=

UNIQUE PHARMACEUTICAL LABORATORIES
IOHHE @APMACBIOTHEA JABOPATOPH3
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(Oraenense G ol B Kesisaie mid apsicsioTienc JITin
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Mynmfall 400 030, Higom - Warll, Mumbai 400 030, indin

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJH3A
QUALITY CONTROL DEPARTMENT

ORI KOHTPOIIN KAUECTHA

Name of the product

TTaHMEHOBANHE NPEMAPITA

MMetrogy!® solution for infusion, 5 mg/mL {(bortley 100 mlL: =1
| (earton)

MeTporia® pacrrop s wadysmnii, 5 pr/ain (aakon) 100 M x 1
[y Kapronmnam)

Registration certificate number
and date

Hoaep v aora PerdorpalHoHHOTD

JITI-Ra(000576) (PI-RUY ar 16.02 2022

VADCTOBEPENHA

Batch # 11X25657

Cepus Ne

Manufacturing date 12/2025 Valid to 1172028
JlaTa npoMIBOACT B ["oacn 1o

Analytical Report Ne 17FF26000006 Late 16/01/2026
Anannryyecikuii Orudt Ne Jawrn

Imporfing country
Crpada-umioprep

Russian Federation
Poccuiickas Qeacpanis

APL manufacturer of API (Batch
No)

HaumeHopaline axinsHoi
C)’EC."]‘HHL[I'I Hs IIIN'?'H‘-"IEUJ.\ld'I'\."'J'II-
(Cepnx No)

Metronidazole - Aarti Drugs Limited, India (MTZ/25082248)

Merpomsoen - Aapri pare Jdusneren, His (MTZ/25082248)

The analysis was carrjed out
?

A seitiaided no HI

aceording to Normative document JIN-Ne(000576)-(PT-R1)-101224

Manufacturer (all stages Tncluding
Release Guality Contral)
[IpoiEEoANTE L (HEC UTRIHH,
BITHOMAR BRUTYGKEKUIE KOHTPOb
rasecEa)

Unique Pharmaceutical Laboratories (A division of 1. B, Chemicals &
Pharmaceulicals Lid.), India

10mnx DapaackioTiias JaSoparopus (Ornenenve gupmwt o/l B
Kenmnrane sua Gapyactioturanc Jirek HHaua

Site address

.
AZipec NpoIROACTREHHAT
IO TR

TPlot No. 4. Phase-lV, (L.LD.C. Industrial Estate, Panoli - 394116, Disl.
Bharuch, lndia.

Vuseror No 4, @aza-IV, THK. Humerphas Hereiir, [lanony =
394116, Orpyr Bxapyy, Muaya

Manufucturing license number

| laMep nportBoIeTEeHNOH THICH I

GRADILVPY GMP certificate No. GMP/EAEL/RUQ2297-
GMP gopidugar N 2023

Storage conditions

Yeaonia Xpatieis

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

[Tpu TeMIEPATYPE HE BbILLC 30 °C 8 BanpUEHHOM 01 CBeTd
seere. He saMopasknnalb.

Shelf life (Storage life)

3 years

Cpok rapmocti (Cpok Xpanerns) | 3 rojw

Crpanung 1 u3 3




&
QUALITY FARAMETERS

ALITY PARA RESULTS :‘ NORMS (PERMISSIBLE LIMITS)
lﬁlu\'l.\:_lfﬂll I-Lt.\l\ﬂ':l‘.'?‘l'l].-\ PE3YALTATHI | HOPMBI (AONYCTHMBIE IPEAEILL)
Appearance Lightyellow transparent | Colorless 1o light yellow transparent solution
visial inspeation, solution
Omycanine . Tpospasimsif Mposparinaii pacTaop o7 GeClbeTHOIY 10 CHETNO-
(GuIV GBIt Atinod) PACTROP CRETIO-KCITONG  SKENTOND LBeTa
LueTa |

