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IQUE PHARMACEUTICAL LABORATORIES

IOHHK ®APMACLIOTHKAJI JABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»}
(Ornencuue drpmel « bk, B, Kemukanc n Gapmacsrorukanc Jitiy)
Bop:u, MymGaii 400 030, Himus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHMHUKAT AHAJTHU3A
QUALITY CONTROL DEPARTMENT
OTJIEN KOHTPOJLA KAYECTBA

Name of the product

HawnmeHoBanue npenapara

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

Mertporua® pacrsop aus nugysaii, § mr/ma (paaxon) 100 max 1
(mauka Kaprounan)

Registration certificate number
and date
Homep 1 nata PerucrpaunoHHoro

JITI-Ne(000576) -(PT-RU) ot 16.02.2022

YAOCTOBCPEHUA

Batch # 11X26037

Cepus Ne

Manufacturing date 02/2026 Valid to 01/2029
JlaTa npoM3Bo/ICTRa ["oneH no

Analytical Report Ne 17FP26000339 Date 26/02/2026
Ananurnueckui Otuer No Jlata

Importing country
Crpana-uMnopTep

Russian Federation
Poccuiickas Pepepauns

API, manufacturer of API (Batch
No)

HaumeHOBaHHE AKTHBHOW
cyGcraHuny, NpOH3BOAHTEND
(Cepusa No)

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

Metponnnaason - Aapru Jparc Jlumuren, Huus (MTZ/25112772)

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

JI-Ne{000376)-(PT-RU)-101224

Manufacturer (all stages including
Release Quality Control)
[ponisoauTes (BCe CTALUH,
BKJIFOMAS BbINYCKAIOMINH KOHTPOIE
KA4ceTBa)

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

IOuuk apmacuiotukan JlaGopatopus (Otaenenne (Gupubl «/BK. b.
Kemukanc 311 Gapmacsiotaiance JIta»), Huaus

Site address

Ajpec npou3BOICTBEHHOH
IIOLIAIKH

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

Vuactok Ne 4, ®aza-1V, I'MJIK. Hunactpuan Hereir, [anom -
394116, Oxpyr bxapyu, Mnaus

Manufacturing license number
Homep NpoH3BoAcTBEHHOI THUEH3HH

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

Storage conditions

Ycaosust XpaHCHUA

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

Tpu temmeparype He sbitie 30 °C B 3aLIHIECHHOM OT CBETA
Mmecte. He saMopakuBarts.

Shelf life (Storage life)
Cpoxk roaHoct (Cpok xpaHeHu)

3 years
3 rosa
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QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
[OKA3ATETH KAYECTBA PE3YJILTATDI HOPMBI (JONYCTUMBIE MPEAEJ1bI)
Appearance Light yellow transparent Colorless to light yellow transparent solution
(visual inspection) solution
Onucanne TMpospaunsii [Ipo3paunbiii pacTsop 0T GECLBETHOTO 0 CBETIIO-
(suzyeanitoni Memos) PACTBOP CECT/I0-XKENTOTO JKeNTOro 1BeTa

LBeTa

Identification
HaenTugurauns

A. Metronidazole
HPLC

A. MerpoHuaazon
BIHKX

B. Sodium

Qualitative reaction (EEU
FPh.}

L. Harpnit
Kaueemeernrius peacytis
(PEADC]

Keeps requirements

Brigepixupaer TpeBORAHHS

Keeps requircments

Buiepausaet tpedoBaHm

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
Bpems  yAepAKHBAHHA OCHOBHOIO ~ MAKA  Ha
XpOMAaTOrpaMMe  MCIbITYCMOrO  PacTBOpa  JIOJIKHQ
COOTBETCTBOBATR  BPCMEHHM  YAEPKHBaHUA  MHKA
METPOHHIA3074 Ha XPOMATOrpamMMme CTAHIAPTHOTO
pacrteopa.

| Formation of a dense white precipitate with potassium

pyroantimonate solution.

