000 «lOHUK PAPMACBLIOTUKAI NABOPATOPHU3»

KOpugweckuii agpec:

Poceus, Mockea 127008, yn. Teepckas, .18, kopnyc 1, kab. 609
Ten/dbaxc (405) 642-82-34, Ten. (405) 642-82-35

WHH/KMNN 7703550219/771001001 662 18 11

OlPH 1057746834420

IMoaTBepKAEHAE COOTBETCTBHS

BBO3MMOI0 JIEKAPCTBEHHOTO Npenaparta TpeboBaAHKAM,
YCTAHOBACHHBIM NPH €10 FOCYAAPCTBEHHOH perncTpanna

Ne732 0t 23042022

Cornacuo [Toctanosnenna Ipasurensctea PO ot 26.11.2019 Ne1510 «O nopagke BBoAa B rpaxaaHCKHi
DGOPOT JIEKAPCTBEHHEIX NPENapaTos AJIA MEAHIIHHCKOTO TPHMEHEHHAY,

Toprosoe HaMMEHOBAHHE

METPOTWJI®

MexayHApOJIHOE HeMATEHTOBAHHOE
HAHMEHOBAHKE ((PYTIIHPOBOYMHOE
HAH XHMHYECKOe)

MeTpoHHaaion

JlexapcTeeHnan dopma

pacTBOp A HHGYIHHA

Jo3uposxa

5 Mr/mn

Popma BeiImyCKa

pacTsop Ui HHGYIHHA 5 Mr/mi
(dnakon) 100 M x | (Mavka KBDTOHHEA)

Homep cepuu 11X22226

QObneM cepHH 37922

JlaTa BRITYCKa 05/2022

Tomen no 04/2025 (30/04/2025)

HaumeHoBaHHe i aapec Unique Phartmaceutical Laboratories (A division of J. B. Chemicals &
NpOH3IBOAETENSA Pharmaceuticals Ltd.), India

(Bce cTanHH NPoM3BOACTBA)

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

KOnuk dapmackioTrxan JlaGoparopuz (Otaeneune ¢upmur «/Ix. B. Kemukanc
3Hj Qapmaceiotikane Jiva.n), Huaua

Hunam Cenrep, Kpsino “B”, 4 Drax, Xnsn Cafikn Poyn, Bopnn, Mymbait 400
030, Maaus

Site address
AZpec OPOH3BOACTBEHHON
mnomaikH

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

Vyactoxk Ne 4, @aza [V, 'W.JLK. Hupactpran Apea, Ilaronu — 394 116,
okpyr: bxapyy, Huausa

Howmep W laTa perHCTPalHOHHOrO
YLOCTOBEPEHHS

TI N011666/01 ot 07.06.2010 (nara samens PY 10.01,2020)

Homep HOPMATHBHOH AOKYMEHTALIHK

TINO11666/01-100120

HauMenoBaHHe ¥ agpec gepkarens
PErHCTPALHOKHOIO YACCTOBE PEHHA

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

IOnux dapmacewotnkan JlaGopatopma (Otaenenne dupMmer «Ix. b. Kemukanc
aup Qapmacsrorukanc JIta.n), Uraus

Hunam Cenrep, Kpeino “B”, 4 Draxk, Xuax Catikn Poyn, Bopne, MymGa# 400
030, Usnus

OTeeTcTReHHOE NMLO AHCTpHOBOTOpa OO0 «FOHUK PapmaceioThkan JlaGopatopnan — CMEPHOBA A.A., MEHEIKED

no ceprudukauny, npukas Ne9-OJ1 ot 10.08.2020

C ypamenuem,
Menexep 10 cepTHGHKALHK

000 «lOuuk ®apmaceioTRKAaI JlabopaTopns»




UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACBIOTHKAJ JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Ouacneuse Pupsud «lx. B, Kesuxanc yup Gapmacwioukanc Jiran)
Bopis, MysGaii 400 030, Huzn - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJU! KOHTPOJISA KAUECTBA

Name of the product METROGYL® 100 ml polyethylene vial in cardboard pack
(Solution for Infusion 5 mg/ml)
METPOTHJI® 100 ma noausthaeuosuiii gaaxou b navuxe
KaproHHo#

Hassasue nponapara (pagmp AR uHdyinh S mr/ma)

