1 AEKJAPALIMSA O COOTBETCTBUUN
| AEKJAPAHT, HPHHUMAIOUIANA JIFKJAPALLHIO O COOTBETCTBUM

000 "IOHIK PAPMACBIOTHKAN JABOPATOPH3"
| Japecucmpuposano ; Mescpationnawt unernexyus Pedepdibnoli tarozosol cayociol Ne 46 no 2. Mockee OF'PIT :
| JO57746834420 om 04.05.2005 '
| Aopec: 127994, o Mockea, yn. Taeperas, 0. 18, kopn. 1, kadunem 609, Teredon: §(495)694-33-79, ’ :
B nuye ! enepaavnii Qupexmop Candun Hacu |
Hosepeunoe auyo.: Cyupnos K.1'
Loseperinocme: Nell7 om 15.07.201 9z,

{
i
| 3ASIBJBSIET, YTO i
aerapemeennoe cpedemeo; Mempoaun, pacmeop 0aa euympugennoo aeedenusn 5 e/ 100 au | haarornm I
| noausmunenosuie (1), ebepncu uz naenounozo mamepuara (1), nauxu capmonnsie, pee No IT N01166601 om
i 07.06.2010 (dama samenst 10.05.2017) amdaro IOw Papuacsiomuran JaGopamopus (Omdenerue dupwm |
e, 5. Kexuxane a1d Papmacsionureic JTmd), cepun IIX9410, napmua 37843 ynanoeor, 20den do 31.08.2022.
| | apoussodcmsa I0uuk Gapyaceiomuran Jladopamopus (Omoenenne upsor Jow b Keaurane »nd
- Dapuaceromuranc o). Huous, Unique Pharmaceutical Laboratories ( A Division of J. B, Chemicals & |
| Pharmacenticals Ltd ), Plot No.4,Phase 1V, G.L.D.C. Industrial Area, Panoli: 394 116, Gujarat State, Dist, -
| Bharuch  India, kod OKI/J2 21.20.10.190, koo TH B3T 3004900002, roumparm Ne UPL/OOO/05-2017 om
30.11.2017, uneoiic Ne 90019655 om 04.10.2019
COOTBETCTIBYET TPELOBAHISIM L
T NGI1666/01-100517 [
AEKJAPATHSA ITPHHATA HA OCHOBAHHWH

i npomoron uenvimanuti Ne 3319/3 om 21.11.2019 HI/I OO0 "Konmporsno-anaiumuneckan 1a60pamopusn
DPAPMAHAJIHZ", ammecmam axxpeoumayuw POCC RU.0001.21DMI2, Cepmughuxam POCC
IN.DMI1.C95438 om 21.11.2019

JATA TIPHHESTTHS AEKTAPAIIHH 22.11.2019
AAPALIST AEMCIBUTENLHA JI0 37.08.2022

e Cwmupnos K.T.
MOAHKCE O H.0

L NV —

ot

CBEJAEHHS O PETUCTPALIUHA

OPI'AH ITO CEPTHOUKAIINH, 3APETMCTPHPOBABIIHI TEKJTAPAITHIO

RA.RU.1IPMII OPTAH 110 CEPTHDHKALIMI TPOJUYKIIHH OFLECTBO C OFPAHHYEHHOH
OTBETCIBEIHOCTBIO "®OPMAT KAYECTBA", adpec opaanuzayuu : 109428, o Mockea, 1-wiii Brsoeckuil
npoesod, 0. 5, cmp. I, adpec opzana no cepmuduxayun: 127282, 2. Mocksa, y1. Yepmancran, 8, 2, cmp. 7

ﬂEKﬂA%ﬁH-'  COQTBETCTBUH 3APETHCTPHPOBAHA N2 POCC RU Jf-IN.OMI1.A.47463/19

J;ETW ’AMEE% 11.2019 |

Apowenxo M.A, |
NONITHCh PyxoBogutens OC




NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ©®APMACBHOTHKA 1 JTABOPATOPH3
(A division of al. B, Chemiculs & Pharmaceuticals Lid.»)
(Oraenenue Gupvbt « k. b, Kemukene 3ua @apmzcsiotukaie firgn)
Bopaw, MywvGa# 400 030, Hims - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJH3A
QUALITY CONTROL DEPARTMENT
OTZEJ KOHTPOJIA KAUECTBA

