KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. HME HA JIJEKAPCTBEHHSA ITPOAYKT

960006 R
Canodank 500 mg cToManIHO-ycTOHYHBH TabIETKH
Me3ania3tH ~23 >} 09 -03- 202

Salofalk 500 mg gastro-resistant tablets
Mesalazine
2. KAYECTBEH H KOJIHMMECTBEH CBbCTAB

Enna Canogank 500 mg croMamHo-ycToituuea Tabierka chabpxka 500 mg mezanasun (mesalazine)
KATO TEPaneBTHYHO aKTUBHO BELIECTBO.

IMoMolHH BelecTBa ¢ U3BeCTHO JAeiicTBre: HaTpuer kapboHar, KpockapMesiosa HaTpHii.

3a [IBJIHMA CITMCHK HA MOMOLLHUTE BEL[ECTRA BHXKTE ToUKa 6.1,

3. JEKAPCTBEHA ®OPMA

CroMauiHo-yCTOHYHBH TableTKH

BbHILeH BUI: KPBIJIH, GI€/I0%BITH 10 LBAT 0XpPa, CTOMALIHO-YCTOHYHBH TabIETKH, MaTOBH C I/lajika
TIOBBPXHOCT, O€3 Je/IMTeIHa YepTa

4, KJIMHWUYHU JAHHH

4.1 TepaneBTHYHH NOKA3ZAHHA

- VnieposeH KOJIMT: JIeYEHHe Ha OCTPH ChCTOSHHUA M NPO(HIAKTHKA HA PEIMIHB
- Bonecr Ha KpoH: nevyeHHe Ha OCTPH CHCTOAHHUA

4.2 Jlo3upoBKa H HAYHH HA NPH/I0KEHHE

Be3pacThu:

B 3aBUCUMMOCT OT KJIHHHYHHMTE M3UCKBAHHA B OTAE/IHHTE Clly4aH, C€ NPErnopsYBaT CIEIHHTE JHEBHH
JO3H.

bonecr Ha Kpon Yuepo3eH KOJUT

Octpo chetosnme | Octpo cherosuue | IlpenoTsparasaHe Ha pelHauB /
NPOABIIKHTEIHO JIEHEHHE

Me3sanasut (aKTHBHO 1,5g-45¢g 1,5g-3,0g log
BELIECTBO)
Canodank 500 mg 3x1po3x3 3xlneixd

CTOMALLIHO-YCTOHYHBH
TabneTku

Jlenia Ha BB3pacT noj 6 roguHU




Canogank 500 mg cromawHo-ycToHumBH TabneTku He TpabBa fa ¢ MPHIAraT NpH JeLa Ha BE3pacT
nox 6 rogMHu IOpangH MHOTO OTpaHHYeHHA ONKT fIPK Ta3H Bb3pacTosa Irpyla.

L[ega Ha Bh3pPacT Haq 6 rogHHH H XOHOILIH

B 3aBHCHMOCT OT TEXECTTa Ha 3a60JIABAHETO, 110 BPEME Ha OCTPOTO ChCTOSHME TPAOBa Aa ce mpHIaratT
30-50 mg Me3anasur/kg TenecHo TErNo AHEBHO, pa3aeNeHn Ha 3 103u.

3a npoHIAKTHKA Ha peuuaue, TpAOBa [a ce npunarat 15-30 mg Mesanasuu/kg TENECHO TErO AHEBHO,
pa3faesieHd Ha 2 N0 3 1034,

Haii-061110 ce npenopwysa NpH TenecHo Terno Ao 40 kg na ce npunara noaosMHara oT 103aTa 3a
BBL3PACcTHH, a TIpH TesecHo Terno Haa 40 kg — HopmannaTa 1032 38 BE3PACTHH.

B 33BUCHMOCT OT KIHHHYHHTE HYXIE H TernoTo (a0 40 kg) na neyarta H IOHOMIKTE, CNEAHHUTE J0O3M HA
Me3a/1a3KuH, aKTHBHOTO BEILECTBO, ChAbpPiKaLo c¢ B Canodank, Tpabea na 6bAAT MpUiaraHy noa
dopmata wnn Ha Canodank 250 mg cromawHo-ycroiuupy Tabnetku unn Ha Canodank 500 mg
CTOMALIRO-yeToHuMBH TabneTki. Criequute aueBHH 1034 Ha Catodanxk 250 mg croMamHo-
YcToiiunBH TA0JETKH CE MPenopbYBAT 34 Jela:

