AO «KAKPUXHWH»

SOP004510

PASPEHIEHUE HA PEAJIM3ALIAIO Ne 423 2026

HAMMEHOBAHUWE NPOAYKIHNMU I'T:

AKBAJIETPUM KAIUIN JJIS1 ITPUEMA BHYTPB, 15000 ME/MUJI 30
MJI

CTPAHA-UMIIOPTEP: IMonpmra

MEXIAYHAPOJHOE HEITATEHTOBAHHOE Konexanprmdeposn

HAUMEHOBAHMUE:

HOMEP CEPUMN: 040526

KOA MPOAYKTA I'll: WADT-1602-800

YIHAKOBKA: 30mn - pnakoH-kanenbHUIA (1) - Mauku KapTOHHBIE
JATA ITPOU3BOACTBA 26.05.2026

I'OJAEH J10: 05.2029

OBBEM IMOJIYYEHHOM IMTPOAYKIIAA 130086 YITAK

(YIIAKOBKH):

PETUCTPAIIMOHHOE YJOCTOBEPEHMUE:

JITI-Ne(004192)-(PT"-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:

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

Ne 189/0037/15

JMIEH3UA

CEPTUD®UKAT Ne GMP/EAEU/BY/00363-2024

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

OEPBUYHOMI 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®HUKAT Ne GMP/EAEU/BY/00363-2024

HAMMEHOBAHMUME U AJIPEC TIPOU3BOJICTBA ®apmanesruuecknii 3aBox "[IOJIBOAPMA" 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

JIMUEH3US Ne 189/0037/15

CEPTUD®UKAT Ne GMP/EAEU/BY/00363-2024

HAMMEHOBAHME M AJIPEC ITIPOU3BOAUTEJISA
(BBIITYCKAIOIINU KOHTPOJIb KAYECTBA):

JIMIEH3UA

CEPTUDUKAT

®apmanesrrueckuii 3asox "[IOJIbOAPMA" AO Otnen Menana B Cepanze
[MTonpima | / Pharmaceutical Works "POLPHARMA" SA Medana Branch in
Sieradz 10 Wladyslawa Lokietka Str., 98-200 Sieradz, Poland

Ne 189/0037/15

Ne GMP/EAEU/BY/00363-2024

ﬂaHHafl cepust ObLIa npou3sBeAcHa, BKJIIOYasl YINAKOBKY M KOHTPOJb KadYeCTBa, Ha Bblmeyxmam{oﬁ l'lpOl/l3BOZ[CTBeHHOﬁ
IJiomaake B moJIHOM COOTBETCTBHH C TpeﬁOBaHHﬂMH c¢GMP nesieBoro PbIHKAa H pernnpauuonﬂoﬁ Z[OKyMeHTa].[l/leﬁ.

IIpou3BOACTBO cepuy, YIAKOBKA M AHAIN3bI ObLIM MPOBEPEHbI M NPU3HAHBI cOOTBeTCTBYIOIMMHU cGMP.
KadectBo npoaykra coorercTByeT TpedoBanusm JIII-Ne(004192)-(PT-RU)-291024 n noaTBep:kAeHO cePTU(HUKATOM aHAIN3A

Ne CoA - 35913 ot 10.06.2026.

Hacrosimum noaTBep Kaaio, YTO BhILIIEYKA3aHHAS CEPUs pa3pelieHa K peaan3anuu.

JOKyMeHT noanucaH 3J1eKTPOHHbIM c1IOCO00M U AeiicTBUTE/IeH 0e3 cOOCTBEHHOPYYHOM NMOANUCH.

