UNIQUE PHARMACEUTICAL LA BORATORIES
IOHHK ®APMACBHOTHKAJ JIABOPATOPH?3
(A division of «]. B. Chemicals & Pharmaceuticals Lid.»)
(Oraenenne gupmnt «Jlx. b, Kemukanc s Bapmackiorikane Jita,»)
Bopan, Mym6Gaii 400 030, Higaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIU3A
QUALITY CONTROL DEPARTMEN]
OTJIEJT KOHTPOIH KAYECTBA

Name of the product

Hanmenoranue npenapara

Metrogyl® solutivn for infusion, 5 mg/mL (bottle) 100 mL x 1
(earton)

Metporna® pacTeop aaa nudysuit, 5 mr/ma (gaakon) 100 ma x 1
{nmauka kapronnasn)

Registration certificate number
and date
Homep u nata Perucrparmonnoro

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

JOCTOBEPEHHA
Batch # 11X26080
Cepug No
Manufacturing date 0372026 Valid to 02/2029
/Jlata nponssoncrtea l'oj1eH 10
Analytical Report Ne 17FP26000638 Date 04/04/2026
AHaimtuueckuii Oruer Ne Jlara

Importing country
Crpana-umnoprep

Russian Federation
Poccuiickas esepanus

API, manufacturer of API (Batch
No)

HaumeHoBanm1e akTHeHO
C}'ﬁCTaH LHH, npOHSBUJ.lH‘I'EJIb
(Cepus No)

Metronidazole - Aarti Drugs Limited, India (MTZ/2511 2772)

Merponnpason - Aapru Jparc JTumures, Mnmis (MTZ/25112772)

The analysis was carried out
according to Normative document
AHalius Bbinosnen no HJT

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

Manufacturer (all stages including
Release Quality Control)
[Mpoussoanrens (Bee cragun,
BKJIQYAA BLIIYCKAIOLIKIT KOHTPOIL
KauecTnd)

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

HOnnk ®apmaceiotukan JlaGopatopus (Oraenchne dupmel «/bx. B
Kemuxanc sup dapmacuioruianc Jtn»), Muans

Site address

Anpec npoussoncTBeHOH
LLIOLAaIKH

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

Yuactok Ne 4, dasa-IV, TM LK. Wupactpuan Hereiir, [Manony -
394116, Oxkpyr Bxapvu, Hiims

Manufacturing license number
Homep nponseoncTsenuoii nuiessnu

3/28D/MVP-9 GMP certificate No. GMP/EAEU/RU/02297-
GMP ceprudurar Ne 2025

Storage conditions

Yenosua xpanenus

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

[Tpu remneparype ne Bbime 30 °C B 3aMMLICHEOM OT CBeTa
mecre. He 3amopakniearts.

Shelf life (Storage life)

3 years

Cpok roanocrn (Cpok XpaneHus) 3 rona
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A. Merposnaazon
BIIKY

B. Sodium

Qualitative reaction (EEU
*h.J

B. Harpuii
Kauecmeenviast pedaxiyus

(@PEADIC)

C. Chlorides
Qualitative reaction (BP)
B. Xnopuabi
Kawecmeennan peasitun
(hp. )

BLIHBP)KMBH.C’]' 'I]JC‘SOEE.HMH

Keeps requirements

Brigepxunaer Tpebopanmsa

Keeps requirements

Buinepxupaer rpeSosanns

| pacTBOpOM cepedpa HHTpPaTa.

QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
NOKAZATEJIN KAYECTBA PE3YJIbTATHI HOPMbI (1ONYCTHMBIE [1PEJAEJbI)
Appearance Light yellow transparent Colorless to light yellow transparent solution
fvisual inspection) solution
Onncanne [Tpospauneiit lIpospaunblii pacTBop 0T OECLRETHOrO 710 CBETIIO-
(@usyansitor Memoo) PAacTBOP CBETIO-KENTONO | 5KeNTOTO LBeTa

L{BeTA
Identification
HiaeHTHOHKALNA : 4
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.
Bpemn  ynepikuBaHus  OCHOBHOTO  [MKAa 1A
XPOMAaTOrpaMMe  HCTBITYEMOIO  PaCTEOPA  JI0IKHO
COOTBETCTRORATL  BPEMEHM  YISPAKHBAHUA  [HIKA
METPOHMAA30Ma  HA  XPOMATOTPAMMe  CTAHIAPTHOrO
pacTsopa.

