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AEPAKABHA CIIYIKBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

BYN. bepesnaxisenka. 29, Kuin, 02098, e (044) 295.26-85 11 (G44) 295-26-82
L-mail: dis.hyiviadls.gov.ua, Koa CJPHOY 370790553

BUCHOBOK
PO AKICTL BBE3CHOTO B Y Kpaiuy HiKapebroro 3acoby

23.05,2023 Ne 24708/23/26

MECAKO.I

(HABMCHYBINHS HRAPCLRGTO JACO0Y 3TN0 3 PECCTPAIHHNY NOCBITYCHIAM)
rabaerku, BKpuTi 060s0nK010, KHMIROBOpo3yunui 1o 400 mr, no 10 raduerox v CTpHIT, 0 3
CTPUINB ¥ KapTonniil yaaxosui

{(OpMA BANYCRY. 03y BANNA. BILT NAKY BT AIKAPCLKOTO Jacoby )
Hosep pecetpauiitnoro nocsinuenns UAZ11631/01/01 CTPOK 11T PCCCTPRUNIHOI O NOCRIAMC HUA HCOBMOWCH M i
Cepin sikapenxoro sacofy Ne SKZ0503 RLILRICTE BBEICHOMO Jikapeukoro sacofy 7833

Bupotnuk - _Can Gapmachiotnran Ihaacrpiz Hra, hiais

i iy

(Haitve waing srpodink SRAPURKOL O Gy KPaiii LoNo, Uk CH S }

Bueseno & Y Rpaihy ToBapucrso 3 00memenomn pitnosiannicro "Paubarci
Dapmaceioticaac Yrpaina'. itenr. ko 38265984

(HABMEnY BaHaR 12 ko2 3a CJPHOY HORHAMSHBOT 0Co0M 400 UPIBRMIIC. MR, 110 GUTLEOBI HEITT Y
0Coiy - ni.—m;mm LA, 11 MICLIE DpowHBaNKR Ta PeCCTpaliiiii HOMED ORUIIKOBOY KaPTEM 11975 1)
noAATKIR 400 cepis 14 HOMED DacnopTa)

Hporokoa sisyainnore kenrponio six 14.04.2023 N 1014/2.
HNaGoparopunit ananis sxocti HEAPCLEOTO 3ac0By 1aiiicHe i’
Aepaasna naykoBo-10ciana AaDOPATOPIS 3 KOHTPOIIO HKOCT] HKApCBKIX 3acobis Jlepwasiiol

YCTaHOBH "THCTHTY T IPOMAICLKOT O 340pos’st M. OM. Mapiscesa HAMI YEpainn” (v Knis,
BY:LLlonv ipcuxa 50)

(HARMCH) BaHHR 123 MICHE SN OO Y AA0OPATOME. BEG HPORC 1 AAGOPATOPHI AL KKe 1
BHCHOBOK o0 AKOCTI JRAPCLROIO 32000y, Bl dadopatopico aix 19.05.2023 No 1033

Pesvastaru nadopatopuoro AHELTIZY AKOCTT JIRAPCBKEOT O SICO0S $3 HICPLBIPCHHAME HHOKS 31 Kasi BLINOBLIAIO T
BHMOTUM METOIIB KOHTPOIO AKOCT] (AHANTHYHO-HOPMATHENOT AOKY MeHTanii),

da  pesyabraTamis

ANRABBHOIO  KONTPOMIO  BCYAHOBACHO. w0 AKAPCHLRNG  3aci6  BmescHo b Y Rpainy 3

Rt i iy,
= L e T

ﬂﬁ}‘ﬁﬁ@wgﬁgq\iiu.ﬁancma 1040 3a0eIneHens AKOCT] MKAPCLRUX 3aCTBIR.
iy ¥ "(.,1_.'\"\
- HE‘-

: AN
NP :\“‘-\
Y P l&
"r '__?__ ‘q
e
R
{ .o
|2 |
; < :;3_;3(
Fi ,:m..%l)‘{g ......................
Lpi-h,&ﬁﬂgi?ﬁ OH PO TG )
&
P ‘-]-:
¥ A A LET *
S f}; «PAHEAKC] .
Lo (DAL AP L AT & AL
a3 PAFMACBHEOTIK AT
> 3 T = e B .i; & LR B G W
g S L

