CMK-COII-037-0-001-04

IIOATBEPXKIEHUE COOTBETCTBUA CEPUA
Ne 51-0104/22 ot 22.06.2022

Hacrozmm DOOTBEPXKIaeM COOTBECTBHE BBO3MMOICO JICKAPCTBCHHOTO IIpPEIIapara TpﬁGOB&HHﬂfM,
YCTaHOBIIEHHBIM IIDH €r0 I‘CfC}’IEa.pﬂ.‘«".['BEI-IE-IOI;J‘Lr PErHUCTpalyH .

Toprosoe HEauMeHOBaHHAE

3epKamue

MesxnyHapoJHOE HEIaTeHTOBaHHOE HAHMEHOBAHIE

Koy namumnrs

Jexapcreernas bopMa

PacTBOp [UIg HAPYIKHOIO IIPAMEHEHHS

HosupoBka 10 mr/mn

dopmMma BRIITyCKa Pnaxon-kamenesauna 30 Mn X 1 (mauxa
KapTOHHAa)

Howmep cepum 14221

ObbeM mapTIu 14 374 ymax.

Jara BeIIyCKa 17.11.2021

loxer no 30.09.2024

Hammenorasre # agpec TPOM3BOIMUTENS (BCE CTaHH
IIPOH3BOICTBRA)

ANOPAH-TAJIEHCKM JIABOPATOPUU
a.0., Ceunro 20, 51000, Puexa, XopBartug

HOMBp U JaTa PETHCTPalHOHHOTO YAOCTOREPEHUI

JIT1-000534 ot 12.05.2011 (nara 3aMeHBI
14.08.2017)

Homep HOpMaTHBHON TOKYMEHTAIMY

JIT1-000534-140817, m3mernernns Ne 1 u Ne
2

HarmvernoBanue u agpec HepixaTens
PEerUCTPAllHORHOTQ YEOCTOBEPEHMS

SIPAH-TAJIELCKY JIABOPATOPYIN
2.0., Ceammo 20, 51000, Puexa, XopsaTus

OTBETCTBEHHOE JIAIO: MEHEKEP 10 obecnegenuto kagectea OO0 «IJPAH» Hocerko 10.A. mo

noseperrocT Ne 2828-2021 ot 28.06.2021.

TTommuce:

Hata: 22.06.2022

svit npocmest 38, oduc Vil




Product name / HasBaHue npenapara:

Zerkalin® solution for external use 10 mg/ml,
(dropper bottle) 30 mi x 1 (carton box)

3epkanuH® pacTBOp ANA HAPYXHOTO NpUMEHEHUS
10 mr/mn, (dbnakoH-kanensHuua) 30 Mn X 1 (nauka

KapTOHHaA)
Batch / Cepus: 14221
Manufacturing date / laTa npon3B0OACTBA. 09.09.2021.
Expiry date / loneH Ao: 30.09.2024.
Date of analysis / JlaTta nposefeHWs aHanu3a: 12.10.2021.

Name of the API / HauMeHOBaHue
(hapMaueBTMUECcKOi CybcTaHumu:

Clindamycin / KnuHgamulmMH

API batch No. / Homep cepuu

(hapmaueBTMHecKonh cybcTaHumn:

2110173

API Manufacturer / lNpoussoanTenb
tbapmaueBTUHECKO CybcTaHumu:

Union Quimico Farmaceutica S.A., Spain / KOHWOH
Kumnko ®apmaueytuka C.A., Ncnauua J

CERTIFICATE N2 0737/21
CEPTUO®UKAT N2 0737/21

( PARAMETERS \ REQUIREMENT ‘ RESULTS i\
NAPAMETPbI | TPEBOBAHUA ‘ PE3YJ/ILTATHI
I APPEARANCE Colorless clear liquid with characteristic Colorless clear liquid with characteristic ‘
odour. odour.
OMNMUCAHUE

| BecugeTHas npo3padHas KMAKOCTb C
\ XapaKTepHbIM 3aMnaxoM.

BecuBeTHas Mpo3payHas XUAKOCTbL C
XapaKTepHLIM 3anaxoM.

IDENTIFICATION OF | The retention time of the principal peak in complies \
\ CLINDAMYCIN |the chromatogram obtained with test l
solution prepared for Assay should ‘
I ‘ correspond to the retention time of the \
‘ | peak in the chromategram obtained with |
‘ clindamycin hydrochloride standard ‘
\ | solution. |
NogAVNHHOCTL KNUHAAMULINH » BpeMa yaepXuBaHus OCHOBHOro nuka Ha | COOTBETCTBYET ‘
‘ XpOMaTorpaMMe WCMLITYEMOro pacTsopa,
‘ NPUrOTOBNEHHOTO ANS KONMYECTBEHHOTO |
} onpeaeneHus, LOMKHO COOTBETCTBOBATH
‘ BPEMEHN yAepXusaHus nuka  Ha |
‘ XpoMaTorpaMme pacTteopa CTaHAapTHOTO ‘
\ 06pasla KIMHAGMULMHE TMADOXN0PUAA. \
I | - |
‘ pH [ From 4.0 to 5.0 | 4.0 |
Potentiometric method \ ‘
‘ GPh XIII or EU Ph |
| pH |
\ MoTEHUMOMETPUYCKHN 07 4.0 g0 5.0 4.0 |
‘ r® XIII wnun Esp.®@ | ‘
DENSITY 0.879 g/cm?

