KPATKA XAPAKTEPHCTUKA HA TIPOAYKTA



AT RHUTENHA ATEHLBA O REKAPCTBATA |

Kpamka XapaKimepucuKa #a NpOgyKma - fIpusomenue 1
1. NME HA JEKAPCTBEHHS IIPOIYKT 049 /p 0/ J
EcnoTin 5 mg dunmupann Tabnetkn gé’/Hﬂ?/ﬁ/é ek
Eslotin 5 mg film-coated tablets Pagpawerue Ne .o Lot oo cesesansscssssrersarse
25-1- 0%

R 7 i iy T

2.  KAYECTBEH H KOJIMUECTBEH ChCTAB o

Beaka rafuieTka chanpa 5 mg aecnoparaann (desforatadine).

3a eNHKS CIHCHK HA TIOMOILHATE BELECTRA RIKTe Touka 6. 1

3. JIEKAPCTBEHA ®OPMA

Dunmupara Tabnetka

Cunu, kporim, ReolfHoMINBKHAnH GUIMMpaHN TableTKM ¢ nenuTenHa 9EpTa OT eHHAaTA CTPaHd, C
nebenvnra 3,40 mm £ 0,30 mm u Hhamersp 6,10 mm = 0,10 mm.

Henwtennara wepra e caMo 33 ynecHSBaHe Ha CHYTBAHETO ¢ LeN MO-NeCHO MOTHaIIAHe, a8 He 3a
Panenaie Ha PaBHA JO3Y.

4.  KJIHHHYHH JAHHU
4.1 TepaneBTHYHM MOKA34AHHK

EcnoTiH € rokasaH Npy BL3PACcTHY M OHOWN Ha 12 W okeue TOIWHM 32 o6NeKYaBaHe Ha CHMRTOMHUTE,
CRBP3AHH ¢!

- anepravyeH pHHRT (BXK. TouKa 5.1),

- Ypraxapus ( Bk, Togka 5.1),

4.2 Jlo3upoBKa M HAYHH HA BKPUIOKEHWE

lIO?M POBKa

Bvspacmuu u ronowe (na 12 u nogene 200uny) _
lpenopsanTennata fo3a Ecrotr e 1 vabneTka Beawy® IHEBHO 33 OGNEKYaBAME Ha CHMUTOMH,
CHITHTCTBALULH ANCPTHUHNA PHHUT, BKIIOYHTETHO UHTEPMUTEHTER ¥ NEPCHCTUPALY altepridae pHENNT
YpTUKApHA.

HHTEPMUTEHTHIST aneprited PURUT (HANWYME Ka CUMITOMH 3a N0-MaNKO OT 4 ZHH B CeMULATA WK
38 NO-KpaTko OT 4 ceamuum) TpaGBa la Ce JCKYBA B CHOTRETCTBHE ¢ OLEHKATAZ HA aHMAMHERaTa Ha
CHOTBETHUA NALNCHT, KATO NeueHneTo Tpabsa 4a Ov/le NPeKpaTeHo Clell H34e3BAKE HA CHMITOMUTE, &
NpY PENINVE 143 Ce BH300HOBK.

TTpY nepeucTHPALIUS aslepruter pHHHT (HaTudKe Ha CHMITOMY 33 4 WIH (10BEYe IHH B CEMMULATa WK

3a MOBEYC OT 4 CeAMUUM) B NEPHOZ2 HA EKCTIOIMLIMS Ha anepreHa, Ha TAGMeHTHTE TpAGBa fa Gunie
IPEANOKEHO POLBIANHTENHD NEYSANE,

Creyuanny nonynanuy

Hayuenmu ¢ veprodpobro yepeacoane
Hama 1anhy 32 NpUnoKeEHUeTo NPy MAUUEHTH ¢ YepHOIPOGHT yBpeRaaHS.

Hayuenmu ¢ 6v6peuno yapexcoane
Ecnomir TpsGBa 4a ce Mpunara BHUMATENRO APH NALMEHTH © TEXKO Orbpe




Hayuenmu & cmapuecxa evspacm _
EpukacriocrTa i Ge3onachocTTa npy nalkeHTH B CTAPUECKa Bb3PacT BCE OWE HE Ca YCTaHOBEHN.

TTeduampuyna nonyrayus

BesomachocTra n eduracioctra Ha Ecnotu nox dbopmata Ha TabneTky npu jieta noa 12-ropuiumHa
BB3PACT BCE OIE He ¢2 YCTAHOBEHH.