METROGYL" 100 ml bottle BATCHN  [IX9410
HAWMEHOBAFHUE (Solution for in;)ravenous injection 5 mg/ml) P
MPEMAPATA METPOT'HAJT™ 100 ma paakon
(PacTBOP 4K BHYTPHBEHHOIO BBEACHHS 5 MI/M1)
MANUFACTURED 09/2019 REFORT Ne [7FP19002890
MPOUIBEJIEHO OTHET Ne
VALIDTO 08/2022 DATE 30/09/2019
TOJAEH JI0 JATA
TESTS RESULTS STANDARDS
[TOKA3ZATEIH PE3YJIbTATHI CTAHIAPTBI

Deseription

OIII{CE‘.H He

Identification
lioaauHHOCTL
A. Metronidazole

A. MeTponunason

B. Sodium

b. Harpuii

C. Chlorides

C. Xn0pHas

Comply with requirements

CoorsercTeyeT 1peboBaHMEN

Keeps requirements

maepmnaaeT Tpf.‘(‘)OBa]IHH

Keeps requirements

BeinepkiuBaet Tpedobatiig

Keeps requirements

Beiaepkusaet TpeboBanus

;CBCT."{U—)KCJ’]T Qro uBeTd

A clear colourless to pale yellow solution

i Ipospasneiit pacTsop 01 DecuserHoro 1o

i
| The retention time of the major peak in the
i chromatogram of the sample solution
should correspond to peak of
metronidazole in the chromatogram of the
standard solution
:Bpe.\m VACPAKHBAHHA OCHOBHOIO NUKa Ha
XpOMATOIPEMME  MCIILITYEMOr0  pacTeopa
AONAKHO  COOTBETCTBOBATL  BPEMEHH
| yaepampanus nuxa merponmiazona ia
| XpoMaTorpaMMe ci AHARPTHOI'O pacTeopd.
Formation of dence white precipitate with
solution of potassium pyroantimonate.
 OGpajomanne nOTHOTO ocanka Genoro
LBETa C Kanua MHPOAHTHMOHATA
| pacTBOpOM,
| Formation of white curd-like precipitate
| with solution of silver nitrate.
 Obpazosanne  Genoro  TBOPO®KCTOrD
| ocallka C pacTBOpoM cepeGpa HuTpara.

Extractable Volume 103.00 ml Not less than nominal (160 ml)
Hisnexaembiil 06vem 103,00 ma He venee HoMHUHansHoro (100 mn)
pH . 58 45-7.0 -

pH | 45-70

Sterility ! Sterile The solution shall be sterile
CrepHabHOCTS ' CrepHabHBIHA Pacteop nonmen GbiTb CrephiibHBIM

Bacterial Endotoxins

BaKTepi-fﬂJ'leblf: JHJAOTOKCHHBI

Less than 0.35 EU per | mg

Menee 0,35 ED Ha | Mr

Not more than 0.35 EU per 1 mg of
metronidazole
He Gonee 0,35 ED na | Mr MeTponmnaasona

Anomalous toxicity
AHOMANBHEA TOKCHYHOCT

Non-toxic
Hetoxkcuuueiit

The solution should be non-toxic
PacTBOp nOMKeH ObITh HETOKCHYHLIM

Crpanuua 1 13 3
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK GAPMACBIOTHKAL JIABOPATOPH3
(A division of «). B, Chemicals & Pharmaceuticais 1td )

(Oragaense dupmsi «/bx. b, Kemuxane 3 Oepuacsiotukanc Jray)
Bopau, Mym0ait 400 030, Mnzua - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJH3A
QUALITY CONTROL DEPARTMENT
OTAEN KOHTPONIS KAUECTBA

METROGYL® 100 ml bottle BATCH N 11X9410
- : Solution for intravenous injection 5§ mg/ml) CEPai
HAHMEHOBAHKE (S0 . i g/
MPEMAPATA METPOI'HT® 100 ma paakon
(pacTBOp 119 BHYTPHBCHHOI'O BBEACHHS 5 Mr/w)
MANLUFACTURED 09/2019 REPORTNe  17FP1Y002890
MPOK3BEAEHO OTUET Ne
VALIDTO 08/2022 DATE 30/09/2019
I'O4EH J0 JATA
TESTS I RESULTS STANDARDS
__[TOKA3ATE.IH PE3YJILTAThI CTAH/AAPTHI
Particuiate Matter !
MEXaHHYECKHE BKIHOUEH IR |
Visible f Absent ' Particulate contamination should be absent

