o BEPYIIKCIIYIKEA
AEPIKABHA CITVKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOQJIIO 3A HAPKOTHKAMH y m. KHEBI

syn. bepesnaxisceka, 29, Knis, 02098, Ten./daxc: (044) 550-23-55, Tex. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.uahttps:/www.dis.gov.ua, Koa €EIPIIOY 37079055

BHUCHOBOK
npo AKicTh BBe3eHoOro B Ykpainy aikapebkoro 3acofy -

25.11.2020 N: 64996/20/26

MECAKOJ
(#rafhenysanan Aixapeakora 3acoby 3riano 3 peccTpALiitKM FOCRIANCHIRM}
tabnericn, BkpiTi 06010HK010, KHMIKOBOPO3uHKKi Mo 400 mr, no 10 Tabaerok y erpuni, no 5
CTPHIIB Y KapTenHil ynakoBui
(dopma BABYCKRY, KOIYBASILA, KIUT NAKYBAHHN NIKAPCRKOTO 3a006y)

Homep peccrpauifioro-nocsigsenix UA/1 1631/(1/01 crpox aii peecrpauifinoro nocsinyerns HeoOMexenHt
Cepls ixepcskaro sacoby Ne SKX0814 KinskicTs, BRE3eHOr0 Nikapeskoro sacoby 5010

BupoSuux Can Qapmacsiotaxan [rnacrpis Jitg, [azis
(naltmenysanng supobuixa nikapchkoro 1acofy, KPaila MOXOAKEHHI)

Bagseno s Vipaliy Tosapucrso 3 o6mexencio sinnopinansuicrio "Paunbaxei
Dapmacelorikane Yipaina', ineur. xox: 38265984

(neRAMcHyBaHuS Ta koa 38 CAPTIOY wpranuuol ocobu abo npizssiue, in's, o Sersxoni $isuanol
ocotu - mianpuemus, T Micue NpousaHka Ta peecrpauifinyi Homep obnixopol KapTKH rnaTHRKE
noaarxin 880 copix Ta HOMEP nNACNOPTA)

Tpororan shyansuoro koutponio sin 00.11.2020 N 3453/3.

Jaboparopunit auanis SK0CTE Aixapckoro 3acoby amiticHes:

Jlepxasna raykoBo-nocninna nabopatopis 3 KORTPOMO AKOCTI NiKAPCHKHX 3acobis Jlepxannoi

ycrarorH "IscTRTYT rpoMazncsxoro 3popos's iM. O.M. Mapseesa HAMH Yxpaian" (M.Kuis,
_sya.Jlonyapenxa 50)

{naRNeHyBaKns Ta MicuesHaX0LKeHH naGoparopii, 1o npoaean saboparophull axanis sxoow)

BiicHoRoK WOA0 AKOCT] Nikapcskoro sacoGy, suaasuh aaboparopiew sin20.11.2020 Ne 2634

Pesynsrari nabopatopioro ananisy axocti nikapeskoro sacofy 3a nepesipesiMu nokasiukams Bixnosigaiors
BHMOTAM METOZLIB XOHTPOAKS AXOCT] (AHAMITHIRO-HOPMATHRHOT AOKYMEHTRLLIT).

34 pesybTATAMK  OCPRWABHONG  KORYDOJMIO  BCTENOBNCHO, ULIO Jikapcekuft 3aci6  smezeno B Yipainy 3
AOTPHMAHHAM suMOr 33K0HORABCTSE Ulono 3a6eaneyenus AKOCTI Nikapes!

"3(/’;3;_, ) - ¥4 «PAHBAKCT
CPoume S OAPMAC BIOTIKATC
= YKPAIHA»
laeHTIDiKauidr:
xon 38265984




Kpaina- ismoprep: YKPATHA / Importing country : UKRAINE

Sun Pharmaceutical Industries Ltd

Kourpoan sxocri / Quality Control

Survey No. 214, Government Industrial Area,
Phase il, Silvassa — 396 230.

Ceprudpicar axocri / Certificate of Analysis

PHARMA

(U.T. of Dadra & Nagar Haveli), INDIA

Crp. /Page10f4d

Haiimenypanua npenapary: Mecakon, Tabnerku, BrpHTi
0BONOHKDI0, KHIIKOBOPOSHHHEI, 1o 400 Mr
Product: Mesacol, enteric-coated tablets 400 mp

Jara sxpoGuaurea
Mfg. Date: 08/2020

Cuaa aii: | Tabnerxa micTuTs Mecanamin 400 mr
Strength; 1 tablet contains Mesalamine 400mg

Mpuaaruaid go
Exp. Date: 07/2024

Poamip i Ten ynakoeku: no 10 ta6nerok y Crpuni, ne § crpuiris

Y KapTOHHii ynaxonui.
Packing size and type: 10 tablets in strip, 5 strips in a carton

Bunyck cepii nozsonesuit
Release Date: 31-Aug-2020

Cepin Ne / Batch No.  : SKX0814

A.0. No/ A.R No. : T/0873/20

Poamip cepii / Batch size; 8000 ynakosok / packs

Kpaina Bupobusk /
Country-manufacturer: Inain / India

BupoGunk: Can Gapmacerorukan [nmactpis Jitn
Cypseft Ne214, linsuka Ne20, I'asr.Innn.Epis, daza 11,
ITinapia, Cinssacca - 396230, Y. T.Janpa i Harap Xaseni,
[uais.

