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CMK-COI1-037-®-001-03

TTOATBEPXAEHUE COOTBETCTBHUSA CEPHH
Ne 51-00464/21 ot 08.12.2021

HacrosmuM noareep)kaacM COOTBECTBHE BBO3MMOI'O JIEKApCTBEHHOTO rnpenaparta TpC6OBaHI‘!SIM,
YCTaHOBJIEHHBIM IIPH €I'0 I’OC}’ﬂapCTBCHHOﬁ PErHCTpAIlHH |

TOpFOBOQ HaHMCHOBAHHE

3eprainH

MGM}’HaPOJIHOe HEMATCHTOBaAHHOC HAUMMCHOBAHHE

KomnupaMHIHH

JlexapcrBeHHas gopma

PacTBOp A8l HAPYIKHOIO IIPUMEHCHHS

Jo3uposka

10 mr/mn

@opma BLINYCKa

dnakon-kanensauna 30 mn x 1 (nauka

KapTOHHAs)
Homep cepuu 094212
O6meM napTHH 9 000 ynak.
Jlara BhITyCKa 21.07.2021
"onen 1o 30.06.2024

HauMeHoBaHUE W aJipec NMPOU3BOJUTENSA (BCE CTAAHU
IPOM3BOJCTBA)

SJIPAH-TAJIEHCKHA JIABOPATOPUM
a.0., CeuiHo 20, 51000, Pueka, Xopsatus

HOMG’[) U Jata perucTPallHOHHOTO yAOCTOBEPCHH

JIT1-000534 ot 12.05.2011 (yrara 3amenE!
14.08.2017)

Homep HOpMaTHBHOMN JIOKYMEHTALUH

JITT-000534-140817, usmenenus Ne 1 u Ne
2

HawMeHoBaHHKE U afipec JepKaTess
PErHCTPALHOHHOIO YAOCTOBEPEHUS

SIIPAH-TAJIEHCKY  JIABOPATOPUY
a.0., Ceunno 20, 51000, Pueka, XopBaTus

OTRETCTBCHHOE JIMIIO: MEHepKep no obecneuennio kasecrsa 000 «AJIPAH» Hocernko FO.A. 1o

nosepentocTd Ne 2828-2021 ot 28.06.2021.

[Tonrmuck:

000 «AAPAH»

Jara: 08.12.2021

Appec mecra waxowgenna: 107564, r. Mockea, yn. Kpackoborarteipekan, a. 6, ¢rp.b
AAPEC ANA HANPABNEHAA NOYTOROM Koppecnonaenuan: 119330, Mockea, /lomoHocosckuit npocnext 38, oduc Vil

Ten./bakc: +7(499)143-33-71
e-mail: Jadran@jgl.ru




Product name / HaspaWwe npenaparta: Zerkalin® solution for external use 10 mg/ml, %
(dropper bottle) 30 ml x 1 (carton box)
3epkanuH® pacTeop ANA HAPYXHOrO NPUMEHEHUS
10 mr/mMn, (dnakol-kanensHuua) 30 Ma X 1 (nauka
i e B KapToHHas) N
Batch / Cepua:. I i S oo N, —
| Manufacturing date / ﬂa*ra npomaaoacma | 07.06. 2021 .
Expiry date / l'oaeH 40: | | 30.06.2024. ) ) N
Date of analysis / [laTta nposeaeHWA axan n3a: 02.07.2021. )
Name of the API / HaumeHoBaHue Clindamycin / KAMHAGMULKH
hapMaueBTU4eCcKoi cybcTaHumu: i
API batch No. / Homep cepuu 2110061
dapMauesTMYecKoin cybcTaHumm.
API Manufacturer / Npon3soautent Union Quimico Farmaceutica S.A., Spain / KOHWOH
papMaueBTMHecKod CyBCTaHumnu: Kumuko @apmaueyTtuka C.A,, Nicnaxus
CERTIFICATE N° 0491/21
CEPTUOUKAT N2 0491/21
"PARAMETERS i3l REQUIREMENT RESULTS
{ NAPAMETPbLI |5 ~_  TPEBOBAHWA | PE3YNIbTATbI _—
APPEARANCE "Colorless clear liquid with characteristic | clear liquid with characteristic
] . odour.
. ONMCAHKE i
| PecupeTHaa MpPO3payHas WWAKOCTL C BecuseTHas nNpo3pauHan XuWAKOCTe C
| XapakTepHbiM 3anaxomMm. xapamepnam 3anaxomM.
IDENTIFICATION OF The retention time of the principal peak in complies
CLINDAMYCIN | the chromatogram obtained with test