Buammoie

Invisible

Hesnamumele

by visual inspection
Mexarnyieckme BEIIQUEHHA AOKHB!
| OTCYTCTBOBATH MPH BU3VAIILHOM KOHTPOME
Particles 2 10 microns-not more than 6000
per container.
 Particles > 25 microns-not more than 600
per container.
Haciuuel = 10 muxpon-ue Bomee 6000

OTeyteTayioT

Particles 2 10 pm:
14 per container
Particies 2 25 pm:

0 per conainer
Hactuiusl 2 10 MUKPOH:

14/ dnakon /hrakox
HYactuis! = 25 Mukpou: Hactuilet = 25 mukpon-te Gonee 600
0/ dnakon ‘GilaKkoH
Colour Does not exceed the reference standard | The color of the solution should not exceed
GYe | the reference standard GYs
[lseTHoCTH He nmpesbiwaer stanon GYs ; Oxpacka pacTBOpa HE LOTKHA MPEBLILATL
| Jranon GYs
Clarity Keeps requirements The solution should be clear or the
[Tpospaunocts opalescence of the solution should not

| exceed the opalescence of reference
! suspension .

PaCTROP N0T4EH ObITh NPO3PAUHBIM WK
OMAaNeCUEHUHSA PACTBOPA He 10/KHA

| MPEBbIWATH ONATECLEHLMIO 3TANOHE |,

Beraepxisaer TpefoBaHHA

Related impurities

Poacteennbie nprvecn

0.04% | Tinidadazole related compound A — NMT
0.15 %

0.06 % Any other unidentified impurity - NMT
0.15 %

0.12% Total impurities - NMT 1.0 %

PoacTBeHHad Mpusech A THHMAA30/A — He
fonee 0,15 %

Twobas  apyras  HeHIeHTHDHUMpPORaHHAs
npuMect - e 6onee 0.15 %

Cymma npumeceii — e Honee 1.0 %

Nitrites

Hutpirrs:

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

OﬂTii‘lECKﬂﬁ NJOTHOCTS HCNBITYEMOro
pacTeOpa npK AMHe BoAHbl 524 HM He
0T H MPeBLILUATE ONTHYECKYHO

NAOTHOCTh CTAHAAPTHOIO pacrTsopa.

He npesbiuiaer

Crpaiinua 2 u3 3
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UNIQUE PHARMACFEUTICAL LABORATORIES
TOHHK ®APMACBLIOTHKALL JABOPATOPH3
(A division 0« B. Chemicals & Pharmaceticals Lid »)
(Oraenene gupmet « k. b, Kemukaie 3 Qapmachiotrkaic Jitan)
Bepau, Mymoan 406 030, HMuans - Worli, Mumbai 490 030. India

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJE]I KOHTPO/IA KAYECTBA

NAME OF THE PRODUC | METROGYL® 100 mI bottle f},}T.CH N 11X9410
HAHMEHOBAHHUE (Solution for in;ravenous injection 5 mg/ml) SHR
MPENAPATA METPOTH.T" 100 ma daakon
(pacTBOp A5 BHY TPHBEHHOr0 BBEACHHH 5 MI/Mi)
MANUFACTURED: 0972019 REPORT N» 17FP19002890
NPOM3BEIEHO: OTYET Ne
VALID TO 08/2022 DATE 30/09/2019
FOJH 40 JATA
TESTS RESULTS | STANDARDS

MOKA3ATE.IN PE3YAbTATHI . CTAHJIAPThI

Assay of Metronidazole | 99.0 % ie. 4.95 mg/m! 190.0 - 110.0 % of the label claim | Le. 4.5

KoamuecTaentoe conepxatie

MeTponuaaszona | G9.0 % T.e. 4,95 Mr/v

Assay of Sodium chloride \ 100.2% ie 7.917
KonuuecTpeHHoe coacpranme |

Harpus xnopuaa 100,2 % 1. 7,917 Mr/Mn

5.5 mg/ml
90,0 - 110,0 % o1 HoMHHaILHOTO
| conepkarung. 1.e. 4.5 - 5.5 Mmr/Ma

195.0-105.0 % of the label claim, i.c. 7.505 |
—8.295 mg/ml
95,0 - 105.0 % OT HOMHMHATLHOTO

| cozepikanma, T.e. 7,505 - 8,295 mrima

The above sample comﬁlics with the prescribed standards of quality

BoiLieyKkasaiinlii 00pascL COOTBETCTBYET YETAHOBACHHbIM CTAHIApTaM Ka4ccTea

Crpannua 3 u3 3
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QUALITY CONTR(MN‘AC ER

MEHEJQAEP [0 KOHTPOJIK) KAYECTBA
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