w» polpharma

CEPTUO®UKAT KAYECTBA

®apmaneBTHYECKHI 3aB0]
«MOJB®APMA» AO
Otaen Meaana B Cepanse
ya. Bnagucnasa Jlokerka 10, 98-200
Cepans, Moasma

T'AJIA30JIMH

Karug HazaiabHsele, 0,1 %

Ne 35236

Brigan: 21.05.2026

Jara npoussoactea: 06.05.2026

Cepus Ne: 010526

T'onen no: 052030

KonuyecTBo ynakoBok B | 254714 ynakosok
cepun [

Ioka3zaTenn HOPMbI Pe3yabTaThl HENbITAHKI
Onucanne becugeTHas WK MOYTH OecLiBeTHAs [Mourn GecuBeTHas Npo3payvHas JKHIKOCTh

1po3payHas KUIAKOCTh

Hnentudrkanus: TMosensieTcs pHoNeTOBOE OKPAIIMBAHHE IMosiengetcs guoneToBoe OKpaIMBAHHE
KcunomerazonnHa _
PMIPOXJIOPU] BpeMs ynepxuBaHHs OCHOBHOIO IMKa Ha | Bpems yep:kHBaHHs OCHOBHOIO NHKa Ha |

BenzankoHus xnopug

JuHaTpus >neTar

XpOMaTOTpaMMe HUCIBITYEMOro pacTBopa
JOJDKHO COOTBETCTBOBATh BPEMEHH

yaepKUBaHHUS MHKa KCHIOMETa30/IMHa Ha
XpoMaTorpaMme CTaHJapTHOTO pacTBOpa

OkpainBaHue XJ10poGOpMHOTro oA B
CHUHHUH LIBET

OTCcyTCTBHE M3MEHEHHA OKPAacKH pacTBOpa

XpoMaTorpaMme HCIbITYEMOro pacTBOpa
COOTBETCTBYET BPeMEHH YAEPKHBAHUS
TIHKa KCHUJIOMETA30JIHHA Ha
XpoMaTorpaMme CTaHJapTHOTO PacTROpa

OxpaiyBanue XJ10podOPMHOro CJI101 B
CHHHI IBET

OtcyTcTBHE U3MEHEHHUs] OKPACKU pacTBOpa

IIpo3paunocts Ipenapat gomieH OBITH MPO3PaYHBIM IMpemapat npo3pavHbIi
LigeTHOCTH IMpenapar gomken ObITh 6GecueTHeIM WK | [Ipenapar BIIEPIKHBAET CPaBHEHHUE C
BRIIEP)KUBATH CPABHEHHE C 3TAJIOHOM Y7 | 3TajloHOM Y/
uu GY7
pH Ot 5,5 no 7,0 6,1
HomunaneHbii 0065eM He menee 10,0 M unu He menee 15,0 Ma 15,0 Mo
IMpumecu ITpumecs A — ue Honee 3,0 %; <0,1%
eAMHUYHAA HeWAeHTH(HUIIMPOBAHHAS
<0,1 %
npumech — He bonee 0,5 %;
0,
cyMMa npumeceit — He 6onee 4,0 % <0.1%
Mukpobuonoruueckas Kareropus 2 unu:
YHCTOTA OG61ee urco a3poOHBIX MHK-
poopraausmMos — He Gonee 10° KOEB I r |0 KOE/r
mpernapara
O0111ee YHCTO APONOKEBHIX U IUIECHEBBIX
rpubos — He Gosee 10' KOE& 1 1 0 KOE/r
npenapara
Orcyrcreue Pseudomonas aeruginosa B I r | oTcyTcTBYIOTB 1 T
npemnapara
Orcyrereue Staphylococcus aureus B 1T | oTcyTcTByIoTB 1 1
npernapara
KonnuectBeHHOE Ot 90,0 no 110,0 % kcwioMeTasonrHa 100,7 %
onpenaeneHue: THIPOXJIOPH/IA OTHOCUTENBHO
KcunomMerazonuHa 3asBJIEHHOrO KoynvecTBa (1 Mr/mim)
THAPOXJIOPHT 100,4 %

