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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT
OTAET KORTPOIA KAYECTRA

Name of the product

Haznaume penapaTa

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

METPOI'HA™ 100 ma HOTHITHIRHOBBEH QUIAKOIE B Navike
KAPTOHNGH

{pacTrap 1aa ity suii 5 Mr/mo)

Registration certificate

and date

Houep u nara Pernctpaunonsore
YIOCTOBCPOHIA

I NOLI666/01 o1 07.06.2010

Batch # 1EX21083
Cepast No
Manufactured Q22021 Valid to 01/2024
{ Mpomsneneno lonen mo
Anafyticai chan Ne 1TFP2E000E19 Date 200022021
Anannrigecknii Orier No Mara

API, manuflacturer of AP
HadmcHoranne UKTHEHOM
cybeTanm, npousomTen:

Metronidazole USP - Aam; Drugs Ltd., India
Merposnsason ©.CILIA - Aapm Jpare Mva, Mnans

The analysis was carried aut
according to Normative document
Anaans suinomen no HJ|

I NOT1666/01-100120)

Manufacturer

(Al manufacturing stages)
Upowssonnrens

{Bee craamm NPOHIROICTRA)

Unique Pharmaccutical Laboratories (A division of J. B. Chemicals &
Pharmaceuticals Lid.); India

HOuuE Gapsacsiornkan Naboparopus (Ornencume fupMu k. B,
Kemukanc w1 Qapmacsiorigane Jann), Huaus

Site address
AJpee spomsBoacTEeHIOl
AWK

Plot Ne. 4, Phase 1V, G.ID.C. Industrial Arca, Panoli - 394 116 Dior
Bharuch, India.
Yyactox Ne 4, Qag IV, THJLK. Humactpuan Apea, IManonu -

394 1186, Oxpyr: Bxapyy, M

Storage At temperature not exceed 30 °C protected from light. Don’t
Xpanensne frecze.
Hpu TEMIICDATYPE He BhIe 30°C g FALMISHHOM OT ¢BeTa
| MecTe. He samopakmupats.
Shelf life 3 vears
Cpox roguocry 3 rona
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TESTS RESULTS STANDARDS
MOKAIATEAN | PEIYABTATE CTAHIAPTHI
Description A clear pale vellow selution A clear colowrless to pale vellow solution
Onncanue Hpoapasmesit pacreoy or ceerao-merraro [Tpospaunesii pacroop or GecuseTHoro 1o cEeTTo-

ACATOND UpeTa

Edentification
Topustocrs

A. Metronidazole
HPLC

Keeps requirements

The relention time of the major peak in the
chromatogram of the swmple solution should
correspond o peak of metronidazole in the
chromatugram of the standard solution

0 per vial

A Merpoungason Beiacpsessier 1pebosanns Bpess  yacpxupamus  ocuosnoro i

BIHX XPOMATOIPEMMS  HCTRITYCMOMS  PACTBOPA  AGIKHO
COOTBCTCTBOBATS  BpCMEHH YACPHHBAHNA  [Ha
MEIDOHIIAIONA 1A XPOMBTOIDEMME CTAMAZPTHOIO
pacTHOpA.

B. Sodium Keeps requirements Formation of dence white precipitate with solution of

Identificarion polassium pyroantimonate.

reaction Braepacupacr TpelonaHig Obparosanne naorroro ocaaxn Gesore uBera ¢

B Hurpuis HANUSA THPOAHTHMOMATE PACTROPOM,

EAYCCTBCHEAA

PeAKUHE

€, Chlerides Keeps requirements Formation of white curd-tike precipitate with selution

Identification of silver nitrate.

reaction Buinepaapact tpebonanus Ofpmsosaiie  Besoro MOPOKHCTOID  OCagKa ¢

B. Xaopuau PECTROPOM cepelpa HuTpata,

ERMCCTREHHAN

peakig

pH 5.9 45-7.0

pH 45~70

Extractable (LR T Not less than nominal (100 ml)

Volume

Hasneraemuii 103,17 mn He Mence nommianssora {100 M)

| 0bBeM

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

Endotoxing

bakrepuansune Munee 035 ED v | s He Boaee 0,35 E3 ua 1 v Merpormamon

MHACTORCHHB A

Steriliy Sterile The solution shall be sterile

Crepuasuocty Crepuasnuil Pacteop aoien 6ums crepuinimg

Anomalous Maon-toxic The solution should be nen-toxic

toxicity Herokenunnii PacTeep sosken GuiTh meroxcmipM

AHOMAAL AR

TOKCHHHOC T

Particulate Matrer

Mexameckue

RENIOUEHHA Absent Paticulate contamination should be absent by visual

Visihle Oreyrereyior inspectior

Bitamuse Mexaunieckie skmosesns 10 OFCYTCTRORITH
TP BHIYILIEHOM KoHTPORS

Invisible Particles = 10 pm:

