UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACLIOTHKAN JIABOPATOPH3
(A division of «l. 3. Chemicals & Pharmmceuticals Lid.»}
(Oraeacuue $upse ok, B Kesunwie sui PopmactioTirane Jiti»)
Bopm MymGadi 400 030, Mt - Worli, Mumbal 400 030, India

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAIH3BA
QUALITY CONTROL DEPARTMENT
OTIEN KOEPOJs KAMECTBA

Name of the product

Hanmenonaune npenapara

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

Metporun® pacrsop nias nudgysui, 5 mr/ma (gaaxon) 100 max 1
(A Kd KNPTOIIn)

Registration cerlificate number
and date
Homep 1 pata Pernetpaunodnore

J1-Me(0005376) -(PI-RU) oT 16.02.2022

Haumenopanme axtusHoi

cyﬁm'amum. IIPUI‘I!‘,{HJ;UHI'T\:ﬂh
*

(Cepus No)

YAOCTODEPEHMK
Batch # 11X26018

Cepus Na

Manufacturing date 01/2026 Valid to 12/2028

Jlata npouasogcTea Toaeit ao

Analytical Report Ne L7FP26000260 Date 17/02/2026
Ananurabeckufl Oruer No Jlara

Importing country Russian Federation

CrpaHa-uMnopTep Poccifickasn Deaepauns

API, manufacturer of API (Batch | Metronidazole - Aarti Drugs Limited, India (MTZ/25082248)
Ney)

Merponnaazon - Aaprit Jpare Jumuren, Mamn (MTZ/25082248)

The anulysis was carried out
gecording to Normative document
Auanua spinoiies no HJT

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

Manufacturer (all stages including
Release Quality Contral)
TIponasonnTent (sce cranHu,
BIGUORN BLUTYCRUIOL KoNTpons
KauecTa)

Unigue Pharmacewtical Laboratories (A division of J. B. Chemicals &
Pharmaceuticals Ltd.), India

10ung Wapmaceiotuxan JlaGoparopus (Oraenenne dupysl «/bi. B,
Kemukanc 31 QapmacsioTakane Jitae), Hoaus

Site address

Anpee nponasoicrreHHON
THHLUAKH

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

Yuacronw Ne 4, dasa-1V, 'MW JLK. Huzaerpsan Hereirr, [lanonn -
394116, Oxpyvr Bxapyu, Muaus

Manufacturing license number
Homep npoisoeacTeesioll mmensim

G/28D/LVE-Y GMP certificate No. GMP/EAELIVRLI/02297-
GMP cepraduikar No 2023

Storage conditions

Yenonng XpaHcHHA,

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

[pu Temneparype ne sbime 30 °C b sawuIneHIOM OT caeTa
MecTe. le samopasknBarh.

Shelf lile (Storage life)
Cpox rondoern (Cpox xpasenns)

3 yeurs
3 rona

Crpannua 1 uz 3 |




-

‘QIJAL‘IT VPARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
DOKATATENIT RANECTBA PE3YJIBTATH! HOPMBI (TONYCTHMBIE NPE/EJIDE)
Appearance Light yellow transparent Colorless 1o light yellow transparent solution
(visual inspection) solution I
Onneanne TMpazpastrnii [Tpospaunuifl pacToop oT GecLBetiioro ao ceeTng-
(aayagniiatii sigptod) PACTHOP CRETIO-KENTOTO AETITOrO UBeTA

uneTn

Identification
HaenTubiinuun *

A, Metranidazole
HPLC

A Metporiiurson
BKY

B. Sodium

Qualitative reaction (EEL
.

B. Hatpuii
Kawgenigamar pesiajis
(GEADC)

C, Chlorides
Cualirative reaction (BR)
B. Xnopuanst "

Keeps requirements

BriacpRnpaet rpedosaums

Keeps requirements

B epuubaeT TpeGoBaHIN

Keeps requirements

The retention time 'o'i"tﬁé'ﬁ;,aﬂ_nlpmak in the chromatogram
abluined with the test solution should correspond to the
retention time of the metronidazole peak in the
chromatogram obtained with the standard solution,
Bpems YASPRUBAHHA OCHOBHOrQ IHEQ HiL
NDOMITOTPAMME  MCHBITYSMOID  PUCTROPA  TOMXHO
COOTBCTCTRORATH BPCMCHH YACPARUBANNA [THKR
METROHHIAIONA  Hil  XPOMATOIPAMME  CTAHAAPTHOrO
pacTaopa,

Formation of a dense white precipilate with potussium
pyroantimenate solution,

OGpazosanie [IOTHOIC 0CaiKka Belloro UBeTa ¢ Kwins

[THPUAHTHAMOHUTH PACTROPAM,

Formution of white curdy precipitate with silver nitrate
solution.

