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CERTIFICATE OF ANALYSIS
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QUALITY CONTROL DEPARTMEN]
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Name of the product

Havganue npenapara

METROGYL" 100 mi polyethylene vial
(Salution for infusion 5 mg/ml)
METPOTHT" 100 ma nosieyruaenonwis
Kap roHHodi

(PACTROP 118 wndryiud § MM

In cardbaard pack

daaroen B naure

Registration eertificate

and date

Hemep i aara Per HUTTREHOH HOLD
| YAOCTOBCDCH N

ENOHIO66:01 o1 07.06.2010

exletamum, upowisotirens,

Bateh # 1IX205812

Cepus N |

Manufactured [ 0972024 Valid 1o 82623
[powssencuo i [onen o

Analytical Report N [ 1TFP200054] Date 021872020
AHZITHYCCKHT Oryer No i slara

APL manutacturar of AP L Metronidazole USP - Aary Drugs Lad., India
Haisenosanne akiuruoi ] s

| MeTporason @ CLIA - Aaprs Apare Jhin,

The unalysis was carried ool
aceording 0 Nommative document
AHATH3 BUNOANCH 110 HJ|

HNOLIO66/01- 100120

Munufacturer

(AL manulucturi g slapes)
Mpanssoznrens,

(Bee Crazm HPOHIBOACTBA)

Unigue Pharmaceatical | aboratories (A division of 1 B Chemicals &
Pharmaceuticals Lid ), India

Onnk Dapmaceoriga Maboparopus (Oencne dmprer «lbw b
Keasmisanc g DapMackOTHERAC 1T 0 ). M

Site address
Aapec nponssoscrseiot
HAOAAKH

;‘P!ul Ne, .4, Phase IV, G.ILD.C. Industrial Area. Panaoli - 394 F16, Mhst -
'Bharuch, India.
| Vuacror Ne 4, Qasa 1V, HJLK.

1394116, Oxpyr- Bxapyy, Hizun

Huaactpuas Apea. Ianoan -

Storage
Xpauenue

At temperature not exceed 30 °( pretected from light. Don'y
reeze,
Hpu vemieparype ve suime 30 ¢

B 3ULHITIHIOM OT CReTa

|

| Mecte. He samopakusare.

Shelf hie
Cpok roanoctn

Crpamsa 1wy 3
Russia

s

H -
g*” years
13 roa
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Onucanme

fdenuic
Hoanunsaoer

HPLC

AL Merponmaton
BIAX

3. Sodium
Identification
reaction

Is. Hatpnit

T

€. Chlorides
Identificatiun
reaction

B, Xnopua
K CCTUC A

A Metronidazale |

KUMCCTHOHHa % i

TESTS { RESULTS STANDARDS
 THOKAZATEH e PESYIBTATH i CTAHIAPTHI
Deseription ear pate yellow solution clear colouriess 1o pale yellonw solution

ikl_ik'lit

Keeps reyuirements

Baiaepasmaer tpetosanny

Keeps reguirements

Beuiepaunact rpetosuiins

Keeps requirements

Bruiepacusact tpetiomnig

Dpoapaysni PRCTROP 0T cheTaG-seatoro | pospavdnit PRCTRAD OT SCCUBSTHOND UG CBC (10-
CKEITOIo usesy
L

The retention time of the major peak in the
chromatogram of the sample salution should
carrexpond 1o peak of metronidazole in the
chromatogram of the stundard solution

BWH‘ 'Jlﬂ';'.‘i}(lﬁﬂa“ﬂﬁ DCHOBHO O 1K Ha
: XPOMITOIPEMMC  HCIRS FYSMOPO  PRICTRODAE TWntwso
COOTRETCTRORATEL  WDCMEHE  VACDHHEAHKA  Nixa
MUTPOHHASGUH Ha Yi‘l(?“«’l'l'f)rl’)il\f{ﬁ\.\ L"I.i:l‘i..lll{”lilli L&)
PRCTOPA,

Formation of dence whire precipitite with solution of
| putassium pyroantimonate

| O0pasokarie  ma0THOrO  ocanka fetorg nEem o
KT MAPOAUTEMOH L PACTBUPOM,

Formation of white curd-like precipitate wilh solution
of silver nitrate.

Obpwwparme Heaoro THOPORHCTArG
PACTRAPOM Cepehpa i paTs.