Registration cerlificate I NO!1666/01 ot 07.06.2010

and date

Homep # gara PerucTpauioHHoro

YAOCTOBCPEHHA

Batch # 11X22226

Cepua Ne

Manufactured 05/2022 Valid to 04/2025

[lpon3seneHo Toaen 1o

Analytical Report Ne 17FP22001083 Date 17/06/2022

Anminrnscckuii Oruer No Jara

API, manufacturer of AP1
HauMeHoBaHHE BKTHBHOMH
cyBCTAHUNY, NPOH3BOAHTC/D

Metronidazole USP - Aarti Drugs Ltd., India
Merponnaason ®.CILIA - Aapru Jiparc Jita,, Muus

The analysis was carried out
according to Normative document
AHains BsmnonHeH no HJ

M NO11666/01-100120

Manufacturer

(All manufacturing stages)
[TponisoaHTENb

(Bece cranny NpoH3IBOACTRA)

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

10uuk Gapmacsiotukan Jlaboparopus (Oraenenne Gupmbl «Jlx. B.
Kemuganc 3ua PapMachioTHrans JItL»), Huaua

Site address
Anpec npousBoucTeeHHOl
NAOWAAKH

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

YuacTok Ne 4, ®aza IV, [ LK. Hiunactpuan Apea, [anonu - 394 116,
Oxpyr: Bxapyy, Unaus

Storage Al temperature not exceed 30 °C protected from light. Don’t
Xpanenue freeze,
Mpn Temnepatype He Beie 30 ° C B 3alHIEHHOM OT CBETA
MmecTe. He 3aMOpaXumBaTh.
Shelf life 3 years
Cpox rofIHOCTH 3 roaa

Crpanuua 1 u3 3
Russia




N

A, Metporniazon
BIOXX

Brigepkunact TpeboRaHKIE

TESTS RESULTS STANDARDS
MOKA3ZATEJIH PE3IVJILTATHI CTAHJAPTEI
Deseription A clear pale yellow solution A clear colourless to pale yellow solution
Onwcanmne Ipo3paynmii pacTROp OT CRETAO-XKCATONO [Mpospaussil pacTeOp o GecUBETHOND A0 CBETIO-
upera KENTOFO UBCTA
Identification
TaanumioeTs
A, Meuonidazole Keeps requircments The retention time of the major peak in the
HPLC chromatogram of the sample solution should

correspand to peak of metronidazole in the
chromatogram of the standard solution

Bpems  yIepaHBAHHS  OCHOBHOTO  NHKa  Ha
XPOMATOrPEMME  HCHBITYCMORO  pacTsopa  JOJLKHO
COOTRETCTRORATH  BPEMCHH  YJCPXKHBAHHA nKa
METPOIMABIONA HA XPOMATOIPAMME CTAKIIANTHOMD
pacTBOpL.

BakTepHaiLIILIE
DO TOKCHHE

Menee 0,35 ED na | mr

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

reaction Beiaepkupact TpeOOBIHAN OGpasoanye MIOTHOrO 0cajika Georo UBETa ¢ Kk
B. Havpuii NHPOAHTHMOHATA PACTBOPOM.

KHMCCTRCHHAR

peakuus

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

reaction Beuicpmusuct TpeCoBuAL OGpaaopaine  Georo  TBOPOKHETOrO  ocaaka ¢
B. Xaopwisl pacTBOpOM cepeOpa HATpaTA.

KauecTREHHAN

peaKilHA

pH 39 45-70

pH 45-70

Extractable 102,33 ml Not less than nominal (100 ml}

Volume

HamnexacMeifi 102,33 mn He metiee Homuuansroro (100 ma)

ofbem

Bacterial Less than (L35 EU per 1 mg Not more 11an 0.35 EU per 1 mg of metronidazole
Endotoxins

He Gouce 0.35 ED wa | Mr MeTpormzaiona

TOKCHUIOCTEH

Sterility Sterile The solution shall be sterile
CrepunbHOCTh Crepuanisii Pactaop lomken GLiTh CTePHILHEIM
Anomalous Non-loxic The solution should be nen-toxic
toxicity Heroxcu i Pacteop /1 MkeH GLITh HETOKCHUHLIM
AHoMansHas

