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Jlecnapuc 5 mg puamupanu Tabnerku
Deslaris 5 mg film-coated tablets

2. KAYECTBEH U KOJIMMECTBEH CHCTAB
Bceska punmupana tabnertka cbabpka S mg aecinoparaaut (desloratadine).
[loMOLIHM BELLIECTBA C U3BECTHO JACHCTBHUE: HATPHM, J1aKTO3A.

Besaka punmupana tabnerka evabpxka 0,118 mg (0,005 mmol) Hatpuit (no-masiko ot 1 mmol Ha no3a).
Beska duamupana tabnerka cvabpxka 0,63 mg s1akTo3a MOHOXHAPAT.

3a MbJIHUA CITUCBHK Ha NMOMOIIHUTE BELIIECTBA BHKTE TO4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA

®unmupana tabierka.
Kpbriu, 1BOHHOU3IMTbKHAIU TAOJIETKHU CHC CBETJIO CHH LBAT M HaMeThp 6 mm.

4. KJSIMHUYHH JAHHHU

4.1 TepaneBTHYHH NOKA3AHHSN

Jlecnapuc e nokasaH npy Bb3pacTHH M IOHOLUH Ha 12 ¥ noBeye roAMHU 3a 001IeK4aBaHe Ha CUMITTOMMUTE Ha:
- ajlepruyeH pyuHHUT (BXK. TOo4Yka 5.1);

- ypTHKapHus (BX. Touka 5.1).

4.2 Jl03MpOBKa H HAYMHH HA NPHJIOKEHHE

Jlo3upoBka

Bwv3pacmmuu u ronowu (va u nao 12 200uwuna év3pacm)
[IpenopbuMTesiHaTa 103a € eHa TabneTka (5 mg) BeAHbIK JAHEBHO.

MHTEPMHUTEHTHHUAT aJIeprudeH pUHUT (HAJIMYME HA CUMIITOMM 3a 10-MaJIKO OT 4 JIHK CEIMHYHO WJIH 3a T10-
MaJIKO OT 4 ceaAMHUM) TpAOBa 1a Obae 1eKyBaH B CbOTBETCTBUE C aHAMHE3aTa HA KOHKPETHHA MAaLMEHT, KaTo
cJjie/l OBJ1aJiiBaHE HA CUMITTOMUTE JIEYEHHETO MOJXKE J1a Ce CIpe, a NPH PeLIMHMBUPAHETO UM — JIa Ce
Bb300HOBH.

[1Ipu nepcucTupalll ajieprudyeH pUHUT (HAJIMYKE HA CUMITTOMM 3a 4 WM NOBEYE IHH CEIMUYHO M 3a M0BeYe
OT 4 Ce/IMULIM) Ha MALMEHTUTE MOXKE /1a CE TTPEUI0KH JieueHHue 6e3 rnpexkbeBaHe 1o BpeMe Ha Nepruo/IMTe Ha
€KCIO3HIIMA HaA aj/lepreHa.

lleouampuuna nonyrayus
OnUTHT OT KIIMHUYHU U3MUTBAHUA 110 OTHOLLIEHUE HA e(PUKACHOCTTA HA JIec/I0paTaJiuH MpH IOHOWHM OT 12 10
17 roguum e orpaHuyeH (Bx. Touku 4.8 u 5.1).

be3zonacHocTTa M edukacHOCTTa Ha JeciopaTaanH S mg GpuaMupanu TabaeTKH MPH Jiela Ha Bb3pacT noj 12
OJIMHU HE Ca YCTAHOBEHH. Jlurncpar gaHHH.

Ha4uH Ha nNpuUI0OKEHHUE
[lepopasiHo npunoxeHue.
Jlo3ara Moxke a1a ce npuema Cbe MM 0e3 XpaHa.




4.3 [IporrBonOKaAZanRA

CBpPBbXUYBCTBUTEIHOCT KbM aKTHUBHOTO BELIECTBO WIH HAKOE OT MOMOILHATE BEINECTBa, M30pOeHH B
ToukKa 6.1, KAKTO H KbM NIOpaTaJHH.

4.4 Crneunannn npeaynpexieHHs H npeAnaiHd MEPKH OpH ynoTpeba

b1ubpeuHy yBpexaaHus
[Tpu Texka 61OpeuHa HenOCTATHYHOCT, AeCNOpaTaAHH TpAOBa [a ce npuiara ¢ NOBHIEHO BHHMAHHE

(Bk. TOuKa 5.2).

['bpuoBe
HecnoparagnH TpsOea ga ce npwiara ¢ NOBHILEHO BHHMAHHE TMPH MALMEHTH C MEAHUIKHCKA HITH

(tlaMHJ]Ha aHaMHC3a 3a 'BPHOBE H Hal-Beue MpH MAJIKH I€UA, KOHTO Ca [IpeAPa3no/IOKECHH Na Pa3BHAT
HOBH bP4YOBE 10 BPCME Ha JICUHCHHUE C AECIIOPATA1HH. MeaHUMHCKHTE CMIELMATINCTH MOTAT Aa OOMHCAT
MpCYCTAHOBABAHC HA ACC/IOPATAAUH MNPH NAaLUHECHTH, KOHTO MOJTYHABAT I'bpP4 NO BPEMC HA JICYCHUCTO.

