JEKJIAPAIIUSI O COOTBETCTBUU

|
JIEKJAPAHT, IIPHIHMAIOIMEA JTEKJAPALLAIO O COOTBETCTBUK ‘
000 "FOHAK DAPMACHIOTHICAN JIABOPATOPH3" 1
3apezucmpuposans | Mexepaonnan uncnexyun GHC Ne 46 no 2. Mocrkee OI'PH 1057746834420 om *
04.03.2005
Aodpec: 127994, 2. Mockaa, yi. Teeperasn, 0. 18, kopn. 1, kabunem 609. Texehon: 8(495)694-33-79,
B nuye: Fenepansnoiit dupexmop Candun Haca
Hoeepennoe auyo: Caupnos K1
Hosepenrocme: 155 om 14.07.2017 2.
3AABJSIET, YTO
aexapemeennoe cpedemeo. Mempozun, zeav eazunanwuniii 1% 30 2, mybw naacmukoseie (1) / 6 konmniexme ¢
annauramopoy (1) /, nawku kapmonnsie, pez Ne 11 NO11666/04 om 19.01.2009 (dama ogopmaenus 14.07.2009)
| swoano [0nux @apyacsiomuian Jlatopamopus (Omoenenue dupmot e, 5. Kesurane 3nd Qapmacsromuranc
| JInd), cepus PVGE002, napmus. 14646 ynarkosox, 200en do 31.03.2021, npouzsodcmea FOnux Dapyaceionixan
Habopamopus (Omdenenue ghupsmw [oie. b. Keamcane sno @apmacsomurkanc Jimo), Hudus, Unique !
Pharmaceutical Laboratories ( A Division of J.B. Chemicals & Pharmaceuticals Ltd,), Plot No. 304-308, '
G.ID.C. Industrial Aiva, Panoli: 394 116, Gujarat State, India, koo OKTIJ2 21.20.10.190, koo TH BIT !
30049006002, koumparm Ne UPL/OQO/05-2017 om 30.11.2017, unsoiic No 90017180 om 15.05.2018 ‘ |
COOTBETCTBYET TPEBOBAHUAM ‘ I
| 1 NOII666/04-140709 (HIT 42-9192-08) uzm Ne 1-2 [ ’
- TEKJIAPALIMS IIPMHSATA HA OCHOBAHUH [
npomokon ucneimanui Ne 1460/3 om 03.07.2018 HJII OO0 "Konmponsro-anaruniuieckan aabopamopus ‘ ‘
PAPMAHAIH3", ammecmam axxkpedumayuu POCC RU.0001.21OMI2, Cepmugpuram POCC B
IN.@OMI1I.C70459 om 04.07.2018 ||

JATA IIPUHSITUST JIEKJTAPALLH 05.07.2018 J
JEKTAPATUAS IEIC TBUTEJBHA JIO 31.03.2021
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' CBEJEHMS O PETUCTPAIIIM

OPI'AH 10 CEPTHOHKAIUH, 3APEIMCTPUPOBABITHI JEKJIAPAITHIO

RARU.IIDMII OPIAH 11O CEPTHOHKAIIHH NPOAVKIHI OBUECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTHIO "®OPMAT KAYECTBA", aopec opzanuzayuu ; 109428, 2. Mockea, I-wiii Basoscxkuii
npoesd, 0. 5, cmp. 1, adpec opzana no cepmuguxayuu: 127282, 2. Mockea, yi. Yepmsnckan, 0. 2, cmp. 7

i

; JEKJTAPALUSA O COOTBETCTBHH 3APEIT'HCTPUPOBAHA & POCC IN.@MI1./T18618
 JATA PETHUCTPALIMHU 05.07.2018
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UNIQUE PHARMACEUTICAL
HIHUK ®APMACBHOTHKAL

LABORATORIRS
JABOPATOPIZ

(A Division of . B, Chemicals & Pharmaceulicals Ltd.n)
{Oruencnue dnpmm «Jlx. b, Kesuxane ap Dapmacuiot axiic i)
Bopun, Mymbait 400 030, Unmis - Worli, Mumbai 400 030, Indiz

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

QUALITY CONTROL DEP

ARTMENT

OTHEJI KOHTPOJIS KAUECTBA

Naime of the product METROGYL® Report # {0FP18001761
Vaginal Gel 1%, 30 g Orver Ne
Hassanne METPOrLLI®
mpenapara Iesie Barunanuuei 1%, 30 r
Manufactured; 04 /2018 Batch # PVG8002
Hpomsneneno Cepna Ne
Valid te 03 /2021 Date: 30.04.2018
Tonen no Heta:
TESTS RESULTS STANDARDS
NOKAJATEN PE3YJILTATEI CTAHTAPTHI
Description Colorless  to  pale yellow | Colorless to pale yellow homogenous gel
Onxcanune homogenous gel

Onuopogmzii reas or Gecusernoro
| 80 caeTo-meaTOrO NBETE

Onnopoaseii reas or Gecusersoro no CBETIIO
JKeNTOro IReTa

Identification [ A, Keeps requirements
MoanruuoCT:

A. Beuiepusaer Tpebosanns

B. Keeps requirements

B. Brijiepsxusact tpebosanns

A.Rf of the principal spot on the chromatogram of
the test solution should correspond to the Rf of
spot on the chromatogram of standard solution 1.
A.Rf OCHOBHOTO NATHE Ha XpoMarorpavme
HCHBITYEMOTO PACTBOPA JOMAHO COOTESTCTORATE
Rf nstra na XPOMETOIrPaMMeE CTAHAAPTHOTO
pacTsopa 1.

B.The retention time of the major peak in the
chromatogram of the sample solution should
correspond to peak of metronidazole in the
chromatogram of the standard solution

B.Bpemst ymepxuBanHs 0CHOBHORO Muica Ha
XPOMATOIDAMME HCITHITYEMOTO PACTRODA HOMKHO
COOTBETCTBOBATH KPCMEHH VASPKIBAHHS HHKA
METPOHKIA30TA TTa XPOMATOIPANMME CTARIAPTHORO
PacTBopa.

pH 5.02 4.0 -65
H
Average fill weight ilg The average filling of 10 tubes should be NLT
nominal .
The filling of | tube should be at least 90% of the
| nominal
Cpennns macea 3 Cpenrec Hanonuemie 10 TYS ACMAHO GLITE He
CONEPIKHMOT0 TYBE MeHee HOMHHANLHOTO.
Haronnenre 1 1y6st 10n%HO BbITE He MeRee 90 9
OT HOMHHANBHOTO
Assay of Metronidazole 98.1 % 90.0 % to 110.0 % of the labelled amount ie 9.0
ie 98] mgla mglg to11.0mg/ g
Konngectrensoe 98,1 % 90,0 % - 110,0 % or KOJIHYECTBA, YKa3aHHOID Ha
co/lepKaHne T.¢. 9,81 M/ 3THKETKE,
Merpoungasona T.€. 0T 9,0 Mr/r no 1 1.0 mrir
The above sample complics with the prescribed standards of quality ;é;_.\{ b

Benueywasanssit obpaser COOTBCTCTEYET YCTAHOBASHHAIM CTRHIAPTAM KAHCCTR

. :
Mr. A. P SHAH

QUALITY CONTROL MANAGER

MEHEIKEP KOHTPOI KAYECTBA



