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Name of the product

HansienoruHue (penapaTa

Metrogyl® solution for infusion, 5 mg/mL (bottle) 100 ml. %1
(carton)

Merporna® pucrsop s midiysmil, S r/vn (heon) 100 max
{manuKa Kapromuan)

Registration certificac number
and date
Homep W nata PerdeTpausunioro

JIT1-Ne(000576) -(PT-RU) o7 16.02.2022

YIOCTUREPEHNS

Bareh # 11X23662

Cepiia No

Manufheturing date 122025 Valid 10 11/2028
Jlira npon3BoiCTRL Maned no

Analytical Report Ne 1TFP26000025 Daic 16/01/2026
Ananurisueckidi Oruer Ne JMata

Importing country
Cripata-nMnoprep

Russian Federation
Poccifckan deaepatin

APL manufacrer of API (Bateh
No) ‘
HaumeHoBaHNE QKTHBHOH
cyBeTHHUN, TIPOHEROAHTEL
(Copust No)

Melronidazole - Aarti Drugs Limited. India (MTZ/25071809)

Merporaaion - Aaprr JApare Jussrres, Hians (MTZ/25071809)

The analysis was carried out
acenrding 1o Normative document
Anasua ssinoanen no 1

TT-No(O00576)-(PT-RU-101224

Manulucturer (ol stages including
Release Quality Coritrol)
powmonent (sce cranuy,
BRITIONIA BBIIYCRARDULHE KOITRAIL
EIe BIL)

Unique Pharmaceutical Labaratories (A division of J. B. Chemicals &
Pharmaceuticals Lid.), Tndia

[Omine GapsacpioTikan Jlaboparopns (Otacnense ppMbi wle. b
[Kemurane 21 Gapwactioturane Jita»), Hiuma

Site address

ALpES [pORIIGICTRCHHON
TGLIRAKN

Plot Mo, 4, Phase-1V, G.LD.C. Industrial Estate, Panoli - 394116, Dist.
Bharuch, India.

Vanerox Mo 4, Gusa-iV, THJLK. Mnpaerpuan Hereiir, Hanoan -
394116, Oxpyr bxapvy, Fuoms

Minufacturing license number
HoMep NpoiEEonct seiioll nuiening

GMPREAEL/RUAR297-

2023

G2BDILVP-Y GMP cenificate No.
GMP cepTripukar Mo

Srorage conditions

YEI0BHA Spacelng

At a temperature not exceeding 30 °C in a place protected [rom
light. Do not frecie.

[Tpu Temnepatype He Bhitlie 30 9§ AAUIELIEHIONM OT CRETa
wmecte. Le saMopumusaTh.

Shelf life (Storage lilke)
Cpok roatocty (Cpok XpaHenHs)

3 years
3 romu

Crpariua 13 3




QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
NMOKATA TN KAMECTBA PE3YILTATE] HOPMBL (QONYCTHMLIE [PEAEILD
Appearance Light yellow transparent Colorless o light yellow transparent solution
visual pspaction) solution
Onueaune Tpoapaunsii Mpoaparnnif pactuop o7 GreunerHont Av e -
fotraguiinni semod) PACTROP CBCTIAO-KENTOTD | WEUTOTD UBEIR

upea ;

Identification

Mienrimurauis

A, Meronidazole
HPLC

AL MeTporitialod
(ijriey =

8. Sodium

Chnelitative reaction (EEL
Fii)

B. Harpuil
Kemeemeesias prastus
(A

C. Chilorides
Cualitative reaction (R
B. Xnopiuikt

Koeps requirements

BriepamitsneT TpebuRuHIg

Keeps requirements

BiinepskunaeT TREGORINNA

Keeps requirements

The retention time of the main peak in the chromatagram
abtuined with the test solution should correspond o the
retention time of the metrenidazole peak in the
chromutozram obtained with the standard sulution.
Hpesd  yAepisaHi aeuosiore mga
XPOMUTOIPAMME  HEALITYEMOIO PECTBOPA  QITKHD
COOTHETCTROROTL  BPCMENH  WISPHHNIIHA ]
MEIOINIAIoNN  HA  XPOMATOTPAMME CRIIpTIOTO
pacTaopit.

