AO «KAKPUXHWH»

SOP004510

PASPEHIEHUE HA PEAJIM3ALIIAIO Ne 527 2026

HAMMEHOBAHUWE NPOAYKIHNMU I'T:

KIIOTPUMA30JI-AKPUXWH PACTBOP U151 HAPYXXHOI'O
IMPUMEHEHNA, 1 % 15 MJI

CTPAHA-UMIIOPTEP: IMonpmra

MEXIAYHAPOJHOE HEITATEHTOBAHHOE Knorpumazon

HAUMEHOBAHMUE:

HOMEP CEPUMN: 010626

KOA MPOAYKTA I'll: WCLT-1102-800

YIHAKOBKA: 15 mi - hnakon (1) - mauku KapTOHHBIE
JATA ITPOU3BOACTBA 10.06.2026

I'OJAEH J10: 06.2029

OBBEM IMOJIYYEHHOM IMTPOAYKIIAA 31727 YIIAK

(YIIAKOBKH):

PETUCTPAIIMOHHOE YJOCTOBEPEHMUE:

JITI-Ne(004990)-(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
[TTonpmia]/ 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: [Monmbma]/ 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 Lokietkf 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 coorsercTByeT TpedoBanusm JIII-Ne(004990)-(PT-RU)-250324 n noaTBep:kAeHO cePTU(HUKATOM aHAIN3A

Ne 37216 ot 03.07.2026.

Hacrosimum noATBep:k/1alo0, YTO BbIlIEyKa3aHHAs CepUs pa3pellleHa K peaJu3anuu.
JOKyMeHT noanucaH 3J1eKTPOHHbIM c1IOCO00M U AeiicTBUTE/IeH 0e3 cOOCTBEHHOPYYHOM NMOANUCH.

YnonnomouenHoe jquno Maprynckas A.E. IlIpuxa3 Ne 379 ot 24.07.2023

JOBEPEHHOCTHD OT IOCTABIIHUKA:

6/ ot 08.12.2025

[ara Bblmycka: 20.08.2026 15:36:57

[Jara pacnieyaTku: 20.08.2026

Jlvet 1 mn3 1




w» pPolpharma

CEPTUDUKAT
KAYECTBA

®dapmaLeBTUYECKWIA 3aBOA
«NONb®APMA» AO
Otpen Mepana B Cepanse

yrn. Bnagucnaea Ioketka 10,
98-200 Cepaps, Monbwa

KNOTPUMA3OIJI-AKPUXUH
PacTBop AnA HapyXHoro npumeHerns 1%

Ne 37216

BoigaH: 03.07.2026 | JaTta npousBoAcTea: Cepus Ne: Fopen po: 06 2029
10.06.2026 010626
Konuyectso 31727 ynakoBoK
YMakoBOK B CEpUM
Mokasarenu Tpe6osaHusn PesynbTar
MCNbITaHUN
OnucaHue MpospayHasn, GecupeTHas MpospadyHasn, GecUBETHAA XUAKOCTb
JKMIKOCTb C XapaKTepHbIM C XapaKTepHbIM 3anaxom.
3anaxom.
WaenTudukauus OcHOBHOE NATHO Ha OcHoBHOE MATHO Ha

XpomarorpaMme UCrbiTyemoro
pacTBOpa no BenuyunHe,
VHTEHCUBHOCTH U 3HaveHuio Rf
OOMKHO COOTBETCTBOBATD
OCHOBHOMY MATHY Ha
Xpomarorpamme cTaHaapTHOro
pacteopa. MNocne 06paboTku
NposiBNALLNMM PacTBOPOM
KNOTPUMa3on OKpallUBaeTcs B
KpacHO-KOpUYHEBLIN LIBET.
Y®-cnekTp pacTteopa npenapara
NOMKEeH UMETb MakCUMyMbl
nornoueHusa npu 254 HM 1 260 HV B
oBracTu nornoweHuns ot 230 go
320 HM

XpoMarorpamMme UCnbiTyemMoro
pacTBopa Mo Benn4uHe,
MHTEHCHUBHOCTY 1 3HadeHuto Rf
COOTBETCTBYET OCHOBHOMY NATHY
Ha XpoMaTorpaMmme CTaHaapTHOro
pacreopa. Nocne obpaboTku
NPOSIBNSAIOLLUM PAcTBOPOM
KNOTPUMA30/1 OKpaLLUBAETCS B
KpacHO-KOPWYHEBbIA LIBET.
Yb-cnexTp pacTeopa npenapara
UMEEeT MaKCUMYMb! NOrMOLLEHNA
npu 254 UM 1 260 HM B oBnacTu
nornowenus ot 230 go 320 Hm

