| JEKJIAPAIIMSI O COOTBETCTBUM

! AEKJIAPAHT, IPUHUMAFOIL M1 JAEKJIAPAITHIO O COOTBETCTBUH
00O "STPAH"
Ceedenus o pezucmpayuu opeanusayuu: Mexcpaiionnan uncnexyus Pedepanvroti narozoeoi cayorchor Ne 46 no |
e. Mockee 28.08.2015, OTPH 1157746794810, dama npuceoenun OI'PH 28.08.20]5.
Adpec: 107564, 2, Mockea, yn, Kpacrwﬁoeambtpcmﬂ, 0.6, cmp.6, xomnama 26,5maxc |, Tereghon:
| (499)1433371.
| B auye: I'enepansuuiii dupexmop Beaasuy Anexcandap
[ Hosepennoe nuyo: Ceuzay C.A., oosepennocmes Ne 131/18 om 12.12.2018 | |

| BAAIBJISIET, YTO

Aekapemeennoe cpeocmeo: 3epranun®, pacmeop ons napyscnozo npumenenus 10 mz/wn 30 M1, hrakon- |
Kaneavruybt (1), nauku kapmonnsie, PY Ne JTIT-000534 om | 2.05.2011 (dama 3amenw 14.08.20] 7), cepus
14028, napmus 14134 ynaxosox, 20den do 3 1.07.2021, npouseoocmea SQPAH-T AJTEHCKH JIAEOPATOPHHY |
a.0., Xopeamus, JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia ko0 OKITJ]2 [
21.20.10.161, xo0 TH B3] 3004200002, kowmpaxm Ne HQ001/2017 om 03.04.2017. unsoiic Ne 90001324 om
15.02.2019

COOTBETCTBYET TPEEOBAHHUSIM |
| JITT-000534-140817 | r
| TEKJIAPALIMSA INPUHATA HA OCHOBAHHH
cepmucpuram ananusa npouseodumens Ne0678/18 om | 9.09.2018, Cepmugpuxam coomeememeus cucmemu
[ MeHeONcmenma kavecmea 8 Cucmeme 006posonshol cepmugpukayuu FOCT P No POCC HR. H®99.K00023,
cpox Oeticmsus ¢ 12.09.2018 2. do 12.09.2021 2., OO0 "Oxpyxcnoti yenmp konmpona kavecmea”, Poccus,
{ 115280, 2. Mocxea, ya. Macmepxosa, 0. 4, om. 5, nom. I xom. |

JATA FPRHETERIEKTIAPALIAM 25.02.2079
FAT IBHQI BUTEJILHA /10 37.07.2021

7
% Cauray C.A.

ndﬁnucs D.U.0

CBEAEHHS O PETUCTPALIUU

' OPT'AH 1o CEPTHO®HKAIHH, 3APETMCTPUPOBABIIHI AEKJTAPAITHIO

' RA.RU.11®MO8 OPIAH ITO CEPT, H@I{MHHH ITPONYVKIHH OBL[ECTBO C OIr'PAHHYEHHOH

| OTBETCTBEHHOCTHIO "OKPY)KHOH [IEHTP KOHTPOJIT KAYECTBA",

| adpec opeanusayuu: 11 5280, 2. Mocxkea, ya. Macmeproea, 0. 4, sm. 5, nom. I xom. 1, adpec opeana no

r cepmupuxayuu: 115280, POCCHA, e0poo Mocksa, ya. Macmeprosa, 0. 4, sm, 5., men. (495)788-02-88, eeb-

- caum: oykk.pe.

| JEKJIAPALIMSA O COOTBETCTBHUHU 3APETHCTPHPOBAHA Ne POCC RU J-HR.®M08.B.16767/19
AATA PECACTPALIMH 25.02.2019 :
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CHCTEMA CEPTHOUKAIIMU TOCT P

®ETEPAJIBHOE ATEHTCTBO O TEXHUYECKOMY PETY.IMPOBAHUIO 1 METPOJIOTHH

@iy CEPTUOUKAT COOTBETCTBUS

T Ne POCC HR.©M08.C34554

) 7"u¢uxﬂ““‘

Cpoxk pefictBus ¢ 25.02.2019 o =

Ne 0457964

OPI'AH 11O CEPTHU®OU H .
RARUII OﬁMgS OPIAH 17(8 C%MWH [TPOJYKIHH OBILECTBO C OFPAHH YEHHOH
OTBETCTBEHHOCTBHO "OKPYJKHOH LJEHTP KOHTPOJIS KAYECTBA", adpec opeanuzayuu: 115 280, 2. Mocxaa,

ya. Macmeprosa, 0. 4, sm. 5, nam, 1, kom. 1, adpec opeana no cepmu@urayun. 115280, POCCHA, 20pod Mocxea, Vi
Macmepkoea, 8. 4, 3m. 5., men. : (495)788-02-88, paxc: (495)675-47-89

