KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

PANCAPS Y

1. HME HA JIEKAPCTBEHMS TIPOAYKT
Canodak 1 g cynosuropuu /36 .3 10 -03- 2026
Salofalk 1 g suppositories

2. KAYECTBEH 4 KOJIMYECTBEH CHCTAB

Besika cynosutopus chabpka 1 g Mesana3uu (mesalazine).

3a MbLIHMA CIIMCHK HA TTOMOLIHHTE BELIECTBA BIKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
Cynosuropun

BBHIIEH BUJL: CBETIIONEKOBO OLBETEHH, ¢ (JopMa Ha TOPIEIO CYNO3HTOPUH

4. KJIMHHUYHH JAHHH
4.1 TepaneBTHYHH NOKA3aAHHIH

JleyenHe Ha OCTBP JIEK JI0 YMEPEH Y/ILIEPO3eH KOJIHT, KOMTO € OrpaHHyeH B pekTyma (y/IeposeH
NPOKTHUT).

4.2 JIo3MpOBKA H HAYHH HA NpPHJIOKEHHE
BBb3pacTHH M MALHEHTH B CTapPYECKa Bb3PACT:

Enna Canodank | g cyno3utopus ce MocTaes B peKTyMa BEAHBK JHEBHO (exBMBaJIeHTHO Ha | g
ME3aJIa3HH JHEBHO).

ﬂega:

Hanuue e HepocTaTHUYEH OMUT H CaMO OrpaHH4E€HH JIaHHH 34 B'b3,£leﬁCTBH3TO npH aena.

IIpodvaicumentocm Ha JeueHuemo.
JIeYeHHETO Ha OCTPH eMH30IM Ha YJILEPO3EH KOIUT NPObKaBa OOHKHOBEHO 8 CE/MHIIH.
[TpoxbIKHTEHOCTTA Ha ynoTpebara ce onpe/ess OT JeKaps.

061y ykasaHus 3a ynorpeba:
3a npeanountane e Canodank 1 g CyNno3HTOPHH Ja ce NpHjIaraT Npe/iu jaraHe.

Jleyennerto cbe Canodank 1 g cynosuTopuu Tp:abBa a ce npwiara peIoBHO W NOCTOSHHO, TBil KaToO
¢aMo 1O TO3M HAYMH MOXeE /1a Ce [IOCTHUTHE YCINEIIHO Bb3CTaHOBABAHE.

4.3 IIpornBonmoxazaHus
Canodaik 1 g cynozuTopHH ca MpOTHBOIOKA3aHH NPH MALKEHTH C:
- M3BECTHA CBPBX4YBCTBUTETHOCT KbM CAMUMIIATH HIIH KbM TIOMOLIHOTO BELIECTBO

- TEXKKO YBPEXK/aHe Ha uepHoapoOHaTa uan 6bOpeyna QyHKIus

4.4 CpoenuajHu npeIynpexIeHHs H NpelnasHH MEPKH NpH ynorpeda




Macnenpanuara Ha kpeBTa (AudepeHLraiHa KPbRHA KAPTHHA, YePHOAPOGHH (yHKUMOHATHH
uzcneneanna, kato AJIAT unu ACAT; cepyMeH KpeaTHHHH) H H3CNEBAHETO HA YPHHATA 4pe3 TECT
JIeHTH TpAGBa A2 GbAaT HABBPLICHH PEH M MO BpeMe Ha JICYCHHETO, MO MPEeLeHKa Ha JIeKyBaLllii
nekap. Karo npasuno, npociessalii H3C/IeABaHHA ce MpenopbusaT 14 MK Clel 3aMoUBaHe Ha
NIEYEHHETO, TIOCJIEABAHM OT AOMBJIHUTEHU JBE WIH TPH H3CIIEABAHHA NIPE3 HHTEPBAIH OT 4 CEIMULIK.

