000 «lOHUK DAPMACBLIOTUKAN NAEOPATOPU3»

Opuamdeckuil aapec:

Poccus, Mocksa 127006, yn. Teepckas, 4.18, kopnyc 1, ka6, 609
Ten/cakc (495) 842-82-34, Ten. (495) 642-82-35

WHH/KNM 7703550219/771001001 662 18 11

OrPH 1057746834420

TloaTBepaEHHE COOTBETCTBHE

BBOIHMOT0 JIEKAPCTREHHOTO NPeNnapaTa TpeSoBAHUAM,
YCTAHOBJIEHHLIM HPH €10 FOCYAAPCTBEHHOH PerACTPAHK

Ne 553 ot £9.0Y.2022

Cornacto IMocranosnenus [pasutenscraa PO ot 26.11.2019 Nel510 «O nopsake sBosa b rpaxgaHckuit
060pOT NIeKAPCTBEHHBIX MPENAapaTOB ANIA MEAMIMHCKOTO TPHMEHEHHSY,

Toproeoe HauMeHOBaHHE

METPOT'HJI®

MexTyHapoHOR HENATEHTOBAHHOE
HaHMEeHOBaRHe (FPyNnUpoBoYHoe

MeTporuaazon

HIIH XHMHYECKOe)

JlexapcTeeHHas gopMa PAacTBOp Juis undyaui

Joauposka 5 Mr/Mn

QopMa BbITyCKa pacTeop aia uudysuii 5 Mr/mn
(tnakon) 100 mn x 1 (mayka KapToHHax)

Homep cepux 11X21579

O6nem cepun 37842

JaTa BHIDYCKa 12/2021

Togey no 11/2024 (30/11/2024)

HaumeHoBaHue U azpec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &

NPOH3BOAHTENS Pharmaceuticals Ltd.), India

(Bee cranuy npon3soucTsa)

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

Onnk PapMacsiotukan Ja6opatopma (Otaencnne dupmet «/x, B, Kemuxanc
aHn PapmaceioTEkaic Jita.»), MEaaa

Hunam Cenrep, Kprino “B”, 4 Drax, Xung Catikn Poyx, Bopan, Mymb6at 400
030, Huaus

Site address
AJlpec IPOH3IBOACTBEHHOI
ILICMAAKH

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

Yuactok Ne 4, Qaza 1V, T'UJLK. Hugactpuan Apea, Tlanonw — 394 116,
oxpyr: Bxapyu, Huaus

Homep 1 fata perucTpanioHHore
YAOCTOBEpeHHA

TTNO11666/01 ot 07.06.2010 {1aTa aamennr PY 10.01,2020)

Homep HopMaTHBHON JOKYMEHTALHK

TINQ11666/01-100120

HaumeHosauue 1 aapec AepxaTens
PETHCTPAIHOHHOTO YAOCTOREPEHWA

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

IOurx @apmacsiorukan Jlaboparopus (Otaenewne dupmu «JIx. B. Kemuxanc
ang bapmacsoruxanc Jta.»), Huans

Hunam Cexnrep, Kpsino “B”, 4 Orax, Xunp Catikn Poya, Bopna, MymGai 400
030, Hugua

Ortsercreennoe muuo auctpHbbioTopa 000 «IOnmk PapmacsioTrkan Jlaboparopus» CMHpHOBa A.A., MEHeKED

0o cepTadHKaumy, npakai Ne9-Of1 ot 10,08.2020

C ymasmenuem,
Meneaxep no cepTRGAKALHK

000 «lOnuk ®apmacsioTixan JlaGopaTopnar {

CmuphoBa A.A.

FTTE.



