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CMK-COI-037-®-001-03

TTOATBEPXKIEHUE COOTBETCTBUS CEPHH
Ne 51-00431/21 ot 08.11.2021

HacroguuM NOATBEPKAAEM COOTBECTBHE BBO3HMMOIO JEKape

TREHHOTO Ipernapara TpeOoBanHiIM,

YCTaHOBJICHHBIM TIPH €ro roCY/IapCTBEHHON perueTpanim |

Toprosoe HaMMEHOBaHKE

3epranuu

MGH(JJYHaPOJIHOE HeNnaTeHTOBAHHOS HAHMCHOBAHHE

| KnunaaMHALMH

JlexapcraenHas popma

PacTBOP JUIs HAPYKHOTO IIPHMEHEHHUS

JlosupoBKa

10 Mr/ma

dopma BBIYCKA

Draxon-kamensHana 30 i x 1 (mauka |

KapTOHHAN) R
Homep cepuu 07721 “
O6beM napTun 14 280 ynak.
Jlara BEIYCKA 09.07.2021
open o 31.05.2024

HanMeHOBaHKe U AIPEC IPOH3BOMTES (BCE CTa/IHU
TIPOM3BOJICTRA) :

SIPAH-TAJIEHCKH TIABOPATOPUM
a.0., Cauuro 20, 51000, Pueka, Xopsards

Homep 1 JaTa perncTpadoOHHOr0 YAOCTOBEPEHHA

JIT1-000534 ot 12.05.2011 (nara 3ameHbl
14.08.2017) |

Homep HOpMaTHBHOH JIOKYMEHTALHH

JIT1-000534-140817, nameneHns NeluNe
5

HauMeHoBaHuUue ¥ aJipec AEpaTeIs
perucTpaltioHnoro YAOCTOBEpEHMS

SIIPAH-I'AJIEHCKH JIABOPATOPUI
a.0., Ceinno 20, 51000, Puexa, XoppaThs

OTBeTCTBEHHOE JTHIO: MEHEDKep Mo 00eCTICHeHHIO KaecTsd 000 «SJIPAH» Hocerko 10.A. mo

nosepernocti Ne 2828-2021 oT 28.0_6.‘2021.,:;

[Monnucs:

000 «A0PAH»

i

Tara: 08.11.2021 VSAGE

Appec MecTa HaX0MABHHAL 107564, r. Mockea, yn, RpacHoboratbiptras, 4. 6, cip.b
AAPEC ANA HANPABACHWA nouTosoi koppecnongeHun: 119330, Mockea, Nomonocosekui npocnext 38, odme Vil

Ten./dare: +7(499)143-33-71
e-mail: Jadran@jgl.ru
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Product name / Ha3saHue npenapara: Zerkalin® solution for external use 10 mg/ml
‘ : (dropper bottle) 30 ml x 1 (carton box) ‘

3epkanuH® pacTBop ANA HAPYXHOTO NPUMEHEHMA

: 10 mr/mn, (cbnamH kanenbHuua) 30 mn x 1 (nayka |

i ' e KapToHHas) i |

| Batch / Cepun: BB Ly P e R R

Manufacturing date / ,Ela'ra HQOMBBACTBB. 11.05.2021. ;

Expiry date / FoneH Ao: ' 31.05.2024. !

‘Date of analysis / jata NpoBeAeHHA aHanvsa: 01.06.2021. I ol R B

Name of the API / HauMeHOBaHue clmdamycm / KJ‘IHHD,BMHIJ.MH |

_dapmauesTnyecko cybcraHunm: ' f 4{
| API batch No. / Homep cepuu -

2110061

{"API Manufacturer / Mpov3asoanTens Union Quimico Farmaceutica S.A., Spain / FOHUOH |

dhapMaueBsTU4ecKoi cybeTanumn: l
i !
| (hbapMaueBTUYECKOW CyBCTaHUMuK: | Knmuko Papmaueytvka C.A., vicnanms |

CERTIFICATE N° 0409/21
CEPTIMDVIKAT Ne 0409/21

PARAMETERS pety REQUIREMENT j T RESULTS
NMAPAMETPb! ok TPEEOBAHWA PE3Y/1bTAThI N
APPEARANCE "7 " Colorless clear liquid with charactaristic | Coloriess clear liquid with characteristic
+ odour. odour.
ONWCAHWNE i
! . BecusetHas npo3pauHas  KWAKOCTL < | BecugeTtHas npo3paqHasn HWAKOCTR C !
| XapakTepHbiM 33NaxomM. | xapakTepHbIM 33NaxoM.
1
IDENTIFICATION OF "7 The retention time of the principal peak in | complies

