UNIQUE PHARMACEUTICAL LABORATORIES
IOHNEK @APMACEIOTHEAJ JJABOPATORH3
(A divigion of «J. B. Chemicals & Phurmaceuticals Ltd.»)
(Oraenenne dpai «/Uk, B, Kesnwanc aua PapMucsiorikane JHa )
Bopaw, Myasdan 200 030, Hizws - Worll, Mumbai 400 030, [ndia

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJH3IA
QUALITY CONTROL DEPARTMENT
OTAEN KOHTPOMA KAUECTBA

Name of the product

[HausMenosanie npenapara

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

Merporua® pacreop ans undiyamii, 3 mr/va (paaxon) 100 ma x |1
(nauEs KAPTOHNEAN)

Registration ceniﬁca‘m number
and dale
Homep v aara Pernerpationtoro

JIL-Ne(000576) -(PI-RU) or 16.02.2022

VIOLTOBRSPEHMA
Bateh # 11X26019

Cepig Mo

Manutacturing date 01/2026 Valid o 12/2024
Jara npouseoactea ["oaeH 10

Analvtical Report Mo 17FP26000264 Date L7/42/2026
Ananurgacckuii Orser No lara

Hausmenosarane aktuanodl
cyBCTARLIN, NPOUIBOANTENE
(Cephs Noj

Impuorting country Russian Federation

Crpang-umuoopiep Poceniickan Wenepaus

APL manufacturer of API (Bateh | Metronidazole - Aarti Drugs Limited, India (MTZ/25082248)
No)

Merponngaaon - Aapti Hpare Jlamuren, Magun (MTZ/25082248)

The analysis was carried out
ageording to Normative document
Ananuz asnonnes mo HI

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

Manufacturer (sl stages including
Release Quality Control)
[pamsnofireds (sce cramim,
BRTIHIHHN Iiblllyﬂlmlﬁul.llil ROHTPONB
KilMec i)

Unigque Pharmaceutical Laboratories (A division of 1. B, Chemicals &
| Pharmaceuticals Lid.), India

0nuk Wapmaceotsan HaGopatopus (Orenenne (Gupmbl ¢/l B
Kemuiane any Dapyacuiotakanc T »), Mians

Site address

1]
Anpec npoHIROACTREHHON
TENOUL KN

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

Yuaerok No 4, @asa-lV, TH LK, Hunacrpuan Herefir, Manony -
394116, Okpyr Bxapyy, Hunux :

Manufacturing license number
Houep nposzaoncrseniod Nuiein

G/ZBDILVP-9 GMP certificate No. GMP/EAEL/RUAZ2Y7-
GMP ceprudurar No 2025

Storage conditions

Venorust xpaHeHus

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

[Ipn Tesmeparype ge Brimne 30 °C B 3aIMIADEHIOM 0T CBCTA
MmeeTe, He lamopassusats,

Shelf life (Storape lite)
Cpor roasocty (Cpox xpanens)

3 vears
3 roma

Crpasnna 1 w3 3




AL Mepormmin
BIAX

B, Sodium

Cualinartve reaction (Bt
Fie)

B, Harpuii
Kasecpaennas peasiyus

(BEAIC

€. Chlorides
Qualitatve reaction (BP
B, Xnopuau

Brigepsinaaer TpeGosdnus

Keeps requirements

Batepsnsner peGosinma

Keeps requirements

QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
HNOKAIATERH KAYECTBA PE3Y.ALTATLI HOPMB! (TONYCTHMBIE [IPEIEBI)
Appearanec Light yellow wansparent Colorless to light yellow transpareni solution
(visual tuspection) solition
Onnea i Mpoapusinii Tlpoapauieii pacTeop oT GECURCTHOMN 10 CHETIIO-
feuavaThini ention) PACTROP CRETNO-HENTOIO HETOTO LUBETA

LBETH
Identification
Haentnguxams S—
A, Metronidazole Keeps requirements The retention time of the main peak in the chromatogram
HPLC 5 obtained with the test solution should correspond to the

retention time of the metronidazole peak in the
chromatogram obtained with the standurd solution.
Bpoms  ylepkWBaIHMA  OCHOBHOTO  THKR  Ha
X[OMOTOTPUNMME  MCHLITYCMOTO  DACTDOPA  AOIBKHD
GW'TKH'IC[“HQMT}: DPEMEMII _}’.I}CP)KHI'H[HHH TIHEKD
ML‘-T'FUHII}JJ!JBHH 1 X‘pDhIﬂle‘]JElMMG U‘lmﬂmp'ﬂ[u["ﬂ
pucTBopL.