Manufacturer: Sun Pharmaceutical Industries Ltd

Survey No.214, Plot No.20, Govt.Indl. Area, Phase I,
Piparia, Silvassa-396230,U.T. of Dadra & Nagar
Haveli,India

Bupobun=a xinenzis /
Manufacturing licence. : NH / 26

Peccrpauiine nocsigyenns ' UA/ 11631/01/01
Registration certificate No. UA / 11631/01/01

Ceprudikar GMP / GMP Certif.
070/2018 / GMP

‘g_.j Ananusnt / Tests Pesynvratst / Results Crennduxanuu / Specifications
L. OfMC Kpyrni meoonykni  tabnevkw, | Kpyrni nsoonyxni tabnerks, BRpHTi ofononko0
Description BKPHTIOBOROHKOW (KHLIKOBOPORYHHEI HAOKPHTTH) YepEOHO-
(KHIIXOBOPOIUMHHI  NOKPHITA) ! KOPHMHCEOID KOABOPY.
4EPROHO-KOpHYREBOro konsopy. | A reddish brown coloured, round biconvex,
A reddish brown coloured, round | coated {intestinal soluble coating) tablet,
biconvex, coated (intestinal
soluble coating) tablet.
2. inesradixanis
Identification
2.1) Mecanamin Bignosinae Ocsita uepsono-ionerosore sabapnnenss.
Mesalamine Meets the requirement. A reddish violet colour is produced.
2.2) 3anisa okcHn Bianosinae 3HEKHERNA YepBOHOrO (GapOyBanus.
epBoHH# Meets the requirement. The blood red colour disappears.
Red iron oxide
2.3) Turana AHOKCHA Bianosinae ®apbysatHe  polywHy B xosmai  aGo
Titanium dioxide noMapax4esHit kop.
Meets the requirement. A Solution turns to yellow or orange yellow
solution.
3. Posmennenns Bianopisae Cranin A, XKomua 71abretka He noBuHNA
Disintegration time Meets the requirement. TIPOSRAATH 03HAK PORIAASHHA | MATH TPIULKH a 2
TOAHHH B KKCIOMY CCPCAOBHLL[L
Crazix B. Bei raneTky popunii-posnactuca ia
60 x8 B Oydepuiil cepenssrInt.
a) No tablets showsSigrsnd cracks and fragments
14 Xsunun / Minutes of coating aldafl ¢ escape_ of the
contents Fouss Inacidie. PAHA
t) All thgAdblets disintegrate wild O 0 miniesig /|
buffer nfgdiymap fff WISy 7 Ne b e
4, Cepenus mMaca 6772 mr/mg 672,3Mr{{51%% (638, v 4 T0J 55001 (PAHBAKC]
Average weight Standar etz FAYAPMACKOTIKARIC h
Le, betw magaaEso ity VAl
OIHOPIARICTD MacH MiriMyu / minimum: -1.07 % + 5 % Bin cRMeAULDL o \\ In@HTEDIKALIAEN
Uniformity of weight akcHMyM / maximum: 1.16 % | Average weighteas0p. 025 N 382659&




Kpaina- ismoprep: YKPATHA / Importing country : UKRAINE

Sun Pharmaceutical Industries Ltd ) Ko“'rpo‘;“, arocTi/ Quali(y Control
SUN iﬁg:’;:ﬁos'uzjésgfgeggggf Industriat Arez, Cepradirar axocti / Certificate of Analysis
FHARMA | (1) T of Dadra & Nagar Haveli), INDIA Crp. / Page 2 of 4
Haémenysanug npenapary: Mecaxon, TabneTku, BKpUTi Hara sapobrunrrea
0BO0HKO, KHILKOBOPO3UUHHI, no 400 mr Mfg. Date: 08/2020
Product: Mesacol, enteric-coaled tablets 400 mg
Cuaa it T tabnerxa micTdTs MecanaMmin 400 Mr Ipunatunit 50
Strength: 1 tablet contains Mesalamine 400mg Exp. Dste: 07/2024
Poamip i TRe ynakoskw: no 10 tabnetox y Crpuni, no 5 cxpunis | Bunyck cepii no3posiedui
¥ KapTOHHIH YnaxosLi. Release Date: 31-Aug-2020
Packing size and type: 10 tablets in strip, 5 strips in a carton
Cepia M / Batch No.  : SKX0814 B A.O. Ne/ AR No. : T/0873/20
Pozmip cepii / Batch size: 8000 ynakosok / packs Kpaina supobnnk /
Country-manufacturer: Inais / India
Bupobunk: Can Qapmacstorvkan Ianacrpia jitn Bapobunaa ainewis /
Cypseit No214, linauka Ne20, [asr.Inzn Epis, ®asa 11, Manufacturing licence. : NH / 26
[Tinapia, Cinsracca - 396230, V.T. [{anpa i Harap Xaseni,
[nain.
Manufacturer: Sun Pharmaceutical Industries Ltd
Survey No.214, Plot No.20, Govt.Indl.Area, Phase [I,
Piparia, Silvassa-396230,U.T. of Dadra & Nagar
Haveli,India
Peccrpauniine nocsinsenns | UA/ 11631/01/0] Ceprudixar GMP / GMP Certif.
Registration certificate No. UA / 11631/01/01 070/2018 / GMP
j;‘anl Anannss / Tests Peayasrarut / Resulis Coeunduxanuy / Specifications
5. POIYHHEHHS MiniMym / minimum:0 % Cranis A: He Sinsiue 10% via 3aseienol
Dissolution MakcHmMyM / maximum: 0 % KIIEROCTI MecanaMmin Mac porguuxruca a 0,1 M

cepenHe / average: 0% POIYHHI XIOPHCTOBOJHEBOT KHCNOTH 33 2 OJHHHU.
Stage A: Not more than 10% of labeled amount of
Mesalamine dissolves in 0. {N HCI [20minutes.