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

CLINDAMYCIN

peak in the chromatogram obtained with 3 RRRECYEECTTED 3
clindamycin ~ hydrochloride  standard S gett Hy
solution. E &7 0 ST
NOAJIMHHOCTE KNWHAAMWUUMH Bpems yAepXWBaHWE OCHOBHOID MWKa Ha I cooTBeTCTBYET
XpOMaTorpaMme. WChbITYEMOro pacTeopa, |
NPUrOTOBNEHHOTO AN KONWUECTBERHAro ‘
onpeaenenus, AoHXHO CODTEETCTBOBATH |
BpeMeHy  YAEPKMBAKUS nuka Ha
XPOMATOrpaMMe  pacTeopa craWpapTHaro |
| 0Bpa3ua KNWKAAMMUMKA Thapoxaopuaa.
pH - From 4.0 to 5.0 4.0
Potentiometric method i
GPh XIII or EU Ph
pH B - kg 3 5 :
MOTEHLMOMETPHUHCKN o 1 0714.0p805:0 ' | L 4.0 :
rd XIII unv Esp.® = ? |
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¢ DENSITY . From 0,875 to 0.885 g/cm? | 0.880 g/em?
. GPh X1l or EU Ph s i !

| NNCTHOCTb 07 0.875 Ao 0.885 r/cm3 " 0.880 r/cm?
- o XII wnwv Esp.© :

RELATED SUBSTANCES (HPLC)
impurity B | Not more than 2.0 %; - 0.5%

impurity C | Not more than 4.0 %; 1 0.1%
- single impurity ! Not more than 1.0 %; i 0.3%
total of the impurities "' Not more than 6.0 % 11.2%
. POACTBEHHDIE MPAMECH | 2 Tl i
| (BIXX) s f ' : i |
- npumecu B | He6onee 2,0 %; 1 0.5%
{ - npumecn C . He 6onee 4,0 %,; 01%
| - eAMHNHOR NpUMecH f He Gonee 1,0 %; 1 0.3 %
' - CyMMbI NnpUMecei | He 6onee 6,0 % b .2:%
' ! |
- VOLUME Of THE PACKAGE | According to the reguirements [ 27.40 mi
- CONTENTS : l ; : ;
GPh XIII i

% i *

)?l?:EgdBKM COAERMMMGID B COOTBETCTBIM C TPEBOBAHNAMM 3 2ol l
ro XIII
MICROBIOLOGICAL Category 2 Not examined
PURITY* The total number of aerobic
GPh XIII or EU Ph i microorganisms and fungi (in total) -no
G more than 102 CFU in 1 g (ml) :

Absence of Pseudomonas aeruginosa in 1

g (ml) :

. Absence of Staphy\ococcus aureus in 1 g
| |
‘, MWUKPOBMONOIMUYECKARA KaTteropun 2 He ocMoTpeH

YUCTOTA* 0O6wee yucno aspobHbix GakTepui 1 ¥
T XIII unu Esp.® 3 rpubos (cymmapHo) - He Gonee 107 KOE _ci‘
¥ B lr{mn)y D
| ! OTCYTCTBVIE Pseudomonas aeruglnosa B )
! ; 1r(mn) ', |
‘ OtcyTcTeue Staphylococcus aureus Blr &
| : {Mn) ! -
% |
| ASSAY TFrom 9.00 mg to 11.00 mg of | 10.08 mg/mi
| | clindamycin per 1 ml of the preparation | i
© (90.0 % to 110.0 % of label claim) {
KO/MMHYECTBEHHOE Ot 9,00 mr no 11,00 mr KNHHAGMALHE B 10.08 Mr/ MA
OMPELENEHUE i 1 wmn npenapara (oT 90,0 % no 110,0 % i
.| OT 3a@ABMleHHOr0 conepmanma) il
| T
PACKING : 30 ml of the solution in a glass bot‘de of 30 mi of the solution in a glass bottle
dark color with a dropper and a screw of dark color with a dropper and a
cap. Each bottle with instructions for use | screw  cap. Each bottle  with i
is placed in a cardboard box. instructions for use is placed in a

cardboard box.

%

i i o ]
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[ YOAKOBKA

Mo, 30 mn .pactBepa RO dnakoH U3
TEeMHOrO CTEKNE C Kane/bHULER v HABUH-
UMBEOLLEACH KPhiLKO#.
dJJ'lEKGH'K&ﬂEﬂhH'Muy gmecTe c
UHCTPYKLUMER no MEAULIMHCKOMY
PUMEHEHRUIKD NOoMewaT B KADTOHHY K
naYky.

