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[TIOJATBEPXXJEHUE COOTBETCTBUS CEPUH
Ne 4-0043/19 ot 19.12.2019

HacTosmmM MOATBEPKAAEM COOTBECTBHE BBO3MMOIO JIEKAPCTBEHHOrO Tpemapara TpeBOBaHHAM,
YCTaHOBEHHBIM IIPH €O TOCY/JaPCTBEHHOH PETHCTPAIKH |

Toproeoe HaMMEHOBaHHE 3epkaluH

MexayHapoaHoe HenaTeHTOBaHHOoe HaumMeHoBaHkne | KnnHaaMuLKH

JlekapcTBeHHas GopMa PacTBOp JUIss HAPYXKHOIO IIPUMCHEHHSA

JlosupoBka ' 10 Mr/mn

QopmMa BEITyCKa (®naxon-kanenshuua 30 M x 1 (mauxa
KapPTOHHAs)

Homep cepun 11529

O6beM naptau 14536 ymnaxk.

JlaTa BEIyCKa 10.2019

T'oper no 10.2022

HanumeHOBaHHE R aapec NPOU3BOIUTENSA SINPAH-TAJNIEHCKM JIABOPATOPUH
a.0., Ceano 20, 51000, Puexa, XopsaTus

Homep u naTa perncTpallMOHHOrO YIOCTOBEPEHHS JI1-000534 ot 12.05.2011 (mara 3aMeHBI

; 14.08.2017)

Homep HOpMaTHBHON TOKYMEHTALHHA JITT-000534-140817

HanMeHOBaHUE H afipec Jepiarens AOPAH-TAJTEHCKH JTABOPATOPHM

PErHCTPALMOHHOIO YAOCTOBEPEHHA a.0., Ceuimo 20, 51000, Puexa, Xoppatus

OtBecTBeHHOE NHIO: MeHemxep mo obecneueHuro xadecrsa 000 «SAJPAH» Koporkosa O. mo
nosepeHHocTH Ne 2247/2018 ot 18.11.2019.

Tlonnucs:

Hara: _QQ,QQ ’2/9'{9

000 «AAPAHY
Appec mecra Haxomaenua: 107564, r. Mockea, yn. KpacuobBorarstpckan, a, 6, ¢1p.6

AApec Ans HanpasBneHra NOYTOBOH KoppecnoKgeHuun: 119330, Mockea, JTOMOHOCOBCKHA npocnexr 38, od)uc Vil
Ten./$axe: +7(499)143-33-71
. e-mall: Jadran@]gl.ru
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CEPTU®UKAT CEPUU Ne RU-0007/19/ CERTIFICATE OF COMPLIANCE No. RU-0007/19

HA3BAHME NPOAYKUWKN / MHH 3epkanuH / KNHHAZMULWH

PRODUCT / INN Zerkalin / Clindamycin

NEKAPCTBEHHAA ®OPMA / DOSAGE FORM PacTeop ANA HapywHoro npumeHenus / Solution for
external use

[AO3WPOBKA / STRENGH / DOSAGE 10 mr/mr /10 mg/ml

PA3IMEP WU TUM YNAKOBKM / PACK SIZE ®nakor-kanensHuua 30 ma x 1 (nauka KapToHKas) /
Glass bottle with a dropper 30 ml x 1 {carton box)

HOMEP CEPUW / BATCH No. 11529

DATA NPOW3BOACTBA / MANUFACTURING DATE 10 2019

FOAEH A0 / EXPIRY DATE 10 2022

CTPAHA UMTMOPTEP / IMPORTING COUNTRY POCCUIACKARA DEJEPALWA / RUSSIAN FEDERATION

HCMEP PETUCTPAUMOHHOIO YAOCTOBEPEHUA / NN-000534 ot 12.05.2011 (parta 3amens! 14,08.2017) /

REGISTRATION CERTIFICATE No. NN-000534 dated 12.05.2011 (re-issued 14.08.2017)

NPOM3BOACTBEHHAR N/IOWALKA / ANPAH-TANIEHCKY TABOPATOPWIA a.0., XopBaTus,

MANUFACTURING SITE Cewnuo 20, 51000, Pueka (Bce cTagnu NPOU3BOACTBA)

/ JADRAN-GALENSKI LABORATORUJ d.d., Croatia, Svilno
20, 51000, Rieka (all production stages)

HOMEP NULUEH3WU HA NPOMU3BOACTBO / UP/I-530-01/13-03/09

MANUFACTURING LICENSE No.

