UN

IQUE PHARMACEUTICAL LABURATORIES

TOHIK @APMACBLIOTHRAAL NABOPATOPH

{Ad

ivision of of, B. Chomicals & Phannaceuticals Lid.»)

(Omeneine gupmut «Jae, b, Kosisaie 4 Pripatacrrornsuae g »)
Bopan, Myscai 400 030 Husma - Waorli, Mumbai 400 030, lndia

CERTIFICATE OF ANALYSIS
CEPTHRHKAT AHAIHIA
QUALITY CONTROL DEPARTMENT

UTHEN KOHTPCISE KAYECTEA

Name of the product

Hasrauune npenapara

METROGYL" 100 ml polyethylene vial m cardboard pack
(Salution for infusion 3 mg/mi)

METPOTHI” 100 st noyiesreac o s QUIAN0H B HauKe
KEPTONHOH%

(pacrsep Lo nodyasi 5 MM

Registration certificate

and date

Homep naara Perscipamonioro
VAOCTUBLDCH IR

HNGL1666/01 o1 07.06.2010

Batch # THX21102

Cepns No

Manufactured 02/2021 Valid to 0172024
Mposseeseno Fonen o

Analytical Report Ne 17FP21000153 Diate 141212021
Anaioerisecsiui Oraer Ne Jara

AP, manufacturer of API
HanMcronanue aktusiod
CYOCTaHITM, POMIBORTENE

Metronidazole USP - Aarti Drugs Lil., India
Merporaanon .CIA - Aapru Jpave S, Hims

The analysis was carried out
according 1o Normative document
Anwnoe ssinoaHen no 12

T NOTT66G01-1001 20

Manulacturer

(Al manufacturing stages)
Hpomseoamiens

{Bee craann nponssojicieg)

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

Kinmnx Gapuacwornkan Haboparopus (Ovacnenne dipunt o[k, b
Kemukaic s Gapsacsiotikanc M), Hips

Site address
AJpEc IPOIIROACTBLHHOI
TEMOUEIKH

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

Yuacros Ne 4, b IV, FHJLK. Maascrpuan Apca, Hanonw -
394 116, Oxpyr: Bxapyy, Hivys

Storage At temperature not exceed 30 °C protected from light. Den't
Xpaneise freeze,
Hpu Temueparype ne autiie 30 % C B SMUHIICHIOM 07 BT
mecte. He samopasunar.,
Shelf hfe 3 years
Cpox roanoctn 3roua
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TESTS RESULTS | STANDARDS
HNOKAZATE /I . PESVILTATEI o . CTAHAAPTI
Dreseription A tlear pale vellow solution | A clear colocrless to pale yellow solution
Oimptcasne [posspasinai PACTHOp o1 cacino-HenTare | Hpopasinii PATTBEOP 0T (eCHBeTHITO 10 CReT 10
. HELCTY HTTOTO Lieta
Hdentitication | o
Hoazmeroct,
A, Metonidazole Keeps requirciments The rawention time of the major peak i the
HFLC chromatogram of the sample solution should
Seurrespond Lo peak of metroridazole in the
* chromatogram of the standard solution
A Merpouivinion Buriepaisaer mpedoning CBpema yaepsamaiis ocsosnoro  mivea Hu
BIKX | ‘ APOMUTOIPAMME  HCABIYEMOIG pECTIOpE  I0JKHO
; | COQTHCTCTHOBAL S BRCMEHE },‘EL‘]‘]DEI!!!{UI{‘S! fIMKG
(\lffpﬁ'ﬂﬂﬂﬂfm.liii Ha  xpasia l'ﬂ?‘p.‘llﬂ.‘f&" L'?I‘(ﬁl,‘}él?‘ﬂh_;:‘[!
[.Nili’l'!h’}[_‘\;l
B. Sodium Keeps requirements Formation of dence white precipitate with solution of
Idenuficarion POESSium pyroantimonate
reaction Brepsinaer Tpebonanis Ofpasorusne nnotiore ocama Genoro mmera ¢
B. Harpuit Kl HHDOAHTUMONATE PACTBUDOM,
Ka4eCTROHHAR
PeaRUMa
L. Chlorides Keeps requirements Farmation of white curd-like precipitate with salusion
ldentification of silver nitrate.
reaction Briaepasisact mpedoruimm Olipzronanite  GCnoro  mwopokucrore  ocama o
B. Xaopuaw pacTROpOM cepebpa miTaTa.
KASCCTRENNLS
poakiueg - W
pH 59 45-740
pli 4570
Hxtractable HO3.00 sl Nut less than nominal {160 mi)
Volume
Hasnekacaaii 103 .00 sen He senee nosimasstore {100 st}
obbem .
Bacterial Less than .35 EU per | mg Nat more than 635 EU per | myg of metromdazole
Endotoxing
Basiepiawasnnie Menee 0,35 ED nia | e He Gonee 035 ED ua | e MCTPOHM 3010
DHAOTURCHHAL )
Sterility Sterile The solution shall be sterile
Crepuasnocrs Crepuasnmii PacTsop Boames Butn crepmibHm
Ancnalows Non-toxic The solution should be non-toxic
taxicify Herorenamaii Pactsap nomkei Guite HETORCHY LN
AnoMansias
TURCITHOCTL
Particulate Matter
Mexameeckne
BRI HIN Alsent Particulate contamination should be absent by vistul
Visihle OreyTernyior inspection
Ruyuenense MEXSHICORIC BRIOUMCHHY A0 OTCYFUTROBATH
HPH BHIYAABIOM KOHEPOsC
Invisible Particles & 10 jun;
. { per vzl { Particles > 10 pm: average nwmber of padicles - not

