000 «HOHUK PAPMACBLIOTUKAI TABOPATOPU3»

10 puauyeckvi anpec,

Poccus, Mocksa 127006, yn. Teepcxan, 4.18, kopnyc 1, kab. 608
Ten/chake (495) 642-82-34, Ten. (465) 642-82-35

WHH/KTIN 7703550219/771001001 662 18 11

OlPH 1057746834420

I'lonrnepmelme COOTBETCTBHA

BBO3HMOr0 JIeKapCTBERHOTO NPenapaTa TpeGoOBAHIRAM,
YCTAHOBJICHHBIM IIPH €r0 TOCYAPCTBEHHOH PerncTpanuH

Ne513 ot £§. 092022

Cornacto [loctanosnenns [pasntenserea PO 0126.11.2019 Nel 510 «O nopagke ssona B rpawkaanckuit
060pOT JIeKAPCTBEHHEIX NIPETIApaTOB ANd MEAULIHHCKOTO NPHMEHEHHAN,

Toproso¢ HauMEHOBAHHE

METPOI'WLT®

Mesx/1yHapoHOe HeMTATeHTOBAHHOE
HaWMEHOBaHHE (rpynIHpPOBOUHOC
MIIH XAMHIECKOS)

MeTpoHuaa3on

JlexapcTeeHHas dopma

pacTsop WL HHPYSHI

Hosrponka

5 mr/ma

dopMa BEITYCKA

pacTerop wu HEDYIHH 5 Mr/mn
(rakon) 100 ma x 1 (mauka kapToHuas)

Homep cepun 11X21529

QbBeM cepHH 37184

Jlata BBIIyCKA 12/2021

Toaen ac 11/2024 (30/11/2024)

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

(Bce cranuu NpoK3BOACTEA)

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

10ruk QapmacsioTrkan JlaGopatopus (Ornenexne dupmir ¢k, B. Kemukanc
381 Dapmackiotukanc JITa.»), Haaua

Hunam Cenrep, Kpsino “B", 4 Drax, Xuna Caitkn Poyn, Bopnu, Mym6Gait 400
030, Uuaua

Site address
AJIpec NPOHIBOACTBEHHOH
[UIOLIAIKE

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

Vuyactox Ns 4, Paza [V, LU LK., Hunactpran Apea, Ilasonn — 394 116,
okpyr: Exapyy, Huoun

HoMep H AATA PETHCTPAUHOKHONO
[OCTOBEPEHUA

TINO11666/01 ot 07.06.2010 (nara 3amens PY 10.01.2020)

Homep HOpMaTHBHON NOKYMEHTALHH

[1NOL11666/01-100120

HaumeHopas#e H anpec JepxaTens
PerncTPaudOHHOTO YAOCTOBEPEHHA

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

KOuuk dapmaceiotrkan JlaGoparopua (Otnenenue dupmsl «Ixk. B, Kemuxanc
aup dapmacerotnkaic JITan), Hunus

Hunam Cenrep, Kpsuto “B”, 4 Drax, Xuua Caiikn Poyn, Bopmy, MywmGaii 400
030, Hrans




UNIQUE PHARMACEUTICAL LARORATORIES
HOHHK APMACBIOTHKAJ JIABOPATOPH3
(A division of «J, B, Chemicals & Pharmaceuticals Lid.»)
(Oraenense dupme «/lx. b. Kemukane e Gapuacsiornkanc )
Bopau, MymGakt 400 030, Hivpan - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTAEN KOHTPOJISI KAYECTBA

Name of the product

Haisanue npenapara

METROGYL® 100 ml polycthylene vial in cardboard pack
(Solution for infusion 5 mg/ml)

METPOTHI® 100 ma noanayruackosuiii paakon b nauxe
KapTonuoii

(pacTsop g nuvauii 5 mriwi)

