JEKJIAPAIIAST O COOTBETCTBHHA

AEKJIAPAHT, IPHHUMAIOII AN JEKJIAPAIIHIO O COOTBETCTBUH

000 "AJPAH"

Ceedenus o pezucmpayuu opeanusayuu: Mescpationnan uncnexyus Dedepansno narozoeou cayicivi Ne 46 no
e Mockee 28.08.2015, OI'PH 1157746794810, dama npuceoenus Ol PH 28.08.2015.

| Aopec: 107564, 2. Mocxea, yr. Kpacnobozamuipexas, 0.6, cmp.6, xomnama 26,smade 1. Teneghon:

(499)1433371.
B nuye. I'enepanvubiii dupexmop Benasuu Anexcandap
Hosepennoe nuyo: Ceuzau C.A., dosepennocms No 131/18 om 12.12.2018

3AABJBIET, YTO

Aekapemsennoe cpeocmso: 3epkanun®, pacmeop ons napyscnozo npumenenus 10 ma/mn 30 ma, aaron-
kaneavnuyet (1), nauku kapmonnvie, PY Ne JIIT-000534 om 12.05.2011 (dama samenm 14.08.201 7), cepust
00729, napmus 14302 ynakosox, zoden do 01.01.2022, npoussodcmea AAPAH-TATEHCKH JIABOPATOPHE
a.o., Xopsamua, JADRAN-GALENSKI LABORATORILJ d.d., Svilno 20, 51000 Rijeka, Croatia, ko0 OKII]2

21.20.10.161, ko0 TH B3 3004200002, konmpaxm Ne HQO001/2017 om 03.04.2017, unsotic Ne 90002615 om
16.05.2019

COOTBETCTBYET TPEGOBAHHUAM
JITI-000534-140817

NEKJIAPAITHS IIPUHSTA HA OCHOBAHUH

| cepmugpuxam anarusa npouseodumens Ne0060/19 om 10.04.2019, Cepmucghuxam coomsememeusn cucmemol

l

Meneddemenma kavecmea 6 Cucmeme 0obposonsnoi cepmugpuxayuu FOCT P Ne POCC HR. HD99.K00023,
cpox oeticmeua ¢ 12.09.2018 2. do 12.09.2021 2., QOO "Oxpyxcroii yenmp xoumponn xavecmsa", Poccus,
115280, o. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. 1, kom. ]

% Csurau C.A.

*ﬁonnncs O.H.0

CBEJEHUS O PETHCTPAIIMU

OPTAH IO CEPTU®HKALIMH, 3APETUCTPHPOBABIIIHH JEKJIAPAITHIO

RA.RU.11DMO8 OPI'4H ITO CEPTHOHKALIHH ITPOAYVKIHH OBIECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH [[EHTP KOHTPOJIA KAYECTBA “

aopec opzanuszayuu: 115280, e. Mockea, yn. Macmepkosa, 0. 4, sm. 5, nom. I xom. 1, adpec opzana no
cepmudpurayuu: 115280, POCCHA, 20poo Mocksa, yr. Macmepxosa, 0. 4, sm. 5., men, :(495)788-02-88, ee6-

| caim: oykk.pep.

- AEKJIAPAIIMS O COOTBETCTBUM 3APETUCTPUPOBAHA M POCC RU JI-HR. ®M08.B.24854/19
| NATA PETCUCTPAIIMIH 23.05.2019
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Product name:

HassaHuwe npenapara:

Series:

Cepus:
Manufacturing date:
[aTa npou3soacrsa:
Best before:

MNoaeH no:

Date of analysis:

fata nposeaeHns aHanusa:

Zerkalin® solution for external use 10 mg/m!

3epkannH® pacTBOp ANA HAPYXHOrO NPUMeHeHus 10 Mr/Mn
00729

00729

01.2019.

01.2019.

01.2022.

01.2022.

04.03.2019.

04.03.2019.

CERTIFICATE N? 0060/19
CEPTU®UKAT N° 0060/19

| PARAMETERS
i NAPAMETPbI

TCHARACTERS

OMUCAHUWE

~ REQUIREMENT RESULTS |
, o TPEBOBAHMA PE3Y/IbTATbI
Colourless clear liquid with characteristic odour. complies
BecuseTHas npo3padHas KUAKOCTH C cooTBeTCTByeT

X3PEKTEPHbLIM 33NaX0OM.

