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‘ HOJ],TBEP)KIEEHHE COOTBETCTBUA CEPUH
Ne 51-00387/21 oT 22.09.2021

HacToslMM MOATBEPKAAEM COOTBETCTBHE BBO3ZHMOTO fleKapCTBEHHOrO npenapara TpeOoBaHAAM,
yCTaHOBJIEHHBIM NPH Ero rocyAapcTBeHHOH perncTpamuy :

rﬁprouoe HauMeHOoBaHH1e Po3zameT
Mesi Ly HapOHOE HenaTeHTOBAHHOE HAMMEHOBAHHC MeTpoHHAa30/l
Tlexapcraentas GopMa Kpem [U1st HapyXHOTO 11 MMeHEHUA
Jlo3npoBKa 1%
\Eopma BBINYCKA Ty6a25rx1 (nauka KapTOHHAA
Homep ceprH 07212
O6BbEM CEpHn 13620 ynak.
Jlata BuinycKa 25.06.2021
[open a0 31.03.2023
HaumMeHoBaHME W aipec NpOM3BOAMTENS HIIPAH-FA.HEHCKH I[ABOPATOPMPI
| a.0., CBWIHO 20, 51000, Puexa, XopBaTHs
Cranuu Npon3BoACTBa Bce cTaauy IPOM3BOACTBA

Howmep n nata PErncTpaLMOHHOTO yAOCTOBEPEHHA 1 N012373/01 ot 23.07.2010 (nmata

samennl 15.05.2017
HoMep HOPMaTHBHOI NOKYMEHTaLKH HO I N012373/01-150517, M3am. Ne 1-3
HanMeHOBaHHE 1 A1IPeC ACPHATENA ﬁ,[LPAH-fAﬂEHCKH IIAEOPATOPI/Iﬁ
pErncTpaLoHHOro yIOCTOBEPEHHA a.0., CeumHo 20, 51000, Pueka, XOpBaTHs

OTBETCTBEHHOE JIHIO: MEHEIDKED TO obecreueHHIO KauecTBa 000 «SIPAH» Hocenko 10.A. o
021 ot 28.06.2021.

«ffaTa: 22.09.2021

000 «HOPAHY

ASge MOCTE U
digrte. a manompenn: 107564, r. Mockea, ya. KpacsoGorarmpeken, 4. 6, €79 &
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Product name / Hasganwe npenapara: Rozamet cream for external use 1 %, (tube) 25 g x 1
(carton box)
Po3aMeT KpeM Ans HapyxXHoro npumeHerna 1 %, (ty6a)
25 r x 1 (nauka KapToHHas)

Batch / Cepusn: 07212

Manufacturing date / [lata npov3BoACTBA: 16.03.2021.

Expiry date / F'opeH fo: 31.03.2023.

Date of analysis / laTa npoBeAeHUA aHanuaa. 23.04.2021.

Name of the API / HaumeHoBaHue Metronidazole / MeTpoHWAason

dhapMaueBTUHEeCcKOR cyBCcTaHUMK:

API batch No. / Homep cepuu 2010259

hapMaLeBTUYECKON cybcTaHumn:

API Manufacturer / MpoussoauTeNk Corden Pharma Bergamo, Italy / KopaeH ®apMa Bepramo,

bapMaLeBTUYECKON cybcTaHuMu. Wranua

CERTIFICATE N2 0233/21
CEPTUOMUKAT N2 0233/21

APPEARANCE Homogeneous white cream, odourless. Homogeneous white cream, odourless.
ONWUCAHUE OpHopoaHbIi kpem Benoro useTa 6e3 OAHOPOAHBIA KPeM Genoro useta Hes
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.

Methy| parahydroxybenzoate, Peaks with retention time that is consistent COMPLIES
propyl parahydroxybenzoate 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.

NOANVHHOCTL (B3XX)
MeTpoHuaason BpeMs yAepXWBaHWA OCHOBHOTO nuka Ha | COOTBETCTBYET
XpOMaTtorpaMMe  UCNbITYEMOrO pacTeopa,
NPUroToBNEHHOro  ANA KONWUYECTBEHHOMO
onpeaeneHua,  ACNKHO COOTBETCTBOBATL
BpeMeHW yAepKWBaHUA Nuka MeTpoHKAa30na
L Ha XxpoMaTorpaMme CTaHAApTHOrO pacTsopa ]