YnonnomouenHoe jquno Pymsnnesa O.M. Ilpuka3 Ne 146 ot 02.03.2026

JOBEPEHHOCTHD OT IOCTABIIHUKA:

6/ ot 08.12.2025

Jara BeIITycKa: 03.07.2026 16:24:34

Jlata pacneuaTku: 03.07.2026

Jlvet 1 mn3 1




dapmanueBTHYecKHi 3aBoa
POLPHARMA S.A. ®unuan Meaana

w» polpharma CEPTH®UKAT KAYECTBA B Cepanse
Ya. Baaapicaasa Jloketka, 10
98-200 Cepaas, Nonbiia
AKBAJIETPUM

Karute JUis ipueMa BHYTpb, 15000 ME/Mn

Ne 35913

Brinan: 10.06.2026

Jlara npousBojcTea: 26.05.2026

Cepus Ne: 040526

Toxen mo: 05 2029

Pasmep cepun: 130086 ynakoBok
IMoxa3zarenn HOPMbI Pe3ynabTaThbl HEMBITAHUMH
Onucaxue BecuBeTHas WITH C XKENITOBATHIM MJIN BecupeTHad, npo3payuHas JKHIKOCTD ¢
KOPHYHEBATO-KEITOBATHIM OTTCHKOM, @HMCOBBIM 3alaXxoM
npo3pavyHas Uiy cJIETKa ONaIeCLupy oIas
JKHAKOCTh C aHHCOBBIM 3aIIaX0M
Hnentndukanus;
- Konekaneiudepona A) KauecTBeHHas peakuus TlosBnseTcs KpacHOE OKpalIMBaHHE
[losBnseTca KpacHOE OKpalLHBAHWE
Bpems ynep>kHBaHus OCHOBHOTO ITHKA Ha
B) BOXXX. Bpems yaepKiBaHUA OCHOBHOI'O ITHKA | XpOMaTOrpaMMe HCIIBITYyEMOTO pacTBOpa
Ha XpOMaToTpaMMe HCIIBITYEMOTO pacTBopa COOTBETCTBYET BPEMEHH YIEPKUBaHMA NIKa
JOIDKHO COOTBETCTBOBAThL BPEMEHM YAEPKIBAHUS | KoneKanbLudepona Ha XpoMaTorpamMme
nvKa KoNeKapLH(eposa Ha XpoMaTorpaMme CTaHAAPTHOTO pacTBopa
CTaHJAPTHOTO PacTBOpa
Hpentudukaims: BOXX. BpeMs ynepKuBaHus OCHOBHOIO ITHKA Bpems ynep:kuBaHH OCHOBHOTO IMHKa Ha

- GeH3WIIOBLIH CIIPT

Ha XpOMaroTpaMMe HCIBITYeMOTo pacTBopa
JIOIKHO COOTBETCTBOBATEL BPEMEHH YIEPKHUBAHUA
IHKa GEH3WIOBOTO CIIMPTA HAa XPOMATOTpaMMe
CTaHIapPTHOTO PacTBOPA

XpOMAaTOrpaMMe HCTILITYEMOTIO PacTBopa
COOTBETCTBYET BPEMEHH Y A€PKUBAHMS MHKA
OEH3IIOBOTO CIIMPTA Ha XPOMATOTpaMMe
CTaHJAPTHOTO pacTBopa

ITpo3paydocTs *

OmnanecieHLNA TpenapaTa He T0JKHa
NpeBbIaTh 3Ta10H cpaBHenus 111

OmnanecLeHIMA MpenapaTa He IpeBhIacT
stanoHa cpapHeHus [11

IIBeTHOCTS *

WHTeHCHBHOCTE OKPAcKH Npenapara He J0/KHA
npeBbiaTh STAIOH BYs uin Ye

MHTEeHCHBHOCTh OKPacKH Ipenapara He
npesbimacT 31anoH BYs

pH Or6,5nm07,5 7,0
e O 1,080 70 1,120 /i 1,103 r/un
TUIOTHOCTh

O06BeM coaepKUMOTo He meHee HOMHHANBHOTO 00BeMa 30 MII 30,3 Mn
VNAKOBKU B

Ipumecu

- [Ipumecs A He 6oree 1,0 % 0,09 %

- mobasi apyras
€IMHUYHAA IPUMEChH
- CyMMa IpUMeceH

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

<0,05; 0,07, 0,06 %
0,22 %

Mukpobuonoruueckas
qHcTOTa**

Kateropusa 3A (kuakue mpenaparel Ul IpHeMa

BHYTPB):
Ob1ee 9ucao a3poOHBIX MHKPOOPraHU3MOB — HE
Sosee 102 KOE B 1 1 (Mn)

