AO «KAKPUXHWH»

SOP004510

PASPEHIEHUE HA PEAJIM3ALIIAIO Ne 592 2026

HAMMEHOBAHUWE NPOAYKIHWU I'T:

OOPTEJAETPUM KAIICVYIJIBI, 4000 ME Ne30

CTPAHA-UMIIOPTEP: ITonpra

MEXAYHAPOJHOE HEITIATEHTOBAHHOE Konekansmudepomn

HAMMEHOBAHHE:

HOMEP CEPUH: 120726

KOJA IIPOAYKTA I'l: WVID-7502-800

YIHAKOBKA: 30 wr - 6mucrepsl (1) - MaYKK KapTOHHBIE
JATA ITPON3BOACTBA 16.07.2026

I'OAEH J0: 07.2029

OBBEM IMOJIYYEHHOM IMTPOAYKIIUA 21120 YITAK

(YIIAKOBKH):

PET’UCTPAIIMOHHOE YJOCTOBEPEHMUE:

JITI-Ne(000968)-(PL-RU)

HAMMEHOBAHMUE U AAPEC JEP/KATEJIA
PEIT’HICTPAIIMOHHOI'O YIOCTOBEPEHUA:

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

HAMMEHOBAHUE U AJIPEC TIPOU3BO/ICTBA
TOTOBOM JEKAPCTBEHHOUW ®OPMBI:

®dapmanesrrueckuii 3asox "[IOJIbOAPMA" AO Otnen Menana B Cepanze
[TTonpmal/ Pharmaceutical Works "POLPHARMA" SA Medana Branch in
Sieradz, 57 Polskiej Organizacji Wojskowej Str., 98-200 Sieradz, Poland

Ne 189/0037/15

JHUIEH3UA

CEPTUD®UKAT Ne GMP/EAEU/BY/00363-2024

HAUMEHOBAHUE U AJIPEC IPOU3BOJICTBA ®apmanestuueckuii 3aBoj "[IOJIBOAPMA" AO Otnen Menana B Cepanze

NEPBUYHOMU YIIAKOBKMU: [[Monbuma]/ Pharmaceutical Works "POLPHARMA" SA Medana Branch in
Sieradz, 57 Polskiej Organizacji Wojskowej Str., 98-200 Sieradz, Poland

JULEH3USA Ne 189/0037/15

CEPTU®UKAT Ne GMP/EAEU/BY/00363-2024

HANUMEHOBAHMUME U AJIPEC ITPOU3BOACTBA Papmanesrnuecknii 3a8ox "[IOJIBGAPMA" AO Otnen Menana B Cepanse

BTOPUYHOMI YIIAKOBKH: [[Mombma]/ Pharmaceutical Works "POLPHARMA" SA Medana Branch in
Sieradz, 57 Polskiej Organizacji Wojskowej Str., 98-200 Sieradz, Poland

JULEH3US Ne 189/0037/15

CEPTUD®UKAT Ne GMP/EAEU/BY/00363-2024

HAMMEHOBAHME U AJIPEC ITIPOU3BOAUTEJISA
(BBIITYCKAIOIINUU KOHTPOJIb KAYECTBA):

JIMOEH3USA

CEPTUDUKAT

®dapmanesrraeckuii 3aBox "[IOJIbOAPMA" AO Otnen Menana B Cepanze
[Mompima | / Pharmaceutical Works "POLPHARMA" SA Medana Branch in
Sieradz 10 Wladyslawa Lokietkf Str., 98-200 Sieradz, Poland

Ne 189/0037/15

Ne GMP/EAEU/BY/00363-2024

I[a}maﬂ cepust ObLIa NpousBeeHa, BKJIAKOYasA YINAKOBKY M KOHTPOJIb KadeCcTBa, Ha Bbl].l.leyKai}aHHOﬁ l'lpOl/l3BOZ[CTBeHHOﬁ

IUIOLIAJKe B MOJHOM COOTBeTCTBUM ¢ TpeGoBanuaMU cGMP 1esieBoro poiHKa M perucTpalMOHHON JOKYMeHTALHeid.

HpOl/l?.BOI[CTBO CepUH, YTAKOBKAa U AaHAJIHU3bI ObLIN NMPOBEPEHLbI U MNPU3HAHBI COOTBETCTBYIOLIIMMHA cGMP.

KauecTtBo npoaykra coorercTByeT TpedoBanusM JIII-Ne(000968)-(PT-RU)-251225 u noaTBep:kAeHO cePTU(HUKATOM aHAIN3A

Ne 39495 ot 28.08.2026.

