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0bopor nexaperacHmLx NPENapaToB 118 MeHIuHcKoro TIPHMEHEHHA Y,

Topronoe 1 OBaHje | METPOTHIP —~—  —— —  —————
Mewitynspoanoe neratentonannoe | Metponnzason I — :‘
HEHMCHOBRHHE (IDYNIHpoBOU HOR [

WIH XHMHYecKoe) |

Jlexapcnennas ggog—ua - | PACTROP AT HHAYIul - 1
Hosuponka T ]
Dopma puimycka | pacTBOp mM HHGYIME 5 Mr/mg ‘T
(dakou) 100 m x 1 (navxa kaprounas) _
Homep cepun 1IX21406 ) - )
OGsemeepu  _—~— 37683 _ o Ll
Hlata nuinycxa e ] i
Cozen 1o 08/2024 (31/08/2024 .
Haumenoranue o azpec Unique Pharmaceutical Laboratories (A division of 7. B. Chemicals &
[IPOHIBONHTENN Pharmaceuticals Ltd.), India
(Bee cragun HEOH3BOACTRA) Neelam Cenrre, “B" Wing, 4 Floor, Hind Cytle Road, Worli, Mumbai 400 030,
India
FOnuk ®apmackiotuxan Jlaboparopus (Orzenenne dupmEr «/[x. B, Kemukanc
341 DapmackroTHEANC T, »), Hunns

Huwam Cexrep, Kpreio “B”, 4 Orax, Xuny Caiign Poyx, Bopau, Mym6ais 400
030, Huauma

Site address Plot Ne. 4, Phase IV, G.LD.C. Industrial Ared, Panoli - 394 116, Dist..: - Bharuch,
! AlLpec nponsBoacTRaMION India.
J TIOINAIKH Vuacrok Ne 4, Qasa IV, THJLK. Hutactpuan Apea, ITamons — 394 116,
i | Okpyr: bxapyy, Hunna ‘
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|.YAOCTOBEpEHHS |
| Homep wopmatussoit AOKyMenTaluy | ITNOL1666/01-100120 o |
; HauMenoranue i anpec nepxatens | Unique Pharmaceutical Laboratories (A division of J, B. Chemicals

i PETHCTPALHOHKOIO yIocTOREpE HMS Pharmaceuticals Ltd.), India

i Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India i
Ouuk dapmaceioTikan Ha6opatopus (Ornenenue QupMbr «lbk. B. Kemuxanc |
3HA QapMacklOTHKANG Nra»), Meaus ‘
Hunam Cewnrrep, Kpbrao “B”, 4 Jrax, Xaun Calikn Poygz, Bopu, MymGati 400 |
030, Mumus |
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CERTIFICATE OF ANA LYSIS

CEPTH®HKAT AHAIM3A
GUALTTY CONTROL Dy ENT
CUALT KOUTPONN KAULCTEA

Kame of the product

Hiseanue npenapara

METROGYL* 100 ml peivethylene vial in curdhoard pack
| (Solution for infusion § mp/mi)

;M ETPOUHT* 100 m 1 nomnsraenosmii tuaakon B navke
CRApTORNOH

Lpaerrun aw HHDY I R Mriv)

Registration cortificare

and date

Hoemop o aara Per HCTPALMOIIIOrO
YAOCTOREDEHK Y

IENOT1666/01 or 07.06.2010

Batch # 1IX21406

Cepua Ne

Manulactured 9/2021 Valid 1o 0182024
lpowsee serio _ Ceneir a0

Analytical Report N TTFP21H01786 Date 071072021
Ananuriieckuii Oruer Na Jlara

APL manufacturer of AP]
Hausenoranie axmsnoii
CYOCTANLMA, IIPOHIBOH T L

Metronidazole USP - Aarti Drugs Lid., India
Merponnaason < CLIA - Aapru lparc Jiva., Munns

The analysis was carried o
according e Notmative document
Abams seinonuen no HA

MENOTT666/01-100120

Manufacturer

(Al manufacturing stuges)
Hposssonurens,

(Bee cragim npous BOACTES)

' Unique Pharmaceutical Laberatories (A division of

1. B. Chemicals &
Pharmaceuticals Ltd.), Indis

Ky DapmacuoTikan JlaBoparopus (Omaeacime Prpmul [k B,
Kesukane sy Qapmacsiorixkanc Jitam), Muaus

Site address
AJIPEC NPeHIBOCTREHIOH
HAOLAAKH

| Plot Ne. 4, Phase IV, G.LD.C. Indusirial Area, Panoli
| Bharuch, India.

