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CERTIFICATE OF AN ALYSIS

CEPTHOHUKAT ANAJU3A
QUALITY CONTROL DEPARTMENT
OTALN KOHTPOJIA KAYECTHA

)
Name of the product

Haumenoranue npenapara

Metrogyl®
(carton)
Merporua® POETBOP 1w unbyaii,
(mavea kapronuas)

solution for infusion, 5 mg/mL (bottle) 100 L, = 1

S mrima (tharatcom) 100 s x 1

Registration certificate number
and date

Homep 1 gara Pernerpanmonsiore

JIN-Me( 000576) -(PI-RU) o1 16.02.2022

HOCIGREpEHR

Batch # 1IXZ6035

| Cepus Mo

Manufacturing date 02/2026 Valid 1o /2029
AT4d IPOHIHOACTRA lConen no

Analytical Report Ne 17FP26000340 Dale 26/02/2026

Anairueciufi Oraer No Jara

Importing country Russian Federation

Crpana-nmnoprep Poconiickay Dijiepanns

API, manufacturer of API (Batch
Mo)

Hansenonanne sicrannng
CYOCTRHIMN, TIpousBoaHTEN,
(Cepus Na)

Meuonidazole - Aurt; Drugs Limited, India (MTZ#/25] 12772)

Merponnason - Auaptu [ipare Junsmren, Huas (MTZ25112772)

The analysis-was carried aut
according to Normative document
AHANHS BRIGIHEN 110 HJI

JT-Ne(000576)-(PT" -RU)-101224

Manufucturer (all stages including
Release Qualiry Control)
Mponsnonurens (nce crajum,
BEIROMAS BLinyekaruni ROHTPOIR
KAtecTns)

{Unique Pharmaceutical Laboratories
Pharmaceuticals Ltd.), India

[Onak Dapyacwiorukan NaGoparopus (Orgencmse thupmnt «Tk, [,
Keminrane smy GapMackioTHKLIC Jlvn»), Hiumus

(A division of J. B. Chemicals &

Sile address

Anpes NpoHIROACTBEHHOT
A0k N

Plot No. 4, Phase-1V, G.I.D.C. Industrial Estate, Panoli - 394116, st
Bharuch, ndia.

¥uacrok Mo 4, Dan-IV, FHJLE, Hrnactpuan Hereltr, [Manony -
3941 16. Oxpyr Exapys, Higua

Manufacturing license number
Houep npomssoacraenioii JHUEHIHK

G281V VP-9 GMP certificate No.
GMP ceprudukar Mo

GMP/EAEU/RI1/02207-
2025

Storage conditions

Yenosus xpaeaus

AT d temperalure not exceeding 30 °C
light. Dw not freaze,

Ilpu Temneparype e Bsime 30 °C 5 SALMIMERHOM O CRCTA
Mecte, He savMopaskipaTs.

in a place pratected from

Shelf lifa {Storage life)
Cpok roaacri (Cpoxk XPaHEHHN)

3 vears
3 roia

Crpanuya 1 us 3



A, MeTpoHnaazon
BN

B. Sodium

Quaditative reaction (6L
Ph}

B. Hatpui
Hauvcingenias pearifiii
(R EAN)

C. Chlorides
Cualitative reaciion (AP
B. Xnopunst

Briagpaiiaet TpeGonaug

Keeps requirements

Buiagpyainaer TpedoraHng

Keeps requirdments

QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
HORAIATE I KATECTIA PE3YJIBTATEL HOPMBI (10T YCTHMBIE OPEJETLD)
Appearance Light vellow transparent Colorless to light yellow transparent solution
(visuai Inspection) solution
Onuecanne TIpospasHell TTpoapaunsiil pacTeOp OT GeCUBETHOTD A0 CHETIN=
(ArpaannBil Aemod) PHACTROP CROTIO=KCATUID FREATOrO UBETR

HoeTa
Identifiention
| MaeuTndnicanis
A. Metronidazole Keeps requirements The retention time of the main peak in the chromatogram
HPLC obtained with the test solutlon should correspond Lo the

retention time of the metronidazale peak in the
chromatogram obtained with the standard solution,
Bpesa  yaepkisauus  OCHOBHOTO  MHK3 1@
XPOMATOIPAMME  WEIWITYEMOTO  PACTROPA  JIDMHHO
COOTHOTCTROBATE  DPEMEHM  YUEDMUEAHUE  TIHKZ
MB‘TPDIII(AMDJIH H&  XpOMATOIPAMMLC CTHHULHPpTHATY
pacTnopa.

