UNIQUE PHARMACEUTICAL LABORATORIES
OHHE ®APMACBIOTHEATL JNABOPATOPHD
(A division of «J. B. Chemicals & Pharmaceuticals Lid.»)
(Crruenenve drprat «Jhx. b, Kesuxanc 907 GupmpcsioTiRane S
Bop:s, Mysbait 460 030, Huaus - Worli. Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJM3A
QUALITY CONTROL DEPARTMENT
QTAENR KOHTPO/S KAHECTBA

Name of the product METROGYL® 100 mi polyethylene vial in cardboard pack
(Solution for infusion 5 mg/ml)
METPOIHI® 100 Mt noasyriaesonniii Quaxon B nauke
KapTonuoi

Hajgauue npenapata (pn'::'rw s updysuil § srimi)

Registration certificate 1 NO11666/01 or 07.06.2010

and date

Hosmep H nata PErHCTPALHMOKHOrO

| Y IOCTOBEPEHIA

Batch # 1IX21086

Cepus Mo

Manufactured 02/2021 Valid to 1/2024

[pousseacuo ogen no

Analytical Report Ne 17FP21000121 Date 20/02/2021

Ananurnaeckuii Orucr Ne Jlara

APL, manufacturer of API
HanMeHOBAHKE AKTHRHON
cyDCTaNIMI, NPOH3BOJIHTC

Metronidazale USP - Aarti Drugs Lid., India
Merponsaason O.CLHIA - Aaprd Jparc Nira., Huaus

The analysis was carried out
according to Normative document
Ananas meirroies no HJ

[1 NO11666/01-100120

Manufacturer

(All manufacturing stages)
MpomisonnTenn

{Bce cragus 1poH3BsoacTsa)

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

Ouuk DapmackloTHxan JlaBoparopu: (OTacnenuc dpmil LK. b.
Kesuxasc 3na Dapmactiorixanc JITan), s

Site address Plot Ne. 4, Phase IV, G.LD.C. Industrial Area, Panoli - 394 116, Dist.:

AJifiec HPOHIBOJIC THEHNOH Bharuch, India.

IIOIAKH Vaacroxk Mo 4, (aza IV, THJLK. Huzactpuan Apea, Hanonn -
304 116, Oxpyr: brapyy, Hmaus

Storage At temperature not exceed 30 °C protected from light. Don’t

Xpascuue freere.
TIps TEMICPATYPC HE BBILIC 30° C 8 3aUMIMEHHOM OT CBETA
meere. He samopaninath,

