UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHKAJI JIABOPATOPH3
(A division of «J. B, Chemicals & Pharmaceuticals Lid.»)
(Oraeaenne dupmer «/Lx. b. Kemuxanc supn dapmackiornukanc T )
Bopaw, Mymdaii 400 030, Huiwms - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJIEJI KOHTPOJISI KAUECTBA

Name of the product

Haumenopanue npenapara

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

Metporan® pacrsop aas nndysuii, S mr/ma (daaxon) 100 va x 1
(mauka kaprounas)

Registration certificate number
and date
Homep u nara Persetpauuonuoro

JIN-Ne(000576) (PT-RU) ot 16.02,2022

VIIOCTORCPEHUS
Batch # 1X26478

Cepua Ne

Manufacturing date 0372026 Valid to 02/2029
Jara npoussosicTra ["'onen 1o

Analytical Report Ne 17FP26000627 Date 03/04/2026
Ananurnuecknil Otyer Ne Jlara

Importing country
Crpana-umnoprep

Russian Federation
Poccuiickas Peaepauns

API, manufacturer of API (Batch
No)

Haumenopanne akTHBHOM
CyOCTAHUMH, NPOM3BOHTENDL
(Cepusa No)

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

Merponnaason - Aapru Jlparce Jinvuren, Muaus (MTZ/25112772)

The analysis was carried out
according to Normative document
Ananus seimosised no HJJ

JII-Ne(000576)-(PI'-RU)-101224

Manufacturer (all stages including
Release Quality Control)
MpouseojuTeL (BCe CTanu,
BKTIOMAA BBITYCKAIOIHI KOHTPOJIb
Ka4ecTsd)

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

[Ouuk Oapmacstoruran JlaGopatopus (Otnenenne Gupmbr «/bx. B
Kemuxane sua Gapmaceiorukanc Jita.s), Huans

Site address

AJIpec NPOH3BOACTBEHHOH
JTOLLAIKH

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

Yuactok Ne 4, Paza-lV, I'MJLK. Hapactpuan Hereir, TManonn -
394116, Okpyr Bxapyu, Huaus

Manufacturing license number
HoMep nponsBoacTBEHHOM THIEEHIHN

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

Storage conditions

Yeoeus XxpaHeHHs

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

[Ipu Temnepatype ne Bbiue 30 °C B 3alMuicHHOM OT CBCTa
mecrte. He 3aMopakuBaTs.

Shelf life (Storage life)
Cpok rojinoern (Cpok xpaHeHus )

3 years
Jrona

Crpanuna 1 u3 3




[RUIVARBHBIT MEMUD)

PACTBOP CBETNO-KENTOIO
LBeTa

QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
HOKASATE I KAUECTBA PE3YJIBTATHI HOPMBI (IOI1YCTHUMBIE NPE/IEJIbI)
Appearance Light yellow transparent Colorless to light yellow transparent solution
fvisual inspection) solution
Ouncanne [po3paunetit Tpospaunsiii pacteop or BecuseTnoro 10 ceeT10-

HENTOrO LUBeTA

Identification

Haenrnpukannn

A. Metronidazole
HPLC

A. Merposnzason
BKY

B. Sodium

Qualiiative reaction (EEU
Ph.)

b. Harpuii
Kavecmeaeinan pearijin
(PEAIC)

C. Chlorides
Qualtitarive reaction (BF)
B. Xnopu

Keeps requirements

Bhiaepxusaer tpeGoranns

Keeps requirements

Buiepxusaer tpeGosanus

Keeps requirements

The 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.
Bpemsa VISPKUBAHHT OCHOBHOTO nHKa Ha
XpoMaTorpamme HCORITYEMOro  pacrsopa  JOJKHO
COOTBETCTBOBAThL BpEeMEHH VAEPKHBaAHNH 1IHEA
METPOHHIA30/1a A XPOMATOrPAMME  CTAHAAPTHOIO
pacrBopa.

Formation of a dense white precipitate with potassium
pyroantimonate solution.

O0OpazopaHne MWIOTHOrO ocajlka GENOTO LBETA ¢ KanHs

HHPOEAHTHMOHATA pacTBOPOM,

Formation of white curdy precipitate with silver nitrate
solution

Hipnekaemulit oGbem

102,00 ma

Kaweemsennan pearyun Baiepuounaer tpeGosanua | Obpasosanne  Genoro TBOPOKHCTOrO  ocaldka ¢
(bp.®) pacTrOpoM cepedpa HHTpaTa.

pH 59 451t07.0

fpatentivmeiric)

pH 5.9 or4,5 10 7.0

(nomeh‘qmammmprme:‘xuﬂj

Extractable volume 102.00 mL Not less than the nominal conlent

He mexee HoMUHATLHOTO

Bacterial endotoxins
baktepnanuiiie
AHA0TOKCHHBI

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 Gonee 0,55 ED na | Mr MmeTposnaasona

Sterility

(Membrane filtration)
CrepunbHoOCT
{Memod Memopannot

fromperyuae)