MmidiMy™m / minimuny. 96 % Cranin b: He memu 80% (Q) sin 3asnnenoi
Makcumys / maximum: 97 % KUIBKOCT] MecanaMin Mac posHMHATHCS B
cepenne / average: 97 % bydepromy posumnni pH 6,8 32 | roguny.

Stage B: Not less than 86% (Q) of labeled amount
of Mesalamine dissolves in pH 6.8 phosphate
buffer in 60minutes.

Jas 81 pipss: ve menwe 85% s koxuo?
TabreTkH.

Jins 82 pinkst: cepense 3uaueHHs ans 12
rabnevok (81 + S2) nopisHioe abo nepesuuiye
80%, i wonHe 3HAYCHHR HE TIORHHHO OyTH MEHLUC
65%.

Jaz S3 piesta: cepenue 3madveHHs Aan 24
tafinerox (S1 + S2 + 53} mopimmoc aGo
nepenuuye 80%, i poaycrasthed He Givbliue 2-x
IHavens Menwe 63%, I npd ULoMy opHE i
JHaveHs He nosHulio ByTtu mMoswe 53% For Si
level each unit is not less than-85%.

“or S2 level average of 12 uniis (S1+82)is

] «’.‘M“.B.;}K_Q.'}‘ "
' @A?\a;r\mnnmm)%

0.
53 level average of 24 units (S
1 to or greater than 80% not morg/
less than 65% and no unif is less ¢

vipAltiA»

. _-h*;}(*n".ﬂ'v“’d
¥
isﬁ'e“'uﬁ cnkd. A

TR S0

|AEHTUCDIKAUIAHIA
ko 38265984 o;é?’



Kpaiua- imnoprep: YKPATHA / Importing country : UKRAINE

Sun Pharmaceutical Industries Ltd

Koatpoan sxocri / Quality Control

Y .
A Survey No. 214, Government Industrial Area,

Ceprudixar axocti / Certificate of Analysis

STJIN | Phase Ii, Silvassa— 396 230.
PHARMA | (U.T. of Dadra & Nagar Haveli), INDIA

Crp. /Page3 of 4

Haiimenypanus npenapaty: Mecakon, TabaeTky, BKpUTI
0BONOHKOI0, KHILKOBOPOIUHHHI, 110 400 Mr
Product: Mesacol, enteric-coated tablets 400 mg

Jlata pRpoSunuTEA
Mfg. Date: 08/2020

Cuna aii: 1 rabnetka micTuts mecanamin 400 mr
Strength: 1 tablet contzins Mesalamine 400mg

Iipunataat no
Exp. Date: 07/2024

Poamip i Tan ynaxoeku: no 10 tabnerok y Crpuni, 1o 5 crpunis | Buuyck cepit gossonequit

y KapToHHii ynaxosui.
Packing size and type: 10 tablets in strip, 5 sirips in a carton

Release Date: 31-Aug-2020

Cepig Ne/ Batch No.  : SKX0814

A.O. No/ AR No. : T/0873/20

Poamip cepii / Batch size: 3000 ymaxoeox / packs

Kpaiua supobuuk /
Country-manufacturer: Inaix / India

Bupo6muk: Can ®apmacsiorikan Innactpis Jita
Cypseit No214, Ninanka Ne20, lapr.Innn Epis, ®asa I,
Minapia, Cinseacca - 396230, V.T. Hanpa i Harap Xaseni,
Innisn.

Manufacturer: Sun Pharmaceutical Industries Lid

Survey No.214, Plot No.20, Govt.Indl. Area, Phase I1,
Piparia, Silvassa-396230,U.T, of Dadra & Nagar

Haveli India

Bupobunaa ninensin /
Manufacturing licence. : NH / 26

Peccrpaniifine noceinuenna - UA/ 11631/01/G1
Registration certificate No. UA / 11631/01/01

Ceprudixar GMP / GMP Certif,
070/2018 / GMP

‘:‘:’/ Apaanant / Tests Pesynwrares / Results Chenudnkaunn / Specifications
6. OupuopiaHicTs KosoRankx | MiHiMys / minimum: 99.0 % Has 10 taGnerok (n = 10):
OMMHHUE Makeumysm / maximum: 102.0% | puiimansse wucno w10 raSneror Mae Sytw
Uniformity of Dosage cepennc / average: 101.0 % meHuie abo gopisaroc L1
Units [ppiiMansHe yneno / Jnn 30 rabaerox (n = 30):
Acceptance Value : 2.0 Kiguene npuiiManshe uucno ans 30 tabaeTok Mae
6yTH Mewne abo nopinmioe L,
Bianosizac pamoram Meets 3mict woamei 3 Ttalmerok He nowunno Oyre
requirements merme (I L2 x 0,01} M abo Oinswe (1+ L2 x
0,01y M
L1=150il2=250
Should comply with the requirements
Forn= 10,
Acceptance value of the 10 dosage unit is less
than or equal to L1%.
If the acceplance value is greater than L1%
Foru =30,
Final acceprance value of the 30 dosage unit is
less than or equal to L.1% and no individual
content of the dosage unit is less than {1- (0.01)
(L2)] M not more than [I + (0.01) (L2)]M; Li is
15.0 and L2115 23.0.
7. CynyTHi BQL Makcumansiol iHarBIZYANSHOT DOMILIRH:
JOMILUKH e Gianwe 1,0%,
Related Substances Asy Individual impuity: Not more than 1.0%
BQL Byab-gKuit iduniy toMimey se Ginsure 0,5%
Any etherimpurity: Not miore than 0.5%
A . cymMa gomihinok =e Ginpwe 2.0%. =
g ”’\* - Total impurities: Not more that 2.0% m
3. 3anHuIKoBi KiNLKOCTI 666ppm /\sy Ne 1 \"\ Crnpr isonponinonuis - te Ginsue SOBG; Ne 1
OPTAHIYHHX POIMHINKKIB /i vwﬂ,mﬁ\ ﬂ«\sopropvlﬁtrohm Not more than SQG0pom AHGAK
Organic volatile 20ppm {[ « | pyat bt TR TS Reron - e Gimbiae 5000 ppm o DTIKAIC
o D en AN ;\ (DAP,V\A(b.
impurities 2 Vi, T’:‘\m P ]9 iAcetone; Not more than 5000 ppm || o KA Ha»




