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ITOATBEPXJIEHME COOTBETCTBUS CEPUU
Ne 51-00269/21 ot 07.04.2021

HacrosuuM moxTBepXaeM COOTBECTBHE BBO3MMOTO -JI€KAPCTBEHHOTO Hpenapa'ra TpeGoBaHnM,
YCTaHOBJIEHHBIM IIPH €TI0 FOCYAAPCTBEHHOM PErUCTPAIIHH |

ToproBoe HaumMeHoBaHue Poszamer

MexayHapofHOe HENAaTEHTOBAHHOE HAHMEHOBaHHe | MeTpoHuason

JlekapcTBeHHas dbopma Kpem 1ms Hapy»®HOTO IpUMeHEHHS

Jlo3uposka 1%

®opma BrImycka . Ty6a 25 r x | (mauka xapToHHas)

Homep cepun 3650

O6beM cepun : 26211 ynax.

Jara BeImycka 05.02.2021

Conexn no 31.10.2022

HaumeHoranue u anpec npou3pomuTens SIIPAH-TAJIEHCKH JIABOPATOPUU
a.0., Ceuso 20, 51000, Puexa, XopBama

Crajiyu pousBOICTEA Bce crazuu npousBoacTea

Homep 1 naTa perucTpanuoHHOro yaoCTOREpEHHA IT NO012373/01 or 23.07.2010 (nmara
3ameHs! 15.05.2017)

Homep HopMmaTHBHOM noKyMenTalMH HIATINO012373/01-150517, Hsm. Ne 1-3

HanmMeHoBanue u anpec nepxarens SIIPAH-TAJIEHCKY JIABOPATOPUIA

PETUCTPAIHOHHOTO YIOCTOBEPEHHS a.0., Ceunno 20, 51000, Prexa, Xopsatus

OTBETCTBEHHO® JIHLO: MeHekep 1o obecniedennio kadectsa 000 «AJPAH» Hocenxo HO.A. mo
JoBepeHHOCTH Ne 251 6-2020 OT 24 09.2020.

Tlommnuce:

Hara: OF. 04 ROAf

000 «AOPAH»
Appec mecrta HaxowaeHua: 107564, r. Mocnea,yn HpacHoGoraTeipckan, a. 6, c1p.6

Appec g/a HaNpaBAeHWA NOYTOBOH KoppecnoHaeHLMM: 119330, Mocwsa, SlomoHocoBekuii npocriext 38, oduc VIl o
Ten./dakc: +7(499)143-33-71 12\§
e-mail: Jadran@/gl.ru
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Product name / Hassanue npenaparta:

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

Po3ameT KpeMm ANR HapyXHOro NpUMeHeHua 1 %, (ty6a)
25 r x 1 (nayka KapToHHanA)

Batch / Cepus: 3650

Manufacturing date / [laTa npousBogcTBa: 09.10.2020.
Expiry date / logeH po: 31.,10.2022.
Date of analysis / lata npoBegeHus aHanusa: 09.11.2020.

Name of the API / HaumeHoBaHue
dapmauesTUHecKon cybcTaHumnm;

Metronidazole / MeTpoxuaason

API batch No. / Homep cepun
capMauesTUYecKoi cy6CcTaHUWN

2010086

API Manufacturer / MpoussoanTtens
¢dapmaueBTUYECKOW CybCTaHUMN:

Corden Pharma Bergamo, Italy / Kopaex ®apma Bepramo,
Mranus

APPEARANCE
ONMUCAHUE

CERTIFICATE N2 0887/20
CEPTU®UKAT N2 0887/20

Homogeneous white cream, odourless.

OpaHopopfHblid kpem Genoro useta Ges
3anaxa

Homogeneous white cream, odourless.

OaHopoAHbI# KpeM 6enoro uBeTa 6e3
3anaxa

IDENTIFICATION (HPLC)
Metronidazole

Methyl parahydroxybenzoate,
propyl parahydroxybenzoate

NOANMUMHHOCTL (BXX)
MeTpoHuaason

The retention time of the main peak on the
chromatogram of the test solution prepared
for quantification shall comply with the
retention time of metronidazole peak on the
chromatogram of the standard solution,

Peaks with retention time that is consistent

with 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.

