S.A.
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" Ceprudukat o kavecrse Ne 412 114391/1
Brizan: 24.06.2021 r.

Haumenosanue Toapa: BAKJTTOCAH® raaerkn 10 mr 6ankn noxnuponniaenossie - 50 - Nel /RU/
Hnpexe: BCLF-1802-800

Cepusn: 40421

Ynakoska I B ) ITo 50 TabaeTok B nOMMITHIEHOBYIO DaHKY, ¢
0 50 TaGneTok B MOAUITHIEHOBYIO DaHKy, ¢ i .

. . 1IOUATUIEHOBOH KPBIIKOH ¢

MOJIH3THIGHOBOH KPBLILWKOH ¢ YAapOororIoTHTEICM
YAAPOTNOrjA0THTENIEM H KOHTPOEM MepBoro
U KOIITPOJIeM NEPBOTO BCKPLITHA. baHKy BMecTe ¢ X i p
s BCKpbLITHSA. baHka BMECTE ¢ MHCTPYKLIHEH 110
WHCTPYKUMEN N0 NPUMEHEHHIO NTOMEIIAIOT B
MPHUMCHEHHIO TTIOMELLEHB] B KAPTOHHYIO
KapTOHHYIO NavuKy.
ravKy.

MapkHpoBKa Ha sTHKeTKe YKa3bIBaloT: Ha sTukeTke yKa3aHbl:
TOProBO€ HAMMEHOBAHWE Mpenapara ¢ TOProBO€ HAUMEHOBAHHWE Mpenapara ¢
NpPEAYNPeaHTENLHON MapKUpoBKoH ®, npenynpeauTebHOA MAPKHPOBKOH ®,

MeIyHapOAHOE HEMATEHTOBAHHOE MeK[YHAPOIHOE HernaTeHTOBAHHOE
HaHMEHOBaHHE, JO3UPOBKY, NEKAPCTBEHHY O HAHMEHOBaHHe, /103HPOBKA, JIeKapcTBEHHAA
hopMy, KOTHUECTBO TABNETOK B YTIAKOBKE, COCTAB | (opMa, KOAMuecTBO TabNETOK B ynaKkoBKe,
(HauMeHOBaHHE W KOMUYECTBO ACHCTBYIOILErO cocTaB (HAMMEHOBAHHE M KOJIMUECTBO
BELIECTBA B O/11I0H TabiieTke), HOMEP CepHH, FOAEH AEeHCTBYIOIIEro BelecTRa B OAHOMH
10. JIONOMHUTENLHO YKA3HIBAIOT TOTOTHN (DHPMbI- Tab1eTke), HoMep CepHH, TOJIEH JI0.
NPOM3BOAUTENSA (HA AHMTHHCKOM A3BIKE). JIoroNHUTENLHO YKa3aH JIOrOTHIT GUPMBI-
Ha kapTOHHOH NayKe YKa3blBAIOT: MPOM3IBOAMTE/A (Ha AHTTHHCKOM A3BIKE).
Ha3BaHMWe, 4PEC M JIOrOTHI (Ha aHIJIHACKOM Ha kapTOHHOH Mayke YKa3aHbl:
A3bIKE ) KOMITAHHUHU-TIPOUZBOHTENA; TOProBOE Ha3BaHHe, aAPeC M JIOroTHI (Ha aHrTHACKOM
HaUMEHOBAHHKE TIPEMAPATA C MpeLylIPeaHTE/bHOH A3BIKE) KOMMAHWH -TIPOU3BOIAUTE,IS;
MapKUpoBKoi ®, MexxayHapoaHoe TOProBOE HAMMEHOBAHHME Mpernapara ¢
HenaTeHTOBaHHOE HAMMEHOBAHHE, [TOMED npeayrnpeanTenbHOR MapKHpoBkoi ®,
PErMCTPALIMOHHOIO YAOCTOBEPEHUS, IO3HPOBKY, MEKAYHAPOAHOE HEMATEHTOBAHHOE
NIEKapCTREHHYIO hopmy, KOnMuecTBO TabneTok B | HAHMEHOBAHHE, HOMED PErHCTPALHOHHOTO
YNaKOBKe, COCTaB (HAHMEHOBAHHE U KOJMYECTBO | Y/OCTOBEPEHHA, JOIUPOBKA, NEKAPCTBEHHAA
AEHCTBYIOWIErO BelecTsa B 0a1oM TabneTke), dhopma, KoHIecTBO TabJIETOK B YIIAKOBKE,
Crocod NpUMEHEHHS, YCIIOBHA XPAHEHHUS, YCIIOBHS cocTaB (HAaMMEHOBAHHE H KOJTHYECTBO
OTMYCKA, NMPEyTPeNTeIbHbIE HAITHCH: AefCTBYIOIIErO BCIIECTRA B O/THOMH
«TIpenapar coAEp/KMT 1aKTO3bI MOHOTHAPATY, TabneTke), crnocod IIPUMEHEHHS, YCIOBHS
«Cnenyet o3HaKOMHTLCA ¢ Mnerpykimeii no XpaHeHHs, YCJIOBUS OTIYCKa,
npumenenuion, «He MpUMeHATE npenapar nocnie | Npeaynpe/iuTesbHbIe HaITHCH: «IIpenapar
ucreqeHnd CPOKa roTHOCTHY, « XPaHHTD B COJIEPAKAT JIAKTO3bI MOHOTHApPAT, «Creayer
HEIOCTYIIHOM AT JeTel mecTe», « BHuMaHue: osHakoMuTheA ¢ Mucrpykuueit no
npenapaT MOXeT MOAAaBJISITE ICHXOMOTOPHbLE NpuMeHeHunion, «He npHMeHAThL npenapar
PeaKLHM», HOMEDP CePHH, TOJEH 10, WTPUX-KO/L. 110C/IE UCTEUEHHS CPOKA FOAHOCTHY,
JlomonHuTeNEHO MOTYT ObITh HAHECEHB! CPEACTRA «XpaHUTB B HELOCTYITHOM 715 AETEH
uaeHTU(MKALRY, a TaKKe MOXKET ObITh HaHeceHa mecren, « BHMMaHWe: npenapaTt MoykeT
HakJiefika, obecrneunBalomas KOHTPOb NepBoOro MOJABMIATE NCUXOMOTOPHbIE PEAKLIHUY,
BCKPBITHS, HOMEp CEPHH, roeH A0, IITPHX-KOJL.
Xpanenne B 3a1uileHHOM OT CBETa MECTE, NPH B samuilieHHOM OT CBETA MECTE, IPH
Temneparype He Boite 25°C. Temneparype He BhiLe 25°C,
Cpok roJiHOCTH | Jrona 3 rona

* He pyrusnoe uenbiTanue. [lepnoiinyiocTs Nposesenins HenbiTANHHA - Kak1an 10-as cepus, 1o no Kpalineil Mepe, oaun pas B roa.
Ykasannplii B HACTOSIMEM cepTHPHKATE TOBAP 110 KAYECTBY COOTBETCTBYCT TpebOBAHHAM:
H/T TT NO14785/01-061109, Ham. Ne 1, Ne 2, Ne 3, Ne 4, Ne 5, Ne 6
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Wewnetrzne / Internal Zaktady Farmaceutyczne POLPHARMA §.A,; Polfa Warszawa S.A.

Yreepana:

Pyxosoanrenan enapramenta
Koutpons Kavecrsa
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