KPATKA XAPAKTEPHCTHKA HA INPOAYKTA

V3MbAHUTENHA Ar ERLUA nNo NEKAPCTBATA
Kpamxa Xapaxmepucmuxa Hg npogyxma - Mpunowenue 1

JB6110K5 mg TabneTkn Ko Pez. Ve 44025, O ee
Dublock 5 mg tablets

1. HME HA JIEKAPCTBEHHS ITPOY

.........
-----------------------------------------------

OgoGpenus t ..........
2. KAYECTBEH H KOJMMECTBEH Chege e b B

Beska tabnetka chaspxa 5,45 He6HBOTON XHIPOXJIOpHI, EKBUBATEHTEH HAS mg HeOUBOJIOL.
Homomurawm Bemecrna: 85,96 mg NaKTo3a MOHOXHUpAT/TabNeTKA.

3a IBJIHHS CHIUCHK Ha TNOMOIIHHTE BEIECTBA, BUXTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA
Tabnerka.

Benu, Kpbrom, mBoMHO wW3mBbKHATH TabNeTKA, ¢ JiBe IepHeHIUMKYISAPHO TIpECHYAlld ce
ACIIATEIHY IMHUU OT eTHATA CTPaHa, C AMAMETHP OT NPHGIU3UTENHO 9 mm,
Hp610K MOXe na Gbae pasneseH Ha PaBHH YETBBHPTHHH.

4. KIMHUYHH JAHHHA

4.1 TepaneBTnunu noxazauus

Xunepmonus

Jleuenwue Ha €CCHIMalTHa XUNICPTOHUS.

Xponuuna cvpdeuna nedocmams ynocm(XCH)

JleyeHne Ha cTabmiHA Jiexa 70 yMepeHa XpOHHYHA ChpAEYHa HENOCTaTHYHOCT,
AOMBITHUTENHO KBM CTaHZAPTHOTO JICYEHHe IpH TaUMEHTH B CTapdyecka BB3pacT Ha 70
FOJIMHH ¥ NOBeYe,

4.2 lo3npoBka B Hauun Ha MPHJIOKEHHE

Hauun na npunoswcenue

3a nepoparHo IpHIOKEHHE.

TabneTkara wim wactu oT mHes ce [IpHEMAT TIpE3 ycTaTa ¢ JOCTAThYHO KOJHYECTBO TEUHOCT
(Hamp. eHa yama Boxa). TabreTkaTa MosKe Jla ce mpreMa ¢ mim 6e3 XpaHa.
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Hozata e enna tabnerka (5 mg) JHEBHO, 3a MPEANOYHMTAHE IO €IHO U CHIIO BpeMe Ha JieHS.
IonmxeHneTo Ha KPHBHOTO HANATaHE CTaBa BUAHO ciel JiedeHue 1-2 ceqMuInH. Psnako
ONTHUMAIHHAT e(eKT Ce TIOCTUIa eABa clich 4 CeIMHITH.

Kombunayus ¢ opyzu awmuxunepmensuenu nexapcmea

bera-OriokepuTe MoraTr sia ce H3ION3BAT CAMOCTOSTENHO HITH EIHOBPEMEHHO C JIpyTH
AHTHXMIICPTEH3UBHH NekapcTBa. [Io HacToseM NOMBIHNTEIEH aHTHXUIIEPTEH3UBEH e(hEKT ¢
HaOMIo1aBaK caMo IpH koMOuHays Ha JI5670K 5 mg ¢ XUAPOXIIOpoTHa3ny 12,5-25 mg.

IHayuenmu c 6v6peuna nedocmamvunocm
IpenmoprunrtenHaTa HavaiHa 1o3a Npy naiueHTH ¢ 6b0pevyHa HEIOCTaTHYHOCT € 2,5 mg
JHeBHO. [Ipu He0OX0IUMOCT AHEBHATA /1033 MOXe Jia ObJe yBEIIHUEHa 10 5 mg.

layuenmu c uepnodpobuna nedocmamvynocm
JlaHHMTe NIpH NAIMEHTH C YEPHOAPOOHA HENOCTATHYHOCT MIH HapylLleHa 4epHOIpoOHa
¢yHKus ca orpanuyeny. ITopanu ToBa ynotpe6ara Ha JIBGNOKIIPH TAX € IIPOTHUBOIIOKA3aHA.

layuenmu 6 cmapuecxa év3pacm

Ilpy maumenTH Han 65 rOAMHHM, MpeNnOphYMTEIHATA HaYalHa 1033 € 2,5 mg AHEBHO. AKO €
HE0OX0MMO [HEBHATA JI03a MOXE Jia ce MOBMUIHA 10 5 mg. [lopaau nrncara Ha J0CTaTHYHO
OIIMT C NALMEHTH HaJl 75 TOAWHY, IPH TSX MPUIAaraHeTo TpsAOBa a cTaBa BHUMATEIHO U TE3H
NAaHeHTH Aa ObJaT HEMPEeKbCHATO MOHHUTOPHPAHH.

Heya u onowu
He6uBonon He ce mpenopbysa IIpH Aela H IOHOLIH nox 18 roxunu MOpajy JINNCATa Ha JaHHU
3a 6e30IacTHOCTTA ¥ €()UKACHOCTTA.

Xponuuna cepoeyna nedoocmamuvynocm (XCH)

JleyeHneTo Ha cTabWIHA XPOHHYHA CBHPACYHA HEAOCTATBYHOCT TpsaOBa Ja 3amoyHe C
MIOCTENICHHO TMTPHpaHEe Ha J03aTa [0 JOCTHIaHE Ha ONTHMAIHATA WHIWBHIyaTHA
OJIbpaKallia J103a.

[annenture Tpa6Ba ma mmar crabuimHa XCH 6e3 exsauepbalMM B IOCTEIHHTE IIECT
cexMuny. IIpenopbUHTENHO € JIEKYBAINUAT JIEKap Ja MMa OIIMT B JiedeHHeTo Ha XCH.

Ilpi Tesu manueHTH, KOHTO ca Ha CHPAEYHO-CHAOBA JIEKAPCTBEHA Tepalnus, BKIIOYBAIA
AMYPETHLH W/WaK AUrokcHH u/win ACE MHXMOGWTOPH M/WiM aHTHOTeH3HH 11 AHTaroHHCTH,
AO3HMpOBKATa Ha JieKapcTBara TpsbBa Ja Oble CTabWInM3upaHa B NOCJICIHHUTE IBE CCAMHIIM
MPEAH HAYAJI0TO Ha JiedeHUeTo ¢ JIn0IoK.

HavanHoTo TuTpupaHe Ha J03MpoBKaTa TpsOBa Ha ObAe HampaBeHO B MHTEPBATH OT 1-2
CCAMMIH, B 3aBUCHMOCT OT IIOHOCHMOCTTa Ha MallUEHTa, B ClieJHATA IOCIENOBATEITHOCT:
1,25 mg HebuBOMON Na ce MOBHUIIM 10 2,5 Mg eIUH BT AHEBHO, a CleX TOBa 10 5 mg eIuH
BT JTHEBHO M 1ocite 10 10 mg equn mbT AHeBHO. MakcHManHara mpenopb4uTenHa jo3a € 10
mg HeOHMBOJIOJ €TUH BT JTHEBHO.

