UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHKAJ JABOPATOPH
(A division of «]. B. Chemicals & Pharmaceuticals Ltd.»)
(Ornenenue pupmst « Lk B, Kemuranc ong Qapmaceiorukanc JITa )
Bopan, MymGaii 400 030, Huans - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJIEJI KOHTPOJISL KAYECTBA

Name of the product

HaumenoraHue npenapara

Metrogyl® solution for infusion, 5 mg/mL (bottle) 100 mL x 1
(¢carton)

Merporna® pacrop auas audysnii, 5 mr/ma (daaxon) 100 ma x 1
(DaYKa KAPTOHHAS)

Registration certificate number
and date

Homep u nara Perucrpaunoniore
VIOCTOBEPEHHS

JI1-Ne(000576) -(PT-RU) ot 16.02.2022

Batch # 11X26077

Cepusn Ne

Manufacturing date 03/2026 Valid to 02/2029
/Jlata npownssoacTea Coaen 1o

Analytical Report Ne 17FP26000610 Date 01/04/2026
AnanutHueckui Otuet Ne Hara

Importing country
CTpana-HMIIOPTEP

Russian Federation
Poccniickas denepaiins

APIL, manufacturer of API (Batch
No)

HauMeHoBaHHE AKTHBHOH
CYDCTAHLMH, IIPOM3BOJUTE
(Cepus No)

Metronidazole - Aarti Drugs Limited. India (MTZ/25112772)

Merponuaazon - Aapru Jparc Tumuren, Uaaus (MTZ/25112772)

The analysis was carried out
according to Normative document
Ananuz BeinonHed no HJ[

JITT-Ne(000576)-(PI"-RU)-101224

Manufacturer (all stages including
Release Quality Control)
[pouzeonurent (Bce cTaamu,
BK/THOUAA BRIMYCKAKIIHIT KOHTPOIIL
KauecTna)

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

10nnk @apmaceiorukan JlaGoparopus (Otaenenne dupmor «/Br. b.
Kemukanc su @apmacetotikanc JIta.»), Huans

Site address

Ajpec NMpoM3BOACTBEHHOH
TUIOMIAJIKH

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

Vuactok No 4, ®aza-lV, I'H.JK. Hunacrpuan Herciir, [lanonm -
394116, Okpvr bxapyu, Muaus

Manufacturing license number
HQMC}) IIPUL’IJBUHC'I‘BCHI‘IUH JAHLUCHS3HH

G/28D/LVP-9 GMP certificate No. GMP/EAEU/RU/02297-
GMP ceprndukar Ne 2025

Storage conditions

YenoBus XpaHeHus

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

Ipu remieparype He Beiue 30 °C B 3aIHIICHHOM OT CBETa
mecte. He 3aMopaknsats.

Shelf life (Storage life)

3 years

Cpoxk rognocty (Cpok xpaHenns) | 3 roja
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A, MeTtpoHunaion
BIKX

BB. Sodium

Qualitative reaction (EEU
FPh.)

b. Hatpuii
Kavecmeennas peaxiyus

(PEADC)

C. Chlorides
Oualitative reaction (BP)
B. Xnopnun

QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
| HOKASATEIH KAYECTBA PE3YJILTAThI HOPMBI (IONYCTUMBIE MPEAE/bLL) |
Appearance Light vellow transparent Colorless to light yellow transparent solution
(visuad inspection) solution
Onucanue [Ipo3paunbii [pospaunetit pacTBop o1 GECUBETHOTO 10 CBETII0-
(&uzvcBknlil Memoo) pPacTBOp CBETIO-KENTOro WENTOro uBeTa
=t LIBETA
Identification
Haentndpurauus )
A. Metronidazole Keeps requirements The retention time of the main peak in the chromatogram
HPLC obtained with the test solution should correspond to the

Bbiaepxusaet TpedoBaHUS

Keeps requirements

BoigepkusaeT TpeboBanmns

Keeps requirements

| chromatogram obtained with the standard solution.

retention time of the metronidazole peak in the

QCHOBHOIO MHEd Ha

pacTBopa  NOINKHO
VAePAHBAHKA THKa
CTAHJIAPTHOTD

Bpema yAePHKHBAHHA
xpomaTorpaMMe HCTIRITYEMOTO
COOTBETCTBOBATE  BPEMCHH
METPOHNAA30NA  Ha XpoMaTorpamMme
pacTeopa.

