UNIQUE PHARMACEUTICAL LABORATORIES
IOHUK @APMACBIOTHRAJ JIAGOPATOPH3
(A division of «J. B, Chemicals & Pharmaceuticals Lid.»)
(Cracnenmne pupmat &/l b, Kemukane yna Qapmacsioraranc Jit.»)
Bopmi, MymGait 400 030, Hians - Worli, Mumbai 400 030, India

CERTIFICATE OF

ANALYSIS

CEPTHPHKAT AHAJH3A

QUALITY CONTROL DEPARTMENT
OTJIEN KOHTIOSE KAYECTBA

Name of the product

Haseauue npenapara

METROGYL" 100 ml polycthylene vial in cardboard pack
(Solution for infusion 5 mg/ml)

METTOTHI® 100 s noandTivienosblii uiakon B nayke
KAPTOHHOH

(pacTBop st npysuii § mr/ma)

Registration certificate

and date

Homep u gara Perncrpaunonnioro
YAOCTOBEPCHHS

1 NOT1666/01 o1 07.06.2010

Baich # 11X22048

Cepra Ne

Manufactured 0172022 Valid 10 1272024
HponseecHo Tozen no

Analytical Report Ne 17FP22000247 Date 16/02/2022
Ananuruueckui Oryer Ne Jlara

API, manufacturer of API
Haunsenosanne akrHpholi
cyDCTARIMM, TPOHIBOIHTENL

Metrunidazole USP - Aarti Drugs Ltd., India
Merpounpazon O.CHIA - Aapru Jparce JTra., Humus

The analysis was carried out
according to Normative document
Ananus eninojiHen no HJJ

[1NO11666/01-100120

Manufacturer

(All manufacturing stages)
TponsnopuTens

(Bce cranuu npoussoacTna)

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

HOnuk apmacrioruxan JlaGoparopus (Ortaenenne dupmst «/Dx. B.
Kemurane 31 Gapmacsioruranc JItay), Huauns

Site address
Alpece npoU3BOJCTREHHOM
IIOAAKH

Plot Ne, 4, Phase [V, G.1.D.C. Industrial Area, Panoli - 394 116, Dist.;

Bharuch, India.
Yuactok Ne 4, daza IV, M. /LK. Humactpiat Apea, [Tanoan - 394 116,
Oxpyr: bxapyu, Haamua

Storage At temperature not exceed 30 °C protected from light. Don’t
Xpanetme freeze.
Ilpu Temueparype ne serme 30 © C 5 sauMmennoM oT creTa
mecte. He samopaibars.
Shelf life 3 years
Cpok roaiocts 3 roua
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TESTS
MOKA3ZATEJIH
Description

Ouncanue

RESULTS
PE3VJIILTATLE

STANDARDS
CTAHIAPTBI

A clear pale yellow solution

TTpospaunniii pacTsOp OT CBETAO0-KEATONO

HHCTE

A clear colourless to pale yellow solution

Tlpospasnslil pacTBOp OT GECUBETHOTO A0 CBETI0-
HENTOrO HseTa

Identificution
TouIHRHOCT

A. Metronidazole
HPLC

A. Merponnason
BOAKX

Keeps requirements

Beiaepausact Tpedosanng

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

Bpemda  yZepiKuDalMs  OCIOBHOTO  MHKA A
XPOMATOTPEMME  HCMAITYEMOTO  PacTBOpa 0%y
COOTRETCTRORATL  HPCMEHH  VICPAKHBAHIA  11HKa
METPOHI/A30/ HE  XPOMATOIPAMME CTAHIAPTHOrO
pacTRODE,

Baktepuanstbie
JHIOTOKCHIBL

Menee 0,35 ED a1 mr

B. Sodium Keeps requirements Formation of dence white precipitate with solution of
Identification potassium pyroantimonate.

reaction Briaepwupaer 1pedonanis OfpatoraHie NIOTHOTO 0CAAKA GENOTO LURSTA © Kanus
B. Harpuft THPOAHTHMOHATE PUCTBOPUM.

KAYECTBEHHAR

[JCH.KI.LHK

C. Chlorides Keeps requirements Formation of white curd-like precipitate with solution
Identification of silver nitrate.

reaction Buiaepxuraer tpefopanus Obpazonauite  Gel0ro  TBOPOKHUCTOTO  OCAlKa ¢
B. Xnopuus pacteopom cepedpa HuTparta.