OTHocuTenbHas nnotHocTe  [OT 0,802 po 0,822 r/mn 0,811 r/mn
Mpumecu Mpumechb A - He 6onee 1,0% <0,1%
Mpumecs B - e Bonee 1,0 % <0,1 %
Mpumeck D - He Gonee 1,0 % <0,1 %
Mpumecs E - He Gonee 1,0 % <0,1 %
Mpumecs F - He Gonee 1,0% <0,1 %
EavHuyHasa HecneyuduvLmpyeman <0,1 %
npvMecs - He Gonee 1,0%;
Cymma npumeceii - He Boniee 3,0 % <0,1 %
He meHee 15 mn 15,1 mn

Macca (ob6vem) conepkxumMoro
ynakoBku

MukpoGuonoruyeckas YucroTa

Kateropus 2 (npenapaTbl ANS
NPUMEHEHUA HAPYXHO):

obLee uucno aspobHbIX
MWKPOOPraHUsmoB - He Gonee 102
KOE'/r;

obLLiee YnCno ApoXCKEBbIX U
rnrnecHesbix rpuboe - He Gonee 10!
KOE/r;

oTcyTcTBUe Pseudomonas
aeruginosaB 1T;

orcytcraue Staphylococcus aureus
B1r

meHee 102 KOE/Mn

meHee 10! KOE/mn
OTCYTCTBYET B 1Mn

OTCYTCTBYET B 1 M

OT1aHon

0166,50073,5%

69,5 %

KonuuecTteeHHoe
onpepeneHue

OT10,95 no 1,05%

1,01%




CEPTUOUKAT

polpharma
- KAYECTBA

dapmaLeBTUYECKNI 3aBOR
«MNONb®APMA» AO
Otnen Mepana B8 Cepagae

yn. Bnagucnasa Jloketka 10,
98-200 Cepapngs, Monblua

KINOTPUMA3OIJI-AKPUXUH
PacTteop ans HapyxHoro npumeHenuns 1%

Ne 37216

MapkupoBka MepenyHas ynakoBka (3TUKETKA MNepBryHag ynakoBka (STUKETKa
cnakoHa): dnakoHa):

Ha aTukeTke hnakoHa ykasbiBaioT
HaVMEeHOBaHWe W CTpaHy
NPOVU3BOAUTENS, TOProBoe
HauMeHOBaHWe npenapara,
MexayHapogHoe
HenaTeHTOBaHHOE HauMeHoBaHWe
Ha PYCCKOM W aHrfIMIACKOM f3bIKaX,
neKapcTBEHHY0 opmy,
KOHUeHTpauu, obbem npenapata
BO (prlakoHe B M1, Haanuchb
«AKPUXWH», TeMaTn4ecknin
PWCYHOK, HOMEp cepuu, AaTty
MCTEYEHUs CPOKa rofgHOCTH.
BTopuyHasa ynakoBka (KapToHHas

Ha aTukeTke hnakoHa ykasaHbl
HaUWMEHOBAHWE U CTpaHa
NpoOU3BOAUTENS, TOProBOe
HavMeHOBaHMe npenaparTa,
mexgyHapogHoe
HenaTreHToOBaHHOE HauMeHOBaHne
Ha PyCCKOM M aHINUACKOM A3blKax,
nekapcTaeHHas popma,
KOHUeHTpauua, o6bem npenaparta
BO (onakoHe B M, HaANUCb
«AKPUXUH», TemaTnyeckui
PUCYHOK, HOMEp cepuu, aara
NCTEuYEHUs cpoka roaHOCTU.
BTopuyHas ynakoska (KapTOHHas

nauka):

Ha KapToHHOI nadke ykasbisatoT
TOproBoe HauMeHoBaHue
npenapara, mexayHapoaHoe
HenaTeHTOBaHHOe HauMeHoBaHWe
Ha PYCCKOM ¥ aHrIMACKOM $i3blKaX,
HaumeHoBaHue U agpec
AepxaTtensa perucTpaLmMoHHoro
YAOCTOBEPEHUS; HaMMEHOBaHWe U
CTpaHy nNpoun3sofuTens;
neKkapcTBeHHyto dopmy,
KOHUeHTpauuio, obbem npenapaTta
BO (brlakoHe B MJ1, HAaUMeHOoBaHWe
N cogepaHve AeWcTByoLLero
BewjectBa B 100 Mmn pacTeopa B
rpaMmax, nepedexb
BCMOMOraTenbHbIX BELLECTE,
dhapmakoTepanesTU4ecKyo
rpynny, yCnosus XpaHeHus,
ycnoBus oTnycka, Haanucb
«AKPUXWUH>», HOMep
permcTpaynoHHoro
yAOCTOBEPEHUS,
npegynpeauTernbHbIe HagMUCK:
«Cnocob npumeHeHus: cMm.
NUCTOK-BKNAALIW», «XpaHuTb B
HeJOCTYNHOM ANS LeTen MecTe. »,
HOMep cepwui, AaTy UCTEYEHNS
CpOKa rOAHOCTH, LLTPUX-KOA U
TEMaTUYECKUIA PUCYHOK.
HononHuTenbHo MoryT BbITh
HaHeceHbl cpeacTsa
naeHTuMKauum (Kog npoayKumm,
CEPUIAHLIA HOMEP, ABYXMEPHbIA
LUTPWUXOBOM KOA), @ Taikke MoXeT
ObITb HaHeceHa Hakneka,
oGecnevnBatoLLas KOHTPOSb
NepBOro BCKPbITUS.

