KPATKA XAPAKTEPUCTHKA HA MMPOAYKTA
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Ecnotus 5 mg ¢puiamupanu TabneTku Paspewenus N Baguuemest
Eslotin 5 mg film-coated tablets o /2'/ 562 T :

1. HME HA JJEKAPCTBEHUSA NNPOAYKT f

)

2. KAYECTBEH U KOJIMMECTBEH CbCTAB  'oo”
Besika TabneTka chabpxa 5 mg aecnoparanus (desloratadine).
3a IMbJIHMS CIUCHK HA MOMOLIHKMTE BELIECTBA BHIKTE TOUKa 6.1
3. JIEKAPCTBEHA ®OPMA

(Ouiimupana tabnerka

CHMHM, KPbIIIM, ABOMHOM3IIBKHAMM (uiMupanu TableTKd ¢ JEMMTEIHA vepra OT eaHaTa CTpaHd, ¢
nebenuna 3,70 mm = 0,3 mm u guameTsp 6,10 mm + 0,10 mm.

JlenuTeNHaTa yepTa € camo 3a yJIeCHABaHE Ha CYYNBAHETO C LIEJ NO-JICCHO MOrTbIIAHE, 8 HE 32 pas/c/IAHC

Ha paBHH JIO3H.
4, KJIMHHUYHH JAHHHU
4.1 TepaneBTHYHH MOKA3AHHS

EcJIOTHH € noka3aH NpH Bb3PacTHH M IOHOWIK Ha 12 1 noBeye roJIMHA 3a ob6JieKuaBaHe Ha CUMIITOMUTE,

CBBp3aHH C:
- ajlepruueH puHuT (BK. Touka 5.1);
- yprukapus ( Bx. Touka 5.1).

4.2 103UpoBKa H HAYMMH HA NPHJIOKEHHE
03UpPOBKA

Buvapacmnu u ionowu (na 12 u nogeywe 2odunu)

[Mpenopbunrennara goza Ecnotun e | Talnerka BejAHBAK IHEBHO 3a obJicKuaBaHe Ha CHMIITOMH,
CBI'BTCTBALIM AJIEPrHYHUS PUHHUT, BKIIOYNTEIHO MHTEPMUTEHTEH W NMEPCUCTHPALL allCpruieH pUHHT U
ypTHKapHs.

MHTEPMHTEHTHUAT aepruieH PUHAT (HAIMYME Ha CHMIITOMM 32 MO-MAJIKO OT 4 JIHH B CeIMMLIATa HIIK 33
T10-KPaTKo OT 4 ceiMHLIM) TPAGBA 1a ce JieKyBa B ChOTBETCTBHE C OLICHKATA HA aHAMHE3aTa Ha ChOTBCTHHA
NALMEHT, KaTo JledeHHeTo TpsOBa Aa Gb/ie MPEKPaTeHO ClIe/l H34e3BaHe Ha CUMITTOMMTE, & [PH PeLIHAHB
J1a ce Bb30OHORBM.

[pu nepcucTHpalUs AlepruieH PUHHUT (HAMYKHE Ha CUMITOMH 32 4 WM IOBEYE JHH B CEAMUILATA MK
3a riopeue OT 4 ceJMMIM) B NEPHOAA HA eKCIIO3MLMA Ha ajepreHa, Ha NalueHTHTE TpsbBa pa OGbue
MPENJIOKEHO MPOIBIKUTENTHO IEYEHHE.

Crneyuainu nonyiayuu

Hayuenmu ¢ uepnodpobro yspesicoane
HsiMa TaHHM 3a NIPHIIOKEHMETO NPH MALMEHTH C YePHOAPOOHO yBpesk1aHe.

Hayuenmu ¢ 6vopeuno yepescoane

Ecnorun tpsGBa 1a ce npuiara BHUMATEIHO MPH MAILMEHTH C TeXKKO ObOpeyHO yBpexk/IaHe.
Hayuenmu 6 cmapuecka 6v3pacm

EdukacnocTra 1 6€3011aCHOCTTA NPU NALMEHTH B CTApYECKa Bb3PACT BCE OLIE HE €A yCTaHO




Heduampuuna nonyaayus
BelonacHocTTa M eduxacHocTTa Ha Ecnotnn noa ¢opmara Ha TabneTkH npH Aeua 1oa 12-roauiiHa

BB3PacT BCE OIUE HE ¢a YCTAHOBCHH.

