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BETAK 20 mg ¢unmupann Tabnerku | DonfneHe e

BETAC 20 mg film-coated tablets
2. KAYECTBEH B KOJIMYECTBEH ChCTAB
Beara gpunMipaHa TabneTka chabpxa 6eTakcononos xuapoxnopu (betaxolol hydrochloride) 20 mg.

IToMoIm#O BeNIECTBO ¢ H3BECTHO JieHicTeue: EnHa TaGnerka chappaa 100 mg nakTo3a MOHOXHADAT.

3a TENHAA CIACHK HA TEOMOIIHHTE BEHISCTRA BHKTE Touka 6.1.
3. JEKAPCTBEHA ©®0OPMA

OunmMupaHa Tabnerka
Bana, xphrna, maonkHana puavupana TaneTka ¢ JeNHTenya 4epra.
Tabnerkara Moxke aa Obje pasgencna Ha B PaBHH JO3H.

4, KJMHNYHH JAHHH
4,1 TepaneBTHUHH NOKAZAHHNA

Jleuenue Ha apTepHATTHA XHTIEPTOHMA.
ITpodhHNaKkTHKA HA CTEHOKAPIHA NPH YCIITHE.

4.2 J{03EpOBKA H HAWHH HA DPRJIOKCHHE

HOBEEOBRR

O06wuuaiinara no3a e eana Tabnerka ot 20 mg Ha ieH KATO eJHHAYHA 4034 H NIPH ABETE NOKA3aHUA.

Bvbpeuna nedocmanrvunocm

JozupoBkarta TpaGea Aa ¢& KOPHrKMpa criopen cheTosnneTo Ha GbpednaTa dhyHKIms: A0 KPeaTHHHHOB
KiHpbHC oT 20 ml Ha MHHYTA, He ¢ HeoOXOAUMO a c& POMEHA No3aTta. BenpekH ToBa ce npenopbysa
KIMHAYHO HallIIoNeHHe B HAYAN0TO Ha IeYeHHEeTO, NOKATO HMBATA B KPHBTA c¢ Ganancupar (cpeaHo 4

AHH).

B cmyvaii Ha Texka OBOpedHa HEAOCTATHUHOCT (KpEaTMHHHOB KIHMpBHC <20 ml/min),
TpeNnopHYKHTENHATA HavamHa Ao03a ¢ 10 mg/ AHeBHOo (BleTa HEZABMCHMO OT PHTBMA H BPEMETO Ha
HIRLHOLOPEYHO NPEUHCTBAHE NPH MAIMEHTH Ha AHAJN3A).

Yepnodpobua nedocmamvyunocm
He e HeoOxonumo aganmTypane Ha [03aTa, HO NPH 3aN0YBAHE Ha JIeYEHHETO C€ MPENOPLYBa KIHHHYHO
npocnenaBaHe.

Hauwn Ha npunoxeHHe
[lepopanHO NpWIOKEHHE.




4.3 IIpormBonoxazaunns

- CBpBXYYBCTBHUTEIHOCT KbM AKTUBHOTO BEILECTBO HIH KbM HAKOE OT MOMOIIHHMTE BELIECTBA.
A30poeHH B Touka 6.1. HenekyBaHa chpaeyHa HeIoCTaTHUHOCT

- KapamoreneH mok

- Bropa n Tpeta crenen AV Gnok (Be3 , neiicMeiiicsp™)

- Bpapukapans (< 45 — 50 ynapa/min)

- Prinzmetal (BapuanTHa) crenokapaus (B uncture GopMH, IPH MOHOTEPATIHA)

- CunoarpHansa qucGyHKIAA (BKIIOYMHMTENHO CHHO-aTpHaneH 6110k)

- Texxu popmu Ha cuHapom Ha Raynaud u nepudepho aprepranHo 3abonspase

- HenekyBaHn deoxpoMOLHTOM

- XHNOTOHHA

-  MerabonauTHa anugo3a

- EgxoepemeHHo npunoxenye Ha GprokTadernd W CyJTOmpHa

- Awnamnesa 33 aHadunaKTINEH WOK

- Texxa opma Ha acTMa B XpoHHdHa obcTpykTHRHA Genonpobra 6omecr.

44 ChnensaJHH NpeayHnpesxkAcHus H NpeINa3HE MEPKE ONpH ynoTpeda

Ipe: nanpenTr ¢be CTeHOKApAHUA TPAGEA Ja ce M30ATBA PA3KO NPEKBCBAHE Ha iedeHHeTo. PazkoTo
CITHpAaHE MOXKE A2 TIPEN3BHKA TEXKH PHTHMHH HapylIeHHa, WM [1a AOBeJIe O MHOKAPACH MH(apKT
WM BHE3aNHa CHPACYHA CMBPT.

Hpexvcsane na nevenuemo

Tpabea aa ce u3GaATBa PA3KO PEKECBAHE HA JICUSHHETO, 0COOEHO IPH MALMEHTH ¢ HeXeMH4Ha Gonect
Ha cepuero. Josara TpsGBa Aa ce HaMANABa MOCTENEHO B paMKHTE Ha efHa A0 Ase ceaMHUH. Tpabea,
B CBIOTO BpEME, Aa CE 3aMOYHE 3aMEeCTHTEIHO JIEYeHHE, aKo e HeoDX0ANMO, 3a 1a ce u3berne
BJIOLIABAHE HA CTEHOKAPIHATA.

