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IQUE PHARMACEUTICAL LABORATORIES
HHE GAPMACBIOTHKAT TAGOPATOPRIS

(A divigion of «), B. Chemicals & Pharmaceuticals Lid.»)
(Gracnenne papu o/, B, Kewnmuie s hapsacsionime [1172.5)
Bopmi, MymGait 400 030, Hivws - Worli, Munibai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT
OTAEN KOUTRONA KAYECTEA

Name of the product

Haumeroranne npenapara

[ Metrogyl® solution for infusion, 5 mg/mL (botile) 100 mL =1
(cartun)

Merporin® pacrsop 2aa audiyaaii, 3 sme/san (Gaaron) 100 s x 1
{(ayKa KAPTOHHAN]

Registration certificate number
and date

Honep 1 JaTa Peruetpaiuoniors
yapSToncpen

JII-Ne(000376) «(PI-RU) or 16,02.2022

Batch # 11X25659

Cepus No

Manufacturing due | 1242025 Valid to 1172028
Jlamn npoHIBOCTRY l'oaen 10

Analytical Report Ne I7FP26000008 Date 164112026
Anmrndeeknil Oruer No JHara

Importing country
Crpana-nmnoprep

Russian Federation
Poceubickan Qenepaliid

APE manufacturer ol APL (Batch
Noy)

HaumeHonanue axriniof
C}"ﬁﬁTilHLlﬂH. HPDHHBU.'II‘[TL'JIE
{Copua Nu)

Metronidazole - Aarti Drygs Limited, India (MTZ/2307180%)

Merponaaos - Aapri Jipare Jusmeren, Migaus (MTZ/25071809)

The analysis was carried out
according to Normative document
Annana smonnen noe T

JITL-Ne(000576)-(PI-RUY-101224

Manufacturer (]l stages including
Relemie Quality Control)
[Mpogsomimoin (Boe CTRARNIL
BITIQUAA BRUTYCKIOULNIL KOHTPOIL
EAMECTHR)

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

1Onuk Bapmaciotnkan Jabopatopni (Oruenenne dupsur <l k.
Kemurane sna drapmacwiomakane Jhs), M

Site nddress

Aapec npouiroueroeion
TIONKH

Plot No. 4, Phase-1V. G.LD.C. Tndustrinl Estate, Panali - 3941 16, DisL.
Bharuch, India.

Yuactor Ne 4, dasa-lV, DHJLK. Muaacrpuan Hereiir, Manoay -
394116, Orpyr bxapyy, Husua

Manufacturiog license number
HOMEP HPOHIBOACTUEHIO JIHLEITHH

G/ABLVLVP-9 GMP centlficare No. GMPEAEURL/OIZ9T-
GMP cepridnear Ne 2025

Storage conditions

Yeaosus XpAHEHHA

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

[Tpu Temneparype He Bhine 30 °C B SAHTIEHHOM 01 CBCTA
secTe. He 3aMopaiKi BATE.

Shelf life (Storage life)
Cpor roaroeTy (Cpok Xxpanenna)

3 years
Jrosu

Crparnna 1 uz 3




DUALITY PARAMETERS RESULTS
HOKAZATEN KAUECTBA PE3V.ILTATLI

NORMS (PERMISSIBLE LIMITS)

HOPMBL (AoNYCTHM BIE UPEAETLD)
Culoriess to light yellow transparent salution

A, Merponnaaion
BARX "

1. Sodium ‘
Qualitative reaction (EEY
Ph)

B. Hatpuil
RivneenrounticR pEaRibis
(DEADE)

C. Chiorides
Cualitative reactien (B
B, Xnopi

Keeps requirements

Keeps requirements

BhilepaiBneT TReOORRHIA

Buraepikimact tpeloBnHis

Appearance Light yellow transparent
fuiswal inspection) solution
Dnycanne Tlpoypauni [Ipoapariikil pacThop 0T SECLECTHOTG A0 GeTao-
(et Migmo) [ROTEOP CBETAN-KENTOTO KENTOMO UBCTE
! ungTa e
ldentification
Maeryinirn s L.
A. Metronidazole Keeps requirements The retention time of the main peale in the chromatograi
Heee obtained with the test solution should cortespond to the

rerention fime of the metronidazole peak i the
chromatogram obiained with the standard solution.
Bpess  yISpWwuBamM  OCHORUOTO niEn ua
XPONATOrPIMME  NENBITYEMOre pacthops  A0JLKNO
CoTHATCTBONATE  RPEMENN  YICPKImHIE  niE
METPOHHARIONE  HR XpOMETOIPIMME CTAHARPTHOTD
pacTuopa.

