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JEKJIAPALIASI O COOTBETCTBUH

AEKJIAPAHT, IPHHUMAIOI M JEKJIAPAITHIO O COOTBETCTBHH
000 "FOHHK ®APMACHIOTHKAJT JIABOPATOPH3"

3apezucmpuposano : Mexcpaiionnas uncnexyus DPedepansnoii nanozoeoii cayxcte Ne 46 no 2. Mockee OT'PH
1057746834420 om 04.05.2005

Adpec:127994, 2. Mocksa, yn. Tsepckan, 0. 18, kopn. I, kabuwem 609, Tenechon: §(495)694-33-79.
| B nuye . Tenepanshurii oupexmop Canoun Haca

‘ Hoeepennoe nuyo: Cmupnos K.T,

Hosepennocmo: No 90 om 12.07.20182.

. 3ASIBJISET, 4YTO

| exapcmeennoe cpedcmeo: Mempoaun, pacmeop ona 6Hympucennozo eeedenus 5 me/mn 100 M1, gnaxons

| nonusmunenoevie (1), obepmru uz nienounozo mamepuana (1), nauxu kapmonnvie, pez Ne I1 NO11666/01 om

| 07.06.2010 (0ama zamener 10.05.2017) swidaro IOnux Papmaceromuxan Jadopamopus (Omoerenue Gupmbl

'\ Howe. B. Kemuxanc ano Dapmacsiomuxanc JIma), cepus I1X9048, napmus 37843 ynaxoeok, 200en do 31.12.2021,
npoussodcmea FOnux Dapmaceiomuxar Jlabopamopus (Omdenenue Qupmsl o B. Kemuranc sno
Papmacviomuranc JImo), Huoua, Unique Pharmaceutical Laboratories (A Division of J.B. Chemicals &
Pharmaceuticals Ltd.), Plot No.4,Phase IV, G.ID.C. Industrial Area, Panoli: 394 116, Gujarat State, Dist, -
Bharuch ,India, koo OKIII2 21.20.10.190, koo TH B3 3004900002, konmpaxm Ne UPL/O00/05-2017 om
30.11.2017, uneoiic Ne 90018490 om 14.02.2019

COOTBETCTBYET TPEBOBAHUSAM

IIN011666/01-100517
|

| JIEKJAPAIIMS IIPHHATA HA OCHOBAHUH

npomoxon ucneimanut Ne 835/3 om 10.04.2019 HIT 000 "Konumponsno-ananumuueckas aabopamopus

PAPMAHAJIH3", ammecmam axkxkpedumayuu POCC RU.0001.21OMI2, C epmugpuram POCC
IN.®MI11.C83418 om 10.04.2019

JATA TIPUHSITHSI JEKJAPAIIIH [0.04.2019
HEKJAFATRFAEN CTBUTEIBHA [0 3/.12.202]

e g

*
conp AN S

i ;-’tamxﬂf

o ~ Cwmupuos K.
g nomLm/?ﬁ: D.H.0

CBEJIEHHS O PETUCTPALIMU

OPTAH 10 CEPTU®HUKAIIUH, 3BAPETHCTPHPOBABII U TEKJIAPAITMIO 5
RA.RU.1IOM11 OPI'AH ITO CEPTHOHKALIHH ITPOAYKLHH OBLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "®©OPMAT KAYECTBA", adpec opeanusayuu @ 109428, 2 Mocxea, I-w1ii Bazosckuii

npoesd, 0. 5, emp. I, adpec opzana no cepmucpuxayuu: 127282, 2. Mocxsa, ya. Yepuanckas, 0. 2, emp. 7
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ©®APMACBLHOTHKAl JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)

(Otnenenue dupmal «[[k. b. Kemuxanc sus Gapmaceotikaic JITan)
Bopnu, Mym6aii 400 030, Hnaus - Worli, Mumbai 400 030, India

