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1. UME HA JIEKAPCTBEHMUWS INPOAYKT ' I

Jlecuben 5 mg puimMupanmn TabneTku
Desybel 5 mg film-coated tablets

2. KAYECTBEH H KOJITHYECTBEH CbCTAB

Bcesika ¢punMmupana tabnetka cbabpka S mg neciopartanut (desloratadine)
3a MbJIHKA CMIUCHK Ha TIOMOLIIHUTE BELLECTBA, BUKTE TOYKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

dunmupaHa TabserTka.
Cunu, kpprin punmupanu Tabnetku ¢ Haanuc Nobel ot enHaTa crpaHa.

4. KJIHHUYHU JAHHH

4.1. TepaneBTHYHH NOKA3aHHUA

Jlecuben e nokasaH nNpy Bb3pacTHUA M IOHOLIM HA 12 ¥ roBeYe roIMHM 3a o0JIeKYaBaHe Ha CUMIITOMUTE Ha:
- aJlepru4eH pUHUT (BXK. TOYKA J.1)

- ypTukapus (Bx. Touka 5.1)

4.2. /103HpPOBKA U HAYHH HA NPHJIOKEHHE

Lo3upoBka

Bwv3pacmnu u ionowtu (Hal2 u nogeve 200uHu)
Enna TabneTtka BeqHBXK JHEBHO, TTpUETA ¢ WK 0e3 XpaHa, 3a 00JIeKUyaBaHE Ha CUMITTOMHUTE Ha aJiepruycH

PUHUT (BKJTFOYMTETHO HA MHTEPMHUTEHTEH M NePCUCTHPAII] AJlepruyeH PUHHAT) M YPTHKapHs (BX. TOUKa
5.1).

MHTEpMUTEHTHUSAT alepruieH pUHUT (HATHYME HA CUMITTOMHM B MPOJIb/DKEHHE HA MO-MAJIKO OT 4 JIHH
CEAMHUYHO MITH B INMPOIBIHKEHHUE HA NMO-MAJIKO OT 4 ceaMULM) TpAOBa Ja ObAe JIEKYBAH B CbOTBETCTBHE C
aHaMHe3aTa Ha KOHKpeTHMs nauveHt. Clien oBliasiBaHe HA CUMIITOMUTE JIEUEHUETO MOXKE /1a Ce
NMpeyCTaHOBH, a NP €BEHTYAJIHO peLUMAUBUpPAHE HA CHMIITOMUTE — J1a c€ Bb300HOBU. [Ipu nepcucrupail
allepruyeH pUHUT (HATMYKWE HA CUMITTOMM 3a 4 WK NoBeYe JIHA CEIMUYHO M 3a NnoBeye oT 4 ceAMMLIM) Ha
MaLMEHTUTE MOXKE 12 Ce NPEJIOKH JieueHHe 0e3 NpeKbCBaHE M0 BPEME HA NMEPHOAUTE HA €KCITO3ULIUA Ha
anepreHa.

[leouampuuna nonyrayus
HMMa orpaHu4eH onuT OT KJIMHUYHH ITPOYYBAHMS 110 OTHOIIEHHE HA e(PMKACHOCTTA OT MPUIIOKEHHETO Ha
AeciopaTaauH npu oHomu ot 12 1o 17 roguuu (Bx. Touku 4.8 u 5.1).

be3onacHocTTa M epukacHocTTa Ha Jlecuben TabneTku npwu jaeua noj 12-roguilHa Bb3pacT He ca
yCTaHOBEHH. JIurcBar naHHu.

HayuH Ha ITpHII0KEHHE
[ lepopajiHO npuJI0KEHHUE




Hozara Moxxe aa cc nmpuema ¢ win 6e3 xpaua.
4.3. IlporaBONOKA3ANNS

CBpBXYYBCTBHTEITHOCT KbM aKTHBHOTO BEIIECTBO WM KBM HAKOE OT IIOMOIIHUTE BEIIECTBA, H30POEHH B
TO9Ka 6.1 WIA KbM NIOpaTagnH.

4.4, CnenuaJ/HA NpeayNIpeXaecHHT B NPeANAa3IHA MEePKR NPA ynoTpeda
IlaymenTH ¢ 660peyHa HEAOCTATHYHOCT

ITpu maumeHTH ¢ Texka 6b0peuna HemocTaTsuHocT decuOen TpsaGea na ce npuiara ¢ IOBKIIEHO
BHMMaHHe (BX. To4Ka 5.2).