Hauuh Ha npunoxeHie
[TepopanHo npunoxenne.
Jlo3ara MOxe Aa ce npHema cbe Wi 63 xpaHa.

4.3 IIpoTHBOMOKAIAHHA

CBpBXYYBCTBHTEJIHOCT KBM 2KTHBHOTO BELLECTBO HAM KbM HAKOE OT MIOMOLUHHTE BELICCTBA, H30poeHH
B TOYKa 6.1, HWIK KbM NOPATAIHH.

4.4 Creunagnn npeaynpexIeHns M NPeAnasHHA MEPKH NPH ynoTpeba

Be3onacHOCTTa M edukacHocTTa Ha EcnoTnH moj ¢opMata Ha TabneTku MpH jaeua noj 12-roaMuika
BB3PACT BCE OlIE HE Ca YCTAHOBCHH.

TlexapcTBeHuAT NPOAYKT TpAGBAa Ja CE NpWiara BHMUMATENHO NpPH MAUMEHTH C TEKKO 6u6peuHo
yBpexNIaHe.

4.5 BaaumoaeiicTBMe C APYIH JEKAPCTBEHH POAYKTH W APYTH (opMH Ha B3auMoleHCTBHE

TMpH KIMHHYHM IPOYYBaHUS HA AeCHOpaTaAuH TabneTku He ¢a Gunu HabImoaBaHi KTHHWYHO 3HAYHMH
JNICKAPCTBEHH B3aMMOAEHCTBHA [IPH €IHOBPEMEHHO NPHIIOKEHHE C EPUTPOMHULIHH HITH KETOKOHA3ON (BX.
Touka 5.1).

B KIMHHYHO (apPMaKONOTMYHO MPOYMBAHE HA AECTIOpaTalMH TabNeTKH, MPHEMaH C/IHOBPEMEHHO C
IKOXOT, HE € YCTAHOBERO MOTEHUHpaHe eeKTHTE Ha aTkoX0Na, HapyluaBalti ClioCcoGHOCTTa 3a pabora
(B, Touka 5.1).

EcnoTuH B3aMMOelicTBa ¢ MEPOPAIHO NpHeMaHH KOHTPaLENTHBHY cpeacTea. [lopanau ToBa 1o BpeMe Ha
neueHHeTo TpaGBa a ce pHiara aTepHaThbeH edukacen 1 6€30MaceH METON 33 KOHTpPALENUHA.

[TeguaTpiypa HONYNAHA
[MpoyupanH4 32 B3aUMOLEHCTBHATA €3 IPOBEXKAAHN CaMO 1TPH BL3PaCTHH.

4.6 @eprHanTeT, GPeMEHHOCT H XbpMeHe

BpemeHHOCT
Tlpy W3NUTBAHUA HA JECNIOPATaHH BhPXY XHBOTHH HE €A YCTAHOBEHH JIAHHU 32 TEPaTOreHHOCT. Hsama

JAHHH 3a 0e30nacHOCTTa Ha JIEKApCTBEHUS [IPOAYKT N0 Bpeme Ha SpemeHHOCT. [[OTEHUHATHUAT pUCK 33
Xopa e Heu3BecTeH (B. Touka 5.3). INopanu ToBa ynorpebara Ha ECNoTHH no Bpeme Ha OpemenHocT He
ce npelophHBa.

Knpmene
JecnopaTaaHH ce eKCKpeTHpa B KbpMaTa, IopasH KoeTo ynorpebata Ha EcJloTvH He ce npenopsysa

IIpU KbPMELLH KEHA,

®Geprunurer
JIMICBAT M@HHY 110 OTHOLIEHHE HA MBKKHA HNM XEHCKUA (EPTHIUTET.




Konrpauenuws
EcnoriH s3auMoachcTBa ¢ NEpOPaNHO NPUEMaHi KOHTPaLEITTHBHY CPEACTBA. TMopany ToBa N0 BpeMe Ha

NeYeHHeTO TPAGBa 1a Ce NpHIara alTepHaTuBeH cdrkaced U 6e30MaceH METOM 3 KOHTPALeNUUs.
4.7 EdekTn BHpXY ciocoGHOCTTa 3a uiodupase H paboTa ¢ MalIHHU