Kawablv |

B0 3C wn pacreopa B0 (QAakoH W3 |

TeMHOrG CTEeKNa C KanensHuuew u

HABUHUWABAIOWERCH KDhIWKOR. Kaxabd |

hnakoH-KaneneHUUzE
UHECTRYKUWEHR no

RMecTe [«
MeAMUUKCKOMY

NMpUMEHEHWD NOMEWEH R KapToHHY |

nauky.

| MARKING
|
| MAPKWPOBKA

Ha nepeuyHOoi ynaxoeke (3TvKETKE
thnakoHa) Ha PYCCKOM A3bIKE YKa3bIBakoT:
ToproBoe | Hassawme - npengpata . C
npeaynpeavTenbHOA MapkupoBkoh ~ ®,
MexayHapoaHoe HenaTeHToBaHHOE
Ha3BaHwe, nexkapcrseHHy - QOpMY,
[034POBKY, KOMMYECTBO npenapata B
MUANWUAMTPAX, «O0NA Ne4YeHus yrpeBoi
CuInu», - HOMep cepum, paty
NPOM3BOACTBa, ATy WCTEYeHWs CpoKa
FOAHOCTH B PEAAKLNK «loneH po».

Ha .repsMyHon ynakoske {(ITHKeTKe
GRaKkoHa) - Ha  aHTAMACKOM  A3bKe
LONOMHWTENBHO  YKa3bIBAKT: | H3ANWCH
«SOLUTION», NOroTHN hupMel-
npovssoanTens, Beb-caiT.

Ha BTOPUYHON ynakoeke (nauke
KapPTOHHOR) Ha pYCCKOM A3bIKE
YKa3blBaOT: Toprosoe Ha3sanune
npenapata c npeaynpeanTenbHon
MapKWpOBKOH ®, MEMXAYH3POAHOE
HenaTeHToBaHHOe Ha3paHue,
nekapcreeHHylo  opMy,  AO3WPOBKY,

HassaHue W KONM4ecTBo AENUCTBYIoWEero
BELeCTBa WM NepeyeHs BCNOMOraTenbHeIX
gewecrs 8 1 Mn npenaparta, KOnu4ecTso
npenapata B MWNAWAMTPaX, YCNoBus
XPaHEHWA C yKa3aHuem «B HedOCTynHOM
ans -AeTed.  MecTer», HaANWMCK  «AnA
neueHws  yrpesoi - ceinux»,  «Cnocob
npuMeHenus: HapyxHo, PacTBop HaHOCHT
Ha ‘NOPaKeHHY 0 ¢ oBnacTk
NpPenBapuTansHo QUULLEHHOW v
BLICYLIEHHOR KOXKW 2 pasa B CYTKH,
yTPOM W Be4Yepom», YCNOBUA OTNYCKa,
CPOK. roaAHOCTH, pPerucTpauroHHbIA
HOMep, Ha3BaHune hurpmbi-
NpoOV3BOAUTENR, AAPEC, CTPaHY, WTpuX-
koA, 2D-kop («GTIN:» - rnobanbHbsii
NAEHTUDNKAUMOHHBIA  HOMEP TODFDBOH
enMHAMLbL; C«SNw: o - nH.umam:waanbm
CepuitHbIM  HOMEP TOProBow eanHnubl),
HOMEP CepuW, AaTy W3roTosneHua, AaTy
OKOHYaHWA CpPOKa rogHOCTH B pedakuuu
«[oneH ao».

Ha BTOPWYHORN YyraxkoBke (nauxe
KapTOHHOM) Ha  aHrNUACKOM  A3bIKE
LOMONHWUTENBHO yKaBbLEaKTf: Haanuch
«SOLUTION>, NnoroTMn

bUpMbi-
npou3soauTens, seb-canT. .

Ha nepeuuHOi yNakoBKe (aTvKETKE

¢hnakoHa) Ha PycCKOM A3blKe yKa3aHo:
TOProBoe  HasBaHwe

npenapata C

npeaynpeanTensHOM Mapkuposkod @,

MexayHapoaHoe
Ha3BaHwWe, neKkapcTReHHas
LA03NPOBKA, KONMWMYECTso npenapata B8
MUNAUAUTPAX, «ANA NeveHus yrpesoi
Chink», HOMEp cepum, Aara
NpPOM3BOACTBA, AaTa MCTedeHwus CPoKa
roAHOCTH B peaakuvn «foaex 407,

HenaredToBaHHoOE
dopma, |

Ha nepeu4HOR ynakoBke (dTUKeTke

dnakcHa) Ha  anrmUACKOM
AOMNONHUTENBHO  YKa3aHO!

«SOLUTION», noroTmn

npovasoauTens, BeH-canT.

