w» polpharma

CEPTUDUKAT KAYECTBA

dapmarieBTHUeCKUH 3aBOJ
LJIOJIBOAPMA” AO Otaen
Menana B Cepanse
Y. Ionsckoi Opranusanuu
Boiickosoii 57, 98-200
Cepans, [onblna

POPTEOETPUM KAMCYNbI 10 000 ME

Ne 34466
Betaax: Cepus Ne: [ata npoussoacTsa: lFopeH po:
06.05.2026 030326 27.03.2026 03 2029
Konnuecteo 49640 ynakoBoK
ynakoBok B cepun | no 30 kancyn
HammeHoBaHue TpeboBanusn Pe3ynbTaTthbl
nokasartesien MUCcNbITaHUN
OnucaHune Msirkue xkenaTuHOBLIE Kancynbi Msrkue >xenaTuHOBbIE Kancynbl
OoBanbLHOW hopPMbl CBETNO-3KENTOrO osanbHOW hopMbl CBETNO-XENTOrO
LiBETA CO LUBOM, 3aMOSIHEHHbIE LiBETA CO LUBOM, 3ANOMHEHHbIE
Npo3paYvHoil CBETNO-XENTON NPOo3paYHOl CBETNO-KENTON
UIOKOCTbIO XKMAKOCTbIO
NaeHTndprkauma: Bpems yaepxumsaHus nuka Bpems yaepxuBaH1Ms OCHOBHOMO
- Konekansuudepon konekanbuugpepona Ha nvKa Ha XxpomartorpammMe

XpomMaTorpaMme UCrbITyemoro
pacTtBopa AOMKHO COOTBETCTBOBATL
BPEMEHU YASPHUBAHUA MNKa
Konekansuugepona Ha
XpoMaTorpaMme CTaHaapTHOro
pacreopa/ unmn cTaHgapTHOro pacTteopa
R1

Y®-cneKkTp nuka, COOTBETCTBYIOLLEro
BpEMEHU YAEPKUBAHUA
Konekansumgepona Ha
XpoMaTtorpamme UCNbITYeMoro
pacTteopa 8 o6nactv gnuH BonH ot 200
00 400 HM JOMKEH COOTBETCTBOBAThL
Y®-cnekTpy nuka konekansuudepona
Ha XpoMmaTtorpamme CTaHgapTHOro
pacTeopa/ uny CTaHAapTHOro pacTeopa
R1

UCTIbITYEMOrO pacTeopa
COOTBETCTBYET BpeMeH!
yAepX1UBaHUA nuka
konekanbyudgpepona Ha
XpOMaTorpamme CTaHOapTHOro
pacteopa

Y®-cnekTp 0CHOBHOIO nka Ha
Xxpomartorpamme UCMbITYEMOro
pacteopa 8 o6nacTu 4rnvH BONH oT
200 po 400 HM cooTBETCTBYET
Y ®-cnexTpy nuka
konekansuyudepona Ha
XpoMartorpaMmme CTaHaapTHOro
pacTeopa

CpegHsia macca
COAEPXKMMOro Kancynbl
1 OQHOPOAHOCTL Macceh!

CpepHsia macca CoaepKumoro:
Hosuposka 10000 ME:
Ot 416 no 484 mr
OTKNOHEHURA:
Hoszupoeka 10000 ME:
18/20 kancyn + 7,5%;
2/20 kancynb! + 15%

CpenHss Macca CoOAepKUMOro:
Hosupoeka 10000 ME:
452 mr
OTKNOHEHUs:
Hosupoeka 10000 ME:
MIN — 443 mr (-2,0 %)
MAX — 465 mr (+2,9 %)

PacnapaemocTtb

He 6onee 30 MuH (c guckamm)

6MUH S4ceK.

Mpumecu:

- TpaHc-
konekanouudepon
(npumech A)

- nwbas
HengeHThMunpoBaxH
as

NpUMECh

- Cymma npumecen

He 6onee 1,0%

He 6onee 1,0%

He 6onee 2,0%

<0,5%

<0,5%

<0,5 %




w» polpharma

CEPTU®UKAT KAYECTBA

dapmarieBTHIECKUN 3aBOJ
LITOJIBOAPMA” AO Otaen
Menana B Cepanse
VY. [Tonbckoii Oprann3anun
BotickoBoii 57, 98-200
Cepans, [lonpiua

POPTELETPWUM KAMCYIbI 10 000 ME

Ne 34466

Mukpobuonoruyeckas
uncToTa

Obwee uucno
aapoBHbIX
MUWKPOOPraHU3moB
(TAMC)

O6Lwee uynucno
APOMOKEBBIX U
nnecHeBsbIx rpubos
(TYMC)

