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CMK-COII-037-®-001-03

HOHTBEP}KJIEHHE COOTBETCTBYA CEPYU
Ne ﬁ 0023/22 ot 17. 02.2022

HacToSIAM TOXTBEPXKIAEM COOTBECTBHE BBO3NMOTO JIeKApCTBEHHOTO Ipenapara TPeOoBARUM,
VCTAHOBJICHHBM IIPH €T0 FOCYNAPCTBEHHOM PErHCTPALAH -

[Toprosoe HanMeHOBAHHE | 3epxamus ]
MesKIyHAPOIHOE HENaTeHTOBaHROe HAMMCHOBAHME | KoTrE aMuTHE

[ JexapcTrennas dopma : | PacTsop /U1 HADYKHOTO [IPAMEHEHAL

| Jo3uposka i i : | 10 mr/ma

{(Dopma BHITYCKA 3 e drnaxon-xamemsaEnna 30 wr x 1 (naqxj

; 1 G KapTOHHAL)

| Homep cepan a2 | | 10121 ﬂ

| Ofnem mapTHr m hal | 14 410 ynax.

| Jlata pemycka | | 10.11.2021 |

| Tomen o * "~ [30.06.2024
HawMeHOBaRHE H aIPEC upomom'rem (Bce crammt SIPAH-TAJTEHCKH JTABOPATOPUH |
IPOM3BOICTBA) -

a.0., Caumo 20, 51000, Prexa, XopBamL\
Homep u nara pemcrpannonnoro ynocronepeﬂm JIT1-000534 ot 12.05.2011 (nara 3aMeHE

14.08.2017)
Homep HOpMaTHBHOK ILOKYMBHTaIIHH ~ TIT1-000534-140817, mamerernus Ne 1 Ne

HamveroBaHHe ¥ aApec ACPXaTens

H)IPAHJ’AIIEHCKI/I JIABOPATOPUN
PErucTPallHOHHOIO YIOCTOBEPEHHS

a.0., Cemmso 20, 51000, Prexa, XoppaTus

OTBETCTBEHEOE JHIIO: Meﬁemxép o o'Secnerermo xagectsa 000 «SIIPAH» Hocerko F0.A. 10
rosepersocT Ne 2828-2021 ot 28.06.2021.

Tlonmucs: Iara: 17.02.2022

7 Meoctze, va, \r}ag Ma_ METHES, & { a5 B
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Product name / Hassanue npenapara:

Zerkalin® solution for external use 10 mg/ml,
(dropper bottle) 30 ml x 1 {carton box)

3epkanuH® pacTsop ANR HaPYXHOTO NpUMEHeHuA
10 mr/Mn, (dnakod-kanensHuua) 30 M x 1 (nadyka

KapToHHaRA)
Batch / Cepusa: 10121
Manufacturing date / lata nponaao&_ a: 16.06.2021.
Expiry date / FogeH go: 30.06.2024.
Date of analysis / [aTa npoaggpﬂnn anannaa 06.07.2021.

Name of the API / HanmeHoBaHue
thapMaleBTUHECKOW cybcTaHumm:

Clindamycin / KnuHgamMuumnH

API batch No. / HoMep cepun
dapMaueBTUHeCKOW CybCTanumn:

2110061

API Manufacturer / MNpou3soguTenb
dapMalesTU4ecKoh cybcTanuum:

Union Quimico Farmaceutica S.A., Spain / HOHUOH
Kumuko Qapmaueytuka C.A., Ucnanusa

CERTIFICATE N2 0520/21
' CEPTUO®UKAT N2 0520/21

- PARAMETERS

BecupeTHas npo3pauyHas XuAKOCTb C
| XapakTepHbiM 33NaxoM.

X3paKTepHbiM 3aNaxoM.

I REQUIREMENT RESULTS i
NAPAMETPbBl | | TPEEOBAHMWSA PE3YJ/IbTATbI i
APPEARANCE T 1 | Coloriess clear liquid with characteristic | Colorless clear liquid with characteristic !
odour. odour. <

OMNMUCAHWE |

BecuBeTHas MpoO3pavHas XUAKCCTs o

The mrebention time of the principal peak in

\
|
complies i

GPh XIIT or EU Ph

IDENTIFICATION OF
CLINDAMYCIN the chromatogram obteined with test
solution prepared for Assay shouid |
correspond to the retention time of the [
peak in the chromatogram cbtained with 1
{ clindamycin hydrochloride  standard ‘
| solution. l
NOANUHHOCTb KIIMHAAMUUWH | BpeMs yAepXwBaHWs OCHOBHOTO NUKa Ha | COOTBETCTBYET
.| XpomaTorpaMMe WCNbITYeMoro pacreopa,
| | NpUroTOBNEHHOTO AN KONWYECTBEHHOrO
| | onpeaeneHus, AOMXHO COOTBETCTBOBATL
| BpEMEHW  YAePKMBAHWR  NuKa  Ha
| xpomaTorpaMme pacTsopa CTeHAapTHOro
! ofpasua KNIMKOaMuuuHa rMAPOXNopUAa.
[ pH From 4.0 to 5.0 4.1 |
i Potentiometric method .
i GPh XIII or EU Ph
pH
MoTeHUMOMETPUYCKHU - 0140 005.0 4.1
| M XIII wan Esp.® ‘
DENSITY From 0.875 to 0.885 g/cm3 0.879 g/cm?

