UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACBIOTHKAJI JIABOPATOPH3
(A division of «]. B. Chemicals & Pharmaceuticals Ltd.»)
(Onaenenune pupmel « [l b, Kemnkaic ona @apmaceiorukanc JItan)
Bopan, MymBait 400 030, Huans - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJIEN KOHTPOJI KAYECTBA

Name of the product

I lanmeHOBaHHe npenapaTa

Metrogyl” solution for infusion, 5 mg/mL (bottle) 100 mL = 1
(carton)

Merporia® pacreop pis undysnii, S mo/sua (Guacon) 100 ma x 1
(mavKa KAPTOHHAS)

Registration certificate number
and date
Homep u nara PerverpalidoHHOTO

JI1-Ne(000576) -(PI'-RU) ot 16.02.2022

VIOCTOBEPEHUA
Batch # 11X25653

Cepus Ne

Manufacturing date 12/2025 Valid to 11/2028
Jlata npou3nocTha l"ogen a0

Analytical Report Ne 17FP15003323 Date 12/01/2026
Aunanurrueckuid Oruer No Jlara

Importing country
Crpana-uMmnoprep

Russian Federation
Poccuiickas Menepalus

APIL, manufacturer of API (Batch
No)

HaumeHoBaHHe aKTHBHON
cyOCTaHLMK, IPOU3BOAHTETb
(Cepua Noj

Metronidazole - Aarti Drugs Limited, India (MTZ/25082248)

Merponnason - Aaprn Jpare Jlumurea, Hunua (MTZ/25082248)

The analysis was carried out
according to Normative document
AHanuz BeiioaHed no HJL

JITT-Ne(000576)-(PT-RU)-101224

Manufacturer (all stages including
Release Quality Control)
INpousroanTes (Bee crainm,
BKJIHIYAA BRINYCKAHIIMIT KOHTPOIIh
Kauecrsa)

Unique Pharmaceutical Laboratories (A division of 1. B. Chemicals &
Pharmaceuticals Ltd.), India

10uuk Dapmacerotukan Jlabopatopus (Otnenenne dupmel «/bx. b,
Kemukanc s3ua @apmacsioturanc Jlta»), Muans

Site address

Anpec npoH3BOACTBEHHOM
TUTOLLAAKH

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

Vuactok No 4, ®aza-1V, I'MJLK. HMupacrpuan Mereiit. llanonw -
394116, Oxpyr bxapyu, Huams

Manufacturing license number
HoMep npousso/icTBEHHON THLEH3HH

| G/28D/LVP-9

GMP certificate No. GMP/EAEU/RU/02297
GMP ceprudmrar Ne 2025

Storage conditions

YCIOBHS XpaHCHHA

At a temperature not exceeding 30 °C in a place protected from
light. Do not freeze.

IIpu Temneparype e Beue 30 °C B 3aMHINEHHOM OT CBeTd
mecre. He 3aMopakuBath.

Shelf life (Storage life)

3 vears

Cpok roanocty (Cpok xpanenns) |3 roja
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A Merponunaszon
B2KX

B. Sodium

Qualitative reaction (EEL
’h.)

b. Hartpuii
Kauecmsenian peariyin
(BEADC)

C. Chlorides
Qualitative reaction (8FP)
B. Xnopuiel

BrigepxuraeT TpeOOBAHNS

Keeps requirements

Briaepansact rpeGosanns

Keeps requirements

QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
MOKAZATE/IN KAMECTBA PE3YJIETATHI HOPMBI (JIONMTYCTUMBIE ITPEJAEJIBI)
Appearance Light yellow transparent Colorless to light yellow transparent solution
(visual inspection) solution
Onucanne [pospaunniii [Tpospaunklii pacTBOp OT GECUBETHOTO 10 CBET/O0-
(GuvankHbLl Memod) PACTBOP CBETIIO=KENTOIO | KCATOTO UBETA

LBeTa a5
Identification
HaenTupukraunn dodl
A. Metronidazole Keeps requirements The retention time of the main peak in the chromatogram
HPLEC obtained with the test solution should correspond to the

relention  time of the metronidazole peak in the
chromatogram obtained with the standard solution.

