UNIQUE PHARMACEUTICAL LABORATORIES
KHHE (PAPMACBIOTHKAJ JIABOFATOPHS
{A divigion of «J. B, Chemizals & Phurmaceuticals Lid.»)
(Crnenenie Qinpant ol B Kok i Pupyucuiorire J o)
Wapai, MysBait 400 030, Huzs - Worlt, Mumbai 400 030, Indis

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJHIA
QUALITY CONTROL DEPARTMENT
OTIEN KOHTBONA KAUECTRA

Nume of the product

Hanmeropanne npenapara

Metrogyl® solution for infusion, 5 mg/mL (bottie) 100 m1. > 1
{eartom)

Merporma® pactsop s sndyaniis § s (duaken) 100 s x 1
(nanKa Kapronnas)

Registration certificate number
and date

Hosep 1 nara Perucrpansolioro
VAOCTOREpEeHH .

JITT-Ne(0003576) -(PI-RU) o 16.02.2022

Batch # 11X25658

Cepuy Ne

Manufacturing date 1272025 Valid to 1172028
Jlara npoussonctaa [ogen a0

Analytical Report Na 1YFP26000007 Date 1670172026
Anazirrycckail Omier M Hara

Haumenopane akTHBHOR
cyGETUHLNK, IPOHIBCAHTEND
(Ceprd Noy

Importing country Russian Federntion

CrpaHa-nvnoprep Poceriickan (Depepauis

APL, manufneturer of AP (Bateh | Metronidazole - Aarti Drugs Limited, India (M17/25082248)
No)

Merponmaason - Aapra Jpare Jlumirea, Hiaun (MTZ/25082248)

The analysis was carried out
according 1o Normative document
Az esmonen no HIL

JITL-Ne(000576)-(PI-R1)-101224

Manufacturer (sl stages including
Release Quality Control)
lpossnoauTens (pee cTamuu,
BRIIOVAN BENYEKUIOUHN KOHTROME
KAYECTING

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

e Gapuacwiornian JlnGopatopus (Otaenenue dupsit «llx. b
Kesmicane aivy Gapsaciorirane Jirwy), Hunus

Site address

Aapec MpoH3BOICTECHHON
TTIGIHLIRH

Plot No. 4, Phase-1V. G.L.D.C. Industrial Bstate, Panoli - 394116, Dist.
Bharuch. Indis.

Vuaerowr N 4, haza-lV, ALK, Weanaerpuon Merefiv, Tanonn -
394116, Ocpyr bxapyy, Mrjius

Manu fieturing license number

| lﬂkwp t|p£|ll'i|.iﬂ.‘lf,'fl‘ﬂ,¢HHUM JHUEHINN |

G/28D/LVP-D GMP certificate Na, GMPEAEWRUOZ297-
GMP cepridinrar Mo 2025

Storage conditions

Yehosra APANCHA

A1 a temperature nol exceeding 30 °C in a place protected from
light: Do not freeze.

Tpu Temneparype fie sbiite 30 °C B 3aIIHUTICHHOM OT CHETA
mecte. He 3aMopRikHBaTh,

Shelf life (Storage life)
Cpok ropuocTs (Cpok xpiaHends)

3 vears
3 roast

-

Crpansma |l 3 3




NORMS (PERMISSIBLE LIMITS)
HOPMbI (1OITYCTUMBIE HPEAENL)

{au }.l,vmlquhni vgnzad)

OUALITY PARAMETERS RESULTS
HORASATELI KAMECTBA PE3Y.ILTATHI
Appearanece Light yellow transparent
(visuad fnspuction) salution
Onuenine Hpaspariii

PUETHOP CBCINO=38CIITOTY
LIBETA

Colorless to light yellow transparent solution

[Mpoapuummil pacTacp oF GectneTHArD 10 CREFID-
HONTOre LIeTH

Identification
Maenurndmcaung

A. Mefronidazole
HPLC

A, Metpodiaason
BRRY

B. Sodium

Cativative recction (EED
Py

B, Hisipui
Kavegmaenny PUARIUS
(BEAE0

Keeps requirements

Butaepsisaer tpefonsHim

Keeps requirements

Buracpsueaar rpadoraniy

The retention time of the main peak in the chromatogram
obtained with the test solution should correspond (o the
retention time of the meironidazole pesk in the
chromatogram obtained with the standnrd solution
chl-lﬂ VACPIKNBAHNA CCHORHOID HKQ 1
a‘-f-’ﬁ“ﬂ"lUl]JﬂMMB FlEnbn’y@'MQm pi]GTBDPIl A0LENG
COOTBETCTBORATE  BPEMEHH  VepsuRaums  (isa
METROMMIAZGAA KA XPOMATOIPAMME  CTAMUNTHOM
pacTROpA.

