KPATKA XAPAKTEPUCTHKA HA TIPOAYKTA.
LoL30Y22 [ s

1. HUME HA JIEKAPCTBEHHSA ITPOAYKT
2060~y 100305

Canodank 1000 mg rpanyH ¢ yAbKEHO 0cBOOOKIaBaHE
Salofalk 1000 mg prolonged-release granules

Canodank 3 g rpaHy/u ¢ YAB/DKEHO ocBoOoXkK1aBaHe

Salofalk 3 g prolonged-release granules

2. KAYECTBEH H KOIMYECTBEH CHCTAB

Besko came Canodank 1000 mg rpanynu cbabpxka 1000 mg mesanasun (mesalazine).
Besko came Canodank 3 g rpaHyii chabpika 3 g Me3anasiH (mesalazine).

[NoMouH# BellecTBa ¢ H3BECTHO JIEHCTBHE:

Besko came Canodank 1000 mg cromauHo-ycToRYHBH rpaHy/IH chIbpka 2,0 mg acnaptam u 0,08 mg

3axaposa.
Besko came Canodank 3 g CTOMALIHO-YCTOWYHBH IpaHyH chabpxka 6,0 mg acnapram u 0,24 mg
3axaposa.

3a IBJIHHA CITMCHK HA MOMOLIHHUTE BElECTBA BHKTE To4Ka 6.1.

3. JEKAPCTBEHA ®OPMA
['paHynH ¢ YIBIKEHO 0CBOOOKIaBaHe

BbHIIEH BUI: PBYKOBHIHM HIIM KPBIJIH, O€K0BH MIH KaeHHKABH IPaHyJIH, ¢ Wi 6€3 K bJITeHHKaBH
NOBLPXHOCTHH YacTH

4, KJIMHHUYHHU JAHHHU

4.1 TepaneBTHYHH MOKA3AHHS

3a jleyeHHe Ha OCTPH CHCTOSHHA M MPOHIAKTHKA HA PELIMIMB Ha JIEK 10 YMEPEH YJILEepo3eH KOJIUT
4.2 JIo3MpOBKA H HAYHH HA NPHJIOXKEHHE

EOSHEOBK&

Buw3pacmuu u cmapu xopa

3a leueHHe HA OCT PH CBCTOAHHA HA YJILEPO3IEH KOJIHT.
B 3aBHCHMOCT OT KJIMHHHYHHTE U3HMCKBAHHUA B OTNEIHHUTE Clly4aH, €IMH ITbT AHEBHO, 3a NPEANOYHTAHE

cyTpuH, ce npuema 1 came Canodank 3 g rpanyiu, 1 wim 2 camera Canodank 1,5 g rpaHyau, 3 cawera
Canodank 1000 mg rpanysu win 3 camera Canodank 500 mg rpaHynu (exeusanentHo Ha 1,5 -3,0 g
Me3aIa3HH Ha JeH).

3a y106cTBO Ha MaLMeHTa, IPeINHcaHaTa JHEBHA /1032 MOYKeE /a Ce TPHEeMa | KaTo TRz AR
(1 came Canodank 500 mg rpany:TH, TpH IbTH JHeBHO WK | cawe Canodank 1000 ,
ITTH JHEBHO).



3a npodhunaxmuxa HQ peyuoUs Ha YIYEPOIEH KOAUM:
CranaapTHOTO fedenue € 0,5 g Me3anasuH, TpH TbTH IHEBHO (CYTPHH, 110 001 H BEYEp), CHOTBETCTBAILO
Ha ofula fo3a oT 1,3 g Me3sana3HH Ha IeH.

[Ip¥ mauMeHTH, 33 KOKTO € H3BECTHO, Y¢ €4 ¢ TIOBKIUEH PUCK OT PELIWIHB NMOpaili METHLIMHCKM PHYUHH
WIH 3aTPYJHERUA Ja C€ NIPUABMKAT KbM NPHITATAHETO Ha TPH A03H AHEBHO, JO3HPOBBLHHHAT PEKHUM
MO3Ke J1a ce Kopuryipa Ha 3,0 g Me3ana3uH, MpHeMaH Karto eAMHMYHA 1033, 33 NPEANOYHTAHEe CYTPHH.

Heduampuuna nonyaayus
Mma camo orpaHHYEHH JaHHK 32 NeHCTBHETO NpH Aeua (BB3pacT 6-18 ropunu).

Heya na ev3pacm 6 u nogewe 200UHU.