BpeMsa ynepxuBaHWA OCHOBHOrO MNUKa Ha
XpOMaTorpaMMe  WCMbITYEMOro  pacTBopa,
MPUrOTOBNEHHOMO ANA  KONUYECTBEHHOMO
onpeAeneHwWs, [AOMKHO COOTBETCTBOBAaTb
BpPEMeHW YAepKMBaHUA NUKa METPOHWAA30Na
Ha XpOMaTorpamMme CTaHAapTHOro pacTeopa

COMPLIES

COMPLIES

COOTBETCTBYET
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MeTtunnaparngpokcubensoar,

Ha xpomaTorpaMMe WCMbITYyEMOro pacTeopa,

COOTBETCTBYET

nponunnaparuppokcnbeHsoat NPUIOTOBABHHOIO AN KONMYECTBEHHOro
onpeaeneHuns, LoMKHbLI NPUCYTCTBOBATL MUKW
co BPEMEHEM YAEPKMBAHWS,
COOTBETCTBYIOLLME BPEMEHAM YAEPXHBAHUSA
NWKOB  MeTunnaparuapokcubeHsoata W
nponunnaparnapokcubersoaTta Ha
XpoMaTorpaMmMe CTak4apTHOro pacrsopa
pH OF AQUEOUS EXTRACT From 6.0 to 7.5 7.0
Potentiometric method
GPh XIII or EU Ph
pH BOAHOIO M3BNEYEHWA or6,0p07,5 7,0
MoTeHUunOMEeTpUyeKkn
r'® XIII unu EBp.®.
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 COAEPXWUMOro CpeaHee 3Ha4yeHue: He MeHee 100 % COOTBETCTBYET
YMNAKOBKW
e XIII WHauBuayansHoe 3HavyeHue: He meHee 90 % | COOTBETCTBYET
(TecTupyeTcs Ha 10 Ty6ax)
CpeaHee: He MeHee 100 % COOTBETCTBYET
WHauBnayansHoe: 29/30: He meree 90 % w | COOTBETCTBYET
1/30 He meHee BS %
(TecTupyeTes Ha 30 koHTelHepax)
MICROBIOLOGICAL Category 2
PURITY* The total number of aerobic microorganisms | not examined

GPh XIII or EU Ph

MWUKPOBWONOMMYECKASA
YUCTOTA*
'® XIII unun EBp.0.

and fungi (in total) -no more than 10? CFU
in1g (ml)

Absence of Pseudomonas aeruginosa in 1 g
(mi)

Absence of Staphylococcus aureus in 1 g
(mi)

KaTteropusa 2

ObLee Yncno aspobHuix GakTepuii U rpubos
(cyMMapHo) - He Gonee 10 KOE B 1 1 (Mn)
OtcyTcreme Pseudomonas aeruginosa s 1 r
(Mn)

OTcytcTBure Staphylococcus aureus s 1 r
(Mn)

not examined

not examined

He npoBepeHo
He NpoBepeHo

He MpoBEPEH0
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ASSAY (HPLC)
Metronidazole

Methyl parahydroxybenzoate

Propyl parahydroxibenzoate

KONUYECTBEHHOE
OMPEAENEHME (B3XX)
MeTtpoHngason

MeTunnaparugpokcubeHsoaT

MNMponunnaparuapokcubexsoart

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)

0T 9,00 Mr 4o 11,00 Mr B 1 T npenapata

(0T 90,0 % fo 110,0 % oOT 3aABNEHHOrO
coaepxaHma)

0T 0,595 Mr go 0,805 mr 8 1 r npenapara
(ot 85,0 % a0 115,0 % oT 3asBNEeKHOro
coaepxaHua)

010,255 Mr go 0,345 mre 1 r npenapara
(o7 85,0 % Ao 115,0 % oT 3aABNEHHOrO

' coaepxaHua)

10.07 mg/g (100.7 %)

0.695 mg/g (99.3 %)

0.296 ma/g (98.7 %)

10,07 mr/r (100,7 %)

0,695 mr/r (99,3 %)

0,296 Mr/r (98,7 %)

PACKAGING

YMNAKOBKA

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 aniomuHnesol TyGe,
NOKPLITOA 3ALLMTHBIM NAKOM C BHYTPEHHEA W
BHEWWHeH CTOPOHLI, C 3anasHHbLIM 3allMTHOM
MeMbpaHOW OTBEPCTMEM W  NNACTUKOBbLIM
KONNAYKOM, CHaBXEeHHbIM KOHYCOO6pasHbIM
YCTPOICTBOM AN NpOKanbiBaHWA 3alyMTHOM
MeMEpaHel. TySy BMecTe ¢ WHCTpYKUWel no
MPUMEHEHUIO MOMELLAKOT B KapTOHHYI0 Nayky

