KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA

) HA IERAPCTEE UEOAYIE |II3HbI'IHL1TEI|HA ATEHUWA NO NEKAPCTBATA
Kpamxa Xa8paKmepuCMUKa Ha npogyxma - npuno:.ncmw 1
Jlecnoparanun 3eH:THBa 5 mg ¢uamupanu Tabnerku ‘;0 Py Z ......
e L Kt P2 NO ovunussssseiioritssssmnisatnatietinos i
n_ 47237, 18 08, 200
T4 PaIpOWBHUE N oo uiiwusesizsssszsssassd e
. Loy R Ne Sroseosisssrsss e Sibneer I
HUE N corvaerenersusnsssssnsesss/ e

Besika Tabnerka chabpika 5 mg necnoparanun (desloratadine).
[Tomouinu BertecTsa ¢ u3BecteH edekt: 31,5 mg uzomant (E953).
3a mbJIHMS CIIMCBHK HA MOMOLIHMTE BELLECTBA, BHKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA
dunmupana Tabnerka

Jecnoparaauu 3entuBa 5 mg Gpuamupanu TabiaeTku ca CHHW, KPbIUIH, ABOMHOM3NBKHAIN TaGIeTKH ¢
JUaMeTbp npubausurento 6,5 mm.

4. KJIMHUYHU TAHHUA

4.1 TepaneBTHYHH NOKAZAHUS

Jlecnoparaaun 3eHTHBaA € MokasaH 3a o0JieKuaBaHe Ha CUMIITOMM, CBbP3aHH C:

- ajlepruyeH puHUT (BK. Touka 5.1)

- ypTukapus (BxkK. Touka 5.1).

4.2 Jlo3upOBKa H HAYHH HA NPHJIOKEHHE

Bb3pacThu v 10HOLIM (Ha Bb3pacT]2 U noseye rofAnHK): e1Ha tablieTka BeINbK JHEBHO, MPHETA ¢ WITH

Ge3 xpaHa, 3a o0JieK4aBaHe Ha CUMITTOMMTE Ha alepruyeH pUHUT (BKTIOUYHTEITHO HA MHHTEPMUTEHTEH U
MepCUCTHpAlLl AJIEPruueH PUHUT) M ypTUKapus (Bixk. Touka S5.1).

Mma orpaHuyeH ONMUT OT KIIMHUYHU W3MUTBAHUA 110 OTHOIIEHHE Ha ehUKACHOCTTA NPH TIPUIIOIKEHHETO
Ha jiecioparajiuH npu oHowu ot 12 10 17 rogunn (Bxk. Touku 4.8 u 5.1).

WHTEPMUTEHTHUSAT aJIEPruueH PUHUT (HAJTMYME HA CUMITTOMH B MPOIBIKEHHUE Ha MO-MaJIKO OT 4 JAHH
CeIMMUYHO WJIM B MPOIB/DKEHHE Ha MO-MAJIKO OT 4 ceAMuULM) TpiOBa na O'b/e JIeKyBaH B ChOTBETCTBUE
C OLIEHKATa Ha aHaMHe3aTa Ha KOHKPETHHUS MalMeHT, KaTo CJIe/] OBJIasBaHe HA CUMIITOMUTE
JICYEHUETO MOJKE JIa Ce CTIpe, a MPH PELMIMBHPAHETO UM — J1a C€ Bb30OHOBH.

[Tpu nepcucTHpall anepryyeH pUHKHT (HaTMYMe Ha CUMITTOMH B MPOb/DKEHHE Ha 4 U NOBeYe JHU
CEIMMYHO M B MPOIBIDKEHHE Ha MOBeYe OT 4 CeJMHULIM) HA MAllMEHTHTE MOYXKE /1 Ce NMPETOKH
MOCTOSHHO JICYEHHE 110 BPEME Ha MEepPHOJINTE HA eKCIO3ULIMS HA aJlepreHa.

4.3  IlpornBonmokazanus

CBpBXHyBCTBHTeﬂHOCT KbM AKTHBHOTO BELIECTBO HJIK HAKOE OT NOMOUIHHUTE BELIEeCTBa, KAKTO U KEA, -
JlopaTaiuH.

