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1. ¥MME HA JEKAPCTBEHMS MPOIYKT R&) ‘AT A7 /- 72630
Canodank 500 mg cynosutopuu 25. 02 2
ME3amasuH

Salofalk 500 mg suppositories
Mesalazine
2. KAYECTBEH H KOJIMYECTBEH ChCTAB

Enna Canodank 500 mg cynosuropus chaspxka 500 mg me3anasus (mesalazine) kaTo TepaneBTHYHO
aKTHBHO BEIIIECTBO.

3a MBIHHA CIHCHK HA IOMOLIHHUTE BEILIECTBA BHXKTE To49Ka 6.1.

3. JEEKAPCTBEHA ®OPMA
Cyno3uTopHus 3a peKTaIHO NPUIOKEHHE

BbHmen Buj: 6s1a 10 KpeMaBo OLBETEHA, ¢ (JOpMA HA TOPIIEO CYTNIO3HTOPHS

4. K/MHHYHH JAHHH

4.1 TepaneBTHYHH MOKA3AHHUA

JleueHue Ha OCTBP YJIIEPO3CH KOJIHT, KOWTO € OrPaHNYEH B PEKTyMa.
4.2 Jlo3MpOBKA H HAYMHH HA NPHJI0KEHHE

B 3aBHCHMOCT OT HHMBHIYaJIHHTE KIMHUYHY Hy)au, enqHa Canodank 500 mg cynosuropus ce
[IOCTaBsA B PEKTyMa TPH ITETH THEBHO (eKBHBaNeHTHO Ha | 500 mg Me3ana3HH JHEBHO).

Crnient HaCTBIBAHETO HA PEMHMCH, 103aTa TpAOBa ce peAyuupa o eqHa cyno3uTopus ¢ 250 mg
me3anasus (Hanp. Canodank 250 mg cyno3uTopun) TpH IBTH AHEBHO 33 NPO(HIAKTHKA HA PELIHIHB.

Jena Ha Bb3pacT ooz 6 roguHK

Canodank 500 mg cymo3uTopuu He TpsOBa 1a ce NpHIArar MpH Jella Ha Bb3pacT 1o 6 rOJUHH MopaIH
MHOT'0 OrPaHHYEHHUS ONHUT MPH Ta3H Bb3pacTOBa IPyIia.

Jena Ha Bb3pacT Hal 6 TOAMHU M KOHOIIH

B 3aBHCHMOCT OT TexecTTa Ha 3a00/IBaHETO, IO BpeMe Ha OCTPOTO ChCTOSIHHE TPsAOBa J1a ce mpuiarat
30-50 mg me3ana3un/kg TeNECHO TErIO JHEBHO, Pa3/e/ieHH Ha 3 I03H.

3a npodunakTuka Ha peuuaus, Tpabea na ce mpunarar 15-30 mg mMe3anasun/kg TENECHO TETIO JHEBHO,
paszeneHu Ha 2 1o 3 1no3u. _.,‘ i

Haii-o6mo ce npenopbysa npu tenecHo terio ao 40 kg aa ce npunara nononnﬂara GT nosa'ra 3a
BB3PAcTHH, a NpH TenecHo Terno Hax 40 kg — Hopmanuarta 103a 3a B’b3paCTHH -

Taxa, npu fewa ¢ TenecHo terio a0 40 kg ce npunarar: W\, \igieis » 7"




- 3a JICYeHHE Ha OCTPO ChCTOsHME: 1 cynosuTopus ¢ 250 mg Me3anasHH TPH TbTH JHEBHO (Hamp.
Canodank 250 mg cyno3utopun)

- 3a MpeI0TBpaTABaHE HA perHauB: | cynosutopus ¢ 250 mg Me3ana3uH 1Ba IbTH AHEBHO (CYTPHH
u Beuep) (Hanp. Canodank 250 mg cynozuropun)

IIpu nena ¢ TenecHo Terno Hax 40 kg ce npunara go3ara 3a Bb3pacTHH.

Koraro Canodank 500 mg cyno3uTopHH ce W3M0N3BaT 3 MbTH AHEBHO, T¢ TPsAOBA 1a Ce MOCTaBAT B
aHyca CyTpHH, 1o 0041 U Bevep.

