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| NEKJAPALIASI O COOTBETCTBHU

. IEKJIAPAHT, MPMHUMAIOIIUI JEKJTAPAIIHIO O COOTBETCTBHHU
| 000 "AAPAH"
| Ceedenus o pezucmpayuu opeanusayuu. MexcpauorHas uHCnexKyus Dedepanbroi Han020801 cayxcbvr Ne 46 no
| 2. Mockee 28.08.2015, OI'PH 1157746794810, dama npuceoenust OT'PH 28.08.2015.
- Adpec: 107564, 2. Mocxea, yn. Kpacnoboaamwipekas, 0.6, cmp. 6, komnama 26,5maxc 1. Tereghon:
| (499)1433371.
‘ B nuye: Tenepanvubiii Oupekmop beaasuy Anexcanoap
Tosepennoe nuyo: Cnecupesa C.IO., dogepennocms No 91/18 om 1 2.07.2018

3AABJISIET, YTO

nexapcmeennoe cpedemeo: Jeprarun®, pacmeop O HAPYHCHO20 NPUMEHEHUS 10 m2/mn 30 mn, ¢haakon-
kaneavruyst (1), nawxu xapmonuwvie, PY Ne JITI-000534 om 12.05.2011 (0ama 3amersi 14.08.2017), cepus
07129, napmus 14383 ynaxosox, 200ex 0o 01.05.2022, npoussoocmea HIAPAH-TAJTEHCKH JIABOPA TOPHH
a.0., Xopeamus, JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia, koo OKII/]2
21.20.10.161, xod TH B2 3004200002, xonmpaxm Ne HQ001/2017 om 03.04.2017, unsotic Ne 90004082 om
27.08.2019

COOTBETCTBYET TPEBOBAHUSIM
JITT-000534-140817

JEKJIAPALIUA TIPHHSITA HA OCHOBAHHHA

cepmugbuxam ananuza npousgodumens Ne(351/19 om 01.08.2019, Cepmugbuxam coomeemcmaus cucmembl
menedxcvenma kavecmaa 8 Cucmeme 006posonsroti cepmugpuxayuu TOCT P Ne POCC HR.H®99.K00023,
cpox deticmeus ¢ 12.09.2018 2. 00 12.09.2021 2., 000 "Oxpyxcnou yenmp KoHmpoas kavecmsa’” (000
"OLIKK"), Poccus, 115280, 2. Mockea, ya. Macmepxosa, 0. 4, sm. 5, nom. I, kom.

Cuerupesa C.10.
®.H.0

OPI'AH 110 CEPTU®UKAIIMH, 3APETMCTPHPOBABIIHHA JEKJIAPAIIHEO

RA.RU. 11 ®MO8 OPTAH 110 CEPTHOHKALHH ITPONYKILHH OFU[ECTBO C OI’ PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIA KAYECTBA”,

adpec opeanusayuu. 115280, &. Mocxea, ya. Macmepxosa, 0. 4, sm. 5, nom. I kom. 1, adpec opzana no
cepmucgpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepkosa, 0. 4, am. 5., mex. (495)788-02-88, eeb-
catim: oyxx.pg.

| JEKJAPAIIM ST O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-HR.®M08.B.35174/19
 AATAFEFMCTPAITMN 04.09.2019
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Product name:

HazeaHwe npenapaTa:
Series:

Cepus:

Manufacturing date:

[ata npown3BoacTsea:

Best before:

MNoaeH ao:

Date of analysis:

[ara npoBeAeHUs aHanusa:

Zerkalin® solution for external use 10 mg/ml

3epkanuH® pacTBOp ANSA HAPYXHOrO NpUMeHeHus 10 mMr/mn

07129
07129
05.2018.
05.2019.
05.2022.
05.2022.
15.07.2019.
15.07.2019.

