| JNEKJIAPAIIMSI O COOTBETCTBUHM

JEKJAPAHT, IPHHUMAIOIIUH JEKJTAPALIMIO O COOTBETCTBHH
| 000 "FOHHK ®APMACBIOTHKA JIABOPATOPH3"
3apezucmpupoeano : Meacpauonnas uHcnexyus Deoeparsroi nanozoeol cayxcon No 46 no 2. Mackee OI'PH
1057746834420 om 04.05.2005
Adpec:127994, 2. Mockea, yn. Teepekan, 0. 18, kopn. 1, kabunem 609. Tenegpon: 8(495)694-33-79.
B nuye: lenepanvupiii dupexmop Candun Haca
JHosepennoe nuyo: Cuupnos K.I
Hogepennocms: Ne 90 om 12.07.20182.

3ASABJSIET, YTO

nexapemeennoe cpedcmeo: Mempozun, pacmeop 015 6HympueeHo20 geedenun 5 m2/mn 100 mn , ghaaxonst

noausmunenosole (1), obepmxu uz nienounozo mamepuana (1), nauxu xkapmonnvie, pez Ne I NO11666/01 om [
07.06.2010 (dama zamenst 10.05.2017) pidano I0nuk @apmacsomuxan JdaGopamopus (Omoeaenue gupmbi i :

[ Jloie. B. Kemuxanc snd @apmacstomuxanc JImo), cepus IIX9138, napmus 37523 ynaxoeok, 2oden 0o 28. 02.2022, ||

i "-‘-.‘.; deknapanm - no;mmh d.H.0 [

| npouzeoocmea IOnux @apmacstomurxan Jlabopamopus (Omoenenue gupme: [ B. Kemurane ono
Dapmaceromuraic JImd), Huows, Unique Pharmaceutical Laboratories ( A Division of J.B. Chemicals &
Pharmaceuticals Ltd.), Plot No.4,Phase IV, G.I.D.C. Industrial Area, Panoli: 394 116, Gujarat State, Dist,-
Bharuch India, xod OKITI2 21.20.10.190, koo TH B3] 3004900002, konmparm Ne UPL/O0O0/05-2017 om ‘
30.11.2017, unsotic No 90018790 om 12.04.2019 [
COOTBETCTBYET TPEBOBAHUSIM [
1T NO11666/01-100517 i

JEKJIAPALIAA IPUHATA HA OCHOBAHHH
| npomokon ucneimanuii Ne 1254/3 om 05.06.2019 HJI OO0 "Konmponsno-ananumuveckas ratopamopus

\
GAPMAIIAJIH3", ammecmam axxkpedumayuu POCC RU.0001.21DPMI2, Cepmughuxam POCC ‘ }
IN.®OMI11.C85725 om 05.06.2019 [l
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OPTAH MO CEPTUO®UKAIIHH, 3APETMCTPHPOBABIIHIA JEKJIAPAITHIO \
RA.RU.11®MI1]1 OPTAH [10 CEPTHOHKALIHH MTPOJYKUHH OBIECTBO C OTPAHHYEHHOH |
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanuzayuu : 109428, 2. Mocksa, 1-witi Basoscxuil | |
npoe3o, 9. 5, cmp. 1, adpec opzana no cepmugpurayuu: 127282, 2. Mockea, yn. Yepmanckas, 0. 2, cmp. 7 |
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
FHOHHK @APMACBIOTHKAJI JIABOPATOPU3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»}
(Ornenenne dupmpt «/Ix. B, Kemukanc anz Gapmacsiorukanc Jltay)

Bopau, MymGaii 400 030, HMians - Worli, Mumbai 400 030, Ind:a

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OT/EJ KOHTPOJIS KAYECTBA

METROGYL® 100 ml bottle BATCH N  [1X9138
" " e CEPHA Ne
HAMMEHOBAHME (Solution for intravenous injection 5 mg/ml)
[PENIAPATA METPOTHI® 100 ma dpaaxon
(pacTBOp ANA BHYTPHBCHHOIO BBEIEHHA 5 MI/M.T)
MANUFACTURED: 03/2019 REPORT Ne  [7FP19000917
MPOU3BEJIEHO! OTYET Ne
VALID TO: 02/2022 DATE 05/0472019
TOJIEH JI0: IATA
TESTS RESULTS STANDARDS
[TOKA3ATEJIH PE3YJIBTATHI CTAHJIAPTLI
Description Comply with requirements A clear colourless to pale yellow solution
Onucanue CooTBeTcTBYeT TpeOOBAHHAM [Tpo3pauHblii pacTBOp OT GeCUBETHOIO 10
- CBET/I0-XKETOro LBeTa
Identification
IMoanunHoCTL

