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IQUE PHARMACEUTICAL LA BORATORIES

IOHNK ®APMACLIOTHKAJ TABOPATOPH3
(A division of «]. B. Chemicals & Pharmaccuticals Lid )

(Orpencrne gupant « /.
Bopan, MynGaii 400 030, Hies - Worli, Mumbai

B, Kesukanc 311 GapMaceiorakanc JITi. )
400 030, India

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A
QUALITY CONTROIL. DEPARTMENT
OTJIE] KOHTPOIIS KAUECTBA

Name of the product

HaumernopaHue npenaparta

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

Merporuna® pactoop ans undysuii, 5 mr/mua (paaxon) 100 max 1
(mauka Kapronuas)

Registration certificate number
and date
Homep u aara PernetpalioiHoro

JIM-Ne(000576) «(PI'-RU) ot 16.02.2022

¥AOCTOBEPEHMA

Batch # 1IX264003

Cepna No

Manufacturing date 01/2026 Valid to 12/2028
JlaTa npou3BoACTRA ["oaen go

Analytical Report Ne 17FP26000036 Date 17/01/2026
Ananuruueckuii OtueT No Jara

Importing country
Crpana-uMnopTep

Russian Federation
Poccuiickan Qenepauns

APL, manufacturer of API (Batch
No)

HaumeHOBRaHHWE AKTHBHOMH
¢yOCTAHLMM, TPOHIBOIATE! b
(Cepus No)

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

MeTponnaason - AapTi Jparc Jlumuren, Muans (MTZ/25082248)

The analysis was carried out
according to Normative document
Anaana spinonied no HJl

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

Manufacturer (all stages including
Release Quality Control)
[poussoanTens (BCE CTa/lHu,
BEAHOUAA BLIIYCKAOIKWA KOHTPOb
KA4eCTBa)

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

IOnuk Wapmackiotura JlaGoparopus (Otaenenne Jupmr @l
Kemurane su Gapmacsionikane JItay). Haans

b

Site address

Ajpec NPON3BONCTBCHHOMH
MUIOIAKH

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

Vuscrok Ne 4. @asa-1V, THJLK. Hunactpuan Hereiir, [Manonn -
394116, Okpyr bxapy4., Huaus

Manufacturing license number
Homep NpoHIBOCTREHHOM THLEH3HH

GMP/EAEU/RL/2297-

2025

G/28D/LVP-9 GMP certificate No.
GMP ceprudmrar Ne

Storage conditions

YenoBrsa XpaHeH s

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

[1pu Temneparype He Bbitue 30 °C B 3AIIMIICHHOM OT CBCTa
mecte. He 3aMOpaiKUBaTh.

Shelf life (Storage life)
Cpok rojoctd (Cpok XpaHeHHA)

3 years
3 rojia
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QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
NORABATE/IH KAYECTBA PE3YJIbTATBI HOPMBI (10MYCTHMBIE IPEAEJbI)
Appearance Light yellow transparent Colorless to light yellow transparent solution
visual inspection) solution
Onucaune [Tpo3paybli [poipaumsif pacTBOp OT HECHBETHOIY 40 CBETIO-
(auzyainnil memod) PACTBOP CBETIO-JKITOrO WENTOrO HBETA

usera

Identification
Huentndurauns

A. Metronidazole
HPLC

A. Merponuaason
BIIKX

B. Sodium

Qualitaiive reaction (EEU
Ph.)

B. Hatpuii

Kﬂ HECGe HNaR ‘U(’(Hﬁ'l,‘uﬂ

(DEADC)

C. Chlorides
Cualitative reaction (BP)

B. Xnopuis!

K eeps requirements

Brinepikuraet TpefoBaHmA

Keeps requirements

BuizepikusaeT 1peGopaHms

Keeps requirements

‘I'he retention time of the main peak in the chromatogram
obtained with the test solution should correspond to the
retention time of the metronidazole peak in the

' chromatogram obtained with the standard solution.

Bpgm;{ NHUKa Ha
XpoMaTorpamMme

COOTBETCTBOBATH
METpOHHIA30na Ha

pacTBopa.

