. |
| Hosepennocms: Ne 90 om 12.07.2018z. J ;
|

| JEKJIAPAHT, TPHHUMAIOUIUHA TEKJIAPAIIMIO O COOTBETCTBUU

| 000 "FOHHK ®APMACHIOTHKAIN JIABOPATOPH3" ‘

3apeaucmpuposaro . Mexcpanonnas uicnexyus Dedeparvnoi nano2060t cayxuchst No 46 no 2. Mockee OFPH |

J 1057746834420 om 04.05.2005 |

{ Adpec:127994, 2. Mockea, ya. Teepckas, d. 18, xopn. 1, kaGunem 609. Tenegpon: 8(495)694-33-79. |-
| B auye:Teneparsuoiii oupexmop Canoun Haca '

Hosepennoe nuyo: Cvuproe K.

3ASBJIAET, UTO
| aexapcmeennoe cpedemeo. Mempozun, pacmeop 015 6Hympusenno2o eaedenus 5 me/va 100 ma | drarons |
| norusmunenoeuie (1), obepmxu uz nuenouno2o mamepuana (1), nauxu kapmonuwie, pe2 Ne [T NO11666/01 om |
07.06.2010 (0ama 3amenst 10.05.2017) ewidano Kuux Gapmacsiomuxan Mabopamopuz (Omoenene gupmo
Hoie b, Kemuxanc snd @apyacsiomuranc JImd)j, cepun IIX9152, napmus 37843 ynarosox, 20der do 31.03. 2022, |
| nmpoussodcmea Onux Dapmacviomuxan Jladopamopus (Omdesenue @upnmot [ b, Kemuxare suo ‘
l @Papmacviomuranc JImd), Huoun, Unique Pharmaceutical Laboratories (A Division of J.B. Chemicals &
| Pharmaceuticals Lid.), Plot No.4,Phase IV G.1.D.C. Industrial Area, Panoli: 394 116, Gujarat State, Dist,-
| Bharuch India, k00 OKIIJ2 21.20.10.190, xod TH B3] 3004900002, konmparm Ne UPL/O00O/05-2017 om
30.11.2017, ungotic Ne 90018851 om 25.04.2019

COOTBETCTBYET TPEEOBAHHUSIM

1T NO11666/01-100517 1

! AEKJTAPALIHSA MTPUHATA HA OCHOBAHUH

| npomoxon ucneimanuit Ne 1454/3 om 19.06.2019 HIT 000 "Konmponsno-anaiumuvecxas nhabopamopus

J PAPMAHAJIH3", ammecmam axxpedumayuu POCC RU.0001.21 OM] 2, Cepmughuram POCC
IN.®M11.C86450 om 19.06.2019

| eEET

JIATA IPHHSITHS IEKTAPALTHH 20.06.2019 ’
| AEKNAPALWS TEHCTBUTEBHA J10 31.03.2022

£ DoupEE iy

:‘éﬁf i 3 = CuupHo K.I. |
i ﬁ;\._\.'.:, -Oexnapanm ,i_;;""' O.U.0 |
| N el

CBEJEHHS O PETUCTPAIIUU

| OPTAH I10 CEPTU®HUKAIIHH, 3APETHCTPUPOBABII ML AEKJTAPAITHIO

| RA.RU.11®MII OPIAH ITO CEPTHQHKALIHU ITPOLVKIIHH OBUJECTBO C O PAHHYEHHOH

| OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanuzayuu : 109428, 2, Mocksa, 1-wiii Basoecxuii
i npoeso, d. 5, emp. I, adpec opeana no cepmugpurayuu: 127282, 2. Moexea, y. HYepmanckan, 9. 2, cmp. 7

. AEKJIAPAIIMSI O COOTBETCTBHH 3APETMCTPHPOBAHA Ao POCC RU J-IN.®OM11.4.27845/19

Spoiuenko M.A.

pPaigypa 7 * Pykooautens OC




UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHKA JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Orzesenue drpmbt «JIx. b. Kemukanc 3ug ®Gapmacbiotukanc Jlta »)
Bopau. MymGait 400 030, Miaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIN3A
QUALITY CONTROL DEPARTMENT
OTAETT KOHTPOJIA KAYECTBA