BenzankoHus xnopun

01 90,0 no 110,0 % GenzankoHUs XJopUa
OTHOCHUTEJILHO 3asBJIEHHOTO KOJIHYECTBA
0,10 Mr/mn




w» Polpharma

CEPTU®HUKAT KAYECTBA

®apmaueBTHUECKHI 3aBOA
«[IOJIb®APMA» AO
Otaen Meaana B Cepanse
ya. Baaaucaasa Jlokerka 10, 98-200
Cepans, lloabma

T'AJIA30JIMH

KarTu HazansHEIS, 0,1 %

Ne 35236

Junatpus agerar

Ot 90,0 no 110,0 % nunatpus saerata
OTHOCHTEJILHO 3asABJIEHHOT'O KOJIHYeCTBa
0,20 Mr/mn

103,0 %

Onucanue ynmakoBKH

I[lo 10 Mn wmwm 15 wMn nopemapara
MOMEMIAIOT BO (JIakOH W3 MONMATHICHA
HH3KOM TIUIOTHOCTH CO  BCTPOEHHOH
KameJbHUIICH H3 TOIMATHICHA HM3KOH
IUVIOTHOCTH W HaBUHYMBAEMOH KpBIHIKOH
Wil  HaBMHYHBaeMoOii KPBILLKOH C
KOHTPOJIEM  TEpPBOr0  BCKPBITHS W3
TIOJIHATHIIEHA BBICOKOM IMIIOTHOCTH.
@r1aKOH BMECTE ¢ JIMCTKOM-BKJIAJBIINEM
MOMELIAOT B KAPTOHHYIO NMayKy.

Ilo 15 mi npenaparta NoMeIeHbl BO
(hnakoH U3 MOAMITHIEHA HU3KOH
IUIOTHOCTY CO BCTPOEHHOH KalleIbHULIEH
W3 MIONTM3THIIEHA HU3KOH TIOTHOCTH H
HAaBHHYHUBAEMOH KPBILIKOH ¢ KOHTPOJIEM
[IepBoOro

BCKPBITHA W3 NMOJHU3THIIEHA BEICOKOH
IUIOTHOCTH.

DnaKoH BMECTE € JMCTKOM-BKIAAbIIIEM
TOMeILeHEl B KAPTOHHYIO MayvKy.

Mapxkuposka

Ha stukerke (hakoHa yKa3bIBaloT:
TOProBOE€ HAMMEHOBAHUE IIpeliapara,
MEXIYHAPOIHOE HEMIATEHTOBAHHOE
HAMMEHOBAHUE HA PYCCKOM U
aHIIHIICKOM A3BIKaX, JIEKAPCTBEHHYIO
(hopMy, KOHIIEHTpALIHIO, 00bEM
npenapaTta B MIJLTAIUTpax (M),
JIOTOTHI JepKaTens
PErUCTPALIHOHHOIO YIOCTOBEPEHHS,
HauMEHOBAHHE U CTPaHy
MPOU3BOAUTEISI, HOMEDP CEPHU, JaTy
HCTeUeHHs cpoka rogHoctu («I'ogen
JI0:»).

Ha xapToHHOH mayke YKa3bIBaKOT:
TOProBOE HaMMEHOBaHUE IIpernapara,
MEXIYHAPOIHOE HEMATEHTOBAHHOE
HaMMEHOBaHHE Ha