\ =\ . e e
=\ J.:}afr1Ti’i¢-'i:{¢i;4uwﬁﬁ

r
-
-
0
LY s
L 3
kS ¥

i g e T




Kpaina- ivuioprep: YKPATHA / Im porting country : UKRAINE

s Sun Pharmaceutical lndustries L.id ﬁ Konrpone nxoeri/ Quality Control |
3 Suivey No. 214, Goverament dustrial Avea, Cepudircar scocti/ Certificate of Analysis
STUUN  Phase I, Silvassy — 396 230, e _
TR (U.T. of Dadia & Nagar Haveli), INDIA . Crp. / Page 1 of 4
Hadirenypaitug npenapaty: Mecawon, rabnersy, GRpPHT] Hara supobunursg
OB MICHKG!H0, RHUIKOBOPOIUHHAL, N0 400 Mmr Mg, Date: §8/2022
Product: Mesacol, enteric-coated tablets 400 mg ' ) B
Crita ails | rabierra Micriite Mecasasin 400 mr Hpunarauii go
Strength: | tablet contains Mesalamine 400mg . _LEXp. Date: 07/2026 _ .
Poastip | vun ymakonicin: no 10 Tabnerok y Crpunt, rio § CTPHIB | Buiryek Cepii A0IBOACH K]
Y KapTOUHif ynaxosni. Release Date: 29-Sep-2022 |
| Packing size and type: 10 tablets in strip, 3 strips in a carton |
Cepin No/ Barch No. SKZ0303 ¢ AQ. Ne /AR No. 0/1072/22 .
Po3stip cepii / Batch 5i7e: 8000 vmaknpak / packs Kpatua supofipmne /

- N Country-manufacturer: lunin 7 india
Bupodunw: Car Qapmaceoruran [Hza0TpI3 TIy . Bupodraiua siyenzis / :
Cypeedt Ne2 14, Hingrra No20, Casr.inmn Epia, Gasa (|, - Manufacturing licence. : NH /24
[lirapia, Cinesacea - 396230, YT lagpa i Harap Xascni,

Il'h‘liﬁ,

Manufacturer: Sun Pharmaceutical Industries Lid ,,

Survey No.2 14, Plot No0.20, Govindl.Area, Phase [, |
Piparia, Stivassa-396230.U T of Dadra & Nagar f

Hlaveli,India L . |

- Peecrpauiine nocoiauenns : UA /11631700 f Ceprydicar GMP/ GMP Certif i

_Regisiration cert; ticate No., UA/ 11631:01/0] N  062/2022/GMp 3

- : |
";gr‘f ._ AMH3B / Tegtg PesyasTarit / Results Cricuadica / Specifications
1 Gittie Kpyrai  asoonysai TabaCTH. | Kpyrai AROOMYKA! Yabnerku, erkprri oBonoHKDIO
Deseription } BRDHTIOOGA0 HEDID (KHLWKOBOPOI G AOKPUTTH ) HEPNOHO-
(KHLKOBOPOIY Y1 DOKPATTR} | xopiaHesoro KOALQPY, .
* TEDECHU-RGPHYHCRGTO KOALODY, A reddish brown coloured. round biconvex, coated '
A reddish brown cotoured, round | (intestinal solubie comting) wablet,
biconvex, coated {intestinal
| sotuble coating) tablet, e
2, - LaeHTshikai
_Hentification _ _ o N
1) Mecananis Bianosiaae Ocsita aepoono-dioneronorn radapansing,
_Mesalamine Meets the requirement. A reddish violet ¢olour is produced.
;' .23 3aniw orcug | Blanosinae ','imwznemeza'*mpﬁmmm thapdvpanig,
f HePBOMIHA Meets the requirement. The blood red Colour disappears,
lted iron oxide _ 1 . N _d
=3} THTOHA aloKkeHy Bianosinae Prapdy pasus PRIUHHY 5 wosTHEE a60
Titanium dioxide NOMaPRHUEBHA KOAIp.
Meets the requirement. A Solution turns to vellow or orange yeliow

o . ) salution, :