YACPAMBAHHA ~ OCHOBHOIO
MCMLITYEMOTO — PACTBOPA  A0JKHO
BPEMEHHM  YACPAHBANWA  TIHKA
XPOMATOrPaMMe  CTAHIAPTHOTO

Formation of a dense white precipitate with potassium
pyroantimonate selution.
OGpaszopanne MIOTHOTO OCAKA Genoro ueera ¢ Kanus

MUPCAHTHUMOHATA PACTROPOM.

Formation of white curdy precipitate with silver nitrate
solution.

Kaecmsennas peasiun Buiaepsknpaet tpeGosanis | OGpajopanue  Genoro  TROPOKHMCTOrO  OCalka ¢
| (hp. @) pacTBOpoM cepebpa HUTpATd.

pH 5.9 45107.0

(polentiometr)

pH 5,9 or4,5 10 7,0

{l!{ln’lf[‘fl’!’,‘?(ﬂ-‘ Pf’l?t[iih'l ecKil)

Extractable volume 102.17 mL Not less than the nominal content

Hipaexaemblii 0dbem 102,17 mn He MeHee HOMHIAJNBLHOTO

Bacterial endotoxins

Less than 0.35 EU per | mg

Not more than 0.35 EU per 1 mg of metronidazole

LMEM 0 MeEMOPariHil

!{‘JM.-H:{“!J(HHHU

Bakrepnansnvie Menee 0,35 ED na | mr He Gonee 0,35 ED na 1 Mr MeTpoHuaai01a
IHAOTOKCHHBI

Sterility Sterile The solution should be sterile

fMembrane fillration)

Crepuabuocty CrepuabHbi PactBop A0/en OLITE CTEPHIBLHBIM

Abnormal
toxicity
AnomMansHas
TOKCHUYHOCTh

Nontoxic

HeTtoxcHuHeIi

The solution should be nontoxic

PacTpop 10.1KeH ObITh HETOKCHYHBIM

Particulate matter
Mexannueckne
BRJIOYEHHSA

- Visible particles
(In-house methad. Visual
insprction)

- BUAHMBIC 4aCTHUbL
(Memacnca npousgodimes.
Bisvatoitotli Memoa)

Keeps requirements

Boijiep#uBaeT TpeOOBatng

In accordance with the requirements

B cooTBCTCTBHH € TPEGGB’AHHRM 1]

Crpanuua 2 u3 3




QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)

HOKATATEH H,\‘-IE_LTBA. PE3YJILTATHI | HOPMBI (10ITYCTHUMBIE IMPE/LEJLI)
- Sub-visible particles Particles = 10 pm: - Particles = 10 pm - not more than 6000/ bottle
(Photometric couni) 0.0 per bottle
Particles = 25 pm: - Particles = 25 um - not more than 600/ bottle
0.0 per bottle

- Henaumsie uactmigs : - . b i
g Hacrhubl pasmepoym 2 10 MEM: | - Yoy pasmepoM 2 10 MM - ie 6osiee 6000/ makon
e 0.0 Ha oaun hnakoH
HacTuim pasmepoM = 25 MEM: | - Yacri pasmepom = 25 MKM - He Gosiee 600/ quiakon
0.0 na oaun rakon

chomovenmpuyecii)

