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CERTIFICATE OF

ANALYSIS

CEPTHOHEKAT AHAJHM3A

QUALITY CONTROL DEPARTMENT
OTHEA EOHTPOIN KAYECTBA

Name of the praduct

Haspanue npenapata

H

METROGYL” 100 ml polyethylene vial in cardboard pack
{Solution for infusion & mg/ml}

METPODHAY 100 awi noam iseHos il daakon i naske
Kapronuoii

{pacrrep A wuhyiuin S srisn)

Registration certificate
and date
Homep i gara POrscTpauninsono

[T NO11666/01 o1 07.05.2010

VAOCTORCPEHN

Batch # 1IX2LE93

Cepita Ne

Manufactured P32021 Vahid o 02/2024
[Ipousaeneno oaeH 1o

Analytical Report Ne 1TEPZLOG0494 Datc 080472021
Anaanrirycckuii Omier Ne Jata

APL, manufacturer of API
HauMeHOBaHHC aKTHBHOH
CYOCTAHIEHH, APOHABOHTC b

Metronidazole USP - Aart: Drugs Lid,, India
Merponnson ®@.CLUUA - Aapry Hpare N, Huaun

The analysis was carried out
according to Normative document
Anamy pemonsen no H1

HNOT1666A1-100120

Manufacturer

(Al manufacturing stages)
[TpoussoanTens

(Bee crazun npoH3EoACTEE)

Unique Pharmaceutical Laboratories (A division of 1. B. Chemicals &
Pharmaceuticals Lid ), India

Konns Dapmacsrotuian JaGoparopirs (Oeaeacnne dupanr «ils. b
Kemuraie aua Papmacwioturanc Jinne), Huaun

Site address
ALPeC TPOMBOICTRCHHO
T KY

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

Yuactok Ne 4, @usa 1V, THIK Huaacrpuan Apea, [lanonn -
394 116, Oxpyr: Bxapyy, Higiun

Storage
Xpanense

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

[Ipu Temnepatype He senue 30 % C B 3aMINEHHOM OT CBETA
mecte. He 5aMopauBaTe.

Shelf hife
Cpox roanoctn

3 years
Jrona

Crpansua T us 3
Russia




T L5 SER—

Identification
Hoamunocm

HPLC

BOEX

B. Sodium

A, Metrenidazole

A, Merporunaasen

Keeps reerements

Huaepswnaaet Tpedonanus

Keeps requirements

TESTS ‘ RESULTS g STANDARDS
TMOKAZATEIH ‘ FPE3VIABTATHE i CTAHIAAPTHI e
Drescription | A clear pale yellow solution § A clear colourless to pale yellow solutiva
i |
Onscanng | [ipeapaciiniil pacTeep UT CHTLIORCIDIY | Hposperuit pecivcp o7 Setuse (0oro 40 €TI0

The retention time of the major peak in the
chrematogram of the sample selution should
correspond 1o pesk of metronidizole inhe
chromategram of the standand solution
Rpema  YACpEWBRAM#E  OCHOAMORD  OIKD WA
KPOMUTOIPUMME  MCHLITYCMOrD  PRCTBOPA 0RO
COOTECTCTROBATE  BPEMEHM  YiCPHHDAHHA  OHEA
MOTPOUI/LEIONA N XPOMATOFPAMME  CTRHIADTHOM
PUCTHOPA,

Formation of dence white precipitate with solution of

0 per vial

Identification potassium pyroantimenate.

reaction Buaepxueact 1pefosanis Ubpaicpanme NAOTHOTO ocama Henore HEETE ¢

b. Harpuit KRHA GHPOAUTHMONATE PACTROPOM.

KAUeCTBCHIANA

peaxud

C. Chlarides Keeps requirements Formation of white curé-like precipizate with sedution

Identification of silver nitrate.

reaction Brigepaunsaet pebosanis Ofpatosakne  GEacro  THOPOXHCTOTG  Ocidaka &

H. Xaopwa pacTROpOM cepelpa muTpaTi. .

KOMCCTHCHUAR

peakuia

pH 59 45-70

pit | 4,510

Extractuble 283 ml Not less than neminal (100 ml}

Volume

Monaexaesui 102,83 mn He mence nosMunanenoro (100 ma)

aiBeM

Bacterial Less than 035 EU per | mg Not more duan 0.35 EU per | my of metronidazole

