DM g
JEPXIIKCITYXBA
JAEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npocnekt Banepis Jlobanoscekoro, 51, m. Kuig, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPITOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOr0 B YKpaiHy JiKapcbKoro 3acody

05.04.2021 Ne 15716/21/10

PO3AMET®

(HaliMeHyBaHHs NikapchbKoro 3aco0y 3rifHO 3 peecTpauiiiHuM MOCBiAMEeH M)
Kpem 1% mo 25 r y Ty6i; no 1 Ty6i y kapronuiii kopooui

(thopma Bunycky, 103yBaHHA, BIL NAKYBAHHA JikapcLkoro 3acofy)

Homep peecrpauiiinoro nocsinsenns UA/7256/01/01 crpok aii peectpauitisoro nocsiguenns 01.01.2099

Cepin nikapcbkoro 3aco6y Ne 0061 KinbkicTs BBe3eHOro Jikapebkoro 3acoby 1680
BupoGHHK Snpan-I"anencekuii Jlaboparopiit a.1., Xopsaris
(naliMenypanHs BHpoOHMEKA Jikapcbkoro 3aco0y, KpaiHa MoXokeHHS)
Baeseno B Ykpainy CroinbHe yKkpaiHchbKo-ecTOHChbKe MANPHEMCTBO Y popmi ToBapHCcTBa
3 obmezkenoio BignoBigannHicTio "Onrima-®apm, JITH", inent. kon:
21642228

(Hafimenysanus Ta koa 3a €/IPTIOY opuanuHoi ocoGu aGo npi3suiLe, iM'a, no 6arbkoBi diznunoi
ocobu - nianpuemis, i Miclie MPOKHBAHHS Ta peecTpauiiiHui Homep 061iKOBOT KAPTKH MIATHHKA
nojartkis abo cepis Ta HOMEp nacnopra)

IMpotokon Bizyansuoro konrpomo Bia 30.03.2021 Ne 0944/5.

3a pesynbTaTaMM JIEP)KABHOrO KOHTPOJNIO BCTAHOBNEHO, IWIO JiKapchkuii 3aci6 BBeseHo B VkpaiHy 3
AOTpHMaA

Or 3aKOHOJABCTBA 1100 3abe3neueH SHHKOCTI mlcapcwux 3acobis.

Mnekcii‘i COJIOIPAM

(iniuianwu Ta npizsiue)

Kpﬂf
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Product name: ROZAMET® cream 1% in tube 25 g N1
Hasea nikapebkoro 3acoby: POC3AMET® Kpem 1% no 25 r y 1y6i N21
Registration certificate of Ukraine N2 UA/7256/01/01 sig 06.03.2018
PeectpalliiiHe noceiguetns B Ykpaini N¢ UA/7256/01/01 dtd 06.03.2018
Strenght/ Activity: 1 g <ream contains 10 mg metronidazole;
Cuna gafif AxtusuicTs: 1 1 KpeMy MiCTute 10 mMr METPOHiAazony;
The size and type of packaging: 25 g In tube Not
Poamip | B4A nakysanus: 25 r y Tybi Ne1
The dosage form: cream
Nlixapceka diopma: kpem
: Country - producer: Croatia
i KpaiHa - BUpobHuK: Xopeatis
Manufacturer: Jadran-Galenski Laboratotij d.d., Svilno 20, 51000 Rijeka
BupoBHuk: Aapau-raneqcnkuii NabopaToplii a.4., Ceinbio 20, 51000 Pieka
Confirmation of GMP certificate: N® 534/2019/C-1550 from 17.12.2019
BucHoBok BignosigHocTi BUpobHUUTBa BUMOraM GMP: N? 534/2019/C-1550 Big 17.12.2019
Jliuensin Ha BupoBHMUTED: UP/I-530-01/13-03/09 No: 381-13-04/241-18-71 from 06.11.2018
Manufacturing license: UP/1-530-01/13-03/09 Neo: 381-13-04/241-18-71 &in 06.11.2018
f Quality control: Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
KoHTpons sikocTi: HAapaH-Tanexcbkuit NaSopatopiit a.4., CeinsHo 20, 51000 Piexa, XopeaTin

Batch: 0061
Cepis: 0061
Batch size: 25.814
KinekicTs ynakosok: 25.814
Date of production: 01.2021,
JaTa BupobHuyTea: 01.2021.
Exp.date: 01.2023,
Adicunii po: 01.2023.
Date of analysis: 19.02.2021.
Aara aHaniay: 19.02.2021.
CERTIFICATE N© 0056/21
CEPTUOIKAT No 0056/21
PARAMETERS ~  REQUIREMENTS RESULTS
MAPAMETPM BUMOIH PE3YANbTATH
CHARACTERS ( Visual) White homogeneous cream. ) complies
E CMNKUC (BisyansHuii) OaHopigHWii kpem Binoro KONLOpPY, Bignosigae

IDENTIFICATION {HPLC)
i a) METRONIDAZOLE The retention time of the metronidazole peak in the chromatogram complies
of the test solution should correspond to the retention time of the
metronidazole peak in the ch romatogram of the reference solution.

