UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHKAJI IABOPATOPH3
(A division of «J. B, Chemicals & Pharmaceuticals Ltd.»)
(Oraenenne hupmut « L. B, Kemukanc g Gapmacpioruianc Jir »)
Bopun, MymGaii 400 030, Hiaus - Worli, Mumbai 400 030, India

CERTIFICATE OF

ANALYSIS

CEPTHOHKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT
OTJLEJ KOHTPOJISL KAYECTBA

Name of the product

HaumeHoranue npenapara

Metrogyl® solution for infusion, § mg/mL (bhottle) 100 mL < 1
(carton)

Mc‘rpm‘unm’ pacTrop aas nagyzni, 5 mr/ma (gaaxon) 100 ma x 1
(Navka KapTonHas)

Registration certificate number
and date
HOMC]J W harda PUI'HC'[]J?ILIHOHHOI'U

JITI-Ne(000576) -(PI™-RU} ot 16.02.2022

YI0CTOBEPEHHs
Batch # 1HX26004

Cepus No

Manufacturing date 01/2026 Valid to 12/2028
Jlara npou3soacTsa l'ogen a0

Analytical Report Ne 17FP26000037 Date 19/01/2026
Ananuriueckuit Oruer Ne Jata

Importing country
Crrpana-umnoprep

Russian Federation

| Poccuiickas Meaepauns

APL. manufacturer of API (Batch
No)

[HanmenopanHe aKTHBHOH
cyOCTaHLMH, IPOHIBOAHTEN L
(Cepust Noj

Metronidazole - Aarti Drugs Limited, India (M'TZ/25082248)

Metponuaason - Aaptu Hdpare Jlumuren, Muaus (MTZ/25082248)

The analysis was carried out
according to Normative document
Ananns BbinoaHex no T

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

Manufacturer (all stages including
Release Quality Control)
IpousBoanTens (Bee cTaaHu,
BRTIOUAS BRIMYCKAIOIMIMIA KOHTPOML
Ka4eCTBa )

Unique Pharmaceutical Laboratories (A division of 1. B. Chemieals &
Pharmaceuticals Ltd.), India

10Huk ®apmaceiotikan JlaGopatopuz (Otaenenue dupmsl «/bx. b
Kemuxane sun dapmaceiornkanc Jivas), Hunus

Site address

AJpec NpoU3BOACTBEHHOH
TUTOUEAIK A

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

Vuactok Ne 4, daza-1V, HJLK. Hunactpuan Hereirr, [lanonm -
394116, Okpyr bxapyy, Hujms

Manufacturing license number
Homep npoH3BoicTBEHHOI JIHLEHIHKI

G/28D/ALVP-9 GMP certificate No. GMP/EAEU/RU/02297-
GMP ceprudmgar Ne 2025

Storage conditions

YenosHs XpaHCHHH

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

IIpu Temneparype He soie 30 °C B 3aUHILECHHOM OT CBCTa
mecre. He 3amopamubars.

Shelf life (Storage life)
Cpox roanoctd (CpoK XpaHeHH: )

3 years
3 roja
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A. Merponnaason
BOKX

B. Sodium

(ualitative reaction (EEU
Pi)

b. Harpuii
Kavecmaennan pearxyun

(DEADC

C. Chlorides
Oualitative regetion (BP)
B. Xaopuist

BeiepkiBaeT TpedoRanus

Keeps requirements

BriiepskupaeT TpeboBaHua

Keeps requirements

QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
HNORA3ATEJIH KAYECTBA PE3Y. IbTATbI HOPMBI (AONYCTHUMBLIE [TPEAEJIbI)
Appearance Light vellow transparent Colorless to light yellow transparent solution
(visucal inspection) solution
Onucanne [Tpospaunbiii [Mpo3paquslii pacTBOP OT HECIRETHOID /10 CRETI0-
(GUIVELILHBIT Memiod) PACTBOP CBETJIO-KLATOrO FKENTOro uBeTa

HBCTE i
Identification
HaenTnpurannsn ; B
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.
Bpemsi  yAEPKHBAHHA  OCHOBHOIO  [IMKA4  Ha
XPOMETOIPAMME  MCTILITYEMOTO  pacTBopa  J0JMGKHO
COOTBETCTBOBATE  BPEMEHM  YASPKHBAHMS  [IMKa
METPOHM/IA30Jid  HA  XPOMATOIPAMME  CTalAapTIoro
pacTropa.

