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UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK @APMACBIOTHKAJ JIABOPATOPH ]}

(A divisionof el B (1
(Criaenchne hupmit «/lxk. L. K

Is & Phamaceuticals Lt »)
ukane ma Papmacenrimiane ool

Bopam, MynOait 400 030, Hivtin - Worli, Mumbzi 100 036, India

CERTIFICATE OF ANALYSIS

CEPTHOHRAT AHAJIH3A
QUALITY CONTROL DEPARTMEN |
OTAEN KOHTPONS KAYECTBA

Name of the product

|
| gapronnoii

Hassanue nperapara

METROGYL" 100 wml pelvethylene vial in cardboard pack
(Solution for infusion 5 mp/ml)
METPOIHA® 100 ma noam Tuaenon i daakou » maiure

{pacroop aus swndy suii S sr/ma)

Registration certificate

and date ;
Homep w sata Perderpaionnoro
MVIDCTOBLDEH I

HNOTL666/01 or 07.06.2010

Batch # 1X21202

Cepns Ne

Manufactured 13/2021 Valid 1o 02/2024
[Tpousseaecno l'onew ao

Analytical Report No 17FP21000534 Date 1670472021
Ananuriuecknii Oryer Ne Jarta

APL, manulacturer of API
Hanmenosaume akrisnoii
cyOCTaHIMK, NpoH3nonHTeh

Metronidazele USP - Aarti Drugs Lid., India
Meiponngason ©.CIUA - Aaprw Jlpare ., Hunans

The analysis was carried out
according to Normative document
Ananns suinosmen no HJ[

[T NOLI666/01-100120

Manufacturer

(All manufacturing stages)
[pouszroauTens

(Bce cTanuu npoussoacTsa)

Unique Pharmaceutical Laboratories (A divisicn of !, B, Chemicals &
Pharmaceuticals Ltd.), India

KOwsie Mapmacuiotukan JlaBopatopus (Opencinte dupmut L. b.
Kemuranc sua @apmacwiorucane Jlrs), Miaus

Site address
Azpec npon3sOACTRCHNOI
I101AAKH

Plot Na. 4, Phase IV, G.LD.C. Industrial Area, Panoli - 394 116, Dist.:
Bharuch. India.

Yuactok Ne 4, ®aza 1V, "HJLK. Muaacipis Apea, |lanoau
394 116, Oxpyr: Bxapyu, Muaus

Storage At temperature not exceed 30 °C protected from light. Don't
Xpanenue freeze.
Tpu tesmeparype se soime 30 ° C b samumensor or crela
meete. He savopawunars.
Shelf life 13 years
Cpok roanoctn 3 ronia

Crpanmua 1 u3 3
Russia




TESTS
MOKA3BATEJIH

RESULTS
PEIYJILTATHI

Description

Onucaiue

CTAHJIAPTBI

A clear pale yellow salution

Hpospayusiil pueTaop 0T CBETAO-KEATOD
Hs8eT a_

Identification
MoanuuHocTs

A, Metroniduzole
HPLC

AL Metpenmtason

B2XKX

B. Sodium

A clear colourless to pale vellow solution

Hpospasiniii pacTsop o7 GeCUBETHOIO 20 Che1In-

Keeps requirements

Bunepmunact ipebonaring

Keeps reguirements

“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

Hpewms VACPRHBAHNR OCHORHOFO HKa 1
XPOMATOIPAMME  HCIBITYCMOTO  DACTROPA  J0JEKI
COOTBETCTRONATEL  BREMCHN  VACPRHRAHUS  [THKa

METPOUMIAZOIR HU  XPOMATOIPAMME  CTANIAPTHONO
pacTsopa.
Formation of dence white precipitate with solution ol

Identification potassium pyroantimonate.

reaction Biiiepwusaer tpebonanus :Ofpasonaiine nnetHoro ocaasa Gea0ro upeld ¢

b, Harpnii KITHA ITHPOAHTHMOHATA PUCTBOPOM,

KaueCTBEHItg

PL‘EU\'[U—IH

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

Identification of silver nitrate,

reaction Brigepausaet tpeGosanns O6pazosanke  GeI0ro  tHOPOAIICTONO  ocanka ¢

B. Xnopwis PACTBOPOM cepedpa HirpaTa.

KAYCCTHCHHAS

PLaKUms _ B -

pH 59 45-70 -

pH 45-70

Extractable 102.83 ml Not less than nominal {100 m1)

Volume !