3. | PoamenncHug } Bianosinae Craain A Moma 1abaeras yo AOBHHHE TPORBATTY
| Disintegration time  Meets the reguIrement. QAR DORAAANHA | Maty TPHHU 33 2 roftea 8

f : KEHTCAOMY Cepenosui,

; Cranin B. Bei taGuetxs ot posnacTies 3a 66

X8 B Oydbepiii cepenoniiuy,

i : a) No tablets shows signs of cracks and fragments

| : 19 Xeuanu / Mingtes of coating that would allow (he escape of the

g‘ i contents during 2 hours in acidic medium.

: 0} All the tablets disintegrate within 60 minutes in

1 . _ bufter medium.
4. Cepeniist Maca 674.2 me Jmg GI23mMr = 59% (638.7 wr -705,9 mp)
Average weight T - Standard weight = 6723 mg = 5%,

i s oA 1.8, between §38.7me and 703.9m gef
QHHODUHICTE Mac \NE2 %2 E 5 % sia cepenneoi Macu d
Lini%mﬂ?“@f:wgight 03 % Average weight = 5 94

B s
v L
oy o | ¥ ’ ]
; Y
i o R 3
[ (et g T




Kpaiua- isioprep: YIKPATILA / Fiporting country : UKRAINE

: s Pharimaceutical Industrics il Korrpoas scocti / Quality Control j
':"k'l: "‘-{-_'- ~ s - ] — e o e ' : ,,,

St Survey No. 214, Governiaent Indusirial Area, Cepridiinar arorti 7 Certificate of Analyois

| SUIN Phase 1l Silvassa - 396 230, - - , 1 } el

TR (UAT of Badra & Nasar Havels, INDIA Crp. /Page 2 0f 4

Haftmenysauns apeaapary; Mecakon, TabaeTiy, BROMTL
6DONOHKOIO, KULLKOBOPOILLUHE, o 400 ar

| Hata sapobuntursa
Mg, Date: 08/2022

Uraduct: Mesacol, enteric-coated tablets 400 mg
Ctia nit: 1 raGneTra MicTHTL Mecamanin 400 e
: Strength: | tablet contains Mesalamine 400mp

[tpuaarmuii ao
Exp. Date: 0772026

¥ BAPTOMHIA YHAKORLL,
Packing size and type: 10 tablets in strip, 3 sfrips in a carton

Posstip i Tun ynarcone: no 10 radneror y Crpurtd, no 5 crpunie

Bimryck cepii aoaeonsunii
Release Date: 29-Sep-2022

_Cepin No/ Batch No. + SKZ0503

AQ. Ne /AR No, : T71072/22

Passip cepiv / Batch size: 2000 ¥YRAKoBok / packs

Kpaiua sipobuux /
Couniry-manufacturer: uix / [ndia

Brpobnuk: Can (PapsacsioTdkan Inaactpiz Mg
Cypoeit M214, Tinanxa Ne20), PVastlaaaEpin, Gana [,
{{linapia, Cinbeacea - 396230, Y.I.Haapa i Harap Xanpeni,
[#028i51.

Muanutacturer: Sun Pharmaceutical Indusiries Itd
Survey No.214. Plat No.20, GoviIndl. Area, Phase H,
Piparia, Silvassa-396230.U.T. of Dadra & Nagar
[HaveliIndia

Bupobuita stuewnais /
Manulacturing licence. - NI / 26

Dissolution

MarcitMy s / maximum: 0 %
cepenme / average 0%

i
PeceTpauiiine noenigenn : UA /1163 {/01/01 Ceprupiar GMP / GMP Certif. —?
Registration certificate No. UA 7 11631/01/01 . L O62/2022/GMP !
e Anamiing / Tests Peayasrates / Results Crentdicawsnn / Specifications !
3. POTUUEeLIMA siHmyM / minimum 1 0% Cranis A: He Sinewe 10% sia tasnmonot