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 npenapaTta B8 antOMUHWEBOW
TyGe, NOKPLITOA 33WWTHBLIM NaKOM C
BHYTPEHHEW M BHelWHen CTOPOoHLI, C

3anasHHbIM  33WKUTHOW MeMBpaHon
OTBEpCTUEM 7] NAACTUKOBbLIM
KONNaykoMm, CHabXEeHHbIM

KOHYCOOOpa3sHbiM  YCTPOWCTBOM  ans
MNPOKanbiBaHMA 3alKMTHOW MeMBpaHsl,
Ty6a BMecTe ¢ MWHCTpykuuei no
NPUMEHEHUID NOMELIEHa B KapTOHHYIO
nauky

MARKING
MAPKWPOBKA

Ha nepeuyHOi ynakoske Ha pycckom
A3bIKE YKa3bIBAKT: TOpProsoe HavMeHoBaHWe

npenapara, MeXAyHapoaHoe
HenaTeHTOBaHHOe HauMeHoBaHue,
NEKapCTBEHHYID  OpMy,  KOHUEHTPauuio,

Konu4ectso Kpema B TyGe B rpammax,
YCNIOBUA  XpaHeHWUs, NpeaynpeauTenbHylo
Haanucb: «B HEQOCTYMHOM ANs  feTed
MecTe», YCNnoBUA OTNycka, «[ns nedyeHus
posauea», HasBaHue " agpec
MPOU3BOAMTENS,  HOMEp  Cepud,  aaty

Ha nepBU4YHOI ynakoBKe Ha pPyccKkoM

A3blke yKasaHo: Toprosoe
HauMeHoBaHune npenapara,
MexayHapogHoe HenaTeHTOBaHHOE

HaWMEHOBaHWe, NekapcTeeHHan dopma,
KOHUEHTPaUUA, KONUYEeCTBO Kpema B
Ty6e B rpaMMax, YCnoBuA XpaHeHws,
npeaynpeauWTencHas  Haanwucb:  «B
HEAOCTYMHOM  AN8  AeTed  MecTe»,
ycnosus  oTnycka, . «[as nederns
posauea», < Ha3gaHne ‘s agpec
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NPOM3BOACTBA, AATY WCTEYeHMs  Ccpoka
roAHOCTH.

[ONONHWUTENBHO HA aHTIMACKOM

A3bIKE YKa3bIBAKOT OTOTUN NPOU3BOAUTENSR,
Ha sTopuuHo# (noTpebuTtensckoid)

YNakoBKe Ha pPYCCKOM RA3blKe YKasblBalT:
Toprosoe HauMeHoBaxwe npenapara,
MexayHapogHoe HenaTeHToBaHHOe
HauMeHOBaHWe, NEeKapCTBEHHY  ¢opMy,
KOHUEHTPaLMIO, KONWYeCTBO KpeMa B Tybe B
rpammax, Ha3BsaHue ] cofepxaHune
fDeiicTeylowero Bewectsa B 1 r kpema,
nepeyeHo  BCNOMOraTenbHbIX  BewWecTs,
«Cnoco® npuMeHeHus: CM. MHCTPYKLMWIO no
npuMeHeHuio», «[na nedeHus posaueas,
YCNOBUSA XpaHeHus, NpeaynpeauTenbHylo
HaANMKUCb: «B HEAOCTYNHOM 4Nns  AeTei
MecTe», YCNOBWA OTNycKa, HoMep cepun, «N?
Cepuu:», AaTy Npou3BOACTBa, «[laTta uar:»,
AATY WCTEYeHWA CpoKa roAHocTW, «logeH
AO:i®», HasBaHWe W ajpec NpPoOM3BOAMTENH,
wTpKx-KoA, 2-D kog («GTIN:» - rnabanbHbli
MAEHTUPUKAUMOHH bIIA HOMEpP  TOProsoi
eAWHULbI; «SN»: - MHAWMBUAYaNbHLIA
CepuiHbIA HOMEp TOProBoi eanHULbI),
HOMEep perucTpauvoHHOro yYAOCTOBEPEHUS.
DONONHNTENBHO Ha aHTNMACKOM

A3bIKE YKa3bIBAIOT NIOrOTUN NPOU3BOAUTENS.

NpoW3BOACTBA, AATa UCTEMEHMWA CpoKa
rOAHOCTH.

