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TTIOATBEPXIEHVE COOTBETCTBUA CEPHH
Ne 51-00170/20 ot 14.09.2020

HacrosmuM mOATBEpXNacM COOTBECTBHE BBO3HEMOIO JICKapPCTBEHHOrO IIpenapaTa TpeOOBaHUAM,
YCTaHOBJICHHEIM TIPH €T0 ToCyapCTBEHHON PErHCTPAaIHH

Toproeoe nammenoBanne 3epranuH
Mex/ayHapoHOe HenaTeHTOBAHEOE HAMMEHOBaHNe | KUMHaMumAs
JlexapcTBennas dpopma PacTBOp 118 HAPYXHOTO MPUMEHEHHS
Hosmposka 10 Mr/Mn
®opMa BEITYCKa ®naxon-xanensrunua 30 mn x 1 (mauxa
KapTOHHAA)
Homep cepuu 09920
O6BeM mapTan 14303 ynax.
aTa BEIIYCKa 14.09.2020
[omen o 31.07.2023

Hawmmenosanue u anpec IPOH3BOIMTENA (BCE CTAIHH
MIPOH3BOJCTBA)

SAPAH-TAJIEHCKH JIABOPATOPUN
a.0., Camnro 20, 51000, Prexa, Xopparus

Homep u nara perucrpausonnoro ynocrosepenns

JII1-000534 or 12.05.2011 (mara 3ameHs!
14.08.2017)

Homep mopMaTuBHOM noKymerTamun

JITT-000534-140817, uamenernns Ne 1 u Ne
2

Haumenosanre 1 anpec nepxarens
PETHCTPANHOHEOrO YAOCTOBEPEHHA

AOPAH-TATIEHCKU JIABOPATOPHMH
a.0., Cemmso 20, 51000, Pueka, Xoppatus

OtBecTBeHHOE JHIO: MeHemkep 0 ofecneden o kagecrra 000 «JIJIPAH» Kopotkosa Onsra no

nosepersocTH Ne 2247/2019 ot 18.11.2019.

000 «AAPAH» ‘

Hara:

803 2022

Agpec mecra HaxomAeHuA: 107564, r. Mockea, ya, KpacHoboratmpckan, a. 6, cTp.6
Aapec ann Hanpasnenna NONTOBONH KOpPECNOHABHLMM: 119330, Mockea, JlomoHocoBekui npocnekT 38, oduc VI

Ten./daxc: +7(499)143-33-71
e-mall: Jadran@jgl.ru
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Product name / Hassawwe npenapara: Zerkalln® solution for external use 10 mg/ml,
(dropper bottle) 30 ml x 1 (carton box)
3epkanuH® pacTBop NS HAPYXHOrO NPUMEHEHWS
10 Mr/mn, (dnakoH-kanensHuua) 30 mn x 1 (nauka
; ) KApTOHHARA)
Batch / Cepus: 09920
Manufacturing date / lata npoussoacrea: 24.07.2020.
Expiry date / fogeH fo: ; 31.07.2023.
Date of analysis / flaTa npoBeseHus aHanusa: 14.08.2020.
Name of the APl / HauMeHoBaKHe Clindamycin / Knungamuums
¢$apmauesTHHeckon cybcTanumn;
API batch No. / Homep cepun 2010221
apMaueBTMYECKOW cybcTaHumuus;
API Manufacturer / Mpou3soanTens Union Quimico Farmaceutica S.A., Spain / IOHWOH
3pMaUeBTUYECKOM CybcTanymu: KuMuko QapmaueyTtuka C.A., icnaHus
CERTIFICATE N2 0711/20
CEPTUOWUKAT N2 0711/20
PARAMETERS : REQUIREMENT RESULTS
NAPAMETPbI , S TPEGOBAHUA PE3YNbTATbHI
APPEARANCE | Colorless clear liquid with characteristic | Colorless clear liquid with characteristic
odour, odour,
ONUCAHKWE :
‘BecuseTHan npo3payHas XuaKocTb ¢ | becuseTHas Npo3payHan XuaKoCTe C |
XBPAKTEPHLIM 33MaxoM, X3PAKTEPHLIM 3anaxoM.
IDENTIFICATION OF The retention time of the principal pesk In | complies
CLINDAMYCIN ‘the chromatogram obtained with test

isolution prepared for Assay should
.|;correspond to the retention time of the
peak in the chromatogram obtained with
“clindamycin hydrochloride  standard
‘I solution,

NOANMHHOCTL KIMHAAMULNH ‘BpeMA yaepuBaHWA OCHOBHOMO MWKa Ha COOTBETCTBYET
XPOM3TOrpaMMe MWCNLITYEMOro pacrsopa,
,MPUFOTOBNEHHOMO ANA KONUYeCTBeHHoro
onpeaeneHunA, AONXKHO COOTBETCTBOBATL
BpeMeHu YAepXuUBaHUA nuka Ha
iixpona'rorpaume pacTeopa CTaHA3pTHOro
106pa3ua KNMHABMWULMHAE rHAPOXIIOPHUAA.

