AEKJIAPALIMS O COOTBETCTBUU
- AEKJIAPAHT, IPHHUMAIOLUMH JEKJTAPALIHIO O COOTBETCTBIN
000 "FOHHK ®APMACHIOTHKAJT JIAEOPATOPI3"

3apezucmpuposano : Medicpationnas uncnexyus Pedeparbnoi narozosoi cpouctor Ne 46 no o Mockee OPH
| 1057746834420 om 04.05.2005

Adpec:127994, 2 Mockea, yn. Teepcras, 0. 18, kopn. 1, kabunem 609. Teneghon: 8(495)694-33-79.
B ruye lenepanoniii Oupexmop Candun Haca

|
| | Aosepennoe nuyo: Cwmupnos K.I

Hosepennocms: Ne 90 om 12.07.2018>

SASABJSIET, YTO

| hoausmunenossie (1), obepmru uz nienounozo Mamepuaia (1), nauxu kapmonnwie, pez Ne [T NO 1] 666/01 om

I | AeKapcmeenoe cpedcmeo: Mempozun, pacmeop dns euympugennozo seedenus 5 vzivn 100 ma , aaxons
|
|

| | 07.06.2010 (dama sarenw: 10.05.20] 7) svi0ano IOnux @apyaceiomuxan JlaBopamopus (Omdenenue duprbr

|| Aowe.b.Kemuxane 3n0 Gapmacsiomurarc Jma), cepun [1X9143, napmus 37843 ynaxoeok, z0den do 28, 02.2022,

npouseodemea Knux Gapmacsiomuxan Aatopamopus (Omoenenue dupmet Ine. 5. Kevuranc sno
Papmaceromuxanc JImd), Huous, Unique Pharmaceutical Laboratories (A Division of J.B. Chemicals &
Pharmaceuticals Ltd ), Plot No.4,Phase IV, G.1.D.C. Industrial Area, Panoli: 394 116, Gujarat State, Dist,-
Bharuch ,India, kod OKIIJ2 21.20.10.190, koo TH B3 3004900002, konmparm Ne UPL/OOO/05-2017 om

R 30.11.2017, uneoiic Ne 90018966 om 20. 05.2019

" COOTBETCTBYET TPEBOBAHUSIM

|| 1 No11666/01-100517

1 s

JAEKJIAPALIM ST TIPUHSITA HA OCHOBAHHH

1 Bpomokon ucnoimanuil Ne 1683/3 om 04.07.2019 HJI 000 "Konmponsno-anarumuyecras aabopamopun

PAPMAHAIH3", ammecmam axkpedumayuu POCC RU.0001.21 M2, Cepmugpuxam POCC
IN.OMII.C87434 om 04.07.2019

AATA TIPUHATHS NEKJIAPALAH 04.07.2019
JEK;E@!&H%S;}&EQCTBHTMLHA 10 28.02.2022
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CBEJEHMUS O PET HCTPALITUU

OPTAH 10 CEPTU®HKAIIUH, 3APEIMCTPHPOBABII Hit AEKJIAPAIIUIO

OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA ", adpec opeanuzayuu : 109428, 2. Mockea, 1-viil Basoscxui
npoeso, d. 5, emp. 1, adpec opeana no cepmugpurayuu: 127282, 2. Mocxsa, ya. Hepwancxan, 0. 2, cmp. 7

i RA.RU.II®@MI1I OPIAH I10 CEPTHOHKALIHH ITPONYKLIHH OBIIECTBO C OIPAHHYEHHOH

/ ' AEKJIAPAIIUSI O COOTBETCTBUUA 3APETHCTPHPOBAHA ¥ POCC RUA-IN.®M11.4.29958/19

AATA PETHUCTPALIAH 04.07.2019

Hpowenko M.A.
nédnuce Pykorogurens OC

N
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UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACBIOTHKALL JABOPATOPH3
(A division of «J, B. Chemicals & Pharmaceuticals Ltd.»)
(Oraenenue ipmer «flk. B. Kemukanc sua Dapmaceiotikaic Jitan)
Bopik, Mym6aii 400 030. Muams - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
QUALITY CONTROL DEPARTMENT
OT/EJ KOHTPOJISI KAYECTBA