HauyH Ha npunoxenue
Tepopanno mpuioxkeHKe.

Ho3ata Moxe Aa ce npHema cue Uit 6e3 Xpana.
4.3 TIlpernsonoxazanns

CBpeXuyBCTBUTENHOCT KBM dKTURHOTO BEIECTEO HAH KBM HAKOE OT FIOMOLIHKTE BeIRecTea, Halpoenu
B Touka 6.1, Ui KBM nopaTagnH.

4.4  Cuoeunaium npexynpexaeHus ¥ npeanany MepKH Tipu ynoetpeba

BesonacHocTta u edmkackocrra Ha Ecnotun nox (opmaTa Ha TaGneTkH npy geua nop 12-rogumHa
BLIPACT BCE OUIE HE Cd YCTARHOBEHH.

JlekapcreennaT npogykT TpabBa Na ce Npwiara BHUMATEHO TPH MAUMEHTH C TEKKO O6nbpeqro
YBpEXKIANE,

4.5  BsanmoaeiicTBue ¢ APYrH NeKAPCTEEHH POAYKTH H Apyru dopmMy Ba B3aUMOoAeiicTBHE

[py kAMERYAY NpoyvBatus Ha gecnopaTainH TaGNeTKH we ca Guny Ha0NONAaBAHN KIHHHYHO SHASUMH
NCKAPCTBCHH B3aMMONEHCTBIS NIPU €NHOBPEMEHHO NPHITOKEHHE C ePUTPOMHUNH Wi KETOKOHA30! (B3
Touka 5.1).

B KIMHAYHO (apMakoiorHano NpoydBaHe HA AECIOPATANAH TaBieTkH, TPHEMaH €LHOBPEMEHHO ¢
ANTKOXOJI, He ¢ YCTAHOBEHO MOTECHUMpaHe e(eKkTHTe HA anKoXOoNa, HAPYUIaBAWM crocoGHOCTTA 34
paGoTa (BX. Touka 5.1).

Ecnotis B3aHMOfERCTRA ¢ MTEPOPATHO MPpHEMaNN KOHTPALETTHEHA cpexcTha, Tlopany ToBa no BpeME
Ha AeveHneto TpaGea ia ce riphnara aaTepraTHaeH edHKkaced M Ge3onaces METOM 33 KOHTPALETIIHA.,

[lenyarpuata nomynamig

Tipoywsannd 33 B3aUMOREHCTBIATA Ca TIPOBEXIANM CAMO TIPH Bb3PaCTHH.
4.6 ®epTunuter, GpeMEHHOCT U KbpMeke

bpemennoct

Tput u3nKTBEAHIA Ha dec/lopaTanuy BLPXY KUBOTHA HE ca YCTAHOREHH AAHKW 3a Tepatorennoct, Hama
AZHKEY 33 DE30NACHOCTTA Ha NEKapCTBEHNS MPOAYKT 10 BpeMe Ha GpeMennocT. TloTeHupanusT PUCK 34
X0pa ¢ HEWBECTEH (8. Touka 3.3). Tlopagy Tosa ynorpetiata na EcnoTHn 110 Bpeme Ha GPeMEHHOCT He
¢e IpenopBYEea.

Kupmene
Hecnopartalmi ce exckpeTipa B KbpMata, NOPany KOeTo ynotpeBarta Ha EchoTiH He ce npenopnusa
RPH KLPMELLH MEHN,

Deprunurer
JIAnCBaT JarHK IO OTHOWIEHUE HA MBIKKUS WM JKEHCKUN depTUnuTeT.




Kontpauenuua
Ecnotnn msaumozneficTsa ¢ nepopanto TIPREMaHY KOHTpaUENnTHBHY CpeAcTBa. [Topaan Tosa no Bpeme
Ha nevenueTo TpadBa Aa Ce Npunara anTepHATHREH euracen n GesonaceH METON 33 KOHTPALUENLMA.