4.4 Cnenunaimu npeaynpexienust H npeanasny MepKH npu ynorpebda




Jluncear 10CTaTb4YHO JaHHM 3a e(hpMKacHOCTTa M 6e30nacHOCTTa Ha JecsiopaTaant TabieTku npu aeua
noz 12-rojuiHa Bb3pacT.

[1pu Tesxka 6p6peuna HenoctarbuHocT, Jlecnoparaaun 3enTHBa TpsaGBa /1a ce NpuIara ¢ MOBUIIEHO
BHUMaHHe (BXK. Touka 5.2).

To3u nekapcTBEHH NMPOAYKT ChaAbpika u3oManT. [launenTu ¢ peikn HacneacTBeHH npobieMu KkaTo
HEMOHOCUMOCT KbM (ppyKTO3a, He TpsAOBa J1a mpUemMaT ToBa JICKapCcTBO.

4.5 B3aumoeiicTBHe ¢ IPYrH JEKAPCTBEHH NPOJAYKTH H ApYrH (OpMH HA B3auMo/ieiicTBHE

[1pn KIMHWYHK M3NUTBAHKUA Ha J€C/IOpaTaiiH He ca Hab/l01aBaHy KIIMHUYHO 3HAYMMH JIEKAPCTBEHH
B3aMMOJICHCTBHS MPH CbBMECTHO NMPHIIOKEHHE C EPUTPOMMILIMH HITH KETOKOHA307 (BK. Touka 5.1).
[py1 KIMHKUYHO-(paPMaKOIOrHYHO W3MHTBAHE HA ChBMECTEH MPUEM Ha Jiec/lapaTaiiH U aJKOX0J He ca
YCTaHOBEHH JIaHHH, Y€ J1eC/IOpaTa/IuH MOTeHUHpa eheKTUTE Ha AIIKOXOJIa, H3sBABALIHK CE C
pa3CTPOMCTBO B MOBEJACHHETO. (BaK. TOUKa 5.1).

4.6 ®epruianTer, 5)peMEHHOCT H KbpMeHe

[1pu M3MUTBAHUS HA JI€CIOPATA/IMH BbPXY JKMBOTHH HE Ca YCTAHOBEHM JAHHH 3a TEPATOI€HHOCT.
Hsma nannm 3a 6€30nacHOCTTa HA JIEKAPCTBEHMS NPOYKT 110 Bpeme Ha GpemenHoct. [Topain ToBa He
ce npernopbuBa npuemMsT Ha Jlecnoparaant 3eHTHBA OT OpeMEHHH JKEeHH.

JlecnoparaiuH ce M31b4Ba B KbpPMaTa M 1opaau Toea npuembT Ha Jlecnopataaun 3eHTHBa ot
KbPMa4kH He Ce Npenopbusa.

4.7 Edexrn Bbpxy cnocodnocrTa 32 modupane u padbora ¢ MalInun

[1py KIMHUYHM M3NWTBAHKUA 32 OLIEHKA HA BB3JIEHCTBUETO BLPXY cnocoOHOCTTa 3a 1o HpaHe He ca
ycTaHoBeHu AaHuu, ye Jlecnoparaann 3eHTHBa noBausasa crnocobHocTTa 3a wodupane u pabora ¢
MaliMHu. Bbrpeky ToBa, naumenTHTe TpsabBa aa ObaaT npeaynpexiaBaHu, 4e Makap i MHOTO PsijIKoO,
IpH HIKOM XOpa ce HabJI01aBa ChHJIMBOCT, KOATO MOJKE /1a CE OTPa3u BbPXY CIOCOOHOCTTA MM 3a
wodupane u pabora ¢ MalIMHK.

