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CMK-COI-037-0-001-03

TIOATBEPXAEHUE COOTBETCTBUS CEPUU
Ne S-00277121 or _48°0%.202/

Hacrosmum TMONTBEPH/AEM COOTBECTBHE BBO3HMOFO JIEKAPCTBEHHOTO Mpenapata TpeGos

aHHAM,

YCTAHOBIICHHBIM NMPH €10 FOCY JAPCTBEHHON PerucTpanyy ;

ToproBoe nanmenopanue

3epkanun ]

KJTHH,HBMHI.[HH. B

Jlexapcrpennas thopma

MGJK,I[yHaPOJI,HOG HENATEHTOBAHHOE HaUMEHOBaHUe

PactBop juis HapYKHOTO IPHMEHEHHUS

O3HPOBKa 10 Mr/mn
®opma Bemycka DnakoH-KanensHuua 30 Mmn x 1 (magxa
‘ KapTOHHas)
Homep cepun 04121
O6veM naptuu 14356 ynaxk.
Jara Beimycka 07.04.2021
Tonen no 31.03.2024

HaumeHosanme u alpec NpoU3BOaKTENS (BCE CTamnu

NPOH3BO/ICTBA)

ANPAH-TAJIEHCKW JIABOPATOPHI] |
a.0., Cmitmo 20, 51000, Puexka, XopsaTus

Homep u nara PETHCTPaHONHOTO yrocToBepeHus

JIII-000534 ot 12.05.2011 (mara 3amens
14.08.2017)

Homep HopMaTuBHOH JNOKyMEHTaHK

JIII-000534-140817, H3MeHeHusa Ne 1 u No
2

Haumenosanue u aipec nepxarens
ETHCTPALHOHHOID y,z:oc*ro_aepcnnx

ANPAH-TAJIEHCKUA JIABOPATOPHI
a.0., Caunno 20, 51000, Puexa, XopsaTus

Oteercteennoe muuo: MEHEIDKEp 110 obecnieuenuo kadectsa 000 «IIPAH» Hocenko IO.A. o

AoBepennocTa Ne 2516-2020 or 24.09.2020.

000 «APAH»

Hara:

15:0% 2000

Aapec mecra HaxomaeHua: 107564, r. Mockea, ya. Kpacuuﬁorarhlpmaa, A 6, cTp.6
Appec ana wanpasneuns no4ToBoH koppecaoup.euqmu: 119330, Mocksa, Nomonocoscruil npocnexr 38, admc Vi|

Ten./dakc: +7{499)143-33-71
e-mail: Sadran@ijgl.ru




Product name / Hassanue npenapara; Zerkalin® solution for external use 10 mg/ml,
(dropper bottle) 30 mi x 1 (carton box)
3epkanvH® PacTeop AnA HapyxHoro NpUMeHeHus
10 mr/mn, (qanaKOH-Kanenbuuua) 30 Mn x 1 (nauka
KapTOHHas)
Batch / Cepua: 04121 e
Manufacturing date / Aata npowssoacrsa: 23.03.2021,
Expiry date / Moaen no: 31.03.2024.
Date of analysis / [aTa nposenerus aHanusa: 31.03.2021.
Name of the API / HaumeHosaHue Clindamycin / KnvHaamuyun
ApMaUEeBTUYecKod ¢ 6cTanuymm:
API batch No. / Homep cepum 2010383
hapmauesTUyecko cybcraHumm:
API Manufacturer / MpounsBoauTens Union Quimico Farmaceutica S.A., Spain / nuon
ApMaLEBTUYecKol ¢ 6cTaHumm: Knmmo-magmaueymka C.A., Menanus

CERTIFICATE N¢ 0235/21
CEPTUGUKAT Ne 0235/21

| PARAMETERs 5‘ REQUIREMENT RESULTS ]
; MAPAMETPbI TPEGOBAHMA PE3Y/IbTATbI .

| APPEARANCE | Colorless clear liquid with characteristic | Coloriess clear liquid with characteristic |
F | odour. I odour.

| ONWCAHUKE {

! | Becusernas NPO3PayHas KMAKOCTL ¢ | BecuseTHas npo3pauHas xuakocrs ¢
| X2pPaKTepHLIM 3anaxom. X3PaKTEPHbIM 33NaxoM.

| IDENTIFICATION OF

The retention time of the principal peak in | Complies
| CLINDAMYCIN

the chromatogram  obtained with  test
solution prepared for Assay  should l
correspond to the retention time of the peak

in the chromatogram obtained with |
clindamycin hydrochloride standard

solution.

