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Opuauueckun agpec:

Poceus, Mocksa 127394, yn. Teepckas, A.18, kopnyc 1, ka, 609
Ten/bakc (495) 642-82-34, Ten, (495) 642-82-35

WHHIKNM 7703550219/771001001 662 18 11

OrPH 1057746834420

HD;]TBEPMCHRE COOTBETCTBHA

BBO3ZHMOI'O JIEKADCTREHHONO Npenaparta 1peboBanuaM,
YCTAHOBJICHHLIM TIPR €50 FOCYAAPCTBEHHOH peracrpanun

Ne 245 o1 20 042021

Cornacto [ocrauosneuus [Ipasurenscrsa PO o1 26.11.2019 Nel 510 «O nopsazke BBONA B IPAKIAHCKHHA
0GOpOT CKAPCTEEHHBIX TIPENAPATOR U1 MEAULIMHCKOTO IPHMEHEHHAY.

ToproBoe HAKMEHOBAHHE

METPOTH.I®

Mem,u.yﬂapoﬂuoc HENATCHTOBAHHOC
HAWMEHOBAHHe (FPYIIIMPOBOYHOE
WITH XHMHHECKOE)

MeTporngason

JlekapcTReHHag Gopma

pacTBop AUIS HEQY3UH

Jlosuposka

5 Mr/mn

dopma BHITYCKa

pacTBOp I HEY3Ui 5 Mr/mn
(pnakon) 100 mn x | {mawka kapToHHan)

Howmep cepun 11X21082

ObbeM ceprH 37843

Jara BrUTYCK2 02/2021

Tonen 10 01/2024 (31/01/2024)

Haumenosanue H aapec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
NPOUIBOAMTENA Pharmaceuticals Ltd.), [ndia

(Bce cTauM NpOMIBOACTEA)

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

HOnuk ®apmacsioTakan JlaGoparopus (Oraenenne fupmer «/Ix. B. Kemukanc
ann Dapmaceothrainc Jira.»), Huaus

Hunam Centep, Kprito “BY, 4 Drax, Xuun Caiikn Poys, Bopnu, Mym6aii 400
030, Huaus

Site address
AApec IPOK3BOACTBEHHOM
TOIMAAKH

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

Vuacrok Ne 4, Qasza IV, T'H.JLK. Hunactpuan Apea, Mamomu — 394 116,
oxpyr: bxapyy, Huaus

Homep 1 2aTa perycTpalHOEHOTO
YAOCTOBEPEHHS

TINO11666/01 or 07.06.2010 (nara 3amens PY 10.01.2020)

HoMep HOpMaTHBHOH JOKYMEHTALHA

11 N011666/01-100120

HaumenosaHue K agpec Jepkatens
PErHCTPALIMOHHOLO YAOCTOREPEHHA

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

I0nuk ®apmacsiotkan JlaGoparopus (Oraeneune dupmbt «x. B, Kemukanc
3u QapMackrotukanc JIta.»), Uunua

Hunam Cenrep, Kpuino “B”, 4 3rax, Xunz Caiikn Poya, Bopan, Mymbait 400
030, Huaua

OTBeTCTBEHNOE KO AMcTpubEioTopa 000 «lOHuk @apmacioTrkan JlabopaTopHay — CMHpHOBA A.A., MEHETKeED

no cepruukauny, nprkas Ne9-OJ1 ot 10.08.2020
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1QUE PHARMACELUTICAL LABORATORIES

OHHE ®APMACKBIOTHRAJ JABOPATOIH3
(A division of «J, B, Chemicals & Pharmaceuticals Lid.n)
(Oraeaeune dupsnt /L. b Kesuxaae 2100 QapMacsiiiiinc sy
Hopas, MymGasi 400 030, e - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT
OTIHEN KOHTPOIR KAUECTBA

Name of the product

Haspanue npenapara

METROGYL" 100 mil polyethylene vial in cardboard pack
(Sofution for infusion 5 mg/mi}

METPOIHI® 100 ma noamwTwickonsiit daakon B mawke
KaproRioi

(pacrrop nan windy il § Mrisa)

