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TTIOATBEPXAEHUE COOTBETCTBUA CEPUN
" Ne A-0050/19 ot 20.12.2019

HacTOAIMM NOATBEPXK/IaeM COOTBECTBUE BBO3MMOIO JIEKADCTBEHHOTO NperapaTa TPeDOBAHHSAM,
YCTRHOBJIEHHBIM IIPH €r0 rocyJapCTBEHHON PErHCTPaLuy

ToproBoe HaUMCHOBAHUE Pozamer
MexayHApoaHOe HEMAaTeHTOBARHOE HaMMeHOBaHHe | MeTpOHH/a30)
JlexapcTeeHHas Gpopma KpeM 1 HapyKHOTO NPHMEHECHHA
Jlosuposka 1%
dopMa BBITYyCKa ' Ty6a 25 r x | (mayka KapTOHHAs)
Howmep cepun 3529
O6BeM CepHH 26640 ynaxk.

aTa BEINYCKA 11.2019
[onen no 11.2021 _
HanmMeHoRaHHE U a/ipec IPOH3BOAUTENS SATPAH-TAJIEHCKU JIABOPATOPHU

- a.0., Caumno 20, 51000, Pueka, XopBaTHg
Homep ¥ naTa perucTpallHORHOIO YAOCTOBEPEHHS I1 NO012373/01 or 23.07.2010 (nara
3aMeHs! 15.05.2017)

Homep HOpMATHBHOM JOKYMEHTALHH HJITIN012373/01-150517, Mam. Ne 1
HaumeHoBaHHe H ajipec aepxarTels SIPAH-TAJIEHCKHA JIABOPATOPUMN
PErHCTPALHOHHOI'O YAOCTOBEPEHHA a.0., Ceiymo 20, 51000, Puexa, XopsaTHs

OTBECTBEHHOE JHIIO: MeHemkep mo obecmevennio xavecrsa 000 «JAJPAH» Koporkosa O. mo
noeepeHHocTH Ne 2247/2019 o01,18.11.2019.

TMonnuce:

000 «AQPAH»
Agpec mecra Haxogenun: 107564, r. Mockea, yn. KpacvoBoraTeipekas, 4. 6, c1p.6

Aapec AnA HanNpPaBAeHUA NoUTOBON KoppecnoHaeHuvM: 119330, Mockea, lomoHocoBCKHi npocnexT 38, oduc VII
Ten./baxc: +7(499)143-33-71
e-mall: lJadran@)gl.ru
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CEPTU®UKAT CEPUM Ne RU-0025/19/ CERTIFICATE OF COMPLIANCE No. RU-0025/19

HA3BAHME NPOAYKLUWW / MHH Poszamet / MeTpoHraa3son

PRODUCT / INN Rozamet / Metronidazole

NEKAPCTBEHHAA ®OPMA / DOSAGE FORM Kpem ANA HapyXHOro NPUMEHEHRWA / Cream for
external use

JA03WPOBKA / STRENGH / DOSAGE 1%

PA3MEP W TAN YNAKOBKM / PACK SIZE Ty6a 25 r x 1, nauka kapToHHaR / tube 25 g x 1, carton
box

HOMEP CEPWUIK / BATCH No. 3529

OATA NMPOU3BOACTBA / MANUFACTURING DATE 11 2019

FOAEH A0 / EXPIRY DATE 112021

CTPAHA UMMOPTEP / IMPORTING COUNTRY POCCUICKAA QEAEPALIMA / RUSSIAN FEDERATION

HOMEP PEMTMCTPALUMOHHOIMO YAOCTOBEPEHWA / N N012373/01 o7 23.07.2010 (nava 3ameribl

REGISTRATION CERTIFICATE No. 15.05.2017) / N N012373/01 dated 23.07.2010 (re-
issued 15.05.2017)

NMPOW3BO/ACTBEHHAA NNOLWALKA / AOPAH-TANEHCKHN NIAGOPATOPWM a.0., XopBaTuAa,

MANUFACTURING SITE CeuaHo 20, 51000, Pueka / JADRAN-GALENSKI
LABORATORL d.d., Croatia, Svilno 20, 51000, Rieka

HOMEP NHUUEH3WKX HA NPOU3BOLCTBO / UP/1-530-01/13-03/09

MANUFACTURING LICENSE No.