Sterile

CTepUnbLHBIi

The solution should be sterile

Pactrop nomxen GeITE CTEPHILHEIM

Abnormal
Loxicity
AHOMANLHAS
TOKCHYHOCTE

Nontoxic

HertokcHuueifi

The solution should be nontoxic

PECTBCP JOMKEH DhITh HETOKCHYHLIM

Particulate matter
Mexannueckne
BKI0YeHHSA

- Visible particles
(In-hause method. Visual
inspection)

- Bunumeie uactuim
(Memoousa npowsecdume s,
Buzveivhiniin Memon)

Keeps requirements

Brinepkupaet tpeGoBanns

In accordance with the requirements

B cooTBeTCTRIN C TPEGOBAHUSIMH
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QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)

HOKABATEH KAYECTBA PE3YJILTATBI HOPMBI (JIONNYCTHMBIE MPEAEJBI)
- Sub-visible particles Particles = 10 um: - Particles = 10 um - not more than 6000/ bottle
(Photomeiric count) 0.0 per bottle

Particles > 25 pm: - Particles 2 25 pm - not more than 600/ bottle

0.0 per bottle

I,ﬂ:ﬁ:ri‘_m“'""e HACTHUL | Yaermi pasmepon 2 10 mim: | HacTHusi pasmepor = 10 mkm - ve Gonee 6000/ (riakon

o 0.0 va onuH duiakon
domonempuvecicn)

HacTnue! pasmepom > 25 mxm: | YacTHusl pasmepom = 25 MkM - He Gosee 600/ thnaxon

0.0 Ha oauH dakon

Drepree of coloration Keeps requirements The degree of coloration of the solution should not
exceed the degree of coloration of the reference solution
GYs
Usernocrsn Bbiaepikusaer tpedosanus OKpacka pacTsopa He J0JKHA npesulwaTh 310l GYs
Clarity Keeps requirements The solution should be transparent or the opalescence of
(EEU PR | the solution should not exceed the opalescence of the
reference solution [
MMpospaunocrs Berinepwusaer tpeboranma PacToop ao/uweH GLITh PO3paUuHbIM MK ONANECUCHILIS
(PEASC) PACTROPA He A0/LKHA NPCRBINATE ONANECUEHIHKY
3TAIOHA |
Impurities 0.03 % Metronidazole impurity A — not more than 0.15 %
fPLC 0.00 % Any other unspecified impurity — not more than 0.15 %
0.03 % Total impurities — not more than 1.0 %
Mpumecn 0.03 % Hpnmecs A MeTpoHHAa3ona - He 6oace (0,15 %
BIKX JloGas apyras wenaeHTnUUBpOBAHHAS npHMechL — He
0.00 % Gonee 0,15 %
0.03 % Cymma npumeceii — ne Gonee 1,0 %
Nitrites Keeps requirements Absorbance of the test solution at a wavelength of 524 nm
(Spectrophotometry) should not exceed absorbance of the standard solution
Hurpurni Buraepwipaer tpedoparns OnTHYECKas IUIOTHOCTE HCTIBITYEMOrQ pacTeopa npu
(Crexmpoghomaonrenpun) JUIMHE  BONNbE 524 HM  He J0/MKHA  [IPeBLILATH
5 ONTHYECKYIO IUIOTHOCTh CTAHAAPTHOIO PACTROPA.
Assay
Koanuecrsennoe
| onpeaesieHne
A, Metronidazole 98.0 % 90.0% to 110.0% of nominal content
HPLC ie. 4.90 mg/mL ie. 4.50 mg/mL to 5.50 mg/mL
A, Merponnpason 98.0 % o1 90,0% 10 110,0% oT HOMUHATLHOTO conepKanms
| BRAX T.¢. 4,90 Mr/mn .. 0T 4,50 Mr/ma 1o 5,50 Mr/mn
B. Sodium chloride 98.8 % 95.0% (o 105.0% of nominal content
(Tirimetric) i.e. 7.804 mg/ml. i.e. 7.505 mg/mL to 8.295 mg/mL
b. Harpus xnopua 08.8 % or 95,0% no 105,0% oT HOMHHATLHOTO CO/ICPKAHNS
{mumprsempusecruit) 3 T.€. 7,804 mr/mn T.€. 0T 7,505 Mr/ma 10 8,295 mr/ma -
Starage conditions Al a temperature not exceeding 30 °C in a place protected from light. Do not freeze.
Yeaosus xpanenns [Mpn temuepatype He Beiwe 30°C R 3AUIMWEHIOM OT CRETA MecTe, He samopamusare.

Shelf life (storage life) 3 vears
Cpok roanocrn
(xpaHenns) 3 rona

The above sample complies with the preseribed standards of quality

Briweykamaniii obpasen COOTRETCTBYCT YETAHOBICHHBIM CTAHAPTAM KAYCCTBA

I hereby certify that the abave mformation is authentic and accurate. This batch of product has been manulagtured. including packaging/labelling and
yuality control at the above-mentioned site in full compliance with the requirements of Gaod Manufacturing Practice of the Eurasian Ueanomic 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 Fconomic Union.