NAME OF THE PRODUCT

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJEJT KOHTPOJIA KAYECTBA

METROGYL? 100 ml bottle

BATCHNe  1IX9048
HAHMEHOBAHHE (Solution for Iut_ravenous injection 5 mg/ml) SRR
MPEMAPATA METPOTHJI® 100 Ma duiakon
(pacTBOp /it BHYTPHBEHHOT0 BBEJCHHS 5 Mr/m.a)
MANUFACTURED: 01/2019 REPORTN: | TFP19000295
[MTPOU3BELEHO: OTYET Ne
VALID TO: 12/2021 DATE 08/02/2019
FOJIEH 10: JIATA
TESTS RESULTS j STANDARDS
NOKA3ATE.TH PE3YJIbTATDI | CTAHJIAPTBI
Description Comply with requirements ['A clear colourless to pale yellow solution
Onucansue CootsercTayer TpeboBaHHIM ITpospaunsiii pacTBOp 0T BECLBETHOIO 10
CBETJIO-XKEITOrO L[BETA
Identification ‘
TToATHHHOC TS

A. Metronidazole

A. Merpornaason

B. Sodium

B. Harpuit

C. Chlorides

C. Xnopusi

Keeps requirements

Benepaxupact TpeGoBaHug

Keeps requirements

Beuaepxusaer TpedosaHus

Keeps requirements

Bsiaepxkusaer 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 yAepKHBaHHS OCHOBHOTO MWKa Ha
XPOMATOrPaMMe HCMBITYEMOTO  PacTBOpa
| IOMKHO  COOTBETCTBOBATH  BPCMEHH
| YACPXMBAHHA NMKA METPOHMIAIONA Ha
XpOMATOrpaMMe CTAHAAPTHOTO PACTBODA.
Formation of dence white precipitate with
solution of potassium pyroantimonate.
OGpasoBanne mnoTHoro ocaaka Geioro
t UBETA €  Kamus  TIHPOAHTHMONATA
PacTBOPOM.
Formation of white curd-like precipitate
with solution of silver nitrate.
QO6pasopanue  Genoro  TBOPOKHCTOTO
! 0cajKa ¢ pacTBOpoM cepelpa HHTpaTa

Not less than nominal (100 ml)

Extractable Volume 102.67 ml

Hasnekacmplii 00bem 102,67 mn ‘ He mexee noMunansHoro (100 mn)
pH 5.9 [45-70

pH 4,5-7,0

Sterility Sterile | The solution shall be sterile
CTepHiIbHOCTh CrepunbHbli |

i

l PacTsop A071%KeH OBITE CTEPHILHEIM

Bacterial Endotoxins

EaxTepuaﬂbeze JHJIOTOKCHHBL

Less than 0.35 EU per | mg

Menee 0,35 E3 na | mr

[ Not more than 0.35 EU per 1 mg of
| metronidazole
He Gonee 0,35 E3 Ha | Mr MeTpolHIa301a

Anomalous toxicity
AHOMa/IbHa% TOKCHYHOCTD

Non-toxic
HetokcH4HbIi

| The solution should be non-toxic
PacTBOp /10/mKeH GBITE HETOKCHYHBIM
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHHUK ®APMACBIHOTHKAJ IABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Lid.»)
(Ortnenenue drpmu «[Lk. b. Kemuxane sun Gapmacerotukanc Jitay)
Bopau, Mym6aii 400 030, s - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJEN KOHTPOJIA KAYECTBA

NAME OF THE PRODUCT METROGYL® 100 ml bottle BATCHNe  [IX9048
. . st CEPHA N
HAHMEHOBAHHE (Solution for m;ravenous injection 5 mg/ml)
MPEMAPATA METPOT W™ 100 ma dnakox
(pacTBOp /1A BHY TPHBEHHOI'O BBEAEHHH 5 MI/MJ1)
MANUFACTURED: 01/2019 REPORT Ne  17FP19000295
[MPOU3BEAEHO: OTYET Ne
VALID TO: 12/2021 DATE 08/02/2019
IOJIEH J0: JAATA
TESTS RESULTS STANDARDS
IMMOKA3ATEJIH PE3VYJILTATHI CTAHJAPTHI
Particulate Matter
MeXaHHYCCKHE BKIIOYEHHA |
Visible Absent | Particulate contamiration should be absent
| by visual inspection
Buaumele OTcyTCTBYIOT | MexaHu4ecKHEe  BKIIOYEHHA  JOMKHGI
OTCYTCTBOBATH l'li)ld BH3Y4AIbHOM KDHTPOHC
Invisible Particles = 10 um: Particles = 10 microns-not more than 6000
0 per container per container.
Particles > 25 pm: Particles 2 25 microns-not more than 600
| 0 per container | per container.
Heauaumsre j Yactuiet > 10 MHKpOH: ' Yactuusr > 10 mukpou-ue Gonee 6000
0/ pnaxon | /tnakon
YacTHusl 2 25 MHKpOH: Yactuusr 2 25 muxpon-se Oonee 600
0/ pnaxon /thnakon )
Colour | Does not exceed the reference standard | The color of the solution should not exceed
| GY; the reference standard GY
LigeTHocTh He npesbimaet stanon GYs | OKpacKa pacTBOpA HE J10JIKHA [IPEBLILLATS
| atanon GYs
Clarity Keeps requirements The solution should be clear or the
Tpospaunocts opalescence of the solution should not