Crpanmia 2 w3 3
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TESTS HESULTS STANDARDS

- PEIVABTATH o STAHIARTEL
Partecles 2 25 s more than 6006 per vial,
G per vial [ Particles 2 25 average number of pasicles - pot

| mare tan SO0 per vial

Hesisiomie Haeriuer 2 [0 aka: Hacrnmg 2 10 sesm: cpeance konmeerao HACTHIL -
0/ anxon e Dostee 6000 ‘daakou
Hacriun 2 25 s ot = 25 sz epesee komtectan Sacng -
- e W awon we oace 500 daaken nr —
Colour Deoes not exceed the reference standard The color of the solution should not excedd (he
GY; reference standird Y.
Lleernoors He npesmuwaet vranon GY, ORPUCEA PACTHOPA HE JAOIKID IPCRAIIT TR 113 0N
e _é_ .. ~ - s T — (i‘i ssasan s b T —
Clarity Koeps requirements The solution should be clewr or the opulescence af the

solution should not exceed the vpuleseence of
reference suspension 1.

Hpoipavioers Brrepisiaet rpefonunns Pacrsop xomwen 6ure npospaas wan

ERL I (Rl B PRATE T ] pﬂ-“Tllﬁtﬂ HY Qonsena upm‘m.lm:l e
(![}jy’m?ﬂﬂll!tllk! Friiona |

Related impurities V 142 % | Metronidazole impurity A CNMT O S
o Aay other unidentified impurity - NMT 0015 %,
0.03 % [ Total impuritics - NMT L0 %
Puaetoenine Hpnaees A setponnaasena - ue Goaee 0,15 %
fpaseecs 0.05 % Joan apyras nenazusinhuuaponarsas APHMECH -

ue Honee 0,15 %

e Cymaa npastecedi - ne fonee 1,0 % -
Nitrites Does not exceed The optical density of the test soluton m 4
wavelength of 324 nm shall not exceed that of the
standard solution,

Hurpiis He npesninzacr Omeseckan nasTHOETL HEH TYEMOr0 pactoops (ipn
AIMHC BOAHEG 524 HM HC I00KHE  BPCBBIETS

ITHUCCRY IO TAOTHOCTS CTHIIPTRONS DACTROPS,

Assay of 9935 % ie 497 mgml 900 - 110.0 % of the Tabel claim | Le. 4.50 . 5.50
Moetonidazole mng'mi
Koaansecraenioe 99.5% e 4,97 mrivg 90,0 - 1100 % 01 HOMBHAZRHOID CoaCALEIIA,
COACPEAHNS .. 4,50 = 5.30 arinn
Metponssona N
Assay of Sodium 998 % e 7884 mginl 95.0 - 103.0 % of the label elaim,
chloride i 7.505 - 8.295 mpimi
Kommectaermioe V9K % re T8R4 mrma 95,0 - 105,0 % o1 HoMUHAREHO O COACPABHYA,
coepRae T 505 - K295 suian
Harprs xnopaau I o
Slorage Al temperieure not exceed 30 °C protected | AL femperature not exceed 30 °C protecied fiom light,
conditions frem light. Don't freeze. Don't frevee.
Yenonuy Hpst tesuieparype ue soime 30°C g lipu rerneparype ve smie 30 ° O s sunpmmenso or
XPaneHis TALMIIEHHOM OT CHeTa MecTe, He coera meeve. He namopasnsars.
SAMODOKHBATL.,
Shelf life 3 years 3 years
Cpok rogmocty 1 3 o 3 roaa
The above sumple complies with the preseribed stmdards of quality WA ;
Bianreywnanuasit ofpanell coOTHOTCT nyeT Yermomentun CTAMANPTAM KaueeTRA (ﬁ:}%.?ﬂ at \pn'ds

