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N
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Kpem s Hapyxmo‘ro TIPEMEHEHUA I

HaumeroBaHNE U anpec npomsogm'rem'

SIPAH- TATEFCKI TABOPATOPHIA
a.0., Caurao 20, 51000, Prexa, XopeaTns

Jlo3upoBKa | | 1 1%

dopma BHITYCKA R i Ty6a25rx1 (natﬂca Kap"mHHax) |
Homep cepun L1 1Exh 3381 |
Ob6neM cepur T R R i 11 520 ymax. ‘

JlaTa BEITyCKA L i 17.01.2022

Tozen 10 b ke HRE | 131.12.2023

Cramum nponaso;lcma | Lif L

Bce cramiu IpoH3BOICTBA

Howmep 1 nata pemcrparmoHHoro Y,IEGGTPBGPCHKH

T N012373/01 or 23.07.2010 (ﬂaTaJ

HoMep HOpPMATHEHOK ,uOKyMeHTauHH |

samens! 15.05.2017)
| BT N012373/01-150517, Mz, Ne 1-3 |

HanMeHOBaHze K aIpec IEpXKarels | |
DETHCTPAIMOHHOrO ynoc"rosepeum

STPAH-TAJJEHCKA JIABOPATOPUY
a.0., CBIIIHO 20 51000, Pnex{a, XopBaTHi
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Product name / HassaHue npenapara: ‘Rozamet cream for external use 1 %, (tube) 25 g x 1
L et | | '(carton box) ‘

; ' PoszaMmerT Kpem ans HaPYXHOTO NPUMEHEHNS 1 %, (Ty6a)

&1l : L e ] 25 r x 1 (nauka KaprHHan)

Batch / Cepusi: HRET ER M 3381 R

Manufacturing date / J:_(ara ni_:on3ao::icira'a'; 008.12.2021. ﬂ
Expiry date / FoaeH £o: | " BN 31.12.2023. J
Date of analysis / AaTa npoaéneﬂua i’aﬂqﬁnsa: _b4.0 1.2022. ‘ 4\
Name of the API / HaumerosaHue | ‘l . !Vletronidazole / MeTpoHUAa30n '

dapMauesTudeckoi cybcrasumn:

API batch No. / Homep cepuv &

dhapMaleBTNIecKon cyBcTaHumm: | f 1 !

API Manufacturer / MpoussoauTese | Corden Pharma Bergamo, Italy / Kopaex ®apma Bepramo,

(bapMaLeBTMYecKoi CybcTaHumuu: SERNEE WUtanus Ll ‘

1 ; nEEIE -

{‘CERTIFICAT!E Ne 1030/21

;CEI{TMQMKA’T Ne 1030/21

2110208

i

APPEARANCE

el I e B

Homogeneous white cream, odourless.

| Homoge

neou
IR

s white cream, odourless.
OMWUCAHME i omp@'ﬁs.&i‘ «peM Genoro useta 6e3 OnHOPOAHBIi KpeM Genoro usera 6e3
sanaxa | | | 3anaxa ‘
TENTIFICATION (PLO) | 1. .| :
Metronidazole | The re’c;gf)tiob time of the main peak on the COMPLIES
i || chromatogram of the test solution prepared |
i for qu?ﬂtifiq:ation shall comply with the
retention time of metronidazole peak on the
chromatogram of the standard solution. '

Methyl parahydroxybenzoalte, peaks with retention time that is consistent COMPLIES

propy! parahydroxybenzoat_é with . | retention time of methyl
i parahydroxybenzoate ! and propyl

parahydroxybenzoate |peaks on the
'chroma‘ltogrdm of the standard solution:
should |be present on the chromatogram of
the tes¢ scluJTion preparéd for quantification.
NOOJSIMHHOCTD (BIXX) | _ i 3t i : ‘
MeTpoHuAa30n ; Bpems i:y.nenxuauun OCHOBHOTO NHUKa Ha COOTBETCTBYET
xpomarorpaMme MCMBITyeMOro  pacreopa, ‘
MPUTOTOBNEHHOTO ~ ANA|  KONUYECTBEHHOrO
‘onpe.uegeﬂms"i, ROMKHO  COOTBETCTBOBATL
| BpeMEHN YAEPXKUBAHUS NUK3 MeTpoHMAasona
_Ha XpOMBTOrpamMMe CT2HA3PTHOTO pacreopa :
| \ :
| ‘

