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Product name / HasBaHue npenapata:

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

Po3aMeT KpeM ans HapyXHOro npuMeHeHus 1 %, (Ty6a)
25 X 1 (nayka KapToHHas)

Batch / Cepus: 0290
Manufacturing date / [lata NpPOU3BOACTRA:. 29.01,2020
Expiry date / l'ogex go: : 01. 2022,
Date of analysis / flata nposeneHus aHanuza: 19.03.2020.

Name of the API / HaumeHoBarue
hapmaLeBTMHecKoR cyBeTaHLuu:

Metronidazole / MeTpoxupason

API batch No. / Homep cepuu
apMaueBTUUECKOA CyScTaHuMuU:

1910274

API Manufacturer / MNpoussoautens
dapmayesTudeckoin cybcranumm:

Corden Pharma Bergamo, Italy / Kopaex ®apma Gepramo,
WUTanus

CERTIFICATE N2 0067/20
CEPTUOUKAT N2 0067/20

BT AHTATY S

APPEARANCE Homogeneus white cream, odourless. Homcgeneous white cream, odourless,

ONMWUCAHUE | OaHOpoAHLIA KpeM Benoro useTa 6e3 OnHopopgHbtit kpem Genoro LseTa Gea

3anaxa 3anaxa

IDENTIFICATION (HPLC)

Metronidazole “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,

COMPLIES

Methyl parahydroxybenzoate,

Peaks with retention time that is consistent
propyl parahydroxybenzoate

with retention time of methyl
parahydroxybenzoate and propyl
parahydroxybenzoate peaks on the
‘chromatogram of the standard solution i
should be present on the chromatogram of
the test solution prepared for quantification.

COMPLIES

NOANUHHOCTL (B3XKX)

MeTpoHuaason BpemMs ynepxusaHus 0CHOBHOrO Nuka Ha

| XPOMaTOrpaMMe UCNuITyeMoro pacrsopa,
NPUrOTOBNEHHOrO ANS KONMYECTBEHHOrO
onpefenenws, AONXHO COOTEETCTBOBATS
BPEMEHM YAEPKUBEHUA MuUKa
METPCHMAA30Ma Ha XPOMaTorpamMMe
CTaHAAPTHOrO pacTeopa

COOTBETCTBYET

JADRAN GALENSKI LABORATORIJ d.d. = 61000 RIJEKA = SVILNO 20+ CROATIA o 1385 51546 024« oL |-
Rozamet cream for external use 1 %, (tube) 25 g x 1 (carton box) -0290- RU N ;1/.5
24.03.20 %
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MeTunnaparugpokcubeHsoar, | Ha xpomaTtorpamme MCnLITYEMOrc pacTeopa, COOTBETCTBYET
nponwnnapar4apokcubensoat NPUrOTOBNEHHOMO ANA KONWYECTBEHHOMD
onpefeneHna, AOMKHLI NPUCYTCTBOBATL
NWKW CO BPEMEHEM YAEPKUBAHMUA,
COOTBETCTBYIOWMWE BPEMEHAM YAEPKUBAHWA
NUKOB METWANAparnapokcuGeHsoara v
nponknnaparuapokcnéeHsoarta Ha
XpoMaTorpaMMe CTaHgapTHOro pacTsopa
pH OF AQUEQUS EXTRACT From 6.0 to 7.5 6.9
Potentiometric method 1
GPh X1II or EU Ph i
pH BOAAHOrO U3BNEYEHMA 0or6,0p07,5 6,9
MoTeHuHoOMETPHUYEKH
® XIII wnu Esp @,
MASS OF PACKAGING Average: not less than 100 % COMPLIES
CONTENTS
GPh X111 Individual: not less than 90 % COMPLIES
(tested on 10 tubes)
Individual: 29/30: not less than 90 % and n.a,
1/30 not less than 85 %
(tested on 30 tubes)
MACCA COAEPXWMOro Cpeaxee 3HaueHue: He MeHee 100 % COOTBETCTBYET
YTMAKOBKW
ro XIII WHanBuayansHoe 3HaveHue: He meHee 90 % | COOTBETCTBYET
(Tectupyercs Ha 10 Ty6ax) ‘
1 CpeaHee: Ke MmeHee 100 % COOTBETCTBYET [
r )
WHansuayanoHoe: 29/30: He MeHee 90 % KM | He NpMMeHuMo
| 1/30 He meree B5 %
1 (Tecrupyerca Ha 30 kouTeAHepax)
MICROBIOLOGICAL Category 2
PURITY*

