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~, JIEKJTAPAHT, TIPWHUMATOLAT TEKJIAPAIIMIO O COOTBETCTBHH
| 00O "SIIPAH"

|

| 2 Mocxee 28.08.2015, OFPH 1157746794810, oama npuceoenus OI'PH 28.08.2015.
| Aopec: 107564, 2. Mocxea, yn. Kpacnobozambipckas, 0.6, cmp. 6, komuama 26,3madxc 1. Teiegok:
| (499)1433371.
'1 - B nuye: | enepanbhsiii OUPEKMop benasuy AnexcaHoap
| Josepennoe nuyo: Ceuead C A.. oosepennocns N 292/17 om 25.09.2017
|| 3AABJBIET, UTO
| eKapcmeeHHoe Cpeocmso; 3epranun®, pacmeop O/s HAPYICHOEO npumenenun 10 me/mn 30 xa, Gaaron-
| KanenbHulb! (1), nauxu xkapmowunvie, PY Ne JIT-000534 om 12.05.2011 (dama samenvi I 4.08.2017), cepua
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|
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(9528, napmus 141 /4 ynakoeox, 200en 0o 30.06.2021, npouseoocmed FAJPAF-1AJAEHCKH HABOPATCOI 7791
a.o., Xopsamus, JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51 000 Rijeka, Croatia, koo OKIIJ2
21.20.10.161, ko0 TH B3] 3004200002, konmpaxmn Ne HQ001/2017 om 03.04.2017, uneotic Ne 90000276 om

01.12.2018
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! COOTBETCTBYET TPEBOBAHMAM
[ JIT-000534-140817

| IEKJIAPALLMSI TIPHHATA HA OCHOBAHMH

| cepmucpuram anansa npouseodumens No0506/1 8 om 27.07.2018, Cepmughuxam coomeemcmeui Cucmemot
senedwemenma xavecmsa 8 Cucmeme 006P0EOTLHOT CepmuGuKauY rOCT P Ne POCC HR.H®99.K00023,
| cpok Oelicmgus ¢ 12.09.2018 2. 00 12.09.2021 2., OO0 "OKPYIICHOU YEHMP KOHMPOILA xawecmea", Poccus,

" 115280, 2. Mockea, yr. Macmepxosa, 0. 4, sm. 5, nom. I xom. 1
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CBEJEHMS O PETUCTPALIANA

] OPIr'AH 110 CEPTU®HKAIHMH, 3APETMCTPHPOBABINMHA JNEKJAPAITHIO
| RA.RU. 11 ®MOS OPTAH (G CEPTHOHKAIDIH NPORYKLIHH OEIECTRO C OrPAHHYEHHOL
1 OTBETCTBEHHOCTBIO "OKPYIXKHOH LJEHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu: 11 5280, 2. Mocksa, y1. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpurayuu. 115280, POCCHA, 20pod Mocksa, yi. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, aeb-
|| catim: oyxx.pe.
| IEKIAPATIUA O C OOTRETCTRUM 2APETUCTPUPOBAHA Ao POCC RU JI-HR.®@M08.B.09774/18

' JIATA PETHCTPALIH 10.12.2018
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CUCTEMA CEPTU®UKAILUU TOCT P
DEIEPAIBHOE ATEHTCTBO 10 TEXHWYECKOMY PETYIHPOBAHUIO U METPOJTOTHH

. CEPTUOUKAT COOTBETCTBUS

No POCC HR.®M08.C29554

) " o
“Prugukaw’

