AO «KAKPUXHWH»

SOP004510

PASPEHIEHUE HA PEAJIM3AIIAIO Ne 536_2026

HAMMEHOBAHUWE NPOAYKIHNMU I'T:

OCITNUPO TABJIETKU, ITOKPBITBIE INTEHOYHOU OBOJIOYKOU,
50 MI" Ne30

CTPAHA-UMIIOPTEP: ITospra

MEXAYHAPOJHOE HEITIATEHTOBAHHOE OrepeHoH

HAMMEHOBAHHE:

HOMEP CEPUH: 10626

KOJA IIPOAYKTA I'T: EPLR-3202-800

YIHAKOBKA: 30 wT. - KOHTYpHBIE AYEUKOBbIE YNAaKOBKU (1) - Mauky KapTOHHbIE
JATA ITPON3BOACTBA 06.06.2026

I'OJEH J0: 06.2030

OBBEM IMOJIYYEHHOM IMTPOAYKIIAA 28945 VITAK

(YIIAKOBKH):

PETUCTPAIIMOHHOE YJOCTOBEPEHMUE:

JITI-Ne(000503)~(TTI-RU)

HAMMEHOBAHUE U AIPEC JEPKATEJIA
PEIT’HICTPAIIMOHHOI'O YIOCTOBEPEHUA:

Pharmaceutical Works "POLPHARMA" SA PL,83-200,Starogard
Gdanski,ul.Pelplinska 19

HAMMEHOBAHUE U AJIPEC TIPOU3BOJCTBA
TOTOBOM JJEKAPCTBEHHOMW ®OPMBbI:

dapmanestrueckuii 3asoa "[loasdapma” AO [Ilonbnra] Pharmaceutical Works
"POLPHARMA" S.A., 19 Pelplinska Str., 83-200 Starogard Gdanski, Poland

JULEH3USA Ne 040/0105/15

CEPTU®UKAT Ne GMP/EAEU/KG/00005-2024

HAMMEHOBAHMUME U AJIPEC TIPOU3BOJICTBA ®dapmanestraeckuii 3aBox "[lomsdapma” AO [Ilompmra] Pharmaceutical Works
NMEPBUYHOM YITAKOBKM: "POLPHARMA" S.A., 19 Pelplinska Str., 83-200 Starogard Gdanski, Poland
JIMIEH3USA Ne 040/0105/15

CEPTU®UKAT Ne GMP/EAEU/KG/00005-2024

HAUMEHOBAHMUE U AJIPEC ITPOU3BOACTBA ®apmanestnaeckuii 3aBox "Tlonsdapma" AO [[Tonpma] Pharmaceutical Works
BTOPUYHOM YIIAKOBKMU: "POLPHARMA" S.A., 19 Pelplinska Str., 83-200 Starogard Gdanski, Poland
JIMIEH3U A Ne 040/0105/15

CEPTU®UKAT Ne GMP/EAEU/KG/00005-2024

HAMMEHOBAHUE U AIPEC TIPOU3BOJUTEJIA

(BBIITY CKAIOIIA KOHTPOJIb KAYECTBA):

JMIEH3USA

CEPTUO®UKAT

dapmarnesrryeckuii 3aBoa "Ioabdapma” AO [ITonsira] Pharmaceutical Works
"POLPHARMA" S.A., 19 Pelplinska Str., 83-200 Starogard Gdanski, Poland

Ne 040/0105/15

Ne GMP/EAEU/KG/00005-2024

Jdannasi cepusi Oblj1a Npou3BeJdeHA, BKJIOYAS YNAKOBKY U KOHTPOJIb KA4eCTBA, HAa BbIIIEYKA3aHHON NPOU3BOACTBEHHOI
ILUIOIIAJKE B IIOJTHOM COOTBeTCTBHH ¢ TpeboBaHuaAMHU cGMP nesieBoro pblHKa M perucTPaliMOHHON JOKYMEHTALHEIH.

IIpou3BoOACTBO cepuy, YIAKOBKA H aHAJIN3BI ObLIM MPOBEPEHbI H MPU3HAHBI cOOTBEeTCTBYIOINMU cGMP.
KauecTBo npoaykra coorBercTBYeT TpedoBanusam JIII-Ne(000503)-(I'TI-RU)-250425 u noATBep:KIAeHO cepTH(PHUKATOM aHAIN3A

Ne 36946 ot 31.07.2026.

Hacrosimum noaTBep:kaa0, YTo BbILICYKA3aHHAS CepUs pa3pelleHa K peaJn3alui.
JIOKyMeHT moAnucaH 3JIeKTPOHHBIM CIOCO00M H JieiicTBHTe/IeH 6e3 cOOCTBeHHOPYYHOMH NMOANMMCH.