Escherichia coli

He 6onee 10° KOE/r

He 6onee 102 KOE/r

OtcyrctBue B 11

meHee 10% KOE/r

meree 102 KOE/r

OTCYTCTBYWOTB 1T

OAHOPOOHOCTb
AO3UPOBaHHLIX eANHUL

B cooTBeTcTBUM C TPeDOBaHUAMMU:
AV10 eanHuy < L1 %;

Ecnn AV10 egunud > L1 %: AV30
eavHuy < 1.1 % v HW ogHo
MHOK BUAYaNbHOE COAEPXaHNE
eQuHMLbl [O3UPOBaHUS He MeHee
(1-L2x0.01) x M un He 6onee
(1+L2x0.01) x M; rge L1=15,0 % n
L2=25,0 %

10/10: AV =3,0%

KonuyecteeHHoe
onpeaeneHune:
- Konekanbuudepon

B ogHoli Kancyne A0mKHO BbiTe OT 90
£0 110 % OT HOMUHaNLHOroO
KOnuuecTBa konekansuucdepona:
Hoanposka 10000 ME:
ot 0,225 no 0,275 mr

0,251 mkr

OnucaHue ynakoBku

Doaupoeka 10000 ME:
Mo 15 kancyn B 6Gnucrep u3 NMBX/NBOX
1 antoMUHUEBON honbru.
Mo 2 unu 4 Gnuctepa BMecTe C
NUCTKOM-BKNAAbILLEM B NaYKy
KapTOHHY 0.

Joaunpoeka 10000 ME:

Mo 15 kancyn B 6nucTep n3
NBX/NMBOX n anioMUBUEBON
thonbru.

Mo 2 6nuctepa BMecTe C NIUCTKOM-
BKNAAbILIEM B NAYKy KAPTOHHYIO.




w» Polpharma

CEPTU®PUKAT KAYECTBA

dapmaneBTHUEeCcKnii 3aBOx
LITOJIBOAPMA” AO Otaen
Menana B Cepanze
V. Ilonbekoii Opranuzanyu
BoiickoBoii 57, 98-200
Cepans, [lonsLia

®OPTEAETPUM KAMNCYNbl 10 000 ME

Ne 34466

Mapkupoeka

Ha 6nucTepe ykasbiBaloT: TOProBoe
HauMeHoBaHWe npenapara,
MeXayHapoaHoe HenaTeHToBaHHoe
HaWMEHOBaHWUE Ha PyCCKOM U
aHIMWIACKOM A3bIKax, NeKapCTBEHHYIO
cdhopmy, fosmpoBky, «ButamuH Da»,
JIOroTUN gepxarenst perucTpaunoHHoro
yAOCTOBEPEHUA, HAUMEHOBAaHWE U
CTpaHny NpOU3BOAMUTENSA, HOMEP CEPUN,
[aTy UCTeYeHUsi cpoKa rogHoCTU
(rogeH [o).

Ha KapToHHOW Na4vke yKasblBaloT:
TOpProBoe HanMeHoBaHWe npenapara,
MeXAYHapoaHoe HenaTeHToBaHHoe
HauMeHOBaHWE Ha PYCCKOM U
aHrnuiackom asblkax, «Butamut D3»,
JNleKapCTBEHHYO hopMy, AO3UPOBKY, B
BWAE KPYrmnoro Lramna
«JlekapcTBeHHbIV Npenapary,
HaumeHoBaHWe, aapec 1 noroTun
Aepxartensi permcTpauvuoHHoOro
YOOCTOBEPEHWs!;, HAUMEHOBaHWE Y
CTpaHy NPOW3BOAUTENS; KONNYECTBO
Kancyn B ynakoBke, HauMeHoBaHWe U
KONUYECTBO AeiCTBYHLEro BewecTsa
B 1 kancyne, npeaynpeguTensHble
Haanucu: «lpenapat coaepXuT
rnuuepony, «XpaHuTb B HEAOCTYMHOM
ONS AeTelk MecTe»; yCNoBnA XpaHeHus,
«[lna npvemMa BHyTpb.», «Cnocob
NPUMEHEHWS: CM. NUCTOK-BKNaAbILL»,
YyCnoBusi 0TNycKa, HOMep
perucTpaUnoHHOrO YAOCTOBEPEHUS,
LLUTPUX-KOA, HOMEpP cepun, AaTy
ucTedeHus cpoka rogHoctu («l'oaen
A0i»).
[ononHUTENbHO MOMYT BbITh HGHECEHbI
cpefcTea naeHTumukaymmn (Koa,
NpoayKUMn, CEpUAHbLIA HOMEP,
OBYXMEPHLIW LUTPUXOBON KOJA),a Takke
MoxXeT ObiTb HaHeCeHa Haknenka,
ofecneymnBatoLlasi KOHTPOMNbL NEPBOro
BCKPbITUS.

