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Ne592 ot AL #7202

Cornacuo [oeranosnenns [Tpasutensersa PO o1 26.11.2019 Nel1510 «O nopajke BBojia B rpakiaHCKuil
oBopoT nekapcTBEHHBIX MPENapaTos UIA MEAMIIMHCKOrO TIPUMEHEHHA.

Toprosoe HAHMEHOBAKKE METPOTHJI®
MencayHaponHOe HeMaTEeHTOBAHHOE Merponnaason
HauMEHOBAKME (IPYITIHPOBOYHOE

HIH XHMEHECKOC)

JexapeTpenHas dopma PacTROP Ana HH YIHH
JHoaupoBKa 5 mr/mn

@opMd BLITYCKE pacteop ans ARQysui 5 Mmr/Mn

{dhnaxon) 100 wn x 1 (navka KAPTOHHAR)

Homep cepHd 11X21599

Q6beM CEPHE 37842

JlaTa BRITYyCKa 12/2021

Tonen no 1172024 (30/11/2024)

HaMeHOBAHHE H &Ipec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
TIPOR3BOARTENA Pharmaceuticals Ltd.), India

(Bce cTazH NPOMIBOACTEA)

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

10wk GapmackioTakan JlaGopaTophs (Otnenenne dupmbi «Jlk. B, Kemnxanc
30 QapMaChIOTHKAIC Jita.»), Hanus

Huam Cetrrep, Kpsiio “B”, 4 Brax, XuAi Caiixn Poyx, Bopms, MymGan 400
030, Mnnua

Site address
Anpec npoH3BROACTBEHHOR
MAOIANKK

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

Yuacrox Ne 4, dasza TV, TH LK. Hupactpuan Apea, [Tanonu ~— 394 116,
okpyr: Bxapyy, Huang

Homep ¥ laTa PerucTpalvoHHOro I NO11666/01 ot 07.06.2010 (aaTa samernt PY 10.01.2020)
VI0CTOBEDEHHA
Homep HOPMATHBHOH AOKYMEHTALHK TINO011666/01-100120 A

HauMeHOBAHHE K anpec AepKaTend
PErHCTPRILHOHHOTO Y/IOCTOBEPEHHA

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

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

FOuuk Dapmacriotiian Jlabopatopus (OTaencHue dupmer «x, B. Kemukanc
ana dapMackroTdkane Jitan), Huaua

Hunam Cenvep, Kpuuto “B7, 4 Srax, Xung Calikn Poya, Bopna, MymGaii 400
030, Muans

OTBOTCTBERHOE JIHI0 ARCTPHBRKTOpa OO0 «lOnnK PaPMACHIOTHKAN NaGopartopnan — CMHPHOBA A.A., MEHCIKED
no cepriuKans, npukas Ne9-OJl o1 10.08 2020

C yBaskeHHEM,
MeHepep no cepTHHHKALIT
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHRAJI JABOPATOPH3
{A division of «, B. Chemicals & Pharmaceuticals 1.td.»)

(Otaeneie dupsnt ¢/, b, Kenpraic siu DapmacsioTaraie Jivl v}
Bopau, MymGait 400 030, Hius - Waorli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT
OT/EN KOHTPOJIS KAUECTBA

Name of the product

Haspatine npengpara

METROGYL® 100 ml polyethylene vial in cardboard pack
(Solutivn far infusion 5 mg/ml)

METPOI'AJI® 100 s nommdTHACHOBLIH (k0N B nuuKe
KapronHoi

(pacTop s nidysuii 5 sir/ma)

Registration certificate
and date

Homep 1 aara PerucTpalinonnoro

TINO11666/01 o1 07.06.2010

YAOCTOBEPEHS

Batch # 1X21599

Cepus Ne

Manufactured 12/2021 Valid to 11/2024
[Tpou3BeeHo TojieH 10

Analylical Report Ne 17FP22000023 Dalte 16/01/2022
Ananntuseckuil Oryer Ne Jlata

AP, manufacturer of API
Hammeniopatie aKTHBHOH
cyGCTaHLNH, IPOHIBONHTEN

Metronidazole USP - Aarti Drugs Ltd,, India
Merponmnaazon @.CLIA - Aapru Jlpare T, Mapns