HOMEP CEPTUDUKATA GMP / GMP CERTIFICATE No. UP/I-530-01/10-03/07

MPOUECC NPOM3BOACTBA / MANUFACTURING COOTBETCTBYET / COMPLIES

PROCESS

HAUMEHOBAHMUE DAPMAUEBTUYECKOA MeTporuaason / Metronidazole

CYBCTAHUMW / NAME OF THE API

HOMEP CEPMM ®APMALIEBTUMECKOW CYBCTAHUMKM/ | 1910061

BATCH No. OF API

NPOW3BOJUTENb APMALIEBTUYECKOR Corden Pharma

CYBCTAHUWW / MANUFACTURER OF API

HacToALWMM YAOCTOBEPAID, YTO NPUBEAEHHAA Bbllle MHGOPMALMA NOA/IMHHA U TOUYHA. [laHHAA CepuA
NeKapcTBeHHoro npenapara 6bina NpoU3BeAeHa, BKNKOUYAA YNAKOBRY/MapKUPOBKY W KOHTPONb KauecTsa, Ha
YKa3aHHOM Bblle APOM3BOACTBEHHON NAOLWAAKE B NOJAHOM COOTBETCTBMM ¢ TpeboBaHuamu GMP,
TpeboBaHNMAMU PErUCTPaLMOHHOND AOChE U HOPMATUBHOW AOKYMEHTAUMK, YTBEPHAEHHOW B CTPaHe-
umnoprepe.

I hereby confirm that the information above is authentic and accurate. This batch of the product was
manufactured, 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.

Kayectso npopykTa cooTeercysyet HA, M NO12373/01-150517, W3am. Ne 1

Quality of the product complies to Normative Document M N012373/01-150517, Variations Ne 1

HacToAWmMM NoaTeepAaI0, YTO BbILUEYKA33HHAR CEPUA Pa3peLeHa K peanusau,un

| hereby confirm that the batch Is approved for release
HaTa

02.12. 2019
Date / / ~
Noanuce YnonHOMoYeHHOro nnua / W: (_S‘LWM”
Qualified Person
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Product name: Rozamet cream for external use, 1 %, 25 g

HassaHue npenapara: Pozamer kpeM Ans HapyXHOro npumeHenus, 1 %, 25 r
Series: 3529

Cepus: 3529

Date of manufacture: 11.2019.

Aara npoussoacTea: 11.2019.

Best before: 11.2021.

loaeH po: 11.2021.

Date of analysis: 29.11.2019.

[ata npoBeaeHus aHanu3a: 29.11.2019.

CERTIFICATE N2 0953/19
CEPTU®UKAT N2 0953/19

CHARACTERS Homogeneous white cream, odourless. COMPLIES

OMWUCAHUE OaHopoaHbIA kKpeM Genoro useta 6e3 3anaxa COOTBETCTBYET

IDENTIFICATION (HPLC)
Metronidazolum The retention time of the main peak on the COMPLIES
chromatogram of the test solution prepared for
quantification shall comply with the retention time of
metronidazole peak on the chromatogram of the
standard solution.

Methyl parahydroxybenzoate, Peaks with retention time that is consistent with COMPLIES
propyl parahydroxybenzoate retention time of methyl parahydroxybenzoate and
propyl parahydroxybenzoate peaks on the
chromatogram of the standard solution should be
present on the chromatogram of the test solution
prepared for quantification.

NOANMHHOCTE (B3XX)
MeTtpoHuaason BpemMs yaepxusaHus OCHOBHOrO NMKa Ha COOTBETCTBYET
XpOMaTorpaMMe WCNLITYEMOro pacTeopa,
NPUrOTOBAEHHOMO ANA KONUYECTBEHHOMO
onpegeneHwnn, A0NXHO COOTBETCTBOBaTL BpeMeHn
YAEPXKUBAHUA NUKA METPOHWAA30M3 Ha
XpomaTtorpaMMe CTaHaapTHOro pacreopa

MeTunnaparnapokcubeH3oar, Ha xpoMaTtorpamme ucnbiTyeMoro pactsopa, COOTBETCTBYET
nponunnaparuapokcubeHsoaTt NPUIOTOBNEHHOrO ANS KONWUYECTBEHHOrO
onpepenexun, SONXKHbLI NPUCYTCTBOBATL NWUKKA CO
BPEMEHEM yepPXUBAHUA, COOTBETCTBYIOWME
BPEMEHAM yAEDXWBAHWA NUKOB
MeTunnaparuapokcubensoaTa u
nponunnaparvapokcubeHsoaTa Ha XpomaTorpaMme
CTaHAapPTHOro PacTeopa

pH OF AQUEOUS EXTRACT From 6.0 to 7.5 7.0

pH BOAHOIo M3BNEYEHWUS Or 6,0 807,5

JADRAN GALENSKI LABORATORIJ d.d. © 51000 RIJEKA o SVILNO 20~ CROATIA = +385515 %
Rozamet cream for external use, 1 %, 25 g -3529- RU

