JEKJIAPAIIMA O COOTBETCTBUH

JEKJAPAHT, IPUHUMAIOUIIANA JEKJIAPALIMIO O COOTBETCTBHUHA
| 000 "KOHHK ®APMACBIOTHKAII JIABOPATOPH3"
| 3apezucmpuposano : Mexcpationnas uncnexyus @edeparbnon nanozosoi cayxcbot Ne 46 no 2. Mockee OI'PH
1057746834420 om 04.05.2005
Adpec:127994, o. Mockea, yn. Teepckaa, 0. 18, kopn. 1, kabunem 609. Teneghon: 8(495)694-33-79.
B nuye :I'enepansuorii oupexmop Canodun Haca
\
| dosepennoe nuyo: Cmupnos K1
| Hosepennocmos: Ne 90 om 12.07.2018e.
| 3ASIBJIISIET, UTO
| Aexapcemeennoe cpedcmeo: Mempozun, pacmeop Or8 enympueennozo eeedenun 5 me/ma 100 mn , gaarons
| noauamunenoevie (1), obepmru uz naenounozo mamepuana (1), nawku xapmonnvie, pez Ne I1 N0O11666/01 om
| 07.06.2010 (dama 3amensr 10.05.2017) awidano FOnux @apmaceromuxan Jlabopamopusz (Omodenenve gupmeor
| [doic. 5. Kemukanc 3nd Papmacviomuranc JImd), cepus [IX8616, napmus 37683 ynaresox, 200en oo 30.11.2021,
npoussodemeéa FOnux @apmacsiomuran Jabopamopuz (Omoenenue Gupmor [Joc. B. Kemuraic and
Qapmacsiomuraic JImo), Hnous, 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, koo OKII/]2 21.20.10.190, koo TH B3/ 3004900002, koumpaxm Ne UPL/O00/05-2017 om
30.11.2017, uneoiic Ne 90018332 om 09.01.2019

COOTBETCTBYET TPEBOBAHH M

II N011666/01-100517

JEKJIAPAITUS IIPHHSITA HA OCHOBAHHH

npomoron uchetmanui Ne 511/3 om 05.03.2019 HJT OO0 "Konmpoasro-ananumuyeckan raéopamopus
. QAPMAHAJIH3", ammecmam axkpeoumayuu POCC RU.0001.21®M12, Cepmugpuxam POCC

| IN.OMI11.C81867 om 06.03.2019

,[[ATA NPUHATHSA JEKJIAPALIMH 06.03.2019
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| OPTAH I10 CEPTH®HUKAIIMH, 3APETUCTPUPOBABIINI JEKJIAPALIHIO

| RA.RU.11®MI] OPIAH ITO CEPTHOHKAL[HH TPOAVKLHH OBUJECTBO C OrPAHHYEHHOH

! OTBETCTBEHHOCTHIO "®©OPMAT KAHECTBA", adpec opeanuzayuu : 109428, e. Mockea, 1-viti Bazosckuil
| npoe3d, 9. 5, cmp. 1, adpec opzana no cepmuuxayuu. 127282, o. Mockea, ya. Hepmarnckan, 0. 2, cmp. 7
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UNIQUE PHARMACEUTICAL LABORATORIES

IOHHK ®APMACBIOTHKAJIJIABOPA

TOPH3

(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)

(Oraenchrke dupmsl « k. b. Kemukanc ann Gapmacsiotuxaic Jltan)
Bopnk, Mym6aii 400 030, Hiaws - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTHEJ KOHTPOJI KAYECTBA

