000 «lOHUK ®APMACBIOTUKAN NABOPATOPKU3»

HOpuamkyeckud agpec:

Poccus, Mockea 127994, yn. Teepckas, 4.18, kopnye 1, kab. 608
Ten/thakc (405) 642-82-34, ven. (495) 642-82-35

WHH/AKNN 7703550218/771001001 662 18 11

OrPH 1057746834420

TioaTBep:#eHie COOTBETCTBHS
BRBOIMMOTO JIEKAPCTBEHHOTO peniapata TpefoBanuam,
YCTAHOB/ICHHBIM TIDH €10 rocynapcmermoﬁ PETHCTPAIIHA
Ne7lor 7 072021

Cornacuo [Tocranosnenus [pasurensersa PO or 26.11.2019 Ne1310 «O nopsaxe BB0Aa B rpakaaHcKui
0GopoT NEKAPCTREHHBIX NPENAPATOR A9 MEIRLIMHCKOTO IPHMEHEHH,

Toprosoe HaHMEHORAHRE METPOTHJT®

MexayHaponroe HemarentoBanHoe | Merponuaason
HaliMEHOBaHHe (IrpyNIHpOBOUHOE
KIH XHMHYECKOE)

Jekapcraennan dopma | pacteop ais nugvIui
Hosuporka 5 MrimMn
| @opma BrITYCKA pacTBop AkA HHPY3HHA 5 MI/Ma
| {¢uiakon) 100 ma x | {nayxa kapToHHan)
[ Homep cepiu 11X20527
| Ofeem cepun 37843
| JlaTa suImycka 049/2020
I"oaeH o 08/2023 (31/08/2023)
HanMeHoBaHKE H aipec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
MpOH3IBOIHTENA Pharmacenticals Ltd.), India
(Bce craaHs NpoHIBoACTBA) Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

HOunk Papmacsiorrkan Jlaboparopss (Oraenende dupMbi «k. b. Kemuxanc
313 $apmackioTuranc J11ay), Heaua
Hunam Cenrep, Kpeino “B”, 4 Drax, Xuna Calien Poyn, Bopaun, MymGat 400

030, Huuus
Site address Plot Ne. 4, Phasge IV, G.LD.C. Industrial Area, Panoli - 394 116, Dist.: - Bharuch,
Anpec NpoM3BOJICTBEHHOM India.
MIOMAIKH Yuactox Ne 4, daza IV, I M. LK. Huaactpuan Apea, [Tanonu — 394 116, oxpyr:

Bxapyy, Huams

Homep ¥ 1arta perHcTpauHOHHOTe TINO11666/01 or G7.06.2010
YOCTOBEPSHAR

Homep HopMaTHBHOH JokymenTaunn | TTNO11666/01-100120

HaumenosaHue M agpec aepxarens Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
PErucTPALIMOHHOrG YI0CTOBEPEHHA Pharmaceuticals Ltd.}, India

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

[Onuk Papmacworrkan Jaboparopus (Ortaenerne dupmul «jlx. B. Kemuxanc
ana Gapmacsiotukanc Jita.»), HHana

Hunam Ceutep, Kpuine “B”. 4 Drax, Xuua Catiwn Poya, Bopan, MymGani 400
030, Muaus

: i,
OteeTcTBEHHOE AMUO AKCTPHGRIOTOpa OO0 iUk DapMackiivikan I P 5
PykosofuTesih OT/ICa PeréCTPaLMH H KONTPONA kauecTsa, mpukas Nel4:QH ot 05.10.29,2(? 5

.

3» - Bonpaps JLA.

C ypamenuemM,
PYKOBOOHTENL 0TNENA PECHCTPALUMH H KOHTPO/IA KA4eCTBA
Q00 «iOuuk QapmackoTHRAT JabopaTopHin

Gonaaps JLA.