Acmma u xponwuna obempyxmuata 6enodpobua borecm

Bera-6nokeps MOTaT fia ¢ MpAIATaT caMo TTPH NALMENTH ¢ yMepeHa $opma Ha 3abossBaHeTo; TpAOBa
Tia ce n3bepar 6eta-1 cenekTHBHE GeTa-GlIOKEPH BBE BE3MOXKHO Hali-HHCKHTE Ha4yaiHH JI03H.
IlpenopbunTenHH ca PyHKuHOHATHH 6enoApobHE TecTOBE NpeiH 3all0YBaHE HA JICUEHHETO.

AKO 1O BpeMe Ha JIEYSHHETO HACTBITH 2CTMATHYEH TMPHCTRII, MOXE A4 ¢e M3NoNzBat Gera-2
ceNneKTHBHH OPOHXOIHIIATATOPH.

Copoeuna nedocmamuvinocm

Ipu naMeHTH C ACKAPCTBEHO KOHTPOIHPAHA ChPEYHA HEAOCTATEMHOCT, aKO € HE0OXOHMO, MOXE
Ja ce npunara 6eFakcoNos B MOCTENEHO MOBHIIABAINH Ce J03H U NOJ, CTPOro MEAHITHHCKO
npocaeassane. [Ipu 3anousane Ha neyeHHeTO TpAOBa Aa ce H3MOA3BAT MHOTO HHCKH JO3H.

Bpacuxapoun
Jo3aTa Tpa6Ba Aa ce HAMAJH, aKO ChPACTHATA YECTOTA B MOKOM Ha MalMEeHTa € No-Maliko oT 50-55
yIapa B MHHYTa H ce HabnogapaT cHMITTOMH, CBBPAAHH ¢ OpamiKkapauATa.

Ampuo-senmpuxynapen (AV) baox nvpsa cmenen
IMopaau HeraTHBHMA ApoMOTponeH edekT Ha GeTa-Gnokepure, GeTakconon TpAGBa Ja ce NpHjara ¢
BHHMaHHE MpPH MAKHEHTH ¢ mbpBa cTenieH AV-6nok.

Prinzmetal (sapuanmna) cmenoxapous
bpoAT H NpoAL/IDKHTEAHOCTTa Ha CTEHOKAPAHHTE MPHCTHIN MOXE J1a Ce TIOBHILIH 110 BPE
MpHIOKeHHe Ha eTa-0lI0KepH Ha AIHEHTH CBC CTEHOKApAHA OT THNA Ha Prinzmetal
KapauocenexTuBanTe GeTa-GokepH MOXKE 1a C¢ H3TION3BAT IIPH JIEKa H CMeceHa ¢
Y€ eJHOBPEMEHHO CE NPHEMAT Ba30WIATATOPH.




Hepugpepnu apmepuannu 3abonssanun

Ipn natenTH ¢ nepudepHr apTepyUalHy Hapywenus (Gonect WiH cHEAPOM Ha PeiiHo, aprepuTt wan
XPOHHYHO OKJTy3HBHO apTepHaiiHo 3a00MBaHE Ha IO/THHTe KpafilHuuu), GeTa-OnokepuTe Morar aa
BJIONIAT Te3W HapylleHus. B Tean cuTyauuu Tpsabea Ja ce npeAnoTHTa KapAHOCENEKTHREH beTa-
6nokep ¢ 4acTHYHA aTOHHCTHYHA CHJIA, KOHTO TpA6Ba aa ce npwiara ¢ NOBHIICHO BHHMAHHE.

Deaxpomoyumon
VYnotpebara na Gera-6n0kepH 2a JleveHHE HA XHNCPTOHHA, THIDKAIA CE HA METHKAMEHTOZHO
TpeTHpaH (HeOXpOMOIMTOM HEHCKBA CTPOT KOHTPOJI HA apTepHaNHOTO HalAraHe Ha MALMEHTA.

HleQuampimna nonyaayus
He e ycranoBena Oe3onacHocTTa M epHKACHOCTTa TIPH NEAHATPHYHH NailHEHTH. 3aTOBa HE C&
npenopp4ea GeTakconon npy geua.

Cmapuecka ev3pacm:

[Ipy naiMeHTH B cTapuyecka BB3pacT abCOMOTHOTO CNA3BAHE HA TPOTHBONOKAa3aHHATA
e3ab/DKATENHO. Tpa6Ba fa ce BHHMAaRa /1A c¢ 3aN04HE JIeUeHHEe ¢ HHCKH 103K H J]a C& OCHTYPH CTpOTO
HpOCIICASBAHE.

Hayuenmu c 6v6pevna nedocmanrvunocm (gudicme moyxa 4.2)
Ilpy mauseHTd ¢ OGbOpedHa HenOCTATBLYHOCT Ao3aTa TpabGBa Ja C¢ NPOMCHH Cropel HHBaTa Ha
CEpYMHH% KPEATHHHE H KPEaTHHHHOBHS KIHPBHC.

Hayuenmu ¢ ouabem (6uxcme mouxu 4.5 u 4.8)

Taupenture TpAGBa na O6BaaT npeaynpencHH, 4Ye e HeoOXOAMMO NpOCIEASBAHE HA HHBaTa Ha
[JIIOKO3aTa B HA4YaloTO Ha jedeHuero., HadaqHWTe CHMITOMH Ha XHMNOMIMKeMHMA Moxe Aa Opaar
MacKHpaHH, 0COOCHO TAXHKAPAHATA, TPENEPEHETO H H3NOTABAHETO

Hcopuasuc (sudicme mouxa 4.8)
EdekthT OT NpuioxkenHeTo Ha Geta-0JI0OKEpH NpH NALMEHTH ¢ NICOpHa3HC TpabBa BHHMATENHO J1a ¢
MpelleHM, Thi KaTO Te MOTAT Ja AOBEAAT A0 BIOIIABaHEe 3a0019BAHETO.

