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C RARUJIOMOS OPIPAH 1O CEPTHRHRALIFH 1TPOALYKUITH OBUIECTBO C OIPAHHYEHHOH
 QTBETCTBEHHOCTHIO "OKPYKHOH HEHTP KOHTPOJA KAYECTBA",
aopec opeanuzantiu: 113280, o Mockea, yn. Macmeprosa, 0. 4, om. 3, noa. 1. ko, 1. adpec opearia no
cepmudpunayi: 113280, POCCHA. copoo Mockea. yiu. Macmeprosa, 0. 4. om. 5., mea.:(493) THE-02-88, 6eh-
COTin: OURR.PE,
JEKJIAPALIISI O COOTBETCTBHH 3APEIMCTPHPOBAHA X POCC RU JI-IN.@MUS.A.0101 918
JATA PEFUCTPALLIA /70920705

T, LCHRD H §

Pyrose; uuf‘ ik OC




W

RUSSIA

CAAUYAGE

MHE

GO

MECRAaIu{ 2 S

SAGHIE) MalACMKE HOKDLL

(Juwa 460 s

Generic Name : Mesaluzine (3

aminosalicylic acid) entaric coaied tublets 409 me
H manne apenapata / Product : Nl[i ¥ "\E{{) P/ Mesac gf i Jlata warororsenm / Miz.Date 1 06/2018
“epita No. / Batch No. L SKTO7 Fosen ao. 7 Exp Date 0572022

i.!o,v,i'p ana;

fHCeKOro 1o / AR NG, - T/0R4S, Jdava setnyera 7 Release Date - [ 7-Jul-2018

e i 539 e .1e &
o Teer i Tests Peyyasrar / Results : Caennduram / Specifications

i Guncanite Kpyrnnie spie auoskopsmysasme  valaeren,  norpafre
Deseription

sus\pn THC | RHIICHHOPSC L HOPHMOT clonouxet KPacHo-
RHLICUHOPALTROp KOPHYHEROTO HBeTa,

KpacH

circular, | Reddi

i h-brown celoured, circular, biconvex. enteric
biconvex, enteric coaied tablets.

o tables

2 ToxmanocTs
: {Mecanaung)
| fdentification |
{Mesalazine)
i {A) Userran peaxusn /| Coorrerersyer TpeBoBAIHAM PAcTROP OKPANIMALLTER B KPACHO-DHOTCTG 51 LBOT,
Colour test Meats the requirement. Solution of reddish violet colour is produced.
| YD-cnekrp HCOLITYSMOIO DacTsopa JOMACH HAMETH
(B) Yd-cnexrpodoro- | Coorserernyer Tpebonannny MAKCHMYM QOTAOWCHEA TIPH TOH WE ZAHHE BOTHE! i
smeTpis LIV Meets the requirement. UVespectrum of the sample  solution should have
i maximum absomiion at the same wave length as UV-
spectrum of standsrd solution.
¥ Pacnazacstocts

Cacrserernyer Tpadoaaniam A) Hu y ozmoi w3 1280070K U AONKHG OaITh
i Meets the requirement. OPHSHARDB DASPYUICHIA HIH NOABACHUA DPErMENTOB
UBO‘TIO‘{KH B TeHCHEE 2 Yacos.

a) No tablets shows signs of cracks and fragments of
coating that would allow the cscape of the contents
during 2 hours in acidic medium.