Cpok peiicreus ¢ 10.12.2018 no

Ne 0377
OPTAH 110 CEPTHOUK Wi A
RA.RU1IDMO8 OPFAH ITO CEPTH HKALIHH ITPOOYKIIHH OBLIECTRO © OFPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYIKHOH UEHTP KOH TPOITA KAYFECTRA" adnec apravizayiie 115280 > Morvan
ya. Macmepkosa, 0. 4, am. 5, nom. I, kom. |, adpec opzana no cepmugpurayuu: 115280, POCCHA, 20pod Mocxsa, yn.
Macmeprosa, 0. 4, sm. 5., men. (495)788-02-88, haxc: (495)675-47-89
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HPOAYKLINS
Jexapcmaennoe cpedemieo: 3epranm®, pacmeop ons napysicnozo npumenenus 10 mz/sn 30 s,
gﬁvaxnn-xanmam;qm (1), maven capmanunie,

| kop OK034-2014

PY Mo JUI-000534 om 12.05.2011 (dama savems 14.08.2017), B
cepus 09528, napmus 14174 ynaxosox, z00en do 30.06.2021, g] .,02110)]' 61
koumpaxm Ne HQU01/2017 om 03.04.2017, unsotic Ne 90000276 om 01122018 =il

COOTBETCTBYET TPEBOBAHUAM HOPMATUBHBIX AOKYMEHTOB

JIT-000534-140817 —
koa TH BoA,

3004200002

H3TOTOBUTEAD
AQPAH-TAIEHCKH JIABOPATOPHH a.0., JADRAN-GALENSKI LABORATORL] d.d., Svilno 20, 51000 Rijeka, Croatia,
Xopeamus

CEPTH®HUKAT BbI
OOO 'WHPAH” HHHA: 771! 27’(‘1‘90 ar}‘nf’.r" fﬂ?sn“i—{ 7z ﬂ.fn."rmc‘f‘_ B8 .r'\f"lj;jlr_‘ur_‘sf‘.n-ﬂ_?_/;p_xwpg\y!3;'1‘ A, 6} :-"""'r'"' :Fl oo 28 amaaaee 1

Teneghon:(499)1433371.

HA OCHOBAHUWH

cepmugyuram anwiusa npouseooumens Ne0306/18 om 27.07.201 8, Cepmudhuxam coomsememaus cucmentor Menedncvenma
Kkauecmsa ¢ Cucmeme 006posonsnot cepmugpurayuu FOCT P Ne POCC HR HD99. K. 00023, cpox dettcmaus ¢ 12.09.2018 . oo

12.09.2021 2., UOU "UKpyHcHol yermp Kowmpons kavecmsa”, Poceug, 115280, 2. Mocxaa, yn. Macmeprosa, 9. 4, sm. 5, now.
I xom. 1

ACIIOAHMTEADHAJ WH MALLF
Cxema cepmugpuxayuu 6.

LT

PYKOBOAMTEA® Oprana

IKcnepT

NORMHCH WHULIAG B, hamming

ePTH(MUKAT HE HPUMCHIOT IpH 06A3aTeABHOH CepTUdHKALHN

AQ CTIUHO:, Bocmo, D018, -0 unisviai b 0005 OO PO, 1es. 14501 T35 4742, wrsinmn.




Product name:

Ha3paxue npenapara:
Series:

Cepus:

Manufacturing date:

[ata npown3BOACTBA!

Best before:

loneH go:

Date of analysis:

[aTta npoBefeHUs aHannsa:

PARAMETERS
MAPAMETPbI
CHARACTERS

| ONWCAHUE

zerkalin® solution for external use 10 mg/mi

3epxanuu® pacTBOD AR HADYXHOTG NDUMEHEHUS 10 mr/mn
09528

09528

07.06.2018.

07.06,2018,

30.06.2021.

30.06.2021.

17.06.2018.

17.06.2018.

CERTIFICATE N2 0506/18
CEPTUOUKAT N2 0506/18

REQUIREMENT ~ RESULTS
- ~ TPEBOBAHMWA o PE3Y/NbTAThHI
Colourless clear liquid with characteristic odour. | complies
BecupeTHas npo3payHas WUAKOCTb C COOTBETCTBYET

XapaKTepHbIM 3anaxom.

| IDENTIFICATION OF
CLINDAMYCIN

" MOAMHHOCTD KNMHAAMULAH

| The retention time of the principal peak in the chromatoaram complies

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

| chromatogram obtained with clindamycin hydrochloride

standard solution.