1 }
pH ‘From 4.0 to 5.0 4.1 |
Potentiometric method :

GPh XIII or EU Ph

pH i
MoTEeHUMOMETPUYCKH /0T4.0 40 5.0 4.1
e XIII unu Esp.® !
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i DENSITY From 0.875 to 0.885 g/cm? { 0.879
| GPh XIII or EU Ph | i
| 1
NAOTHOCTb | OT0.875 ao 0.885 r/cm3 ﬁ 0.879 ‘
o XIII unw EBp.@ | .
: it
RELATED SUBSTANCES (HPLC) ' |
- impurity B ‘Not more than 2.0 %; 0.2%
- impurity C Not more than 4.0 %; <0.1%
- single impurity Not more than 1.0 %; <0.1%
- total of the impurities Not more than 6.0 % 0.2%
POACTBEHHbIE MPUMECH
(BXKX)
- npvMecu B He Sonee 2,0 %; 1 0,2%
- npuMecu C He Bonee 4,0 %; <0,1%
ENUHUYHOR NPUMEcH He Gonee 1,0 %; <0,1 % {
CYMMBbI NpuMecen He Gonee 6,0 % 0,2%

VOLUME OF THE PACKAGE
CONTENTS

According to the requirements

31.9 ml (complies)

GPh XIII or EU Ph

MUKPOBUONOMMYECKAR
HYUCTOTA*
re XIII unm Esp.@

| The total number of aerobic

microorganisms and fung! (in total) -no
‘more than 102 CFU in 1 g (ml)

Absence of Pseudomonas aeruginosa in 1
g (ml)
- Absence of Staphylococcus aureus in 1 g
f(ml)

‘Kaferopun 2

Ob6uwee yucno aapobHbix GakTepuii u
rpubos (cyMmapHo) - He Gonee 10? KOE
8 1r(Mn)

OTtcytcteue Pseudomonas aeruginosa s
1r(mMn)

OTcyrcreme Staphylococcus aureus 8 1 r
1(mn)

GPh XIII |
OBBEM COAEPXUMOTO | 31,9 mn (cooTsercrayer)
YNAKOBKW : .B CRGTWRRETRIANC TpeSoBaHUAMMU |
o XIII j

MICROBIOLOGICAL "Category 2

PURITY*

Not examined

He ocmoTpen

‘dark color with a dropper and a screw
icap. Each bottle with instructions for use
is placed in a cardboard box.

ASSAY From 0.00 mg to 11.00 mg of | 10.04 mg
‘clindamycin per 1 ml of the preparation ‘
(90.0 % to 110.0 % of label claim)
KOJTMYECTBEHHOE 'OT 9,00 Mr g0 11,00 Mr kNUHA3MUUMHE B | 10,04 Mr i
OMPEQENEHUE 1 mn npenapata (ot 90,0 % po 110,0 %
;0T 33RB/IRHHOrO CoAepXa HUA)
PACKING :30 ml of the solution In a glass bottle of 30 ml of the solution in a glass bottle

of dark color with a dropper and a
screw  cap. _ EdéhE “bottle  with
instructions _. Fér use s placed in a
cardboard, on.
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YNAKOBKA

| Mo” 30 Mn pacteopa 80 nakoH u3

TEMHOro CTeKNa C KanenbHHULEH W HaBWH-

YuBaloLWencs KPbIWKOW, Kaxabii
‘bnakoH-KanenbHMUY sMecTe c
MHCTpYKUUe#Rk no MeS ULIUHCKOMY

NPUMEHEHWMIO NOMELWRIOT B K3PTOHHYIO
nayky.

Mo 30 Mn pacTeBopa BO GNaKoH w3
TEMHOro CTeKna C KanensHuuewd W
HABUHYMBAOLWENCA KPbIWKOK. KaxasiA
thnakoH-kanenbRUUa BMecTe c
WMHCTPYKUWeR no MEAWLMHCKOMY
NPUMEHEHUIO NMOMEWEH B KapTOHHYH
nauky.