Pearxyuu Ha capoxuyaCmMeumennocm

IIpH maiMenTH ¢ PHCK OT TeXXKa aHa(UNIaKTHYHA PeaKuys OpajiAd KaKBaTo H Ja € NpHYHHa, 0CO0EHO
KbM HOOHMPaHH KOHTPACTHH BELIECTRA WM IO BPEME Ha INeceHCHOWIM3Hpalla TepanHsd, JeYeHHETO C
Oeta-GiioKkepH MOXKe ia AOBeAE AO BAOLIABAHE HA PEAKIMATA M PE3UCTEHTHOCT KbM HEHHOTO JeUeHHe
¢ aapeHaMH B 00H4aiiHu NO3H.

Obwa anecmesun

Bera-OmokepHTe HaManABaT pedUieKCHAaTa TaXukapAus W MOBHMINABAT PHCKA 3a& XHIOTOHMS.
IpoawokurenHoro neveHne ¢ Oera-Olokepn Hamangsa pHCKa OT APHTMHA, MHOKADAHA MCXeMHA M
XHWIICPTOHHYHH KpH3H. AKO NalMeHTsT npuema Gera-Grnokep, aHecTesHonorsT TpabBa na Obae
urdopMApaH 2a TOBA.

. Ako ¢ HeoOXOmMMO CIMpaHe Ha Jedenue ¢ Gera-OriokepH, AocraTbueH € 48-4acom
HHTEPBAN 34 PL3CTAHOBABAHE HA UYBCTBHTEIHOCTTA KbM KATEXONAMHHH.
. IIpy RAKOH MaMeHTH, JTeYeHHeTO He MOXe Ja ce NPEKBCHE:

- Ilpx naumeRTH ¢ KOPOHApHA HEAOCTATHYHOCT H BL3MOXKEH PHCK, CBBP3aH C
PA3KOTO NMPEeKbCBaHe Ha JICYCHHETO ¢ OeTa-010Kep, ce NpenopbuBa JSYEHHETO Aa Ce
HPOABIKH KO ONEPALHATA.

- IpH chemHOCT HAM TPH HERB3MOKHOCT OT NPeKbCBAHE HA JICYEHHETO,
naukeHTsT TpAOBAa Aa ObAe 3alMTeH OT NApacHMAATHKYCOBA :
HNOAXOHAIA NpeMeJHKAIHA ¢ ATPOIHH, KOSTO AA CE MOBTOPH NpH
TpaGea pna ce H3NON3BAT AHACTETMIIH C BHIMONHO Hai-HHCHK Kf
eeKT.

. TpabOpa Ka ce uma npeZBH] pHcka oT anadunakcHs.




Ogmanmonozus

B-anpenepruunmsT GroKep HamangBa BETPEOYHOTO HANATAHE M MOXE Ja NOBIHAC HA CKPHHMHT
H3CeBaHeTO 3a riaykoMa. Tpabea ma ce wHpoOpMHpa OMHMAT jeKap, 4e NALMEHTET NpHeMa
Oeraxconon. IlaumeHTHTe, NoMyuaBai| OYHO, XKAKTO H CHCTEMHO JedeHHe ¢ Oera-O6nokep TpaGea
BHHMATEJIHO [1a C& NMPOCASABAT MOPany BL3IMOKEH AJHTHBEH edeKT.

Tupeomoxcuxosa
Bera-bnokepHTe MOTaT Ia MACKHPAT CHPAEUHO-CHAOBHTE CHMIITOMH HA THPEOTOKCHKO3A.

Crnopmucmu
CnopractuTe TpabBa aa OBA2T MHpOpPMHMpaHW, Y€ TO3M NEKAPCTBEH NPOXYKT CHABLPHKA AKTHBHO
BEIECTBO, KOETO MOXKE [1a IPSAH3BHKA [IOJIOMHTENHA PEAKLHA NPH aHTHAOIHHTI TECTOBETE.

Ilomownu seyecmaa

Tosn nekapcTBeH NPOAYKT ChABPKA JlakTo3a MOHOXHpaT. [lamMeHTH C peAKM HACIEACTBEHH
NpoOGNEMH KaTO TaNaKTO3HA HEMOHOCHMOCT, MBJEH NakTaseH Ae(GHLMT HIH TTIOKO30-TalaKTO3HA
Manabcopbrs He TpAOBa 1a MpHEMAT TOBA JIEKAPCTBO.

Toea nexapeTBo chappka no-mManko ot 1 mmol Hatpuii (23 mg) Ha Tabnerka, T.e. ce CYMTA, Y€ HE
CBHALPKA HATPHIA.

4.5 BiaumopeiicTBHe ¢ APYTH JeKaPCTBEHA NPOAYKTH H APYTH GOPME HA B3aHMOJeHCTBHE

Bpamykapanu nexapcrea

MHoro iekapcTBa MOTAT jia NpHYHHAT Opaaukapaus. Takbs € clyqasT KOHKpeTHO ¢ Oera-Orokepure,
AHTHAPUTMHIHTE OT Kaac Ja, Hakon anrrapurMuuy ot knac 111, Hakou kanHeBH aHTarOHHCTH,
JUTHTAITHC, NHIOKAPIIHH, AHTHXOJHHECTEPa3H H Ap. CHHYCOB apecT MOXe Aa Bh3HHKHE, KOraTo ce
H3MOT3BaT GeTa-0oKepH, BKIIOUHTENHO GeTakconon, B KOMGHHALMA ¢ APYTH JICKAPCTBA 3a KOETO €
H3BECTHO, Y€ IIPSIH3BHKBAT CHHYCOB apecT (BiokTe To4KA 4.8.).

