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MOATBEPXKIEHUE COOTBETCTBUS CEPUH
Ne 51-00253/21 ot 01.03.2021

HacrosmmM HOATBEP)KAaEM COOTBECTBHE BBO3HMOTO- JIEKapCTBEHHOTO IIpenapara TpeGOoBaHHAM,
YCTAHOBIEHHBIM IIPH €r0 FOCYAapCTBEHHO perucTpaliuy :

ToproBoe HauMECHOBaHHE Posamer

MesxyHapo/iHOe HENIATeHTOBAHHOE HAKMEHOBaHHE | MeTpoHHAa301

JlexapcTBeHHas hopma KpeM s Hapy»KHOTO IPUMEHEHUS

Jlo3upoBKa 1%

dopma BeIyCKa ' Tyba 25 r x 1 (mayka KkapToHHasA)

Homep cepun 3250

O6beM cepHH 26493 ynak.

Jlara BRIycKa 30.10.2020

[oneH 1o 31.08.2022

HavMeHOBaHHE U afipec MPOU3BOIAUTENA SIIPAH-TAJIEHCKM JIABOPATOPUU
a.0., CeuiHo 20, 51000, Pueka, XoppaTus

Craguy mpoH3BOACTRA Bce craguu npoH3BOJCTRA

Howmep u fara perucTpauHoOHHOTO YIOCTOBEPEHHS [T N012373/01 or 23.07.2010 (nmara
sameHs! 15.05.2017)

Homep HOpMaTHBHOH JIOKYMEHTALMH HJI ITIN012373/01-150517, Mam. Ne 1-3

HaumeHoBaHMe U azpec AepixaTens SIPAH-TAJIEHCKM JIABOPATOPUM

PETHCTPAIMOHHOIO YAOCTOBEPEHUS a.0., Ceunno 20, 51000, Pueka, XopBatus

OTReTCTBEHHOE JUIIO: MeHemKep 1o obecneyenuto kayectsa OO0 «AJIPAH» Hocenxo HO.A. mo
nosepenoctd Ne 2516-2020 ot 24.09.2020.

ALYy

2,

[Mommucs:

X oy 05 202/

000 «AAPAH»

Appec mecra Haxowpaenva: 107564, r. Mocksa, yn. Kpacnoborateipckan, g. 6, cip.6

AZApec Ans HanpasieHWA NOYTOBOH KoppecnoHaeHuvm: 119330, Mockea, /loMoHOCOBCKMIA npocnexT 38, oduc VI
Ten./darc: +7{499)143-33-71

e-mail: Jadran@jgl.ru
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Product name / Ha3zgaHue npenapara;

Rozamet cream for external use 1 %, (tube) 25 g x 1
{carton box)

Pozamer kpeM ANs HapyxXHoro npumeHenna 1 %, (Tyba)
251 x 1 (nayka KapToHHasn)

Batch / Cepus: 3250

Manufacturing date / ata npoun3soacrsa: 19.08.2020.
Expiry date / FoneH ao: 31.08.2022.
Date of analysis / [lata npoBeaeHusa aHanusa: 18.09.2020.

Name of the API / HaumenoBaHue
dapmauesTUyeckon cybcTaHumm:

Metronidazole / MeTpoHuaason

API batch No. / Homep cepuun
apMaueBTUYEeCcKon cybcTaHumn:

2010096

API Manufacturer / MpouasoauTens
dapmMaueBTMYeCcKon cyBcTaHumm:

Corden Pharma Bergamo, Italy / KopaeH ®apma Bepramo,
Wranus

CERTIFICATE N2 0737/20
CEPTUOUKAT N2 0737/20

omogeneous white cream, odourless. Homogeneous white cream, odourless.

OMUCAHWE OgropogHslid kpem Benoro useTa bes OgropoaHeit kKpeM Benoro usera Ges

3anaxa 3anaxa

IDENTIFICATION (HPLC)
Metronidazole 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 | COMPLIES
propyl parahydroxybenzoate with retention time of methy!
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.

NOANNHHOCTDL (B3XX)
MeTponngason Bpemsi yoepuvBaHMA OCHOBHOro nuka Ha | COOTBETCTBYET
XpOMaTOrpaMMe  WCNbITYEeMOro  pacreBopa,
NPUrOTOBNEKHOFO AN  KOAUYECTBEHHOro
onpenenieHns, AOMXHO  COOTBETCTBOBATh
BPEMEHW YAEDPXKUBAHMA NKKa METPOHWAA30M1a

Ha XpoMarorpaMMe CtaHaapTHOro pacreopa

JADRAN GALENSKI LABORATORIJ d.d. = 51000 RUEKA o SVILNO 20= CROATIA = +385 51546 024 = Amavjgthr
=/ DNy
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Rozamet cream for external use 1 % (tube) 25 g x 1 (carton box) - 3250- RU
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Metunnaparmgpokcubersoar,