Formation of a dense white precipitate with potassium
pyroantimonate solution.

OGPHZiUB&HHC IUIOTHOrO Ocaaka OJIoro uBeTd ¢ Kalus
HHPOaHTHMOHATA pacTBOPOM.

Formation of white curdy precipitate with silver nitrate
solution.

Kaueemaennas peasyus BelaepkuBaeT TpedoBaHHS Obpasosanne  OCI0IM0  TBOPOKMCTONO  ocagka ¢
(bp @) o pacTBopoM cepelpa HUTpaTa.

pH 59 451070

ipotentiomelric)

pH 5.9 or 4,5 10 7.0

(nomenijitomempusieciutii )

Extractable volume 102.17 mL Not less than the nominal content

Hspaekaemblii ofibem 102,17 ma He Menee HOMHHANBHOTO

Bacterial endotoxins
bakTepuaibHbIe

Less than 0.35 EU per | mg
Menee 0,35 E3 Ha 1 mr

Not more than 0.35 EU per | mg of metronidazale
He Gonee 0,35 ED na | Mr MeTpoHuaasona

TORCHYHOCTH

Particulate matter
MexaHH4ecKHe
BRAKNYCHHH

IHAOTORCHHBI
Sterility Sterile The solution should be sterile
{Membrane filtration)

CTepuabHOCTh CrepHiibHblii Pactsop AonAeH ObIThL CTEPHILHBIM
{aemod memEpatnoi

ghrnampayii)

Abnormal Nontoxic The solution should be nontoxic
toxicity

AHOMAIbHAH Hetokenunptit Pactsop AonKeH ObITh HETOKCHUHEIM

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

- Buanmele 4acTHib
Memaonuka npoussodumens.
Busyarohot memod)

Keeps requirements

Bruiiepscusaer Tpeboanns

In accordance with the requirements

B cooreereTnui ¢ Tpeboranusivn
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QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)

HOKAZATEIN KAUECTBA PE3YJIbTATHI HOPMbI (1ONYCTHMBIE MMPEAEJIDBI)
- Sub-visible particles Particles = 10 um: - Particles 2 10 pm - not more than 6000/ bottle
(Photometric count) 0.0 per bottle

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

0.0 per bottle

Hactuist pasmepom > 10 MEM: | - Gacrinmt pasmepoM 2 10 MM - te Gonee 6000/ quiakon
0.0 na oans riakon

HacTHub! pasmMepoM 2 25 MEM: | . Uaeryup pasmepom = 25 Mkm - He Gonee 600/ quiakon
0.0 Ha oauH aakon

- Hepuaumbie vacTHIIb
(Cuemn-
ghomoyempuieciii)

