JEKJIAPAIIUA O COOTBETCTBHU

JEKJAPAHT, IPUHUMAIONIUI JEKJIAPALIAIO O COOTBETCTBHH

Q00 "A/IPAH"

Ceedenusn o peaucmpayuu opzanusayuu: Mexcpationnas uncnexyus ®edepansnoii naroz060i cayacéor Ne 46 no
2. Mockee 28.08.2015, OI'PH 1157746794810, oama npuceoenus OT'PH 28.08.2015.

Adpec: 107564, 2. Mockea, yn. Kpacnobozamuipekas, 0.6, emp.6, komnama 26,3maxc 1. Tenegpon:

| (499)1433371.

| B nuye: T'enepansuuiii dupexmop Benaguy Anexcandap

Llosepennoe nuyo: Ceuzau C.A., dosepennocmv Ne 131/18 om 12.12.2018

3AABJISIET, YTO

nexapcemesenioe cpeocmeo: Posamem, kpem ons napyscnozo npumenenus 1% 25 2, mybot (1), nauxu
xapmounvte, PY Ne I1 N012373/01 om 23.07.2010 (0ama 3amenwt 15.05.2017), cepus 1599, napmus 263589
ynakoeox, zo0en do 01.07.2021, npouseodcmea AAPAH-TAJIEHCKH JIABOPATOPHH a.o., Xopsamus,
JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia, koo OKITJ2 21.20.10.156, ko
TH B3/ 3004900002, xowmpaxm Ne HQ001/2017 om 03.04.2017, uneoiic Ne 90004344 om 12.09.2019

COOTBETCTBYET TPEBOBAHHSAM

ITN012373/01-150517 uzm. Ne 1

JAEKJIAPALIUS ITPHHSITA HA OCHOBAHUH

cepmuchuxam ananusa npouseooumens Ne0509/19 om 28.08.2019, Cepmugpuxam coomeemcmaus cucmemsi
meneodxcmenma xavecmea 6 Cucmeme 0obposonsHot cepmugpurayuu FOCT P Noe POCC HR.H®99.K00023,
cpok oeticmeusn ¢ 12.09.2018 2. 00 12.09.2021 2., Q0O "Oxpyscroii yewmp xonmpona xavecmea" (000
"OLKK"), Poccusn, 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, kom. |

S ICTAPAITIH 19.09.2019

P,
o\
2

$BUTEJBHA JI0 01.07.2021

d ‘ Caurau C.A.
’nozmucn: O.U.0
CBEJEHUS O PETUCTPAIIMH

OPI'AH 1O CEPTH®HUKAIIHH, 3APETUCTPUPOBABIIHHN JEKJIAPALIUIO 5
RA.RU. 11 ®M08 OPIAH 11O CEPTHOHKAILIUH [TPOJIVKIJHH OBLECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH IJEHTP KOHTPOJIA KAYECTBA "

adpec opeanusayuu.: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmucpuxayuu. 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, ae6-
caum. OykK.pg.

AEKJIAPALIUA A, O COOTBETCTBHH 3APETUCTPUPOBAHA N POCC RU /I-HR. ®M08.B.36942/19
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CUCTEMA CEPTUOURAIIUU TOCT P
®EJIEPAIIBHOE ATEHTCTBO 110 TEXHUYECKOMY PETYJIMPOBAHHIO M METPOJIOTHH

s, CEPTUOUKAT COOTBETCTBUS

h 3 No POCC HROM08.C48625

(& L3 e
Prupuen’ Cpoxk aeiicteust ¢ 0092019 no

Ne 0549058
RERMI S CPEEB CEARMR 4 10m 1pony um os111ECTBO C OrPaRIYERHOI

OTBETCTBEHHOCTBIO "OKPY)XHOH [JEHTP KOHTPOJISI KAYECTBA", adpec opeanusayuu: 115280, 2.

