AEKJTAPALIUA O COOTBETCTBUHU

I JEKJIAPAHT, HPHHUMATIOIMI JEKJTAPAIIHMIO O COOTBETCTBHH

000 "IOHIK $APMACHIOTHKAJ JIABOPATOPH3"
Bapecucmpuposano : Meacpaiionnas: unenexyus Pedepaibiion naro206oi cavacov N 46 no 2. Mockee OI'PH
1037746834420 0m 04.05.2003
- Adpec: 127994, o Mockea, yi. Teepexas, 0. 18, kopn. 1, kaGunem 609. Teaechoir: 8(495)694-33-79.
B auye:lenepanenoit dupexmop Cancun Haca
Hosepentioe auyo; Cyupnos K.
Hosepennocme: No 90 om 12.07.20182.

3AMB/IET, UTO

aexapemeennoe cpedemao: Mempoeus, pacmeop oan enympusennoeo eeedenisi 5 e/ 100 wa, daarono
noauaMuienosue (1), obepmry uz mienounoeo Mamepuara (1), nauru kapmonsre, pee No If NO11666/01 om
(07.06.2010 (0ama 3avens 10.03.2017) evioano I0nux Gapmaceomurar Jlabopamopuz (Omodesenue gupust
Lo B Kemunaae 10 @apmaceromuraie Jmoy, cepus IHIX8451, napmust 37523 ynaxoesox, zooen oo 31.07.2021,
npowssoocmea onux @apuacsiomuran Jadopamopusz (Omoeaenue dupnv e B Kexuraac oo
Dapvacvromuraice JImo), Fuous, Unique Pharmaceutical Laboratories ( A Division of J.B. Chemicals &
Pharmaceuticals Ltd ), Plot No.4, Phase IV, G.1.D.C. Industrial Avea, Panoli: 394 116, Gujarat State, Dist, -
Bharuch India, koo OKII/{2 21.20.10.190, koo TH B2 3004900002, konmpaxm Ne UPL/OOQQ/05-2017 om

' 30.11.2017, uneouc No 90017946 om 08.10.2018

- COOTBETCTBYET TPEBOBAHHSM
ITNOII666/01-100517
: JAEKJTAPALIHAS NPHHATA HA OCHOBAHHHN

npomores ucnsimanutt Ne 3033/3 om 28.11. 2018 H/T QOO "Koumpoasuo-anaiaumuseckas 1adopamopus
DAPMAHAJIA3", ammecmam axxpedumayuu POCC RU.0001.21DM 12, Cepmudpuram POCC
INOMIL.C77226 om 28.11.2018

JATA %E,Mk[\&[ﬂ JEKJTAPALIHM 28.11.2018
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CBEJEHUSI O PETUCTPALIUH

+ OPT'AH IO CEPTUDHKALHH, 3APETMCTPHPOBABUIHI JEKJIAPAITHIO

CRARU.IIOMII OPTAH 1O CEPTH®HKALIHH HPOJVKUHH OSUIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "©OPMAT KAYECTBA", adpec opeanuzayuu : 109428, e. Mockea, I-viit Basoscruit
npoeso, 0. 3, emp. 1, aopec opeana no cepmudurauu: 127282, o Mockea, yr. Hepusineras, 0. 2, cmp. 7

JEKJAPALMSI O COOTBETCTBHU 3APETUCTPHPOBAHA N POCC RU J-IN.OMI1.4.07372/18
| IATA PETUCTPALIMM 28.11.2018
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UNIQUE PHARMACEUTICAL LABORATORIES
FOHHK ®APMACBIOTHRAT JABOPATOPH3
{A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)

{Oracaenne upsil « . b. Kenmkae ona Gapuacsioruxaie lras)
Bopim. Mysbalt 400 030, Hrads - Worli. Mumbai 400 030, India

NAME OF THE PRODUCT

HAHMEHOBAHHE
MPEITAPATA

CERTIFICATE OF

ANALYSIS

CEPTHOUHKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT
OTHED KOHTPOIST KAYECTBA

METROGYL" 100 ml bottle
(Solution for intravenous injection 3 mg/inl)

METPOIHIT" 100 s dpaaon

BATCH Ne
CEPHA Ne

TIX8451

(PACTBOP 15 BHYTPHBCHHOTO BBEACHHR 5 M1/aur)

