UNIGUE PHARMACEUTIHCAL LABORATORIES
HOHHEK @APMACLIOTHKAL JABOPATOPH S
(A division ot . B Chomicals & Pharmaceaticals Lid s
tCracacaine fnpasa ol B Kemimkaae i Rapyachi s g
Huopan, Mysdan 300 035, Hunns - Worls, Mumbag 200 030, India

CERTIFICATE OF ANALYSIS

CEPTHO@HKAT AHAIH3A
QUALITY CONTROL DEPARTMENT
AL KOHTPOI KAMECTBA

MName of the product

Hassanue npenapara

CMETROGYL” 100 ml polyethylene vial in cardhoard pack
é(Suluh'mu for infusion 5 mg/mly

IMETPOTHTT 108 mu vass rre non i thrakon u navke
 KAPTOnREO#

| (pacy BAD LT MDY IHi S ar/aa)

Hegistration centificate
and date

HHENOTL666:01 07 07.06.2010

Haontep it ana Pernerpannonnoro |

YAOCTORCPEHH S

Batch #

HIXZT 9y

Cepitn Ne |

Manufactured (032021 Vahd o G2/2024
Hpossseacno ] I"oaen no

Analytical Report Ne 1TFP2E0G0STE Date 69/04/2021
Anannrigecknii Oruer Ne Jara

APl manufacturer of AP
HaumMenonanue agr o
CYOCTRHIDM, BPOMIBOITC D

Metronidazole USP - Aarti Drugs Lid., India
Merpomngason @.CHIA - Aapru JIpare Jita., Muaus

The analysis was carried ot
according o Normative document
Asaan samonsen no HJ|

[T XOT1666/01-100120

Manufacturcr

(All manufacturing stages)
Hpowsomnrens

{Bce cranan npowssoacrea)

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

Qe apmacuioraxan Jlabopatopus (Oraenenne thupmat «bs, b,
| Kemugane an PapmacsiotHkasc Jran). s

Site address
ANPCC HPUHIBOLC TRCH O
FTOIIEKH

Plot Ne. 4, Phase IV, G.ID.C. Indusirial Arca, Panoli - 394 116, Dist.:
Bharuch, India,

[ Yuactok Ne 4, dasa IV, THJLK, Hipactpuan Apea, llanwomn -
394116, Orpyr: bxapys, Hina

Storage Al temperature not exceed 30 °C protected from light. Don't
xp-’l!i‘-?lil'tc frcczc_
 Hpu tesepa rype e sutire 30 C B 3amMIeHHOM o1 caeTa
‘meere, He SAMOPARHBATL.
Shelf life 13 years

Cpok rogiocn

|3 rona
i

Crpasmua L us 3




TESTS ! RESULTS STANDARDS
MORAZATEAM | PE3VARTATHI CTAHIAPTBL
Deseription A clenr pale yellow solution A clear calourless 1o pale vellow solution
Cuincunie Hipoapatsuii pacteop o cacrae-xearoro Apospasnnii pactaop o1 Gecnnerioro a0 crerios

o unera HENTOLO UEeTs

Idemification

Heananoers

A, Metronidazole Keeps requirements The retention time of the major peak in the

HPLC chromatogram of the sample selution shoulid
correspond 1o peak of mewonidazole in the
chromatogram of the standard solution

A, Merposnauson Bm;tcp‘m'lmalc.‘r IpeGona Hits Bpema  yviaepwibaiiem  ocHos0IO VEKS Ha

BINKX APUMUTOUPAMME  MCHBMTYCMOTO  PACTRODA  HOKHO
COUTECTCIBOBAT, BRUMCHH NAUPAGI Y ELM R
METPOHIARIONE KA XPOMATOrPaMse CraHu@prnom
pacThOp.

B Scdium Keeps requirements Formation of dence whize precipitate with solution of

Identification potassium pyrosmtimonate.

reaction Busepausaer tpeGosa UCpasoBaHHe MIOTHOrO ocazxa fedoro waeta o

b, Harpuit Ka/I348 NHPOHTHMOHATA PACTEOPOM.