UNIQUF PHARMACEUTICALE LA BORATORIES
IOHMK DAPMACLIOTHREAA JAGOPATOPHY
(A division of w1 13, Chemicals & Pharmacenticals Lidosg
(O neeree gupye il b Kesasane i Qapsacnierianc Jirand
Hopsu, Mybast 200 030, Pivans - Worll. Mumbal 400 030, [ndia

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A
QUALITY CONTROL DEPARTMENT

OTARIE KOUTIOAS KAUECTRA

Name of the product 'METROGYL® 100 ml polyethylene vial in cardboard pack
i (Solition for infusion § mg/ml)

METPOUNIY 100 ma noawyruacioseii gaaxkon s nauke
KapronnoH

ABAHKE NPENAPITHE
Ha JR (pacTrop ik undyiuil 5 mrisu)

Registration certificate [1NOT1666/01 o7 07.06 2010

and date

Homep u aata PerHeTpatHoHHero

VAOCTOREPEHUA

Batch # 11X20527

Cepiia Ne

Manufactured 0972020 Valid 10 082023
L ipouzresena _ Iopen ao

Analytical Report Ne 1TFP20085%] Date 13/10/2820
Anannruueckuil Orver No Jata

APL manufacturer of API Metronidazole USP - Aarti Drugs Ltd., India
Haumenonanye akTHaHoH Merponnsazon @.CHIA - Aapru Jlparc jlra., Unams

cvGoTaNIMH, NPOHIBCIHTEND

The analysis was carried out TTNO11666/01-100120
according to Normative document
Axanui ssinosiHed no HJ{

Manufacturer Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
{All manufacturing stages) Pharmaceuticals Ltd.), India

{IponssoauTess Huuk dapmacsiorukan Jlaboparopus (Ortnencune dnpmel «Jix. B,
{Bee craann nponinogcTsal Kemurae ana Dapmacsioturane Jay), Hugna

Site address Plot No. 4, Phase TV, G.I.D.C. Industrial Area, Panoli - 394 |16, Dist.
ANpec (IPOHIBOACT BEHHOH Bharuch, India.

TUICLIARKH Yuacrok Ne 4, @asa IV, [HJLK, Huascrpuan Apea, Haiond -

394 116, Okpyr: baapyy, Hugua

Storage | At temperature ot exceed 30 °C protected [rom light. Don’t
Xpanenie freeze.

[pu remnepatype te phite 30 * C 8 3a1HUCHHOM OT CBETA
mecre, He sanmopaskHBbats,

Shelf life |3 years

CpoK roaHoc T 3roaa




STANDARDS
CTAHJAPTH]

TESTS RESULTS
MMOKAZATENH | PEI¥ALTATH
Deseription A clear pale vellow solution
OHcanme Lipospaiiil DACTBOP 07 CHLTAQ-EENTAI0

useTg

A clear colourtess to pale yellow solution

TTpO3PAtHEIR PACTEOP OT DECURETHONO 10 CRETAO-
HRATONG UBCTE

Identification
ToxauHBoeTs

A. Metromdazole
HPLC

A. Memokunaazon
BARAKX

Keeps requireinents

Ruaaepaaeaet Tpebosanid

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

Bpema  yagpwupamus  OCHOBHOIC  NHEA KA
XPOMATOIPAMME  HCIBITYEMOTD  PACTROPL  10IDKHO
COOTPETCTROMATE  BPEMEHM  YICDWKHBAHHA (KA
METPOHHIAION HA KPOMATOTPAMME CTAHIIPTHAD
pacTROpa.

Invisible

Particles = 10 pm:
{ per vial

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

reaction BrigepwnsaeT TpeGOBAKHA Ofipasosanite NaoTHORG ocanka Deaora useta ¢
B. Harpuii KATHA IUPRIHTHMOHITS PACTBOPCH,

KAYECTHCHHZA

peaKiHg

C. Chiorides Keeps requirements Farmation of white curd-like precipitaie with selution
Identification of silver nitrate.

reaction Buaepanpaet rpedosannd Obpasosase  Genoro  reopowHcTonn  olaldka  ©
B. Xaopu st pacTBOpOM Cepedpa HHIpaTa,

KA4COTBEHHAN

peakuus

pH 59 45-70

pH 45-70

Extractable 102,50 ml Not less than nominal (100 ml)

Volume

Hagnekaesiill 102,50 ma He meree nomuiabnoro (100 ma)

olivem

Bacterial Less than 0.35 EU per | mg Mot more than €.35 LU per | mg of metronidazole
Endotoxins

GaKTepHATLHE Meuee 035 ED wa | mr He Bonee 0,35 E2 na 1 mr meTpoinaalona
MIOTORCHH ‘

Sterility Sterile ‘The solution shall be sterile

CrepraLiocts Crepuinusidi PactBop A0uKeH GuiTh CTEPUILHAIM

Anomzlous Non-toxic The solution should be non-toxic

toxicity HeTokcH4 Hbil PacToop aoaweH Gl Tb HETORCHUHBIM

AHoMANLEES

TOKCHUHOSTh B ]
Particulate Matter

Mexauuaeckne

REHOHCHHS Absent Particulate contamination should be absent by visual
Visible Oreyremayior inspection

