AEKJIAPAHT, IPUHHMAIOUIMH JEKJAPALIMIO O COOTBETCTBHU 5
000 "IOHHK ®APMACBIOTHKAJI JIABOPATOPH3" l

3apezucmpuposano : Mexcpaitonnas uncnexyus Degepanviiot nanozosoii cayxcber Ne 46 no 2. Mocrkee OIPH
1057746834420 om 04.05.2005

| | Adpec:127994, 2. Mockea, ya. Teepckan, 9. 18, kopn. 1, kaburnem 609. Tenegpon: 8(495)694-33-79. |
| | B auye:I'enepanvuviii oupexmop Candun Haca |
Hosepennoe nuyo.: Cmupnoe K.T

| Hosepennocmo: Ne 90 om 12.07.2018e.

3ASABJISIET, UTO

| Aexapcmeennoe cpedcmeo: Mempozir, pacmeop s enympueennozo esedenun S mz/va | 00 ma, gaaxons
nonusmunenossie (1), obepmicu uz nienounozo mamepuaia (1), nawxu kapmonnvie, pez Ne I1 NOI1666/01 om
07.06.2010 (0ama 3amensr 10.05.2017) asidano FOnux DPapmacsiomuran Jlabopamopuz (Omdenenue Gdupmor '
Hoe. 5. Kemuxanc sn0 @apmaceiomuxarc JImo), cepus 11X8613, napmus 37683 ynaxosox, zoden 0o 30.11.2021,
i | npouzeodcmea FOnux @apmacvromuran Jlabopamopus (Omdenenue gupmor Joc. B Kemuxanc snd

1 | Papmacsiomuxanc Jimd), Hidus, Unique Pharmaceutical Laboratories (A Division of J.B. Chemicals &

i ‘ Pharmaceuticals Ltd ), Plot No.4,Phase IV, G.1.D.C. Industrial Area, Panoli: 394 11 6, Gujarat State, Dist,- .
| | Bharuch ,India, koo OKIIJI2 21.20.10.190, koo TH BOI 3004900002, konmpaxm Ne UPL/OOO/05-2017 om |
1 | 30.11.2017, unsoiic Ne 90018332 om 09.01.2019 ‘

|| COOTBETCTBYET TPEEOBAHUAM

T NO11666/01-100517

| JEKJIAPALIMS [IPUHSITA HA OCHOBAHUH |
npomoxon uchvimanuu Ne 510/3 om 05.03.2019 HJI Q00 "Konmpoasno-anarumuvecxas nabopamopus i

| | DPAPMAHAJIH3", ammecmam axxpedumayuu POCC RU.0001.21DM]I2, Cepmugpuxam POCC
| IN.OMI1.C81866 om (06.03.2019

ir JATA IIPUHSITHS TEKJIAPALIAM 06.03.2019
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| oPr AH 10 CEPTH®HKALINH, 3APETMCTPHPOBABIIUIA JIEKJIAPALTUIO

RA.RU.11®OM11 OPI'AH ITO CEPTHO®HKALIHH ITPOLYKIHH OFUIECTBO C OIPAHHYEHHOH
| OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanuzayuu : 109428, 2. Mockea, 1-wiii Bazosckuii
npoeso, 0. 5, cmp. 1, adpec opzana no cepmugpuxayuu: 127282, 2. Mocksa, ya. Yepmanckas, 0. 2, cmp. 7

JAEKJIAPALIHS O COOTBETCTBHH 3APETMCTPHPOBAHA N POCC RUJ-IN.®M11.4.16796/19 [
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®PAPMACBIOTHKA JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Oraeneuue Gupmet «/Ik. b. Kemukanc s @apmacsiotukanc Jirn)

Bopan, Mym6ait 400 030, Muaks - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A
QUALITY CONTROL DEPARTMENT