NAME OF THE PRODUCT METROGYL?® 100 ml bottle BATCH N [IX8616
HAUMEHOBAHUE (Solution for inéravenous injection 5 mg/ml) CEEIn
TIPEITAPATA METPOTHJI™ 100 ma dpaaxou
(pacTBOp /1A BHYTPHBEHHOTO BBe1EHHS 5 Mr/MUT)
MANUFACTURED: 12/2018 REPORT No  17FP18003358
[TPOM3BEJIEHO: OTUYET Ne
VALID TO: 1172021 DATE 04/01/2019
TOMEH J0: JIATA
TESTS RESULTS STANDARDS
NOKA3ATEJH PE3YJIBTATHI CTAHIAPTBI
Description Comply with requirements A clear colourless to pale yellow solution
Onncanue CooTBeTCTBYET TPEOOBAHHAM ITpo3payHblii pacTBOpP OT GECUBETHOrO 110
CBET/IO-XENTOro LBeTa
Identification
[NoanuHHOCTH

A. Metronidazole

A. MetponHaason

B. Sodium

B. Hartpuii

C. Chlorides

C. Xnopuus!

Keeps requirements

BoizepxuBaeT TpeboBaHu

Keeps requirements

BhigepxupaeT TpeboBaHus

Keeps requirements

BeoinepxupaeT TpedOBAHHA

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 yaepKHBaHUA OCHOBHOIO MHKA Ha
XPOMATOrpaMMe HCIILITYEMOr0 pacTBOpa
AO0KHO — COOTBETCTBOBATH  BpeMEHM
YOEPKHBAHHA TNHKA METPOHMIA30Md Ha
XPOMATOrpaMMe CTaHIapTHOrO PacTBOpa.
Formation of dence white precipitate with
solution of potassium pyroantimonate.
OGpasoBaHne NnoTHOro ocaika Genoro
uBeTa €  KamM®  NHPOAHTHMOHATa
pacTBOpoM.

Formation of white curd-like precipitate
with solution of silver nitrate.
OOpazoBanne  Georo  TBOPOKHCTOTO
0CajKka c pacTBOPOM cepebpa HUTpaTa.

Extractable Volume 103.33 ml Not less than nominal (100 ml)
Haenexkaembii oObeM 103,33 mn He menee HoMuHaabHoro (100 ma)
pH 5.8 45-7.0

pH 4,5-7.0

Sterility Sterile The solution shall be sterile
CrepwibHOCTD CrepunbHbIii PacTBop HOMKEH OBbITh CTEPHITBHBIM

Bacterial Endotoxins

BakTepHanbHblE HA0TOKCHHBI

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 ED Ha | Mr MeTpoHHzazona

Anomalous toxicity
AHoManbHas TOKCHYHOCTB

Non-toxic
HeTokcuuHbii

The solution should be non-toxic
Pacteop no:mkeH GbITh HETOKCHUYHBIM
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UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACBIOTHKAJI IABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Ornenenue dupmst «[lk. b. Kemukaic 3 ®apmacsioTHranc 1)
Bopau, Mym6ait 400 030. HHaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

NAME OF THE PRODUCT

CEPTUOHKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT
OTJIEJl KOHTPONIS KAYECTBA

METROGYL? 100 ml bottle

BATCHNe  [1X8616
. . C CEPHSA Ne
HAMMEHOBAHHE (Solution for méravenuus injection 5 mg/ml)
TIPEMAPATA METPOT'HT® 100 ma daakon
(pacTBop 0715 BHYTPHBEHHOTO BBEIEHHA S MI/M.1)
MANUFACTURED: 12,2018 REPORT N+ |7FP18003358
TMMPOU3BEJIEHO: OTYET Ne
VALID TO: 11/2021 DATE 04/01/2019
T'OJIEH JIO: JIATA
TESTS RESULTS STANDARDS
[MOKA3ATEJIH PE3YJIbTATHI CTAHJAPTBI
Particulate Matter
MexauuyeckHe BKITIOYEHUA
Visible Absent Particulate contamination should be absent
by visual inspection
Bunnmble OTtcyrersyioT MexaHHueckHe  BKIIOYEHHMS  JIOJKHBI
OTCYTCTBOBATH IIPH BH3YalbHOM KOHTpO.JIE
Invisible Particles 2 10 um: Particles = 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.
Hesnmsmsie Yactuis! > 10 MHKpOH: | Yactuust = 10 muxpon-He Gosee 6000
0/ ¢nakoH | /naxoH
[ YacTHubl 2 25 MHKPOH: ‘ Yactuusl 2 25 mukpoH-He Gonee 600
\ 0 / nakon | /uakoH
Colour | Does not exceed the reference standard | The color of the solution should not exceed
[ GYs the reference standard GY
L{BeTHOCTB | He npesbiwaer stanon GY; Okpacka pacTBOpa He 10/DKHA MPeBbILaTh
| atanoH GYs
Clarity Keeps requirements The solution should be clear or the
[lpospaunoctsb opalescence of the solution should not

