JEPMABHA CJIYKBA 3 JIKAPCbLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI
‘Byn. bepeanaxisceka, 29, Kuis, 02098, Ten. ((44) 295-26-85 Ten. (044) 295-26-82
E-mail: dlskyiv@dls.gov.ua, Koz €IIPTIOY 37079055

BUCHOBOK
npo sikicrs Beesenoro B Yipaiuny jaikapcskoro 3acoly

04.07.2023 Ne 33912/23/26

MECAKOJI
(nadiscay musin aixapenkoro meady SELIO | PCCCTPALITIINM HOCRCHINN)
Taaerin, BpUTI 060101010, KIIKOBOPOIUHIHI 110 400 mr, no 10 vagaerok y crpuni, 1o §
: crpunis y kapronniii ynakosul
{opMA DEOYCKY. AVTY DAIR, N TEKY BHTHA Aikapeskoroe 3acody)

Howmep peccrpatiifitioro nocsimvenns UA/11631/01/01 crpok aii peectpauiifioro nocsintenns HeobMeneHUH
Cepia nikapeskoro 3acoby Ne SKZ1244 Kinbiicrs Bneenoro Jikapesxaro sacoby 7770

BupoOuux Cau ®apmacsioTukan lugactpis Jira, [hais

(ralimeiy tan i BUpODIHKA JIRSPCHKOTO 3aC00Y. Kpaihs HOXQIUKCHHE)

Bacsero 8 Yxpaiy ToBapHeTBO 3 00MEKeNn010 BIANOBIAANLHICTIO "Panbarci

®apmacsiorikane Yipaina", menr, xon: 38265984

(naftactyatnia 18 koa 3a C/PTIOY woptieiint ocoli ada upismine. i, 1o Garnkoni Gineiiet

ocofii - niAnpROMUA. 1 Micue npokaanng Ta pecerpmi sl gosep ofaiKOROT RAPTRIL ITATHITKY
T xin ubo copid Ta HOMEp HacHOPTA)

ITpoTokon sisyansiioro kowrpono vin 06.06.2023 M 1525/3.
Jiaboparopunii ananis axecti aikapcsxoro 3acody gaificHenii

HepkaBHa HayKOBO-ROCTIANE naBopaTopia 3 KOHTPOIIIO AKOCTI nikapcukux 3acobis JepikasHol
yeranosy "lHCTHTYT rPOMa/ICKOro 3p0pos's iM. O.M. Map3ecaa HAMH Vxpainn" (m.Knis,
syn.llonyapenxa 50)

{nativenynasns Ta MU HEX0/ReHIA faboparopil., o rmaseha aaboparopsiui miania wkocri)

Bics0B0K 100 AXOCT] NiKapebkore 3acoly. praaniti iabopatopicio Bi 03.07.2023 Ne 1364
Peayiiwrati maopatopHOra aHanily akocTi AiKapehoro 3acoby 38 nepesipenuM i TOKAIHIKAMH pignopianoTh
BHMOIAM MCTOATE KOHTPOMO 3x0CT] (AHANITHIHO-ROPMATHBHOT noxysenrauil).

36 pE3yALTETAMI  JCPRABHOIO  KOHTPOMO . seranosiicno, ule  nikapeukufl saciG  eacieno o Yxpainy 3

JOTPHMAHHA 1aKONOANCTRA IGO0 TABEINEUCHIA AKOCT] AIKAPCHRNX Jacobin,

ANCOBIE T4
Wt\“;\gﬁ_na:_.; *

Kb

Muxona XOJIOAEHKO

{isiniav T upizauing)




Kpataa- imnoprep: VKPATHA / Importing country : UKRAINE

g Sun Phanmaceutical Industries Lud

Kourpoas sikocti / Quality Control

' E;SE' Survey No. 214, Governmient Industrial Arei,
SN Phase (1, Silvassa - 396 230,

Ceprudivar awocti / Certificate of Analysis

PHATMA 1 T of Dadea & Nagar Haveli), INDIA

Crp./ Page 1 of 4

&

HaiimenyBannsa npenapary: Mecakon, TaGnerss, Bkpr1i
ofosonKo0, kuiKkosopoyHitii, o 400 mr
Product: Mesacol, enteric-coaled tablets 400 mg

fata pupoluniraa
Mfo. Date: 1072022

Caaa it | Tabaerka MicruTs MecanaMin 400 mr
Strength: | tablet contains Mesalamine 400mg