Ha BTOPUYHOW  YN3KOBKE
KapTOHHOW)  Ha  PYCCKOM
YKa3aHo: TOproBoe Ha3BaHue
npenapata C npeaynpeanTenbHo
mapkupoekoir @,  MEXAyHapoaHoe
HENaTeHTOBaHHOE HassaHue,
nekapcTeeHHas (GopMa, A03MPOBKa,
Ha3BaHWe U KONWYEeCTBO ASWCTBYIOWErQ
BellecTsa 4 nepeyexs
BCMOMOraTeNbHbIX BewecTs 8 1 M
npenapaTa, KONM4ECTso npenapata B

Haanuce
GUpMBI-

(nadke
AZLIKE

| MUANMAUTPaX, YCNOBMA XpaHeHusa C

yKasaHuem «s He,uom'yﬂm gﬁﬂ Aeten
MecTe», Ha,ﬂ.nwcw, «m’!s >

fi3bIKE |

—fadeHws

yrpeBon cbinu», ss{lt;ﬁ;cﬁ fT;:MHEHeHm.'-f

HapyxHo. Pa:;*sép' ;

OYNLLEHHOW W'EE[Q'}LIJGHHGM Kowu, 2

paza B CYTKW, YTDOM: Bél!&pﬁm»,"

YCNoBUS  OTNYGK,; ~CPOK TOAHOCTH,
pemc—rpaunounmﬁ HoMep, ‘HEBBaHAH'EE-
thupmbi- npomasom‘renﬁ, 3 ‘aﬂ.;iec,'_

CTpaHa, WTpux- KoM 2D Kod («G TIN®s
« rnobansHsn MaeHm:bm:aumoaHbm
HoMep TOProBOA eanHUUbl; «SN»: -
WHOWBMAYaNbHbIA  CepuiiHbin - HOMED
TOProBOW eAWHMUbI), HOMEp cCepuw,
naTa W3rOTOBNEHUA, AAT3 OKOHY3HUA
CpOKa TOAHOCTW B penskuluu «loaed
no»,

Ha sTopuuHoW  ynakoske  (nauxe
KapTOHHOR) Ha aHFAWACKOM  A3bIKE
AONOMHUTENLHO — YKa3aHo:  Haanwcb
«SOLUTION», norotTun dupmMbl-

npouasoauTens, BeG-caiT.

HAHOCHAT / "Ha -
NOpaKEHHyo obnacTs npenaapwrenwo.
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“STORAGE CONDITIONS | At temperature not more than 25°C. complies
yC/ioBUst XPAHEHWUA rlp;/l Temnep;Type He ab;.me 25‘;C. COOTBETCTBYET
SHELF LIFE 3: 3 years ‘ complieé L
CPOK roiHOCTH 3 roaa COOTBETCTBYET

i

“The parameter is controlled by the manufacturer in every 1Gth batch. / Tlokasatens KOHTPONMPYETCA Ha KaXA0H

10-# cepwn.

[ Importing country / CTpaHa:_'nmnop-'i'Ep:

Russian Federation / Poccuickan deaepalinn
i |

7 T1-000534 dated 12.05.2011 (re-issued 14.08.2017) / |

|

(Registration  Certificate  No. /  Homep

{ PerucTpauKoOHHOTO YA0CTOBEPEHHA: NN-000534 ot 12.05.2011 (aaTta 3ameHbl 14.08.2017)

Manufacturing site /  [pou3eogcTBEHHAA AOPAH-TANEHCKHW NAGOPATOPUA a.o., XopsaTwa,
CeunHo 20, 51000, Puexa / JADRAN-GALENSKI

nnowaaka:

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

I hereby confirm that the Information above is

mentioned manufacturing site in

manufactured (all production stages), Including
full compliance with the GMP requirements, requirements of the
registration dossier and normative documentation approved in the importing country.

i
authentic and accurate. This batch of the product was
labeling/packaging and quality control at the above

HacToswWwmnM YLOCTOBEPAKD,

nekapcTeeHHoro  npenapata  6eina

cooTeetcTeuM ¢ TpeGosaHuaMu  GMP,

4TO NpVBEAEHHas Bbilue WHDOPMAUMA NOANMHHA n TouHa. [faHHaa cepusa
npousseaeHa
yNaKoBKY/MapKUPOBKY W KOHTPONb-KadYecTsa, Ha yKa3aHHO Bbilwe npouaaop.cmeHHoﬁ nAoLWaaKe B fOHOM |
Tpe6oBaHMAMM  PEruCTPAUMOHHOTO  AOChe "
AOKYMEHTaLuMK, YTBEPKAEHHON B CTPaHe-uMnopTepe.

(Bce  cTaguu npov3BoACTBa), BrAKOUANA |

HOPMATUBHOW |

Quality of the product complies to Normative Document J1 [1-000534-140817, Variation N2 1 and N2 2
KauecTeo npoaykrta coorsercreyeT JI [M-000534-140817, N3MEHEHMIO

No 1 m Ne2,

I hereby confirm that the batch is approved for release
HaCTORLMM NOATBEPXKAAID, YTO BbllleyKasaHHas cepus paspelueHd K BbinycKy

S

Date
Hara

Qualified Person
Moanuch YNONHOMOYEHHOro nuua
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