Farmation of @ dense white precipitate with pulassium
pyroantimonate solution.

Obpatouaiie NAOTHOID OCRAKN Geaoro unela © R

NUPOAHTHMOITATE PACTEOPOM,

Formation of white curdy precipitate with silver nilrate
solution,

CHAME RN U R

Keseltacinan peaniis Bulaepuiet 1petosiiig Ofpazosanne  Gelloro  THOPUH HCTOTE  oedaka ¢
(B 5 pacTRopoy cepebpa nuTpaTa. =

pH 5.9 45170

{patatismetricl

pH 59 ora.5 10 7,0

Extractnble volume
| Hamneicaenil 0finem

10217 ml.
102,17 mn

ol less than the nominal content
He pelee HoMIHLTLEOTO

Bucterial endotoxing
Bustepuaiktbit
MIOTORCHIL

Less thun 0.35 EU per | mg
Meuge 0,35 EQ na L vr

Not more than 0,35 EU per 1 mg of metronidazasle
He Sonce 0,35 B9 un | smr MeTpOIILLIONT

e

Sterility
Menibrane filiration)
Crepnasiocts
(i srsdpaHnai

A )

Sterile

Crrepuitisiii

The solution should be serile

PacTaop Loen Guith CTERHILHRIN

Abnormal
Luxicity
ANOMATHHIEH
FORCHHHOCTE

MNontusic

Heroreunui

The salution should be nontoxic

| PacTROp Aoitamen Giith HETOREHUHALM

Pariiculate maiter
Mesanuueckne
BEIOYEN I

- Visible particles
flit=house mothad. Fisual
l‘m‘f_&':‘.l‘l'mu B’

= B/t MRCTHILRL
(Memadinat npracadinesn.
Buayittuibti wemod)

Keeps requirements

Briaepsianet tpedonatia

In secordanc with the requirements

[ coormeTerisn © TPehoRIHIEMIL

Crpannia 2 u3 3




'NORMS (PERMISSIBLE LIMITS)
HOPMBI (IONYCTHMEIE OPEAE/E])

= Hepsanusipie 4acTiiibl
fevemia:
homayiempreseckily)

QUALITY PARAMETERS RESULTS
THORAJATEI RAYECTRA PEIVILTATE!

- Sub-visible particles Particles = 10 pm: - Particles = 10 pm - not mare than £000/ bontle
(Photontairic cotat) 20,0 per bottle

Particles = 25 wm:
0.0 per bottle

YacTiinl passmepom = 10 s

20.0'48 ot haakoH

. | Uneruuet paavepon =25 MEM:

0.0 Ha 040K frakos

- Parricles = 25 pm - not more than 600/ bottle
- Yaetiis pasmepos = 10 mxm = e Sonee 60007 (uiakon

« YpeTiaint passiepost 223 MEM - we Gozee GO0 duinkot

Degree of coloralion

Keeps requirements

Braepmneaet 1pebonaHis.

Tha degree of coloration of the solution should not
exceed the degree of coloration of the reference solution
GYs

Okpacka pACTROPE HE A0MHHA NpeBbmaTe Yranan GYs

LlseioeTn

(CTmEmprt A

Clarity Keeps requirements The solution shauld be transparent or the apalescence ol
(EEL Py ihe solution shonld not exceed the opalescence of the
reference solution |
[lpoipadnuets Butgepsusaer rpebonainm | Pacriop aomker v 1pOIPatILisn I oneEdecUE LA
(AT PACTUORA KE MNIKHD (PEBLILIATS GIILICCUSTILID
yraaona | RelrE e
Impurities 0.04 % Metronidazole impurity A —not more than 0.15 %
HeLe! 0.00 % Any other unspecified impurity — not more than 0,13 %6
0.04 % Tatal impuritics — notinore than 1.0 %
Mpumecn 0.04 % Mpusecs. A merporumazoni - He Gonee 0,13 %
RN TlioBan Apyras HeHIeHTIUHPORAHNES NpHAMEeCh — HE
0.00 % Gonen 0,13 %
0.04 % Cymsa npimeceii — ne Gonee 1,0 % -
Nitrites Keeps requirements Absorbance of the tzst solution ata wivelength o1 524 nm
{Speciraphatomeiry) should not exceed absorbance of the stindard solntion
Hurpirrig Bradepannaet THeOOBANIN OnTIvIecxas  IWIOTHOCTE HENKITYSMOTD pletiapi Hpi