A. Metronidazole

A. MeTponuaason

B. Sodium

B. Hatpuit

C. Chlorides

C. Xnopuast

Keeps requirements

Beinepxupact Tpebopatus

Keeps requirements

Boinepxusaet tpebosatus

Keeps requirements

Boiaepxupaer TpeboBaHus

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

Bpems yaepiuBaHHA OCHOBHOTO MyKa Ha
XpOMAaTtorpamMMe MCILITYEMOTO pPacTBOpa
JOMKHO  COOTBETCTBOBATH  BPEMEHH
YIePHKHBAHHA MUK METPOHWIA30/1a Ha
XPOMATOTPaMMe CTAHIAPTHOrO PacTBOPA.
Formation of dence white precipitate with
solution of potassium pyroantimonate.
OGpazoBaHue TUIOTHOrO ocanka Oenoro
UBETa €  KagWd  [HPOAHTHMOHATA
PacTBOPOM.

Formation of white curd-like precipitate
with solution of silver nitrate.
ObpazopanHe  Genoro  TBOPOAKMCTOrO
ocajka ¢ pacTsopoM cepelpa HuTparTa.

Extractable Volume 103.00 ml Not less than nominal (100 ml)
HasnexacMbiii 00beM 103.00 mn | He menee Homunansnoro (100 ma)
pH 5.8 4,5-7.0

pH 4,5-170

Sterility Sterile The solution shall be sterile
CrepuibHOCTH CrepunbHbl#

PacTBOp 10MKeH ObITh CTEPUIIBHBIM

Bacterial Endotoxins

BB.KTEPHEUI bHbLIE 3HIOTOKCHHBIL

Less than 0.35 EU per | mg

Menee 0,35 ED ua 1 mr

Not more than 0.35 EU per 1 mg of
metronidazole
He 6onee 0,35 ED na | Mr merporuaazona

Anomalous toxicity
AHOMaJIbHas TOKCHUHOCTb

Non-toxic
HerokcHyHbIH

The solution should be non-toxic
PacTBOp A0MKEH ObITh HETOKCHYHBIM
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
HHHK ®APMACBLIOTHKAJI JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Ornenenne dupmst «x. b. Kemuranc sua Gapmaceioruxanc JIta»)

Bopau, Mywm6ai 400 030, Muaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OT/EN KOHTPOJISI KAYECTBA

METROGYL® 100 ml bottle

BATCHN:  [IX9138
HAMMEHOBAHME (Solution for intravenous injection 5 mg/ml) Choie
TPETTAPATA METPOTHI® 100 ma daakon
(pacTBOp ANR BHYTPHBEHHOIO BBEAEHHA 5 MIr/m1)
MANUFACTURED: 03/2019 REPORT Ne  [7FP19000917
MPOMU3IBEIEHO: OTHET Ne
VALID TO: 02/2022 DATE 05/04/2019
TOMEH JIO: JIATA
TESTS RESULTS i STANDARDS
TNMOKA3ZATEJIH PE3YJIbTATHI CTAHJIAPTBI
Particulate Matter
MexaHH4eckHe BKIIOYEHHA
Visible Absent Particulate contamination should be absent
by visual inspection
Buaumsie OTeyTeTBYIOT MexaHuueckne  BKIOYEHHA  L0/0KHBI
OTCYTCTBOBATH NPH BU3YAIBHOM KOHTPOJIE
Invisible Particles = 10 pum: Particles > 10 microns-not more than 6000
0 per container per container.
Particles = 25 um: Particles = 25 microns-not more than 600
0 per container per container.
Hesnaumbie YacTHubt 2 10 MHKPOH: YactHust = 10 MukpoH-ve Gonee 6000
0/ ¢gnakon /pnaxon
YacThupl = 25 MHKpPOH: YHactuuel 2 25 mukpoH-He Ooiee 600
0 / daxon /dnakon
Colour Does not exceed the reference standard | The color of the solution should not exceed
GYs the reference standard GY
LBeTHOCTB He npesbiaer 3tanos GYs | Okpacka pacTBopa He 10JKHa NPeBLILaTh
| atanoH GYs
Clarity Keeps requirements i The solution should be clear or the
[Tpo3paunocts opalescence of the solution should not