IIpoTHBONOKA3AHH KOMOHHAIIMH

Droxmagpenun

B ciyuait Ha npeau3BHKaH OT PNoKTad)eHHH MOK WIHM XHTIOTOHHS, GeTa-0NnoKepuTe HAMAIABAT
CBPACYHO-CBIOBHTE KOMIIMEHCATOPH PeaKiliH.

Cyamonpuo

Ilpunoxenyero Ha HGeTakcoNON M CYITONPHA MOXE A3 MIPHIHHH HAPYLICHHS B ABTOMATHIMA (TexKa
Gpaapkapaus) nopaau KyMyJaTHEHM Gpaaukapaunanu edexra.

Jhuamuaszem

Hapymennsd Ha apToMaTH3Ma (pexoMepHa Opaavkapans, CHHYCOB apecT), CHHOATPHANHH H
aTPHOBEHTPHKYJIAPHH HapYLICHMS Ha MPOBOJMUMOCTTA H CHPACYHA HEIOCTATEIHOCT. Takasa
xombuHamAs TpAOBa ia ce npaBH caMo NpH BHMMAaTeTHO KaHHYHO ¥ EKI™ MonuTopupase, ocoGeHo
NPy NAUHEHTH B CTapyYecKa Bb3PacT HIIH B HAYAIOTO Ha jieveHHeTo. ChobliaBa ce 3a NOBHILEH PHCK
OT AENPECHA NPH CHBMECTHO HPUNoMeHHe Ha Oeta-0Onokepu ¢ AunTHaseM (Brkre Touka 4.8).

Bepanamun
Hapymienns Ha apromaTHsMa (mpekoMepHa Gpagukapaua, CHHYCOB apecT), CHHOaTPHAIHU
8TPHOBEHTPHKY/IAPHH HAPYIICHHA HA MPOBOSHMOCTTA H CLP/JE1HA HEAOCTATLUHOCT. T
xoMOHHauma TpAGea Na ce NpaBH caMo NPH BHUMaTeIHO KinHHuHO H EKT MoHITOp
NpH MALKEHTH B CTAPYECKa BH3PAcT HIH B HAYaJ0TO Ha JIEHeHHeTo.

Dunzonumod



[MoTenmupane Ha GpanHKapaHYHH eeKTH, KOHTO MOTaT Aa AMaT (aTarHy nochennuy. bera-
6nokepHTe ¢a Ol NO-PHCKOBH, 3ALI0TO MPEAOTBPATIBAT aJPEHEPTHUHHTE KOMIICHCATOPHH
Mexanu3MH. HenpexseHato kinamano 1 EKIT MoHMTOpHpase B IPOIRDKECHHE Ha 24 vaca clex
ITHpBaTa Jo3a.

KoMOHHALIHY, KOHTO M3WCKBAT BHAMaHHe
Amuodapon

CBBMECTHOTO NpHNOKEHHE HA GETAKCOMON ¥ AMHOAAPOH MOXe /1A JOBENIE A0 HAPYINABAHE HA
CBICYHHA KOHTPAKTH/IHTET, ABTOMATH3BM H NPOBEXKIAHE (IIOTHCKAHE HA CHMITATHKYCOBHTE
KOMIICHCATOPHH MeXaHH3MH). Tazn komOuuanma TpaGpa Aa ce manoa3ea noA KimHHHO H EKT
MOHHTOPHpPaHE,

Huzumanucosu anuxosudu

ToBa B3aHMONCHCTBHE MOKE 12 YIBIKH BPEMETO 34 ATPHO-BEHTPHKYJIAPHOTO NPOBEXKIAHE H 1a
Joeene A0 OpanMkapaus.

Jemnusu xanozenupanu anecmemuyu

bera-6i0kepHTe HAMANJBAT CHPICUHO-CHAOBHTE KOMNEHCATOPHH peakuyH. (beTa-anpeHepriHiHOTO
HHXHOHpaHe MOXeE Ja Ce OTCTPAHH MO BpeMe Ha HHTCPBCHLHA KATO ce H3NO0IBAT GeTa-MUMETHLH.)
TpsabBa no npasuno aa ce M3GATBa BHE3ANHOTO MPeKBCBAHE HA MPHIOKEHKE Ha Oera-6nokepy.
AmnacresnonorsT Tpa6Ba na 6bae uHGOpMIpaH 3a JiedeHHeTO ¢ OeTa~-bnokepy.

Kanyuesu anmazonucmu (benpudun, mubegpaoun)
CEBMECTHOTO NPHIOKeHHe Ha GeTakcoIoN H KAJIHEBH aHTATOHHCTH MOJKE 11 [IOBJIHAC HA ChPCHHHSA
ABTOMATH3IBM (BOAM A0 TeXKKa OpafHKapaHa, CHHYCOB apecT), Ha AV NPOBOAHMOCTTA K MOXe Jia
J0BeZE 10 ChPACYHA HEAOCTATBYHOCT (CHHEPTHYEH eQeKT).

Anmuapummiminy npooyxmu (YUOEH30dUH, OUONUPaMUD, GREXGUHNOD, XUOPDOXUHUDUH, MEKCUNEMUH,
nponagpenon, xurudun} (¢ usKIOYERUE HA AUOOKAUH)

Ipr enHOBPEMEHHO TIPHNOXKEHHE MOMKe J1a Ce 3aCETHE ChPACHHHUA KOHTPaKTHIMTET, ABTOMATHIBEM H
NPOBOAHMOCT (HOATHCKAHE Ha KOMIEHCATOPHHTE peakumu). Tasu koMOHHalHg TpaGra fa ce
H3N0I3Ba N0 KnuHUuHO 1 EKT MoHWTOpHpanHe.