3anoyBaHETO Ha JICYEHHETO M BCSAKO IIOBHIIIaBaHE Ha A03ara TpﬂGBa Aa CC HU3BBLPIIBA IIOJ
HabJIFOOEHHETO HA OIUTCH J€EKap B NpOABIKCHHUC Ha IIOHE [Ba Haca,-3a a CC yBCpH, 1Y€

KIHHHUYHOTO CBHCTOSIHUE (OCO6CHO II0 OTHOLIICHHUEC HA KPBBHOTO %g/gm;qg’hp \Ha 4YcCTOTAa,
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/ «k/ ,// ’

3 ~N

;‘\{:‘ A )
fas /e 5 y

~

/

. U3i




IIPOBOJIHM HapYUICHUS, CHMIITOMH 3a BJIOIlIaBaHe HA ChpJeUHATa HEJIOCTATHYHOCT) OCTaBa
CTaOHITHO.

IlosiBara Ha HexXeJlaHU PCAKIIUHA MOXKE Ja HNp€arasd BCHYKHA IMAllUCHTH, JICKYBaHH C
MaKCHMAJIHU NPCHOPBYUTCIIHA TO3H. HpI/I HEe0OX0IUMOCT JIOCTUTHaTaTa 7032 MOXE Ja Ce
HaMaJIv CTBIIKA IO CTBIIKA H Ja ¢€ Npujiara noaxoadina no-HuckKa ao3a.

Ilo BpeMe Ha THTpanMOHHaTa (a3za B cilyyail Ha BJIOIIaBaHE HA ChpAeYHATa HEIOCTATHYHOCT
HWIM HENOHOCHMOCT ce€ IIperliopbyBa Ja Cce€ HaMalW Jo3aTa Ha HEOUBOJIOJNI WM TIpH
HEoOX0AMMOCT (B ciydail Ha OCTpa XMIIOTOHHS, BJOIIaBaHe HA ChpE€YHATa HEJOCTATHYHOCT
¢ ocTbp GenoApoOeH OTOK, KapAHOTE€HEH HIOK, CHMITOMAaTHYHA Opamukapaus ¢ AV GII0K)
JIEYEHHETO J1a Ce CIIpe BeJHara.

JleyeHneTo Ha cTabunHa XpOHHYHA CHPAEYHA HENOCTATBYHOCT C HEOHMBOJION € OOMKHOBEHO
JBJITOCPOYHO.

He ce npenopnuBa neyeHneTo ¢ HeOUBOJIOI Jia Ce MpeKpaTsBa BHE3AMMHO, Thif KATO TOBA MOXKeE
Jla JOBede 10 IMpPEXOJHO BIOIIABaHe HA ChpACYHATA HETOCTATHYHOCT. AKO CIMPAHETO Ha
JICYEHHETO BCe MaK € HaloXHTEHO, JIo3aTa TpsAdBa /1a ce HaMalld NIOCTENIeHHO, pa3JielicHa Ha
MOJIOBHHH CEIMHYHO.

Ilayuenmu c 6v6peuna Hedocmamvyrocm

He e neoOxonuma kopekiusi Ha J03aTa IpW TAalHEHTH C JieKa O YMepeHa ObOpeuHa
HEIOCTaThYHOCT THhH KAaTo THUTPUpaHETO Ha Jl03ara J0 MaKcHUMajJlHaTa MOHOCHMa Jio3a €
UHAMBUAYTHO. HsMa faHHM npW mamueHTH ¢ Texka ObpOpevHa HEeNOCTATHYHOCT (CepyMeH
KkpeaTuHud =250 pumol/l). Tlopanu ToBa ynoTpebGaTa Ha HEOHBOJIOJ IIPU TE3U TAIUCHTH HE CE
IIpenophYBa.

Hayueumu c uepnoOpobHa nedocmamoyHocm
JlaHHMTEe TIpU NalMeHTH ¢ YepHoApoOHa HEJOCTaTHYHOCT ca orpaHudeHHU. [lopamu ToBa
ynorpebara Ha J[p010K IIpH TAX € MPOTUBOMOKA3aHO.

Iayuenmu 6 cmapyecka ev3pacm
He e HeoOxonuMa KopeKIMs Ha Jo3aTa ThH KaTO THTPHPAHETO J0 MaKCHMAIHA MOHOCHMA
71032 € MHIAHBU/IYITHO.

Meya u onowu
He6uBonon He ce mpemopbyBa 3a ymoTpeba NIpH JAelia W IOHOUIM MOpAgH JIHIcATa Ha
JOCTaTb4YHO JaHHH 3a 6€30MacHOCTTA U e(hPUKACHOCTTA.

4.3 IIporuBonoxazanus

- CBpBX4yBCTBUTENIHOCT KbM AaKTHBHOTO BELIECTBO MM HSKOE€ OT IOMOIIHUTE
BellleCTBa.

- UYepHoapoOHa HeOCTAaTHYHOCT WM HapyIICHUE Ha YepHOApoOHaTa QyHKITHS.

- Octpa cbpAeyHa HENOCTAaTHYHOCT, KApAHOTEHEH INOK WM eNH30AM Ha ChpAcyHa
HeZIOCTaTHYHOCT C IeKOMIICHCALIHS, Hallaramia HHTPAaBeHO3HA MHOEPO

- Cunnpom Ha GOJIHHS CHHYC, BKJI. CHHY-aTpHAIeH OJIOK. ,/m\:.?* PLeg,

- AV 6ok II-pa u IlI-ta cTenen (6e3 nelicMeHKEP). &

- AmnamHe3a 3a OpoHXOCTa3bM M OpOHXHATTHA acTMa. < /o




- Henexysana geoxpomonuroma.

- MeraboantHa anmnosa.

- bpanukapnus (cbpneuna gectora <60 yi/MUH Iipe/ii 3aM0YBaHe HA JEUCHHETO).
- XHIOTOHHS (CHCTOJIHYHO KPBBHO Hajlsrane <90 mmHg).

- Octpu nepudepHy HapyleHUus Ha KPHBOOOPBIIEHHETO.

- KomOunanuu ¢ dpnoxradenus u cynronpun (Bx. Touka 4.5).

4.4 Crenuannn npexynpexieHus H NpeNa3sHu MEPKH NPH yrnioTpe6a
Bmxte cbimo Touka 4.8.

CJIeI[HHTe OPpCOAYNPEKACHUST U CHCHHMAJIHM MEpPKH C€ OTHacAT 3a 6eTa-aI{peHepr UYIHHUTC
AHTaroHUCTH KaToO LSJI0.

Anecmesus

Ipoxbmxenrero Ha GeTa-Gokaara HaMaliBa prcKa OT apUTMMHE 110 BpeMe Ha HHIYKITHS B
aHecTe3Hs M HHTYOauus. Axo Gera-OnokanaTa ce CIHpa IPH MOATOTOBKA 3a ollepanys, Oeta-
a[PCHEPTUYHNUTE aHTATOHUCTH HE TPAOBa Ja ce MpuiaraT noxne 24 gaca mpeau ToBa.

Tps6Ba na ce BHMMaBa C ONpeIcNIeHH aHECTETHIIH, KOUTO [IPHYHHABAT MHOKAP/HA ICTIPECHSL.
IlanueHTBT Moke na ObJe 3alMTEH Cpelly BATAIHH DPEAKIMHM 4Ype3 HHTPABEHO3HO
[IPHJIOKEHHE Ha aTPOTIHH.