Kpaina- imnoprep: YKPATHA / Importing country : UKRAINE

Sun Pharmaceutical Industries Lid

Konrpoas skocti / Quality Control

Survey No. 214, Government {ndustrial Area,

STJIN . Phase I, Silvassa - 396 230.

Cepradirar axocri / Certificate of Analysis

PHARMA

(U.T. of Dadra & Nagar Haveli), INDIA

Crp. / Page 4 of ﬂ

Haitmeuysaunn npenapary: Mecaxon, Tabnerk, BRpHri
060NOHKOK, KHIUKOBOROUUHHI, 110 400 Mr
Product: Mesacol, enteric-coated tablets 400 mg

HMara supobRuuTea
Mfg, Date: 08/2020

Cuaa nii: 1 rabnerxa micTHTh Mecasamii 400 Mr
Sirength: | tablet contains Mesalamine 400mg

Hpuaaruuii no
Exp. Date: 07/2024

Poamip i Ten ynakosku: no 10 rabnerox y Crpui, 1o S crpunis

¥ KAPTOHHIM ynaxoBui.
Packing size and type: 10 tablets in strip, 5 strips in a carton

Bumyck cepii nossonesutt
Release Date: 31-Aug-2020

Cepia Ne/ Batch No.  : SKX0814

A.O. N/ AR No. : T/0873/20

Posmip cepii / Batch size: 8000 ynakopok / packs

Kpaina sapobuux /
Country-manufacturer: Inais / India

Bupobnuk: Can Mapmacsiotuxan Ingactpiz Jltn
Cypseit Ne214, Jlinauka Ne20, Naprluan. Epis, Qaza 11,

Hinapia, Ciznpacca - 396230, Y.T.Jlanpa i Harap Xasesi,

Ianis.

Manufacturer: Sun Pharmacentical Industries Ltd
Survey No.214, Plot No.20, Govt.Indl. Area, Phase I,
Piparia, Silvassa-396230,U.T. of Dadra & Nagar
Haveli,India

Bupobunua aimenzis /
Manufacturiog licence. : NH/ 26

Pecerpanifine mocsiguenisn : UA/ 11631/01/01

Cepradikar GMP / GMP Certif.

Registration certificate No. UA / 11631/01/01 07072018  GMP
J;’rl Anaauzet / Tests Pesyastarus / Results Crenudmuxansu / Specifications
9. KUIbKICHE 403.2 mr 8 Tabnerke/ mg/tab. Bix 380,0 mr no 420,0 mr mecanamin e Tafnerui
BHAHAYCHHA {95,0-105,0% six sasrneHol KimbioeTi).
Assay Not less than 380.0mg and not more than
420.0mg of labeled amount of Mesalamine.
160.8 % Not less than 95.0% and not more than 105.0% of

labeled amount of Mesalamine,

<10 baktepiit / Total aerobic
count

10. | mixpoGionoriuHa unerora
Microbiological limit test

B1 r npenapaty AONYCKAETECA HAARHICTE He
Ginsiue 10" Sawcrepiit i 107 rpubis.
Total aerobic count: Not more than 103 CFU / 2.

<10 'pubdos / Mold count

Mold count : Not more than 100CFU/s.

Escherichia coli orcyreeyer /
absent

He pomyckservcs  Escherichia coli 8 Ir
npetrapara
Absence of Escherichia coli.

Bianosigae
Meets requirements

1. | INakyBanms ra
M3pKyBaKHA
Packing and marking

Binnosiano ao suMor MKK nikapeskoro
npeaapary

As per the requirements of Methods of product
quality control.

3aspa mpo ceprudikauito: LM a1 sacsinuylo, wo Bkazana sume iHpopmauis £ pocromipHolo i Tounoi. L cepin
npogykuif Gyna suroToBAeHa (BICIIOMAICHH YNAKORKY / MAPKYBAHHA) | NDUBEALHO KOHTPAXS i1 AKOCTI HA BHLIEBKA3ZHOMY
3aBOMI B MOBHIA sizosinHocti 3 BumMoramu GMP, a taxox siznosiaHo Ao cneuwsdikauii, wo mictursca 8 MK no
peecrpauiiitoro nocsinuesns Ne UA / 11631/01/01 Tepmin ail noceintenna neobmewenuii. npotokony pupoSuuutsa,
YRAKOBKY Ta asafi3is Synu NepersHyTl | BCTAHOBACHO sinnoaigHicTs GMP.