4.7 Edextn BBpXy cnocoSHocTTa 38 modHpate 1 paboTa ¢ MAUHER

Hecnopatann We NOBNMABA MM TIOBNKABA NpeReGPeskUMO cnOcOGHOCTTA 3a mwodupane ¥ pabora ¢
MawunH Ha OazaTa Ha KMMHHYNH npoydpanns. Nauventare tpsbea a2 6baat MH(pOPMHEpaHH, Ye TIpH
MNOBEUETO XOpa HE ce HabMOmaBa CHHAMBOCT. BrNpekd TOBA MOpaiM MEZHBUAYANHAT2 peaKius Ha
OPTanH3Ma KbM BCUYKK NCKAPCTBCHH NMPOAYKTH, PEMOPBYATENHO € NAUMEHTHrE JIa C¢ NOCHBETEAT Aa
HE W3BLPWRAT ACHHOCTH, W3NCKBALIM YMCTREHA KOHUEHTPAUMA, KaTo wobnpane unu paborta ¢
MalHHH, JIOKaTO HE YCTAHOBAT CBOATA COBCTBEHA PEaKUNT KBM IeXapCTBEHHS MPOIYKT,

4.8 Hexenanu neKapcTBeHN PeAKUHH

B xamunnwRM ApoyysaHus ¢ pamiHuHE NOKA3AHMA, BKIOYMTENHO anepryyeH PUHUT W XPOHWJHA
WIVONATHYHA YPTUKAPHA, MDH MPENOpPBUHTENHaT] 2038 OT 5 Mg AHEBHO, NEXENaH# peaKuy ¢
Aecniopatalvi ¢a ¢Lobuwent npu 3 % noBeve NauWeHTH Ha NedeHue ¢ AECnopaTafiH, OTKONKOTO
NAINCHTH Ha neverue ¢ nnaueGo. Haki-uecTuTe HeskeNaHu peakivm, KOWTO ca GHITH AoknaaBaHu ¢ 1o-
FOMIAMA HeCToTa cnpamo nialebo ca 6uawn otnanpanoct (1,2 %), cyxora B yerara (0,8 %) W riasoGommie
(0,6 %).

B knunnuHO npoyusane ¢ 578 nalueHTH Ha BB3pacT MexAy 12 W 17 rofunM, Hali-Yectata HekeNaHa
peakuns e buna rnasobonne; ToBa ce e NOIBHIO NPy 5,9 % oT NanKeHTHTe, NIeKYBaHK ¢ JECNOPaTANHH
1 6,9 % oT nauneHTHTE, Nekysaun ¢ naauebo.

Tlo-gony ¢a onvcaH¥ HeXeNaHUTe NEKANCTBEHM peakund, chOGIABAHM NP TIPUROKEHWE HAa
RecnopataiiH, Karo ca knacnpuunpasi cbobpasHo yecToTaTa:
~ Muoro wectut (=1/10);
Yecrn (=1/100 zo <1/10);
Heuectn (>1/1000 1o <1/100);
Peaxu (Z1/10 000 no <1/1000);
Muoro peaky (<1/10 000);
- C HeW3BECTHA HecTOTa (0T HANWYHATE JAHHW Re Moke 12 Gble HanpaBeHa OUeHKA).

»

t

Hapywenun na nepanama cucmema
Yecrn: TMpocrpauns
Heuectu: [aroGonue

Cmomauno-wpesnu Hapywmenus
Heweern: Cyxora B yerata

TocT™MAPKeTHHTOR OMUT
Hpyrn Hexesrann edextv, choblIaBaHK MEOTO PAIKO IO BpeMe Ba NOCTMAPKETHHTOBHA neprosl, ca
130pOEHK N0-J00Y.

fleuxwunu napywenun
Mruore pemien: X amouwnauny

Hapywenua na nvepenama cucmema
Muoro peku: 3amastHoOCT, COMHONIEHTHOCT, 6e3chiile, NCHXOMOTOpHA XHUIIGPAKTURHOCT, TbPUORE

Copdeynu napvutenus
Mnoro peakn: Taxukapand, nannuraunu

Crmomauino-upesnu vapywernusn
Mnoro peaxu: Kopemna Gonka, ragese, MOBpBIlaHe, THCTICIICHA, JHAPHA




Xenamobunuapnu napywenus
Muoro peaxu: Tlosuinenye Ha HEPHOJIPOGHNTE EH3NMM, NIOBILIEH GUITUPYGHH, Xenarur

Hapyuenun wa mycxyano-crenemnama cucmema u COEQUHUMETHAMT THLKAH
Mpuoro peaxn: Muanrus

ObBugu napyuenus:
MHoro peaxu: Peakuwn Ha CBPBXUYBCTBATENHOCT (KATO aHadWiakcHd, aHrHoedeMm, OHCITHER,
TIpYpPHTYC, 0OPHB N YpTUKapus) :