4.8 Hesxes1anu JIeKApPCTBEHH PeaKIHH

[1py KIMHUYHM U3MUTBAHUS HA rojisM Gpoi MoKaszaHus, BKJIIOUMTETHO allepruyeH PUHUT W XPOHHYHA
WIMONIATHYHA YPTHKAPUS, PU NpenopbyBaHaTa JO3MPOBKa OT 5 Mg JHEBHO, € ChOOILIEHO 3a
Hexkenanu eekTH OT Aecsopatazut ¢ 3% rnoBeye OT Te3H MpH MalMeHTHTe, MoJyyaBaliH ruiane6o.
Haii- yectuTe Heenanu cbOUTHS, TOKJIA/IBAHU B MOBEYE, B CpaBHEHME ¢ ruianebo ca: oTnajHanocT
(1.2%), cyxora B ycrara (0,8%) u rnasoGonue (0,6%). [1pu kinnuuHo w3nuteane ¢ 578 nauuenTu B
JOHOILIeCKa Bb3pacT, oT 12 10 17 roauHu, Haii-uectaTta HexelaHa peakuus e riuasobonue; To ce
HabJogaBa npu 5,9% OT nauMeHTHTe, JIEKYBaHH C JeCIopaTainH, U npu 6,9% ot nauueHTure,
nosyuyasanu manebo. Ocrananure Hexenanu eeKkTy, 3a KOMTO ce Cbob1IaBa H3KIIIOUUTEHO PAIAKO
110 BpeMe Ha MOCTMapKETHHIOBMS MEpHOJ, ca n3bpoeHH B crie/iBalata Tabnuia.

[TcUXUYHM HapYLIEHHUS XanmouuHanmm

Hapyuienus Ha HepBHaTa cucTema 3amasiHoCT, CHbHIIMBOCT, Oe3chbHue,
NMCHUXOMOTOpHa B1>36y11a, 'bpHOBE

CbpaeuHH HapyLIEHHs Taxukapaus, copuebuene

CToMAalIHO-4YPEBHU HAPYLUEHHS bonka B kopema, rajzieHe, rnoBpbliaHe,
JIUCTNIENTHYHH OIJIAKBAHMS, JUAPUs

Xenaro-6unuapHu Hapy1EeHHUs IToBuinasane Ha yepHOAPOOHUTE EH3UMH, e
nosuinaBaHe Ha OunupyOuHa, XernaTur /

we
&
HapyiieHust Ha MyCKyJIHO-CKeJIeTHaTa cHeTeMa Muanrus
M ChEeJIMHUTEJIHATA ThKAaH

-——

%o

5 [Py



OO611M HapyLIeHus Peakummn Ha CBPBXUYBCTBUTETHOCT
(kaTo aHa()MIIAKTHYHH PeaKLMH, aHTHOE/IEM,
3a/1yX, cbpOexk, OOpUBH K ypTHKapHsi)

4.9 IIpenosupane

B ciyuaii Ha npeio3MpaHe ce npenopeyBa CTaHAapTHOTO MOBEJACHHUE 32 OYMCTBAHE OT
Hepe3opOHMpaHaTa akTHBHA cheTaBka. [IpenopbuBa ce CHMIITOMATHYHO M MOUIBPIKALLO JIEUEHHE.
[Tpy KTUHUYHO U3MHUTBAHE HA PA3JIMYHH JJO30BH PEKHUMH, MPH KOETO ¢a JI0CTUTaHU 1I03UPOBKH OT 45
mg (J€BET MTH M0-BUCOKH OT TepareBTHYHATA /103a), HE Ca YCTAHOBEHH KIIMHMYHO 3HAYMMH ehexTH
Ha NpeJo3upaHe.

Jlecnopara/iud He ce eJIMMUHMpa Ype3 Xemomanusa. He e nssectHo fanu ce enuMuHMpa upes
NepUTOHea THa Hain3a.

S. ®APMAKOJIOrHYHU CBOMCTBA
5.1 DapmakoAHHAMHYHH CBOHcTBA

(dapmakoTepaneBTHYHa rpyna: JIpyrd aHTHXMCTAMHHM 3a CMCTeMHa yrnioTpeba
ATC koua: RO6A X27

JlecnopatanuH € AbJro JeHcTBall XMCTAMHHOB aHTarOHUCT Che cesleKTUBHA nepudepra Hl-
peLenTopHa aHTarOHMCTHYHA aKTHBHOCT, 6e3 ceatuBHO aeiicTeue. Cliel nepopasieH npuem,
Jecioparaiut 6J10KMpa ceeKTUBHO nepudepunte xucramutoBu H1-peuenropu, nonexe ne
MPOHUKBA B LIEHTPAJIHATA HEPBHA CHCTEMA.