solution prepared for Assay should
correspond to the retention time of the
peak in the chromatogram obtained with |
clindamycin hydrochloride standard |

i solution.
NoaMHHOCTE KNNMHAAMUUWH BpeMsi yA€pKMBAHWS OCHOBHOrO AWKa Ha | COOTBETCTBYET
| XpoMaTorpaMMe WCnbITyeMoro pacrsepa,
| NPUIOTOBNEKHOrO ANS KONWYECTREHHOTO
| onpepeneHusi, AONXHO COOTBETCTBOBATH
apeMeHu yAepXuBaHus nruKa Ha 3
XpOMaTOrpaMMe pacTeopa CTaHAapTHOro 7
~ 06pasua KNUHABMUUWHA TMAPOXNOPUAZ. 4
" pH | From 4.0 to 5.0 4.1
Potentiometric method t
GPh XIII or EU Ph
- pH

| NOTEHUNOMETPHYCKM | 0T4.0p05.0 4.1
- T® XIII wnu Eep.@ :
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" DENSITY From 0.875 to 0.885 g/cm? 0.880 g/cm?
GPh XIII or EU Ph
NNOTHOCTb OT0.875 Ao 0.885 r/cm? . 0.880 r/cm?
ro XIII vnm Esp.@
RELATED SUBSTANCES (HPLC)
- impurity B ~ Not more than 2.0 %; 0.5 %
- impurity C Not more than 4.0 %; 0.1 %
single impurity Not more than 1.0 %; 0.3 %
total of the impurities Not more than 6.0 % 1.1 %
| POACTBEHHbIE NMPUMECHK
| (BIXKX) |
- npumecu B | He Bonee 2,0 %; 0.5%
npumeck C | He 6onee 4,0 %; 0.1 %
eAMHWUYHOMU NpUMec He Gonee 1,0 %; 0.3%
CYMMbI NpuMecen He 6onee 6,0 % 1.1 %
VOLUME OF THE PACKAGE . According to the requirements 32.0 ml
CONTENTS i
GPh XIII
OBbEM COOEPXUMOro 32.0 mn
YIAKOBKM B COOTBETCTBUM ¢ TPEBOBAHUAMU
ro XIII
MICROBIOLOGICAL Category 2 Not examined ]
PURITY* The total number of aerobic

GPh XIII or EU Ph

MWUKPOBMONOMMYECKASA
YUCTOTA*
@ XIII whu EBp.@

microorganisms and fungi (in total) -no
more than 10?7 CFU in 1 g (ml)

| Absence of Pseudomonas aeruginecsa in 1

g (ml)
Absence of Staphylococcus aureus in 1 g

(mi)

Kateropus 2

O6uwee 4UCNo aspobHeix GakTepuii u
rpu6os (cyMmapHo) - He 6onee 10° KOE
B1r(mn)

Otcytcreve Pseudomonas aeruginosa B
1r (mn)

| Orcyrcreue Staphylococcus aureus 8 11

He ocMmoTpeH

(mn)
ASSAY " From 9.00 mg to 11.00 mg of 9.98 mg/ml
clindamycin per 1 ml of the preparation
(90.0 % to 110.0 % of label claim)
KONUYECTBEHHOE Ot 9,00 Mr Ao 11,00 Mr knnspamuumta 8 9.98 Mr/ Mn
ONPEAENEHUE 1 mn npenapata (ot 90,0 % ac 110,0 % ¢
OT 338BAEHHOTO COAEPMAHUA) &
i ;'f/ ft { _
PACKING 30 mi of the solution in a glass botde of | 30 mi of the solutionifi a glass. bbttle

dark color with a dropper and a screw
cap. Each bottle with instructions for use
is placed in a cardboard box.

of dark color with ‘& -dropper and 2
screw cap. Each @ bottle -~ With
instructions for use \ig' placed ‘in ‘a3
cardboard box. A -
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YMAKOBKA

Mo 30 mMn pacrteopa Bo (NaKoH w3
TEMHOTO CTEKNA C KanenaHuLUen v HaBWH-

YU BAIOUEHCR KPbILKOW, Kaxbin
(hNaKaH-KanensHKuuy BMEcCTE €
WHCTPYKUWEH no MEAULMHCKOMY

NPYMEHEHUIO MOMEWAT B KapTOHHYIO
nauky,

Mo 30 mn pacteopa BO (NAKOH w3 |
TEMHOrO CTekna ¢ KanenkHuuew wu
HABMHUYMBAIOWENCH KPLIWKOH. Kaxabid
(PnakoH-KanensHuua BMecTe c
UHCTPYKLUMEN no MEAULMHCKOMY
NPUMEHEHWIO NOMEWEH B KapTOHHYH
nayky,