Bonect Ha Kpox YauepozeH KOIHT
Octpo cxetosuue | Ocrpo ckeTosHue | [TpeaoTBpaTaBaHe Ha peUKAME /
MpOABLILKHTETHO JTeUEHHE

Mezanasun (aKTHBHO 0,75g-225¢ 0,75g-15¢ 075¢g
BELIECTRO)
Canodank 250 mg Ixlapo3x3 Ixlmo3dx2 Ix1
CTOMAIIHO-YCTOHYHEH
tabneTky

HIpodvaxcumennocn Ha Aguenuemo

JleyeHHETO HA OCTPH EMM30AM HA YILIGPO3EH KOJIHT NPOIBkaBa 0OWKHOBEeHO 8 ceamum.
[poawiokHTeNHOCTTa Ha ynoTpedara ¢e ONMpe/aens OT I¢Kaps.

3a NpoQHIAKTHKA Ha PELMIUB HA YJILIGPO3CH KOJTUT, 103aTa MOxe OOHUYaiHO jja ce Hamau 10 1,5 g
Me3aIa3iH THEBHO (BB3PACcTHH H IOHOLM ¢ TelecHo Terno Haj 40 kg) 1 o 0,75 g Me3anasHH IHERHO

(mpu Aela H IOHOWIM).
OBk ykasaHus 3a yrnorpeda:
Canodaik 500 mg cToMammHo-yCToH4HBH TabeTku TPsAOBa Aa ce NpUeMaT CYTPHH, Mo 00az u Beyep, |

uac npeau xpatete. Te TpaGea ga ce NornelIAT Leny, 6e3 na ce AbBYAT W ¢ MHOTO TEUHOCT.

Jleuennerto cue Canodank 500 mg croMalHo-yCToHHBN TableTKH TpAOBa 1a ce NpHIara peloBHO M
[OCTOSHHO, ThH KATO ¢aMo MO TO3M HAYHH MOXKE /12 CE MOCTHIHE YCTIEUTHO Bh3CTAHOBABAHE.

4.3 IlporusonokaszaHus
Canodank 500 mg croMamHo-ycToHYHBH TaONETKH Ca NPOTHBOINOKA3AHH TIPH NALIHEHTH C
- H3BECTHA CBPBXYYBCTBHTEITHOCT KbM CAITMLWIATH HIH KBM HAKOE OT MOMOLUHHTE BEICCTRA

- TEXKO YBpeXIaHe Ha YepHoapobHaTa uny 6pOpeuna dpyHkuus

4.4 Cheunainy npelynpexIeHHs H NpeIIasHH MEPKH NpH ynoTpeda

HM3crneaBaHuaTa Ha KPhETa (AMdepeHUHATHA KPhBHA KAPTHHA, YepHOAPOOHHK QyHK
mcnenpanng, kato AJIAT vnu ACAT; cepyMeH KpeaTHHHH) H H3CIEABAHETO HA Y
JeHTH TpaGea na 6bLAAT HIBBPINECHY NIPEIM M NO BPEME Ha JISYSHHETO, MO NpeLeHKa



nexap. KaTo npasuino, npocnessallli H3CAEABaHUS Ce NPenopbyBaT 14 AHK criel 3anousaxe Ha
JIEYCHHETO, TIOCNIEABAHN OT JOMBIHHTENHH ABE WIH TPH H3CTeBAHHA NPe3 HHTEPBAJIH OT 4 CeMHLA.

AKO HAXOJIKMTE ca HOPMAJIHH, IPOC/eAMBALIMTE H3C/IeABaHUA TPAOBA a ce IPOBEK/AT Ha BCEKH 3
Mecena. AKO BE3HUKHAT ZOITBJIHHTEIHH CUMNTOMH, H3CEIBaHHATA TpaGBa J1a ce MPOBENAT He3abaBHO.

[TpH MatHEHTH ¢ yBpeReHa YepHoipobHa (yHKLMA C€ IPeNopHYUBA MOBHLICHO BHUMAHHE.

Mesanasns He TpaGBa ja ce ynoTpedsBa npu nauMeHTH ¢ yspeaeHa 6b6pevna GyHKUHAL. AKO N0 BpeMe
Ha nedeHreTo OnOpeunata GyHKIMA ce BNoLM, TpAOBa 1a ¢¢ ¥Ma NMPEABH/ BePOITHOCTTA 32
Me3aNa3iH-HEAYUMpaHa 656peuHa TOKCHHHOCT. AKO CIYYasT € Takbs, NpuemsT ha Canodank 500 mg
CTOMAIIHO-yCToHuMBH Tab:1eTkH TpaGBa He3abarHO na ce MPEKPaTH.