QUALITY CONTROL MANAGER
MEHEKEP 110 KOHTPOIO KAYECTBA
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000 «HOHUK ®APMACBIOTUKAT NIABOPATOPH 3

Opuguueckuit appec:

Poccua, Mockea 127994, yn. Taepckan, 4,18, koprye 1, kab. 60G
Ten/cbake (495) 642-82-34, Ten (495) 642-82-35

WMHH/KNN 7703550218/771001001 662 18 11

OrPH 1057746834420

‘.u'w,
% @
" gy

HBHTHCPM EHHE COOTBETCTRUA

BBO3HMOTO JICKAPCTBEHRO0 Npenapara TpeGoBanuam,

YCTAHOBIEHHBIM HpH er0 FOCYNAPCTBeH HOH PEFHCTDALHH

MNe 221 o1 A0 052021

Coraacno Ioctanonnens [pasurenscraa PO ot 26.11.2019 NelS 1 0 «O nopaaxe spona B rpaxadckuii
060opOT AeKAPCTACHHEIX NPENAPATOR 1% MCAWLHHCKOrO NPHMEHEHNA Y.

TDpl"ﬂBO& HaHMEHOBRARMe

METPOI'HT®

HITH XHMHIeCKoe)

Mexaynapoasoe HenateHTOBaHNOE
HaHMeHOBAHHE (TPYNITHPOROYHGE

MeTrpominazon

Jexapersensan dopma

PAcTBOP JUIS MHGY3KI1

Hosuposka

5 mrisn

Dopma BeINYCKA

PacTBOp Ans HHGY3HIA 5 Mo/t

(maxon) 100 M x 1 (nauka KAPTOHHaA)

{Bce crammm nponsroacTea)

| Homep cepun 1x21102
Obben cepun 37843
JlaTa Bumycka 02/2021
lozen a0 01/2024 (31/01/2024)
Haumenosanne u agpec Unique Pharmaceutical Laboratories (A division of J. B, Chemicals &
TPOU3BOAUTENA Pharmaceuticals Ltd.}, India

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

FOunx Dapmacwiotsran Jabopatopus (Oraenenne bupmer «lIx, B, Kemuxanc
341 Dapmacsiotikance Jita»), Huaus

Hiwiam Cenrep, Kpbiio “B”, 4 3rax, Xuna Caik Poyn, Bopan, MymGaii 400
030, Humna

Site address
Allpec IpOH3BOICTBEHHOM
IUTOLANKH

Plot Ne. 4, Phase IV, G.1.D.C. Industrial Area, Panoli - 394 1 16, Dist.; - Bharuch,
India.

Vuactok Me 4, ®aza 1V, UK. Hugactpran Apea, TManonn — 394 116,
okpyr: Bxapyy, Hunus

YAOCTOBEPEHHSA

Homep u aara peructpausonsoro

IINO11666/01 o1 07.06.2010 (zara samenst PY 10.01.2020)

HomMep HOpMaTHBHOH HOKYMERTAIHI

ITNO11666/01-100120

Haumenosaune u anpec gepikarens
PETHCTPALHOHHOTO YA0CTOBCPEHHA

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

1Onux Papmackiotukan Jiabopatopus (Otnenexme dmpmar «Jx. B, Kemukanc
313 Papmacriotuxanc JITny), Hunus

Hunam Cenrep, Kpuino “B”, 4 Brax, Xuun Caiikn Poyn, Bopnu, Myméaii 400
030, Huann

Otsercrsennoe niuo auctpubbictopa OO0 (JOn1K ®apmachiotixan Jlabopatopusn — CMupHona A A, Meugukep

10 cepTROMKanMH, npukas Ne9-Q /] ot 10.08.2020

C yeakeHHeM,
Menemkep no cepruduk
000 «H0unk Capmac

2y,

Cmuprosa ALA,