To3u nexapcTBeH NPOAYKT ChIIbpaKa JaKTo3a. [lalueHT ¢ peaxu HacneacTeeHn npobneMu KaTo
HEMOHOCHMOCT KbM aJ1aKT03a, IThJIEH JIRKTa3eH JeHLHMT WM rMOK030-ralakTo3Ha Manabcopbuus He
TpaOBa Aa NpUeMaT TOBa J1eKapCTBO.

Hecnapuc TabneTku cbabppxa HaTpHid no-mayko oT 1 mmol (23 mg) Ha 7034, T.€. IPAKTHYECKH HE ChIbpPHKa
HaTPHH.

4.5 BianMozaeilicTBRE ¢ APYIH JIEKAPCTBEHE NPOAYKTH H APYrH GOpMH HA B3IaHMoJelCTBHE
[TpH KIHHHYHH W3NHTBAHKA HA AECIOpPATARHH TAONETKH He ca HabMoAaBaHH KIHHHYHO 3HAYHMH

NIEKapCTBEHH B3aUMOACHCTBHS NMPU CHBMECTHO NPHICKEHUE C EPHTPOMHLIMH WIH KETOKOHAa301 (BXK.
Touka 5.1).

[leanaTpuyHa nonynayus
[lpoyuBanus 3a B3aUMOJEHCTBHA Ca NMPOBEXAAHH CAMO NPH Bb3PaCTHH.

I1pH KIHHHUYHO PAPMAKONOrHYHO H3MHTBAHE HA CHLBMECTEH MPHEM Ha AeciiopaTagvH TableTKH U ankoxodn
HE ca YCTAHOBEHH AaHHH, Y€ AeCOpaTaJlH NOTeHUHMpa eQeKTHTE Ha aITKOX0/Aa, H3ABABALIM CE C
HapylleHHe Ha nopeaeHHeTo (BK. To4ka 5.1). [1o BpeMe Ha mocTMapkeTHHroBa ynorpebda obaue ca
CbOOLIABAHM C/TydaM Ha aJIKOXOJIHA HEMOHOCHMOCT H MHTOKCHKALMA. 34TOBA CE MPENOPBbYBa MOBHILEHO
BHHMaHHE, AKO €JHOBPEMEHHO C AECAOPATAIHH Ce PHEMA ANTKOXOJL.

4.6 PepTRAATET, HPEMEHHOCT H KbpMeRe

bpemenHocT

Cpen ronemus obem nanxu 3a ynorpeda Ha aeciopatagut rpu 6peMeHHH XKeHH (338 H3X04a Ha NoBeYe OT
1000 cnyuyas Ha OpeMEHHOCT) He ca NOCOYMeHH caydan Ha MandopMaTHBHA WiIH ¢deTanHa/HeoHaTanHa
TOKCHYHOCT, MPHYHHEHA OT AecaopaTtaguH. [IpoyuBanusTa rpu XXHBOTHH ChILO HE NMOKA3BaT NPEKH WIH
HENPEKH BpeaHH €PEKTH, CBBP3aHU C PernpoAyKTHBHA TOKCHYHOCT (BXK.TO4Ka 5.3). Bunpeku ToBa karto
NnpeAnasHa MApKa, ce NpeAnoyuTa ynotpebara Ha qecnoparaivH aa ce u3barea no BpeMe Ha GpeMeHHOCT.

KbnpMmene
JlecnopaTanrH € OTKPHUT Y HOBOPOASHH/ KbpPMAYeTa, KbPMEHH OT KE€HH, MPHEMANTH NeKapcrsd

EdexrsT HA AecAOpaTaiMH MPU HOBOPOAEHH/KbpMaueTa He € u3BecTeH. Tpadbsa aa ¢ / ot 10y o Re H
Jia c€ NpeyCTaHOBM KbPMEHETO WIH [a CE NPEKPaTH TeParuaTa ¢ AeCIopaTaiuH, Kajd g€ pIieMaT D -
0JI3aTa OT KBPMEHETO 3a JACTETO M [10Ji3aTa OT TEpanusita 3a Malkara.

deprrnnrer



JIuncear JaHHH MO OTHOLWEHHME HA MBXKKHA WITH XKEHCKHA PepTWIMTET.
4.7 EdexTr Bopxy cnocobnoctTa 32 modpupane A pabora ¢ Mamuan