PYCCKOM M aHIJIMICKOM S3BIKe,
JIeKapcTBeHHYIO (OPMY, KOHLEHTPALIHIO,
o0'beM IpemnapaTa B MUJUTWIMTpax (M),
cocTaB Ha 1 M (HauMeHOBaHWE H
KOJHYECTBO ACHCTBYIOLIETO BEHIECTRA,
[epe4YeHb BCIOMOIaTelbHbIX BELLECTB),
cnoco® npuMeHeHus (a5 no3uporku 0,05
%: «JletH ot 2 no 6 jeT: mo 1-2 Kamiu B
KaXABIH HocoBOM xo1 1-2 pa3a B CYTKH.
Hetu ot 6 no 18 ner: no 2-3 kamwu B
KaXIbI HOCOBOH X0 2-3 pa3a B CyTKH.»;
Just mosupoBkd 0,1 %: «Bapocisie u 1etn
oT 6 1o 18 net: mo 2-3 kamnM B KasKABIi
HOCOBOI1 X071 2-3 pa3a B CYTKH.»), YCTIOBHS
XpaHeHUs, CPOK XpaHEeHNs I10C/e IEPBOTro
BCKPBITHS (priaKkoHa, YC/IOBUA OTITYCKa,
NpenylpeauTenbHble HAAIUCH « XPaHUTh B
HENOCTYIHOM 1A Aeteit MecTe.», «He

Ha stuketke (hakoHa yKa3aHbl:
TOProBOE HAMMEHOBaHUE IIperapara,
MEXIYHApOAHOE HEMIATEHTOBAHHOE
HAaUMEHOBaHUE HA PyCCKOM H
aHITIUHCKOM 43bIKaX, JJEKaPCTBEHHAS
¢dopma, KoHIIEHTpalHs, 00beM
Tpenapara B MIJLTUIHTpaX (M),
JIOTOTHII JepAKaTENs
PEruCTPalMOHHOTO YOCTOBEPEHHUS,
HAaNMEHOBAHHUE H CTpaHa
IIPOM3BOIUTENS, HOMED CEpUU, AaTa
HcTeUeHHs cpoka roanocty («I'onen
IO »).

Ha xapToHHO# nauke YKa3aHbl: TOProBoe
HaMMEHOBAHHE Npenapara,
MEKAYHapOIHOE HEMAaTeHTOBAaHHOE
HalMEHOBaHHE Ha

PYCCKOM H aHITIMHACKOM SI3BIKeE,
nekapcTBeHHas Hopma, KOHIICHTpaLHs,
o0beM mpemnapara B MIWJUTWIMTPax (M),
cocTaB Ha | M (HaUMEHOBaHHE H
KOJTMUECTBO ACHCTBYIOLIETrO BELIeCTBa,
niepeyeHb BCIIOMOraTe/IbHbIX BeLIECTB),
cnocob npumeHeHHs (ns no3uposkH 0,1
%: «B3pocnsle ¥ et ot 6 10 18 ner; no
2-3 KanmiM B Kax sl HOCOBO#H xox 2-3
pasa B CYTKHU.»), YCIIOBUA XPaHEHHS, CPOK
XpaHEeHHs HOCJIE IEPBOTO BCKPHITHS
takoHa, yCIOBUS OTHYCKa,
npenynpenuTenbHble HAAMUCH « XpaHUTE B
HEJOCTYMHOM JUis JeTeid Mecte.», «He
npumMeHsiite npemnapar 6onee 3-x pa3s B
CYTKH.»; HAUMEHOBaHHe,

aJipec M JIOTOTHI iep KaTets
PETHCTPALIMOHHOTO YIOCTOBEPEHHS;
HAUMEHOBaHHE 1




w» Polpharma

CEPTU®UKAT KAYECTBA

DapmaneBTHYeCKHH 3aBOJ
«I[MOJb®APMA» AO
Ortaen Meaana B Cepaase
ya. Bnaguciasa Jloxerka 10, 98-200
Cepans, [lonnma