Formation of a dense white precipitate with potassium
pyroantimonate solution,

O6pajosanne n1oTHOTO ocafka Genoro LUBETA © KalMA
NHPOAHTHMOHATA PACTBOPOM,

Formation of white curdy precipitate with silver nitrate
solution.

OGpasosanne  Genoro  TBOPOKHCTOrO  OCRlka ¢

pH 39 451070

Q‘JUH’J]HMf!t’.”‘n"[',l

pH 59 014,510 7,0
(nomenyuomempuyeckut)

Extractable volume 102.00 mL Not less than the nominal content
Hssaexaemblii 0Gbem 102.00 ma He MeHee HOMHHAILHOTO

Bacterial endotoxins
Bakrepuanuunie
JHIOTOKCHHLEI

Less than 0.35 EU per 1 mg
Menee 0,35 ED Ha 1 Mr

Not more than 0.35 EU per | mg of metronidazole
He Gonee 0,35 ED na 1 mr metponngazona

Sterility

(Membrane filtration)
Crepuanhocers
fatemad Memoparnoir

Quavmpain)

Sterile

CrepribHbLi

The solution should be sterile

PaCTBOp J0JKEH ObITh CTEPHIBHBIM

Abnormal
toxicity
AHOMAILHAS
TOKCHYHOCTH

Nontoxic

HeTokenuHblit

The solution should be nontoxic

PHCTBD]J JoKeH GBITE HETOKCHUHbIM

Particulate matter
Mexanuueckne
BKJIOYEHHS

- Visible particles
(In-hrouse method Visual
faspection)

- Buanmeble vactuus
(Memodisxa npouseooumen.
Busyanensin memod)

Keeps requirements

Buiaepausacr rpeGosanns

In accordance with the requirements

B cootperctenu ¢ TpefoBaHHAMM
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QUALITY P,\R.?Ail':;’l‘ijl‘i.s RESULTS [ NORMS (PERMISSIBLE LIMITS)
| TOKAIATE N M_f“fﬁ I'BA PE3YJILTATHI HOPMbI (I0NYCTHMBIE IPEIEJIBI)
- Suh-\rlSlble particles Particles > 10 um: - Particles 2 10 um - not more than 6000/ bottle
(Photometric coung) 0.0 per bottle

Particles = 25 um;
0.0 per bottle
HacTnut pasmepom 2 10 mim: | Hacriuwt pasmepom 2 10 Mk - ne Sanee 6000/ hnakon
0.0 Ha oun pmakon

y- g o
lacTiub pasmepom =25 nkn: | HacTHUSE pasmepom > 25 Mk - e Goree 600/ drakon
0.0 na oaun paakon

- Particles 2 25 um - not more than 600/ bottle

- Hesuaumsie vactup
(cyemuo-
d;anm_.m'mpuleermu})

Degree of coloration Keeps requirements The degree of coloration of the solution should not
exceed the degree of coloration of the reference solution
GYs
| LipeTHoCT) Bruiepxipaer tpefioranng Oxpacka PACTBOpa He 10/DKHA MPEBLILLATH HTanor GY¥i .|
Clarity Keeps requirements The solution should be transparent or the opalescence of
(EEL Ph ) the solution should not exceed the opalescence of the
reference solution [
Mpospaunoern Briepskupaer TpeGosanma Pactsop aomken Guith MTPO3PAYHEIM HIH OLanecue s
(BEATC) PACTBOPA HE JOMKIA NPEBLILATEH ONATeCUCHLHH
Jranosa |
Impurities 0.03 % Metronidazole impurity A — not more than 0.15 %
HPLC 0.00 % Any other unspecified impurity — not more than 0.15 %
0.03 % Total impurities — not more than 1. %
Ipumecn 0.03% MMpumecs A MeTpoHnAaszona — He Gonee .15 %
BIKX JlioGas apyras wenmentnuunponanmay npHMecs — He
0.00 % Gonee 0,15 %
= 0.03 % Cymma npumeceii - we Goaee 1,0 % =)
Nitrites Keeps requirements Absorbance of the test salution at a wavelength of 524 nm

