UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACBIOTHKAJ JIAGOPATOPU3
(A division of «J. B. Chemicals & Pharmaceuricals Ltd.»)
(Otaenenne pupmnt «/Ix. b. Kemuxanc sng Papmacsioruxatc Jivin)
Bopnu, MymGait 400 030, Hians - Worli, Mumbal 400 030, India

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT
OTAEN KOHTPONA KAYECTBA

Name of the product

Hassanue npenapara

METROGYL® 100 ml polyethylene vial in cardboard pack
(Salution for infusion 5 mg/ml)

METPOIHJI* 100 M noamTuienonsli gnakon B nauke
Kapronuoi

(pacTeop a8 nndy3ui § Mr/ma)

Registration certificate

and date

Hosmep u aata Perncrpaunontoro
YAOCTOBCPCHHA

TTNO11666/01 oT 07.06.2010

Batch # 11X21566

Cepus No

Manufactured 1272021 Valid to 11/2024
Ipousseneno 'oaeH 10

Analytical Report Ne 17FP21002452 Date 05/01/2022
Ananutuuecknii Oruer No Jlara

APIL, manufacturer of API
HaumeHosaine akTvsHoi
CYBCTAHLHK, NPOH3IBOAHTEND

Mctronidazole USP - Aarti Drugs Lid., India
Merponmaasen @.CHIA - Aapru Hparc Jlv, Huaua

The analysis was carried out
according to Normative document
Ananms Beinonues no HJ|

TINOI1666/01-100120

Manufacturer

(All manufacturing stages)
ITpoussoaurens

(Bce crapun npoussoacTea)

Unique Pharmaceutical Laboratories (A division of J, B. Chemicals &
Pharmaceuticals Ltd.), India

I0nuk @apmaceiorukan Jlaboparopus (Otaenenne dupmbt «Ix. b,
Kemuranc g @apmacsiorukanc JITa.»), Hajas

Site address
AJipec NPOH3IBOACTECHHOM
MN/IOLWALKH

Plot Ne. 4, Phase 1V, G.LD.C. Industrial Area, Panoli - 394 116, Dist.:
Bharuch, India.

Yuacrok Ne 4, Dasa IV, I U JLK. Hipacrpuan Apea, Tlanonn - 394 116,
Oxpyr: bxapyu, Huaus

Storage Al temperature not exceed 30 °C protected from light. Don’t
Xpanenue freeze.
[lpu remnepatype ne pbiwe 30 ° C B Ia0IHILEHIIOM OT CBETA
mecte. He 3amopaskuBars.
Shelf life 3 ycars
Cpok roanocTs 3 rona

Crpannna 1 n3 3
Russia




TESTS RESULTS | STANDARDS
NMOKA3ZATEJIH PE3YJIbTATHI ) CTAHIAPTHI .
Description A clear pale yellow solution A clear colourless to pale yellow solution
Onncanne [po3paynmii PacTeop ot coerno-wentoro | I1 POIpayHbIH pacTBOP 0T GecuBeTHOrO /10 CBET/IO-
usera KCATOrO UpeTa
Identification
IoanuunocTy :
A, Metronidazole Keeps requirements The retention time of the major peak in the
HPLC chromatogram of the sample solution should
correspond to peak of metranidazole in the
chromatogram of the standard solution
A. Metpouuaason Buanepkupaer TpeGosarms Bpems  ynepmuwanus  ockosHoro  muka ua
BOXX XPOMATOMPDAMME  HCTIBITYEMOIO  PACTBOPA  AOJIKHO
COOTBETCTROBATE BpEMeHH yYaepxusanmus NHKa
METPOHMAA301A Ha XpDME‘FOrpﬂMMG CranaapTrHoro
pacTBOpa.
B. Sodium Keeps requirements Formation of dence white precipitate with solution of
Identification potassium pyroantimonate.
reaction Buinepucunaer tpeoanus OBpasosatiue niloTHOro ocauka Genoro usera ¢ KanA
E. Harputl NHPOAHTHMOHETA PACTBOPOM,
KauecTBeHHan
PeaKilA
C. Chlorides Keeps requirements Formation of white curd-like precipitate with solution
Identification of silver nitrate.
reaction Bunep:cupaer tpeGosanus OGpazosanue Genoro THOPOXHCTOIO  Ocaika ¢
B. Xnopuam pacTsopom cepebpa Hurpara.
KavyecToeHHas
peakuus ) " L o
pH 59 45-7.0
pH 45-70
Extractable 10250 ml Not less than nominal (100 mI) ]
Volume
Hasnekaemuiii 102,50 ma He menee nomunaiisnoro (100 mu)
OGBCM .........
Bacterial Less than 0.35 EU per | mg Not more than 0.35 EU per | mg ol metroniduzole
Endotoxins
Baxrepuansusic Menee 0,35 ED ua | mr He Gonee 0,35 ED wa | mr METPOHKHARIONA
IHLOTOKCHHBI |
Sterility Sterile The solution shall be sterile
Crepuntiocts Crepunhuiii Puctrop AonxeH ObiTh CTEPHARHBLIM
Anomalous Non-toxic The solution should be non-toxic
toxicity HeTtokcuuniti Pactoop nonsen Guits nevokcuHbiM
AHoMa1bHAR
TOKCHHHOCTH
Particulate Matter
Mexauuueckue
BRIKIYEHUS Absent Particulate contamination should be absent by visual
Visible Otcyrersyror inspection
Buanmbte Mexannueckue BKIOYEHHA ToMmKHmM OTCYTCTROBATL
MPH Bi3yankHOM KoHIpONE
Invisible Particles 2 10 pm;
0 per vial )