Hianexaenuii 102,83 mn E He menee nomunaznuoro (100 an)

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

Endotoxins

Baktepuiibunie Meiee 0,35 ED na | mr He Gozee 0.35 ED ua | M1 merpomiaasana

JHAOTOKCHHK . S

Steritity Sterile The solution shall be sterile T

CrepuasHocTy, Crepunb b Pactsop aomses 6uimh crepuibim

Anomalous Non-toxic The solution should be non-toxic

toxicity HetokensHuiit Pactuop a01uen Gilte HETOKCHY MBIV

AxomansHas

| JORCHBNOCTS, L e "

Particulate Matter

Mexanunueckue

BICIOYCHHS Absent | Particulate contamination should he absent by visual

Visible Oreyremyior inspection

BIHKHMBI(E MC.‘(H"IH‘-#ECIH[E BEMOYEHHE AU H R OTCYTCTBORBA T,
HPH BH3YUNLHOM i\“l}ll‘fl'PO.'lﬁ

Invisikle Particles > 10 pun:

7 per vial

Particles > Hopme ’,fﬂ!{'!'}.‘ﬁ-” af particles

nat

Crpannua 2 u3 3

Russia
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TESTS i RESULTS STANDARDS
NOKAZATEJM | PE3VIILTAThI . CTAWIAPTBI
| Particles 2 25 um: more than 6000 per vial
i 0 per via] Pasticles 2 2% pme average number of panticles - not
i more than 600 per vial,
Heaugisinie Hacruus = 10 Mrm: Hacrmuni = 10 MRM: CPEAHEC ROTHICCTHO ale THEL -
7 dnaron He donee 6000 /duzkan
Haomumsr 2 235 mxa; HacTvis > 25 MKM: CPeNNCY KOMHMECTSO Suci i -
0/ qraakou te Gonee 600 Muakon N
Colour Daes not exceed the reference standard | The color of the solution should nat exceed the
GY: reference standard GY,
Liseriocrs He npesbiuiaet yaion GY: - OKpacka pacTrONA e noaskHA TTPEBLILIGT s YTanoN
Clarity Keeps requirements The solution should be ¢lear or the upaleseence of the
solution should not exceed the opalescence of
rc[‘:‘mna‘t‘ .'\"LI‘G}JL'I'I‘.!‘UH ]
poipaunocts Brinepsunaet rpeGonanis Pacimop noasken Guro npospaunsin way

ONRISTUCHIIUS PACTRORA 1 S0 IDERLILATL
: ONATICCHE ITUMAY 41 ias |

Related impuritics 002 % Metronidazole impurity A - NMT (0,15 9,
Any other unidentificd impurity . NM7T .13 %,
0.03 % Total impurities - NMT 1.0 %
Pouctaennpie Hpssees A Metpornaazons  we Goaee (0,15 %,
npumecn 0,04 4 Joas apyran nennentudmmponaras PIASCH
e Bonee 0,13 %
P AT R ST s Cymma npusecedi e Goace 10 % b
Nitrites 1Joes not exceed The optical density of the test solution al i
wavelength of 524 nm shall not exceed that of the
standard solution,
Hirpirral He npeastacr OIrriueckan aa0THoC h HCALITYEMOED Pacriopa npH
LWMHE ROfibL 324 HM He 2ok npenuimare
- CITHICCK \r'tt)n I!jlﬂ i uuu_t:g_a:wmu. 'Fl 'pﬂ
Assay of 98.8 % ie. 494 mg/ml 90.0 - 110.0 % of the label claim | e, 4.5
Metronidazole mg/mi
Konuucernennoe 98,8 %0 1.¢. 4,94 ivmn 90,0 - 10,0 % ot nomumminnoro COREPRAHNN,
COUCPMAHHC 1.6 4.5G — 3,50 Mr/ma
MeTtponnaasona

Assay of Sodium
chloride

99.9 % ie. 7.889 mg/ml

95.0- 105.0 % of the lubel elaim,
le 2505 - §.205 mg/ml

Koauuecrsennoe 99.9 % T.e. 7,889 miima 93,0 - 1050 % o1 noMiniuinioro COACPHANMK,
COIepwaue re. 7,505 - 8,295 miivn
Harpis xnopusa = ; - WS
Storage At temperature not exceed 30 °C protected | Al temperature not exceed 30 °C protected from light,
conditions from light. Don't freeze. Don’t freeze
Yeaonun [pu remueparype ue auine 30 C a Hpw remneparype e sninie 30 ° C g taumsenies o7
XpaHeHHA JAUHIEHHOM OT CBETA MecTe, He caera mecre. He samopamusar,,