Cvpoeunocvoosu

puanunyo GeTa-aapeHeprHYHUTE aHTATOHUCTH He TPSOBA Ja Ce M3I0I3BAT IPH TALHEHTH C
HeJIeKyBaHa 3aCTO#Ha Chp/iedyHa HeAocTaThYHOCT (XCH), 0CBeH ako TAXHOTO CHCTOSHHE HE
ce crabuimsupa.

Ilpy nanMeHTH ¢ KOpPOHapHa CBpAEYHAa OOJECT, JCYEHHETO C 6era-aipeHEpruYHU
AHTaroHWCTH TpsAOBa Ja ce cIpe MOCTENEeHHO, Hamp. 3a moBede OT 1-2 ceaMumu. AKO €
HeoOX0MMO TpsOBa [a ce 3alOYHE 3aMecTBallla TepalHs 3a Ja ce CIIpe BJIONIABAHETO Ha
aHTHHA [IEKTOPHC.

bera-ajipenepruuHNTE aHTArOHUCTH MOTAT A NPEIM3BAKAT OpaJMKapIUs: 103aTa CleaBa 1a
Oplle HamasleHa, ako ITyJCOBaTa 4eCTOTa B IOKOH ce mOHMWKH Tox S50-55 ya/MuH w/wiu
NAlMEHTBT UMa CHMIITOMH, KOMTO NIpeAToiaraT Hajlidie Ha Opaaukapaus.

bera-anpeHepruyHnTe aHTArOHMCTH TPAOBA Ja ce NPHUIAraT BHAMATEIHO:

. IpH DAUWEHTH ¢ NEepUQEepHH IUPKYJIaTOpHH HapyiueHus (Gonect Ha Pefino wim
CHUHJIPOM KJIAyUKAIlHO HHTEPMHUTEHC) Thil KATO T€ MOTAT JIa CE YCIIOMKHST;

. IpH nanueHTd ¢ AV 650k I-Ba cTenen nopajau HeraTHBHUS edeKT Ha OeTa-OGI0KepUuTe
BbpXY IIPOBOJHOTO BpEME;

. IpH MalkeHTH ¢ aHruHa Ha [IpuHuMeTan, mopamu MeauMpaHa OT ajuda-penentopu
Ba30KOHCTPHKIUS Ha KOPOHApHMTE ChIOBE: OeTa-aJpeHCprHYHHTE AHTATOHMCTH MOTaT Ia
yBEIMYAT OpOsi M NPOABIDKHUTENHOCTTA HA AaHTHHO3HHUTE HpI/ICTbrII;Iy;‘:?ﬁ"::T R
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KOM6I/IHaI.[I/I$ITa Ha HeOHMBOJION C KaJIMUCBH aHTArOHHUCTH OT BE€palaMHIIOB U JWITHA3EMOB
THI, ¢ Ki1ac I AHTHAPUTMHYHHU JICKApCTBA U C LCHTPAIHO JelicTBanu AHTHXHUIICPTCH3UBHU
JICKapCTBa 110 IIPUHIIHNI HE C€ MPeNIophYBa, 3a HOI[pO6HOCTI/I BIDKTE TOYKA 4.5.

Memab6orumnuw/Endoxpunnu

HebOuBonon He Biuse BbpXy HHUBaTa Ha KpbBHATA 3axap NpH NAUEHTH ¢ Auaber. Bce mak
Tpsi0Ba /ia Ce BHAMaBa MpHU Te3H NAllMeHTH T KAaTo HEOWBOJON MOXE Ja MAacKHpa HAKOH
CHMIITOMH Ha XMIOTJIMKEMHUS (TaXUKapIus, ChpieOHeHe).

BeTa-aHﬂpeHepranHTe AHTAarOHUCTH MOTaT Ja MacCKupaT TaXHMKapAHU CHMITOMH opu
XHIIEPTHPCOAUIBM. OCTpOTO IIPCKBCBAHE Ha JICHCHHUECTO MOXKE Ja 3aCUJIH TE3U CUMITOMH.

Pecnupamopnu

Ilpn nanwentn ¢ XOBB G6eTa-aapeHepridHUTE aHTarOHMCTH TpAbBa 1a Ce MON3BAT
BHHMATEJIHO ThA KaTO MOTAT Ja JOBEJAT JIO 3aCHIBaHE HA Clla3bMa Ha BB3JAYXOHOCHHTE
IBTHIIA.

Apyeu

[lannentr ¢ ncopuasmc TpsOBa na mpueMar OeTa-aApeHeprHYHH AaHTATOHHMCTH Camo CJIej
BHHMATEJIHA NPEIeHKa.

BeTa-aﬂpeHeeranTe AHTaroHucCTH Morar Jaa 3aCHJIAT 4YYBCTBHTEJHOCTITA KbM AJICPIrCHu H
TCKECTTA HA aHa(I)I/IJ'IaKTI/I‘IHHTe pPE€aKkuuu.
BeTa-6HOKepI/ITC Morar Ja JoBcaaT O HaMaJICHO CBhJII300TACIISIHE.

Hayanoto Ha jedeHHeTOo Ha XpOHHYHA CHPACYHA HEJOCTATHYHOCT ¢ HEOMBOJON W3HMCKBA
IIOCTOSIHHO MOHHUTOpHpaHe. 3a J03MpOBKAaTa M HauyWHA HA MPHIOKEHHME BUXKTE TOuka 4.2.
IlpexbcBaHETO Ha JIEYEHHETO HE TPAOBa @ CTaBa BHE3aIlHO, OCBEH aKo He ¢ abCOIOTHO
TIOKa3aHo. 3a moBede WHpOpMaIUs BUKTE ToUKa 4.2,

To3n JICKApCTBEH MPOAYKT CHABPIKA JIAKTO3a. HaIII/IeHTI/I C pCIKH HACJIECACTBCHH I[e(l)eKTI/I Ha
TFAIaKTO3Ha  HCIIOHOCHMOCT, Jlamm  nakrasen I[e(i)IrII_II/IT HIIA  TJIIOKO30-TaJIaKTO3Ha

ManabcopOnus He TpsOBa ia IpHEMAT TO3M JIEKAPCTBEH IIPOIYKT.

4.5 B3anmopnefictBHe ¢ JApyrd JieKapcTBeHH NpoXyKTH H JApyrH ¢opmMua Ha
B3aHMMoaelicTBHe

®apMako MHAMHUYHHT B3aUMOAEHCTBHSA

IIpoTHBOIIOKA3aHM KOMOHMHAIIHH:

Dnoxmogpenun (HCIIB): Geta-610KepuTe MOTAT Ja 3aTPYIHAT KOMIIEHCATOPHHTE KapIHO-
BacKyJIapHH peaKiUu, CBbP3aHU ¢ XHIIOTOHUS WM IIOK, IPEIU3BUKAHH OT (UIOKTO(EHHH.

Cynmonpuo (anmuncuxomux): HeOHBOJION He TpsOBa Ha ce npnnara/g,qlmmMeHHo ChbC
CYJTOIIPUI, Thi KaTO HMa MOBUILEH PHCK OT KAMEPHA apUTMHSL. % ‘




KoMOuHAamy, KOUTO He ca NPEeNnophYNTEIHHN:

Knac 1 aumuapummuunu cpeocmea (XUHUOUH, XUOPOXUHUOUHM, YUOEH3ONUH, (HreKaunuo,
Oouzonupamud, IUOOKQuH,  MeKcunemuH, nponagenon):  €PEeKTbT BbPXY  aTpHO-
BEHTPHUKYJIAPHOTO MPOBOJHO BpeMe Moxe Ja ObJe MOTCHIUPAH U HEraTUBHUAT WHOTPOICH
edekT aa 6b11e 3acuieH (BX. Touka 4.4).