Ynoanomodennoe juno ®Puimmonosa U.B  Ilpuxa3 Ne 146 or 02.03.2026

JOBEPEHHOCTD OT IOCTABIIHNKA:

6/ ot 08.12.2025

Jlata BeITyCKa: 24.08.2026 16:41:36

Jlata pacneuaTku: 24.08.2026

Jlvet 1 mn3 1




SAPMALIEBTUYECKWIA 3ABO[
yn. MNenabnnuHsecka H2 19

83-200 Craporapa MaaHbeku, MNOMbLLA
Ten. +48 58/563 16 00

dakc  +48 58/562 23 53

o Polpharma

Ceptudukar o kayecTse Ne 36946
Beiaan: 31.07.2026 r.

Hanmenosanue ToBapa: SCTIAPO TabiieTkH, NOKPLITHIe MIIeHOYHOH 060/104K0ii, 50 Mr, 6incTep (30) Ne 1 /RU/
HNunexc: EPLR-3202-800
Cepusi: 10626

JaTa H3roTOBJIEHUS 06.06.2026
Cpok rogHocTH 06.2030
Ko/iHuecTBO YNaKOBOK B cepHH 28987 x 30 TabJ.

IMoxa3aTenu

TpeboBauns

Pe3yabTaT HCOLITAHHS

Onncanue
(151 mo3mpoBku SO Mr)

Tabnerku Kpyrioi GopMel ¢
JBOSKOBHIIYKJIOl IT0BEPXHOCTEIO,
TIOKPHITHIE IIEHOYHOH 060I04KOH
EINTOTO 1(BeTa, Ha ONHOMH CTOpOHE
HUMeeTcA OeNuTeNnbHas pucka. Llser

TabNeTKH Ha M3I0OMe: 0T Gelloro A0 Mo4YTH
Georo 1BeTa.

Tabnerku kpyrioit GopMel ¢
JIBOSKOBBITYKJIOH MIOBEPXHOCTEIO,
MOKPHITHIE TIEHOYHOH 000710UKO0# XeITOro
1[BETa, Ha O/IHON CTOPOHE UMEETCA
JenuTeNbHas pucka. Liper TaGneTkn Ha
W3NIOMe: TIOUTH GeIoro BeTa.

HAnentuduxanms
- 3MJIepeHOH
(PEAJC)

- 3IJIepeHOH
(@EADC)

- THTaHA AHOKCHA" (MEeTOOHKA
$bupmel)

- 3KeJie3a OKCHI,

KeJIThIH (MeToauKa GUPMBI)

Ha xpoMaTorpaMmax HCTIBITYEMOTO
pacTBOpa BpeMs yAep;KUBaHHA OCHOBHOTO
IIHKa JOKHO COOTBETCTBOBATh BPEMEHU
yIepKUBaHUSA MHKa 3IUIEPEHOHA Ha
XpOMAaToOrpaMMax CTaHAApTHOI'O pacTBOpa.
V®-criekTpbl HCHBITYEMOTO H
CTaHAAPTHOTO PaCTBOPOB JOIKHEI
COOTBETCTBOBATH B IMaNla30He ANHUH BOJIH
o1 210 10 320 HM ¥ UIMETE MAKCHMYM TIPH
IUTHHE BOJIHBI 245 + 2 HM.
JIOIKHO NIOSABUTHCHA OPAHKEBOE
OKparMBaHue
BepxHuil cioi A0KE€H OKPacHTbCA B
VHTCHCHBHO-KPACHBIH LIBET

Ha xpoMaTorpaMmax MCIBITYEMOTO
pacTBOpa BpeMs yAepKUBaHHA OCHOBHOIO
TIHKA COOTBETCTBYET BPEMEHH
yAepKUBaHHA ITYKA 3IIEPEHOHA Ha
XpomaTorpaMMax CTaHJapTHOro pacTBopa.
Y O-cneKTpsl NOTIOIIEHHA UCTIBITYEMOTO 1
CTaHJAPTHOTO PacTBOPOB COOTBETCTBYIOT B
obnactd ot 210 aM g0 320 HM B UMEOT
MaKCHMYM TIOTJIONICHHS NPH JJIMHE BOJIHB
245 + 2 M.

IToABUIOCE OpaHKeBOE OKpALIIHBAHHE

Bepxuuii cioii OKpacHics B HHTCHCHBHO-
KPacHBII LIBET

Cpeansisi Macca (MeTOIHKA

pupmbi) Cpennsas macca 178,0 Mr £ 7.5 % 172,1 mr
(qu1s1t nO3MpOBKH 50 MT)
PactBopenne (Y@ He menee 75 % (Q) oT 3as1BIEeHHOTO 97,4 %

CIeKTPo(OTOMETPHS)

KOJIM4YECTBA 3IUIepeHoHa Jepe3 30 MUH

(Mun. 95,8% maxc. 100,8%)

PoncrBeHHBle NpHMecH
(PEAIC):

