000 «FOHUK ®APMACEKTUKAI NABOPATOPUZ)

Kopuawnaecsui anpec:
Poccun, Mockea 127008, yn Teepcras, 018, kopnye 1, kab. 608
Ten/daxc (485) 642-82-34, ten. (495) 642-£2-35

WHHMANN 770355021 9/771001004 662 18 11

COI'PH 1057746834420

IloaTeepxienne cooTseTCTRUA

BBO3IHMOTO JCKAPCTBEHHOTD TPEnapaTa rpelioBAHESM,
YCTAHOBNEHHBIM NPH €0 FOCYXAPCTBERHON PErRCTPATHE

Ne 446 o1 14 {7 2021

Cornacto Hocranosactis [pasutenscrea PO ot 26.11.2019 Nel 510 «0) nopsake BBOJA B rpaszanHcKuil
060POT JIEKADCTREHHBIX HPETIAPATOR AT MEAMIKHCKOra NPUMCHCHHS N,

q'()prm;oe HaHMeHOBaHNE

METPOTHT®

MexTyHapoaHOe HeMATEHTOBAHHO
HaHMEHOBAHKE (TPYNNHPOBOYKGE
HIH XHMHYeCKoe)

MeTponsaaion

Jekapcrennas dopma

PacTsop w8 HHdryIKHE

O3HpPOBKA

5 Mr/Ma

| opma Bblllycka

pacTeep A%Z HHGYIHH 5 Mr/va
{dnaxon) 100 ma X | (mauka KApPTONHas)

(Bee cTaauu npoussoscTaa)

Homep cepun 11X21395

O6wem ceprn 35123

Hara BENTYCKA 09/2021

I'onen o 08/2024 (31/08/2024)

Hammeroranue H agpec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals & |
TPOH3BOMHTE NS Pharmaceuticals Ltd.), India

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

1OHuK DapMackiothkan Jlaboparopus (Oraenerue Gupmbt «[x. B, Kemuxanc
3ua @apmackoTukanc Jtay), Hagus

Huay Centep, Kprimo “B”, 4 Brax, Xuux Caika Pova, Bopay, Mymbai 400
030, Uraua

Site address
Anpec NPOHIROACTREHHO M
| IUTOIaRKK

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

Vuacrox Ne 4, dhaza IV, I'HLJLK. Mumactpran Apea, Tlanonw — 394 116,
okpyr: Bxapya, Huaug

Homep ¥ nata pernctpaiuosyoro
YJOCTOREPEHHA

TINO11666/01 01 07.06.2010 {sata samern PV 10.01.2020)

Homep HopMaTHBEOM fokyMeRTANMH

[INQ11666/01-100120

Haumenosanue u anpec aepkarens
PETUCTPALHONHOTO YAOCTOBEPEHNT

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

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

I0nux @apmacsiomikan Jlaboparopus (Oraenenue ¢dupmet «x. B. Kemuxanc
3ua Papmaceiotrxanc Jran), Hunns

Hunam Cesrep, Kprito “B”, 4 3tax, Xuna Cabixn Poyx, Bopnu, MymGak 400
030, Hunus

OTBETCTBEHHOE KO nncmﬁﬁmmp& 000 «HOnuk tﬁapmacmommn ﬂaﬁopa‘_rq;:us» ~ CmupHOBa ALA., MEHeIXep
110 cepTHPHKALRNH, MpHKas Ne9-OJ1 oT 10.08.2020 e bty

C yBamennem,
Memneaaep no cepruguralsH

000 «lOnux Dapvackioturan Jabopatopu» |, /
LA

CMupHoRa A.A.




UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK DAPMATUBHITHRA TAROPATOPH]

(A diviion of <) B Chemmica's & Pharmaceeticals Lid v

(Crugencine dupaiat o/l b Koy

AC A BapMacs

swanc i )

Bopam. Myt 404 030, Munes - Worli, Mambai 400 030, [ndia

CERTIFICATE OF ANALYSIS

CEPTHOHREAT AHAJH3A
QUALITY CONTROL DEPARTMENT
O KOHTPOIS KAYECTRA

Name of the product

Hasparnse npenapara

METROGYL® 100 mi polyethylene vial in cardbeard pack
{Solution for infusion 5 mg/mi)

METPOIHI® 100 ma moeandrruaenossiii gaakon s nauwe
KAPTOHHOH

(pacrsop s nndyinii £ mefvu)