Baxnoghen

INoBHLIEHO aHTHXHIICPTEH3HBHO IeiicTeHe. TpaGBa Aa ce NpociieAABa apTEPHAITHOTO HAIBITAHE H, aKO
¢ HeobxoanMo, a ce MPOMEHH A03aTa HA AHTHXHUIIEPTEH3HBHHIA MPOAYKT.

Hucynun u xunoznuxemuvuny cynonamudu, 2iunHudy, 2runmuny (uxcme mouxa 4.4)

Benkn 6eTa-0lokepH MOraT ja MACKHPAT HAKOH CHMITTOMH HA XHUIOTIHKeMus (Halp. TperepeHe H
Taxukapaus). [lamueHTsT TpAGBa Aa ce Npeaynpeny 3a HEOGXOAHMOCTTA OT NPOC/IESBAHE HA HHBATA
Ha [JIIOK03aTa, 0CO0EHO B HAYANIOTO Ha JIEYEHHETO.

Judoxaun unmpasenosno

Onucann ca B3aMMONEHCTRHA ¢ PONPAHOIOI, METONPONIOI H Hajtono. Crolimens ca NOBHIIEHH
MAa3MEHH KOHIICHTPAUWH Ha JILJOKAHH ¢ BF3MOXKHO [OBHIICHHE Ha HEBPOJIOTHYHHTE H ChPIEYHHTE
HeXeNaHH peakiil (MopaJH HaManeH MeTabolH3bM Ha JTHAOKAaHHA B yepHHA Apo). Jlosara Ha
THAoKaHHa TpAGBa a ce KOpHrHpa. AKO € FE3MOXHO, IU1a3MeHHTE KOHLIICHTPalHH Ha JIHJOKaHH
TpaA6Ba Aa ce MpocneAsBaT [0 BpEME Ha JiedeHHe ¢ Geta-0JIOKEpH M ciel TEXHOTO CTIMpaHe, KakTo M Aa
Ce M3BBPILBA KIIHHHYHO H eJICKTpoKapauorpadcko mpocneassane.

Hoo-cvovpocauu xonmpacmnu eewecmsa

B ciyqaif Ha IOK MITH XHNOTOHHSA, NPEIH3BHKAHH OT HOA-CHIBPKALIO KOHTPAacTHO BElECTBO, GeTa-
6110Kepld’l‘e BOAAT A0 OT¢IabBaMde Ha CHPACYHO-CBhAOBHTE KOMICHCATOPHH PEAKIIHH, Koraro ¢
BB3MONKHO, JICUeHHETO ¢ Gera-Gnokepr TpAGBa Na ce MpeKbcHE NPEAH H3CIENBaHE C
paNHOAHATHOCTHYEH KOHTPAcT. AKO € HeoOX0JHMO NPOIL/DKABAHE HA JIEYEHHETO, H3CICABAHETO
TpaGBa Aa ce H3BLPIIM CAMO AKO HETIOCPEACTBEHO € HANTHYHO HHTEH3HBHO OTHEJICHHAE.

DWIMERUOUN)
3HAYMTETHO NOBHIIABAHE HA KPREHOTO HANATAHE B CITy4ail Ha PA3KO NPEKPATABAHY
LEHTPATHHA aHTHXHIlepTeH3uBeH areHT. Habarpaiite BHe3anHOTO CHHPaHe Ha Jeqe

L{enmpannu aumuxunepmensusnu rexapcmad (KIOHUOUH, MEMUROONG, ZYaHpayun, ( .
[H+



LEHTPAJIHHA AHTHXHIIEPTEH3UBEH areHT. TasH koMOHHALHMA TpAOBA A2 ce H3MON3Ba 10 KITHHHYHO
HaOJIOAEHHE.

Jexapcmsa, xoumo mozam da dosedam 00 xaMepra maxuxapous torsades de pointes
HoBHieH pHCK OT HApyIIeHHs Ha KAMEPHMs PHTEM, To-crienaHo torsades de pointes. Tasu
xoMOnHalms TpaGBa Aa ce U3NOII3Ba MO KIMHHYHO M eNeKTpoKapasorpadicko HabnoneHxne.

KomOunHanuH, KOMTO TpaOBa Aa ce B3eMAT 1O BHUMaHKHe

Hecmepoudnu npomugosbinanumentiu npooysmu

OrcnabBane Ha aHTHXHIIEPTEH3HBHOTO JeiicTBHe (MHXHOMpaHe Ha Ba3OJAHIATATOPHHTE
TIPOCTArJIAHAMHHE OT HECTEPOMAHMTE NPOTHBOBBAMAHTEHH IPOLYKTH) ¥ 33pEKKA Ha BOAA K HATPHH
OT NHPA3CIOHOBHTE MPOA3BOIHH.

Enoxepu na xanyuesume xananu (Ouxudponupuounosu Kamo aMrioOunus, 6aprUCUnUN, KIeeuounuH,
Penodunun, ucpadunus, AAYUOUNUN, NEPRARUOUIIUH, MARUOUNUH, HUKAPOUNUN, HUGeOunuH,
HUMOOUNUH, HUMPEHOUTTUN)

XHUNOTOHHS, ChPACTHA HEOCTATHYHOCT IIPH NAIMEHTH ¢ JIATEHTHA HIH HeJeKYBaHa ChpAeuHa
HEACCTATLYHOCT (HETATHBEH HHOTPONEH edeKT HA JUXHAPOIMMPHAHHUTE in vitro, KOHTO 3aBHCH OT
KOHKPETHHA NPOAYKT M BEPOATHO MOBHINABALL HEraTUBHHS HHOTPOICH edekT Ha GeTa-ONoKepHTE).