Identifieation
| Hacorudneaung

A. Metronidazole
HPLE

A, Merposnnaion
BN

i, Sodium )
Quafitative reaetitm (1517
Phi

B. Flarpsii
Kuueenmeonas peartjus
HBEATH)

C. Chlorides
Cuelitative veaciton (1%
B, Xnopust

Keeps requirements

Brraepxiupast tpedopaHni

Keeps requirements

Burmepssnsaer TpeGonaumn

Keeps requirements

The retention fime of the main peak in the chromatogram
obtained with the wst solution should correspond to the
retention time of the metronidazele peak in the
chromatogram obtained with the standard solution.
Bpems  yuepmusouma  ocHOBNOFO  Nuka h
XPOMBTOIPAMME  HCOLITYEMOrO  [WCTROPE JQ00KHO
CODTRETCTROBATE  DPCMENH  VICDWUBAHHE  (1HEN
METROHHAZIONS 10 XPOMATOTPAMME  CTAHIAPTHOIG
pacTeop,

Formation of @ dense white precipitate with potassium
pyroantimonate solution,

OEPAIORANATE TAOTIOTO QMK GEIOTD WKETM € K

THPORHTEMOINT PACTBOPOM.

Formation of white curdy precipitate with silver ninate
salution.

102,17 mn

Kavecnisemren peesypn Buinepsinaer tpefonanns | OOpasopaune  Benora  TeopowieTOre  0CATRY  ©
hinety N acTBopoM cepedpa HImTPaTi.

pH 5.9 4351070

fpataitiomerric)

ph 5.9 ord5 074

(Romeit atempcexitl) oy I

Extractable volume 10217 mL Mot less than the nominal content

Hlannecaeseiit ofLem
Bacterial ¢endotoxing

Less than .35 EU per 1 mg

He menee HoMUBANEHORD
| Mot more thun 0.35 EU per 1 mg of metronidazole

(Membrane filtration,
CrepuasioeTs
(uemos weMGpLition

Crepiasniii

BakTepuaiLaLe Menee 035 E3ma lnr | He Gonee 0,35 E3 \a | vr merpoinaaona
IHAOTOREIHL [
Sterility Sterile The selution should be sterile

Pacroop gom#es S Th CTepiiBHBIN

TOREHMHDET

rgu.'lwlpur;'m_r; )
Abmoraal Montoxic The selution should be nontoxic
toxicity

AHUMILIRHi Heroreuunnil PucTrop 30mmen LTl HETOREHHHRN

Particulate matter »
Mexaunucekne

BICHOUENIH

- Visible particles
thn-honse method. Visual
nspection;

- Bisftssinia 9acTn
thivatioesea npowisadime s,
Blesvizrnstis stenran)

Keeps requirements

Brusepiusaet 1pebouaitus

Tn aceordance with the reguirements

H coarretorrRun ¢ rpeloraHnaMi

Crpoma 2 s 3




= HleRitinMbIe YHETHILL
fevoniia-
dm BT PHINECR L

Particles = 25 pnn:
" 0.0 per bottle

0.0 Ha o dnakan

0.0 o hraakoH

Degree of coloration

Kueps requirgments

Hagrnupl paisepost = 10 ses:

YacTuis pasmepoM = 23 MEM;

QUALITY PARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
HOKASATEN KAMECTBA PEIVALTATEI HOPMEI (IONYCTUMBIE NPELENLI)
= Sub=visible particles Particles = 10 pym: - Particles 2 10 pm = not more than 6000/ bottle
Photamuetrie caunti % 0.0 per battle

- Particles = 25 wm - not more than 600/ bottle
- YacTuim pramepom = 10 mkm = e Gonee 6000/ daakon

- HacTuin pissepoM = 25 mxm - e Gonee 60O/ duakon

The degree of caloration of the solution shauld nat
exceed the degree of eoloration uf'the reference solution
GYs

(Crernpodiemasmpunl

LineTnoeTs * | Busepmusaer tpebosarig | Orpacka pACTBOPA He MOJKMA UPERi T 3TaioNn GY's
Clarity Keeps requirements [ The solution should be transparent or the opalescence of
(EEL Ph) the sulution should not exceed the opalescence ol the
reference solution I
[po3pasHoLTh Brgepssnagt rpeGosuHms PacTsop 20/mKeH BLITh MPRO3PAY NN IIH OILICCUeH U
(A0 PACTBOPA HE ACINKHA NPeELHUATE OOANECHEHIINIO
- grfoual
Impurities 0.02% Metronidazole impurity A — oot more than 0.15 %
rLe 0.00 %% . Any other unspecified impurity - not more than 0,15 %
. 0.02 %4 Total impurities — not more than 1.0 %

