UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACBIOTHKAL JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmuceuticals Ltd.»)
(Oracienne dpupuns «/bi. B. Kenuane siex Gapuacuiorincane Jhin)
Bopnu, MymGait 400 030, Fayuis - Worli, Mumbai 400 030, Indis

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT
OT/IE]L KOHTPOJIA KAYECTBA

Name of the product METROGYL" 100 ml polyethylene vial in cardboard pack
(Solution for infusion 5§ mg/ml)
METPOTHJ* 100 ma noawyTnaeHossill gaakon B nauke
K4pTOHHOH

Haasanne npenapara (na':'rang ang uidyanii § mr/ma)

Registration certificate I1 N011666/01 ot 07.06.2010

and date

Homep » nata PericTpaunonHoro

YAOCTOBEPEHHA

Batch # 11X22320

Cepua Ne

Manufactured 07/2022 Valid to 062025

IMpousseneHo [onen 1o

Analytical Report Ne 17FP22001522 Date 06/08/2022

Anaariecknit Oryer Ne Jara

API, manufacturer of APl
Haumenosanne akTupHof
cyBeTanm, NpoHIBoARTENL

Metronidazole USP - Aarti Drugs Ltd., India
Metponunazon ®.CIIIA - Aspra Jpare Jita., Hugns

The analysis was carried out
according to Normative document
Ananus semonten no HJ

1 NO11666/01-100120

Manufacturer

(All manufacturing stages)
Ilpon3soanTens

(Bce cranun nponasoncrsa)

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

[Onux Qapmaceorusan Jladoparopns (Oraenenne ¢upmu «/bk. B.
Kemukanc oua ®apmacsiotikane Jira.»), Huaus

Site address
AJpec npoH3BOACTEeHHOH
IVI0UAKH

Plot Ne, 4, Phase IV, G.I.D.C. Industrial Area, Panoli - 394 116, DisL:
Bharuch, India.

Yuactok Ne 4, daza IV, W.JLK, Huaactpuan Apea, Manonu - 394 116,
Okpyr: bxapyy, Huuns

Storage At temperature not exceed 30 °C protected from light. Don’t
XpaHeHHe freeze.
[1pn Temnepatype He Boiwe 30 ° C B 3a1uHEeHiom oT cseTa
mecre. He samopaxuears,
Shelf life 3 years
Cpok roprocrn 3 rona

Crpauna 1 3 3
Russia




HPLC

A. Merpornaaion
BOXX

Driicpaneact TpeGosanns

TESTS RESULTS STANDARDS

NOKA3ATEJIHN PE3YJIbTATHI CTAHAAFPTHI
Deseription A clear pale yellow solution A clear colourless to pale yellow solution
Onneonne Npospasneit pacteop ot crero-keirroro | [Ipospaussil pactsop ot GecusetHoro 1o cretao-
e UBETH HENTOrD LBeTa

Identification
HNoamumocts
A. Metranidazole Keeps requirements The retention time of the major peak in the

chromatogram of the sample solution should
carrespond to peak of metronidazole in the
chromatagram of the standard solution

Bpems  yacpaHbauBs  OCHOBHOTO NHKa  Wa
XPOMATOTPAMME HMCHWTYEMOID PACTEOPA JONKHO
COOTRETCTBOBATE  BPEMENH  Y/ICWKHRAHHN  [IHKA
METPOHUAGIIE HA XPOMATOrpaMMe CTAHAAPTHOrO
pacTaopa.

Endotoxins

B. Sodium Keeps requirements Formation of dence white precipitate with solution of
Identification potassium pyroantimonate.

reaction Bouepaupaer TpeGobanux OGpa3oBaHue RIOTHOND OCa/IKa GE10r0 UBETA © KAIHA
B. Hatpuit IHPOBHTHMOHUTE PACTHOPOM.

KAYECTBCHHAN

peakius

C. Chlorides Keeps requirements Formation of white curd-like precipitate with solution
Identification of silver nitrate.

reaction Brutepkunact Tpebosanns Obpasosanue  Gedioro  TBOPOKMCTOro ocaaka ¢
B. Xaopuas pacTropoM cepebpa HuTpala.

