| Bharuch ,India, ko0 OKIIJ2 21.20.10.1 90, koo TH BOJ 3004900002, konmpaxm Ne UPL/OOO/05-2017 om
0 30.11.2017, uneouc Ne 90018317 om 07.01.2019

JEKJIAPALIASI O COOTBETCTBHH |

AEKJIAPAHT, IIPHHUMAIOUINH JEKJIAPAIIMIO O COOTBETCTBUM |
| 000 "FOHHK ®APMACBIOTHKAJ JIABOPATOPH3" ‘
| 3apezucmpuposano : Mexcpaiionnas uncrexyus Dedepanvroti naroz060i cayuctor Ne 46 no 2. Mockee OI'PH
| 1037746834420 om 04.05.2005
- Aopec:127994, 2. Mockea, ya. Tsepckax, 0. 18, xopn. 1, kadunem 609, Tenegpon: 8(495)694-33-79.
| B auye:Tenepanvuoit dupexmop Canoun Haca |
Hosepennoe nuyo: Cmupnoe K.I |
Hosepennocms: Ne 90 om 12.07.20182,

3ASIBJSIET, UTO 1
Aexapcmeennoe cpedcmso: Mempoaun, pacmeop dna sHympueennozo esedenus 5 me/ma 100 M, uaronst [
noausmuienossie (1), obepmxu us naenounozo mamepuasa (1), nauxu Kapmonmere, pee No IT NO11666/01 om |
07.06.2010 (0ama samensr 10.05.2017) svidano IOnux @apmacwviomuxan Jlabopamopuz (Omdenenue upmbi |
| Hone.B. Kemuranc 310 @apmacsiomuxanc Jimo), cepus 1IX8613, napmus 37523 ynaxosox, z0den do 30.11.2021, [
5 npouseodcmea IOnux Papmaceiomuxan JlaGopamopuz (Omodenenue upmwt Joc. B Kemuxaie s1d ‘
| @apmacvromuranc JImo), Hrdun, Unique Pharmaceutical Laboratories (A Division of J.B. Chemicals &
Pharmaceuticals Ltd,), Plot No.4,Phase 1V, G.I.D.C. Industrial Area, Panoli: 394 116, Gujarat State, Dist, -

COOTBETCTBYET TPEEOBAHUSIM
IT NO11666/01-100517

AEKJIAPAIIUA IIPHHSATA HA OCHOBAHHUH

npomoxron ucnyimanui Ne 424/3 om 26.02.2019 HII1 000 "Konmpossno-anarnumuvecxas nabopamopus
PAPMAHATH3", ammecmam axxpedumayuu POCC RU.0001.2]1 OM] 2, Cepmugpuvam POCC
| IN.OMI11.C82107 om 13.03.2019

| JATA IIPUHATHSA JEKJIAPALIAH 13.03.2019

| AEKJIAPALIMSL IEMCTBUTEJBHA JIO 30.11.2021 |
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CBEJEHMUS O PETUCTPAITUU

- OPTAH I10 CEPTU®UKALINH, 3APETUCTPUPOBABIIHIA JAEKJIAPAIIM IO ‘
- RA.RU.11®M11 OPTAH 110 CEPTH®HKALIHH ITPOIYKIIHH OBI{ECTBO C OI'PAHHYEHHO | |
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanuzayuu : 109428, 2. Mockea, I-witr Bazoeckuii |

npoeso, 0. 3, cmp. 1, adpec opeana no cepmupuxayuu: 127282, 2. Mocksa, yr. Yepmanckas, 0. 2, cmp. 7 |

‘ JAEKJIAPAITMSI O COOTBETCTBHU 3APETMCTPUPOBAHA M POCC RUJ-IN.®M11.4.17519/19 : ‘[
| AATA PETUCTPALIMU 13.03.2019 ' ‘
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORA

TORIES

IOHUK ®APMACBIOTHKA T JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)

(Otnenexue bupmul «[Ix. B, Kemukanc auy DapMackoTukanc Jlran)
Bopan, MywmGait 400 030, Miaus - Worli, Mumbai

