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CERTIFICATE OF

ANALYSIS

CEPTHOHUKAT AHAJH3A
QUALITY CONTROL DEIARTMENT
OTAEN KOHTPORA KAHLCTRA

Name of the product

Hassanne npenapara

|METROGYL" 100 ml polyethylenc vial in cardboard pack
(Solution for infusion 5 mg/mi}

METPOIHJI® 100 st neand THACHOBLIR duIakon B natuKe
KEPTOHHOR

{pactiop 118 undysud S MU MY

Registration certificate

and date

Homep u zara PerucTpatiMoHuoro
YAOLTORCPCHENE

TTNOH666/01 or 07.06.2010

Batch # LIXZI208

Cepua Nu

Manufactured 03/2021 Valid to 02/2024
Ilponisesicno ? onen 10

Analytical Report Ne 17TFP21004542 Date 171/04/2021
Amwiaradccknil Oryer Ne Jara

API, manufacturer of API
Hayumenopanye aKtiEssoi
cy0CTanIii, HPORIBOHTCIL

Metronidazole USP - Aarti Drugs Ltd., India
Merpommtazon $.CHIA - Aapru [ipare Jlra., Huaus

The analvsis was carried out
according to Normative document
Ananus prmonuex 1o H1

[1 NO11666/01-100120

Manufacturer

(All manufacturing siages)
MponssoamTenh

{Bee CTa/Hu NpOHIBOACTEA )

Unique Pharmaceutical Laboratories (A division of 1. B. Chemicals &
Pharmaceuticals Lid.}, India

[Ounk dapmacuorukan flaboparopus (Craencime Qupmu o/l b
Kesmuranc »na Papuaceiornranc Jirgy), Hiaus

Site address
AJIpee NPOHIBOACTREHIIOHN
NAoMa K

Plot Ne. 4, Phase 1V, G.1.D.C. Industrial Area, Panoli - 394 116, Dist.:
Bharuch, India.

Vyactox Ne 4, Paza IV, DUJLK. Wepacrpuan Apea, Hawomm -
194 116, Oxpyr: bxapyy, Hnana

Storage At temperature not exceed 30 °C protected from light. Don't
Xpaneune freeze.
Llpu Tennieparype se seime 30 ¥ € B 3aniueH oM 0T CBLTS
 mecTe. He 3aMopaktBaTL.
Shelf life 3 years
Cpox roanocTi 3 roxa

Crpannua 1 us 3




TESTS RESULTS STANDARDS
NOKAJATLIH PEIVILTATHI CTAHAAPTDI
Deseription A clear pale yeliow solution A ¢lear colourless to pale yellow solution
Onicanue | Mpospaaiit pRCTBOR 0T CBCLIO-REHTOTO {Ipoapasssii pacToop oT GocuseTHNg 40 CBETAO-
WBOTA ALNTOTO 1ECTA :

Idemification
[opmomocTts

A, Metronidazole
HPLC

A. Metponnzazon
BIKX

Keeps requirements

BrieprusaeTt Tpebosians

The retention time of the major peak in the
chromatogram of the sample solution shoulid
correspond to peak of metronidazele in the
chromatogrum of the standard solution

Bpems  yilepsuaanid  OCHOBHOIO  nMXD  HR
X?()M:!.TOT‘;‘&\MMC HCTIBITYSMONO PRCTMPS“ AOAKES
COOTRETCTHOBATE BRCMCHH )‘ﬂﬁpmﬂmlm HKER
MCTPGHWK&'}QJIE Hik XPOMATOrpaMMe crangapTHars
pacTropa.

B. Sodium Keeps requircnients Formation of dence white precipitate with solution of
Identification potassium pyroantimonate,
reaction Buacpwuiaetr rpelosanim OBbpasopanye  NACTHOTO  beanks Denory paera ¢
b. Hatpuit KAU1HA TTHPOSHTHMOHETE PACTRONNM.
RAYECTRCHHAR
peaKuia
. Chlorides Keeps requircments Formation of white curd-like precipitate with solution
Idertification of silver nitate,
reaction Brunepwisaer Tpebosanng Ofpasosanke (1000 TBOpORICTOrO  gcdgxa ¢
B. Xnopuis pacTropoy cepebpa HEsTPaTi.
KIMECTBCHHAR
peaktiies
pH R 45-70
pH |4,5-7,0
|
|

