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CEPTU®UKAT KAYECTBA JIEKAPCTBEHHOT'O CPEACTBA
Certificate of Batch Release / Certificate of Compliance

Wlpenapa"r / Product

BPATHU3OJIMH kpem 30 mr/r,no 3 r ¥y TyOBI Nel

JlexapcTrennas dopma / Pharmaceutical form

KpeMm

Crpana — npoussoantens / Country of manufacturer

[onsina

Cuna neficTBUMA/aKTHBHOCTE / Active Pharmaceutical
Ingredient strength

Henotusup 30 mr

[IpoussoacTeenmpiii unnekc Ganka/ Product bulk

of units released to the market

index 4600

HMuneke koneunoro npoayxra / Product final index 460U

Cepus danka/ Batch no. bulic 005180

Howmep cepun / Batch no. final product 005181
Perpzcrpaunf)sxﬂh:n HOoMep Brimycka cepun/ Release RelReg005140/1
logbook register

Harta npoussoncrea / Date of manufacturing 05.2020

Havra okonyanus cpoka rogHoCTH / Expired date 05.2022
Komuuectso eamunn BBUTYUIEH Ha pbIHOK / Number 20 660

Paszmep 1 Thn ynakosku / Package size and type

no 3 r B TyGax Ne |

of Marketing Authorization

Homep pernerpaunonnoro ceunerenscrea / Number

UA/11478/01/01

JlneHsus na npouzsoAcTEo/Manufacturing License

121/0036/15

Ceprudukar coorserctaus GMP / Certificate of
GMP Compliance of a manufacturer

I'WPS.405.33.2019. KK W. 1
WTC/0036 01 05/58

Haumeroranne, MecToHaxomxaenme n HoMep
AUICH3NY YYacTKa IPOU3BOACTBA U KOHTPOIA
Kayectra / Manufacturing site

Dapmsason Ensda AT, MMonsia
58-500 m.€nens Cypa syn. Buuuenrero MNona,21, MNonbua

Kommentapun / Comments

XpaHuTb NIPH TeMnepaType He Boinie 25°C

HCTBITY EMOTO PACTROPA, IPUTOTOBICHHOMO
B pasnene «Konuyectsennoe onpenenenve
ACHOTHBHpPaAy, B obnact ot 220 HM 10 400
HM JIOMKEH HMETE MAKCHMYMBI [IPH ANMHAX
BONH 0k0NO 228 HM U 205 um

[ PesynnTarel nposeaenun aHAmu3a/Analysis results

Mokazatenn/Tests Tpebosanus/Requirements Peayasrarn
HenbiTanua/Results
Onncanme OnHopoanas kpemoosapasHas macca COOTBETCTBYET
Benoro uBera co cneunpHueckUM 3amaxom

Cpennee conepsxante kpema B Tybe He Menee 3,15(r] 3,35[r]

| pH 5.0-80 6,0
Wnentuduxanms AEHOTHBHpA :
- crekTp abeopbumn YnsrpadoneToBeit ciekTp nornoueHus COOTBETCTBYET
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BAUSCH- Health

Jelfa

= THEX Bennuuia yaepikuraHug ocHOBHOTO NATHA COOTBETCTRYET
(R;) Ha xpoMaTorpaMMe HCHBITYEMOrD
CpacTBOpa, NOMYUEHHOIC B pasjiene
«CoIyTCTRYFOLIME MPUMECHID AOJTHHA
COOTBETCTBOBATE BEMNHUHHE Y AEPKHBAHWA
nsrHa(R ) Ha XpomaTtorpamme
pacTBopacpaBHeHus (1)
HMaeurrudukanns MetunnapaGena u Ha xpomarorpamme ucnmityemoro COOTBETCTBYET
nponuinapabexa PacTeOpa, MOJYYEHHOTO B pazjenc
- BOXKX «KonuvecTrenHoe onpenencHue
MeTnanapalena u nponunnapadenay,
BPEMEHA Y IEPUBAHHSA OCHOBHOTO ITHKA
METHNIApabEHa U OCHORHOTO MHKA
nponunnapadena NOMKHLL COBNANATE CO
BPEMEHAMM YICPIKUBAHHA OCHORHOTO [HMKA
MeTH/INapabeHa H OCHOBHOTO MuKa
nponunnapabeHa Ha Xpomarorpamme
PacTBOpa CpaBHEHMS
ConyTersytoume npuMecn
- MHAMBHAYAMHAA NPHMECE: He Gosntee 1,0 [%] 0,0 [%]
- CYMMa [pUMeceii: He bonee 2,0 [%] 0,0 [%]
Konuuecrsennoe onpenenenne 0,90 1,10 [mr] 1,00 [mr]
MeTHnapadeHa B Ir
Kounuecrsennoe onpenenenme 0,45 - 0,55[mr] 0,49 [mr]
nponunnapatena B 1r
Konnuecreennoe onpenenenne 27,0 - 33,0 [mr] 30,5 [mr]
ACHOTHBHpA B |
MukpoGuonoruueckas uucrora B Ir kpema: W