MpumevaHWe: aata npou3BoacTBa
BXOAMWT B HOMED CEpUN.

Ha 6nucrepe ykasaHbl.
TOProBo& HavMMeHoBaHue
npenapara, MeXxayHapogHoe
HenaTeHTOBaHHOE HauMeHOBaHne
Ha pyCCKOM U aHrNUACKOM A3bIKaX,
nekapcTBeHHas opMa, 403UpoBKa,
«Butamun D3», norotun gepxatens
PErucTPaLMoOHHOroO YA0CTOBEPEHUS,
HaumeHoBaHWe 1 cTpaHa
NPOU3BOANTENS, HOMEpP cepun, faTa
MCTEYeHUs cpoka roaHOCTU
(rogeH no).

Ha kapTOHHON nadke yKasaHbl:
TOProBOe HauMeHoBaHue
npenapara, MexxayHapoaHoe
HenaTeHToOBaHHOE HauMeHoBaHue
Ha PYCCKOM W1 aHIMUACKOM A3bIKaXx,
«Butamun D3», nekapcTBeHHas
dopma, JO3MPOBKa, B BUAE KPYrnoro
wramna «JlekapcTBeHHbIA
npenapar», HauMmeHoBaHue, agpec
W NoroTun Aepxatens
PerucTpaLnoHHOro yaAoCTOBEPEHNS;
HauMeHOBaHWe U CTpaHa
NPOU3BOANTENS; KONUYECTBO Kancyn
B yNaKoBKe HaumeHoBaHue u
KONUYeCTBO AEWCTBYIOLEro
BeljecTea B 1 kancyne,
npegynpeavTenbHble HaanucK:
«lMpenapat cogepXuT rmuepon»,
«XpaHuTb B HEAOCTYNHOM ANS
JeTelr MecTey; yCNnoBus XpaHeHus,
«[lnst npuema BHyTpb.», «Cnocob
NMPUMEHEHURA: CM. JTUCTOK-
BKNaabiLL», YCNOBWUSA OTMYCKa,
HOMEp perncTpaunoHHOro
yLOCTOBEpEHUs, LUTPUX-Ko4, HoMep
cepyu, Aata UCTEYEHUs cpoka
rogHocTu («FofdeH no:»).
JononHUTENLHO HaHECEHb!
cpeacTea naeHTUdmMKaumm.
MpumeyaHue: gaTta NPou3BoLCTBa
BXOAWT B HOMEP Cepun.

Ycnosus xpaHeHus

XpaHuTb Npu TEMMNEpaType He Bbille
+ 25 °C, B opvruHanbHOM ynakoske
(BrivcTep B nayke)

XpaHeHue npu Temnepatype He
BbilLe + 25 °C, B opuruHanbHowm
ynakoBske (6nuctep B nayke)

Cpok rogHocTm (Cpok
XPaHeHwus )

3roga

3roga

BuiBoa: Wccnepyemble o6pasubl cooTBeTCTBYIOT Tpebosanuam HJ JIM-Ne(000968)-(PT-RU)- 12 1424

Szef Zespgii Wspareia KJ

mgr inz. Dagfara Wenk
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AO «KAKPUXHWH»

SOP004510

PASPELHIEHUE HA PEAJIM3ALIIAIO Ne 436_2026

HAMMEHOBAHUWE NPOAYKIHWU I'T:

DOOPTEJAETPUM KAIICVYIJIBI, 10000 ME Ne30

CTPAHA-UMIIOPTEP: ITonpra

MEXAYHAPOJHOE HEITIATEHTOBAHHOE Konekansmudepomn

HAMMEHOBAHHE:

HOMEP CEPUH: 030326

KOJA IIPOAYKTA I'l: WVID-7602-800

YIHAKOBKA: 15 mrt. - 6aucTeps! (2) - mMayku KapTOHHBIE
JATA ITPON3BOACTBA 27.03.2026

I'OAEH J0: 03.2029

OBBEM IMOJIYYEHHOM IMTPOAYKIIUA 49640 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
[[Tompma ]/ 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.

KadecTtBo npoaykra coorercTByeT TpedoBanusm JIII-Ne(000968)-(PT'-RU)-120424 n noaTBep:KAeHO CePTU(HHUKATOM aHAIN3A

Ne CoA - 34466 ot 06.05.2026.

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

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

YnoaHomouennoe jJuino ®uimmonosa U.B  Ilpuka3 Ne 146 ot 02.03.2026

JOBEPEHHOCTD OT IOCTABIIIUKA:

6/ ot 08.12.2025

Jlata BeIITycKa: 10.07.2026 11:47:43

10.07.2026

Z[aTa pacnecyuaTKu:

Jlvet 1 mn3 1