MARKING

MAPKUPOBKA

Ha nepBayHoA ynakoske (3TUKeTKe
.bnakoHa) Ha PYCCKOM A3bIKE YKA3bIBAKOT:

{/Toprosoe  WassaHWve npenapata C
‘nNpeaynpeauTencHoX  Mapkvposko# ®,

1MexayHapoaHoe HenaTeHToBaHHOoe

| WaseaHue,  nexapcTeeHHyld  opMy,

| AO3WPOBKY, KOMW4YECTBO npenapata B
‘MANNUNWTPAX, <«ANR NEeYeHWAa YrpeBoH
Cbinue, HOMep cepum, nparty
NpoM3BOACTBA, [aTY WCTEUYEHWN CPoKa
FOAHOCTU B peaakuuK «foaex ao».

Ha nepBuuHOi ynakoeke (3TUKETKE
((hNaKoHa) Ha  aHrAMACKOM  A3biKe
tAOHOJ‘IHH‘I‘eﬂhHO YKa3blBakaT: HagnNWch
'«SOLUTION», norotvn DupMbI-
npouasoauTens, seb-caiT.

Ha  BTOpPMYHOW  ynakoeke  {nauke
KapTOHHOW) Ha pycckoM fA3biKe
yKa3biBaIKOT: TOoproBsoe Ha3lsaHue
npenapara c npeaynpeanTensHON
MapKnpoBKoHh ®, MexayHapoaHoe
| HEMaTeHTOBaHHOR Ha3saHue,
inexapcrseHHyo  GopMy,  AD3UPOBKY,
' Ha3BaHWEe W KONWYECTBO ASWHCTBYIOLLErD
'BCWECTBA W NEpevyeHb BCNOMOraTebHbIX
‘Bewecte 8 1 Mn npenaparta, KONWYECTBO
npenapara B MWINWAWTPAX, YC/OBHA
XPaHEHWA C YKa3aHMeM «B HEROCTYNHOM
CANA AETEeH  MecTes, HANUCK  «anA
neyeWua yrpeBo coinue, «Cnocob
npumeHenns: HapyxHo. PacTBop HaHoCcAT
Ha NOpaxerHYK obnacte
npeasapuTensHo OMMULEHHOH "
| BLICYWEHHOH KOXWM 2 pasa B CyTKMW,
YTPOM W BeuepoM», YC/NOBUS OTNycCKa,
CPOK roaHocCTH, PerucTpaunoHHbIA
: Homep, Ha3saHue DUPMBI-
NPoOU3BOAWTENA, aAPec, CTpaHy, WTpWx-
koa, 2D-koa («GTIN:» - rnoBancHuiif
| MAGHTUDMKAUMOHHBIA HOMEp TOProsow
eamHuUbl; «SN»: - WHAWMBWAYANbHbIA
. CepUiHBIA HoMep Toprosol eauHWUbI),
| HOMEp CepWM, NaTy W3rOTORNEHWA, AATY
OKOHYAHWA CPOKA rogHOCTM B peaakuuu
 «FopeH ao».

Ha  BTOpMuHOA  ynakoeke  (nauke
KBpTOHHOK) Ha  aHrNMACKOM  A3biKe
AONONHWTENBHO  YKa3biBAKT:  HAANWCH
«SOLUTION», norovun PUPMbI-
npouasoauTens, BeG-cair.

Ha nepBuYHOM ynakoeKe (ITUKETKE
NaKoHa) Ha PYCCKOM A3bIKe YKa3aHo:
TOProBoe HaisaWwe MNpenapata ¢
npeayrpeavTensHoOn Mapkuposkod ®,
MexayHapoaHoe HeNaTeHTOBaHHOE
Ha3BaHWe, nexkapcTsenHas (opMa,
A03MPOBKA, KONWYECTBO npenapaTta 8
MWANANKMTPAX, «4NA NEYEeHWA YrpeBOw
Chinu», HOMep cepum, naTa
NPOW3BOACTBA, AaTa WCTEYEHWR CPOK3
roaHOCTH B peaakuun «FogeH ao».

Ha nepsuyHOW yrakoske (aTukerke
GnakoHa) Ha  AHMNMWACKOM  A3blKe
ADNONHWTENBHO  YKA3aHo: HaanNwWcob
«SOLUTION=, norotun PUpmbI-
npoussoauTens, seS-canr,