[lpwu in vitro npoyuBaHus AecCOpaTalH € NoKa3ajl aHTHaJepruiHu cBoicTBa. Te BkiatousaT
uHXuOMpaHe Ha ocBoOOKAaBaHe Ha npouHQIamaTopuu UHTOKUHK Kato [L-4, IL-6, IL-8 n IL-13 or
YOBELIKMTE MACTOLMTH U 6a30(HIH, KAKTO M HHXMOMpaHe Ha eKCIIPECHSTa Ha aIXe3HOHHATA NPOTEHH
MoJieKyJsa P-celeKTHH BbpXY €H0TeHUTE KIeTKH. KIIMHMUHOTO 3HaYeHHe Ha Te3n HabIIoAeH s BCe
Ollle HE € HAMBJIHO U3SICHEHO.

[Ipy KIMHUYHO WU3MHUTBAHE HA PA3TMYHU JO30BH PEXKUMH, NPH KOETO Ca JIOCTUIHATH A03UPOBKHU OT 20
mg JHEBHO B MNPOABL/DKEHHE Ha |4 IHK, HE ca YCTAHOBEHH CTATUCTHUYECKH WM KJIMHUYHO 3HAYUMU
epexTH OT cTpaHa Ha Chp/EYHO-ChAOBaTa cucTema. [TpH KIMHUYHO (hapMaKONIOrHYHO W3MUTBAHE, MPH
KOETO JIeC/I0paTa/iiH € NpujiaraH B 103a 45 mg JHEBHO (JI€BET MbTH MO-BUCOKA OT TepaneBTHYHATA
J103a), He e HabmoaaBaHo yab/pkasane Ha QTc-unrTepBana.

[Tpy KITMHUYHO M3MHUTBAHE C MHOIOKPATHO MPHJIOKEHHE HAa ChbBMECTEH MPHEM C KETOKOHA30J1 U
€PUTPOMHLIMH HE Ca YCTAHOBEHH KIIMHMYHO 3HAYMMM MPOMEHH B IJ1a3MeHaTa KOHLEHTPaLUs Ha
JleciopaTaziuH.

JlecnopaTaauH He MPOHMKBA JIECHO B LIEHTpaJiHaTa HepBHa cucTeMa. [Ipy KOHTpOIMpaHW KIIMHUYHU
U3ITUTBAHKSA, MIPU MPENOPbUMUTESIHATA JHEBHA J103a 5 Mg, B CpaBHeHHUE ¢ ru1auedo He e HabJioaBana
MO-BUCOKA YECTOTA Ha CHHIMBOCT. [TpH KIIMHUYHK M3NUTBAHKSA HA JIECIOpaTAlMH B €[IHOKpaTHA
JIHeBHA 71032 7,5 mg He ca yCTAaHOBEHH MPOMEHHM B MICUXOMOTOPHOTO noeeaeHue. [1pu usnureane Ha
€/IHOKpaTHa JHEBHA J103a eC/IoOpaTaiMH 5 Mg JHEBHO NPH BL3PACTHU HE Ca YCTAHOBEHH MPOMEHH B
CTaHJapPTHHUTE M0KA3aTe/H 3a MOBEICHHE M0 BPEME Ha MOJIET, BKIIOUUTEIHO U 3aCH/IBaHe Ha
cyOeKTHBHOTO ycellaHe 3a ChbHIMBOCT WM 3a IPYTH AEHHOCTH, CBbP3aHU C MoJIeTa.

[Tpu kuHUYHK (APMAKOJIOrMUHN U3MUTBAHUS HA CbBMECTEH MPUEM C aJIKOXOJI HE € YCTAHOBEHO
MOBUIIABAHE HA CBBP3aHOTO C AJIKOXOJ1a pa3CTPOHCTBO B NOBEJACHHETO WK 3aCHJIBAHE Ha
chHIMBOCTTA. He ca ycTaHOBEHM 3HAYHMMU PA3/IMKK B PE3yJITATHTE OT NMCMXOMOTOPHHUTE TECTOBE
MeXK/1y rpyNuTe, MpUeMally AeCI0paTaiiH 1 Te3H, NpUeMaliym riauedo — KakTo MnpH npuem Ha
aJIKOXO0J1, Taka 1 6e3 rpreM Ha aJikoxoJl.