Mpusees 0.02 % TMpusecs A MeTpomsgasons — Hie donee 0,15 4%
AKY JhoBas Npyran HEHISHTIHIUHPOBAHEAR HPHMEC - e

0.00 % Gonee 0,15 %

0.02 % Cynnia npimeceii — ne donee 1.0 % =
Nitrites Keeps requirements Absorbunce of the test solution at o wavelength of 324 nm
(Specpaphormiy) should not exceed absorbance of the standard salution
Hur puri Briaepxusaet Tpelosidig Onraseckan WIOTHOSTE NCHLITYEMOTD PUctiuupd 1pi

onHHe  BonHLl 324 BM HC  JOMKHD  IPCHLILINCE
ONTHMECKVIO TIOTHOCTR CIIMAARTHOIG PAUTROPA,

e |

(nrnip e e R

1.2, 7,893 nrimn

Assay

Kosnsuectoenios

anpeieaenie

A. Metronidazole 100.4 % 9.0% to 1 10.0% of naminal content

HPLe ie, 5.04 mp/ml. e 4.50 mg/ml to 5.50 mg/ml

A, Merponiazon 100,8 % o1 90,0% 10 110.0% 0T HOMHHANLHOTG COACPHRIIN
BINRX T 5,04 NI _|re ot 4,50 Mr/ma a0 5,50 mrdvn

1. Sodium chloride 949 %5 95.0% 1o 105.0% of nominal content

{Titebnatriv) i.e. 7.893 mg/mL . 7.505 mg/mL. o 8.295 mg/mL

L. Harpus saopigy, s 99 04g o1 95,0% a0 105,0% 0T HOMBHAALHOTO COASPHKEIIL

T.¢. 07 7.505 Mr/aut do 8,295 me/an

Storage conditions
| ¥enopus xpanciig

At# temperature not exceeding 30 °C In a place proteeted from light. Do not Geese.
[pi resineputype ye shiwe 30°C 1 3anutienion oF ehern Mecte. He suvopminuar.

Shell life (storage life) |3 years
Cpuik roanoeTi |
(xpaneinmn) 3 romm

The above sample complies with the prn.'ac;-bq:d stindurds ﬂfl\lm“l\

BLIeYKaSaHiD OBPAI CONTRCTCTRYET VETANUBICHHLA CTILAIPTIA KINeTTIs

{ hereby cortily U the above information is authentic and agcurate, Ths bateh ol product has beon manufhetirsd, neluding packagingTabelling wid
quality eontral al the shovementioned sits in full complianze with the requirements ol Good Manulicuring Practice ef the Turisian Leonomie L nion
wind dlse requingments o qualfy cantal of medicines and with the speoifications in s Murketisg Aithorisation of the impartng countey The baich
Processing, pagkugog ind umalysis recerds were reviewed and thund 1 be i complianee with GME of the Eursian Economis Hikon

Tlue s o noaImepsRene, S110 DS BUUE IRGOPMTIUE SRISSICE A0T10nep ol 1 Touuoll. ST capha Py IPOIKEIIL (L
VIIEOUEY {NEPRIOUKY) 1 KOUIPOIL KIMECTRA) 1 BEUIEVRATIIOH IOENDACTHEHOf IIOMILIKS B NOAN0M COOTBETCTNIL S 1pedanin: [pasils

PRGTIEAANCH POISRG TREHOI IPAKTIRN Eupaﬁtlﬁ‘mm'u SROHOMIMECKOTT Ciosn 1 THEOURIMIMIL KON IPOMI KUHCSTIA JSKIPCTHEIINLN of
TUKIKE 1 COTTRCTETRIN €0 CACLUIhICOIBINAL, CUZCPNIEIN ULH 0 Par HC Ao IOM J0CLe CTRRIL=IAN0PTYpI. Fannnn (e prasmc ey Vi

LUCY  DpoUCpeib, B OSCIMOmenn B coomnereTmie TpeGosamiz CPMIA  HLUISEIICR  npomnoacTrenioil ipakTiR Leparaigeorng