The analysis was carricd out

Alitwins suimnoaneH no HJL

according to Normative document

[1NO11666/01-100120

Manufacturer

(All manufacturing stages)
[Tpous3BoAHTETh

(Bee cTauu POH3BOACTBA)

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

10nuk Gapmacwomnkan JlaGopatopus (Oraenenne dupmnt L. b.
Kemuranc anj @apMachblOTHRAIC Jlra»), Unaua ;

Site address
AZpec N1POU3BOACTECHHOM
N7I0IAAKH

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

Yuactok Ne 4, Daza IV, T HJLK, Hunactpual Apea, [Nanom - 394 116,
Oxpyr: bxapy+, Hugua

Storage | At temperature not exceed 30 °C protected from light. Don’t
Xpatenne freeze.
Mpu Temneparype e ssie 30 ° C B 30UHIIEHHOM OT CBCTA
mecre. He 3aMOpaXHRATE.
Shelf life 3 years
CpoK I'OiHOCTH 3 roua

Crpauuna 1 u3 3
Russia




LIBCTa

TESTS RESULTS STANDARDS
TMOKA3ATEJIH PE3YJILTATLI CTAHIAPTDI
Description A clear pale yellow solution A clear colourless to pale yellow solution
Quucanne [Tpo3pauHhifi pacTROP OT CRETIO=KEATONO [po3patHbtil pacTsop o7 BeciBeTHOrO A0 CHCTHO-

WCATONO LBCTR

Identification
TTOIHHHOCTh

A. Metronidazole
HPLC

A. Merporuaaion
ROKX

Keeps requirements

Buiaepwusact 1pebosanus

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

Bpems  yepkuBaHMS  OCHOBHOro  niKka  Hl
XPOMATOTPAMME  HCMBITYEMOIQ  PacTROpa  AOIKHO
COOTRETCTBOBATL  BPCMCHH  VICPIKHBAHMA  [IHRA
METPOLMAAI0HE 1A XPOMATOrPAMME CTRIAAPTIOND
pACTROPA.

B. Sodium Keeps requircments Formation of dence white precipitate with solution of
Identification potassium pyroantimonate.
reaction DBuiaepxusaet TpeGoBaHHA OGpa3oranye WIOTHOTO 0Ca/ika Gei0r NBCTA ¢ Kanus
B. Harpuii MUPOAHTHMOHATA PACTBOPOM.
Ka4CCTHEHHAR
peaxuus
C. Chlorides Keeps requirements Formation of white curd-like precipitate with solution
Identification of silver nitrate.
reaction Bhijaepaueact TpedoBatna Obpalopanue Genoro TBOPOKMCTOTO OCAAKA €
B. Xuopnas pacToopos cepebpa murpata.
RAUeCTDeHHAN
peaKius
pH 3.9 4,5-7.0
pH 45-70
Extractable 102.33 ml Not less than nominal (100 ml)
Volume :
HapnexaeMbiil 102,33 Ml He menrce somunansioro (100 »n)
abbem
Bacterial Less than 0.35 EU per 1 mg Not more than 0,33 EU per | mg of metronidazole
Endotoxins
Bakrepuaibubie Menee 0,35 E3 Ha | Mr He Gonee 0,35 £ Ha | Mr MeTpOHHA3071a
IHIQTOKCHHAI
Sterility Sterile The solution shall be sterile
ClepiibHocTh Crepuanibtii Pactaop A0JiKeH ObIT CTCPIIBHEIM
Anomalous Non-toxic The solution should be non-toxic
toxicity Herokensiinii Pacroop momielr GLITL HETORCHIILIM
Anomaienas
TOKCHUHOCTD
Particulate Matter
Mexasnucckue
BK/IOMEHHA Absent Particulate contamination should be absent by visual
Visible OTCYTCTBYHYI inspection
Bujumnie MexauHIeCKHE BKIIOMEHUA [OJHHbL OTCYTCTRORATH
npu BHIYAIBHOM KOHTPONE
Invisible Particles = 10 pm:
7 per vial
Crpanvia 2 ua 3