MANUFACTURED: 08/2018 REPORT No [7FP18002340)
MPOHIBENEHO: OTYET N
VALID TO 072021 DATE 13/09/2018
TOJIEH JIO: JATA
TESTS RESULTS STANDARDS
HOKA3ZATEIH PE3YJbTATEI CTAH/IAPTHI

Description

Onucauue

Comply with requirements

Cootsercrayer tpeGonanuay

A clear colourless to pale yellow solution

[poapauneiii pacteop o7 SecuseTHoro 10
CBETNO-KEATOO HBeTa

Identification
[MommuuocTs
A. Metronidazole

A. Metpoiiaason

B. Sodium

b. Harpuii

C. Chlorides

C. Xnopuasl

Keeps requirements

Buiaepwusaer rpeGosanns

Keeps requirements

Buuaepiusaer rpebosanis

Keeps requirements

Bouaepaupaet rpeGosatiig

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 yaepiusaiing ocHosHOTO nuka Ha
XPOMATOIpaMmMe  HCTBITYEMOr0  PacTBopa
DONAHO  COOTBETCTROBATDL BPEMEHH
YACPHHBAHMA THKZ METPOHHAA30Nd Ha
XPOMATOIPAMME CTRIIAPTHOTO PACTBOPA.
Formation of dence white precipitate with
solution of potassium pyroantimonate.
Ofpasosanne nA0THOIO ocanka Ge0ro
UBeTa ¢ KaIMA  [HPOAHTHMOHATA
pacTBOpOM.

Formation of white curd-like precipitate
with solution of silver nitrate,
Obpasosatie  GeAoro  TBOPOAKHCTOrO
Ocallkd ¢ pacTBOpOM cepedpa HHTpara.

Extractable Volume 102.67 ml Not less than nominal {100 ml)
Hamsiekaemulit 00bem 102,67 Ma He menee nomusansoro (100 ma)
pH 59 4,5-7.0

pH 435-70

Sterility Sterile The solution shall be sterile

CrepuiabHOCTh

CrepuabHblii

Pactrop nonkes Guith crepiinHbiM

Bacterial Endotoxins

ba KTCPHAALHLIC SHAOTOKCHHDI

Less than 0.35 EU per | mg

Menee 0,35 ED na | mr

Not more than 0.35 EU per 1 mg of
metronidazole
He doaee 0,35 ED na 1 mr MeTponnaasona

Anomalous toxicity
AHOMLTLHAA TOKCHYHOCTE

Non-toxic
Herokcnsinnii

I'he solution should be non-toxic
Pacreop aomken OuiTh HETOKC HYHLIM

Crpanunua 1 u3 3

Russia




(Orienenmie dupust «di. b.

NAME OF THE PRODUCT

HAHMEHOBAHUWE
TTPETIAPATA

UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHEAJ] JABOPATOPHS
(A division of «J. B, Chemicals & Pharmaceuticals Lid.»)

Kestigare nia Qapsacsioturare Jta »)
Bopan, Mymdaii 400 030, Hians - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT

OTAES KOHTPOJIS KAYECTBA

METROGYL" 100 ml hottle

{Sulution for intravenous injection 5 mg/ml)

METPOUHT" 100 ma drakon

BATCH N [IX8451
CEPHA Mo

(PACTBOP A5t BHYTPHBEHHOIO BBEACH IS S mr/ma)

MANUFACTURED: 08/2018 REPORT Ne 17FP1800234G
MPOMZBEJIEHO: OTYET N
VALID TO: 07/2021 DATE 13/09/2018
FOAEH 1o HAATA
TESTS ‘ RESULTS STANDARDS
INHOKA3ATEJIH PE3YJIBTATHI CTAHJIAPTHI