BpeMa yepKMBAHMA OCHOBHOrO MUKa Ha XpOMaTorpamMe COOTBETCTBYET
WCrBiTYEMOro pacTsopa, MPWroTOBNEHHONC AN Konwuye-

CTBEHHOTD  OnNpenenexsus,.  ANAKHD CONTRATATRARATL
BpEMEHM  YOEDPKMBAHWR NWK3 HA  XpoOMatorpamme
pacTeopa  CTaHZApPTHOMO obpasua KNvHAAMWLWHAE
ruapoxnopuaa.
pH ‘I From 4.0 to 5.0 . complies
| 0T 4.0 80 5.0 | coorBercTBYET
- DENSITY " From 0.875 to 0.885 g/cm? complies
NNOTHOCTb | OT 0.875 Ao 0.885 r/cm3 cooTseTCTEYeT
RELATED SUBSTANCES
- impurity B | Not more than 2.0 %; 0,6 %
impurity C ' Not more than 4.0 %; 0,1 %
| singie impuricy . iNot mere than 1.U Y, L 0,2 %
- total of the impurities | Not more than 6.0 % 1,1 %

POACTBEHHbIE MPUMECK
- npumecu B
- npwmecu C

|- BAMHUYHON NpUMecH

| - cyMMbl npuMeceii

. He Gonee 2,0 %;

! He 6onee 6,0 %

He 6onee 4,0 %;
He 6onee 1,0 %;

Zerkalin® solution for external use 10 mg_ml - 09528- RUS

27.07.13
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VOLUME OF THE PACKAGE According to the requirements complies
CONTENTS
OBbEM COAEPXMMOrQ B CoOTBETCTBAM C TpeGoBanuam cooTsercrayer
- YNAKOBKHW
| MICROBIOLOGICAL | Category 2 | complies
’ PURITY* l’ i
MUKPOBUOAOTMYECKAS | Kateropus 2 [ COOTRATATAY AT
i YUCTOTA* ’ j
. [
. ASSAY | From 9.00 mg to 11.00 mg of clindamycin per 1 ml of the | 9,98 mg
preparation (90.0 % to 110.0 % of label claim)
- KOIMYECTBEHHOE Ot 9,00 Mr ao 11,00 Mr knuHAaMUUMHA B 1 M1 npenapata 9,98 mr
OMNPEAENEHUE (ot 90,0 % 4o 110,0 % OT 3anBNEHHOrO COAEPMEHNUR)
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. COOTBETCTBYET
YNAKGBKA No 30 MA pacTsopa BO QUIBKOH W3 TEMHOIG CTEKNa C
KENeNnbHALER W HEBUHUMBAMWENACH KPbIWKOHA, Kaxasii
DNakoH-KanensKully BMECTE ¢  WHCTPYKUMER no '
' | MEAMLMHCKOMY NDUMEHEHMIO NOMEWAT & KapTOHHYHO
na4xy.
MARKING In accordance of Normative Documentation complies
MAPKMPOBKA B cooTBeTCTBMM C HOpMaTUBHOM HokyMenTauuen COOTBETCTBYET
| STORAGE CONDITIONS At temperature not more than 25°C. complies
! |
! |
- YCNIOBUSA XPAHEHWA Mpw TeMnepatype He sbiwe 25°C. | CooTBETCTBYET
| SHELF LIFE - 3years | complies
CPOK MOAHOCTH | 3 ropa ! COOTBETCTBYET i

* for release examine af least avery tenth hateh
* BLINONHAGTCH Ha KAXAO0N ACCATON Cepum

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

Aanran cepna Coina nposepena rno scem MOKasaTeqsM, NpeqyCMoTpeHHbIM Hopnamanon HAokymenTaymen
M NONHOCTEI0 COOTBETCTBYET MNPEAbABASEMbIM TPECOBaHNAM.
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JADRAN CALENSKI LABORATORI d.d. = 51000 RIJEKA = SVILNC 20 = CROATIA = +385 51
Zerkalin® solution for external use 10 mg_ml - 09528- RUS

27.07.18