| | LS| |
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Memnaparup.po:ccwehaoa"i', .~ {iHa xpoi;aarorbanme WCMEITYEMOro pacTsopa, COTB"&‘I'CT BYET
nponunnaparuapokcubensoat | NPUrOTOBREHHOTO  ANR . KONWYECTBEHHOIO ?
i | onpepenenus, AONXHbI NPUCY TCTBOBATS NUKK
| co | | BpemekeM yaepxusaHus,
| cooTeeTCTBYIOWNE BPEMEHAM yAEDPXKUBAHWS
| NMKOB | m"mnnaparmt:oxcwﬁemoma 1
1 nponuanapanapokcnbersoata Ha '
| xpomaTorpamme CTaHaapTHOro pacTeopa !
L) i bad 1 ! :
pH OF AQUEOUS EXTRACT | | From6.0t0 7.5 1 6.7
Potentiometric method i t 18 | i -
GPh XIITorEUPR | | 1 EIHEH i :
i i I [ 1 i
| It 1 ¥ i |
pH BOAHOrO M3BNEYEHNA ' 0T6,0807,5 67
MoTEHLMOMETPUYEKN ' i RR |
o XII unu Esp.@. i ;o i i |
MASS OF PACKAGING TAverage: not less than 100 % COMPLIES
CONTENTS fBE | |
GPh XIII : | | Individual: not less than 90 % COMPLIES
i -%‘l(testeld on 10 tubes) |
il | Individual; 29/30: not less than 90 % and na. |
i 1/ 1/30 not less|than 85 % !
| (tested on 30 tubes) i ‘
MACCA COLOEPXUMOIO = | - Cpearee 3HayeHue: He Menee 100 % COOTBETCTBYET
YTMAKOBKMA B R Y 3 :
ro X t ! ;‘Mﬁnnamnyanﬁuoe 3HAYEHME: HE MeHee 90 % | COOTBETCTBYET
| || (recupyercs Ha 10 Ty6ax) i
| ‘ -}Mﬂansﬁﬁy'anlluoe': 29/30; He meHee 90 % v | He NPUMEHNMO
| |'1/30 HejMenee 85 % | ? -
L i(TeCfMp\'feTCSll‘Ha: 30 KoHTeliHepax)
MICROBIOLOGICAL T Category 2| ; ,
PURITY* i |The total number of aerobic microorganisms | Not examined
GPh XIII or EU Ph i .and fungi (in total) -no more than 10% CFU
i "in 1g(ml) | i
i | Absence of Pseudomonas aeruginosa inlg
gm0 i
ol “;‘,Absence}‘! of Staphylococcus aureus inlg
(R G DIRE & R
! ! | o
MWKPOBWOAOTUYECKAA | | {KaTeropus 2| i ‘ ]
YUCTOTA* i |OBLuee 4MCNO a9POGHBIX Gakrtepuit u rpubos | He uccneaosaH
r® XIII unu Esp.®. il |(cymmapHo) - |He Gonee 102 KOE B 1 1 (Mn) -
It |OTcyTCTBME Pseudomonas aeruginosa B 1 r
fm) L)
OTCyTCTBUE SFaphv}ococcijs aureus B lr
I\(Mﬂ) B i
i T a0 T
! ] { ::
! | 1
‘ 5
. ;. I |
R | w
4 |
L H
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TASSAY (HPLC)

