000 «HOHUK BAPMACHIOTUKAN NABOPATOPU3 =

K puauaeckuit agpec:
Poccun, Mocksa 127006, yn. Teepckas, 4.18, kopnyc 1. kaf. 809
Ten/tbakc (495) 642-82-34, Ten. (495) 642-82-35

MHH/KNM 7703550219/771001001 662 18 11

OIPH 1057745834420

Hoateepsuenne coorercrens
BBOIHMOIO IEKAPCTBERHOTO Npenspara TpefoBanuamv,
YETAHOBACHHLIM NTPM €10 YOCYAAPCTBCHHOH PETHOTPANHN
Ne 426 or ap. (1’ 2021

Cornacko loctanosnenus parwrenscrsa PO o1 26.11 2018 Nel510 «0 niopanke BBOZA B rpwIIAHCKUlE
0DOPOT J1eKAPCTBEHHBIX NPenaparTos [ MEeIHLHHCKOrO MPHMCHEHAR.

Toproroe HawMenosatme METPOLHJI*

Mekayuapoanoe HenareRTosanHOE Metpounzason

HEHMEHOBaHUE (TPYTITHPOROYHOE
| MK XHMUTECKOE)

JlexapctaeHHas dopMa DPACTBOP JUIs HHgy3RiE
| Jlosuposka 5 Mr/mit
Qopma BHIMYCKa pacTsop s HHDY2HH 5 Mr/Ma
(daakor) 100 ma x 1 (nauka kapronnas) -
__Homep cepun 1IX21408
Ofvem cepuu 37923
Jara Beiycka 0972021
T'ogen o 08/2024 (31/08/2024)
Haumenoranue ¥ ajpec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
[IPOH3BO/IHTES Pharmaceuticals Ltd.), India
(Bee cranun npoussozctsa) Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

10nux PapmaceioTukan JlaGopatopus (Otaeienue $upybr «Ix. B, Kemukanc
aua QapmacsioTrkanc JIrny), Uaaua
Hunam Cenrep, Kpsisio “B”, 4 Srax, Xuna Cadka Poya, Bopin, Mym6ait 400

030, Hunus
Site address Plot Ne. 4, Phase IV, G.1D.C. Industrial Area, Panoli - 394 116, Dist.; - Bharuch,
AJIpec NPOHIBONCTREHHOH India.
ILTICLIALKH Yaactok Ne 4, ®asa IV, UK. Huzactpuan Apea, [laHonn — 394 1186,

okpyr: Bxapyy, Huaus

Homep  nata peructpaumonsoro TINO11666/01 o1 07.06.2010 (1aTa samenst PY 10.0 1.2020)
_YAOCTOBEPEHHA
- Homep nopmarusrolt goxymentamin | 11 NO11666/01-100120
Haumenosanue u agpec nepkarens Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
PErACTPALUKOHHOTO YAOCTOREPRHHA Pharmaceuticals Ltd.), India
Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India
HOunk Papmacsrruxan Jlabopatopus (Oraenene Gupmr «[Ix. B, Kemukanc
3HA LapmacsoTHRanc JITH.»), Heaus
Hunay Cenrep, Kpoito “B”, 4 Jraxk, Xuua Caifxn Poyn, Bopnn, Mym6Bat 400
G30, Huans

OTBeTcTREHNOS THUO Anctpubbrotopa, O 1!
no cepTHbikanm, npukas Ne9-O1] o1 10,015 8

C yBasenuem,
Menexxep 1o ceprudukannn

i P CwupHora A A.
000 «l0uux @apﬂgchmmxan’}j




UNIQUE PHARMACEUTIC Al LABORATORIES
HOHHK ©@APMACBIOTHERA.I JABOPATOPHE

(A divisicn of «J
(Crinencuie Pupmst <L

B, Chendteals & Pharmucenticals Lid »)

Kemuraie 3 apmackioTagans s

Bop.tir, Mysail 400 030, My - Worli, Mumbai 400 030. India

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

QUALITY CONTROL DEPARTMENT
AT KOHIPOLS KAMECTBA

Namg of the product

Hazpanue npenapata

‘ METROGYL® 100 ml polyethylene vial in cardboard pack
' {Solutign for infusion 5 mg/ml)

METPOD Y 100 M2 n0oan THICHOBBIA (haako B lauke
KapToHHoi

(pacrsop i nudysnii § sE/MA)