)

UO0CTRY

JADRAN GALENSKI LABORATORY d.d. @ 51000 RUEKA o SVILNO 20 = CROATIA = +385 51660700 = www.jgl.hr

Zerkalin solution for external use 10:mg_ml - 10121 - RU
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NNOTHOCTE

70T 0.875 RO 0.885 r/cm? 0.879 r/cm? I
r® XIII wny Esp.®@ ‘ i i l
RELATED SUBSTANCES (HPLC) : |
- impurity B : i | Not more than 2.0 %; 0.5% |

i - Impurity C Not more than 4.0 %; 0.1% ‘

| - single impurity Not more than 1.0 %; 0.3% 1

| - total of the impurities Not more than 6.0 % 1.1%

| ;

| POACTBEHHLIE NPUMECH :
| (BIXX) ! ‘

{ - npumecu B | | He onee 2,0 %; 0.5 % i

| - npumecn C | He 6onee 4,0 %; 0.1%

- eAUHWYHOWU npuMecw | He onee 1,0 %; 0.3% :
- cyMMbi npumecei ! | He Gonee 6,0 % 1.1 % i
! ‘ : i - : | i
VOLUME OF THE PACKAGE | | According to the requirements. | 107 % (complies), analysis was done
!CONTENTS 1 | on 10 packs !
GPh X1II :
OBLEM CONEPXUMOrO B coorBeTCTEMA C TpeboBaHuAMI
YMAKOBKWA i e S bk 107 % (COOTBETCTBYET), MCMbITaHWe i
@ XIIT i 6ein0 NpoBeseHo Ha 10 ynakoskax. ‘
MICROBIOLOGICAL " Category 2
PURITY* The total number of aerobic Not exarnined
- GPh XIII or EU Ph 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 in 1 g
{mB il
MWUKPOBWUONOTMHYECKAR | Kareropus 2 )
YUCTOTA* i | D6uiee uncno aspobrbix GaKTepui U He ocmoTpeH
o XII wau Esp.© rpuboe | (cymmapHo) - He Bonee 10? KOE
g 1lr(mn)
Otcytcreve Pseudomonas aeruginosa B
1r(mn)
. | OreyTcTeve Staphylococcus aureus B 1r
I {mn) i ; 1
ASSAY From . 9.00 mg to 11.00 mg of | 10.00 mg
| clindamycin per 1 ml of the preparation
(90.0 % to 110.0 % of label claim)
KONMUYECTBEHHOE 10.00 mr
ONPEAENEHUE OT 9,00 Mr go 11,00 Mr KNMHASMKLMHE B

{ 1 mn npenapara (oT 90,0 % Ao 110,0 %

| OT 33aRBNEHHOrO COAEpXaHuWsA)

( PACKING 30 ml of the solution'in a glass bottle of | 30 mi of the sclution-in.a glass bottle
dark color with a dropper and a screw of dark color with:'a“dropper and 2
cap. Each bottle with instructions for use | screw  €ap... Each bottle’:, with
is placed in a cardboard bax. instructignis for use is placediin 2

YNAKOBKA ) \§

Mo 30 Mn pacrscpa Bo nakoH U3
TEMHOrO CTek/a € KanenbHuLed v HaBuH-
yuBaoULeica KPBILLKOW, Kamasiv
tnakoH-KanensHuuy, BMeECTe c
vmcrpymmeﬁ no MequLMHCKOMY

—ADIAMEHEHHIG—TTOMELAI0T—B—KaPTOHHYO-

cardbq'lirc} box.

Mo 30| mn pacrsopa’ 80 (nakod w3
TEMHOTD - ETeKNE \C" KanenbHUUed «
HABUHUMBBIOLIEACH KPBILIKON, Kaxbii
d:naxor?’é@qj?ﬁ@@uua BMeCTe c

HETDY KRR D MEALAHCKOM

: ik | ! |
JADRAN GALENSK!:LABORATORI} d.d. = 51000 RUEKA

Zerkalin solution for external use 10 mg_ml - 10121 - RU
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npouMaBoACTBa, ARTY WUCTeYerUs CpoKa
rogHoOCTH B pegaxkunuv «loaeH Ao».