Hpunaruuii ne
Exp. Date: 09/2026

Posmip i Tun ynakoski: no 10 tabaerok y Crpuni, no 3 CTPUTIB

vy KAPTOHHIN YNIaKoBUi.
Packing size and type: 10 tablets in strip, 5 strips in a carton

Bunyck cepil aoasoacuii
Release Date: 30-Nov-2022

Cepist Ne/ Barch No. 1 SKZ1244

A0 No/AR No.: T/1314722

Paamip cepii / Batch size: 8000 ynakosok / packs

Kpaina supobuur /
Country-manufacturer: Iiais / India

Bupobunk: Can hapmaceiorikan lugactpis Jlrn
Cypee# Ne2 14, Jlinsvixa No20, lasr.lnan.Epin, dasa 1,
[Minapia, Ciabsacea - 396230, YV.T.lanpa i Harap Xaseri,
IHis,

Manufacturer: Sun Pharmaceutical Industries Ltd
Survey No.214, Plot No.20, Govt.Indl.Area, Phase [1,
Piparia, Silvassa-396230,U.T, of Dadra & Nagar
Haveli,India

Bupobunaa giuensis /
Manufacturing licence. : NH 7 26

Pecerpanifine nocsinuenns : UA/ 11631/01/01

Ceprudikar GMP / GMP Certif.

Registration certificate No. UA/ 1163 1/01/01 062/2022/GMP
‘;’: Ansnnint f Tests Pesynsrarn / Results Cricunduranrn / Specifications
b, 1 onue Kpyrai  asoonykai  radmerkw, | Kpyini ABOONY KA TAGNETKH, BEPHTI ODONDHROW
Description BKPHTIOOOIOHKDIO {KHLIKOROPOIMHHHI HOKPHTTH) HePBOHO-
{KHIIKOBOPOIMHHHET  TOKPHTTA) | KOPHHHEBORO KOMBODY.
HEPROHO-KOpHY HeR0T0 Koabopy. | A reddish brown ‘coloured, round biconvex, coated
A reddish brown coloured, round | (intestinal soluble coating) tablet.
biconvex, ¢coated (intestinal
soluble coating) tablet,
2. inentudikauin
Identification
2.1y Mecanasin Bianoginae Ocaita vepsono-QioneTosore satapaienis.
Mesalamine Meets the requirement. A reddish violet colour is produced.
2.2) 3anisa oKcHA Bianosisae FHUKHEHHS HepsoHOro Gapdysartii.
uepsoHui Meets the requirement. The bload red colour disappears.
Red iron oxide o
2.3) Turana aMokcHa Biznosigae MapbykaHus  posupuy B AOBTHH abo
Titanium dioxide noMapan-esHii Komp.
Meets the requirement. A Sofution turns to yellow or orange yellow
solution.
3 PosuienneHns Binnosinae Crragig A, JKomse ralnesa ve nOBHIHE NPOREASTH
Disintegration time Meets the requirement, DIMAK PUINAZAHNE | MaTH Tpilka 3a 2 roawHi 8
KUCAGMY CEPEACEHULL
Craaia B, Boi radbaeTku nosstitl poznactued 3a 60
x6 B Oyhepnili cepeaomiuii.
a} No tablets shows signs of cracks and fragments
21 Xsuamt / Minutes of coating that would allow the escape of the
contertts during 2 hours in acidic medium.
b) All the tablets disintegrate within 60 minutes in
buffer medium.




Kpaiua- iMnoprep: VEKPATHA / Importing country : UKRAINE

_@-,éy " Sun Pharmaceutical Industries Lid
; W,}} Survey No. 214, Government Industrial Area,

SLIN

Phase I, Silvassa- 396 230.

FHARMA (11T of Dadra & Nagar Haveli), INDIA

Kowrpoas axoeri / Quality Control |

Ceprudirar arocri / Certificate of Analysis

Crp./ Page 2 o[ 4

Haitsenysanus npenapary: Mecakon, TadneTris, BKPHTI
oboncHKoo, KuuKoropos4nts, o 400 vr

Product: Mesacol, enteric-coated tablets 400 mg

Jdata BupoGHuIIR)
Mfe. Date: 1072022

Citnz aii: | vabrerka smictuts Mecanamin 400 mr

rength: | tablet contains Mesalamine 400mg

Mpunaristit 1o
Exp. Date: (9/2028

Posmip i Trn ynakosxu: 0o 10 rabserox y Crpuni, no 5 crpunis

y KapTOHHI ynakoBui.