ahmie  nonHe 324 N He  noMeEHA NPEaKiNaTh
ONTIFHETKYIO IMOTHOCTL CISHIRPIHOTG PAcTHOP

¥ MRS SPUHCHITR

Assay

Kujiveornennos

pHpeseaene : o
A. Melronidazole 1011 % 90.0% to 110.0% of nominal content

pee: & i.e. 5.06 mg/mlL ie 4.50 mg/mL to 5.50 mg/mL

A. Merpoininsod 1011 % o1 90,0% no 1 10,0% OT HOMHHIILHOID COREPHMHIL
BN T.e. 5,06 MITma | Toe. o7 4,50 mr/yn o 3.

B. Sudium chleride 99.8 % 93.0% 10 105.0% of nor

(Litrimelric) ic. 7.88]1 mg/mL i.¢. 7.305 mg/mL 10 2295 mg/mL

b, Hutpus xaopii 99,8 % oT 95,0% a0 105,0% 0T ROMUHANLHOTO CO/ASPHIHUA
(mumpusEmpiLeesui) T.8. 7,881 mr/mn 1. 0T 7,505 Mrfait 10 8295 Mriva £
Storage conditions Al temperature not exceeding 30 °C in a place proteeted from light. Do not freeze.

Tpi eMneparType de Baime 30°C 8 JaUuMIeHHoM OT Coetit Mecte. [e 3amapuamiing it.

Shell lile (storage life)
Cpok rojiperi '
| (Xpaiciins)

3 years

3 rodw

The above sample complics with the prescribed Saidards ol uality
Bunyeyscmunmll GORUEIL COOTBETENIVET YETMIORIZIHIN CHULED M KiNecTE

1 herehy certtfy that tle shove infarmagon is atithentic and sezuene, s buieh of product has been manufictured. ncluding packugingtabclling o
yuality eonirof arthe above-mentioned site in full compliance with the requirements af Good Manufheturing Practice of the Eurasiin Peonomy
and (e fequirements fof quality sontsnl of medicines and with the specifleations i the Marketing Authorisation of the ipaning eouniry

The bl

processing packaging and anulyvsis recards were reviewed wnd fowml o be in compliance with GMP of the Curasin Evononne Unon,

HBETomsii 4 NOATRSPARIIN, *LE0 IPHBCCHINE BLUNZ 1NN (ORA LT IATZICH J0STanepliof H TONNAM 1L cepin nRAIYRIUHL HPOIGICIRIR (i
YIGIROREY (MAPKLO0KY ) 1 EOITIDON KIICCTER) HO BALOEY ORI PPOIEIOAETRCHION HAGIELIRS B IONHONM SO0 TRETSTRING pebentnnnm [lpapna
Hiiesalien npomensreniol tpacnisal Enpiuilicioro sKOHOMIMNEEROr SOl IPEGOUINTIAAIE RDIETPOI KavCaling e peTneltiiee Lpewii, a
VARIKE 1) COUTRETE UINE 0 CHetBIRALILAN, SOPIKALLIMIET W PETHCTRUUDIHOM OGRS CTPHM-TIMTIp epa. Fantien (1 IPONINIAL Y, YRoRke 1

IKOHOMEMELRUTD VUL

Fasdiiw  Giokd

LY OPODGASHH, 1 JETRNOEIENO 4 ooommerciune Tpotoraimes Tpas Jeanckiuied ORORAIVIC TIHhDR "Pl!fvéﬂ 'Q g'-"g‘““““ht”“