Registration certificate

and date

Homep i gata PerucTpaitnORHOTO
YIOCTCRCPEHIA

i1 NO11666/01 or 07.06.2010

Batch # 11X21082

Cepus Ne

Manufactured 0212021 Valid to 01/2024
[poniseacuo l'osien no

Analytical Report Ne 17FP213061 4 Date 20/02/2023
Apanmruecknil Oruer Ne Jlara

APL manufacturer of AP1
HanMeHonasme axrubioi
CYDCTRHIHH, HPOHIRGAMTEND

Melronidazole USP - Aarti Drugs Lid,, India
Merponnson ®.CUIA - Aapru Jipare Jitn., Muaus

The analysis was carried out
according to Normative document
Ananis seiroanes no HJL

1T NOT1666/01-100120

Manulacturer

(All manufacturing stages)
Hpoussoamrens

(Bee craauu nponInoncTna)

Unigue Pharmaceutical Laboratorics (A division of J. B Chemicals &
Pharmaceuticals Ltd), India

Ouux hapuMacsiomikan JlaGoparopus (Oracnenne gupair «iIx. b
Kemugane 1ma Dapmaceiomsanc Jtan), Hama

Site address
AApEe NPOHIBOACTREHHON
HEIOHEIKH

Plot Ne. 4, Phase 1V, G.LD.C. Industrial Area, Panoli - 394 116, st
Bharuch, India.

Yyactox Ne 4, @asa IV, I'HJK Hepacepuan Apea, Hanong -
394 116, Oxpyr: Bxapys, Huaus

Storage Al temperature not exceed 30 °C protected from light. Don’t
XpaseHHe frecze.
[Ipu Temneparype He Brine 30 ° C B 3alKMUICHHOM OT CBCTA
mecre. He 3aMopaskuBarh,
Shelf life 3 years
Cpok roasocty 3 rosa

Memaunira 1 a3}




TESTS RESULTS STANDARDS
NOKAZATEIN PESY.IRTATH _CTAHJAAPTHI .
Pescription A clear pale yellow solution A clear colourless 1o pale yellow salution
Onscaee TTpespasuii pactsop ot chetno-sentors | lpotpaanil pacTeop or SECHRCTHOFO J10 CBETIO
= RETa A LOIO HETE
Identification
HogimuumocTs
A, Metronidazole Keeps requiseinents The retention tinwe of the major peak in the
HPLC chromatogram of the sample solution should
correspond 1o peak of metronidazole in the
chromatogram of the standard solution
A, Merponmaazos BruaepanBaeT TpebeRINUA Bpems  yJACPHHRAHKA  OCHOBHOIO  DHKZ 13
BOXKX XPOMATOIPAMME  HCRGITYCMOTO  PACTROPA  JIOAMIO
COOTHCTCTHOBATE  BPCMOHH  YACPXRHBUIHA  (IHES
MCTPOHEAAIONE HE  XPOMBTOIPAMMC CTAHAAPTHOIO
pacTeopa
B, Sodium Keeps requirements Formation of dence white precipitate with solution of
Identification potassium pyroaniimonate.
reaction Buueprusaet tpedosanns Ofpasosasne  mactmoY ocalxka Genoro upeTa ©
b. Harpun KANUH TMPOAHTHMORITA PRCTHOPOM,
KAMECTREHHAR
peakius
€. Chiorides Koops requirements Formation of white curd-like precipitane with solution
Identification of silver nitrate.
reaction Bauacpaupaet tpebopuing Obpasonanie  GLioro  TROPOKHCTOTO  OClike ¢
B. Xnopiaw pacTeopoM cepedpa wiTpaTa,
KaHCCTBCHEAR
peaxims
pH 59 45-70
pH 45-78
Extractable 103,00 ml Not less than nominal (100 ml)
Volume
Hasnekaemitii 103,00 mn He senee nosunaasnoro (100 a0
afibem i -
Bacierial Less than 0.35 EU per | mg ot maore than 035 LU per | mg of metronidazole
Endotoxins
Bakrepiianusie Menee 0.35 E3 wa | omr He Goace 0,35 ED na | mr Merponisaasons
WAQTUKCHHEL "
Sterility Sterile The solution shall be sterile
CHepHABHOCTD Crepuminnlii PacTaop A0MKCH DLITL CTCPHIBHEN
Anomalous Non-toxic The solution should be non-toxic
wxicity Herogeuynmi PacTeop aomKeH BLITE HETOKSHYHEM
Anomanuuan
TOKCHMHOCTS
Particulate Matter
Mexanuiecsue
BEGIHOSCHHR Absent Particulate contamination should be absent by visual
Visible Oreyrerayront inspection
Buanmpie MexXausuecKie BEMOUCHHA J10HKRD OTCYICTROBATY
P BUIYRILHOM KOHFPOIE
Invisible Particles 2 10 um:
U per vial Farticles 2 10 pm: average number of particles - 5ot