Mocxksa, yn. Macmepxoea, 0. 4, sm. 5, nom. I, kam. 1, adpec opzana no cepmugpuxayuu: 115280, POCCHA, 20pod
Mocwea, yn. Macmeproea, 0. 4, sm. 5., men.: (495)788-02-88, ¢paxc: (495)675-47-89

ngeﬂcma: Pozamem, kpem Ona napyxcHozo npumenenus 1% 25 2, mybw (1), ——— 342014
nauKu KapmowHsie, | KOA %{IETEC 2008)

PY M I1 N012373/01 om 23.07.2010 (0ama 3amenwer 15.05.2017), . (OKTIII2):

cepus 1599, napmus 26589 ynaxosox, 200ex 0o 01.07.2021, ! ;

21.20.10.156
xoumpaxm Ne HQ001/2017 om 03.04.2017, uneoiic No 90004344 om 12.09.2019 |

S%}}}EBFT%}’BT&PE];OBAHHHM HOPMATHBHBIX AOKYMEHTOB

koA THB3A,
| 3004900002

R YRR ERAR 50PATOPHIT .0, JADRAN-GALENSKI LABORATORIT d.d., Svilo 20, 51000 Rijeka, Croatia,
Xopsamusa

GBBT,‘&}‘PMEIP’?MM adpec. 107564, 2. Mockea, yn. Kpacnobozameipcxas, 0.6, cmp.6, komHama 26,amadxc 1.
Teneghon:(499)1433371.

HOB

cepmupuxam auanualgglpoussodumefm NeQ509/19 om 28.08.2019, Cepmuql‘rwc-am COOMBEMCMEUR CUCITNEMBL MEHEONCMEHMA
xavecmsa 6 Cucmeme dobposanvhon cepmugurayuu I'OCT P Ne POCC HR.H®99.K00023, cpok deticmeusn ¢ 12.09.2018 e.

90 12.09.2021 2., Q00 "Oxpyxcuoii yenmp xonmpaons kavecmesa” (000 "OIIKK "), Poccus, 115280, 2. Mockaa, yn.
Macmepxosa, 0. 4, am. 5, nom. I, kom. 1
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Product name: Rozamet cream for external use, 1 %, 25 g

Ha3sBaHuWe npenapaTta: PosamMer KpeM ANns HapyxHoro npuMeHenns, 1 %, 25
Series: 1599

Cepwsi: 1599

Date of manufacture: 07.2019.

[arta npou3soacTBa: 07.2019.

Best before: 07.2021.

NlopeH po: 07.2021.

Date of analysis: 31.07.2019.

[aTta nposeneHus aHanusa: 31.07.2019.

CERTIFICATE N2 0509/19
CEPTU®UKAT N2 0509/19

CHARACTERS Homogeneous white cream, odourless. COMPLIES

OMUCAHUE OaHopoaHbl kpem Genoro useta 6e3 3anaxa COOTBETCTBYET

IDENTIFICATION (HPLC)
Metronidazolum 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 with COMPLIES
propyl parahydroxybenzoate 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.

NOANUHHOCTL (B3XX)
MeTpoHuaason BpeMa yaepXvWBaHWA OCHOBHOIO NWKa Ha COOTBETCTBYET
XPOMaTOrpaMMe MCNbLITYEMOro pacTeopa,
NPUrOTOBNEHHOrO ANA KONWYECTBEHHOIO
onpefenenuvs, A0NXHO COOTBETCTBOBAThL BPEMEHW
YAEPXUBEHWUA MUKa METPOHMAA30NA HA
XpoMaTorpaMme CTaHgapTHOra pacreopa

MeTunnaparnapokcnbensoar, Ha xpoMaTorpaMmMe WCneITyeMoro pacresopa, COOTBETCTBYET
nponunnaparngpokcubeHsoar NPUrOTOBNEHHOMO AN KONWUYECTBEHHOro
onpeaeneHus, 4ONXHbI NPUCYTCTBOBATL NUKK CO
BpPEMEHEM YAEePXUBAHUA, COOTBETCTBYHOWIME
BPEMEHaM YyAePXUBAHUS NUKOSB
MeTunnaparnapokcubensoara u
nponunnaparuapokcubeH3oaTta Ha XpoMaTorpaMMe
CTaHAapPTHOro pacreopa

pH OF AQUEQUS EXTRACT From 6.0 to 7.5 6.9

pH BOAHOIO U3BNEYEHUSA Or6,0p07,5 6,9

JADRAN GALENSKI LABORATORIJ d.d. © 51000 RIJEKA = SVILNO 20 = CROATIA © +385 51 546 024 o www.jgl.hr
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 NAPAMETPH: .
MASS OF PACKAGING
CONTENTS