Shelf life 3 years

Cpok rogHocTH 3 rona

=

Crpaunua 113 3
Russia




TESTS RESULTS STANDARDS
NOKAJATEH PE3YJIbLTATHI _ CTAHAAPTHI
Deseription A clear pale yellow solution A clear colourless o pale yellow solution
Onnecanue TIpospauneil PACTBOP UT CBETRO-ESNTOTC Tlpospaunkii pactaop 0T GECUBCTHOTO A0 CRETAO-
HRCETa KEATOTO HBCTa
Identification
Hoasunsocis
A. Metronidazole Keeps requirements The retention time of the major peak in the
HPLL chromatogram of the sample solution should
correspond 1o peak of metronidazole in the
chromatogram of the standard solution
A, Merpounanon Buisepxusact tpebonanis BpocMa  YACORMBANHN  OCHOBHOFO  fxa  na
BIAKX XPOMATOrPAMME  MCIBITYEMORO  pactBopa  AOMLAHO
COOTBCTCTROBATH  BPEMCHE  YACpAHBaME  OHKa
MCTDOHMAXIONA HA XPOMATOTPAMME CTRMIPTHOID
PaCTBOPR.
B. Sodium Keeps requirements Formation of dence white precipitate with solution of
Identification potassium pyrosnfimonate.
reaction Buiacpwusaet TpeGosanns Ofprorande nA0THOMD ocauka Oenore uscta ©
B. Havpuii KAAHA THPOAHTHMOHATS PACTBOPOM.
KRYECTBCHHAA
PCARLHA
C. Chlorides Keeps requircments Furmation of white curd-like precipitate with solution
Identification of silver nitrate,
reaction Buiaepausact TpeGosanis O6pasopayme  Genoro  TEOPOMNHCTOND  OCalka ¢
B. Xaopuau pactropom cepelipa HIpaTa.
KAUCCTRCHHANA
Peaxia
pH 59 45-7.0
pH 45-70
Extractable 103.33 ml Not fcss than nominal {100 ml)
Volume
Hanaexacnnit 103,33 st He smetiee nomunaasnoro (100 ma)
olbem
Bacterial Less than 0.35 EU per | mg Not more than 0.35 EU per 1 mg of metronidazole
Endotoxins
BaKrepuaibHLie Menee 0,35 ED na | mr He Gonee 0,35 ED 5a | Mr McIponnaaiosm
FHIAOTORCHIE B
Sterility Sterile The solution shall be sterile
Crepnasnocts Crepuanibii Pacreop J0MAKCH GbiTh CTEPHILHBIM
Anomalous Non-toxic The solution should be non-toxic
toxicity HerokcuH it PacTeop AomxcH HLTH HETOKRCHUHBIM
AROMUIhHAA
TOKCHUMOCTH
Particulate Matter
Mexanu eckne
BRAIPICHEHA Absent Particulate contamination should be absent by visual
Visible Oreyteraywn inspection
Buaumne MEXAHHYCCKHS BKTIONCHHA AOTARE OTCYTCTROBATE
ApH BHIYARKHOM KOHTPONE
Invisible Particles 2 10 ym:
() per vial Particles 2 10 uny sverage number of particles - not
Crpanuua 2 13 3
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TESTS RESULTS STANDARDS
AOKAJATETH PEIY.ILTATHL CTAHIAPTH
Particles 2 25 pum: more than 6000 per vial.
0 per vial Particles = 25 pim: average number of particles - not
more than 600 per vial.
Hewsnppusie Yacrwt = 10 My Uneriud 2 10 MEM: CPEAHESE KORMUCCTEO MACTHLL -
0/ pnaxon ue Gonee 6000 /dnaxon
Yactiust 2 25 Mrm YaeTHim = 25 MKM: CPEHCC KOAUNSCTRO HACTHI -
0/ Qakon e Gonee 600 /duaxon
Colour Docs not exceed the reference standard | The color of the solution should not exceed the
GYs reference standard GY's
LlgctHOCTS He rpesuimaet sranos GYs5 CIKpacka PACTBOPE HE AOIAHE IPCRBINLTS JTAN0N
GYs
Charity Keeps requirements The solution should be clear or the opalescence of the
solution should net exceed the opalescence of
refercnce suspension L
TpospasiosTs Biiaepwusacr tpeGosania Pacrsop qomscH GbiTh HPOIPAUREIM HiIH
ONNECCHCHIHA PECTUOPA HE ADJIKHA NPCHLILIATE

4 onanectienno yranena 1.

Related impurities 0.02 % Metronidazole impurity A - NMT (.15 %

Any other unidentified impurity - NMT 0.15 %
0.03 % Total impurities - NMT 1.0 %

Poncraenisie [pusec A MeTponuamona - ne Gonce 0,15 %

npHMech 0.05% Thofias ApyYras HCHACHTHQHUMPOBAHHAR NPEMCCL —
ne Bonee 0,15 %

Cynma npumeceit - e donee 1,0 %

Nitrites Does not exceed The optical density of the test solution at 2
wavelength of 524 nm shall not exceed that of the
standard solution.

Hurpurit He npessiuniaet OnTHYCCKAR MIOTHOCTE HCOWMTYEMOID pactsopa uph
AnuHe BOAHBI 524 MM HE JOAKHR TIPCULIATE
OITTHYCCKYIO NIOTHOCTE CTAHAGPTHOIY paciBopi.

Assay of 99.3 % ie 4,97 mg/ml 0.0 - 110.0 % of the label claim , i.c. 4.50 - 5.50

Metronidazole mg/ml

KoanucorseHnoe 99,3% T 497 Mrima 90,0 ~ 110, % 0T HOMAHAILHOTO COACPRMINA,

CONCHKARNE 1.¢. 4,50 - 5,50 mrimn

Merpomamons

Assay of Sodium
chloride

99.5% i 7.863 mg/ml

95.0 - 105.0 % of the label claim,
i.e 7.505 - 8.295 mg/mi

KonuuecTseHHOE 99.5% T1.c. 7,863 Mriun 95,0 - 1050 % of HOMHIAABHOTO COACPARHIA,
CONCPRIHHE 1.8, 7.505 - 8,295 suima
Hatpia xnopuaa
Storage At temperature not exceed 30 °C protected | At temperature not exceed 30 °C protected from light.
conditions from light, Don’t freeze, Don't freeze.
Yenosus Tlpu Temneparype He Bume 30 °Ce [ resmaeparype ne abuuc 30 ° C g sanmuiennes ot
XPaHeia sanMOCHEOM oT ceeTa Mecre. He enera Meere. He saMopasusats.