Cboﬁggaaane Ha MOROHPARK HeXKETaH peaKuHR

Cro6liasaHeTo Ha N10103HpaHK HEKENAHNK peakLuy clie] paspeluasaHe 3a ynorpeba Ha NeKapeTBeHUN
MPORYKT € BayKHO. T0OBA 1103B0N1ABA Na MPOABLMKH HAGIIOAEHNETO HA CHOTHOLIEHHETO noJ3a/puck 3a
JICKapCTBEHAR TPOAYKT. OT MeMUHHCKITE CEUNATICTH e HICKBA A2 choBIaBaT Beaka oA03UPaHa
HeXeNana peakius upes:

Wsnwannrenua aresuys o nekapereara
yn. . damau Fpyes™ Ne 8

1303 Codun

Brarapns

Ten.: +359 2 §903417

yebealit: www.bda,bg

4.9 Ipeaosupane

[lpogunsT Ha Hexenanute cBGuTHA, CBBP3aHK ¢ Npenoskpade, HaOmofaBaH 10 Bpeme Ha

NOCTMApPKETHHIOBA ynoTpeba, e nonofed na TO3YM, Habnoxaran NpH TEPaneBTHYHKH A03W, KATO
CTENEHTA Ha BL3ACHCTRYE Moske Aa DBle no-sucoka.

Crumnmomuy:
Flpu knuawYHO H3anMTBane ¢ MHOTOKPATHO [IPHIIATARE, ITPH KOETO € NIPUIOKEH AecIopaTany 10 45 mg
(1eBeT MBTH MOBEYE OT TepaneRTHYHATA 11038), HE Ca YCTAHOBCHH KITHHHYKO 3HAYHMR eexti.

Hevenue;
Hpu rniperosupane ce MpCHOPBUBAT CTAHAPTHHTE MEpKH 32 OTCTpaHARaMe Ha Hepesopbuparata

aKTUBHA CheTarka. [Tpenopbusa ce cHMATOMATHYNO M NOLABPkALIO NedeHHe.

Hecnopatazun He ce emammHmpa upes xemozmamusa. He e mapecTio Jamy ce enMMHBApa Ypes
TepHTOHEATHA UATH34.

5. @APMAKOJMOTUYMHM CBOHCTBA
3.1  dapmMakoAHHAMHUHM CBOICTRA

DdapMakoTepanerTHYHA rpyna: Jpyro aHTUXWCTAMWHY 3a CHCTEMHA ynoTpefa.
ATC xon: RO6AX27

MexauuisM Ha feltcTBre
Jlecnopatanni € NpoAbIKWTENHO TeHCTBALL XUCTAMMHOB AHTAFOHUCT ChbC CeNeKTHBHA Nepudepha Hi-
PEUENTOPHA AHTAFOHNUCTUYHA AKTWBHOCT, Ge3 cenaTmBHO AeiicThue. Chen NEPOPANIHO NPHIKKEHHKE,
ACCAOpaTagun  cenexTusHa OaokMpa nepudepunte xucramunosn H| -pENENTOPH, T
NPOHKUKBA B UEHTPANHATA HepBHa CHcTeMa.

HecnopaTaann e nokasan aHTHANEPTHYRY CBOYNCTBA B K Vitro npoyusapus. Te Bkn
Ha 0CBOGOXK/ABAHETO HA MPOMEAIAMATOPHN WHTOKHEK KaTo IL-4, IL-6, IL-8 u I}}-
MacTouuTH/Gasopuin, kakTo n nmxubupane Ha CKCIIpECHATa HA AlXEIROHHATA M




BbOXY SHACTENHWTE KACTKH. KAHHHWHOTO 3HaueHHe Ha Te3d HAGMIOZEHHS npeacTon gz Gehe
NOTEBPAEHO,

Knunuuna edmkacHoct 1 Ge3gnagHoet

B KIMHUYHO MpoyyBaHe ¢ MHOFOKPATHO AIpHNTAraHE MW BL3PACTHE W FOHOLLH, TIPY KOETO EXKeHEBHO, B
TponbikeHue Ha 14 mHu, e Oun npunarad gecnopatagmH Ko 20 mg, He ca HalmrofaBany
CTaTHCTHHECKH MITM  KNHHWYHO 3HAaYWMH  CBHPAEYHO-CHAOBH edekTH. B  eIHO  KIHHHMHO
(hapMakoAOTHYHO NPOYUBAHE IIPH BL3PACTHY H IOHOMIM, TIPW KOETO ReCNOpaTanuH € Gun npunaraH Ha
HBIPACTHY B 4032 45 Mg AHEBHO (AeBeT NLTH MO-BHCOKA OT KAWHWYHATA 103a) B NPOSh/KEHHE Ha
AECeT RHM, He ¢ HaGMOAABAH0 YABAKaBaHe Ha QTc-unTepsana.