Ha Bropuukod ynaxoeke (nauke
KapPTOHHOW) Ha pyCcCckOM A3bike
yKasaHo: Toprosoe Ha3saHwe
npenapata ¢ npeaynpeauTencHon
MapKWpoBKOA ®, MexayHapoaHoe
HenaTeHToBaHHOe Ha3BaHue,
nekapcreeHHas GopMa, AO3MPOEBKA,
H33BaHWME U KONMYECTBO AEeHCTBYIOWEro
BewecTsa n nepeyeHt
BCNOMOraTeNlbHbIX BeWwecTs 8 1 Mn
npenaparta, Konu4ecrso npenapata B
MANIIMNUTPAX, YCNOBWMA XPaHEHWA C
YyKa3aHMeM «B HEAOCTYMHOM ANRA AeTei
MecTe», HAANMCA  «4NA  JIEYEHUA
Yrpeson chinu», «Cnocob npuMeHeHus:
HapyxHo. PactBop  HAHOCAT  Ha
nopaxenHyio 06nacTe NnpeaBapuTensHo
OMMLEHHOW WU BbICYLWUEHHOW KOXWU 2
pasa B CyTKM, YTPOM W BeUYEpOM>,
yCNoBWS  OTNYCka, CPOK FOAHOCTH,
PerucTpauuoHKbId  HOMEp, HalBaHue
GupMbI-NponsBOAUTENR, aapec,
CTpaHa, wrpux-koa, 2D-koa («GTIN:»
- rnobancHulidi  UAGHTHPUKAUMOHHLIN
HOMep TOProBOW eAWHUULI;, «SN»: -
WHOMBUAYANLHLIA  CEPUAHBIM  HOoMep
TOProBOW eAWKWULbI), HOMEep cepwwu,
A3Ta W3rOTOBNEHUA, AATA OKOHYBHMWA
CpoOXa rogHoCcTM B peaakuvn «logeH
Ao®,

Ha BTOpuM4HOH ynakoske (nauke
KAaPTCHHOR) H3 AHrMACKGM.  A3blKe
DONONHATENLHO  YKE33HOT . Hafnuch
«SOLUTION», ‘noromwn - (upMbis
npousBoauTens, Beb-canT. N
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| STORAGE CONDITIONS AE t-emperature not more than 25°C, complies
YCNOBWA XPAHEHWA ‘ Mpu TeMnepaType He Bhiwe 25°C, COOTBETCTBYET |
SHELF LIFE Tyears complies o
CPOK roQHOCTH 3 ropa cooTBeTCTBYET J

10-7 cepum,.

* The parameter is coptrolled by ¥ j?man;gf‘qcturé% in every 10th batch. / NMokasaTenb KOHTPONMPYETCA Ha Kamaon

Importing country / Crpaxa umnoprep:

Russlan Federation / Pocchitckas ®egepauus

Registration ~ Certificate  No. /
PerucrpauuorHoro yaocrosepeHus:

Homep

JI11-000534 dated 12.05.2011 (re-issued 14.08.2017) /
/IN-000534 or 12.05.2011 (aara 3ameHb! 14.08.2017)

Manufacturing

site  / MpoussoacTeeHHan
nnowaaka: ;

ALBPAH-TANIEHCKW  NABOPATOPMWA  a.0., XopeaTus,
CeunHo 20, 51000, Puexka / JADRAN-GALENSKI
LABORATORIJ d.d., Croatia, Svilno 20, 51000, Rieka

manufactured (all production stages),
mentioned manufacturing site In full

I hereby confirm that the information above Is authentic and accurate,
Including labeling/packaging and quality control at the above
compliance with the GMP requirements, requirements of the
registration dossler and normative documentation approved In the importing country.

This batch of the product was

nekapcTeeHHoOro  npenapata Gwuina
YNaKoBKY/MapKUPOBKY U KOHTPONL KayecTea,
CoOTBETCTBUW C TpeboBaHuAMU GMP,

HacToAwWM yaoCcToBepsl, YTO NpWBELEHHas Bbiwe WHDOPMAUMA MOATMHHA W TOYWa. JlaHHas cepus
npov3senexa
Ha YK23aHHOW BbllWe NPOU3BOACTBEHHOMN M/IOWAAKE 8 NONHOM
TPebOBAHUAMM DPErucTPaUMOHHOrO JoCke #
AOKYMEHTALMK, YTBEPXACHHOW B CTPaHe-uMNopTepe.

(sce  craguu npou3BoAcTBa), BKNIOYanA

HOPMaTWUBHOM

Quality of the product complies to Normative Document J1 [1-000534-140817, Variation N2 1 and N? 2
KadecTeo npoaykTa cooTsercTsyer JI M-000534-140817, N3MeHeHHo N2 1 1 N2 2.

I hereby confirm that the batch Is approved for release
HacToswuM noaTBEPXAAI0, UTO BbIlEYKA3AHHAR CEPUN paspeleHa k BbINyCKY

Date )
Oata ,"1 . 05 . ﬂm@
L b
Qualified Person Mirna Simicié 1 4 e
MoANKMCH YNONHOMOYEHHOMO NKMua /LLL Sy 5
f. i
L AR o
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