JononHnTenbHo Ha aHrAMRCKOM

A3bIKE YKa3aH NoroTun NpovssoguTens.
Ha sTopuuHoi (NoTpebuTenbckoi)
YyNakoeKe Ha PYCCKOM f3blKe ykasaHo:
TOproBoe HawWMeHoBaHWe npenapaTa,
MexX/yHapoaHoe HeNaTeHToBaHHoe
HauMeHOBaHMWe, neKapcTBeHHan dopmMa,
KOHUEHTpauMKs, KONUYeCTBO KpeMa B
Ty6e B rpamMMax, HasBaHuWe WU
copepxXaHue JeACTBYIOWEro BewecTsa
B 1 r Kpema, nepeyeHsb
BCMOMOratensHeix Bewecrs, «Cnocob
MPUMEHEHWA: CM. MWHCTPYKUMIO no
NPpUMEHEHWNIO», «lna neyeHus
posauea», yCnoBus XpaHeHus,
npeaynpeauTenbHaa  Hagnuce:  «A
HEeAOCTYNHOM  ANA  fAeTeid  MecTew,
ycnosus oTnycka, HoMep cepuum, «N?
cepuM:», AaTta npou3soacTea, «[aTta
W3r:», aTa UCTeYEHUA CPOKE rOAHOCTH,
«[ofeH J0:», Has3BaHMe W agpec
NPOW3BOAWTENA, WTPUX-Koa, 2-D kop

(«GTIN:» - rno6anbHbIi
MAEHTUDUKAUMOHHBIA HOMep Toprosoi
eAnHULbl; «SN»: - WHAMBWAOYANbHbINA
CepUiiHLIA HOMEp TOProBoi eauHUUbI),
HoMmep PEFUCTPAUMOHHOIC
YAOCTOBEPEHMUS.

JOnonHUTENLHO Ha BHMMMCKOM
A3bIKEe YKa3aH NoroTun Npov3BoAUTENs.

STORAGE At the temperature not above 25°C COMPLIES
XPAHEHWE Mpu TemnepaType He Bbiwe 25°C COOTBETCTBYET
SHELF LIFE 2 years COMPLIES
CPOK rogHoCTW 2 ropa COOTBETCTBYET

* The parameter is controlled by the manufacturer in every 10th batch. / Mokasatens KOHTPONMpYeTCs Ha Kaxaoi 10-i cepuy,
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Importing country / CTpaka uMnoprep: Russian Federation / Poccuitckan ®egepauus

Registration Certificate No. / Homep MNO012373/01 dated 23.07.2010 (re-issued 15.05.2017)

PeructpauuoHworo yaocroseperus: / M NO012373/01 ot 23.07.2010 (nara 3amMeHbl
15.05.2017)

Manufacturing site / NMpoussoacTeeHHas JADRAN-GALENSKI LABORATORI] d.d., Croatia, Svilno 20,

nnouagka: 51000, Rijeka / AAPAH-TANEHCKW JIABOPATOPWI a.o.,
Xopeatua, 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 full compliance with the GMP requirements, requirements of the
registration dossier and normative documentation approved in the importing country.

HacTosAWmMM yA0CTOBEpAID, HTO NPUBEAEHHAA Bbille MHGOPMaLMA NoANUHHA U TOuHA. [JaHHan cepus
NekapcTBeHHOro npenaparta 6bina npousBeeHa (BCce cTagnuu NpPOU3BOACTBA), BKAKOYANA
yNaKoBKy/MapKMPOBKY W KOHTPO/b KauyecTea, Ha YKa3aHHOW Bbille NPOM3BOACTBEHHOW NNOLWAAKE B NONHOM
cooTBeTcTBUM C Tpebosanuamn GMP, Tpe6oBaHuUAMM PErMCTPaUMOHHOro A0Cbe U HOPMAaTUBHOM
AOKYMEHTALWU, YTBEPXKAEBHHON B CTPaHe-uMnopTepe.

Quality of the product complies to Normative Document N N012373/01-150517, Variation N2 1-3
KayecTso npoaykTa cooTtsetcreyer HA N N012373/01-150517, U3m. N2 1-3

I hereby confirm that the batch is approved for release
HacToswum noaTeepxaato, UTo BhieyKasaHHas cepus paspeleHa K Bbinycky

Date
[Oara '05 o,? . GQOM ,}_{s-
Qualified Person Mirna Simicic N
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