CERTIFICATE N2 0351/19
CEPTUOUKAT N2 0351/19

i PARAMETERS [ REQUIREMENT RESULTS 3
{ NAPAMETPb! | TPEEOBAHWA ) B PE3Y/IbTAThHI ‘
; CHARACTERS Colourless clear liquid with characteristic odour. complies |
‘ OMUCAHUE BecugeTHas npo3pa4Hasn HUOKOCTE 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 hydrochloride | :
‘ standard solution.
NOASIMHHOCTL KNMHAAMULUMH | Bpema yaepxvBaHWA OCHOBHOMO NMUKA Ha XpoMaTtorpaMMe  COOTBETCTBYeT |
| mcnbITyeMoro pactsopa, NPUroTOBNEHHOrO ANA Konuue- ‘ ‘
| ‘ CTBEHHOro ONPeAeneHus, AO0NXKHO COOTBETCTBOBAThL
| BpEMEHU  YOAEepKUBAHUA MNWKA HAa  XPOMaTorpamme
pacTsopa  CTaHAapTHOro  o6pasua  KAWHAaMUUMHAE |
ruapoxnopuaa. { ‘
" pH From 4.0 to 5.0 [ complies
| 0T 4.0 a0 5.0 ‘ cooTBETCTBYEeT
i |
| DENSITY From 0.875 to 0.885 g/cm3 complies
! NNOTHOCTb ‘g Ot 0.875 no 0.885 r/cm3 i COOTBETCTBYET
| RELATED SUBSTANCES [ |
“ - impurity B | Not more than 2.0 %; 1.3%
| - impurity C ! Not more than 4.0 %; <0.1%
| - single impurity Not more than 1.0 %; | 0.2% ;
| - total of the impurities Not more than 6.0 % | 1.7% !
1 i z
| POACTBEHHLIE NMPUMECH \ ? !
- npuvMecu B | He 6onee 2,0 %; 1,3%
| - npumecu C w] He 6onee 4,0 %; | <0,1% ‘
EAMHUYHON NpUMECH He 6onee 1,0 %; | 0,2%
CYyMMbI NpUMecei He 6onee 6,0 % | 1,7%
|
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‘ VOLUME OF THE PACKAGE | According to the requirements complies

CONTENTS i

i |
| | - [
| OBbEM COMIEPKIMMOrQ | B COOTBETCTBNM C Tpebosarinmy | cooTeeTCTByeT

YMAKOBKMW !

[ MICROBIOLOGICAL Category 2 not examined

PURITY*

MWUKPOBWUONOMMHYECKASA Kareropua 2 ‘ he ocmotpen

YUCTOTA* ‘

|
| ASSAY From 9.00 mg to 11.00 mg of clindamycin per 1 ml of the | 9.88mg
| ’ preparation (90.0 % to 110.0 % of label claim) |

KONWYECTBEHHOE | 0T 9,00 Mr go 11,00 Mr knMHAaMuuuKa B 1 Mn npenapata | 9,88mMr

1 OMNPEAENEHWE ‘ (07 90,0 % Ao 110,0 % OT 3aABNEHHOrO COAEPXAHUA)

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.

YMNAKOBKA Mo 30 Mn pactesopa BO (PNakoH W3 TEMHOro CTekna C | COOTBETCTBYeT
KanensHWUen M HABUHYMBAKOWENCA KPbIWKoW, Kaxabii
dnakoH-kanensHULy  BMeCTE€ C  MHCTpyKuued no
MEAULMHCKOMY NPUMEHEHWID MOMELIAT B KAPTOHHYH
nauky.

MARKING In accordance of Normative Documentation complies

MAPKUPOBKA | B cooTseTcTBuM ¢ HopMaTusHOW [lokyMeHTauuen COOTBETCTBYET

| STORAGE CONDITIONS At temperature not more than 25°C. | complies
' 1
i yCcnosust XPAHEHUA | Npu TemnepaType He Bbiwe 25°C. ‘ COOTBETCTBYET
i [
SHELF LIFE o | 3 years ' complies 4‘
i CPOK roiHOCTH { 3 roga ‘ cooTBeTCTBYET

= for release examine at least every tenth batch

* BLINONHAETCH HA KaXAO0W AeCATOW Cepuu

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

to producing requirments.

JaHHas cepus Gblna npoBepeHa no BCeM MoKa3aTensaM, NpegycMoTpeHHbIM HOpMaTMBHOMA LHokymeHTauymen
U NONHOCTLIO COOTBETCTBYET MNPEAbABAAEMbIM Tp&ﬁOBaHHﬁM.
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