Formation of a dense white precipitate with potassium
pyroantimonate solution.

OOpaioRAHNE THOTHOIO OCalka Gelloro UDETa © Kaaul

NHEORHTHMONETH PACTUOPOM.

Formation of white curdy precipitate with silver nitrate
solution.

Kavegmesnnen peasyus Beytepwusaer TpeGosayna | OGpaiosanye  GEAOF0  TROPOANCTOTO  OCANKA O
fhp.p) pucTBOpoM cepedpa HifTpaTa.

pH # 5.9 4.5107.0

(poignitometric) |

pH 59 ord,5 10 7.0

(nantengitoemp utrEKnil)

Extructable volume 102,17 mL Mot fess than the raminal content

Hawieraembii 00bem 102,17 mn He menee nosmuiaiLiore

Bacterinl endotoxins
BakTepunisiiie
HAOTORCIHIL

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

Not more than (.35 EU per | mg of metronidazole
He Gonee 0,35 ED ua | MrMerpoHis1aiona

Sterility

(Membrane filtration)
Crepniinnoets
fheman seadpaniod

QHN B

Sterile

Crepunihui

The solution should be sterile

Pacinop n0iikeH SLiTL CTEpHNEHLIM

Abnormal
toxiclty

ABONLILHH

Montoxic

HerakeHyHui

The splution should be nontoxic

PacTsop Zo#eH ORITh HETOXCHYHBIM

| TURCHNHOCTE
Particulate matier
Mexanpseccrie .
RELHOSE HITH

- Visible particles
{Ieshouse method. Visual
ingpietion)

- BHAHMLIC YACTHLb
(Mentafuia npeimodumeis
Buryannniit senod)

Keeps requirements

Brinepxusaet Tpebosanng

Inaccordance with the requirements,

B coomREICTRIK C TPeGODANKIMEI
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QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
HORASATEIH KAMECTEA PE3VJILTATHI HOPMBI (IONYCTHMBIE [1PEEILI)
- Sub-visible purticles Particles 2 10 pum: I Particles = 10 pm - not more than 6000/ bottle
(Phatomeiric count) . 0.0 per boutle

Particles =28 jpm: ' = Particles 2 25 pm - not mare than 600/ bottle
0.0 per bottle |

- CBMINNME ST | Yacriiug pasmepon 2 10 wkw: | = HaeTus pasmepon 2 10 a - He Gonee 6000/ (raroit

fovempa-
dromonempineerxuit) O s egunt hmxon

HacTHun paINepos =25 MKM: | - Yacriie: pasmepom 2 25 sk - Ho Gonee 600/ duiakoy
0.0 1ma oaun daaicon
Degree of eoloration Keeps requirements The degree of coloration of the solution should not
exceed the depree of coloration of the reference salution
GYs ‘
Lueruucry, . Balaepkisuer pedosu | Oxpacka pactuopa ne JOMEHA NpeanumTs atanol GY.
Clarity IKeeps requirements The solution should be transparent or the opaleseance of
(EEU Py the solution should net exceed the opalescence ol the
reference solution [
Ipospatmoery Buinepsunact peGonniis | PacTBop Z0M«ER GiTh MPOIPANERIM TH OTANECLENLIA
APEADC) PACTHEOPE HE NOTHKHL NPEBLIIATE OMISCLeIITG
| FriaHa |
Impurities 0.02 % | Metronidazole iinpurity A - not more than 0.15 %
HPLE 0.00 % Any other unspecified impurity - not more than 0,15 %
0.02 % Tatal impurities — not more than 1.0 %
5 ‘
I
Mpumecn 0.02 % | Npistec A setponnigazona - ue Sanee 0,15 %
BARY JioBas npyras HeuneuTHQHIMPOBALIAL HpiMect — 1@
0.00 % 1 Goaea 0,13 %
0.02 % | Cysima npkseced — ne Sonee 1.0 %