NAMEOFTHEPRODUCT  METROGYL® 100 ml bottle BATCHY  [1x9)53
" 5 LI CEPHA Ne
HAMMEHOBAHHE (Solution for intravenous injection 5 mg/ml)
TIPEMAPATA METPOTHJI® 100 ma darakon
(pacTBop aas BHYTPHBEHHOTO BBeeHH: 5 Mr/mu)
MANUFACTURED: 04/2019 REPORT Ne 17FP19001023
MPOKU3BEIEHO: OTYET Ne
VALID TO: 03/2022 DATE 18/04/2019
FOMEH f0: JIATA
TESTS RESULTS STANDARDS
NNOKA3ATEJIH PE3YJIbTATHI CTAHJAPTBI
Description Comply with requirements A clear colourless to pale yellow solution
Onucanue Cootsercrayer tpefopanmsm IMpo3payneiii pactBop ot GecuUBeTHOrO 10

Identification
IMoanunnocTs
A. Metronidazole

A. MeTpoHuaazon

CBETIIO-KEJNTOro LBeTa

Keeps requirements

Brinepxusaer Tpe6opanus

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 ynepxusanus ocHorHoro nuxa wa
XpOMATOTPAaMME  HCNBITYEMOrO pacTBopa
AO/DKHO  COOTBETCTBOBATH  BpeMeHu
YACPKHBAHHA NWKA METPOHHAA30NA Ha
XPOMATOrpaMMe CTalAapTHOro pacTeopa,

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

b. Hatpuii Beinepwusaer tpeGosanus { OBpazosakue nmotHoro ocamxa 6enoro
useTa c KaHs MHPOAHTHMOHATA
pacTeopom.

C. Chlorides Keeps requirements Formation of white curd-like precipitate
with solution of silver nitrate,

C. Xnopunet Boinepicnsaer tpeGopanis O6paszoBaumne  Genoro TBOPOKHUCTOrO
0caika ¢ pacTBopoM cepefipa HuTpata.

Extractable Volume 103.00 ml Not less than nominal (100 ml)

H3Bnekaemolit o6nem 103.00 mn He MeHee HoMuHabHOMO (100 mam)

pH 5.8 45-7.0

pH 4,5-7,0

Sterility Sterile The solution shall be sterile

Crepunsuocts CrepuisHsrit Pactop nomxen 6rime CTePHILHbIM

Bacterial Endotoxins

Baktepuansimie 3nzotoxkcHun

Less than 0.35 EU per 1 mg

Menee 0,35 ED ua 1 mr

Not more than 0.35 EU per | mg of
metronidazole
He Gonee 0,35 ED na | mr METpOHHIa30na

Anomalous toxicity

Non-toxic

The solution should be non-toxic

AHOMATBHAS TOKCHYHOCTS Hetokcuymerii PacTsop nomier 6u1Th HeTokCH IV
=

Crpanuna 1 u3 3
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACBIOTHKAJI IABOPATOPH3

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

(Oraenerue dupmbt JIk. B. Kemukatc 311 GapMacsioTukanc Jran)

Bop:u, MymGaii 400 030, Huaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIN3A
QUALITY CONTROL DEPARTMENT
OTJIEJl KOHTPOJIAA KAYECTBA

METROGYL" 100 ml bottle BATCHNe  [X9152
3 i e CEPHSA e
HAMMEHOBAHHE (Solution for intravenous injection 5 mg/ml)
MPETIAPATA METPOTIT® 100 M paakon
(PacTBOP ANS BHYTPHBEHHOIO BBeAEHUS 5 Mr/m.a)
MANUFACTURED: 042019 REPORT N 17FP19001023
ITPOU3BEJIEHO: OTYET Mo
VALID TO: 03/2022 DATE 18/04/2019
TOJIEH JI0: LIATA
TESTS RESULTS STANDARDS
MOKA3ATEJIHU PE3YJIbTATHGI CTAHIAPTBI
Particulate Matter
MexaHnyeckue BKMOYe HIS
Visible Absent Particulate contamination should be absent
by visual inspection
Buaumele OtcyreTByioT MexannueckHe  BKMIOYEHMS  [OMKHBI
OTCYTCTBOBATE NPH BH3YAILHOM KOHTpOIE
Invisible Particles 2 10 um: Particles > 10 microns-nct more than 6000
0 per container per container.
Particles 2 25 ym: Particles = 25 microns-not more than 600
0 per container per container.
Hesinumbre Yactuupr 2 10 MUKpOH: YacTHuel 2> 10 Mukpos-ue Gojee 6000
0/ dnakon /hnakon
YacTulbl 2 25 MHKPOH: HactHust > 25 mukpon-He Gosmee 600
0/ dnakon /dnakon
Colour Does not exceed the reference standard | The color of the solution should ot exceed
GYs the reference standard GY
LiseTHOCTH He npessimaer stanon GYs Okpacka pacTBopa He 0/1Ha MPEBbIaTS
31a10H GYs
Clarity Keeps requirements The solution should be clear or the
TMpospaunocTs opalescence of the solution should not