CnobluaBanH ca ciydam Ha HeponHTuaza rpH ynoTpeGa Ha Me3anas’uH, BRIKOYHTETHO KAMBHH ChC
chabpxkanue Ha 100 % mezanasun. [lpenopwysa ce No BpeMe HA NIEYSHHETO J1a ¢ OCHTYPH JIOCTaThYEH
NPHEM Ha TEYHOCTH.

MeszanazdH MOKe Aa goseae 1o ‘lepBeHHKaBO-Ka(bﬂBO OLBCTABAHE HA YPHHATA CJe] KOHTAKT ¢ HATPHER
XHIIOXJIOPHT (Hanp. B TOANETHH, MOYHCTBAHH C HATPHER XHIIQXTIOPHT, ChABPAALL ¢€ B HAKOH BHIOBC

Genuna).

HMa MHoOTO penxu choBLICHHSA 33 CEPHO3HU KPbBHY AHCKpasHM ¢ Me3anasud. Tpzbsa aa ce HanpaeaT
XeMATOJIOTHYHH M3CTEABAHMA, aKO MALMEHTHTE CTPAsaT OT HeOOACHUMH KPBBOM3/IMBH, 00pa3yBaHe Ha
CHHMHH, IypPNypa, aHeMus, MOBHIICHA TeMnepaTypa WM $apunronapuxreanta Soska. [IpuemMsT Ha
Canodanx 500 mg cToMaurHo-ycToHdHBH TabneTky TpsbBa Ja ce IpekpaTH B ciiyual Ha NIo03Hpana
HIH NOTBBPACHA KPBBHA AHCKPA3HAL.

Hma penky cso01IeHNs 32 PEaKL¥y Ha ChPASYHA CBPLXYYBCTBHTEHOCT (MHOKAPIKT H NIEPHKAPANT),
npeH3BHKaHa OT Me3anasHH. B Takse cydali npuemsT Ha Canodank 500 mg cTOMaUIHO-YCTOHUYHBH

TabneTKH Tpabra HezabaBHO Na ¢€ MPEeKpaTH.

[MauuentuTe ¢ 6enoapobuo 3abonABaHe, MO-CELMATHO acTMa, TpabBa 1a GbaaT MHOrO BHHMATEITHO
npocnesABaHH B X0/1a Ha JIEYEHHETO ¢ ME3aslasHH.

TexkkM KOWHA HEXETAHH PEaKIIHH

Co0LIaBAHH €a TEXKKH KO/KHH Hexenan peakuun (SCARS), BKIIOUHTENHO JIEKAPCTBEHA PEAKLIHA ©
e03HHOMHAHA M cucTeMHH cuMnToMH (DRESS), cuniapom Ha Stevens-Johnson (SJS) n Tokcivna
emuaepmanna vekponusa (TEN), CBEP3aHH ¢ JIe4EHHETO ¢ Me3aasuH. Mesanasnn Tpadra aa ce
MpeKpaTH NPH ILPBATA 10482 Ha MPU3HALM H CHMITTOMH Ha TEXKH KOXHH PEaKIMA KaTo 06pHB 1o
KOKAaTa, IE3HH Ha JIMTABHIIATA HITH APYT NPH3HAK Ha CBPBXUYYBCTBATENHOCT

HaHonaTuvHa BLTpeUepEnHa XHNepTeH3ns

Crobimasa ce 3a HAHOMATHYHA BbTPeYepellHa XHNepTeHsud (ces1oTyMop Lepebpu) Npu nauHeHTH,
nosnyyasamy mezanazud. [Taunenture Tpa6pa aa GvaaT npeaynpeaeHy 3a NPU3HAUMTE H CUMNTOMHTE
HA WIHOTIATHYHA BETPEUEpenta XHIEPTEH3UA, BKIIOYHTEIHO TEHKKO HIIH NIOBTapALIO ce r1aBoboske,
IPHTEIIHH HAPYWIEHHA WIH IIYM B YIIHTE. AKO BE3HHKHE HMONIATHYHA BBTPEHepelHa XHIIEPTECH3HA,
TpaGBa Aa ce o6MHCNM CHpaHe PHEMA Ha Me3ala3HH.