BpL‘MH YAEpKHBAHWA oCcHOBHOIo MK Ha
XpOMaTOrpaMmMe  HMCMBITYEMOro  PacTROpa  JIOJIKHO
COOTBETCTBOBATL BpemMeln YACPKHBAHWSA [MUEKQ

MCTPOHHIA30J1a Ha XpoMaTorpaMame CTAHAEPTHOTO

pacTsopa.

Formation of a dense white precipitate with potassium
pyroantimonate solution.

O0pasoBaHne MUIOTHOTO OCALKA DEOro LBETA ¢ Kajuus

| HHPOAHTHMOHATA pacTBOPOM.
|

Formation of white curdy precipitate with silver nitrate
solution.

(romenyuoMenpuveckiti)

Kuweemsenian peasi Boiaepikupaet tpedopanus | OGpasopanue  Oeloro  TBOPOKMCTOrO — Ocalka €
(bp.d2) pacTBopoM cepedpa HUTpaTa,

pH 5.9 4510 7.0

(patentiomelric)

pH 59 or4,5 no 7,0

Extractable volume
Hisneraemblii 0hbem

102.17 mL
102,17 ma

Not less than the nominal content
He meilge HOMHHAILHOTO

Bacterial endotoxins
Balc'repuam.m,le
AHAOTOKCHHLI

Less than 0.35 EU per | mg
Menee 0,35 ED Ha 1 mr

Sterility

(Membrane filtration)
CTepHIbLHOCTE
(Memod memdpaniron
urasnpay )

Sterile

CrepunibHblii

Not mare than 0.35 EU per | mg of metronidazole
e Gonee 0,35 ED va | Mr MerpoHHasona

The solution should be sterile

Pﬂ,C'I‘BOp A0JuKeH ObITh CTEPHIIBLHBLIM

Abnarmal
toxicity
AHOMAIBHAN
TOKCHYHOCTh

Nontoxic

HeTokcH4Hbii

The solution should be nontoxic

PECTBOD A0Kel OLITL HETOKCH HBIM

Particulate matter
Mcxammccmle
BRJIKYCHHA

- Visible particles
(In-house method. Visual
tnspection)

- Buaumule vacTuimn
(Memoouxa npousee0Umens,
Busyaipusin uemod)

Keeps requirements

Briaepkupaet tpedoRaniua

In accordance with the requirements

B cooTreTeTBHY € ']'pUG()HdHi-mM H
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QUALITY PARAMETERS
MOKASATE/IH KAYECTBA

RESULTS
PE3YJIbTATEHI

NORMS (PERMISSIBLE LIMITS)
HOPMbI (AOIYCTUMBbIE NIPEJEJIbI)

- Sub-visible particles
(Photometric caunt)

Particles 2 10 pm:
0.0 per bottle
Particles = 25 pm:
‘ 0.0 per bottle
Yactuus! pasmepom = 10 M
0.0 Ha oans dakon
YacTuus! pasMepon =25 MEM:
0.0 Ha oauH pnakou

- HepuanMele 4ac THLII
feuentito-
GumomMempuNeckuti)

- Particles 2 10 um - not more than 6000/ bottle
- Particles 2 25 ym - not more than 600/ bottle
- Yactuuw pasmepom 2 10 mrm - ve Goaee 6000/ graxon