Jlexapcmea, npuNuHASaUYU NOCMYPATRA XURGIMOHUR (UMUNPAMUNOSY GHIMUOENPECAHMY
(MmpuyuKIRRY), HeaponenmuYY, Humpan, UHXubumopu na ocghoduecmepasza mun 3, yporozuinu
anpa-6roxepu, onamuroeu azonucmu, resodona) '

nlloBHIleR AaHTHXHNEPTEH3HBEH eieXT U PHCK OT NOCTYPAJIHA (OPTOCTATHYHA) XHIIOTOHHSA (aAMTHEEH
edexr).

Kopmurocmepoudu u mempaxocaxmuou

OrcnabeH aHTHXHIEPTEH3HBEH eEKT (3aIPHKKA HA BOJIA M HATPHI OT KOPTHKOCTEPOU/IHTE).
Mecnoxsun

Puck ot Gpagukapans (aauTHBEeH edeKT HHAYLMpaIn OpagHKapans).

Cumnamuxomumemutju

Puck ot HaManaBaHe edekTa Ha Geta-Gmokepa.

Junupudamon (unmpagenoIno npuroxcenue)
3acunBaHe Ha AHTHXWITEPTEHIHBHHSA eeKT.

4.6 DepTHARTET, OPEMEHHOCT H KLPMEHE

BpeMenHocT
Tepamozennocm: Npu NpOyYBaHHA C XKHBOTHH He ca HabmoaaBaHH TepaTorcHHH edekTH. He ca

AOKJIA/IBAHH TepaToreHHH eexTH npH xopa. bera-bnokepHTe HAMANABAT NEpRy3HATa 1pe3
TUIaLEHTATa, KOETO MOXe Jia IPUYHHH BBTPEMATOMHA CMBPT, MBPTBO paxkaane, abopT Wi
NpexXAeBpeMeHHO paxkaaHe. OCBEH TOBA IVTOABT MOXE Ja HMA HEXKEJaHH PeakIlHH (IIABHO
XHMITOLTHKEMHA ¥ OpaguKapIus).

Hosopooenu: Edextire Ha GeTa-0iiokepHTe c¢ HabmoaasaT MpH HOBOPOACHH B NMPOAB/DKEHNE HA
HAKOJIKO JHH CJIEJ paskAaHe, ako MaliknTe ca nexkypanH ¢ Gera-6nokepn. MMa pHCK OT Chpae|uHH H
6enoaApobHN YCHOXKHEHHA Npe3 NOCTHATATHHA NepHos. AKO IPH HOBOPOJIGHO HACTHIIH ChpAcUYHa
HEAOCTATHYHOCT € HeOOXOMMMO XOCTIHTAIM3HPAHE B MHTEH3HBHO OTAeNeH e (Bik Touka 4.9.) 1
TpAGBa Aa ce H30ATBAT 3AMECTHTENM Ha IUIa3Mara (FOpaay PHCK OT ocThp Genoapoben oTok). Chino
ca NOKJIafBaHH M Gpafiukapau, peciMpaTOPeH AUCTPEC CHHAPOM M XHnornukeMus. [Ipenopsuea ce
BHHMATEITHO [IPOCeABaHE HA HOBOPOJCHUTE (ChPIEUEH PHTEM, ITHKEMHA) B HCOHATONOTHYHO
HHTEH3HBHO OT/IENICHHE MO BpeMe Ha IThPBHTE TPH A0 NET AHH ClE]| paXJaHe.

He ce npenopruBa npunoxenue Ha GeTakconon no Bpeme Ha GpeMeHHOCT, OCBEH
TEpaneBTHYHHAT e(peKT He HATXBHPIIA BE3MOKHHTE PHCKOBE.

Kepumene



Berakconon ce wameuBa B KbpMaTa. He € ouensBan pucka ot OpagMKapAMA H XHIOITHKEMHS 33
KBbpMayeTo; 3aTOBA HE CC TIPENIOPRYBA KEPMEHE.

4.7 Edexrn BLpxy cnoco6uoctTa 38 modupane 4 paGora ¢ MamanH

Hsama npoyusasms 3a edekra Ha GeTakconon BppXy cnocoOHOCTTa 3a modupaHe.
Korato ce modupa unn ce paboru ¢ Mauranu Tpabea 1a ce AIMAT NpeABHA H3OJHPAHHTE CITy4aH Ha
3aMagHOCT HITH yMOpa.

4.8. Hexenann JeKAPCTBEHH PeaknaH

Hesxenanure peakipuu no-07Ty ca olpe/e/ieHH KakTo cniezga: Muoro yectu (>1/10),Yectu (>1/100 ao
<1/10),Hedectu (>1/1 000 1o<1/100),Peaxu (>1/10 000 go <1/1 000),Msoro peaxn (<1/10¢ 000), C
HEH3BEeCTHA YecTOTA (OT HANIMYHMTE JAHHM HE MOXe fa ObJe HalpaBeHa OLiCHKa). BBB Beska rpyna
HEXENAHHTE PeaKLHy Ca NPeICTaBeHH B HU3XOMAL Pefl 10 4eCTOTA.

Hapymienna Ha Merabonu3Ma H XpaHEHETO:
MHoOro peaxu: XHIIOTTMKEMHS, XHTICPIIAKEMHSL,

HcHXHYHA HAPYIICHHA:
Yecrn: acTenus, Ge3chHHE.

Pemxu: nenpecns.
MHOro peikH: XaAmMOUHHALME, O0BPKAHOCT, KOIMApH.

HapyineHus Ha HepBHaTa CHCTeMa.
YecT: 3aMaftHOCT, IaBobonne.

MHoro peaxs: DHCTANHA MapecTesHs.
C HeH3BECTHA Y€CTOTA: JICTAprhs.