Formation of a dense white precipitate with potassium
pyroantimonate solution.

OfpasopanHe mIoTHOrO ocaaka Geforo LBeTa ¢ Kaiks

MHPOAHTHMOHATA PACTBOPOM.

Formation of white curdy precipitate with silver nitrate
solution.

Kauecmeennas peaxiis Brinepaunaer tpefosanua | OBpasoanue Oenoro  TBOPOIKMCTOrO  Ocajka €
(bp. ) pacreopom cepedpa HHTpaTA.

pH 5.9 4510 7.0

(potentiomerric)

pH 5.9 ot 4,5 1o 7,0

(nomeHyLuoMempuyecKinn)

Extractable volume 102,00 mL Not less than the nominal content

| M3pneracvbiii obbem 102,00 ma He MeHee HOMHHA/IbHOIQ

Bacterial endotoxins
BakTepHaabHbLie
IHAOTOKCHHEI

Less than 0.35 EU per | mg
Menee 0,35 E3 Ha | mr

Not more than 0.35 EU per 1 mg of metronidazole
He Goaee 0,35 ED Ha | Mr MeTpoHMaa3071a

Sterility

(Membrane filtration)
CrepHibLHOCTE
femoo membparno
fuciempayuuy

Sterile

CrepuabHblii

The solution should be sterile §

PacTBOp /10/KEH BblTh CTEPHALHEIM

Abnormal
toxicity
AHOMAJILHAH
| TOKCHUHOCTR

Nontoxic

HeTokcHuHbIi

The solution should be nontoxic

PacTBop omxeH GbITh HETOKCHUHBIM

Particulate matter
MexaHH4ecKHE
BK/THM EHUH

- Visible particles
(In-house merhed. Visual
inspection]

- BuiuMble YaCTHLE]
(Memoduxa npouzeaoumend.
Buzvansiotii memad)

Keeps requirements

BrigepaunaeT TpedOBAHHS

In accordance with the requirements

B cooTneTcTBHH ¢ TPebOBAHHAMHE
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QUALITY PARAMETERS
HHOKASATE/IH KAYECTRA

RESULTS
PE3YJILTATBI

- Sub-visible particles
(Photometric count)

- HernauMele HacTHLLI
(cuemio-
omomempuveci)

Particles = 10 pm:
7.0 per boutle

[ Particles = 25 pm:

' 0.0 per bottle

HacTHi pasMepom = 10 MKEM:

7.0 Ha oauH hnakoH

0.0 na oaun drakox

NORMS (PERMISSIBLE LIMITS)
HOPMBI (1OMMYCTHMBIE NMPEEJIbI)

YacTHubl pasMepoM = 25 MEM:

- Particles 2 10 um - not more than 6000/ bottle
- Particles = 25 um - not more than 600/ battle
= YacTunr pazMepom = 10 MkM - e Gonee 6000/ guakon

- HacTuust pasmeponm =25 mkm - He Gonee 600/ duakon

Degree of coloration

LpeTHoeTs

Keeps requirements

BoraepikupaeT tpeboBanus

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

Oxkpacka pacTROpa He JIOMKHA NpeBbiuars sranon GYs

Clarity
(EEU Ph)

Ilpo3paunocTs
(PEAIC)

Keeps requirements

Boiaepuupaer TpeGobanus

The solution should be transparent or the opalescence of
the solution should not exceed the opalescence of the
reference solution |

Pacrsop jomKeH ObITh MPO3pAYHBIM WM ONAJIECLEHLNA
pacTeopa HE IOJKHA NPERRIIATE ONANECHEHITHIO

| yTanoHa |

(Crexmpodpomonrempusn)