Cnopen KTHHHYHUTE NPOYYBAHHA, AECIIOPATA/MH HE MOBNHABA WM MOBNHUABA rIpeHeOPesKUMO
cnocobHocTTa 3a wodupare U pabora ¢ MawnHu. [lauuenTure Tpabea na 6baar uHPoOpMHpaHH, Y€ NpH
[IOBEYETO XOpa He ce Habnoaasa ChbHAHBOCT. Bunpeks TOBa nopaan HHAKBHIYA/THATA PEAKLIMA Ha
OpPraHM3Ma KbM BCHUYKH JIEKAPCTBEHH NPOAYKTH, NPENOPBUHTENTHO € NaLHEHTHTE ga 6bAaT NoChBETBAHH
A2 He M3BbPLUBAT AEHHOCTH, H3UCKBALUM YMCTBEHA KOHUEHTpaLIMA, KATO WodHpaHe wau padora c
MALLIHHU, OKATO HEe YCTAHOBAT CBOATA CODCTBEHA peaKiMsA KbM JIEKAPCTBEHHA MPOAYKT.

4.3 HexenanH JIEKAPCTBEHA peaxkuHA

Peaome Ha npodruia Ha BesonacHocT

[Tpy KIHHUYHHU H3NUTBAHKUA 32 ronaM Opofi mokaszaHus, BKIIIOYHTENHO aJJ€eprHiYeH PUHHUT U XPOHUYHA
MAMOMATHYHA YPTHKAPKA, P [IPUEM Ha JECopaTalHH B MPENOpbYMTEIHATA 4034 OT 5 mg JHEBHO, €
YCTAHOBEHO, Y€ HEXKENAHHTE PeakLUHu ca ¢ 3% noBeye B CpaBHEHHE C TE3U NPH MALMUEHTUTE, NTONYUYABALILH
niaue6o. Hait-uecTrre HeXxXeNnaHu peakLHH, A0KJIaABAaHH B NOBeYE, B CPaBHEHHE ¢ ruiauedo ca: oTnaaHanocT
(1,2%), cyxora B ycrara (0,8%) u rnapobonue (0,6%).

[leauatpyyHa nonynauus
[Ipy KIMHHMYHO H3NHKTBAHE C 578 MaLMEHTH B IOHOLLECKa Bb3pacT, OT 12 Ao 17 roauHH, HaH-yecTaTa

HEXeNaHa peakuus € rnasobonue. To ce Habmonasa npu 5,9% OT NaUHEHTHTE, JIEKYBAHH C JIEC/IOPATaAHH, H
npy 6,9% ot nauMeHTWTE, Noay4asanu auedo.

TabnKueH CIHCHK HA HEXETAHWTE peaKLHH

YecToTaTa Ha HeXXeNaHWUTE peakLMH, CboOlLIaBaHH B KTHHHUYHH NMPOYUYBAHHA B MOBEYE B CPABHEHHE C
rauebo M ApYTH HEXENaHH PeaKkLHH, 38 KOHTO Ce Cho0llaBa no BpeMe Ha NOCTMAPKETHHIOBHA NEPHO,
ca n3bpoenn B cnenpatiata Tabnuua. Cnopen 4ecToTaTa pEAKLIMHUTE C€ ONPEEIAT KATO MHOTO YeCTH (>
1/10), uectu (= 1/100 go < 1/10), Heuectu (= 1/1 000 go < 1/100), peaku (= 1/10 000 ao < 1/1 000),
mMHoro peaku (< 1/10 000) u ¢ HeusBecTHa YecToTa (OT HATMYHHUTE JaHHH HE MOXeE Aa Oble HanpaBeHa
OLIEHKA).

ICHCTeMO-OpraneH Kac YecroTa Hexenann peaknuu, Habmoxasann
NpH NPHEM Ha AeCIOPATAAHH
[IcuxHYHH HAPYIIEHHA MHOTO peKH X amouMHALIHH
C Hen3BeCTHA YecToTa AOHOPMHO MOBEAEHHUE, arpecHs, JENPECHBHO
HAaCTPOCHHE
Hapymenus na HecTH ['naBobosue
[HEpBHATA CHCTEMA
MHoro peaoxu 3aMagHOCT, CHHTHBOCT, He3CchHuE,
MICHXOMOTOPHA XHIIEPAKTHBHOCT,
I'bpYOBE.
IChpaeuHn HAPYIDEeHHAN MHoro peaku Taxuxapaus, cepuebrene
IC HEeH3BECTHA YECTOTA Y nbokaBane Ha QT-uHTepBana