‘ GPh XIII or EU Ph

‘| From 0.875 to 0.885 g/cm?
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nauky.

NMPUMEHEHWUIO TOMELLEH B KapTOHHYIO
navky.

MARKING

MAPKMPOBKA

Ha nepeuyHOW ynakoBke (3TukeTke
¢nakoHa) Ha pyCCKOM $A3bIKE yKa3biBaloT:
TOproeoe  HasBaHue  npenapata c
npeaynpeauTenbHO  MapkupoBkon @®,
MexAyHapoaHoe HEenaTeHToOBaHHOe
Ha3sBaHue, NeKapcTBeHHY dopmy,
AO3MPOBKY, KOMMYECTBO mnpenapata B
MUNNUAUTPAX, <«ANA fEe4YeHWs YrpeBoi
Chinu», HOMep cepuu, narty
Npou3BOACTBa, [AaTy MWCTEYeHWUA CPoKa
rogHOCTU B peaakumn «foaeH fo>».

Ha nepeu4HOl ynakoBke (3TukeTke
cdnakoHa) Ha AHIMACKOM A3blKe
AOMNONHUTENBHO  YKasblBAKT: HaANWch
«SOLUTION», noroTun dupMBbI-
npoussoautens, seb-canr.

Ha BTOPWMYHOM ynakoeke (nauke
KapTOHHO) Ha PYCCKOM A3blKe
YKa3bIBaKOT: TOproBoe Ha3BaHue
npenaparta C npeaynpesnTensHoi
MapKUPOBKOA ®, MeXAyHapogHoe
HenaTeHToBaHHoe HasBaHue,
nexkapcreeHHywd  ¢dopMy,  AO3MPOBKY,
HasBaHWe W KONWYECTBO AENCTBYOLWEro
BellecTsa W nepevyeHb BCMOMOraTenbHbiX
BewecTs B 1 Mn npenapara, KONu4ecTso
npenapara B MUAAWAUTPAX, YCNOBUA
XPaHeHUs C YKa3aHWeM «B HeLOCTYMHOM
AnA  peTel  MecTe», HaAnNWcKM  «ans
neyeHua  yrpeeBor  ceinu», «Crnocob
npumMeHeHus: HapyxHo. PacTteop HaHocAaT
Ha NOPaX}eHHY obnactb
NpeABapuUTENBHO OYULLLEHHOM 7]
BLICYWEHHOW KOXW 2 pa3a B CyTKu,
YTPOM M BeYepoM», YCNOBWS OTMyCKa,
CpoK rogHoOCTH, perncTpaumnoHHbIA
HoMep, HazsaHue bupMbI-
NPpoOV3BOAUTENSA, ajpec, CTPaHy, WTpux-
kop, 2D-kop («GTIN:» - rnobBanbHbliA
MAEHTUMUKAUNOHHBIM  HOMEp TOProBOW
eavHnubl;  «SN»: -  MHAMBUAYaNbHbIA
CEepWHbIA HOMEp TOProBOM eAWHMUbI),
HOMEp Cepuu, BaTy WM3roTOBNEHMWSA, AATY
OKOHY3aHMA CPOKa rOAHOCTM B pedakuuu
«l'opeH po».

Ha BTOPWUYHOM ynakoBeke (nauke
KapTOHHOM) Ha  aHIMMACKOM  A3bIKe
OONOJIHWTENBHO  YKaz3bIBAKT:  HaANMCH
«SOLUTION>, noroTtun GbupMbI-
Npou3BOAMTENSA, BEG-CalT.

Ha nepsBuyHOl ynakoBke (3TMKeETKe
(bnakoHa) Ha PYCCKOM A3bIKE YKa3aHo:
TOProBoe  HasBaHWe npenapata ¢
npeaynpeauTensHOl MapKuposkoi ®,
MexXayHapogHoe HenaTeHToBaHHoe
Ha3BaHWe, nekapcTBeHHasa dopma,
[03MPOBKA, KONMWYECTBO npenapaTta B
MUNAUNUTPAX, «ONs NevYeHus Yrpesou
Coinu», HOMEp cepuu, AaTa
NPOW3BOACTBA, AaTa WCTEYEHMs Cpoka
rogHoOCTH B pegakumm «logeH no=.

Ha nepeuuHoli ynakoBke (3TMKeTKe
¢dnakoHa) Ha aHMWUIACKOM  a3biKe
OONOSHUTENBHO  YKA3aHO:  HaAMWCh
«SOLUTION>, AoroTUn GupMbI-
npon3soauTens, seb-caiT.