Kanyuesu anmazonucmu om eepanamuios/ounmuasemos mun: HETAaTHBHO BIHSHHAC BBPXY
KOHTPAKTHJIMTETA ¥ aTpUO-BEHTPHUKYJIapHAaTa IPOBOAMMOCT. MIHTPaBEHO3HOTO MpHiiaraHe Ha
BepanaMmI Py MAUeHTH ¢ Tepanus ¢ 6eTa-0okepu MOXe a IOBEAE J0 TEXKAa XHUIIOTOHHUS
U AV 65ok (BX. Touka 4.4).

Ilenmpanno  Oeticméawyu  aumMuXunepmeH3uHYU  Jlekapcmea  (KIOHUOuH, — 2yaungayun,
MOKCOHUOUH, MemuIOona, puiMenuoun). CIHOBpEMEHHaTa ymoTpeba ¢ LEHTPalHO
JeHCTBallM AaHTUXHIICPTEH3UBHHU JICKAPCTBA MOXKE Ja BJIOLIM ChpJAEYHATa HEAOCTATHYHOCT
4pe3 MOHMKaBaHe Ha EHTPATHUS CHMIIATHKOB TOHYC (HaMaJleHHE Ha ChpJeYHaTa 4ecToTa H
¢pakiusd Ha H3TIACKBaHe, BazoawiaTanus) (BX. Touka 4.4). Buesanno npexbcBaHe Ha
JIEYEHHUETO, OCOOEHO TPeTH CIIMpaHe Ha JieYeHueTo ¢ OeTa-0Iokepy, MOXKeE J1a YBEJIMYH PHCKa
OT ,,pe0ayH/] XUTIEPTOHUS .

KoMmOuHanum, kouto TpsaOBa 1a ce MpuiaaraT ¢ NOBHINIEHO BHUMAHHE:

Knac III anmuapummuynu cpedocmea (amuooapow): Morar Aa MOTEHIMPAT e(deKTa BbPXY
aTPHUO-BEHTPHUKYJIAPHOTO MIPOBOJHO BpeMe.

Anecmemuyu — jemiueu Xano2eHHU HNPOU3BOOHU: €NHOBpPEMEHHaTa ymoTpeba Ha Oera-
aJipeHEPruYHM aHTAarOHHCTH M aHECTETHIIH MOXeE Ja OTciaabh pedrekcHaTa TaxuKapaus U
TOBUIIIM PHUCKa OT XUMOTOHHA (BX. Touka 4.4). Karo oOmo mpaBwio Ja ce u30arsa
BHE3aMTHOTO MpPEKbCBaHe Ha JieueHHETo ¢ OeTa-OokepH. AHecTe3HoJOrsT TpsAGBa Na Oble
YBEJIOMEH, aKo MallHCHTHT npreMa J[50I0K.

Hucynun u opannu npomusoouabemuu cpeocmea: BBIPEKH 4de HeOMBONOJ HE IOBIHUABA
HHBaTa Ha KpbBHATa 3aXap, eTHOBpeMeHHaTa My yHoTpeba ¢ Te3u cpelIcTBa MOXe Ja MacKUpa
HSIKOH CHMITTOMH Ha XUIIOTJIMKEMHS (TaXUKapaus U NAINHTALHH).

Baxnogen (cnasmonumux), amugpocmun (xemamonpomexmop): eAHOBpEMEHHaTa yrotpeda ¢
AHTHXHIIEPTEH3MBHH JIEKAPCTBA BEPOSTHO BOAM JO IO-CHIHO IOHHXXKABaHE HAa KPbBHOTO
HaJIATaHe, CJIEJ0BATENHO J03aTa Ha aHTHXHIEPTEH3MBHOTO JieKapcTBO TpsiOBa na Obe
KOpHTHpaHa.

Megnoxun (anmumanaputino nexapcmeo): TEOPETUYHO €AHOBpPEMEHHaTa TepamHs ¢ Oera-
aZipeHeprUYeH aHTAarOHUCT MOXe Jia JOTIpUHece 3a yablkaBane Ha QT uHTepBaia.

KomOunanuu, kouTo TpsAOBa Jia ce B3eMAr 1101 BHUMaHHE ;

Huzumanucosu 2nuxo3udu: eTHOBPEMEHHATA YIIOTpe6a MoxXe 1a J0Be/ie 10 yAbDKaBaHe Ha
aTpHO-BEeHTPHKYJIApPHOTO NPOBOAHO BpeMe. KUIMHHYHH MpOyYBaHHS & | §q fuponon He ca
HoKa3ai¥ KIMHAYHO 3HAYAMHM [aHHH 33 B3aMMOJEHCTBHE. 76?1@&1911 ”‘ge\mmnﬂsa
(dapMaKOKMHETHKATA HA IATOKCHH. ! § f- a




Kanyuesu anmazonucmu om Ouxuoponupuounoe mun (amaoOunun, eroounun, 1ayuounun,
HUeOUNUH, HUKAPOUNUHN, HUMOOUNUH, HUMPEHOUNUN): €HOBPEMEHHATA UM YNOTpeOa MoXe
Jla yBEIHYH DHUCKA OT XHIIOTOHHS, HE MOXeE Ja ObJe M3KIIOYECHO NMOBHIIABAHE HA PUCKA OT
Ob/ielo BJONIABAHE Ha KaMepHaTa MOMIEHA (YHKIMS OPU NAlHEHTH ChC ChpACYHA
HEJIOCTaThbYHOCT.

Aumuncuxomuyu, anmuoenpecanmu (MPUYUKIUYHU anmudenpecanmu, 6apbumypamu u
genomuazunu), opeanuunu Humpamu U OpY2U  AHMUXUNEPMEH3UGHU  JeKaApCmea:
CAHOBpEMEHHaTa ymoTpeba MoKe Ja 3acHIM XHIOTCH3MBHHA edexT Ha Oera-GlokepHre
(anutuBeH edekr).

Hecmepouonu  npomueosvsnarumennu  cpedcmeéa (HCIIB): mamar edeKT BbpXY
IIOHM)XABaHETO HA KPBBHOTO HalAraHe oT HeOuBomnoi. TpsOBa ma ce orbenexxu, dye MaIKd
ITHEBHU aHTHTPOMOOTHYHM J03H alleTHICATANIIOBA KuceiuHa (Hanp. 50 wiu 100 mg) Morar
Oe3omacHo 1a ce ynotpebsisar ¢ JIbOIOK.

Cumnamomumemuyu: eTHOBPEMEHHAaTa UM YIoTpeba MoXe Ja Hamanu edekTa Ha OeTa-
aJIpeHEPrUYHUTE aHTArOHUCTH. beTa-anpeHepruyHM jJeKapcTBa Morar jAa JOBejar 1o aiada-
aZipeHepruyHa akKTUBHOCT OT CHMIIATOMHMETHYHHU CpelCTBa ¢ Oera- M anda-aapeHeprudHu
eexTH (PUCK OT XUIEPTOHHS, TeXKa OpaluKapaus H ChpAeUcH OJI0K).