HOMEP CEPTU®UKATA GMP / GMP CERTIFICATE No. UP/1-530-01/10-03/07

APOUECC NPOW3BOACTBA / MANUFACTURING COOTBETCTBYET / COMPLIES
PROCESS
HAMMEHOBAHWE ®GAPMALIEBTUYECKOM Knunaamuuwmn / Clindamyecin

CYBCTAHLUWH / NAME OF THE API
HOMEP CEPUU GDAPMALIEBTUYECKOWM CYBCTAHL MK/ | 1910218
BATCH No. OF API
NPOW3BOANTENL QAPMALEBTUYECKOMN HOHUCH Kumuko Dapmacsrotuka C.A., MonuroH
CYBCTAHUMMK / MANUFACTURER OF API WHayerpuans 3nb Mna, As. Nyucepaa N2 9, C-17, Km
17.4, 08185, Nnnka Oa Banns, bapcenona, Ucnanua
Union Quimico Farmaceutica S.A., Poligon industrial El
Pla, Av. Puigcerda N°* 9, C-17, Km 17.4, 0B185 Llica Da
Vvall, Barcelona, Spain

HacToAWNM yA0CTOBEPAID, HTO NPUBEAEHHAA Bbiwe MHHOPMALUA NOAIMHKA U TOUHA. [laHHan cepus
NeKapcTBeHHOro npenapaTta 6bina npov3seneHd, BKAKD4YanA vnauosuy/mapkmpoaky W KOHTPO/b Ka4ecTea, Ha
YKa3aHHOMW Bbile NPOU3BOACTBEHHOM NAOWAAKE B MONHOM COOTBETCTBHMM ¢ TpeGoBaHuammu GMP,
TpeBoBaHUAMU PETUCTPALMOHHOTO AOCHE U HOPMAaTHBHOW AOKYMEHTALMU, YTBEPAEHHOM B CTpaHe-
umnoprepe,

I hereby confirm that the information above is authentic and accurate. This batch of the product was
manufactured, 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,

KauecTtso npogykTa cooteetcTyer HE, 1N-000534-140817

Quality of the product complies to Normative Document N1N-000534-140817

HacToAwmm noaTBEpXAaI0, YTO BbilUEyKa3aHHaA CEPUA PAa3PeLLEHa K peannsaumm

| hereby confirm that the batch is approved for release

Aara 05.12.2019. .
Date // S
Moanuck YNOAHOMOYEHHOTo NMua Y &'\UW, /&

Qualified Person
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Product name:

HassaHwue npenapara:
Series:

Cepus:

Manufacturing date:

Aata npon3soacTsa:

Best before:

FopeH no:

Date of analysis:

fara nposeneHus aHanusa’

Zerkalin® solution for external use 10 mg/m!|

3epxkanuu® pacTeop Ans HapyXHOro npumeHeHus 10 Mr/Mn

11529
11529
10.20169.
10.20169.
10.2022.
10.2022.
05.11.2019.
05.11.2019.