Rusgsia




TESTS RESULTS STANDARDS
NMOKA3ATEJIH PE3IYJILTATBI CTAHJAPTEI
Particles 2 25 um; Particles 2 10 pm: average number of particles - not
0 per vial more than 6000 per vial,
Particles = 25 pm: average number of particles - not
more than 600 per vial.
Henuansnie YacTuust 2 10 MrM:
7/ urakon HactHupl 2 10 MKM: CPEHCE KOTHYECTRO MACTHIL - He
Hactiuer 2 25 ukm: Oonee 6000 /pnakon
0/ dpnaxou YacTHis 2 25 Mk CPE/IHEE KOJIHYSCTBO HACTHLL ~ HE
Gonee 600 /faakon
Colour Does not exceed the reference standard | The color of the solution should not exceed the
GY: reference standard GYs
Upsetnocts He npesniact sranon GYs OKpacka pacTsopa He 1oMikHa NPEBRILATE ITAWIOH
GYs
Clarity Keeps requirements | The solution should be clear or the opalescence of the
| solution should not exceed the opalescence of
reference suspension 1.
IpoapautiocTs Buiacpxusacr rpeGosarng PacTsop nonmken OLITL NPO3pari LM Ml

ONANECUCHIHA PACTBOpA He A0MEHA TIPEBLILATL

onasiecleH M0 3tanona [,

Merponuaasona

Related impurities 0.00 % Metronidazole impurity A ~ NMT 0.15 %

Any other upidentified impurity — NMT 0.15 %
0.02 % Total impurities - NMT 1.0 %

Poacroennnie Lipumecs A MeTponmiasosa - ue Gonee 0,135 %

NpHMECH 0.0 % TlioBan apyras vewaenTHGHUIEpOBAIIEAL HPIMESt
He Gonee 0,15 %

Cymma npumecedi — ue Gonee 1,0 %

Nitrites Does not exceed The optical density of the test solution at a wavelength
of 524 nm shall not exceed that of the standard
solution,

Hirputel He npessiwaer OnTiueckas NIOTHOCTh HEMMTYEMOIO pacteopa upu
JUHMHE  BOJHBE 524 MM He . 1O/DKHA NPEeBLILATH
QUTHYECKYIO ILIOTHOCTD CTAHAAPTHOTO PAcTBOPE.

Assay of 97.8 % ic. 4,89 mg/ml 90.0 - 110.0 % of the label claim , i.¢, 4.50 — 5,50

Metronidazole mg/ml

Koauuecraennoe 97,8 % Te. 4,89 ur/ma 90,0 - 110,0 % oT nomMuuanLIOro CORepuacalms,

cofepRane 1.6, 4,50 - 5,50 mi/mn

Assay of Sodium
chloride

99.5 % i.c. 7.862 mg/ml

95.0 = 105.0 % of the label claim,
i.e, 7.505 - 8.293 mg/m|

Koanuecrsennoe 99,5 % .. 7,862 Mivmn 95,0 - 105,0 % 07 HOMMHAJILHOIO COACPKAHNA,
CO/ICPIKAHHE T.6. 7,505 ~ 8,295 Mr/mn

Harpua xnopuaa

Storage At temperature not exceed 30 °C protected | At temperature not exceed 30 “C protected from light.

conditions from light. Don'r freeze. Don’'t freeze.
Veaopus [lpH Temnepatype He Buiwe 30° C B lpn Temneparype ue seiue 30 ° C B JaumILe 1OM OT
XpaneHHt SHLUMILCHHOM 0T ¢ueTa MecTe. He cueta Mecte. He samopakupats.

3AMOPAKHBATE, e
Shelf life 3 years 3 years
Cpok roasocTs 3 rosa 3 rona

Crpasni@a 3 u3z 3

Russia

The above sumple complies with the prescribed standards of quality
Bruneykasannntii ofpaien coorrererayer YCTAHOBACHHMM CTAHJIADTAM KAYECTRA

oD
a\le\nora
QUALITY CONTROL MANAGER
MEHEJUKEP [10 KOHTPOJIIO KAMECTBA