[Ipu nayMeHTH ¢ alepruueH pUHUT JecIopaTauH e eheKTHBEeH 1Mo OTHOILIeHHe obJieKuaBaHe Ha
CHMITOMHUTE — KATO KHXaHe, CbpOek U cekpeLus OT Hoca, cbpOex U 3auepBsBaHe HAa OYMTE, ChJI3
KakTo M chpbex Ha Hebuero. JleciopaTa/ it epUKaCHO KOHTPOJIMPA CUMITTOMHMTE B MPOIABLIIKE
Ha 24 yaca. EpukacHocTTa Ha AecnopaTauH TableTKH He € IeMOHCTPUpaHa KaTeropuyHO Iip,
KJIMHUYHHU M3ITWTBAHUSA C TALMEHTH B IOHOLIECKa Bh3pacT oT 12 10 17 roamuu.

OcgeH 110 yTBbpAeHaTa KJIacCH(hUKaLKUA Ha AJIlePrUYHUS PUHUT KATO CE30HEH W LIEJIOrO/IMLIE
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3aBUCHMOCT OT MPOAL/DKHTETHOCTTA Ha MPOsABA HA CUMIITOMMTE TOH MOXke 1a Gb/e Kiacuduumpan u
KaTo MHTEPMHUTEHTEH AJIEPrUieH PUHHT W NEPCHCTHPALLL A/leprUYeH PUHUT. UHTepMUTEHTHUAT
ajlepruyueH PUHKT ce AePMHMPa KaTO HAJTMYHE HA CUMITTOMM B MPOAB/DKEHHE Ha M0-MAJIKO OT 4 JIHH
CEIMHYHO WK B NPOABIDKEHHE Ha MO-MaNIKO OT 4 ceamuLM. [lepcucTupalmaT anepruyen punuT ce
Je(pMHUpa KaTo HAJIMYME HA CUMIITOMH B MPOAB/DKEHHE HA 4 WIIH MOBEYE JIHU CEAMHUYHO U B
NPOABIDKEHHE HA NMOBeYe OT 4 CeIMHLIN.

Jecnoparanun epukacHo obaeKyaBa CUMITTOMMTE HA CE30HHHS AJEPrUUYEH PUHMT, KAKTO Ce BHIKIA OT
061Hs CKOp OT BBIPOCHHKA 32 KAY€CTBO Ha KMBOT NPH PUHOKOHIOHKTHBHT. Haii-rosismo noaoGpenue
ce Habmo/1aBa B pa3ziesIuTe 3a MPAKTHYECKH MPOOIeMH M OrpaHHuYaBaHe HA eKeIHEBHATA ACHHOCT OT
CUMIITOMMTE.

XpoHu4HaTa MAHONATHYHA YPTHKapHs € Guia npoyyeHa Kato KIMHUYEH MOJIES Ha YPTHKApHAIHH
ChCTOSIHMS, Thi KATO HE3aBUCHMO OT €THOJIONHATA, MO/UIeKALINTE NATOPHU3HOIOrHYHH MEXaHH3MH ca
CXO/IHH M 3aLLOTO BKIIIOYBAHETO HA XPOHHYHO OOJIHM MALMEHTH B NPOCTIEKTHBHH POYYBAHHS € 110-
necHo. Thii kKaTo NPUUMHHUAT (PAKTOP 3a BCHYKH YPTHKapHaiHu 3a601saBaHus € 0CBOOOKIaBaAHETO Ha
XHCTAMHH, C€ 0YaKBa JIec/iopaTavH J1a € e(peKTHBEH 10 OTHOLIEHHE Ha 06JIeKYaBaHe HA CUMITTOMUTE
M Ha APYTH CBBP3aHH C yPTHKAPHS ChCTOSHMUS, OCBEH XPOHHYHATA MMONATHYHA YPTHKAPHS, KAKTO Ce
MpenopbyBa B KIMHUYHUTE YKa3aHHs.