Declarationaboutcertification: Here by [ testify reliability and accuracy of the above information. This batch of product
was manufactured (including packaging / labeling), and its quality was controlled at the above stated site in full
accordance with the GMP and in compliance with specifications contained in methods of drug quality cont
Registration Certificate No. UA /1163 1/01/01 unlimited. Batch manhg and anajy.sx’smx%qﬁ %}wk}i

o ‘ AT

were reviewed and compliance with GMP was proved.

"r’f‘\!‘HA & o

3acsinueno / Authorized By

Menemxep / Sr.Executive - Quality

[Mpawarymap Bapix / Prashantkumar Barik

Hata / Date: Koo

SAPMACKHOTIKATICY

e T,
&
1 &N 4

VEPAIHA»




JEPXJUKCIYKbA
JEPXKABHA CAYKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

gyn. bepesnakiseska, 29, Kuis, 02098, Te. (044) 295-26-85 ren. (044) 295-26-82
E-mail; dis.kyiv@dls.gov.uahitps:/www.dls.gov.ua, Kon E€IPTIOY 37079055

BACHOBOK
NIpo AKICTH BBE3EHOro B YKpainy NiKapesKoro 3acoly

08.09.2021 Ne 40203/21726

MECAKOJ

(HARMERYRRHUR HKAPCHKOTo 3ac00y 3rian0 3 peCCIpaningum HOCHIANCHISM)
tabaeTkn, BRpuTi 060.101K010, kHuKoBope3THuHi o 400 mr, no 10 TabaeroK y crpuni, no §
crpunis y KapToHuiil ynakosui
((hopMa BHIYCKY, J03YBEHHA, BRI NAKYBAHHA HKAPLLKOIO 3aco0y)

Homep peccrpauifnoro nocsinuenns UA/1163 1/01/01 crpox il peecTpaifHOTO NOCBIIHEHHSE HeobMexKeHHR

Cepin sixapenioro racofy Ne SKY0284 KilibKicTL BBE3€HOTO Nikapcukoro sacoby 7824

BupoGuuk : Can Papmacsiotaxan Inactpis Jita, nais
: (alisenysanns BUPOSHNIKA HXIPCLKOID 3000y, XpaTHA THOXOLKEHHR)

Boeseno B Yxpaly TorapucTo 3 06MEREHOI BINOBIIZILAICTIO "Paubaxci

®dapmackiotikasie Yrpaina”, inenr. xox: 38265984

(rafivcHypanas Ta xoi sa CAPTIOY jopsanasot ocodu a00 npissHuIc, iM's, 10 Garexoal GianyHOl

BCOGH ~ THANPHOMES, T MICUE DPOKHBANHA T4 peccTpauiiiHnit HoMep HOAIKOBOT KAPTKYK 1IBTHHKE
noArTkis 60 COPIA TA HOMEP NACKOpTA)

IpoToKon BisyRIBHO0 KORTPOIIO B 14.07.2021 X 2221/9.
Jla6oparopruii akania SKOCT AIKAPCLKOTO 3ac0By yailicHenii:

Jlepxapia HayKOBO-A0CTAHA TaBOPATOPIA 3 KOHIPOIMO grocti Tikapebkux 3acobis [lepxasnol
ycraHosH "IHCTHTYT [POMANCHLKOI 0O a0por's iM. O.M. Mapscesa HAMH Ykpaiun” {M.Kuis,
syallonyapenka 50)

(HafMeHy BAIY T4 MICHCINAXOAKREHNN Aa0oparopil, o nponeda aaboparopimi aHams $xkocti)

BHcHOBOK LOAD AKOCTT AiKapeskoro sacody, sunanuh naGopatopicio B 07.09.2021 Ne 1977
Peayabrari JAGOPATOPHOro GHANIIY AKOCTI HKAPCHKOTD 3acofy 32 NCPEBIPEHHMM TIOKAHHKAMH BUINOBIAAYOTH
BHMOPAM METOAIB KOHTPOMO AROCT] (AHAMITUYHO-HOPMATHBHOT AOKYMECHTBLLT).

Sa pEIVABTAIAMI  ASPAABHOTO  KOHTPOMO  BCTRHOBICHO, IO aikapeskult  3acié  pee3eHo B Yipaidy 3
m/}acggm 3acobis:
i ,/"/




: Kpaiua- imuoprep: YKPATHA / Importing country : UKRAINE

@ Sun Pharmaceutical Industries Lid ) Kontpons axocri / Quality Control
éIJN ?:;::’;S%j\:;;?ﬁ?gg{;ggt hdusirinl Area, Ceprudixar awocri / Certificate of Analysis
TR | (U.T. of Dadra & Nagar Haveli), INDIA Crp. /Page 1 of 4
Haitmeuysauns npenapary: Mecakon, tanetke, BKpUTI Havra eupobunursa
0BOROHKOIO, KHIIKOBOPO3YMHHI, 110 400 Mr Mfg. Date: 04/2021
Product: Mesacol, enteric-coated tablets 400 mg
Cuna it: | Tabnerka MicTuts mecanamin 400 mr Mpuaarauit no
Strength: | tablet contains Mesalamine 400mg Exp. Date: 03/2023
Poawmip i Tun ynakosxu: no 10 ra6nerok y Ctpuui, no 5 crpunis | Bunyc cepii nozsonenuit
Y KapTOHHIH ynaxosyi, Release Date: 13-May-2021
Packing size and type: 10 tablets in strip, S strips in a carton