KAYCCTREHHAN

peakips

pH ay 45-7.0

pl 45=~17.0

Extractable 102,33 ml Not less than nominal (100 ml)

Yolume

Hannekaemuil 102,33 mn He menee nomuHanksoro (100 ma)

olbemM

Baclerial Less than 0.35 ELi per | mg Not more than 0.35 EU per | mg of metronidazole
Endotoxins

He Gonee 0,35 ED ua | Mr Merpoungasona

Sterility
Crepmibhoctn

Sterile
Crepiiptinii

The solution shall be sterile
Pactoop aoament OLITL CTEPHALHLIM

Anomalous
toxicity
AnoMansnas
TOKCHUHOCTE:

Herokenanniii

The solution should be non-toxic
Pacrsop 10.0KeH GbITh HCTOKCHYHBIM

Particulate Matter
Mexalnyeckue
BIJTIOHEHHA
Visible

Buaumuie

Invisible

Absent
OQTCYICTBYIOT

Particles 2 10 pm:
0 per viul

Particulate contamination should be absent by visual
inspection

Mexanuueckie BEMOMEHHA JIQIKHE OTCYTCTBOHEITI:
Ilpll Tll{'lyﬂ}]}allﬁh‘[ K(‘)"'I‘Pﬂ.llc
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[lpo3pavHocTs

Buiaepsupaer Tpefosanud

TESTS RESULTS STANDARDS
INOKA3ATEJH PE3Y.JbTATLI CTAHJIAPTBI
Particles 2 25 pm: Particles 2 10 pm: average number of particles - not
0 per vial more¢ than 6000 per vial.
Particles > 25 um; average number of particles - not
i more than 600 per vial.
Hemyumanie YacTris > 10 MrM: ‘
0/ unakon YacTiuwt = 10 MEM! CPEAHSE KOJIM'ICCTRO HaCTHLL - He
YacTiil 2 25 MEM: Gones 6000 /dnakon
0/ daaxon YacTus! = 25 MKM: Cpeliice KONINECTBO HACTHL - 1ie
Gonee 600 /pnakon
Colour Dots not exceed the reference standard | The color of the solution should not exceed the
GYs reference standard GYs
Lipersocts Lie npesbimact aranon GYs OKpacka pacTBopa He JIIANE IPEBbILIATL ITAN0N
GYs
Clarity Keeps requirements The solution should be clear or the opalescence of the

solution should not exceed the opalescence of
reference suspension I.

Pacrrop jlosked GLITh NPO3PAYHLIM HiIH
OnanecUeH Mg PACTBOPA 11e IOIANA NPERBILATE
onajecLeHLD Drwivia 1,

Related impurities 0.00 % Metronidazole impurity A - NMT 0.13 %
Any other unidentified impurity - NMT 0.15 %4
0.03 % Tolal impurities — NMT 1.0 %
PoacTsenHbie [pimect, A MeTpoHnausona ~ He Sonee 0,15 %
npuMecH 0.0 % JhoGas Apyran HCHACHTHGHUKPOBAHHAA NPHMECL
| ne Gomee 0,15 %
Cymma npumeced = He doaee 1,0 %a
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.
Hurputet He npesniumaer OnTHieckan MIOTHOCTL HCIBITYEMOTO PacTaopa pH
aande momut 524 MM ne  JI0IDKHR  HPCBLILETH
: ONTHHCCKYHO TEI0THOCTS CTAIIAPTHOTO PACTBUpA,
Assay of 99.9 % i.e. 5,00 mg/ml 90.0 - 110.0 % of the label claim , i.e. 4.50 - 5.50
Metronidazole mg/mli
KonuuecTresHoe 499.9 % T.e. 5.00 mc/mn 90,0 - 110.0 % 0T HOMHHANLHOIQ CORCPHAHMA,
colepKaHne r.e. 4,50 - 5,50 /s
MeTtpouunasona |

Assay of Sodium
chloride
KonmHcersenoe

99.6 % i.e. 7.869 mg/mi

99,6 % m.e. 7,869 mr/vn

95.0 - 105.0 % of the label claim,
i.e 7.505 - 8.295 mg/ml
05,0 - 105,0 % oT HOMUNANLIOTO COASPKARMUS,

xpanenus

JAUHIICHHOM OT cBeta Mecte. [le
AAMOPAKHDBAT b,

COMEIKAHHE T.e. 7,505 - 8,295 Mr/mn

Hutpus xaophaa

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

Yeaosus [pu Temnepatype te suime 30°C 8

TTpy Temnepatype He shiue 30 ° C b 30UHNCHAOM 0T
ceeta Mecte. He 3aMmopakusare.

