UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACBLIOTHKAJI JIABOPATOPH3
(A division of «J, B. Chemicals & Pharmaceuticals Ltd.»)
(Ornenenne pupmnt «/lx, B, Kemukane ang Gapmacsiorakanc Jitan)
Bopau. MymGait 400 030, Hujaa - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJIE] KOHTPOJIS KAUECTBA

Name of the product

Haumenopanue npenapara

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

Merporua® pacrsoep aas nadgysnii, § mi/ma (duaxon) 100 max 1
(mauKa KapronHasn)

Registration certificate number
and date

Homep u nara Peructpaunonnoro
YHOCTOBEPEHHA

JI-Ne(000576) -(PI'-RU) o1 16.02.2022

Batch # 11X25654

Cepus No

Manufacturing date 12/2025 Valid to 11/2028
JlaTa npon3BoACTRA I"onen g0

Analytical Report Ne | 17FP25003331 Date 13/01/2026
Ananuthueckuit Oruer No Jlata

Importing country
Crrpana-uMnoprep

Russian Federation
Poccuiickas tbeaepauns

APIL, manufacturer of API (Batch
No)

HanmeHoBaHHe akTHBHOI
C}'GCTHHHHH‘ MPOH3BOIAHTEb

(Cepus Ne)

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

Metrponuaason - Aapru Jlpare Jlnmurea, Huaua (MTZ/25082248)

The analysis was carried out
according to Normative document
Ananni BeIMOTHEH no HJ|

JILT-No(000576)-(PI-RU)-101224

Manufacturer (all stages including
Release Quality Control)
[lponssoaurens (Bee crainn,
REJIIOUAS BBIMYCKANOINH KOHTPOIIh
Kd4ecTea)

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

HOuuk Mapmaceiotukan JlaGoparopus (Ornenenne dupmnt «jlk. b
Kemukanc snn ®apmaceiotuxanc Jlta»), Huans

Site address

AJlpec NpoM3ROJICTREHHOH
T10IAIKH

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

Vuactok Ne 4, thaza-1V, WM JLK. Hupacrpuan Hereiir, [awonn -
394116, Okpyr bxapva, Huus

Manufacturing license number
Homep nponssoacTeeHHOM nRUEI3HHY

GMP/EAEU/RU/02297-
2025

3/28D/LVP-9 GMP certificate No.
GMP ceprudmrar No

Storage conditions

YCI0BHA XpaHEHHA

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

[Ipu Temneparype He Bhitne 30 °C B 3alHIIEHHOM OT CBETa
mecte. He 3aMOpasKuBaTs.

Shelf life (Storage life)

Cpox rognocth (Cpok xpaneius)

Crpannua 1 n3 3

3 years
3rona




A. Merponunnason
BIBGKX

B. Sodium

Oualitative reaction (EEU
Ph)

b. Harpuii
Kauecmeennas pearyus

(DEADC)

C. Chlorides
Qualitative reaction (B8P}
B. Xnopuaw

BLaepxusacT TpeGopaHusA

Keeps requirements

Briaepkusaer tpebosanus

Keeps requirements

QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
NOKAIATEJN KAMECTBA PE3YJILTATEI HOPMBI (IOMYCTHUMbIE ITPELENLI)
Appearance Light vellow transparent Caolorless to light yellow transparent solution
fvisual inspection) solution
Onucanne [1po3patHbii | MpospadHblii pacTBOp OT DECLBETHOTO /10 CRETIO-
(Guzyanbitoili Memod) PACTBOP CRET/ID-KEATOIO HKENTOro 1BeTa

uBeTa
Identification
HaenTndgmraums 2
A. Metronidazole Keeps requirements The retention time of the main peak in the chromatogram
HPLC obtained with the test solution should correspond to the

retention time of the metronidazole peak in the
chromatogram obtained with the standard solution.
BPEMH YIACpKHBAHKA OCHOBHOTO NMUK4 Ha
XpoMmaTorpamMme HCNBITYEMOTD pa(:'runpa JOIAKHO
COOTBETCTBOBATE BpeMeHH VIACPAKHBAHMA ITHEKd
METPOHHIA301a Ha XpPOMATOrpaMMe CTaHAapTHOTO
pacTroOpa.