Vuacrer No 4, dega V. TU K Hugacrpuan Apea, Hlanoan - 304 |14,
Orpyr: Bxapyu, Mijus

- 394 {6, Dist:

Cpok rosmoeTs

Cioannua 1 33

Storage | Al temperature not exceed 30 °C pratected from light. Dan't
Xparienne freeze.
Hipu remueparype se puiwe 30°C g FAUIHILCHHOM 0T CReTa
Mecte. He samopasupars,
Shelf life

'3 years
3 roja




TESTS RESULTS
TORAIATEIIN_ PESYILTATH

Deseription IA clear pade vellow so ution

Criscanie Hpoipas PHCYROP OT Casiuo-&cirory

_LBeTY

i
i
[ A Clear

STANDARDS
e CTAHAAPTHI

colourless to pa'e yellow solution

HTZoapaemii pacreop ¢
RS

3T BELLBETHOFO 40 cactio-
KENTOTO 1BcTa

Invisible

i
dentificution | S i T T
Mosmcinoct :
AL Mewenidazale Keeps requirerients I'he retention tiewe of the magor peak in the
HPLC i chromatogram of the samiple solution shoyld
| correspond o peak of metronidazole in the
| chromatogram of the standard solution
A, N‘GIPQHMJ;’!JD& { Braepmnsaer TpeComanisg Bpesa FACPRHBANES  GCuoanoro LHEGZ  Ha
1) 9.4 KPOMITOIDAMME  HCIILITYCMOT 0 DECTBOPY  J0AKHO
COOTLeTCTIOBATL BPEMCIGL  VHeDRHBAHI Th#ka
.\ICTP-']HH,”‘;EK‘%()J!EL Hi xpomu‘rmpamfc CIRlaapTHoroe
PRCTHOP,
B. Sodium Keeps requirements Formation of dence white precipitate with solution of
dentification pelassium pyroantimonate,
reaction Bulaepanzaet rpefonanua Obpaierame noruoro veaika Genore ueera ¢ katim
b Hatpuii NEPORHTHMONHATA PRCTHOPOM.
KAYECTREN R
PeaKLHA
C. Chlorides Keeps requirements Formation of white curd-like precipitate with solution
Identification of silver nitrate
reaction Butncpacneser rpeGopanng Ofpatonane  Genorn THOPOWUCTORO  ocanka ¢
B. Xropunut PACTRAPOM cepedpa mumara.
KEYCCTRCHHAA
.
#H AR
zH
T et i o
Extructable 102,50 m| Not less than nomisal (100 ml)
Velume
Hapackaemui 102,50 ma He siesee nomueaannoro (100 wan)
alibem e
Bucterial Less than 035 EU per T mg Notmore than 0,35 U per | mz of metronidazede
Endotoxins
Bakrepuanibibie Menee 0,35 B3 na | mr He Gonee 0,35 B sz | oy METPUHM IO
MEIOTOKC UL I e SR S errel]
Sterility Sterile The sclution shall be sterije
Crepuaviiocrs Crepuavni Pactsop noinsen Geere CIEPHABHAIM
Anomalous Non-woxic “The sclution shouid be non-toxic
toxicity Heroreiinmi FacTrop noaman frm, HETCRCHIILLIM
AnorMiIbHas
JORCHNHOCTE | B LR S
Particulate Matrer
Mexanmnueckue
HIUHOYC HMS Absent Parteulate contamination shoulg be absent by visual
Wisible Oueyvrerayion inspeaction
Biemnie Mexamueene BEBCHCHEA A00AHEl OTCYTCTBOEAT,

NPi BU3YETLUOM KONTpOe

i
i
i Particles = 10 um:

1 7 per vial

Crmainsn 2 gy 3

e ||




TESTS i
NOKAJATE.H I|

i

HESULTS
_ PEINIALTATHE
LI

Hebsvmnc Hactinmw 2 10 Mg

T fhaskon
Hacriu = 29 ssy
0/ dinakon

i

Does not exceed the reference standard
GYs
He npeniinaes sranon GY;

Colour
Hpetnooin i

| |

Facrinng 2 10 wow; CIEITHES KOOHYSCTRO HacTit - He
dnaee 600G ‘daakon

CGoaee 64100 [durakon

STANDARDS

Barticlas o i )
mere than 6500 per vial,

fwmber ef particies - net

Particles 2 25 pm: Iverage number of particies - ot
more than 600 per vial,

Hacmitue: = 25 ukM: cpeanee SOUMHCCTBO HACTHLL - (e
| T e T S N

The color ef the salution should net exceed the

rederence standard GY.

’Jupu:uu PACTRODE He 4004 1A Epersinars sranon

Gy,

Clarity i Keeps requirerients | The sohution should be clear or the opalescence of tha

l | sulution should not exceed the opalescence of

| | reference suspension 1.
Tpospawsocr, | Beizemkusaer tpeGopans Pacipop acamen Sury NPOIPGEHHAIM Wi

i OMGECUSHUINA PACTROPE 1€ 104K Ha IpeBLILATE
b Aanecuemuno yrasonal, 0 0
Related impurities HAA Melronicazole impurity A -~ NMT 0 5%

Any other unident:fied inperity — NMT 0.15 %
303 % Total impurities - NMT 1.0 %

Poacreeine Mpumecs A METROHMAI 30 — He Bonee 0, 15 9%

npuMecH 6.03 % Tobas apyras HERISITHOHIHPOBAIMAE NpuMech -
ie Benee 0,15 %

Cymma npmmeceii - ue Gonee 1.0 %

Nitrites Does nat exceed The ontical density of the test solution ala wavelength
of 524 nm shall not exceed that of the standard
sudution,

Herpirt He npeswiuaer Onrimeckan miornocrn, HEHLITYEMOTO pacTnopa npi
AEHE  BOAMBE 524 MM we  aoiokna HPEBLILLATE

g COTHYMECKYIO IO THOCT S CraLAapTHOrQ pRcTROpa.
| Assay of 99.4 % ie 4.97 mg/ml $0.0 - 110.0 % of the Tabel claim . 1.e. 4.50 - 5.50

Metronidazole mg/m]

Konusecraenioe 994 % Te 447 uriun QL0 - 1100 % ot HOMMHANBHOTO CORCPAAIIA,

CoAepHaHHe re 4,50~ 5,50 mrvma

Meiponuaaiona e ——. e N

Assay of Sodiam 99.5 % ie 7863 mgml 950 - 1950 % of the label clair,

chloride i.e. 7.505 - 8.295 mg/ml

Konuuecraennoe 99.5 % e 7,863 mra 95,0 - 105,0 % o1 nomunansiors COREPKAHNS,

coagpwkatue re 7,505 - 8,295 nr/mn

Hatpus siopyaa | S . T E T SN

Storage At lemperature ot excaed 30 °0 proiected | At temperature not exceed 30 °C protected fram light,

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

Venosua Tpae temueparype we raipe 30°C o Ulpn resnepatype e mhupe 30 ° (' g TAMIEHHOM OT

NPAHE HiA FHUHIEHHOM 0T CBeTe mecte, He CHETA MECTE, He 3aMOoDaRHBaTS,

o e [ IAMUDAKHBATE. s SR

Sheir life 3 years 3 years

Cpok romsocin 13 roxa _— J Jroma

The above sample complics with th

¢ prescnbed standards of quatiy
Buwrykasansnii 00pased cootae

Cmarina 3 e 3

TCTOVET VCTAHOBACHTILIM CTAMAAPDTEM KANECTyA

2 SN L
e 3 a7t
S L
QUALITY CONTROL MANAGER
MEHELKEP 11O KOHTPOJ) KAY ECTBA