Ha xpomaTorpamme ucneyemoro pacteopa,

COOTBETCTBYET
nponunnaparuapokcubensoar NPUrOTOBNEHHOMO  ANA  KOAWYECTBEHHOro
onpegeneHns, AONKHbI NPUCYTCTBOBATL MUKW
co BpEMEHEM YAEPKUBAHMA,
COOTBETCTBYIOWME BPEMEHAM YAEDXKUBAHMUA
nMKOB MeTunnaparvapokcnbersoarta n
nponuanaparvapokcubensoaTa Ha
XpoMaTtorpamme CTaHgapTHOrO pacTeopa
pH OF AQUEOUS EXTRACT From 6.0 to 7.5 7.0
Potentiometric method
GPh XII1 or EU Ph
pH BCAHOMO U3BNEYEHKUA OT6,0p07,5 7,0
MoTeHuuomMeTpuyeKn
'® XIII wnu Esp.®.
MASS OF PACKAGING Average: not less than 100 % COMPLIES
CONTENTS
GPh XIII Individual: not less than 90 % COMPLIES
(tested on 10 tubes)
Individual: 29/30: not less than 90 % and COMPLIES
1/30 not less than 85 %
(tested on 30 tubes)
MACCA COLEPXMMOIo CpeaHee 3Hauenue: He MeHee 100 % COOTBETCTBYET
YNAKOBKW
re XIII MHAMBMAYBNLHOE 3HaYeHKWe: He MeHee 90 % COOTBETCTBYET
(Tectupyercs Ha 10 Ty6ax)
Cpeanee: He meHee 100 % COOTBETCTBYET
WMHauBMayansHoe: 29/30: He MeHee 90 % u COOTBETCTBYET
1/30 He meHee 85 %
(TecTupyercs Ha 30 KOHTeRHepax)
MICROBIOLOGICAL Category 2
PURITY* The total number of aerobic microorganisms | not examined

GPh XIII or EU Ph

MWKPOBUONOTMYECKASA
YUCTOTA*
F'® XIII unw Esp.®.

and fungi (in total) -no more than 102 CFU
inlg(ml)

Absence of Pseudomonas aeruginosa in 1 g
{ml)

Absence of Staphylococcus aureus in 1 g
(mi)

Kateropus 2

Obuiee uncno aspobubix BakTepuii U rpuos
(cymmapHo) - ve Gonee 10% KOE 8 1 r (Mn)
Otcyteraue Pseudomonas aeruginosa s 1r
(mn)

Otcytereme Staphylococcus aureus 8 1 r
(Mn)

not examined

not examined

He MPUBEPEeHO
He NpoBepeHo

HE MpoBEpeHo

JADRAN GALENSKI LABORATOR! d.d. = 51000 RIUEKA = SVILNO 20« CROATIA = +385 51546 024
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o
ASSAY (HPLC)

Metronidazole

Methyl parahydroxybenzoate

Propy! parahydroxibenzoate

KONMWYECTBEHHOE
OMPEAENEHWE (B3XX)
MeTpoHugason

MetunnaparuapokcubersoaTt

Mponuanaparvapokcubersoar

From 5.00 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)

O0r9,00mMr a0 11,00mMrelr npenapara
(o1 90,0 % go 110,0 % OT 33asBNEHHOO
cofepxarusa)

Ot 0,595 mr no 0,805 mr 8 1 r npenapara
(0T 85,0 % 40 115,0 % oT 3as8neHHoro
coAepXaHun)

- 070,255 mr ao 0,345 mr 8 1 r npenapara

(o7 85,0 % A0 115,0 % oT 3anBReHHOrO
coaepxaHns)

9.96 mg/g (95.6 %)

0.688 mg/g (98.3 %)

0.295 mg/g (98.3 %)

9,96 Mr/r (99,6 %)

0,688 mr/r (98,3 %)

0,295 mr/r (98,3 %)

PACKAGING

YMAKOBKA

25 g of the drug in an aluminum tube coated
with a protective varnish on the inside and
outside, with a sealed protective membrane
hole and a plastic cap equipped with a cone-
shaped device for piercing the protective
membrane. The tube together with the
instructions for use is placed in a cardboard
box

Mo 25 r npenapata B anlOMUHWUEBOH TyGe,
NOKPBLITOA 3aWWTHLIM NAKOM C BHYTPEHHEN 1
BHELHEN CTOPOHbI, C 3anNaaHHbIM 33WNTHON
MEMODaHOW OTBEPCTMEM U NAACTUKOBLIM
KONNa4KoM, CHaBXEHHbIM KOHYCOOBpasHbIM
YCTPOWCTBOM ANA MPOKaNbiBaHWA 3alUWTHOM
membpanbl. TyBy BmecTe ¢ MHCTDYKLUMEX no
NPpUMEHBHUIO NOMELLAIT B KAPTOHHYIO Navky