ICTomMamHo- HecTu ICyxoTa B ycTara
MpeBHH
HAPYIIEHHS MHoOro peakH Bonka B kopeMa, raZicHe, NoBpbLUAHE,
aucnencus, AHapus
Xenarobunuapen MHoOro penxs [TopHLIaBaHE HA HepHOAPOOHHTE
HAPYIICHHS €H3UMH, NOBHILABaHe Ha Ounupybuta,
XEnaTur
IC HEH3BECTHA YECTOTa DKBnTeHuLa
Hapymenns 5a koxxata B [C HEM3BECTHA KDOTOUYBCTBHTENHOCT
HOAKOKHATA ThKAH ecroTa
HapymeHus na ounre IC Heu3BeCcTHa ICyxoTa B OuHTEe
rMecToTa
Hapymenns na Myckyaro- [MHoro peaku Muanrus
CKeJIeTHATA
CHCTEMA B
CheINHHTEIHATA
THKAH
O0mA Hapymenus o HecTH Ymopa
edexTn
HR MSCTOTO HAa NpAJOXKeRRe MHOro peaku PeakLny Ha CBPbXYYBCTBHTEIHOCT (KaTO
laHa(HIaKCHA, AHTHOEEM, 3alyX, ChbpOeK,
OOpHB ¥ YpPTHKapHS)
IC HEM3BECTHA 4E€CTOTa AcTeHuUA
HicnelBaHHNA IC Heu3BeCTHA 4ecToTa Y BEIMUECHO TEIJ10, YBEIHYEH aneTUT

IleanaTpuuna nonynauus
Hpyry HexxeNaHH eKapCTBEHH peaKL MM ¢ HEM3BECTHA Y4eCTOTa, CHOOILEHH MO BpeMe Ha

MOCTMAPKETHHIOBUA MEPHO/ NPH NEAHATPUYHH NALMEHTH, BKIIOYBAT yab/okasaHe Ha QT-uHTepsana,
apurmus, Opagukapans, aBHOPMHO NOBEAEHUE U ATPECHA.

CoobuiaBane Ha NOAO3UPAHU HEXKEIAHH PEaKIiiH

Cpof1aBaseTo Ha NONO3MPAHNA HEXENIAHM PEaKLMH el paspellaBaHe 3a yriotTpeba Ha jieKkapcTBeHHS
MPOAYKT € BaXHO. ToBa MO3BONARA Ja NPOABLDKKU HAOMIOAEHHETO Ha CHOTHOLIEHUETO MOJI3a/PHCK 3a
NIeKapCTBEHHA NpOAYKT. OT MEAHLIHHCKHTE CTIIELIHATHCTH Ce M3KMCKBA a chOoO1IaBaT BCSKa No03MpaHa

HexkeslaHa peakums ypes HanwaHuTenta areHuMs no jekapersara, yi. Jaman ['pyes Ne 8, 1303 Codus,
e +359 2 8903417, yebcaiiT: www.bda.bg

4.9 IIpenosupane

[Ipodpunbt Ha HexenaHnTe ChOUTUA, CBBP3aHH ¢ Npeo3npaHe, HabnozasaH No B
nocTMapkeTHHrosa ynorpeba, e nogoben Ha To3n, HabmonasaH NPH TepaneBTHUHH
CTENEHTA Ha Bh3JAeHCTBHE MOXeE na 6bae no-BHCOKa.



JleueHue

B cayuaii Ha npeao3Mpane ce MpEenophYBAT CTAHAAPTHUTE MEPKH 3a OTCTPaHABAHE HA
Hepe3opOUpaHOTO AKTHBHO BELIECTBO. [IpenopbuBa ce CHMITTOMATHYHO U MOAXBPXKALIO JIEHEHHE.
HecnopaTtaliH HE c€ €TMMHHHpPA Ype3 XeMOauaIn3a. He € H3BECTHO Jau ¢ eNMMMUHMIPa Ypes
rnepuTOHea1Ha qHaH3a.

CumMrmroMu

[Tpy KIIHHHUYHO K3NUTBAHE ¢ MHOTOKPATHO J03MPAHE, IPH KOETO € NPUIIOKEH AecopaTadt B 103a 10 45
mg (AeBET MLTH NMOBEYE OT TEPANEeBTHYHATA 103a), HE Ca YCTAHOBEHH K/IMHHYHO 3HauMMH eeKTH Ha
npeao3UpaHe.

[leguarpuuna nonynaugus

[TpodunbT Ha HexenaHuTe CLOMTHA, CBLP3aHM C NPEeJo3UpaHe, HabMIOAaBaH O BpeMeE Ha
MoCTMapKETHHIOBa ynorpeba, € noaobeH Ha TO3H, HabNoAaBaH NMPH TEPANEBTHYHH 103H, KATO CTENEHTAa Ha
Bb3AeHcTBHE MOXKe Ja Obe Mo-BHCOKA.

S. G®APMAKOJIOTMYHHY CBOMCTBA
5.1 PapmaxkoAEEAMAYHE CBOHCTBA

(dapMakoTepaneBTH4HA rpyna: JApyrn aHTHXUCTaMHHH 3a cHeTeMHO npwioxeHue. ATC koa: RO6AX27

MexaHn3sM HA AedcTBHE
HecnoparaHH € ALATO ACHCTBALL XHCTAMHHOB 8HTATOHKCT, ChC CeJIeKTHBHA nepudepHa H]-peuentopHa

aHTArOHHCTHYHA aKTHUBHOCT M 0e3 cenatuBHO AelicTBue. Cnen nepopaieH npueM, aecioparaaut 6aokupa
CEJIEKTHBHO nepH¢pepHUTE XHCTaMHHOBH H]-peuenTop, NoHeXe He MPOHHUKBA B UCHTPATHATA HEPBHA

CHCTCMA.