Formation of a dense white precipitate with potassim
pyroantimonate solution.

Ofpasonaiie IIGTHOTO OCAAKD denora usel ¢ R

[IPOAHTIMARETE PACTBONOM.

Formation of white curdy precipitae with silyer nitrnie
solution.

Kavcomaennes, pakyus Bauepanae tpedosaniy | Ofpazonanie Senoro  THOPOMNCTOrD  wcsiEn €
ikp il pacTrepos cepelpa miTpaTa. I

pH 59 43w07.0

(patentiomcivic)

pii 59 ards a0 7,0

r{ﬁrrmzemttu'u.uemiumn-n-nﬁ) . : st
Extractable volume (02,17 mL [ Hot lass than the nomindl content

Msnteaennti afbes 102,17 sn e Melen HOMHHLITLIOTD

Bacterial endotoxing
BagrepHaabunie
| JUAOTORCIIE]

Less than 0.33 EU per !

mg

Menee 0,35 ED ua | Mr

Not more than 0.33 EU per I g of metronidazale
He Sanee 0,35 ED ua 1 M MeTpolRazala

Sterility

(Membran filtration)
CTepn/iLIneTL
[ MeAtaiRal
| hnrninipetifitic)

Sterile

Crepuanni

The solution should be sterile

Pactiop A0MKCH DhITh CTEPIITEHRAM

Abnormal

toxicity "
ANOMANLEHAH
TARCHINDETh

Nonloxic

HeToreus st

The solution should be nontaxie

| Pacrnop AGmECH OuiTl HETORTHHHLIM

Particulnie matter
Mexannugern
BREIIDYEHNH

- Visible particles

finstouse method. Visual
inspection} ¥
= BitiiiMble HacTHum

Pcavetorail sremad)

' Keeps requirements

Bullepaciney TpeGosanis

(Menindnt: nponiaodunei,

|0 accordance with the fequin;;l;enfs

B cooTheTorEHI ¢ TREBORIHIAMA

Crpanua 2 w3 3




NORMS (PERMISSIBLE LIMITS)
HOPMEI IONYCTHMBIE MPEAEJIL)

= Hepnanmee se v
(RS
dhamnsempeckiil)

Yacriie pasmepant = 10 MEM
0.0 ma ann prason
YgeTHigs paaMepos = 25 s
0.0 na ol hrakoll

QUALITY l',\RMll-.'l“Te.'”BS ¥ RESULTS
HORAZATEH KAYECTBA PEIYIALTATHI
- Sub-visible particles Particles = 10 jun. _ particles = 10 um - nat more than 6000” boule
(Phorenmeirie cosnt) 0.0 per bottle
Particles & 23 um: - Particles = 23 pin - not more than 600/ bottle
0.0 per bottle

- Maerii paasepon = 10 sk - ne Ganee 60007 (hrakon

- Yncrig paanieponm = 23 ey - ne Gonee 600/ thankon

Ti&greu of coloration

Keeps requiremerls

The degres of coloration of the solution should not
exceed the degree of coloration of the refirence solution
GY:

fEnsrmpoantanapust

LigeTnocTs Bunepwnsger tpedosanis | OKDACKD PACTBOPD HE AOJAID npensiE. sraaon Gy
Clarity Keeps requirements The solution should be transparent or the opalescente al
(EEL Ph.y the solution should not exceed lhe opalescence of the
reference solutlon [
[Tpoapasnocts anepmmacr'rpcﬁtblsalurm Pacruop Aomwen (hiTh MPO3HUAHEIM HIN oritlec eI
(hELIC) PACTHOPI 116 A0 NPEREINATH ONIIECHLHILT
rwaona | = :
Impurities 0.04 % Metromidazole impurity A - not more than {153 ©o
i 0.00 % Any other unspecified impurity = not mare than 0,13 %
0.04 % Total impurities — not more than 1.0 %
Npumecy .04 % [Tpiaecs A METPOIMLIB3ONL — Hie Goace 0,15 %
BOARN Jliofan BpYEEE HEHASHTHOMIPORANHAA (IPUMECL — He
0.00 %% donee 0,15 %
: 0.04 %o Cymma tpumeceil —ngGonee 1L0% =
Mitrites Keeps requirgments Absorbange ofthe test solution at 2 wavelength of 524 nm
{Spectraphotometry) should not exceed absorbance of the standard solution
Hurpured Butiepsiiier TpadosuHig Oprtyteckan [NOTHOCTE WETIRTYEMOTO pacTiopa npi