Kaveenusentian peagiig Brugepicusaer tpeGonanng | Ofposoranue Gemoro  TROpoMHCTOro  peafkn ¢
() pacTsopos cepedpa HHTpaTa. "
pH 5.9 4510 7.0

(pateatiometrie)

pll 59 oTd,5 10 7.0

'QMM(?Htfumu‘mptmm:u:fr]

Extractable volume 102,17 mL Mot less than the nominal content

Hopjexaemurii oGnes 162,17 sn He setice HOMULATLIOIO

Bacierinl endotoxins
Bakrepnannusie &
IIOTOKCHHBL

Lass than 0.35 EU per | mg
Menee 0,35 E2 na | vr

Nol more than 0.35 EU per | mg of mewonidazole
He Gosiee 0,35 ED i | Mr meTpoHHitEom

Sterillty

Membrane filivation)
CTepIiLIoeTh
(ventod Menbpannon

mw H.'.IMIE!H}'IM.I’}

Sterile

Crepuiibustit

The solution should be sterile

PHCTROP JWOIKEH GBITH CTEPHITRILIM

Abnormal

toxicity

ANoMaibHAs

TOKCHYH D(‘.‘I'_I;‘. &

Nontoxic

HeTokeuuHtit

The solution should be nentoxic

PoeTeop Jofmen GLiTh HCTOREWN HIM

Particulute matter
Mexaiseckie
| BRMIGUCIH

- Visible particles
{Ir-ftose methad Visunl
uspection)

- Buanmsae HACTHLIW
FMEmodiond RpousOOmE,
fgyansitii senon)

Keeps requirements

Briepmugast rpedonais

In accordance with the requircments

B cooTReTCTOHN ¢ TPeBOoRAHMEMU

Crpanuua 2 ua 3




e —
QUALITY PARAMETERS

MOKAZATEIH KAUECTBA

RESULTS
PE3¥.IETATEL

NORMS (PERMISSIBLE LIMITS)
HOPMBL (IOTIYCTHMBIE MPEJEJEL)

- Sub-visible particles
fPhotomerric count)

= Hesummeie Mac il
{euenio-
thamesempiieckill)

Particles = 10 pm:
7.0 per hottle
Particles =25 pm;
0.0 pur bottle

UneThue pasyepos = 10 mest

7.0 ua oxun naroH

UaeTust pasmepos =25 MKM:

0.0 na onux diakor

- Particles = 10 jm - not more thun 6000/ bottle
- Particles = 25 jim = not more than 600/ battle
- YaeTinie puaMepon 2 10 mEM - e Gonee G000/ fnaxon

- Yngrums paamepor = 2§ miu - ne Sonee GOO/ ko

Degreeof coloration

Keeps requiréments

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

(Crexmpudiomosemps)
]

L GYs
LpeTHoert. Buigepiunaat TpoGoniii CEpacka PECTEOPA HE J0KHA MPCRRIIETY JTAN0N Y
Clarity Keeps requirements The solution shauld be transparent or the opalescence of
(EEU Phij the solution should not exceed the opalescence of the
reference solution [
[pe3prunocts Bunepwimaet TpeGosanid | PacTsop NozweH GbiTl NPO3pAHLIM HIH QUATECHETILHA
(HEAZL) PACTEOPA Mt AVIGKHD (PEBLINATE ONIECUCHIIIO
yranona [
Impurities 0.02 %o Metronidazole impurily A —not more than 0.15%
HPLE 0,00 % Any other unspeeified impurity - hot more than 0.15 %
1 0.02% Toal impurities = not more than 1.0 %
Mpumecn 0,02 % [pimecs A MeTpaniliaiona — e Goaee 0,15 %
B2AX JloBux Apyras HeHASHTHAKIVPORIHHEE UPHMCCH — HE
0.00 % Gonee 0,13 %o
0.02 % Cynna npuseeall - nie Gonee 1.0 %
Nitrites Keeps requirements [ Absarbance uf the test solution at a wavelength of 324 nim
(Speciraphatomenry) | should nol excocd absorhance of thé standard solution
Hurpitil Bunepsicuract rpeboranig OnTHECCKAR [UIOTHOCTE HCMEITYEMOIU pacTsopd TpH