HecnopatanuH TpAGBa 1a ce MpHUara ¢ MOBHINECHO BHUMAHHE MPH NALMEHTH ¢ MEIWIAHCKA WK (aMITHa
aHAMHE3a 32 MbPYOBE U Hali-Bede NMPH MANTKH JEla, KOMTO Ca NpeApa3TioioxkeHN 1a pa3BUAT HOBH I'bpY0OBE
Mo BpeMe Ha IleYecHHMe ¢ JecnoparaguH. MemuUMHCKUTE CneuManucTH Morar Ja OOMHCHAT
NpeycTaHOBABaKE HAa ECNIOpAaTAIMH TP NALHEHTH, KOUTO NMOJTYMABAT I'bPY 110 BpEME Ha IEYEHHETO.,

4.5. BzaumogelicTBRe ¢ APYTH JEeKapCcTBEeHH NPOAYKTH H APYTH GOPMH Ha B3aEMoaeHicTBRE

[Tpy XNAHWYIHHE TPOYYBAHNA Ha ACCIOPAaTaMH He ca HabmonasaHH KITHHUYIHO 3HAYMH IEKapCTBEHH
B3aNMOIeCTBHA ITPH CBBMECTHO IMPIUTOKEHHE C EPHTPOMHULIMH WIHM KETOKOHA30M (BXK. TOUKa 3.1).

[legvarpyiyHa MOMyAaIMs
IIpoyuranns 3a B3aHMOACHCTBUATA Ca MPOBEXIAHH CAMO NPH BL3PaCTHH.

ITpy xnUHNYHO-(ApMAKOIOrMYHO H3MMTBAaHE Ha CbBMecTeH npueM Ha Mecuben M ankoxon He ca
yCTaHOBEHM JaHHHM, 4€ [lecnOen nmoreHuupa edekrure Ha alNkoxosna, U3ABABALUM Ce B pa3CTpoOiCTBO Ha
noBecHNeTo (BX. Touka 5.1). [lo Bpeme Ha mocTMapkeTUHroBa yrnorpeba obaue ca cvoduiapaHy cnydan
Ha ANKOXOJIHA HEIMOHOCHMOCT M HWHTOKCHKAILMA. 3aToBa C€ Npenoph4ysa NOBHIIEHO BHHMAaHHE, axo
COHOBPEMEHHO C¢ TPUEMA ATTKOXOJT,

4.6, OepTHaHTET, 6peMEHHOCT H KBPMEHE

bpeMeHHOCT

Il'onsm o0eM naHHM 3a OpeMeHHM kcHU (33 M3xoxa Ha nosede or 1 000 comyyas Ha OpeMEHHOCT) HE
NoKa3eaT MaihopMaTHBHA WM (eTanHa/HeoHaTaIHa TOKCHYHOCT Ha fecnopatanqi. [IpoyusanusaTa npu
’KMBOTHH HE IIOKAa3BaT NpPEKHM WIH HENpeKH BpedHH €¢QeKTH Mo OTHOIICHHWE Ha pPENpOAyKTHBHATA

TOKCHYHOCT (BK. TOYkA 3.3). 3a mpeanocyuTaHe €, KaTo Npeanasia Mapka, aa ce u3dsaresa ynorpedbara Ha
Hecuben.

KspMeHe
HecnoparaiH € OTKPHMT Y HOBODOOCHW/KBbpPMAaueTa, KBPMEHH OT XEHH, NpHEMANH JNeKapCTBEHMA

NpOAYKT. EEeKTET NMpu HOROPOIEHN KbpMadeTa He € u3BecTeH. TpAadsa Ja ce BzeMe pelIcHHEe naiu na ce
NMPEYCTAHOBH KBPMCHETO WIH N2 Ce TIpeYCTaHoBHM Tepamuara ¢ lecuben, kxato ce B3eMaT B NpCaABHR
HOJN13aTa OT KBPMEHETO 33 JETETO H ITOJI3aTa OT TEpanuaTa 3a MaikaTa.

Qeprunmrer
JIunceaTt JaHHN 110 OTHOWICHUE HA MBKKHA WITH XEHCKUS PEPTHIHTET.

4.7. EdexTn BbpXy cnocobnocrra 32 mojpupane u pabora ¢ MalmInAn




Jecuben He noBnMABA WIH TNOBIHABA NpeHeOpexuMo criocoOHOCTTa 3a WodMpane ¥ paboTa ¢ MaLIHHM.
ITpH KIHMHHYHHA NpPOY4YBaHHA 33 OLIEHKa Ha BBH3OCHCTBHETO BBLPXY CrocoOHOCTTA 3a WodHpaHe He ca
YCTAHOBSHH JIaHHHM, de lecuben nosnussa cnocobHOCTTA 33 WiopHpare ¥ paboTta ¢ MallIMHM,

Benpexd ToBa, IIPH HAKOM XOpa, Makap ¥ MHOTO psaaKko ceé HabmojaBa CBHIMBOCT, KOATO MOXeE Oa ce
OTpa3H BHPXY cnocofHoCTTa MM 3a modupase 1 paboTa ¢ MAITHHH,

4.8. HexxeNaHH JexapcTBeHH peakuHu

PesroMe Ha WA Ha HeszonacHoCT

[Tpn xNMHHYHH MPOYYBAHHA Ha rojuiM Opoil NoKa3aHHA, BIJIIOUKTENHO aleprudieH PHHUT H XpOHHYHA
WIMONaTHYHA YPTHKApHi, NPH Npenops4YBaRaTa JO3HUPOBKA OT 5 mg AHEBHO € ChoOILEHO 3a HeXeNlaHH
edextn 3% nmoseye OT Te3H MPH NalUEHTUTE MpHeMalH 1alebo.