DapMaKOKHHETHYHHA B3aUMOIEHCTBHSA

Toit kato MeraGomu3mMbpT Ha HeOMBoJoN BKMouBa CYP2D6 W30eH3UM, €IHOBPEMEHHOTO
Ipujlarane ¢ JI€KapcTBa, HHXHMOMpAIld TO3H €H3MM H IO-CIECHHUAIHO ITAPOKCETHH,
¢GnyokceTHH, THOPHIA3MH, XUHHAWH, TepOuHaduH, OyNpPOIHOH, XJIOPOXMH M
JIEBOMENIPOMasHH MOXeE Ja JOBEJE 0 NMOBUILIECHH IJJa3MEHH HHBA Ha HEOHUBOJION, CBBP3aHHM C
YBEJIMYEH PUCK OT €KCLIECHBHA OpauKapaus U HeXelaH! peaKIluu.

ENHOBpEMEHHOTO HpHiIaraHe ¢ HMUMETHIVH MOBHIIABA IUIa3MEHUTE HUBA HA HeGHBOJION Ge3
Jla IPOMEHS KITHHAYHHSA My e(eKT. ENHOBPEMEHHOTO IPHIIOKEHHE C PAHUTHAWH HAMA e(PeKT
BbpXy (apMaKOKHHeTHKaTa Ha HeOuBoson. Tepanus ¢ JIbOJIOK ¥ aHTHALUACH MEIUKAMEHT
MOXe /la ce MpoBexXJda €JHOBPEMEHHO, ako JIbOJIOK ce mpHeMa 1o BpeMe Ha XpaHeHe, a
AHTHALMHOTO JIEKApCTBO MEXIY XpaHEHHSITA.

KomOunupane Ha JIBONOK ¢ HHKApAMNHWH IOBMINABA JIEKO IUIa3MEHHTE HHUBA HA JBETE
nexapcTBa 6e3 1a MpOMeHs KIIMHUYHHS MM e(peKT. EHOBPEMEHHOTO NPHIOKEHHE C ATKOXOJI,
¢bypo3eMHI I XHIAPOXIOPOTHA3H HsIMA €eKT BhpPXY (papMaKOKHHETHKATa HAa HEGHBOJIOIL.
He6uBoon He nosnusBa papMakokHHeTHKATa U hapMaKoJMHAMHUKATA Ha BapdapuH.

4.6 BpemenHocT H KbpMeHe

Ilpu 6pemennocm

HebuBonon nma $hapMakoorHdHu eeKTH, KOUTO 10 BpeMe Ha OpeMEeHHOCT MOTaT Aa Obaar
BpeOHM 3a IUIoJa HM/MIM HOBOpoJeHoTo. Karo 1psu1o 6eTa-aIIpeHCpFHHHI/ITC 610Kepu

HamandBaT IUIalleHTapHaTa Iepdy3Hs, KOETO € CBBbpP3aHO C n3ﬁ a\ﬂc,us “pacTexa,
HHTpPAYTEPMHHA CMBPT, abOpT WIH HpPeXACBPEMEHHO paxc,uam;/ H@xecﬂa@;@ip AKI[AH
l\“ ok e




(xunorimkemMus 1 GpaJMKapIMst) MOTaT Ja ce MOSBAT BB ()€Tyca MM HOBOPOACHOTO. AKO €
HeoOxoumo nieueHue ¢ 6eTa-610KepH ce IpenoYnTaT 6eTa 1- celeKTHBHY GI0KepH.

HeOuBonon He TpsabBa fa ce M3M0I3Ba 0 BpeMe Ha OPEMEHHOCT OCBEH aKo He € aGCOJIFOTHO
nmokasaH. AKO JICYEHHETO ¢ HEOHBONON € HeOOXOAMMO, YTepOIUIAIlEHTApPHOTO
KpBBOOOpalleHre U GeTATHUAT pacTex TpAOBa Ja ce MOHUTOPHpAT. B cirydaii Ha yBpexnammo
IeHCTBHE BBPXy OpeMEHHOCTTa M IUIoJa TpsAbBa Ia ce oOCHIM alTepHATHBHO JICUCHUE.
HoBopomeHoTo TpsibBa Ja 6ble HENpeKbCHATO MOHHTOpUpaHo. CHMIITOMHTE Ha
Opaaukapaus ¥ XHIOTITHKEMHS OONKHOBEHO C€ 0YaKBAT NPe3 IIbPBHTE TPH JIHH.

IIpu kvpmene

OmnuTH ¢ XHMBOTHH NOKa3BaT, 4e HeOWUBOJION ce eKCKpeTHpa ¢ KbpMata. He e sicHo mamH ce
eKCKpeTHpa B 4YOBeHIKOTO MIIAKO. ['omsimMa dact or Oera-OmokepHTe M MHO-CIEHHATHO
NMUNO(HUIHUTE KOMIIOHEHTH KaTo HEOHBOJON M aKTHBHUTE MY METabOJMTH IPEMHUHABAaT B
KbpMara B pasiuyHa cTeneH. CiiefoBaTeTHO KbPMEHETO MO BpeMe Ha JIEYEHHE ¢ HEOHUBOIOI
HE ce NIPEenophYBa.

4.7 EdexTu BbpXy cnocoGHOCTTA 32 modupaHe U paGoTa ¢ MAIIHHH

He e wm3cnensan edexra Ha HeOMBoJoN mpH MmodupaHe W paboTa ¢ MAaIIWHH.
(dapMaxkoJMHAMHYHH  H3CIe[BaHWSA ca [OKasald, 4Ye HeOHMBONOA He MOBIIHSBA
IICHXOMOTOpHaTa ¢yHKums. Hskoil nmamueHTH Morar na M3IMTAT HEXEJAHH Peakuuu (BiK.
To4YKa 4.8), KaTo CBETOBBPTEK W NPHUIANBIH, KOUTO CE€ Ib/KAT [VIABHO HA MOHIKEHHE Ha
KPBBHOTO Haisirane. B ciyuaif, ye ce mosBAT nanmueHTHT TpsAGBa Ja ce BB3IbpKa OT
woupane ¥ Ipyrd JeHHOCTH H3UCKBAIIM MOBHINEHO BHUMaHKe. Te3n edeKTH Hali-decTo ce
IIPOSABABAT CJIE]l HAYaJIOTO Ha JICYEHHETO WK CJie]] MOBUIIAaBAHE HA [03aTa.

4.8  HexenaHH JIeKapCTBEHH PeaKIHH

HexenanuTe JIeKapCTBEHU peakIMH ca NPACTABEHH MOOTAENHO 3a XxumeproHuara u XCH,
TOpaid pa3jInyus B IPHpYKaBaIuTe 3a00IsIBaHHS.

Xunepmonus

I[OK.HaI[BaHI/ITe HEXKCJIaHU pCaKIHH Ca MIMPCACTAaBCHH B Ta6J'II/II_IaTa no-10J1y, KJ'IaCI/I(bI/II_II/IpaHH
110 CHCTEMO-OPraHHH KJIaCOBE U NOAPECACHH MO YCCTOTA.