Mitriles Keeps requirements | Absurbance af the fest solution ata wavelength of 324 i
ISpectenphatamiry) [ should notexceed absorbance of the standard solution
1

Hirrpirraa Butiepshier tpedosating | OnTeoccian 110THOSTE MCNLITYEMOro pacToopa npn
Cnermpadhomasizmping) anime Bonmet 524 HM He  jomkmn NpeRLILNTH
Lot ; QUTHYECKYIO [MIOTHOOTE CTAHAPTHOND PECTRAD:L.

Assuy y |

Koanueersenunne [

ol pmlwu:mle !

A. Metronidnzole 100.3 % [90.0% to 110.0% of nominal contem

APLC i.e. 5.04 mg/mlL [.c. 4.50 mgfml 10 5,50 mg/ml.

A, Merpounaason 100,8 % 01 90,0% ng 110,0% o7 HoMuHLIkRATD CoepiKaulia
BIERX Te. 5.0d mefun e o1 4,50 Mr/Ma a0 5,50 M/

B. Sodium chlaride 9.7 % 95.0% 1o 105.0% of nominal content

(Titrimerric) Le. 7.873 mg/mL l.e. 7.505 mg/mL 1o 8,295 mg/mL

B. Harpus siopug 997 % o1 95,0% no 105,0% oT HOMHNIATLIOr copepiamy
(gmpsiempnecku) T.e. T.873 mr/ma T.¢. 0T 7,505 sr/mn no 8,295 yrimn

Starage conditions Ata temperature not exceeding 30 °C in a place protected from light. Do not freeze,

| Yenouus xpaenyst | Tpu Temueparype ne sbiue 30°C & sunmninicHHom ot caera mecte, He 3amopaisars,

Shelf life (storage life) |3 years
Cpok roauocri
{xpauenns) 3 roan

The abave sample complics with e prescrined smdards af quality
Buwicykirmmmmin olpaieil COUTRETCTBYCT YETUIORICHHBIN ©TUNSJTUM KEHUTTIY
Vliereby eerlify that the above information'ix authentic and securate This bteh of produst hus been nunuluctured, including packnging/lubelling and
suality control ub thi-uboviementioned site in ful] camplisnee with the requireinents of Gond Manutaeniring Pracsice of the Eurasian Bconomie Union
and the requirements for 'qnali?y conuol of medicines and with the specifications w the Marketing Authorisution of e importing eountry The batch
processing, packaging and analyais records were reviewed and fond to be in complianee with GMT of the Burgsiun Feoanomic Unien,

FIBETORUGIN # TIOXMERSE10. 410 DHBEEIIIAT BULIIE MUDOPNAIUNG SRARETEN SOCTOREPIHOM U TONHOR, Y Cepios HPOAYKIN! POINESIA (RO
YOAKOnRY: !iluplmpmm}'} 1L KOO KRHCETHA) Vi ey R i HPHETIDIET REUNOR HAIIWIKE B NOAHOM COOTRETCTRIN & 1pedonunmy [panin
HBILIEHILEH PLILBIACIOCIIOR VPl EaminfiEiora IDUGHINEEKTTD GOI030 i TheGORMIING| KOl TEOR FNCETH JCKIRCTIENIIX e,
TARKE B CONTRETCTRIN €O Clermdiknmisnma, COACPHANLIMHER 1 PEIHCTRAILIHHOM 00K CTRARB-HMLIOPTCPH 33nie 1o TPENOICETIY, YIIKOBRE It
WIAGISY LPORSPEHL, 1 YOIHOICHO UX COOTRCTETHNC TReBoRmBmM Hpanin  wviesnel  upoimsgicrsctioll npaknm Eopasidicrorn

TSRO ECROG EORTL ’ r
: sl Romay
%’M’“ QUALIFIED PERSON
‘.