03.12.19




MASS OF PACKAGING
CONTENTS

MACCA COAEPXWMOro
YMAKOBKHK

Average: not Iess than 100 %
Individual: not less than 90 %
(tested on 10 tubes)

Individual: 29/30: not less than 90 % and 1/30 not
less than 85 %
(tested on 30 tubes)

CpeaHee 3HauyeHue: He meHee 100 %

MHaMBUAYanLHOE 3HAaYeHWe: He MeHee 90 %
(TecTupyertca Ha 10 Ty6ax)

CpennHee: He meHee 100 %

UHpauenayanoHoe: 29/30: He meHee 90 % u 1/30 He
MeHee 85 %
(TecTupyetca Ha 30 KoHTelHepax)

COMPLIES

COMPLIES

COOTBETCTBYET

COOTBETCTBYET

HE NMPUMEHUMO

HEe NMpUMEHUMO

MICROBIOLOGICAL
PURITY*

MUKPOBUONTOMMYECKASA
YNCTOTA*

Category 2

KaTeropus 2

NOT EXAMINED

HE U3Y4EHO

ASSAY (HPLC)

Metronidazole

Methyl parahydroxybenzoate

Propyl parahydroxibenzoate

KONUYECTBEHHOE
ONPEAENEHUE (B3XX)
MeTpoHunapason

MeTtunnaparugpokcubensoat

Mponunnaparuapokcubersoar

From 9.00 mg to 11.00 mg per 1g of the product
(90.0 % to 110.0 % of the labeled strength)

From 0.595 mg to 0.805 mg per 1 g of the product
(85.0 % to 115.0 % of the labeled strength)

From 0,255 mg to 0,345 mg per 1 g of the product
(85.0 % to 115.0 % of the labeled strength)

O71 9,00 mr go 11,00 Mr B 1 r npenapaTa
(oT 90,0 % A0 110,0 % oT 3asBNeHHOro
copepxaHusa)

Ot 0,595 mr po 0,805 Mr B 1 r npenapaTa
{oT 85,0 % no 115,0 % OT 3aABNEHHOro
cofepXaHua)

0T 0,255 Mr go 0,345 Mr 8 1 r npenapaTa
(ot 85,0 % Ao 115,0 % oT 3aABNeHHOro
coaepxaHua)

9.99 mg/g (99.9 %)
0.683 mg/g (97.6 %)

0.286 ma/g (95.3 %)

9,99 Mr/r (99,9 %)

0,683 Mr/r (97,6 %)

0,286 mr/r (95,3 %)

PACKING In accordance of Normative Documentation complies
YNAKOBKA B coorsetcTBuM ¢ HopMaTueHoit [lokyMeHTaumed COOTBETCTBYET
MARKING In accordance of Normative Documentation complies
MAPKWUPOBKA B cooTtBeTcTBUM C HopMaTuBHOM floKyMeHTaumel

JADRAN GALENSKI LABORATORIJ d.d. = 51000 RIJEKA = SVILNO 205 CROATIA = +385 51
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Rozamet cream for external use, 1 %, 25 g -3529- RU

03.12.19
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STORAGE At the temperature not above 25 °C COMPLIES

XPAHEHWE MNpu TemnepaTtype He Bbiwe 25 °C COOTBETCTBYET
SHELF LIFE 2 years COMPLIES
CPOK rogHocCTu 2 ropa COOTBETCTBYET

* for release examine at least every tenth batch
* BbINOSIHAGTCA HA KaXAO0W AECATOW cepuu

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

AanHas cepus 6eina nposepexa no scem noKasarensaM, npeaycMoTpeHHbiM HOpMaTUBHON AOKyMEeHTaUUes
M MONHOCTbIO COOTBETCTBYET NPeAbaBAAEMbIM TPEGOBAHMAM,

Qualified Persor’, .
Mirna Simﬁib U-'V\/W
KeanuguumposaxHoe nuuo
Mirna Simicic¢

Rozamet cream for external use, 1 %, 25 g -3529- RU

03.12.19