TMalHeHTHTE ¢ aHaMHE3a 3a HeXKe/TaHH JICKAPCTBCHH PeaKlMH KbM JEKAPCTBEHH IIPOIYKTH, ChILPKALIH
cyndacanasut, Tpa6Ba fa GBLAT MOA CTPOro AeKAPCKO HAGMIOEHMe NPH 3a1104BaHe Ha JiededeH Kype ¢
nedeHMeto TpaOpa He3al0aBHO 1A ce IPEYCTAHOEH,

3abenemxka:




B pepks clIyuau, pH NALHEHTH, KOMTO ¢4 MIPEThPMIE/H PE3CKUHS/ONnepauus Ha Ie0enoTo Hepeo ¢
OTCTpaHARAHE HA HICOLIEKATHATA Kiana, ce Habnroaasa, ue Canodank 500 mg CTOMAILHO-YCTOHYHBH
TabIETKM ce eKCKPETHPAT HEPa3TBOPEHH B H3MPXKHEHHUATA, MOPa/IM H3BBHPEAHO OBP3HS UPEBEH Nacak.

To3u nekapcTBeH MPOAYKT ChAbpKa 49 mg HaTpHi Ha TadaeTKa, KOHTO €A €KBUBANEHTHU Ha 2.5% ot
NMperopLYMTE/IHHS MAKCHMANIEH [IHEBEH NPHEM Ha HaTpuil. MakcuManHaTa 1HeBHa 11033 Ha TO3H
MPOAYKT € eKBHBAJEHTHA Ha 22% OT NPENOPBUHTENHMA MAKCHMAIIEH IHEBSH IPHEM HA HATPHA Ha
C30. Cunra ce, ue Canodank 500 mg cTOMaIHO yCTOH4HBH Tab/IETKH €a ¢ BHCOKO CBIBPIKAHME HA
Hatpuii. Tosa TpaOBa f1a ce HMa NpeBH/L, 0COOEHO IPH TE3H MAIMEHTH, KOWTO €a HA METa ¢ HHCKO
CBOBPKAHUE HA HATPHI.

4.5 BiamMoaelcTBHe ¢ IPYTH JIeKAPCTBEHH NPOIYKTH U APYrH GOpMH Ha B3auMO/leHCTBHE
He ca npoBex/IaHu Mpoy4BaHHA 3a cneuM(Huii B3AHMO/ICHCTBHA.

Tpy nanpenTH Ha CHITETCTBAILO JICUEHHE C A3aTHOIIPHH, 6-MepKanToNyprH HIH THOTYaHHH, TpabBa na
e ¥Ma TIPe/IBH]I RE3MOKHO YCHIIBAHE HA MHETIOCYTIPeCHBHHTE e(heKTH Ha a3aTHONPHH,
-MepKanToMyPHH HIH THOrYAHHH.

Hanuile ca He3HAUMTENHH A0KA3aTEICTRA, Y Me3aIa3HH MOXKe A MOHWKH aHTHKOAryaHTHu edexr Ha
BapdapuH.

4.6 ®eprugnrter, GpeMCHHOCT H KLPMeHe

bBpeMeHHOCT
HsmMa 10CTATBYHO JaHHM 32 ynoTpeGaTa Ha Me3anasuu npH GpemeHHH xeHH. JlaHHUTE OT OTPaHHYeH

Bpoif cyuan Ha eKCTIO3HIIMA N0 BpeMe Ha GpeMEHHOCT NoKa3BaT, ofaue, e Me3ala3HH HAMa HeKellan
ebeKTH BbpPXy GpeMEHHOCTTA WK 3APABETO Ha (eTyca/HoBOpOLeHOTO fieTe. [lo MOMEHTa HAMa ApyTH
3HAYMMHE €MMAEMHONOTHYHH JAHHH.

B e/IMH eAMHCTBEH CrTyuaii cien AwirocpouHa ynorpela Ha BHCOKa f03a Me3anasiH (2-4 g, [EPOPATHO)
1o BpeMe Ha GpeMeHHOCTTa, € choblueHa GBOpevHa HEQOCTATHUHOCT NPH HOBOPOAEHOTO.

TIpoyuBanHsaTA NPH XKUBOTHH BEPXY NIEPOPATHO MPHIAraH ME3ANa3HH HE NOKA3BAT NMPSKO UITH HEMPAKO
BPEIIHO BE3AeHCTBHE BBPXY OPEMEHHOCTTA, eMOPHOHANHOTO/YCTATHOTO PA3BUTHE, PAXk1AHETO HH
MOCTHATATHOTO PA3BHUTHE.