LKL 0

ACKICMBLT

Endoloxing

Bawrepranbasn

pea o

pH 59

nH

Extractable ‘ 10250 ml Not less than nominal (1001 ml)
Volume ;

102,50 aen

He smemee soviasaeiara | 1K) )

Less than (1,35

pur | mg -

Menee 035 FE D ug | mr

"I Not more than 035 FU per | mg of metronidazole |

He Goace 0,35 F3ma | wr MOTPOHHAZ#0.0

The solution shall he steribe
Pacrsop aoamen Su CTEPHALHEIM
The solution should be IN-10%1¢

Pactisop omsen Gutn seroren g

IS pattiia 2 s
Russia

| HHIOTORCHIL!
Sterifity Sterile
Crepiannocts Crepuaraini
Anomalous Nom-toxic
Xty Hetoxeuumstii H
AnOMiLEan
T ,._ \'
Particulate Marrer
Mexaicekie
BRAKM S HHA Absent
Visible (reyrereyior inspection
Biuiee |
Invisibic Panticles 2 10 pm:

S o O PRRSL Parcles >

Particulate contaminution shauld be ahsent by visual

| Mexanuseckne sraodcie
O BRI YAARNOM Ko pae

JBKRHEE QTCYTCTBORATY,

LM average number of purticles - nes j




TESTS
NOKAIATEN

RESULTS
PE3Y.IbTATH

Pagticles > 25 uny:
I per vl

Hewi e Havrinw > 10 s
O/ ouxon
Heermuer 2 25y
0/ iakon
Colowe Does not exceed the reference stariard
GY,
LiseThoc He upessier sianon GY.
Clarity Keeps requirements
[pospaunocts, Buaepmusacr rpedosanis

STANDARDS
1 _CTAHJAPTHI
more than 6000 per vial,

Paimicles 2 23 ume uvery
frmore than 660 prer vial,

ee number of particles - ot

| Haerma > 10 sy CPCIHCL KGIRMOCTED SBCTHIE -
! se Goaee U0 fdaaxoy

f‘ialcnmm 25 ks CPEINES KDAHACCT 0 GICTHY ~
L e Goaee 600 duaakon

o

The color vl the selution shayid not excecd the
seference standard GY,
Orpacka pacTrOpa He 101w HPEBLECIATI, Fraion
The solution should be clear or the upiiescence of the
solution should nut exceed the apalescene ol

Freference suspension |

' Pactrop aoawen Gy PO IPEHBIN s

| OMBICCUCHILNE PACTROPE He RS peatiaT,

Related impurities | a0

| .02 %
Poscrreninae

| OMATCCUEHUNIG Y1 8itona |, o

- Metronidazole Impurity A - NMT (15 %,

| Any other unidentified tmpurity - NMT 150,
Total impurities - NMT 1.0 %

Mpisiecs. A serponmansons - ne Sonce 055 %
TwSan apyras HeHAeH T pUBII L S
He Goaee (0,15 7%

; Uynma npusecedi - av Goaee 1.0 %%

| The optical density of the st solution 4l 4
wavelength of 524 nm shall not exceed that of the
standard solution.

Crirrnsieckan macrroers HCIBLYCMUT O
ABHE Hon 324 mM ne aotimwa

llt‘]‘lﬁ)!'lfl NF ¥l
IPCBI

HPHMOCH (a4 vy
Nitrites - Docs not eacecd
Hurpitthi He aperbiaer
Asaﬁy of 1004 % 1o 5.00 mgml
Metronidazole

Konnuectnenmoe 1004 % 1.0 5,02 mrisa
CodepHatne

Merponnaasoaa

1 I1!‘?{.“\?}5‘}?{3_!1{16THDC1hg{ﬂi!;i_ﬂp'l'il_(
90.0 - 110.0 % of the Tabel claim . i ¢,
mg'ml
S0.0 - 1100 %% 0t nosimathiar o COSTePBa g,
T 4,50 - 8 51 mrivy

Assav of Sodium | 099§ v ie 7880 mg'ml

95.0 - 105.0 % of the label claim,
e 7505 - 8 295 mpiml

95,0 - 105
e 2505

W ot hossiior e CULCPAGIHIA,
K298 mroama

AL emperature not excyed 3
Don't frecee

Flpi remiieparype tie nuiie 309 ¢ y FUHMHICHHOM O
CBETA Mecte. He tasopasinir,

cied from fight,

C pr

Cpoktoanocrn |3 roaa

i
chloride
Kominice reensoe D98 % te 7880 wpoug
CUACP RS HNE
Hurpux xopnazg . TR
Storapge A tlemperature sl exeeed 31 O oproetected
conditions i Irom hight. Don'y freeze
Yenoana Hpa vemmeparype se s 30 ¢ 4
XPasCHMR TRALIMDICHROM 01 ety mecre, He
[—— | HMOPAAHBATL,
Shell lile 3 yewrs