Registration certificate
and date
Hosmep # aata PerdcipatHosHore

11 NOL1666/01 ot 07.06.2010

YAOCTOREPEHHA

Batch # 1EX21408

Cepns Ao i

Manufactured 09/2021 Valid to 082024
Tpoussenaeno { [osten 1o

Analytical Report Ne 17FP21001796 Date 08/10/2021
Ananurubecknii Oruer Ne Jara

API, manufacturer of API
HaumeHoname akTHEHOH
cyGeTanimy, UPOU3BOUTENIL

Metronidazole USP - Aarti Drugs Ltd., India
Merponnnason ®.CLUIA - Aapra Jpare Jira., Hinws

The analysis was carried out
according to Normative document
Ananus ssiioanien no HJ

[1 NO11666/01-100120

Manufacturer

(All manufacturing stages)
[powssonnrens

{Bce cTaidny nponspoacTeal

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

FOuuk apmacuiotukan Jlaboparopus (Oraencuie dupmpr «/lax. bl
Kemukanc anj Gapmacsiorukane Jltan), Hunus

Site address
Apec npor3ROACTECHHOH
[10IAIKH

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

Vuactok Ne 4, Gasa IV, I M.JLK. Huactpuan Apea, llanoam - 394 116,
| Oxpyr: Bxapyy, Huaua

|

Storage
X panenue

H

[ At temperature not exceed 30 °C protected from light. Don't
freeze.

IIpn remueparype e aeiie 30 ° C B 1alpmienior ot csera
! mecte. He saMopakuBalb.

Shelf life
Cpox To/IHOCTH

.. , =

‘3 years
! 3rona

Crpanuia 1 133
Russia




TESTS
| HIOKA3IATT.IH

RESULTS
PEIVIBTATHI

STANDARDS
CTAHIAPTDI

Description

Onucanie

A clear pale yellow solution

Hpospaunstit pacTkop 0T C8CTHO-KRILIOTO
U,HE."IG

" A clear colourless to pale vellow solution

HENTOIU 118eTa

{pospasiiinidl pactBop 0T GCCUBETHO!N 10 CRETII0-

Identification
[oanumrocTs

HPLC

A. Metreaidazole |

Keeaps requirements

The retention time of the major peak in the
chromatogram of the sample sotution shouid
correspond 1o peak of metronidazole in the

| thromatogram of the standard solution

Endotoxins

A, MeTponinaion Bewpausaet pebopanug Bpema  yACDAMBAHKA  OCHOBHOTO (KA M
BOAX XPOMHIOIPEMMC  HCTILITYEMOIC  PACTHOPA  IOUDKHO
COOTBETCTHOBATL BPEMEHH VICpHHBaHHA NHKR

| MCIPOLMAR3OAE 1A NPOMATOTPAMMC CTAHIAPTHOIO
pacrsopa.

B. Sodium Keeps requirements Formation of dence while precipitate with solution of

Identitication potassium pyroantimonate.

reaction Buizepsusaer TpeGouanns | Opatosarue NAOTHOTO 0CaIKa (ea0ro UBeTa ¢ KA

b. Hatpuii | IMPOAHTHMOHATA PUCTIOPOM.

KaueCTBEHHAN

peakis

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

ldentification of silver nitrate.

reaction BuiaepxuBaet TpeboBaHun Ofpaiosanue  Genoro  THOPOAKMCTONO  OUwiaka ¢

B. Xnopuast pacteopoM cepelpa HUTpaTa,

KauecTReHIan

peakuss )

pH 5.9 45-70

pH 45-7.0

— . o i

Extractahle ' 102.83 ml Not less than nominal (100 ml)

Volume |

Hinncraemutii 102,83 mn - He stenee nomuuaisHoro (100 su)

| 00ncM i _

Bacterial Less than 0.35 U per 1 mg Not more than 0.35 EU per | mg of metronidazole

0 per vial

Bakrepuannunie Memnee 0,35 ED na | mr He Samee 0,35 ED na | Mr MeTpoHRIAI002

SHAOTOKCHHBI ! )

Sterility Sterile The solution shall be sterile

CrepuinbHacTs CrrepwibHB A PacTBOp AwsikeH BWTh CTCPIILHLIM

Anomalous Non-toxic The selution should be non-toxic

toxicity Herokenumniil Pacraop nofxeH GblTb HETOKCHYILIM

AnoManuias

TOKCHMHOCTh

Particulate Matter =

Mexauieckne |

BRJHOUCHHS ; Absent Purticulate contamination should be absent by visual

Visible OTCYTCTBYHYT inspection

Buarmeic Mexusuyeckue REIIOYEHNN JOJAHB OTCYTCTBOBATS
NPit BHAYATLIOM KOHTPOAE

[nvisibie ! Particles 2 10 pm:

Crpakiua 2 n3 3
Russia




TESTS

HOKASATEIM |

RESULTS
PE3Y.ILTAThI

STANDARDS
CTAHJAPTBI .