Jleuenneto cbe Canodank 500 mg cynozuropun TpsbOBa 1a ce npraara peoBHO H NOCTOSHHO, Thi
K4TO ¢aMO I10 TO3H Ha4YHH MOKE [1a CE IIOCTHTHE YCIENIHO Bh3CTAHOBABAHE.

OcTpoTo chCTOAHME Ha YILEPO3eH KOIUT OOMKHOBEHO OT3BYYaBa B paMKHTeE Ha 8 - 12 ceqMuIm.
[IpomskuTenHOCTTa Ha ynoTpebaTa ce onpeens oT JeKaps.

4.3 IIporuBomoxazaHus

Canodank 500 mg cyno3sHTOpHH ¢a MPOTHBOIOKA3AHH [IPH TAIHEHTH C:
- H3BECTHA CBPBXYYBCTBHUTEIHOCT KbM CATHLHIATH WM KbM HAKOE OT IOMOIIHUTE BEIIECTBA
- TEKKO yBpexXIaHe Ha yepHoApoOHaTa win 6b0peuna dyukims

44 Cpenua/jHu npeaynpexIeHHs H NpeANasHA MEPKH NpPH ynoTpeda

U3cnenpanuaTa Ha KpbBTa (IMQepeHIManHa KppBHA KapTHHA, YePHOAPOOHH (yHKIMOHAIHH
uscnensanus, kato AJIAT wim ACAT; cepyMeH KpeaTHHHH) H M3CIIE/IBAHETO HA YPHHATA Ype3 TECT
nedTH TpabBa Aa 6baaT M3BBPIIEHH MPEIH H 110 BPEME HA JICYSHHETO, 10 NPELEeHKA Ha JIeKYBaIIis
nekap. Karo npasuiio, npociaeasBaiiy H3cIeIBaHus ce MIPenopb4Bar 14 IHH clel 3alo9BaHe Ha
JICYEHHUETO, MIOCNIEABAHH OT JOMBIHHUTEIHM BE WM TPU H3CNEABAHUSA MIPe3 UHTEPBAIH OT 4 CeIMHUILINA.

AKO0 HaXOAKMTE ¢a HOPMAJIHH, NPOCIEAABAIINTE H3C/IEABAHKs TPA0Ba 1a Ce MPOBEKIAT HA BCEKH 3
Mecena. AKO Bb3HUKHAT JONBIHUTEIHH CHMIITOMH, H3C/IeIBaHNATa Tpa0Ba da ce mpoBenaT He3abaBHO.

[Ipn nanmenTH ¢ yBpeeHa 9epHOAPOoOHa QYHKIMA Ce NPenopbyBa NOBHILIEHO BHUMAHHE.

Canodank 500 mg cynosutopuu He TpsAOBa 1a ce YOTpeOsBaT NPH NALKEHTH ¢ yBpeaeHa 6b0peuna
¢ynxums. Axo no Bpeme Ha nedeHHeTo Gb0peunaTa GyHKUHSA ce BIOMH, TPAOBA 1a Ce HMa [PEBH/
BEPOSATHOCTTA 3a Me3ayla3HH-HHAyLHpaHa 0b0pedyHa TOKCHYHOCT.

CpobuiaBanu ca ciaydan Ha HedponuTHasa npu ynorpeba Ha Me3anasHH, BKIIOUHTENHO KAMBHH CBC
coabpianne Ha 100 % mesanasun. [Ipenoprusa ce mo Bpeme Ha I€YSHHETO I3 CE OCHT'YPH IOCTaTbyYeH
IPHEM Ha TEYHOCTH.

[MTanuenture ¢ 6enoapobuo 3abonsBane, MO-CIEHAIHO acTMa, TpAOBa a 6HIAT MHOTO BHUMATEITHO
TIPOCNEABAaHH B X0/1a Ha edeHHeTo ¢be Canodank 500 mg cyno3suTopHH.