Hepistration certificate
and date

Hosep u nara Pervcrpauponnoro |

LENOTT6660] or 07 06.2010

VAOCTOBEDEHHA |
Batch # HIX21395

Cepus No

Manufactured 092021 Valid 1o 08/2024
{pousaegeno Conen a0

Analytical Report Ne 1TFP2L001737 Date 29/09/2021
AnaiHrsseckni Oruer Ne Jata

APL manufacturer of AP}
HAHMEHORRHITE AKTHEHGHT
CYGCTRIHA, TPOMIBOIHTENL

Metronidazole USP - Aarti Drugs Ltd., India
Merpounaason .CLUA - Aapri Hpare Mea, Miaus

The analysis was carried out
according to Normative document
Awaniiy seinonnen no Hjl

HINGIT666/01-100120

Manufacturer

{All manufacturing stages)
Npomasoaurens

{Bee craaum nponssoncrsa)

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

Ounk Papmacuiornkan Jaboparopms (Ornenenne dupss «/bs. b,
Kemuxane sun Oapmacoietvsanc N ), Hunms

Site address
AsIpee NPOMIBOACTREHHON
FEIOULEKH

|

Plot Ne. 4, Phase IV, G.LD.C. Industrial Arca. Panoli - 394 116, st
Bharuch, India.

Yuacrok Ned, dase IV, IH.JLK. Hupacrpuas Apea, Mawoan - 394 116,
Oxpyr: Bxapyy, Hiama

Storage
XpaHetrie

Al temperature not exceed 30 °C protected from light. Don’t
freeze.

Ipnt TeMucparype ne suiuie 30° C B Widier oM 01 crera
secte. He samopmkinare.,

Shelt'life
Cpok romoeri

3 years
Y roza

Crpanmiia 113 3




TESTS

NHOKASATEIN

RESULTS

PE3IYJILTAThI

STANDARDS
CTAHAAPTRI

A clear colourless to pale vellow soluton

[IpospayHElil pacTeop o7 G2CUBSTHONO 10 CRETAD-
HiCJTQIILuBE_I__Zl___ -

Howanunoc
A Metronidarole
HPLC

AL Merpornaton

BIACX

Description | A clear pale vellow soiution

Circanue | HIpoapasnmii pacieop o1 CRCTAO-RCATOrG
- LBCTE

Identification

Keeps requircments

BrgepaupzeT Tpefosanng

The retention time of the major peak in the
chromatogram of the sample soluticn should
correspond 1o peak of metranidazole in the
chromatogram of the standard solution

HFUMSI ygcpz:usamm OCHOBHOD [ {35145 ] H4
Kp(‘lMSTOI‘pBMMt HCTLITYEMOTD) pacTeopa A0JKHO
COOTHETCTRORATE  APEMEHH  VISDKHIAHWE  fitka
METPOHMAASONA HA XPOMIATOIPAMME CTGHIARTHOIO
pacTaopa,

B. Sedium Keeps requirements Formation of dence white precipitate with salution of

Ientification potassium pyroantimonare.

rzaction Rutitepasnaact Tpebonanss OOpasoBasite IIOTHOMO BCalKe Get0i0 {HeTa € Kikiz

5. Hatpuii MAPOANTHMOHATA PACTROPOM,

RACCTHCHHAN

peaKiHa

C. Chiorides Keeps requirements Formation of white curd-like precipitate with selution

Identification of silver nitrate,

reaction Brizepwinact tpebonanua Obpasoranus  §eN0F0  ToopomNcICIo  ocaake ¢

B. Xnopuas pacTeopoM cepzbpa HiTpara,

KAYECTHCHHAN

pakiLas - B u

pH o 59 45-70 ” T

phl 4570

Extractable 102 50 mi Not less than nomigal (100 ml}

Yolume

Hisaekaemuiii 102,50 mn He memee nomuaannuoro (100 ma)

olem | _

Bacterial Less than 0.35 EU per | mg | Not mere than 0.35 EU per | mg of metronidazole

Endotoxins

bakrepnaisiie Meree 0,35 E3 na | mr He Sonee 035 E na | mr verposuzaiona

FHAUTORL ML .