Packing size and type: 10 tablets in strip, § strips in a carton

Bunyck cepii zosponeuii
Release Date: 30-Nov-2022

Cepin Ne / Batch No.

: SKZ 1244

A.O. Ne/ARNo. : T/1314/22

Possip cepii / Batch size: 8000 ynakosox / packs

Kpaiua Bupoduui /
Country-manufacturer: liais / India

Bupo6uuk: Can dapmacsiotukan [naacrpis Jita

Cypsei Ne214, Jinsnka Ne20, Dapr.lupa Epis, ®aza ll,
[tinapia, Cinbsacca - 396230, V.T.Jlanpa i Hacap Xasesi,

Inais.

Manufacturer: Sun Pharmaceutical Industries Lid
Survey No.214, Plot No.20, Govt.Indl.Area, Phase 11,
Piparia, Silvassa-396230,U.T. of Dadra & Nagar

Haveli, India

Bupofnuua ainensia/
Manafacturing licence. : NH /26

Peecrpauiitne nocsiatenss : UA/ 11631/01/01

Ceprudixar GMP / GMP Certit.

Registration certificate No. UA / 1163 1/01/01 062/2022/GMP
J;!r‘ Ananuint / Tests Pesyabtarst / Resulis Crennduxaunn / Specifications
4 | Cepenmsvaca 678.5 mr /mg 672.3mr = 5 % (638,7 mMr -705,9 M)

Average weight

Standard weight = 672.3 mg £ 5%
i.e, befween 638.7myg and 703 9mg.

OHOPIAHICTE MacH
Uniformity of weight

Minisys / minimum: - 117 %
MarcHMys f maximum: i3 %

+ 5 % sl cepeiHBOT 4aCH
Average weight = 5 %

5 POTHHEHHA
Dissolution

MiniMys / minimum 0 0%
MakCuamys / maximum: 0 %

Cragis A: He 6insie 10% sia saasacnol
KinbkooTi MecanaMin sae pouuaties 8 0,1 M

cepeaue / average 0% POIUMIE XOPHCTOBOAHEBOT KHCAOTH 32 2 TOMsHI.
Stage A: Not more than 10% of labeled amount of
Mesalaming dissolves in 01N HCI 120minutes.
wMisiuys / minimum 96 % Craxnis b: He sesn 80% (Q) i1 saapaesol

MakcHMys / maximum: 98 %
cepenHe / average (97 %

KIABKOCT] MECAAAMIN MAE DOSHRHATHCH B
Syepuomy posuuni pH 6,8 3a 1 roanny. _
Stage 13: Not less than 80% {Q) of labeled amount of ;
Mesalamine dissolves in pH 6.8 phasphate buffer in
60minues.

Tam ST pists: ue Meswe 83% a1s kokuoT 1alaeTi,
Jlzw S2 pissn: Cepe/iHe 3HAYCHIR JUIR {2rabnerok (51
1 52) aepismioc abo nepemuugye 80%, | woane
IHANCHHE HE NORKHHD ByTH Metite 637,

Tan §3 pisus ecpeanc suauekun aa 24radactok
(81+82+83) nopiemoc afo  nepesuiye 80%, i
a0uyexaeTEes He Binnme 2-X sHaueHE MCHILR 65%. 1
fipH HBOMY FKOAHL 3 auaues ne oopwimo Byt
sene 35%.For §1 Tevel each unit is nol less than
B3%.

For 2 level average of 12 units (S1482) is equal 10
or greater than §0% and no unit is less than 63%.

For $3 level average of 24 units (§1#82+53) is equal
to or greater than 80% net more than 2 units are less
than 63% and no ugit is less than 35%,




Kpaiua- ismoprep: YKPATHA / Importing country : UKRAINE

i,

£

Sun Pharmaceutical Industries Ltd

Konrpoas sixocri / Quality Control

5P

Survey No. 214, Govermnment [ndustrial Area,

Ceprudikar sxocti / Certificate of Analysis

SUN

w AR 4 A
FPRUATIMA

Phase {1, Silvassa ~ 396 230.
(LT, of Dadra & Nagar Haveli), INDIA

Crp. / Page 3 ol 4

#

Hafimenypanns apenapary: Mecakoa, TalneTor, Bpuri
obonotireio, kumkosopoz i, 10 400 ur
| Product: Mesacol, enteric-coated 1ablets 400 mg