Endotoxing

BaxrepiaanHue Mesiee 0,35 ED na | wr He Sosee 0,33 ED ua | sr vetpounigions

FHAD T URCHHB B )

Sterility Sterile The solution shall be stenile

CrepuabHOCT Crepaannei PACTBOD JAOMIKCH DRITH GTCPHITRHBIM

Anomatous Noti-toxic The solution should be non-toxic

toxicity Hetorcuyubi Pactsop A07ReH G6lTh HETORCH' HELM

AHOMANLHANA

jl‘ﬂKCM'vHi(N_‘Tb

Pagticulate Matter

MuxgHHeCKHE

BENOUCHHS Absent Particulate contamination should be absent by visual

Visible OTCYTCTRVIOT inspection

Bianmoie | MEXARUNECRHE BKBOHEHUS 0MKHEL 0TCYIC] BUOBATH
| pH BHIVEIBHOM KOHIDOIC

Invisible Particles 2 10 pme: :

Particles = 10 gm: average number of panicles - net

Crpannua 2 w3 3

Russia




RESULTS
PEIYV.IBTATH]

STANDARDS
CTAHIAPTEI

Particles 2 25 pm:
0 per vial

0/ duakon

mere than 6004 per vial,
Farticles 2 25 pm average number of parucles - no
more than 600 per vial.

Hacrius 2 10 MEM; CPCANCC EOMEMCCTBO 430THIL -
e Gonee 6000 Daakon

Hactuusr > 25 MEM? CPOAHCE KONMMECTRO 9OCTHIL -
ne Soace 600 Apnakos

not exceed the reférence standard

Keeps fc:;u}réiﬁenls

Hepnzmuie Uaerinl 2 Mg
07 dnakon

Qacriss: 2 29 srm:

Colour . Docs
GY.

[{uerHoers. He npanuiuaer stanan GY
Clarity
Hpuapatuucin Braepainpact tpetosanma

The coler of ihe solution should ot exceed the
reference standard GY

[)Rpacxa PACTHONA HE JOTHIL MPERLANATYE YTAnGNH
The solution should be clear er the opalescence of the
solution should not exceed the opalescence off
reference suspension |

PucTsop Aoase ObiTh IPOSHIHHBM Kl
GUATCCHSHIGER PRCTROPA HC JOMKHA MPCELINIETS
OIS U HL 0 YTanoHa [

Related mmpuritics 0.02 % Metronidazole impurity A - NMT 0.15%

Any other unidentified 1mpurity ~ NMT 0,15 %
003 % Total impurities ~ NMT 1.0 %

Pojactpesiae Mpustecs A serponnzazona - ue Goace 0,135 %

HPHMCCH 005 % MoGaa apyrad HeHACHTHORIMPOBAHIAA NPIMECh -
e Gostee 0,15 %%

Cvarma npisieceit - we Gonee 1,0 %

Niuiies Does not exceed The opticai density of the test solution at a
wavelength of 524 nm shall not exceed that of the
standard sojution,

Hurpirn He npenpinser Onruaeckan IOTHOCTE HCIBITYEMOTD DUCTBOPE IPH
aAnuHe BonHE 524 MM HC JONKH2 NPEBBILIATL
CHTHHECENIO NIOTHOCTE CIANAIPTHOID PACTROPA,

Assay ol 991 % ie 4.95 mpimi 90.0 - 110.0 % of the label claim , 1e. 4.50 - 5.50

Metronidazole mg/fmt

Konmuectsennos 991 % v 4,95 moima 0,0 - 1100 % OF HOMUHEARHOTD COACPRANIA,

COABpRAHIE r.e. 4,50 ~ 550 win'mn

Meponsaasoan

Assay of Sodium
chloride

997 4% ie. 7.873 mgint

95.0 - 105.0 % of the label claim,
ic. 7.505 ~ 8.295 mg/ml

Konnuectaenuoe 99.7 % 1. 7873 Miviva 95,0 - 1050 %e 0T HOMUHAARHUT G COJICPAGIHHE,
COAZPREHIR 1. 7,505 — 8,295 mr/an
Harpua xnopuaa
Sworage At temperature not exceed 30 “C proweted | At temperature not exceed 30 °C protected from light.
conditions from light, Don't freeze. Don™t frecae.
| Yenoniv Flpu temneparype He gbitie 30 “Cs Tpi remupeparype ne seiue 30 ° C o squsnesnon 01
XpaseHns SAUIHUICHHOM OT CBoTa Mecte. He creTa MecTe, He 3aMopawHiaTh.