Registration certificate

and date

Homep 1 nata Pervcrpaupontoro
YAOCTOBEPECHHS

ITNOT1666/01 o1 07.06.2010

Batch #
Cepun Ne

11X21529

Manufactured
[Ipousseseno

122021 Valid to 1172024

l'onen o

Analytical Report Ne
Anaantiuecknii Oruer Ne

[7FP21002338 Date 22/12/2021

Jlara

APIL, manufacturer of API
Haumenoranue aKrusHoM
cyGeTanimm, nponIBoARTEN L

Metronidazole USP - Aarti Drugs Ltd., India
Merponnuason ©.CIUA - Aapru [lpare Jlta., Hiyius

The analysis was carried out
according to Normative document
Anains BeinosiHes 1o HJl

[T N011666/01-100120

Manufacturer

(All manufacturing stages)
lpoussoaunrens

(Bee craguu npoussoacrsa)

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

IOnuk Mapmacsiotukan JlaGopatopus (Oraenenue dupme «[lk. B.
Kemuxanc anp Dapmacekrenkanc Jitas), Hinns

Site address
Alnpec npoH3BOACTBEHHOI
MAOLIA/KH

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

Yuacrok Ned, Gaza IV, LUK, Hupactpuan Apea, INanoau - 394 116,
Oxpyr: Bxapyy, Mnaus

Storage At temperature not exceed 30 °C protected from light. Don’t
Xpanenue freeze, }
Ipu remneparype se Bouue 30 ° C b 3amummensom ot ceeta
mecte. He sumopanupars.
Shelf life '3 years
Cpoxk ronnoctu 3 rona

Crpanuna 1 u3 3

-—

T,



A. Metronidazole
HPLC

A, Metponnaazon
BOXX

B. Sodium
Identification
reaction

b. Hatpuii
KauecTeeiinan

Keeps requirements

Buinepiusact TpeGosatua

Keeps requirements

Britepxusact tpebosanug

TESTS RESULTS STANDARDS
MOKA3ATEJIH PEIYJILTATBI _ CTAHUAPTBI
Description A clear pale yellow solution A clear colourless to pale yellow solution
Onucanne lipospauintif pactoop ot caero-weatoro | Mpospayuwi pacTBop o1 GECUBETHOID 40 CHETIO-
. LneTo WCATOTO UBETA
Identification
MNoanuusocts

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  ynepkuBaHU®  OCHOBHOTO nHKA  Ha
XPOMATOIPAMME  HCTIBITYEMOIO PAactBOph  JA0JKHO
COOTECTCTREOHRATE BPEMCHH  YICePHKHDBAINS THKR
METPOHHAA30JE HA XPOMATOrPaMMe CTANAAPTIOre
pacToopa.

Formation of dence white precipitate with solution of
potassium pyroantimonate,

Ofpasosanne nA0THOO ocaaks 6100 UBETA ¢ KATHA

| IHPORH THMOHATH PACTROPOM,

0 per vial

peakuus

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

Identification of silver nitrate.

reaction Bulaepscusact tpeGonanus Obpasosaiine  Genioro  TBOPUNKHCTOrD  0CanKa ¢

B. Xnopuanl pacToopom cepebpa Hnipara.

KEHCCTHCHHAN

peaxums

pH 59 45-7.0

pH 45-70

Extractable 102.67 mi Not less than nominal (100 ml)

Volume

Hisaexaemuit 102,67 ma He menee nomunmasioro (100 wa)

Bacterial Less than 0.35 EU per | mg Not more than 0.35 EU per 1 mg of metronidazole

Endotoxins

Bakrepuansusie Menee 0,35 ED na | mr He Gonee 0,35 ET Ha | Mr MeTponnaasona

JUAOTOKCHIILI - o

Sterility Sterile The solution shall be sterile

CrepHabHOCTS Crepuabhbii Pacroop nonzen Goith CrepriibHBIM

Anomalous Non-toxic The solution should be non-toxic

toxicity Hetoxeuu il Pactiop nonxen GeITh HETOKCHUHBIM

AnomaisHas

TOKCHUHOCTE 3

Particulate Matter

Mexannueckne

BKIIEOYEHHNA Absent Particulate contamination should be absent by visual

Visible Orcyterayron inspection

Bunumuie Mexanmmeckie BKJIIOUEHHS AOMKILL OTCYTCTBOBATS
1IPH BH3YILHOM KOHTpOJE

Invisible Particles 2 10 pm:

Crpannua 2 n3 3 :




TESTS RESULTS STANDARDS
NMOKA3ATEJH PE3YJILTAThI CTAHJAPTBI
Particles 2 25 pm: Particles 2 10 um: average number of particles - not
0 per vial more than 6000 per vial.
Particles 2 25 um: average number of particles - not
maore than 600 per vial.
HesutnMbie YacTuup 2 10 MxM;
0/ daaxon YacTuupl 2 10 MKM: cpestiee KOJIHYECTBO YHLTHIL - He
Hacrrum 2 25 MrM: Gonee 6000 /dnaxon
0/ daakon YacThisl 2 25 MKM: CpeaHee KOHICCTBO YACTHLL - 11e
- Gonee 600 /pnaxon
Colour Does not exceed the reference standard | The color of the solution should not exceed the
GYs reference standard GYs
[lBeTHOCTD He npessiuser amwion GY Okpacka pacTeOpd 1@ N0MKIA NPEBLILATS JTWI0H
GYs
Clarity Keeps requirements The solution should be clear or the opalescence of the
solution should not exceed the opalescence of
reference suspension 1.
lpospaunocTy Buiaepumsact rpeGosanin PacTrop fomwen GulTh NPOIPaviHLIM HiIH

ONANCCUSHLAA PUCTHUPA HE JWOJIZKHA IPCBBILIATE
ORANCCUCHIHIO 3TANoHa |

Metronidazole
Koauqec rseHHoe

98,1 % T.2. 4,90 MriMa

Related impurities 0.02 % Metronidazole impurity A - NMT (.15 %

Any other unidentified impurity - NMT 0.15 %
0.02 % Total impurities — NMT 1.0 %

PoucreenHsie Tipumecs A MeTponrnazona — ue Goaee 0,15 %

HPHMECH 0.1 % JhoGas apyrusi HeHACHTHHHUUMPORATNAR NPUMECH —
e Gonee 0.15 %

S Cymma npumecei — ne Gosee 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.

Hurpurnl He npesuimae OnTiieckas NAOTHOCTL HCNBITYEMORO PACTBOPA NPH
JULHHE  BONHBI 524 HM He JOUKNA  NPEeBLINIATL

l OITUHECKYIO NAOTHOCTL CTAHIBPTHONO PACTBOPA.

Assay of 98.1 % i.e. 4,90 mg/ml 90.0 - 110.0 %% of the label ¢laim , i.e. 4.50 - 5.50

mg/ml
90,0 - 110,0 % 0T HOMHHEANBHOIO COJCPHKANIA,

Crpanuna 3 u3 3

CONCPKAHNE T.e. 4,50 - 5,50 Mr/Mn

Metponunaiona

Assay of Sodium 99.5 % i.e. 7.862 mg/ml 95.0 - 105.0 % of the label ¢laim,

chloride i.¢. 7.503 - 8.295 mg/ml

Koauuectsennoe 99,5 % 7.¢. 7,862 Mr/vn 95,0 - 105,0 % 0T HOMHHLILHOTD COLCPRAHNA,

CONCPKAHNE T.e. 7,505 - 8,205 mr/mat

Harpus xnopnia

Storage At temperature not exceed 30 °C protected | At temperature not exceed 30 °C protected from light,

conditions from light. Don't freeze. Don’t freeze.

Ycnosus [1pu Temneparype e sunne 30°C e Mpu Temneparype ne puiwe 30 © C B 3awmueniom ot

Xpanenus JAUIHILEHHOM OT coeta Mecte, He crera mecre, He 3amopakusars,

AMOPAKHBATE,

Shelf life 3 years 3 years

Cpok ronHocTn 3 rona 3 rona
The above sample complies with the preseribed standards ol quality —
Briueykasaiinu it obpasew COOTBETCTBYET YCTAHOBICHHMM CTAHAPTAM Ka4eCTsa W_ o)

= \2¥eo

QUALITY CONTROL MANAGER
MEHELXKEP [TO KOHTPOJIK) KAUYECTBA