- HacTuis! pasmepom 2 25 mMkM - He Gosiee 600/ duakon

Degree of coloration Keeps requirements

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

(Chexmpoghomomempus

LIBeTHOCTH Brimep:kupaeT tpebosanns | OKpacka pacTROpa He JIOBKHa NPeBkImaTh atanoH GYs
Clarity Keeps requirements The solution should be transparent or the opalescence of
(EEU Ph.) the solution should not exceed the opalescence of the
reference solution |
Ipozpaunocts BritepskiBaeT TpeOOBAHUA | PACTROP LOMKEH OBITE NPO3PAYHEIM HIH ONANECLEHIHA
(DEAIC) PACTROPA HE JOMKHA MPEBBIIATE ONAIECIIEHUHIO
aTanoHa |
Impurities 0.03 % Metronidazole impurity A — not more than 0.15 %
HeLe 0.00 % Any other unspecified impurity — not more than 0.15 %
0.03 % Total impurities — not more than 1.0 %
Mpumecn 0.03 % [pumeck A meTponunIasona — He Gonee 0,15 %
BN Jliobas apyras nenaentHduUHpoBalinas npuMech — He
| 0.00 % Gonee 0,15 %
0.03 % Cymma npumeceii — ne Goaee 1,0 %
Nitrites Keeps requirements Absorbance of the test solution at a wavelength of 524 nm
(Spectrophatometry) should not exceed absorbance of the standard solution
Hurpurs: Beiaepansaer Tpeboranns OnTHueckas NNOTHOCTh HCMBITYEMOrC pPacTBOpa npu

LIMHe  BONHLI 524 HM  HE OOJKHA TIPeBBIUATDL
ONTHYECKYIO MJIOTHOCTL CTAHAAPTHOIO pacToopa.

(UL MPUSECRUN T.e. 7,889 mMr/mn

Assay

Koanuecroennoe

onpeaeenue

A. Metronidazole 99.3 % 90.0% to 110.0% of nominal content

HPLC i.e. 4.96 mg/mlL i.e. 4.50 mg/mL to 5.50 mg/mL

A. Merponnaason 99,3 % oT 90,0% 10 110,0% oT HOMHHANLHOIO COMEpsKalins
BVKY T.¢. 4,90 Mr/mi T.6. 0T 4,50 Mr/mn 10 5,50 Mr/ma

B. Sodium chioride 99.9 % 95.0% to 105.0% of nominal content

(Titrimetric) i.e. 7.889 mg/mL i.e. 7.505 mg/mL to 8.295 mg/mL

b. Hatpus xaopna 99,9 % ot 95.0% 10 105,0% 0T HOMHHAJILHOID COAEPHKAHIA

T.2. 0T 7,505 Mr/mn 20 8,295 Mr/mn

Storage conditions : ot ex
¥¢J0BHS XpPAHCHHS

At a temperature not exceeding 30 °C in a place protected from light. Do not fieeze,
1lpn Temnepatype He peie 30°C B samwminenHom o1 csera mecte. He savopamusary.

Shelf life (storage life) 3 years
Cpox rognocTn
(xpanenns) 3 rona

The above sample complies with the preseribed standards quual\ly'

lil:\ll!l.’:-'){ujilﬂiihm \‘G,}I.HL'IL COOTESTETBYCT YCTAHORICHHEIM CTAHIAAPTAM KauccTRa

L hereby certily that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labelling and
quality control at the above-mentioned site in full compliance with the requirements of Good Manufacturing Practice of the Eurasian Economic Union
and the requirements for quality control of medicines and with the specifications in the Marketing Authorisation of the importing country. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP of the Eurasian Econonie Union,

Hactosus 8 noATEENICIAK, YT NPHAEAEHHAS BRITIE HHDOPMALIA ABAAETCH A0CTOREPHOM K TOULIO, T Cepud NPOLVKLIII IPOU3BEENA (BKIoUad
YIHEOBKY (MAPKHPOBKY) M KOHTPOIb KAYCCTRA) HA BHILICYKAIAHHON NPOHIBOLCTRCHHON NIOMIAIKE B NOIHOM COOTBETCTRIN ¢ Tpelopanuani [pasun
HajnexameH npomnnnc’mcnunl."l TPAaKTHEN Espalnﬁcxuro IROHOMHEYSCKOIO COI31 H '['Peﬁoballll)ihlil KOUTROMA Ka4eCTBA NCKAPCTBCHLILIX CPCACIB,
TRRIEE B COUTBCTCTBHH CO CUCHHEIUHCHIUI’IMII, COACPWKALINMHCH B PCrHCTPALMOHHOM J0CHE CTPAHB=HMITOPTEPA. Fanucu no NPOM3EOACTRY, YIIAKOEKE H
AHATNTY  TIPOBEPEHHI, W YCTAHOBICHO WX COOTBETCTRME TpefoBarmaM  [lpasui  HAWIKAUEH NPORIBOACTEEHHON IDARTHE  LBpusiiickoro