Boiaepxusaet tpeGoBanus

exceed the opalescence of reference
suspension [.

Pacteop nomkeH ObITh MPO3PaUHBIM KIH
oTiANECUEHLIHA PacTBOPA HE 10/KHA
NpEBLILIATh ONANECUEHLKIO 3TanoHa |,

Related impurities

PoacTeeHHble MpHMeECH

0.04 %

0.07 %

0.13%

Tinidadazole related compound A — NMT
0.15%

Any other unidentified impurity — NMT
0.15%

Total impurities - NMT 1.0 %
Poncrteensas npuMeck A THHKIA30.a — He
bonee 0,15 %

Jhobas  apyras HeuaeHTHOMUMpOBAHHaSA
npumeck — He Gonee 0,15 %

Cymma npumeceii — ve Gosiee 1,0 %

Nitrites

HutpHThi

Does not exceed

He npesbiwaer

The optical density of the test solution at a

| wavelength of 524 nm shall not exceed
| that of the standard solution.

| Ontuyecxas

MJIOTHOCTL HCMBLITYEMOTIO
pacTBOpa NMpH IUIHHE BOJIHBI 524 HM He
LOMKHA NpeBbILIaTh ONTHYECKYHO
IUI0THOCTL CTAHAPTHONO PAcTBOpA.
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBHOTHKAT JJABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)

(Ornenenne Gupmet « k. b. Kemukanc s Gapyacerotixanc Jran)
Bopau, Mywmba#i 400 030, Hraus - Worli, Mumbai 400 030, India

NAME OF THE PRODUCT

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIHM3A
QUALITY CONTROL DEPARTMENT

OTHE] KOHTPOJIA KAYECTBA

METROGYL® 100 ml bottle BATCHN:  [IX9138
; ; S CEPHS Mo
HAMMEHOBAHME (Solution for lnéravcnous injection § mg/mi)
MPETIAPATA METPOT'IT" 100 ma paakon
(pacTBOp AR BHYTPHBEHHOI0 BBel1eHUS 5 MI/ma)
MANUFACTURED: 03/2019 REPORTNe  [7FP19000917
MPOHU3BENIEHO: OTYET Ne
VALID TO: 02/2022 DATE 05/04/2019
['OJEH A0 JATA
TESTS RESULTS STANDARDS
INMMOKA3ATEJIH PE3YJIbTATBI CTAHAAPTBI
Assay of Metronidazole 99.8 % i.e. 4,99 mg/ml 90.0 - 110.0 % of the label claim , i.e. 4.5

KonuvectBennoe conepkanue
MeTpouuaazona

59,8 % T1.e.4,99 Mr/Mn

5.5 mg/ml
90,0 - 110.0 % oT HOMHUHaBLHOTO
conepxanua, T.e. 4,5 - 5,5 mr/mn

Assay of Sodium chloride
KonuuecTBenHoe coepkanue
Hatpua x10pHaa

100.0 % i.e. 7.898 mg/m!

100,0 % T1.e. 7,898 mr/mn

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

95,0 - 105,0 % OT HOMMHATLHOIO
conepxaHus, T.e. 7,505 — 8,295 mr/ma

The above sample complies with the prescribed standards of quality

Bbuucyt(asauﬂb:h 06])336].1 COOTBETCTBYCT YCTAHOBJICHHBIM CTAHAAPTaM KA4yecTBa

Crpannna 3 u3 3

Russia

s

QUALITY CONTROL MANAGER
MEHEJKEP IO K JIHO KAYECTBA