Hacrosimum noaTBep:Kaaio, YTO BhILIEYKA3aHHAS CEPUS pa3pellieHa K peaan3auuu.

JOoKyMeHT noaAnucaH 3J1eKTPOHHBIM cIOCO00M U AeiicTBUTE/IeH 0e3 cCOOCTBEeHHOPYYHOM MOANMUCH.

YrnoanomouenHoe juno Pymsnuesa O.U. Ilpuka3 Ne 146 ot 02.03.2026

JOBEPEHHOCTD OT IOCTABIIIUKA:

6/ ot 08.12.2025

Jlata BeIITycKa: 21.09.2026 16:41:06

21.09.2026

Z[aTa pacnecyuaTKu:

Jlvet 1 mn3 1




w» Polpharma

CEPTUOUKAT KAYECTBA

dapmauesTuieckui 3ason
POLPHARMA S.A. ®unuan
MegaaHa B Cepagae
¥n. Bnaabicnaea JlokeTka, 10
98-200 Cepapgs, Monbwa

OOPTEAETPUM KANCYIbl 4 000 ME

Ne 39495
BuigaH: Cepus Ne: 120726 | [aTa npousBogcCTBa: lopeH Ao:
28.08.2026 16.07.2026 07 2029
KonuvecTBo 95535 ynakosok
YNaKoBOK B cepuu
HanmeHoBaHue TpeboBaHun Pe3ynbTathbl
nokasaresrieun MCNbITaHUN
Onucanue Msrkve )enaTuHOBbIE Kancynbl, Msrkue xenatuHosble Kancynbl_—
oBantHowW hOpMbl, CBETNO-XENTOTO | OBaSbHON (DOPMBI CBETNO-XENTOro
LBeTa CO LUBOM, 3anofiHeHHble LBeTa CO LUBOM, 3aNOfMHEHHbIE
Npo3paYHOA CBETNO-KENTON NpPO3paYHON CBETNO-XKEeNToMH
KUAKOCTBIO XKNUOKOCTBIO
NaeHTndukaumna: Bpems ygepxusaHus nuka Bpems yaepxusaHua nuka
- Konekanbumncepon konekansLudepona Ha konexanbLUudepona Ha

XpomaTrorpaMmme UCnbITyemoro
pacTeopa JOMKHO COOTBETCTBOBATL
BpeMeHW yaepKuBaHUA nuka
Konekanbuudepona Ha
XpomarorpammMme CTaHaapTHOro
pacTeopa/ Unu cTaHAapTHOro
pacreopa R1
Y®d-cnekTp nuka, COOTBETCTBYIOLLEro
BpeMeHW yaepKmBaHus
Konekanbuugepona Ha
XpomMaTorpaMmme UCMbITYEMOro
pacteopa B ob6nacT AnvH BOMH OT
200 po 400 HM gomskeH
COOTBETCTBOBATb Y®-CNeKTpy nuka
konekansuugepona Ha
XpomarorpaMmmMe CTaHAapTHOro
pacTeopa/ Unu cTaHgapTHOro
pacTeopa R1

XpomatorpaMmme UcnbITyeMoro
pacTeopa COOTBETCTBYET BpeMEH!
yAEPXKUBAHUA NUKa
konekaneUucpepona Ha
XpOMaTorpaMme CTaHAapTHOro
pacteopa. Y®-cnekTp nuka,
COOTBETCTBYIOLLEro BpeMEHU
yAepxuMBaHus konekansyudeporna
Ha XpomMaTorpaMMe UCMbITYEMOro
pacteopa B obnacTi AnnH BOMH OT
200 go 400 HM cooTBeTCTBYET YO-
CnekTpy NvKa konekasnbuudepona
Ha Xpomarorpamme CTaHgapTHOro
pacTeopa.

