UNIQUE FHARMACEUTICAL LAROR ATORIES
FOHUEK @APMACBIOTHEAA JABOPATOPHS
(A division of «J. B, Chemicals & Pharmaceuticals Lidv)
{Orracaewne dupsint wilic, B, Kewixaae o1, DapMuachio RRRIC i
Bopnn, Mysfaii 400 03¢, Huana - Worli, Mumbat 400 030, 1zedia

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAIH3A
QUALITY CONTRUL DEPARTMENT
OT/ULE KOHTPOJSA KAHECTBA

Nane of the product

Hasnzime npenapara

'METROGYL” 100 ml polyethylene vial in cardboard pack
{Solutien for infusion § mg/ml)

METPOTNIY 100 ma neamymicnontli Guakon B natke
KAPTOHNOI

(pacTsop LM uidiysuii S sise)

Registration certificate

and date

Homep # aa1a PCricTpansonHoro
YAOCT URCPCHHH

TTN011666/01 o1 07.06.2010

Batch #
Cepust Ne

1IX2 1096

Manufactured
Tiponipeieno

(12/2021 Valid to 012024

Fojaen g0

Analytical Report Ne
Anarnaecknit Oruer Ne

17FP2L000145 Date 24/02/2021

Hara

API, manufacturer of APl
HanMeHOBANKE AKTHBHOH
cyDeTanIg, IPOIBOAHTEND

Metronidazole USE - Aarti Drugs Ltd., India
Merporaazon ®.CLUIA - Aapru Jiparc Jia., Hians

The analysis wis carried out
according to Normative decument
Ananns semonnen uo HI

11 NO11666/01-100120

Manufacturer

{All manufacturing stages)
Flpowsoanrens

(Bee crajnu HPOHIBOACTRA)

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

IOmtk Papmacwiornkai Jabopatopus (Otaenchine pupsnl allx. b
Kenuane 1 Gapsacwiotukane Jiry), Huis

Site address
AZpee BpOMEBOACTRCHHOH
TV R

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

Vaacrox N 4, @asa 1V, NHJLK Hogactpean Apea, Hanom -
394 116, Oxpyr: Bxapy4, Unaus

Storape At temperature not exceed 30 °C protected from light. Don’t
Xparcnnc freeze,
pu Temmeparype He Boiine 307 C B 3auHILCHHOM OT CReTd
mecte. He samopaansare.
Shielf life 3 years
CpoK FOAHOCTH 3 rofa

Crpasuiga 1 H3 3




TESTS RESULTS STANDARDS
NMOKASATERIR| ~ PERYJILTATH CTAHJAPTRI
Digscription A glear pale yellow solution A clear colourless to pale yellow solution
Cumcanne Mpospariieii PacTBOP OT CHCTAV-REATUIY [Tpoapaunii pacisop 01 DECUBETIATE 10 CRCTIO-
UHCTR WEATOrD 1BEYa o R
ldentification
Howmnmoects
A, Metronidazole Keeps requirements The retention time of the major peak in the
HPLC chromatogram of the sample sulution should
correspond 1o peak of metronidazule in the
chromatogram of the standard solution
A, Merpormurson Hulgepansact TpeSonanis Bpems  VICPAHBREHA  OCHOBHOIO  NHKQ  Hd
BOAX XPOMATOrPAMME  JCNLTYCMOPY  PUSTROPA  JOMKHO
COOTBETCTHORATE  BPEMEHN  WACPKHRARNS MK
METPOHMAATOND 1S XPOMBTOIPEMME CTHHARD THOTO
paCTBOAL.
B. Sodium Keeps requurements Formation of dence white precipitate with solution of
Idemification potassium pyreanlimenate.
reaction Bouepmusact 1pebonanis Obpasosatte  0THOMO  ocagra Genore users ¢
15, Haepuii KA HHPIIHTHMOHLIS PRCITHOPOM.
KAMCCTREHHAR
peaxtuia
C. Chlorides Keeps requirements Formation of white curd-like precipitate with solution
[dentification of silver nitrate,
reaction Briaepaugier ipefosadis QOpasosarne  Guaoro  THOPOKHCTOMD  OCAAKA  ©
H. Xnopuam PICTBOPOM Copetipa nHpata.
KAMECTHCHELA
PEAKIHR
pH 5.9 45-7.0
pH 4.5 7.0
Extractable 103.00 ml Not less than nominal (160 mi)
Volume
Hisse ke vt 103,00 s He sence HoMHHAALHOTO (100 M)
ofuem .W
Bacterial Less than (.35 EU per 1 mg Not more than 035 EU per 1 mg of metronidazole
Endowsxins
hukrepratbite Menee 0,35 ED pn | wr He Goaee 0,35 B na 1 mr merpomyiased
AHAMIOXCHHM
Sterility Sterile The solution shall be sterile
CTCPHABIOCTL CrepHitaHblH Pactoop DoaAeH GLITH CTOPHIBHEM
Aromalous Non-toxic The solution should be non-oxic
toxicity Herokcu antii Pacteop flenmed (bl Th HETOKCHYEHBIM
Anomannuan
TOKCHHHOCT
Particulate Maiter
Mexanieckne
HIIOMCHIA Absent Particulate comamination should be ahsent by visual
Visible Qreyicraywr inspection
Bunveie MeXARMMCCKIE BRIDOMCHHA JIO/DKIN QTCYICTBOBATE
TIPH BHSYRIEBHOM KOHTPOIC
Invisible Particles > 10 pm:
0 per vial Particles z 10 pwm; average number ol panicles - not