KLIBKOCT! MELaastin Mae posttutTICs B 0,1 M
POIHIHE XA0PUCTOBOAHEBOT RUCAOTH T4 2 TOArHIY,
Stage A: Nol more than 10% of labeled amount of
Mesalumine dissolyes in 01N HC! 120minutes.

aiHiMys / minimum: 93 %
MaRCHMYM / maximum: 98 8%
cepeanic / average: 97 %

Cranin B: He penus 80% (Q) sin sanoneno;
KRTBHOCT] MCCANAMIH MAE POTHUHITHCK B
OypepHoy posumnhi pH 6.8 2a rQjsiy.

Slage B: Not less than §0% (Q) of tabeled amount
of Mesalamine dissolves i pH 6.8 phosphate
buffer in 60minutes.

L SU ptwen: e venine 85% ann kool
TabNET R 1,

Arw 32 pisiia: cepenrte sHaueusn g 12
Tadsterok (SI + S2) nopisinoe afio MCPERILye
50%, 1 ROTHE THAUCHHSA 116 MORHINIG SYTH Mele
63%.

Ann 83 piens: cepeime swavesmg g 24 TAGNETOK
{5} + 82 + 83) nopiamoe abo aepesnuye S0%, i
RONYSRACTLOR He Biluine 2-x 230aue my senuse 65Y%,
L OpK UBDMY BOMME 21 3HAYEHE 1E (I0BIHIIO By T
Metune 55% For S1 evel each unit is not less than
85%.

For 52 level average of (2 units (51+32) is ¢qual
(o or greater than 80% and no unit is less than 65%.
For 53 level average of 24 units (S1-+52+83) is
cqual to or greater than 80% not more than 2 units

are less than 65% and no unit s less than 55%. i




Kpaina- isinoprep: YKPATHA / Duporting country ; UKRAINE

e = —

Kotreposs sicocri / Quality Control

| ez, Sun Pharmaceutical Industries Lid

. :r‘j : Survey No. 214, Govermment industriad Areq, B

S U Phase I, Sifvassa - 396 230, -
P HAFTVA (U.T. of Dadra & WNagar Haveli), INDIA

i
_ ,f
Ceprudirar sicocri ! Certificate of Analysis j

Crp. /Page3ofd |

i

Halisenysanua apenapary: Mecakon, Tabneriu, piepii
OOMTBH KOOI, KHILKOBOPOIUHHHL, 110 400 pMr
_Preduct: Mesacol, enteric-coated tablols 400 my

dara supodunursa
Mig. Date: 08/2622

Cra i | rabaerka sictvtn secaramin 400 sr
strength: | tablet containg Mesalamine 400mg

Mpraariasii po
Exp. Date: 07/202¢6

Posstip | Teen ynawovws: no |0 rabnerax y Crpi
Y KaprOHHH yrakos,
Packin size and type: 10 tablets in strig,

> SIps it a carton

AL, 0o S erpimis

Brinyck cepit go3soscuii
Retease Date: 29-Sep-2072

Cepin No/ Batch No.  : SKZ0503

A.Q. Nes AR No. : T/1072/22

Po3stip cepiv/ Batch size: 8000 yrakosar / packs

Kpatua pupoduuc /
Country-manulacturer: [#ais /India

fBHgm@imm: Cait Gapmacuio rmc:‘m—ﬂi,fiac'rpij i1% it
Cypaefl Ne2 14, JTinanea No2or I"zfua'r.in,u_..'z.fipiﬁ, DPaza 1,
Hinapia, Cinssacea - 396230, YT Raapa i Harap Xagcat,
IHais

Manufacturer: Sun Pharmaceutical Tadustries [id
Survey No.214, Plot No.20, Govt.Indl Area. Phase il
Piparia, Silvassa-396230,U.T. of Dadra & Nagar

Bupedunva aivensis /
Manufacturing licence, ' NH /26

QAURHIL | NAKCHMY M { maximum: 100.0 %
Unifonmily of Dosage Copeae f average: 98.0 %
Units Cipuiisanunie ameno /