(Q6pajoBaHue NIOTHOrO OCaika OeNOro UBeTa ¢ Kanus
NUPOAHTHMOHATA PACTBOPOM.

C. Chlorides ; ; 18U A a3k :
Qualitative reaction (BP) Keeps requirements Formation of white curdy precipilate with silver nitrate
B. Xnopust solution.

Kauecmaennan peaxyus: Buizepiupaer TpeGonanus | OGpasosanne  Genoro  TBOPOMMCTOrO  ocaika ¢
(bp.®) ] pacTBOPOM cepelpa HHTPaTd.

pH 5.8 451070

(potentiomelric)

pH 5.8 ot 4,5 10 7,0

(nomenyuomempuieckitl)

Extractable volume 102.00 mL Not less than the nominal content

H3pnekaemslii adbem 102,00 mu He MeHee HOMHHA/IbHOTO

Bacterial endotoxins
BaktepHabHbIE
IHAOTOKCHHBI

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

Not more than 0.35 EU per | mg of metronidazole
He Gonee 0,35 LD na | Mr meTpoHHAA3012

Sterility

(Membrane filtration)
CrepuibHOCTE
(uemon Memopankou
gnLismpayn)

Sterile

Crepuibiblii

The solution should be sterile

Pactrop f0JiAeH ObITh CTEPHITBLHBIM

Abnarmal
toxicity
AHOMAJIBHAR
TOKCHYHOCTh

Nontoxic

HerokcnuHali

The solution should be nontoxic

PacTeOp 10IDKEH GbITh HETOKCHUHBIM

Particulate matter
MexaHH4eckne
BR/IIOYEHHS

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

- BHuMble 4acTalbl
(Memooduka npouzeodumenst.
Buzyvaneiotu Memad)

Keeps requirements

Brizepaunpaer TpeGOBaHHA

In accordance with the requirements

B coorBeT¢TBHM ¢ TpeOoBaHHAMH
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- Hepunymble HacTHLbI
(cuemmno-
gomomempuieckui)

7.0 Ha onH (IaKoH

0.0 Ha 0aHH GNaKoH

YacTnue! pazveponm = 10 MkM:

YacTuisl pasMepoM = 25 MKM:

QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS}
| HOKASATE.TH KAMECTBA PE3YJIbTAThI HOPMBI (1OTTY CTUMBIE MTPEALETBI)
- Sub-visible particles Particles > 10 pm: - Particles = 10 um - not more than 6000/ bottle
(Photometric count) 7.0 per bottle
Particles = 25 pm: - Particles = 25 pm - not more than 600/ bottle
0.0 per bottle

- Yaoruust pazMepon = 10 MEM - He Gouee 6000/ dprakou

- YacrHisl pasMepom = 25 MM - He Gonee 600/ hnakoH

Degree of coloration

LiBeTHOCTH

Keeps requirements

BoijepanpaeT TpeGoBaHHA

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

Qkpacka pPacTBOPa He JOJIHA NPEELILLATSL JTAN0H 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 [

(Crexmpoghomorempus)

MMpo3paunocTh BrijepiipacT TpeOoBaHHA PacTBOp AonzKeH GBITh MPO3PatHBIM HIH ONANECTEHLI

(REAIC) PAcTBOpA HE JOJDKHA MPEBbILAT ONANECUSHLITIO

8 sTaNoHa |

Impurities 0.03 % Metronidazole impurity A — not more than 0.15 %

HPLC 0.00 % Any other unspecified impurity — not mare than 0.15 %
0.03 % Total impurities — not more than 1.0 %

Mpuviecu 0.03 % Mpumech A MCTpoHIIaz0na — He Gonee 0,15 %

BOKX TMioGast apyras HeHACHTH(HIMPOBAHHAR [[PHMECL — HE
0.00 %% Gonee 0,15 %
0.03 % Cywma npumecei — ne Gonee 1.0 %

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

(Spectrophotometiy) should not exceed absorbance of the standard solution

HUTpHTHI BrigepskuBaet TpeGoBaii Onrtuueckas MAOTHOCTH MCTBITYEMOTO pacTROpA 1PH

IMHe BOAHBI 524 HM  He JOMKHA NPCBRILATE
ONTHYCCKYIO TIOTHOCTh CTAHAAPTHOrO PACTROPA.