OfIlee YHCIIO APOXNOKEBBIX M IIECHEBHIX IpuOOB
— He Gonee 10! KOE B 1 1 (Mn)

Orcytcteue Escherichia coli B 1 r(Mn)

meree 10° KOE/mn

meree 10! KOE/Ma

OTCYTCTBYIOT B | M1




@apmauesTnueckuii 3asoa
POLPHARMA S.A. ®uanan Meaauna

wr polpharma CEPTUOUKAT KAYECTBA B Cepansze
Ya. Baaasicaasa Jlokerka, 10
98-200 Cepapns, NMonbwa
AKBAJIETPUM

KaILIH JUIs IpreMa BHYTpb, 15000 ME/Ma

Ne 35913

Jo3a H 0ZHOPOIHOCTD
10361 *

- Macca enuHigHOH n03bl | £ 10 % cpenHeli Macchl 103b1 COOTBETCTBYET

- Macca 10 no3 + 15 % ot HoMHHAILHOR Macchl 10 103 1149r
(019,351 100 12,65 1)

KonudecTBeHHOE

onpezeneHye:

- Konexansnudepon Ot 13500 no 18750 ME/Mn 17048 ME/mMn

- bensunogslii cupt Ot 13,5 mo 16,5 mr/mn 15,2 mr/mn

Onucanue YIaKOBKH

IIpu nponsBoacTee HA PapMalleBTHIECKOM
zaBoge «[1OJIbPAPMA» AO Otnen MenaHa B
Cepanze. [lonpma:

o 10 Mm, 15 mn vmu 30 M Bo ¢rakoHs!
TEMHOT'0 CTEKJIA C TTOIMATHIICHOBOH TIpoOKOii-
KaleNbHULIEH 1 3aBUHIHBAIOILEHCA
[IOJIM3THIICHOBOM KpPBIMKOH ¢ rapaHTHHHEIM
KOJIBLIOM «TIePBOTO BCKPHITUSY. 1 (ylakoH BMeCTe
€ JIMCTKOM-BKJIaJIBIIIEM [IOMELIAIOT B KAPTOHHYIO
navKy.

IIpoussesien Ha @apMalleBTHUECKOM 33BOJIE
«IMTOJILPAPMA» AO Otnen MenaHa B

Cepanze. Ilonema:
ITo 30 M1 Bo (pTakoHBI TEMHOTO CTEKJIA C

MOJN3THJIEHOBO NpobKoii-KanensHULEH 1
3aBUHYUBAIOIIEHCA NONAITHIEHOBOM
KPBIIIKO}i ¢ rapaHTUIHBIM KONBLIOM «IIEPBOIO
BCKpHITHAY.

1 ¢pnaxoH BMecTe ¢ IUCTKOM-BKJIAABILIEM
TOMELIEH B KAPTOHHYIO IAYKY.

MapkupoBxka 1

IIpu npom3BoacTee Ha PapMalieBTHIECKOM
3apoje «[IOJIBDPAPMA» AQO Otiaen MejiaHa B
Cepangze. [Monpiua:

Ha stukeTke (hrakoHa yKka3bIBalOT: TOPIOBOE
HAMMEHOBAHME TPENapara,

MEXIYHAPOIHOES HETTATCHTOBAHHOE HAMMEHOBAHUE
Mpenapara Ha pycCKOM H aHIJIMIACKOM SI3bIKAX,
JIEKAPCTBEHHYIO (DOpMY, JIO3UPOBKY, 00beM
conepkiMoro (akoHa B MUJUTHITHTPAX, JIOTOTHI
Jiep>KaTeNs peruCTPallMOHHOTO YAOCTOBEPEHMS,
HAaUMEHOBaHUE U CTPaHy NMPOW3BOAUTENS, HOMED
cepHH, aTy ucTedeHns cpoka roasocty («I"onen
JO»).