e Bondb 324 UM HC  JOJKHL  [pEBLULTTE
! OUTHHMEC KO UG THOCTL Crak Ay Horo p_um‘uugu. ]

(nrnpse e Rt

e 7,895 mrian

Assny

KoanvecTeeHIo:

anpeacIcnne e L

A. Metronidazole 1006 %) 90.0% 1o 110.0% of nominal content

HPLC i.e, 3.03 my/mL i.e. 4.50 mg/ml to 5.50 mg/mL

A, Merpomymion 10,6 Yo | o7 00,0% 20 110,0% o7 HOMIHAIEHOTO SO
| B .8, 5,03 MM 7.8, 07 4,50 mrivn a0 5,50 wirisu

B. Sodium ehlerlde 00,0 % 95.0% to 105.0% of nominal comtent

iTerimeteic) i.c. 7.893 mgrmL Le. 7.503 mg/mL to 8,295 mp/ml

B. Harpus xnopin 90,0 % arUs,0% o 105,0% OF HOMHHLILHOTO SORLIRHI

Crae, o1 7,505 Mrma o 8,295 s

Storuge conditions

Atz lemperature nol exceeding

30°C in a place protected from light, Po not lreere.
C B AU RIS HNOM OT CHETH MECTE. He ssopasiinatl.

| ¥ e Xpaneni
Shell life (storage lile)
Cpok TeanoeT

[Tpi ‘tevnepatype He BLILIC 30°
3 years

(xpancnnn)

3 roa

“The ubove sample complies with e preseribed standugds of quality
BmeY KTRUTILD GOSN SO0TIETEIYEY YETIIBRILNILA CTMHTI TN Kt

L lierehy certilv that the nhove fnformntum is authentic snd

ity eontral at the ubovesmentianed site in full vompliance with the regul

and e requirements for quality conual of medicines and with
peocessing. puckuging and mnalysis record
HaCTONRIUIN 3 (TREPHTNR, 10 P RefeHiay B 1Ty

eeTnil

secnente, Ths bateh of produet hiss been manuiuctued, including pavkaging labelling aind

remienis of Gand Manulacturing Practice of the Rurnsiai Feormiie Umen

the specilications in the Murketing Authormsation of the tmporling sty |The badh
¢ were reviewed and found o be in somphianes with GMIof the Buragian Ecanoniic Tinen
APMALIUL IHETEA AOCTOBEEHOM it 100,

T GEpI HPOIYXILTH PRI Qo

iKOIRY (MEPRIPOBKY) H KOITPR:I KIHETTIA) N by it FBOWIROACTIEHIOT NGRS K TN L00 CTETII ¢ (pedumamasn [Ipnwi

|‘|_g,-|_'“_-mm||_ur|.‘upungm\mmmuui‘. IPETHEN Enpagihckara
Tiikske B COUTUSTCTRIM CO CIEIthHRIILIRMH, COACEAILIATICH 1
WILHEY  NPRBEREI W, 31 YOIIONACHD WX COOTRETEERHE T

A R IOCKO O OIS

Fasrny Gl

QUALITY CONTROL MANAGER
MEHE/GKEP HO KOHTPOIO KAMECTHA

Crpauring 3 13 3

TRGHOMHMECROL

%\jt.tmlM

O CORNEL Tp-.-!'i.masmmu KONTPOL RMeETni DEKAPSTREIILI, Cpeiicii. o

PECHETPABOIIGN H0E5E CIPUIL-HMITORTEIL Jamen o I RONCTIEY. YILKiRe o
Gouames TTpagha HaEiSKIwl npoisnoleTiennall kT Bupatniierii

g, Anghwn ':fn Jao%

QUALIFIED PERSON
YHOIHOMOUEHHOE JIMILO



000 «HOHUK DAPMACKLIOTUKAT TAEOPATOPU3»