Impurities 0.03 % Metronidazole impurity A — not more than 0.15 %

HPLC 0.00 % Any other unspecified impurity — not more than 0.15 %
0.03 % Total impurities — not more than 1.0 %

Mpumecn 0.03 % [lpumecy A MeTponunalona — ne Gonee 0,15 %

BN JhoGas Apyras HeHIeHTHOHLUMPOBAHHAS TPHMECh — He
0.00 % oonee 0,15 %
003% Cymma npumeceit — ne Gonee 1,0 %

Nitrites Keeps requirements Absorbance of the test solution at a wavelength o 524 nm

(Spectrophotometry) should not exceed absorbance of the standard solution

Hurpurm BeinepkngaeT TpebOBAHHA Onruayeckas IIOTHOCTL HCNBLITYEMOrO pacTBopa npH

JUIHHE  BONHBEL 524 HM  He [0/DKHA IIPeBLILATHL
ONITHYECKYIO IOTHOCTL CTAHAAPTHOIO PACTBOPA.

{mumpumempiveckull)

Storage conditions
¥CJ10BHA XpaHEHHS

T.e. 7.904 Mr/mn

Assay

Koanuecteennoe

 onpeaesieHne L AR

A. Metronidazole 98.2 % 90.0% to 110.0% of nominal content

HPLC i.e.4.91 mg/ml |i.e. 4.50 mg/mL to 5.50 mg/mL

A. Merponnjason 98,2 % ot 90,0% no 110,0% OT HOMHHATBHOTO COACPAANHH
BKX 1. 4,91 mr/ma T.¢. 0T 4,50 Mr/Mn 10 5,50 Mr/ma

B. Sodium chloride 100.1 % | 95.0% to 105.0% of nominal content

(Titrimetric) ie. 7.904 mg/mL |i.e. 7.505 mg/mL to 8.295 mg/mL

b. Hatpua xnopua 100,1 %% o1 95,0% o 105,0% OT HOMHHANLHOTO COAEPKaHHA

1.2, 0T 7,505 Mr/ma go 8,295 mrima

At a temperature not exceeding 30 °C in a place protected from light. Do not freezc.
ipu Temneparype He Boiwe 30°C B 3aluMmeHom oT ceeTa mecte. He samopaxuBars.

Shelf life (storage life)
Cpox rogsocTH
(XpaHeHHs )

3 years

3 roga

The above sample complies with the prescribed standards of quality
Buimeykasanuplil 00pasel COOTBETCTBYCT YCTAHORICHHAM CTAHAAPTAM KAUCCTRA

1 herchy certify that the above information is authentic and aceurate. This batch of product has been manufuctured, including packaging/labelling and
quality control at the above-mentioned site i 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 butch
processing, packaging and analysis records were reviewed and found (o be in compliance with GMP of the Eurasian Economic Union,

HaeTosmim A HoTBEpAIAIO, T NPHBEJISHHAR BLILE HHQOPMALI ABJSCTEA A0CTOBEPHOI M TOUHOM, T4 CepHA NPOIYKLHN NPOHIDEACHA [BKII0Y 1A
VIAKOBKY (MEPKHPOBKY) H KOHTPO/Ib KAYCCTEA) HA BRILICYKATAHHOI NPOHIROICTEEHHON ILIONANIKE B NOMNHOM COOTRETCTRHY ¢ Tpeforanmini [pasun
HELIEKAEH npomBocTeeHHOH npakTikn ERpasniickoro IKOHOMHYECKOro coloda i Tpebosai Ml KOHTPOA KaYeCTisa IEKAapCTBENbIN CPEACTS, 0
TAKHKE B COOTBETCTRHH €0 CHEUMDHKALIHAMH, COIRPIHAIHMHUCA B PETUCTPALHOHHOM [I0CKE CTPAHLI-HMIOPTEPA. JaNieH 1o NpoMIBOICTRY, VIAKORKE 1
AHAMHIY NPORCPEHBI, M YCTAHOBICHO WX COOTBETCTBHE TpeloBaHHAM |Ipasui HaANCKameH nponspoACTsenHOl npaktik  Espasuilckoro