AnuEe  BOMNL 524 UM HE  IONAHR  NPEDLIUGTR
QI HMECKYIO IIQTHOCTE CTHHJMPTHOND PUCTIOPA

(i KT

e 7.867 ariMa

Assay

Konnsiectoennoe

onpeeneHue 3

A, Metronldazole 101.5 % 90.0% to 110.0% of nominal content

HRLE i:2.3.07 mg/mL i.e. 4.50 mg/mL to 5.50 mg/ml.

A, Merponuuaiod 101,5 % ot 90,0% o 110,0% 0T HOMHHATEHOTO CONCRRIHIA
| BDARY 1.0, 5,07 Mrisa 1.0, 07 4,50 Mrfai 4o 5,50 mrfvn Jsl
13, Sodium chloride 99.6 % '95.0% to 105.0% of nominal content

{Tririmytric) ' i.e. 7.867 mg/mL i.c. 7.305 mg/mL to 8.295 mg/ml

B, HaTpus xnopia 99,6 % o1 95,0% go 105,0% 0T HOMHIGVIEHOTO CONCRKANNA

.. o7 7,505 Mr/s 1o 8,295 Mr/Mi

Storage conditions
Yeupins SpAHCHIH

Ata temperatire nal exceeding 30 °C in a place protected from light. Do not frecze.
[T TeMnepaType e sime 30°C b samuwennon 0T cheta seete, He 3aMOpLINDITL.

Shelfl life (storage life) 3 years
Cpox 1oangeTi
(xpuieins) 3 roaa

The above sumple complivs with the preseribed siudurds of quality
Bid |1.l¢yl€u'.t.'ll|m.lll oﬂpa!l:n COUTHETCILYET Yot
1 herehy certity that the shayd informution is uu
quality cantral at the above-mentoned site in full complis
aml fhe requirements for gquality control of medicines an
processing, packaging ind nalysis records wele reviewe

IORIEHIRN CTUMLAPTIM KRUECTRG

fichtic and accurate. This batcl of produst Tis hesn manuluetured, fncluding packagmp/Inbelling dod
ance witl the requirements of Good Manufncturing Practice of the Eurssilun Eeonamic Unian
d with the specificsiions in the Marketing Autherisation of tie Inporling country. Tl hatch
d i found 10 be i vomplianee with GMI oF the urasion Feonamic Unior.

HucTanutiis § HeTnaps @i, S0 IRIBeATHI Buine nichonMaisie SuieTe e towepHbll i Touial. i cepuia HPOTYKIIEN IROMILEACHA (BRIN0
VIBROBKY (MIPKIPOOKY] 81 Rl | ik KasEEtEa) 110 BUILICYKATIION TPoNEIOTETHNTON TVIONKUIRE 1 NOMHIN coarieTeTaH & Tpelornritan Tipani
IHLLIEHA e upmnm}mtumnmh npaiTIE Enpanisfichoro TROposiMceRor cort i Tpefanamiid il KOITpoan katiegina SR TRELLLIN CPERETT, i
SHeE B COOTHETETBHN GO CITELIIfIKALLNMiE, COACPATLIAMAEN 0 PETHETPM U NIIeM dudie Crpmi-uMHOPTEDD, JAITHEH 10 HPOINOZIETRY, YIIEBRKE 1