3 years
3 o

The above sample complies with the preserib
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Crpannua 3 us 3
Russia
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000 «lOHUK DAPMACLIOTUKAN NABOPATOPHU3»

HOpuau4eckuin appec:

Poceus, Mocksa 127994, yn. Teepckan, .18, kopnyc 1, ka6, 609
Ten/chakc (495) 642-82-34, Ten. (485) 642-82-35

WHHAKNM 7703550218/771001001 662 18 11

Ol'PH 1057746834420

Hoareepwkaenne cootrercTHS
BHOIHMOIG JIEKAPCTEENNOIO Npeuapata TpeGoBannam,
YCTAHOBIEHHLIM PH €TI0 rOCYIapCTBeHH O PEerdcTpanuu
Netlor /1. 012021

Cornacho [locTaronnenus Mpasuteanctra PO o1 26.11.2019 Nel 510 «O fopaiKe BBOAA B IPAXIAHCKMI
oBopoT AekaperpenspIx TIPENAPATOR ANA MEAHLIMHCKOTO TIPHMEHEHHS,

[ Toprosoe HAHMEHOBEHIE METPOTHEY e R -

| Mexaynapoanoe Henarerropannoe Metponugason

| HAMMEHOBaHHe (rpynmsporounoe

| Xisiriockoe) A

| JlexapcTeennas dopma PAcTBOp mNa tHDyIHA T

| Hozuposka 5 Mmr/ma

[ ®opuma BhinycKa PacTaop s uHGYIU 5 Mrimi

| | (pnaxow) 100 M x | (nauxa KapToHHas)

!Tiouep CEePHM 11X20512

OBuem cepin | 37598 R S

| [lata Benmycka | oono20 |

| Tonew no | 08/2023 (31/08/2023)

| Hanmenosatme i anpec Unique Phanmnaceutical Laboratories (A division of J. B, Chemicals &

l POH3BOAHTENS Pharmaceuticals Ltd.), India

| (Bee cragun NPOH3BOLCTEA) Neclam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

\

| [Ounk @apmacsiotukan Jlabopatopus (Otnenenne DupMb <Dk B. Kemuxanc
! 3uj PapMaceOTHKANC JIta.»), Hanus

Hunam Centep, Kpeino “B”, 4 Ota, Xuna Caiixn Poyg, Bopan, MymBatt 400

i
|
I
| 2

030, Humun
J Site address Plot Ne, 4, Phase IV, G.L.D.C. Industrial Area, Panoli - 394 116, Dist.: - Bharuch,
| Agpec npou3BoacTBeHHOM India.
| mrouanku Yuactox Ne 4, dasa 1V, FHJLK. Hupacrpuan Apea, TMavonu — 394 116, {
} OKpYT: Bxapyv, Unaus
ETlouep H NaTa pervcTpaunoHHoro ITNO11666/01 ot 07.06.2010
YAOCTOBEPEHHS

|_HoMep sopMaTueHo# Aoxkymentauiu | 1T NO11666/01-100120

| Hanmenosanme u alpec AepxaTens Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
[ PETHCTPALMOHHOrO yAOCTOBeperus | Pharmaceuticals Ltd.), India

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

f FOunk ®apmacsioTHkan Maboparopus (Otnenenne dupmsr « k. B. Kemukane
J | 311 ®apmacuioTukanc Jiti»), Unans

| | Hunam Cenirep, Kprino “B”, 4 Irax, Xunx Caiikn Poyz, Bopaw, Mym6aii 400
J 030, Hnpus

1

OrteercTaeHHoe MU0 AuctpbuioTopa 000 «}0HMK TapmackioTHrar J1 abopatopis» — CuupHOBa A A, MEHEKEp
no cepThdrkauuy, npuias Ne9-OJT ot 10.08.2020

C yraxennem,
Meuenxep no cepTHdKaunu

i Cmupuoea A.A,
000 «IOHuKk DapmacsoTuxan Jabopatopuss e