Bpems yaepxwvsanus OCHOBHOI0 NuWKa Ha COOTBETCTBYET
XpOMaTorpamme ucneityemoro pacTeopa, |
APUroToBAEHHOrO ans KOnuWYecTseHHoro |
OfpefieneHus, nomkHo COOTBETCTBOBATL |
BPEMEHW  yaepxuBaHUg nuka Ha |
XpoMarorpaMme pacTsopa CTaHaapTHoro |
obpasuya KnuHpamuumHa ruapoxnopuga. |

| |
| pH From4.0t0 5.0 | 4.1

{ Potentiometric method !
| GPh XIII or EU Ph

i

- NOANVHHOCTL KNUHAAMULUMH

{ pH
; HDTEHHMOMETDMHCKH O0T4.0005.0 4.1
é‘ I'® XIII unn Eep.®

1

[ e T1CTRE
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DENSITY | From 0.875 to 0.885 g/cms | 0.879 g/cms3 i
GPh XIII or EU Ph |
| 1 |
MAOTHOCTb 07 0.875 g0 0.885 r/cm3 | 0.879 r/cm3 i
I'® XIII unwm Esp.o | |
L ‘ |
RELATED SUBSTANCES (HPLC) ‘
- impurity B [ Not more than 2.0 %; | 0.5%
- impurity C ' Not more than 4.0 %; 0.2%
single impurity i Not more than 1.0 %; 0.2% ‘
| - total of the impurities | Not more than 6.0 % 1.2% l
| POACTBEHHBIE NMPUMECHK { {
| (BIXX) I |
| - NpumMecu B He Gonee 2,0 %; 0.5% |
{ - Npumecn C He 6onee 4,0 %: 0.2%
| = ©AWMHWYHO NpuMeck He 6onee 1,0 %; 1 0.2% I
! CYMMbI Npumeceit He 6onee 6,0 % 1.29% i
e :
f VOLUME OF THE PACKAGE According to the requirements ‘ 32 ml (complies)
| CONTENTS | ;
i GPh XIII [ l‘
{ i |
. OBBbEM COAEPXWVMOro H 1 32 Mn (COOTBETL‘J’BVGT)
| YNAKOBKM ! B cooteetCrBMM C TpeboBaHuamMu l\ |
| To X1 i :

MICROBIOLOGICAL
PURITY*
GPh XIII or EU Ph

MWUKPOBMONIOrMYECKAS
HUCTOTA*
re® XIII uan Esp.@

Category 2

The total number of aerobic
microorganisms and fungi (in total) -no
more than 102 CFU in 1 g (ml)

Absence of Pseudomonas aeruginosa in 1

g (mi)
Absence of Staphylococcus aureus inlg
(ml)

Kateropus 2

O6wee yucno a3pobHbIx BakTepwuii u
rpubos (cymMMapHo) - He Bonee 10? KOE
8 1r (Mn)

OTcyTerBHe Pseudomonas aeruginosa g
1r(mMn)

OTcyTcrBue Staphylococcus aureus B 1 r

ONPEAENEHMUE

PACKING

1mn NpenapaTa (ot 90,0 % A0 110,0 %

OT 33ABNEHHOro coaepiaH us)

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

SR

Not examined

He ocMoTpen

30 ml of the selution In & glass bottle of
dark color with a dropper and a screw
€ap. Each bottle with Instructions for
use is placed In a«ca rd box.

I/

(Mn)

From 9.00 mg to 11.00 mg of clindamycin | 9.90 mg |

per 1 ml of the preparation (90.0 % to | |

110.0 % of label claim) i i
KONMMYECTBEHHOE Ot 9,00 mr go 11,00 mr KNWHAAMWUMHE B | 9,90 Mr )
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YNAK

MARKING

OBKA

MAPKUPOBKA

STOR,

AGE CONDITIONS

JADRAN - GALENSK| LABORATORU d.d. = 51000 RIJEKA

Mo 30 mn pacTeopa Bo nakoH w3 TEMHOro
Crekna ¢ KanenoHnued W Hasuu-
HMBALLEHCA Kpbilukol, Kawabiii hnakon-
KanensHuuy smecre ¢ MHCTpYyKUuMer o
MeauLMHckomy NPUMEHEHWID NoMelaioT B
KEIDTOHHYIO navky.

Mo 30 wmn PaCTBopa Bo dnakon u3
TEMHOrO cTekna c KanenbHuuen u
HaBUHYUBAWWENCS KPBILKOWH. Kamabii
(naxoH-KanensHuuya BMeCTe =
MHCTPYKUMeR no MeanymHckomy
NpuMeHeHno nomewen g KapTOHHYO
nas4ky.