Formation of @ dense white precipitate with potussium
pyraantimonate solution.

OBpatorasie oTHerD acaike Beior wneta ¢ ko
HHPOUHTHMORATH puuruﬂpcm,

L Chlorides
gml-(;im:\r:-dﬂ-urmm (RP; Keeps requirements Fcu'n!ulim: af white curdy precipitate with silver nitrate
B, Xiopuaw salution,
Keveemeeniay pearipus Braepwnnacr rpedosamnsn | OGpasoanie  Gesioro TROPOIKHCTOTO  OCHAKA ¢
iy pucTuopos cepelpl HHTpaTa,
pH 39 45w 7.0 -
(Poizativmetnic)
pHl ’ 59 oT 4,5 10 7.0
I’Hl)lllﬂrﬂﬂmeblpuuﬂw
Extractable volume 102,17 mL Mot less than the nominal content
Hignexaennii nines 102,17 s He menee nomuunantiore

Bacterial endotoxing
Bakrepinneiusie
| IMAOTOITIHBL

Lessthan 0.35 EU per | mg [ Not mare than 835 BU per 1 mg of metronidazole

Menee 0,35 ED ua | mr

| He Gonee 0,35 B na | e e tponiibiodan

Sterility

{Muibrane filtration)
Crepuannoers
feInun NG
dinampatd
Abnorma
toxicity
AlloMantuas
TORCHNNOCTL
Particulute matter
Mexammecine
BICTIOMEHNA

- Visible particies ¥
fln=dicurze method Visual
Tasprtiziioin)

= Biime querigs
fAlemiscuea npvawsinemi,
Busnyaruiuii sremagd)

Sterile

Crepuibi

The solution should be sterile

P'ﬂﬁ'ﬂt‘l}l ZonKeH GuITL CTEpHALHEIM

Nantoxic

Herokonswmii

The solution should be nontoxic

Pacthop Jonsen Gurts HELORSHILIM

Keeps requirements

Buinepucsact TpeGonani

In accardance with the requirements

B cODTRETCTRHY ¢ TPCBOBAHNAMN

Crrpannua 2 y3 3




QUALITY FARAMETERS | RESULTS NORMS (PERMISSIBLE LIMITS)
HORAIATIH KAUMECTEA | PEIVILTATE! HOPMBI (QOINYCTUMBIE IPEAEAB)
= Sub-visible particles Particles = 10 i - Particles 2 10 jum = not more than 6000/ hottle
(Phwatometric coungy 0.0 per bottle

Particles = 25 pm: = Partieles = 23 pm - not more than 600/ battle
0.0 per hottle
',;::iﬁ;ﬁumme SACTHIE | Yaeruum pazsepan = L0 MEM | - Yaomma pusmepos 2 10 sem - ne Sonee 6000/ fusticon
5 0.0 Hu ol duiason
thomtanempireeii) ;
HACTHULT PASMEPOM 2 25 MEM. | - Unepiiul passepom = 28 wikm - de Gosee 6007 durtkon
0.0 ua ol hraxoy | o

Degree of coloration Keeps reguirements The degree of eoloration of the solution should not

exceed the degree of coloration of the refErence solution

GYs
UseThocTs Bataeprunder tpeGopanns | Okpacka pacTROPH Mg JIUIHHA NpeBLaTE 3rion GYs |
Clarity Keeps requirements The solution should be ransparent or the opalescence of
(EEU iy . the zolution should not exceed the opalescence of the

reference solation 1
[pospasmocrn Brunepsueaer rpedosunmy | Pacrsop aomken G5Th NPOIPAUILIM LT ONATCCHEHILIE
{PEAZC) PUCTUOPRE 1€ NONHIA NPEBLIIATH GMLICCLEHLIG