Formalion of a dense white preciphate with potussium
pyroantimanate solution,

Ofpasoparue NRGTHOTD ocauka Gedora uaet ¢ wili

n Hpﬂﬂl‘l"l‘llh‘(ﬂ.ﬂﬂ'l'ﬂ PAcTHOPOM.

Formation of white curdy precipitate with silver nitraic
solution,

Kavecnaennan pearin Bringpwuracr Tpebosuip | Obpuiosanse  Genoro  TROpOWNETOTO - Gcdikd €
(i) pacToopoy cepelipa HiTpara. .
pH 5.8 45310 7.0

(polenitometric)

pH . 58 ord,s 20'7,0

(numum(ua.ua'mgu.wmm’u -

Extractable volume 102.00 mL Mot less thun the nominal content

Hapagruenniil ofihem 102,00 ma He menee HoMHHRNLHOTO

Bacterial endotoxins
Baxrepuaniisie
IMAOTORCHILI

[ess than 0.35 EU per | mg
Menee 0,33 E2 i | mr

Not more than 0.35 EU per | mg of motronidazole
He Gonee 0,35 B3 ra | Mr peTponiiasona

Sterility
{Aombrane filiration)
CrepiiLHOCTL

faemue MesBpun ot
gl

Sterile

Crepuasiu

The solution should be sterile

Pacriop nosoken BulTh CTERIALHLIM

Abnormal
toxicity
AHOMATRHAR
| ToKCHIROCTE:

Nontexic

Herorzipwiii

The solution should be nontoxic

PacTROp n0.0KeH GhITh HETOKCHHILIM

Earticulate matter
MexaHuyecKue
nKENOUEHIR

- Visible particles
(In-house methad. Visual
{uspecrion)

= Byiaumbie vacTHus
tAdemadura npoysandumans,
Buwiyazuhoni Memod)

Keeps requirements

Brifeprasact TpEdonamim

In accordance with the requirenients

B cootnercrany ¢ TpefonanaMy

C‘rpm:l-w-tim 2033




= Hesmmmuie uneriuym
(ewemo-
grmonempuveckin)

QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLF, LIMITS)
NOKATATEIH KAMECTHA PE3YJIBTATHI HOPMbI (IONYCTUMBIE MPEARALI)
- Sub-vizible particles Particles = 10 pm: - Particles = 10 pm - not more than 6000/ bottle
{(Phatomerrle count) 7.0 per bottle

Particles = 25 pm:

0.0 per bottle
Yaeruin pazmepom = 10 pku;
7.0 1uu oaus durakon
MacThub! pazmeponM =25 mi:
0,018 oans duiakon

- Particles 2 25 um - nat more than 600/ boutle
= Hacrsu peavepon = 10 miv - 11e Gonee 6000/ duiakon

- UmeTHunl pasMepon = 23 Miwm - ae Gonee GO0/ driason

Degres of coloration

 Llseraocrsy,

Keeps requirements

Britepmurger rpeGogums

The degree of caloration of the solution should nor
exceed the degree of coloration of the reference solution
GYs

OKpacka PACTRORA HE RONRHI PCKLILEATS 31700 (Y

(Cresmpudsmasempin)