AKO HAXOJIKMTE Ca HOPMAJIHH, TIPOCIEATBALMTE H3CIeBaHHA TPI0Ba da CE NPOBEXKIAT Ha BCEKH 3
Mecela. AKO BB3HUKHAT JONBIHHTETHH CHMITOMH, H3C/IeIBaHHATA TpAGBA Aa ce npoBeaat
He3abaBHo.

IIpu nauueHT! ¢ yspeaeHa uepHoApoOHa GyHKUMA Ce NPENOPHYBA IOBHLIEHO BHHUMAHHC.
MesanasuH He Tpsa6Ba aa ce yIoTpeOaBa MpU NaHeHTH ¢ yBpeaeHa 6u0petna dyHKumA.

AKO M0 BpeMe Ha JieueHHeTO OhOpeyHata QyHKUMA C& BIOLIM, TPAOBA Ja ¢ UMa MPE/IBHA
BEPOATHOCTTA 32 Me3AIa3HH-UHYLIHpaHa 6p6peyHa TOKCHIHOCT. AKO CIlydasT ¢ TaKbB, MPHEMLT Ha
Canodaik 1 g cynosuropHy Tpadea He3abaBHO a Ce MPeKpaTy.

CrobLIaBany ca clydyay Ha HedpoauTHA3a NPH yNoTpeba Ha Me3aasuH, BIUTHOUHTEHO KAMBHH ChC
chabpxanue Ha 100 % mesanasun. [Ipernoprysa ¢e N0 BpeMe Ha NEUEHHETO 14 CE OCUrypH
JI0CTATbH4EH TIPHEM Ha TEYHOCTH.

Mesana3uH MoKe fia JIOBEE A0 YepBeHHKABO-KadaBo OLBETABAHE HA YPUMHATA CMEJ KOHTAKT ¢
HATPHEB XHIIOXJIOPHT (HAMp. B TOAICTHH, MOYHCTBAHH ¢ HATPHER XHIOXJIOPHT, ChbPIKALL C¢ B HAKOH
BHAOBe Deuna).

HMma MHOTO peaky cLOOLICHHA 32 CePHOIHM KPBBHH JHCKPA3HH C ME3ANAZHH. Tpabea na ce HaNPaBAT
XeMATOJOrHUHY H3CISABAHNS, AKO MALMCHTHTE CTPAJAT OT HeOOACHUMM KPBLBOMMIMBH, 00pasyeaHe
Ha CHHHHM, MYPITypa, aHeMus, MOBHLLIEHA TEMNEPaTypa WK GapuHroNapuHIealta Gonka. HlpuemsT
na Canodank 1 g cynosHropHu TpsGsa Aa ce MpekpaTk B C/y4ai Ha NoJ03MPaHa WK NOTBLPACHA
KPBBHA JHCKPA3HA.

MMa pekH CBHOOLIEHHA 33 PEAKLMH Ha ChPACTHA CBPBX1YBCTBHTEIHOCT (MHOKAPIMT W MEPHKADANT),
fipeIM3BUKaHa OT Me3anaszud. B Takee cnyual IpHEMBT Ha Canodaiik 1 g cyno3uTopuH Tpadea
He3abaBHO 11 CE TIPEKPATH.

TMaimenTute ¢ GenopobHo 3a60NBaHe, NO-CNELHAIHO aCTMA, TPAOBA 12 GBAAT MHOTO BHHMATENHO
HPOCNENIEaHHA B X013 HA IEIEHHETO ¢ ME3aTIa3HH.