Java supobusursa
Mfe. Date: 102022

Cuna ait: | rabnevka MieTaTh Mecanamin 400 mr
Strength: | tablet contains Mesalamine 400mg

Npraarauii 4o
Exp. Date: 09/2026

Poamip i Tun ynaxesxu: no 10 raGacrox y Crpuni, 10 3 crpunis
¥ KaproHHIH ynaxosui,
Packing size and type: 10 tablets in strip, 3 strips in a ¢arton

Bunyck cepit noasonenii
Release Date: 30-Nov-2022

Cepis Ne/ Batch No.  : SKZ1244

A.O. Ne /AR No. ; T/1314/22

Poasip cepit / Batch size: 8000 ynakosok / packs

Kpaina supobuur /
Country-manufacturer; linin / India

Bupobtuuk: Can Qapmacsiotukan Ingactpis Jlon
Cypseii No2 14, Hinauxa Ne20, Dasr.luan Epis, ®aza 11
[inapia, Cinspacca - 396230, V.T.Jlanpa i Harap Xaseni,
Trais.

Manufacturer: Sun Pharmaceutical Industries Ltd
Survey No.214, Plot No.20, Govt.Indl.Area, Phase 1,

Bupofusua aiuensin /
Manufacturing licence, : NFH 7 26

Piparia, Silvassa-396230,U.T. of Dadra & Nagar
Haveli,India

Peecrpauiiine nocsiauenns | UA/ 1163170101
Registration certificate No, UA/ 11631/01/01

Ceprudikar GMP / GMP Certif.
062/2022/GMP

Na/
St

Anaanset / Tests

Pesyawrars / Results

Creanduasagnn / Specifications

6.

CrHopianicTs A0IOBAHKX
OAHHKLUL

Uniformity of Dosage
Units

CynyTHi
AOMITLIKH
Related Substances

stististy st/ mininmum

cepegne / average
Tlpuiisannue 9ucio /
Acceptance Value : 3.0

080% | Jina 10 rabnerok (n= 10
MarcMys / maximum: 103.0 %

1000 %

Mpuiimaieie ancie g 10 rabactox mag Gyim
meuuie abo popinmioc Ll

Jina 30 Tabaerok (n = 30)

Kinuese npaiiManste uucao wir 30 1adaerox mae
ByTH menie ado aopisnioe L1}

IMICT woHoT 3 TADASTOK HE ROBHMRO DY TH MEHWIC
(1 L2 x0,01) M ado binewe (1+ L2 x 0,01} M
Li=150iL2=250

Should comply with the requirements

Forn =10,

Acceptance value of the 10 dosage unit is less than
or equal to L1%,.

[f the acceptance value is greater than L1%

Forn =30,

Final acceplance value of the 30 dosage unit is less
than or equal to 1.1% and no individual content of
the dosage unit is less than [1- (0.01) (L2}] M not
more than {1+ (0.01) (L2) | M; L1 is 150 and L2
is 25.0.

BOL

MakcHmans ol TARBIAYAbHOT J0MILIKIE
we Ginntue 1,0%,
Any Individual impurity: Not more than 1.0%