TexKH KOXXHH HeXeNaHu peaKiiH

Crobmasanu ca Texkn kokuu Hexenanu peakuuu (TKHP), BkmountenHo cuaapom Ha Stevens-
Johnson (SJS) 1 TokcuuHa enuuepmanna vekponusa (TEN), cBEp3any ¢ IEYEHHETO ¢ ME3AIA3HH.
Mes3ana3sun Tpsa6Ba 1a ce NpeKpaTH IIPH TbPBATA M10sBA HA MIPU3HALM ¥ CUMIITOMH Ha TEXKH KOXKHH
peakuuy KaTto 0OpUB 10 KOXKaTa, JIE3UH Ha JIMFABULIATA WIH IPYT NPHU3HAK Ha cnp%quscrsmennq\'r
[TampeHTHTE C aHAMHE3a 32 HEKENIAHH IEKAPCTBEHH PEAKIMH KbM JIEKAPCTBEHH npony;rm c’b,[l'l:p)l{am
cynacanasus, TpsOBa 1a GbAAT IO CTPOTO JEKAPCKO HAGIOAEHHE NPH 3ANI0YBAHE HA negeden Kype |
cbe Canodank 500 mg cynozuropun. Ako Canodank 500 mg cyno3utopun npennsnuka’r ecTpE Y | & ||
PEaKlMH Ha HEMOHOCHMOCT, KaTO KOPEMHH CIIa3MH, OCTPa KopeMHa 6onka, Tpccgéa TEHKO, rnaaoﬁomaq B
1 00pHB, J1e4eHHeTo TpaOBa He3abaBHO Aa ce MPeyCTaHOBH. A ./



LleTHIOBUAT aNKOX0JI, MTOMOIIIHO BEIECTBO B cheTaa Ha Canodank 500 mg, Moxe ja npean3BHKa
JIOKAJIHO IPa3HEHE Ha KojKaTa (Hamp. KOHTAKTeH IePMAaTHT).

4.5 B3aumojelcTBHe ¢ PYTH JeKAPCTBEHH MPOAYKTH H APYrd GopMH HA B3auMoeiicTBHE
He ca npopexnanu npoy4Banus 3a crneluduaHE B3aHMOJSHCTBH.

Ipy nanyeHTH Ha CHITBTCTBALO JIEYEHUE C a3aTHONPHH, 6-MEPKaNTOYPHH WIH THOTYaHHH, Tpa0Ba Ja
Ce UMa MpeIBH/ Bb3MOKHO YCHIIBAHE Ha MUEIOCYNPECUBHITE e(EKTH HA a3aTHOIPHH,
6-MepKanToNypHH HIH THOTYaHHH.

Hanuue ca He3HauMTEHM 0KA3aTENCTRA, Y€ Me3ala3HH MOJKE J1a IIOHWKH aHTHKOAry/IaHTHHS e(ekT Ha
BaphapuH.

4.6 ®@epTuauTeT, GPeMEHHOCT H KbpPMEHe

bpemenHoOCT
Hsama nocrareuno naHHM 3a ynotpebara Ha Canodank 500 mg cynosuropuu rpy OpeMeHHH JKEHH.

JlaHHMTE OT OrpaHH4eH Opo# ciydan Ha EKCTIO3HIMA 10 BpeMe Ha OpeMeHHOCT moKa3BaT, obade, 4e
Me3ala3HH HAMa He)XelnaHu e(pekTH BbpXy OpeMeHHOCTTa WIIM 31paBeTo Ha (eTyca/HOBOPOLEHOTO JETe.
Jlo MOMEHTa HAMA IPYTH 3HAYUMH SNHAEMHOMOTHYHH JIaHHH.

B enun enuHCTBEH cnyyaif cneq ABATOCPOYHA ynoTpeba Ha BHCOKa J103a Me3anasuH (2-4 g, mepopaiHo)
10 BpeMe Ha OpeMEHHOCTTa, € chobmeHa Ob0peyHa HeAOCTATHIHOCT TIPH HOBOPOAEHOTO.

IIpoyuBanusTa NIpH KHUBOTHH BBPXY NIEPOPAJIHO MPHIATaH Me3aJla3iH He M0Ka3BaT NPAKO HIIH HENpSKO
BPEIHO BB3ACHCTBHE BHPXY OpEMEHHOCTTA, EMOPHOHATHOTO/(DETATTHOTO Pa3BHTHE, PAKIAHETO HIIH
MOCTHATAJIHOTO Pa3BUTHE.