Particulate Matter

MexalHueckue
RKJIOYCHHA Absent Particulate contamination should be absent by visual
Visible OrcyTeTByIOT inspection
Buaumsle MexdHHYCCKHE BKIIOMEHHA JOJIAKHBI OTCYTCTDODATL
TPH BHIYATLHOM KOHTRONE
Invisible Particles 2 10 pm:
Opervial
Crpanuua 2 u3 3

Russia



AT,

TESTS RESULTS STANDARDS
MOKA3ATEJIH PEIV.JILTATHI CTAHIAPTBI
Particles 2 25 pm: Particles 2 10 um: 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,
Hepuanmure Yacrrust 2 10 MkM:
0/ duakon Yacraus 2 10 MKM: CPEIHEE KOJIMYECTAO HACTHI - HE
HacTHus! 2 25 MKM: Gonee 6000 /raxon
0/ daxon YacTHLB! 2 25 MKM: CPC/IHLE KOUHUECTRO HBCTHL - NE
Gonee 600 /bnakon
Colour Does not exceed the reference standard | The color of the solution should not exceed the
GYs reference standard GY's
LipeTHoCTE He npessiwaer aranon GYy Oxpacka pacTBopa He A0/KIA NPEBHULATE ITAN0H
GYs
Clarily Keeps requirements The solution should be ¢lear or the opalescence of the
solution should not exceed the opalescence of
reference suspension I,
TIpoapauHoCTL Bolaepiusaet Tpedouaina Pacteop aosken SLiTL NPOIPAUHLIM HIH

ONATECUCHIHA PACTBOPA HE AOIAKHE MPCBLILATH
onaiecueHuHio ranona L

Related impurities 0.02% Metronidazole impurity A — NMT 0.15 %

Any other unidentified Impurity —NMT 0.13 %
0.04 % Total impurities = NMT 1.0 %

Pojctaennule IMpumeck A MeTponiasona — He Gonee 0,15 %

TIPHMECH (1.1 % Jiofias Aipyras HEHICHTHHIMPORAHHAN TIDHMECH —
ne Ganee 0,15 %

Cymma npumecc — ne Gonee 1,0 %

Nitritcs Docs not exceed The optical density of the test solution at a wavelength
of 524 nm shall not exceed that of the standard
solution.

HutpHT™ He npesnimaer OnTHYECKRS NIOTHOCTE HCHLITYEMOrO PACTAOPA NpH
AAMHE BOAHLL 524 MM HE ZIUDKHA TIPERBILIATYH
ONTHYECKYIO NJIOTHOCTL CTEHARPTHONQ PACTIOPA.

Assay of 101.5 % i.e. 5,08 mg/ml 90.0 - 110.0 % of the label claim , i.e. 4.50 - 5.50

Metronidazole mg/ml

KoaunectseHHOE 101,5 % 7.e. 5,08 Mr/M 90,0 - 110,0 % OT HOMMHANLHOTO COAEPXAHMKA,

CONCPKANHE 1.6.4,50 - 5,50 Mr/ma

Merpotnaasona

Assay of Sodium
chloride
KoumM4eC IBCHAOS

99.7 % i.e. 7.873 mg/ml

99,7 % 1.8 7,873 Mi/ma

95.0 - 105.0 % of the label claim,
i.e. 7.505 - 8,295 mg/ml
95,0 - 103,0 % oT HOMHHAALHOI'O COACPKAHNA,

cosepokanme r.e. 7,505 — 8,295 mrimn
Harpua xnopuja
Storage Al temperature not exceed 30 °C protected | At temperature not exceed 30 °C protected from light.
conditions from light. Don’t frecze. Don’t freeze,
Yeaosus T1pu Temueparype He sbiwe 30° CB I1pu Temneparype e Buiuig 30 ° C B 3a0HUICHHOM OT
XpAHCHHA JALKLICHHOM OT cBeTs MecTe, He ceeta mecre. He samopaxusars,
JAMOPAKHBATE.
Shelf'life 3 years 3 years
Cpok roiaHocrx 3 roaa 3 rona

Crpanuia 3 w3 3
Russia

‘T'he abave sample complies with the prescribed standards of quality
Bruiucykasannbifl 06pascl COOTBETCTRYCT YCTRHOBACHHBIM CTHAGPTAM KaliLCTaa

o

@“.,?i'ﬁbmm ad

QUALITY CONTROL MANAGER
MEHE/DKEP 10 KOHTPOJIIO KAMECTBA