B KIWHUMHKE NPOYYBAHHA 33 R3IANMONEHCTBHA ¢ MHOTOKPATHO [IpHMaraHe ¢ KeTOKOHAa30/ W
EPUTPOMHLIN He ca HABNIONABAHM KITMHAYHO 3HAYWMH TIDOMEHH B TUIA3MEHWTE KOHUEHTpalUHH Ha
JEeclopaTanuH,

Aecnopataiii He 1peMWHaBA B LEHTpaXHaTa HepBHA4 CucTeMa, B KOHTPOJHPAHU KAHHAYHY
fIpOYHB2NNS C NIPENOPBYATENHA 11032 OT 5 Mg AHEBHO 3a Bh3PACTHH H IOHOWMK He e GHN ycTaHoBeH no-
BHCOK OpOH clyyaw HAa COMHONEHTHOCT B cpasdedMe ¢ nyane6o. B  KIHHWYHI IpOYYBAHUI
A€COpaTaiuH, NpHAATaH KaTO €HOKPAaTHA JHEBHA 1032 OT 7,5 Mg NpW BB3PacTHW W IOHOILH, He ¢
MOBITHAIT HA ICHXOMOTOPHUTE XapakTeprcTHkY. B eiHo npoyusane ¢ exHOXpaTHa 2033, IPOBEAEHO Mpil
Eb3PAcTHH, AECTOPATALHH 5 Mg He € MOBNUST Ha CTAHAAPTHUTE OKA3aTeRH 3a NOBEACHNE 110 BpeMe Ha
MlONeT, BKMOYRTENHO 3ackiBaHe Ha CyGeKTWBHOTO YCEIAHE 33 CRHIMBOCT WM APYrd AeHHOCTH,
CBbP3aHN ¢ ONETA.

B KnuHudHK (apMakonorvanK MIpoydBAHIA CHEMECTHOTO MPHIOKEHHE ¢ ANKOXON HE € MOBRILMIO0
HECTOTA HA TIPOROKKMPAHUTE OT ANKOXON HApYLIEWWs B MOBENCHRETO, HUTO € 3ACHITMIO yceluaneTo 3a
CeHAHBOCT. Mexay rpynuTe WAUMENTH Ha NedYewde ¢ JeCNopaTaiME W nnaueo, npuniarany
CAMOCTOATENHO M C anKOXOM, HE Ca GHNW YCTaHOBEHYW CHUIECTBEHW PA3HuB B Pe3yiTaTHTe OT
CUXOMATOPHUTE TECTORE.

[IpH NaUMeHTH ¢ anepruveH puHUT, DECNOPATAIAR € e(exTHBEH NpH 06IeKYaBaHe Ha CHMITTOMH KaTo
.- KWXaHe, CeKpeLna OT HOca M ChpOesk, KaKTO 1 CEpOeX, ChI3EHE M 3a4EpPBARAHE HA OYMTE U CBpOeXK Ha
Hebueto. Jlecnoparalus ed)ekTHBHO KOHTPONUpPA CHMIITOMHTE B NPOALIKEHHE Ra 24 waca.

[enuarpuuna nonyiaums
EdmxacnocTTa Ha ASCI0paTAANH HE € KaTerOpHYHO J0Ka2aHa B NPOYYBAKMA ¢ IOHOLIM Ha Bh3pacT oT 12
Ao 17 roguyn,