Ilpu aBe niane6o-KOHTPOIHPAHH 6-CEIMUYHN U3MHTBAHMS MPH NALMEHTH C XPOHUYHA WIHONATHYHA
ypTHKapus seciopataau e 6un edukacen B obnekuasaneTo Ha chpOexka W HaMa/IsIBaHe HA pasMepa u
Opos Ha ypTHKHTE OIIIE B Kpasi Ha IMbPBUS 1030B UHTepBasl. [1pH BCAKO €1HO OT M3NUTBaHMATA
eexTbT ce € nourbpiKai npes uesns 24-4acos 110308 WHTepBal. KakTo v npu Apyru u3anurBaHms Ha
AHTHUXHMCTAMMHH 32 XPOHHYHA HIHONATHYHA YPTUKAPHS, MaIbK Opoii OT naumenTure,
MICHTH(UIIMPAHH KATO HEOTrOBAPSLIM HA AHTHXUCTAMMHK, ca Ouan uikmousanu. O6nekuasane Ha
cupbexa ¢ Han 50% e nabmopasaHo npu 55% OT nauMeHTHTE, JIGKYBAHH C ICC/IOPATA/IuH, B
cpasHenue ¢ 19% ot naunenTure, noayuusv maue6o. Jleuenuero ¢ gecioparaans € HaMaIHIO
3HAYMTENTHO HAPYIICHHETO HA PHTHMA Ha CbH M 6OABPCTBAHE, H3MEPEHO 110 YETHPH-TOUKOBA CKasla,
M3I10J13BaHA 32 OLEHKA HA Te3W NMPOMEHJIMBH.

5.2 DapMaKOKHHETHYHH CBOHCTBA

B nnasmara secnoparaaun Moske a 6bae otkput 30 MunyTH crien npuema my. Jleciopataaun uma

nobpa pe3opOuus, KATO MAKCHMaITHA TUTA3MEHa KOHLIGHTPALIMSA Ce MOCTHra NpUBIH3NTENTHO cliej

3 waca. TepMUHATHUAT NONYKUBOT € NpUGAH3UTENHO 27 yaca. CTeneHTa Ha KyMyJiMpaHe Ha

AeCIIOpaTaiiHa € B 3aBUCHMOCT OT HErOBHs IJ1a3MeH 1oy kMBOT (27 yaca) ¥ eITHOKpaTHHUs JIHEBEH

npuem. BHOHAIMYHOCTTA Ha JlecIopaTa/iiy € MPONopLMOHAIHA Ha JI03aTa B MHTepBasia ot 5 10 20 mg.

[Tpu papmMaKOKMHETHYHO U3NHUTBAHE, MPH KOETO AeMorpadekusT npouil Ha nauueHTHTe e Gu

CpPaBHMM € TO3M Ha o6LuaTa nomyJaaus NaHeHTH ChC Ce30HEH alNepruyeH pUHUT, npu 4% ot

NaLMeHTHTE € MOCTUrHATA MO-BHCOKA KOHLEHTPaLMs Ha aecsiopaTaauH. To3u npoueHT moxke 1a

BapHpa B 3aBHCHMOCT OT €THHYECKHsl POU3X0/l HA NauueHTHTe. MakcHMaIHaTa KOHLEHTPALMs Ha

Jecioparazint € Guia 0Koso 3 MbTH MO-BUCOKA NPUOIH3HTEIIHO HA CEJIMMSA Yac, NpH M1a3MeH

noaykHBoT npubiusuresnHo 89 uaca. [TpogunsT Ha Ge3onacHOCT HA TE3M NMAaLIMEHTH HE ce e

paznu4aBasl OT TO3M Ha obLara nomyaatus.

Jlecnoparanuu ce cBbp3Ba B ymepeHa creneH (83%-87%) ¢ nnasmennre nporennn. Hama nannu 3a

KIMHHYHO 3HAYMMO KYMYJIMPaHe Ha JIEKApCTBOTO MPH €IHOKPATEeH JIHEBEH rnpueM Ha 5 10 20 mg

JleciiopatajuH B Mpoab/ukeHue Ha 14 1Hu.

En3umsbT, 0TroBopeH 3a MeTaboM3MpaHeTo Ha Aeca0paTainH, Bee Olle He € HACHTHUUHMpaH 1

CJIEJIOBATEJIHO HAKOM JIEKAPCTBEHH B3aMMOJEHCTBHSI C APYTH JIEKAPCTBEHH MMPOAYKTH HE MOraT J1a |
6bnar uakmouenu. Jlecnoparaaun ne unxubupa CYP3A4 in vivo, a npu in vitro wanureanms e

M0Ka3aHo, 4e JIEKapCTBEHUAT NpoyKT He HHXuOupa CYP2D6 u ne e nuro cyberpar, HUTO HHXHGHTOP

Ha P-riukonporenHa.