; b) PRESERVATIVES The retention time of the methyl parahyrdoxybenzoate and propyl } complies
i : (methylparahyrdoxybenzoate, parahydroxybenzoate peaks in the chromatogram of the test
propylparahycimxybenzoate) “solution should correspond to the retention time of the methyl

parahyrdoxybenzoate and propylparahydroxybenzoate in the
chromatogram of the reference solution.

HEHTVU®IKALIA {BEPX) sinnosigae
a) METPOHIfA3ONY HYac yTpuMyBaHHs nlky wMeTpodigasony Ha XpoMaTtorpami
BMNPOBYBaHOIO PO3UYNHY NoBUHEH gianosinatn vacy YTPUMyBaHH#A

niky MeTpotigasony Ha XPOMATOrpami posyuHy nopiaHAHKA.
1 6) KOHCEPBAHTH

Bignosinae
(Me‘mnnapari.qpoxcmGeHsoaT), HYac  yTpumysauHs nikis MeTUANaparinpokcubensoaty Ta
(nponlnnaparigporccuﬁeﬂaoa'r) | Npeninnapariapokcubenacaty Ha XpoMarorpami eunpoGysaHoro
PO3YMHY noBwHeH Bianosigatu Hacy yTpuMmyBaHHs nikip
MeTUNnaparigpokcnbeHaoaty Ta nponinnaparlp,poxcnﬁenaoaw Ha
XpomarorpaMl po3YuHy noplsHsHHSA,
PH (Ph.Eur.2.2.3)) ' 60-75 6,8
pH (Eep. ®apm.2.2.3) 6,0-7,5 6,8
JADRAN - GALENSKI LABORATORI d.d. « 51000 RIJEKA = Svilno 20= CROATIA = +385 51 660 700 8 wwipiglhr
ROZAMET cream 1% in tube 25 g - 0061- UA 172

23.02.21
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PARAMETERS REQUIREMENTS ' “RESULTS
_ NAPAMETPY BMMOrMn PE3YNbTATH
RELATED SUBSTANCES (HPLC) )
Any single Impurity <0,1% <0,003 %
Total impurities < 0,2% <0,003 %
CNOPIAHEHHI AOMILLKK { BEPX)
IHaueiayaneHa gomiwka <0,1% <0,003 %
3araneHa cyma gomilwok < 0,2% <0,003 %
: HOMOGENEITY Thin 'pulverized layer of cream should be homogeneous. complies
(in-house method)
FTOMOTEHHICTb ToHkuit posTepTyit Wap Kpemy noBuHEH GyTu ogHOpIAHMM. Bignosiaae
( MeToa komnanl)
ASSAY (HPLC)
| @) METRONIDAZGQLE From 95% to 105% of the stated amount 99,2 %
(from 9,5 to 10,5 mg/g) 9,92 mg/g
| b) PRESERVATIVES From 90% to 110% of the stated amount
(methyIparahyrdoxybenzoate, - methylparahyrdoxybenzoate (from 0,63 to 0,77 mg/g}) 0,689 mg/g
propylparahydroxybenzoate) - propylparahydroxybenzoate (from 0,27 to 0,33 ma/g) 0,292 mg/g
KUIBKICHE BU3HAYEHHS (BEPX)
a) METPOHIZIA30N Bia 95% 2o 105% sig 33ABNEHOT KiNnbKOCTI 99,2 %
(8in 9,5 go 10,5 Mmr/r} 9,92 ur/r
6)KOHCEPBAHTH Bia 90% a0 110% sig 3aaBNEHOT KinbKocTi
(Memnnapariapoxcwﬁenaoa*r), ~ MeTWanaparijpokcubensoar (sig 0,63 go 0,77 mr/r) 0,689 mr/r
(nponinnapari,qporccnﬁeuaoa*r) — Nponinnaparinpoxcubersoar (sia 0,27 ao 0,33 mr/r) 0,292 mr/r
MICROBICLOGICAL PURITY* Total aerobic microbial count: not more than 102in 1 g: complies
{(Ph. Eur. 2.6.12, 2.6,13) Total combined yeasts/ moulds count: not more than 10 in 1 g;
Pseudomonas aeruginosa, Staphylococcus aureus: absentin 1 g,
MIKPOBIOJIOTTYHA YUCTOTA* 3araneHa KinsKicTh aepobHix GakTepiii: He Giabwe 1025 1 r: BiAnosigae
{€ep. vapm.2.6.12, 2.6.13) 3aranbHa KinbKicTe rpu6ia i ApixaxiB: He Binbwe 10 8 1 r;