Ocsen Mo yTBRpAEHaTa KTacHGUKALWA Ha ANCPrHYHHA PHHHT KaTO Ce30HeH ¥ UeforGmHIleH, B
3aBUCUMOCT OT NPOJBLILKUTENHOCTTA Ha MIPOARA HA CHMNTOMHUTE Toll Moske a3 Ghae KAacHpHuipan 1
Karo WHTEPMUTEHTCH AaNCPTHMCH PHHWT W TePCHCTUPALL afleprHYeH PHHUT. MHTEpMHUTEHRTHWAT
aNepruteH pURHT ¢e NedUHUPA KAaTO HAIMYHE Ha CUMIITOMM B MPOABIKEHUE HA NO-MaJKO OT 4 IHn
CEAMHUHO WM B NPOABIKEHNE KA MO-MaANko OT 4 ceAMUUM. [TepCHCTUPALIMAT ANepriYen PHHKT ce
AeMHUpa KATO HANMUKE HA CHMITOMM B NMPOLBIKEHME Ha 4 IHW WIN NOBEve CEAMUYHO UMW B
NPOABIKEHNE Ha NOBEYE OT 4 CeIMMLN,

Aeciiopatannt edekTHRHO 0BNEKYaBA CHMIITOMHTE Ha CE30HHUA ANEPruteH PUHWT, KakTo ce BWACIA OT
OOUIMA pe3yTaT OT BLIPOCHWKA 3d KAYECTBO HA XWBOT MPH pPUHO-KOHIOHKTREMT. Hali-roasmo
nonoGperne e Guno HaGMiofaBaHO B Pa3aenuTe 3a MPAKTHIECKH Tpo6ieMH W OTpapMYaBaHe Ha
©MEAHEBHATA JEHROCT OT CUMNTOMHUTE,

XpoHuunata WIHONATHYHA YPTHKAPHA € GHia MPOyYeHa KaTo KIMHWYEH MOIEN Hg
3aBongaBanns, THH KaTO HE3ABMCHMO OT eTHONOMUATA, OITEXKALIUTE HaTodhUInoNOor
CXORHM 7 33UI0TO BKIIOYBAHETO Ha XPOHMYHO DONHM NMAUWEHTH B NPOCHEKTHBH
necHo. Twit kaTo MpUYHHEUAT (aKTOp 3a BCHYKM ypTHKapHANHy 326onsBanns e
XWCTaMHH, O4aKBa C¢ AeCHOpPaTaanH [a € eeKTHBEH M0 OTHOWEHHE Ha 0DReKyaBy




ApyTM YPTHKapuanwH 3aCondeaHud, OCBeH HA XPOHWWHATA WEWOMATHYHA YpPTHKAPHA, KAKTO ce
NPeNopLYBa B KITHHHYHWUTE PLKOBOACTBEA.

B nse nnaueBo-konTponnpahn 6-cenMuuHM NpPOYYBaHMA NpH NALMEHTH C XPOHHYHA WAKONATHYHA
yprakapus, ECJTOTUH e 6un epuxacen B obnekyaBane na chpbena 1 HaManAsaHe pazmMepa ¥ 6pos Ha
YPTHKUTE OLUE B Kpad HA MePBHA J030B MHTEpBAN. BB BCAKO €HO OT MPOYYBAHMATE, eeKTHT & Gun
TOLTBPXKAH NPe3 Uenhs 24-4acoB L0308 HHTepBan. KakTo u B APYTH MPOYHBAKNIA Ha AHTHXHCTAMMHHY 3a
XPOHMYHA HIVONATHYHA ypPTHKApHA, Marbk Opolt oT mauMenTHTe, WAESHTH(HWUMPAHM KaTo
HEOTroBapsAllv HA AHTUXUCTAMHHW, ca Guny n3kmoysaHn. ObnekuaBare Ha cupbeka ¢ Hag 50 % e
buno Habnrogarano npu 55 % OT NAaUMeHTHTE Ha JeyeHue ¢ JecnoparaiuH, B cpaBHeHle ¢ 19 % ot
NauMeHTUTE Ha nedeHHe ¢ nnauebo. Jlewenwero ¢ fecnopaTajyH e HAMAIMAO 3HAMUTENHO
HapyUwIeHHETO Ha PpUTLMA Ha ChbH M CONBPCTBAHE, M3MEPEHO 10 YeTMPUCTENEHHA CKalla, H3MON3BAHA 34
OLEHKA HAa TE3H MPOMEHITHEM,

5.2 dapmakoKHHeTHYHHU CBolicTBa

Abcopfuus

B nnasmara necnoparanny moxe ma Gbae oTkpuT 30 MHHYTH cilen mphema My, Jlecnopatagna ce
aGcopGupa QoGpe ¢ nocTHrane ha MakciManHa KOMLEHTPALMS CHej OKORo 3 waca: TEPMHHATTHHAT
NOTYXUBOT € npubnnsuTento 27 yaca. CTeneHTa Ha KyMYIHPAHE HA JSCHOPATAMH € B CLOTBETCTRHE C
HETOBUS MONYXVBOT (Npubnu3nTenHo 27 Haca) W eOHOKPATHUS JQHeReH TpueM. BuoHanMuHOCTTa Ha
JecnopataliiH € NpoTIopLUOHATIHA HA [103aTa B JiWanasoHa oT 5 mg 1o 20 mg.