JlecnopaTaaMH He IIOBANABA WM TOBMSBA NPEHEOPERHUMO cnocoGHOCTTa 32 wodmpaHe W pabora ¢
MalIHHKH Ha 6a3aTa Ha KAMHWYHE npoyuBaHus. [launenture Tpabea na 6naar MHpOpMMpaHH, Ue NPH
NOBEUETO XOpa He ce¢ Habmofasa ChHNMBOCT. Bwunpeku ToBa NopaiH MHAMBHLYalHATa peakins Ha
OpraHu3Ma KbM BCHUKH NIEKAPCTBEHH NIPOYKTH, MPENOPLUUTEIIHO ¢ MALMEHTHIE 13 CE NOCLRCTBAT 2 HE
W3BLPILBAT JEAHOCTH, H3UCKBALIM YMCTBEHA KOHLEHTPaUMs, KaTo wodupaHe U1 paboTa ¢ MailHHH,
JIOKATO HE YCTAHOBAT CBOATA COGCTBEHA PCAKIMSA KbM j1€KAPCTBEHMA IPOAYKT.

4.8 HexenaHu lekapcTBEHH PEAKIHH

B KIHHMYHH TPOYYBAHMS C DAIMUHK NOKa3aHWA, BKIFOMHTENHO AnepruHet pUHUT H XPOHUYHA
MIOMOTIATMYHA YPTHKAPHA, NPH MPENOPbLYMTENHATA 1032 OT 5 Mg IHEBHO, HEXENaHH DEaKUMH ©
AecioparanuH ca choliueny npH 3 % noBewe NAUMEHTH HA JICUEHHE C JECNOPATAIHH, OTKONKOTO
nalHeHTH Ha NedeHue ¢ nnaue6o. Hali-uecTute HexXeNnaHH peaklMi, KOMTO ¢a GHNH 10K/1aABaHH C 110-
ronsMa dectota cnpamo niauebo ca Gunu ornaguanoct (1,2 %), cyxoTa B ycraTa (0,8 %) u rnapobonue
(0,6 %).

B KAHHM4HO upOyYBaHe ¢ 578 naumMeHTH Ha BR3PAcT mexay 12 u 17 roauny, Haji-uecTaTa HEKeNana
peakuns ¢ Giiia rnasofonue; TOBA C € MOABKIIO P 5,9 % OT NAUHECHTHTE, NIEKYBAHH C AECNOpaTallkH H
6,9 % OT NaUKEHTHTE, NIeKyBaHK ¢ nnanebo.

ooy ca OMMCAHM HEXENAHHTE JIEKAPCTBCHM DPEAKLUMM, ChODWABAHH NPH NPHIOKCHHE Ha
AECNOpaTanui, KaTo ca KiachpHuMpanH cbo0pasHo vecToTara:
- Mmuoro gectn (>1/10);
Yecu (>1/100 po <1/10);
Heuectn (=1/1000 ao <1/100);
Penxu (=1/10 000 go <1/1000);
Mtuoro peaku (<1/10 000);
C HeH3BECTHA HecTOTA (0T HATHYIIMTE JaHHH HC MOXeE A2 ObJC HallpaBeHa OleHKa).

1

Hapyuwenun na Hepsuama cucmemd
Yeern: [poctpauns
Heuectu: ['nasobonue

CmoMauHo-4pecHt HapyweHus
Heuectn: CyxoTa B ycrata

[MocTMapKkeTHHI'OB OTIHT
Jlpyru uexenand edexTH, choOLaBaHK MHOTO PAAKO MO BPEME Ha MOCTMAPKCTHHIOBHA MEPHOA, ca
H3bpoeHry no-noiy.

Heuxuunu napyuwenus
Muoro peaxu: XantouiHalHH

Hapywenua na nepaiama cucmema
MHoro pexku: 3aMasHOCT, COMHONEHTHOCT, 6e3ChHUE, ICHXOMOTOPHA XHMNEPaKTHBHOCT, I'bPHOBE

Copoeunu napyuenus
Muoro peaxu; Taxukapans, mainuTaiul

Crmomauro-4pesu HapyueHus
Muoro peaku: Kopemuia 60ika, ranese, NoBpbiUlaHE, AMCNENCHA, AMapHi

4




Xenamobunuaphu napyutenus
Miuoro peakH: 1TopuiIeHMe Ha HePHOAPOOHHUTE EH3MMH, NOBHIIEH 6uupy6uH, XenaTHT

Hapywenusa na Myckyio-ckeremiama cucmema u CHeOUHUMEARAMA MBKAH
Mnuoro peakn: Muanirus

Obwgu HapyuweHus:
MHoro peaxn: Peakuuy Ha CBPbX4yBCTBHTENHOCT (KaTo aHadunaKCHA, AHTHOEAEM, INCITHER, IPYPHTYC,

obpHB U ypTHKapHs)