MACCA COEPXKUMOro
YNAKOBKW

Average:' 'not less than 100 %

Individual: not less than 90 %
(tested on 10 tubes)

Individual: 29/30: not less than 90 % and 1/30 not
less than 85 %
(tested on 30 tubes)

Cpepree 3HaueHue: He MeHee 100 %

WHauBuayantHoe 3HaveHue: He meHee 90 %
(Tectupyerca Ha 10 Tybax)

CpenHee: He meHee 100 %

UuausmayaneHoe: 29/30: He meHee 90 % u 1/30 He
MeHee 85 %
(TecTupyeTtcs Ha 30 KoHTelHepax)

COMPLIES

COMPLIES

n.a.

COOTBETCTBYET

COOTBETCTBYET

HEe NMpUMeHUMO

He NPUMEHWMO

MICROBIOLOGICAL
PURITY*

MWKPOBWOIOMMYECKAA
HYUCTOTA*

Category 2

KaTteropus 2

NOT EXAMINED

HE OCMOTPEH

ASSAY (HPLC)
Metronidazole

Methyl parahydroxybenzoate

Propyl parahydroxibenzoate

KONMWYECTBEHHOE
ONPEAENEHUE (B3XX)
MeTpoHugason

MeTtunnaparuapokcubersoar

MponunnaparuapokcubersoaT

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)

019,00 Mr go 11,00 Mr g 1 r npenapaTta
(0T 90,0 % Ao 110,0 % OT 3asBNEHHOro
COAEPXaHWA)

Or 0,595 mr ao 0,805 mMr 8 1 r npenapaTta
(o1 85,0 % Ao 115,0 % oT 3asBAEHHOrO
CoOAepPXaHUS)

Ot 0,255 mr ao 0,345 Mr B 1 r npenapara
(oT 85,0 % A0 115,0 % OT 3asBneHHoro
coaepxaHus)

9.90 mg/g (99.0 %)

0.702 mg/g (100.3 %)

0.297 mg/g (99.0 %)

9,90 Mr/r (99,0 %)

0,702 mr/r (100,3 %)

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

PACKING In accordance of Normative Documentation complies
YNAKOBKA B cooreetcTBuM ¢ HopMaTnBeHol [lokyMeHTaumedl COOTBETCTBYET
MARKING In accordance of Normative Documentation complies
MAPKWPOBKA B cootseTcTBUM ¢ HopMaTuBHOMK [loKyMeHTaumel COOTBETCTBYET
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= R TR g e B b
ST'ORAGKE' Bt fﬁe temperattjre nbt abov;e 25 °Ch COMPLIES
XPAHEHUE Mpu TeMnepaType He Bbiwe 25 °C COOTBETCTBYET
SHELF LIFE 2 years COMPLIES
CPOK rOAHOCTH 2 ropa COOTBETCTBYET

* for release examine at |east every tenth batch
* BbINONHACTCA HA KAXAOM AECATON Cepuu

This batch was checked for all indexes, that are provided b y Normative Documentation and fully conforms

to producing requirments,

HarHas cepus 661N NPOBEPEHa MO BCEM MOKA3ATENAM, [PEnyCMOTPEHHbIM HopMaTuBHON AOKyMEHTaL e
M MONHOCTBIO COOTBETCTBYET NPEALABAAEMbIM TPEGOBAHNAM.

Qualifir;d P
Mirna Sirni_éi

2 e
Ui,

KsannduumposaHHoe nuuo

Mirna Simicic
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