JAMOPAKHRATE.
Shelf life 3 years 3 years
CpoK roAHoCTH 3 roaa 1 roaa

The above sample complies with the prescribed standards of quality

Brimeykmarinit 00paset; COOTHETCIBYCT YOTANORICHHLIM CTANAAPTUM Ka4eCTBa

Crpannua 3 ns 3

Russia
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000 «HOHUK ®APMACBIOTUKATT MTABOPATOPU3»

HOpuawndeckuit anpec:

Poccus, Mocksa 127994, yn. Teepckas, 4.18, kopnye 1, kab. 609
Ten/dakc (495) 642-82-34, en. (495) 642-82-35

WHH/AKTIN 7703550218/771001001 662 18 11

OlPH 1057746834420

HDJITBGPMEHH? COOTBETCTBHA

BBO3IAMOTO JIEKAPCTBEHHOTO Npenapara rpeboBaunsam,
YCTAHOBAECHALIM NPH €10 FOCYAAPCTREHHON PErRCTPANHE

Ne 233 ot 0. 452021

Cornacsio INocranosnerna [paputensctaa PO or 26.11.2019 Nel510 «O nopszaxe BBOZAA B Mpa)IaHCKHil
0501}01‘ NEKAPCTBCHHEBIX MPENApaToB JUIE MENHIUHHCKOIO NPHMEHEHHAY,

Topropoe HAaUMEHOBAEHE METPOTHJI®

Mexaynaponsoe RenaTeHToBanHoe | MeTponuzazon

HaUMEHOBAHME (IPYNITHPOBOTHOE

HJTH XHMHYECKOE)

JlexapcTeeHnas opma pacTeop s HEGY3Hi

Jlo3kpoBka 5 Mr/mn

Qopma BhITyCKa pacTBop 1ns HHGY3NA 5 mr/mn
(thnaxon) 100 Ma x 1 (nauka kapronHas)

Homep cepiu 11X21086

Obbem cepin 37763

J[ara Bbimycka 02/2021

TCoaen oo 01/2024 (31/01/22024)

HanMeHOBaHKE H ajipec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &

TIPOH3BOAMTENT Pharmaceuticals Ltd.), India

(Bce cranum npon3BOACTBA)

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

Onux @apmaceioTvkan Jlabopatopus (OTpenenne pupmel «Ix. . Kemuranc
3up Gapmaceroturaic JItny), Huaus

Hrinam Cenrep, Kpbuto “B”, 4 3rax, Xuna Caiikn Poyn, Bopnu, Mym6ai 400
030, Huann

Site address
Anpec NpoH3BONCTBCHHOMH
NACIALKH

Plot Ne. 4, Phase 1V, G.I1.D.C. Industrial Area, Panoli - 394 116, Dist.: - Bharuch,
India.

Vyacrox Ne 4, Qasa IV, TMJLK. Hunactpuan Apea, TMawonn — 394 116,
okpyr: Bxapyq, Hunms

HoMmep W naTa perncTpaLAaOHHOro
YAO0CTOBEPEHHA

TINOI1666/01 or 07.06.2010 (nata 3amenst PV 10.01.2020)

HOMEP Hopuamauon JAOKYMEHTALHH

I1 NO11666/01-100120

HanmeHoBaHHe M aipec aepkareis
PEMMCTPALIMOHHOTO YI0CTOBEPEHUN

Unique Pharmaceutical Laboratories (A diviston of J. B. Chemicals &
Pharmaceuticals Ltd.), India

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

HOrux @apmacsiotikan Jlabopatopus (Otaenenne dupMel «Jix. B. Kemuxanc
aua Qapmacsiotkanc Jita.»), Huaus

Hunam Centep, Kpaino “B”, 4 Drax, Xuun Calikn Poyn, Bopan, Mymbaii 400
030, Munua

Otrercrrensoe nHuo aucTprbpioTopa Q00 «IOnuK CapMackioTikan JlaGopatopis» — CMupHoBa A.A., MEHEKED

no ceprudAKanuy, nprkas Ne9-0J1 ot 10.08.2020

C yBaxeHnuem, : :
Menemgep no cepreduKanng

000 «HOHrK DapMAChOTHKAN Jlaﬁopgfpupns»

Cmupurosa A.A.




XPAHEHMA

«CBefileHuna o BBoJle B rpaXAaHCKunin 06opoT B Poccuinckor depepaumnmn neKapCcTBEHHbIX
CpencTB No cocToAHUO Ha 04.09.2021 12:02»

Hara BHecenns B  — [IpouseoauTens Gt oicss HoGriiigsmna Opranuzanms, Homep Howmep, nara
AHC i zw__ow i (BBINYCKAKIHA Crpana .w R cx—u .S.Eu.n i BLINYCTHBINAA B CepHH, paspemieHHs Ha
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