(mumpime mpuseciitii)

T.¢. 7,885 mr/mn

Assay

KonnuecreeHnoe

onpejeneHne |

A. Metronidazole 101.2 % 90.0% to 110.0% of nominal content

HPLC i.c. 5.06 mg/mL i.e.4.50 mg/mL to 5.50 mg/mL

A. Merponnaason 101,2 % ot 90,0% a0 110,0% 0T HOMHHAILHOTO COAEPHAHNHA
BIVKX 1.2, 5,06 Mr/Mn T.e. 0T 4,50 Mr/mn 1o 5,50 Mr/mn

B. Sodium chloride 99.8 % 95.0% to 105.0% of nominal content

(Titrimeiric) 1.c. 7.885 mg/mL i.e. 7.505 mg/mL to 8.295 mg/mL

B. HaTpus xmopua 99.8 % ot 95,0% 1o 105,0% 0T HOMHHATIRHOTO CONSPKAHNA

r.e. o1 7,505 Mr/ma 10 8,295 Mrivn

Sturﬁge condifions
Yc0BHA XPAHEHHHA

At a temperature not exceeding 30 °C ina place protected from light. Do not freeze.
IIpu TeMuepaType He Bbnuc 30°C D 3aUHIIEHHOM OT CBETa MECTE. He 3aMopakuBaTh.

Shelf life (storage life)
Cpok roiHOCTH
(Apanenns)

3 years

|3 rona

The above sample complies with the prescribed standards of quality

Bhiineykasanibiii 0Gpa3ell CONTRETCTBYCT yCTAHOBC
I hereby certify that the above information is auth
quality control at the above-mentioned site in full
and the requirements for quality control
processing, packaging and analysis records were r
Hugrosims 1 noATBCPIKIRI0, Y10 NPHRE/
VIIAKOBKY (MapKHpOsKy) H KOHTPOM KAYCCTBA) 1a BLINCY KA3aH
HAJICIKALICH NPOH3BOACTBEHHOR MPAKTHKH Espasniickoro 5K0H
TAKKE B CODTHETCTBHH CO CreH(HERLIAMEL, COACPKAILAMICH B P
H YCTAHOBIICHO HX

Jrhy)
QUALITY CONTROL MANAGER
MEHEZKEP ITO KOHTPOJIHO KAHECTBA

auATMIyY  NPOBEPEHEL,
IKOHOMUHECKONO CO03a.

i
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1 of medicines and with the specifications in the Marketing Authorisation of the importing country.
eviewed and found to be in compliance with GMP of the Eurasian Economic Union.

ennad peine widiopMAINA SBISTCA I0CTOBEPHOM H TOUHOM, TTA cepra NPO/YKLIT POHIBEACHA (BRI HAA
HO#l IPOH3BOICTREHHON IIOLIANKE B TIOTHOM COUTBETCTBHN ¢ Tpebopamami TTpasi
OMIHELKOIC CO03a W 'rpeﬁunaummu KOHTPOAA KAUCTTRA JIEKAPCTREHHEIN CPCIIETH, il
CTHETPALIOHHOM 0CKE CTPANLI-HMIIODTEPA. Sanuck No IPORIBOICTBY, YIAKOBKE H

HHEIM CTAHLapTaM RavecTRa
entic and accurate. This batch of product has been manufactured,

compliance with the requirements of Good Manufacturing Practice of the Furasian Feonomic Union

including packaging/labelling and

Lhe batch

QOTBETCTEHE T;gé-oaannw INpapnn  HALIEWALEH NPOMABOICTBCHHOM  1IPaKTHE Lpasuiierkoro
!