Bue dapmakokuHeTHIHO TpoyuBaHe, MpU KOETO AeMorpadicKuaT Npodun Ha nauveHTuTe € Gun
CPaBHWM ¢ TOIM HA OGLIATE MONYNAUMs MNALUMEHTH CbC CE30WEH ANepriueH pPWHUT, npu 4 % or
MauneHTUTe ¢ GuNa NoCTUIHATA NO-BUCOKA KOHUEHTPAUMA Ha JecnopaTamun. Tou NPOUEHT MOXE Ja
Bapupa B 3aBHCUMOCT OT €THHYECKHS MNPOM3XOJA Ha MauvesTuTe. MaKCHManHaTa KOHUEHTpAaUHs Ha
AcciopaTaavi € Guna 3-KpaTHo MO-BHCOKA HA CEAMAA Yac, NpH TEPMUHATIER TONYKHBOT OT 0K010 §9
waca. [1poduasT Ha 6€30MACHOCT Ha Te3u MAUACHTH HE ce € pasTuiaBat OT To3H Ha 061aTa nomynauns.

Pasupenenenye

Jlecnoparajiun ce cBbpaBa B yMepeHa cTened (83 % - 87 %) ¢ nnasmenuTte mpoTenHH. HaMa Jauuu 3a
KIMHHYHO 3HATHMO KyMyNIHpaHe Ha NIekapcTBOTO TTPH eAHOKPATEH AHEBEH MPHEM Ha JeciopataimH (5
mg mo 20 mg) 3a 14 gan.

buorpanchopmauna ‘

EH3MMBT, OTroBOpeH 3a MeTaGONM3IMPAHETO Ka AECNOPaTAlMH, BCE OLIE HE € HICHTUUUKpaH |
CNeNIOBATE/THO HAKOW B3aMMOJEHCTBUS ¢ APYTH NEKapCTBEHH NPOAYKTH He Mode 13 GBbAAT M3KITIOYeHH
HaneiHo. Hecnoparamme we wnxubupa CYP3A4 in vivo, a in vitro TIPOYYBAHHATA TIOKA3BAT, HE
nekapcTBeHUAT TIPORYKT We ubxubupa CYP2D6 w we e cy6erpar, HHTO WHXMGHTOp Ha P-
ITHKONPOTEWH,

Enumiaunpane

B npoyusane ¢ eanokpatha go3a or 7,5 mg Aecnoparazyn, He e Ouna yCTaHOBEHA 3aBUCUMOCT Ha
pasnpeicnelneTo Ha JIeCNOpaTadWH OT BMAA Ha xpanarta (foraTa Ha Ma3sHUHH, BHCOKOKANOpPHYHA
3akycka). B apyro npoyusaHe, npuema Ha cok oOT TpefindpyT We € okalan BIMAHME BEPXY
pasnpeleneHHeTo Ha JECTOpATaanH,

Hayuenmu c 6ubpeuno yepexcoane
PapMaKOKHHETHKATA Ha JIeCOPaTaliH MY NAllMEHTH ¢ XPOHATHA GBGpeuHa HeLOCTATbYHOCT (XBH) e
CpaBHEHA C Tasu NPy 3ApaB¥ XOpa B €HO MPOYYBAHE C NHOKPAaTHA A03a W B EIHO NpOYYBaHe ¢
MHOTOKpaTHO npunarade. [IpH MpoyuBaHeTo ¢ €AHOKPATHO TPUAAraHe, ;

Aecnopataank ¢ Guna NpubausuTenHo 2 M 2,5 nbTH NO-TONAMA TipH MAUHEHTY C}
yMepeHa U texxka XBH, B cpasHenve cke 3paBu xopa. [TpH MpoyysaHeTo ¢ M
EKCTIO3HUMATA ¢ HpHbAWauTenHo 1,5 WeTH no-ronsiMa Npd magueRTH ¢ ne
nprIM3IMTENHO 2,5 MBTH [f0-ToNiAMa TPH AUHERTH ¢ Texka XBH. U 5 aBete 1

v

)