Hapvinenus Ha ousre:

Penxu: cyxora B ouTe. |
MHoro pe/IKH: 3aMEFIIEHO 3peHKe, 3PUTETHH HAPYLICHHS.

Cepneynn HapYIIEHHS:

YecTn: 6panukapaus, BRIIOYHTETHO TeXKa Opaaukapaus.

Peaku: cnpaedHa HEAOCTATHYHOCT, MIOHIKEHHE HA apTepPHANHOTO HalAraHe, WIH 3abaBiHe B AV
NpoBekAaHETO HIH BIOIARaHE Ha HaTHdeH AV-0iiok.

C HemszBecTHa decToTa: CHHYCOB apecT NpH MNPeApasToNiooKEHH MALMEHTH (Hanp. NanMeHTH B
CTapyecka BB3PACT WIH MAUHEHTH ChC CHIIECTBYBala GpamMkapimd, AMCHYHKIMA HA CHHYCOBHTE
BB3/H KIH aTPHOBEHTPHKYNapeH ON0K).

CpI0BH HApYIICHNS:
YecTH: cTyAeHH KpaiHULIK.
Penxu: curapoM Ha Raynaud, BiioimapaHe Ha HANHYHO NHTEPMHTEHTHO HaKYlIBaHe.

PecnupatopHy, rpbIHH H MEHACTUHANHH HADYIIIEHHS:
Penxu: GpoHxocnasnM.

CroMauTHO-4YPESBHH HAPYIIICHHA
Yecrn: racTpanrus, AuapHs, rageHe H NOBPBIIAHE.

Hapymienns Ha K0oXaTa M NOAKQXHATA THKAH:
Pepkn: palTHYHH MO THII KOXHA PEAKUHE, BIIIOYHTEIHO NICOpPHA3onofobHu obp:

Ha NcopHasuc {BHXK TOMKA 4.4).



C HeH3BecTHa 4ECTOTa: YPTHKApHA, IPYPHTYC, XHIEPXHUAPO3a.

Hapyinienys Ha BB3NPON3BOANTENHATA CHCTEMA W MEPAATA:
YecTH: HMIIOTERTHOCT.

Hacaenpanus:

CrobmaBaHo € 3a nosBa HA aHTHHYKJIGAPHH AHTHTENA B PEeAKM CIY4Yad; TOBA B PeIKH CIy4an e
CEIPOBOACHO OT KIHHHYHH CHMITTOMH K4TO Ha CHCTEMEHR JIYIYC €PHTEMATONEeC H M34e3BaT Ccllell
NIpEKbCBaHE Ha JIEYeHHETO.

Crofmasane Ha MOAO3HPAHM HEXKENAHU PEAKIIHE

Cpo011aBaHETO Ha MOJ03HPAHH HexeNaHH PeaKliMH cIe paspelasate 3a ynorpeda Ha neKapeTBEHHS
NIPOAYKT € BakHO. TOBa MO3BOJABA 2 NPOABIDKH HAOMONCHHETO Ha CHOTHOMMEHHETO No/I3a/ PACK 34
JIEKapCTBEHHA NPoAYKT. OT MEAKHIMHCKATE CIELHANHCTH Ce H3HCKBA Aa choDIlaBaT BCAKa
MORO3HPAHA HEXKENIAHA PEeaKIlHA Ype3 HAllMOHATHATA CHCTEMA 33 Cho0INaBane:

HsmeiHHTEHA are I 110 IEKApCTBATa

yiL. «JlamaH I'pyee» Ne §,

1303 Codmus,

Tes.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 Ilpenosupane

CuMmToMHTE _Ha Tipefiosupase ca Opaaukapius, XHIOTOHHA, GpoHXocnaseM, OcTpa ChpACYHA

HENOCTATHYHOCT,
B cmyuaii Ha OpanHMkapAns HWIM ronsAMO MOHIKEHHE Ha apTepHANHOTO HanaraHe TpaGsa ga ce
TPHJIOXKAT CNIEIHATE NIEKAPCTBEHH NPOAYKTH:
. atponuH 1 -2 mgiv.
= I'mokaron 1 mg, ako ¢ HeoDXOAMMO ce ITOBTapA
. OceeH ToBa TNpPH HEOOXOMMMOCT H3OMpEeHANHH 25)g kaTo OaBHA HIDKCKLHA MM
ZoOyramuu B aoza 2,5 — 10 pg/kg/min.
B ciy4aii Ha chpieYHa HeAOCTATHYHOCT IIPH _HOBOPOJEHO OoT npueMamnia Gera-61okep Maiika TpaGea
a ce MPHNOKH CIENHOTO JICUSHHE
= I'moxaron 0,3 mg'kg
" XocnuTaM3alH B HHTEH3HBHO OTAC/ICHHE 32 HOBOPOAEHH
- H30MpPEeHANMH W A00YTAMHH: NMPOAB/DKHTENHO JICUeHHE, OOMKHOBEHO ¢ BHCOKH HO3H,
H3UCKBAIH CTICHHANK3HPAHO MPOCICAABAHE

5. @®APMAKOQJIOITHMHHA CBOMCTBA

5.1 <PapMaxkoaHHAMHIHH CBOHCTRA
QdapMakoTepaneBTHyHa rpyna: 6era-6raokepH, cenexmieau, ATC koa: CO7ABOS

