000 «lOHUK ®APMACBLIOTUKAT NTABOPATOPU3»

Opunuuecxkuil aapec:

Poccun, Mackea 127006, yn. Teepckan, A.18, xopnyc 1, kab. 609
Tenldaxc (495) 642-82-34, Ten, (435) 642-82-35

MHH/KNN 7703550219/771001001 662 18 11

OrPH 1057746834420

HO.JTBBPMEHHE COOTBCYCTBHH

BBO3MMOIO JIEKAPCTBEHHOr 0 Npenapara TpefoBanuam,
YCTAHOBICHHEIM HPH €0 ToCyIapeTReHHoH PErHeTPalHu

Ne 316 ot 04 042021

Cornacrio Mocranosnenns [Ipasutensersa P ot 26.11.2019 Ne1510 «O nopsaxe BROJA b rPaskAAHCKH
0GOPOT AeKaPCTBEHHBIX MPSITAPATOB 4719 MEAHUMHCKOTO IPUMMEHEHUSY,

Toproeos HaHMEHOBAHMS

METPOI'HJI®

Me®ayHapoJHOE HENMATCHTORAHHOE
HauMeHOBaHHE (FPYINHpOsOYHOe
WIH XEMIMeckoe)

Merponnzazon

Jlexapcreensas hopma

pacTop 1A KHGy3mi

Hoauporka

3 MI/MIT

DopmMa BEITYCKE

PACTBOP WA KHYIHH S Mrima
(dnakon) 100 ma x 1 (nauxa KapToHHan)

Homep cepimm ITX21158

Ofben cepun 37683

JlaTa BRITYCKA 03/2021

lonen a0 02/2024 (29/02/2024)

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

(Bee cranum npoHisoncTsa)

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

10unk Dapmaceiotixan JaGopatopus (Ornensune dupmbl «flx. B, Kemuxane
31 Papmaceiotukanc JiTa.n), Haans

Hutam Cenrep, Kpbtao “B”, 4 rax, Xuna Caitkn Poya, Bopas, Mymbaii 400
030, Uunua

Site address
AJIpec [IpOH3IBOACTBEHHOH
TUIOWAaKH

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

VYuacrok Ne 4, ®aza 1V, ILH.AK. Hunactpuwan Apea, [anonn — 394 116,
okpyr: bxapyd, Hupus

Homep ¥ 1aTa perscTpaiioHHOro
VACCTOBEPEHHA

TINO11666/01 o1 07.06.2010 (nara 3amedst PY 10.01.2020)

HoMmep HOpMAaTUBHOH JOKyMeHTa1uu

1 NO11666/01-100120

HauMeHOBARME M aNpec aepkaTens
PETUCTPALEOHHOIO YACCTOREPEHNS

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

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

FOnuk Papmacsiotrkan JaGoparopus (Otnenenve dupmul «Jx. B. Kemukanc
ana Qapmaceorikane Jivan), Unaus

Hunam Cenrep, Kpoino “B”, 4 Draxk, Xuta Caitkn Poya, Bopnu, Mym6aii 400
030, Heaus

OrsercrBenroe anuo auctpuderTopa OO0 «HOrKK PapmackioTHan JlaGopatopuan — CMHPHOBA A.A., MeneKep

no cepTHPHKALLH, npuKas Ne9-OJ] o1 10.08 2020

C ypamennem,
Meneaaep uo cepTHHKausn

000 «I0rEx PapmacsloThkan Jlabopatopus»

CumupHoBa ALA.
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IQUE PHARMACEUTICAL LABORATORIES

HHK @APMACLIOTIREAT JAROPATOPH3

ivision of «b. B. Chenucals & Pharmaceuticals Lid.»)

e Qe silm. b Kexiisane wnn Dapsacuiorikane JiTiey)

Bopan, MywGait 400 030, Huana - Worli, RMumbai 400 030, tndia

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATIH3A
QUALITY CONTROL DEPARTMENT

GTAEN KOHTPONA KAULCTBA

Namie oof the product

Hamanue TPty

METROGYLY 100 ml polyethylene vial in cardboard pack
(Solution for infusion 5 mg/ml)