GPh XIII or EU Ph

MWKPOBMONOIrMYECKARA
YUCTOTA*
T'® XIIH wnu Esp.®,

The total number of aerobic microorganisms

and fungi (in total) -no more than 10% CFU

in1g(ml)

a{\bs;znce of Pseudomonas aeruginosa in 1 g
ml

- Absence of Staphylococcus aureus in 1 g

(mf)

Kareropus 2

Obwee yucno aspobreix Gakrepwit u rpubos

(cymmapHo) - He Gonee 102 KOE & 1 r (Mn)
?Tcy'rcraue Pseudomonas aeruginosa e 1 r
M)

?‘rc;rrmue Staphylococcus aureuse 1 r
M

Not examined

He& uccnenoBaH

ASSAY (HPLC)
Metronidazole

1 From 5.00 mg to 11.00 mg per 1g of the

product (90,0 % to 110.0 % of the labeled

.| strength)

JADRAN GALENSKI LABORATORIJ d.d. © 51000 RIJEKA = SVILNO 20° CROATIA = 4885 51 546 024/<)

Rozamet cream for external use 1 %, (tube) 25 g x 1 (carton box) -02590- RU
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Methyl parahydroxybente

Propyl parahydroxibenzoate

KONTMYECTBEHHOE
ONPEAENEHUE (BIXX)
MeTpoHuaaaon

MeTunnaparuapoxkcubensoar

MponunnaparuapokcubenaoaT

[ From 0.595 to 0.805 mg per 1 g of the

product (B5.0 % to 115,0 % of the |abeled
strength)

From 0,255 mg to 0,345 mg per 1 g of the
product (85.0 % to 115.0 % of the labeled
strength)

Or9,00 Mrno 11,00 Mre 1 r npenapara
{oT 90,0 % a0 110,0 % or 32ABNEHHOrO
CoAepXaHUs)

010,595 Mr 4o 0,805 Mre1r npenapara
(or 85,0 % po 115,0 % or samBnexHoro
COABPXMAHUS)

OT 0,255 Mr a0 0,345 Mre 1 r npenapara
(or 85,0 % 0 115,0 % or 33RBNEHHOTO
COAEpXAHMWS)

e
0.693 mg/g (99.0

0.297 mg/g (99.0 %)

10,04 Mr/r (100,4 %)
0,693 mr/r (99,0 %)

0,297 Mr/r (99,0 %)

PACKAGING

YNAKOBKA

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 npenapara & anoMuHueBsoi Tybe,
MOKPLITOA 38WMTHBLIM NaKoM ¢ BHYTPEeHHeR 1
BHE@WHEH CTOPOHLI, C 3aNaFHHBIM 33WMTHOR
MembpaHoi ormepcTeM NNacTUKOBbIM
KONNaYykoM, CHaBXEeHHbIM KOHYC006pasHbiM
YCTPOWCTBOM ANs npokansisaHus 3aWMTHOH
MemBpaHel. Ty6y sMecTe ¢ WHCTpYKUWed no

| MPMMEHEHWIO NOMELLAIOT B KaPTOHHYIO Nauky

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 plercing the protective
membrane. The tube together with the
Instructions for use is placed in a
cardboard box

Mo 25 r npenapata = ANIOMUHUEBON
TySe, NOKPLITOR 33WMTHLIM nakoM ¢
BHYTDEHHER W BHewWwHeN CTOPOHBI, ¢
33NasHHEIM  33WUTHOR  MeMBpaHoit
OTBEPCTUEM n NNACTUKOBLIM
KONNaykom, CHaGXeHHBIM
KOHYCOO6pa3HbIM  yCTpONHCTBOM ons
NPOKanbiBaHUA 33LWKUTHON MeMBpaHel,
Ty6a B8mMmecre ¢ HHCTpYKUMEelN no
NPUMEHEHUIO NOMELLeHa B KapTOHHYHD
nayky