QUALITY CONTROL MANAGER
MEHE/GRER 10 KOOTFOJIO KAMECTBA

Crpauuna 3 ua 3

g&!o! [ 44

Ak vl [ 202

QUALIFIED PERSON
YIOAHOMOUEHIOE JAULIO



000 «HOHUK PAPMACBIOTUKAN .!'IAEDPATUPPIE»

HOpuawdackni anpec:

123056, r. Mockna, MyHMUANENEHEDR okpyr MpecHeHeKoTe BiTep.r,
yn. Bpacrekan 2-8, qom 8, ctp.1, nom. 1/

Ten/daxe (495) 642-82-34, Ten, {405) B42-82-35

WHHANT 7703550218/771001001

OrPH 1057746834420

=

IMoaveepiaeHNe COOTBETCTBHAS

BBOIEMOID JEKAPCTRCHHONC DpenapaTa TpedOBAHRRM,
YCTAMOWICHHEIM NP EI0 FOCYAZPCTREHHON perseTpannu

Ne 1829 ot F/ 75 2026

Cornacro Mocranossieni [papnrenserea PO or 31.05.2025 Ne815 «O nopanke spofia g rpassancionii
offopOT NEeKAPCTREHHEIX CPEICTS [T MEAHLIHICKOTO HPHMEHEHHRY,

Toproboe HaHMeHoANHE Merporun®

Memnynapoauos penateHTasanios | Metpornamson T

HAHMeHoREHWE (FPYNTIHEPOIOYHOE

HIH XHMBYECKDE)

Jlexapcrrennan dopua PECTHOP juin nedyauii

| Noposga 3 mrimn

DopuMa BEMYCKa pacTROpP I WHdysHI S smr/vn
(paakon} 100 ma x 1 (maska xapTonnan)

Homep cepuu | TIX25662

O0neM cepHu 37762

Jata srinycka 1272025

T'onen no . 11/2028 (30/11/2028)

Haumenopanze u azpec Unique Pharmaceutical Laboratories (a division of “J. B, Chemicals and

fPOMZROANTENS Pharmaceuticals L1d.™), India

(Bee cramin NPOMIBOICTER) Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Road, Worli Mumbai 400030,
India
FOuuk dapuacsoTukan Nadopatopus (Omenenne dupvu «fls, B Kemukine
3Hp PapMacuioTakanc Jitan), Huaus
Hiaam Cenrep, Kpeing “B”, » 4 s, X Cailks Poya, Bopas, MymGait
400030, Hugs

Site address Plot No. 4, Phase ~ IV, G.LD.C, Industrial Estale, Panoli - 394118, Dist. Bharuch,

AllpEC NPUHIBOACTREHHOR India.

TAOMAIKH Yuactor N 4, asa — IV, DM LK. Hupaerpuan Heredtr, Mavom — 3941186,

Oxpyr Bxapyy, Huaus

Homep # fata perucTpanioHHoro
YAOCTORSDEHNA

IHomep HopMaTHEHOH AoKyMEHTa MY

Hakmenonanme u anpec aepsares
PErHETPALMOHHOTO YROCTOREDEHHS

JI[1-Ne(D0O576) -(PT-RLN -101224

Unique Pharmaceutical Laboratories (a division of “J. B. Chemicals and
Pharmaceuticals Ltd.”), Tndis

Neelam Centre, "B" Wing, 4-h Floor, Hind Cyele Road, Worli Mumbai 400030,
India

KOnux Qapmacsiotikan laGopatopus (Otpenense dupvu oIk, B Kemukanc
3un PapmacproTaranc Jivww), Huans

Humam Centep, Kpsuio "B, 4 staw, Xuun Caiixn Poyn, Bopn, MymBai
400030, Hupus

OteTCTHEHHDE 1L nuc’rpflﬁﬁmpa Q00 «lOunx Papmecuoraken Jlafopatopicn — Cuuprona A.A., Meneauep o

abecned eHHIO wm

Cyaaa:am@w R 1= 0%y
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afippaTopiisy
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