Canodank 500 mg cromawHo-ycToiuMeH TabieTkn Tpa6sa Aa GbaaT H3MON3BAHM NO BPEME HA
GpeMeHHOCT CaMO aKO NMOTEHIHAJIHATA 032 HAJBHINARA BEIMOKHHSA PHCK.

KnpMmene
N-aUeTH/I-5-aMHHOCATHLWIOBATA KHCEHHA M B TI0-MAJTKa CTENEH Me3alasHH C¢ OTAENAT B Maii4HaTa

KbpMa. JIo MOMEHTA € HA/THLE CAMO OFPaHHHEH OTIHT TiPH XXEHH B NepHOAA Ha J1aKTauus. Peakumu Ha
CBDLXUYBCTBHTEIHOCT, KATO AMApHs NIPH KbPMAUCcTO, HE MOTaT Aa 6b4aT H3k/moveHH. ETo zamo,
Canodank 500 mg cToMalHO-yCTOHYHBH TabneTKH TpaGBa Aa GBbAAT H3MON3BAHH M0 BPEME HA
KBPMEHE CAMO aKO NIOTEHLHA/IHATA 1101133 Ha/ABHINABA BB3MOKHHA PUCK. AKO KBPMAUYETO PA3BHE
nHapHs, KbpMeHeTo TpAGBa Jla Ce NpeyCTaHOBH.

4.7 EdexTd BBPXY cnocobHOCTTA 32 wodnpane n paboTa ¢ MAIIHHH

Me3aJla3HH HAMA WK MMA HC3HAUHTENHO BIMAHHE BHPXY cnocobHOCTTa 3a modupane 1 paboTa ¢
oy
MALIHHH.

4.8 Hexenans ekapcTEEHH peaKIHH c-é’i“
@
CleIBATE HENETAHH JICKAPCTBEHH PEAKLHH ca Gunu crobuIeHH Mpy ynotped A
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CHCTeMO-OpraHHH
KJIACORE

YectoTta no MedDRA konseHUIHATA

YecTH
= 1/100
Jo <1/10)

HeyecT
= 1/1 000
a0 <1/100)

Peaxu
(= 1/10 000 go
< 1/1 000)

MHoro peaxu
(< 1/10 000)

C HeH3BecTHa
qecToTa (0T
HAJIHUHHUTE
JAHHH HE
MoXe aa Obae
HanpageHa
OLICHKA)

Hapywenus Ha
KpBBTa ¥ TMMbHATA
CHCTEMA

[Tpomenu B
KPBBHATA
KapTHHA
(anmnacTHuHa
aHeMus,
arpaHy/IOLMTO
3a,
TMAHLHTONEHHSA
;
HEeYTpONeHHA,
JIeBKOMNEHHS,
TpomOGoLUTONE
HH5)

Hapymennd Ha
MMYHHAaTa CHCTEMA

Peakupu Ha
CBPBXYYBCTBH
TEJTHOCT KaTo
anepriuvHa
eK3aHTeMa,
JICKapCTBEHA
TPECKA,
CHHAPOM Ha
nymnyc
epuTeMaToee,
MAHKOJAKT

HapyuieHus Ha
HepBHaTa CHCTEMa

I'napobonue

3amagHocT

IMepudepna
HEBpOMATHA

Hpuonatuua
BbTpEUYEpenHa
XHMEPTEeH3UA
(R¥kK. TOUKE
4.4)

CrpaeyHu
HAPYLICHHA

MuoKapauT,
NEPHKAPAKT

Pecmapartophm,
TPBIHH H
MeIHACTHHATHH
HapylIeHHs

AJIEPTHYHH U
¢ubpoTHuHn
6enoapobHu
peaKlHH
{BKIIOYHTENHO
JHCTIHES,
Kalmuia,
HpoHxocnazbpM
, AJIBEOJIHT,
[y/IMOHAJTHA