Ha nepsuyHon YNakoeke (stukerke
hnakona) Ha pycckom szwike YKa3bisatoT;
TOproBoe  HassaHue npenaparta c
npeaynpeauTensHoi Mapkuposkoin ®,
MexayHapoaHoe HenaTeHTosaHHoe
Haseahwe,  nexapcreerHyio dopmy,
AO3MPOBKY, Konu4YecTeo npenapata s
MANIMNUTDEX, «and neyenus yrpesoi
Cbinn», HoMep cepuu, aary npou3BoacTBa,

A3Ty  wCTeuyeHus cpoka rOAHOCTM B
PeAakunm «Mogen gos,

Ha nepsuyHoii YNakoske (3Tukerke
¢dnakoHa) Ha BHITIMACKOM  s3bike
AONOMHWUTENbHO  yKazkiBaloT: Haanuck
«SOLUTION», norotun bUpMeI-
NpouseoauTens, seS-cajir,

Ha BTOPWUYHOW  ynakoeke (nauke
KapTOHHOIA) Ha PYCCKOM A3blke
YKasblBaloT: TOprosoe Ha3BaHue
npenapara = npeaynpeauTensHoii
MapKupoBKoiA ®, MexayHapogHoe
HenaTeHToBaHHoe Ha3BaHue,
N1ekapcTeeHHyio  dopmy, AO3MpOoBKY,

HasBaHWe U Kkonuyecrso AencTeyowero
BELWECTBa W nepeyeHs BCNOMOoraTenbHbIxX
Belwects B 1 Mn nNpenaparta, konuyecrso
npenaparta s MUNNWNKUTPaX, ycnosus
XPaHEHUs C ykasaHueMm «B HeAOCTYNMHOM
Ans  pgerei MecTe», Hagnuck «gns
fle4eHUs  yrpesoi Cbinn»,  «Cnocod
NprAMeHeHs: HapyskHo. PacTteop HaHocsaT
Ha NopaxeHHyo obnacre
npeasapuTensHo OYMLLEHHOWH [
BbICYWEHHOW KoXK 2 Pasa B cyTku, yTpom
W BeyepoM», ycnoeus 0oTnycka, cpok
roAHoCTH, Perucrpaymor eI HoMep,
Ha3BaHue dJPIDMbF-I'IpDMBBO.qHTenﬂ, aapec,
CTPaHy, wTpmx-kop, 2D-kon («GTIN:» -
rnobansHeli MABHTUDUKALMOHHBIH HoMep
TOProBoi eAnHUUbI; «SN»: =
UHAUBUAYANbHBLIN CepUhHbIA HoMep
TOProsoi EAWHMLbI), HoMep cepuu, narty
M3rOTOBNeHUs, [aTy OkoHYaHWs cpoka
FOAHOCTH B pegakumuu «[onex po»,

Ha BTOPUYHOWK ynakoeke (nauke
KapToHHOH)  Ha  aHrauiickom A3biKe
AONONHUTENLHO  yKaskiBaloT: Haanuce
«SOLUTIONS, norotun burpmel-

Npou3BoAuTeNs, BeG-caliT,

At temperature not more than 25°C,
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Ha nepsuunoi ynakosre (aTukeTke
dnakoHa) Ha PYCCKOM s3bike ykasaHo:
TOProBoe  HasBaHue npenapata ¢
npeaynpeautenbHoi MapKkuposkoi ®,
MexayHapoaHoe HeNnarTeHToBaHHoe
Ha3BaHue, nekapcrBeHHas opma,
AO3MpOBKa, KonuuyecTso npenapata s
MUNNKUAUTDaX, «AnA neuyeHus yrpeson
Chinus», HoMep cepuu, nara
NPOU3BOACTBA, AaTa WCTeueHus cpoka
FOAHOCTU B peaakumm «[ogeH po».

Ha nepsuyHoii YNakoBKe (atukerke
bnakoHa) Ha 8HIMIACKOM  f3bike
AONONHUTENLHO  ykasawHo: Haanuce
«SOLUTION=, noroTun dupMeI-
npoussoautens, se6-caiir.