MARKING

MAPKWUPOBKA

Ha nepBM4YHOM ynakoBke (3TukeTke
hNaKoHa) Ha PYCCKOM A3bIKE YKA3bIBAKOT!
TOproBoe  HasBaMue  npenapata
npeaynpeauTenbHOn  Mapkuposkon ®,
MexayHapoaHoe HENaTeHTOBaHHOE
Ha3BaHue, NEKAPCTBEHHY K Gopmy,
AO3UPOBKY, KOAWYECTBO npenapata B
MUNNWNWMTPEX, <AN8 NEeYeHWs YrpesBow
Cbinu», HoMep cepuu, Aary
NPON3BOACTBa, ATy WCTEYEHWA CpoKa
rogHoOCTH B pegakunu «fogen ao».

Ha nepeuyHOR ynakoske (3TvKeTke
¢nakoHa) Ha  aHrNMACKOM  A3bIKE
OOMONHUTENBLHO  YKa3biBAKOT: HaANWUCk
«SOLUTION=», noroTun hrpMbl-
npoussoguTens, seb-canT,

Ha BTOPWHYHOR yrnakoBke (navke
KapTOHHOW) Ha PYCCKOM A3blKe
YKa3biBaloT! Toprosoe Ha3BaHve
npenapara c npeaynpeanTensHon
MapKWpOBKOH ®, MexayHapogHoe
HenaTeHToBaHHOe Ha3BaHue,
NeKapcTBeHHYlo  (opMy,  AO3NPOBKY,
Ha3BaHWe n KONWYEeCTBO AENCTBYIOWEero
BEUWEeCTBa M NepeYeHb BCNOMOraTenbHbiX
sewecTs 8 1 Mn npenaparta, KONM4ecTso
npenapata B MWIAWAWTPax, YCNOBMA
XPAHEHWA C YKa3aHWEeM «B HEeAOCTYNHOM
ANS  geTer  MecTe», HaAMWCK <IN\
neyeHus  yrpeso#  Ceinu»,  «Cnocob
npuMeHeHns: HapyXHo, PacTBop HaHOCAT
Ha NOpaXeHHy obnacte
npenBapuTENbHO QYULLIEHHOWM n
BbICYLWUEHHOW KOXM 2 pasa B8 CyTku,
yTPOM U Be4YepoM», YCNOBWUA OTNyCKa,
CpOK roAHOCTH, perucTpaumnoHHbIA
HOMep, HA3BaHue thupmMbl-
npou3soanTensl, aapec, CTpPaHy, WTpUX-
koa, 2D-kop («GTIN:» - rnoGanbHbii
MAEHTUDUKAUMOHHBIR  HOMED TOProsown
eAuHULbl;  «SN»: - UHAWBUAYANLHBIA
CepuitHblidA HOME@p TOProBoW eAuHnubl),
HOMEp CepwuMu, AaTy W3roTOBNeMWda, AaTy
OKOHY3HUA CPOKa MOAHOCTW B pefaKuvu
«lopneH po».

Ha BTOPUYHONM ynakoeke (nauke
KapTOHHOW) Ha  aHIMMWACKOM  A3bIKe
[ONOMHUTENBLHO  YKa3slBAOT: Haanwch
«SOLUTION», noroTun HUpMbl-
npoussoauTens, seb-canr.

Ha nepBu4HOW ynakoeke (3TMKeTKe
dnakoHa) Ha pYCCKOM A3LIKE YKa3aHo:
TOpProBoe Ha3BaHue npenapara ¢
npeaynpeauTentHoid MapkupoBron ®,
MeXAYHapoaHOe HenaTeHTOBaHHOe
Ha3BaHue, NekapcTeeHHas  (opmMa,
LO3MPOBKA, KONW4YECTBO npenaparta 8
MUNNUANTPAX, «ANA NEHEeHWA yrpesown
chinu», HOMeEp cepun, AaTa
NPOW3BOACTBA, A3Ta WCTEYEHWR CPOKa
roAHOCTH B peaakumu «loged f4o».

Ha nepBUYHOR ynakoeke (3Tukerke
cdnakoHa) Ha  aHrNUICKOM  A3biKe
AONONHUTENBHO — YKa3aHO!  HaANuchb
«SOLUTION», noroTin dupmbi-
npoussoauTens, Beb-canT.