WOpuaveckni anpac:

123056, r. Mockea, MyHULMNANLHEIA OKpYT PecHeHCKoTo BH.Tep.T.
yn. BpecTexan 2-A, oM 8, etp.1, nom. 1/

Ten/drake (495) 642-82-34, Tan. (405) §42-82-35

WHHIKNN 7703650214/771001001

CI'PH 1057746834420

TTonTeepHAIeRie COOTBETCTBHA

.BEOINMOTO JIEKAPCTRENHOTE Npenapara Tpebosanunm,
VETAHOBAEHHEIM NP £T0 Io ~gnslpurmemmii perucTpanmi

Mo 1826 or Jf 072026

Cornecno Tocranosnenus [lpasurenseras P& or 31.05,2025 Ne815 «0 nopanxe BBONA B IPARIaHCKHA
0BOROT JEKAPCTHEHHLIX CPEACTR AN MEIMIIHHCKOID IPHMEHEHHY,

‘Toprosoe HARMENOBIRNE

Merporsa ™

“MewIyEApOAHOE HENATEHTORAHNOE
HAHMEHOBAHHE (TPYTITHPOBOY HOE
HITH XHMH"{ECHDE)

MeTponrnazan

Tlexaperaenuas dopmn

pACTRGN AR MHGbY il

03upORKA 5 mrivn
QopMa neycka pacTaap AR MHbYIHA 5 Mr/M
| {thraxon) 100 ma x | {rmauka apTonsas)
Homep cepuu [1X25659
OfueM CepHH 37762 . . ]
Jlata BLUTYCKE 1-122025
| Topen no 11/2028 (30/11/2028)
HaHMeHORAHHE It apec Unique Pharmaceutical Labaratories (a2 division of “J. B, Chemicals and
NpPoU3BOIHTENS Pharmaceuticals Ltd."), India
{Bce cragqu npousaoacTan) Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Road, Worli Mumbai 400030,
India
10mng Papmacwiorixan Jaboparopus (Oraenenue hupsel ¢k B, Kemukane
aun Gapuackiorakanc Jran, Haus
Hunam Cenrep, Kpaine “B, 3 araw, Xuun Caiixn Poya, Bopny, MymGaf
| 400030, Hhzuaa
Site address ) Plot Mo, 4, Phase — 1V, G.I.D.C. Industrial Estate, Fanoli - 394116, Dist. Bharuch,
Alpec nponiBencTBENio India,
nnemEAIKi Vuzerok Me 4, Paza - IV, TH.LK, Hepacrpuan Horeir, Mawoar — 384116,

Oxpyr Bxapys, Hraus

Homep #1 7878 PErHETPALHOHNATG
YHOCTOBENEHHA

TITI-Ne(000576) «(PT-RUY o7 16.02.2022

Homep tmgma‘mmmﬂ JCORYMEHTRLHA

IT1-Ne(000576) (PT-RU) -101224

Hanmenosase 0 aapec aeparcs
PErHETPALHOUHOTO YIOCTORCDEHH

LA
.&?ﬂ‘g-g:n.mmg-;?’r

ok L &
',"_,f, ".‘\c.\.ll I'b‘.aqa 2

Unigue Pharimaceutical Laborataries {a division of “I, B, Chemicals and
Pharmaceuticals Ltd."), India

Neelam Ceptre, "B" Wing, 4-th Floor, Hind Cycle Road, Wurl: Mumbai 400030,
India

Onuk GapmoctioTaran JTaboparopus (Oraenenne dupmbl «Tw. B. Kemuraic
aua PapxacsoThiane JITLy), Higas

Hunam Cesirep, Kphino B, 4 srvax, Xung Calikn Poyn, Bopaw, MymGai
00030, Hunua

OTRETCTREHHDE nﬁx{gj

uBLI0TODH,
obeenengamio mﬁ&.r@ npuﬂ:;‘jﬁsz 6-G3] g‘”
Hale @poE B

«iOnnx Dapmacuotiian Jabopatopran — CMUpHOBE AA., MEREIHED 110

Caupuosa AA,