Ha ' nepsu4HOR YynakoBke (amnkeTke
tdnakoHa) Ha aHrNWIRCKOM  A3bIKE
LONONHUTENBHO  YKA3bIBAIOT: Hagn1ch
«SOLUTION», noraTthn bupmbl-
npovssoauTens, seb-caiT.

Ha = BTOPWYHOW  Ynaxoske (nauxe
KapTOHHOW) Ha pycckoM A3biKe
yKa3biBaloT: TOproBoe Ha3BaHue
npenapata; ¢ npeayTpeAUTeNEHON
MapKMpOBKO# ®, MexayHapoAHoe
HenaTeHToBaHHOe Ha3Banue,
nexapcTaeHHylo  OpMY,  AC3VPOBKY,

HassaHWe W Konu4ecTso LeicTByOWero
BelecTsa ¥ nepeveds BCNOMOraTeNbHbIX
peljecTs 8'1 Mn npenapata, KONWYEeCTBOo
npenapaTal B MWUNAUAWTPEX, YCNoBUA
XpaHeHws € YKa3aHveM «B HEepoCTYNHOM
Ans | QeTed | MecTe®, HaAMMCH  «And
NedeHus yrpesod = chinw», «Cnoco
npvMeHerva: HapyxHo. PacTeop HaHOCAT
Wa . | nopaxeHHyio obnacTb
npessapuTeNibHO OHMLLEHHOM u
BbiCYWEHHOW KOXu 2 pasa B CyTkH,

| yrpom. u Beuepom», ycnosus oTnycKa,
1| cpok 1 ropHoCTH, PErncTPaLMOHHbIA
| HOmep, HasBaHue hupMbl~

NpOM3BOAMTENs, BAReC, CTPaHY, WTpux-

koa, 2D-kop («GTIN:» = rnobaneHblit
np.eumcbumauuonﬂbm HoMep Toproso#
| eanHMULl; «SN»: - | MHAWBMAYANLHBINA

cepuiHLIA | HOMEp TOProsown eAVHULBI),
HOMep Cephh, A3TY W3roTOBNEHAA, aary
OKOHM@HWA| CPOKA FOAHOCTM B PEaakumv
«FoaeH Ao».

Ha BTOPWHHON ynakoske {nauke
KAPTOHHOR) Ha  GHMNWACKOM  A3bIKe
[ONOMHWTENEHO  YKA3bIBAKOT: HBANWCH
«SOLUTION», neroTun hupmbl-

npou3BOAUTENS, Bef-CcalT.

‘npenapata C

nauxy. NPKMEHEHMIO NOMELIeH B Kaprouaykj
: na4ky.
MARKING Ha . nepBuuHOW  ynakoeke (aTwketke | Ha NepBnHHOR  ynakoBke (zTukerke
thnakoHa) Ha PyCCKoM f3biKe YKa3bIBAOT: dnaKoHa) Ha pyccKoM A3bike yKazaHo:
MAPKWUPOBKA TOprosoe  HasBaHue npenapata C | TOproBsoe HassaHwe npenapsta <
! | npeaynpeanTensHoi Mapkuposkoi ®, npeaynpe,qmenhﬂoﬁ mapkuposkod ®,
.| MexayHapoaHoe HenaTeHTOBaHHOE | MeXayHApoaHoe HenaTeHToBaHHOE
| Hassanwe,  NeKapCTBEHHYIO dopmy, | Ha3saHUE, nexapcreenHas  opMa,
|| AO3MpOBKY, KONM4ECTBO npenapara B | AO3WPOBKA, KONU<ecTso Npenapata &
MWNNUNUTDEX, «4Na nedeHus yrpesoR | MUANKAKTRAX, “ANA nedYeHus yrpeson
1 ceinune», HOoMep cepwu, aavy | coinu®, HoMep cepuu, naTa

NpOW3BOACTBa, AATE WCTEHEHURA cpoxa
rOAHOCTY B peaaKumrn «lopeH Ao».

Ha nepsuuyHOM YnakoBke (aTvKeTKe
cdnakoHa) Ha aHrNUACKOM  A3bIKE
LONONHWTENbHO  YKasaHo! HAANUCH
«SOLUTION», noroTvn upmbi-
npovsBoAMTeNS, peb-canT.
Ha BTOpW4HOW  YN3aKoBxe
KapTOHHO#)  Ha  PYCCKOM
yK23aHo: TOProeoe