(Eipaumm 2u33
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TESTS RESULTS STANDARDS

 TIOKA3ATEJIH PE3YJBTATEI CTAHJAPTBI
Particles 2 25 ym: Particles > 10 pm: average number of particles - not
0 per vial more than 6000 per vial,
Particles = 25 pm: average number of particles - not
more than 600 per vial.
Heanaumuie Hactuup = 10 mkm:
0/ dnakon HacTHue! 2 10 mxm: CPEAHCE KOAHYECTBO YaCTHIL - He
HacTHub > 25 mim: Gonee 6000 /paaxan
0/ ¢nakon YacTius > 25 mem: CPEaHCE KONHYECTDO HaCTHIL - He
) ) Gonee 600 iuakon
Colour Does not exceed the reference standard | The color of the solution should not exceed the
GYs reference standard Gv,
Lipernocts He npessiwaer sranon Gy, Okpacka pactropa e nomHa NPEBBILIATE ITANOH
GYs
Clarity Keeps requirements The solution should be clear or the opulescence of the

solution should not exceed the opalescence of
reference suspension 1.

MpospaynocTy Beinepuunacr TpeGonaniug Pactoop aoaxen Garrs NPO3paqHhiM Uiy
OratecUeHIUHR PACTEOPA He J0A%HA NpPebLILaTh
ONANeCUCHUHIO 3TAN0Na |,

Related impurities 0.02 % Metronidazole impurity A ~ NMT 0.15 9
Any other unidentified impurity - NMT 0.15 %
0.03% Total impurities ~ NMT 1.0 %
Poncraennpie Mpumecs A MeTpounaatona - He Gonee 0,15%
npuMecu 0.1 % JhoGas apyras HEHAESHTHHIpOBaKias npuMech

He Gonee 0,15 9%
CyMmMa npumecchi — e 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,

Hutpur He npenuiiuaes Onruueckas nuorHocts HCTBITYeMOro pacTpopa npw

ANHHE  BOaMbI 524 um we  pomwca NpesbILATY

ONTHYCCKYIO IOTHOCTh CTAHAAPTHOIO pacTeopa.
Assay of 99.5 % i.e. 4,97 mg/m| 90.0 - 110.0 % of the Tabel claim , i.c. 4,50 - 5.50
Metronidazole mg/ml
Konuuccraennoe 99,5 % T1.6.4,97 Mr/mn 90,0 - 110,0 % oT HOMHHANLHOG conepaanus,
Conepxanue T.8. 4,50 - 5,50 mr/ma
Metponnaasona )
Assay of Sodium 99.5 % i.c. 7.859 mg/mi 95.0 - 105.0 % of the label claim,
chloride i.e. 7.505 - 8.295 mg/m|
Konuuccraennoe 99,5 % T.e. 7,859 Mr/mn 95,0 - 105,0 % or HOMHNIBHOIQ COEPIKANHSA,
coaepikanue T.e. 7,505 - 8,295 mr/mn
Harpua xiiopuaa _
Storage At temperature not exceed 30 °C protected | At temperature not exceed 30 °C protected from light,
conditions from light. Don't frecze, Don't frecze,
Yenosus Mpu remneparype ke Boiwe 30 °C & [lpu Temneparype nie priwe 30°C g JAULUHWLEHHOM OT
xpaucuun IALMILEHIIOM OT cseTa Mecre. He ceera mecre, He RAMOPAKHEA I'b,
3AMOPAKHURATE.
Shelf life 3 years 3 years
Cpok roanocTn 3 ronma 3 roau
The above sample complies with the prescribed standards of quality ”