TAMC - ne Gonee 102 KOE/r
TYMC - ue 6onee 10' KOE/r

aureus, Pseudomonas aeruginosa

Homxuer otcyTeTROBaTE Staphylococcus

3auBieHue o cepruduKkaumnm,

Hacrosiuum 5 YIAOCTOBEPAID, YTO MNPUBEAEHHAA BbILLE
CCPHIO IPOAYKIMH BBITO NpoH3BegeHD (BKJuOuAs yrakos
Ha BBILICYIIOMAHYTOM YUACTKE B MOJIHOM COOTBETCTRHM
PEIYJATOPHBIM OPraHOM, @ TaKKe COTMACHO
Hporokousl npoussonctea, ynakosku u aHanus3

Hara/Date
17.06.2020

YKa3aHHEL B HacTOAWeM cepTHdHKATE TOBAP MO KauecTsy CoOTBETCTRY €T Tpehorauuam QCSpec001709/

uudopmanng apnsercs AOCTOBEPHON M TouHOH, Dty
Ky W MapKHMPOBKY) W MPOBENEH KOMTPONL ee KauecTsa
¢ Tpebosanuammn GMP, YCTAHOBICHHBIMH MECTHBIM

CHGHHCI)HKHHHHM, coacpxaluuecs B PErHCTPALIMOHHOM JlOChe.

Moanucs/Signature

OB OBLIIM MEPECMOTPEHBI H YCTAHOBIEHO cooTBeTCcTBHE GMP,

YnonHoMoueHHOE NHNO Mo xayectBy/ Quality Authorized Person

mgr Edyta Kozlowska

7 s
(../{/{,i..z ’»5.
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JIEPXJIKCIIYXXBA YKPATHU
AEPKABHA CJIYVAKBA 3 JUKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIW OBJIACTI

npocnekt Banepis JloGaHoBcpkoro, 51, M. Kui, 03110, ten/daxc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
Ipo AKiCTH BBE3EHOI0 B YKpaiHy JikapcsKoro 3acody

31.07.2020 Ne 36035/20/10

BPATU3OJIIH

(HaliMeHyBaHHS NiKapchKOro 3aco0y 3riHO 3 pEECTPALiHIM HOCBITIEHHAM)
Kpem, 30 mMr/r mo 3 ry Ty6i, mo 1 Ty6i B kapToHHIii KopoOui

(bopma BuIycKy, 1O3YBaHHS, BHI MaKyBaHHA TiKapchKoro 3aco6y)

Homep peectpaniiiroro nocsimgerms UA/11478/01/01 crpox nii peectpaniitroro mocsimaerss 04.05.2021

Cepis nixapcskoro 3aco6y Ne 005181 Kinskicts BBE3€HOTO Jikapcekoro 3acoby 850
BupoGHHK @apm3apon €msda A.T., [onbma
(HaliMeHyBaHHS BUPOGHHKA NIKapCEKOro 3aco0y, KpaiHa HOXOMKeHHS)
BaeseHo B VkpaiHy CribHe yKpaiHCHK0-eCTOHCHKE HMiIIPHEMCTBO Y (hopMi TOBAPHCTBA
3 oOMeskeHoI0 BinmoBinanapHicTIo "OntiMa-®apm, JIT", inenr. kon:
21642228

(naiiveHyBaHHs Ta ko 3a €/IPTIOY ropunuyHoi oco6u abo npizeuine, imM's, no 6aTeKoBi ¢izuuHOl
ocobw - mignpuemuy, il Micue poXKBaHHS Ta peecTpaliiiHmii HoMep 00JiKOBOI KapTKH IUIATHUKA
nionatkis abo cepis Ta HOMep HacnopTa)

IIpoTokon BisyansHoro koutposo six 23.07.2020 Ne 2305/3.

3a pesyabTaTaMM JepXKaBHOIO KOHTPONIO BCTAHOBJIGHO, INOG JiKapchkuif 3aci6 BBeseHo B VYkpaiHy 3
JOTPHMAaHHSAM BHMOT 3aKOHOJABCTBA W00 3a0€3MeYeHHs AKOCTI JTiKapChKHX 3ac00iB.

3acTynHHK HAYATEHHKA Cryx6u if\,; 7 _—" Onexciit COJIOJIPA}
(H°°@g£ ’ = %%}p)\HOFO KOHTpOJTIO) (m,zmuc) (imiuians Ta npisBume)
\,\V\V‘ Ko
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