(nauke

a3bike
Ha3BaHue
npenynpe.o.wrenbuoﬁ
MapKUpOBKOH ®, MexayHapopHoe
HenaTeHTOBaHHOE Ha3BaHue,
nekapcraeHHasn hopMa, AO3UPOBK3,
Ha3BaHMe U KONU4eCTBO [JeACTBYoWero
seljecTsa ] nepeyeHt
BCnoMoraTenbHuiX Bewects B 1 MA
npenaparta, KOAU4ECTBO npenapata B
MWITWAUTPaX, YCNOBMA XpaHenua ¢
yKkasaHvem «B HEeAOCTYNHOM ANA pere#t
MecTe®, HAAMMCH  «ANA  NEeueHUs
yrpeso# coinu», «Cnocob nprMeHeHUA:
HapyXHo. Pacreop HaHOCAT  Ha
nopaxexHyto obnacts npesBapuTenbHo
CUMULIEHHOW W BbICYWEHHOW KOXHU 2
pasa B CyTK4, YTPOM W BEHEpPOM»,
ycnoBus  OTNycKa, CROK FOAHOCTH,
pemcrpaunoaublﬁ HOoMep, Ha3Bakue
dMpMBI-NPOU3BOAATENA, appec,
cTpana, wrpux-koa, 2D-KoA («GTIN:»
- rnoBaneHbli UABHTADUKALMOHHBIA
HOMep TOProBol eauHWUbl; «SN»: -
WUHAWBUAY3MEHBIN cepwiHbIA  HOMEpD
TOProsoi eauHWLbl), HOMep Cepuw,
[aTa WM3rOTOBNEHUR, A3Ta OKOoHUaHWA
CpoKka fOAHOCTW B pepakuuu «roaeH
Lo®,
Ha BTOpMuHOW  YNakoBKe (nayke
KapTOHHOW) Ha FHFMWACKOM  A3bIKE
NONOMHUTENBHO  YKG3aHO! HAAMWUCh
«SOLUTION>», noroTun hupMbI~
poU3IBOAUTENSR, Beb-canT.

STORAGE CONDITIONS =

T

At teril'ngérature not more than 25°C, complies
YCTIOBMA XPAHEHVA | | MNpyu TeMnepaType He Bbiwe 25°C. cooTeeTcTEYET 2
H ¢ 1 i B L \:
SHELF LIFE  °~ } 3 years complies
[ [

JADRAN GALENSK! LABORATORY 6.
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i1 CPOK FOJHOCTU T Ul 3ropa ' COOTBETCTBYET

* The parameter is controlled by j.thé manufacturer in every 10th batch. / MNoxkazarens KOHTPONUPYETCA Ha Kampon
10-i cepvu. o :

Importing country / CTpaHa uMnopTep: - [ Russian Federation / Poccnitckan ®enepauns

Per1CTpauMoHHOro yaoCToBepeHna: N-000534 oT 12.05.2011 (aaTa 3amMekbl 14.08.2017)

Registration Certificate . No. '/ Homep ‘ 71 [1-000534 dated 12.05.2011 (re-issued 14.08.2017}/

Manufacturing site /  [poW3BOACTBEHHARA
nnowaaka: :

LABORATORIJ d.d., Croatia, Sviino 20, 51000, Rieka

AAPAH-TANEHCKH TIAGOPATOPWA  a.0., XopBarus,
Ceunno 20, 51000, Pveka / JADRAN-GALENSKI

registration dossier and normative documentation approved in the importing country.

1 hereby confirm that thé?info’rfnatld’n’ 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

OOKYMEHTAUUK, yTBEDHAEHHO B CTPaHE-UMNOpTEPe.

HacToswuM YAOCTOBEPA, 4TO npuBeeaeHHasn Bbilue wuHboOpMauna MoAnWHHa ¥ TodHa. [aHHaa cepvd
NeKapCTBeHHOoro npenapata Obina  NpoWsBEAEHA (Bce  crapuy npou3BoACTBa),  BKIOYESA
yNakoBKy/MapKUPOBKY M KOHTPONb Ka4ecTea, Ha yKasaHHOH Bblle NPOM3BOACTBEHHOM MoOWAAKe B MONHOM
cooTBeTcTBUM ¢ Tpebosanuamu GMP, ' TpefoBaHUAMM pErMCTPAUMOHHOre  A0ChE U HOPMaTUBHOM

"Quality of the product complies to Normative Document JI T1-000534-140817, Variation N¢ 1 and N¢ 2
KauyecTeo MpOLYKTa COOTBETCTBYET '1-000534-140817, U3MeneHnio N2 1 # Ne 2.

[T hereby confirm that the batch is approved for release
uTo BbilIeVKAZaHHAs CepWs paspelieHa K Bbinycky

HacTosLWuWM NOATBEPXASIO, ‘
Date i : i
Date | _ fo. 11, doiA |
Qualified Person = ; & Mirna Simicic S / ’
MNoanuck YNONIHOMOYEHHOrO vua £ . ) il
| R
| ol deibl |
i &\
L
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