Extractable 103.0G ml | Not less than nominal {100 ml)
Valume
Hinackacublit 103,00 ma He menee nomunainnoro (100 s}
obbeM
Bacterial Less than 0,35 EU per 1 mg Not more than (.35 EU per | mg of metronidazole
Endotoxins
bagrepHansuLc Mence 035 E3 wa | mr He Gonee 0,35 ED wa | mr metponnaieaa
HLLOTOKCHHLL
Stertlity Sterile The solution shall be sterile
CTepriibHecTh Crepuisusii PacTBop N0rmacH Gl Th CTCPHILUBIM
Anomalous Non-taxic The solution should be non-toxic
toxicity HetoxcnuaHeiii PacTpop AoiKeH GaiTh HCTOKCH L
AHOMATEHAR
TOKCHYHOLTE
Particulate Matter
Mexamuuecrue
BEAIOMCHIRR Absent Particulate contamination should be absent by visual
Visible Oreyretayor inspection
Buanupie MexaHHYCCRHE BEIKMEHHA DOMKHE OICYTCIR0OBATE

LM BIFYANBHOM KOHTPOAL
Invisible Particles 2 10 pm:

& per vial

Particles = 10 pm: average number of pasticles - not |

Crpannua 2 13 3



TESTS | RESULTS ! STANDARDS
TNOKAJATENH PEIVIILTATHI o CTAHRJIAPTHI
Particles 2 25 pm more than &000 per vial,
0 per vial Particles 2 25 pm: average number of particles - nod
more than 800 per vial,
Henmaumue Yaernut 2 16 s Uactsagst 2 10 MKM: CPEAHCC KOAMMCCTRO MATTHIL -
0 dinuran pe Goace 6000 fhnaxon
YacTitubl = 25 MEMI Ugerkuel 2 25 MEM! CPOAHSE KRIIHUCCTEO *ACTHI -
o D/ pnaxor e Goace 600 /dnuxkon
Colour Does not exceed the reference standard | The color of the solution shouid not exceed the
GY, reference standard GY5
LigetHoCTS He npestinaet sranos GY Oxprcka PacTBopa He JOMAHL HPCBRILATE STAN0N
o : GY I E——
Clarity Keeps requirements The solutien should be clear or the opalescence of the

[poapausocTh

Brizepwuraer TpebOBIHRA

solution should not exceed the opalescence of
reference suspension L

Facraop Aoaxed OLITh NPOSpRisbis Wil
OUAACCUCHUEA PACTRONA HE JOIAHA NPCHLILRT,
enanceusHyne yranoxa L

Related impurities 0.02 % Metronidazole inpurity A - NMT 015 %
Any ather unidentified impurity - NMT 0.15 %
0.03 % Total impurities = NMT 1.0 %
PoxecTecHHBIC [pumect A MeTponnaasosa - se Sonee 0,15 %
TPUMCCH 0.05 % JhoBan Jpyras HEHZCHTIHOHUMPORIHHAR TIPEMClh —
we Coace 0,15 %
Cysmma npumcceit - ne Goace 1.0% ] 1
Nitrites Does not exceed The optical density of the test solution at a
wavelength of 524 am shall not exceed that of the
standard solution.
Hurpuru He npeannuast ONTHYECKAR IUIOTHOCTL HCHBITYCMOTD PACTRODE NPH
AnHHe Bonust 524 MM HE JIOAEHA  NpEnsIndTh
OITHHCCKYR) IAUTHOCTh CTAHAARTHIND PICTBOPE.
Assay of 98.6 % ie. 4,93 mg/ml 90.0 - 110.0 % of the label claim  ie 4.50-5.50
Metronidazole mgfml
KonuMec reeHioe 98,6 % re 4,93 mriun 90,0 - 110,0 % OF HOMHHATLHOTO CONSPAAHKR,
CONCPALHHE T 4,50 - 5,50 Mr/mn
Merpounnaionz

Assay of Sodium
chloride

35.9 % ic. 7.689 mg/ml

35.0 - 105.0 % of the label claim,
i.e. 7.505 - 8.295 mg/ml

Konnacersenuoe G99 % 7.e 7,589 mr/un 5.0 - 1050 % oT HOMHHATRHOTO COACPRAHIA,
COACPAANRE 1.8, 7,505 ~ 8,293 MriMa
Harpua xnopaia ]
Storape At temperature not exceed 30 °C protected | At temperature not exceed 30 °C protected from light.
conditions from light, Don't fresze. Don’t frecze.
Yeaonia [pu Temneparype He sbie 30°Cs [1pe remueparype ve sme 307 C B 3auuueHHOM 0T
APUHCHIA sauitEeHoNM ot caete mecte, He ceera mecte. He samopamnnars.