 Cepin No / Batch No. 1 SKY0284 A.O. Ne/ AR No. : T/0382/21
Po3mip cepii / Batch size: 8000 ynakosok / packs KpaYua supobuux /
Country-manufacturer: Inais / India
Bupobuux: Can Gapmacsioruxan lixacrpis Jita BupoGuuua sivensin /
Cypseit Ne2 14, [Tlinssia Ne20, Tast.Iunn Epis, ®asa [I, Manufacturing licence. : NH / 26
[Minapia, CinsBaccea - 396230, Y.T.Jaapa i Harap Xaneni,
Lunis.
Manufacturer: Sun Pharmaceutical Industries Ltd
Surviy No.214, Plot N+.20, Govt.Indl.Area, Phase I,
i Froaria, Silvassa-35%62 50,U.T. of Dadra & Nagar
i_Haveli,Indiu A e, —_— .. ]
i Pecerpauiiine nocuiguenus : UA/ 11631/01/01 Ceprudikar GMP / GMIP Certif, |
M@i}}n certificate No, UA / 11631/01/0} 07072018/ GMP e
§ ?rl C Amsituaes / Tests " Pexyauraru / Results Creuuduxanun / Specifications
{1 ] onme Kpyrni  aseonywni  rafinerie, Kpyrai asoonykni radnetxu, skputi obononko©
; . Dlexcription BRPHIIOBOROHKOIO g (!m'mmmmwmmi -HOKpPHTTA) HEPBOHO-
v (kHiuKOBOPOIUMHKI  NOKPHTTR) | KopUuHEBOTD KOILOPY.
| MepBOnO-KopiuHeROro KOAKOPY. | A reddish brown coloured, round biconvex.
A reddish brown coloured, round | coated (intestinal soluble coating) tablet.
biconvex, coated (intestinal
. soluble coating) 1ablet,
2. inenvudixanis
Identification
2.1) Mécanamin Bianosinae Ocsirta ueproro-gioneronoro 1abapasnenns,
Mesalamine Meets the requirement. A reddish violet colour is produced.
2.2) 3anisa okcia Binnosigae JuHKHEHHS 4epBOHOTO hapByBanHs.
YepBOHUi Meets the requirement. The blood red colour disappears.
Red iron oxide
2.3y Trrana anokeug Bianosizae Dapbysatns  posdvHy 8 kosTRE  aGo
Titanium dioxide foMapanyesuii Konip,
Meets the requirement. A Solution turns to yellow or orange yellow
solution.
3 Pozwennenus Bianosiaac Cragisn A, Konwa raBnetka we nosuHua
Disintegration time Meets the requirement, TIPOARANTH O3IHAK POINANAHHA | MATH TPILIMH 3a 2
FOAMHH B KKCIOMY CEPeroOBHLL:
Craniz B. Bci rabnetsu nopusini posnactucs 1a
60 xn 8 6ydepniit cepenosuui.
a) No tablets shows signs of cracl
14 Xsunnu / Minutes of coating that would allow,
contents during 2 hours in ¢
b) All the tablets disintegrffe
buffer medium. *
4, Cepenus maca 677.5 mr/mg F A
Average weight
ORHOPIAHICTH MacH Minimys / minimum: -1.57 %
Uniformity of weight MakcumyM / maximum: 2.92 %




Kpaiuna- imnoprep: YKPATHA / Importing country : UKRAINE

fm Sun Pharmaceutical Industries Ltd Kowrpoas sxocti / Qﬁalﬁ& Control
*\@ Survey No. 214, Govemment Industrial Area, Ceprugiar skocti/ Cortificate (v:'fknalysis

SUN | Phase I1, Silvassa ~ 396 230. v

PHARMA L (U.T. of Dadra & Nagar Haveli), INDIA Crp. / Page 2 of 4

Hailimenysanusa npenapary: Mecaxon, Tabnetks, skpuri Jara sepoGuunrea

oBONOHKOIO, KHILKOBOPOI4HHHI, 1o 400 Mr Mfg. Date: 04/2021

Product: Mesacol, enteric-coated tablets 400 mg

Cuaa aii: | rabaerka micturs Mecanamin 400 mr NpuaaTani go

Strength: 1 tablet contains Mesalamine 400mg Exp. Date: 03/2025

Poamip i Tan ynaxossu: no 10 tabaetok y Crpuni, no § crpunis | Bunyck cepii Ao3sonenud

y KaprouHi#i ynakosui. Release Date: 13-May-2021

Packing size and tvpe: 10 tablets in strip, 5 strips in a carton

Cepin Na / Batch No.  : SKY0284 A.O. Ne/ AR No. : T/0382/21

Posmip cepii / Batch size: 8000 ynaxosok / packs Kpaina supobnux /

Country-manufacturer: [unin/ [ndia

Bupobunk: Can ®apmacsioturan lugactpis Jita Bupobunua nivensin /

Cypse#t No214, Jlinsnka Ne20, Casr.[uan Epis, Gasa 1, Manufacturing licence. : NH/ 26

[Minapia, Cinesacca - 396230, ¥.T.laapa i Harap Xageni,

[ris.

Manufacturer: Sun Pharmaceutical Industries Ltd

Survey No.214, Plot No.20, Govt.Indl. Area, Phase [I, S

Piparia, Silvassa-396230,U.T. of Dadra & Magar : RARER A
 HaveliIndia , ,

Peecrpauiitie gocniguenus : UA/ 11631/01/01 Ceprugikar GMP / GMP Certif.
__Registration certificate No. UA/ 11631/01/01 ‘ 0762018 / GMP

?r., Awnaausnt / Tests Pesyasrarst / Results Cacunduxaumnu / Specifications

5. POTUHHEHHHA ‘ minimym / mirimum: 0 % Crantis A: He Ginsuic 10% sin sassincoi

Dissolution makcmym / maximum: 0 % KifnKOCTi Mecanamis Mac posunnaTHes 3 0,1 M

cepenue / average: 0% : POIUHHI XJIOPHCTOBOAHEBOT KHCAOTH 382 rOaKHM.