Degree of coloration Keeps requirements The degree of coloration of the solution should not
exceed the degree of coloration of the reference solution
GYs
LIBeTHOCTH Beigepxkusaet TpeGosanns | Okpacka pacTBopa He Q0JDKHA NPEBLILATEL 3TanoH 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 |
I1po3paunocTs BriaepxusaeT TpedoBaHus | PAacTBOpP J0/BKEH OBITH MPOIPAYHBEIM HIH ONAICCIECHILUS
(PEADC) PACTROPA HE JI0JIKHA [PEBLILATE OMANCCUCHLIHIO
aranona |
Impurities 0.02 % Metronidazole impurity A — not more than 0,15 %
HeLe 0.00 % Any other unspecified impurity — not more than 0.15 %
0.02 % Total impurities — not more than 1.0 %
Mpumecn 0.02 % [Ipusecs A meTponuaasona — He Goaee (0,15 %
BOAY JlioGas apyras HeMASHTH(HHLHPOBAHHAS NPHMECL — HC
0.00 % onee 0,15 %
0.02 % Cymma npumeceii — ne Gonee 1,0 %
Nitrites Keeps requirements Absorbance of the test solution at a wavelength of 5324 nm
(Spectrophotometry) should not exceed absorbance of the standard solution
Hurpurs Brinepixupaer TpeGosanis OnTHveckas MIOTHOCTb MCTBITYEMOTO PACTROPA NPH
(Chermpoiomomempun) JUTHHE  BOJHBL 524 MM He  JIOJDKHE  NPEBRILATE
ONTHYECKYIO MIOTHOCTL CTAHAAPTHOrO PAcTBOpa
Assay
Koauuccrsennoe
onpeaCJIeHIE
A, Metronidazole 100.8 % 90.0% to 110.0% of nominal content
HPLC i.e. 5.04 mg/mL i.c. 4.50 mg/mL to 5.50 mg/mL
A. MeTponnaason 100,8 % ot 90,0% no 110,0% 0T HOMHHAIBHOIO COACPHUHIS
BIKN 1.6, 5,04 Mr/mn .. 07 4,50 Mr/mit 10 5,50 M/
B. Sodium chloride 99.3 % 95.0% to 105.0% of nominal content
Titrimetric) ie 7.846 mg/mL i.e. 7.505 mg/mL to 8.295 mg/mlL
b. HaTpus xaopua 993 % ot 95,0% no 105,0% 0T HOMHHAILHOTO COJAEPHAHI
(mumpsme mpeteckut) T.¢. 7.846 Mr/mn T.€. 07 7,505 Mr/ma o 8,295 mr/ma
Storage conditions At a temperature not exceeding 30 °C in a place protected from light. Do not freeze.
¥Ycenosua xpanenus | Ilpu Temneparype He Boiie 30°C B 3a1MLIeHHOM OT cBeTa MecTe. He samopamuBath.

Shelf life (storage life) 3 years
Cpok roanocTH
(xpaHenus) 3 rojia

The above sample complies with the prescribed standards of quality

Briseykasannuii 00pasey, cooTseiCiByel YOranomieHibiM CIuHAapTIaM Kauec o

I hereby certify that the above information is authentic and accurate. This batch of produet has been manufactured. including packagmg/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 specilications 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.

Hacromnum MOATREPGHAID, 1O NPHBEICHHAA BRITIE m[aopummﬂ ARMAETCA ,'mCTnncpHnii u Touneii. Jra CepHd NPOAYKLHH NPOHIRSICHA (REMOYAA
VIIRORKY (MAPKIPOBKY) 1l KOHTPO/L KAMECTRA) HA BHILIEYKATIHHON NPOUIBOACTRCHHOM MIOIATKS B NOTHOM COOTRETCTBAN ¢ TpeboBanHavn LIpunia
HHLVICHRALUICH 11pOK IBOACTBEHHON HPUKTHEHN EHpiUIli‘ﬁ.'KUl O BKOHOMHHMCCKOIO CORJA M T PUGUH‘J! IHAMH KOUTPONA KAYCCTRA NCKAPCTREHHBIN CPeacTs, a
FARKE B COOTBCTCTBHH €O CICIIPHKALIMAME, COMENARANIMMICA B PETHCTPALHOHHOM 10CHE CTPAHBI-HMIOPTEPA. JAMHCH 110 IIPOHZBOACTEY, YIIKOBKS H
AR THY !'Ipnncpulll.l‘ W YCTAHOBICHD HMX  COOBEICTRHC lprbmmmmm I ip}li\ll.‘l HaIeRanen NPORIBOJICT BEHHON ApaKTHE |.H|'J(HIIJI(. Kolto

MEOMMHCCKOTT COIOE,

: ey gpi! )08 - { Guweribl, vy
QUALI VM&O[.‘EAN.\GER iﬂ\,‘” S a0l wh QUAgFIED PERSON