- Acceptance Value 2.0

f Biarosisae sumoras Meots
Crequirements

pr sy

|
| Haveli [ndia N 4 _
Peectpauiiine nocsiaqenny - UAZ T3 10101 "__i Cepradiicar GMP F GMP Certif
_Ragistration certificate No. UA /116317017401 _ | 062/2022/GMP
r?t:z / I _ | | N 3 . . i}
Sr. Ananuzng / Tests Peaynuraroe / Results Cﬁeuitq}ummmta‘b;‘}ct;ﬁcnnuui
6. | Onvopinaicrs zo3onanx MUty munimum: 97.0 9% Az 10 Tadnerox in = 10} |

Hpadstanehne wncno s [0 TadiieTon mac Gvri
Meiue 2o noplanige L,

Aot 30 radnevox (n = 3

Kiruese npuiinanshe yisao s 30 1
OyTi Mentic a0 sopissior L I

| 3MICT IKOIHOT 3 TaDNETOR 100 BOBHUHO Oy TH s1eH e
(F L2 x 0,01) M a8o Sinpwe {1+ L2 x 0,010
Li=150iL2=250

Should comply with the requirements

Farn = |0,

Acceptance value of the 10 dosage unil is less ¢
orequal to L 1%

[f the acceptance value is greater than L) %

[Far n = 30,

Fiual aceeplance value of the 30 dosage unif is less
than or equal to L1% and no individual content of
the dosage unit is less than [1- (0.0 (L2} M not
Wore thar {1~ (0.01) (L2) ] M: 11 is P30 and L2
15 233

WLIETOR AAC

idn

= s ey

ﬁiﬁﬂ}’"l'i-ii
AL
r Related Substances

BOL

Mareisanpuol IHIHBIAYANLHOT A0M tilikH-
He Butstite | 0%,
A0y [ndividual immpuritv: Not more than 1.0%

ROL

DY Ab- AR U 50MIBY K2 Biapme 0.5%
Any ather impurity: Not imore than 0.5%

ROL

CYMA AOMINIOK - HE Blnois 2.0%.
Tolal impurities; Not more that 2.0%

SuH HIROR] KinLKooH
OPTalivuHUX POIEHHKIKRR !

H9¢ ppm

CrapT Benponinosid - po Binbre 500
isopropyl Aleohol: Not more than S0

0 ppin
00 ppm

Qrganic y

ETOH - 11 Ginbwe 5000 ppm

+ I""-u i "l'""h-:.-.r
MPEES 4y,

. L. b.*p
E : ¥
L ey
s Lo s
'g"\.
i,

Acetone: Not maore than 3000 ppm




Kpaiua- imuoprep: VRPATHA / Im porting counfry : UKRAINE

A

| e _
Kourpoas siocri / Quality Control
Ceprudixar nocri / Certifics te of Analysis

r:“: " Sun Pharmaccutical Industrics Lid

"; i Survey No, 214, Sovermnient Industrial Area. res
[ STUIIN Phase li, Silvassa - 396 234,

| DRAMA  (UT. of Dadra & Nagar Haveli), INDIA

Crp. / Page 4 af 4

Kool |

s

! Halisentynasiss Bpeaapary: Mecaxon, rabnetru, Brpuri
CBOA0RKCI, KMLEKOEOPOIINE, no 400 Mr
Product: Mesacol, enteric-coated tablets 400 g

Mara supobuunrsa
Mfg. Date: 0872022

Cuna aif: | radaeria MICTHTH MeCanamin 400 mr
_Strength: | tabler cantains Mesalamine 400mg

Hpuaseunit ﬂt.i
Exo. Date: 07720726

Poamip i Tue yaarosici: no 10 1a61o01ox y CTpuri,
¥ Kaprosuil ynaosuy).
Pacxing size and type: 10 tablets in sirip, 3 strips in a carton