Ha BTOpw4HOW  ynakosBke  (nadke
KapTOHHOM)  Ha  pyccKOM  A3blKe
yKasaHo: Toproeoe Ha3iBaHue
npenapata C  NpeaynpeavTenbHOW
Mapkuposkoin  ®,  MexayHapogHoe
HeMNaTeHToBaHKHOe Ha3lsaHue,
nekapcTeeHHaa ¢opMa, A03MpPOBKa,
Ha3BaHWE W KONWYECTBO AEeACTBYIOWEero
BeuecTsa 7 nepeYeHsb
BCNOMOraTensHelX Bewecrs 8 1 mn
npenaparta, KOAWYECTBO Npenapata B
MUANUNNTPax, YCNOBUA XPaueHWs ¢
YyKasaHneM «B HeAOCTYNHOM Ans AeTei
MEeCcTe»,  HaanucKM  «AAR  Ne4eHus
yrpeBoi coinu», «Cnocob npumeHeHuns;
HapyxHo. Pacteop HaHOCAT Ha
nopaxeHnHy obnacte npeaBapuTenLHO
OMULWEHHOW ¥ BbICYWEHHOW KOXKu 2
pa3a B CYTKW, YTPOM W BE4YepoM»,
yCcnoBus  OTNYCKa, CPOK TOAHOCTH,
peFHCI'pBLlHOHHbIﬁ HOMep, Ha3BaHwWe
dupMbI-NnponssoanTens, aapec,
crpana, wrpux-koa, 2D-koa («GTIN:»
- rnobanbHbli  MAEHTUPUKBUMOHHbIA
HOMEp TOprosoi eaAuHMuubl; «SN»: -
MHAMBUAYANbHLIA  CEPUIMHBIA  HOMep
TOProBoi eaWvHWUbI), HOMEp cepuu,
ABTa W3roTOBNEHUA, A3T3. OKOHYAHWA
CpoKa roAHOCTM B peaakuun «foped)
no». .‘ 5 g, Ty “
Ha sTopuuHOW (yhakbeke . (navuxe |
K3pPTOHHOM) Ha - AHTMWACKOM'  a3bike
ACMONHUTENBHO | y¥KA3aHO! < HAADWCH
«SOLUTION», - sforotun =~ dupmsl-
NDOW3BOAMTENR, BEB-CANUT. =
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STORAGE CONDITIONS || At temperature not more than 259C. complies

! YCNOBUA XPAHEHUSA | NMpw Temnepatype He sbiwe 25°C, cooTseTcTeyeT
SHELF LIFE " 3years complies
CPOK roAHOCTH ! 3 ropa | cooTeeTcTayeT

* The parameter is controfled by the manufacturer in every 10th batch. / Mokasarens KOMTPONMPYETCA HA KaXA0W
10-i cepum,

Wnporting country / Crpana umnoprep: Russian Federation / Poccuiickas Peaepauumn

Registration  Certificate  No. / Homep | /IN-000534 dated 12.05.2011 (re-issued 14.08.2017) /
PerucrpauuorHoro YLOCTOBEPEHUA: /IN-000534 o1 12.05.2011 (para 3ameHs! 14.08.2017)

| Manufacturing  site J MpoussoacTsennan | SLPAH-FANEHCKN NABOPATOPUN a.0., Xopsatus,
naowaaka: Ceunwo 20, 51000, Pueka /  JADRAN-GALENSKI
LABORATORIJ 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,

HacToawmm YAOCTOBEPAD, 4YTO NpuBegeHHas Bbile MHPOPMALMA NOANMHHA W TouHa, HanHan cepus
nekapcTBeHHoro npenaparta  6wina npouseeaeHa (Bce  craguu Npou3BOACTBA), BKNKOYan
YNakoBKy/MapKupoeKy u KOHTPONb KavecTBa, Ha YKa3aHHOW Bbiwe NPOM3BOACTBEHHOW NNOWAAKE B NONHOM
COOTBETCTBMU ¢ TpeboBaHWAMMU GMP, TpeGosaHusmu PErMCTPaUMOHHOTO [A0CbE W HOPMAaTWUBHON
AOKYMEHTAUNK, YTBEPXKOEHHOW B CTpaHe-uMmnoprepe.

Quality of the product complies to Normative Document /1N-000534-140817, Variation N¢ 1 and Ne 2 |
KauecTtBo npoaykTa cooTseTcTByeT /IN-000534-140817, N3menenmio N2 1 u N© 2.

I hereby confirm that the batch is approved for releas
HacToswum noaTeepxaaio, 4To BbiLeykasaHHas cepus pa3spelueHa K Bbinycky

Dat 0d
e . % L e F
Nara N :1 ' _m\gg{ fﬁ* ;\é I
e, e ’,%’@
Qualified Person Mirna Simici¢ - et
Moanuce YnonHoMoueHHoro nuua f‘?/u, h/t 1
/ : A Tt
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