{vvvraea 3 owar T




TESTS RESULTS ] STANDARDS

NOKA3ATEIHR PE3YJIBTATHI CTAHIAPTHI
Particles 2 25 pm. more than G0 per vial
O per vial Particles 2 25 pme average number of particles - net

mare than 600 per vial,

Hepnamstnie YacTiin: > 10 seene Yactum 2 10 MKM: CPOAHEY KOANMCCTRO SUCTHIE -
07 drraxoi ne Bonee 60H0 /dnnxou
Yacruum * 2§ mest Hacrius: 2 25 MEMD CPEIHES ROUINICOTO0 MacT - |
0/ duiakon He Gomee 604 rdaaxos
Colour Daoes not exceed the reference standard | The color of the solution shoukd not exceed the
Y5 reference standard GY¢
Lseriocts He npesstinger manon GY5 QKpacka pACTROPE HE J0MKHA NPCBRILATE TTAN0H
(Y
Clarity Keeps requirements The solution should be clear or the opalescence of the
solution should not exceed the opalescence of
reference suspension [
[IpospasnocTs Brsepangaet tpebusanmny PacTop A0IDKEH DRTH NPOIPRMHBIM HIK

ONANCCUCHIHA POCTROPE. B2 A0AAID NPLsLilEls
onanecueHIo 3Tanons 1.

Related impurities 0.02 % . Metronidazole impurity A - NMT (.15 %
Any other unidentified impurity « NMT 0,15 %
0.03 % Total impurities ~ NMT 1.0 %
PoactacHune Mpitvecn A merpotinaatana - ne Soace 0,15 %
HRMMCCH 0.05 % Mwlan Apyran HOUACHTHIIMpOBAHIKA TIPUMECE

we Goace 0,15 %
Cymua npuMecei - ve Gosee 1.0 %

Nilrites Duocs not exceed The optical density of the test solution at a
wavelength of 524 nm shall net exceed that of the
standard solution.

Hurrpurm He npessiuact OnTHHcCks ILIOTHOCTL HCNBMTYSMOIO PacTBeps NP
Anube Boans 524 HM NG J0AWHA  (PCUBLHATL
ONTHYECKYIQ IANTHOCTH CTIHAAPTHOTD PACTBOPH.

Assay of 99.1 % l.e 4,96 mg/ml 900 - 110.0 % of the label claim, ie. 4.50 - 5.50
Metronidazoele mg/ml

KoangecTse a0 99.1 % 1. 4,90 Mrfun 90,0 - 1100 % o1 HOMHHAALHOIO COACPAKAHNA,
conepRaHne T.e. 4,50 - 5,50 Mriva

NICTPORN 305

Assay of Sodium 99.3 % i 7848 mg/ml 95.0 - 105.0 % of the label claim,

chloride ie. 7.505 - 8295 mp/ml

Konuvecteennoc 993 % 1. 7.848 mrivn 95,0 - 105,0 % 0T HOMHHAIRHOTO COACKGINA,
COACPIKAHME T 7,505 - 8,295 srima

Hatpus x1opuaa i

Storage Al temperature not exeeed 30 “C protected | At Lgmpemum net exceed 30 °C protected from light
conditions trom Light. Don’t freeze, Don't freeze.

Yeaonua Mpus remacpatype ne ake 10 Ce Tlpu revneparype se peitite 30 7 O 8 sanpoueniom o1
XPAHEHHE JALHLEHIOM OT cBeta mecte. He cucTn secte, He jaMopakueats,
i RO

Shelf tife 3 years 3 years

Cpox roanoetn | 3 roim 1 rona =

The above semple complies with the prescribed standurds of quality
Bracykaianralii 0Gpwicti COOTBCTCTBYCT YOTRHOBACHHBIM CTAHIAPTAM KAMCCTHA P{_&T‘_& . VG
ot e-ite )
QUALITY CONTROL MANAGER
MEHEKEP 110 KO 'll(} KAYECTRA

Crmanra Y ua 3