AKTHBHO 326019BaKe; 32 1a Ce ONpPeeNH HIIMBHIYaIHATa A03HPOBKa, 3anounete ¢ 30-50 mg/kg/nen,
eH ITHT HEBHO, 3a TIPEANOUHTAHE CYTPHH, WIH B pasfencHu 1ok, Makcumanha gosa: 75 mg/kg/nex.
O61maTa no3a He TPAOBA 13 HAJBHIIABA MAKCHMAIHATA 03a TIPH BB3DacTHH.

IMogasp:xamo jeveHne: 3a Ja ce ONpeIe/H HHAHBHAYATHATA I03HPOBKA, 3aMI0YHETE C 15-30 mg/kg/nen
B pasaenenu 4034, O6ImaTa ao3a He TPAOBA Aa HaJBMINABA NPEMIOPBUMTENHATA 1033 NPH BH3PACTHH.
Hait-o6uie ce npenopsuBa npu TeaecHo Terno ac 40 kg aa ce npunara nonoBHHAaTa OT 1034Ta 33
BBL3IPACTHM, a OpH TeslecHo Terno naj 40 kg — HopmaiHaTa /1034 3a BB3PACTHH.

Hayun Ha npuioxeHHe
ChabpiaHueTo Ha cammerara Canoask rpanynu He TpaOea fa ce CALBKEA. I'panynute TpAGBa 1a ce

NPHEMAT BBPXY €3HKA H NONIbLLIAT HCH, 6e3 na ce ARBYAT H ¢ MHOIO TEYHOCT.

KakTo npu neueHue Ha OCTPUTE BBL3NIATHTENHH ChCTOAHHUA, TAKA U IPH NPOIB/KHTENHO JICHCHHE,
Canodaik rpanyin TpAOBa JIa Ce NPHEMAT PEIOBHO M NIOCTOAHHO, 34 11a €& [IOCTUTHAT HKe/IaHUTE
TepaneBTHYHH eeKTH.

JledenKeTO HA OCTPH €NH30/IM Ha YNLEPO3EH KONMUT NpoLb/ikasa 06nkHOBEHO § cenamuuu.
[IpoABIKHTENHOCTTA Ha YNIOTpebaTa ¢e ONPEe/IeNs OT JICKapA.

4.3 TIIpoTdBomOKaZAHHS

Canodasik rpaKy/H ca NpOTHBONOKA3AKH [IPH CITyHau Ha:

- CBPBXYYBCTBUTE/IHOCT KBM AKTHBHOTO BEIIECTBO, KbM CA/THLIAIATH WIH KbM HAKOE OT IIOMOIIHATE
BellecTna, MabpoeHH B Touka 6.1

- TEXKO YBpeXk/IaHe Ha yepHonpoOHaTa ik Gubpedta GyHKIUHA

4.4 Cuenuansu npelynpexaeHns H NpeANa3HE MEPKH NpH ynorpeda

Macne BaHHATA Ha KpbBTa (IudepeHumMaTHa KPbBHA KAPTHHA, YepHOAPOOHH (GYHKUMOHANHM
wscneasannd, kato AJIAT ik ACAT; cepyMeH KpeaTHMHMH) H H3C/IS/IBAHETO HA YPHHATA Upe3 TeCT
neHTv TpaGBa 112 ce H3BLPLUBAT NPEIH H N0 BPeME Ha JIEYEHHETO, 110 TIPEIISHKA Ha JICKYBAILUA Jekap.
Kato npapuno, npocneadbaliy H3CIeqBaHid ¢e NpenopsyBar 14 IHH ciesl 3ar0o4BaHe Ha NEeHeHHETo,
[OCNEIBARK OT AOILIHHTENHH JBE HWIH TPH M3CTSABAHHA TIP3 HHTEPBATH OT 4 CEIMHLIK.

AKO HAXOAKHTE Ca HOPMATHH, IPOCISABALLMTE H3CTIEIBAHHMA TPAOBA 4a ¢ MPOBEKIAT HA BCEKH
3 Mecena. AKO BB3HHKHAT ACIILIHHTEIHH CHMIITOMH, W3CTeABaHuATa TpA0BA 1a ce mpoBe/aT He3abaBHo.

[pu nauHeHTH ¢ yBpeneHa uepHoapobHa QYHKIMA ce npenopbiba NOBUIICHO BHUMAHHC.

Ha neyeHHeTo Ou6peuHara GyHKuMa ce BIOLIH, TpabBa Aa ce HMa NPEeBHA BEPOATHOC
Me3a1a3HH-HHAYLHpaHa OROpeuHa TOKCHYHOCT. AKO ¢JIy4adT € TAKbB, IPUCMBT Ha Cal
TpaGBa HezabaBHO 1a C€ MPEKPATH.