Canodanx 500 mg cynosutopun TpabBa fa 6baaT H3MON3BAHH N0 BpeMe Ha GPEMEHHOCT CaMo aKo
[IOTCHIHAJIHATA [10]132 HAJIBHIIABA BB3MOKHHS PHUCK.

Kspmene
N-aneTni-5-aMHHOCAIMIMIOBATA KHCEIMHA U B I0-MaJIKa CTENEH Me3aJla3HH Ce OTIEIAT B MaluynHaTa

KbpMa. Jlo MOMEHTa € Halule caMO OrpaHHYEH OIMT IIPH JKEHH B TIEPHO/IA HA JIaKTalus. Peakuun Ha
CBPBXYYBCTBHTEJIHOCT, KaTO AMapHA NMPH KbpMaueTo, He Morat aa Obaat u3kmoderH. ETo 3amo,
Canogank 500 mg cynosutopuu Tpa6Ba Ja 6baaT H3MON3BAHH 10 BPEME HA KbPMEHE CaMO aKo
NOTEHIIHAIHATA 110132 HaJIBUIIIaBa BB3MOXKHHS PHCK. AKO KbpPMa4eTO pa3BHe AUAPHsI, KbPMEHETO
TpsAbBa J1a ce mpeycTaHOBH.

4.7 EdexTn BbpXy cniocobHoCTTA 32 modupane u padoTa ¢ MAIIHHH
He ca HabmogaBanu edekT BbpXy crioco6HOCTTA 3a mo¢pHupaHe H paboTa ¢ MAIINHH,
4.8 Hexenann jieKapCTBeHH PeAKIHHA

Cnennure HexeNaHH JIEKapCTBEHH Peakiuy ca OuiH chobuieHn npH ynotpebaTa Ha Me3anas3HH:

CucreMO-0OpraHHH Yecrora no MedDRA koHBeHHATa
KJIacOBe

Penxu Mmuoro penku C HeusBecTHa 4ecToTa

(= 1/10 000 o (< 1/10 000) (OT HANTHYHATE NAHHI=.

< 1/1 000) He MOKE f1a:051e— .

HanpaBeHd OLeHka).. . [

Hapymienus Ha IIpoMeHH B KpBBHaTA [ § (oSl \ @
KPBBTa U TAM(HATA KapTHHA (aMIacTHYHA R R E o [~y
cHcTeMa aHeMHs, AR A i,




arpaHyJIoLHTO3a,

NaHUUTOICHHUS,
HEYTPOINEHHS,
JIEBKOTIEHHA,
TPOMOOLIHTONICHHUS)

Hapymienus na I'maBoGomnue, [epudepna

HEpBHATA CHCTEMaA 3aMasiHOCT HEBPOMATHA

Cuprednun Mmuoxkapaur,

HapyHIeHHs NEepPHKApIUT

Pecniuparopuu, ANEpruyHy 1

TPBIAHH H ¢$ubporuanu

MEIHaCTHHATHH OenoapobHK peakuuH

HapyIIeHUs (BKJIHOUMTENIHO
JHCITHES, KaIllJIHIIA,
OpoHXOCnaszeM,
aJIBEOJIMT, TyJIMOHAJTHA
eo3uHO K,
Genoapobua
HMHQUITpaLK,
ITHEBMOHHUT)

CromaniHo-4peBHH bonka B kopema, OcTbp maHKpEeaTuT

HapyILLeHUs

nHapus, GraTyIeHIHs,
rajicHe, NOBphIIaHE

Hapymenns na YBpekaaHe Ha Hedpomurunaza*
O6nOpenuTe u OB0OpeunaTa QyHKIHS,
NMHKOYHHTE ITbTHIIA BKJTIOYMTENIHO OCTBP H
XPOHHYEH
HHTEPCTHIIHATIEH
Hedpur u 660peuna
HEJIOCTATEYHOCT
Hapywienus na @DOTOYYBCTBHTENHOCT | AJIONEIIHA Cunpapom Ha Stevens-
KOXaTa U Johnson (SJS),
MOIKO)KHATA ThKaH TOKCHYHA
enuaepManHa
Hekponusa (TEN)

