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2. Konu4ecTBEH M KaueCTBEH ChLCTaB: 66l [L1-08.07 /|
1 dovnmupana Tabrietka cbabpka 50 mg atenolol ! ’

3. JlekapcTBeHa thopma:
dunmupary TabneTku

4. KrnHWMYHM faHHu:
- 4.1. Nokazanus:
AteHEXAL®50 ce npunara npu:

- (pyHKUMOHaNHK CbPAEYHO-CHAOBM 3abonasaHung  (Hanp.
XUNEPKUHETUYEH CbpAEYEH CUHAPOM)

-~ XpoHW4Ha cTabunHa unu HecTtaburiHa aHrvHa NeKTopuc (ako
ce HabnopaBaT  eOHOBPEMEHHO  Taxukapaus  Wnv
XUNEPTOHUS)

- HafKaMepHn apuTMun

O OOMbIHUTENHa TeparneBTUYHa MsipKa Npu CUHYCcoBa
Taxukapaust B pesynTaT OT TUPEOTOKCUKO3a

o MnapoKcuamanHa HagkaMepHa Taxukapous

o NpefcbpOHO MBbXOEHe n TpenTeHe (npwn
HE3a/J0BOMNUTENEH OTFOBOP Ha Tepanus ¢ BUCOKY 103K
CbPAEYHN MUKO3NLN)

- KamepHW aputMuu

O KaMepHW eKCTpacucTonM, ako ca MpuUdnHeHn ot
roBMileHaTa akTUBHOCT Ha cUMMaTukyca (husnyecky
cTpec n NpUNoXeHne Ha €K30reHHM
CYMNaTOMUMETUYHU NEKaPCTBEHN NMPOAYKTY)

O KaMepHU Taxukapiumn K KaMmepHO MbXaeHe (Camo KaTo
npounakTuka, ocobeHO KOorato KamMepHUTe apuTMiu
ca TPUYMHEHM OT NOBULUEHA  aKTUBHOCT Ha
cuMnaTukyca)

- apTepuanHa XUNepToHUS

4.2. [lo3upoBKa ¥ HAUMH Ha NPUITOXKEHMe:
llosnposkata ce onpegens WHAMBMAYaNHO B 3aBUCMMOC




DOVYHKLIOHAMHN CbPOEYHO-CHLA0BN 30bonsiBaumsa . {Hanp.
XUMNEPKNHETUYEH ChpaeYYeH CUHIPOM)
25 mg atenolol BegHbX pgHeBHO (CboTBeTCTBaWM Ha
tunmmnpara tabrietka AteHEXAL®50)

XpoHWyHa cTabunHa aHrMHa MexTopuc Mnv_HecTabunHa aHrvHa
NeKTopuc ‘

50-100 mg atenolol BegHbX pHEeBHC (cvoTBercTBalWM Ha 1-2
bunmmupari Tabnetkun AteHEXAL®50)

ApTepuanHa XunepToHus

- NeuenueTo Tpabea Aa sanoyHe ¢ 50 mg atenolol BeaHBX AHEBHO
(choTBETCTBALM Ha 1 dunmupaHa Tabnetka AteHEXAL®50). Ako
e HeoOxopuMmo, crief efjHa cenmulla AHeBHaTa [03a Moxe Aa
oboe yesenuyeHa po 100 mg atenolol (cvoTBeTcTRaWa Ha 2
cbunmmpanmn TabneTkn AteHEXAL®50).

HapnkamepHn 1 KaMepHW apuTMum

50 mg atenolol egnH po aea nbTr gHeeHo unu 100 mg eaunH NbT
AHEBHO  (cboTBeTCTBaWM Ha 1  dwmnmupaxa TabreTka
AteHEXAL™50 eawH po pBa mbTW OHEBHO wnu 2 cbmn:vlwpat-m
TabneTku AteHEXAL®50 eguH mbT [OHEBHO)

[punoxeHue npu Ceya:
Nluncea [OCTATLYHO ONWT, MOPaAM KOETO HE Ce MNpernopbysa
npunoxeHneTo Ha AteHEXAL®50 npu geua.

lNMayuenmu e HarnpeOHana eb3apacm;

[osupoBkaTta npy NauyneHT Ha Bb3pacT Hag 65 roauHn Tpsabea ga
ce ajantupa B 3aBWCUMOCT OT CTEMEHTA Ha eBEHTYanHo
ChilecTBYBaLo yBpexaaHe Ha 6ubpeyHaTa dyHKuMS.

3abenexka
[Mpn naumeHTU ¢ HapylweHa ObbpeuHa QyYHKLMSA aosaTa Ha
atenolol TpsGea fa Obhe apanTupaHa B 3@BUCUMMOCT  OT
OBOpeuHNsa KMNPbBHC. AKO KpeaTUHWHOBWAT KMUMPBHC € peayunpax
£,0 ctorHocTh mexay 10-30 mi/min (cepymen kpeatuHmu nog 1,2-5
mg/di), ce npenoptysa go3ata fa Obae peayumpaHa HarnosoBMHa.