JADRAN - GALENSKI LABORATORIJ d.d. @ 51000 RIJEKA @ SVILNO 20° CROATIA = +385 51 660;;'?-0#

Rozamet cream for external use 1 %, (tube) 25 g x 1 (carton box) - 07212- RU

25.06.21




MeTunnapar1apokcnben3oar,
npon unnaparvapokcrbensoat

Ha xpoMaTorpaMMe WCMbITYEMOro pacTeopa,

NPUrOTOBNEHHOTO  ANA  KOMMYECTBEHHOrO
onpeaenexms, A0MKHbI MPUCYTCTBOBATH MUKA
co BpEMeHeM YAEPKUBAHUA,
COOTBETCTBYIOWME BPEMEHAM YAEPXWBAHMA
nvMkos  Merunnaparuapokcubensoata W
nponunnaparnapokcubersoata Ha
XpoMaTorpaMme CTaHAapTHOrO pacTeopa

TATB!
COOTBETCTBYET

pH OF AQUEOUS EXTRACT From 6.0 to 7.5 6.8
potentiometric method
GPh XIII or EU Ph
pH BOAHOIO W3BNEYEHWA or6,0m07,5 6,8
MoTeHunoMEeTPUHEKH
@ XIII mnn Esp.®.
MASS OF PACKAGING Average: not less than 100 % COMPLIES
CONTENTS
GPh XIII Individual: not less than 30 % COMPLIES
(tested on 10 tubes)
Individual: 29/30: not less than 50 % and n.a.
1/30 not less than 85 %
(tested on 30 tubes)
MACCA COOEPXWMOIO CpegHee 3Ha4YeHHe: He MeHee 100 % COOQTBETCTBYET
YNAKOBKW
re XIII WHAMBMAY3NbHOE 3HAYEeHUE: He MEHee 90 % | COOTBETCTBYET
(tecTupyeTca Ha 10 Ty6ax)
WnaveuayansHoe: 29/30: He MeHee 90 % u He NPUMEHWUMO
1/30 He MeHee 85 %
(TecTupyeTcs Ha 30 KOHTelHepax)
MICROBIOLOGICAL Category 2
PURITY* The total number of aerobic microorganisms COMPLIES
GPh XIII or EU Ph and fungi (in total) -no more than 102 CFU
in1g(ml)
Absence of Pseudomonas aeruginosa in 1 g
(mh)
Absence of Staphylococcus aureus in 1 g
(ml)
MUKPOBWONOTUHECKAR KaTteropus 2 COOTBETCTBYET
YUCTOTA* O6Lee YMcno aspobHbIX 6akTepui u rpu6os

ro XI1I unwm Esp.®.

(cymmapHo) - He Gonee 102 KOEB 1T (mn)
OtcytctBue Pseudomonas aeruginosaB 1rm
(mn)

OTcyTcTeMe Staphylococcus aureus B ir
(Mn)
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ASSAY (HPLC)

Metronidazole 10.03 mag/g (100.3 %)

From 9.00 mg to 11.00 mg per 1g of the
product (90.0 0% to 110.0 % of the labeled

strength)

From 0.595 mg to 0.805mgperlag 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 0.294 mg/g (98.0 %)
product (85.0 o, to 115.0 % of the labeled
strength)

Methyl parahydroxybenzoate 0.687 mg/g (98.1 %)

Propyl parahydroxibenzoate

KONWYECTBEHHOE
OMPEAENEHVE (BIKX)

MeTpoHWAa30N Ot 9,00 Mr Ao 11,00mrBlr npenapaTta 10,03 mr/r (100,3 %)

(ot 90,0 % RO 110,0 % OT 3aABNEHHOrD
copepxaHna)

Ot 0,595 Mr a0 p,805mMrslr npenapaTta 0,687 mr/r (98,1 %)
(ot 85,0 % Ao 115,0 % oT 3aABNEHHOMN
conepmaﬂwn)

Ot 0,255 Mr Ao 0,345 mr 8 1 r npenapara 0,294 mr/r (98,0 %)
(ot B5,0 % A0 115,0 % OT 3aABNeHHoro
copepKaHva)

Mewnnaparwnpovccmﬁeuaoar

nponmnnaparmpoxcwﬁenaom

25 g of the drug in an aluminum tube coated | 25 g of the drug in an aluminum tube
with a protective varnish on the inside and | coated with a protective varnish on the
outside, with a sealed protective membrane | inside and outside, with a sealed
hole and a plastic cap equipped with a cone- protective membrane hole and a plastic
shaped device for piercing the protective | cap equipped with 3 cone-shaped
membrane. The tube together with the | device for piercing the protective
instructions for use is placed in a cardboard | membrane. The tube together with the
box instructions for use is placed in 2
cardboard box