MARKING
MAPKWUPOBKA

Ha nepsUyHOM ynakoeke Ha PYCCKOM fi3bike
YKa3dcigawor: Toprosoe HanMeHoBaHuWe
npenapara, MeXayHapoaHoe
HEeNaTeHTOBaHHOE HauMeHoBaHue,
NeKapCTBeHHYI0  thopMy, KOHUEHTpauwo,
KOnM4ecTso kpema B TyGe B rpaMmMax,

|| YCNOBMA  xpaHeHus, NpeaynpeanTensHylo

HBAMUCL: «B8  HedoCTynWOM ana  petedt
MecTe®, ycnosus oTnycka, «[lnA nevyeHws
posavea», HazsaHue [} agpec
Npoussogurtens,  Homep cepuu,  pary
NPOUSBOACTBA, fAaTY  WCTeueHus CpoKa
TORHOCTH,

AononuutensHio  Ha AHINMACKOM  s3bike
YKa3bIBAIOT N1OrOTUN npouasoguTens.

Ha sropuynoii (no'rpeﬁmenbcxoﬁ) YNaxoske

H3_DYCCKOM_s3bike yKasbiBalT: Toprosoe

Ha nepeuuHoit ynakoexe Ha pycckom

A3blKe YKa3aHo: TOprosoe
HaUMEHOBaHUe npenaparta,
MexayHaponHoe HeNnaTeHTOBaKHOe

HaWMeHOBaHue, NekapcTeerHan hopma,
KOHUEHTPAUMA, KONUYecTBo Kpema s
Ty6e B rpamMax, ycnosus XpaHeHus,
npeaynpeauTennHas HAANMUCh: «B
HENOCTYNHOM  Ans  peteli  mecres,
YCNOBMS  oTnycka, «f[ns  neyenun
po3auea»,  HasBaHMe W agpec
Npou3BOAMUTENg; " HoMEp cepum, para
NPOM3BOACTBA, ZaTa'MCTeNenMs cpoka
rOAHOCTH R TR NN

Bononaurentho Ha anrnuickam gavike
ykasaH /morotvn nponssoautens.
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' HAWMeHOBaHWe npenapaTa, MexayHaponHoe | Ha  eTopuyHoil (ncpeéwrenbcmn

- HenareHTOBaHHOE HaHMEHDBaHME, YN3KOBKe Ha PYCCKOM R3bixe YK333HO!
NEKAPCTBEHHYIO  dopmy, KOHLUEHTPAUW, | TOProBoe HawWMeHoBaHue npenapara,
-KOMMuecTso kpema B Ty6e B rpammax, MEXAYHAPoaHOE HENaTeHTOBaHHOE

H33B3HWE W COAepxaHue AeWCTBYOWEro HaWMeHoBsaHue, nekapcrsexHasn dopMa,
‘Bewectsa B 1 r  kpeMa, nepedeHs KOHUEHTPALMA, KONWYECTBO KpeMa B
BCMNOMOraTensHbIX Belwecrs, «Cnoco6 | Ty6e & rpaMMax, HaseaWue U
NPUMEHEH KR! CM, WUHCTPYKUMKIO No | COAEpXaHue nelcTBylOUEro BewecTea
NpUMeHeHu», «[lna nedeHus po3auea», | B 1 r KpeMa, nepeyexs
YCNOBUA  XPAHEHWA, NPEAYNDEAUTENLHYIO | BCNOMOraTensHbIX Bewects, «Crocab
‘H3ANUChb:  «B  HEAOCTYNHOM ana  gereit NPUMEHEBHUA! CM.  WHCTpykUMIO no
| MEeCTe», YCNOBUR OTNycKa, HOMEp Ccepuu, «N? NPUMEHEHUIO», «[lns nevexun |
| CEPMH:I», ABTY NpOU3BOACTEA, «[laTa nar.:», posauea», ycnoeus XPaHeHus,
1 ABTY WCTEUEHUR CPOKA FOAHOCTM, «OAEH | NpeaynpeauTenbhHas H3LANUCE: «B
| A0i», Ha3BaHWe W ajpec npousoaMTens, HEAOCTYMHOM anA  geTed  Mecres,
WTpWX  KOA, HOMEP  perucTpauMoHHoro YCnoBus oTnycka, HoMep cepum, «N2