TekKH KOXKHH HEHETAHH peakuuu

CHoBLIABaHH Ca TEXKH KOXKHH HexenaHH peakuuH (SCARS), BmouHTEHO JISKaPCTBEHA PEAKLIHA C
eosuHopHIAs 1 cucTeMHH cumntomu (DRESS), cunapom Ha Stevens-Johnson (SJS) u TokcHuHa
enuaepManHa Hekponusa (TEN), CBbP3aHH ¢ JTeUeHHETo ¢ Me3anasnd. MesanasnH Tpadea 1a ce
MpEeKpPaTH NPH TbPBATA NOABA HA IIPU3HALM M CHMIITOMH Ha TEXKH KOXHH PEAKUHH KaTo obpus o
KOMKATa, JIE3HH Ha IMTABHIIATa WIIH APYT IPH3HAK Ha CBPBXYYBCTBHTEIHOCT

HaHonaTHyHa BLTPeYEPeHa XHIIEPTEH3HA

CpoBIIaBa ce 32 MAMOMATHYHA BLTPeUEPENHA XHIIePTCH3UA (TICEBAOTYMOp LiepedpH) MPH NALHEHTH,
nonyyapauy Mesanasut. [lauuentuTe Tpabea aa 6baaT NPEAYNPENeHH 33 NPU3HALMTE M CHMITOMHTE
HA WIMOMATHYHA BETPEYepenHa XHIIEPTEH3HUs, BKIFOUHTENHO TEKKO HIIH FIOBTAPSLLO Ce rnaeobonue,
3PUTENHN HAPYIIEHNUS WK WYM B YIIHTE. AKO BB3HHKHE HIHONATHYHA BHTPEHEPEHa XHNCPTEH M,

TpabBa fa ce OOMHCITH CIIMPaHe MpHeMa Ha Me3aTa3HH. \

TanMeHTHTE ¢ AHAMHE3a 33 HEXENaHU IEKAPCTBEHH PeaklUuu KbM NIEKapCTBEHH MPO
ChAbLPIKALHN cynacanasu, Tps6Ba 1a GBAAT MO/ CTPOTO Jekapeko HabmofeHue
nevefeH kype ¢ Mezanasud. Ako Canodank 1 g cynosHTOpHH MPEAHIBUKAT OCTPH PHA



HEMOHOCHMOCT, KATO KOPEMHH CIa3MH, OCTpa kopeMHa 60/IKa, Tpecka, Texko rnasobonune v 0bpus,
nedeHneTo TpsaOBa He3abaBHO Ha C€ NPeyCTaHOBH.

4.5 BsanmoneiicTBHE ¢ APYrH JeKapcTBeHH NPOAYKTH H APYTH (OpMH Ha B3aHMoJelcTBHE
He ca npoBexaaHn Npoy4BaHHA 3a CNEUH(HUUHH B3aMMONEHCTBHA.

IIpH nalMeHTH Ha CRITBTCTBALLO JICYCHUE ¢ a3aTHOMPHH, 6-MepKanTONypHH WIH THOTYaHHH, TpA0Ba
112 ce HMa MPEABHI BB3MOKHO YCHIIBAHE HA MHEJIOCYMPECHBHHTE €EKTH Ha A3aTHONPHH,
6-MepKkanTONypHH HIH THOTYaHUH.

Hanulie ca He3HAYUTENHY JOKA3ATE/ICTRA, Y€ ME3ANA3HH MOXKeE 1 NIOHIKH aHTHKOAryNaHTHUS eheKT
Ha BaphapHH.

4.6 @epranurer, 6peMEHHOCT H KbpMene

bpemeHHOCT
Hsima gocTaThuHO AaHHH 3a ynotpebara Ha Mezana3uH npH OpeMEHHH KEHH. JlaHHHTE OT orpandicH

Gpoii cyday Ha eKCIIOINLMA 10 BpeMe Ha OPEMEHHOCT NoKa3Bar, obaye, de Me3anazHH HAMa
Hexe/TaHH edeKTH BBpXy GpeMEHHOCTTA HIH 3]paBeTo Ha deTyca/HoBopoaeHoTo aete. [lo MOMEHTa
HAMA JIPYTH 3HAYUMH €NHASMHONOTHYHH IAHHH.

B eanu eAMHCTBEH CAYHai cel ALITOCpoyHa ynoTpeba Ha BHCOKa 103a Me3anazu (2-4 g,
Nepopanio) no Bpeme Ha GpemMeHHOCTTa, ¢ chobuena 6bOpedHa HEOCTATRYHOCT IPH HOBOPO/ISHOTO.