[Ipu u3nuTBaHe Ha eIMHUYHA 103a 7,5 mg AecopaTa Mt He € YCTAaHOBEHA 3aBUCHMOCT Ha

pasnpejeneHHeTo Ha Iec/iopaTa/iid OT BH/A Ha XpaHaTta (GoraTta Ha MasHHHH BUCOKOKAJIOPHYHA

3akycka). [1pu apyro usnurBane, IpUEMBT Ha COK OT rpeindpyT He € OKa3all BIUSHUE BbPXY
pasrnpee/IeHHeTO Ha JIeciopaTa/iuH.
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IlecnopaTaJmH € OCHOBHMAT aKTUBEH MeTabosIuT Ha JiopaTtajauH. HexknuHuYHM U3NMUTBAHUA Ha
JiecjiopataiiH M JIOpaTaJuH ca nokKasaliy, 4e HiaMa KaveCTBeHa U KOJIMYECTBCHA pasjiuKa B npoqm.na
Ha TOKCHYHOCT Ha JiecjiopaTa/iiH U JIOpaTaJiiH NpH CpaBHHUMH HHUBA HA €KCIIO3MLMKSA Ha JeciiopaTa/iluH.
HexknuHuuHUTE JaHHH 3a JecjopaTtavH HE nokKassart ocobeH PHUCK 3a XopaTa Ha 6aza Ha
KOHBCHLIHOHAJIHUTEC q)apmakonoruqﬂu H3IIUTBAHM 3a GCSOHaCHOCT, TOKCHYHOCT NpH MHOTOKPaTHO
MPHJIOKEHHE, TEHOTOKCHYHOCT, PENpOAYKTHBHA TOKCHYHOCT. Jluncara Ha KapUHHOI'€HEH MOoTeHUHal e
JIeMOHCTpHpaHa Ipu U3NKUTBAHUS Ha J€C/iIOpaTaJvH W JIOpaTaJuH.

6. OAPMAIEBTHUYHHU JIAHHHU
6.1 CnHcebK HA NOMOIHHTE BelecTsa

Snpo na Tabnerkara:

Hzomant (E953)

Huiuecre npexxenaTHHU3MPaHo (LapeBHUYHO)
Llenynosa, MUKpOKpHCTaIHA

MarHe3ueB OKCHII, TEKbK
XHAPOKCHIPONUILIETYJI03a

Kpocnosuzion (tun A)

Marnesues creapar

OGeuBKa Ha TabneTkara:
TTOIMBHHMIIOB AlIKOXOJ1
Twuranos auokeun (E171)
Makporon/PEG 3350

Tank

FD&C Blue #2/Unauro kapmut
Anymununes ouseruren (E132)

6.2 HecbBmecTamocTn

Henpunoxumo.

6.3 Cpok na roanocrt

30 mecena

6.4 Coenuajing yCJI0BHSI HA ChbXpaHenne

Jla e ca cbuxpanssa Haza 30 °C.Jla ce cbXpaHsiBa B OpMIHHa/IHATA ONAKOBKA, 3a JIa Ce NPeAnasH or
BJIara.

6.5 Bua n chabpkanne Ha ONaKoBKaTa

Jlecnoparanuu 3entHBa Smg pHaMUpanu TabIETKH ca ONaKOBAHH B MOJIMXJIOPTPH(IIyOpPETHIIEH
(PCTFE)/nonosununxnopua (PVC)/anymunuesu 6aucrepwu.

+20,21,28,30,50, 90, 100 Tabnerkn.

He Bcuukyu BHIOBE ONTAKOBKM Morat aa ObJaar mycHatu B npojaaxoa.

Onakogku ot 7, 10, 15

6.6 Crenuajiuu npeanasHu MepKH NpH H3XBbpPJsiHe

Hsma cnienganiny U3MCKBaHMS.




7. MIPUTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA
Zentiva k.s.,
U Kabelovny 130,

Prague 10,
Yewuka penybiuka

8. HOMEP HA PA3BPEHIEHHETO 3A YIIOTPEBA

9. JATA HA ITbPBO PABPEHIABAHE/INIOJAHOBSIBAHE HA PA3ZPEIIEHUETO 3A
YIOTPEBA

10. IATA HA AKTYAJIM3UPAHE HA TEKCTA