Particles 2 10 pm: average number of particles - not

Crpamsma 211 3
Russia




TESTS RESULFS 1 STANDARDS
- TOKAJATEH o PEIYALTATHI i _ _CTAHJAPTBL
Particles 2 25 pmy mare than 6000 per vial, B
0 per vial Particles = 25 pm: average number of particies - not
more than 600 per vial,
Hemntne Yacriusr > 10 sxa: Hactwutet 2 10 sou: cpeamce komuuecTao MacTHIL -
O/ daaxon He Huace HO0DH ‘Pasxon
Hacrnme 2 25 mxa Hactuus: 3 25 MmMr cpeanes KoaRYeCrRO nacTi -
s = G / prnkon e foace 600 /dunakon =
Colour Bues not excevd the reference standard | The color of'the solution should not exceed the
GY, reference standard GYs
Lserkocts He npesmmacr sranon GY, Oxpacka pacTROpa we 30191a HPERBILEATE HTaA0H
: GYy
Clarity Keeps requirements The solution shouki be clear or the opalescence of lhe
solution should not exceed the opalescence of
reference suspension 1
UporpaunocTs Heigep#unmae pefiosas Pactaop noaxen Grivs HPORPASHEIA 1IN

ONARCCHEHUHA PACTHOPE HE JoawHa NPCELIIIATL
| SHIACCUEHLMIG 3Tanona |

| Related impuritios 0.02 % Metronidazote impurity A - NMT 0,15

Any other unidentified impority -~ NMT 015 %
0.03 % Total impurities - NMT 1.0 %

Poncrrenmne [lpusecs A MeTpoHsaaIoNa - He Soace 0,15 %

IpusEecs G.05 % Mhobas apyrag wexaesTadinmposem s fipHMecs -
e Ganee 0,15 %

= 1 Cymma npnstecesi - e Bonee 1,0 % o

Nitrifes Does not exceed The optical density of the test solution =
wavelength of 524 nm shall not exceed that of the
standard solution.

Hutrparit He mpestiuaer Omteckas LIOTHOCTL HONKWTYEMOID pactsopa npu
AMHBC BOON 524 MM me  aonmms npesLlNaTs
OITHUECKYID I HOCTD CTAHAMPTHOI O pacTropa,

Assay of 997 % ie 4,99 mg/ml 90.0 - 110.0 % of the label claim . i.c. 4.50 . 5.50

Motronidazole mgimi

Komectsenuoe 99.7 % 1.0.4.99 mitmn 90,0+ 1100 % o7 nosusanuoro cogenaisius,

comepmRane T4, 4,50 - 5.50 Mrima

MeTponunasona

Assay of Sodium
chlonde

995 % i.e. 7.863 mg/mi

95.0 - 105.0 % of the lubel claim,
ie. 7.505 - 8.295 mg/ml

Komsacorrennoe 99,5 % T.e T.B63 Mrima 95.0 - 105,0 % 07 uoMHMAIRKOrD COlepRARIE,
cogepRanie | 7.505 ~ 8,295 mr/ma

Hatpus xinopieza bt s
Seorage Al lemperature not exceed 30 °C protected | At temperatire not exceed 30 °C profected from light.
vonditions from light, Don't freeze, Don’t frecze.

Yeaosus [pa remneparype e sune 30°C p fpu Temneparype e Boine 30° C & jangiuenson or
XPANCHHS JRULHIERROM OT CheTa Megte, He coeta mecte. He samopasunars.

= IAMOPURHIMITE.

Shelf lifie 3 vears 3 years

| Cpus reanocrn |3 romn 3 rona

The zhove sample complies
Benueykasaukmit ofipasen o

Crpannia 3 ua 3
Russia

with the prescribed standards of quality
OOTBCTCTRYCT YCTRHODACHHBIM CTAHAIPTAM KRHECTDE

pm‘i_"“-ln'f S
Lelar | 4ny g

QUALITY CONTROL MANAGER
MEHEIAEP N0 KOHTPOIIO KAMECTBA