Crobiasate Ha NOA03MpaH HEXENAHH PCaKIHH

Cr0obImABAHETO HA NMOAO3MPAHA HEKEIAHH PEAKLMK CIE/L paspeuiapale 3a ynorpeba Ha NeKapeTBEHHA
npoayxT € axkuo. ToBa n03BONSBA A2 NPOABINKH HAGMOACHAETO HA CHOTHOLWICHHETO NoJ13a/pUCK 32
NeKapcTBEHHS NPOAYKT. OT MENUIHHCKUTE CNIEHAINCTH C& H3KCKBA f2 ¢hobinaBar BCAKA ONO3HPAHA
HeXenaHa peakiHs ypes:

HznuinpTenia areHiHA [0 JIEKapcTBaTa

yn. ,Jamsu Ipyes” Ne 8

1303 Codus

Bounrapus

Tem: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 TIpeno3upanc

[podWwrkT Wa HexenasHute CbOWTHA, CBBPIAHM C TIpelO3UpaHe, HaOnO/ABaH [0 BpeMC Ha
NMoCTMApKeTHHIoBa yriorpe6a, e mogoGeH Ha To31, Hab/oAaBaH [IPH TEPANEBTHYHM N03H, KATO CTENCHTA
Ha BL3/eHCTRIE MOXKe na Gbe [I0-BHCOKA.

Cumnmomu:
ITpH KIMHMYHO M3NUTBAHE C MHOTOKPAaTHO NPUIAralie, NPH KOETO € NPHIIOKCH ASCNOpaTalHH Ao 45 mg
{(meBeT NBLTH MOBEYE OT TEPANEBTHYHATA 103a), HE CA YCTAHOBEHH KIMHHYHO 3HAUHMH edeKkTH.

Jlevernue:!
Tpk ripeso3upane Ce MPenopLYBaT CTAHAAPTHUTE MEPKH 33 OTCTPaHsABAHE HA HepesopOvpaHaTa akTHBHA
cheraBka, [Ipenophusa ce CUMITOMATHYHO H IIOAALPXKALLO TEYEHHE.

Jlecnopa‘ranuu HE C¢ eNMHMHHHpa 4pe3 XeMoaualH3sa. He e u3pecTHO Jalld ceé ejIMMHHMpa 4pe3
NEpUTOHEANHA AHATH3A.

5.  ®APMAKOJIO'HYHH CBOHCTBA
5.1 ®apMakKolHHAMHYHH CBOHCTBA

dapMakoTepanebTHYHa rpyna: Jpyry aHTHXUCTaMUHH 33 CHCTEMHA ynorpeba.
ATC xon: RO6AX27

Mexanuzsm Ha NeficTBHE

JlecnoparaiuH € NPOABDKMTENHO JeHCTBALL XUCTAMHHOB AHTAI'OHMCT ChC CCNCKTHBHA nepudepna H1-
PeLCNTOPHA AHTArOHMCTHYHA AKTUBHOCT, Ge3 cefarusHo AeiicTBue, Cnes MEpopanto NPRICKEHHE,
JEC/NOpaTannH CENeKTUBHO OI0KKpa nepuepHHTe XMCTaMUHOBK H1-penenTopH, Thi KaTo He NPOHUKBA
B LEHTpaNHaTZ HEPBHA CHCTEMA.

JlecnopaTalMy € NoKa3an aHTHANIEPIHUHH CBOHCTBA B n vifro npoyusauns. Te BKIOUBAT HHXHOMpaHe
Ha OCBOGOMIABAHETO Ha NPOHH(MIAMATOPHM LHTOKHHH Karo IL-4, IL-6, IL-8 u IL-13 oT uoBewkuTe
MACTOLMTI/6230MITH, KAKTO H HHXHGMpaHe Ha eKCNPECUATA HA ANXE3UOHHATA MONeKy1d P-cenekThH
BhPXY €HHOTENHUTE KIETKH. KIMHMYHOTO 3HAueHHe HA Teau HabioneHns ‘ 6bne
MOTBBLPEHO. p"\