8) Bee Tabdbaetxi fos
20 Muu/ Minules MILH,

b) All the tablets disintegrate within 60 minutes in

Disintegration time

RHBl PACNACTRSS B Tedeuuce 60

. buffer medium.
4, Cpeusts macea 674.1 Mr/mg 6723 M1 3%
Average weight (01 632,13 20 692,47 mr).
Standard wi. : 672 3mg £ 3 %
L2 Between 652 Limg and 692 3me
Quasioponstacr no Miunstyn / Minimuem -1.51 % 18/20 radnerox - ne Gonee + 3 %:
Macce Maxecineys / Maximum - 1.6 9% 2720 raBnerok - we Gonee £ 10 0%,
i Uniformity of weight Average weight = 5.0%
[ 5 Pactropeine Mutinys / Minimum - 0% (a) me Goace 0% oT 3assresdoro  Konuuecrsa
: Dissolution Marcunys / Maximum 0% S-AMHHOCAHHIHION0 EHCAOTH ARG
Cpean. /Average 0% pacTopuThea @ Kicnoil cpese 3a 120 Mitw
Stage A . Not more than 10% of labeled 2mount of 5-
aminosalicylic acid dissolves in 0.1N HC! 120minutes.
Muramys / Minimum - 95 % (6) me mesee 80% 0T 3amBisHHOrG KOTMuzeTEA S-
Makenmys/ Maximum @95 % AMIMOCATHIACBOT KHSAOTH 20/6HO DUCTUOPHTECS B
Cpean. / Average :97% ocharuon Sydepitom pacraope 32 60 My
Stage B : Not less than 80% of labeled amour: of 5-
aminosalicylic acid  dissolves in pH 6.8 phosphate
buffer in 60 minuses.
6. Mouropouise npusecs Not Detected oGOl GeUACHTIILLIPOBAIIGI REHMECT -
i He fonee 1,0%
Individual » Net more than 1.0 %,
Not Deiwected Cymma upusecedt - ne fonee 2,0 %
i Total : Not more than 2.0 %.
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Generle Name : Mesalazine (3-aminosadicylic acid) enteric coared tablers 400 my
Haseanwue apenapaya / Product: MECAKOJ/ \icsqcui w F Mig Date - 06/2018
Cepua No./ Bawh N, : SKT0799 V'oaen zo./ Exp.Date 10542022
Honep andnsticus CTABASA8 Lara pinyera / Release Date  : 17-Jul-2G18
Teer 7 Tests Pesvasray / Resulis Creundguranun / Specifications
7, Cerarouine 47ppm H O HIOnponnAcERl CmpT - o Soaee 3000
OPraHpYesRiD PPN RAKIOT0 KOMIIOHCHTE B TADACTRE.
B ittt 2710ppm Atetone - Not more than 5000 pom
Residual solvents sopropy! Alcohol : Not more than 3000 ppm
8. Konuecrreuioe 393.6 Mrfval / mghab. WNOI TADALTRE J0MHHO cogeparsen 400 mr &
ONPCACHeHIE 3 % 3-a MEHOCAAHUNAOBON RuUCAOTEL O KOAHUCTIBA,
Mecanasina 400 | IARRACHNOIS HA JTHEETRE (Me Menee 380 n we Souce
priTad | 53,4 % MecanasnHa o7 KOARMECTRE | 420 M S-AMUNOCALIGIOBON KHCNOTEY).
i -
Aszsay { BAABACHHOTO HA STHUReTRS /7 Of

Label Claim :

400 mg/Tablet

Mesalazine US

P

| labeled amount of Mesalazine.

Between 350.0 mg and 420.0 mg of Mesalazing per
tablet.

Between 95.6% to 105.0% of labeled
Mesalazine.

amount of

4. MurpoSuonornueckas A) 13 KOE/% /CFU/gm A) B I rnpenapars aonycxactes ve Sonee 1000
4HCTOTa a3podis Sakrepuil i
Microbial Limit Test | By  <iD €OE/r / CFU/gr B) B | r apenapara nonyckaeren we Sonce 100

C)oteyrereue /

F Absent C) He soayckacres nanuaue Gaxvepwit  Cscherichia
coli.
(a) Total viable acrobic count not more than 10°
bacteria
b) Not more than 10° fungi per gram.

APOAGKEBLIX H ILICCHEBHIX rpuéoc.

() Absence of Escherichia coli per | g.

3araiotenite | IPOIYKT COOTBETCTHYLT YOTRHOBACHILIM CTANAAPTAM KANCCTHA, YKATAHNBIX © BHYTPHUDOHIBOACTBCHILIX

crieunhHKaLHAx.

Remarks: The product complies with the preseribed standard of quality as pe

r [n-house specifications, . . e
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