Beinepxusaet tpeGosanus

exceed the opalescence of reference
suspension [.

PactBop foskeH GBITH IPO3PauHLIM 1K
OnManeCUCHUHSA PacTBopa He 10J1KHa
NPEBLILIATE ONMAJIECUEHUHI) 3Tan0Ha [

Related impurities

Poacteenusie npumecu

0.04 %
0.07 %

0.13%

Tinidadazole related compound A — NMT
0.15%

Any other unidentified impurity - NMT
0.15%

Total impurities — NMT 1.0 %
Poncteennas npumecs A Tunuaasona — e
Gonee 0,15 %

JlroSast nmpyras HemzeHTH(HUHPOBAHHES
npuMeck — He Gonee 0,15 %

Cymma npumeceii — ve Gonee 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.

Hurpirtet He npessiwaer OnTiveckas  IIOTHOCTE  MCMBITYeMOro

PacTBOpa MpH JAMHHE BOJMHBI 524 HM He
J0JIKHA MPEBLIMIATD ONTHYECKYH
[UIOTHOCTh CTAHAAPTHOIO PacTBOpA.

Crpannna 2 us 3

Russia




UNIQUE PHARMACEUTICAL LABORATORI ES
IOHHK ®APMACBIOTHKAJI JIABOPATOPH?
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Oraenenue dupmen «JIx. B. Kemuxanc s Papmachiorukanc Nt )
Bopam, Mym6ait 400 030, Huaws - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJIEJl KOHTPOJIS KAYECTBA

NAMEOF THEFRODUCT  METROGYL® 100 ml bottle BATCHX.  1x9]152
HAHMEHOBAHHE (Solution for inéravenuus injection 5 mg/ml) S
NPETTAPATA METPOI'HJI® 100 ma $rakon
(PacTBOp ANA BHYTPHBEHHOTO BBeIeHHY 5 Mr/Ma1)
MANUFACTURED: 04/2019 REPORTNe 7
MTPOM3BE/EHO: OTYET Ne IFERTS
VALID TO: 03/2022 DATE 18/04/2019
TOJIEH J10: JATA
TESTS RESULTS STANDARDS
ITOKA3ATEJIH PE3YJIbTATHI CTAHJAPTBI

Assay of Metronidazole
Konigectsennoe colepkaHue
Merpounnasona

99.8% 1. 4,99mg/ml

99,8 % T.e. 4,99 mMr/mn

90.0 - 110.0 % of the label claim sleid 5=
5.5 mg/ml

90,0 - 110,0 % oT HoMHHANBLHOrO
€onepxkanus, T.e. 4,5 — 5,5 Mr/ma

Assay of Sodium chloride
Kommaecteennoe cojJepxkaHue
Hatpus xnopruna

99.6 % i.e. 7.867 mg/ml 95.0 - 105.0 % of the label claim, i.e. 7.505
—8.295 mg/ml
95,0 - 105,0 % oT HoMUHANbHOTO

coaepxkannd, T.e. 7,505 - 8,295 mMr/mn

99,6 % T.e. 7,867 mr/mn

The above sample complics with the prescribed standards of quality

e -~
Bbt HICYKa3aHHbIH OGPBCH COOTBETCTBYET YCTaHOBJIEHHBIM CTAHAAPTAM KavecTtBa

e

QUALITY CONTROL MANAGER
MEHEJGKEP 1O KOHTPOJIIO KAY ECTBA

T

v

ah
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