Clarity % Keeps requiraments The solution should be transparent or the opitlescence of
(EEL Pij the solution should not exceed the opalescence of the
reference solution [
Upospasnocrs Buiaepiusaer tpefosanns | Pactsop Aomiei GuITh TIPOIPAUHEIN HIH OIICCLEHLI
(BEATC) PACTBOPE He NOMAKAA NPERMIIATE OrLnCCLCHG
[E=5es aranoua |
Impurities 0.03 % Metronidazole impurity A — not move than 0.15 %
HPLC 0.00 % Any other/unspecified impurity - not more than 0,15 %
0.03 % Totl impurities — not more than 1.0 %
[pusecn ' 0.03 % Tpumech A Merponizadona — He Gonee 0,15 %
B JioBan apyran wengerTRGHIMPORANIAS MpIMEEE — 12
.00 % Bosee 0,15 Y%
_0.03 % Cymna ipumeceft — ne Sonee 1.0 % I
Nitrites Kaeps requirements Absorbance ofthe test solution uta wavelength of 524 nm
(Spectrophotometry) should not exceed absorbance of the standard selution
Hurpuri Brigepskunast tpeforanuy OnTHYEEKAY [IOTHOCTL HENLITVEMOTD PACTROPHU 11pH

MIMHE  BOMHLL 324 MM HE  JAOIRHL  PCRBILGTL
QITIMCCKYIO WIOTHOCTE ETAN/IBPTHOID PACIBOpIL.

(mum,mm mmpuuu.r.'mﬂj

Asspy

Ko/myecrrennoe  *

| orpeseTenie = LI

A, Metronidazole 103.2 % 50.0% to 110.0% of nominal content

HPLG ie. 5.16 mg/mL i.e 4.50 mg/ml, 10 5.50 my/ml

A. Merponunasan 103,2 % o7 90,0% fo | 10,0% 0T HOMURANLHOL Conep®anny
| AKX T.¢. 5,16 Mr/mn e 014,50 mrvva 50 5,50 Mr/sn

B. Sodium chloride 99,7 94 92.0% to 105.0% of nominzl conlent

Hitrimatric) i.e, 7.879 mg/mL Le. 7.505 ma/mL to §.295 mg/ml.

B. Harpum xanpug 99.7 % o1 95,0% A0 105,0% 0T HOMHHRAEHOTO CORepsRaRIE

T.e. 7,879 mrmn

T8 0T 7.503 mrivn no 8,205 s

Starage conditions
YCOOBHY XPAHENIN

At a temperature not exceeding 30 °C in o place protected from light. Do nat freeze,
[y temneparype He mhite 30°C 5 3amuenion o coeTa Mecte, He SAMOPAMHBAT. |

Shelf life (storage life)
Cpox roanoeri

3 years

3 rona

%xpn Henna) it
¢ ahove sample complies will the prescribed standprds-of qualicy

Baatrieyia ANl o6pRICL CONTRETCTRYET YEHUIMIACIILIM &1l AUPTAN KiNecTH !
I'bereby vertify thut the sbove information is authentie and aceusite, This buieh ol product has been manufactured, including packaging/nhelling and
quiality cantral at the nbove-mentioned site in full cumplionee with the requirements of Geod Manufuciiring Practice of the Durasien Eeonomie Usion

and the requirements tor quality control of medicines and with the spuetlicnl
processing, packaging and mnalysis records were feviewed
HOUTREKOmEO, Y10 NPUBEACHIRA BLilue VhoPAALLY 4B
YIRRORRY {MUpIcHpOBKY) H RO TN KANECTRE) fia BLIUCYKRIIION 1)
HANCKNIGH APOMINOAETEHION NpmcTiki Eipusilickara sanmuin
UGS I COUTUELC BB GO CUCLUIITRAENIMI, CO/IEpAAUIAIICE U per
Myerananibio  HY

IKOHOMHMECKY) © Ui,
Pt thhr)
QUALITY CONTROGL MANAGER

MENE/GKER 10 KOHTPOMIO KAYECTBA

Haetniim x

WA OpORCPEHR,

Crparnna3 uz 3 «

igns in the Marketing Authonsation of the importing countre.The batch

and found to be i compliunce with GMP of the Furasinn Feonomic Umion,

AHETCH 20CTORCPHON M TOMIIR. 272 CePiiR NPOAYRUAN IPOIINEIC (BRI
poisnoenenioll NINMHRE B 10311108 LOATEET GO ¢ TRedouaAs g | panmi
IECKATO oMt it TRCGUBLINLIMIL KONTPOAY KAYSTTRE JAERIPSTBEIINL CReaeTh,
BIRIUUIOHLIM AGCLE CTRAHB-MEOPTCRR, Jahe no Hpoirivoae iy, ingonke 1|

Inercimie  pedosuimst TIpARIN HAVIERRMEA  DPONINOACTOSHIG  TPAKTIR Enpantiicksre
[E};_P;e') | N Aeghe %mu
G

QUALIFIED PERSON
YIOTHOMOYEHHOE IO



000 «lOHWUK PAPMACKLOTUKAN NABOPATOPU3»

}DFMMHBGKHIT'I aapec!