Formation of a dense white precipitate with potassium
pyroantimonate solution.

OGpa3oBaHue MIOTHOTO Ocalka 0eloro lUBeTa © Kajiua
MHPOAHTHMOHATA PACTBOPOM.

Formation of white curdy precipitate with silver nitrate
solution.

KauecmeenHas pearyis Buigep:kusaer Tpedopanna | OOpazosanue  0CI0Or0  TBOPOMKHCTOrO  OCaika ¢
(Ep. @) pacTeopoM cepelpa HUTpaTa. g
pH 59 4.5t07.0

fpatentivmetricl

pH 59 ord.s 10 7.0

(nomenyuomMempitueckui)

Extractable volume 102.17 mL Not less than the nominal content

H3sneraemblii 06Lem 102,17 mn He mMenee HOMHHAJILHOIO

Bacterial endotoxins
bakrepnajibHbie
IHAVTOKCHHDI

Less than 0.35 EU per | mg
Menee 0,35 ED na 1 Mr

Not more than 0.35 EU per 1 mg of metronidazole
He Goace 0,35 ED na | mr metponmaasona

Sterility

(Membrane filtration)
CTepuiLHOCTh
UEN OO0 MEMORANNOU
huiempayuny

Sterile

Crepuabhsi

The solution should be sterile

PacTrop j101KeH GbITh CTEPHIBHBIM

Abnormal
toxicity
AHOMANLHAS
TOKCHYHOCTh

Nontoxic

HeTtokcHunbii

[ The solution should be nontoxic

Pac'rsop JIUPKEH DbITh HETOKCHYHEIM

Particulate matter
MEXZIHI'I‘!UL'KIIC
BKJAKYEHHH

- Visible particles
(Ti-house method. Visual
inspection)

- Buaumeie yacTribl
(Memaodurka npouzendumes
Busyveionuiit memod)

Keeps requirements

BrinepxusaeT TpeOoBaHIA

In accordance with the requirements

B coortpeTcTBHM ¢ TpeDoRAHUAMK

Crpannua 2 us 3




QUALITY PARAMETERS

HOKABATEJIH KAYECTBA

RESULTS
PE3YJIbTATDI

NORMS (PERMISSIBLE LIMITS)
HOPMBbI (10NTYCTUMBIE MPEAE.1bI)

- Sub-visible particles
(Photometric count)

- HerujiMMEIE YaCTHLB
{cuento-
qb Urmuaempu-n’a.‘f{:«ﬁ)

Particles > 10 pm:
0.0 per bottle
Particles 2 25 um:
0.0 per bottle

0.0 Ha onun GaakoH

0.0 He oauH (IAKOH

Yactuiis pasmepoy = 10 mMim:

HacTniisl pasmepon = 25 MEM:

- Particles 2 10 pm - not more than 6000/ bottle
- Particles = 25 pm - nat more than 600/ bottle
- YacTuisl pasmepoM = 10 MM - He Gonee 6000/ durakon

- YacTnus pasMepoM 2 25 Mk - He Gonee 600/ duiakon

Degree of coloration

LlseTHOCTE

Keeps requirements

BeigepxuBacT Tpe0oBaHHA

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

Qxpacka pacTBOPa He A0MKHA Npesbiars s1anon GYs

Clarity
(EEU Ph.)