OTAEJ] KOHTPOJIA KAYECTBA

NAME OF THEPRODUCT  METROGYL® 100 ml bottle BATCHNe  [IX8615
HAMMEHOBAHME (Solution for int‘raveuuus injection 5 mg/ml) SHERAS
TPETTAPATA METPOTHIT® 100 ma drakon
(pacTBOp /It BHYTPHBEHHOTO BBEIEHHS 5 MI/MJI)
MANUFACTURED: 12/2018 REPORT Ne  17FP18003348
[TPOH3BEJIEHO: OTYET Ne
VALID TO: 11/2021 DATE 03/01/2019
TOJIEH JIO: JIATA
TESTS RESULTS STANDARDS
MOKA3ATEJH PE3YJILTATHI CTAHJAPTBI

Description

Comply with requirements

A clear colourless to pale yellow solution

Onucanue | CooTseTcTBYeT TpeGoBanuam [Mpo3spautibii pacTBop oT GecUBETHOTO 10
| CBETIIO-KENITOro UBeTa

Identification

[ToanHHHOCTS

A. Metronidazole

A. Metponnaason

B. Sodium

b. Harpwuit

C. Chlorides

Keeps requirements

Boinepikusaet TpefoBanus

Keeps requirements

Beiaepxusaer tpeboanns

Keeps requirements

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 ylepHBAHHA OCHOBHOTO NHKa Ha
XpOMAaTOrpaMMe HCIBITYEMOTO pacTBopa
JOJDKHO COOTBETCTBOBATDL BPEMEHH
VAEPKHUBAHUA NHKA METPOHHIA30JIA Ha
XpOMATOrpaMMe CTAHIAPTHOTO PacTBODA.
Formation of dence white precipitate with
solution of potassium pyroantimonate.
Ofpa3zosanue mnNOTHOTO oOcagka Genoro
UBeTa ¢  Kamus  MHPOAHTHMOHATA
PacTBOPOM.

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

C. Xnopuasl Brigepxusaet TpeGopaus OGpazosaude  0e/n0ro  TBOPOKHCTOrO
0Cajlka ¢ pacTBOPoM cepeOpa HHUTPaTa.

Extractable Volume 102.33 ml Not less than nominal (100 ml)

Hsenekaembiii 0GbemM 102,33 Mn He menee HomuHanbHoro (100 M)

pH 5.8 4,5-70

pH 4,5-7,0

Sterility Sterile The solution shall be sterile

CrepHNIbHOCTL CrepunbHblii PactBop 10/keH ObITh CTEPHIBHBIM

Bacterial Endotoxins

bakTepHanbHbIe IHAOTOKCHHBI

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 meTponuaasona

Anomalous toxicity
AHOMANBHAA TOKCHYHOCTD

Non-toxic
HeTokcuublit

The solution should be non-toxic
Pactsop nomkeH ObiTh HETOKCHY HbIM
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UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACBIOTHKAJI IABOPATOPH3

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

(Oraenenue pupmer «/l. b. Kemukanc ama Qapmacsiotukate Jran)

Bopau, Mymbait 400 030, Uuans - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT
OTJIE/l KOHTPOISI KAYECTBA

NAME OF THE PRODUCT METROGYL? 100 ml bottle BATCHN  [1X8615
HAUMEHOBAHMUE (Solution for intravenous injection § mg/ml) SRR
TIPETAPATA METPOTHJI* 100 ma paakon
(pacTBOp A/ BHYTPHBEHHOIO BBEACHHSA 5 Mr/m.T)
MANUFACTURED: 12/2018 REPORT Ne  17FP18003348
[MTPOU3BENIEHO: OTYET Ne
VALID TO: 11/2021 DATE 03/01/2019
TOJEH 10: IATA
TESTS RESULTS STANDARDS
[MOKA3ATEJH PE3YJIBTATHI CTAHJAPTHI
Particulate Matter
MexaHHuecKHe BKIIOUEHHA
Visible Absent Particulate contamination should be absent
by visual inspection
Bunumele OteyTeTByloT Mexanuyeckue  BKIOYEHME  A0JKHbBI
OTCYTCTBOBATH IIPH BH3YATLHOM KOHTPOME
Invisible Particles > 10 um; Particles > 10 microns-not more than 6000
0 per container per container.
Particles > 25 pm: Particles = 25 microns-not more than 600
0 per container per container.
Hesnanmele Yactuusl 2 10 MUKpOH: Yactuubl 2 10 MHkpoH-He Gomee 6000
0/ ¢nakon /thnakon
HacTuusl = 25 Mukpon: Yactuuel = 25 wmukpon-He Gomee 600
0/ ¢pnakon /pnakon
Colour Does not exceed the reference standard | The color of the solution should not exceed
GY; the reference standard GYs
LiBeTHOCTS He npesbiwaer sranon GY Oxpacka pacTBOpa He H0MKHA NPEBbILLATEL
atanon GY
Clarity Keeps requirements The solution should be clear or the
Fpo3paunocTs opalescence of the solution should not