Pseudomonas aeruginosa, Staphylococcus aureus: BiacyTHi B 1

*The test is carried out once per year
*BunpoGysanHa NPOBOAWTLCA DAWH pa3 Ha pik.
Certification statement. 1 hereby certify that information above s correct and precise. This batch was manufactured {ali
production stages including packing and marking) and quality controlled in exact compliance to the GMP guidelines
implemented by local regulatory body as well as specification included into the registration dossier.

Protocels of packing and analysis were revised and GMP compliance is identifled.,

AlNbHWLI ¥ NOBHi# BiANOBIAHOCTI 3 BUMOramu GMP, BcTaHoBneHUMM Micuesmum PEIYNATOPHUM OPraHom, a Takox sianosigxo Ao
cneuvdikauiif, wo MicTaTbes ¥ PeecTpauifitoMy nocse. Mpotokonw BUpobHWUTRA, NakyBaHHs Ta aHanisis Syno nepernsnyTo Ta
BCTAHOBIEHO BiANOBIAHICTL GMP: /

£/

Qualifigd Person : 41
Mirna Simici¢ Uy
Ynoanaamena ocoba

Mirna Simici¢
Date of signature;

fAata nigaucy:
SfBﬁatu‘re

! " St En
93 o b B

S"J;‘ P 20
Rijeka

JADRAN - GALENSKI LABORATORLJ d.d. o 51000 RIJEKA © Syilno 20° CROATIA = +385 51660 700° www.jgl.hr
ROZAMET cream 1% in tube 25 g - 0061- UA 2/2
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JEPAJIKCITYKbA
JIEP?KABHA CJIYIKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKINA OBJIACTI

npocnekt Banepis JloGanosebkoro. S1. m. Knis. 03110, ren/dpaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.uahttps://www.dls.gov.ua, Koa €JIPIIOY . 37078774

BUCHOBOK
Npo SIKICTL BBE3¢HOI0 B YKpainy JiKapesLKoro 3ac00y

26.11.2020 Ne 63136/20/10

PO3AMET®

lildll\iLII\lidII!lH HI\JPLI sKOTO i.iu}ll\ IrAHO 3 pece I'p.lll!lﬂlll\! NOCRIMEHHIM )
kpem 1% no 25 ry 1ybi; no 1 1y6i y kapronuiii KopooOui

llt)(lp\ld BHINVCEY. JIO3YBUHHA. BILL HHAKY BiHHA 11hdpu,hn| (4] hlLl'I\'l\ )
Homep peccrpauiitioro nocsinuenns UA/7256/01/01 erpok aii peccrpauiiinoro nocginuenns 01.01.2099
Cepis aikapcskoro sacody Ne 2230 Kinbkicts ssesenoro aikapebkoro sacody 1920

BupoGHuk Slapan-Iaznenceknii JlaGoparopiii 1. Xopsatis

(HAIMEHY BAHHS BUPOGHIKD JTKAPCHEOIO sco0N . Kpaiti noxo #eHns)

Beeseno B Y kpain) ChijibHe YRPATHCLKO-CTONCLKE HPHEMCTBO Y Gopmi ToBapueTBa
3 obmekenoto sianosinaabnicrio "Omrivma-Mapm, JITHA", izent. won:
21642228

(naitvenysanis 1a koo 3a CAPTIOY wopuaninoi ocobn abo ppiaBae. M. 1o Garskosi pinemot
0co0I = MEANPHEMILE, T MICIE IPOKHBINIS Ta peccTpattiiinmii nosep OO TKOROT KAPTRH TLITHIHED
noaurkin abo u.le Ti HOMED NACHOPT)

[porokon sisyaasnoro kontposio sin 18.11.2020 Ne 4017/4.

30 pesynbTaTamit  JIepAKABHOTO  KOHTPOMIO  BCTAHOBAECHO,  UWIO nikapebknii  3acid  seeseHo B YKpainy 3

AOTPHMAHHSAM BUMOT 3AKOHOAABCTBA 11010 sa0esneteHHs AKoCTi NKapehKnX 3aco0is.