CroMalHO-YpEBHH

Bonka B

HapyLUeHHA Kopema,
AuapHs,
OHCIIENICHS,
¢dhnaryneHmus,
razexe,
NOBPbLIaHE,
OCTBP
TAHKPEaTHT
XenartoGHnHapHH XonecratHueH | Xenarut
HApYLICHHS XEMaTHT
Hapyienns Ha Obpue, DoTouyBCTBUT | AJONENHA JlexapcTBena
KOXATa | cuphex €ITHOCT peakums ¢
MOAKOXHATA ThKaH €03HHODHNUA
M CHCTEMHH
CHUMIITOMH
{DRESS),
CHHIpOM Ha
Stevens-
Johnson (SIS),
TOKCHYHA
enuaepmanta
HEKpPOJM3a
(TEN)
Hapymenua Ha Aptpanrus Muanrusg
MYCKY.JTHO-CKEJIETHATA
CHCTEMA H
ChEAMHHTENHATA
TBKaH
HapyiienHs Ha Vepexnane Ha | Hedponutuaza
OnOpeunTe U 6nOpeuHaTa *
NHKOYHHTE METHILA byHKLMA,
BKJIFOYHTENTHO
OCTBp M
XPOHHYEH
HHTEPCTHIHAT
¢H He(pUT H
OBOpevHa
HEIOCTATBYHO
CT
HapyuieHus Ha OnurocnepmMH
BB3NPOH3BOAMTENHATA s (oGpaTnma)
cucTeMa
O6111 HapyeHHa AcTeHus
yMopa
Hzcnensanus [lpomenu B
nokasarenure
Ha
yepHoApOOHAT
a ¢yHruma
(NOBHIICHHE
Ha
TpaHCaMHHa3H
TCH
NOKa3aTenHTe

3a Xonecraza),
NPOMEHH B




NaHKpeaTHYHH
T€ €H3IUMH
(nosuieHH
numasa v
amusasa),
noBHLIEH 6poH
Ha
e03UHOGIINTE

* 33 JOIMBAHHTETHA HROPMALIHA BXK. Touka 4.4

CpoOwmAaBaHH ca TeKKH KoHM HexelaHH peakud (SCARS), BRIIOUHTENHO TeKapCTBCHA Peakika ¢
eoznHO(WINA H cHcTeMHu cumntoMH (DRESS), cuapom na Stevens-Johnson (SJS) u TokcHyHa
enuaepmanta nekponnsa (TEN), CBbP3aHH ¢ JTEUEHHETO ¢ Me3ala3kH (BxK. Touka 4.4).

OoTOUYBCTBHTENHOCT
TTo-TexKH peakuuy ce cboDIIARAT IPH MALMEHTH CHC CHIIECTBYBALIH 3ab0JI9BaHMA Ha KOXKATA, KaTO

ATOMMYCH OCPMATHT H aTOIIHYHA CK3CMa.

Crobinasane Ha nQA03MPAHH HEXKETaHH PEAKIHH
C1o6MABaHeTo Ha MOJ03HPAHA HEXENaHH peakUUH cJIE pa3pellaBaHe 3a ynotpeda Ha IeKapCTReHH

NpoIYKT ¢ BaxkHo, ToBa 1103501182 /1a NPOABIKH HAB/IONEHHETO HA CHOTHOLLEHHETO MOMI3a/PHCK 34
NeKApCTBEHHS MPORYKT. OT MEAHIIMHCKUTE CNELHATHCTH ¢ H3HCKBA Jia ChO0IIABaT BCAKA MOA03MpaHa
HeMXeJIaHa peakius ypes:

ManbaHHTENHA areHn|s 110 IeKapeTaTta

ya. ,JdamaH ['pyee” Ne 8

1303 Codmnsa

Ten.: +359 2 8903417

yebeaiiT: www.bda.bg
4.9 TIlpenoimpane

Hanuunu ca orpaHWIEHY JaHHH 3a [IpeO3MpaHe (Hanp. IPH Bh3HAMEPABAHO CaMOYGHACTBO € BUCOKH
TEpOPATTHH [I03M Ha ME3aNasuH), KOTO He Mokassat 6b0pedna Wik YepHOnpoOHa TOKCHYHOCT. Hama
crielMdUIEH aHTHAOT H ICYEHHETO € CHMIITOMATHYHO H NOAABPHKALUO.

5. GAPMAKOQJIOTHYHH CBOHMCTBA

5.1 dapMakogHHAMHYHH CBOHCTBa

dapMakoTepaneBTHUHA rPyTIa; AMHHOCATHUWI0BA KHCETHHA 1 noao6OHM CpeacTRa,
ATC kon: AO7ECO2

MexaHH3MBT Ha NPOTHBOBB3MATHTENHO AHCTBHE € HEM3BECTEH. PesysnraTHTe OT in Vifro MPOy4BaHHA

I0KA3BaT, ue HHXHOUPAHETO Ha JIMNOKCHIeHa3aTa BEPOSTHO HIrpae ponis.