Knnnnuua edwkacnoct y 6e3onacHocT

B KIMHKYHO NPOYHBaHe ¢ MHOTOKPATHO TIPHIIAIaHe [IPH BL3PACTHH M IOHOUIH, TIPH KOETO CHEAHEBHO, B
npoabxenne Ha 14 aup, e 6un npusaran xecnopataany 1o 20 mg, He ca HabNIOAABAHH CTATHCTHYECKH
MM KTHHHHO 31AYHMU ChPAEUHO-CHIOBH ChekTi. B e1HO KIMHNSHO GapMaKOIOTHHHO TPOYUBaHE NpH
BH3PACTHE U IOHOLIM, TIPH KOETO JACC/I0paTani e Oun Mpriarad Ha Bh3pacTHU B 1034 45 mg aHEBHO
(neBeT IMLTH 1O-BMCOKA OT KIMHMMNATa 103a) B NPONLIKEHHE HA NEceT JHH, HE © HabnofaBaio
yreukasane Ha QTc-nHTepaana.

B KNHHIYHH IPOYYBAHHS 33 B3aMMOAEHCTBHA ¢ MHOTOKPATHO MPHIIAraHE ¢ KETOKOHA3O0N H epHTPOMHUMH
He ca HaBIIIoIaBaHyY KTHHMYHO 3HAYHMH NIPOMEHH B IUIA3MCHHTE KOHLIEHTpaUWH Ha JECN0paTIHH.

JlecnopaTanMy He NPEMHHaBa B LIEHTPaIHATA HEPBHA CUCTEMA. BB KOHTPOMPAaHH KIMHHYHM NPOYHBAHNA
C NPENOPRUKTENHA 1032 OT 5 Mg AHEBHO 33 BH3PACTHH H IOHOUIX HE & GHII yCTaHOBEH NO-BUCOK Gpoii
CJTy4au Ha COMHOIEHTHOCT B CpaBHeHME ¢ nnauebo. B kKAMHUYHI NPOYHBAHUS NECNOPaTalHH, TIpHIaral
KaTO €AHOKPATHA AHEBHA 1032 OT 7,5 mg NpH Bb3PACTHH H IOHOLM, HE € MOBNMAN HA MCHXOMOTOPHHTE
XapaKTEpPHCTHKK. B eRHO NpoyyBaHe ¢ CAHOKPATHA 7032, IPOBEICHO MPH BH3PAaCcTHY, AECIOPaTAAHH 5
mg He ¢ NOBJIMAI HA CTAHAAPTHHTE [10KA3aTe/H 33 MOBEAEHWE TO BPEME Ha MOJIET, BKIIOTHTCNHO
3aCH/IBaHE HA CYGEKTHBHOTO yCellae 33 ChHITMBOCT MM APy AeHHOCTH, CAbP3aHH C [OneTa.

B knHHH4HM (HApPMAKONOTHYHH NPOYUBAHWA CHBMCCTHOTO MPHIOXKEHWE C AJKOXOM HE € MOBHIUMNO
YECTOTa Ha NMPOBOKHPAHKTE OT ANKOXOJI HApYUIERHA B MOBEACHHETO, HUTO € 3aCHMITMIIO yCElaHeTo 32
CBHMMBOCT. Mexny rpynuTe NAUMEHTH Ha fleYeHHe ¢ JeciopataiuH ¥ niaucbo, mpuiaraku
CaMOCTOATETHO MM ¢ ANKOXON, He ¢a OGMIH YCTAHOBEHH CBUIECTBEHH PaldiHUYHA B PE3YNTATHUTE OT
TICHXOMOTOPHYTE TCCTOBE.

TlpH NAUMEHTH C ANePrUyYeH PHHHT, AeCTOpaTaiuH ¢ edexTrBeH npy ofnekuapaHe Ha CHMIITOMH Karo
KHMXaHe, CEKpeUHA OT Hoca M chpbesk, KakTo H Chplex, ChI3eHE U 3a4epasiBae Ha OUWTE 1 cbpbex Ha
He6ueto. Jlecnoparanun eekTHBHO KOHTPOJIMPa CHMITTOMUTE B IPOABILKEHUE Ha 24 Haca.

MMennarputia ponynanys
EdHKacHOCTTa Ha ACCAOPATANMH HE € KAaTErOpHYHO 10Ka3aHa B NPOYYBAHUA € IOROIUH Ha BL3PACT OT 12

ao 17 ronun.