TpoyuBaHuaTa IPY )KHBOTHH BHPXY TIEPOPAITHO NMpHIAraH ME3a/la3HH He MOKa3BaT MPAKO HIH
HENPAKO BPEHO BB3IEHCTBHE BLPXY OPEMEHHOCTTA, eMOPHOHAITHOTO/(GETANHOTO Pa3BHTHE,
paXIaHeTO HIH MOCTHATAITHOTO PA3BUTHE.

Canoank | g cynosuToprr Tps6ea fa ObAaT H3NO3BAHK MO BpeMe Ha GPEMEHHOCT CaMo aKo
ROTEHIHATHATA MOJI3a HAJBUIABA BE3MOMHHA PHCK,

Kspmene
N-ateTus-5-aMHHOCATHLIWIOBATA KUCENHHA U B 110-MaJIKa CTEMNeH Me3alaiiH ce OT/IENAT B MaH4YHHATA

kbpma. JTIo MOMEHTA € HANHLE CaMO OTPAHWUEH OMUT IPH 5KEHH B NIEPHOAA HA JIAKTALHs. Peakuun Ha
CBPHXUYBCTBHTEHOCT, KATO IHAPKA TIPH KhPMa4eTo, He MOTAT Ja OBaT H3IUIIOUCHH. Erto 3awpo,
Canodank | g cynosuropuu TpaGBa na OBAAT H3NON3BAHH MO BPEME Ha KBPMEHE CaMO aKo
MOTEHUHAIHATA [10J132 HAABMILABA Bh3MOKHUA PHCK. AKO KbpMa4eTO pa3sBHe AHAPHS, KEPMEHETO
TpAGBa 1a ce IPeYCTAHOBH.

4.7 EdexTn BLpXy cnocobrocTTa 32 modnpane H padoTa ¢ MAWIHHY

Mesanazun He NOBIHABA WIH NOBIIHABA NpeHebpexnmo criocobHoCTTa 3a wodHupane U paboTa ¢
MALLIHHH.

4.8 Hexenanu JIeKapCTBCHH peaKkiiHA

B KIHHHYHM npoyuBaHKs, obxBawawy 248 yuactuuum, npubansurento 3% ca nMaii HexeNaHH
NleKapCTBEHM PEAKLIWH 110 Bpeme Ha npiiaraHeto Ha Canodank | g cynosutopus. Haii-uecto
CHODIIABAHMTE HEXE/IAHY NEKAPCTBEHHA peakiky ca GuiM riasobonne npu npubnusurento 0,8% u
CTOMAIIHO-4PEBHN HEXKENaHU peakunw (3anek npu npubnusutento 0,8%; ragete, MOBpPBILAHE H
Gonka B kopeMa npH 0,4% 2a BCsKa OT MOCOUEHUTE). -