Halt- gecTo ca HabMoAARAHH CNEAHHTE HEXENAHH PEaKI[HA: OTIIANHANOCT, CYX0Ta B YCTAaTa H
rinasobomnme.

[legHaTpU9Ha NOMyNaling
B nporeneHo KIMHAYHO Mpoy4dsBaHe ¢ 578 MauMeHTH Ha BB3pacT oT 12 go 17 roawnAm, nexysaHu C

HecropaTagdH, npH 5,9% oT TaX ce npoapiasa rnasobonne.

OcTanaMTe HeXeNaHu eeKTH, 38 KOHTO ce ¢ho0mana o BpeMe Ha IMIOCTMAPKETHHTOBHA MEPHO Ca
m30poenn B Tabmiiiata. M3nonmspana e knacudukanms Ha HEXKEJIAHNTE ICKapCTRCHH PEakiMM N0 4eCToTa
M CHCTEMO-OpraiHH KnacoBe o MedDRA koHBeRLMATA.

Muoro gectu (>1/10), wecrn (=1/100 no <1/10), newectu (=1/1000 oo <1/100), peaxu (=1/10 000 mo
<1/1000), mHoro penku (<1/10 000), ¢ Hem3BecTHA YecToTa (OT HANMYHUTE NaHHM HE MOXE 1a ObIe
HAMpaBeHa OLICHKaA).

CHcTeMo-oprafeH Kiac YecToTa Hexenann peakiyy, HaOo1aBaHH IIPH
_ . npueM Ha Jlecuben
IIcHXVYHHM HapyIneHHUs MHoro peakn | XanouWHaLAK

C HemspecTHa | AGHOPMHO MOBeIEHHE, arpecus

| gecroTa —

Hapymenns Ha HEPBHATA CHCTEMa Yecn ["maBobomHe
MHoro peku 3aMasHOCT, CBHITHBOCT, O€3CHHHE,
_ _ 1 _ | NCHXOMOTOpHa B130Y 18, IbpaoBe
ChplicyHy HapyINCHUA MHoro peaxku | Taxukapaus, cepuedueHe
C HemsBecTHa | YawmkasaHe Ha QT mHTepBana
{ YECTOTA
CroMamHO-IpeBHH HAPYHICHUA Yectn CyxoTa B ycTara

MHoro peaxu bonka BkopeMa, rajicHe, NOBpbIIaHe,

| __ | MACTIENTHYHM ONUTAKBaHWsA, THAPHA
XenaroOuNHApHH HAPYILICHHSA MHoro penakn | [lopHinarane Ha 9epHOAPOOHUTE CH3MMHU,
nosHiLasaHe Ha ONNUpyOHHA, XenaTuT

C HeunsBecTHa JKnrenuna

B - | yecToTa |
Hapymenua Ha koXaTa H IOJIKOKHATA C HeusBecTHa | (DOTOMYBCTBHTENHOCT
THKAH HeCTOTA ] B
Hapymenus Ha MyCKYNHO-CKEJICTHATA ["Mroro peNIKH MHEJ'IFHH 2
CHCTEMA H ChE€JHHHTEIHATA ThKAH _ 1 L s .
O6um HapymeHus H edexTH Ha MaAcToTo | HecTH "~ | 'Vmopa A .:‘-;':; \

Ha MPHJIOKEHHE . MHoro penke | Peakiuu Ha CBpPD

—
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aHa(puITakCHA, AaHTHOCAEM,3a0YX, ChpOex,
- o0pwB ¥ ypTHKapHs)

C HemzBecTHa | ACTEHHSA

4ecToTa

[NMequarpuyHa NOMyAALUA L
Apyrn HexeNnaHu JeKapcTBEHHM PpeEakilil C HEH3BECTHa 4ecToTra, ChOOIIEHH MO BpeMeé Ha

MOCTMApPKETUHTOBHA TEPHON TpPU TETUATPHYHH nalmemn BKMIOUBAT yABDKaBaHe Ha QTuHTepmana,
apuTMAA B OpaguKapans.