Crob1aBaHy ca cilyuad Ha HeponuTHasa NpH ynoTpeba Ha Me3aia3kH, BRIIOYHTETHO KAMEHH ChC
coaepxande Ha 100 % mesanasun. [Ipenopwusa ce Mo BpeMe Ha JIEYEHUETO [1a CE OCHTYPH A0CTATEMEH
npHeM Ha TeYHOCTH.

Mesana3HH MOKe Ja JoBee [0 YePBEHWKaB0-KadABO OlIBETABARE HA YPHHATA CJIC/l KOHTAKT C HATPHEB
XMMOXTOPUT (HANP. B TOANETHH, MOYHCTBAHHU C HATPHER XHIIOXJIOPHT, ChABPHKALI CC B HAKOW BHAOBE
Oenuna).

HMa MHOTO pefiku choBIIEH s 3a CEPHO3HU KPBBHH THCKpasHu ¢ Me3anasue. Tpabea na ce HanpaBaT
XeMATOTOTHYHH HAC/eBAHNA, AKO IALWEHTHTE CTPAJIAT OT HeOOACHHUMH KPbBOH3IMBH, o0pasyBaHe Ha
CHHUHM, TyPITYpa, AHEMuUs, IOBHLICHA TEMIEPATYPa WIH (apuHronapunreanta Gonka. [IppeMsT na
Canodank rpaHy/IH TpsOBa Aa ce MPEKPaTH B CiTyu4aii Ha MO/I03HPAHa WM NIOTBLPICHA KPBBHA
AHUCKpPa3HA.

Vima peks choGIIEHHs 32 PEAKLMH Ha ChPAEUHA CBPbXUYBCTBHTEHOCT (MHOKAPINT M MEPHKAP/INAT),
MpeH3BHMKAHA OT Me3aTa3uH. B TakbB cydai npHeMbT Ha Canodaik rpaHyIu TpabBa HezabaBHO 1a ce
TpexpaTH.

[MauxeHTHTE ¢ GenoapobHo 3abonasaHe, NO-CIELHANHO ACTMA, TpaGRa fa 6b1aT MHOTO BHUMATEIHO
Mpoc/ieASBAHE B XOa Ha JIEYEHHETO ¢ ME3aNa3suH.

TexXKH KOXKHN HeKEIAHH peaKinH

CBoOIIABAHH ¢a TEKKH KOKHH Heskenanu peakid (SCARSs), BKIIOYHTEHO IeKapCTBEHA peakuusa ¢
e03HHOMHINA ¥ cHCTeMHH cuMiroMe (DRESS), curapom Ha Stevens-Johnson (SJS) H TOkCHYHA
enuaepManna Hekpomusa {TEN), CBBp3aHH C EYEHHETO C ME3ANasHH.

MesanasuH Tpabsa Ja ce NPEKpaTH MpH MBPBATA [10SBA HA NPH3HALIK H CHMITTOMH Ha TEXKH KOXKHH
peaKLMM KaTo OGPHB [0 KOJKATa, JIE3HH Ha THraBULIATA HIH APYT NIPH3HAK Ha CBPBXIYBCTEUTENHOCT.

HMamronaTy4Ha BhTPeYEePENHa XHITEPTeH3HS
C06uUIABa Ce 32 MAMONATHYHA BbTpeuepenHa XHIIepTeH3HA (ICEBA0TYMOP LiepebGpH) npH MalKEHTH,

nonyuasauty Mesatasun. [lauwenTure Tpabpa fa 6baar NpeIynpEnCcHH 3a MPH3HALNTE U CHMITTOMHTE Ha
HIMOTIATHYHA BHTPEUEpENHA XHIIEPTEH3HA, BKNIOUMTEIHO TEXKO WM HOBTAPAINO ce rnapobonke,
APUTEIHM HAPYLIEHNAA WiH [IYM B yIIHMTE, AKO Bb3HHKHE HIHOMATHYHA BLTPEUCPLNHA XUICPTEHINT,
tpabea Aa ce OOMUCAH cnvpaHe NIPHEMA Ha ME3A/IA3HH.

[TaLMeHTHTE ¢ AHAMHE3a 23 HEXCJIAHH JIEKAPCTBEHH PEAKLMH KbM JICKapCTBEHH [POJIYKTH, ChABPKALIH
cyndacanasun, Tps6Ba Aa GbIAT MOK CTPOrO NeKapeko HaGMOICHAE NPH 3an04BaHe Ha neuyebeH Kype ©
mesanazuH. Axo Canodaik rpaHy/IH OpeM3BHKAT OCTPH PEAKLHH HA HEMOHOCHMOCT, KaTO KOPEMHH
CIIA3MH, OCTpa KOpeMHa GoNka, TPpecka, TEKKO [M1aBoGonne i 00PHB, IEUEHHMETO TpsibBa HezabaBHO Ja ce
[PEYCTAHOBH.