[MedDRA 6aza €eCTH evecTH HOT'O peaxn|C Hen3BecTHa
HaHHHE no cucremo-|(2/100 no <1/10) I:IZI/I,OOG J0 lell(),()(m) 4ecToTa
OPraHHH KJIAcoBe <1/100)

Hapyiienus va AHTHOHEBPOTHYE |CBPBXYYBCTBUTEIN
MyHHaTa |z oTOK [HOCT
CHCTEMa

[cuxuanu [Konmmapn,

HApYIICHUS NIeIpeCcHst

Hapymenus Ha [[1aBoGoine, [Tpunagbk/cUHKO |. ="
HepBHaTa BaMasHOCT, In A

crucTeMa [mapecte3un /7 i

Hapymenus Ha Hapymeno e




quTe pEHHE

Chpreunn pazuKapaus,

HapyIIeHHS BpICYHA
€10CTaThYHOCT,
abaBeHO
pOBeX/IaHE B
V/ AV 650k

Cb10BH HIIOTOHHS,

HApyLICHUS (ex3anepCanus
a) KJIayIMKaLyo
HTEPMHTEHC

Pecimpatopun, |ucnues FpOHXOCHEB’BM

IPBAHYA U

MEIHACTHHAIHH

HapyIICHUS

CroMariHo- 3amnex, Ilucnencus,

UPEBHI anene, €TEOPU3HM,

HapyIICHHUS Tapus OBPBIIAHE

Hapymienus na [Ipyputyc, Exsanepbupain

[koxaTa u 0GpHUB [ncopnasuc

10 IKOXKHATa

ThKaH

Hapymenus na MIIOTEHTHOCT

BE3IIPOU3BOIUTE]

HaTa cucTeMa U

rbpaarta

O61mm [YMopa,

HapYIICHHUS OTOK

c(eKTH Ha

MSCTOTO Ha

[IPUIIOKCHHE

Crennnte HexenaHM peakuMH ca HaGMIONABAHH U IpU HAKOH OeTa-agpeHeprudHU
aHTarOHHCTH: XaMOIMHALMY, [CHUXO3H, OOBPKBaHe, CTyACHW/IMHAHOTHYHU KpalHUIM,
eHoMen Ha PeifHo, CyxoTa B OUHTe, OUHO-KOXKHO-IUraBHYHA TOKCHYHOCT OT MPAKTOJOJOB
THIL

bera 6JIOKCpI/ITe MOTaT Aa IIpHYHHSIT HaMaJIEHO CIIB300TACIISIHE.

Xponuuna cvpoeuna nedocmamvunocm

JanHute 32 Hexenanu peakimm npu nammentu ¢ XCH ca ot €IHO IUTale00-KOHTPOIMPaHO
JIMHUYHO [poy4BaHe, BKIOYBAaIlo 1067 mammeHTH ¢ HebuBomon W 1061 mammenrta o
anebo. B Tosa npoyusane npu 0610 449 nanueHTH Ha HeGHBOION (42,1%) ca noxnaapanu
BB3MOXKHH HEXEJIaHW PeaKlM¥ B CpaBHeHHe ¢ 334 malueHTH Ha mwianeGo (31,5%). Haii-
HecTaTa ToKIaZiBaHa HeXelaHa peaKius TpH AlUeHTH Ha HEOUBOJION e Ouna Opanukapaust u
3aMasHOCT, HabmogaBaHM npu npuGTH3uTenHo 11% ot naunel}gf;ﬁjf:{;i HecTora cpen
TANHEHTATE Ha TIanebo € ChoTBETHO 2% 1 7%. SN m;\ﬁ 7N,




HOKJIaJIBaHI/I Ca CICHHUTC HEXKCIIaHU PCAKIIHH (Haﬁ-MﬂJ’IKO BB3MOXXHA NPUHYNHHO-CJIC/ICTBEHA
BPBb3Ka C JIeKapCTBOTO), KOHUTO CC CUHTAT cneun(bano CBBP3aHH C JICYCHHUCTO HA XpOHHYHA
ChpAC€YHA HCAOCTATHYHOCT:

- Bromasane Ha chpjedHaTa HEAOCTATHYHOCT CE MPOABSABA IIPH 5,8% OT MAIMEHTHTE
Ha HeOMBOJION B cpaBHEHHE ¢ 5,2% OT MalMeHTUTE Ha IUIane6o.

- llo3unuoHHa XUIOTOHHS ce AoKIanBa npH 2,1% oT manHeHTHTe HA HeGHBOJION B
cpaBHeHHE ¢ 1% oT narueHTHTE Ha MIane6o.

- JlexapcTBeHa HEMOHOCHUMOCT Ce MposiBsBa Ipu 1,6% OT NaI[MeHTHTe Ha HEGHBOJIOJ B
cpaBHenue ¢ 0,8% ot nmanueHTHTE Ha TUIAaNEGO.

- AV Onok I-Ba creneH ce Habmonasa npu 1,4% OT manueHTHTe Ha HeOHBOJION B
cpaBHBeHHE ¢ (0,9% OT manueHTHTE Ha IUIANE0O.

- Otok Ha nonHMTE KpalHUIW ce HaGmoxasa pu 1,0% oT nanueHTHTE Ha HEOUBOJION B
cpashenue ¢ 0,2% oT manueHTUTE Ha TWIAneoo.

4.9 IIpexosupane
Hsama nannu 3a npenosupane ¢ HeGHBOJIOI.
Cumnmomu

CumrnroMute Ha npejio3npane ¢ 6eTa-610KepH ca: OpagMKapaus, XUIMOTOHHS, GPOHXOCIA3hM
H OCTpa ChpAcYHA HEOCTaTHYHOCT.

Jleuenue

B ciydaii Ha nmpeno3WpaHe WIN CBPBXYYBCTBUTEIHOCT HAlEHTHT TpsAbGBa Aa ce Obae mof
TOCTOSIHHO HaOIOJICHHE M Jla ce JIeKyBa B MHTEH3MBHO oTAeneHue. HuBata Ha KpbBHaTa
3axap TpsOBa na ce mpoBepsAT. AGCopOIMATa Ha Bee OLIe HATMYHU OCTATHIH OT JIEKAPCTBOTO
B TaCTPOMHTECTHHAIHMS TPAaKT MOXE Ja ce IpeJoTBpaTH 4Ype3 CTOMalllHa NPOMHBKA M
[IpHjIaraHe Ha aKTHUBEH BBITIEH U cinabutenHo. Moxe fa € Heo0X0qUMO KOMaHHO JHIIAHE.
bpanukapaus WM MHOTO CHIIHH BaryCOBH peakIMM TpsiOBa Jia ce JIeKyBaT ¢ IPHIIOXKEHHE Ha
aTpONMH HJIM METHIATpONMH. XUNOTOHMS M INOK TpsAOBa na ce JIEKyBaT ¢ Intasma/
IJIa3MO3aMECTHTENH H aKo € HeoOxoauMo karexosaMuHu. EQekTsT Ha GeTa-01okepuTe MOXKe
Jia ce HamaJld ¢ 0aBHOTO MHTPABEHO3HO MIPUJIOKEHUE HAa H30TIPEHAIMH XUAPOXIIOPHI, KaTo ce
3armovBa ¢ 103a OT OKoJo 5 pg/min wiu JoOyTaMUH ¢ HauyajiHa Jo3a OT 2,5ug/min 10
IoJiyJaBaHe Ha >kenaHus edekrt. Ilpu HemoanmaBamu ce Ha JieUeHHME CIIy4ad MOXE Ja ce
KOMOHHHpa H30IPEHAIHH ¢ N0OyTaMUH. AKO OTHOBO He Ce€ MOCTHTHE JKEJaHHs eEKT, MOXKE
Ja ce obchayu MHTpaBeHO3HO Hpmioxenue Ha 50-100 pg/kg rmokaron. Ilpu HEOOGXOIUMOCT
Jo3aTa MOXe Ja ce IOBTOPM B paMKHMTe Ha €IMH 4Yac M Aa ObJe nociexnBaHa (mpu
HEoOX0IUMOCT) OT HHTpaBeHO3Ha MH(Y3Us Ha rmokaroH 70 pg/kg/h. B xpaiinu ciaydau Ha
PE3UCTEHTHA Ha JIeYeHHe OpaJuKapIus MOXe Jia ce OCTaBH NeHCMEHKBD.