CoofIasane Ha MOOO3NPAHN HEKEIAHH peaann
CrobmaBaneTo Ha NOAO3HPAHH HEKEITAHH PEakiH crep. paapemanaﬂe 3a ynorpeba Ha TekapcTBCHHS

MPOMYKT € BaykHO. ToBa MO3BONABA Aa ITPOIB/DKY HabmMOLCHNETO Ha CHOTHOMEHHUETO TI0M3a/PHCK 33
nexapcTBeHUs npoaykr. OrT MeAMIIMHCKUTE CNCIMATHCTH CE W3KCKBA N1a ChOOImABAT BCAKA MONO3HpaHa
HEXKeNaHa peakupa IMPEKTHO Ha U3mrenHuTenHa areHuMs 1o gekapcersara (MAJI):

BbIITAPUA, Codus 1303, yn. Hamsax 'pyes 8
Ten. +359 2 8903555

ei. nowa: bda@bda.bg
yebcalT: www.bda.bg

4.9. Ilpenozupane

[IpodwrsT Ha HeKETAHUTE CHOUTHA ¢ NIPEeIo3NpaHe, HAOMOIARAH MO BpeMe Ha MOCTMapPKETHHIOBa
ynorpeba ¢ monobeH Ha 1031, HaOmMoOAaRaH NMPY TepaNeBTHIHH 11031{ KaTo CTeNeHTa Ha B3aHMOIeHCTRHE
MOXe aa One 110-BHCOKa. ~

edeHHE | S _
B cimy9ait Ha npefo3Mpane ¢e NpenoprYBa CTARAAPTHOTO MOBEACHKE 38 OUHCTBAHE HAa OPTaHH3IMa OT
Hepe30pOupaHOTO AKTHBHO BelecTBO. IIpenopbyBa ce CHMITTOMATHYHO H MOOABPKALIO JIeHEHHE.

HecnopaTaauH He ce eNMMHHHPA 4pe3 xeMonuanusa. He ¢ nanecmurnm AECIIOPATANHMH C¢ CTHMHHNPa
ype3 MEpUTOHCATHA AHANTH34. .

CHMITTOMH
[TpH KITHHUYMHO H3NWTBAHE C MHOTOKPATHG NpIaraHe, Mpa KOETO € NPUIOXKEH JeciopaTanyH a0 45 mg

(AeBET ITHTH MO-BUCOKH OT Tepanemﬂna'ra [03a), HE ca YCTAHOBEHH KIMHUIHO 3HAYMMH ¢heXTH Ha
Mpeao3npaHe. -

IleuaTpudHa nomynaums N ‘.

[IpoduwTsT Ha HEXENaHUTE ChOUTHS, CBEP3aHH C MPeA03HpaHe, Haﬁnmnanan IO BPEME HA
NOCTMAPKETHHTOBA YIoTpeda € nnonolGeH Ha To3H, Ha0MoJaBaH NPH TEPaneBTHYHH J03H, KaTo CTEIICHTTA
Ha BB3acicTBre Moxe /1a Oblie mo-BHCOKa.,

5. ®APMAKOJOI'MYHH CBOUCTBA

3.1. QapMaxkoIHHAMHYIHH CRONCTBA

| AT - : ¢
dapMaxkoTeparieBTHIHA rpyna: ARTuxucramMumir« Hl-agrarouners,. -« -
ATC xoa: RO6AX27
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M UZBLM HA Qelcmaue u IMAKOQUHAMUYHY e exmU

HecnopaTal¥H € XUCTAMHHOB aHTarOHUCT € YCTBHOBCHO NMPOAB/DKUTENHO JeliCTBHE,

To# npurexana cenekTHBHA nepudepra H1-peuenTopaa asTaroORHCTHYIHA aKTHBHOCT 6€3 ceIaTHRHO
neticteue. Crnen nepopaneH NpHeM OeclopaTaiuH He MPOHUKBA B LICHTPalIHATA HEPBHA CHCTEMA, ITOPaH
KoeTo Onoxmpa cesleKTHBHO nepudepHUTEe XACTAMAHOBH H1-penienTopH.

[pu in vitro wicnenpaHWd NeCTOpaTalMH € IMOKa3lan aHTHANEeprHYHH cBolicTBa. Te ce mposBsBaT B
MHXHOMpaHe ocBOOOKIABAHETO Ha MPOWH(IAMATOPHHM LIMTOKMHM Kkaro IL-4, IL-6, IL-8 u IL-13 or
YOBEMKHUTE MAaCTOUMTH ¥ 6azodunm u nHXuOHpaHe Ha eKCIPECUATA Ha allXE3MOHHATA [IPOTEHH MOJIEKYa
P-cenexTHH BBPXY €HOOTENHHTE Knerkn. KJIVHHYHOTO 3HAYCHHE HAa TEe3H HAOMOAECHUA BCE OLIE HE €
HAITBJIHO M3%CHEHO.