Toba nexkapctso chabpia 2 mg/6 mg acnapraM BB BCAKO calle Camodank 1000 mg/3000 mg rpaHynu.
ACTIapTaMBT € H3TOYHHK Ha deHHIananuH. Mosxe /1a HaBpey Ha MAIMEHTH € (heHHNKETOHY U1,

Canodank rpanyii chAbpKaT 3axapo3a. [TauMeHTHTe ¢ peaKy HACTCACTBEHH npobieMH Ha
HEMOHOCHMOCT KBM (BpYKTO3a, [NTIOKO20-ranakTo3Ha ManabcopbLusa WM 3aXapo30-H3oManTasHa

HEIOCTATBLYHOCT He TPpAOBA Ja PHEMAT Te3H JICKapCTea.

ToBa NexapeTBO ChABPIKA I0-MaJKO OT | mmol HaTpuii (23 mg) Ha caue, T.6. MOXKe 1a ce Kaxe, He
NPaKTHYECKH He ChABLPAKA HATPHI.

He ca npoBekAaHH NPOYYBAHHA 32 CICIHIHHY B3AHMOCHCTBHAL.




JIaKTYN03a WM 00OHHM NPOAYKTH, KOMTO MoHwkaBaT pH Ha dekamiuTe: Bb3MOKHO HaMAIeHo
OCBOGOKIABAHE HA ME3aNasHH OT IPaHyJIHTE, IOPAIH MoHWKeHO PH, NpHYMHEHO OT BaKTepHATHIA
MeTabo/M3IbEM Ha JIAKTY/1034.

[1pH NauMeHTH Ha CHITBTCTBALLO JIEUEHHE C a3aTHONPHH, 6-MEPKATITOIY PUH WM THOIYaHHH, Tpadra na
ce MM TIPEIBH] BE3MOXKHO YCHIIBAHE HA MHENOCYNPECHBHUTE €(IeKTH HA a3aTHOTPHH,
6-MepKamTonypHH HIH THOTYaHUH.

Hanmue ca He3HAYHTEIHM 10KA3ATENCTEA, e ME3aNasiH MOXKe [a NIOHHKH aHTHKOAryTaHTHHA edekT Ha
BapgapuH.

4,6 ®eprunnter, GpeMeHHOCT H KbpMeHe

BpeMeHHOCT
HaMa 10cTaThYHO AaHHHE 33 YoTpe0aTa Ha Me3anasuR pi OpeMeHHH xeHA. JlaHHUTe OT OTpaHHuEH

6poii clyHaM Ha eKCNIO3HUKA 110 BpeMe Ha GpeMEHHOCT NOKA3BaT, obaue, ye Me3aNa3HH HAMA HEXENaHu
edperTn BEPXY GPEMEHHOCTTA MITH 3PaBeTo Ha (eTyca/HOBOPOIHOTO AETe. Jlo MOMeHTa HAMa ApYTH
JHAYHMH eMHAEMHONIOTHYHH JaHHH.

B eMH eqMHCTBEH caydait cie JBIrocpoyta ynorpeda na BUCOKA 103 Me3allasHH (2-4 g, nepopanHo)
1o BpeMe Ha GpeMeHHOCTTa, € chobliena G1LOpeyHa HeaOCTATHYHOCT NPH HOBOPOACHOTOC.

TIpoy4BaHWATA NPH XKHBOTHK BBPXY TIEPOPATHO MPHIATAH ME3AIa3HH HE I0Ka3BAT NPAKO HIIH HETIPAKO
BPE/IHO BB3/eHCTBHE BbpXy OPEeMEHHOCTTA, eMOPHOHAIIHOTO/(PETATHOTO PA3BUTHE, PAKIAHETO WK
NOCTHATATHOTO Pa3BHTHE.

Canodank rpaHy/H TpAbBa Aa ObAAT H3NOI3BAHH NO BPEME Ha GpeMEHHOCT CaMO aKO MOTEHLWANHATA
n0/13a Ha/IBHILABA BE3MOXKHHA PHCK.

KnpMmeHe
N-aLeTHN-5-aMHHOCATMIIAJIOBATA KHCe/IHHA U B MO-MaJIKa CTenel ME3a/la3iH ce OTICAAT B MAHUMHATA

kbpMa. JI0 MOMEHTA € HATMLIE CaMO OTPaHHYCH OTIHT IPH XKEHY B NEPHO/A HA JTAKTaLHA. Peakuuu Ha
CBPBLXUYBCTBHTE/IHOCT, KATO [HApHs NIPH KbPMAYETO, HE MOTAT fa 6baar n3kmoyeny. ETo zawo,
Canodasik TpaHyii TpsGBa 1a GBAT M3MON3BAHH 10 BPEMC HA KbPMEHE CaMO aKO IOTCHIHATHATA 107132
Ha/IBULIABA BH3MOXKHHA PUCK. AKO KbpMa4eTo pasBHe AMapHsl, KbPMEHETO TPAOBA Aa Ce IIPEYCTAHOBH.