25 g of the drug in an aluminum tube
coated with a protective varnish on the
inside and outside, with a sealed
protective membrane hole and a plastic
cap equipped with a cone-shaped
device for piercing the protective
membrane. The tube together with the
instructions for use is placed in a
cardboard box

Mo 25 r npenapata B anOMUHUEBOMN
Tybe, NOKPHLITOH 33WWTHLIM NAKoOM ¢
BHYTPEHHE# W BHeWHe# CTopoHbl, C

3anasHHbIM - 3aWKTHOW  MemBpaHoii
OTBEPCTHUEM “ MIBCTUKOBBIM
KONnNaykom, CHabMeHHbIM
KOHycoobpasHsiM  ycTpolicteoM  gns

NpoKaneiBaHns 3alUTHOW MeMBpaHsbi.
Tyba sMecTe c wWHCTpyKLMed no
NPUMEHEHMID NOMELEHa B KapTOHHYIO
nauky

MARKING
MAPKWPOBKA

Ha nepenuHoi ynakoske Ha pycckom

A3bIKE YKazblBAOT: TOProBOE HaMMEHOBaHWEe
npenapara, MExXayHapoaHoe
HeNaTeHToBaxHoe HaWMeHoBaHWe,
NeKapcTBeHHylo  GopMy,  KOHUEHTpaumio,

KOnNM4ecTso kpema B Ty6e B rpammax,
YCNOBMA  XpaHEeHWA, NpeaynpeanTenbHyio
HAAMWCB: «B  HEOOCTYNHOM 018  AeTei

Ha nepsuuHoit ynakoske Ha pycckom

A3bike YKa3aHo: TOprosoe
HalMeHoBaHWe npenapara,
MEeXAYHapoaHoe HEeNaTeHToBaHHoe

HanMeHoBaHwWe, nexapcraeHdHas hopma,
KOHUEHTPAUMA, KONMYECTBO Kpema B
Ty6e B rpammax, ycnosus XpaHeHus,
NpeaynpeavTensHas  Hagnwcb:  «B

JADRAN GALENSKI LABORATORL d.d. = 51000 RIEKA SVILNO 20 = CROATIA = +38551 546 024 o

MecTe®, ycnosus oTnycka, «[na neueHws | HegoCTynHoMm  ans  gered MecTes,
posauea», Ha3BaHue n 8ApeC | yCnoBus - oTnycka,  «flnsoi
NPOM3BOAWTENA, HOMED  cepww,  pnaty | posaueas, HassaHue.
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ACTeqeHunA

npousEoaCcTEa, aary
rOAHOCTH.

HononHuTensHE Ha aHrnnickom

A3bIKe YKa3blBaOT 10roTHn Nnpou3BOANTENA.

Ha BTOpUuHO# (noTpeduTensckoi)

YNakoBKe Ha pYyCCKOM R3bIKE YKa3biBAlOT:
npenapara,
HEMaTeHToBaHHoe
HaWMeHoBaHue, nekapcTBeHHyio  dopmMy,
KOHUEHTPaUKio, KONMYECTBO Kpema B Tyfe B
rpammax, Ha3BaHune “ conepxaHue
AeAcTByloWwero Bewectsa 8 1 Kpema,
nepeYyeHb BCMOMOraTensHbix BellecTn,
«Cnoco6 NpUMEHeHMA: CM. WMHCTpyKLMIo No
NpUMeHenunio», «[ins nedenus pozauyea»,
YCIOBUA  XpaHeHWA, NpPeRynpesrTentHyIo
HaAMUChL:  «B  HEQOCTYNHOM Ans  aeTel
MEeCTe», yCNoBWUs OTNyCKa, Homep cepum, «N°
Cepuni», [aTy Npou3BoACTBa, «flata w3r:s,
A3TY WCTeYeHMA Cpoka rofHocTM, «loaeH
AD:», Ha3BaHWE W ajpec NpPOW3BOAUTENS,
WTpux-koa, 2-D kog («GTIN:» - rnobansHeii
MAEHTUPUKAUNOHHbIA HOMED  TOpProsoW
BAMHMUBI;  «SN»: - WHAMBMAYaNbHBIGA

TOProBoe - HauMEeHoBaHue
MEXAYHEPOoLHOe

CepWiAHBIA HoMep ToproBoi enuHuLbI),
HOMep perMcTpaunoHHOro YA0CTOBEPEHWS,
AONCAHUTENBHO Ha aHFAWIACKOM

A3bIKE YKa3bIBAKT N0roTyn npoussopuTens.

cpoka

NMPOU3BOAMTENRA, HOMep cepunu, pata
NPOU3BOACTBA, 4AT3 WCTEYEHMA CpOKa
roAHOCTH.