(Spectrophotometry) should not exceed absorbance of the standard solution
Hutpure Buiiepusaer rpeGosanms Onrnyeckas miorHocTs HCHRITYEMOrO pacTBOpa 1pu
(Crexmpodhamonempiis) /UHe  BomHel 524 HM  He  nomKHa IIPCBBILIATH
i ] ONTHHECKYIO NIOTHOCTh CTAKIAPTHOIO pacrsopa.

Assay

Koanuecrsennoe

anpenencHue

A. Metronidazole 98.5% 90.0% to 110.0% of nominal content

HPLC ie. 4.92 mg/mL i.e. 4.50 mg/mL 10 5.50 mg/mL

A. Merpounaaszon 98.5 % ot 90,0% 5o 110,0% or HOMHHAIBHOTO CcosepskaHiny

| B2KY T.¢. 4,92 Mr/man T.¢. 01 4,50 M/ 210 5,50 M/ ed
B. Sodium chloride 99.0 % 95.0% to 105.0% of nominal content

(Titrimetric) i.c. 7.820 mg/mL i.e. 7.505 mg/mL to 8.295 mg/mL

b. Harpua xaopng 99,0 % 01 95,0% 10 105,0% 0T HOMUHANLHOTG cojlepkanng
('ﬂfi"?Pii-W”’P”"'"C’f”’?) 3 T.€. 7,820 Mr/mn 1.6 0T 7,505 mMr/mn 10 8.295 mr/mn

Storage conditions Al a temperature not exceeding 30 °C in a place protected from light. Do not freeze,
Yenorun xpanenns Tpy Temiieparype ne poiwe 30°C & 3AUHUEHHOM OT CBETA MecTe, e samopawnsar,,

Shelf life (storage life) 3 years

Cpok roanocrn

[xgauemm! 3 roga

e ubove sample cumplies with the prescribed standards of quahty

Buimeykmannsii ofpaser, cootnercr BYCL YCTAHORACHUBIM CTAHAAPTAM KAMCCTRA

I hereby certify that the above information is authentic and aceurate. This batch of product has been manufactured, including packaging/labelling ang

quality control at the above-mentioned site m full compliance with the requirements of Good Manufacturing Practice of the Eurasian Economic Umicn

and the requirements for quality control of medicines and with the specifications in the Marketing Authorisation of the importing country. The batch

processing, packuging and analysis records were reviewed and found to be in compliance with GMP of the Eurasian Economic Union,

Hactosumm g NONTBCPKIAKY, YTO NPUBEICHHAS BhILIC HipopMaung aRngeTey LocTonepuot u Tounol Jra cepua NPOAYKUHE NpOM3BeAcHa (BRIIOYAn

YOAKORKY (MAPKUPOBKY) 1 KOl ITPOAL KAYCCTBA) HA BEILICYKA3AHHOT HPOHIBOICTBEIION IIONLAZIKE B IONHOM COOTBCTCTBHH € TPeBoBAHN M1 Ipavin

HALIEKAULEN NPOMIBOICTBEHRON NpaiTHRY Espusilickoro sxonommieckorn COIIE 1 TRESOBANMAMH KOHTPOIH KAYSCTRR JICKAPCTBCHHRIX CPEACTE, a

TARIRE B COOTBETCTBHN co coeundinRamay, COACPHRALLAMHCH B PETHCTPALHOHHOM A0CLE CTPAHBI-UMIIOPTEPA. 3anuen 1o npowseoae) BY, YIAROBKS 1