Briweykasannbiii oGpazey COOTRETCTRYET YCTAHOBIRHHWIM CTAHAAPTAM KauecTna %
[

QUALITY CONTROL MANAGER
MEHEJIUXEP 110 KOHTPOJIIO KAYECTRA

Crpanuna 3 nz 3
Russia




000 «OHUK ®APMACLIOTUKAN NTABOPATOPU3»

HOpuauueckui aapec:

Poccus, Mocksa 127006, yn. Teepckas, 4.18, xopnyc 1, ka6, 609
Ten/chac (495) 642-82-34, Ten, (495) 642-82-35

WHH/KIIIM 7703550219/771001001 662 18 11

OrPH 1057746834420

HO}I‘I‘BCPMCHHC COOTBETCTBHSA

BBO3NMOIO0 JIEKAPCTBENHOT0 NpenapaTa TpeGoBanusy,
YCTaHOBJICHHLIM NPH €TI0 TOCYNapCeTBeRHON perncTpangue

Ne529 ot £¥.03.2022

Cornacko Iocranosnenus TMpasurentcersa PO ot 26.11.2019 Ne1510 «O NOPAAKE BEOAA B IPAKARHCKHIH
0GOPOT JIEKAPCTBENHBIX NPENAPATOB 1S MEMTHLIMHCKOrO MPHMEHEHRY.

Toprosoe HauMeHOBaHUE

METPOTHJI®

MexryHapooHoe HenaTeHToRaHHOE
HauMeHOBaHKe (IPYIIITHPOBOYHOE

HITH XHMHYEckoe)

MeTtponngason

JlexapcTBennan dopma

pacTeop WA HHGy3ul

Jlosuposxa

5 mr/mn

DopMa BeIMyCKa

pacTBop nng MHOYIHH § Mr/Ma
(tpmakomn) 100 M1 % 1 (mawka xapronHas)

Howmep cepun 1I1X21566

O6beM cepru 37602

JlaTa BhlTycka 12/2021

T'ozen o 11/2024 (30/11/2024)

HanMeHopanme 1 ampec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &

MPOUIBOANTENS
(Bce craauu npoussoacTea)

Pharmaceuticals Ltd.), India

Neelam Centre, "B” Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

HOnuk Mapmacwiotukan JlaGopatopus (Otaenenve dupmul «Ix. B. Kemukanc
ann Dapmacsiotrkanc Jita.»), Haaua

Hunam Centep, Kpsino “B”, 4 Draxk, Xunn Cattkx Poya, Bopny, Mymbaii 400
030, HHaux

Site address
AJIpEC NPOH3BOACTBE HHOM
IUIOWANKH

Plot No. 4, Phase IV, G.1.D.C. Industrial Area, Panoli - 394 116, Dist,: - Bharuch,
India.

Vyactok Me 4, ®asa IV, MK, Hugactpuan Apea, [lanonx — 394 116,
oxpyr: Bxapyy, Huagua

Homep H aata perHcTpaiHoRHOTO

YROCTOBEPEHHSA

IIN011666/01 ot 07.06.2010 (nara 3amenst PY 10.01.2020)

Homep HOpMATHBHOM AOKyMEHTAIH

ITNOL1666/01-100120

Haumenopanue u anpec nepxatens
PErHACTPALHOHHOIO YAOCTOREPEHHA

Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
Pharmaceuticals Ltd.), India

Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

IOnrK Qapmacsiotrkan JlaGoparopus (OTaeneHue tupmut «IIx. B, Kemuxanc
3HA PapMackioTHKanc JITa.»), Heanma

Hunam Cenrep, Kpsuio “B”, 4 Drax, Xuna Caltior Poyn, Bopnu, Mym6ait 400
030, Uunna

OtBercTREHHOE JIHLIO anctpubsiotTopa 000 «lOHEK DapmackioTHKaD ﬂaﬁopampv;a» — CMmuprosa A.A., MeHEIKep

no cepTHdHKaLKE, nprkas Ne9-OJ ot 10.08.2020

C yBaxeHHKeM,

Meneaxep no cepTHHKAUNK
000 «XOnnk ®apmacsioThKan Jaboparopuin

‘ % e '-Cnmpnona A.A.