KUHCCTBEHHEN

peaKuus

pH 59 45-7.0

pH 45-70

Extractable 102.33 ml Not less than nominal (100 ml)

Volume

Hssiekaemuii 102,33 mn He menee nomuusroro (100 su)

olrhen

Bacterial Less than 0.35 EU per 1 mg Not more than (.35 EU per 1 mg of metronidazole

0 per vial

Baxtepuanbinie Menee 0,35 EF na | mrr He Ganee 0,35 ED ua | Mr MeTpormiasona

IHAOTOKCHHbBE

Sterility Sterile The solution shall be sterile

Crepnibnoce Crepuapnuit Pacteop ponmen Guith crepuibnbm

Anomalous Non-toxic The solution should be non-toxic

woxicity Herokcummil Pactaop gomwen GuiTh HETUKCHYHbIM

AnoMibnas

TOKCHYHOCTh @il

Particulate Matter

MexannueckHe

BENOYEHHA Absent Particulate contamination should be absent by visual

Visible OreyTeTyior inspeetion

Buanmuie Mexannueckne BKIOUSHHE ADITKHL OTCYTCTROBATH
NpPH BRIYANLHOM KOHTpOUIE

Invisible Particles 2 10 um:

Crpanuua 2 u3 3
Russia




TESTS RESULTS STANDARDS
NNOKA3ATEJH PE3YJIbTAThI CTAHJAFTHI
Description A clear pale yellow solution A clear colourless 1o pale yellow solution
Onueanne Tpospauieiit pacTeop ot creTno-kelToro | [pospasnbii pacteop or GeCUBETHOTO A0 CRETIO0-

..... _lBeTa HEITOrO LBeTa

Identification

Hoammocts

A, Metronidazole Keeps requirements The retention time of the major peak in the

HPLC chromatogram of the sample solution should
correspond to peak of metronidazole in the
chromatogram of the standard solution

A. Merporuaaion Dsepxusaet TpeGoraHns Bpeman  yacpxubanms  OCHOBHOMO — MUKa Wi

BIWX XPOMATOIrPaMME  HCIWTYCMOIO  PacTeOpa  JOMKHO
COOTRETCTROBATL  BPEMENH  Y/IEDKWRAHHA  [IHKd
METPOHHAGIWIA 113 XPOMATOrpaMMe CTaHAapTHOrO
pacTaopa.

B. Sodium Keeps requirements Formation of dence white precipitate with solution of

Identification potassium pyroantimonate,

reaction Buaepknpaer TpeSobaims O6pazosatne NIOTHONO ocayika GE0ro UBETA ¢ KIJIHA

B. Harpuit DHPOANTHMOHATE PACTHOPOM.

KBYECTBEHHAL

peaKiuy

C. Chlorides Keeps requirements Formation of white curd-like precipitate with solution

Identification of silver nitrate.

reaction Brutepwunaer tpeSoranns OGpasosanue  Genoro  TooposHcTOro ocanka ¢

B, Xaoprau pacTeopoM cepelpa HHTpaTa.

KUHCC THEHHDA

PeaKLHA

pHi 59 45-7.0

pH 45-170

Extractable 102.33 ml Not less than nominal (100 ml)

Volume

Hiwiekaemulii 102,33 mn He menee nomuuibuoro (100 min)

O0LEN

Bacterial Less than 0.35 EU per 1 mg Not more than 0.35 EU per 1 mg of metronidazole

Endotoxing

hakTepHaiLibe Mesee 0,35 ED na | mrr He Gonee 0,35 ED na 1 Mr MeTponuaasona

FHAOTOKCHHb

Sterility Sterile The solution shall be sterile

Crepuisiocte Crepununni Pactoop fosmken GuITh CTEPHABHEIM

Anomalous Naon-toxic The solution should be non-toxic

toxicity Herokcun sl Pacteop goamcH GbiTk HETOKCHYHBIM

AnoMalisnan

TOKCHYHOCTH

Particulate Matter

MexaHnueckne

BKAOUCHHA Absent Particulate contamination should be absent by visual

Visible OrcyTeTBYIOT inspection

Branmmne Mexanuueckue BRIOUSHHA JOMDKHE OTCYTCTRORATH
NPl BUIVAILHOM KOHTpOIE

Invisible Particles 2 10 ym:

0 per vial

Crpanuua 2 3 3
Russia




000 «IOHWK ®APMACBIOTUKATN NNABOPATOPU3»

HOpuanseckun aapec:

Poccus, Mockaa 127008, yn. Teepckas, 4.18, kopnyc 1, kab. 609
Ten/cakc (495) 642-82-34, yen, (495) 842-82.35

MHH/KNN 7703550219/771001004 66218 11

Of'PH 1057746834420

Homepmmnﬂe COOTBETCTBHA

BBOIHMOI0 JIeKapCTBEHHOr0 npenapara TpeGoBanunm,
YCTAHOBJICHHBIM NPH €r0 rOCYAAPCTBEHHON perscrpanuu

Ne817 o1 70 44 2022

CornacHo IMoctaHosnenus [Tpasurensersa PO ot 26.11.2019 Nel510 «O nopanxe BBoga B rpaxaaHCcKHi
0G0opoT JleKapcTBeHHEIX NpenaparoB Ans MEOHLIMHCKOIO TIPAMEHEHMAY,

| Toprosoe nanmeHoBanme

METPOI UJI®

Mexaynaponsoe HENATEHTOBAHHOE
HaumeHoBaHke (rpynmHposoykoe

Merponunazon

HIH XHMHYECKOE)
Jlekapcrsenuan hopma PACcTBOp Ans ueysuit
O3HpOBKa 5 Mr/mn

Qopma erinycka PACTBOD ANS WHDYIHH 5 Mr/mn
(praxon) 100 ma x 1 (nauxa KapToHHax)

Homep cepan 11X22320

O6bem cepun 37682

Hara sbinycka 07/2022

l'ozen no 06/2025 (30/06/2025)

Haumenosanue u anpec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &

TIpOH3BOAATENS Pharmaceuticals Ltd.), India

(Bce craguu TPOH3BO/ICTRA) Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India
Ounuk dapmacsotikan JlaGopatopus (Otzenenne bupmut «Jk, B, Kemukanc
3HA GapmackioTkanc JITa»), Hugus
Hunam Cenrep, Kprino “B”, 4 Orax, Xuun Cattxn Poyn, Bopnu, Mym6att 400
030, Huaua

Site address Plot Ne. 4, Phase TV, G.1.D.C. Industrial Area, Panoli - 394 116, Dist.: - Bharuch,

Alpec nponseoacTeeK ol India.

MNOLAgKK Vyactok M 4, ®aza IV, THOK. Huaactpuan Apea, TTavonu — 394 | 16,

OKpyr: Bxapyy, Hunus

Howmep u pata PETHCTPALKOHHOTO
| YAOCTOBEpEHMS

[1NO11666/01 ot 07.06.2010 (nara zamenst PY 10.01.2020)

Homep HopmaTHBHON LOKYMEHTALMU

TINO11666/01-100120

Haumenosanue u aapec nepxarens
PErKCTPALUHOHKOIO YAOCTOBEPEHHA

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

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

1Onux DapmacsioTnkan Jlaboparopus (Oraenenwue dupmer «[lk. B, Kemuxane
31 Papmacsiorikanc Jra.y), Huaus

Hunam Cenrep, Kprino “B", 4 Drex, Xuun Calikn Poya, Bopnu, Mym6aii 400
030, Uupun

OTBeTcTBEHHOE NHL0 AxcTpubbioTopa 000 «I0HKK ®apmacsioTHKan JlaGopatopuan — CmHpHoBa A A, MeHexKep

no ceprugpuxauny, npixas Ne9-OJI or 10.08.2020

C ypamenuem,
Mescpxkep no cepTHEKaANNY

000 «l0nnk Qapmacsiotnxan Jla6oparopuin