Degree af coloration Keeps requirements The degree of coloration of the solution should not
exceed the degree of coloration of the reference solution
GYs
LipeTHOCTH _ Brutepkupaer TpeGopanis | Okpacka pactsopa He JIOIKHA NPeBLIWATE 31aton 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 1
Mpospaunocrs | Brgepsupaer tpeboparins Pactsop nonken Guite MPO3PATHLIM WIH ONAJNeCLUE LS
(BEADC) PACTBOPA HE JI0JKHA NPERKIIATE ONAIECLEH IO
s sTanona | .
Impurities 0.02 % Metronidazole impurity A — not more than 0.15 %
HPLC 0.00 9% Any other unspecified impurity — not more than 0.15 %
0.02 % Total impurities — not more than 1.0 %
[Mpumeen 0.02 % [Mpumecs A merponnnazona — ue Gonee 0,15 %
BIA TlioGas apyras HewIEHTHPHIMPORAHHAS [PHMECH — He
0.00 % Gonee 0,15 %
: 0.02 % Cymma npumeceii — ne dosee 1,0 %
Nitrites Keeps requirements Absorbance of the test solution at a wavelength of 524 nm
(Specirophotomeiry) should not exceed absorbance of the standard solution
Hutpurel Bruigepikusaet tpeGosanus QnrHueckas MI0THOCTL HMCHBITYEMOrO PACTBOPA 1M
(Crermpodomenempus) JANHHE BOAHBL 524 HM  He J0JGKHA  NPCEBLILATE
OLTHYCCKYHO MIOTHOCTE CTAHAAPTHOrO pacTBopa.
Assay
KOJIH‘IUC'I'BBHHH@
ONpeie e e £
A. Metronidazale 101.2 % 90.0% to 110.0% of nominal content
HPLC i.e. 5.06 mg/mlL i.e. 4.50 mg/mL to 5.50 mg/mL
A. MeTtponnjgason 101,2 % ot 90,0% a0 110,0% 0T HOMHHAJILHOTO COJEPKaHNA
BARY A T.2. 5,06 mr/mi r.. o7 4,50 Mr/ma 10 5,50 Mp/ma y
B. Sodium chloride 99.8 % 95.0% to 105.0% of nominal content
(Titrimetric) i.e. 7.881 mg/mL i.e. 7.505 mg/mL to 8.295 mg/mL
b. Hatpns xaopun 99 8 Yo o1 95,0% 10 105,0% 01 HOMHHANLHOFO cofepIKaNis
(mumpusiempunecrui) T.e 7.881 Mr/wma 1.2, 0T 7,505 Mr/ma 10 8,295 mr/mn ST
Storage conditions At a temperature not exceeding 30 °C in a place protected from light. Do not freeze.
Yc/10BHs XpaHeHud IMpu Temneparype He Boiute 30°C B 3aUMILEHHOM OT CBeTd MECTe. e 3aMopakiBath.

Shelf life (storage life) 3 years
Cpox roauoern
(XpaHeHns) 3 rona

The abuve sample complics with the prescribed standards of guality

Brineykasarui 05paseil CoOTBETCIBYET Yo IMHOBICHHLIM CTAHAANTAM KAUCCTRA

I hereby certify that the above information s authentic and accurate. This batch of product has been manufactured, including packaging/labelling and
quality control at the above-mentioned site in full compliunce with the requirements of Good Manufacturing Practice of the Eurasiun Economic Union
and the requirements for quality control of medicines and with the specifications in the Murketing Autherisation of the importing country. The batch
processing, packaging and analysis records were reviewed and found o be in comphanee with GMP of the Eurasian Economic Union.

HACI0ALLIM # HOTREPIRIAIO, HTO NPHBCICHHAA BbiE HH(OPMAIN RAINETCA AOCTOBEPHON H TOHHOM. T8 CCPHA IPOYKINN NPOMIREACHA (K0
VIIKOBKY (MAPKHPOBKY) H KOHIPOIE KAUCCTHI) 1A BHIIEYKAZAHHOH NPONIBOCTESHHOI IICIIA/KE B NONHOM COUTBELCTBIN ¢ TPeGoBamsM i TIpasiu
HALIEKAME! NPOHIROACTBEHHON NPAKTHRA EBpasiickoro SK0HOMHYSCKOIO Cowsi i IPCOOBANMAMH KOHTPOI KAYCCTRA TEKAPCTRHILIN CPEICTH, @
VARG B COOTBETETBIUN CO CNCIMBHRALIGINGL, COUCPIUIIMICH B PCTHCTPAIIMGHHOM JI0CHE CTPAHLI-NMIOPTERA. 3UlHCH 10 HPOMIBOLCTRY, VIIAKOBKE 1
AHATHIY  IPOBCPCHLL, 1 YCTAHOBICHO WX COOTBETCTRME TpedoBarmay  [Ipasm  HaueKne NPOHIBOACTREHHOM npakTik  Fapazniickora

IKOHOMBPUCCKOID COI3H, \ Pal P
Loy Hih i __ @_,nq:[numn Ay
QUALITY CONTROL MANAGER REUTIcy P Vb QUALIFIED PERSON