U gainr)
¢ YITONHOMOYEHHOE JTHILO

QUALITY CONTROL, MANAGER ‘
MEHEJUKEP 110 KOHTPOJIIO KAHE {

' i
]
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000 «tOHUK mAPMAChIOTMKA.I'I NABCPATOPU3»

HOprawseCKrA aapec:

123056, r. Mockaa, MyHWLWNANEHKIA DKPYT TECHSHCKArD BH.TEP.T,
yn. Bpectekan 2-n, Aom B, cTp.1, nom. 1471

Ten/dake (498) 642-82.34 Ten, (405) 642.83-35

WMHH/KTIN 7703550218/771001001

OrPH 1057746834420

Moxree PEIABHIE COUTRETCTENS

BEOSHMULO JERAPCIBEHAOrO npenapara Tpefoeanms,
‘yCT'HHﬂBﬂEHBHH opu cro mqﬂﬂpmﬂnoﬂ perﬂl:'[pﬂ"'l:!ll

Nz 1859 ot 4. D€ 2026

&
Cornacro Toeranowienns Mpasirreimersa PO or 31.05.2025 Nef 135 «0) nopanke 5o01a b rpaskiancicuil
ofUPOL ACKRPCTRCHHRIY CPEAETE AT MEIHLUHHCKOTO NPHMEREHHAY.

Toprosoe HauMeHoRaMHE | Metporua ™
MescIynapolioe RENaTenTonanios | Mertpoduniazon
TaHMEloBaHIE (IPYNINpOEOHOE
I XHMITECKOE )
| Mekaporsennas dhopma pacToop A mmgyanit
Tosuponga ) 35 mu/mit o
Dopyva BLUTYCKA ’ pacTsop A nahy2i 5 mr/un
(hnnxon) 100 ma % | (TRYKA RAPTORHAA)
_ Howep cepiu 1026019 -
L Obmem cepun 37602
| et priryoia 01/2026
| Toged g0 12/2028 (31/12/2028)

HuMMUHOREHHE W AIPCC
NpOUHRROTE .
‘(Bee vramns npomsoncTaa)

L]

Uumigue Pharmaceutical Laboratories (a division of “J. B. Chemicals and
‘Pharmaceuticals Ltd."), India

Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Road, Werli Mumbai 400030,
Indin

i Papmocsioturan JTaGopatopus (Otaeacune dupmen «7Tw. B Kesuweie
ann GapuacwoTimanc Mras), Mnmmn

Hunawn Cerrrep, Kpuo “B”, 4 3tam, Xnun Caftin Poya, Bopau, MywmbGad

400030, Hmg

Site addiess
A IICE NPUHIKOUCTRCHAOR
TUIGLEK

L ]

Dot No. 4, Phase — I-V, G.LD.C, Industial Dstule, Punoli - 394116, Disl. Tharuch,
India.

VYancror Ne 4, Qan — IV, IHILKE Phwac'rpnan Herstit, [Tamonn — 394116,
Orpyr Bxapys, Hums: .

HoMep # Zata peructpanHosHOr:
YIOCTOREPEHH

JIM-Nu(000576) -(PT-RU) ot 16.02.2022

Howep nopueTnnnol nomeﬂmmm‘ J Jl'l'[ -Ne{000578) -(P[-RU) -101224

HauMeHOBRHNE 1 afipec ACPKATENR
| PErHCTRAUNCHHOTD YAOCTORSPEIET

Unigque Pharmaceutical Laboratories (a division of “J. B. Chemicals  and

| Pharmaceuticals Lid."”), India

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

Honux PapmacusoTukan JlaGopatopuz (Otnenckre fupse «Jhic. B, Kemmixane
| anz DapsiacsroTEanc JiTo »), M

| HumaM Cenrtep, Kpumo “B°, 4 3vaw, Xuwi Caoiien Foyr Bopmd, MymGai
’ 400030, Mums

C yBamcHICM,
JukemaaTop

Pyamnyenxo CB.



