UNIQUE FHARMACEUTICAL LABORATORIES
IOHHK DAPMACBIOTHRA RABOPATOPHI
(A division of «l. B. Chemicals & Pharmaceuticals Lid )

(Oreaeienie fapsins ol B Kemuxamc »t Dapmuckrotniaie I
Bopa, MywGaii 400 030, Hizma - Worli, Mumbai 400 (30, India

CERTIFICATE OF ANALYSIS
CEPTHOUHKAT AHAJM3A
QUALITY CONTROL DEPARTMENT

OT/ES KOHTPOISL KAMECTHA

Name of the product

Hausanue npenapata

METROGYL" 100 mi polvethylene vial in cardboard pack
{Solution for infusion 5 mg/ml)

METPOIA® 100 s noama rnacnosbiil faakon o nasike
KAPTOHHOH

{pacTBap AN Hudiy nin S vl Ima)

Registrution certificate
and date

Homep it nara Perncipaiioiioroe

11 NO11666/01 o1 07.06.2010

V;{L‘C’i'ﬁﬂcpl:illl)d

Batch # LIX21095

Cepun Ne

Manu factured 0212021 Valid to 01/2024
MpoirsBelicHL Togen a0

Analytical Report No 17FP21000144 Date 241022021
Anamrruuccenii Oruer No Jara

API, manufacwirer of AP1
HaiMeHOBANHE AKTHBHUR
CyOCTANIHH, HPOHIBOAHTCID

Metronidazole USP - Aarti Drugs Lid., India
Merpornaazon G.CLA - AapTi Jpare Thea, Mz

The analysis was carncd out

according to Normative document

Asnarms soinofien no Hif

1 NOT1666/01-100120

Manufacurer

(Al manufacturing stages)
{Tpouspoinieas

{Bce cTagun NpoOHIROACTRA)

Unique Pharmaceutical Laboratorics (A division of J. B. Chemicals &
Pharmaceuticals Lid.), India

10k @apmactiotsan JaGoparopus (Oraeaciue upmur «/lx. b
Kemukane au apsacsioTHrac Jiras), s

Site address
AJpee IPOHIROACTRCHION
TADTIAAKH

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

Yyactok M 4, caza IV, THJLK Hupactpian  Apea, [Mamonn -
394 116, Oxpyr: Bxapyu, Hizams

Storage Al temperature not exceed 30 °C protected from light. Don't
XpasicHne freeze.
Ipn Tesmeparype He suie 30 ° C B JaNUIUICHIOM OT CRETA
secre. He samopamusats,
Shelf life 3 years
Cpok roanocTi 3 rona

Crpansiia T 3 3




TESTS
NOKASATEIH

Description

Onucanne

RESULTS

PE3¥.AbTATHI

STANDARDS
 CTAHAAPTBI

A clear pale vellow solution

Tipoipasubiil PRCTEOP OT CHUTIO-REITOND

NBCTA

A clear colourless w pale vellow solution

poapavineli pacTROp 0T BeeuBeiHora 10 CBCTi-
WCATONO UBUTU

Identification
TMoumnuucine

A. Metronidazole
HPLC

A, Merposnaason
BYAX

Keeps requirements

Brytepacmact ipebopaiud

The retention time of the major peak in the
chromatogram of the sample solution should
carrespond to peik of metranidazole in the
chromatogram of the standard solution

fipems  YAGpAGIRLHI  OCHOBHOTO Tk HiL
XPOMATOIPAMME  HCTLITYeMOID  pacTBupd JIOTRHO
COUTHETCTDODATE  DPEMCUH  YACPWHOAHUN LMK
MOTPOIHAATOAL HA  XPOMATOIPAMMS CrasgapTHOrD
PACTBOpIL.

R. Sodium Keeps requiremients Formation of dence white precipitate with solution of

Identification potussium pyroantimonate,

reaction Dottepaupact tpebusaHits Obpasoparute  MIOTHOMO  OCAIKY Genoro  mpeTs €

b. Hotpsii KIUTHA THPORHTHMOHATA PACTBOPOM.