BKOHOMUNECKOrD COK%a
S T sk
QUALITY CONTROL MANAGER

MEHEINKKEP IO KOHTPOJIK} KAYECTBA
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000 «HOHUK PAPMACLIOTUKAT TABOPATOPU3»

HOpuandecknii agpec:

123056, r. Mackea, myHuumnansHblii okpyr MNMpecHeHCKoro BH.Tep.I.
yn. bpectckan 2-4, aoM 9, cTp.1, nom. 171

Tenithakc (485) 642-82-34, Ten. (485) 642-82-35

WHH/KMN 7703550219/771001001

OrPH 1057746834420

Mogrsepxaenue co0TRETCTRASN
BEO3HMOI0 JEKACTEEHHOrO Npeoapara TpebopannaaM,
YCTAHOBICHHBLIM OPH €ro TOCYAapCTBeHHOM PperncTpamuu
Ne 1851 o1 J¢, 042026

Coryiacuo TMoerarornenns [Ipagntemscrea P® ot 31.05.2025 Ne815 «O nopaaxe BROAA B IPAKIAHCKHIA
0O0pOT TEKAPCTBEHHBIX CPEICTE I METHIHICKOTO IPHMEUEHHY.

Toproroe HAHMEHORAHHE Merporua ®
MeskTVHAPOTHOS HEMTATEHTORAHHOE MeTpoHK a3
HAHMEHOBAHHE (TpYNIHPOROUHOE

HIH XHMI9ecKoe)
| JlexapcTenmas hopMa pacTeop MW HHGY3HI
| Musuposka 5 Mr/mMn
| dopMa BHITyCKA pacTrOp st MHQY3HA 5 MIMa
(thnaxon) 100 mir x 1 (nayka KapTOHHAA)
Homep cepun IIX25653
O6bEM cepuH 37762
JlaTa BEIyCKA 12/2025
Cozen go 11/2028 (30/11/2028)
Hanvernosanre 1 agpec Unique Pharmaceutical Laboratories (a division of “J. B. Chemicals and
NIPOM3BOIRTETL Pharmaceuticals Ltd.”), India
(Bce cTaanu MpoH3BOACTRA) Neelam Centre, "B" Wing, 4-th Iloor, ITind Cycle Road, Worli Mumbai 400030,
India
HOuux DapMacsrotrkan JlaGopatopuz (Otnetenue dmpmel «/x. B. Kemukanc
ang GapyacktoTakanc JITm»), Hunus
Hunam Cenrep, Kprrto “L7, 4 atax, Xuua Caiika Poy, Bopuim, MymGait
400030, Hupus
Site address Plot No. 4, Phase - IV, G.1.D.C. Industrial Ustate, Panoli - 3941 16, Dist. Bharuch,
AIpec NpOH3BOACTBEHHOH India.
TTOTIATKH Vuactox Ne 4, ®aza — 1V, "M LK. Humactpuan Heteirr, Mawonn — 394116,

Oxpyr bxapy1, Unaus

Homep u para pericrpan HOHEOTO JITI-Ne(000576) -(PT"-RU) ot 16.02.2022
YOCTUBCPCHNA |
Homep HopMaTHBHOH ToKyMeETauEn | JITI-No{000576) -(PT-RU) -101224

Hamvernopanre 1 agpec nepikaTent Unique Pharmacentical Laboratories (a division of “J. B. Chemicals and
PeTHCTPALMOHHOTO YaocToBepeHns | Pharmaceuticals Ltd.”), India

Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Road. Worli Mumbai 400030,
India

10uuk @apmacsiorikan Jlatoparopus (Ovucncnine gupmer «x. B, Kemunkaac
3u1 PapMackioTHRANC JTa»), Majms

Tunam Cewrep, Kpsuto “B7, 4 yrax, Xunz Caiika Poyn, Bopaw, Mymbaii
400030, Hapaus

C vBaskeHHeM,
JlaxsunatTop By /
000 «l0Ounk PapmackoTikan J1adopaTopasy .|

Pyaunucako C.B.