Hapyuienus na
MYCKYJTHO-CKETeTHaTa
cucTeMa u

Muanrus, apTpanrus

CHEIMHHUTEIHATA
TBKaH
Hapymenus Ha Peaxuun Ha
HMYHHATa CHCTEMa CBPBXYYBCTBHTEIHOCT
KATO aJIepruyHa
eK3aHTeMa,
neKapcTBEHa TPECKa,
CHHIpPOM Ha JIyIyc
epuTeMarozec,
NaHKOIHT
Xenaro-Ounuapau [Tpomenu B
HapyILIEHHA [IOKa3aTe/InTe Ha &
yepHOpoOHaTa

byHKIHs (MOBHIIEHHE
Ha TPAHCAMHHA3UTE U
MMOKa3aTCIHUTC 34




X0JIecTasa), XeIaTHT,
XOJIECTATHYEH XECMaTHT

Hapymenus na Onurocnepmus
BB3MPOU3BOAUTENHATA (obpaTima)
CHCTEMA

* 33 nombiHUTENHA HHGOPMALHS BXK. TOuKa 4.4

CoobmaBany ca TexKH KOXHH Hexenanu peakuuu (TKHP), ). BKIIOUMTENHO CHHAPOM Ha Stevens-
Johnson (SJS) u TokcHuHa enuaepManda Hekponusa (TEN), cBbp3aHH ¢ IEUEHHETO ¢ Me3aIa3uH (BxK.
Touka 4.4).

DOTOYYBCTBUTEIHOCT
[To-TexKu peakiMu ce cho0ImaBaT NPH NAlMEHTH ChC CHIIECTBYBALIN 3a00/1sABaHHA HA KOXKATa, KATO
aTONHYCH JAEPMATHT M aTONHYHA €K3eMa.

CpofniaBane Ha NONO3MPAHH HEXKETAHH PEAKIIUH

CpobmaBaHeTo Ha NOJIO3UPaHK HeXKelaHH Peakilii CJIejl pa3pelaBane 3a ynorpeba Ha JIeKapCTBEHHMs
HPOAYKT € BaxkHOo. ToBa no3BosABa Aa NPOABIDKH HaOMIONCHHETO Ha ChOTHOIIECHHETO MOJ3a/PUCK 32
JICKapCTBEHHUSA NMPOAYKT. OT MEIMUMHCKUTE CIELHAIMCTH CE H3MCKBA [a Ch0OMmAaBaT BCAKA MMO03MpaHa
HEXKEJIaHa peakiHs Jpes:

W3nbsnHUTENHA areHuHs 110 JieKapeTBaTa

yn. ,,Jlamsan ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

4.9 Ilpeao3upane

Hanuunu ca orpaHuYeHy TaHHM 32 Npelo3Hpane (Hanp. Npy Bb3HaMEPABaHO CaMOyOHICTBO ¢ BHCOKH
NEPOPATIHHM 03K Ha ME3aJ1a3HH), KOUTO He NoKa3BaT ObOpedHa win yepHoapoOHa TokcHyHocT. Hama
cneuuUYEH aHTHIOT U JIEYCHHETO € CHMIITOMAaTHYHO M MOAIBPIKAIIO.

5. ®APMAKOJIOTHYHHU CBOVICTBA
5.1 @apmakoIHHAMHYHH CBOHCTBA

PapmakoTepaneBTHYHA Tpyna: AMHHOCAIHIIIOBA KHCEIHHA U T0JA00HH CPE/ICTBa,
ATC xon: AO7EC02

MexaHu3MBT Ha IPOTHBOBB3MNAIHTENHO ACHCTBHE € HEM3BECTEH. Pe3ynTaTuTe OT in vitro mpoy4BaHHA
NIOKa3BaT, Y€ HHXHOMPAHETO Ha JIMIIOKCHI€HA3aTa BEPOSTHO Urpae poJis.