[Ipu in vitro n3cneaBaHMA eCIOpaTAMH € NOKa3an aHTHANEpruiHH cBoicTRa. Te BrouBaT HHXUOHpaHe
Ha ocBoDOXxIaBaHe Ha NpoHH(pnaMaTopHu UMTOKHHM Kato 114, I1.-6, [L-8 u IL-13 ot yoseuikure
macTouuTH/6asodpuin, xakto H MHXHOMpaHe Ha ekcripecysaTa Ha aIXe3HOHHATa MoJieKy.na P-cenlekTuH
BbPXY €HAOTEJIHHTE KIeTKH. KNHHHYHOTO 3HaYeHHE Ha Te3n HAOMOACHHA BCE OLLE HE € HAITBJIHO
U3ACHEHO.

KnuHuyHa eprkacHOCT 1 6€30MacHOCT

Ilpy KIHHHYHO M3MUTBAHE C MHOTOKPATHO TipHiIaraHe, fpH KOeTo AeC/AOpaTaaHH € npwiarad B 1o3a g0 20
mg JHEBHO B NTPOAbLKEHHE Ha 14 AHM, He ca YCTAHOBEHH CTATHCTHYECKH WIH KITMHWYHO 3HaYUMH €PEKTH
OT CTpaHa Ha CbpPAEYHO-ChAOBATA CUCTEMA. [IpH KIIMHUYHO PAPMAKOIOTHYHO H3NHUTBAHE, NIPH KOETO
ACCJIOpaTaaMH € rpunaras B 203a 45 mg AHEBHO (eBeT MNbTU M0-BUCOKA OT TepaneBTHYHATa [03a), HE €
HabnoaaBaHo yawnkasane Ha QT-vHrepsana.

Heca YCTAHOBECHH KITHHUYHO JHAYUMH MNMPpOMCHH B MNa3MCHaTa KOHLICHTpaALHA Ha ACCTOpaTaJHH 11O BpCMC
Ha KJTAHWYHH HU3INMHUTBAHUA C MHOIMOKPATHO AQ3UPAHE MNPH CBbBMCCTHOTO IMPHIOKECHHE Ha ACCTOPATAHH C
K€TOKOHAa30/1 U CPUTPOMHLIMH.

(DHEMHKOQHHEIMH‘IHH EMK’TH

HBCHOpaTﬂ,[lHH HE MPOHHKRA JICCHO B LICHTpa/IHATA HCPBHA CUCTCMA. ﬂpH KOHTPOJHPAHH KIIHHHYHH
H3IMMHATBAHHUA, IIPHU NPCNTOPRUHTE/IHATA JHEBHA 4034 5 mg, HC € HabnoaaBaHa Mo-BUCOKA MeCTOTa HA
CBHJIHBOCT B CPaABHEHHC C mnauedo. an KJIHHHYHH H3IMTUTBAHHA Ha JCC/IOpaTalHH Tabn

M3NMTBAHE Ha €JIHOKpATHA HEBHA 032 AeclopaTaAnH 5 mg AHEBHO NpPH BH3P
NPOMEHH B CTAHAAPTHUTE NOKa3aTeM 3a NOBEACHHE O BPpeMe Ha M0JieT, BKIII0
CYOEKTHMBHOTO ycelllaHe 3a CbHIIMBOCT WIH 38 PYTH AeHHOCTH, CBBP3aHH C MO



an KIHHHAYHR CIJHPMHKOHOFH‘-IHH H3INTHTBAHHWA Ha CBEBMECTCH IPHEM C &JIKOXOJI HE € YCTAHOBEHO
BJIOIUABAHC HA CABP38HOTO € &JIKOXO0a pa.3¢TPOﬁCTBO B MMOBEICHHUETO WIM 3acCH/1BaHEe Ha ChHIMBOcTTa. He
C4 YCTAHOBCHH 3HAYHUMH PA3ITHKH B PCIVIITATHTE OT NNCUXOMOTOPHHUTE TECTOBEC MCIXKIY I'PYIIHTE,
npueMaiiy accioparaani, 1 TC3H4, IIpueMallu mauedo — KakTo [MTPH NPHEM Ha aJIKOXOJI, TAKaA H Oe3 npHeM
Ha aJIKOXOJI.

[lpy nauMeHTH C ANEPru4eH PUHAT AeciopaTaavH TabieTku € eQeKTHMBEH MO OTHOLIEHHE obiek4aBaHe Ha
CHMITTOMMTE KaTO KHXaHe, CbPOEK H CeKpeLrs OT Hoca, ChpOex Y 3auepBaBaHe Ha OMMTE, Ch/3eHe, KaKTO
H cbpbex Ha Hebuero. JlecoparaauH epUKaCHO KOHTPOAUPA CHMITTOMMTE B NPOABb/DKEHHE Ha 24 yaca.