: PR ‘| Stage A: Neot more than 10% of labeled amount of -
' , 1 Mesalamine dissolves in 0. IN HCI 120minutes.

MiiMys / minimum: 100 % .-} Cragis B: He menw 80% (Q) sin 3ansneuo’

makcuMy™ / maximum: 101 % KiNLKOCTE MECANaMiH MAE POINHHATICH 8
cepeane / average: 100 % Oydepuomy posunti pH 6,8 1a | romuuy.

Stage B: Not less than 80% (Q) of labeled amount
of Mesalamine dissolves in pH 6.8 phosphate
buffer in 60minutes.

LUt S1 pisus: we meuwe 85% ans kool
ranerku.

Hns 82 pisua: cepenue 3HaueHns g 12
tabnerox (81 + $2) nopisuioe 260 nepesyutye
80%, 1 XORHE 3HAMEHHSA HE NOBHHHO GyTH MEHIUS
65%.

Hna 83 pisna: cepeane 3Hauewug g 24
tabnerok (SI + 82 + 83) nopismoe abo
nepesuiye 80%, i gonyckactees He Ginpuie 2-x
uaneHb Menie 65%, 1 npu usoMy koaHe 3i
3uadeHs He nosuuso Byt menwe 55%.For Si
level caelrumitis pot less than 85%.

", / ‘4\
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Kpaiua- ismoprep: YKPATHA / Importing country : UKRAINE

Sun Pharmaceutical Industries Ltd ) Koutpone sxocti / Quality Control
;%i ?::::%!Nglfj:sssg‘gggggt Indusirial Area, Ceprudixar sxocri / Certificate of Aunalysis
_oone® | (UT. of Dadra & Nagar Haveli), INDIA Crp. / Page 3 of 4
Haitmenysammn npenapary: Mecaxon, tabneriu, BRpHTI Hara supobuuursa
0BONOHKOIO, KHWKOBOPOIHHHI, o 400 M Mfg. Date: 0472021
Product: Mesacol, enteric-coated tablets 400 mig
Cuaa ail: | rabnerxa mictuTs Mecanamis 400 mr [Ipuaarauit no
Strength: 1 tablet contains Mesalamine 400mg_ Exp. Date: 03/20235
Poasip i run ynakosku: no 10 tabnerox y Crpuni, no 5 crpunis | Bunyck cepii aossonennii
¥ KapToHHill yuakosii. Release Date: 13-May-2021
Packing size and type: 10 tablets in strip, 3 strips in a carton
Cepin No / Batch No.  : SKY0284 A.O. No/ AR No. : T/0382/21
Po3amip cepit / Batch size: 8000 ynakosox / packs Kpaiua supobunx /
Country-manufacturer: Inzais / India
Bupobuuk: Can ®apmacsiotuxan lunacrpis Jltn Bupobunaa ninensis /
Cypseit Ne214, Hinsnka Ne20, I" asT.[uan Epis, ®asa I, Manufacturing licence. : NH / 26
Iinapia, Cinbsacca - 396230, Y.T.Manpa i Harap Xaseni,
Tagis.
Manufacturer: Sun Pharmaceutical [ndustries Ltd S
Survey No».214, Plot No.20, Govt.Indl. Area, Phase If, o LT
Piparia, Silvassa-396230,U.T. of Dadra & Nagar R A TR
Haveli,india L » ’ ) R
| Peccrpauiitne nocsinuenus - UA 7 | 1631/61/01 Ceprudikar GMP 7 OMP Certif, -
Registration certificate No. UA / 11631/01/01 107012018/ GMP
J—— 3
‘g’ © Audaniserd Tests Pesynurares / Results ‘ Cweunuuausu / Specifications -
6. | Ouwopianicrs nojosanux MittiMys / minimum: 102.0 % Ban 10 rabrerok (n = 10):
- O/MHKLL sakcumysM / maxinmmm: 106.0 % . . [TpuiManese wucno anx 10 rabnerok Mag, AyTy
Uniformity of Dosage cepenne / average: 104.0 % Meruwe abo nopiswsoe L1
Units Mpuimansue wucio / Has 30 vabrerok (n = 30):
- Acceptance Value : 6.0 Kisueae npuitmasene uncno ais 30 Tabsetok sMae
Syt MeHwe abo nopisuioe L1;
Binnosinac sumoram Meets 3mict xoanol 3 Tabaetok He nosmuNO Gytu
" requirements o Mmewwe (1 L2 x 0,01 M a6o Ginswe 1+ L2 x
0,00) M

LI=150iL2 =250

Should comply with the requirements

Forn = 10,

Acceptance value of the [0 dosage unit is less

than or equal to L.1%.

I{ the acceptance value is greater than L[%

Forn =30,

Final aceeptance value of the 30 dosage unit is

less than or equal to L1% and no individual

content of the dosage unit is less than [I- (0.0

(L2)] M not more than [1 + (0.01) (L2)IM; L1 s
il 13.0and L2is 25.0.

7. cynyhi BQL Makcumansol IHAHBIAYANLHOT AOMILIK-

AoMitKH e Sinnie 1,0%,

Related Substances Any Individua! impurity: Not more than | 0%

BQL By ab-sKuit il nomiuskn ne Ginsiue 0.5%

Any other impurity: Not more than 0.5%

BQL cyMma JoMitok - He Ginswe 2,0%.