BQL

By as-sxuii iHwuR gomiuxs ne diaste 0.5%
Any other impurity: Not more than 0.5%

BOL

cyMa aomiwok - e Ginuue 2,0%.
Total impurities: Not more that 2.0%

FHUIKOB] KIBROCT]
QPravisiix PO HHHIKIR
Organic volatile
impurities

1860 ppm

Criupr Bonponiosuii - te Siavwe 5000 ppm

36 ppim

| Acctone: Not more than §

Isopropyl Alcohol: Not moere than 5000 ppro

aueton ~ He Ginbure 5000 )g‘pgﬂ‘
0 ppii—




Kpaina- imnoprep: YKPATHA / Importing country : UKRAINE

. e Kourpoas sers [ualiy Boner
i S : . 214, Gove i sriifics
q,{-f’ 1 Phasell. Silvassa— 396 230, Ceprudrikar wrkocyi/ Cg_mfimie ef‘m}ai)ms
THARMA (T, of Dadra & Nagar Haveli), INDIA Crp. { Page 4 of d
Halimenysanus npenapary: Mecakon, raGnerii, BrpuTi Jlara supobHuITRA
oB0AOHKOI0, KHILKOROPOIMMHHL, 1o 400 sy Mfg. Date: 10/2022
Product: Mesacol, enteric-coated tablets 400 mg ;
Cuaa aif: | vabietsa MicTits Mecaiamin 400 mr Mpunaranii a0
Strength: | tablet contains Mesalaming 400mg Exp. Date: 09/2026
Poastip | T ynakosku: no 10 tabaerok y Crpuii, o 3 ctpunis | Bumyck Cepii 1038012 ui
y KapToHHil ynakosui. Release Date: 30-Nov-2022
Packing size and type: 10 tablets in strip, 5 strips in a carton
Cepin Ne/ Batch No.  : SKZ1244 ' A0 No/ AR No.: T/1314/22
Possip cepii / Batch size: 8000 ynakopok / packs Kpatua supobink /
Country-manufacturer: lunia / India
Bupobunk: Can Dapvaceiotikan Ingactpis Jhua BupoGuuaa nivensis /
Cypueit No214, Jlinauka Ne20, Casr.Inan Epis, ®aza i, Manufacturing licence. : NH ¢ 26
[Tinapia, Cinssacca - 396230, ¥.T./laapa i Harap Xaseni,
Tris,
Manufacturer: Sun Pharmaceutical Industries Ltd
Survey No.214, Plot No.20, Govt.Indl. Area, Phase Il
Piparia, Silvassa-396230,U.T. of Dadra & Nagar
Haveli,India
Peccrpauiiine nocsinuenus : UA/ 11631/01/01 Ceprudixat GMP / GMP Centif.
Registration certificate No. UA/ 11631/01/01 062/2022/GMP .
’;;1 Anannset / Tests Pesyasrarss / Results Cneundpucanns / Specifications
9, cnekicne 400.0 mr 8 taGnetre/ mhgff;bh Bin 3800 mr no 420,0 mr mecananin & Tabneru
RHTHAMSHHA (95,0-105,0% rin 3aspieHol KiibkOCTI),
Assay Not less than 380.0mg and not more than 420.0mg

100.0 % of labeled amount of Mesalamine.
Not less than 95.0% and not more than 105.0% of
labeled amount of Mesalamine.

10. | mikpoGicnorivua 1ueToTa «10 Bakrepiit / Total aerobic B r npenapaty JOnYCKAETECA HAABHICTD 1E

Microbiological limit test count Giasure 10F Bakrepiit i 107 rpubis.

Total aerobic count: Not more than 103 CFU / o,
<10 Fpudon / Mold count Mold ¢ount - Not more than 100CFU/.
Escherichia coli oreyreayer/ | He nonyekaernen Escherichia coli a ¢ npenapara
absent Absence of Escherichia coli.
1§, | Haxkysanua ta Bianosinac RBipnosiano a0 sumor MKK aikapeskorc

MapKyBaHia Meets requirements fpenapary

Packing and marking As per the requirements of Methods of product
quality control,

Jagaa npo cepruikaio: Lin g 3aceiguyio, o Brazana suie iHQopmaLtis ¢ AOCTORIpHOW | Tounoio. LIk cepia npony kil
Byna BHIOTORNEHA (BKIKMAIONM YIAKOBKY / MEDKYBAHIA) | IPOBEACHO KOHTPOSL i AROCTI HA BHILEBKAUAHOMY 38O B
HoBHIR sianowinsocti 1 sumoramn GMP, a Takew sianopiado a0 cneuwdikauil, w0 MicTHTsCR 8 MEKKAN no
peceTpauiitiore nocsinenss No UA 7 1163 1/01/01 Tepwin aif nocsinuenns ueobmenenuil, npoToKOm BHPOGHHLITEL,
VORKOBKH T2 auanisie Gyn nepernanyTi | BeTanosneno sianosianicre GMP.

Declarationaboutcertification: Here by [ estify reliability and accuracy of the above information. This bateh 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 conteol for Registration Certificate
No. UA /11631/01/0] unlimited, Batch manufacturing, packaging and analysis records (protocols) were reviewed and
compliance with GMP was proved. o]

Jaceiaueno / Authorized By -

Menesxep / Sr.Executive - Quality A’*/ 7 L B
Kymap Tanatis / Kumar Thadani {{ij:’;/’/: Nkc" - 22-
Hara / Date: FTA s