400 030, India

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT

OTAEJI KOHTPOJIS KAYECTBA

METROGYL® 100 mi bottle BATCHN:  [1xg6]13
HAHMEHOBAHHE (Solution for intravenous injection 5 mg/mI) CEENA N
TIPEIAPATA METPOTHT® 100 ma ¢aakon
(pacTBop 11a BHYTPHBEHHOro BBegeHuy 5 Mr/ma)
MANUFACTURED: 122018 REFORTX:  17FP18003343
MPOM3BEIEHO: OTYET Ne
VALID TO: 11/2021 DATE 02/01/2019
TOIEH JI0: IATA
TESTS RESULTS STANDARDS
IIOKA3ATEJIH PE3YJIbTATHI CTAHJAPTLI
Description Comply with requirements A clear colourless to pale yellow solution |
Onucanue Cootserctpyer TpeGoBaHHAM ITpospaynkrit pacTBop ot 6ecuseTHoro 10
CBETJIO-KeNTOoro LBeTa
Identification
MoanunnocTs

A. Metronidazole

A. Metponunason

B. Sodium

B. Harpuit

C. Chlorides

C. Xsropuam

|

Keeps requirements

Boinepxupaer TpeboBaHus

Keeps requirements

Brinepkusaer tpeGosanus

Keeps requirements

Brinepxibaet tpeGosanus

chromatogram of the sample solution
standard solution
| nomxHo

Formation of dence white precipitate with
solution of potassium pyroantimonate.
OfBpasosakne mioTHOro ocanka Genoro

Formation of white curd-like precipitate
with solution of silver nitrate,

OCallka ¢ pacTBopoM cepelpa iTpara.

The retention time of the major peak in the

should correspond to peak of
metronidazole in the chromatogram of the

Bpems ynepkusanus ocrosnoro NHKa Ha
XpOMaTorpaMme HensITyeMoro pactsopa
COOTBETCTBOBATE  BpemeHn
YIACPKHBAHHA [MKA METPOHMIA30Ma Ha
XpOMaTOrpaMMe CTaHAapTHOrO pacTBopa.

useta ¢
pacteopom.

KATHA  MHPOaHTHMOHATA

OGpasosanme  Genoro TBOPOXHCTOro

Extractable Volume 102.17 ml " Not ess than rominal (100 7}
H3Baexaemsiit 06nenm 102,17 mn He meHee nomunansroro (100 mn)
pH 5.8 45-7.0

pH 45-170

Sterility ] Sterile The solution shall be sterile
Crepunsrocts CrepiibHbIi Pacteop nomxen 6uith CTEPHIIBHBIM

Bacterial Endotoxins

BakTepuanphsre JHOOTOKCHHBI

Less than 0.35 EU per | mg

Menee 0,35 ED ua 1 mr

Not more than 0.35 EU per | mgof
metronidazole

He Gonee 0,35 E9 wa | mr METpOHHNa3ona

Anomalous toxicity
AHOMaTbHaA TOKCHYHOCTD

Non-toxic
Hetokcuungiii

=] S

The solution should be non-toxic

PactBop nomken Guite HeTokeHuHbIM

—— ]
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UNIQUE PHARMACEUTICAL LABORATORIES
OHHK D®APMACBIOTHKAJL JIA BOPATOPH3
(A division of «J. B, Chemicals & Pharmaceuticals Ltd.»)
(Otaenchne dupmwi «/bx. B. Kemuxanc su DapmacsioTukaic JTtan)
Bopau, Mym6aii 400 030, Hiams - Worli, Mumbaj 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT
OTZEJl KOHTPOJISI KAYECTBA

NAME OF THE PRODUCT METROGYL® 100 mi bottle BATCHN  [1x8613
HAMMEHOBAHME (Solution for intravenous injection § mg/ml) CERIDL M
TIPETAPATA METPOTHJI® 100 ma $aaxon
(pacteop nas BHYTpHBEHNOr0 BBegeHMs § Mr/ma)
MANUFACTURED: 12/2018 REPORT Ne 17FP18003343
MPOMIBEIEHO- OTYET Mo
VALID TO: 11/2021 DATE 02/01/2019
COJIEH JIO: JATA
TESTS i RESULTS l STANDARDS
NMOKA3ATEJIH PE3YJIbTATEI CTAHIAPTBI
Particulate Matter |
Mexaunyeckue skmovenus '
Visible Absent Particulate contamination should be absent
! by visual inspection
Bumimere Otcytetnyior Mexauiueckue BKIIOYCHHS  DOMKHbI
‘ OTCYTCTBOBATH NPH BU3YAlbHOM KOHTposie
Invisible Particles > 10 um: Particles > 10 microns-not more than 6000
J 7 per container per container.
Particles > 25 ym: Particles = 25 microns-not more than 600
0 per container per container,
Hesuunmpre YacTHust > 10 MHUKDOH: Yactuuer 2 10 MHKpOH-He Gosee 6000
' 7/ dnakon /nrakon
Yactuuw > 25 MHKDOH: Yactuus > 25 MHKpOH-He Gonee 600
0/ dnakon /hnakon
Colour Does not exceed the reference standard | The color of the solution should not exceed
GY, ’ the reference standard GY,