Knunuuna edpuxacrocm u bezonacrnocm

[Ipy KIMHAYHO H3IUTBAHE ¢ MHOIMOKPATHO NMpWiarase, MpH KOETO JECNopaTagyH € NpHiaral B Jo3a ao
20 mg mHEeBHO B NMpOOBLDKEHUE Ha 14 aHH, HE ca YCTAHOBEHM CTATHCTHYECKH MM KIHHHYHO 3HAYHMH
edeKTH BBPXY CHPACIHO-CBHAOBATA CHcTeMa. [Ipy WIHHAYHO (papMaxonorWdHO H3ITTUTBAaHE, NMPH KOETO
ACCIOpaTaguH e NpHiarad B Jo3a 45 mg aHeBHO (A€BET ITbTH NMO-BUCOKA OT TEpaNcBTHIHATA 1103a) HE €
HaGmoaasano yabxapaHe Ha QT-uHTeprana.

Ilpp KWIMHHYHO HW3MMTBAHE ¢ MHOTOKPAaTHO NPUNOXKCHHE HA CHBMECTEH MPHEM C KETOKOHA30N H
EPHUTPOMMIIMH He Ca YCTAHOBEHM K/JITHHWIHO 3HaYMMH ITPOMEHH B IUMa3MEHATA KOHLEHTpal[dsd Ha

AeCIOpaTafgvH,

JlecnopaTanyH He TPOHUKRA JIECHO B LIEHTPATHATA HEPBHA CHCTEMA.,

Ilpn XORTpOJINpAHH KIMHHYHU MPOY4YBaHHA, NPH MPENOPRUMATEIIHATA AHEBHA 1033 - 5 Mg B CPABHEHHE C
rnanebo, He e HaOmoaaBaHa MO-BUCOKA YECTOTA HA CHHMHBOCT,

Tlpy KMUHWYHM NpOyYBaHHA C AECIOPATAaauH B eJHOKpaTHa IlHCBH& no3a 7,5 mg He ca yCTAHOBEHH
NPOMEHH B NICHXOMOTOPHOTO NOBEACHHE. | '

[Tpyu M3nuTBaHE ¢ €OHOKpaTHa AHEBHA .J03a OT 5 Mg AECIOpaTaJdH NpH BL3PaCTHH HE Ca YCTaHOBEHM
NTPOMEHH B CTAHIAPTHUTE MOKA3ATETH 32 MOBEIACHUE 10 BpEME Ha NOJET, BITIOIHTEIHO H 3aCH/IBAHE Ha
cyOEKTHBHOTO YCelIaHe 3a CHhHIIMBOCT HITH 33 APYrH ASHHOCTH, CBLP3aHH C TTONETa.

[Tpu xnHHMYHMA (APMAKONIOTHYHH NpPOYYBAHWA HA CHBMECTER NPHEM C aIKOXONM HE € YCTAHOBEHO
[OBHIIaBaHE HA CBBHP3aHO C ANKOXOJa Pa3cTPOMCTBO B MOBEASHHUETO WIN 3aCHWIBAHE HAa CRHIMBOCTTa. He
Ca YCTAHOBEHH 3HAYHMH DA3zNHKH B PE3YJITATHTE OT ICHXOMOTOPHUTE TECTOBE MEXAY IPYNHTE NpHEMAIIA
OeCNOpaTagyH W TE3H NpHeMalny rualeto — KakTo NpH NpAEM Ha alTkoXoJl, Taka H 0e3 mprueM Ha alikoXolL.

[Ipr naieHTH ¢ aneprudeH pHHMT JAECAOpaTalMH € e(HKaceH [0 OTHOIMeHHe obnekyaBaHe Ha
CUMITTOMHTE — KaTo KHXaHe, chppOeXk M ceKpellda OT Hoca, ¢hplek M 3aYyepBsSBAaHE HA OUMTE, CBHI3EHE,
KAaKTO M chpOex Ha Hebuero. ,[[ecnupa'ra,uuﬂ edHKacHO xomponnpa CHMITTOMHTE B NMpoORDKEHHE Ha 24
Jaca. : &

HYHA )| .
EdnkxacHoCTTa Ha ACCITOPATAIMH HE € HGMGHCTPHPE.HE KaTeraquHO B KIHHMYHY ITIPOYSIBaHHA C MAI[HCHTH
B IOHOIECKa BR3pacT oT 12 no 17 roguHn. .