4.7 Edextn bpxy cnocobHocTTa 32 motupane 1 pabora ¢ MalIuHK

Me3a1a3MH He OB/IHABA HITH TIOBIHSBA PeHeOPERUMO crIocoGHOCTTa 32 Uodupare wn paGota ¢
MAaUIKMHA.

4.8 Hexenanu JIeKAPCTBEHH PEAKIHH

Cucremo-
OpraHHH Yecrora no MedDRA kxoHeeBUMsATA
KJIacOBE
YecTH HeuecTn Peaxu MHoro peaxu  HeM3BecTHA
& 1/100 ¢ 1/1 000 (110000 |(<1/10000) | HecTora(oF
ao <1/10) ao <1/100) a0 < 1/1 000) AHEH HE MOe
Ia Onae
HanpaBeHa
HapymeHHs Ha IMpoMenn B
KPBETa H KpBBHATa
mmpHaTa KapTHHa
CHCTEMA {arnacTtH
aHeMHUS,




arpaHy/oL{To3a

[aHUMTOTIEHHA,
HEYTpOIIEHH,
JICBKOTIEHHA,
TPOMOOLIMTOTIEH
us)
HapymeHua Ha PeakuuH Ha
MUMYHHATa CBPbXYYBCTBHTE
cucTeMa JTHOCT KaTO
aepruyHa
€K3aHTeMa,
JIeKApCTBEHA
Tpecka,
CHHJIPOM Ha
aynyc
epHTEMATOIEC,
MIAHKOIHT
Hapymenus na | I'naBobosnne 3aMagHOCT [Mepndepna Hauonatuyna
HepBHAaTa HEBPONMaTHA BBTpeUepernHa
CHCTEMa XHIIEPTEH3UA
(8. Touka 4.4)
CrprevyHH MHuokapauT,
HAPYLIEHHA nepHKapIHT
PecruparopHH, Anepru4Hy M
I'PBAHH H ¢HOpOTHYHH
MeIHACTHHAHH GenogpobHu
HapYILIEHHU peaKkuHy
{ BEJTFOMMTEITHO
avcnued,
KaULNLR,
OpOHXOCTA3EM,
AJIBEOHUT,
IyJIMOHATHA
€O3HHOGUTHIA,
GenoapobHa
HHUATpALHA,
TTHEBMOHHT)
CToMAallIHO- Boska B kopema,
UPEBHH Iuapws,
HapylUeHHs JUCTIETICHA,
dnaTyneHuus,
rajicxe,
HOBPHILAHE, OCTHP
[aHKpeaTHT
XenaToOunnapH Xonecrathue | Xenartut
W HAPYIUEHHA H XeNaTHT
Hapywenns va | Obpus, ®oTouyBCTE | Anoneuns JlekapcTeeHa
Koxara U pYpPHUTYC MTETHOCT peaxuusa ¢
MOAKOKHATA €03MHODUIHS 1
CHCTEMHH

TbKaH




HEKpPOJIH3a
(TEN)
HapyiueHus Ha Aptpanrus | Muairnsa
MYCKYMHO-
CKe/eTHaTa
cHCTEMA H
CHETHHHTE/IHAT
a ThKaH
Hapyurenus Ha Vepexaade Ha | Hedponuruaza*
6u0peLuTe H 61OpeuHaTa
THKOYHHTE dyHKuUuA,
OBTHLUA BKJTIOYHTENHO
0CTBp H
XPOHUYCH
HHTepCTHLHATE
H HE(pUT H
OBOpeuHa
HEJI0CTATEHHOCT
Hapyiienns Ha OnurocnepMHa
BB3NPOH3BOINUT {obpaTuMa)
eNHaTa CUCTEMa
H 'bpjara
O0mm AcTeHHA
HapYIIEHHA yMopa
HzcnenpaHua [TpomeHH B
IOKA3aTE/NTE Ha
yepHOApoOHaTa
thyHKLHA
(NOBHULUCHHKE HA
TPaHCAMHHA3HTE H
ToKa3aTesuTe 32
XONecTasa),
NPOMEHH B
NaHKpeaTHYHHTE
€H3UMH ([TOBHILEHH
JIATIA3a H aMHNaza),
noeuiIeH Opoii Ha
eo3HHOpMIIUTE

* 33 JoMBIHKWTENHA HHGOPMaLMA BX. Touka 4.4

CpoBINaBaHy ca TeXKH KOKHH Hexkenand peakunH (SCARS), BKITIOUMTETHO JICKapCTBEHa peakuns ¢
co3uHOGUIHA M cucTeMAH ciMnTomi (DRESS), cunzpoM Ha Stevens-Johnson (SJS) 1 Tokcuiua
enmupepmanta aekpoiuza (TEN), cBBpP3aHH ¢ NEYEHHETO ¢ Me3anasHH (BK. TouKa 4.4).