KUHECTRCHAR i

PURKLIME

. Chlorides Keeps requirements Formation of white curd-like previpitate with solution

ldentification ol silver nitrate,

reaction Brracpisaser tpedouanig Ohpusosaniie  Heaoro  THOPORKCTOND  OCRARA  ©

B. Xanopsiam PacTsoposM cepeldpa nurpara.

RAUCCTBCH R

PEAKIIE

pH 59 45-7.0

pH 43 7.0

Extractable 103,06 ml Not less than nominal {100 mi}

Velume

Hapneriesnaii TO3,00 ms He sMenee nosmmuinioro (160 sa)

abrem - i

Bacterial Less than 035 EU per | mg Not more thun 035 EU per | mg of metronidazolc

Endotoxins

Bakrepuannmnic Menee 0,35 ED ya | mr b Gonee 0.35 E7 wa | sr metponnaasona

HIOTORCHH kY bocos o ™

Sterility Sterile The sulution shall be sterile

CTepimuocts Crepinunaii Pacteop aomsen Gum crepinsimm

Anomalous Non-toxic The salution should be non-toxic

toxicity Hetoxenpii Pacteop sommen GLTe HeTORCHY IR

AROMAILHAY

TORCIHMIHOUTS .

Particulate Matuer

Mexateckie

BRAIOUSHMS Absent Pasticulute contamination should be absent by visual

Visible Oreyrersyios inspection

Bitumnie ; Mexamscesne meakmenna ronsm ore YICTBODAT,

i THPiE BIIVIL TR HOM R()I»!Tp(h’]i,‘
fnvisible Particles 2 10 poy:

i

Opervial

Particles 2 [0 ur ;

Crpannia 2 13 3

age number of particles - pot




TLSTS
HOKAATEAN

RESULTS

Hemasele

AL IATH]
Particles = 25 jun.
4 per vial

Hacrm 2 1 sum;
0/ dhaaron
Hactmiw > 25 suse
0/ haskon

mave than S000 per vial

CTAHJAPTSHI

Particles > 25 oy average number of particles - not

more than 60K per vial,

Howrinie 2 10 MEM: CPUANCS KOMWCTIO YATTHI -
te fioace 6000 Wmkon
UacTuiet 2 25 MM Cpeanes KOARNLCTIO YOI -

He Doaee 60 idnakon

Hpospassocrs

Culour Daoes not exceed the reference standard | The color of the solution should not exceed the
GYs reference standard GYs
Hevinovts He npermset vyranon (Y OKpucka puctaopa me JokHa HPCHBLLATE YTACH
o — GY; S
Clarity Keeps requircments The solution should be clear or the opilescence of the

Baraepacnaer tpeboranmn

solwtion should not exceed the opalescence of
relerence suspension |

Pacruep aonxen Guth npospatnmyg nau
OIRUICCHESMD PACTROPA 110 TOTAHE Npetblitat,
QIS CHEHEHES YTAnQHS I

Meiponniasony

Mewonidazole impurity A -~ NMT 6.15 %,

Any other unidertified impurity - NMT (0,15 %

Tota! impuritics -~ NMT 1.0 %,

Hpaecs A Metpomsiaiona — ne Goage 0,15 %
ihoBaa apyras weiaen PdnuspoBIEL IpRMCCE -
e Gumee 0,15 %

Cymann npusiecedi - ue Gomee .0 %

The opticel density of the test soluaen & o
wavelength of 524 nm shall not exceed that of the
standard solution.

CHITHHCCKaN IIOTHOCTL HCTAITYEMOTO pacTsopa fpa
Amie o 524 f ne Awokn OpoakHu@Lh
UOTHHCCKY ) FROTHOCTL CTAULEIDTHON PacTpop:,

Related 3'5151 itics 0.02 %

003 %,
Poncreenine
PHUMECH 0.05 9
Nitrites Does not exceed
Hurpui He npesrivger
Assay of 99.0 % i.c 4.95 mg/m!
Metroniduzole
Kosiuecrsennoe 99.0 % T 495 M/
COALPHUHIE

90.0 - 110.0 % of the labe! claim , ie. 430 - 5.50
mg/mi

90,0 - 110.0 % or vomumainuoro coacpuanis,
T 4,50 - 3,50 mriun

Assay of Sodium
chloride

99.9 % e 7.894 me/ml

950 - 105.0 % of the labe! claim.
ie. 7.505 - 8.295 mp'mi

Kosusecraenmae 99.9 % T.c. 7,894 mrvaa 95,00 - 1030 % o noMBIARL OO COACPAUINIA,
COACpARNNC T.e. 7,505 - 8,295 mriamn
Hatpi xaopius . = U N
Storage At temperature not exceed 30 5C protected | Al temperature not exceed 34 °C protected from light.
conditions from light. Don't freeze, Don't frecee.
Yenorus Hpu remnepatype ue poiwe 30" Cg {ps remneparype ne uiwe 30° C B yausiuennos o1
XpaHeHna IAMMILCHEOM OF creTa Mecre. He cneta Mecte. He JAMODILKNBETE.