CERTIFICATE N2 0841/19
CEPTU®HWKAT N2 0841/19

PARAMETERS REQUIREMENT RESULTS
NAPAMETPbI TPEBOBAHWA PE3Y/1IbTATbHI!
CHARACTERS Colourless clear liquid with characteristic odour. complies
OMNUCAHUE BecuseTHasn npo3pavHas MUAKOCTb C COOTBETCTBYET
XapakTepHbiM 3anaxom,
| IDENTIFICATION OF The retention time of the principal peak in the chromatogram complies
CLINDAMYCIN obtained with test solution prepared for Assay should
correspond to the retention time of the peak in the
chromatogram obtained with clindamycin hydrochioride
i standard solution.
MOANUHHOCTb KNMHOAMWUUWH Bpema ylepXuBaHUA OCHOBHOrO NUKa Ha XpOMaTorpaMMe  COOTBETCTBYET
MCMBLITYEMOro pacTsopa, MpUroTOBIEHHOrO ANR Konuue- ;
CTBEHHOrO Onpeaenelus, [LOMXHO COOTBETCTBOBaTL ‘
BPEMEHW  YAEPXMBAHMA TNWKa HAa  XpoMaTorpamMe ‘
g pacteopa  cTaHgapTHoro  ofbpasua  KAMHAAMMLUMHA
5 rnapoxnopuaa.
| 1
i pH | From 4.0 to 5.0 complies
Or 4.0 po 5.0 COOTBETCTBYET
| |
| DENSITY From 0.875 to 0.885 g/cm? complies ‘
‘ \
| MNOTHOCTb Ot 0.875 no 0.885 r/cm3 cooTseTcTBYeET \
| RELATED SUBSTANCES ‘
| - 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 %

POACTBEHHbBIE NPUMECH
npumecu B
npumecu C
EAWHUYHOW NpUMecH

[ - cymmBl npumeceit

He 6onee 2,0 %;
He 6onee 4,0 %;
{ He Gonee 1,0 %;
| He 6onee 6,0 %
]

!

0,5 %
0,1 %
0,3 %
1,1 %

Zerkalin® solution for external use 10 mg_ml - 11529- RU

06.12.19
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VOLUME OF THE PACKAGE According to the requirements complies

CONTENTS

OBbbEM COAEPXWUMOro B cooTeercrauy € TpeGoeaHMAMM cooTBeTCTBYET

YNAKOBKUW

MICROBIOLOGICAL Category 2 not examined

PURITY*

MUKPOBUONOIMMHECKAS Kareropua 2 he ocmotpeH

YUCTOTA*

ASSAY From 9.00 mg to 11.00 mg of clindamycin per 1 ml of the 9.90 mg
preparation (90.0 % to 110.0 % of label claim)

KONWYECTBEHHOE | 0T 9,00 mMr ao 11,00 MF KNMHAAMWLUWHA B 1 Mn npenapaTta 9,90 Mr

| ONPEAENEHUE (o1 90,0 % Ao 110,0 % OT 33ABNEHHOI0 COAEPXAHWUA)

PACKING 30 ml of the solution in a glass bottle of dark color with complies
a dropper and a screw cap. Each bottle with instructions
for use is placed in a cardboard box.

YNAKOBKA Mo 30 mMn pacteopa BO $nakoH M3 TEMHOro CTEKNa C | CoOTBETCTBYET
KanenbHULUEN M HaBUHYMBAKOLWENCA KPbIWKOW. Kamabiv
dnakoH-KanenbHUUY BMeCTe C  WHCTpyKuweid no
MEAVUMHCKOMY NPUMEHEHWIO MOMeWaloT B KapTOHHYIO
nauky.

MARKING In accordance of Normative Documentation complies

MAPKWPOBKA B cooTsercTeuM C HopMaTMBHOR JOKYMEHTaUWUER COOTBETCTBYET

STORAGE CONDITIONS At temperature not more than 25°C. complies

YCNOBUA XPAHEHUA Mpwu TeMnepaType He Bbiwe 25°C, COOTBETCTBYET

SHELF LIFE 3 years complies

CPOK roggHOCTH 3 roga COOTBETCTBYET

* for release examine at least every tenth batch
* BbINONMHASTCA Ha KaXA0W AECATOW CEpUn

This batch was checked for all indexes, that are provided by Normative Documentation and fully conforms

to producing requirments.

JaHHan cepus 6bina nposepena ro BCEM M1OKa3aTensm, npeqycMoTperHsiM HopmaTnsHon JokyMeHTavmnei
M NMONHOCTLIO COOTBETCTBYET MPEALABNAEMbIM TPEOOBAHMSM.

Zerkalin® solution for external use 10 mg_ml - 11529- RU

06.12.19

s
Qualified Person A
Mirna Simicic ,'flu &\L/\.AM_/
[

KsanuduumposaHHoe n1uo

Mirna Simici¢