DOTOYYBCTBUTETHOCT
[To-TexKH peakuuy ce chobLIABAT NPH MALUMEHTH CbC CHINECTBYBAIUH 3abonapanyAa Ha KOXarTa, KaTo
ATOMHYEH JEPMATHT H aTONHYHA €K3eMA.

CpobiaBane Ha OJIO3WPAHH HEXEIAHH PEAKIMH
Cro6laBaHeTo Ha TIONO3HPAHM HEKENaHH PEAKLIMHA ClIe paspellaBaHe 3a ynotpeda Ha nekapcTBEHHSA

TIPOAYKT € BaxkHO. TOBa MO3BONABA Aa NPOALIKH HabMOJCHHETO HA CBOTHOWIEHHETO [0N13a/PHCK 32
nexapcTBeHHus npoaykT. OT MEIHIMHCKHUTE CIELMAIHCTH ¢ H3MCKBa Aa cB00IABAT BCAK
HEXKEe/aHa PeaKiMa upes:

WanbHHUTENHA areH1us 110 JJeKapcTeaTa
yi. ,.JlamsH Ipyes” Ne 8

1303 Codus

Ten.: +359 2 8903417




yebeaiir: www.bda.bg
4.9 Ilpenoszupane

HanuuHH ca orpanq4eHH IaBHY 33 TIpego3upane (Hanp. IpH BE3HAMEPABAHO caMOyOHACTBO ¢ BHCOKH
Mepopa/iHH 103K Ha ME3AIa3HH), KOHTO He Noka3BaT Gulpeuna Wi YepHonpoOHa TokcuaHocT. Hama
creuHpHIeH AHTUAOT M JIE4€HUETO ¢ CHMATOMATHYHO M NOAAbPKALIO.

5.  ®APMAKOJIOTHYHH CBOMCTBA
5.1 dapmaxoAMHAMHYHN CBOHCTBA

dapmaxoTepanesTH4Ha rpyna; UpeBHN NPOTHBOBB3IAIMTEIHY CPEOCTRA; AMHHOCATHLWIOBA KHCEIMHA H
nonotuu cpenctea, ATC kon: AOTECO2

Mexanuszem Ha deticmeue

MexXaHH3MEBT Ha IPOTHBOBB3NATMTENHO AEHCTBHE © HEH3BECTEH. PesyntaTure ot in vilro Npoy4BaHUSA
[OKAa3BarT, 4e HEXMOMPAHETO Ha TMIIOKCHIE€HA3ATa BEPOATHO Urpae posns.

VeTaHOBEHH ca M eeKTH BhPXY KOHUEHTPALMATA Ha MPOCTArTaHAMH B YpeBHaTa Mykosa. Mezanasus
(5-aMuHOcANHUMNOBA KUcelTHHa / 5-ASA) Moxe CBHILO HAMBIHO 12 OTCTPaHABA PEAKTHBHHTE
KHCJIOPOJHHU ChEIHHEHHA,

Dapmarodurnamuvnu edexmu

Korato mocTurte 4peBHHA JIyMeH, NepopaiHo NMPHIOKEHHAT Me3a1a3HH OKa3Ba MPEIHMHO JIOKATHO
Bb3/leHcTRHE BRPXY 4pEBHATA MyKo3a M cyGMYKO3HA ThKaH. ETO 33110 € BaKHO Me3aNa3HH 1a ¢& HaMHpa
BbB BB3MANEHNTE upeBHH obnacTh. CHecremHaTa OHOHANMYHOCT / IUIa3MEHH KOHLIEHTPAUMH Ha
Me3aIa3KH, CISNOBATENHO, HE ¢a OT 3HA4YEHHE 34 TePAMEBTHYHATA e(hMKACHOCT, a ¢a No-cKkopo dakTop Mo
OTHOLLEHHE Ha He301aCHOCTTA. 3a a2 OTFOBOPH Ha Te3u Kputepuy, Canodalk rpaHysv ca YCTOHYHBH Ha
CTOMAIIHHA COK ¥ 0cBOOOXKIABAT Me3anasul o pH-3aBHCHM Hauun, ABDKAL ce Ha obBiBKaTa Eudragit
L, ¥ 0 yABKEH Ha4uH, IBIDKAIl C& Ha MATPHKCHATA CTPYKTYpa Ha rpaHyJ/IHTe.