FAMOPAKRAATS,
Shelf life 3 vears 3 vears
Cpok roanvern [3rom 3roaa

The above sample complies with the preseribed standards of guality
Brieysasaunnit ofipa;

Crpamsiga 3 13 3

4t COUTECTOTIYCT YCTaloBae

HEHBEM CTRHAAPTIM Ka4NCCTRA

MERE/GKEP 110 KOHTPOIIO KAYECTBA
T




000 «HOHUK ®APMACBIOTUKAN NABOPATOPU3»

HOpuanueckui agpec:

Poccus, Macksa 127006, yn. Teepekas, 0,18, Kopnyc 1, kat. 609
Ten/cpakc (485) 642-82-34, Ten. (435) 642-82-35

WHM/KNN 7703550219/771091001 862 18 11

QIrPH 1057746834420

Tloaveepxaenne cooTBeTCTBIY

BROIHMOTI'0 JIEKAPCTBEHHOrO mpenapara Tpefobanusm,
YCTAHOBJICHHBIM NPH €0 FOCYARPCTBENHOIH PerncTPALIHN

Ne 333 o1 /4004 2021

Corxacno INocranosnerus [lpasrrensctsa PO ot 26.11.2019 Ne1510 «O MOPYAKE BBOKA B IPAKIAHCKHI
0BOpOT 1eKAPCTBEHHBIX TPEMAPATOR A1 MEAHUMHCKOr0 TIPHMEHEHHAN.

Toproroe HauMeHOBaHHE

METPOIrWI®

Mexaynapoanoe HenaTeHTOBaRHOE
HaHMEHOBAHHE (IPYIIHPOBOTHOE
HILH XHMHHYECKOE)

Metponngaszon

Jlekapcteennas giopma

pacTBOp A kidryandi

(Bee crauaun npoussoscraa)

[osuponka S Mr/Ma
Dopma BLITyCcka pacteop A HHy3ui § Mr/Mn
(rakon) 100 ma x 1 {nauka kapronnas)
Howmep cepan 11X2119%9
O61eM cepuu 37443
| Hata sbimycka 03/2021
Topgen no 02/2024 (25/02/2024)
HanmenoBanue u agpec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
NPOHIBONHTENA Pharmaceuticals Ltd.), India

Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

FOnnx @apmacsiotigan JlaGoparops (Otaenesne dupssr «Ix. 5. Kemuxanc
31a Gapmaceioturanc Mra.»), Muaus

Humam Cenrep, Kpeizo “B”, 4 Dras, Xuna Caitkn Poyn, Bopas, MymbGai 400
030, Hraun

Site address
AJIpec IPOR3ROCTBEHHOM
TUTOILE/IKH

Plot Ne. 4, Phase IV, G.LD.C. Industrial Area, Panoli - 394 | 16, Dist.: - Bharuch,
India.

Yuacrox Ne 4, ®asa IV, THJLK. Hugactpuan Apea, [lawonn - 394 116,
okpyr: Bxapyd, Hnaus

Homep u zara peructpauronsoro
NOCTOBEPEHHS

TIN0T1666/01 o1 07.06.2010 (nata samens: PY 10.01.2020)

Homep HOpMaTHBHOH TOKYMEHTALHK

1 NG11666/01-100120

HaumeHoBaHue H agpec aepxartens
PETHCTPALHOEHOIO YAGCTOBEpEHUA

Unique Pharmaceutical Laboratories (A division of 1. B. Chemicals &
Pharmaceuticals Ltd.), India

Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

FOunk Papmaceioturan JaGoparopus (Oracnckue tupmut «JIx, B, Kemuxanc
3HA PapMaceroTikanc JIva.»), Humus

Hunam Cewtep, Kppino “B”, 4 Jram, Xuena Cajixn Poya, Bopnu, MymBait 400
030, Huaus

OteeTcTRelHOE NHUO AHCTPEELIOTOpa OO0 WlOinxk DapmacsroTHRan JlaGoparopuan — CMuphosa A.A., MeHeKep

1o ceprdukanyy, nprkaz Ne9-0J] ot 10.08.2020

C ypameH#en,
Meneimep n0 cepTHPUKILHKT

000 «H0mix DapmackiTuran Jabopatopuin

CmupuoBa ALA.