HacTormmm 2 nosepscaaie, yro TPUBE/CHHAA BLIWE KH (hopMalws ABaseTCH A0CTOBENHON 1 TO4HOI, 3Ta CePHA NPOLYKLIN NPOHBBECHA (RO
YIAROBKY (MAPKHPOBKY) 1 KOHTPONL KRHECTRA) HA BLIICYKasaHo TIPOHIBOACTREHHOM IIOIAIKE B NOTHOM COOTBETCTRIH C TPEBOBAI L MK Ipasun
HANICHAET IPOHINOACTREHHON NPAKTHKN ERPAIHIIcKOro JKOHOMHMECKOMD COI03 1 TPEGORAHMAMM KOHIPO/IA KAYCCTRA NIEKAPCTBEHHLIX CPeNICTR, a
VNGRS B COOTBETCTBHM CO CHCUM(BURALIAMY, COACPARANINMHCS b PEIHCTPALHOHHOM J0CkE CIPaHBI=HMNOPTepa. SamicH 1o MPCH3BOACTIY, YIAKOBKC I
ANAMSY  NPUBCPCHBL, M YCTAHOBIEHD HX COOTBETCTBHE T clonannam 1lpaenn  wannesamedi NponssoacTRennoll  npuktur  Cepasmiickoiy

AROHOMMHYMECKOTO COMYB, g X le —
Pot Gon| Cg 10, (28 b frrg o @ﬁp}m%

QUALITY CONTROL MANAGER - F QUALIFIED (?ERSON

MEHEJUKEP [10 KOHTPOTIO KAYECTBA YHOUHOMOYEHHOE JIHIO
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000 «lOHUK ®PAPMACBLIOTUKAI NTABOPATOPU3»

Hpuguueckunii agpec:

123066, r. Mockea, MyHWLMNANEHBIA OKPYr MPECHEHCKOro BH.TEp.I.
yn. Bpectckas 2-, gom 9, cTp.1, nom. 1M

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

WMHH/KINMN 7703550219/771001001

QrPH 1057746834420

HD,[ITBE pKIenHe COOTBETCTBHA

BBO3HMOI0 J€KAPCTBEHHOr0 NPeNaparTa TpebuBannum,
- YCTAHOBJIEHHBIM NPH €10 [OCYUAPCTREHHOH IerAeTPANHE

Ne 1880 or {4 . O& 2026

Cornacno IToctancenenus Ipasurensctea PO ot 31.05.2025 Ne815 «O uopaixe BRO/A B TPOKIAHCKHR
060pOT NIeKaPCTBEHHEIX CPENCTE 111 MEAMLIMHCKOIO IPUMCHCHHAM.

TGpl‘UBDC HaMMCHOBaHHC

Merporua ®

MexayHAPO I HOE HENTATEHTOBAHHOE
HEHMCHLBAHKE (TPYIITHPOBOYHOS
WM XUMHYCCKOE)

Metponnaason

JlekapcTEeHHAL hopMa

!_ pacTROD 18 uHyYSHE

Hosuposka

S5 MT/MIL

Popya BbITYCKa

pacTBOp IS HHGMY3HME 5 MI/MIT
(pmaxon) 100 mn x 1 (mauxa KApTOHHAA)

Hoxep cepuu | IIX26078

061eM cepun | 37522

Jlata BBITYCKA 03/2026

Tonen no 02/2029 (28/02/2029)

Haumenosanue i agpec Unique Tharmaceutical Tahoratorics (a division of “J. B. Chemicals and
HPOH3BOIHTE S Pharmaceuticals T.td.”), India

(Bce cTaud NpoH3BOACTBRA)

Site address
Anpec NpoH3BOACTBREHHOM
TUIOIHATKH

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

TOnuk Papmacewyukan JTaboparopns (Otaenenve dupMir «Lx. b, Kemukanc
3un @apmackrrrrkasic JIta»), Haama

Hunam Cenrep, Kpsuto “B”, 4 stax, Xunz Calicn Poya, Bopma, Mymbali
400030, Vuaus

Plot Na. 4, Phase — TV, G.I.D.C. Indusirial Estate, Panoli - 394116, Dist. Bharuch,
India.
Vaactox No 4, ®aza — TV, TH.

Oxpyr Bxapy4, HHausa

HUMEFp H JaTa PerHCTRalHOIIIoro
YHOCTOBEPEHHA

JI-Ne(000376) (P1-RU) ot 16.02.2022

Homep HOpMATHBHOH JOKYMEHTAITHE

JII1-Ne(000376) (PT-RU) -101234

HaumMeHOBAHHE U aJpec JepsKaTend
PErHCTPALIMOHHOTO YA0CTOREPEHIS

Unigue Pharmaccutical Laboratories (a division of “J. B. Chemicals and
Pharmaccuticals Lid.”), India

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

TOuuk Dapmacetotakan Jladopatopus (Otnenerme ¢upmbl «llx. L. Kemukanc
anp Papmacestotakanc JIta.y), Huana

Hunam Centep, Kpewio “B”, 4 stax, Xuman Calixn Poya, Bopnu, Mywad
400030, Haoua

C ypa:xeHHeM,
JInKenaaTop

000 «10auk @apmackrwTukan JlafiopaTopuss

Pyammrienko C.1.