exceed the opalescence of reference
suspension [.

| BrinepikupaeT TpeGoBaHHA Pactsop JoMkeH ObiTb NPO3payHbIM HIH
! ONaeCLEHIHA PACTBOPA He 10JKHA
| NpEBBILATE ONATECUEHLMIO ITa/IoHa |.
Related impurities 0.03 % Tinidadazole related compound A - NMT
0.15%
0.04 % Any other unidentified impurity — NMT
0.15%
0.06 % Total impurities - NMT 1.0 %

Poncteenubie [IPHMECH

PoicTeeHHas npuMeck A THHMAa30Ma — He
bonee 0,15 %

JlGas apyras HewAeHTHQHUHpOBaHHAs
npuMmeck — He Gonee 0,15 %

Cymma ripumeceit — ne bosee 1,0 %

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

Hutpursl He npesbimaer OnTH4eCKaR  [UIOTHOCTB  HMCMBITYEMOrO

pacTsopa MNpH [UIMHE BOJIHLI 524 HM He
N0JKHA NPeBbILIATS ONTHYECKYH)
IUIOTHOCTB CTAHIAPTHOIO PacTBOpa.
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBHOTHKAJI JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Ornenenne dupmst «[Ix. b, Kemuxanc ana Gapmaceiorukanc Nan)
Bopau, Mymbait 400 030, Hiaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OT/IEJl KOHTPOJISi KAUECTBA

NAME OF THE PRODUCT METROGYL? 100 ml bottle

BATCHN.  [IX8616

HAHMEROBARHE (Solution for in;ravenous injection 5 mg/ml) CEPRAN
MPEMAPATA METPOTHT® 100 ma ¢nakon
(pacTBOp A5 BHYTPHBEHHOI0 BBEAEHHS 5 Mr/mu)
MANUFACTURED: 12/2018 REPORT Ne  17FP18003358
MPOW3IBEJEHO: OTHYET Ne
VALID TO: 1172021 DATE 04/01/2019
FOJIEH JIO: JIATA
TESTS RESULTS STANDARDS

ITOKA3ATEJIHN PE3YJIbTATHI CTAHJIAPTLI

Assay of Metronidazole 100.0 % i.e. 5,00 mg/ml 90.0 - 110.0 % of the label claim , i.e. 4.5 -

KonHiecTBeHHOE COepKaH e
MeTtporuznasoia

100,0 % T.e. 5,00 mr/ma

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

Assay of Sodium chloride
KonwyectBeHHoe coaepxanue
Hatpus xnopuna

i
l
|

100.4 % i.e. 7.932 mg/ml

100,4 % T.e. 7,932 mr/mn

195.0 - 105.0 % of the label claim, i.e. 7.505
| —8.295 mg/ml

195,0 - 105,0 % oT HOMHHANLHOTO
cojepxaHud, T.e. 7,505 — 8,295 mr/mi

The above sample complies with the prescribed standards of quality

Buieykasanuelii o6paseil COOTBETCTBYST YCTAHOBJIEHHBIM CTAHIAPTAM KauecTea
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QUALITY CONTROL MANAGER
MEHEJXKEP ITO KOHTPOJIFO KAYECTBA
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