[ FO




excrosHupATa (AUC # Cnux ) Ha JecuopaTafiH H 3-XMIPOKCHICCIOPATALHH He ca GHIM KIHMHUYHO
3HAYHMH,

53 HpeakyHAwytH Jaynd 32 He30IaCHOCT

L[ecnopara,unﬂ ¢ OCHOBHHAT AKTHBEH MeTabonuT Ha nopaTagiy. Hexaunuaaure NpoOyHUBaHHA Ha
HeCnopaTtallB H NopaTaavy ¢3 NOKa3alH, Ue HAMa KaveCcTBeHa W KOJIHYECTBCHA PA3IHKa B HpO(})HIIB Ha
TOKCHYHOCT Ha Jecnoparafiid H A0paTaJdnH NpH CPpaBHMMH HHEA Ha SKCIO3HIINA KbM JCCIOpaTaInH.

HexnmuEW4HUTE MBHHM 0OpY ASCIOPaTaaHH HE MOKa3paT ocodeH pUCK 3a Xxopa Ha Oazara Ha
KOHBEHIHOHANAATE (HAPMAKONOTMYHU NPOYYBakMs 3a 0e30MacHOCT, TOKCHYHOCT IIPH MHOFOKPaTHO
TIpUNAarage, reHOTOKCHYHOCT, PeNpoOAYKTHBHA TOKCHYHOCT. JIMIICaTa Ha KapUWHOTEHCH NOTCHUMAN e
6uia JeMOHCTPHPaHa B IPOYYBAaHMA Ha AECAOPATaJUH M JIOPATAIYH.

6. OAPMAIIEBTHYHHA JTAHHHA
6.1 Crodcek Ha DOMOIIHHUTE BEIECTRA

Aopo na mabnemrxama:

Kanupes xugporesdocar
MuxpoxpucTaiHa Uenynosa

YacTHYHO NpeXeNaTHHHIHPAHO HHIDECTe
Tank

Marnezues cTeapat

Obeuexa Ha mabremxama.

Onanpy cuneo 85F20400
[TosNEHBYIOR ANKOXOI

Maxporon

Turauos puoxcna (E171)

Tank .

Hnnuro kapmuH anymunnes nak (E132)

6.2 HecbeMecTHMOCTH

HenpimomuMo

6.3 Cpok Ra rogHocT

3 ronnHK

6.4 CpenuajHR YCXOBHS HA CHXPAHCHHE

Ja ce chxpangea nox 25°C. Jla ce chxpaHaBa B OPHTHHAIHATA ONAKOBKA, 33 114 CE MPE/Nasy OT BIIATA.
6.5 Bun u chbaBpXKAHHE HA ONAKOBKATA

Ecnorun 5 mg duiMupany TabneTky ca onakoBaru B Alu-PVC/Aclar 6ancrepn no 10 Tabnerku.

Buzose onaKoBKH:
Bceska kaproHeHa KyTHS cuaspika 10, 20 wrn 30 Tabnetky u 1 n1ucToBKA C MBGQ,

He BcHUKH BHIOBE ONAKOBKH MOTaT g4 Opuar TYCHATH Ha naiapa.



6.6 Creunaanu NpeanaIvE MEPKH NPH HIXBLPISHE B padoTa

Heunsnon3sanuaT nexapcTeeH NPOIYKT UM OTNAALYHUTE MATEPHATH OT HErO TPAGER A CE HIXBBLPAAT B

CROTBETCTBHE € MECTHUTE UAKCKBAHHA,

7.  TIPUTEXKATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

BOPJI MEAHCHUHE EBPOTIA EOO/]

Oyn. Cumeonorcko wioce 130, er. 3

1700 Cogus

bearaphs

8. HOMEP(A) HA PAJPEIIEHHETO 3A YIIOTPEBA

Per. Ne 20186010

9. JATA HAITBPBO PAPEMIABAHE/MIO/THOBABAHE HA PA3SPEIIEHHETO 3A
YIIOTPEBA

Jara Ha mepBO paspewarane: 05 suyapu 2018

Hara na nocnearo nofnoBaeane: | Hoemepn 2022

10. JATA HA AKTYAJIMSUPAHE HA TEKCTA

1172022