YcranoBenH ca M e(peKTH BBpXY KOHLEHTPALHUATA HA MPOCTATTIaHIHH B YpeBHATa MyK03a. Me3anazun
(5-ampHOCanuIMNOBa KHucenuua / 5-ASA) MOXKe ChIIO HAIBIHO A2 OTCTPAHABA PEAKTHBHHUTE
KHCJIOPOJHH CHEJHHEHH,

Koraro 10cTHrHe YpeBHHS JTyMEH, PEKTATHO NPHIOKEHHAT Me3aJla3iH OKa3Ba IPEJMMHO JIOKAJTHO
Bb3/leiiCTBHE BEPXY YpeBHATa MyKO03a B CyOMYKO3Ha ThKaH.

5.2 ®apMaKOKMHeTHYHH CBOMCTBA

OCHOBHH aCIEKTH HA ME3aIa3HH: A e

Abcopbyus i
AGcop6upsiTa Ha ME3a/Ia3HH € Hal-BHCOKA B IPOKCHUMAIIHUTE M HAH-HUCKA B JUCTASIHATE YPEBHH'
| 4

Y4aCTBLH. \

buompancgopmayus



Mesanasun ce MeTaboIM3Hpa NPe-CHCTEMHO KaKTO B UpEBHATA JIMTABHIIA, TaKa W B YepHUS Jpob, 10
(hapmakonoruyHo HeakTHBHaTa N-aneTun-5-amuHocammipiosa Kucenuna (N-Ac-5-ASA).
ALETHIMPAHETO HM3ITIEkK/a HE3aBHCHMO OT AlETHIATOPHHA (PeHOTHI Ha nanueHTa. M3secTHO
KOJIMYECTBO ME3a/Ia3HH CE aLETHIHNPA M OT upeBHUTE 6akTepun. CBBP3BaHETO ¢ MIIa3MEHHUTE NPOTEHHA
Ha Me3anazuH u N-Ac-5-ASA e 43% u 78%, cboTBETHO.

Enumunupane

Mesanasus 1 HEroBUAT MeTaOboIUT N-Ac-5-ASA ce enuMuHHpAT Ype3 (eKanuuTe (OCHOBHA 9acT),
ypuHata (konudgecTBoTo Bapupa Mexay 20 u 50%, B 3aBUCHMOCT OT HaYHWHA Ha NPHJIaraHe,
nexapcTBeHata popma u ocBoOOXKIaBaHETO HAa ME3aJla3HH) M XKTbYKaTa (Manka dacT). EkckpenusaTa B
ypHHaTa e r1aBHo noj gpopmara Ha N-Ac-5-ASA. Oxono 1% oT nepopajiHO MPHIOKEHATa 1032
Me3ajla3HH C€ EKCKPeTHpa B KbpMaTa Kato N-Ac-5-ASA.

Cneundyynn acnextd Ha Canodalk cyIo3uTopuu:

Pasnpeoenenue

Cuunturpadceku npoyysanus ¢ Gensaszanu ¢ Texsenuii Salofalk 500 mg cynosuropun, ca nokasamm
IIMKOBO PasnpOCTPaHEHHE HA CYNO3UTOPHS, KOATO ce € pasTonuia cies 2 — 3 yaca B pesyrar Ha
TeJiecHaTa Temnepatypa. PasnpocTpanennero € OMi10 orpaHMYeHo Hall-Bede B peKTyMa U
PeKTOCHrMoMaHaTa cBpb3ka. ETo 3amo, Canodank cynozutopun ca 0co0eHO MOIXO Iy 3a JiedeHHe
Ha IPOKTHUT (YNILEPO3€H KOJMHT HA PEKTyMa).

Abcopbyus

MaxkcumanHuTe Ia3MeHn KOHIEHTpaluH Ha S-ASA cieq eJHOKpaTHA 1034, KAKTO M Clel HAKOJIKO
CEIMHYHO, MHOTOKpaTHO npuiarade Ha 500 mg Me3anasuH 3 mbTH JHEBHO oA dopmara Ha Canodank
CYTIO3HTOpPHH, ca Ormm camo Mexay 0.1 u 1,0 MUKporpama/mi, JOKAaTO TE3H HA OCHOBHHUS METabOoIUT
N-Ac-5-ASA ca 6unu mexny 0,3 1 1,6 Mukporpama/mi. B HAKOM cydau MAKCHMAJIHUTE [UIa3MEHH
KOHLICHTpalKH Ha 5-ASA ca OMIM JOCTUIHATH B PAMKHTE HA €/IMH 4ac CIIe]| IPHIAraHeTo.