. AMOPAMHBETh.
Shelf lite 3 years 3 years
Cpox roanocts | 3 roua 3 ruma

Crpanmia 3 uz 3

The shove sumple complies with the preseribed standards of quality
BaitireyKasauHalil 06pa3et COOTRETCTRYET YCTAHDRICHHAM CTAHARPTAM KQUCCTH

e

T 'w{kﬁ{ﬂ\\J" n2]
QUALITY CONTROL MANAGER

MEHETAEP [10 KOHTPOTIO KAYECTBA




000 «HOHUK ®APMACLIOTUKARN NNABOPATOPU3»

Kopuaudeckun anpec:

Poceua, Mockea 127008, yn. Teepckast, .18, xopnye 1, ka€. 609
Ten/daxc (495) 642-82-34, Ten (485) 642-82-35

WMHH/KNM 7703550219/771001001 662 18 11

OrPH 1057746834420

H{)_ZITB&[))R,’I&HIIC COOTBETCTBHA

BEOMMOIO JIEKAPCTBEHNROND NpenapaTa TpefoBanundi,
YCTAHOBAEHHBIM [PH €00 FOCYIaPCTBEN 0N PErHCTPAIHE

Na 349 or B, OF 2021

Cornacuo [Noctanornenus [pasurenversa PO or 26.11.2019 Nel510 «O nopanke soaa 8 rpaskiaHckni
0GOpOT NCKapCTBCHHBLIX NPENAPATOR UL MEAHLMHCKOIO IPHMEHEHMD.

| Topreeoe HaHMEHORAHHE

METPOIHI®

L
| Mew( [y Hapo,AHOE HEeMAaTeHTORAHHOS
HAUMEHOBAHHE (TPYIITIHPOBOTHOE
WIH XMMHEECKDE)

MeTpousazon

JlexapecTrennas gopma

pacTROp A79 HHDy3IHH

Ho3upoBKa

S Mrima

QopM4 BhITYCKA

pacTBop Zns MAQGYIHA 5 Mr/MI
(pnaxon) 100 M X 1 (navka kap7oHuan)

. Homep cepun

(Bce cTaauu NPOH3BOACTRA)

1X21205
Ofiney cepun 37763
Jlata BelycKa 03/2021
Tojen 10 02/2024 (29/02/2624)
HaumeHoBaHKHE | aapec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
NPOHIBOIHTENA Pharmaceuticals Ltd.), India

Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

10nux Dapmacsiotukan Jlabopatopus (Otnenedue dupye «Tx. B, Kemuxanc
aug @apmacrotiraic [Iran), Unauns

Hunam Cenrtep, Kpeiio “B”, 4 Drax, Xunp Caiikn Poya, Bopmu, Mym6ait 400
030, Heaua

Site address
Ajpec NpOHIBOACTBEHHOH
TUIOLIAIKH

Plot Ne. 4, Phase 1V, G.1.D.C. Industrial Area, Panoli - 394 116, Dist.: - Bharuch,
India.

Vuacroxk Ne 4, ®asa [V, THJOK. Hanactpuan Apea, MManonu — 394 116,
okpyr: Bxapyy, Hupus

Homep H 1aTd perucTpatMoBHOTO
YAOCTOREPEHUA

T NO11666/01 or 07.06.2010 (nata samennt PY 10.01.2020)

Homep HOPMATHRHOH AOKYMEHTALHH

ITNO11666/01-100120

HaumenoBaHMe ¥ agpec aepxarens
PETHCTPALKOHHOTO YIOCTORE PEHHA

Unique Pharmaceutical Taboratories (A division of J. B. Chemicals &
Pharmaceuticals Ltd.), India

Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

10unk GapmaceioTuxan JlaBopatopus (Otaencnne dupme: «/Ix. B. Kemukanc
aun PapMackiotikanc Jita.»), Muous

Hunam Centep, Kpbino “B”, 4 Drax, Xunzg Caitxa Poyn, Bopnn, Mymbait 400
030, Huaus

OTBETCTBEHHOE NHLIO AHCTPUOBoTOpa OO0 «KOurx @apmacuiotTkan Jladopatoomss — CMupEoBa A A, MEHERED

no ceprudrkaund, npukas Ne2-0J ot 10.08.2020

C yBakeHHeM,
Menemxep N0 CepTHGHKAUHHK

000 JOuux dapmacetotnxan Mabopatopum  { &/ 7
\ fom

13

Cumupnona A.A.




