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CERTIFICATE OF

ANALYSIS

CEPTHOHKAT AHAJIH3A

QUALITY CONTROL DEPARTMENT
OTIALT KOHTPOJIN KAUBCTRA

Namie of the product

Haasauwe npenapara

METROGYL" 180 mi polyethviene vial in cardboard pack
(Selution for infusion § mg/ml)

METPOIAA® 100 s oo riwienoretit Gassen B naiKe
KAPTOHEOH

{pacTrop s wudvinil S mrival

Registration certificate
and date
Homep 1 nata PerucTpaiHoHkero

[T NO11666/01 or 07.06.2010

VIOUTORCPCHHS

Batch # X211

Cepus No

Manufacturcd 10372021 Valid to 02/2024
[Tpouineacuo lozen a0

Analytical Report Ne FTFP21800493 Dite 07/04/2021
Anamurucerui Oruer No Mara

API, manufacturer of API
Hausenopaiie aKTHBHO
CyOCTRHIMH, IIPONSBOIHTCIE

Metronidazole USP - Aarti Drugs Lid, India
Merpompasoa PLCHA - Aapra dpare Jien., Hagen

The analysis was carned out
according to Normative document
Asnnt puinoneen o HJA

[ NG L666/01-100120

Manufacturer

(ALl manufacturing stages)
[ipomnonnrens

{Bee crannu nponssoncrsa)

Unigue Pharmaceutical Laboratories (A division of J. B. Chemicals &
Pharmaceuticals Lid), India

Kounk apmaceiomiran Jlaboparopus (Oraencune dumpusr «/Ix. b,
Kemuraze 9ui dapmacsiomraie JTran), Wi

Sile address
AJIPEC LIPOIIROCTREHNOTH
TUIOURKH

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

Yuacrox Ne 4, dasa 1V, TWHJIK. Huascrpuas Apca. lanomm
394 116, Oxpyr: Bxapyy. Hius

Storage At temperature not exceed 30 °C protected from light. Don™t
Xpateune freeze.
[lpu remuepatype ne gpine 30 ° C B 3a0ANICHHOM OT CBETH
mecre, He samopauBars.
Shelf life 3 years
Cpok roasccTi 3 roma
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TESTS RESULTS STANDARDS
HOKASATETH _I'E k):.;[l;'!hf‘b[ CTAHJAPTHL
Descriprion f A clear pale vellow solunon A clear celourless W pule yellow solution
Onciatne Hlpospasnnlit protsop o1 eserau-wentoro | Fpenpasinil pactoop 07 SECUBeTIONO 40 eacTin-
HECTR FCTOUG [HeTa
Idenutication
Hoanusocr. i
A. Metronidazole | Keeps requirements The retention time of the major peak in the
HPLC | chromatopram of the sample selution should

AL Metponnaases |
BOXX

BrCp#AHBACT TPefORIRNE

corregpond ta peak of metronidazale i the
chromatogram of the standard solution

Bpomd  yACpKHBAING  OCHOBROIG  DHK3 Ha
XPOMBTOIPAVME  HCHBIIYVCMUIC  PACTROPA | A0AKHO
COOTRETCTHORAT  ADCMCINY  VICDANBIHHA  (1HK
METPOHMANIONE HA  XPOMITOIPAMME  CTALAUPIHOIY

i | pacTaopa.
B. Sodium E Keeps requirements | Formation of dence white precipitate with solution of
Fdentification | potassium pyroantimonate,
reaction Bavacpamsaer rpelosanig LQEpatoBANNE DADTHOIO ocdaka COAOro ueeta ©
B Hatpuii KATHA THPOUHTHMURATA PACTHOPOM.
RAMCCTRCHHAS
PERKIHA
€. Chlorides Keeps requirements Formation of white curd-like precipitate with solution
Identification of silver nitrate.
reaction BaLuepkupaet Tpeiosanig Obpasomanie OO0 IROPUMHGTONT  OCEIKd ¢
B. Xaopuas pacrropow cepelpa wisTpata,
Ka4CCTBEHHAA
PLaKima S sl
pit 5.9 45-7.0
pH 45-70
Extractable 102,83 mt Naot less than nominal { 100 ml)
Yolume
Miunexaesi 102,83 s He menes voMuHameero (100 ua)
OGhEM 1
Bacterial Less than (.35 EU per | mg Not more than 0.35 EU per 1 mg of metronsdarole
Endotoxing
Bakrepaibane Meyee 0,55 ED na | sr He Goxce 0,35 BT na | M merponnansons
A0 OKCItLL
Sterility Sterike The solution shall be serile
CIepRabRoCTL Crepuapiisai PacTeop AomiKcH DLITE CTEPHALHEIM
Anomalous Non-toxic The solution should be nen-toxic
raxicity Herokenuumii PacTBOp A0MHEH ORTH HOTOKCHYHBIM
Anomunsnas
TORCHYNOCTS
Particulate Matter
Mexauiieckie
BRAKMCHIA Absent Partculate contamination should be absent by visual
Visible Oneyicreyior inspection
Bianwie C MexaHpmeckie REAKMCHHE  J10JBEHEL OTCVTCTHOHITE
HPH BHIVAILHOM KOHTPOAC
Invisibie Particles 2 10 unv:
0 per vial Particles 2 10 um: average number of particles - nol
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THCICK -
O per vial