Enumunupane

Crnen enHokpatHa no3a Ha 500 mg me3anasun nox ¢popmara Ha Canodank cyno3uTopH,
npubnusutento 11% (B pamkuTe Ha 72 4aca), KakTO M ClIE[l HAKOJIKO CEAMHYHO, MHOTOKPATHO
npunarase Ha 500 mg Me3anasuH 3 bTH AHEBHO noa Gopmara Ha Canodank Cyno3uTopHH,
npubnusurenso 13% ot npunoxenara 5S-ASA nosa ca 6win oTkpuT B ypusara. [Ipubmusurentno 10%
OT NPHIIOKEHATA [103a CE ENTUMHUHHUPA Ype3 HIIBUKATA.

5.3 TpenxkIHHHYHHA NaHHH 32 6e30MacHOCT

HexmHHYHHTE JaHHH HE MMOKa3BaT 0COOEH PUCK 3a Xopa Ha 6a3aTa Ha KOHBEHLMOHAIHUTE
(bapmakoIoruuHu NpoyuBaHHus 3a 6€30MaCHOCT, TEHOTOKCHYHOCT, KaPIHHOT€HEeH MOTEeHIHAN (IUTbXOBE)
HITH PENpOAyKTHBHA TOKCHYHOCT.

brbpeuna TokcuuHoCT (0bOpeYHa NanuIapHa HEKPO3a U ENHUTENHO YBPEXKIaHe B IPOKCHMATHHTE
M3BUTH TyOyiu uu B 1enus HepoH) e 6o HabnaaBaHO ClIel MHOTOKPATHO TpHJIaraHe Ha BHCOKH
NepopaiHu 103 Me3anasuH. KiIMHHYHaTa penieBaHTHOCT Ha Ta3k HAXO/JKa € HEH3BECTHA.

6. PAPMAIIEBTUYHH JAHHHA

6.1 ChoHcbK HA IOMOLIHMTE BeLIEeCTBA

TeBpAa mac /
Harpues nokysar /o
Xekcanekan-1-ol. !

6.2 HecbBMecTuMoOCcTH



He ca u3BecTHH.

6.3 Cpok Ha roaHocT

3 roguHN

6.4 CpenuajJHH yCIOBHA HAa CbXpaHeHHe

Jla ce chXpaHsBa B OpMIHHAIHATA ONAKOBKA, 3a Ja Ce Mpe/Ana3d OT CBETIHHA.
Ja He ce cpxpansBa Haj 25°C.

6.5 /lanHH 3a OmaKoOBKATA
Onaxkoska (nenTa): PVC/nonuetnnenos gpuim

lonemuHa Ha ONIAKOBKHTE:
Omnaxosku 1o 10 u 30 cyno3uropuu

He Bcuuky BHI0BE OMaKoBKM Morar Aa ObAaT MycHaTH B mpoaaxoa.
6.6 ChnenuanHu npeAnas’HH MEPKH NPH H3XBbPJIsiHE

Hsma crienmanuy H3HCKBaHHS,

7. TPHTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

Dr. FALK PHARMA GmbH
Leinenweberstr. 5

79108 Freiburg

'epmanns

ten.: +49 (0) 761 / 1514-0

axc: +49(0) 761 / 1514-321
e-mail: zentrale@drfalkpharma.de

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per. Ne 9600068

9. JIATA HA ITBPBO PA3ZPEHIABAHE/TIOJJHOBSIBAHE HA PASPELHIEHHUETO 3A

YIIOTPEBA

Jlata Ha mepBO pa3spemaBane: 16 anpun 1996 r.
Jata Ha nocnenno noaxosssane: 05 cenremspu 2007 .

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

Anyapu 2021