g A TM-)'\U"\ Y0 2]
QUALIFIED PERSON
YIOJIHOMOYEHHOE JINLLO




000 «HOHUK DAPMACBLIOTUKAI IABOPATOPU3»

KOpuanyeckuil agpec:

123058, r. Mockea, MyHUUMNanbHbIA OKpyr [1pECHEHCKOrO BH.TER.I.
yn. Epecrckan 2-8. aow 9, ctp.1, nom. 11

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

WHH/KMN 7703550219/771001001

OrPH 1057746834420

Hoprsepwienne cooTReTCTERA

BEO3IHMOTD JERKADPCTECHHOTQ ﬂpcnapaTa TpcﬁoBa]]ﬂﬂl{,
¥CTAnoBpJICNNLIM OPH €10 FOCYDRDCTBEIIIKOﬁ PerHcTpalnuH

Ne 1865 o1 4. 042026

Cornacrio INocranopnerus | pasarenseroa PO o1 31.05.2025 Ne815 «O nopsiake BBOAA B TPAKIAHCKHH
000pOT TeKAPCTBEHILIX CPeICTD /1A MeHLHIICKOTO MPHMEIeIIHA».

TDPI"ORGE! HAMMEHORAHHL

Merporna®

MexIyHAapO/JHOE HEMATEHTORAHHOE
HAHMEHOBAHHE (IPYIIIHPOROUHOE
WTH XHMHYECKOE)

MET‘pﬂHE‘U’lHHUJI

JlerapcTnernman dopMa

PAcTBOp s HEGY3HiT

Jlosrposka 5 Mr/ma
PopmMa BRITYCKa PacTROP Ut uaQivani 3 mr/v
(thaakon) 100 Mo x 1 (nauka kaproudas)
Howmep cepun 1IX26037
O0beM cepru 37282
JTATa RRINYCKA. 02/2026
I'oden oo 01/202% (31/01/2029)
HammeHoearue u aapec Unique Pharmaceutical Laboratories (a division of “I. B. Chemicals and
TIPOU3BOINTELA Pharmaceuticals 1.td.”), India

(Bce cTazuu NpoH3BOICTBA)

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

HOmuk WapmacetoTakan Jlabopatopuz (Otaenenne dupssl «Jx. b, Kemuraic
301 PapMaceroTHKANC JITa ), HAgna

Humam Centep, Kpeino “b”, 4 stax, Xuun Caiizn Poys, Bopnu, Mymbaii
400030, Menus -

Site address
Agnpec nponsnoacToernnoi
TAQMIATKH

Plot No. 4, Phase IV, G.1.D.C. Industrial Estate, Panoli - 394116, Dist. Bharuch,
India.
Vuactok M 4, ®asa 1V, [ K. Muaactpaan Herefit, IManonu — 394116,

s g
OKpyr bxapyw, kiioua

Homep u para perdeTpaqMoHHOTO
YO TOBCPEHIS

JITT-Ne(000576) -(PT-RU) ot 16.02.2022

IToMep HOPMATHBHOH NOKYMEHTAIMH

HauMenopanme 1 adpec aepaxaTeln
PETHCTPALIMOHHOTO YIOCTOBePEHHS

JITT-Na(000576) (PT-R1J) -101224

Unique Pharmaceutical Laboratories (a division of “I. B. Chemicals  and
Pharmaceuticals 1.td.”), India

Neelam Centre, "IB" Wing, 4-th Floor, ITind Cyele Road, Worli Mumbai 400030,
India

10mnk DapmaceroTaran Jadopatopus (Oraeneune dupmer «lx. B, Kemukane
aHn apMackoTHRANe T, »), HHous

Hunam Centep, Kpeno “BE”, 4 araw, Xuwy Calikn Poya, Bopnm, Mymbaii
400030, Mraus

C ypakenmem,
JuksugaTop

000 «HHuk PapMacLOTHKAT JIadopaTopuin

Pynuunuenro C.B.