ﬂ%}%‘i&gﬁmma: 3epxmun®, pacmeop oas napysxicnozo npumenenus 10 mz/mn 30 Mz,

| koa OK 03420014
naxon-kanenvnuyer (1), nawxu Kkapmounsie, | Koa OI?HEC 2008)
PY Ne JTIT-000534 om 12.05.201 (Oama samenm 4. 08.2017), Eomm)
cepus 14028, napmus 14134 ynaxosox, 200en do 31.07.2021, ’ 31.20.10.161
koumpaxm Ne HQ001/2017 om 03, 04.2017, unsoiic Ne 90001324 om 15.02.2019 j R
EJ?OTBETCTBYET TPEBOBAHUSAM HOPMATHUBHBIX AOKYMEHTOB

~000534-140817 T ——
i Kop TH B3A
3004200002

%R-FMEMA BOPATOPHH q. 0., JADRAN-GALENSKT LABORATORIJ d. d., Svilno 20, 51000 Rijeka, Croatia,
Xopsamus

8(‘)’:8 Tﬂﬂ’%ﬁiﬁ 9%”899, adpec: 107564, 2, Mockea, yn, Kpacuoﬁoeamupc‘mx, 0.6, emp.6, komuama 26, smaxc 1.

Teneghon. (499) 1433371,

5051 .
clgl'f}nu%g:gr? c]:%;%nl:—}sa npouseodumens NMe0G78/18 om 19.09.201 8, Cepmughuram coomeememaus CUCHeMbl MeHedNeMenma
kavecmea ¢ Cucmeme do6posansioii cepmushuxayuu TOCT P Noe POCC HR. H®99. K, 00023, cpox deticmeus ¢ 12.09.2018 2. do

12.09.2021 2., 000 "Okpyaicroit yeump KoHmpoRs kavecmsa”, Poccus, 115280, 2. Mocksa, yn. Macmepkosa, 9. 4, 3m. 5, nom,
1 koM. 1

AOTOAHUTEABHAS MHOOPMALIHS
Xema ce, mu :: Kayuu 6c.

Dnaenko 1B,

VHULAANGI, Daminun

Conoseepa HA.

MBI, AT

: ep’rﬁq;nxa'r He MPUMEHSIeTCS NPH 063aTeAbHO CepTHdHKAIIHA

m-m.‘m,mm‘ Be Rk pasisun ks OF0R- 00,000 BHC P, van (4DE) 706 474D, whw, opoion
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Product name:

Ha3saHue npenapata;
Series:

Cepus:

Manufacturing date:

data npomssoacTea:

Best before:

oaeH go:

Date of analysis:

Aata nposeaexns ananuza:

Zerkalin® solution for external us

3epkanuu®
14028

14028

26.07.2018.
26.07.2018.
31.07.2021.
31.07.2021.
12.09.2018.
12.09.2018.

CERTIFICATE N2 0678/18
CEPTU®UKAT N2 0678/18

PARAMETERS REQUIREMENT
[ NMAPAMETPbI | - __nggom_ﬁ___ o
CHARACTERS ' Colourless clear liquid with characteristic odour.
! ' BecuseTtHan npo3payHan KNOKOCTb

T OMNWUCAHWE
\

| X3PaxKTepHbIM 3anaxom.