5. ®APMAKOJIOI'MYHH CBOMCTBA
51 dapmakoIHHAMHYHH CBOiiCcTBa

®apmMakoTepaneBTHYHA IPyMa: CEIEKTHBEH OeTa-0J10Kep.




ATC xoxn: CO7TAB12

Hebusoson e cMec ot nBa eHantuomepa, SRRR- HeOuBosnon (wm d-vHebusoson) u RSSS-
HeOuBoso (win l-aebuBosion). Toit koMOuHKpa ABe PapMaKOJOrHIHU AKTHBHOCTH:

e Toii e KOHKYpPEHTEH H CeJIEKTHBEH O€Ta-pelleNTOPeH aHTaroHMCT: TO3H e(deKT ce
npuchkxa Ha SRRR-eHanTHOoMepa (d-eHaHTHOMED).

e lVma cnabu Ba3ogWIaTaTOPHHA CBOMCTBA TOpajM B3aUMOICHCTBHETO CH C L-
apruHHH/a30TeH OKCH/I.

EI[HOKpaTHI/I H MHOTOKpAaTHH 03U HeOHBOJIOJI HaMaJISIBaT nyjica U KpbBHOTO HaJIATaHE B
MOKO# H 110 BpEME HAa HATOBapBaHEC, KaKTO IIPpHA HOPMOTCH3UBHH, TaKa U IPH XHUIICPTECH3UBHU
HanucHTH. AHTI/IXI/IHepTCH3I/IBHI/I$I'I‘ e(beKT CC 3ama3Ba o BpEM€ Ha MMpOIBbJDKAUTCIIHO JICUYCHHE.

B TepaneBTHYHH 1031 HEOMBOJIOJI € JIKIICH OT al(a-aipeHeprUuieH aHTarOHU3bM.

ITo BpEME Ha KparkO U MIOPOABIIKUTCIIHO JICYCHHE C HEOHBOJIOJI IpH XHUIICPTEH3MBHU
HNanUEeHTH CUCTEMHOTO CBHAOBO CHIIPOTHBJIICHHUC € HAMAJICHO. HeszaBucuMo 0oT moHHKaBaHETO
Ha IIyJica, NIOHMKABaHETO Ha CHbPACYHUA HHACKC IO BpEME Ha IOKOM U HaTOBapBaHC MOXC Ia
€ OrpaHHYCH Iopaad YBEIHYCHHC Ha YIapHUI o6eM. KnuHWYHOTO 3HaYeHHE HaA Te3H
XEMOJUHAMHAYHU pas3IMuugd B CPaBHCHHUEC C JAPYI'HA Oera l-peHCHTopHI/I AHTaroHuCtTu HE €
HallbJIHO YCTAHOBCHO.

Ilpu xuneproHW4HM NanueHTH HeOHMBOJION yBenuuaBa NO-MeAUHpaHUS CHIIOB OTTOBOP KbM
alleTWIXOJIMH, KOMTO € HaMaJleH MpHU MallMeHTU C CHI0TEeIHaIHa AUCYHKIUS.

B mnaue6o-KoOHTpOJHUpaHO KJIMHHYHO IPOYyYBaHE BBPXY CMBPTHOCT-3a00JIEBAEMOCT,
npoBeneHo ¢ 2128 manmentu Han 70 roauHu (cpenHa BB3pacT 75,2 TOOWHHU) ChC CTaOWIHA
XpOHHYHa CBhpJEYHA HENOCTaThYHOCT C WM Oe3 HapynieHa (pakiusi Ha H3TIacKBaHE OT
nsaBara kamepa (cpeaHa LVEF: 36 £12,3% cbe cnennoto pasznpenenenue: LVEF nmo-manka ot
35% npu 56% ot nanwentute, LVEF mexny 35% u 45% npu 25% ot nauuenture u LVEF
nosede oT 45% npu 19% ot manueHTHTE), NPOCIEECHH B IpoabikeHHe cpenHo 20 Mecena,
HeOMBOJIOJN, JoOaBeH KBM CTaHIApTHATa Tepalus, CUTHH(PHKAHTHO YIbJKaBa BPEMETO IO
JeTaleH M3X0J WIH XOCMUTAIW3alMs M0 MOBOJA Ha Kap[AHOBACKYJIApHH NPHYHUHU (OCHOBEH
Oener 3a epuKaCHOCT) C OTHOCHTEIIHA PeIyKIHs Ha pUcka oT 14% (aOCcooTHA peayKuus Ha
pucka: 4,2%). Ta3u penykuusTa Ha pUcKa € MOCTUTHATa Clie] IIECT Mecela JiCUeHHe U €
3ala3seHa IO BpeMe Ha IPUIOTO JieueHWe (CcpelHa IpOIbJDKUTETHOCT Ha JiedeHueTo 18
Mecena). E¢QexTsT Ha HeOMBOJIOI HE 3aBUCH OT BB3pacTTa, IoJia u (ppaKimsaTa Ha U3TJacKBaHe
Ha JsgBaTa KaMepa Ha H3Cile[BaHWTE MaIlMeHTH. HaMaleHHeTo Ha CMBPTHOCTTA MOpaad
pasIMYMHY IpPUYMHH HE TOKa3Ba CTATUCTHYECKa 3HAUYMMOCT B CpaBHEHHE ¢ TIUanebo
(abcomoTHo HamaneHue 2,3%).

IlonmxaBaHe Ha YecTOoTaTa Ha BHE3aIlTHATA CMBPT € HaOJIOAaBaHa NIPH MAIlHEHTH, JIEKYBaHH C
Hebusoo (4,1% cpemy 6,6%, OTHOCUTEIH HaMalleHHe oT 38%).

HUn BHUTPO U HH BHBO CKCIICPMMCHTH IIpH XXHBOTHH J0Ka3axa, 4e HeOHBOJION HAMA BBTPCIIHA
CHMIIATHKOMHMCTHYHA aKTHBHOCT.

e

Hu 6UMpPO U UH 6U60 CKCIICPUMEHTH IIPH )KUBOTHHU IMMOKa3BaT, 4ec I%@PMQ}(OHOFH‘IHH J03HU
HeOHMBOJION HIMA CTaGI/IHI/I:;I/IpalII C(bCKT BBPXY MeM6paHI/ITe / S e \\‘
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Ipu 31paBu 10GPOBOJIIH HEOUBOJION HSMA 3HAYUM €(EeKT BbpXY MaKCUMaJIHKs KallallUTEeT 32
HATOBapBaHHS I U3JPHKIHBOCTTA.

5.2 DapMaKOKHHETHYHH CBOHCTBA

HeGuBoJon e nunoguieH kapanoceleKTuBeH OeTa-61okep 6e3 BbTpelnHa
CHMIIATHKOMHMETHYHA aKTHBHOCT WM MeMOpaHOCTabmiH3upaliy cBoiicTBa (l-eHaHTHOMED).
Toi chIIo MMa Ba30AMIATATOPHA AKTHBHOCT, MEIMMPaHa OT a30TeH OKcu (d-eHaHTHOMED).