"PACKAGING

YMAKOBKA Mo 25 r npenapaTta B anoMuHmnesoi Tybe, Mo 25 r npenapata B aNIOMUHWEBOA
NOKPbLITOH 3aWUTHBIM NAKOM C BHYTPEHHERA W1 Ty6e, NOKPLITOMH 3aLWATHBIM NaKoM C
BHeWHeR cTopoHsbl, C 3anasHHbIM 3aLWMTHOR BHYTpEHHERA W gHeWHed CTOpPOHbI, C
MmeMBpaHoN OTBEPCTHEM W NNacTukoBbIM 3anasHHbBIM 3aLUTHOW meMEGpaHon
KONNAa4YKOM, CHabXeHHbBIM KoHYyCco06pasHbIM OTBEpPCTUEM " MNACcTUKOBLIM
yCTPOWCTBOM ANA npokansiBaHna 33WWTHOM | KONNA4KkoM, CHabXeHHbIM
memBpanbl. Tyby BMecte C WHCTPYKUMERA no KoHycoobpasHbiM yCTpOWCTBOM  ANA
NPUMEHEHUIO NOMELLAT B KapTOHHYIO Naqxy NpOKaNbLIBAHNA aawmuTHOW MemOpaHsi.
Ty6a smecTe C WMHCTpYKUWeh no
npUMeHeHuio noMellena B KapTOHHYH
nauky

I — e

MARKING Ha nepBuuHOii YNakKoBke Ha PYCCKOM Ha nepsuuHOR ynakoexe Ha PYCCKOM

MAPKWPOBKA A3blke YKa3bIBAKOT: TOprosoe HauMeHoBaHue | A3bIKE yKa3aHo: TOprosoe
npenapara, MexayHapoaHoe HavuMeHoBaHWe npenaparta,
HenaTeHTOBaHHOE HaWMEHOBAHUE, MexayHapoaHoe HenaTeHToBaHHOE

neKapcTBeHHY hopmMy, KOHUEHTPaAUNIO, HauMeHoBaHWE, nexapcTBeHHan dopma,
KONW4ecTso Kpema B Ty6e B rpamMMax, KOHLEHTPaUMsA, KONW4EecTso Kpema B
YCNOBUA  XPaHEHWR, npeaynpeAnTeNnsHy Ty6e B rpamMmMax, YCOBMA XpaHEHWs,
Haanucb: «B HEeAOCTYNHOM  ANf neten npeaynpeauTensHas Hapnwce:  «B
mecre», YCNOBUSA otnycka, «Ana feueHus | HenoCTYMHOM AN peTen. | 'MecTe®,
po3auear, Ha3Banne M appec | ycnosva OTAYCKR, «[lna nedeHus

\, ngomasoam'enﬂ, HOMED Ccepuu, Aaty o3auear, HA3BaHWE n
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nCTeYeHWA

npouseopcTea, A3TY
FOAHOCTU.
[lononHUTENEHO Ha AHFNUACKOM

A3bIKe YKa3bIBaKOT NOroTHN npov3asoguTens.
Ha BTOPHU4HON (norpeﬁmenhcmﬁ)

ynakoBke Ha PYCCKOM A3blKe YKa3biBaT:
Toprosoe HauMeHOBaHWe npenapara,
MeXayHapogHoe HenaTeHTOBaHHOe
HauMeHOBaHWe, 1eKapCTBEHHYO dopmy,
KOHLEHTpaLuIo, Konniecreo kpema B TyGe B
rpammMax, Ha3BaHue n cofepxaHue
peicTeytollero Belecrsa B 1 r kpema,
nepeyeHs  BCNOMOraTensHbLIX BeLWecTs,
«Cnoco6 NpUMEHEHWUA: CM. MHCTPYKUWIO no
npuMeHeHuo», «[NA  Ne4eHua po3auea»,
YyCNoBWS  XPaHeHws, npeaynpeavTenbHyo
HaanUcb: «B HefoCTynHoOM  Ans neren
MecTe», yCNOBWA OTNyCKa, HOMEp cepun, «N?
cepuu:», party npov3BoACTEd, «[lata wWar:»,
naTy WCTedeHua Ccpoka ropgHocTh, «loAeH
[4O:», Ha3BaHme W ajpec npon3B0AUTENS,
wTpHx-KoA, 2-D koA («GTIN:» - rnobanbHblit
uAeHTndJnKaunouumﬁ HOMep  TOproBoi
eanHnubl;  «SN»: - MHAWBMAY3NbHbIH
cepudHbIA HOMep Toproaow eanHULIbL),
HOMEp PerucTpauvoHHoro YAOCTOBEPEHWA.
[lononHWTeNbHO Ha aHrnAcKoM

A3bIKe YKa3elBaKoT Norotun npou3ssoavTens.

cpoka

npovssoauTens, HOMEp Cepud, aaTa
npow3soAcTea, Aata WCTeYeHus CpoKa
FOAHOCTH.