1o S crpuinie

L

Bunyck eepii aossonenuii
Release Date: 29-Sep-2022

T e,

Cepint Xo/ Balch No.  : SKZ0503

AO. Na/AR No. - 171072122

Posstip cepit / Batch size: 3000 yrakozox packs

| Kpaina supobisr /

Bitpofiunk: Cau Qapsacsioriran Lgacpiz Jlva
Cypreil Ne2 td, dingnika Ne20), Manrduii Epin, ®asa H,
[Tinapia, Claseacey - 396230, V.T Hagpa i Harap Naseni,
(i

Manufacturer: Sun Pharmaceutical Industries Ltd
Survey No.214, Plot No.20, Govt.Indl. Arca, Phase 1
' Piparia, S1lvassa-396230,U.T. of Dadra & Nagar

- Haveli,India

a

—

- Country-maaufaciurer: ligin 7 India 1
BitpoSunuya ainesin /
U Manafacturing licence. : NH 7 26 !

ERI I N,

Pecerpauiiite nocninuer iy » UAZTTIG31010)

Ceprudizar GMP / GMP Certif

MADKY BalHS
Packing and marking

reets requiremeniz

Reaistration certificate No. UA / 11631/01/01 - 062/2022/Gap
N/ J | 5 . ) e )
Sy, | Anaitine / Tests Pesynsrarthl / Resulis | Cacundikauing / Specific ations
9. E KiabKiCHS | 391.6 mr 8 TadacTe/ mgftab. | Big 380.0 ar so 420.0 mr mecanasin o Tadnery
AHIHAUCHHA (95,0-103.0% nia r@nanenor king KOG
Assay ~otless thaa 380.0me and oot more than 420.0mg
of labeled amemnt of Mesalamine.
97.9 % Not tess than 95.0% and not more than t05.0% of
‘ | | e labeled amount of Mesalamine. e
10, | sikpoBioacriuna UHETITA L0 Baxveptit / Toial acrobic Bl r apenapaty nonyckaerscs 1as piiors He
Microbiological Hmit test caunt Sinmise 10° Saxrepiii i 107 rpitdin.
total aerobic count: Not more than 103 CFUi/ g
<10 Ipubos / Mold count 4 Mold count : Not more than [00CF Life.
Lscherichia coli otevrenyer/ | He 0Ny CRACTESS Escierichin coll B Ir apenapara
__________ L . absent Absence of Escherichia coli,
[, i Makysawns Bianosinae Blaposinno no msior MIKK AIKIPCBKOTO

npenapary
AS per the requirements of Methods of product

i

quality control.

Oviry sMroTossens (HRIOYdKY 1
OB BLATOBIANSET] 4 aEnoranin GMP, a taxow
PECCTPAUITIHOND NoCBiAMaNNg Na

Declarationabouteertification: Here
manufactured (inel uding packaging / labeling), and
the GMP and in compliance
No. UA 7116310101 unlimited, Batch manufacturs
coimplinnee with GMP wae proved,

3anna npo ceprudikautiio: L JACBEIMYIO, U0 BKA3AKA BHINS HDOpMais ¢ AOCTOBIPHOIO | To4n0. Lis CeP npoay KLy
ylaronry / MAPKYBAHKHA)Y | npopeacHn ROUTPOAL 1T AROCTI dia BUILCRKATA UMY 2ap00] a
BULOSINNG no clietttizhigainy,
LA 7 L6311/ Tepain it nocein
YOAKQBRH 12 aHaNI 28 Dy REPCLARHYTL | BCTAHOBSICHO BIANOBILHICTS GMP.

by [ testify reliability and accuracy of the ghove
its quality was controlled at the above stated site in full accordance with
with specifications contained in methods of drug quality control for

g, packaging and analysis records {protocols) were reviewed and

MO MicTuTeer B MKKHIT 5o
(CHIbT HeodMelkel i, npaTtorom BUPOOHUIITRE,

+— nmd ey

information. This batch o Fproduct was

Registration Certificate

3acsinueno / Authorized By
Merepkep / Sr.Execulive - Quality
Kymap Tagavu / Kumar Thadanie =
Aara / Date:

£ MEBAKCT
{ PAPMACHIOTIKAXC)

WP@A&