OcBeH 1o YTBBPACHATA KIacH(HKaIMA Ha AepridcH pHHAT KaTO CE30HCH H LICJIOTOAHILIEH, B 3aBHCHMOCT
OT TIPOABLDKMTETHOCTTa Ha NpofABa HAa CHMITTOMHTE TOA Moxke na Ovae knacHPHUMpaH H Karo
HMHTEPMHATCHTEH ISPrUdcH PHHUT W [CPCHCTHpAI aneprudeH paHHT. MHTepMuUTE
PHHMT ce HedmHmrpa karo HANTMYIHE HA CUMITTOMH B MPOORDKCHEE Ha TTO-MaJTko OT 4
NMpOabIDKEHHE Ha NoO-Manko OT 4 cemmurd. IlepcucTHpalliMsT anepradeH p




HATHAYHE Ha CHMITTOMH B NIPOALIKCHHE HA 4 UM NMOBEYE OHHU CEIMHUYHO H B NPOARTKEHHE Ha NOBeYe OT
4 cenqMMHLIM,

Hecuben edexkTnBHO 00/IcKIaBa CHMIITOMHTE HA CE30HHHA anepruteH PpUHHUT, KAKTO ce€ BIKIA OT oOmms
CKOP OT BBIPOCHMKA 3a KAa4CCTBO HA KHBOT IpH PHHOKOHIOHKTHBHT. Hali-ronsamo moaobpeHwe ce
HaOmogaga B pa3fendTe 3a MpakTHIeCKH MpobNeMH M OrpaHHuaRaHe HA E€XEJIHEBHATA NCHHOCT OT
CHMITTOMHTE.

XpoHW9IHATA MOWOTIATHYHA YpPTHKapHdA € OuNna ITpoydeHa KaTO KIHHWYEH MOAE] Ha YPTHKapHalIHH
CLCTOSHHA, ThH KaTO HE3ABHCHMO OT €THONOIMATA, NOANEKALIUTE NaTOPHUIHONOrAMHA MEXAHW3IMH ca
CXOJHH H 3al[[0TO BKIIOYBAHETO Ha XPOHMYHO OOMHM NALHEHTH B MMPOCNICKTHBHH NMPOYYBAHHA € M0-JIECHO.
Toi# KaTo NPUMUHHMAT (AKTOpP 38 BCHHYKH YPTHKapHangi 3abondBaHus € ocBoO0XKAaBaHETO Ha XMCTAMMUH,
ce OYaKBa ACCNOpaTajuH 1a ¢ ¢deKTHBEH MO OTHOomEHHE Ha olnexkuasaHe Ha CUMITTOMHTE M Ha ApPYTH
CBBP3aHH C YPTHKAPHA CHCTOAHMSA, OCBEH XpPOHHYHATA HAMONATHYHA ypPTHKapHA, KaKTO c€ Mpernopbyisa B
KJTMHWIHUTE PbKOBOICTBA.

[Mprn aBe mnanebo-KOHTPONHUPAHN O-CEIMWYHH H3NHMTBAHMA ITPH NMALMEHTH C XPOHWYHA HIHONATHIHA
VPTHKapHA AcclopaTanwH ¢ Omn eduxaceH B obnekdaBaneTo Ha chpbeka ¥ HaMansBade Ha pasMepa M
Opos Ha yPTHKHTE OIC B Kpas Ha IThpBHA J030B HHTCPBAJL

ITIpy BesikO €XHO OT M3MUTBAHWATA €QEKTHT C¢ € MOAALPXKAN Npe3 LUenus 24-9acoB H030B HHTEpBa.
KaxTo m npu Apyr¥ MpoydIBaHMA Ha aHTHUXHCTAMWHH 3a XPOHWYIHA MIMONIATHIHA YPTHKAapHsA, MaTek Opoi
OT MAUMEHTHTe HACHTHQULMPAHH KaTO HEOTroBapAIM Ha AHTMXHCTAMMHH ¢a OWIH H3K/IOYBAHH.
ObnekuaBahe Ha cbpbexa ¢ Hag 50% ¢ HaOmogaBaHo mpH 35% OT MAUMEHTHTE JEKYBaHM C
AecnoparaaMH, B cpaBHeHME ¢ 19% oT nammenTHTe nOAYMWH wiauebdo. Jleyenuero ¢ JlecmoparaiuH e
HAMANIWIO 3HAYMTENHO HapyUICHHETO HA PHTbMAa Ha CbH M ﬁom.pcraaﬂe M3MEPEHO N0 YETHPHTOYKOBA
CKaJla, U3M0I3BAHA 33 OLICHKA HAa TE3Y NPOMEHW... .-

5.2. ®apMaKOKHHETHYHH CBONCTBS

Abcopbyus -

[TnasMeHn KOHLEHTpALMH Ha ACCIIOpATaAWH MoraT ia OpJar ycraHoBeHM 30 MUHYTH cliell IpHEMa MY.
Hecnopatamue uMa nobpa abcopbums, kaTo MakcHManmHa TUMa3MeHa KOHUEHTpalMd e I0CTHra
npubmBATENHO cel 3 Haca.