[leauaTpyuyHa OONynaums
EdukacHocTTa Ha fecinoparaanH TabNeTKu He € AEMOHCTPHPAHa KATErOpHYHO B KIIHHHYHH M3MHTBAHHKA C

HalMEHTH B IOHOUIECKA Bb3pacT OT 12 no 17 roauHm.

OcaeH no yTBbpAcHaTa K1acH(UKaL[HA Ha aNeprudHUR PHHUT KaTO CE30HEH U LICJIOrO/MLICH, B
3aBUCHMOCT OT MPOJB/DKHUTEIIHOCTTA HA NIPOABA HA CUMITTOMMTE, TOH MOXeE Aa Obae KiacHULMPaH H
KaTO HHTEPMHTEHTEH AJIEPrHYCH PHHHT U NEPCHCTHpAUL aneprudeH pUHAT. MHTEpMHUTEHTHUAT anepruycH
PUHUT ce Ac(hHHUPA KATO HATUYHE HA CHMITTOMH B MPOJB/DKEHHE Ha NO-MANKO OT 4 AHH CEAMHYHO WIM B
NPOABL/LDKEHHE Ha MO-MaNKo OT 4 ceAMHULU. [lepcUcTUpalLMAT anepruueH pUHUAT ce AePHHUpa KaTo
HaTH4yYe HA CUMITTOMYU B MPOAWDKEHHUE Ha 4 WK NOBEYE AHU CEAMUYHO U B NMPOABIDKEHUE Ha 110BeYe OT 4
CEAMHLIH.

HecnopataauH edpexTHBHO 061eKuaBa CUMITTOMUTE Ha CE30HHHUA ANEPrHYeH PHHHT, KAKTO CE€ BIDKAA OT
of0LIMA CKOP OT BBIIPOCHHUKA 33 KA4YECTBO HA XKKUBOT MPH PHHOKOHIOHKTUBHT. Hali-ronamo nogodpexue ce
Habnogaea B pasfie/iuTe ¢ NPakTH4YeCKH NpobaeMHu H orpaHi4aBaHe Ha eXeJHeBHaTa ACHHOCT OT
CHMITTOMHTE.

XpOoHM4YHATA KAHOMATHYHA yPTUKApHA € OWna NpoydeHa KaTo KIIHHHYEH MOJIENT Ha YPTHKapHaIHH
CbCTOSHUA, Thil KATO HEIABHCHMO OT E€THOJIOTHATA, MOIEKALLUTE NATOPHIHOTOrHYHH MEXAHH3MH ca
CXOZHHM M 3aLIOTO BKJIHOYBAHETO Ha XPOHHUYHO OONHH NALUMEHTH B MPOCNEKTUBHH NMPOYUBAHHA € NO-TECHO.
Toii KaTO NPHUHHHHAT (aKTOP 32 BCHYKH YPTHKAapHANHH 3a0onaBaHua € ocBo00XK1aBaAHETO HA XHCTAMHKH,
ce O4aKBa JeciopaTaiuH aa € ¢peKTHBEH N0 OTHOlIeHWe Ha obJleKyaBaHe Ha CHMIITOMHTE H Ha ApYTH
CBbP3aHH C YPTHKAPHUA CHCTOSHMA, OCBEH XPOHHYHATA HAMONATHYHA YPTHKAPHA, KAKTO C€ NpenophLysa B
KIMHHYHUTE PEKOBOJACTBA.

[Ipu e mnaueb0-KOHTPOIHpPaHU 6-CEAMUYHH U3MMTBAHHUA PU MALIMEHTH C XPOHHUYHA WAMONATHYHA
ypTHKapHs, necnoparaaut € 6un epekruneH B obnexkuaBaHeTO Ha Cbpbexa U HAMaNABaHE HA pa3Mepa U
6pos Ha ypTMKHKTE OlUE B Kpas Ha MbPBHA 10308 HHTEpBa. [IpH BCAKO €AHO OT H3NUTBAHUATA €DEKTHT CE €
MOAABbPIKAT npe3 nenur 24-4acos 10308 HHTepBan. KakTo H NpH Apyrd M3NHTBAHMA HA AHTUXMCTAMHHH MPH
XPOHHYHA HOUONMATHYHA YPTHKAPHUA, MATLHHCTBOTO MAUHEHTH, HACHTHPHUUHPAHU KATO HEOTTOBapAIIM Ha
aHTHXUCTAMHHH, ca Ounu u3kmouraHy. Odnexvaeane Ha cbhpOexa ¢ Haa 50% ¢ wvabmonaeano npu 55% or
MAUHEHTHUTE, JICKYBAHH ¢ JECITOpaTaiMH, B cpaBHeHHe ¢ 19% oT naunenture, nonyunny ruauedo.
JleueHHeTO ¢ HecnopaTaguH € HaMaaKIO 3HAYHTENTHO HApYIIEHHETO Ha pHTBMa Ha CbH M 600BbPCTBAHE,
M3MEPEHO MO YECTUPU-TOMKORATA CKaJla, U3MO/I3BAHA 338 OLIEHKA Ha TE€3H NPOMEHJIMBH.