NAMEOF THEPRODUCT  METROGYL® 100 ml bottle BATCHN  11X9143
HAHMEHOBAHME (Solution for intravenous injection 5 mg/ml) CEPHA Ne
MPEIAPATA METPOTWJI® 100 ma baakon
(pacTBop ann BHYTPHBEHHOTO BBeACHHS 5 Mr/M)
MANUFACTURED: 03/2019 REPORT Ne
[TPOU3BEAEHO: et 17FP19000952
VALID TO: 02/2022 DATE
TCOJIEH J10: HATA Hibsiz
TESTS RESULTS STANDARDS

NMOKA3ATEJIH PE3YJIbTATLI CTAHIAPTBI
Description Comply with requirements A clear colourless to pale yellow solution
On#dcanue CooTseTcTRyeT TpeGosanHam Mpo3pauseiii pacTeop ot HecuseTHoro 1o

CBETIIO-KEJITOrO LBETA

Identification
[MoanuuHOCTS
A. Metronidazole

A. MeTtpoHunason

Keeps requirements

Buinepxusaer 1peGosanns

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 ynepsxuBanus ocHoBHoro muka wa
XpOMaTorpaMMe HCMLITYeMOro pacTeopa
AOKHO  COOTBETCTBOBATL  BpEMeHM
YACPKHBAHHA 1HKA METPOHMIalona Ha
XpOMaTOrpaMMme CTaHAaPTHOrO PAcTROpa,

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

b. Hatpuit Beiaepxisaer TpeGopatms Obpasosanne wiotHoro ocazka 6enoro
UBETA €  KalHA  [MPOAHTHMOHATa
pacTBopom,

C. Chlorides

C. Xnopuasl

Keeps requirements

Brinepxusaer TpeGosanus

Formation of white curd-like precipitate
with solution of silver nitrate.
ObpaszoBanne  Genoro TBOPOXHCTOrO
Ocajka ¢ pacTBOpoM cepebpa HHTparta.

Extractable Volume 103.00 ml Not less than nominal (100 ml)
H3snexaemuiit o6nem 103.00 mn He menee nomunansroro (100 ma)
pH 5.9 45-7.0

pH 45-7,0

Sterility Sterile The solution shall be sterile
CTepHIIBHOCTD CrepuibHeIi Pacteop nomken GbITh crepuanHbIv

Bacterial Endotoxins

BakrepuanbHbie 3HICTOKCHHBI

Less than 0.35 EU per | mg

Menee 0,35 Ed na 1 Mr

Not more than 0.35 EU per | mg of
metronidazole
He Gonee 0,35 E3 na | Mr merponnaasona

Anomalous toxicity
AHOMaTbHaA TOKCHYHOCTh

Non-toxic
HeTtokcwynerit

The solution should be non-toxic

PacTBop n0/mkeH 6bITh HETOKCHYHBIM

Crpannua 1 u3 3
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ©®APMACBIOTHKAL JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Oraenenue pupmbl « k. B. Kemuxane 311 GapmackioTukanc Jlta )
Bopau, Mym6ait 400 030, Mg - Worli, Mumbai 400 030, india

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT

OTJIEJT KOHTPOJIS KAYECTBA

METROGYL? 100 ml bottle

BATCH Ne [1X9143
HAMMEHOBAHME (Solution for intravenous injection 5 mg/ml) SERE.
TPENIAPATA METPOI'WJI® 100 ma ¢$aakon
or (PacTBOp A/I% BHYTPHBEHHOIO BBEIeHHS 5 mr/ma)
MANUFACTURED: 5 o
NPOMIBEIEHO. 0372019 gflzi%‘;i” 17FP19000952
VALID TO: 02/2022 DATE 11/04/2019
I'OJIEH A0: OATA
TESTS RESULTS STANDARDS
IMMOKA3ATEJIH PE3YJIbTAThI CTAHJIAPTBI
Particulate Matter
Mexaruueckue BIOYEHKS
Visible Absent Particulate contamination should be absent
by visual inspection
Buaumsle Otcytetsyror Mexanuueckne  BKIOYEHHS  HOMKHDI
OTCYTCTBOBAThH TIpH BH3YA/IbHOM KOHTpOJIe
Invisible Particles > 10 pm: Particles 2 10 microns-not more than 6000
0 per container per container.
Particles 2 25 pm: Particles = 25 microns-not more than 600
0 per container per container.
Hesunumere Yactuimt 2 10 muxpos: YacTuuel 2 10 muxpoH-ve Gonee 6000
0/ ¢uakon /thnakon
HacTuusr =25 MHKpOH: Hactuel > 25 mukpon-ve Gonee 600
0/ prakon /naxon
Colour Does not exceed the reference standard | The color of the solution should not exceed
GY; the reference standard GY;
LipeTHoCTH He npessimaer atanon GYs Oxpacka pacTBopa He 10/1kEa ripeBbIaTh
stanoH GYs
Clarity Keeps requirements The solution should be clear or the
[IpospadHocTs opalescence of the solution should not