Mpumevanune: gata NponM3BOACTBA
BKIIOMEHA B HOMEP CepUu

nauka):

Ha kapTOHHOM naJvke ykasaHbl
TOProBO€ HauMeHoBaHue
npenaparta, MexayHapoaHoe
HenaTeHTOBaHHOE HauMeHoBaHWne
Ha PYCCKOM W aHIMUIACKOM A3bIKaXx,
HauMeHoBaHue u aapec
AepXaTens perucTpaumoHHoro
YAOCTOBEPEHWUA; HAUMEHOBAHWE U
CTpaHa nNpou3BoAnTeNS;
nNekapcTBeHHan dopmMa,
KOHUeHTpauua, obbem npenapara
BO ¢pnakoHe B MN, HaUMeHOBaHWe
n cogepXaHuve AeilcTByloLlero
BetwyecTtsa 8 100 mn pacTBopa B
rpammax, nepeveHb
BCNOMOrarerbHbIX BELWEeCTB,
thapmMakoTepanesTHyeckas
rpynna, ycrnoeus XpaHeHus,
YCrioBWS OTNyCKa, HaANUch
«AKPUXWUH>», HOMep
perucTpaunoHHoro
YAOCTOBEPEHMUS,
npegynpeanTenbHble Hagnucu:
«Cnocof nprMeHeHUs: CM.
TNACTOK-BKIaabiLLy, «XpaHuTb B
HeOOCTYMNHOM AN feTeil MecTe.»,
HOMEp Cepun, gara ucredeHus
CpoKa rogHOCTH, LUTPUX-KOA V1
TEMaTUYECKNIA PUCYHOK.
JononHnTenbHO HaHeceHb!
cpeacrtea naeHTudukauum (koa
NpoAyKUWK, CEPUIAHLIA HOMED,
JABYXMEPHBIIA LLITPUXOBOW KOA)
MpumevaHve: fata npousBoacTea
BKIIOYEHA B HOMEDP Cepuu




w» Polpharma

CEPTUDUKAT
KAYECTBA

dapMaueBTHYECKUI 3aBOA
«MOJNIb®APMA» AO
Otaen MenaHa B Cepaanse

yn. Bnagucnasa lokeTka 10,
98-200 Cepapns, MNonbwa

KNOTPUMA3ON-AKPUXUH
PacTtBop ans HapyHoro npumeHeHua 1%

Ne 37216

Onucanue YIAKOBKH

Mo 15 mn BO cbnakoHe! TEMHOMO
cTekna, yKynopeHHble NpobKkon -
KanenbHULERA 1
HaBWHYMBALLENCS KPbILLKOW U3
NonNUSTUNEHA C KOHTpONeM
NepBOro BCKPLITUS.

1 ¢bnakoH BMeCTe C NMUCTKOM-
BKNaAblWEM NOMELJaoT B
KapTOHHYIO NauyKy.

Mo 15 mn BO hnakoHbl TEMHOro
CTeKna, yKynopeHHbie NpoGKow -
KanenbHUUen n
HaBWHYMBAIOLLENCH KPBLILLKOW U3
NONWUSTUMNEHA C KOHTpONEeM
NepBoro BCKPLITUS.

1 pnakoH BMecTe C JINCTKOM-
BKNagbiLLEM NOMELLAIOT B
KapTOHHYIO MaykKy.

Vcenous XxpaHeHus

MNpu TemnepaTtype He Bbilwe 25°C.

Mpu TemnepaType He Bbiwwe 25°C.

Cpok rogHoCcTH
(cpok xpaHeHu )

3roga

3roga

Buieog: Wccneayembie obpasubl cooteTcTBytoT JIM-Ne(004990)-(Pr-RU) - 250324
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