[DENTIFICATION OF
CLINDAMYCIN

NCANMHHOCTL KNUHAAMWULWUH

| obtained with test solution prepared for Assay should
| correspond to the retention time of the peak in the

| standard solution.

The retention time of the principal peak in the chromatogram  complies

chromatogram obtained with clindamycin hydrochloride

BpeMa yaepmuBaHMs OCHOBHOMO MWKa Ha xpoMaTorpaMMe COOTBETCTBYET
VCNbITYEMOro pacTBOpPa, NPUrOTOBNEHHOro AN KOnwude-

CTBEHHOrO  ONpeaeneHus, AOMKHO COOTBETCTBOBATH
| BPEMEHWU  YAEDKMUBAHMA NWKE Ha  XpoMatorpaMme
| pacteopa  CTaHaaptHoro  obpasua  KNWHAAMUUWHE
: ruppoxnopvaa.
pH From 4,0 to 5.0 complies
! 01 4.0 no 5.0 cooTBeTCTRYET
| ;
| DENSITY { From 0.875 to 0.885 g/cm3 complies
NNOTHOCTL OT 0.875 po 0.885 r/em3 COOTBETCTBYyeT
| 'RELATED SUBSTANCES ! - |
i - impurity B - Not more than 2.0 %; 0,7%
: impurity C Not more than 4.0 %; 0,2%
single impurity ! Not more than 1.0 %; 0,2% |
total of the impurities | Not more than 6.0 % 1,4% |
i f
| POACTBEHHBIE 1TPUMECU ! |
- npuMecu B | He 6onee 2,0 %; 0,7% |
| - npumecn C | He 6onee 4,0 %: 0,2% |
| - eAUHWYHOR npuMecu | He Gonee 1,0 %; 0,2% "
# CYMMBI NpUMecei He 6onee 6,0 % 1,4% i
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| VOLUME OF THE PACKAGE | According to the requirements  complies ;
| CONTENTS | I‘
| OBbEM COLEPXKMMOrQ | B COOTBeTETBMM ¢ peBoparutamu cooTsetcTayer
| YNAKOBKU [ |
—_— ! - . !
MICROBIOLOGICAL Category 2 not examined
PURITY*
MUKPOBUONOMMYECKAS | Karteropua ? He uccneaosano
YUCTOTA=
.1 ASSAY o ‘ From 9.00 mgto 1£.00 mg of clindamycin per 1 ml of the 9,66mg |
| | Preparation (90.0 % tc 110.0 % of label claim) |
I H
l KONWYECTBEHHOE \l 019,00 Mr o 11,00 Mr knuspamMuLmHa 8 1 Ma npenapara 9,66mr [
| ONPEAENEHUE | (0T 90,0 % no 110,0 % oT 3asenenHoro cofepxaHua) -
PACKING 30 mi 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. COoOTBETCTBYET
YMNAKOBKA Mo 30 mn pacTeopa Bo dnakoH w3 TemHoro CTekna c
KanenbHuyen u HABUHYMBAOWENRCA KPbILWKOW. Kamabii
Cbnal(OH-KaHeanMLly BMCCTE  C  WHCTPYKuMed no
MEAMUMHCKOMY npuMerenue nomewialor g K3PTOHHYHO
nauky,
MARKING In accordance of Normative Documentation complies
MAPKWUPOBKA B cootBeTeTBUMM ¢ HopmatusHoi LekymenTayueii cooTBeTCTBYET
| STORAGE CONDITIONS | At temperature not more than 255C. complies !
J YCNOBUA XPAHEHUS ‘! Mpu remnepan YP€ He Boiwe 25°C. cooTseTcTByeT !
|
E_SW - [ '3 years [ T complies f
| |
i CPOK rogHoCTH [ 3 roga cooTBeTCTByET
‘ : ) o o e - |

© for release examine at least every tenth batch
* BLINONHAGTCA Ha Kax/104 NecATOR cepum

This batch was checked for all indexes, that are pravided by Normative Documentation and fully conforms
to producing requirments.

LarHHan cepun Gnina NPOBEPEHS No Beem NOKAIATCNAM, NPEqyCMOTDEHHbIM HopmaTneHow Aoxymenraymes
¥ NONHOCTEI0 COOTBETCTBYET NPeaLaBnseMLiM Tpebosanmsm. o .
LI

‘-

Qualified Pefson -
Mirna gfmiﬁiézﬁul QJ%

KBanMgJHquoaaHHoe aunLo
Mirna Simigi¢
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