52 @apMaxoKHHeTHYHH CBOHCTBA

OCHOBHH ACIIEKTH Ha Me3a/1a3HH.

Abcopbumns
A6copfuuaTa Ha Me3ana3HH € HaH-BHCOKA B MPOKCHMAIIHUTE H HAii-HHCKA B JJHCTAIIHHTE YPEBHH

YYACTBLH.

buotpanchopmarng

MesanasuH ce MeTabonn3upa NPe-CHCTEMHO KaKTO B YPEBHATA TUTABHIIA, TAKA M B YEPHHA 1pob, 10
(apMaKoJIOTHIHO HeaKTHBHATA N-alleTH/-5-aMHHOCAIHIUIOBA KHCENHHA (N-Ac-5-ASA).
AUCTHIHPAHETO M3IJIEXK/A HE3aBHCHMO OT AUETWIATOPHHSA (PEHOTHN Ha NauMeHTa. H3BECTHO KOTHYECTBO
Me3aNa3HH CE aleTHIHpa B OT YpeEHHTe Gaxrepru. CBBP3BAHETO C ILIA3MEHHTE MPOTEHHH HA ME3AIa3HH
H N-Ac-5-ASA e cvoTBeTHO 43% 1 78%.

Enumunnpane
Mesanasus B HeroBHAT MeTabonut N-Ac-5-ASA ce enMMHHHpAT upe3 dexatuuTe (OCHOBHA YacT),

ypuHara (KoHuecTBoTo Bapupa Mexy 20% u 50%, B 3aBHCHMOCT OT HAUMHA Ha IPHJIATAHE,

nexapcTBeHaTa hopMa M 0cBOGOKIABAHETO Ha ME3ANa3HH) M UThukaTa (Manka 4acT). Exckpelnara s
ypuHaTa € riaeso noa gopmata Ha N-Ac-5-ASA. Okono 1% oT nepopanHo NpHIOKeHATa
Me3aNazHH ¢C CKCKPETHPa B KbPMATa, IIaBHO kaTo N-Ac-5-ASA.




Coeupdmund acnexty na Camodank rpaHyad:

Pasnpenencuue
[Topaau roneMKHa Ha MpaHyJIHTE OT OKOJIO | mm, IPEMHHABAHETO OT CTOMAaXa A0 TEHKHMTE 4epBa €

61p30.

KomOuuupano apmakocumHTHrpadcko/(papMakOKHHETHYHO NPOYYBAHe € MOKA3alo, Ye BELECTROTO
AOCTHIa WICOLEKATHaTa 06/1acT B pAMKHTE Ha IPHOTH3HTENHO 3 yaca, a BbIXOAALIOTO 000IHO HEPRO
(colon ascendens) — B paMkuTe Ha npubnuauTento 4 yaca. OGUICTO BpeMe 3a MpeMHUHABAHE [IPE3 KONOHA
e okono 20 gaca. OTyeTeHo €, ve npubnnzurento 80% oT npreTara nepopanya £032a ce HaMHpa B
KOJIOHA, CHFTMOBHHOTO H [IPABO YEPEO.

AGcop6uns
OcpofoskaaraHeTo Ha Me3anasdH oT Canodank rpaHynu 3anodsa ciel $asa Ha 3aTbpXKaHe OT OKOJO 2-

3 yaca. MaKkCHMAJTHH TIa3MEHH KOHLIEHTPALIMH Ce JOCTHraT ciel okoso 4-5 yaca. OTueTeHo e, ye
CHCTEMHATa OHOHANTMYHOCT Ha ME3AIA3HH ClieH [IEPOPATHO NPHIKeHHE € NpubansHTenHo 15%-25%.

TMpuemsT Ha xpaHa 3a6aBs abcopGuuaTa ¢ 1 a0 2 yaca, HO He MPOMEHS CKOPOCTTA H CTENEHTa Ha
abcopbums.

EnumuBHpane
IIpu 3 x 500 mg aueBHa 2032 Ha Me3anazuH, OGLHAT AT Ha ENTMMHHApaHHs pes OBOpenHTe Me3anasyH

¥ N-Ac-5-ASA B YCTIOBHATA Ha PABHOBECHO CLCTOAHHE € okono 25%. Yactra Ha HemeTabonuzupaHus
eKCKPETHpPAH Me3aTa31H € o-MaJIko oT 1% oT nepopanHata 103a. TepMUHAIHHAT NOTYKHBOT Ha
eJIMMHHHpaHE, HAGITIONABAH CJe/| MPHIOKEHHE Ha eIMHHYHA o34 ot 3 * 500 mg uiu 3 * 1000 mg
Canodank rpanynu e 61n 10,5 vaca.