5.2 PapMAKOKAHETHIHHE CBOHCTBA

Ab6copbums
[Ina3zmeHH KOHUEHTpALMK Ha AecopaTaanH Morat aa 6baaT ycraHoBen 30 MHHYTH cliel npUeMa My.

Hecnoparagux uma nodpa abcopOums, KaTo MAKCHMMAITHA IU1a3MeHa KOHLEHTpALuUs ce MOCTHra

npubnusurento cnen 3 waca. [TonyxuBoTHT Ha TepMHHANHATA (pa3a € npUbAM3UTENHO 27 A4CT. CIerRuls

Ha KyMYJIMpPaHE Ha ACC0PATAAMHA € B 3aBUCHMOCT OT HErOBMSA NONYXHBOT (27 yaca) // WAL .

AHEBEH NpHeM. bUOHANTMUYHOCTTA Ha AEC/IOPaTaAMH € MPONOPLIMOHAIIHA Ha [103aTa B JAaftazC . g

20 mg. :_5 W oe iy |
; Q){':h"




[Ipn papMaxOKHHETHYHO H3NUTBAHE, NMPH KOETO AcMOrpadCcKuUsT Npodui Ha naureHTHTE € OWJT CpaBHUM C
TO3d Ha 00LIaTa NOoMmyalMs NaLMEHTH CbC CE30HEH ANEPrudeH PHHMT, NMpH 4% OT NaUHEHTHTE €
NOCTHIHATA NO-BHCOKA KOHUCHTPALMA Ha JecaopaTaavH. TO3u NPOLEHT MOXe Aa BapHpa B 3aBUCHMOCT OT
ETHUYECKHA NPOU3IXO HA MAUMEHTHTE. MakcuManHaTa KOHLIEHTpaLMA Ha AecnopatajuvH e Ouna okono 3
[TbTH NO-BHUCOKA NPHOIHM3HTEIHO HA CEAMMS 4ac, NPH NOTYXKHBOT Ha TEPMHHAIHATA (Pa3a NpHOIU3UTENHO
89 yaca. [IpodunbT Ha Ge3omnacHOCT Ha Te3u NAlHEHTH HE Ce € pa3Nu4aBall OT TO3M Ha o0maTa nonynauus.

PasnpeaeneHue

HecnoparaauH ce cBbpaBa B ymepeHa creneH (83% - 87%) ¢ mnasMenuTe nporewun. Hama gaxHu 3a
KAHHHYHO 3HAYMMO KYMY/JIHPAHE Ha JIEKAPCTBOTO IPH €AHOKPATeH AHEBEH [IPUEM Ha AecnoparaiuH
(5 mg no 20 mg) B npoabxeHUe Ha 14 gHu.

buortpaxchopmanus

EH3¥MBT, OTTOBOPEH 332 MeTabOIM3IMPAHETO HA AECIOPaTaHH, BCE OLIE HE € UAEHTHDHLIMPAH K
CIIEAOBATE/IHO HAKOH B3AUMOLCHCTBHSA C APYTH JIEKAPCTBEHH NMPOAYKTH He MOraT Aa O0BLAaT HamwiHO
vikmoueHu, Jlecnoparanun He HHxubupa CYP3A4 in vivo, a npH in vitro U3NKTBaHHA € MOKA38HO, UYe
NEKApCTBEHUAT NPoAyKT He HHXubupa CYP2D6 u He e Huto cyberpar, Huro HHXUbHTOp Ha P-
FIHKONPOTEHHA.

EnnMUHHpaHe

[Ipx u3anuTBaHe Ha €eAMHHYHA A03a OT 7,5 mg AecnoparaauH € YCTAHOBEHO, Y€ BWAA Ha NPHETATA XpaHa
(boraTta Ha Ma3HWHHK BHCOKOKAJIOPHYHA 3aKYCKa) HE BIIMSE BHPXY $apMaKOKHHETHKATA Ha RECAOpaTadUH.
[IpuembT Ha COK OT rpelndpyT, MPH APYTO H3NHTBAHE, HE € OKAa3all BIUAHHE BLPXY (papMaKOKHHETHKATA
Ha AeC/IopaTaguH.