OcBen 10 yTBhpAcHaTa KnacH(uKalMa HA AIEPTHYHHA PHHHT Karo CE30HEH M UCNOIOAMILCH, B
3aBHCHMOCT OT NPOILIKUTEIHOCTTA Ha TIPOABA HA CHMNTOMHUTE TOH MOke fa Gbie knacubuIiipal 1
KaTO WHTCPMMTENTEN QIEPrHdYCH DPUHMT W NCPCHCTHpAUL anepruden pUHUT. MHTCPMHTECHTHRAT
anepruued PUHUT ce AedUHEpa KaTo HAIKWYME HA CHMITTOMH B NMPOIB/KCHME HA TIO-MATKO OT 4 nHu
CE/MHUHO MJIM B IIPOIB/LKEHHE Ha NMO-Manko ot 4 ceamuuy. [TepcHCTHPAIUMAT aNepriieH pUHUT Ce
neduHUpa KaTo HAMMMME KA CHMITOMM B MpOAbMKEHHE HAa 4 JHH WM JIOBEHE CEAMUYHO HIK B
NPOAB/DKEHHE Ra IIOBCUE OT 4 CENIMHLM.

Jleciiopatanii eeXTHBHO OGNeKHaBa CHMIITOMHTE Ha CE30HHUS AEPTHUYEH PUHUT, KAKTO e BIKIA OT
ofL(MS pe3ynTarT OT BROPOCHMKA 32 KAYeCTBO Ha KMBOT MpPH PHHO-KOHIONKTMRHT. Hali-ronamo
nogobpenne ¢ Guno HabmonaBaHO B padieNMTe 3a MpakTHdeckd npobieMi U orpaHuvapane Ha
exeHEBHATA AEHHOCT OT CHMITTOMRTE.

XpoHHYHATA MAMOMATHYHA YPTHKAapHA e Giia NpoyueHa KaTO KIIMHMMEH MOJEN Ha ypTHKapHalHH
3a60MABaHNMA, Thil KATO HE3ABHCHMO OT €THO/IOTHATA, HOANEXKAIINTE ATOGH3HOIOrHUHI MEXaHH3MMU Ca
CXOZHM M 3alIOTO BKMIOUBAHETO HA XPOHMMHO GONMHH NAIMEHTH B MPOCHEKTHBHM [IPOYYBAHMA € NO-
necno. Thil KaTo NPHYMHHHAT GAKTOp 3@ BCHUKH yPTHKApHaiuu 3aGonssanus ¢ 0CBOOONIABAHETO Ha
XUCTaMHH, O4aKBa CC AECNOPaTAlMH 1a ¢ ¢eKTHBEH [0 OTHOIIEHHE Ha 0DACKYaBale CUMITTOMUTE M Ha
JpyFil YPTHKapHanHi 3a00JABaHWA, OCBEH HA XPOHMUHATA HIHOMATHYHA YPTUKApHA, Kak10 Ce
Npenopbyea B KNHHHYHHTE PhKOBOACTBA.

B aBe 12neGo-KOHTPOIHPAHH 6-CEAMHYHH MPOYUBAHMS NMPH MALMEHTH € Xpo
yprukapus, ECJIOTHH e 6un eduxacen B ofnexyasane Ha cupbexa i HaMajiapa



YPTHKHTE Ollie B Kpas Ha MHPBHA J030B HHTEPRAK. BLB BCAKO €HO OT MPOYUBAHHUATA, ctherTsT & Hun
NOATLPXAR 11Pe3 Lenus 24-4acor 10308 uHTepsas. KakTo 1 B Apyry Npoy4BaHMA HA aHTHXHCTAMHHH 32
XPOHWUHA HIMOTIATHYHA YPTHKAPHS, MATBK GPOH OT NaUMEHTHTE, WICHTHUINPAHU KATO HEOTMOBAPAILH
HA AHTHXECTZMUUM, ca Gunu uaxmousany. O6nekuasaHe Ha cxpbexa ¢ Han 50 % e 6uno HabmozapaHo
npH 55 % OT NaUMEHTHTE Ha NEYSHNeE C JIECNOPATATKH, B CpaBHEHHE € 19 % OT NMALMEHTHTE Ha JeUeHne
¢ nnane6o. JleueHueTo ¢ NECTOPaTafiil ¢ HAMAIMIO 3HAUMTENHO HAapyUIEHAETO Ha PUTEMA Ha CbH H
GONBPCTBAHE, H3MEPEHO O HETHPHCTCNEHHA CKaNa, H3110/13BAHA 33 OLCHKA HA TE3H NPOMCHITHEBH.