METPOIHE® 100 Ma moaudTaiaenosniil Uakon B pauke
KAPTOHHOH

(pacTBop L sy smi 5 mo/mMa}

Registration certificate

and daic

Homep v aata PerncTpansonnoro
VAOCTOBCDCHHA

11 NO1I666/01 o 07.06.2010

Batch #
Ccpun Ne

[IX21158

Manufactured
UIpOR3RCICHD

Valid to 02/2024

Fogen go

0372021

Analytical Report Ne

Assn enaec kit Oruer Ne

17FP21800392 Date 25/03/2021

Jlara

APL, manufacturer of API
HanmMeHOBaHue aKTHBHOH
CYDCTHITMN, HPOHIBOANTENL

Mewrenidazole USP - Aarti Drugs Lid, India
Merponuaazon b.CIUA - Aapa fipare Jita., Hizaua

The analysis was carried out
according to Normative document
Awnamgs spinonuen 0o HJL

11 NO11666/01-100120

Manufacturer

(All manufacturing stages)
lponznoautcie

(Beo craaus uponssoacsa)

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

Ouuk ®apsschiomkan Jaboparopus (Orvaenenne fupast «/lx. b
Kenuranc sup @apmactiomasane Jins), Huaua

Site address
AJPEC NPOHIBOACTREHHOH
L0/ EH

Plot Ne. 4, Phase 1V, G.1L.D.C Industrial Area, Panoli - 394 1106, Dist:
Bharuch, India.

Yagerok Ne 4, Pasa IV, DK Higacrpsan Apea, lasoms -
394 116, Oxpyr: Bxapyy, Muans

Storage At temperature not exceed 30 °C protected from light. Don’t
XpascHue freeze.
pu remseparype ie apime 30 * C g 3aIIHIICHHOM OT CBETA
Mecie, He 3aMoDQkHBATb.,
Shell kit 3 years
CpPoK Mtioctv 3 voua

Crpanuua 1 w3 3
Russia




TESTS RESULTS STANDARDS
MOKAATESH PEIVILTATH ; CrAHIAPTHE .
Description A cleur pale yellow solution A clear golouriess to pale yellow solution

hncarne

[pespatnntii pretop 07 CROTAC- KEATOro |

UACTE

| HEATOFO HACTE

[Mporipaussii pacTeop 0T HECUBETRON L0 CASTING-

Identitfication
Hoanunsects

A. Metronidazole
HPLC

Keeps requirements

The retention time of the major peak in the
chromatogram of the sample solution should
correspond to peak of metronidazole in the
chromatogram ot the standard selution

A, Metponuaason | BrigepauaicT Tpebonddns HpeMs  yOoPAMAZHMA  OCHOEHOIO  [lHK3  HA

BOWX | KPOMOTOFPAMME  HCMMTYCMOIO  PECTBOPA  AOTHHD
COOTHSTOTRURETE  BPUMCHE  YACPAHBAHHA  [1HKS
METPOHHIAIONA HA XPOMITOIPAMME CTARIAPTHOID
pacTBOp

B. Sodiwn Keeps requirements Formation of dence white precipitate with solution ol

Tdentification potassivm pyroantinonate.

reaction Nuaepmusact TpebOBANNL OOpajoBanne  NIOTHOFD oCdika Genord HaeTd o

B. Harpuii RANIUA TIRPOABTAMUHELR PACTBOPOM.

K CCTHCHHLA

PCARIIME

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

ldentificaiion of silver nitrate.

reaction Buaaepwusact mpefonanis Opasopanue  Genore  TROPOAMCTONG  OCAIKE  ©

B Xnopsa PACTBOPOM cepelpa Mt pali.

REYCCTBEHIMA

peaKig ]

pH 5.9 45-70

pH 45320

Extraclable 10283 mid Mot fess than nominal (100 ml}

Volume

Haenexaesmui 102,83 mn He menee nosntapnore (100 Ma)

ofteM _—

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

Endotoxins

baxrepHanbHbie Menee 035 ED Ha | mr He Goace 0,35 ED ga | Mr merpormnaron

U TORC HHBE oo

Sterility Swerile The solution shall be sterile

Creprasioct Crepuassniit Pactaop Acsken BLITH CTEPIABHEM

Anomalous Non-toxic The solution shauld be non-toxic

Toxicity Herokensnui Pacraon aoamen GWTL HOTOKRCHUHRM

Anosannian

TOKCHUHOCTE:

Particulate Matter

Mexaunyeckne

HEIOMCHIN Ahsent Pamiculate contamination should be absent by visual

Visible Orevrerayor inspection

Branmpie Mexatueckue BRIBOHEHHS J0DKHE OTCYTCTROBATH
[P BUEVATRHOM KOHTPOOC

Invigible Particles 2 10 pme

0 per vial Particles = 10 gm: average number of particles - nod |

Crpannia 2 u3 3
Russia



TESTS RESULTS STANDARDS
THOKAZATEH PE3YALTATHI CTAHIAPTDL
Particles 2 25 pnt more than 600C per vial,
U per vial Particles > 25 pme average aumber of parucies - nat
more thar 600 per vial,
HenranMpe Hactius = 10 MeM: Hactaus 2 10 MEM. CPRUIHCC XOMRMECTHO wacTay -
7 danaxon e Boznee 6000 /daukon
HYacrnum 2 25 MEM Hooriiget 2 25 MKM CPRAHCC KOAMMCTTEC HBCTHIL -
SRS 0. T 0/ dinaxon we Gonee 000 fduvaweons
Colour Does not exceed the reference standard | The color of the selution should not exceed the
GYs reference standard GY
[acruocrs He npeenitiaer ymanon GYs Qepacka pacTEODA 1E J0IARY H[WERIHIEIE JTAI0H
reeewaencat i e A ﬁx"‘ SN
Clarity Keeps requirements | The solution should be elear or the opalescence of the

Hpopausoon,

Beiagpausaet tpedopaina

selution should not exceed the epalescence of
reference suspension L.

Pacteop aoaaci OBiTh APCIDETHBLIM WK
ONANCCUCHITHA PACTROPA HE JOTHIE NPCHEIIATL
OHAACCHCHIHIO 118304 1.

Related impurities

01.02 %

0.03 %

Metronidazoie impurity A - NMT 015 %
Any other unidentified imnpurity - NMT O 15 %
Total impuritics = NMT 1.0 %

PojcTeesse ITpnsecn A merposiaasona - ue Bonee 0,15 %

SIPHMECH G.05 % ThoGas apyras HCEICHTAGHIHPORLITIAL NPUMECH ~
ne bonee 0,15 %

. Cynemia npumecelt - ne Gonee 1,0 %

Nitrites Does not exceed The eptcal density of the test solwien at §
wavelength of 524 nm shall not exceed that of the
standard solution.

Hurpurs: He npepiinaer ONrrUeckas NA0THOCTE HCMBITYEMOTO PACTHOPE NP

Jngie BonHED 524 HM MU JOAMHA (I peRLINATE
OFTHUECKYH) IO THOCTE CTAHIAPTHOIO PRCTHOPL.

Assay of

Metronidnzole mg/mi

Koamseomemioe 1005 % 1.e. 502 mrisa 90,0 - 110,0 % 0T HOMBUAILKOIG COASPAEHNS,
COMPRARAT Te. 4,50 - 5,50 mrima

Merposngasons

1005 % i 5,02 mgiml

Q0.0 - 1100 % of the lahel claim , 1.c. 4.50 - 5.50

Assay of Sodium
chloride

95,9 % ie 7891 mg/ml

95.0 - 105,0 % of the label claim,
ie. 7.505 - 8,295 mg/ml

Kuansccrncnnoe 969 % 1.0 7,891 mr/ma 95,0 - 105,0 % 0T HOMHHAIBHOID COACPHLINN,
COACPKBHIHC 1.6. 7.505 - 8,295 mMriun
Hurpus xaopiaa s
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.
Yenonua Hpu remnepatype e spme 30°C o {Tpn Temueparype He pouitle 307 C 8 3aMmcHiom or
XPUECHHE BREMLCHHOM UT CoeTa MecTe. He esern mecte. He samopamuapars.

IAMODAFFIHAT B, e
Shelf life 3 years 3 years
Cpox rupsoetis |3 roaa 3 roaa

Crpannua 3 uz 3
Russia

The above sample complics with the preseribed standards of quality
Bragievrasannsil 06paict, COUTHCICIBYET YORMOBACHHEM CTAIAPTAM KRUCTTRE

=

S e ten
QUALITY CONTROL MANAGER

MEHEXAEP MO KOHTPOJII0 KAURECTBA

nen'? ¢