3AMOPAKHBATS,
Shelf life 3 ycars 3 years o
Cpok rojiHocTy 3 rosa 3 rona

Crpasnua 3 3 3
Russia

The above sample complies with the prescribed standards of quality
Buiweykasanusiit obipasen COOTBETCTHYCT YCTANOBICHHMM CTAIIAPTAM Ka4CCTRa

-
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QUALITY CONTROL MANAGER




000 «lOHUK ®APMACBHOTUKAN NABOPATOPU3»

HOpugmnieckun agpec:

Poccun, Mocksa 127008, yn. Teepckas, 43.18, kopnyc 1, kab. 609
Ten/thakc (495) 642-82-34, Ten. (485) 642-82-35

MHH/KMN 7703550219/771001001 862 48 11

QrPH 1057746834420

Hoareepxaenie coornercrans

BEOIHMOIQ NEKAPCTRENHOro IpenapaTa Tpebosanusa,

YCTAHOBACRHLIM IPH ero FﬁlC}’;lapCTBEHHOﬁ PETHCTPAUHA

Ne 340 o1 7§ 0f 2021

Cornacrio {locranopnenus Mpasureascrea PO or 26.11.2019 MNe1510 «O NOPSAKE BBORA B MPAKIAHCKHMI
0G0pOT JIEKAPCTECHHEIX PENAPATOB ANA MEAHLMHCKOTO MPHMCHEHI.

Toprosoe HauMeHOBAHE

| METPOTHJT®

HIIM XHMHYECKOE)

MeKUYHAPOAHOE HEMATEHTORAHHOE
HauMeHoBalKe (rpynnHpoBoY HoE

Metpounaason

JlexapeTaennas dopya

pacTaop s uHdy3iii

floanponka

5 Mr/Mn

(Bcee cTalivK NpoL3s0aCcTRA)

dopMa BRITYCKE pacTsop a1a HHDY3HE 5 Mr/ma
(hmaxon) 100 mMa x ] (nauxa kapTonsas)
 Homep cepry T1X21203
Ofwem cepin 37603
Hara sbiaycka 03/2021
Tonew o 2/2024 (29/02/2024)
HawmeHosaHue i aapec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
NPOM3BOAMTENS Pharmaceuticals Ltd.), India

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

FOuux Mapmacsotiran Jaboparopus (Otaencrue upmut «k. B, Kemukanc
34 PapmacsioTakate Jlra.»), Huaua

Hrnam Cenrep, Kpeuo “B”, 4 Orax, Xuna Caitxn Poyr, Bopau, Mym6ait 400
030, Uugus

Site address
AJZIpec NpOH3BOACTEEHHON
nowanxkH

Plot Ne. 4, Phase [V, G.LD.C. Industrial Area, Panoli - 394 116, Dist., - Bharugch,
India.

Vuacrok Ne 4, @asa IV, THK. Hugactpuan Apea, Ilavonu - 394 116,
okpyr: bxapyy, Hunus

YAOCTOBEPEHUSA

Howmep H fiaTa perucTpaunoHHOIO

[INO11666/01 o1 07.06.2010 (nata samenn PY 10,01.2020)

Homep HOPMATHBHOH JOKYMEHTALHE

TINO11666/01-100120

HaumenoBaHue u agpec gepxarend
PErHCTPALMOHHOIO YAOCTOBEPEHHS

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

Hunk dapmacsiotuxan Jaboparopus (Orzenenme dupmbt k. B, Kemukanc
aun QapmacsroTixanc JIra.n), Huaaua

Hitnam Cenrep, Kpeuto “B*, 4 Drax, Xuwn Cadika Poyz, Bopnu, MymbBaii 400
030, Huaua

O7rpeTcTRERHOL MG A TPubGHIoTOpa OO0 « [ Onuk dapMacsroTHrLL JlaGopatopusn — CMHpHOBa A.A., MEHETKED

1o ceprudukanmy, Apika Ng9-OfTot 10.08.2020
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C ypamenug)

Meuekep o b Hbuxagua
000 «Hunx mgpMacsm'nucau}é?;’ﬁbpampm»

.

s CmupHoBa AA.