5.3 Ilpeax MHHYHH JaHHH 32 0e30MacHOCT

HekNHHMYHHTE JaHHH He [I0Ka3BaT 0co0eH puck 3a Xopa Ha 6a3aTa Ha KOHBEHUMOHATHHTE
(paPMAKOTOTHUHH TIPOY4BaHHA 32 6€30MACHOCT, FeHOTOKCHYHOCT, KapLMHOreHeH OTeHUHAN (IUTEX0BE)
HIIH PENPOAYKTHBHA TOKCHYHOCT.

Br6peuna TokcuyHoCT (Op6peuHa ManuiapHa Hekposa H eMHTETHO YBPeX/1aHe B IPOKCHMAITHUTE H3BUTH
TyGyau KK B Uenns HedpoH) e 61na HabmoaasaHa ciiel MHOTOKpaTHO MpUNaraHe Ha BUCOKH MEpOpaniy
A02H Me3a1asHH. KnuHuyHaTa pelleBaHTHOCT HA TA3M HAXO/IKa ¢ HEH3BECTHA.

0. GOAPMANEBTHYHH JTAHHHA
6.1 CnHchLK HA MOMOIIHHTE BellleCTRA

Acnapram (E 951)

Kapmenosa HaTp#ii

[enynoza, MUKpPOKPHCTA/IHA

JluMoHEHa KHCeIHHA

Xunpomenosa

MarHezues cTeapaT

ChmoauMep Ha METAKPHIIOBA KHCeIHHA-MeTHN MeTakpunar (1:1) (Eudragit L 100)
Merunuemnynoza

TMonuakpunartHa aucnepeus, 40% (Eudragit NE 40 D, chappxain 2% HoHokeuton 100)
[TosunoH K 25

CUnMLKeB THOKCHI, KonoxaeH 0e3poeH
CHMETHKOH

Cop0HHOBa KHCENTHHA

Tank

TpueTnnoB LUTpaT




OBKYCHTEJ ,,KpeM KapaMeJl ¢ BaHH/HA” (ChIBPIKAL 3aXapo3a)

6.2 HecbBMeCTHMOCTH

HenpuioxuMmo.

6.3 Cpoxk nHa rogHoct

4 roaMHH

6.4 CoeunalHH YCJIOBHA HA ChXPAHEHHE

Toau TeKapcTBEH NPOAYKT He H3HCKBA CICLHA/IHM YCNOBHUA 32 ChXPAHCHHE.
6.5 Bua H chIbpKaHHE HAOMAKOBKATA

Cartie OT NOJIHECTEP/ ATYMHHHIL/MOTHETANEHOBO (ONTHO.

Enno camwe Canodank 1000 mg rpadynu ceaspxa 1,83 g rpaHyns.
Ensio came Canodank 3 g rpaHynu cbabspxa 5,43 g rpaHyu.

ToneMuHa Ha onakoskure: 20, 50, 60, 100 u 150 cawera Camodank 1000 mg rpaHys.
ToneMuHa Ha onakobkuTe: 10, 15, 20, 30, 50, 60, 90 u 100 camera Canodanx 3 g rpanyis.

He BcHUKH BHIOBE ONAKOBKH Morar Ja 6baT MycHatd B npoaaxda.
6.6 CrenpaaHu upeANasHA MEPKH NPH H3XBhLPJIAHE

Hsama cnieyMaTHH H3HCKBAHHA.

7.  MPUTEXATEJ HA PASPEUIEHUETO 3A YIIOTPEBA

DR. FALK PHARMA GmbH

Leinenweberstr. 5

79108 Freiburg

TepManus

8. HOMEP(A) HA PASPENIEHHETO 3A YIIOTPEBA

Canodank 1000 mg cToMaIHO-yCTOHMHBY MPAHYIIHR ¢ YABRILKEHO ocsoboxkaasane - Per. Ne 20130427

Canodank 3 g CTOMALIHO-YCTOAYHBH FPAHY/M € YIBLIDKEHO ocBobokaBane - Per. Ne 20130429

9. JIATA HA ITHPBO PA3PEIIABAHE/IIONHOBSABAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

Jlata Ha MepBO paspewasane: 04 nexemspr 2013 1.
Jlata na nocnenno nogHosssane: 04 aHyapu 2018 r.

10. JTATA HA AKTYAJU3IUPAHE HA TEKCTA

11/2025