KAuCCTHCHNRA

poRKIE

C. Chiorides Keops requirements Formation of white curd-like precipitate with solution

ldentification of sitver nivate.

reaction Hrinepusniet TpefoBIHH Ofpusosanne  $eA0r0  TROPORHCTOTD  OC3ARY ¢

B. Xnopuaw pacTeopoM cepebpa muTpaTa.

KAMCCTBEHHAR

| PCRKIA i

pH 59 45-1.0

pil 45-70

Extractable 103.00 ml Not less than nominal (100 ml}

Volume

Hiysncracmmst 103,00 s He menee romunansuore (100 sma)

Bacterial Less thun ©.35 EU per | g Not more than 0.35 EU pcr"l myg of metroniduenle

Endotoxins

BarTepHaibsHLT Menee (L35 ED ua 1 mr He Gonee 035 B2 Ha 1 M7 MCrpoHRiwsons

OTORCHE

Sterility Sterile The solution shall be sterile

Crepuintocts Crepuasnni Pacrrop AGUKCH DRITH CTCPHIBHEM

Anomalous > Non-taxic The solution should be non-texic

taxacity HeTokeHuHR Pacrsop J0/AeH GLITh HETORCHUHREIM

AHUMAIKHEA

TORCHHHOCTE o

Particulate Mater

Mexanuccsne

BRIKMCHNS Absent purticulate contamination should be absent by visual

Visible Oreyreruyon inspection

Buaksere MexaHUHeoKHe BETIOUSHHS AOBKHE DICYTCTHOBATE

[ BICTYAABHOM KOUTROIS

Invisible Particles 2 10 pn

{1 per vial Particles = 10 pm: averape number of particles - not

Crpannua 2 13 3




TESTS i STANDARDS
HOKABATER CTAHJAPTHI
iore than G000 per vial.
Particles = 25 pm: average number of particles - not
- more than 600 per vial.
Hesuanmuic Yagrsie: 2 10 MK Unerurst = 10 MKMD Cpeaned KOAMMECTRO ST =
0/ gaakon e Goree G000 Hpaaxos
Yacrime 2 25 mem Ugerhued 2 25 MEM! CPEANCE ROMIUCCTEO MatiRil -
0/ prsron | ne Goace 600 [haaxon }
Colour Docs ol excecd the reference sandard | The color of the solution should not exceed the
(Y reference standard GYy
[sernocts He npessunner yiwaon GY's OKpACED PACTROP HE AQIAIE HPCULILLLIL FLAAOH
Clarity Keeps requirements T The selution should be clear or the apalescence of the

soluticn should not excecd the upalescence ol
reference suspension k.

TIpoapaunocTs Buacpausact TpelobiHng PacTaop A0aHeH ObiTh IPOINASILIM 11
QEAACCHEHITA PACTBOM 1€ JONKHA PSRBT
oumaceienno yiagona 1

Related impurities 0.02 % Metromdazale impurity A - NMT 0.15 %
Any other unidentificd impurity - NMT 0.15%
(.03 % Total impurities ~ NMT 1.0 %
Poncracnme [IpHMecE A METPOHIILITONE — HE Bonee 0,15 %
TIIEMECH 0.05 % Thofay APyran HEWICHTHHRIMPUBLHHAA JIpIMEck —

ne Goaee 0,15 %
Cymma npumeceit - e Goace 1,0 %

Nitrites Does not exceed The optical demsity of the test soluton at @
wavelength of 324 nm shall not exceed that of the

standard solution.
Hurpuiet He npesmnact ONTIFICCKIA LIOTHUCTL HCTHATYCMOTO PacTROp: I

Atkie  pomiel 524 M HE A0EKHL  (IPCRLULLTE
QUTHUHECKY R FAOTHUCTE CTAHANTHOND PHEC THORE.

Assay of 59.5 % ic.4,.97 mgimi G010 - 110.0 % of the tabel claim , i.¢. 450 - 5.50
Metromdazole mg/ml
Komi4ecTrenioe 90,5 % t.e. 4,97 MMy 90,0 - 1 10,0 % 0T HOMHHLIRHOTO COACPAUINE,
COALPAEHHE 1.6, 4,50 ~ 5,50 mrima
MeTponninsa
Assay of Soedium 96.7 % ic. 7.875 mg/ml 550 - 105.0 % of the Tabel claim,
chloride i.c. 7.505 - B.295 mg/ml
Koaueorseunoe | 99,7 % e 7,875 mrivn 95,0 - 105,00 % 0T HOMUIARLHOTO COICPAIHIE,
COsepARanIe L. 7,505 - R295 mrfun
HaTpaa xnopiia 0
Slorage Al temperature not excesd 30 °C protected | At temperature not exceed 30 °C protected from Hght
conditions from light. Don't frecze. Don’t freeze.
Yenomwus I 1pu Temneparype #e Buwe 307U s [pu Testeparype He e 30° C b JVMTEHIOM OF
Xpauneting SEHLCHROM 0T caeTa MecTe, He cpera mecre, He savopixnRaTh.
g FAMOPUANBAT .
Shelf fife 3 years 3 yeurs
CpoK roanocti 3 roaa 3 roau
The shove swmple complies with the prescuibed standards of quality -~