Boinepikusaer TpeGosanus

exceed the opalescence of reference
suspension I,

PacTBop nomxen 6biTh Mpo3paunsim Han
OnanecLeHUHs pacTBopa He A0/kHa
[IPEBLIWATE ONANECUEH MO ITANOHE |,

Poacteennble npumecu

Related impurities 0.04 % Tinidadazole related compound A — NMT
0.15%
0.07 % Any other unidentified impurity - NMT
0.15%
0.13% Total impurities - NMT 1.0 %

Poncteennan npumecs A TunKzazona — He
6onee 0,15 %

Jlrobas  apyras HEHAEHTHOHLHPOBAKHas
npumeckh — He Gonee 0,15 %

Cymma npumeceit — He Gosee 1,0 %

Nitrites

Hurpurer

Does not exceed

He npesbimaer

The optical density of the test solution at a
wavelength of 524 nm shall not exceed
that of the standard solution.

Onriveckad — mioTHOCTE  MCMbiTyemoro
PacTBOpa npH iMHe BOMHBI 524 HM He
A0JIKRHa MTPEeBLILIATEL CNTHYECKYHO
TUIOTHOCTh CTAHAAPTHOIO PACTROPA.
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHUKAI JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Otzaenenue pupmer «[Lx. B, Kemuxanc an Gapmacsioruxaic Jlrn.n)
Bopau, Mym6aii 400 030, Muaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIHU3A
QUALITY CONTROL DEPARTMENT

OTAEJT KOHTPOJISI KAYECTBA

NAME OF THE PRODUCT METROGYL® 100 ml bottle

HAMMEHOBAHME (Solution for intravenous injection 5 mg/ml)

[IPEMAPATA METPOI'HJI® 100 m ¢aakon

(PACTBOP 118 BHYTPHBEHHOIO BBEAEHHR S Mr/ma)

BATCHN:  [[X9143
CEPHUA Ne

MANUFACTURED: 0372019 REPORT Ne  |7FP19000952
MPOU3BE/IEHO: OTHYET Ne
VALID TO: 0212022 DATE 11/04/2019
TOJIER J10: JATA
TESTS RESULTS STANDARDS
MNOKA3ATEJIH PE3YJIbTATEI CTAHIAPTBI
Assay of Metronidazole 99.6 % 1.e. 4,98mg/ml 90.0 - 110.0 % of the label claim . i.e. 4.5 —

Konuuectsennoe conepxanme
Merponnaasona

99,6 % T.e. 4,98 Mr/mn

5.5 mg/ml
90,0 - 110,0 % oT HOMHHATBHOTO
conepxkanus, T.e. 4,5 — 5,5 Mr/mn

Assay of Sodium chloride
KonnuecTsenHoe conepxanue
Hatpusa xnopuna

99.9 % ie. 7.892 mg/ml

99,9 % T.e. 7,892 Mr/mn

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

95,0 - 105,0 % OT HOMHHABHOTO
coaepxanus, 1.e. 7,505 — 8,295 mr/ma

The above sample complies with the prescribed standards of quality
Beilneykasansiit o6pazen COOTBETCTBYET YCTAHOB/IEHHBIM CTAHAAPTAM Ka4yecTBa
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QUALITY CONTROL MANAGER
MEHETXEP I10 KOHTPOJIIO KAYECTBA