STLioHa | B ===t I
Impurities 0.02% Metronidazole impurity A — not more than.0.15 %
HPLC (.00 % Any other unspecified impurity = not more than 0,15 "%

0.02% Total impurities = nol more than 1.0 %%
Mpusecn 0.02 % TTpusecy A MeTpoHuzaion — ue Jonee 0,13 %
B3RY " Jliofan apyrasn venienTudgHIiposasiEs TpUMech  He
0.00 % Oonee 0,15 %
0,02 % Cyvinth npamieceit — e Gonee 1,0 %

Mitrites Keeps requirements Absorbance of the test solution at n wavelength of 324 nm
Speciraphotomelry) should not exceed absorbance of the smndard solution
Hurpim BuiaepmunasT Tpebomanm ONTHYECKAR MIOTHOCTS MCHEITYEMAT0 pRCTROPD 1PH
CROREROG LS PUL) | anmue  ponuk 324 MM He  AOMKHA  TIPEBMURLTH

:'|.'|_1"-'\!Cﬂ}flu TNOTHOCTL CTANAAPTHOID PACTRODIL.

Agsay |

Konusecraennoe !

onpescienie . | o

A, Metronldazole 101.3 % 90.0% w 110.0% of neminal content

HeLe ie. 5.07 mg/mlL i, 4,50 mg/mL 10 5.50 mg/mL

A. Merponnaason 101,3 % oT 90,0% 1o 110,0% oT HoMMILILIOTO Coaepmrins
BIRN t.e. 507 Mr/mi 1.2 o1 4,50 Mr/aa o 5,50 mrdmin

B. Sodium chloride G9.8 %y 95.0% to 105.0% of nominal content

(Titrimetricy i.e. 7.887 mg/mL i.¢. 7.505 mg/mL to 8.295 mg/mlL

B. Harpus xnopng 99,8 % o7 95.0% A0 105,0% oT HOMANRILIOND oA LI
| (st empscesaiy T.2. 7.887 Mrisn | e or 7505 wr/mn no 8.295 Mo/ i

Storage conditions Al temperature not exeeeding 30 *C in @ place proteeted from light. Do not freeze

| ¥enarnn pateis " Upu testiepirrype He Gbine 30°C 5 1um e HHOM 0T cheia mecre, He samopnsnnar,,
Shell life (steruge life) | 3 years
Cpuk roamocti
LGspanenns) 3 rojga -
The ibove sample complics with the predtribed standards of quality
Bunseykammil] efpuied coutieiCIyer yorumonemin: CTHHTIA KANETTi
Fhereby certify that the-above wfirmation i& asmthentic and securate, This butch of produet has been munnliciured, Ineluding packagmplabelling ang
quality control at the above-mentoned site m full complianee with the requirsments of Geod Manufcturing Prictice of the Farasian Eeonomie Ui
and the requinanents for quality enntral of medicines and with the specifications in the Marketing Authoruation of the imparting country The hatzh
processing, pickagng and analysts reconds were rviewed and found to be in complisnee with GMP? of the Hurasian Geanomie Unmon
st s nozgmepiarmn, wio npisedenias suue indopaiis SIEercs IoeTanepini 1 TOHAN. VT Cepia NPGIVEI IPOWINCICIE (1K W
VIRRORRY {MADKRPOIRY) 1L KoHi PO KUAECTIE 112 WY AR poie e Taeniodl froumume o npios cooTReTSIRii ¢ TPEGoRIIINI | IBim
HILLIRRIE POHIIOAC el npaktuki Enpaniiiiekora JRONSMINCCRONS Colss 1 Tpebonaiiamin KOWTPO/IE KIMCCTAN RIS IReiiy o T, i1
THIGKE B CONTAETETRING C0 CHRLAHERLIAMIL CONCTRAULIMIIGT B PECHTTHALIDIIGN 20018 CIPRA=INUOPEEpL. SHHNEN Do Hpoisiaie (i3, YIKeERe 1
WIELRESY  UPOBSPERLL 1 YCOHIORIENO X cootieTersie Tpehonuumn Lpogt  pamtesamed npomImoncTsennol  upusing Lok
VAT L MCOROID COHB40 . y J
Pomtbiy ramil, i B Ay ey &) Thath
QUALLTY CONTROL MANAGER QUALIFIED I'[-..é.'()N
MEHEIGKEP 10 KOHTPOTIO KAUYECTEA YHOJNHOMOUEHHOE U0