Keeps requirements

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

| reference solution |

HE

- .
(Chexmpoghomomempus)

[lpoipaunoeTs Boigepskunaet Tpedonanis Pactsop nonmed OLITL NPO3PAUHBIM WIH ONAICCHEHIHA
(BEADC) PACTBOPA HE JIOHKHA NPERBINIATE ONAICCUCHILHIO
: JTanoHa [

Impurities 0.02 % Metronidazole impurity A — not more than 0.15 %

HPLC 0.00 % Any other unspecified impurity — not more than 0.15 %
0.02 % Total impurities — not more than 1.0 %

Ipumecn 0.02 % Mpuvecs A MeTponuaazona — ke bonee 0,15 %

BIKX JhoGas apyrad HeHAEHTHPHIHPOBAHHAN NPHMECH —
0.00 % Gonee 0,15 %
0.02 % Cymma npumeceit — ve Gonee 1,0 % :

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

{(Spectrophotomerry) should not exceed absorbance of the standard solution

Hurpnrel Brigepskupaet TpeboBaHns Onruveckas MIOTHOCTE HCHBITYCMOMO pacTBopd MpH

AndHe  BoaHBI 524 HM  He 10/KHA  [IPEBbILIATH
OIITHYECKYIO IUIOTHOCTR CTAHJAPTHOIO PAcTBOpa.

(URPUMEMPULECKUIT)

1.2, 7,893 Mr/mn

Assay

KoJinuecTREHHDE

onpeneieHne

A. Metronidazole 100.6 % 90.0% to 110.0% of nominal content

HPLC i.e. 5.03 mg/mL i.c. 4.50 mg/mL to 5.50 mg/mL

A. Merponnaason 100,6 % o1 90,0% 1o 110,0% oT HOMHHAIBEHOTO COJLEPHKAHM
BIKX T1.e. 5,03 Mrimn T.¢. o1 4,50 Mr/MIT 10 5,50 Mr/mMaT

B. Sodium chloride 99.9 % 95 0% to 105.0% of nominal content

(Tiwimetric) i.e. 7.893 mg/mL i.e. 7.505 mg/mL to 8.295 mg/mL

b. HaTpus xnopua 99.9 % | ot 95,0% no 105,0% OT HOMHHAILHOTO COJIEPHAH

T.e. 01 7,505 mr/an g0 8,295 mr/mn

Storage conditions
YenoBus XxpaHeHnsd

At a temperature not exceeding 30 °C in a place protected from light. Do not freeze.
TTpu TeMIepaType He Bbilie 30°C B 3aWMIEHHOM OT cReTa MecTe. He samopaxusars

Shelf life (storage life)
Cpok rojuoctun
(XpaHeHus)

3 vears

3 rona

The above sample complies with the prescribed standards of quality
RBrineykaannsiii 00paieil CONTRCTCTBYCT YCTAHOBACHILIM CTAHAPTAM KaticeTsa

1 hereby certify 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 Economic Union

HacTos s & 101 BEHIAI0, WT0 IPMBCIZHHAA BBIIC HHGOPMALINA ABIAETCH J0CTOREPHOH 1 TOMHOM, D14 Cepra NPOIYKIN NPOIIBC/ICH (BKIIOY
YHAKOBKY (MAPKMPORKY) 1 KOHTPOIb KRUCCTBAL) Hd BLILICY Kasaltio MPOHZBOACTEEHHON ILIOUIIKE B HIOTHOM COOTRCTCTRHN ¢ TRCOOBAHIANE Ilpasun

HiJuIC

LEH HPOH3BOJACTREHHON NPAKTHKH EB]Jﬂ'SMHCKC-Fu ZROHOMHUCUROID COKA 1 rp:ﬁnnamluml! KOMTPOIA KRUECTHa NeKapcTREHHBIN Cpe/icT, 4

TAKKE B CODTBETCTRHE CO CIICUH(PUKALAMA, COMEPHANMMUCA B PETHCTPALIAOHHOM A0CLE CTPAHLI-HMNOPTCRA. 3anucn no NpoRsBoACTRY. YHAKOBEC 1

AHILIHEY  NPOBCPEHBL, M VCTAHORICHO HX  COOTBCTCTBAC rpefoBanising
AROHOMHTECKOID CORY3A.