Ha  sropuunoi ynakoeke (nauke
KapToOHHOIR)  Ha PYCCKOM  m3bike
yKasaHo: Toprosoe Ha3eaHue
npenapata ¢ npegynpegurensHoi
MapKupoBkoi ®, MexayHapoaHoe
HEI‘IEITEHTOBEHHOE HBSBBHM&,
neKapcTeeHHan Gopma, A031POBKa,
Ha3BaHue un KonuyecTeo AelicTeyowero
Beulecrtsa 14 nepeyeHs

BCNOMOraTenbHbIx Beuwecrs 8 1 mMp
Npenapata, konuyecreo npenaparta s
MUnAunuTpax, ycnosus XpaHeHus c
yKa3zaHuem «B HEAOCTYNHOM ans petei
MecTe»,  Haanuck  «ang neyeHus
YTPeBo# cbinu», «Cnocob NpUMEHeHus:
HapyxHo. Pacreop HaHOCAT  Ha
nopaxenHyio o6nacTe npeasapuTensHo
OMULLUEHHOW BLICYLIEHHOW koM 2
Pasa B cyTkW, yTpoMm u BEYepom»,

YCIoBUA  oTnycka, cpok rOAHOCTH,
PerncTpaumoHHbIH HOMep, HasBaHue
dJHDMbI"I‘IDOH3BD£|HT‘EJ'Iﬂ, anpec,

CTPaHa, Wwrpux-koa, 2D-kop («GTIN:» -
rnoGanbHeiin MABHTUDMKAUMOHHbIH
HOMep Toprosoii €AUHNLLI; «SN»: -
MHAWBUAYANbHBIA CEPHIAHBINA HoMep
TOProBOA  eanHuMLbI), HOMep cepuu,
AAdTa W3roToBNeHWs, pata OKOHYaHMs
Cpoka rogHocTu B pesakuymu «ogen
[o»,

Ha  BTopuunoi Ynakoeke (nauke
K8PTOHHOR) Ha  aHrnuiickom A3bike
AOMONHUTENbHO  yKasaHo: HaAnuck
«SOLUTION=», noroTun DUPMBI-
npoussoauTens; BEG-CanT, 1,

| & Lo
e s
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J YCNOBUA XPAHEHWA Mpu Temnepatype He Boiwe 25°C, E COOTBETCTBYET
SHELF LIFE 3 years complies g
CPOK FOAHOCTH 3 ropa | cooTBETCTBYET |

* The parafﬁ?a?e? is Edﬁ't"rdife”a”ﬁ'y the manufacturer in every 10th batch. / Nokasatens KOHTPONMPYETCR Ha Kaxaoi
10-@ cepum.

Importing country / Crpana uMnoprep: Russian Federation / Poccuiickas ®enepaums

Registration  Certificate  No. / Homep | J111-000534 dated 12.05.2011 (re-issued 14.08.2017) /
PerucrpauuoHHoro yaoctosepeHus: JIN-000534 o1 12.05.2011 (nara 3amMeHbi 14.08.20 1.7)

Manufacturing  site / MpoussoacTeeHHas | AAPAH-TANTEHCKN NTABOPATOPUMIA  a.o., XopBaTusa,
nnowaaka: CBunHo 20, 51000, Pueka / JADRAN-GALENSKI
LABORATORIJ d.d., Croatia, Svilno 20, 51000, Rieka

I hereby confirm that the information above is authentic and accurate. This batch of the product was
manufactured (all production stages), 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.

HacToawmm ypoctosepsiio, uTo npuseseHHas soiwe WHDOPMALWA NOANMHHA W TouHa. [laHHas cepus
NIEKapCTBeHHOro  npenapata  6bina  npowsseseHa (Bce  ctagum  npoussoactBa),  Bkniouyas
YNaKoBKY/MapKnpoBKY W KOHTPONL kauecTsa, Ha YKa3aHHO/ Bbllle NPOU3BOACTBEHHOM NNOWAAKE B NOAHOM
COOTBETCTBMM C  TpeGoBaHWuAMM GMP, Tpe6oBaHMsMM PErMCTPALMOHHOIrO  [J0CbE W HOPMaTUBHOM
BOKYMEHTaUWK, YTBEPXAEHHOH B CTpaHe-uMnopTepe.

Quality of the product complies to Normative Document J1 [1-000534-140817, Variation N? 1 and N? 2
Kauectso npogykTa cooTseTCTBYET JI [1-000534-140817, UamMeHeHmio N9 1 1 NO 2.

I hereby confirm that the batch is approved for release
HacTtosiwmm NOATBEPXKAAI0, HTO BbILEYKA3aHHaS Cepus paspeleHa K Bbinycky

Date
OaTta Otf x O[“ [%j/{
o ' L
Qualified Person Mirna Simiéié¢ \C » ; i
Mo, Y : 4.4
AMUCh YNONHOMOYEHHOro nuua —~ ﬂw oLCUL’LL»"“
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