CleaHnTe HeXeTAHH JIeKAPCTBeHH peakinu ca OB ¢hobUIeHH NpH ynorpedar

CucmeMo-opzaniu Heemoma no MedDRA xongenyuama
KAACO8E




HYecmu Peoru Mhuoeo pedxu C neuzgecmna
(= 1/100to (= 1/10 000 oo (< 1/10 600) yecmoma (om
<1/10) < 1/1 000) HAAUYHUME
dannu He
aodice 0a bvoe
nanpagena
OYeHKd)
Hapyuienns Ha [Tpomenu B
KPBBTa U JiMMbHATA KpLBHATA KAPTHHA
CHCTeMa {artnactyH4Ha
aHeMus,
arpaHyJioLuTo3a,
MaHIHTOMEHUA,
HEYTpPOMNeHRnA,
JIEBKOTEHHUA,
TpoMOOLIMTONEHHA
)
Hapyuwenus Ha ['naBobonue, [Mepudepna HaunonaruyHa
HepBHATa CHCTEMa 3aMasHOCT HEBpPONAaTH BBTpEUEpEITHa
XHMEePTeH3HA
(. Touka 4.4)
Copaeysu Muokapaur,
HapyLIEHHA NIEPHKApANT
Pecrparophm, AnepruyHy
TPBAHH H hHOpOTHYHK
MEIMACTHHAIHH tenonpodHK
HapyIIeHHs peaxiuH
(BKIIIOIHTEAHO
OHCIIHER,
KaluTHLa,
OpoHXOCNAazbM,
AJIBEOJIHT,
My IMOHANTHA
e03HHODUIIHA,
6enoapobna
uHQUITpaund,
MHEBMOHHKT)
CroMalHO-YpEeBHH Banka B kopema, OcThp NaHKPEaTHT
HapyIleHHs OHapHS,
(bnaTyneHums,
rajicxe,
HOBPHIIAHE
Hapyiuenns Ha YBpexaaHe Ha Hedponuryasza
6v6peunTte v On6peuHara *
MUKOYHHTE MBETHILA yHKLMA,
BKJIKOUHTETHO
0CTbP H XPOHHUYEH
MHTEPCTHUHANEH
HePUT H
Obbpeyna
HEAOCTATBYHOCT
Hapyluenns Ha Obpus, @OTOUYBCTBUTENH | AJIONELINA
KOMaTa U NpPYPUTYC ocT

NOJKOXKHATA ThKaH




(DRESS),
CHHIPOM Ha
Stevens-
Johnson (SJ8),
TOKCHYHA
eNMAEPMATHA
HeKponH3a
(TEN)
Hapymenus na Muanrus,
MYCKYJTHO- apTpairua
CKeJIETHATA CHCTEMA
1 CheAHHHTEIHATA
ThKaH
HapymeHus Ha Peakunu Ha
HMMYHHATa CHCTEMA CBPBXUYYBCTBHTENH
OCT KaTo
ajnepruyuHa
€K3aHTEMA,
JieKapcTBeHa
TpecKa, CHHIPOM
Ha YIyc
ePHTEMATOEC,
NAHKOIHUT
Xenaro-CHIHAPHU [IpoMeHH B
HapyLUeHHA noKa3aTenuTe Ha
yepHOApoOHaTa
(hyHKUMA
(NOEHWIEHHE HA
TpaHCAMHHA3MTE
TIOKA3aTETHTE 32
XomecTasa),
XEeMaTHT,
XONECTaTHUYEH
XernaTuT
Hapywmenns Ha Onurocnepmus
BB3MPOM3EOAMTEHAT {obpaTrma)
a cucTeMa

* 3a IOMBAHATENHA HHGOPMaUMA BXK. TOUKa 4.4

Cro6UaBany ca TEKKM KOKHN Hexenanu peakiiu (SCARS), BKIIOUHTEIHO IeKapCTBeHa peaklks ¢
co3MHO(UIAA 1 cucTeMHH cumnTomu (DRESS), cuuapom Ha Stevens-Johnson (8JS) n Tokenuna
enuaepmania nekponusa (TEN), CBbP3aHu ¢ TEUEHHETO C Me3anasni (BXK. Touka 4.4).

DOTOUYBCTBHTENHOCT
TTo-TEKKH peaklMH ce ChOGLIABaT MPH NALHCHTH ChC ChLIECTBYBaluK 3a00/IIBAHUA HA KOMKATA, KATO
ATOMMYEH JAEPMATHT H ATOMHYHA €K3EMA.