8 Sanuipxosi xinskocri 1626ppm Crupr 301perfinmg
] OPraHIYHMX POIMHHHHKIB Isoprop 'w et
| Organic volatile | 18ppm auetop/; WeGinslie 50
hnpurilie;s ' Acetghe /@t [ROseRAlS

. Y y
- i,ﬁemud}mgu y A /5
V2N won 382659882
NN
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Kpaiua- imnoprep: YKPATHA / Importing country : UKRAINE,

P Sun Pharmaceutical Industries Ltd ) K@nwoﬂb axnc-ﬂ / Q_ﬂa lity (:bntrol
&:’UN gﬁg’:’;ﬁ%i}&gf?&?%t Industrial Area, Ceprudixar akocri/ Certificate of Analysis
PHARMA | (U T of Dadra & Nagar Haveli), INDIA Crp. / Paged of 4
Halimenysauns npenapary: Mecaxon, tabnerku, skpuri Jata sapobunursa
0BONOHKOK, KHWKOBOPO3UAHHL, No 400 mr Mifg. Date: 0472021
Product: Mesacol, enteric-coated tablets 400 mg
Cuaa aif: | rabnerka mictuth mecanamin 400 Mr Mpuaarauii go
Strength: 1 tablet contains Mesalamine 400mg Exp. Date: 03/2025
Poamip i Tun ynaxosxku: no 10 tabnerox y Crpani, no 5 ctpunis | Bunyck cepii A03sosieHuit
y KapToHHifl ynakosui. Release Date: 13-May-2021
Packing size and type: 10 tablets in strip, 5 strips in 8 carton
Cepin No / Batch No.  : SKY(0284 A. Q. Ne/ AR No. : T/0382/21
Posmip cepil / Batch size: 8000 ynakosok / packs Kpatua supobuux /

Country-manufactucer: Ingia / India
BupoGuux: Can ®apmaceioruxan lsaactpis Jita Bupobuuua nineunsisn / N
Cypseit Ne214, Hinsuxa Ne20, Tast.Inun.Epis, Gaza I, Manufasturing licence. : NH/ 26
[Minapia, Cinsnacca - 396230, Y.T.{anpa i Harap Xaseni,
Innis,
Manufacturer: Sun Pharmaceutical Industries Ltd
Survey No.214, Plot No.20, Govt.Indl. Area, Phase I,
Piparia, Silvassa-396230,U.T, of Dadra & Nagar
_Haveli,India ' o R n
Pecerpauiiine wocsinwenss : UA/ 11631/01/01 ) Ceprudikar GMP / GMP Certif.
Registration certificate No. UA / 11631/01/01 070/2018 / GMP
' ’gif Aunanusne / Tests - Pesyawrares / Results Creunduxawnu / Specifications
9. KiIbKicHE 414 4 mr n Tabnerke/ mgitab. Bin 380,0 mr a0 420.0 Mr mecanamin & Tabnerui
BH3HBHRCHHA . (95.,0-105,0% six 3ea8aeH07 KiNbKOCTI).
Assay Not less than 380.0mg and not more than
420.0mg of labeled amount of Mesalamine.

103.6% ‘ ~ 1 Not less than 95.0% and not more than 105.0% of
S S S 0 S o Tl N . < | labeled amount of Mesalamine, = ‘

10. | MikpoBionoriuua uucroza | - <10 Bakrepiii / Total aerobic | B1 r npenapary aonyckactscs HARBHICTS He
“Microbiological limit tést | - count | Binbure 10° Gaxcrepiit i 107 rpubis. :

Total aerobic count: Not more than 103 CFU / ¢,
<10 T'pubos / Mold count Mold count : Not more than 100CFU/g.

Escherichia coli orcyrcaver/ | He nonyckaetscs Escherichia coli 8 Ir

absent npenapara
Absence of Escherichia coli.
11, | Makysamunus 1a Bianosainae Bianoaiaxo no sumor MKK aixapoekoro
MAapKyBaHHS Meets requirements npenapary
Packing and marking As per the requircments of Methods of produgt

quality control.

3assa npo ceprudixauiio: [fum % 3acsinuyio, wio BKazasa suue indopmauifn € AOCTOBIpHOIO | Toumoio. Lin cepin
NpOAY KT Gyna BUrOTOB/ICHA (BIIIIONAIOYM YAAKOBKY / MapKyBaHHA) | NPOBENEHO KOHTPONL i AKOCTI HA BULLEBKAIAHOMY
3aBOAI B NOBHIH BiaNOBiAROCTE 3 pumoramu GMP, a Taxox sinnosizno no cneundixawil, wio micturecs 8 MKKJT no
peecrpauifinoro nocsintenna No UA / 11631/01/01 Tepmin nii noceinuenus ueobmexennit. nporoxonn supobunirsa,
YRAKOBKH TA ananiis Gynn nepemsuyTi | Boranonneso sianoainuicrs GMP.

Declarationaboutcertification: Here by | testify reliability and accuracy of the above information. This batch of product
was manufactured (including packaging / labeling), and its quality was controlled at the above stated site in full
accordance with the GMP and in compliance with specifications contained in methods of drug quality control for
Registration Certificate No. UA /11631/01/01 unlimited. Batch manufaciuring, packaging and analysis recordSIiiiicols)
were reviewed and compliance with GMP was proved. m )
Jaceinueno / Authorized By ;
Meueamep / Sr.Executive - Quality

Kymap Tapauu / Kumar Thadani

Jara/ Date: : : “.»':S).)J‘\

ot
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