Metronidazole

Methyl parahydroxybenzoaﬁé

Propyl parahydroxibenzoatei

KONWYECTBEHHOE
OMPEAENEHUE (BIXKX)
MeTpoHuaason

MeTunnaparnapokcnbeHsoat

MNMpo nunnaparmppokcubensoat
% H

' From 9,00 mig to 11.00 mg per 1g of the
it produc\:i{QO.Q % to 110.0 % of the labeled
_strength). i
‘| From, .{595 mg to 0.805/mg per 1 g of the
1 product](85.0 % to 115.0 % of the labeled
L strength) ‘ 3
. From 0,255 mg to 0,345/ mgperlg of the
| product(85.0 % to 115.0 % of the labeled
‘| strength) ‘ '

i R ) i

i o7 9,00{Mr p.%) 11,00 mr 8 1 r npenapata
(oT 90,0 % A0 110,0 % QT 33ABNEHHOTO
copepKannsa) |

or 0,59?‘:5 mr ao 0,805 Mr'%s 1 r npenapaTa
| (ot 85,0 % Ao 115,0 % QT 337BNEHHOTO

i co.aepxc?mmq} \
| |

| or 0,255 mMr po 0,345 Mrs 1 r npenapara
| (ot 85,0 % Ap 115,0 % QT 3aaBNEHHOTO
il cosepwaHns)

R R R

10.08 mg/g (100.8 %)
0.686 mg/g (98.0 %)

0.293 ma/a (97.7 %)

10,08 mr/r (100,8 %)
0,686 mr/r (98,0 %)

0,293 mr/r (97,7 %)

FACKAGING

25 g of the drug in an aliminum tube coated
| with a protective varnish on the inside and
Loutside,';iwith! 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 2 cardboard

25 g of the drug in an aluminum tube
coated with a protective varnish on the
inside: and outside, with 2 sealed
protective membrane hole and a plastic
cap equipped ‘with 2 cone-shaped
device for piercing the protective
membrane. The tube together with the

L

Collbox ol instructions for use is placed in a
bk Doy ‘l \l cardboard box
i i I T N R i 3
YNAKOBKA ‘ 3t Mo 25t npenapaTa B aNKOMUHWEBOR Ty6e, | Mo 25 r npenapata B anOMUHUEBOM
j ‘,‘noxpmo‘lﬁ‘. 331‘1.1141%1»4 NaKoM C BHYTPEHHEH U Ty6e, MOKPLITOR 3AWUTHBLIM nakoM C
sHeu.lHeiﬁ [CTOpOHE, © 3ananHHsIM IAWMTHOM | BHYTPEHHEA W \BHELIHER CTODOHS, c
5MeM6paHoﬁ |oTBEPCTHEM W MNacTUKOBbIM | 3anaaHHBIM awmMTHOM  MeMBpaHo#
| konnaukoM, CHabXeHHbIM KOHYCOOEPa3HbIM | OTBEPCTUEM ] NNACTUKOBbIM
il ‘=yc'rp0‘ﬁcfraonmnﬂ npoKansieaHna 33WUTHOW | KONNA4YkoM, CHabXEeHHbIM
! | mem6panel. Tyby BMeCTe C WHCTPYKUMER Nno KOHYCO0OPa3HbLIM YCTPOWCTBOM  AN1A
!npmem“lat-l'mo\nomem.aro-r B KAPTOHHYIO N3YKy npokanbiBaHna 3alnUTHOR MeMBpaHbl.
i R 41 i Ty6a BMecte C WHCTPYKUWER  no
| Vi i NPUMEHEHMIO MOMELUEHa B KapTOHHY!O
‘ 1 gl nauky
MARKING | Ha nepeuuHoR ynakoske Ha PyCCcKOM Ha nepBWH4HON YNaKoBKe Ha pyCCKoM
MAPKWPOBKA | A3bIKE y‘gaabll‘sa}oﬂ TOproBoe HavMeHoBaHue a3bike | YyKa3aHO: TOprosoe
i \npenapara, % | mexgyHapoaHoe HavMeHoBaHue npenapara,
i | HenaTeHToBaxKHoe HauMeHoBaHue, | MexAyHapoAHoe HernaTeHToBaHHOoe
il | NeKapCTBEHHYO dopMy,  KOHLEHTpauwWio, HauMeHoBaHve, NeKapcTBEHHaA dopma,

| ADRAN - GALENSKI LABORATORILJ d.d, ¢ $1000 RUEK
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Rozamet cream for external use 1