CroflapaHe Ha NOJ03MPaHH HEHKETAHH peakinu
CH06UIABAHETO HA MOLOIMPAHHA HEKENAHH PeaKLIMK ClTe/l paspeluaBane 3a ynorpeba Ha NeKapeTBeHH
NPOAYKT ¢ BakHo. ToBa NO3BONABA A PObIUKH HAOIONEHHETO HA CHOTHOLUEHHETO NON3a/DUC
NeKapcTBeHHs NponykT. OT Me/IHUHHCKKTE CICLIMATHCTH C€ M3MCKBA Aa chobinasar
NoA03HpPaHa HEXeNnaHa peakuus upes:
HanbanuTenHa areHuMsa 110 JIeKapcTraTa
ya. ,JlamsH [pyes” Ne 8

1303 Codma

Tem.: +359 2 8903417




yebceaiit: www.bda.bg

49 Ilpexosmpane

Hannunu ca OrpaHHYEHH AaHHM 3a IPe03Mpane (Hanp. NpH Bh3HaMEPABaHO CaMOyOHACTBO ¢ BHCOKH
MepOpPaNHH 1034 Ha ME3ATA3HH), KOUTO He Noxaseat 6pbpedna uiM uepHoApoOHa TokcHuHoCeT. Hama
crneuMpHUEH aHTHAOT K JIEYEHHETO € CUMITTOMATHYHO K OB PKALLO.

5, ®APMAKOJIOrHYHH CBOHCTBA
5.1 <@dapMakoIHHAMHYHHK CBOlCTBa

dapMaKoTepaneBTHUHA [Pyna: AMHHOCATHUMIOBA KUCE/IMHA H IOAOGHH CpelICTRa,
ATC xon: AOTECO02

MeXaHH3MBT Ha IPOTHBORL3NANUTENHO NeHCTBHE & HeuabecTeH. Pesynrarure OT in vitro npoy4saHus
I0KA3BaT, ue HHXHOUPAHETO Ha TMIOKCHICHA3aTa BEPOATHO HIPae pons.

VcTaHOBEHH ca M e(eKTH BhpXY KOHLEHTPAIMATA Ha IPOCTATNIAHIWH B upeBHaTa Mykosa. Mesanasun
(5-aMMHOCA/IMLIMITOBA KceTTHHA / 5-ASA) MOe CBIIO HAMBIIHO /1a OTCTPAHABA PCAKTHRHHTE
KHCIOPOJHH CBEAMHEHHA.

KoraTo iOCTHTHE YpeBHUA JIyMEH, PEKTAIHO NPHIOKEHUAT ME3ana3HH OKa3sa IIPS/IHMHO JIOKAJHO
RB3ACHCTBHE BHPXY YPEBHATA MyKO3a H CyOMYyKO3Ha ThKaH.

KomaryHaTa edexTHBHOCT H Ge3omacHoeT Ha Canodank 1 g Cymno3HTOPHH € OLIEHEHA B
myntHuenTposo @aza 11l npoy4saHe, KOeTO BKIIOHBA 403 mauMeHTH ¢ eHA0CKOINCKH U XHCTOIOrHYHO
NOTBBP/EH NEK A0 YMEPEHO AKTHBEH Y/LIEPO3eH NPOKTHT. M3XOMHHAT HHAEKC Ha HonecTHa AKTHBHOCT
(DAD e 6,2 + 1,5 (o6xear: 3 - 10). [TauuenTHTe Ca PAHIOMUIHPAHH 32 TCUEHUC HIH CBC Canodank

1 g cymosutopuu (1 g €QUH LT JTHEBHO) AWK ¢ 3 CYTIO3HTOPHHM, Ch/IBPIKALIM 0,5 mezanasun (0,5 g Tpu
ITBTH JHEBHO) 3a 6 ceamuuy. [[poMeHIHBATA 32 NbPBHUHA e)EKTHBHOCT € KITMHMYHA PEMHCHA,
AepHHHpana kato DAT < 4 na duHATHATA BU3HTA WIH OTKA3aJ C¢ MALHCHT. [Tpn OKOHYATETHHA
aHam3 Ha npotokonute 87,9 % oT naupeHTUTe Ha | g eMH BT AHEEHO H 90,7% oT NALMEHTHTE HA
(,5 g TPH NBETH AHEBHO Cca GUTH B KIMHHYHA peMucud (intent to treat ana/iu3: rpyna Ha ] g elMH BT
nHeBHo:84,8%; rpyna Ha 0,5 g Tpu neTH AHeBH0:84,7%). CpennaTa NpOMAHA HA U3XOAHUA DAl e -4,7
npu asete evebHu rpymH. He ca nabosiaBary CepHO3HH HEXeNaHH PEaKLiM, CBLP3aHH C
NIeKapCTBEHHA MPOAYKT.