CpepHssi Macca
COAEPXKUMOro Kancyn u
OAHOPOAHOCTL MacChl

Ot 162 po 198 mr

18/20 kancyn + 10%;
2/20 kancynbl £ 20%

184 mr

MIN — 181 mr (-1,6 %)
MAX — 184 wmr (+0,0 %)

PacnagaemocTtb He 6onee 30 MuH (C AMCKamMu) B6MUH 56ceK.
Mpumecn
TpaHc-konekanbuudepon (NpuMect
A) — He Bonee 1,0 %; <05%
nmoGasi HenaeHTUPULMPOBaHHaA
npumeck — He Bonee 1,0 %; <05%

Cymma npumeceit — He 6onee 2,0 %

<05%




w» polpharma

dapmauesTudeckuit 3asoz,
POLPHARMA S.A. ®unuan

CEPTU®UKAT KAYECTBA MeaaHa B Cepagae

¥n. Bnapgpicnaea floketka, 10
98-200 Cepapns, Nonbwa

OOPTEOETPUM KANCYNbI 4 000 ME

LO3UPOBAHHLIX €AUHUL

AV10 eanany < L1 %;
Ecnu AV10 egunny > L1 %:

AV30 egmmu < L1 % 1 HY ogHO

VHAVMBUOYanNbHOE CoaepXXaHue
eAVHULUBI [O3UPOBAHUA HE MeHee

(1-L2x0.01) x M 1 He 6onee
(1+L2x0.01) x M; rge L1=15,0 %

nL2=250%

Ne 39495
Mukpobuonornyeckas
yucToTa
KaTteropus 3A (TBepAble (HEBOAHbIE) meHee 102 KOE/r
npenaparsl 4NA NnpueMa BHyTpb):
O6wee uncno aspobHbix
MukpoopraHuamoe (TAMC) — He Bonee
103 KOE/r, meHee 102 KOE/r
obLLee YUCNO SPOXOKEBLIX U
nnecHesbIx rpuéos (TYMC) — He oTcyTCTBYIOTB 1T
Conee 102 KOETT,
Escherichia coli — otcytctBUEe B 1T
OaHopoaHOCTB B cooTtBeTcTBUM C TpeboBaHUsIMU: 10/10: AV=17%

KonuyectBeHHoOe
onpeaeneHue

B ogHoit kancyne AcmkHO BbITh oT 90
10 105 % OT HOMUHANBLHOrO KO-
NvyecTBa kKonekanbuudepona:

Ot 0,090 mr o 0,105 mr

0,099 mr

OnucaHue ynakosku

Mo 15 kancyn B 6nuctep u3
NBX/MNBOX 1 antoMyHWEBOR onbriy.
Mo 2, 4 unn 6 Gnuctepos BMeCTe C
NMCTKOM-BKNAbILIEM B MaYKy
kapToHHyto. Mo 30 kancyn B 6nucrep
n3 NBX/NBAX v antoMuHNEBO
cdonbru. Mo 1, 2 unu 3 6Gnucrepa
BMECTE C IMCTKOM-BKNaAbILLEM B

nayky KapTOHHYHO.

Mo 30 kancyn B 6nAncTep u3
NBX/MBAX v antoMUHNEBON
donbrn. Mo 1 6nucrepy BMeECTe C
NVCTKOM-BKNAAbILLEM B NAYKy
KapTOHHYI0.




w» polpharma

CEPTUPUKAT KAYECTBA

dapmaueeTrieckuin 3ason
POLPHARMA S.A. dununan
MegnaHa B Cepagae
¥n. Bnagsicnaea Noketka, 10
98-200 Cepags, lMonbiua

OOPTEOETPUM KAMCY/NbI 4 000 ME

Ne 39495

Mapkuposka

Ha 6nucrepe ykasbiBaloT. TOprosoe
HaumeHoBaHMe npenapara,
MEXAyHapoaHoe HenaTeHToBaHHoe
HanMeHOBaHMWe Ha PyCCKOM U
aHMUACKOM A3bIKaX, NeKapCTBEHHYO
dopmy, BoanpoBky, «ButamuH D3»,
noroTun gepxarens
PErMCTPaLMOHHOro YA0CTOBEPEHUA,
HauMeHoBaHWe U CTpaHy
Npon3BoauTENs, HOMEpP cepuy, daTty
WCTEYEHUs Cpoka rOgHOCTM (rodeH 40).
Ha kapToHHOM navke ykasbiBaloT:

] TOProBOE HaMMeHOBaHWe rpenapara,
MeXayHapoAHOE HenaTeHToBaHHoe
HaWMEeHOBaHWe Ha PYCCKOM U
aHrnuinckoM sAsblkax, «ButammH D3»,
JIEKaPCTBEHHYI0 (bOpMY, LO3UPOBKY, B
BMAE Kpyrnoro wramna
«JlekapcTBEHHBIA npenapaTt»,
HaMMeHOBaHWe, aapec N NoroTun
AepxaTensi perucTpauMoHHOro
YLAOCTOBEPEHUS1, HAUMEHOBAHKNE ¥
CTpaHy NpoM3BOAUTENS; KONUYECTBO
Kancyn B ynakoske, HAaMMEHOBaHUE U
KONUYEeCTBO AEWCTBYIOLLEro BellecTsa
B 1 Kancyne, npeaynpeauTenbHble
Hagnuew: «lpenapat coaepuT
rrMuepony, «XpaHuTb B HEAOCTYNHOM
Ana feTei MecTe»; ycnoeus
XpaHeHus, «[nA npuema BHyTpb.»,
«Cnocob npUMeHEeHUs; CM. NTUCTOK-
BKNaAbilL. », YCNOBUS OTNYyCKa, HOMep
perucTpaumoHHOro yaoCTOBEPEHUS,
LUTPUX-KOZ, HOMEp cepun, aary
ucTeyeHns cpoka rogHoctm («lopeH
Z0: »). lononHUTensbHO MoryT GbiThb
HaHeceHb! CPeACTBa naeHTUMKaLmmn
(koA NPOAYKUMK, CEPURHLIA HOMED,
ABYXMEPHbIA LUTPUXOBOW KOA), a TaloKe
MOXET ObITb HAHEeCEHAa HaKnenka,
ofbecneunBaloLlas KOHTPONb Nepsoro
BCKpbITUA. Mpumevarue: gata
NPOW3BOACTBA BXOANUT B HOMEP CEPUN.

Ha 6nucrepe ykazaHbl: Toprosoe
HavMeHOBaHWe npenapara,
MeXayHapoaHoe HenaTeHToBaHHoe
HauMeHOBaHWE Ha PYCCKOM U
AHIMUACKOM A3bIKaXx,
nexapcTBeHHas opmMa, AO03UPOBKa,
«Butamun D3», norotun
AepxaTtens perucTpauuoHHoro
YAOCTOBEPEHUS, HAUMEHOBAHUE U
CTpaHa Npou3BOANUTENS], HOMED
cepuy, Jarta UcTeyeHUs Cpoka
rogHocTtu (rogeH o). Ha kapToHHON
naJke ykasaHbl: TOproeoe
HauMeHoBaHuWe rnpenapara,
MEXAyHapoAHOEe HeNaTeHToBaHHoe
HaNMEHOBaHWE Ha PYCCKOM U
aHIMUACKOM A3blkax, «ButamuH
D3», nekapcTeeHHas popma,
OO3VPOBKa, B BUAE KPyrmnoro
wramna «JlekapcTeeHHbIA
npenapary, HaumeHoBaHue, afpec
W noroTun gepxarens
PEMCTPaLMOHHOIO YAOCTOBEPEHUS,
HanMeHOBaHWe 1 cTpaHa
NPOU3BOAUTENS; KONUYECTBO
Kancyn B ynakoBke, HaumeHoBaHue
N KONM4ECTBO ASNCTBYIOLLEro
BeLlecTsa B 1 kancyne,
npeaynpeauTenbHble HaANuCu:
«Mpenapat coaepXuT rauuepon»,
«XpaHuTb B HEAOCTYNHOM LAnNA
JeTel MecTey, YCNOBUA XpaHeHwus,
«[Ans nprema BHYTPb.», «Cnocob
NPUMEHEHUSA: CM. NTUCTOK-
BKNaAbILL. », YCNOBUS OTMYCKa,
HOMEP PEruCTPaLMOHHOTO
YAOCTOBEPEHUA, LUTPUX-KOJ, HOMED
cepuy, AaTta ncTedeHus cpoka
rogHoctu («FogeH Jo: »).
[ononHUTENBHO HaHeCeHbI
cpepacTea naeHTudukaLum
MpumMeyaHwe: aata Npou3BoACTBa
BXOAWT B HOMEP Cepun.

Ycnosua xpaHeHus

XpaHuTb Npu TEMNepaType He Bbllle
+ 25 °C, B opuUruHanbHoM yrnaxkoske
(6nuctep B nayke)

XpaHeHue npu TemnepaTtype He
Bhilwe + 25 °C, B OpUrnHanLHoOM
ynakoBke (bnuctep B nayke)

Cpok rogHoctu (Cpok
XPaHeHwWA)

3ropa

3roga

BuiBoa: Wccneayemblie o6pasubl cooTBETCTBYIOT TpeGoBanuam J1M-Ne(000968)-(PIr-RU)-251225

Szef Zesp ﬁi}\] sparcia KJ
N/

r,)cé;.' ara Wenk
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