; STANDARDS
 CTAHJAPTHI
i more than 6000 per vial,

| Particles 2

= 25 punw average number ol paitiches - not
| mare than 660 per vial,

|enanecucnio o L

Henianueie Yot 2 10 v Hacrunut = Hl s cpeaser KOIBMECTEO MAcTH -
07 gnageon Tne Boxee 600G hoaraen
Yactuum 2 23 mMea PUHacTiusl 2 35 MKMD CPCLHCC KORRICCTRO MacTHl -
) 0/ duakor e foace ' on
Colowr Does not execed the reterence stundard | The coler of the solution should not exceed the
Gy, reference standard GYe
Enernoct, He npeesizaet yranon GY: ORPACKA PACTRCPA U A0IDEHI NPUBLIIATE YEAHOH
OYs s
Clarity Keeps reguirements The solution should be clear or the opalescence of the
sohution should not exceed the opalescence of
reference saspension L
FpospadsecTs BriaepausacT tpebosasig PaeTROp A0 eH BbITh DPOSPAsHIIM 1K

HEUICCHCHIMR DACTBOPA HO JIOEKHE BRCRRIENTS

Relared impuritios | Thary Metronidazole impurity A - NMT 0,13 %,

Any other unidentified impurity - NMT 0,15 %
.03 % Total impuritics - NMT 1.0%

Poactsenibie Lipasiecs A Metpodiiasons - we foage 015 %

NPHMECH 0,08 % S0Gas ApYTas HOMZCHTHOHHPOBIHMAR IPIMECE ~
we Bonee 0,15 %

CyMae Hprmeeeis - e Goaee 1,0 %

Nitrites Duocs not exeeed The optical density of the fest solution at 2
wavelength of 524 nm shall not exceed that of the
stundard solution.

Hupira He ppessiuser CUTHYCCKA ITKRTHOCTE MUHLITYEMOIO PACTROPE 1PN
amme sodns 524 BMHC 00N DPEBLIAT
OUTHARCEYIO IOTHOCTE CTAASPTHOND PACTROPE,

Assay of 8.6 % Lo 4,93 mg/ml 90.0 - 1H0LO % of the label claim , i.e. 4.50 - 5.50

Metronidazole mg/mb

Kosmseersenaoe 98.6 % 1o 493 mria 90.0 - 1100 %5 0T HOMUHATLHOTD COACPRAHIA,

COACPRAHUS .8, 4,50 - 5,50 sr/mn

Merpomaio s

Assay of Sodium
chloride
Kranueetaenioe

99.5 % Qe 7.864 mg/mi

G959 e 7864 mivua

95.0 - 105.0 % of the label claim,
Le. 7.505 - 8.295 mg'mi
G0 - 105,00 % 07 HOMHHAARHOID COICPRAHIN,

COACPIRBHIE r.e. 7,505 — 8,295 smrvisn
Harpust xaopia
Storage At temperature not excead 30 °C protected | At iemperzure not exeeed 30 °C protecied from light.
conditions from light. Don’t freeze. Don’t freeze.
Yeronus Tpw remueparype ve saine 30 Ca Tlpis remmeparype He Baige 30 ° C B 3usueHHoM 01
KPaHCHIs HULHLCHHOM 0T cacta mecre. He coera meere. He savopascmars.
FEMOPARHAL L,
Shelf life 3 years 3 years
CpoK FOAHOCTH 3 roau 3 rose
The above sample complies with the prescribed stundards of quality !

Brieykazannsit 00paielt COOTBETCTEYET YCTRHOBMCHHLIM CTANAANTAN KEUCCTRA

Crpansua 3 us 3

Russia

A
%{ e

QUALITY CONTROL MANAGER
MEHEJZKEP [T0 I\‘OH.IEQ:’IK) KAYECTBA

4! -
GBS,

PIE