BoiaepkuBaet TpeGoBanus

exceed the opalescence of reference
suspension [

PacTBop m0mKeH GbiTh MPO3IPAUHLIM IH
ONAIECUEHUNA PACTBOPA HE MOMIAKHA
TIPEBLILLIATE ONAJIECLEHLHIO 3TanoHa |,

Related impurities

Poncrpensbie npumecH

0.03 %
0.05%

0.08 %

Tinidadazole related compound A — NMT
0.15%

Any other unidentified impurity — NMT
0.15%

Total impurities - NMT 1.0 %
PojcTeenHas npuMech A THHHAa3ona — He
Gonee 0,15 %

Jliobas  gpyras wewnewTHOHUMpOBaHH2s
npumeck — He Gonee 0,15 %

Cymma npumeceii — He 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.

Hurpursl He npessiuraer OnTHyeckas  NIOTHOCTL  MCHIBITYEMOro

pacTBopa INpH JUIMHE BOJHBL 524 HM He
N0KHA TNpeBbILIATH ONTHYECKYHO
TUIOTHOCTE CTAHIAPTHOIO PACTBOPA.
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UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACLIOTHKAL JABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Otzeneue dupsmsr «[Ix. B, Kemuxanc ara Dapmacsrotrkaic JITy)

Bopau, MymGait 400 030, Hrans - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

QUALITY CONTROL DEPARTMENT

OTIEJl KOHTPOJSI KAYECTBA

NAME OF THE PRODUCT METROGYL® 100 ml bottle BAICHN  [1X8615
HAMMEHOBAHME (Solution for intravenous injection 5 mg/ml) CEPRI
NIPETIAPATA METPOTHJI® 100 ma ¢rakon
(PacTBOD 1151 BHYTPHBEHHOr'0 BBEAEHHS 5 mMr/mua)
MANUFACTURED: 12/2018 REPORTN: | 7FP18003348
ITPOU3BEJIEHO: OTYET Ne
VALID TO: 11/2021 DATE 03/01/2019
I'OJIEH 10 JIATA
TESTS RESULTS STANDARDS

MOKA3ATEJIU PE3YJIbTATHI CTAH/JIAPTbI

Assay of Metronidazole 100.3 % ie. 5,02 mg/ml 90.0 - 110.0 % of the label claim . i.c. 4.5 —

KonnuectserHoe conepsanne
Merposxuaasona

100,3 % t.e. 5,02 Mr/ma

5.5 mg/ml
90,0 - 110,0 % oT HOMMHAILHOTO
conepxanus, 1.e. 4,5 — 5.5 mrimn

Assay of Sodium chloride
Konuuectsennoe conepxaHue
Hatpus xnopuaa

100.6 % i.e. 7.944 mg/ml

100,6 % T.e. 7,944 Mr/ma

95.0 - 105.0 % of the label claim, i.e. 7.505
- 8.295 mg/ml

95,0 - 105,0 % 0T HoMHHATbHOTO
conepwanus, T.e. 7,505 — 8,295 mr/mn

The above sample complies with the prescribed standards of quality

Boineykasanggiit o6pasen COOTBETCTBYET YCTAHOBNEHHLIM CTAH1ApTaM KayecTsa

Crpanuua 3 u3 3

Russia

e

QUALITY CONTROL MANAGER

MEHEJKEP 10 KOHTPOJIIO KAYECTBA