Shelf life 3 years 3 years

| Cpok roadoctn | 3 roaa 3 roja
“The above sample complies with the preseribed standards of quality s
Buiweyxasanipii 06pa3el COOTBETCTBYET YOTAHOBEHHLIM CTAHMP AN Ka4ecTha e 4\ Dol P—
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000 «{OHUK PAPMACBIOTUKAT JTABOPATOPH3»

I0puanueckait agpec:

Poccun, Mocksa 127008, yn. Teepckes, 5.18, kopnyc 1, kab. 609
Ten/thakc (495) 842-82-34, Ten. (495) 642-82-35

WHH/KNI 7703550219/771001001 662 18 11

OFPH 1057746834420

IToaTBepaienne COOTBETCTBHN

BEO3HMOIO JeKAPCTBEHHOIO MpenapaTa Tpeﬂumnuﬂm,
YCTANOBJICHHLIM NPH €70 rocyAapeTBEHHOH peruerpanun

Ne 620 ot 5. 0Y 2022

Cornacuo [Toctanosnenus [Ipasutenscersa PO or 26.11,2019 Nel510 «O nopsiake BBoAa B rpaAaHCKHI
0BOpOT JIGKAPCTBEHHBIX NPENAPATOB /% MEAHLMHCKOrO NPHMEHSHARY.

Toprosoe HAHMEHOBAHHE

METPOIHJI®

MexAyHapoHOS HENATERTOBAHHOE
HAHMEHOBaHHE (TPYIMITHPOBCYHOE
JUIH XHMIFIECKOE)

Merpounaason

JlexapeTBernan dopMa

pacTBOp A KH)ysHH

JoaupoBka 5 mr/Mn
QopMa BbInycKa pacTeop And HHY3HA 5 Mr/mn
($naxor) 100 Mn x | (mayka kapToHHan)
Homep cephi 11X22048
Obinem cepun 37682
JlaTa BeINYCKA 0172022
Tonc a0 12/2024 (31/12/2024)
Haumenonanue o aapec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
MPOH3BOAHTENR Pharmaceuticals Ltd.), India

(Bee cTafun NPoON3BONCTBA)

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

IOnuk Papmacsiotikan JlaGoparopus (Otnenerne Gupmbl «lx. B. Kemuxanc
aug dapmaceiotikane Jra»), Huaas

Hunam Centep, Kprino “B”, 4 Drax, Xuuzx Cafixn Poya, Bopny, Mymbaii 400
030, Hunus

Site address
Afipec TIpOM3BO/ICTAEHHOM
IUIOMIAAKHE

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

Vuactok Ne 4, @asa IV, MHJLK. Huaacrpuan Apea, Ilasonmn — 394 116,
okpyr: Bxapyd, Muaus

HoMep H J1aTa PErucTpalloHHoro
YAOCTOBEPCHHA

I1 N011666/01 or 07.06.2010 (aara samext: PY 10.01.2020)

Homep HOpMaTHRHOMN NOKYMEHTALHH

IINOL1666/01-100120

Haumenosarue u aapec gepxarens
PETHCTPAIHOHHOTO YAOCTOBEPEHHA

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

FOHek (DapmacsroTakan Jladoparopus (Orzenenme dupmer «/Ix. B, Kemnkanc
3u)1 QapmaceioTaranc JIta»), Miauas

Hunam Cenrep, Kpsino “B”, 4 Drax, Xwng Cakkn Poyn, Bopnu, Mymbait 400
030, Hraua

OTBETCTBERHOE NHLO JHeTpubsioTopa OO0 «lOnHKk MapmacsioTukan Jlaboparopyuin — CmupHosa A A., MEHEIIKCD

no cepradrxawuy, npikas Ne9-OJ1 ot 10.08.2020

C ysaxeHHeM,
Menexep no cepTHOHKauKH

000 «l0nuk QapmacsiwTHKal JlabopaTopian

‘r’-j

Cmupnosa A.A.