JurAL
B TAKO! |'Tn:.t 4

A HUWH

y Onekciii COJTOJIPAN

nisunme) (IHIAIN T PRI

(e ¢ } .m\ i n,«mm 10 KOHTPOIIO)
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Product name: ROZAMET® cream 1% in tube 25 g N21

Hassa nikapcoxoro 3acofy: PO3AMET® kpem 1% no 25 r y Ty6i N°1

Registration certificate of Ukraine N2 UA/7256/01/01 sia 06.03.2018

PeccTpalifHe noceiguerHs B Ykpaini N UA/7256/01/01 dtd 06.03.2018

Strenght/ Activity: 1 g cream contains 10 mg metronidazole;

Cwna gii/ AktusHicTs: 1 r kpeMmy MicTurs 10 Mr meTporigasony;

The size and type of packaging: 25 g in tube No1

Pozmip i Bng nakysadHs: 25 ry Ty6i N1

The dosage form: cream

Nixapceka GopMa: KpemM

Country - producer: Croatia

KpalHa - empobHuk: Xopsaris

Manufacturer: Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka

Bupobruk: AapaH-Tanencekuil flaGopaTopii 4.4., CeinbHo 20, 51000 Pieka

Confirmation of GMP certificate: N 534/2019/C-1550 from 17.12.2019

BucHoBoK BiANoBiaHOCTI BpobHUMUTRE BuMoram GMP: N? 534/2019/C-1550 Big 17.12.201%
NiueHsia Ha supobunuTee: UP/I-530-01/13-03/09 N°: 381-13-04/241-18-71 from 06.11.2018
Manufacturing license: UP/I-530-01/13-03/00 N9: 381-13-04/241-18-71 8ig 06.11.2018
Quality control: Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
KonTpont akocTi: AapaH-TaneHceknid NlaGopaTopii A.4., CeinsHo 20, 51000 Pieka, XopearTis

Batch: 2230

Cepin: 2230

Batch size: 25.644

KinbKiCTb ynaxkoBox: 25.644

Date of production: 06.2020.

RaTta supobHuuTsa: 06.2020.

Exp.date: 06.2022,

Aichnit po: 06.2022.

Date of analysis: 10.07.2020.

faTa ananisy: 10.07.2020.

CERTIFICATE N2 0552/20

CEPTU®IKAT N2 0552/20
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPH BMMOTIW PEZIYNILTATHN

CHARACTERS ( Visual) White homogeneous cream. complies

ONUC (Bizyanbhmit) CaHopighvid Kpem Ginoro Konsbopy. BIAMNOBIAAE

IDENTIFICATION (HPLC)

a) METRONIDAZOLE The retention time of the metronidazole peak in the chromatogram | complies
of the test solution should correspond to the retention time of the
metronidazole peak in the chromatogram of the reference solution.

b) PRESERVATIVES The retention time of the methyl parahyrdoxybenzoate and propy! | complies

(methylparahyrdoxybenzoate, parahydroxybenzoate peaks in the chromatogram of the test

propylparahydroxybenzoate) solution should correspond to the retention time of the methyl
parahyrdoxybenzoate and propylparahydroxybenzoate in the
chromatogram of the reference solution.

IAEHTHUOIKALIA (BEPX) BIANOBIOAE

a) METPOHIAA3ONY Yac yTpPUMYBaHHA iKY METROHIA33CNY HAa  XpoMartorpami
BMNPOGYBAHOMD PO34MHY NOBWHEH BIANOBISATW Yacy yTpUMYyBaHHS
MiKy METPOHIAA30MY HA XpOMaTorpami po34nHY NOPIBHAHHA.

6) KOHCEPBAHTHK BIANOBIAEE

{MeTHRANapariapokcMbeHsoar), Yac yTpuMyBaHes  NikiB  MeTunnaparigpokcubeHszoarty T2

{nponinnapariapokcubenzoaT) nponinnapariapoxkcuben30aTy Ha XxpomaTorpaMi BunpobysaHoro
DO34YMHY  NOBMHEH  BIANOBIZATHM  4Yacy YTDMMYBaHKA  TiKiB
MmeTunnapariapokcnbersoaTy Ta nponinnaparigpokcvbersoaty Ha
XpoOMaTorpamMi posUMHY NOPIBHAHHS.

pH (Ph.Eur.2.2.3.) 60-7,5 6,8

pH (Esp., ®apm.2.2.3) 6,0-7,5 5,8

JADRAN GALENSKI LABORATORIJ d.d. = 51000 RIJEKA = Svilno 20 CROATIA = +385 51 546 024 = www.jgihr

ROZAMET cream 1% in tube 25 g - 2230- UA

21.07.20

1/2
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PARAMETERS REQUIREMENTS RESULTS
_____MAPAMETPH BMMOIY PE3YNLTATU