Bunnsbie MeXaHHUECKHE BETOYCUHNA JOIKHBL OTCYTCTBOBATL

NP BHIYITEHOM ROHTPOGC

| Particles > 10 um: average number of particles - not




TESTS ; RESLULTS STANDARDS
NOKA3ATLEIM PEIYABTATBI E CTAHJIAPTLI
Particles » 25 pm: mare than 6000 per vial.
0 per vial Particles = 25 pmy average nuaiber of particles - rot
more than 600 per vial.
Hepugnmbe YacTuis = 10 Mxse Yacrisl 2 T MEM: CPRIHES KOAHMECTRO MACTItL -
IR HETGT ue Gonee 6004 ‘paaron
Hacrut 2 25 MEs Yactuunt > 15 MEM: CpeRMee ROTHMCOTRO H3CTHIL -
6/ guaxon B fig Gonee 600 /prakos
Caolour Docs not exceed the reference standard | The color of the solution should not exceed the
GY: reference standard GY,
Llperuocts He npesmwaer atatos GY. | Owpacka pacTRODa HE LOMAHA (IPEBLIEATH YTRAOH
. GYy
Clarity Keeps requirements The selution should be clear or the opalescence of the
solution should net exceed the opalescence of
reference suspension 1
[IpoapayusoecTs Buaepaupact Tpebosanna Pactnop acimkes OulTh NPOIPAUHLIN 1K

ONAACCICHIMS PACTBOPA HE TOTRHE (IPeHILdTh
ONATEC HEHIIO TanoHa 1.

Related impurities 0.02 % Metronidazole impurity A - NMT 0.15 %
Any other unidentified impurity - NMT (115 %
0,02 % Total inpurities - NMT 1.0 %
Poacteensbic pssecs A meTponnzasona — e fogee 0,15 %
NRHMECH 0.04 % JlioGan apyras HCHISHTHHIMPORIINAA TPUMECH —
! ne bonee (L13 %
o Cyntma npuseceft - me Gonee 10% "
Nitrites Does not exceed The optical density of the test solution wt a
wavelength of 524 nm shall not exceed that of the
standard solution,
Hutpisl He npestaaer OnTHYeckas IOTHOCTE HCIHITYEMOTO PACTRODE NipH
amuue  BoaHK 524 M HE AQKKHA NPEBMUIATR
ONTHICCKY KD WIOTHOCTh CTAHAADTHOND PACTROTA.
Assay of 99.8 % i.e. 499 mg/ml 90.0 - 110.0 % of the label claim | e 4.50 - 5.50
Metronidazele mg/ml
KORHBCCTHEHHOE 99.8 % 7. 4,99 Mr/vn G900 - 1100 % o7 HOMBHATREOTO COACPAEHIA,
coAepKaHe 7.8, 4,50 - 5,50 mrimn
Metposnzaiona x

Assay of Sodium
chionde

99.8 % i.e. 7.582 mg/ml

95.0 - 105.0 % of the label claim.
i.0. 7.505 - 8295 mg/mli

KonmecreenHoe 998 % 1.2 7,882 suvma 05,0 - 105,0 % 07 HOMBHAILHOTO COALPRAHKE,
conepmanue 1.8, 7,505 - 8,293 mrima
Harpun xaopuria i -
Sterage At femperature not exceed 30 “C protected | At temperature not exceed 30 °C protected from light.
conditions from light. Don’t freeze. Don't freeze.
Veaosus Tpy Temneparype we suie 30° Ce [pit Temueparype ue phillie 30°° C 8 Salnueinos or
XPAHSHHR HAHIUEHHOM OT CBeTa mecte. He cpera MedTe. He savopasuaath.
JAMOPAKIBATE,
Shelf life 3 years 3 years
Cpox rofHocT 3 roza 3 roaa
The above sample complies with the prescribed standards of quality .
Briwey sasaisblfl 05PATCH CODTRETCTOYET YOTAHOBICHHRM CTAILIAPTAM KaICCTBA CERLAL S
i "-5‘ %%9@ Qe

QUALITY CONTROL MANAGER
MEHEUKEP 110 KOHTPOJIIO KAUECTBA

r——