Mpousseied Ha PapMaLEBTHYECKOM 3aBO/IE
«ITOJTbPAPMA» AO Otnen Menana B

Cepanze. Ionbina:
Ha sTrkeTke (hiakoHa yKazaHbL:

TOproBOE HAMEHOBAHKE TIPETIapara,
MEKIYHAPOIHOE HETIATEHTOBAHHOE HAMMEHOBAHME
[penapara Ha PyCCKOM H aHTTTHI{CKOM SI3BIKAX,
JiekapcTeeHHas (opma, JO3UPOBKa, 00beM
conepxumoro (prakoHa B MIJUTIIIATpax— 30 M,
JIOTOTUI AepKaTeNs peTUcTpaloHHOTO
YAOCTOBEPEHHSA, HAUMEHOBaHUE H CTpaHa
MPOUIBOJIUTEIIA, HOMEP CEPHH, 1aTa HCTEHEeHHUA
cpoka rogHocTH («oaeH 10:»).




DapmauesTH4eckuii 3aBog
POLPHARMA S.A. ®usinan Meaana

w» polpharma CEPTUOUKAT KAYECTBA B Cepanze
Ya. Bnaasicnasa JlokeTtka, 10
98-200 Cepaps, Monbwa
AKBAJAETPUM

Karuiy AJis mpueMa BHyTpb, 15000 ME/Mn

Ne 35913

MapxupoBka 2

Ha nauke xapTOHHO! yKa3bIBAIOT: TOPTOBOC
Ha¥MEHOBaHHe Npenapara, MekIyHapogHOe
HENaTeHTOBAHHOE HAMMEHOBAHHE IIpenapaTta Ha
PYCCKOM M aHTJIHICKOM sA3bIKax, « ButamMun D3»,
«BOAHBII pacTBOp», cOAepkaHne BUTaMHHa D3 B
1 kamne («B 1 xarute oxoso 500 ME»),
JIeKapcTBEHHYIO (hopMy, TO3MPOBKY, 00BbeM
COJEP)KUMOTO (pIIaKoHa B MUJUTHINTPAX,
HanMEHOBaHMNE, afipec 1 JIOTOTUII AepKaTens
PETHCTPALMOHHOTO YOCTOBEPEHNH,
HaMMEHOBaHUeE ¥ CTPaHy MPOU3BOJIMTENA, B BHAC
Kpyriaoro mramna «JlekapcTBeHHbIH penapar» u
«bonee 20 et Ha prrHKe», «1 M (okoso 30
kanens) cogepxut 15 000 ME
konekanbuepona.», IpeIynpeauTeabHbie
HaanucH: «Kannm coziepskar Makporona
TITHLCPUIPHLMHONEAT, Caxapo3y, OeH3HIOBbIH
CHOHPT.», «Crocod NpUMEHEHH: CM. JINCTOK-
BKJIQJIBII, YCIIOBUSI XPaHEHHS, CPOK TOAHOCTH
nociie BCKpHITHA ¢itakoHa, « XpaHHUTE B
HeNOCTYITHOM IUIf icTeH MecTe.», YCIOBHA
OTITyCKa, HOMEP PerHCTPaLIHOHHOTO
YAOCTOBEPEHHS, HOMEp CEpHH, ATy UCTCUCHHA
cpoka rogHocTH («I"ofleH 10:»), TPHX-KO.
JlOnONHATENEHO MOTYT OBITh HAHECEHBI CPEICTBA
UeHTHONKAINH (KO NIPOAYKIHH, CEPUITHBIN
HOMep, IBYXMEpHBIi [ITPHXOBOH KOI), a TaKKe
MOXeT OBITh HaHEeCEeHa HaKJIeHKa,
obecrieuHBaoLIas KOHTPOJIb HEPBOTO BCKPHITHA.
IIpuMeyanne: Jlata MpOU3BOACTBA BXOAHT B
HOMED CEPHH.