QUALITY CONTROL MANAGER

Crpannna 3 13 3

A}fghl‘l j

[papu  HALIEHRALCH NPOMIBOACTREHHON NpaKTHR  Lapuspiicrony

Gy Gubgcnmu. farme~y
i e QUALIFIED PERSON
By HoAHOMOYENTIOE JIHIO




000 «HOHUK ®APMACBLIOTUKAN NTABOPATOPHU3»

HOpuanyeckuni agpec:

123058, r. Mocksa, MyHULUMNaNbHEIR okpyr MpeCcHeHCKoro BH.Tep.T.
yn. Bpecrtckan 2-8, gom 9, ctp.1, nom. 1/

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

WHH/KMMN 7703550219/771001001

OrPH 1057746834420

HGHTB E[ER/IEANE COOTBCTCTBHA

BREOIHMOI0 JIEKAPCTBCHHOTO MPCNapaTa TPedoBanAsIM,
V¥CTANOBJICHIIBIM MPH €0 TOCYIAPETBEHHOI perucTpauus

Ne 1852 o1 J 4, 0 £.2026

Cornacro Tlocranosnenns [pasutenserea P@ ot 31.05.2025 Neg 15 «O nopsake BEOAA B IPAKIAHCKHH
pBopoT TeKAPCTBEHHEIX CPeICTB ATA MeAULHIICKOTO NPUMEHEeHH».

Toproroe HAMMEHORAHHME

Metporn.a®

MeE Ty HapOIHOE HEMATEHTORAHHOE
HAIMEHOBAHHE (IPYIITHPORDYHOE
HITH XHMHUECKOE)

JlexapcTnenas gopma

MeTpoHHIas0l!

pacTBop ULt HHQy3Hii

Jo3iposka

5 Mr/mn

@©opMa BEITTYCKE

pacreop wis vaQysHiL 5 Mr/mn
(rrakor) 100 mm x 1 (nagka KapTOHHAA)

Homep cepru 11X25654

O0beM cepHI 37602

Jlata BeIIyCKa 12/2025 B
Fogen 10 11/2028 (30/11/2028)

HannenopaHme H aapec Unique Pharmaceutical Laboratories (a division of “I. B. Chemicals and
MPOH3IBOIHTENA Pharmaceuticals Ltd.”), India

(Bce cragpu IpoH3BOACTRA)

Neelam Centre, "3" Wing, 4-th Floor, Hind Cycle Road, Worli Mumbai 400030,
India

Houpk @apMacsiotikan Jlaboparopnz (OracicHne gupmbl ¢l B, Kemurane
3H1 DapMacsoTEERanc JITL »), Hams

Hyumam Centep, Kprino “E”, 4 arax, Xuna Caki Poyvn, Bopax, Mymbai
400030, Hugna

Sile address
Ampec npouzBOACTREHTOM
TUIOIIEIKH

Plot No. 4, Phase — IV, G.LD.C. Industrial Fstate, Panoli - 394116, Dist, Bharuch,
India.
Vuactox Ne 4, daza — [V, T.HJIK. Hunactpran Hereiir, [Tanonn — 394116,

Ounvr Exapyvr

n A
RPET oRapy'l, AnANA

H(!ML}I’) W Jdrd perueTpauHOHEOTO
YAOCTOECPCHIA

TITI-N2(000576) -(PT-RU) ot 16.02.2022

IoMep HOPMATHRHOM NOKYMEHTAIMH

Hamnerniopanme u agpec DepsKaTes
PETHCTPALUMOHHOTO YIOCTOBEPEHI

C yepaixennem,
JInkpHaaTOp

000 «Hnnk t]."apmacbm‘rmcan .}Iaﬁapampm» e

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

Unique Pharmaceutical Taboratories (a division of “J. B. Chemicals and
P'harmaceuticals Ltd.”), India

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

I0unk Mapmackiotukan JlaGoparopns (Otzenenme dupMul « k. b, Kemukanc
3H PapMACKHITHRANC TTvp.»), HEmas

Hunam Cenrep, Kpesmo “B?, 4 otam, Xung Caiikn Poyn, Bopmu, Mymbaii
400030, Huaus

Pyannuenxo C.B.