Particulate Matter
Mexa HHYCCKHE BKIIOYEHHS
Visible

Bimmuie

Absent

Oreyrerayvior

Particulate contamination should be absent
by visual inspection

Mexannueckie BKIOYEHHA A0 HBL
OTCYTCTBOBATS TIDH BU3YATLHOM KOHTpOIIE

Invisible Particles 2 10 um: Particles = 10 microns-not more than 6000
0 per container per container,
Particles = 25 pum: Particles > 25 microns-not more than 600
0 per container per container.
Hesnmimuie Hactuust 2 10 Mukpon: Hactuuet > 10 Mukpon-ue Gomee 6000
0/ thnakon fnakon
Hactuust 2 25 mukpon: Hactuuer > 25 MHKPOH-HE Gosee 600
0/ dnakon | fhnakon ]
Colour Does not exceed the reference standard | The color of the solution should not exceed
GYs the reference standard GY.
Ugertnocts He npesbiaet sranon GY. Oxpacka pactsopa we 101%Ha NpeBbillaTh
o 1 sranou GYs
Clarity Keeps requirements The solution should be clear or the
[Ipospaunocts opalescence of the solution should not

Buiaepwisaer rpeSosanng

exceed the opalescence of reference

| suspension I

Pacrsop nomwen 6ute npospaunsiv ian
ONAIECUCHUMA PACTBOPA HE NOMHHA
1IPEBLILIATL ONANCCUE HIMFO HTAT0HA |,

Related impurities

Poncteennuie npumecit

0.03 %

0.03 %

0.0

v
e
o~

Tinidadazole related compound A — NMT
0.15%

Any other unidentified impurity — NMT
0.15%

Total impurities ~ NMT 1.0 %
Poncrsenias npumect A THHHIA30MA — He
fonee 0,15 %

oBas  apyras HEHACHTHHUNPpOBAHHAR
npHMech — He Sonee 0,15 %

Cymma npumeceii — ue Gonee 1,0 %

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

Hurpuiwe He npesbiwaer OnurHueckas  110THOCTS HCTBITYEMOTO

PactBopa npw wikmHe BoaHkE 324 M e
a0mA N NPeBLILIATS OITHUCCRYIO
| _TIOTHOCTh CTAHAAPTHOIO pacTeopa.

Crpanima 2 3 3

Russia
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UNIQUE PHARMACEU FCAL LABORATORIES
TOHHK ®APMACLIO] HRKATJIABOPATOPHS
(A division of «I. B. Chemicals & Pharmaceuticals Ltd.»)
(Oraeaenue dupm </l

b. Kesmurane sun ®apsachiornkawe Theaw)

Buimeykasaiupiit

Bopau, MyxGaii 400 030, Mass - Worli, Mumbai 400 030, India

NAME OF THE PRODUCT

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIH3A
QUALITY CONTROL DEPARTMEN
OTIEN KOHTPOJISE KAUECTBA

METROGYL" 100 ml bottle 1‘_’-"3':‘;i : 1IX845]
HAMMEHOBAHHE (Solution for in;rave:wus injection 5 mg/ml) SRR
NPENAPATA METPOTHT" 100 ma b.rakon
(pacteop aas vuy TPHBCHHOTO BBeACHNS 3 MI/Mi1)
MANUFACTURED:; 082018 REPORT % 17518002340
TPOUH3BEJEHO OTYET Mo
VALID TO 0772021 DATE 13/09/2018
FOJEH H0O; JATA
TESTS RESULTS | STANDARDS
HOKAZATEJN PE3YJILTATHI f CTAHJIAPTHI

Assay of Metronidazole

Konuuectsennoe colepHaie |

Merponuaaszona

100.0 % ie. 5,00 mg/ml

100,0 % T.e. 5,00 s

T190.0-1 10.0 % of the label claim . ic. 4.5 -
5.5 mg/ml

90,0 - 110,0 % oT HoMunaTbHOrO
conepHanus, T.e. 4,5 - 5.5 mr/ma

Assay of Sodium chloride

KG.'JH"NCTBBHHUS coaepaane i

Hatpis xaopuma

99.9 % i.c. 7.890 mg/ml

99,9 % T.c. 7.890 Mrima

195.0 - 105.0 % of the [abel claim, i.0. 7.505 |
- 8.295 mg/ml

95,0 - 105.0 % o1 HoMiHanbiOro
colepmannd, r.e. 7,505 — 8,295 s/

The above sztm};f‘;complie-s with lhewprr::?éribcd standards of'(";ﬁalily

Crpanuua 3 u3 3

Russia

m’)pa]eu COOTBCTCTRYET YCTAHOBACHHBIM C1

QUALITY CONTROL MANAGER
MEHLIKEP IO KOHTPOTIO KAYECTBA

AHAAPTAM KauecTsa