" IDENTIFICATION OF

e 10 mg/ml
PacTBOp ANA HAPYXHOMO rpuMeHeHus 10 Mr/mn

RESULTS

. complies

C | cooTBeTcTBYET

. PESYNbTATHI |

The retention time of the principal peak in the chromatogram complies
| CLINDAMYCIN obtained with test soluticn prepared for Assay should |
| correspond to the retention time of the peak in the
| | chromatogram obtained with clindamycin hydrochioride:
' standard solution.
|
|
| MOANUHHOCTL KIMUHAAMULMH BpeMs yaepxueaHus OCHOBHOro nuka Ha XpOMaTorpaMme COOTBETCTBYET
| WCNBITYEMOro pacTaopa, MpUroTOBNEHHOMo Ana konude- |
i | CTBEHHOTO  Onpegenexus, A0AXHO CoOTBETCTBOBATL |
| BPEMEHW  ypepwuBaHWMA nuka Ha XpoMmarorpamme | |
PacTeopa  cTaHgapTHoro  o6pasua KNUHAGMUUMHE | 1
| rvapoxnopuaa. . I
L |
pH | From 4.0 to 5.0 | complies ;
i | i
1 071 4.0 go 5.0 | cooTeeTcTayer !
| |
i DENSITY From 0.875 to 0.885 g/cm3 | complies ]
| |
‘ |
- MNOTHOCTL Or 0.875 no 0.885 r/cm3 | cooTBetcTByer l
S S |
RELATED SUBSTANCES |
| - impurity B , Not more than 2.0 %; 0,6 % :
- impurity C - Not more than 4.0 %; <0,1 %
| - single impurity | Not more than 1.0 %:; 0,1 %
| - total of the impurities | Not mare than 6.0 % | 0,8 %
\ {
| POACTBEHHBIE NPUMECH '
npuMecu B | He Bonee 2,0 %; 0,6 9%
{ - npuMecu C ' He Gonee 4,0 %: | <0,1%
|- @RUHUYHOW NpUMecK I He 6onee 1,0 Y%; 0,1 %
- CYMMbI npumMecei | He 6onee 6,0 % 0,8 %

|-

JADRAN GALENSKI LABORATORIJ d.d. = 51000 RIJEKA ¢

Zerkalin® solution for external use 10 mg_ml - 14028- RUS

19.00.18
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; VOLUME OF THE PACKAGE

According to the requirements complies
CONTENTS [ j
. OBBLEM COMEPXUMOro B cootBeTCTBMM C TpeboBaHnaMuU | cooTseTCTByET
- YNAKOBKW
MICROBIOLOGICAL Category 2 complies
PURITY*
MWKPOBUO/IONMYECKAS Kateropus 2 cooTBETCTBYET
YUCTOTA* ‘
| ASSAY | From 9.00 mg to 11.00 mg of clindamycin per 1 ml of the 110,12 mg ‘
! preparation (90.0 % to 110.0 % of [abel claim) |
|
| KONMMMYECTBEHHOE or 9,00 mr ao 11,00 mr kKMmHaaMwunHa B 1 Mn npenapara 10,12 Mr ‘
' ONPEQENEHWE (o7 90,0 % no 110,0 % ot 3assneHHorg COAEPXAHKMS) |
‘ |
\
PACKING 30 ml of the solution in a glass bottie of dark Golor with complies j
a dropper and a screw cap. Each bottle with instructions
for use is placed in a cardboard box. cooTseTcTBYeT
YMAKCBKA Mo 30 mn pacreopa so hnakoH w3 TemHoro crekna o
KaneneHuuen wu HEGBUHUYUBAKLWIENCS KpbLIWKOW. Kamabi
CbnaKOH-Kal"leanMLtY BMECTE C  WHCTPyKuue#n no
MEAUUMHCKOMY NpPUMEHeHUIo MOMEWaT B KapTOHHYI
navky. |
MARKING In accordance of Narmative Documentation complies
MAPKUPOBKA B cooTeeTcTBUM ¢ Hopmartuenon LokymenTayueis cooTseTcTeyer
| STORAGE CONDITIONS ! At temperature not more than 259, | complies i
| ' |
' ycnosus XPAHEHWSA | Mpu TeMnepatype He Bbiwe 25°C. ’ COOTBETCTBYET ‘
| SHELF LIFE T 3 years o T [ complies 1
| ‘ [ i
| CPOK rOAHOCTH | 3rona | cootsercreyer |
I | {

» for release examine at least every tenth batch

* BBINONHRETCA Ha Kaxaon aecaTon cepuun

This batch was checked for ali indexes,

to producing requirments.

HAanrnan cepitan Goina nposepara no ocem no.-taaare.rmu,

that are provided by Normative Documentation and fully conforms

M MONHOCTLIO COOTBETCTBYET NpeasaBnsemMmm TpeGosanusam.

JADRAN GALENSK| LABORATORIJ d.d. = 51000 RIJEKA = SVILNO 202 CROATIA = +385 51 546024 o www.igl.hr
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