Ha BTOpuyHOM  ynakoBke (mauke
KapTOHHOW) Ha  pYCCKOM  sA3bIKe
YKa3aHo: Toproeoe Ha3BaHue
npenapara Cc nNpeaynpeauTensHon
Mapkupoekoin ®, MexayHapoaHoe
HeMnaTeHTOBaHHOE Ha3BaHue,
nekapcreeHHas ¢opMa, [03MpoBKa,
Ha3BaHWEe U KONMUYECTBO AENCTBYIOLLEro
BeWecTea [ nepeyeHb
BCMOMOraTenbHbIX BeWwecTs B 1 Mn
npenapaTa, KONW4YECTBO MpenapaTta B
MUNTUIUTPAX, YCNOBMUSA XPaHEHWs C
yKasaHueMm «B HeQOCTYNHOM ANs AeTei
MecTe», Haanucu  «Ansl  Ne4YeHus
Yyrpesoit coinu», «Cnocob NnpuMeHeHus:
HapyxHo. PactBop  HaHocAT  Ha
nopaxxeHHyr obnacre NpeaBapuTenbHO
OYUWEHHOW W BbICYLIEHHOW KOXu 2
pasa B CyTKM, YTPOM W BeYepoM»,
YCNOBMSA OTNYCKa, CPOK [OAHOCTH,
pPervcTpauMoOHHbLIA  HOMEep, Ha3saHue
dvpMbI-NponsBOAUTENS, appec,
CcTpaHa, wrpux-koa, 2D-koa («GTIN:»
- rnobaneHbii  MAEHTUDNUKALWMOHHBIA
HOMEpP TOProBOM eauHuubl; «SN»: -
WHOVMBUAOYANbHbIA  CepuiiHblIA  HOMep
TOProBOM eAuMHWUbI), HOMEp CepuH,
AaTa W3roTOBMEHWsA, [aTa OKOH4YaHWs
Cpoka rogHOCTHM B peaakuun «lfogeH
40>,

Ha BTopuuHoi  ynakoBke (nauke
KapTOHHOW) Ha aHrMWIACKOM fA3bIKe
AOMOMHWUTENBHO  YKa3aHo:  Haanucs
«SOLUTION>, norotun pupmMel-
npouseoanTens, seG-canT.

STORAGE CONDITIONS At temperature not more than 25°C. complies
| YCNOBWUA XPAHEHWUSA Mpu TemnepaType He Bbiwe 25°C. COOTBETCTBYET
SHELF LIFE 3 years complies
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CPOK rOgHOCTK 3 roga COOTBETCTBYET

* The parameter is controlled by the manufacturer in every 10th batch. / Nokasatens KOHTPONMPYETCA Ha Kaxaon
10-1 cepuum.

Importing country / CTpaHa uMnopTep: Russian Federation / Poccuiickas ®@efepauums
Registration  Certificate No. / Homep | J1T1-000534 dated 12.05.2011 (re-issued 14.08.2017) /
PerucTpaunoHHOro yaocToBepeHms: JIM-000534 ot 12.05.2011 (gaTa 3ameHsb! 14.08.2017)
Manufacturing site / [pomssogctseHHas | AOPAH-FTANEHCKU NABOPATOPUM a.0., Xopeatus,
nnowaaKka: CennHo 20, 51000, Pueka / JADRAN-GALENSKI
LABORATORI] d.d., Croatia, Svilno 20, 51000, Rieka

I hereby confirm that the information above is authentic and accurate. This batch of the product was
manufactured (all production stages), including labeling/packaging and quality control at the above
mentioned manufacturing site in full compliance with the GMP requirements, requirements of the
registration dossier and normative documentation approved in the importing country.

HactoswmM ynocTosepsiio, 4TO MpWBEAEHHAR Bbille MHOOPMALMS MOAMMHHA U TOYHA. HaHHas cepusa
nekapcTeeHHoro  npenapata  ©b1a  npousBeAeHa  (Bce  CTaAuMM  MPOW3BOACTBA),  BKJIOYas
YNaKoBKY/MapKUPOBKY W KOHTPOJIb Ka4eCTBa, Ha YKA3aHHOI Bbllie NPOU3BOACTBEHHON NAOWAAKE B MOMHOM
cooTBetcTBuMM C TpeboBaHusMu GMP, TpeGOBaHMSIMM pPEruCTPALUMOHHOrO [OCbe W HOPMAaTMBHOI
AOKYMEHTaUUW, YTBEPXKAEHHOW B CTpaHe-uMnoprepe.

Quality of the product complies to Normative Document J1 [1-000534-140817, Variation N2 1 and N° 2
KayecTBo npoaykTa cooTBeTcTBYET JI [1-000534-140817, M3meHeHuo N2 1 m N9 2.

I hereby confirm that the batch is approved for release
Hacroawwmm noATBEpXAAaKD, YTO BhilleyKasaHHAs Cepus paspelleHa K BbinycKy

pors Al ok
Qualified Person Mirna Simicié N

Moanucb YNONHOMOUYEHHOTO nvua
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