MEHE/UKEP ITO KOHTPOJIIO KAYECTBA YIHOJHOMOYEHHOE JIHLLO
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000 «lOHUK PAPMACLIOTUKAN NNABOPATOPU3»

Ko puauuecknii agpec:

123056, r. Mockea, MyHULMNANLHEIA OKpYr MNpeCcHeHCKoro BH.TEp.I.
yn. bpecrckan 2-a, gom 9, cTp.1, nom. 141

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

WHH/KIMN 77035560219/77 1001001

OrPH 1057746834420

TloaTRepXAEHKE COOTBETCTBHS

BEO3HMOIC JeKADCTECHHOTO NpenapaTa TpefoBanuam,
YCTAHOBNEHHBIM H[HH er0 FOCYAAPCTBEHHON PerncTpayin

N 1833 ot 034 ¥.2026

Cornacue [octanoenenus Ipasurensctea PO o1 31.05.2025 Ne815 «O nopanke peona B rpaxaaHckuii
000pOT NIEKAPCTREHHBIX CPEACTE JUIS MEIHLHHCKOIO NPHMEHEHHAY,

Topropoe HAHMEHOBZHHE

Merporua ®

MesxmyHapoiHoe HEMTATEHTOBAHHOE
HAKMEHQOBAHHE (TPYTITTHPOBOTHOE
HITH XHMHYECKOE)

MeTtponaaazon

JekapctBerHan dopma

pacTBap and Hedysui

JHo3suposka

5 Mrimn

@opMa BHITYCKA

pacTBop and uudiy3uit § mr/mn
(tprakor) 100 ma x ] (nauxa xkapToHHAS)

Homep cepun 11X26004

Ofnem cepuu 37322

Jlara seimycka 01/2026

T'oneH no 12/2028 (31/12/2028)

Haumenosanue H agpec Unique Pharmaceutical Laboratories (a division of “J. B. Chemicals and
[IpOH3BONATENA Pharmaceuticals Ltd.™), India

(Bce cTajuu NpOH3BRACTEE)

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

FOuux dapmacioTukan JabGoparopus (Ornenerne pupmel «Ix, B, Kemurane
3Hp PapmaceioTikanc Jita »), Hupua

Hunam Cenrep, Kprino “B”, 4 arax, Xurn Caitxn Poyn, Bopan, Mymbak
400030, Unapa

Site address
Apec IPOH3BOACTBERHOMH
IIOHATKH

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

Vaactox Ne 4, Qaza — 1V, LK. Hupactpuan Hereiir, [Tanonn 394116,
Okpyr bxapy4, Huaus

Homep K 1aTa perucTpaldoHHOrO
YJA0CTOBEPEHHAA

JIT-Ne(000576) -(PT-RU) o1 16.02.2022

HOMEP HOpMaTHBHOﬁ JOKYMCHTALUHH

JIIT-Ne(000576) -(PI-RU) -101224

Haumenopanue 1 afipec nepHaTcnl
PETHCTPANHOHHOTG YIOCTOREPEHHA

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

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

I0nux $apmaceotiran Jlabopatopus (Otnenenne Gupmer «Jlx. B, Kemunxanc
aun Sapmackiorranc JITa»), Henus

Hunam Ceurep, Kpeine “B”, 4 orax, Xuna Cadixn Poyn, Bopan, MymGan
400030, Unaun

OTBETCTBE HHOE JI}Y
obecnevenuno

C yBawer!

ﬁ“_{‘,ffp'gﬁmmpa 000 «lOuwuk CapMaceroTrkan JlaGopatop#ass — UMupHORa AL A, MEHETKED O
echag, gpray Ne 6-OJF o 01.04.2024

Menemxepiig Qﬁecnet{eumo Ka'gerna CMHUpHOBa ALA,
000 «10Hjiia -@apmacummmaﬁiaﬁopa'ropns»