52 @apMaxoKHHETHYHH CBOHCTBA

A6copbuus
B mnasMara AecrioparaaMH Moxe fAa Objc OTKpHT 30 MMHYTHM CNCA NPHEMA MY. Hecnoparanuu ce

abcopOupa nofpe ¢ JOCTHraHe Ha MAKCHMANHA KOHUCHTPALMH Cled OKONo 3 uaca; TepMUHATHHAT
NOAYXHBOT € npubnuauTeIHO 27 naca. CTeneHTa Ha KyMyAHPaHe HA AECIOPATANMH € B CHOTRETCTBHC C
Heropya mojiyxusoT (npubauanTenHo 27 yaca) M CAHOKPATHMA JHEBCH NPHCM. BHOHAIMYHOCTTA Ha
JECIOpaTAaMH ¢ [IPONIOPLHOHANHE 1A 103aTa B \MAMNa3oHa OT 5 mg JI0 20 mg.

BB hapMaKOKMHETHUHO [IPOY4BaHe, [IPH KOETO NeMOrpadcKHAT Npoiil Ha MALMEHTITE € 61N cpaBHHM
¢ TO3H Ha o611ATA IOMYNAUM NAUKEHTH CBC CE30HEH aJleprHues PUHMT, 0pH 4 % OT MALHEHTHTE ¢ 6una
[IOCTHIHATA 110-BHCOKA KOHUCHTPALMA Ha JecTopaTaaut. To3H NPOLEHT MOXeE Aa BapHpa B 3aBUCHUMOCT
OT ETHMYECKHS TIPOM3XOZ HA MaUMeHTHTe. MakcuMaHaTa KOHUGHTPAIHA Ha JECITOpaTainy ¢ Gwia 3-
KpaTHO MO-BHCOKA Ha CEMHA 4ac, NP TCPMHHANEH MONYXKHBOT OT OKOJIO 89 waca. [IpodumeT Ha
6e30NaCHOCT Ha Te3H MALMEHTH He Ce € pa3inyapan oT TO3M Ha ofuiaTa nonyrauus.

PasnpesencHue
Hecnoparanun ce cBLp3sa B yMepeHa crenen (83 % - 87 %) ¢ ni1asMeHUTE NPOTEHHHU. HsamMa nanHu 3a

KIHHIYHO 3HA4UMO KYMYJIHPAHE HA NICKapCTBOTO NP EAHOKPATCH NIHEBEH MPHEM HA IECTOopaTamnd (3
mg o 20 mg) 3a 14 gHu.

Buorpancgopmalus

EH3UMBT, OTTOBOpeH 3a MeTafoNM3MpaHeTO Ha JAECNOpaTandH, BCE OWIE HE € HAeHTH(QUIHPpaH H
CIeJOBATEHO HAKOH B3AHMOACHCTRHA C APYId NEKApCTBEHN MPOLYKTH HE MOXKE Ja OBIAT U3KITIOUEHH
narrsnHo. Jecnoparanud He uaxuGupa CYP3A4 in vivo, a in vitro NpoyuBaHMATA ITIOKa3saT, 4e
JNIEKAPCTBEHUAT NponykT He nuxuGupa CYP2D6 1 He € cyGeTpar, HUTO HHXHOUTOP Ha P-rnuKornpoTeuH.

Enumunnpase

B npoy4Bade ¢ eHOKpaTHa 403a OT 7,5 mg Jecnoparaiuy, He e Oula ycTanoBeHa 34BUCHMOCT Ha
pa3npenieneHUeTo Ha ASCAOPATalMH OT BHAA Ha XpaHara (borara Ha MasHMHH, BUCOKOKAMOPH'UHA
lakycka). B aApyro npoyuBaHe, npueMa Ha cok OT rpeifudpyT He e okasan BIHAHUE BBLPXY
pa3ipeleICHHETO Ha IECTIOPATaIHH.