My UponCpeNy, W YETAUOBAEHG % SOUTUETETRIC TPCGUBLHIAN
SEOHOMINEEROTO SR, |

f’tl’ f/ ﬂf@.’z’w'f

TANAGER

MEHE/LKEP 10 KORTPO,II0 KAMECTDA

QUALITY CONTROL

Crpanuug 3 B3 3

Tlpanin  AuUICHkaLeh HpanssoaETREIIGH  NpAKTIN Enparatiickor

G\ul:-'j'aunu'- frvmary

QUALIFIED PERSON
YO AHOMOYEHHOE JHILO



MegkIyHapoLtoe HemaTe HTG Ball HOE

000 «lOHUK PAPMACBLHOTUKAT NNABOPATOPU3»

Opaawasceni agpec:

123056, r. MoGkRa, MyHULIMNANEHBIA DIpYr [peCHEHCKarD BH.TEP.T.
yn, Bpecrexkan 2-5, Ao 8, crp.1, nom, 171

Ten/axs (495) 642-82-34, Ten. (485) 642-62-35

WHH/KNM 7703550219/771001001

OrPH 1057746834420

ToaTeepRIEHHE COOTERTCTEHA

HEOIUMOIY J2KE pCrieiiuro npenapara 'I']TIEﬁDHaHHIM,
FCTAHONRNCHHAIM I 2D N nnpcmm{uuﬂ PCrUCTpROHE

Nu 1858 o1 Jf4. D§ 2026

Coraacero Tocranosienn pasuiensersa P or 31.05.2025 No813 «O nopszaxe snoga b TpaKIancKui
o60pOT TEKaPCTREHHRTX CPEJICTR JUTR MEHTIFACKOTO MIHMEHEHAS),

LOP]'DBQH HAHMEHORARHE

HAUMEHOBARNE (FpYHITIPOBOTHOS
IWIH XHMITIecKDe)

Merporng ®

Metposnaazon

JlexapcraenHns dopnn pacTBOp 1A HidhysHi
Hosuponka 5 miima
DopMa DRIYSKA PACTROP A HEQYIHA 3 MI/MI
(naxon) LOO s x | (navika KAPTOKHAR)
Homep cepun TIX2G018
Ofibim Ceprm 37602
" J1aT3 BEITYCKA 01/2026 -
Tonen a0 12/2028 (31/12/2028)

HuHMCHOBHRKHE 1 ﬂ,‘.‘PBG
Lal IRk HOMI VN
(Bee-cTamuu NpoH3EOICTER)

Site address
Ajpec MPOHIBONCTRCHHOH
OEGRIER.

Unigue Pharmuceutivel Loborutordes (2 division of *J. B. Chemicals and
Pharmaceuticals Lid.”), India

Meelam Centre, "B" Wing, 4-th Floor, Hind Cyele Road, Worli Mumbai 400030,
India

10mik Dapsacuiormian JMaSoparopim (Oraenenne dupybl ¢lix B Kewmmane
ana DapmacsioTaxaac JIras), Hiona

Hunam Cenrep, Kpuno “B”, 4 stan, Xunn Cailkn Poya, Bopas, MymBati
400030, Huawna

Plot Mo. 4, Phase — IV, G.1D,C, Industria] Estate, Panoli - 394116, Dist. Bharuch,
India.

| Yuacron M 4, Qrasa - v, I.H. ,IIK Hanacrpuan Herefir, [lanomy — 384116,

Ogkpyr Bxapyy, Minsa

IIuMcp H JETH PErHETDRILLOHHOIT
VOCTORENCHHS

JITT-Me(NO0576) -(PT-R1T) o 16.02,2022

Home ep HOPMATHBIOH NOKYMETAIINE

JI-Ne(0D0576) -(F1-RU) -101224

HanMeroBaEHE 1 AIpeC epikaTea
PETHCTRAINOIITIIOrD YIOOCTODEPEINEA

Unique Pharmoceutical Laboratories (a division of *J. 1. Chemicals and
Pharmaceuncals Ltd.”), India

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

10mune Wapmactorxan Nadoparepm (Ornenemmn dopuet «flx B Kemikae
o LapsnesioTnranc Jlras), g

Humam Cewrep, Kpuno “B7, 4 srax, Xuwp Caiixn Toyi, Bopin, MysBaii
400030, Hunus

C vBaKenes, ’
Juksuaarop

000 J0nuk PapMacLOTHIA .']wﬁdpampm»

i ","

= Pymuntenxoe C.B.