Crpannna 2 u3 3




TESTS ' RESULTS i STANDARDS

NMOKA3ATEIH PEIYILTATHI ! CTAHAAPTBI
Purticles 2 25 pm: more than GUOG per vial.
0 per vial Particles = 23 ume average number of particles - not
mare than 00 per vial,
Hesnanmne YacTuum 2 10 seuM: Hactunp 2 10 MKM! CPCANSE KOIEHCCTEO MarTHll -
O/ tprakon e Sosee 6O fpaakon
Yactrnm 2 25 mes: YacThid 2 25 MEM! CPOHSE KONHUCCTHO HRCTHIL -
T 0 / dnaxon ¢ Goaee 600 Mumaxon
Colour Does not exceed the reference standard | The color of the solution should not exceed the
GY. reference standard GY
ilsetHocTy He npessizacr stanon GY; QURPacka pacTROPA HE J0NAHI (PCBLILIATE 3TII0H
GY:
Clarity Keeps rcquil‘cmcﬂts: | The solution should be clear or the ;:Iha!ﬂxcen;;“c;;ﬂ;é
- solution should not exceed the opalescence of
reference suspension L
Tpespayanocts Boigepunsact 1peCosaHis | PacTrop AQmAH Ol Th NPOIPRHLIM HITH

OIUICCIICHILIA PRCTHOPA HC JAOUTAMD NPCALIKTS
ONANCCUCHIHIO FTanana L

Related impurities 0.02 % Metronidazole impurity A - NMT 0.15 %
Any other unidentified mpurity -~ NMT 0,15 %
0,03 % Total bmpurities - NMT 1.0 %
Poacrrenime Npasecs A Merpodniaiosa - we Gonee 0,15 %
TIPHMCCH 0.08 % Hiobas Apyrad HEMACHTHDHEHPORIIHAS TTPAMECE -

ne Gonee D15 %
Cyvaoun npuseeceii - ne Goaee 1.0 %

Nitrites Does not exceed The optical density of the test solulion a1 a
wavelength of 524 am shall not exceed that of the
standard solution,

Hutpuri He npeannuaer ONTHUSCKAA TIIOTHOCTE HOILITYCMOND PACTBOPS 1IPH

AasHe sonsel 524 M He A0KNA BRERLIINTL
ONTHYCCRYIO TEIOTHOCTE CTAHIANTHOIG PACTRGNA.

Assay of W00 % 1e 500 mgiml | 90.0- [10.0 % of the label claim , 1.e. 4.50 - 5.30
Metronidazole mg/ml .
Koanaecrucnnoe OO0 % voe. 5.00 srian 90,0 - 110,80 % 07 HOMMHLIEHOTO COACPHKIIHA,
COACPIRANIC .. 4,50 — 550 srima
MeTpoiiaaso P iy
Assay of Sodium 100.1 % 1e 7.905 mg/m! 95.0 - 105.0 % of the label claim,
chloride e, 7.505 ~ K295 me'ml
Kosnuectoenioe 100,1 % r.e. 7,905 sr/vn 95,0 - 1050 %% 07 HOMHHANLHOTO COACPHANIA,
COOCPIRAMME e 7,505 - 8,295 mrimn
Hatpi xaopuaa
Storape Al temiperature not exceed 30 °C protected | At temperature not exceed 30 “C protected from light
conditions from liglt. Don't freeze. Don’t frecze,
Yenowns [Tpit remneparype ne swwe 30° Ce Hpu resnepatype He seiie 367 C 8 30nmmennon or
Xpasein IALLMIICHNOM OT ciera mevte. He caeta Mecte. He samopamuna s,

HEMOPAAHBATE.
Shelf life 3 years 3 years
Cpox roanoctn 3 rona Jrom.