UNIQUE PHARMACEUTICAL LABORATORIES
JOHHK ©APMACLIOTHKAJ JIAGOPATOPIH2
(A division of «J. It, Chemicals & Pharmaceuticals Lid.»)
(Orraencuue Ppupaia «Jlx. B, Kemuxune ana Gapmaciotuxiic Jirny)
Bopak, MyuGa# 400 030, Muxns - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJIEJI KOHTPOJISL KAYECTBA

Name of the product

Hazsauue npenaparta

METROGYL® 100 ml polycthylene vial in cardboard pack
(Solution for infusion 5 mg/ml)

METPOIHJI® 100 ma noanyrijienoBblll fpraxon B nauxe
KapToHHOIH

(pacTrop s wudy3nil § mr/vn)

Registration certificate

and date

Homep u nata PerucTpauMoHHOro
YROCTOBEPEHHA

[T NOL1666/01 or 07.06.2010

Batch # 11X21579

Cepus Ne

Manufactured 1272021 Valid to 1112024
Iponsseaeno I"onen no

Analytical Report Ne 17FP21002466 Date 08/01/2022
Ananurnueckuii Otuer No JlaTa

API, manufacturer of APl
HanveHoRalMe aKTHBHOMH
cyOCTanIHM, NPOH3BOAHTENE

Metronidazole USP - Aarti Drugs Ltd., India
Merponunason ©.CLUA - Aapru Jlparc Jlta,, Huans

The analysis was carried out
according to Normative document
Ananns uinosinen no HI

TTN011666/01-100120

Manufacturer

(All manufacturing stages)
[Ipouspoautelib

(Bce cTanuu 1IpoKH3BO1CTRA)

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

IOnnk @apmacwiotukan JlaGoparopus (Omnenenme dupwmsr «/bi. b,
Kemuganc a1 @apmacsiokanc Jita»), Huaus

Site address
Anapec npon3BoACTBENNON
IIOLAAKH

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

Vuacrok Ne 4, Daza IV, I H.JLK. Munactpuan Apea, Manonu - 394 116,
Oxpyr: Bxapyy, Mnaus

Storage At temperature not exceed 30 °C protected from light. Don’t
Xpanenne freeze.
[Ipu Temneparype ne e 30 ° C B 3ammAmeHnoM OT cBeTa
mecre. He savMopakHBaTh.
Shelf life 3 years
Cpox roanocti 3roaa

Crpanuna 1 w2 3
Russia




TESTS
MOKA3ATEJIH

RESULTS
PE3YJIbTATbI

STANDARDS
CTAHIAPTHI

Description

Onucanne

A clear pale yellow solution

Mpo3pauiiulii pacTBOp 0T CHEIIO-KENTONO

upeTa

A clear colourless to pale yellow solution

[Ipospaunmii pacTeop oT GecUBETHOIV A0 CBETNO-
KENTOro LReTa

Identification

Moanuunocte
A. Metronidazole
HPLC

A. Merponsanalon
BIXX

Keeps requirements

Brijepxusaet TpeGopanua

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

Bpems  yacpAHBAHMA — OCHOBHOrO  NHKa  Ha
XPOMATOrpPaMME MCITRITYEMOTO PACTBOPA HOIKHO
COOTDETCTBOBATh  BPCMEHH  YJICPWKHBAHHA naka
METPOHHIA1012 HA XPOMATOrPAMME CTAHAPTHOIO
PACTBOPA.

0 per vial

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

Identification potassium pyroantimonate.

reaction BeiepxusaeT TpeSonanus Ofpaiosalue WIOTHOro 0caaka GEI0r0 LBETA ¢ KATHA

K. Harpuit IIMPOAHTHMOHATA PACTROPOM.

Ka4ecToeHHAA

peakims

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

Identification of silver nitrate.

reaction Buinepaunsaer TpeGopanus OO0pazoBanne Genoro  TBOpPOKMCTOrO oOCamka ¢

B. Xnopuaw pacTBopom cepelpa HUTPRTL.

KayecTpeHHas

peaxLs

pH 5,9 45-7.0

pH 4,5-7,0

Extractable 102.50 ml Not less than nominal (100 ml)

Volume

Hipaexaemubiif 102,50 mn He menee nomunaibraoro (100 ma)

obnem

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

Endotoxins

baktepranbiuie Menee 0,35 EDna | Mr He Gonee 0,35 E2 na | mrr meTponnaalona

| FHAOTOKCHILLI

Sterility Sterile The sclution shall be sterile

CrepusbHocts CrepunbHbii PacTrOp aoskeH GLITh CTEPIALHBIM

Anomalous Non-toxic The solution should be non-toxic

toxicity Herokcuynmit Pacteop fon#en Gbith HETOKCHUITLIM

AHOMANEHAA

TOKCHYHOCTD

Particulate Matter

Mexanuueckne

RKIOYEHWA Absent Particulate contamination should be absent by visual

Visible OreyreTByioT inspection

Buranmeie MEXEHHYECKME BKIFOYEHHUA JIOJKHBL mvym'rnonan
11p# BH3YATBHOM KOHTpOIE

Invisible Particles 2 10 pm:

Crpannna 2 u3 3
Russia




TESTS RESULTS STANDARDS
[TOKA3ATEJH PEIYJILTATHI CTAHJAPTHI
Particles = 25 pm: Particles 2 10 pm: average number of particles - not
0 per vial more than 6000 per vial.
Particles 2 25 pm: average number of particles - not
more than 600 per vial.
Hesupnmuie Yacriupl = 10 Mxm:
0 / nakon Uactiust = 10 MkM: cpeanee KOHUCCTBO YacTH - G
Yactutwl 2 25 mxM: Bonee 6000 /bnakon
0/ ¢pnakon YaCTHLBI 2 25 MKM: CPE/IHEE KOJIHYECTBO YACTHIL - He
Gonee 600 /dnakon
Colour Does not exceed the reference standard | The color of the solution should not exceed the
GYs reference standard GY's
Lipetnocte He npessimaer stanon GYs Oxpacka pacTBOpa He AOMKIA NMPEBLILATE ITA/I0H
GYs
Clarity Keeps requirements The solution should be clear or the opalescence of the
solution should not exceed the opalescence of
reference suspension L.
Tpospasnocts Buiaepmusaet tpefioranua Pactoop posmikent GbiTh NPOIPAUHLIM MM
onanecueHums pacmopa HE 0K HA HIpEBbILIATEL
It onasiecueHHio 3Tanona |.
Related impurities 0.02 % Mctronidazole impurity A - NMT 0.15 %
Any other unidentified impurity - NMT 0.15 %
0.03 % Total impurities — NMT 1.0 %
Poncraensnie Mpumecs A MeTpolnaasona — ue Gonee 0,15 %
PHMECH 0.1% Jhobas apyran mHeuaeHTHUUMPOBAHHAS NpPUMECL —
ne 6onee 0,15 %
Cymma npumeceit — ue Gonee 1,0 %

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

Hutpurel He npesuimaer OnTHyecKkan NOTHOCTL HENBITYEMOrO PACTBOPA NpH
JUIMHE  BoJiBE 524 HM HE JOMKHA MPEBLIIATH
ONTHYECKYIO MCTIOCTE CTAILAAPTHONO PUCTROPA.

Assay of 98.3 % i.e. 4,91 mg/ml 90.0 - 110.0 % of the label claim , i.e. 4.50 - 5,50

Metronidazole mg/ml

KonudecTBeHHoe 98,3 % T1.e. 4,91 Mr/mn 90,0 - 110,0 % OT HOMUNANLIIOTO COlEPKAHMA,

coaepKaHue T.¢. 4,50 — 5,50 mr/mn

MeTponnaasona

Assay of Sodium
chloride

99.6 % i.e. 7.868 mg/ml

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

KomuuectaenHoe 99,6 % T.e. 7,868 Mr/Mn 95,0 - 105,0 % 0T HOMHIAILHOTO CONCPIKAHHA,
conepxaHue T.¢. 7,505 — 8,295 mMr/Mn
Hatpns xnopnja |
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.
Yenopua Mpu Temneparype ne e 30°Ce INpu Temnepatype He pLie 30 ° C B 3AUIMUIICHHOM OT
XPAHCHHA 3ALUHLIEHHOM OT CRCTE MecTe. He cpeTa Mecre. He 3aMopaxusars.

3AMOPAKHRATH, e
Shelf life 3 years 3 years
Cpok roakocTH 3 rona 3 roga

Crpannna 3 u3 3
Russia

The above sample complies with the prescribed standards of quality
BuilueykasaHHbIH 06pa3ell COOTBCTCTHYET YCTAHOBISHHLIM CTAHAAPTAM KaYecTna

P
p\| D2l

QUALITY CONTROL MANAGER
MEHEIDKEP IO KOHTPOJIO KAMECTBA