exceed the opalescence of reference
suspension L.

| BsunepausaeT Tpebosanns | PacTBop fosmkeH ObiTh PO3PAYHLIM HAK
onaneciueHuns pacTBopa He J0/KHa
MpCRAILAThL ONANECUEHUMIO 3Tan0Ha |

Related impurities 0.04 % Tinidadazole related compound A — NMT
0.15%
0.06 % Any other unidentified impurity — NMT
0.15%
0.13 % Total impunities - NMT 1.0 %

PoactseHHble npHMecH

Poncteennas mpuMech A THHHJIa307a — HE
Gonee 0,15 %

Jlwobast  apyras HeHACHTU(HIMDOBAHHAA
npumeck — He Donee 0,15 %

Cymma mpumeced — He Gonee 1,0 %

Nitrites

Hutpurbt

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

He npesbluiaer OnTuueckads MIOTHOCTE  HCALITYEMOrO
pacTsopa NpH JUTMHC BOMHBEI 524 HM He
JLOMKiNa NpeBbILIaTh OMTHYCCKYIO
MJIOTHOCTh CTAHJAPTHOIO PACTBOPA.
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UNIQUE PHARMACEUTICAL LABORATORIES
FOHHUK ®APMACBIOTHKAJT JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Ornenenue dupmet «Tx. B, Kenuranc ana Gapmacsotukanc i)
Bopnu, Mymbait 400 030, Huans - Worl, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTAEN KOHTPOJLA KAYECTBA

NAME OF THE PRODUCT METROGYLI' ]00 ml bottle BATCH Ne [Ix9048
HAMMEHOBAHHE (Solution for in;ravenous injection 5 mg/ml) Fhiate
TPEMTAPATA METPOI'HJT™ 100 ma daakon
(PacTBOp A/1A BHYTPHBEHHOTO BBEIEHHA 5 Mr/ma)
MANUFACTURED: 01/2019 REPORT Xo  17FP19000295
TMTPOU3BEJEHO: OTYET Ne
VALID TO: 12/2021 DATE 08/02/2019
TOMEH [10: JATA
TESTS RESULTS | STANDARDS

MMOKA3ATEJTH PE3YJIBTATHI | CTAHJAPTHI
Assay of Metronidazole 99.1 % i.e. 4,95 mg/ml 190.0 - 110.0 % of the label claim , i.e. 4.5 —
KosnuuecTsenuoe conepxanue | 5.5 mg/ml
Metponuaazona 99,1 % T.e. 4,95 Mr/ma 190,0 - 110,0 % ot HOMHHANEHOTrO

| conepxaHus, T.€. 4,5 — 5,5 Mr/mn

Assay of Sodium chloride
KonnyecTseHHoe conepxanme
Hatpus xnopuna

99.6 % i.e. 7.866 mg/ml | 95.0 - 105.0 % of the label claim, i.e. 7.505
| —8.295 mg/ml
i 95,0 - 105,0 % OT HOMHHAIBHOTO

| conepxanns, T.c. 7,505 - 8,295 mr/mn
|

99,6 % T1.¢. 7,866 Mr/ma

The above sample complies with the prescribed standards of quality
BuimeykasanHbii 00pasel cOOTBETCTBYET yCTAHOBIEHHBIM CTAHAAPTAaM Ka4decTBa

=

QUALITY CONTROL MANAGER
MEHE/)KEP MO KOHTPOJIK) KAYECTBA
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