RELATED SUBSTANCES {HPLC)

Any single impurity < 0,1% <0,003 %

Total impurities < 0,2% <0,003 %

CNOPIAHEHHI AAOMILLKW ( BEPX)

IHavBigyansHa pomilika < 0,1% <0,003 %

3aranbHa cymMa AOMILLIOK < 0,2% <0,003 %

HOMOGENEITY Thin pulverized layer of cream should be homogeneous. complies

(in-house method)

TOMCIEHHICTb TOHKKMIA PO3TEPTUI Wap KpeMy NosuHeH SYTW OAHOPIAHWUM, BIANOBIASE

( MeTon komnaHii}

ASSAY (HPLC)

a) METRONIDAZOLE From 95% to 105% of the stated amount 100,6 %
(from 9,5 to 10,5 mg/g) 10,06 ma/g

b} PRESERVATIVES From 90% to 110% of the stated amount

{methylparahyrdoxybenzoate, - methylparahyrdoxybenzoate (from 0,63 to 0,77 mg/q) 0,692 mg/g

propylparahydroxybenzoate) - propylparahydroxybenzoate {from 0,27 to 0,33 mg/g) 0,295 mg/g

KIAIbKICHE BU3HAYEHHA (BEPX)

a) METPOHIAA3O Big 95% ao 105% Big 3as8neH01 KinbKocTi 100,6 %
(Bia 9,5 ao 10,5 Mr/r) 10,06 wmr/r

6)KOHCEPBAHTH Bia 90% ao 110% Big 3aaBnedci KiNLKoCT

{meTunnapariapoKcubenszoar), - MeTnanaparigpokcubensoar (sig 0,63 ao 0,77 wMr/r) 0,692 mr/r

{nponinnaparippokcubeHsoaT) - nponinnaparinpoxkcubenzoar {Bia 0,27 8o 0,33 mr/r) 0,295 mr/r

MICROBIGLOGICAL PURITY*
(Ph. Eur, 2.6.12, 2.6.13)

MIKPOBIONOTIIYHA YACTOTA*
(Eep. ®apm.2.6.12, 2.6.13)

Total aerobic microbial count: not more than 10% in 1 g;

Total combined yeasts/ moulds count: not mare than 10%in 1 g;
Pseudomonas aeruginosa, Staphylococcus aureus: absent in 1 g.

3aranbHa KinbKicTb aepobHux BakTepii: He Ginbwe 1028 1 r;
3arankeHa KinbKicTe rpubies i Apikaxie: He Ginbwe 10' 8 1 r;
Pseudomonas aeruginosa, Staphylococcus aureus: siacyTHi B 1 1.

Not examined

HE A0CAIAXYBEAW

*The test is carried out once per year

*BunpobysaHHA NPOBOAUTLCH O4MH pPas Ha pik.
Certification statement. 1 hereby certify that informaticn above is correct and precise. This batch was manufactured (all
production stages including packing and marking) and quality controlled in exact compliance to the GMP guidelines
implemented by local regulatory body as well as specification included into the registration dossier.
Protocols of packing and analysis were revised and GMP compliance is identified.

3assa npo ceprugixayio. Lum 8 3acBiguyro, WO HaBeaeHa Bulle iHdopMauis € 10cToBIpHOIC Ta ToYHOK. Lo cepiro

npoaykuii Syno swpobneHo (BKAYZKOHYW NaKYBaHHA/MapKYBaHHA) T8 NPOBEASHC KOHTPOAL il AKOCTI Ha BWLLE3a3HAYEHIH
AlnbHWU Y NOBHIR BiAnosigHoCT 3 BUMOraMu GMP, BCT3HOB/NEHWMU MICUEBWMM PEryaaTOpHWM OpraHoM, a TaKoX BiAMOBIAHO AG
cneuudikalii, WO MICTATLCA ¥ PEECTPALIIAHOMY Aocke. NpoToKoMM BMPOBHULTBEA, NaKyBaHHs Ta aHanisis 6yio NEPErAAHYTO Ta

BCT3HOBNEHO BiAnosigHICTs GMP,

f%f

Date of signature:

darta nianwcy:

24 /07\{ ZOEB

Qualified Person
?% IGL d.d. Mirna Simigi¢
Svwilrn 20
Rijeka YriosHosaxeHa ccoba

Mirna Simici¢

Signaﬁar : Stamp
2 /;) A\

JADRAN GALENSKI LABORATORIJ d.d. » 51000 RIJEKA = 8vilno 20 = CROATIA = +38551 546 024« www.jgl.hr

ROZAMET cream 1% in tube 25 g - 2230- UA
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