[Momy>xMBOTET Ha TEepMHHaTHATAa ¢aza € npuOmBurenHo 27 daca. CreneHTa Ha KyMyJiHpaHe Ha
ACCROPATAOWH € B 3aBHCHMOCT OT HErOBH IIA3MEH NOJMYXHBOT (27 Jaca) H eJHOKPaTHHUA JHEBEH NPHEM.
BbHOHATMYHOCTTA Ha JIeCAOpaTaJgiH € NpOoNopIMOHANHA HA 103aTa B AHaIna3zona ot 5 mg no 20 mg.

[Ipn papMakOKMHETHYHO W3NHTBaHE, MPH KOETO AeMorpadckus npodun Ha ralUeHTUTe € O CpaBHHUM ¢
TO3M Ha oOlaTa NOIMyNalHs DALMEHTH ChC CE30HCH aleprud4eH PHHHT, npH 4% OT NaluMEHTHTE €
MOCTHIHATA NO-BHCOKA KOHLICHTpALMsA Ha AcciaopaTaauH. To3M INPOLEHT MOXKE a Bapupa B 3aBHCHMOCT
OT CTHHYCCKHS MPOM3XOH Ha NAIAEHTHTE.

MakcuManTHaTa KOHLICHTPAUA Ha NecNopaTagHH NpH Te3W MalMeHTH ¢ OMna oxono 3 ITBTH NMO-BHCOKA
(NpuONM3NTETHO Ha ceAMUs 4ac), NMPH NMOMYXHMBOT Ha TepMMHanHara ¢aza npubnm3ntenHo 89 uaca.
[TpodwreT Ha 6€30MACHOCT Ha Te3H MALMEHTH HE ce € PA3NTHYaBal OT TO3M HA 00ImaTa nomyianys.
Paznpedenenue !

HecnopaTtaguH ce CERbP3Ba B YMEpeHa CTCHEH (33-37%) C IWI33MERNTE NPOTEHHM.

Hsama naHHHA 338 KIMHHYHO 3HAYMMO KyMYJIMpaHe. Ha neanﬂpa'ra.unn MpW eQHOKpAaTeH IHEBCH NpHEM
(ot 5 mg no 20 mg)anpomeuueﬁalflmm - '
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EH3UMBT OTTOBOpPEH 32 META0ONIH3NPAHETO Ha NECHOpaTadMH BCE OLIE HE € MACHTHHULIMPAH H
CIEA0BATENTHO HAKON NIEKapCTBEHH BS&HHBH,EﬁCTBHH C ApYTH JIEKapCTBEHH TNPOAYKTH HE MOTaT a Obaar
M3KTIOUEHH. -.

Ilpn maBepmeHNTE NMPOYYBaHHA € YCTAHOBEHO, ue necnnpaTa.u;HH He nHxnbonpa CYP3A4 (in vivo) n
CYP2D6 (in vitro} v He e cyDeTpaT WK HHXHOUTOD HA P-TIHKONPOTEHHA.

Erumunupane .
[lpy m3MTBAHE ¢ €AWHMYHA 1033 OT 7 5 mg necnopaTa.nHH HE € YCTaHOBCHa 3aBHCHMOCT Ha

pasnpeneNeHHeTo Ha JecopaTallH OT BHIA Ha XpaHata (Oorara Ha Ma3HMHH BHCOKOKAIOPHYHA 3aKyCKa).
ITpu ApYro W3NMHTBaHe, IPHEMA Ha COK OT rpeindpyT He € oka3an BIMSHHE. BRPXY pasnpeAcfeHUeTO Ha

NeCIOpaTaIlHH.

€ HHO YB

dapMakOKWHETHKATA Ha JeclopaTagvH - ¢ CpPaBHGHA NpH [alMeHTH ¢ XpoHmyHa OrOpedHa
renoctatsaHocT (XBbH) ¢ Ta3u npu 3gpaByH xopa 8 Npoy4sane ¢ MHOTOKPAaTHO Npunarade. B npoydsaxero
C CAMHMYHA 71033, EKCIUI0aTAlMATa Ha AeCIopaTaarH € Onna npulnu3nTenHo 2 ¥ 2,5 mbTH NO-BUCOKA NPH
VHACTHHLH C fIeKa CTENEH 0 YMepeHa M Texka creneH Ha XbH, cpaBHeHa ¢ Ta3ut npH 3gpaBH yYaCTHHLM,
B npoyuBaHeTO ¢ MHOIOKpaTHO NpWIaraHe, CTalMOHAPHO CBHCTOSHUE € JOCTHTHATO ciend 11-us aeH ©
GKCIIO3NLIMATA Ha JACCIopaTaguH € OKoJo 1,5 mbTH Mmo-BHCOKa MPH YYACTHHLM C Jieka A0 yMepeHa CTeneH
Ha XbH, ¥ oxono 2,5 meTH NO-BHCOKA NPH YYaCTHHIH ¢ Texka creneH HAa XbH, B cpasHeHMe Che
3ApaBUTe ydacTHMLUM. M nipn aBere nmpoy4yBaHWA HE ca YCTAHOBEHH KIMHWYHO 3HAYHMM IIPOMEHU B

excnosuumaTa (AUC U Cna) Ha gecnopataguH H 3-XHAPOKCHACCIOPATAIHUH.
5.3. MNpeaxnnAuYHHA AaHAH 3a GezonacHocT