BratiicyKasaniii oOpPaICU COOTBCTCTBYET YCTAHOBNCHNEIM CTANANPTAM KIIECTRI

a8

QUALITY CONTROL MANAGER
MEHETKEP TI0 KQHERQTIO KAYECTHA

Crpannna 3 3 3



000 «lOHUK ©PAPMACBIOTUKAN NABOPATOPHU3»

KOpuaudeckuit aapec:

Poccus, Mocksa 127994, yn. Teepckas, 4.18, kopnyc 1, ka6. 609
Ten/dhakc (405) 642-82-34, Ten. (495) 642-82-35

WHH/KIM 7703550219/771001001 662 18 11

OrPH 1057746834420

HOﬂTnep)KIIEIIl{E COOTBeTCTBHH
BEOIHMOT0 JIEKAPCTBCHHOIO Ipenapara TpebGoBavuAM,
VCTAHOB/ICHHBIM NIPH €r0 rocyaapcTReHHOH PErHCTPARUHHE
Ne2ldor f§ 05 2021

Cornacko Tocranoenenus [Tpasurensersa PO or 26.11.2019 Ne1510 «O nopaake Beoja B IPAKAAHCKHA
OGOpOT JNICKAPCTBEHHLIX npenaparos s MEJIHLUHHCKOrO NMpHMEHCHAAR.

ToproBoe HAKMEHOBAHHE METPOTHJI®

MexyHapOZHOE HETATEHTOBAHROC MertpouHuaason
HauMeHOBaHME (TPYMNUPOBOYHOE
HIH XHMHMECKOE)

JlexapeTBEHHaA opma pacTBOp A8 HHGYIMH
IHo3upoBka § Mr/Mn
opma BEITYCKa pacTeop Ana Hudy3uid 5 Mr/MI
(gnaxon) 100 mn x | (nauka xapToHHAA)
Howmep cepuu I1X21095
OfneM cepHu 37683
Jata BEINYyCKA 02/2021
T'oneH 10 0172024 (31/01/2024)
HaumeHoBaHue W agpec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
TMPOH3IBOAMTENL Pharmaceuticals Ltd.}, India

(Bce crannm npoRr3BoACTRA)

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

1Onux ®apmacsioraxan JlaGoparopus (Ornenenue dupmer «/bk. B. Kemmianc
anx Qapmackiothkanc Jita.»), Augs

Hunam Centep, Kpsino “B”, 4 Orax, Xunn Caiixn Poyn, Bopiy, Mymbait 400
030, Huous

Site address
Apec NpOHIBOACTBEHHOH
MTOIIAAKH

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

Vuactok Me 4, @asza IV, THJLK. Hupactpuan Apea, Tarvonw — 394 116,
okpyr: bxapys, HuIna

Homep M aTa perucTpausoHHoro

YAOCTOBCPEHUA

T1NO11666/01 o1 07.06.2010 (aaTa 3amerst PY 10.01.2020)

Homep HOPMATHBHOH TOKYMEHTaLRH

TTNO11666/01-100120

HauMeHOBAHHE U aJIpec JepiKaTens
PErHCTPAUMORHOIO YIOCTOBEPEHMA

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

HOnuk @apMacsiotakan JlaGoparopus (Otnenenue dupMbl «flx. B. Kemmanc
31 QapMacklOTHKANC Hta.»n), Ungus

Hutam Cenrep, Kpouto “B”, 4 3rax, Xuun Cadn Poya, Bopnu, Mymbait 400
030, Unges

OtsetcTeenHoe MO gucTpubeioTopa 000 «lOnHK hapmacsioTukan Jlaboparopuay — CvupHOBa A.A., MEHEIKED

10 cepTHHHUKALHH, IPH

C ypaxeHHeM,

MeHemKep 00 Cepy eé.;y?kaum( :
#reproTnican Jabop

000 «¥0uuk Oaé_
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