123056, 1. Mockea, MyHUUMNANEHLIT DKPYr [PECHEMCKOrD BH.TER.T
yn, Bpactekan 2-n, aom 8. etp.1, nom. /11

Ten/dhaks (495) 642-82-34, Ten, (485) G42-B2-35

AHHKNN 7703550219/771001001

OIPH 1057748834420

TogreepKNEHHE COOTBETCTENN

BHUTHMOIO JEKAPCTHEHHOIO NpEnapaTa rpeﬂummrm.

YETEHQBJACHABIM WPH CIO I

cTBENNOI perseTpanun
2026

o

Ne 1866 ot

Cornacno Hoctanonicrns Tlparimesmsersa PO o1 31,05,2025 Ne§ 15 «0) NOPSAKE BROAL B CPAICIHLICKUEN
ofiopaT JEKAPCTEERHEX CPSICTS A4 METHUMHCKOrS NPHMEHBHHAN.

: '_I"QFFQBQE HANMCHOBAHHE

Merporua®

Mesnysaponroe HETATEHTOBAHHOS
HAHMEHOBAHHE (PYNNHPOELTHOE
HTH XHMIrIECKoe)

Merpornaazan

Jlexapetneittias dopaa

pacTnop mn Hudyanit

Jusaposky JEERTTERT

DopMa REIMYCEA " PacTEOR JUIA WRGYIHE § MI/MI ‘
(pnakon) 100 mi x | (uauka gapromwas) |

Hongep cepin IIX26038

Ofsem cephn | 37442

Mt eeinvesa 02/2026

Topten nie 01/2029 (31/01/2029) =

HanmeHORAHHE | dapec Unigue Pharmaceutival Loboratories (a division of “L. B. Chemicals and

TIPOHIBOUUTEN | Pharmaceuticals Lid."), India

(Bee cranms nponIsoncTaa)

Neelun Centre, "B" Wing, 4-th Floor, Hind Cvcle Road, Worlt Mumbai 400030,
India

FOnmie apmactiotikan JaGoparopm (Oraenenne depMil «lim, i Kemimane
aug Papmaceiorrranc Jta.n), Hoana

Hunawm Cenrep, Kpuuto “B", 4 oriw;, Xeun Caiten Poy, Bopmg, MymGaii
400030, M

Sile adldrosy
Anpos NPORIEOACTHEHI0H
IO

L

Plot N, 4, Plwse — IV, G 1D.C Imiustrial Estate, Panoli - 304116, Dist Bhamch,
India,

Yuucrox Mo 4, Guoe — 1V, CILIKE, Hmmupuwl Herellr, Tlapony — 394116,
Oxpyr Bxapys, Humm

HoMep 4 ma PErHCTPAIHOHHUTD
YAUCTOREPCHAR

TT-Me(000576) 4 PT-RL) a1 16.02.3022

Hoxep HopMaTHRHOI 10KYMEHTAONR

JI-Ne(000576) -(PI-RU) -101224

HamveroBaune 1 apec nepaarens
PETHCTPALHONIOND YIOCTODepalis

Unique Pharmaceutical Laboratories (n division of “J. B. Chemicals nnd—i
Pharmaceuticals Ltd,"), India

Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Road, Worli Mumbai 400030, |
India i
e Papsacsioturar Jafoparopnz (Oraenenne dupmm ¢k, B Kemuxane |
ot PapmacsiotHrane Jran), Maana |
Hirad Cenrep, Kprmo “B”, 4 stam, Xman Casen I"nyn, Ropra, MymBail
400030, Muaua J

C-¥BamecHIeM,
Muksuantop

000 «Hunk !.bapmachmrphu.u J'[,aﬁoparopm:a g 150

Pyanasenko C.IL