17.0122

%, (tube) 25 g # 1 (carton box) - 3381- RU
i Slaah

|
i R
i 1 ‘|
Bl i

i |KonWuyecTBo, [kpeMa B Tybe B rpamMMax, KOHLEHTPaLMsA, KONWYEecTso kpeMma 8
i i‘_vcnoswﬂi | XpaHeHus, npeaynpeauTensHyio TyGe B [rpaMMax, ycnosua XpaHEeHUs,
‘ ;'Hap.nmc&";: | «B |HEROCTYNHOM  ANA peTeit | npegynpeanTencHas Haanucb:  «B
|MecTe», | ycnosus OTNYCKa, «[NS NedYeHus | HepoCTynHOM ans  peTeR  mecter,
posauear, . | HazBaHue u aapec | ycnosua OTMYCKS, «Ans HEHEH&[

| i i
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cepwu,

NpOMBBOAUTENS, ~ HOMEP
‘ncTeueHus  CpoKa

. npov3BOACTBa,  AATY
| rOAHOCTH. |

- [ONOHUTENEHO HA AHTTIMIACKOM
A3bIKe YKA3bIBAIOT N1OroTHN npoW3BOAUTENS.
Ha BTOpUHHOR {noTpebuTensCKoi)

yraKoBKE Ha PYCCKOM A3bike YKa3blBaOT!
ToproBoe | HauMeHosanue  npenapara,
MexpyHapoaHoe HenaTeHToBaHHOEe
:HammerBaHipe, | NexapcreeHHyio dopmy,
KOHLEHTPaUMIo, KOMMYECTBO kpema B Ty6e B
: rpawnma;l‘c,"_ |||Ha3BaHve | 7]
' AeficTeylowe

. pelectea B 1 T Kpema,
' nepeyenrb

i BCNOMOraTenbHEIX  BelecTs,

yCnoBus | XpaHeHus,
Haanuck:

npegynpeauTensHy
«B  HepoCTynHoM  Ans neTen

| mecTew, ycnosua oTnycKka, HOMEp Cepuu, «N?

| cepuu:», AaTy npou3soacTsa, «[ata uar:»,
-pary | Mt‘:reue"Hm‘_ cpoka/ roRHOCTH, «loneH
| no:», Hassahwe aApec Npou3BOAWUTeNs,

| Wrpux-koa, 2-D koa («GTIN:» - rnobansHil
| naeHTPUKALMOHHBIH

3 iHoMep TOProBoO#
| epuHuMLb; “SNw»: - WHAUBUAYANLHEIA
‘: cepmﬁngﬂﬁ HQMep Toprosqﬁ enuHULb),

| HoMEep PerncpaumMeHHoro YAOCTOBEPEHUSA.

; .U,ononﬂ‘gweml‘no Ha aHTNUIACKOM

| A3bIKE Y'i?(33hlBa}OT NOroTHN NPOU3BOAUTENSR.

|
oy

paty

COAEPXAHVE |

- «Criocob MPUMEHEHWA: CM. WHCTPYKLMIO MO
npuMeHeHuto», «fina  fedenus posauea®,

posauea»,  Ha3BaHue w  a;pec
NpOM3BOAMUTENs, HOMEp Cepun, narta
Nponu3BOACTBa, AaTa WCTEUCHWA cpoka
roAHOCTH. |

JlonONHUTENBLHO Ha AHrTMACKOM

A3LIKE YKa3aH JIOroTUN MPOU3BOANTENA.
Ha BTOPUYHOW (noTpebuTensCKoi)
YNaKoBKE HA PYCCKOM A3bIKe yKa3aHo:
TOprogoe HauMeHoBaHWE npenapara,
MeXayHapoaHoe HenaTeHTOBaHHOE
HaWMeHoBaHwWe, nexapcTeeHHan (popMa,
KOHUEeHTpauns, KONUYecTso KpeMa B
ty6e B rpamMMax, Ha3saHve W
copepkaHwe AEACTBYIOLlEro Belwecrsa
B 1Li' T Kpema, nepeyeHb
BCrioMOraTensHelX BEWECTS, «Cnocob
NpUMEHEHUA:  CM. WHCTpYKUMIO  NO
npUMeHeHUIo», «Ans neyeHus
po3auea®, yCnosus XpaHeHWs,
npenynpeauTenbHas HaAMKUCb:  «B
HefOCTynHOM  Ans peteir  Mecre»,
yCnoeua 0TNYCKa, Homep cepuu, «N?
cepuui», faTa  NpPou3BOACTE3, «flata
W3r:», B3Ta UCTEUEHUR CPOKA TOAHOCTH,
«TogeH | Ao:», Ha3saHwe W BApec
npoVM3BOAWTENsA, WTPHX-KOA, 2-D kop