AHAWRY  TIPOBENCHLL, W YCTAHOBAEHO WYX COUTBCTCTRIG  TpeCoBanmam  TIpaRH  mamiesanicii TPOHIBOACTBEHHOR  npaxTig l;‘b}bm IHICKOTO

IROHGMHMCCKOT D COKRY3A. '} u -
oyl @ aed | gy Anhun B

QUALITY CONTROL MANAGER (P { QUALIFIED PERSON

MEHEJZKEP 110 KOHTPOJIIO KAYECTRA :? YIOJUHOMOYEHHOE JHUO
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000 «HOHUK PAPMACELTUKAN NABEOPATOPU3»

HOpuandeckmin anpec:

123056, r. Mockea, MyHULMNAnbHEIA okpyr MpecHeHCcKoro eH.Tep.r.
yn. bpecTckas 2-7, gom 9, cTp.1, nom. 1/

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

MHH/KIN 7703550219/771001001

QIrPH 1057746834420

HD,[[TBC[]}K,!CHHC COOTBCTCTEBHA

BEO3AMOI0 JIEKAPCTBEIOro Npenapara TpeGosannam,
YCTAHOB.IEHHBLIM TIPH €0 FOCYIAPCTBEHHOM PerdcTpAINI

Ne 1882 o f¥. o¢ 2026

Cornacho IMocrasoenenns Ipaeureisciea PO o1 31.05.2025 Ne8 15 «O nopslike BBOIA B IPARIAHCKHIA
UﬁUpO'l' JLCKH.IJC'I‘BE.HHI:IK CpeacTs 1A MENHIHHCKOIO [IPHMEHECHHWA .

Toproeoe HauMeHOBAHE

Merporua®

Me:zxaynaponoe IenaTeNTOBaHHOE
IauMeTIoBalie (IPyIIHPOBOTHOE
HITH XHMHIECKOe)

Mertponraazon

JlexapcrsenHan gopma

pacTeop ans uHdysni

Jo3HpoBKa 5 Mr/mn
QopMa BLITYCKa pacTBOp A HHPYIHi 5 MriMn

(thnakon) 100 v x 1 (na4Ka KapTOHHAA)
Homep ceprn IIX26080
D6rev cepun 37762 1
JlaTa BoImycka 03/2026
Toaen oo 02/2029 (28/02/2029) -
HaumeHnoraHueg 1 aapec Unique Pharmaceutical Laboratories (a division of “J. 13. Chemicals and
NPOUZROAHTENS Pharmacenticals Ltd.”), India

(Bee craiun NporsRQ/ICTRA)

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

IOvuk @apmackioTakan Jlabopatopus (OtaeneHue pupMel «JIx. B, Kemmkanc
3 PapmackroTHianc JITa.y), Meaus

Hunam Cenrep, Kpruto “B”, 4 stax, Xunp Cakikn Poyn, Bopan, Mym6aii
400030, Vuaus

Site address
Aipec NMPOHIROJACTREHHOM
TOHEAKH

Plot Na 4, Phase — IV, G LY O Industrial Ustate, Panoli - 394116, THat Bharuch,
India.
Yuactok Ne 4, @asa — 1V, "M LK. Manactpuan Heretir, Tlanoms — 394116,

| Oxpyr hxapyu, Huanng

HoMep 1 aTa perHCTPaIHOHEOTO
YIOCTOREDEHHAS

| JI1-Ne(000576) «(PT-RU) ot 16.02.2022

HoMep HOpMaTHBIOM AOKYMEHTALHI

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

HaumMcHOBAHKE | ':LL!,PUC JCPWATCENH
PErACTPALHOHHOTO YIOCTORSPCHIA

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

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

HOmik Papmacewrmmkan JTaGoparopus (Omenchne pupmen «JTx. B, Kemukaice
3ny, Papmacewrrurane JTr), Hauans

Hunan Cenrep, Kpsuio “B7, 4 srax, Xudy Cafikn Poyy, Bopuw, MymGaii
400030, Huammst

C yBaikeHHEM,
JlurBHaATOp

000 «Hnuk Mapmacswrukan JlaGoparopuz»

Pyannuenkxo C.B.