- ¢IHHHYHAA NIpHMech
- CYMMa npHMeceii

He 6onee 0,2%
He 6onee 1,0%

menee 0,05 %
menee 0,05 %

MukpoGrosoruyeckas YHCTOTA®

O61mee yucio a3poOdHBIX
mukpooprannzMoB (TAMC) - ve Gonee
10° KOE/r
O0m1ee 9UCITO APONKIKEBBIX H
wiecHeBbix Tpubos (TYMC) - He Gonee
10? KOE/r
Escherichia coli - orcyTcTBHEB I T

Mmenee 10° KOE/r

meree 102 KOE/r

OTCYTICTBVIOTB 1 T

OaHopoaHoCTh AO3HPOBAHHBIX
el (pac4€THO-MaCCOBBIH
METOH)

AV10 tabnerox < L1 %;
ecnn AViotadnerok > L1 %: AV30 ragnetox <

L1 % u HH 114 oxHOM OTAEABHON 4,1 %
TabNeTKH cofepkaHue He JOIHKHO OBITh
meHee 0,75M win 6onee 1,25M, mpu aToM
L1=15.0 u1.2=25.0
KonnuecTBenHoe onpeaenenne
(Y@ cnextpodoToMeTpHs HIH Ot 95,0 % mo 105,0 % oT 3asBIEHHOrO 96.8 %

®EAJC)

coAepxaHus

172



o Polpharma

Ceprudnkat o kauecTBe Ne 36946
Boigan: 31.07.2026 r.

SAPMALIEBTUHECKWIA 3ABO[
yn. NenbnnuHbcka He 19

83-200 Craporapa gasbeky, MNONBIUA
Ten. +48 58/563 16 00

dakc  +48 58/562 23 53

HanmenoBanne Topapa: CIAPO TabneTkH, NOKPBITHIE MWIeHo4HO# 06oouKoii, 50 mr, 6aucrep (30) Ne 1 /RU/

Huaexc: EPLR-3202-800
Cepusi: 10626

Onucanue ynNakoBKH

ITo 10 wnm 30 TabneTok MOKPBITEIX
TUTEHOYHO 0007109KOH, B KOHTYPHYIO
A9EHKOBYIO YIIAKOBKY M3 IJICHKH
TIONIABUHIIXNOPUIHOM U (PONBTH
AIIOMHHHEBOM.

ITo 3 pnu 9 KOHTYPHBIX AYEHKOBBIX

yMakoBokK 110 10 TabIeTOK, MOKPHITHIX
IUIEHOYHOI1 000nmouko, Wiy 1o 1 uim 3
KOHTYPHBIX YIAaKoBOK 110 30 Tabnetok,
TIOKPBITHIX IUICHOYHOU 06010UKOH,
MOMELIAIOT BMECTE C YTBEPHKACHHBIM
JMCTKOM-BKJIABIIEM B IAa9Ky U3 KapTOHA.

ITo 30 TabneToK NOKPHITHIX TUIEHOYHOM
0001109K0l, B KOHTYPHYIO TIE€HKOBYIO
YIAaKOBKY M3 IUIEHKH
NONMBUHIITXIOPHAHOI 1 (hOIbLIH
AMIOMHHHEBOM.

Io 1 xoHTYpHOH A4EHKOBOI yNaKkoBKe
1o 30 TabneToK, MOKPHITHIX IUICHOYHOM
000J109K0H, TOMEIIAIOT BMECTE €
YTBEPKIEHHBIM JTHCTKOM-BKIABIIIEM B
TAYKy U3 KapTOHa.

MapxnpoBka

Cwm. paspen 1.3.2 Mogyis 1
PEerfucTPAIMOHHOTO T0ChE

CootBercTBYeT paszeny 1.3.2 Moayns 1
pPErucTPAaMOHHOTO AOChe

YeaoBud XxpaHeHust

JlexapcTBeHHSIIT Ipenapart He TpedyeT
CIELHATIBHBIX YCIOBHH XpaHECHNS.

JlexapcTBeHHBIH IpemapaT He TpebyeT
CIIELHABHBIX YCIOBHIA XPaHSHHS.

Cpox rogHocTH (CpPOK XpaHeHHS)

4 roma

4 roga

*o PYTHHHOC HCIBITAHUC TICPBEIX 3 KOMMEPUCCKHX cepm‘i, Aajee Bl:]ﬁ()p()‘lHOC MCTIBITAHHE (qacrom BEUITOIHEHMS HCIIBITAHHI — KayKaas JAecaras cepnﬂ), HO HE

PEXKE OAHOH CEPUH B Ioa,

Yka3zaHHbIi B HacTOsILIEM cePTHQHKATE TOBAP MO KAYECTBY COOTBETCTRYET TpeGOBAHHAM:
JOI-Ne(000503)-(T'TI-RU) - 250425

Pa3zpaGoran:
M.Drézkowska

[

[Mpopepni:
A.S rajpcr

/

/

YrBepani:

PykoBoguTtens enapTamenTa
Konrpoas KavecTBa

<

Szefowa Laboratorium Materiatow
Wyjéciowych Kentreli Jakosci
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