Sterility Seerile - The solution shall be sterile

Crepuastorm. Crepussnuti Pacr8op ROISKeH SRITL CTEPHALILIM

Anomalous Non-toxic The solution sheuld be non-toxic

loxicity Hetokeuauuiii Pactaop nonseH GRITh HCTORCHHIM

AHOsaLHAS

TORCHUHOC Th ~

Particuiate Marter w

Mexatyecene

BRTROUE HHA Absent Particulate contamination should be absent by visual

Visible Cnevrers T inspection

Bamnnesie MexanrIecKie BRKUONCHME J10D4HN OTCYICTRORETE
NP BH3YAILHOM KOHTPOIe

Invisible Particies > 10 pm:

Gpervial

*

Crpanwma 2 gt 3




TESTS

Heguanmme

Calour

PlaeTHocs

| HOKABATEN

RESULTS
PEIYVILTATH
Particles = 25 um:

0 parvial

!

Yactiim 2 10 MaMm:
0/ durakon
HacTHimt = 25 mam
0/ dhaakon

ces aol exceed the reference standard
GYs
He npeswiipaer araean GYs

Clarity

lpespaunoctn

STANDARDS
_ CTAMAAPTLE
i Z W um. average number of particles - not
more than 6007 per vial,
Furticles 2 25 pm: average number of particles - not
more than 600 per vial,

Hatrnust 2 10 MKan. CRENHES KOTHHETTRO YACTHIL - 40
Dojee S00H /fnawow

Yacruiga 2
Gevree 600 dhiaaron e
Tre color of the solution sheuld not exceed the
reference standard GYs

ORpacka pacTEOPA 1 A0 HA TIPCRBILIATE ¥TAAOH
GYe

SOMRMI COCHEE ROTHUSETRO MACTHIL - A¢

Keeps require

Buepactnaet Tpedonanmg

The solution should be clear or the opalescente of the
solution should not exceed the cpalescencs of
reterence suspension L

PAcTrop fosmmen Grith NPOIDAHaIM HIR
CHANECHEHUNA PACTBOPE HE AQIAHE HPEENLIAT b
CHUICCUEHWITO ITANCHA |,

Related impurities 0.00 %% Metronidazele impurity A — NMT 0,15 %

Any other unidentified impurity — NMT (.15 %
.02 %% Total impurities - NMT 1.0 %

Poscreenmnie | [Ipimece A MeTposEMAXIONE - e Gonee 0,15 9%

TIPUMECH .02 % Jlichan apyras moacHTHGHUMPORAKNAR TpMECE
nz fonee 0,15 %

Cymma npumecei — ue Sonee 1,0 %

Nitrites Does not exceed The optical density of the test solution at 4 wavelength
of 524 am shall not exceed that of the standard
solution.

Hutpu He npessmiact OnrHaecsas IIOTHCCTE HCMATYSMOTS PRCTHOPI 1P
annue  sodds 524 HM HE  AOMKED TIpeswimiaty
ONTit1eCKVIO MIOTHOCTE CTRNAADTHOND DACTBOPA,

Assay of 180.5 % i 5,02 mg/mi $0.0 - 110.0 % of the label claim | ie £ 50 - 5.50

Metronidazale mg/ml

KoauuceTeenios 160,55 % 1.e. 3,02 mriup 0.0 - 110.0 % 01 SOMUHATRHOO CONPRAHIA,

conepmanie T.€. 4,50 - 5,50 Mp/na

MeTponmaasona

Assay of Sodium
chioride

99.5 % i 7.860 mg/mi

5.0 - 105.0 % of the label claim,
i.e. 7.505 - 8.295 mg/ml

Koansecraeunoe 99.5 %% 1. T.860 sir/mn 55,0 = 105,00 % 07 BOMMHARLEOIO COALPARHUS,
COUCPHAIE T.e. 7,305 - 8,295 mrima
Hatpus xaopuaa .
Storage At temperature not exeeed 30 °C protected | At iemperature nat exceed 30 °C protected from lght,
conditions from light. Doa't freeze. Don’t frecze.
Yeaosna fpun temneparype we suwe 30 °C i [lpw remneparype ne Beie 30° C B 3aumiiienson o1
XPaHCHHA IRMEIICHIOM OT ¢peTa Mecre, He cBeTa Mecre, He saMopasnaars.

TAMOPAEHRATS,
Shelf life 3 years 3 years
Cpok roaHecTy 3 reaa 3 roaz

Crpannua 3 w1 3

The asove sample complies with the preseribed standards of quality
Bhibeykasanneii 0Bpasel COOTOCTCTEYET YCTAHOBIEHHBM CTAHAAPTAM KA IeCTRA

~

Wf%“\n\eﬂ\?ﬂ‘q

QUALITY CONTROL MANAGER
MEHEJUKEP IO KOHTPOJIK) KAYECTBA