Crpaninn 3z 3 @H B f ) 18




000 «IOHUK ®APMACKLIOTUKAIN MABOPATOPU3»

HOpvguHEcial anpec.

yn. Epectokas 27, AoM 8, €1p.1, mom. 1/71
Tan/thake (455) 842-83-34, 1en, (485) 542-82-35
WHH/KNMN 7703550218/771001001

OFPH 1057746834420

HopTreptaeliBe COOTRETCTBUS

123058, r. Mockaa, MyHALMNansHLIR arpyr NPecHeHckora BH.TeR.

BEOIHMONO MeKAPCTRENIIOro MPeNapaTa TPebosaHunM,
FETAHOBIEHHERIM DU €70 TOCYARPLT REHHOE PETHCTPAIAI

Nu 1856 v J&, £ -2026

Cornacnio TTocTanonnenus TipasuTensetea PO o1 31.05.2025 NeB15 «O nopuase sE0/@ K TpEARHCREH

0BOpOT NEKAPCTBEHHBIX CRECTE 118 MEAHUMHEKOTD PHACHEHI.

ToplGEoe HIIMEHOBRHAE | Merporsa®
MesuyHapoasoe Henarenrosiiace | Merponnaaion
HUHMEHOBEHAC (TPYTITHPOBOUHOE ‘

1M XHMICCKOE)

3 BapmMackr e Jis), Hame

JlekapeTRersad (opMa | pacTBOp Ui Hady s
Josnponka | 5 Mr/Mn
DopML BLIIYCRE | pacreop ana wngyamit 5 MI/MI
| (dyanom) 100 M x | (mavea kapToHiEi) B
1lonep cepus : | 1IX25658
QbLeM cepiH 37602 —
Tara BLIYCKR | 1272025 -
| Topex 1o e T 11/2028 (30/11/2028)
HaumenonaHKe i aapec Unique Pharmaceutical Tahoratorics (2 division of “L. B. Chemicals and
TIPOHIBOAHTENST Tharmaceuticals Ltd.”), India
(Bce cransm npomIsoacTsg) | Neelsm Centre. "B" Wing, 4-th Floor, Hind Cyele Road, Worli Mumbai 400030,
Inclia

| 10Hux @apmacnyvikey JTabupaTopHs {Oraeneane BHPMEL alla. B, Kembkaic

! Hunum Cenrep, Kpruio “E, 4 oras, Xuny Calicn Poyx, Bopais, MymBaii

| JHOLIATKH

Orpyr hixapyu, Flrn

400030, Frjus
i |
Site address [ Tlat No. 4, Phase — TV, G.1.D.C. Industrial Estate, Panoli - 304116, Dist. Bharuch,
ANpec MPoN3BOICTEEHHOM India,

Vuiactok Mo 4, G — 1V, TVLJUK. Hugserpuan Heredr, Tlanomr 394116,
|

Houep 0 1aTa PErHCTPATHOILIOND JITI-Ne(000576) {P1-RU) or 16.02.2022
L]

| ymocToneper _
Howmep napMaTHEHOR JOEYMENTRINN JIT1-Me(000576) {PT-RU)-101224

PETHCTRALIHOHHOND Y/OCTUREPCHIA Pharmuceuticals Td."), India
Indis
st Dapmackio e JLa,s), Huuu

Hunay Cewrep, Kpemo “BV, 4 oTak,
400030, Himna

aumeRopame @ adpec Aepwatens | Lnique Pharmaceutical Taboralones (2 division of *J, B, Chemicals and
Neelum Centre, "BY Wing, 4-th Floot, Hind Cysle Road, Werli Mumbai 400030,

Komng Mapuecsotiian Jlaboparopia (Oraemenne dupyer «lfi L. Kemuranc

Xupa Cafien Pova, Bopau, Mymbui

C yeameHnem, prptare
JlugsugaTop o Rl
OO «I0uuE TapmackriTica TEboparopus

A

=\ 2

Pynmiese C.B.