YAOCTOBEpEHUS. Cepuu:», AaTa npouasoacTsa, «flarta

foronHnTensHO  Ha  aHrauiickoMm  Aabike M3r.i®,  faTa  UCTEMEeHMA  CpoKa

| YK33bIB2KOT NOroTMn Npov3soauTens. FOAHOCTW, «[OAeH [O:», HazBaHue u
AApeC MpPOWM3BOAWMTENA, WTPUX  Koa,
HoMEp PEervCTPaLMORHOrO
YAOCTOBEPEH S,

AononnutensHo Ha adrnuiickoM A3bike
YK838H NoroTun Npou3soauTens.

STORAGE : ‘At the temperature not above 250C COMPLIES
XPAHEHME Npu TeMnepaType He Bbiwe 25°C COOTBETCTBYET
SHELF LIFE 2 years COMPLIES
CPOK MrogHoCTH 2 roaa COOTBETCTBYET

* The parameter Is controlled by the manufacturer in every 10th batch. / Mokasatens KOHTPONMDYETCH Ha Kaxaoh 10-i cepuu,

Importing country / Ctpana “Mnoprep: Russian Federation / Poccuiickas Qenepauus

Reglstration Certificate No. / Homep M N012373/01 dated 23.07.2010 (re-issued 15.05.2017)

PerncTpaumonHoro YAOCTOBEPEHUN: / T N012373/01 ot 23.07.2010 (nata 3aMeHsl
15.05.2017)

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

nnowaaka; 51000, Rijeka / AOPAH-TANEHCKW TABOPATOPUM a.o.,
Xopsatus, CunHo 20, 51000, Puexa

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 dossler and normative documentation approved in the importing country,

HacToswum yaocTosepsio, 4to NPUBEAEHH2S BbiWe MHPOPMALMA NOANUHHE W TOYHA. [aHHas cepus
N€KApCTBEHHOro npenapata 6bina npousseseqa (Bce cTagum nponssoacTsa), BkNKYas
YNaKoBKy/MapKUPOBKY U KOHTPONL KavecTsa, Ha YK332HHO/ BbIWE NPOU3BOACTBEHHON NAOLUBAKE B MOAHOM
COOTBETCTBUM C TpebosannaMu GMP, TpeboBaHUAMM PErucTpaumMoHHOro ocbe U HOPMAaTUBHO
AOKYMEHTALMN, YTEBEDXAGHHON B CTpaHe-uMnopTepe.

Quality of the product complies to Normative Document 1l N012373/01-150517, Variation N1, _
KauvecTtBo npoaykra cooreercrayer HA /1M-001909-020218 N N012373/01-150517, Aam. No 1

I hereby confirm that the batch is approved for release P :
HacTofwuM noaTeepxaarn, uto BbllleyKa3aHHas cepus paspewieHa K Buinyckyy

JADRAN GALENSKI LABORATORI dd. + 51000 RIJEKA © SVILNO 20« CROATIA « 4385 51,546,026/ | Wnd jal e
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Moanvck YNoONHOMOYEHHOro nuua

Date 24.03.2020.
| faTa 24.03.2020.
Qualified Person Mirna Simigié '

JADRAN GALENSKI LABORATORI d.d. = 51000 RIJEKA = SVILNO 20 = CROATIA®

Rozamet cream for external use 1 %, (tube) 25 g x 1 (carton box) -0290- RU

24.03.20

w ue-; ‘:;-‘ Q‘-\'1 GL d‘d
1S g 7 e

£.#385 51 548 024 ©  wwiwijglhr
8 5/5