He npesemuaer srajion GY;

LseTHoeTs

| Okpacka PACTBOPA HE 101 Ha [IpeRbILATE
sranon GY;

Clarity

Keeps requirements
Tpo3paytocTs

Beinepskusaer TpeGoBania

The solution should be clear or the

| opalescence of the solution should not
exceed the opalescence of reference
suspension .
Pactsop nonmxkeH 6bits NpO3pauHbIM Hin
l ONANECUEHUHA PacTBOpa He A0/ icHa
| Npeabimary, ONaNecUeHNHIO ITaT0Ha |,

Related impurities 0.03 %

0.05 %

0.08 %
Pozcreenible npumecy

Nitrites

Does not exceed

Hurpure ’ He npesbiiaer

, Tinidadazole related compound A — NMT
0.159%
Any other unidentified impurity — NMT
0.15%
Total impurities - NMT 1.0 %
Poactrennas NPUMECh A THHHIA3002 - He
Gonee 0,15 %
Jhobas  npyras HeMICHTH(GHUMPOBaHHas
' nMpHMEck — He Gostee 0,15 %
Cymma npumeceii — pe bonee 1,0 %
The optical density of the test solution ata
wavelength of 524 nm shall not exceed
that of the standard solution.

Onrhueckas  mioTHocTs MCTBITYEMOro
PAcTBOpa MpH THHE BOMHBI 524 HM He
A0MKHA TNpEBLILLATL OI'ITM"{ECK)’IO

ILTIOTHOCTEL CTHHRHPTHOI‘D 2aCTBOEa.
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UNIQUE PHARMACEUTICAL LABORATORIES
HHUK QAPMACBIOTHKAT JABOPATOPH3
(A division of «J. B, Chemicals & Pharmaceuticals Ltd.»)
(Orzenenue dupmer «Jlx. B, Kemuxanc sua DapmackioTHkaTe Jan)
Bopuu, Mym6Gait 400 030, Mnaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJH3A
QUALITY CONTROL DEPARTMENT
OTIENl KOHTPOJISI KAYECTBA

NAME OF THE PRODUCT METROGYL® 100 ml bottle BATCHN  1x8613
HAMMEHOBAHME (Solution for intravenous injection § mg/ml) CEPHA %
TIPETAPATA METPOTHII® 100 ma aakon
(pacTrop ans BHYTPHBEHHOrO BBeleHHs § Mr/ma)
MANUFACTURED: 12/2018 REPORT Ne 17FP18003343
ITPOU3BEJIEHO: OTYET Ne
VALID TO: 1172021 DATE 02/01/2019
FOJIEH Jo: IIATA
TESTS [ RESULTS STANDARDS

NMOKA3ATEIHN PE3YJIBTATBI CTAHJIAPTBI
Assay of Metronidazole 100.8% i.e. 5,04 mg/ml 90.0 - 110.0 % of the label claim, ie. 4.5 -
Konnvectrenuoe colepxkanue 5.5 mg/ml

Merponnaasona 100,8 % T.e. 5,04 mr/mn 90,0 - 110,0 % o7 HOMHHATBHOrO

COllepKanns, T.e. 4,5 — 5,5 Mr/pn

Assay of Sodium chloride
Konuyecrsennoe coaepxkanue |
Harpua xnopuaa

100.6 % i.e. 7.944 mg/m| 95.0 - 105.0 % of the labe] ¢]
[ 8.295 mg/m|
100,6 % T.e. 7,944 mr/mn | 95,0 - 105,0 % ot HOMHHaNbHOrO

COdepKaAHHA, T.e. 7,505 — 8,295 mr/ma

aim, ie. 7.505

The above sample complies with the prescribed standards of quality
Bbiweykasannerii obpazen COOTBETCTBYET YCTAHOBIEHHEIM CTaHNapTaM KadecTea

b
QUALITY CONTROL MANAGER
MEHE/KEP HO/KQ}LTPOJH‘O KAYECTBA
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