Haumenry ¢ 66peuHo yBpexaaHe
DdapMakOKHHETHKATA Ha JAECIOPATAUH € CPABHEHA NPH NAUMEHTH ¢ XPOHHYHA OBOpeYHa HeaOCTATHYHOCT

(XBH) ¢ ta3u npu 31paBm Xopa B NpOYy4YBaHe ¢ €IMHHYHA 103a U NPOYYBAHE ¢ MHOTOKpPATHO NpunaraHe. B
NPOYYBAHETO ¢ EAHMYHA 1034, CKCIIO3ULIMATA Ha JecaopaTaauH e buna npubnausurento 2 u 2,5 nuTH 110-
BHCOKA MPH YYaCTHHLIM C JieKa CTelNeH A0 yMepeHa u Texkka c¢renieH Ha XbH, ¢cpaBHeHa ¢ Tasu npM 3apaBH
y4aCTHULM. B npoyuBaHeTO ¢ MHOTOKpPATHO NpUNaraHe, CTallMOHAPHO ChCTOAHUE € AOCTHIHATO ciel 11-us
JEH ¥ €KCIIO3ULMATA Ha Aec/iopaTaiiH € 0Kono 1,5 msTH No-BHCOKA NPH YYACTHHULIM C JIEKA 10 YMEPEHa
creneH Ha XBH, H 0x010 2,5 mbTH No-BUCOKA NPH YYaCTHHLM ¢ TexkKa crened Ha XBH, B cpaBHeHHe cbe
34paBUTE Yy4acTHULM. M npu aBeTe nMpoyyBaHHUs HE €8 YCTAHOBEHH KIIMHMYHO 3HAYUMHM NPOMEHH B
ekcrniozuuuaTa (AUC u Cmax) Ha aecnopatagvH ¥ 3-XHAPOKCHAECI0paTAIHH.

5.3 peaAxk1AHAYHE AaHHA 32 6€300aCHOCT

ﬂﬁCﬂOp&TﬂﬂHH € OCHOBHHSAT aKTUBEH MeTabonuT Ha JAopaTalHH. npe,[lKJIHHH‘-lHH H3MNHTBAHHA Ha
ACCJI0paTajHH H A0paTaJHH Ca NOKAa34AJId, 4C HAMA KaYUCCTBCHA H KOTHYCCTBCHA paljIvMKa B I'IPOCI)HJIH Ha
TOKCHYHOCT Ha JCCNopaTaaHH H 1opaTaaHH IIPpH CPABHUMH HUBE HA CKCIIO3HLIHA C ACCIOpaTaHH.

[IpeaxnHHUYHHMTE JaHHK HE MOKa3BaT ocobeH pHCK 3a xopaTta Ha 6a3a HA KOHBEHUMOHATHHUTE
($hapMaKOJIOTHYHH NMpOYYBaHKA 3a 6€30MaCHOCT, TOKCHYHOCT NPH MHOTOKPAaTHO NPHIOKEHKE,
I€HOTOKCHYHOCT, KAPLUMHOTMEHEH MOTEHLINAN, PENPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 33
pazsutueTo. JlMncara Ha KapLWHOreHEH NMOTEHLMAN € AEMOHCTPHPaHa NPH H3NTHTBaHHUA Ha
JAECTIOpaTAAUH M JIOpaTaMH.

6. OPAPMAIEBTHYHH JAHHH

6.1 CnHcBbK HA NOMOIHHKTE BemecTna

Anpo Ha Tabnerkarta
Llenyno3sa, mukpokpuctainHa (E 460)




Kanumes xuaporeHgochar quxmuapar
LlaperHuHO HHLLIECTE

Xunpomenosa (15 mPa.s), (E 464)

Tank (E 553b)

Hartpues creapundymapar

Cvnvuudes nnokcua, koaouaeH 6easoaeu (E 551)

DUAMOBO OKPHTHE

Xunpomenosa (6 mPa.s), (E 464)
JlakTOo3a MOHOXHIpAT

Turanos auokcua (E 171)

Makporon 3350 (E 1521)

Huauro kapmuH anymunues nak (E 132)
XWHOIHH XBbNTO anyMuHHueB nak (E 104)

6.2 HecbBMECTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHocr

3 roguHH

6.4 Coennansn yc/IOBHE HA ChXPAHCHHE
Jla ce cvxpansBa npu TeMmneparypa nog 25 °C.
6.5 BHA K CBALPkARHE HA ONAKOBKATA

Hecnapuc 5 mg dpunmupanu tabnerku ca onakopavu B PVC/PCTFE/Al 6nucrepu no 7, 10, 14, 28, 30, 56
unu 60 TabneTku.

He BcHukH onakoBKH MoraT Aa 6baat nycHaru B npogaxoa.
6.6 CroennanHm npeAnasHHd MEPKR NPH H3IXBLPJISHE

Heusnon3saHusar JACKAPCTBECH MNMPOAYKT WIH OTTIAABYHHATC MATCPHAMH OT HCIO TpHﬁB& A4 CC HIXBDBPJIAT B
ChOTBETCTBHE C MECTHHUTE HIUCKBAHHA.

7. IIPHTEXXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA
COOAPMA A]l

yn. Unuencko woce 16, 1220 Codua, brarapus

8. HOMEPA HA PA3ZPEHIEHHETO 3A YIIOTPEBA
20160045

9. JATA HA ITBPBO PAZPELIABAHE/TIOJTHOBSABAHE HA PA3PVAILE
YIIOTPEBA
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HJATA HA AKTYAJIMZUPAHE HA TEKCTA
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