5.2 @dapMaKoKHHETHYHH CBOHCTBA

(JCHOBHH 4CIeKTH HA Me3aJIa3HH:

Abcopbyust
ABcopbuMaTa Ha Me3anasyH € Hali-BUCOKa B MPOKCUMAIIHUTE M HaH-HUCKA B MCTATHUTE HPCBHH
YUaCTELH.

Buompancgopmayun
MesanazdH ce MeTabonH3Mpa Npea-CHCTEMHO KAaKTO B UPSBHATA JIMMABHIIA, TAKA U B 4CPHUA apob, no
(GapMaKOTOrHYHO HEAKTHBHATA N-aLieTHA-5-aMMHOCANTHIIMNIOBA KHCeTHHA (N-Ac-5-ASA).
ALETHITUPAHETO MATIEKNA HE3ABYCHMO OT ALETHNATOPHHS (PEHOTHIT Ha NALMENTA. H3secTHO
KOJMUYECTBO ME3AIA3HH Ce aHeTHIMPA H OT YpeBHNTE OakTepuH. CBBP3BAHETO C NIIA3MEHHTE
NpoTenRHH Ha MesanaskH 1 N-Ac-5-ASA e 43% u 78%, c1oTReTHO.

Emvunupane
Mezanazid i HeroRuaT Metabomut N-Ac-5-ASA ce elMMUHHPAT 4pe3 dekaniu
ypuHaTa (KOMMYeCTBOTO Bapupa meskay 20 1 50%, B 3aBHCHMOCT OT Ha'MHa Ha
NekapcTpeHaTa dopMa M 0cBOGOKIABAHETO HA ME3ANA3NH) U HKTbYKaTa (manka



ypHHaTa € rasHo noa gopmara na N-Ac-5-ASA. Okono 1% oT nepopanHo NpuiokeHaTa 1032
Me3aNIa3HH Ce eKCKpPEeTHpa B KbpMata kato N-Ac-5-ASA.

CHﬁlll‘ld)l‘[‘ﬂlHl‘[ 4CIICKTH Ha CBJTOChaJ'IK 1 £ CYIMO3UTOPHH!

Paznpedenenue

CunnTHrpadckn npoyupanus ¢ 6enszanu ¢ TexHeuuii Canogank 500 mg cynozuropu, ca nokasanu
NUKOBO PA3NpPOCTPAHEHHE HA CYMO3HTOPHA, KOATO ¢€ € pa3Tonuia ciiel 2 — 3 yaca B pe3y/iTaT Ha
TenecHaTa TeMnepatypa. Paznipoctpanennero e Swio orpaHyducHo Hal-Bede B peKTyMa H
peKTocHrMoHAHaTa cBpb3ka. ETo zamo, Canodank 1 g cynozuropuu ca ocobeHo NoJxola1H 3a
JIeYCHHE Ha MPOKTHT (YAUEPO3€H KOIHUT Ha PEKTYMa).

Abcopbyus
[Tp# 31paBH HHAMEWAH MaKCHMAaJIHHTE IU123MEHH KOHLCHTPAaLUMH Ha 5-ASA cren eqHoKparHa
pexranna f1o3a ot 1 g Mezanazun (Canodank 1 g cynozuropua) ca 6nunu 192 + 125 ng/ml (o6xsar:

19 - 557 ng/ml), Te3u Ha ocHOBHHS MeTabomuT N-Ac-5-ASA ca 6win 402 £ 211 ng/ml (obxsart:

57 —1 070 ng/ml). BpeMeTo 3a DOCTHraHe Ha MAKCHMATHH TUTA3MEHH KOHUEHTPALKMH Ha 5-ASA ¢
6uno 7,1 = 4,9 h (obxear: 0,3 - 24 h).