MEHE/IKEP ITO KOHTPOJIIO KAYECTBA \)Q YHOJHOMOYMEHHOE JIUHO

Crpannna 3 us 3 @ﬁ'] "\




000 «lOHNK ®APMACLIOTUKAN NABOPATOPU3»

Kpuauueckiin agpec:

1230586, r. Mocksa, MyRULMNanbHbld okpyr NpecHeHCKoro BH.Tep.r.
yn. bpecrckan 2-51, gom 8, crp.1, nom. 1/

Tenidaks (495) 642-82-34, Ten. (405) 642-82-35

WHH/KNN 7703550219/771001001

OIPH 1057746834420

HOETBEp}K}IBHI{e COOTBETCTBHA
BRBOIHMOTO JIEKAPCTECHHOI'O Ipemapara TpeﬁDBalﬂlHM,
YCTAHOBJICHHEIM TIPH €0 TOCYAA CTBEHHOH PETHCTPAIHA
Ne 1832 or (77. VY2026

Cornacho INectanoenenns [pasurensersa PQ ot 31.05.2025 Ne815 «O nopanke BROAA B TPOK/IAHCKUT
080poT NEKAPCTEEHHEBIX CPEICTB MY MEIHIUHMHCKOr0 IPHMEHSHHAY.

Toprosoe nauMenopanue Merporun®

Mexcnynapo,uﬂoe HEIIATEHTOBAHHOS MCTPOHHI[ESOJ]
HAHMEHOBEHUE (TPYTITHPOBOTHEE
HITH XHMHYECKOES)

JlekapcTBeHaa dopMa pacTsop And HEDY3IHi

Hosnposka 5 MP/MIT

Qropma BRUTYCKA pacTeOp UL MEQYIUH 5 Mr/MI
(dakon) 100 mn x | (nagxa kapToknan)

HouMep cepun 1EX26003

ObbeM cepin 37762

Hata prinycka 01/202¢

Topmen ao 12/2028 (31/12/2028)

HaumeHoBaHHe H agpec Unique Pharmaceutical Laboratories (a division of “J. B. Chemicals and
NPORIBOIUTENA Pharrnaceuticals Ltd.”), India

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

Houuk Dapmacstoruxan Jiaboparopus (Otoencuue dupme «flx. B, Kemusxanc
auA PapMaceroTiranc JIta. »), Heona

Hunam Ceurep, Kpeino “B”, 4 stax, Xunp Caitkn Poyn, Bopny, MymGaii
400030, Bupun

{Bce cTafMy MPOH3BOACTRA)

Site address
AJpec NpOM3BOACTECHHON
LIODIATIKH

Plot No. 4, Phase — IV, G.1.D.C. Industrial Estate, Panoli - 394116, Dist. Bharuch,
India.
Vyactox Ne 4, ®aza — IV, T.HJLK. Hugacrpuan Hereit, [lanonn — 394116,

Oxpyr bxapyy, Hunex

Homep 1 nata perdeTpalioHHOTO JITE-Ne{000576) -(PT-RU} o1 16.02.2022

YIOCTOREPEHHA

Homep HopMaTueHo foxyMentaumn | JIO-Ne(000576) -(PT-RU) -101224

HauMenonaHne U afapec depkatens | Unique Pharmaceutical Laboratories (a division of “J. B. Chemicals and
PErHCTPAOHHOTO YAQCTOBEPEHHA Pharmaceuticals Ltd.™), India

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

[OHuk @apmaceiotiian JlaGopatopus (Otnenenne ¢mpmel «x. B. Kemukanc
aun PapMacetotHrane Jlta»), Manus

Hunam Centep, Kpeuo “B”, 4 srax, Xunpg Caiixn Poyn, Bopnw, MymGait
400030, Hanna

OTBETCTBEHHOE Mo AMcTpHibioTopa QOO «lOnux PapmackioTrkan Jlaboparopuss — CMupHoBa ALA., MEHELKED [0
ofecneyeHH Kavues: ipHRamf 6-0]] or 01.04.2024

CmupHOBA ALA.