Hayuenwmu c 6v6pevino yapexcoate

(bapMaKOKHHETHKATA HA JECTOPATAAMH NPH NAUHEHTU ¢ XpoHKUHa 61Opeuta HeIoCTaTLYOCT (XBH) e
cpaBHeHa ¢ Ta3W TpH 3APABH XOpa B €IHO MPOYYBaHE C C[HOKPATHA 032 M B €AHO IPOYHBAHE C
MHOTOKpaTHO npwiaraHe, [1py Npoy4BaHeTo ¢ CAHOKPATHO NPHAATaHE, CKCNOHINATA Ha 1eCIOPaTaIHH
e 6una npubauauTensHo 2 U 2,5 MbTH NO-roNAMa NPM NALMEHTH CLOTBETHO € JIEKa /IO YMEpeHa ! TeXKa
XEH, B cpaBHele Che 34pasd xopa. [Ipu npoyyBaHeTO ¢ MHOTOKPATHO NPUIAraHe €KCIo3UNMATa €
npuGau3KTENHO 1,5 MLTH no-ronaMa npn nauMeHTH ¢ aeka Jo ymepeHa XBH u npubausurenno 2,5 meTH
no-ronsma npu nauueHTy ¢ Texkka XbH, M B nsete npoyuBanMs NPOMEHHTE B CKCNIO3HLHATA (AUC u
Ciax ) H2 ACCOPATAMH H 3-XMAPOKCHACCIOPATAHI HE € 6WITH KNIMHHYHO 3HAYHUMH.

5.3 Dpeaxnuuum4Hu 1aHHH 33 GesonacHocT
JECIOpaTALMH W JIOPATAAMH €A MOKa3any, Y€ HAMA KAUeCTBEHa H KOJIHUCCTBEH

TOKCHUHOCT Ha AECIOPETANMH U JIOPATAMH NPH CPABHMMH HHEA HA EKCTIONILNA
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HekNuHKUHMTE JaHHH TIPH JECIOPATAIMH HC TOKa3saT ocofen pMCK 3a xopa Ha Oasata Ha
KOHBEHLMOUATHUTE (hapMaKONOTHUHH [IpOy4BaHKa 3a 0e30nacHOCT, TOKCHYHOCT AP MHOTOKPATHO
NpHAAraHe, ICHOTOKCHYHOCT, PENPOAYKTHBHA TOKCHYHOCT. JluMncara Ha kKapUUMHOreHEH NOTeHLHAn &
6una IEMOHCTpRpata B 1IpOYYBAHUA Ha JECIIOPATALMIH W JIOPATAIHE.

6. @APMALEBTHYHH JAHIH
6.1 Cnucbk Ha NOMOLHETE BEIICCTBA
Adpo na mabinemuama:

Kanumes xunporcudochat
MuxpokpHcTanHa eNyno3a

YacTHYHO NPEXENATUHNIEPAHO HHILECTE
Tank

MarHeaues creapar

Obguera na mabaemrkama:

Onaaps cuHp 85F20400

TMonueHIBIOBR ANKOX0N

Maxporon

Turanos auokeug (E171)

Tank

Huanro kapMHH alyMHHHEB JlaK {(E132)

6.2 HeCbBMECTHMOCTH

Henpnnosximo

6.3 Cpok na roatoct

3 roauHM

6.4 Cuweunmannn yclOBHS H3 ChXpAHCHHE
Ja ce cexpanasa nox 25°C. Jla ce chxpaussa B OpUrHiiaHaTa OIAKOBKA, 3 1a Ce Npe/Utasy oT Bjara.
6.5 BuaH chIbpKRAHHE HA OMAKOBKATA

Ecnotut 5 mg dunMupanu Tabietku ca onakosadu B Alu-PVC/Aclar Guuctepi no 10 TaONETRH.

BiaoBe OmaxoBKy:
Besika kapronena KyTus chabpxa 10, 20 i 30 TaGnerkn u 1 nucToBKa ¢ uHopManKHs 3a NaulenTa.

He Bcuux BiAOBE ONAXOBKH Morat Aa OBLAAT NyCHATH Ha na3apa.




6.6 Croennajny npejna3’sH MepKH NpH H3XBLPJ/fHe H paboTa

HeusnonzpanusT JICKApCTBEH MPOAYKT WIH OTHAABUHHTE MAaTCPHAJIH OT HErO TpﬂﬁBa Aa CC HIXBLPIAT B
CBOTBETCTBHE ¢ MECTHHTE U3HCKBAHHA.

7. IIPHTEXATEJ HA PASPEINNEHHUETO 3A YIIOTPEBA

Bopag Meaucuse Espona ECOJ{
ya. ,,bopuc Pymenor™ 16
1407 Co¢usa, brarapus

8. HOMEP(A) HA PAZPEIIEHHUETO 3A YIIOTPEBA

Per. Ne 20180010

9. JATA HA TBbPBO PA3PEINABAHE/TIOAHOBABAHE HA PAZPEINIEHHETO 3A
YIIOTPEBA

Jlara Ha mbpBo paspewasane: 05 aHyapu 2018
Jara Ha nocneano noaHoeseane: | noemepu 2022

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

01/2026