HecnoparafiH € OCHOBHMSAT ° aKTHBCH :META0ONNT. - H& noparaguH. HekNMHAYHHM MW3NUTBAHUA Ha
AecnopaTajdl M NOPATANHH ca IIOKa3aly, 4ye HiAMa KaYyecTBEHA ‘M KONMMYECTBEHA paijiuxa B npodusia Ha
TOKCHYHOCT Ha JIcCIIOpaTaAMH H NopaTauH npy CpaBHUMU HHBA HA €KCNO3HLMA KbM ASCIOpaTalMH.
HeknMHAYHUTE [OaHHM HE MoKasBar OcoDeH pPHUCK 33 Xopara Ha Oa3a Ha KOHBEHLMOHAIHHMTE
¢apMakoNOrM4HN TMpPoyHMBaHHA 3a Oe30MacHOCT;. TOKCUMHOCT TMPH MHOTOKpPaTHO ITPHJIOXKCHME,
FEHOTOKCHTHOCT, peNpOXYKTHBHA TOKCHYHOCT ¥ TOKCHMHOCT 33 Pa3sBHTHETO.

Jluncata Ha KapuUWHOTCHEH TOTEHUHAT ¢ IEMOHCTpHpaHa INpH TNPOYYBAaHHA Ha JecopaTagdH H
JIOpaTaJ .

6. PDAPMAINEBTHYHH JAHHH

6.1. CnACHLK HA NOMOMHAATE BeIIeCTRA

HAopo na mabnemxama

Kanuues xuaporenpocdar DUXHAPAT (Calc:um hydrogen phosphate d:hydrate)
Ienynosa, mukpokpuctamta (Cellulose, mrcracrysral!me)

Ilapesaro mumecte (Maize starch) R -

Tank (Talc) 5

Cocmag va Quamosomo nokpumiie

Moma(srrmnos ankoxon) (Poly(vinyl alcohol)

Makporomm (Macrogols) ,

TwranoB guokcun (E 171) (Titanium dmx:de)

Tank (Talc)

Cun anmymunmes nak (E 132) (FD&C Blue # 2 Alumrmum Lake)
Aot Keneszen oxena (E. 172) (Yellow iron ax:de) -

I'
e R
A Y

T




6.2. HechLEMECTHMOCTH
HempuwioxkuMo
6.3. Cpox Ha roaHocT

3 roognHy

6.4. CnennajaHH yCJI0BHH HA ChXPaHeHHe

Ha ce chbxpaHsiBa Ha MACTO, HEQOCTLITHO 34 ACLA.
Ha He ce cuxpaHaBa Hajg 25°C.
Jla ce cpxpaHsBa B OPUTHHAITHATA OINIAKOBKA,

6.5. BHA H cbORPXAGANE HA ONAKOBKATA

Bmwcrep ot nmpo3pauno PVC/PE/PVDC - Al donno.

PasMepH Ha OMAKOBKHTE:

20 6pos dunMupanH Tabnerku

30 6pos dwimMupanu Tabnerku

6.6. CriemMaIHNA NMPeANAZHA MePKH NPH H3XBLPJAAHE

HsaMa cnenMaTHH M3HCKBaHUS,

HeH3noa3BaHHAT NEKAPCTBEH NPOAYKT WIK OTIATBbYHITE MATEPHAIM OT HEro TpabBa fa ce U3XBBPIAT B
CHOTBETCTBHE C MECTHHTE H3HCKBaHHA.

7. TNIPHTEXATEJI HA PAZSPEHIEHHUETO 3A YIIOTPEBA
HOBEJI ®PAPMA EOQ/]

Oyn. “baarapusa™ Ne 109

Codus 1404, brnrapud

8. HOMEP HA PAIPEIIIEHHETO 3A YIIOTPEBA

Per. Ne 20130196 .

9. JIATA HA ITHPBO PA3PEINABAHE/TIOAHOBSAIBAHE HA PA3PELIEHUETO 3A
YIIOTPEBA L

Jlata Ha mepBO paspewmapane; 12.06.2013 1.

10. JTATA HA AKTYAJINIUPAHE HA TEKCTA

01.2025