AononHuTensHO Ha aHrnuitckom

F3blke YKa3aH noroTun Npov3soauTens.
Ha BTOpMuHOR (noTpebuTensckoi)
yNakoBke Ha pyCCKOM A3kIKE yKasaHo:
TOProBO@ HauMeHoBaHWe npenapata,
MexayHapoaHoe HenaTeHToBaHHoe
HauMeHoBsaHuWe, nekapcreeHHas dopma,
KOHUEHTPaLMA, KONUYECTBO Kpema =8
Ty6e B rpaMMmax, Ha3ssaHue i«
COAepXaHne [eWCTBYIOLLEre BeulecTBa
B i r Kpema, nepeyexs
BCrnioMoraTensHeIX Bewecrs, «Crnocob
NPUMEHEHMA: CM. UHCTDYKUMIO no
NpUMeHeHuno», «[ins nevyeHus
posauea», YCNoBUA Xpaxeuus,
npeaynpegutensHan HAANUCh: «B
HEAOCTYNHOM  AnA  aeveidl  Mmecres,
YCNOBMA OTNycka, HOMEp cepuu, «N?
Cepuni», pata npoussoacTea, «[arva
U3r:i», 4aTa UCTeYEeHWA CPOKa roAHOCTH,
«ogen p[oi», HassaHme W agpec
NpoM3BOAUTENA, WTPMX-Kog, 2-D Kkog

(«GTIN:» - rnobansHeii
MAGHTUQUKAUNOHHEIR HOMED TOoprosoit
eAWHULEI; «SN»: - UHAMBMAYansHbIR
CEePHAHBIA HOMEp TOProBoit equHNLbLI),
Homep PErnCTPaUMOHHOID
YAOCTOBEpEHUSA.

fononHurensHo Ha aHrUACKOM
A3BIKE YKasaH NOroTun npou3BoauTens.

STORAGE At the temperature not above 25°C COMPLIES
XPAHEHWE Mpu Temnepatype He Bhiwe 25°C COOTBETCTBYET
SHELF LIFE 2 years COMPLIES
CPOK rogiHoCTu 2 roga COOTBETCTBYET

* The parameter is controlled by the manufacturer

JADRAN GALENSKI LABORATORIS d.d. = 51000 RIJEKA = SVILNO 20= CROATIA = +385 51 546 024 e}-
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in every 10th batch. / MNMokasarens KOHTPONMPYETCA Ha KaXAoW 10-i cepuu.
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Importing country / Ctpana UMnoprep:

Registration Certificate No. / Homep
Perucrtpauuonnoro YOOCTOBEpPEHUS

Russian Federation / Poccuisickasn Deaepayms
M N012373/01 dated 23.07.2010 (re-issued 15.05.2017)

/TINO12373/01 ot 23.07.2010 (aaTa 3ameHs
15.05.2017)

Manufacturing site / MNponsBoacTeeHnan JADRAN-GALENSKI LABORATORIJ d.d., Croatia, Syifno 20,
nnowagka: 51000, Rijeka / AAPAH-TANEHCKM NABOPATOPNIA a.o.,
XopsaTtus, CeunHo 20, 51000, Pueka

I hereby confirm that the information above is authentic and accurate, This batch of the product was ]
manufactured (all production stages), including labelling/packaging and quality control at the above
mentioned manufacturing site in ful| compliance with the GMP requirements, requirements of the
registration dossier and normative documentation approved in the importing country.

HacTtoswmm YAOCTOBEPSII0, YTO NpUBEseHHas Bolwme MHMOPMauMs noanuHHa M Touna, HAaHHas cepua
NeKapcTeeHHoro npenapara 6sina npoussesexa (Bce ctaguu NPOW3BOACTBA), BKAKYAS
YNaKoBKY/MapKUPOBKY U KOHTPosIL KayecTsa, Ha yKazaHHOW Bbile NPOU3BOACTBEHHON MAOWanKe B NonHoM
COOTBETCTBUM C TPeBGOBAHMUSIMM GMP, Tpe6GoBaHusamMu PEMMCTPALMOHHOIO AOCE M HOPMATUBHOJ
ACKYMEHTAUMN, yTBEPXAEHHON B CTpaHe-uMnopTepe,

Quality of the product complies to Normative Document 1 NO 12373/01-150517, Variation 1o 1-3
Kayectso npogykra cooTBETCTBYET HA N N012373/01-150517, M3m. N2 1-3
I hereby confirm that the batch is approved for release
Hacrosuwum NOATBEPXAaI0, UTO BhiWeyKazaHHas Cépus paspetueHa K Buinycky
Date e ¥ Bl o T
Data { 0. [e. ﬂgﬂb
- | G
Qualified Person Mirna Simiéié P J
Moanwce YnonHomouerworo nnua \ /
/
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