AGcopOuus

U nBara eHaHTHOMEpPA Ha HEOMBOJIOJI ce abcopOupaT 6bp30 ciiel nepopasieH IPHEM.
AGcopOrusaTa Ha HEOMBOJION HE ce BiMsie OT XpaHa, HEOUBOJION MOXeE Ja ce MPHEMa 110 BpeMe
WJIH MEXy XpaHEHHSITA.

Metaboau3zsM

HeGuBonoa ce MeTaGoiusdpa HAMbBJIHO, YACTHYHO JO AKTUBHHU XHUAPOKCHMETaOOJIHUTH.
HebuBonon ce Merabonms3upa 4pe3 AIMIUKINYHO H apOMaTHO XHApPOKcHIupaHe, N-
JeIKWINpaHe W DIIOKYpOHHMpaHe, IOMBIHUTENIHO ce o0pa3yBaT TIJIIOKYPOHHIU OT
XHIApoKcuMeTabouTuTe. MeTaboMu3MbT Ha HEOMBOJION Ype3 apoMaTHO XMJPOKCHIHMPAHE €
o6ext Ha CYP2D6 3aBuCHM TreHeTHYeH OKCHAATHBeH mnojuMop¢usbM. Ilepopannara
OMOHAIMYHOCT HA HEOMBOJION € cpeano 12% mpu 6bp3u MeTabOIH3aTOPH H € NMPAKTHYECKU
MBJIHA Npu 6aBHU MeTaboau3aTopu. B paBHOBECHO CHCTOSHME M IIPH €IHAKBH JI030BH HHBA
IIIKOBAaTa IUIa3MeHa KOHIEHTpaIis Ha HEIIPOMEHEH HEOMBOJION € OKOJIO 23 IbTH MO-BHCOKA
pu c1abu Metabonu3aropu B cpaBHeHHE ¢ Obp3u MeTabonu3aropu. Koraro ce uma npen BUI
HETPOMEHEHOTO JIEKAPCTBEHO BEIIECTBO W AKTHBHUTE METaOOJMTH pa3jiMKaTa B IIMKOBHUTE
mia3MeHd KoHueHtpamuu e 1,3 gmo 1,4-xparHa. Ilopagu BapupaHeTo B CKOPOCTTa Ha
MeTtabonm3Ma, no3ara Ha JIBOnok TpsOBa BUHATK Ja ce KOPHIHpa CIOpel WHIMBUAYAIHUTE
HYXIH Ha TalldeHTa: CIe0BaTeIHO claduTe MeTaboIH3aToOpH e ce HYXKIAsAT OT IO-HUCKH
JIO3M1.

Coio Taka fio3aTa TpsOBa Ja ce KOpUTHpa IIpH NallUeHTH HaJl 65 rOAMHY H IIPH NAIMEHTH C
O0pOpeyHa U YepHOAPoOHA HENOCTATHYHOCT (BXK. TOUKa 4.2).

[lpu Obp3uTe MeTabOMM3ATOPH ENMMHUHALIMOHHUAT IIOMY)KMBOT Ha €HAaHTHOMEDUTE Ha
He6uBoJi0a € cpeano 10 gaca. Ilpu ciabute MeTabonn3aTOpH €NMMHHAIMOHHUAT TIOJIYXHBOT
e 3-5 mptd mo-aeaer. llpu Obp3uTe Merabonu3aTopH IUla3sMeHuTe HuBa Ha RSSS-
€HaHTHOMEp ca Maiko 1o-BHCOKH oT Te3u Ha SRRR-enantuomep. Ilpm cnabu
MeTaboM3aTopd Ta3sd pasniuka e no-romsMa.  Ilpm  Obp3uTe  MeTabosM3aTopH
EIIMMHUHAITAOHHUAT TIOTY)KHBOT Ha XUIPOKCHMETaboJIUTHTE Ha BaTa EHAaHTHOMEpA € CPeIHO
24 yaca ¥ € OKOJIO JIBa ITbTH MO-ABIBI IPH OaBHUTE MeTabOIM3aTOPH.

IInasMeHuTe HHBAa B CBCTOSHHE Ha HACHINAHE TIpH IOBeYeTO MalUeHTH (OBp3H
MeTab0JIU3aTOpH) ce MOCTHraT 3a 24 4Jaca 3a HEOMBOJION H B PaMKHMTE Ha HAKOJIKO JICHA 3a
xuapokcumeTabonutute. [lnasMeHNTe KOHIIEHTpAIlMK 3aBHCAT OT fo3ara Mexay 1 u 30 mg.
®dapMaKoOKHWHEeTHKATa Ha HeOUBOJION HE 3aBHCH OT BB3pacTTa.

Paznpenenenne TR
B nna3sMara u nBara eHaHTHOMEpa Ha HeOMBOJIOJI ca npeHMymechc}éo c&ﬁ:{&ﬁﬁc X
aTOyMUHUTE. / &




IInasmenoto cBbp3Bane ¢ mporenHd € 98,1% 3a SRRR- me6uBonon u 97,9% 3a RSSS-
HEOUBOJION.

OGembT Ha pasnpeneneuue e mexay 10,1 u 39,4 Vkg.

Exckperus
Enna cenmuua crien npuem 38% ot no3aTa ce ekckpeTHpa B ypuHata U 48% c (exanuuTe.
YpHHHaTa eKCKpelrs Ha HempoMeHeH HeGMBOJION e Io-Maiko oT 0,5% oT fo3ara.

53 Hpeax1HHUYHY JaHHM 32 Ge30IacHOCT

IpeaxIMHIYHATE TaHHH BB3 OCHOBA Ha KOHBEHIIHOHAIHH U3CIICBAHAS 32 TeHOTOKCHYHOCT H
KaHIIePOr'CHEH MOTEHIHAJ He TI0Ka3BaT ONACHOCT 3a YOBEIIKOTO 3/IPaBe.

6. ®GOAPMALEBTUYHU JTAHHU

6.1 ChHchbK Ha NOMOIMHHTE BEllECTBA

JlakTo3a MOHXHIpAT

Kpocnosuzon Tun A

[Honokcamep 188

IloBumon K 30

MHuxkpokpHcTaTHa 11eTy/I03a

Marsnesues creapat

6.2 HecnBMecTHMOCTH

He ce nabmronaBar.

6.3 Cpok Ha rogHoCT

3 rouHM.

6.4 Crenna/ Iy yc/10BHsI HA ChbXpaHeHHe

Ha ce cexpanssa nox 30 °C.

6.5 JlaHHH 3a onakoBKaTa

TaGnerkure ce npemnarar B mpospaunu PVC/PE/PVDC//Anymunvesu 6imcrepu ot 7, 10 u 14.
7, 10, 14, 20, 28, 30, 50, 56, 60, 90, 100, 120 TabneTKH.

He Bcuuku BHIOBC OITAKOBKH MOTaT Aa 6'I>IlaT ITYCHaTH B nponaxc6a.

6.6 Cnennajiny npeAna3s’HN MepKH NPH H3XBBbpJIsHE
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7. IIPUTEXKATEJI HA PABPELHIEHHETO 3A YIIOTPEBA
Ananuc bwirapus EOOJ]
V. ,,At. Jlykos” 29

1407 Codus
bearapus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

9. JATA HA ITBPBO PA3SPEIIABAHE/IIOAHOBSIBAHE HA
PASPEHIEHHUETO 3A YIIOTPEBA

10. JIATA HA AKTYAJ/IMBUPAHE HA TEKCTA

Asryct 2009 1.
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