VeTaHOBEHH ca M eheKTH BhpXy KOHLEHTPALMATA HA NPOCTArTaHAMH B UpeBHATa MyKko3a. Mesanasiu

(5-aMMHOCANMLNOBA KHeeHHa / 5-ASA) MOXe CBINO HAMBIHO Ad OTCTPaHABA PEAKTHBHHTE

KHCNOPOAHH CBETHHEHHA,

Koraro IOCTHTHE YpeBHHA JIYMEH, TIEPOPATTHO NPHIOKEHHAT ME3aNa3nH OKa3Ba NPEJHMHO JIOKaTHO

Bb3JCHCTBHE BBEPXY YPEBHATA MYK03a U cyOMYKo3Ha ThKaH. ETO 32100 e BaxHo Me3anasuH fia ce

HAMMpA BEB BL3NAJICHATE upeBHU 06nacTi. CHCTeMHaTa GHOHATMHHOCT / [UTA3MEHH KOH

Me3a/1a3uH, CEA0BATENHO, HIMAT 3HAYMMA TEPaNeBTHYHATa eMKACHOCT, HO MO3BONFHHTS enknﬁ&*pfa‘,
/ L,

52 (@apMaxoKHHETHYHH CBOWHCTBA



OCHOBHH acleKkTH Ha Me3aJda3sHH

Abecopbyus
AGcopbuuaTa Ha ME3aJTa3HH € Haii-BHCOKA B MPOKCHMAHNTE H HA-HHCKA B IMCTAIHUTE YPEBHA
YYaCTBLH.

Buompancpopmayus

Me3saia3suH ce MeTaboMH3APa NMpe-CHCTEMHO KAKTO B UPEBHATA INrAaBULA, TAKA W B YEPHKA Apob, 10
apMAKOJIOTHYHO HEAKTHBHATA N-alleTHn-5-aMuHocanuiuiosa knucenuua (N-Ac-5-ASA).
ALETHIHPAHETO H3IJIEKAA HE3aBHCHMO OT AUETUIATOPHKS (PEHOTHN Ha NALMEHTA. H3BecTHO
KOJTHHMECTBO ME3AIA3HH CE aleTHAUpa H OT upeBHHTE OakTepuH. CBBP3BAHETO ¢ NJIA3MEHHTE NPOTEHHH
Ha Mezanaszud H N-Ac-5-ASA e 43% u 78%, chOTBETHO.

Enumunupane
MezanasuH H HErOBMAT MeTabosMT N-Ac-5-ASA ce enMMHHHpAT Ype3 dekanuuTe (OCHOBHA YacT),

ypuHara (KoIH4eCcTBOTO Bapupa Mexkny 20 1 50%, B 3aBHCHMOCT OT HaUWHA Ha NPHIArAHE,
nexapcTpenata bopma 1 ocBoGOKIABAHETO Ha ME3ANA3HH) M JKITbYKATa (Ma/Ka yacT). Ekckpenn=Ta B
ypuuara e maeHo nox gopmara Ha N-Ac-5-ASA. Oxono 1% 0T nepopanHo npriokeHara j103a
Me3aa3HH ¢e EKCKPETHpa B KbpMaTa KaTo N-Ac-5-ASA.

Cneunduynn acnektd Ha Canodank 500 mg cTOMALIHO-YCTOHMHBH TabneTku

Pasnpedenenue

KomGunupaHo dapMakocuunTHrpadeko/apMakoxHHETHIHO POyBaHe € nokasano, ue Canogank
500 mg cTOMAUHO-yCTOHUMBYK Tab1eTKY JOCTHTAT 10 HIeOLeKaNHaTa 001acT cen npubnusnTenHo 3-4
4aca Ha MAAHO H JOCTHIAT A0 Bb3IX0JAUIATA HacT Ha Ae6eoTo YepBo 3a oKono 4-5 Jaca. O61oTo
BpeMe 3a peMHHaBaHe B Ae6enoto uepso e npubnusurento 17 vaca.

Abcopbyus

OcBobosxaasatieTo Ha MezanaszuH ot Canodank 500 mg croMalmHO-yCToHYHBH TabNETKH 3an04Ba cnex
daza Ha 3agpprKae OT okono 3-4 yaca. MakcHMAITHH TU1a3MeHH KOHUEHTPALMH C& IOCTHIaT Clief|
okono 5 uaca (mneonexanHa obnact) H, npH 3 x 500 mg Me3aa3uH IHEBHO B YCIIOBHATA HA PABHORECHO
cheTosHME, ca 3,0 + 1,6 MEKporpama/Mi 3a Me3anazud u 3,4 + 1,6 Mukporpama/mi 3a MeTabonIHTa

N-Ac-5-ASA.