HesMee

Particles = 25 pm:
O per vial

Yacrui 2 10 Mias
0/ dsakon
YacTHuwt > 25 vMrm:
i/ hraron

! Particles = 10 um: average number of particles - not
' more than 6000 per vial
Particles = 28 um: average number of particles - not
more than 600 per vial,

Hactuust > [0 MKM: €PEIIEE KOMIMECTRO HACTHL = HE
- Gonee 6000 /qekon

{ HacTrie > 25 MEM: CPRIHEL KOTHUeCTRO HACTHI, - He
Gogee 600 (uiakeH

Coour

Lire rnocrsn

Docs not exceed the reference standard
GY:

e npestnaer atanos (1Y«

‘T'he calor of the soiution should not exceed the
refercnce standard GYs

an;acxa FN'J.L' mnpa HE JOKHA APCBLIIATE YA
GYs

Clarity | Keeps requirements The solution should be clear or the opalescence of the |
s solution should not exceed the opalescence of
reference suspension |
[MpospausocTs Beiscpiinaer 1peboBanns PactBop Aommen Ghitbh HPOIPUYHLIM 1TH

OMARCCUEHLHY DACTBOPA HE DOIDKHA ANEBLIIATE
| OMANCCHENLHIG TTAIona 1.

Related impurities 0.02 % Metroniduzole impurity A - NMT 0.15 %
! Any other unidentified impurity = NMT 0.{€ %
0.03 % Total impuritics - NMT 1.0 %,
PopcToeHbI [lpsmece A setpounaasony — we donee 0,13 %
IpHMECH 0.05 % Jhobas Zpyras HEHICH!HQHIPOBUHHAL DPHMECH —
e Gonee 0,15 %
| Cymma npumecedi  ne 6oaee 1,0 %
Nitrites Does not exceed The optical density of the test solution at a wavelength
- of 524 nm shall not exceed that of lhe standard
solution.
Hurpurs He npessnuaer Ourpieckan NAOTHOCTE HCNLITYEMOIO PACTROPA NpH
Anupe BOMHBL 524 MM HE JOIAGIA  OpCELILATH
— ONTHHECKYIO TUIDTHUCTH CTAHITAP TIOTO PACTBOPA.
Assay of 98.8 % ie 4,94 mg/ml 90.0 - 110.0 % of the label claim , i.e. 4.50 - 5.50
Metronidazole mg/mi
KoanuecTreHoe 98,8 % r.e. 4,94 Mr/mn 90,0 - 11¢,0 % 0T HOMHIATEHOID COREPHAHNA,
Ccojtepanie L T.e. 4,50 — 5,50 M/
| MeTpotisadsona

Assay of Sodivm
chloride

99.7 % ie 7.875 mg/ml

95.0 - 105.0 % of the label claim,
i.e. 7.505 - 8.295 mg/ml

Komnuecracunoe 99.7% T.e. 7,875 Mr/ma 95,0 - 105.0 % oT NOMHHATLHOTO COACIIKAHMSY,
coaepKaHHe r.e, 7,505 — 8,295 mrima
Harpus xnopnaa | )
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.
Yenosua Hpu texnepaiype e Bwe 30 ° C i Tlpi remnepatype He gougre 30 ° C p saUlHHIRHEOM OT
XPAHCHIS HEUHIIEHHOM OT ¢BeTa mecTe. He cneTa Mecte. He samopakmsars,

FAMOPAKHBATh,
Shelf life 3 years | 3 yeurs
Cpos roghoery |3 roaa [3rona

Crpannua 3 us 3
Russia

The above sample complies with the prescribed standards of quality
Briusey kazannmi oGpasell cooTBeTCTRYCT YCTAHORNCHHLIM CTIHAGPTAM KA4CCTBA

-
o110 | rond
QUALITY CONTROIL MANAGER
MEHE/TAKEP 110 KOHTPOJIKO KAYECTBA