Ha xapToHHOH nauyke yka3aHbl: TOProBoe
HaMMeHOBaHWE Nperapara, MeX Iy HapoJHoe
HElaTeHTOBAHHOE HAMEHOBAaHHE NpenapaTta
Ha PYCCKOM U aHTJIMICKOM A3bIKAX,
«Butamun D3y, «BOAHBIH pacTBOp»,
conepkanne ButamuHa D3 B 1 kanne («B 1
karnie oxonio 500 MEy), nekapcTBeHHad
¢opmMa, 103UpOBKa, 00BEM COAEPKUMOTO
¢naxona B MuLTHIATpax — 30 Mo,
HaVMEHOBaHHUE, aJpec U JIOTOTHII AepKaTelis
PErHCTPallHOHHOIO Y0CTOBEPEHHA,
HAUMEHOBAHUE ¥ CTpaHa NPOM3BOIUTEN, B
BUJIE KpyIJIOro mrammna «JlekapcTBeHHbIH
npenapat» 1 «bonee 20 net Ha pbIHKEY, « 1
M1 (oxono 30 xanens) cogepxut 15 000 ME
KoJieKabUu()epona.», npeaynpeaHTeIbHEIE
Hagnvcy: «Kannu copepxar Makporomna
ITIMLEPHIPHLHHOEAT, Caxaposy,
0eH3WI0BEIH cniupT.», «Croco® npyuMeHeHHs:
CM. JINCTOK-BKIIA/IBIII», YCIOBHSA XPAaHEHNU,
CpOK TOJHOCTH IOCHE BCKPHITHA (IaKoHa,
«XpaHUTb B HENOCTYIIHOM IS AETEl MecTe.,
YCJI0BH#A OTIIYCKA, HOMEP PErHCTPaLMOHHOTO
YIOCTOBEPEHWs, HOMED CEpHM, JaTa
HCTEeYEHHs cpoka rogHocTd {(«I omen mo:»),
LITPHX-KOZ.

JlononHUTENEHO HaHECEHb! CPeACTBa
HWACHTU(DUKAIUH,

ITpumeuanue: Jfata Npou3BOACTBAa BXOAUT B
HOMEp CEpHH.

VcnoBus XxpaHeHHS

IMTpn Temneparype He Boilie 25°C, B
OpPUTUHANBHOMH ynakoBke ((akoH B mauke).

IIpu Temnepatype He Bbie 25°C, B
OpUriHaibHOH ynakoske((iakoH B mavuke).

Cpoxk rogHOCTH (CpOK
XpaHeHud )

3 roma
BcekpbiThbiii $riakoH He00X0AMMO MCIIONB30BATh B
TeueHne 6 Mecsles

3 roma
BckpbiThiii (iakoH HE0OX0IUMO
HCIIOJIB30BATh B TEUEHUE 6 MECSLICB

* - [Tokasarenb BKIIOYEH B COOTBETCTBHH ¢ TpeGoBaHUAMH, NpHHATEIME B EADC K cTaHIapTH3alMK JAHHOMN JIeKapCTBeHHOM
(OpPMEI, ¥ MOXET OTCYTCTROBATH B CEPTU(UKATAX AHAIU3E [IPOU3BOAUTENIEH,

IlponsBoaMTENH rapaHTHPYIOT KAYECTBO Mpenaparta Mo JAHHOMY T0Ka3aTeuo.
** _ lng npouseoautena Oapmauestuueckuii 3aBoj] «[IOJIbGAPMA» AO Otaen Menana B Cepajse He ABJISETCH PYTHHHBIM
koHTpoJsieM. Henpitanmro noasepraerca kaxnas 10-1 cepust, Ho He peske, 4eM oHa cepus B roa. [IponsBoauTeb rapaHTUpyeT
Ka4yeCTBO NpenapaTa 1o JaHHOMY MOKa3aTelnio.

3axioueHne:

Hccneryemoie obpasiibl cooTBeTcTBYET Tpeboranuam: JIII-Ne(004192)-(PI'-RU )-291024

ITpoBepnJ

YTBepaua

Ilerp [TaBnuHckuii
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