AROGUOMINCEKATT O,

Pt Gebal |

QUALITY CONTROL MANAGER
MEHELAEPF 1O KOUTPOJIO KAYECTEA

.
Crpaumua 3 13 3

CQ\QUNL

B pwg’lw“
QUALIFIED PERSON
YHOAHOMOMEHHOE UG

2026



000 <tOHUK DAPMACBLIOTUKAI MTABOPATOPU3»

[Opuau-ecknd agpec:

123056, r. Motkna, MyHILMNETaHEIA okpyr TpEcHEHCKOMD BH.TER.T.
yn. Bpectekan 2-a, Aom 9, cTp. 1, nom 1M1

Ten/dake (495) 642-B2-34, Tan. (495) 842-82-35

WHH/KNN 7703550218/771001001

OrPH 1057746834420

TorRepaven e cONTRETCTRNE

BREOIRMONG JCKAPCTBCHEOTO NpenapaTa Tpefonanini,
YCTATODASHILIM TP €0 FOCYIADCTBEHEON PeTHCTRALII

M 1855 ot J4/.04 2026

11
{‘ornacun | locranornenns | passrenseTra P o1 3 1.035,2025 Neg |5 ¢ mopajike BBOA B TP IAHCKHI
0B0pOT NeKapCTREIIILIX CREACTE AL MeTHLHICKOTD FIPTMETISHMI.

TOaproaoe MEHMCHDEEHHS

Merporna®

Me Iy HAPOAHOR HETHTUHTORAHHOC
HAHMEHORAHUE (IPYITTHPOBULHOC

Mo rpoHRE0n

| HIH XHMAHECKOE) =
Jexaperoernas Gopma PACTROP T HHYIU
Joamposkn 5 MT/MI |

DOpMaE BRHIYCKH

pactROp wix MHpYanE 3 M1
{panisicard) 100 wi % 1 (nmsen KepTOHHERA)

(Bce cTallEA MROMIS0NCTES)
A

Howmep cepui ux2ss7

Obiben cepii 37602 p—
| JTata ahinycka 12/2025

I'onem oo 11/202% (30/11/2028) "

HaunieHOBaHES H AApeC Unique Pharmacentical Laboratories (2 division of *1, B. Chemicals  and

MPOMIBOIHTENA Pharmaceuticals Ltd.™"), India

Neelam Cenre, "3 Wing, 4-th Floor, 1lind Cycle Road, Worli Mumbui 400030,
India

ok apvacoTasan JaGoparophs (Otaenenie dupmnl ¢/lx. B, Kesmuruie
sEn apMackioTHRane JITa ), Muiis

Hinan Cerrep, Kpiano “L7, 4 aTaz, K Cafea Paya, Bopaw, MysBaii

00030, Mams

Site nddross
Anpac mpoiInoneTReIoi
TUTOIATEH

L]

Flot o, 3. Phase 1V, U.LD.C. Industrinl Lrtate, Panoli 394116, Tet. Bharuch,
India.

Yuactox Ne 4, daza — 1V, ALK
Ogpyr Bxapyir, M

Huprerpuan Metedr, Thaaoay — 304116,

—

Homep o Jata pericTpolnoRHore
| yAocTasepeHia

TITT-Ne(000576) -(PT-RU) o1 16,02:2022

TT-Me(000576) -(PT-RUY -101224

TToMep HOPMATHRHNT 0Ky MCEHTRILHY
Hanmenopanue i aipec AopKaTend
PEIMCTPALAORAOTO VIOCTOREPEHIA

Unique Pharmaceuucal Laboratories (a division of °T. B. Chemicals and
Tharmaceuticals Ltd.”), Tndia

Meelam Centre, "I Wing, 4-th Floar, Hind yele Roud, Worli Mumbai 400030,
India

1O Bapmacworazan TaGoparopus (Orueenne dupan M. B, Kemnkane
apn apmackierikanc s, i

Hivtan Cowrep, Kpuag “BY, 4 avam, Xmap Cafia Foyy,
400030, Flnpus

Bopaw, Mymban

C ypaskenueH,
JnrBapaTop

000 «HOmiIK DAPMACLIOTHRA, laGopaTopi

L]

Pyuniycaie CB.