IKOHOMEYCCKOLO 01038,

Uity

QUALITYIBONTROL Mgl'?h;!E\R g\b \{\M

MEHE/ZKEP IO KOHTPO.
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TH) KAHYECTBA

( Gurranci-h Farvmary
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000 «lOHUK PAPMACBIOTUKAN NABOPATOPU3»

HOpuanyecknii agpec:

1230586, r. Mockea, MyHWLMNANEHBIA akpyr [pecHeHcKoro BH.Tep.r.
yn. bpectckan 2-a, aom 8, ¢Tp.1, nom. 1/T1

Ten/thakc (495) 642-82-34, Ten. (495) 642-82-35

WMHH/KNN 7703550219/771001001

QOrPH 1057746834420

HD,E[TBP PiacAeHHE COOTBEICIBHA

BEO3HMOI0 JIEKADCTBEHHOI'D IpenapaTa TpeﬁﬂBﬂHﬂﬂM,
YCTAHOBIEHHBIM NPH €00 rocyJIapcTBEHNOH peracTpanyu

Ne 1879 ot 24. £6.2026

Cornacho IMocranosnenus Mpasurenscisa PO ot 31.05.2025 Ne815 «O nopsaaxe Bpoia b IPKAAHCKHET
GGUPU’L‘ JIEKAPCTECHHBIX CPCICTR JL1H METHIOHHCKOTO NPHMEHEHHAR.

TO]JI'OEOC HaHMeHOBaAHHE

Mesxkaynapoanoe HemATEeHTOBAHHOS
HAHMETIOBAITHE (TPYTIMHPOBOTHOS

Merporna

MeTpoHnpazon

HITH XMMHYECKOE)
Jlekapersennas Gopma pacTBop LIA MY 3IH
Joznpoeka 5 mr/mu

@DopMa BLIIVCKA

pacTBOp LA HEQYIHH 5 MI/MA
{dnaxon) 100 Mn x | (madka kapToHHas)

Honep cepiH 1IX26077

O6beM cepum 37762

JlaTa BLIMYCKA 03/2026

Tozen nmo 02/2029 (28/02/2029)

HaumeHORaHME 1 aapee Unigue Pharmaceutical Laboratories (a division of “J. B. Chemicals and
MPOHIROUTENSA Pharmaceuticals Ltd.”), India

(Bee craiMi HpoHsBOACTBa)

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

HOmnk Dapmacerotuikan Jadoparopuz (Otaenerne dupme «Jlx. B, Kemukanc
3H1 PapmaceioTHkaic Jira,»), Hious

Humam Cenrep, Kpouto “B7, 4 atan, Xuun Caiixn Poyn, Bopan, MymOaii
400030, Hrausa

Site address
ANPEC IPOHEROILC TREHHDT
AU AJIKH

Plol No. 4, Phase — IV, G1.D.C. Industrial Estate, Panoli - 394116, Dist. Bharuch.
Tlia

Vuactok Ne 4, haza — IV, T.H.ILK. Wmnactpran Merelit, Ianoms — 394116,
Oxpyt bxapy4, Ungua

HOME]J H AaTa perucTpallioHHOIO
VIOCTOBEPEHHAA

Homep nopMatuBIoi ToxyMelTaIlMH

TII-Ne(DDDS76) -(PT-RUT) ot 16.02.2022

JULNef000576) (PL-RU) -101224

HaumuHOBIHNE K gpec JepKaTens
PErHCTPALHMOHHONO0 YA0CTOBEPCHHA

Unigue Pharmaceutical Laboratories (a division of “J. B. Chemicals uand
Pharmaceuticals Ltd.”), India

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

FOomax @apmaciiotrian JlaGoparopus (Otmenerue dwpme «/lwc. B. Kemmxanc
o1y DapMacLiorikane Jln.»), Maxs

Hmiam Centep, Kpoimo “b”, 4 atax, Xuup Caiikn Poyn, Bopma, Mymbait
400030, Mugna

C yBameHneM,
JlukBuparop

000 «IOuuk MapmacsroTusal JatopaTropus»

Pvauuuenxo C.B.