IMOPARHEATS. L SRS S, S
Shelf life 3 vears 3 years
Cpok raanocTa 3 rosa 3 roga

The above sample complies with the prescribed standards of quality
Braucyxasannni 06pateil COOTBETCTBYST YOTRHOMICHHEM CIAHAAPTAM Ka4eCTi

Crpanuna 3 w3 3

Russia
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QUALITY CONTROL MANAGER
MEHEJAEP NO KOHTPO O KAYHECTRA




000 «IOHUK ®APMACBIOTUKATN NABOPATOPU3»

Hpuauueckun anpec:
Pocous, Mocksa 127008, yn. Teepekasn, £.18, kopniye 1, ka6, 609
Ten/darc (455) B42-82-34, Ten. (495) 642-82-35

MHH/KNI 7703550219/771001001 662 18 11

QIPH 1057746834420

llogrBepRICHHE COOTBETCTBUH

BBO3UMOT( JIEKAPCTBEHHOTO NPENapaTa Tpedosanuim,
YCTAHOBACHHBIM NPH X0 FOCYAAPCTREHHOI perncTpansn

Ne326 o1 Q4 OF 2021

Cornacuo IMocranopnenus [Tpasurenscrea PO o1 26.11.2019 NelS10 «O nopazxe BROAE B IPa#UaHCKE
0B0pOT NeKaPCTBeHHRIX NPENAPATOR A8 MCAHLIMHCKOr0 NPHMEHEHH.

Toproeoe HAUMEHORANME

METPOI HJI*®

ME)I(JDIHEIPO;JHDC HENATECHTOBAHHOS
HAHMEHOBAKNE (TPYIRHPOBOYHOE
HAH XHMHUECKOE)

Metponsnason

JlekapcTBeHHas Gopma

pacTeop Ans Hudy3uil

Jloauposka

5 Mr/mn

Dopma BRITYCKa

pacTeop Ans wHyauit 5 Mr/MI
(thnaxon) 100 ma x | (nauka kaproHnan)

(Bee crajuy DPOHIBOACTEA)

Homep cepuH I1X21193

Ofnem cepuu 37603

Hara eeimycka 03/2621

Togen a0 02/2024 (29/02/2024)

HauMmeHOBAHHE | afpec Unique Pharmaceutical Laboratorics (A division of J. B. Chemicals &
[POH3BOAMTENL Pharmaceuticals Ltd.), India

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

HOunx Dapmacsiotuxan JaGoparopws (Orzencrne dupsm «Iw. b, Kemukane
aun Gapmacsiotuxane Jra.»), Himus

Hunam Cenrep, Kphino “B”, 4 Brax, Xuna Caitkn Poya, Bopru, MymGait 400
030, Mumws

Site address
Agpec MpoU3BOACTBEHHOT
IUIOIWATKH

Plot No. 4, Phase 1V, G.1.D.C. [udustrial Area, Panoli - 394 116, Dist.: - Bharuch,
[ndia.
Vyacrok Ne 4, ®aza 1V, M LK. Hepacrpuan Apea, [laBonu —

oxpyr: bxapyy, Huans

394 116,

Homep u aTa perHCTPALHOHHOTO
YIOCTOBEPEHHUA

TI NOTL666/01 or 07.06.2010 (nata samenst PY 10.01.2020)

HoMep HOPMATHBHOH IOKYMEHTAUHH

IT NG11666/01-100120

HaumenoBakie H aIpec epiarens
PErHCTPALHOHHOIO YAOCTOBEPEHIL

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

10uuk Dapmacpiotaran Nadopatopus (Otaenenve dupmst «Ix. B. Kemukanc
aua @apmacsioTukanc fraon), Kuaus

Huram Certep, Kpwino “B”, 4 Drax, Xung Cafin Poya, Bopnw, MymGair 400
030, Hunun

OrsercTBeHHoe Mo AucTprbeiotopa QOO0 «IOnuk PapMackioTHkan ﬂaﬁopampm» Cmnpuoaa AA ., meHemKep
no cepruduxauay, npukas Ne9®-0J1 ot 10.08.2020 ; -

C ypameHHeMm,
Meneaxep no ceprHhHKALHK

000 « ik PapmachioTHkan JiadopaTopu»

Cﬁmpnona ALA.