The above sample complies with the preseribed standards of quality .

Brueysasaniplil 00paseu COOTRCTCTAYET FeTAHARICHHAM CTAHAAPTAM KANCCTRI s it |

SR\ e} 302

QUALITY CONTROL MANAGER
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000 «tOHUK PAPMACLIOTUKAN NABOPATOPU3»

HOpugudiecknit agpec:

Pocens, Mockea 127994, yn. Teepckas, 4,18, kopriyc 1, kab. 609
Ten/taxc (495) 642-82-34, Ten. (495) 642-82-35

WHH/KNN 7703550219/771001001 662 18 11

OFPH 1057746834420

IHoaTBep:R/AeHHE COOTBETCTBHA
BBOIMMOTO JIEKAPCTBEHHOTO Npenapara TpeGosanuaMm,
YCTAHORJICHHBIM TIPH €0 I'OCYIAPCTBEHHON perHerpanun
Ne215or (¥ 05 .2021

Cormacko IMocrasopnenus [Tpaeurensersa PO or 26.11.2019 Ne1510 «O mopsiaxe BBOLA B FPKIAHCKHH
06OPOT NEeKAPCTREHHBIX [IPENApaToB U1 METHLMHCKOrO NPUMCHCHHAD,

Toprosoe HAHMEKOBAHHE METPOIHLT®
MexayHapoIHOE HenaTeHToBanuoe | MeTponuaason
HaHMEHOBaHHE (IPYIIIIPOBOUHOE
WIH XHMHYECKOE)

(Bce cTaMM NPON3BQ/ICTEA)

JlexapeTeenHan hopma pacTsop A HAGY3HA
Jloinposka 5 Mr/mn
Dopma BHITYCKA pacTeop wia HHGYIHHA 5 MI/MIT
(¢nakor) 100 mn x 1 (navka kapTOHHAs}
Howmep cepun 11X21096
O6bemM cepun 37603
Jlara BRITyCKA 02/2021
ToneH go 01/2024 (31/01/2024)
HauMeHOBaHME H aapec Unique Pharmaceutical Laboratories (A division of 1. B. Chemicals &
NPOH3BOJKTENA Pharmaceuticals Ltd.), India

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

IOnuk ®apmacktotikan JlaGopatopni (OtaoeseHue dupmer «[Dx. B. Kemukanc
3ug apmaceiotikaic JIta.n), Hanus

Hunam Cenrep, Kpeino “B”, 4 31ax, Xuun Caltxn Poyn, Bopry, Mymbaii 400
030, Humss

Site address
Appec npOK3BOACTBEHHOH
MACLIAAKH

Plot Ne. 4, Phase IV, G.LD.C. Industrial Area, Panoli - 394 116, Dist.: - Bharuch,
India.
Vuactok Ne 4, ®aza 1V, T'HJLK. Hngactpuan Apea, [lanons — 304 116,

oxpyr: Bxapyu, Huaus

Homep ¥ aTa perucTpaudoHHOro TINO11666/01 or 07.06.2010 (nata 3amens PY 10.01.2020)
YAOCTOBEPEHHUA
Homep HOpMaTHBHOH AokyMenTanmy | [1NO11666/01-100120

HaumeHosanue ¥ aapec fepwarens | Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
perucTpauHOHHOTO ynocTorepeHus | Pharmaceuticals Ltd.), India

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

HOunx ®apmaceiotnian Jlaboparopus (Otaenenne dupmbt «[lx. b. Kemukanc
anp ®apmackiorukanc Jitan), Huaus

Henam Cenrep, Kpbuio “B, 4 Drax, Xunn Caiika Poyn, Bopnu, MymGan 400
030, Huaus J

s

OrTeeTcraenHoe nuio gEcTpubntotopa OO0 «lORAK DapmMacbiOTHKAN Jlaboparopui» — CMHpHOBa A A, MEHETKED
110 ceprigukauny, nprxas Ne$-OJ1 or 10.08.2020
b B 3

C yBameHHEM, /‘%\ »
MeHemkep 00 CEPTH "{iggv{ (B
000 «lOnuk Gapwicr iTkan JTaGopaTinian

Cmupuosa A.A.