Berakconon e kapanocenexrueer Gera-aapenopenenroper Onokep. IIpoXyKTET ce XapakTepH3dpa ¢
ABIra MPOABIDKHTENHOCT Ha aeiicTBME, TMNCA HA CHINECTBEHA CHMIIATOMMMETHYHA AKTHBHOCT, Cl1abo
meMOpaHOCTabIM3HpAO AeHCTBHE M HUCKA Pa3TBOPUMOCT B IHIHAH. Berakconon mamyumpa
HaMaJleHHEe Ha ApHeTATHOTO HAIATAHE, YABDKABAHE HA KOPOHAPHOTO BpEME Ha ITLJIHEHE
(yAB/DKaBaHe HA MACTONATa) M HAMaIABaHe HAa MHOKADIHATA KOHCYMALMs Ha KHciaopos,. Tesn
€(eKTH ca CEBP3aHH € NEKO HEr4THBHO MHOTPOIHO H APOMOTPOIHO AeiicTBHe. Beraxconon
CBHIIO HABATA HA PEHHH H A/IA0CTEPOH, H N0 TO3H HAYMH HAMANABA NepU(epHOTO
CHITIPOTHBIIEHHE.

5.2 <dapmaxoxkuBECTHYHH cBoOHcTBa




Abco

Cnen nepopanHo npunoxenue, Gerakconon ce pesopdupa neiHO B 66p30. MeTabonUsMBT [IpH MHPBO
NpeMHHaBaHe € MHOTO MATHK. BHOHATHYHOCTTA € BHCOKA, NpubnusaTenHo 85%, koero Boau 1o
MAaJiKa HHTpa- 1 HHTEPHHAHBEAYATHATa BApHAGHIHOCT MO BpEME Ha NPOABLIDKHTENTHO JIEHEHHE,
BpeMeTo 3a nocTHraHe Ha BEPXOBM TUTa3MeHH koHteHTpaun (Tmax) 3a 6erakconon e oxono 3 Haca.
CrBp3BaHeTo ¢ POTEHHKTE e 0KoNO 50%; 3aTOBa PUCKBT OT JIEKAPCTBEHH B3aHMOZICHCTBHA ©

OTpaHMHEH.

Paznpenenenne
O6eMET Ha pasnpeneneHne € okoo 6 1kg.

buorpasc M
Iloseueto berakconon ce MeTaGoNMKH3Hpa A0 HEAKTHBHH METAOONHTH. AKTHBHHTE MeTabOMHTH CRILO
€4 KapAHOCEIEKTHBHH.

EnuMuHHpane
Camo 10-15% ot npunoxeHus NPOAYKT Ce OTAENS HEMPOMEHEH B ypHHaTa. EnvMHHAIIHORHHAT

NONYXHBOT € Mexay 15 u 20 gaca, koeTo no3poiaBa GeTakcoNON Aa ce MpHeMa BeIHBK JHEBHO.
5.3 IpeaxAHEYHH JaHEH 32 GezomacHoCT

TpoaBDKHTENHO NPHIOKEHHE HA HAKOJKO IOPOM JKHBOTHH [10Ka3Ba, 4e 6eTakconon ce Monacs
Ao0pe H Ma ITHPOK HANA30H Ha TepaneBTAYHA 6¢30MacHOCT.

TMpu HEKMMHHYHA NPOYYBAHHA HE CA JOKA3AHH MYTAareHHOCT H KapLIHHOTEHHOCT.

ITpoyuBaHus ¢ >KHBOTHH HE MOKA3BaT TEPAaTOreHeH edexT Ha OeTakconon. HaMa A0CTaTEHHO NaHHH 32
xopa. He ca mnentuduumpanu Joka3aTe/icTBa 3a TepaToreHeH NOTeHIHAN Ha feTakcono Npy xopa.

6. DAPMAIIEBTHIHH JAHHH
6.1 Coacbk Ha NOMOIIHHETE BELECTBA

Cupyesuna:

JlakTo3a MOHOXHTpAT,

Lemynoza, MEKpOKPHCTANIHA,

Harpuep HumecteH rimokonart (Tun A),
CunHilHeB JHOKCHA, KONoMaeH Ge3sozes,
Marne3sues creapar,

Iloxpumue na mabnemxama:
TuraHor auokcun (E171),
THomua{euamios ankoxon),
Tank,

JlenpTun,

Kcanranosa ryma.

6.2 HechBMEeCTAMOCTH
He e mpunokumo.

6.3 Cpox Ba rogaocT

3 roammH.

6.4 Croenua/iHH YcI0BHE HA ChXpaAHeHHE




Ha ce cpxpaHABa npH TeMmneparypa mox 25°C, B OpHrHHAHaTa OMAKOBKA, 33 Ja C€ NpeanasH o1
CBET/IHHA H BJlara.

6.5. B B chbALpkARKEEe HA ONAKOBKATA

10 TabneTkn ca onakosauu B PVC-Al Gimactep. Kytum ¢ 30, 50 i 100 Tabnerkm.
He BCHYKH BHJIOBE OTIAKOBKH MOTarT Ja GbAaT IyCHaTH B NPoAakoba.

6.6 CrenuanHH OpeJna3Hd MepKH NPH H3XBLPJAARE H paGoTa

Hsama cnenmannn H3MCKBaHWA,

7. TIPATEXATEJ HA PAZPENIEHHMETO 3A YIIOTPEBA
Medochemie Ltd, 1-10 Constantinoupoleos street, 3011 Limassol, Kurrsp

8. HOMEP(A) HA PAZPEHNIEHUETO 3A YIIOTPEBA

Per. Ne 20080268

9. JIATA HA IIBPBO PA3PEIIABAHEMIOAHOBABAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

Hara Ha mbpBo paspemasane: 15 nexemppu 2008 r.
Jara Ha nocneniHo noaHoessane: 07 okromepy 2013 r.

10. JATA HA AKTYAJIM3APAHE HA TEKCTA

11/2020