Enumunupane

ITpw 30paBH MHIKBUAM CNEX €AHOKPATHA peKTanHa 1032 oT 1 g Me3anasu (Canodank 1 g
CYINO3HTOpHA ), NpubnuzuTento 14% ot npunoxkeHara S-ASA no3a ca 6MnM OTKpUTH B YPHHATa 10 48
4ac.

5.3 IpenkAHHAYHH J2HHH 32 0€30IaCHOCT

C M3KTIOYEHHE HA MPOYYBAHE HA JIOKATHATA [IOHOCUMOCT MPH Ky4eTa, KOeTO ¢ Nokasano aobpa
pEKTAIHA IOHOCHMOCT, He Ca NPOBEXKAAHH HEKIIHHHIHY Npoyysanus cbe Canopank 1 g
CYIO3HTOPHH.

HexknuHHYHHTE AaHHH HE MOKa3saT ocofeH pUCK 3a Xopa Ha 6a3aTa Ha KOHBEHLHOHAIHUTE
(papMaKonorndHH NpoYUBaHHA 3a 6€30NacHOCT, FeHOTOKCHYHOCT, KAPLMHOTEHEH NOTEHLHAN
(TTBXOBE) WM penpoayKTHBHA TOKCHYHOCT.

BrOpeuna TokcHuHocT (6p0petna Nank1IapHa HeKpo3a | elUTeHO YBPEKIaHe B MPOKCHMATHHTE
H3BHTH TYOYIH UnH B uenus HepoH) e Ouno Habmoaasano cnel MHOTOKPATHO TpHIIaraHe Ha BHCOKH
NepOpaTHH 1034 Me3ana3ud. KIIHHHYHATA PEeBAHTHOCT Ha Ta3y HAXOIKA ¢ HEH3BECTHA.

6. ©APMALUEBTHYHH JAHHH
6.1 CnucbK Ha TOMOIIHHTE BEIECTRA
Tebpaa mac

6.2 HecbpBMecTHMOCTH

Henpunoxkumo

6.3 Cpok Ha roanoct

3 roaMHK

6.4 Cneunajsd YCJIOBHSE HA ChXPaHEeHHE

Ja ce chXpaHdBa B OPMIHHAIHATA ONAKOBKA, 32 11a CE Mpeanasy OT CBeTIIHHA.
Ha ce ¢pxpanssa noa 30°C.




6.5 JlauuH 33 OMAKOBKATA

Onaxoska (nenra). PVC/nonuernunesos dmnm

TlNonemuna Ha onakoekurte: 10, 12, 15, 20, 30, 60, 90

He Bcnuku BHOOBe ONAKOBKH Morat ga Oujaat nycHatH B npodaxk0Oa.
6.6 CnenuanHH NpeARa3’HH MEPKH IPH HIXBhLp/IAHE

Hen3non3paHUAT NPOIYKT HIH OTNaTbYHHTE MaTepuand Tpabea Aa ce M3XBBLPNAT B ChOTRETCTBHE C
MECTHHTE M3UCKBAHHIL.

7. IOPHUTEXATEJ HA PARPEIHEHHETO 3A YITIOTPEEBA
Dr. FALK PHARMA GmbH

Leinenweberstr. 5

79108 Freiburg

I'epmanus
TexL: +49 (0) 761 1514-0

8. HOMEP(A) HA PA3PEINEHMETO 3A YIIOTPEBA

Per. Ne 20100771

9, JIATA HA ITBPBO PASPEIIABAHEATOTHOBABAHE HA PASPEIHNEHHUETO 3A
YIIOTPEBA

Hata Ha mepso paspenrasane: 30 Hoemspu 2010 1.
Jlara Ha mocnegHo noxHoBgBaHe: S anpun 2018 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

01/2025