Enumunupane
OBIMAT A5 Ha e1HMHHHpaHMA npe3 6u6pennTe MesanasuH U N-Ac-5-ASA 3a moeeye ot 24 yaca npu

muorokpaten nipuem (3 x 1 Canodank 500 mg CTOMAUIHO-YCTOH4KBH TaONETKH B MPOABIKEHHE HA 2
AHE; | CTOMalHO-yeToHUMBA TabneTka Ha TPETHS IGH=/IeH Ha U3c/ieBaHe) € npubansntenno 60%.
Cie/l IepopaTHO [IPHII0KEHHE, He-MeTaGoMH3MpaHaTa dpakLMs Ha Me3aJa3iH € Ouna npHOTH3HTENHO

10%.
5.3 MpeaxauHn4HH JaHHH 3a Gesonacnoct

HexiHu4HKHTE JaHHH He TIokaseaT ocofeH pUCK 3a Xopa Ha fa3aTa HA KOHBEHUHOHATHHTE
hapMaKoOrHuHHK TPOYYBaHUS 38 6e30aCHOCT, FEHOTOKCHYHOCT, KAPLIAHOTEHEH TIOTEHLAA {ILTbXOBE)
WK penpoIyKTHBHA TOKCHYHOCT.

Bubpeuna ToxcuuHocT (G0peuHa NnanKunapHa HEKPO3a H CNIHTETHO YBPEX/aHe B IIPOKCHMATIHUTE
W3BHTH TYOYH uiu B nentus HedpoH) e 6una nabnronapana cney MHOPOKpPaTHO NpHJIaraHe Ha BUCOKH

1I€pOpaHH JO3H Me3ana3ivH. KnuuuyHaTa peJIeBaHTHOCT HA Ta3H HaxoAKa € HGHSBCCTHm

o M0
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6. ®APMAIEBTHYHH JAHHH

6.1 CnHchX HA NOMOMIHATE BEMECTBA



Kanuues creapar;

KpockapMenosa HaTpHii;

MeTakpHnateH chnoiMep, ocHoBeH GyThiupan (=Eudragit E);
ChHI0HMEp Ha METAKPHIIOBA KUceniHa-MeTin MeTakpunar (1:1) (=Eudragit L);
I'nuuus;

Cuanunes JHOKCHA, KonouaeH Ge3poeH;

Xunpomesosa;

Maxporon 6000;

Llenynosa, MHKPOKPHCTAITHA,

Hatpres kapOoHaT,

IMosuaon K25,

Tank.

OuserHTen: xene3eH okeua xuapar (E 172).
6.2 HecbBMeCTHMOCTH

He ca u3BecTHH.

6.3 Cpox ua rogaoct

3 rogHHH

6.4 Cneumanuu yC/JI0BHS HA CHXPAHEHHE

Axo ce u3nonasa Kourelinep: [a ce ChXpaHABa B OPHIHHANHHSA KOHTeiiHep, 32 1a C¢ APEANasu OT Blara.
OTBOpEHMAT KoHTeliHep TpaGBa Ia ce uznon3ea 10 9 meceua. Ja He ce chXpansasa Han 25°C.

6.5 Bua x chABPKAHHE HAONAKOBKATA
Konteiinep:
Brmctep: PYC/PVDC (opankes-npospaticH) / anyMunueso Goiuo

Konteiinep: 64n KOHTEHHEP OT NONUIPOTHIIEH

ToneMAHa Ha ONTAKOBKHTE:
BrnucTepHa onakoska oT 50 u 100 cToManiHo-ycToliuuy TabneTky

He BCHYKM BHIOBE OMAKOBKH MOTAT Aa ObJaT nyCHATH Ha Masapa.
6.6 CrhenuaaHu npeana3’HH MePKH NpH U3XBLPJAAHE

Hsama crieHATTHH H3HCKBAHHA.

7. TNPHTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

Dr. Falk Pharma GmbH
Leinenweberstr. 5
79108 Freiburg
['epmanua o
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8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Per. Ne 9600067



9.  JATA HA ITBPBO PA3PEHIABAHEMIOJHOBABAHE HA PASPEIIEHHETO 3A
YIOTPEBA

Jara na mepeo pasperapate: 16 anpun 1996 r.
Jlata na nocaeaHo noguoeasane: 05 cenrremepr 2007 r.

10. JATA HA AKTYAJIM3HUPAHE HA TEKCTA

02/2026