(«GTIN:» o - rnoBansHe
WAEHTH(DUKAUMOHHBIA HOMEP ToproBow
envHuLbl; *SN»D - WMHAWBMAYANbHBIA
CepuiAHbIiA HoMep TOproBoW anuHuLbl),
HoMep | pEerncTpauuoHHOro
YLOCTOBEpPEHUA.

JononHuTeneHo Ha aHNUACKOM
A3eIKe YKa3aH IOroTWN NPOW3BOAWTENA.

| STORAGE e || At the témpe’rature not above 25°C COMPLIES
XPAHEHUE H | Npu TEMneparype He Bullwe 25°C COOTBETCTBYET
SHELF LIFE T2years! | | COMPLIES
CPOK FOAHOCTY 1 lovemal) | COOTBETCTBYET

| i 1l
* The parameter is controlled by the manufatl;mreﬁ in every 10th
i i | 1
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Importing country / CTpaHa wnnopTe'p' i Russmn Federation / PDCCHHCKaH depepauus
“Registration Certificate’ No. / Homep i bl M N012373/01 dated 23.07.2010 (re-issued 15.05. 2017)
PermcrpauMoHHOro ynoc‘rosepennﬂ. 3.; k1 / 1 NO12373/01 ot 23. 07 2010 (nata 3ameHb!
| i | g 15 05.2017)
' ' Ll \ .

Manufacturing site / ﬂponaeop.c:TBEHHan HExE JADRAN -GALENSKI LABORATORIJ d.d., Croatia, Svslno 20,
naowaaka: 1R e i \ 51000, Rijeka / AOPAH- -FANEHCKW J'IABOPATOPVWI a.o0.,
Lyl Pl | Xopearnn CewnHo 20, 51000 PVIEKa

| SRS

I hereby conﬁrm that the mformatlon above is authentlc and accurate. This batch of the product was
manufactured (all productlon stages), mcludmg iabethng/packaglng and quality controi at the above
mentioned manufacturing site in full comphance with the GMP requirements, requ1rements of the
registration dossier, and normatwe documentatlon approved in the importing country.

HactosuwumM ynocmeepmo, _Ln'o npv-.eenennas Bblle MHDOPMAUMS MOANVHHE U TOUHA. naHHaﬂ cepus
neKapcTBeHHOoro npenapaTa Gbma npowsae,qerta (BCe cTapuu Npow3BOACTBA), BKITIOUASA
ynamaxy/maplcupoexy M KOHTpO.ﬂb Ka'-lec*ﬁBa Ha YKa3aHHOVI BbilLe I'lpOM3BO,nCTBEHHOM naowagke 8 NONHOM
COOTBETCTBUM C TpeﬁosaHunMM GMP, TpeGOBaHMHMM perucTpayoHHOro O0Che W) Hopmameﬂpn
AOKYMEHTaL W, yTBep)K.ueHHou B c-rpaHe-umnopTepe i

Quality of the product complues to Normatlve Document M N012373/01- 150517 Varlatlon Ne 1-3
KauecTso npop,yx-ra COOTBETCTE\/&T H,Et I'I N012373f01 -150517, U3mM. N 1- 3 -

I hereby confirm that the batch is approved for release
HacTosWuM NoATBEPKAIKD, HTO abrmeyxasenuaﬂ cepvm paspelieHa K BbilNycKy

Date | HER i

[OaTta ' ‘l . , 41 QT Mi

Qualified Person : O Mirna Simidic
Noanucob ynOﬂHOMO‘—ieHHOFO nnua ‘

JADRAN - GALENSKl LABORATORIJ d d v 51000 RIJEKA & SVILNO 20 CROATIA © 438551 660 7000 wWww.jgl.hr
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