I'AJTIA30JIMH

Kamiad HazanbHble, 0,1 %

Ne 35236

nmpuMeHsiiTe npenapar 6oiee 3-X pa3s B
CYTKH.», HAUMEHOBAHHUE, aAPEC U JIOTOTUI
JiepKaTesis perucTpalMOHHOro
YIOCTOBEPEHHS; HAUMEHOBAHKE M CTPaHy
MPOU3BOAUTENS, PETUCTPAIIMOHHBIA
HOMEp, HOMep CEPHH, ATy HCTEUCHHA
CPOKa rOHOCTH, LITPUX-KOI.
JIONOIHNTENEHO MOTYT OBITh HAHECECHBI
CpeACTBa UAEHTU(HUKALUH, & TAKKE MOXKET
ObITH HAHECEHA HaKJIeHKa,
obecrneyHBarOIas KOHTPOJIb IIEPBOrO
BCKPBITHS
[Ipumeuanue: Jlata NpoH3BOACTBA
BKJTFOU€Ha B HOMEP CEPHH.

CTpaHa NMPOU3BOAMTE]IS, PETUCTPALIMOHHBIN
HOMep, HOMEP CEepHH, AaTa UCTEUEHUA
CpOKa rOAHOCTH, IUTPHX-KO/.
JonoJIHUTeNEHO HaHECEHH! CPEICTRA
UACHTHPHKATUH

Hpumeuanue: JlaTa npou3BoACTBa
BKJIFOUEHA B HOMED CEPHH.

VYcnoeus xpaHeHUs

B opuruHansHo# ynakoBke (¢1akoH B
KapTOHHOH MaykKe) NpU TEMIIEpaType He
BhiLe 25°C.

B opuruHaneHoi ynakoske ((IakoH B
KAPTOHHOH Mauke) IpH TeMIieparype He
Bble 25°C.

Cpoxk ronsoCcTH (CpOK
XpaHeHus )

4 roga
Cpok XpaHeHHs M0CJIe NEPBOro BCKPLITUA
thnaxona — 12Henens.

4 ropa
CpoK XpaHEeHHs [OCTe NEPBOro BCKPBHITHA
thnakoHa — 12Heneuns.

3aknuenne:

HUccnemyemsie o6pasiipl cooTeTcTBYET TpeboBanmsam JITT-Ne(000176)-(PI-RU)-011024

IIpoBepua

YTBepana

Ilerp IaBnuHCcKM#

Szef Zespoﬁ parcia KJ

Mgrinz. Dagmara Wenk
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AO «KAKPUXHWH»

SOP004510

PASPEHIEHUE HA PEAJIM3ALIIAIO Ne 364_2026

HAMMEHOBAHUWE NPOAYKIHWU I'T:

I'AJTA30JIMH KATIJIM HA3AJIBHBIE, 0.1 % ®JIAKOH 15 MJI Nel

CTPAHA-UMIIOPTEP:

TTonpma

MEXAYHAPOJHOE HEITIATEHTOBAHHOE Kcunomerazonun

HAMMEHOBAHHE:

HOMEP CEPUH: 010526

KOJA IIPOAYKTA I'l: KSLM-3202-800

YIHAKOBKA: 15 M - pnaxkon-kanenpHUIBI (1) - MaYku KapTOHHbIE
JATA ITPON3BOACTBA 06.05.2026

I'OAEH J0: 05.2030

OBBEM IMOJIYYEHHOM IMTPOAYKIIUA 243040 YIIAK

(YIIAKOBKH):

PET’UCTPAIIMOHHOE YJOCTOBEPEHMUE:

JITI-Ne(000176)-(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.

IIpou3BOACTBO cepuy, YIAKOBKA M aHAIN3bI ObLIM MPOBEPEHbI M MPU3HAHBI COOTBeTCTBYIOIMMHU cGMP.
KadecTtBo npoaykra coorercTByeT TpedoBanusm JIII-Ne(000176)-(PT-RU)-011024 n noaTBep:kAeHO cePTU(HUKATOM aHAIN3A

Ne 35236 ot 21.05.2026.

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: 22.06.2026 16:15:38

22.06.2026

Z[aTa pacnecyuaTKu:

Jlvet 1 mn3 1