[ononHUTeNsHO Ha AHrNMIACKOM

A3bIKe YKa3aH norotun npou3BoAuTENs.
Ha BTOpU4HOA (noTpebuTensCKOoR)
ynakoBxe Ha PyCccKkoM A3bIKE YKas3aHo!
Toprosoe HavMeHOBaHWE npenapara,
MexayHapoaHoe HenaTeHToBaHHOE
HaMMeHOBaHWe, NekapcTBeHHadA thopma,
KOHLEHTPAUWURA, KONN4ecTso KpeMa 8
Ty6e B [paMMax, Ha3saHue w
copepxaHve AeHcTeyloWwero pelecrsa
B i r KpeMa, nepeYeHb
BCAOMOraTenbHblX BelecTs, «Cnocob
npuMeHeHus:  CM. MHCTPYKUWMIO  NO
NPUMEHEHWIO», «nAa nevyeHws
po3auea», ycnosus XpaHeHus,
npeaynpeavTenbHan HagnNUCb: B
HepocTynHoM  ANs pered  mecrex,
ycnosus OTNycka, HOMeEp cepun, «N?
cepun:», AaTa npoussoacTea, «Aara
W3r:», AaTa UCTeueHWs CpoKa roaHOCTH,
«foneH A0:», HasBaHue W aapec
npou3BoAUTeNA, WTPUX-KOA, 2-D kon
(«GTIN:» - rnobanbHbIA
np,eH'rwd)uKaumHHblﬁ HOMEp TOpProBoA
enuHuUbl; «SN»: - WHANBUAYNbHBIA
cepWitHblil HOMEp TOprosow enuHUUb),
HOMEp perucTpauuoHHOro
YAOCTOBEpEHWS.

[ononHuTeNLHO HA AHTAUIACKOM

A3bIKe yKasaH noroTun Npovu3BoanTens.

STORAGE At the temperature not above 25°C COMPLIES
XPAHEHWE Mpy TemnepaType He Bbille 25°C COOQTBETCTBYET
SHELF LIFE 2 years COMPLIES
CPOK rogHOCTHU 2 ropa COOTBETCTBYET

* The parameter is controlled by the manufacturer in every 10th batch. / NokasaTens KOHTPONUPYETCA Ha kaxaon 10-n cepuu.
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Importing country / CTpaHa uMnoprep: Russian Federation / Poccuitckas ®eaepauns

Registration Certificate No. / Homep N N012373/01 dated 23.07.2010 (re-issued 15.05.2017)

PerncTpauoHHOro YAOCTOBEPEHUSA! / M ND012373/01 ot 23.07.2010 (naTa 3aMenbl
15.05.2017)

Manufacturing site / Mpou3BoACTBEHHAA JADRAN-GALENSKI LABORATORI] d.d., Croatia, Svilno 20,

naowaaka: 51000, Rijeka / ALPAH-TANEHCKK NABOPATOPWU a.o.,
XopeaTtus, CeunHo 20, 51000, Pueka

I hereby confirm that the informaticn 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.

HacTosWMM YA0CTOBEPAID, YTO NpUBEAEHHAS Bbllle MHMOPMaUWs NOANUHHA U TOYHA. [aHHas cepua
nekapcTBEHHOro npenaparta fbina npow3seaeHa (Bce CTaAWK npou3B0ACTBA), BKAKOUAA
ynaKkoBKy/MapK1poBKY W KOHTpONb KayecTsa, Ha yKa3aHHOW BbllLe NpoU3BOACTBEHHOW NIOLL3AKE B NONHOM
cooTBeTcTBUM C TpebGosanuamu GMP, Tpe6oBaHUAMU PErMCTPaLMOHHOIO aocke v HOpMAaTHBHOM
LOKYMEHTaUUMN, YTBEPXAEHHOW B cTpaHe-uMnopTepe.

Quality of the product complies to Normative Document M NO 12373/01-150517, Variation N° 1-3
KauecTso npoaykTa cootsetcrayet HA I N012373/01-150517, Uam. N2 1-3

[ hereby confirm that the batch is approved for release
HacTosWMM NOATBEPXKAAID, YTO BbilWeyKa3aHHan cepus paspelueHa K BbIMyCcKy

Date ¥
fata ﬁ cC. oA o
L& o
Qualified Person Mirna Simicié¢ P ,m.%' &
Moanvck YNONHOMOYEHHOTo NHUUa a4 ffm
qwc; o @‘;%&g@
o "\;Qf%
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