AKO KpeaTuHUHOBMAT KnupwHC € nog 10 mli/min (cepymeH\
KpeaTuHuH > 5 mg/dl), ce npenopbyBa cTaHgapTHaTa ,u,osa p,a ce
peaoyumpa 5o efHa YeTBbPT. /A ~




HauquH u npoduimKkumenHocm Ha npusioxeHue
dunmupaHnTe TabneTkn ce npuemar 0e3 fa ce cobBKBAT U C
[OCTaTbYHO KOMUYECTBO TEUHOCT NPEAN XpPaHeHe.

Ako ce Hanara MpeKkLCBaHe Ha MPOABLIMKVTEnHa Tepanus c
AteHEXAL® 50, nosata TpsiBa fga ce pegyuupa 0aBHO K
MOCTENEHHO, TbW KaTro BHE3arMHOTO MPEKbCBaHe Ha TepanusTa
MOXe [Oa [J0Bede [0 CbpieuHa ncxemusi ¢ eksauepbauus Ha
aHrMHa MexKTopuc, CbpAevdeH WHAAPKT wuiM ek3auepbaums Ha
XWNEPTEH3NBHO CbCTORHUE.

- 4.3, TpoTuBOoOKasaHus:
AteHEXAL® 50 ne Tps6ea fa ce Apwnara npu:
- MaHndecTHa chpheyvHa HegoCcTaTbYHOCT
T oK
- AV-6rok 11" n HI® crenex
- cuHApOM Ha BonHMA CMHYCOB Bb3en (sick sinus syndrome)
- CuHoaTpuaneH Brok
- Bpagukapauns (nync B noko nog 50 ygapa B MUHYTa npeau
TepanuaTa)
- XUMNOTOHWS (CUCTONUYHO KPBbBHO Hansirake non 90 mmHg)
- auwposa
- BpoHxuanHa xuneppeakTuBHOCT (Hanp. BpoHxuanHa actma)
- KBbCH¥ CTaguy Ha nepudepHy HapylleHns B nepdysusita
- epHoBpemeHHo npunoxeHue Ha MAO-uHxubutopn
(c naxnoveHne Ha MAO B—uHxnbutopu)
~ W3BECTHa CBPBLXYEBCTBUTENHOCT KbM atenolol wnn gpyru
beTa—agpeHopeuenTophn 6nokepn (6eta-6nokepn), wnn
KbM HFIKOE OT NMOMOLLHUTE BeLLecTBa Ha NpoAyKTa
- HernekyBaH dheoXpomMounToM

MHTpaBeHO3HOTO npwurnaraHe Ha Kanuueswn aHTaroHWCTW OoT
rpynata Ha verapamil u diltiazem wnn gpyrin antuapurMmugn (kaTto
disopyramide) npw naumeHTn, TpetupaHun ¢ atenolol e
NPOTUBOMNOKAa3aHO (C W3KIIOYEHNE Ha crydauTe Ha WHTEH3UBHO
fiedeHne).

4.4, CrieumanHu nipegynpexpeHnsa v npennasHu Mepku mnpu
ynotpeda:
OcobeHo BHMMAaTENHO npocnep,ﬂaaHe OT feKap e HeoESxo
crnenHuTe cnyJau:

- AV-6nok I™ cteneH




- pguabeT C TexXKu sBapupailliM HMBa Ha rflKo3aTa B KpbBTA
(nopagn Bb3MOXHOCT OT TEXKa XUMOrfukemusi)

- NPOABLIIKUTENHa CTpora AueTa U TeXbK (husndecku cTpec
(nopafu Bb3MOXHOCT OT TEXKa XWUNOrfnMKeMus )

- naumeHTn ¢ deoxpomouuTom (Tymop Ha HagbbbpeuHaTa
meayna; Heobxoauma e npefBapuTenHa Tepanus ¢ anda—
peuenTopHu Briokepw)

- nauueHTu ¢ pepyumpaHa 6bopeyuHa dyHKUMS (BUdK ToUka 4.2
“I103MPOBKa 1 HauWH Ha NpuroXeHne”)

Mpw nauMeHT ¢ rncopuasuc B rnvyHaTta unu damunHa aHamHesa
beTa-agpeHepriyHu Grnokepn Tpsibea ga 6bpoaT usnuceBaHW camo
crief BHUMaTernHa oLeHKa Ha CbOTHOLLEHNETO nonsal/puck.
BeTa-Onokepute morat fa rMoBuWAaT YyBCTBUTENHOCTTA KbM
anepreHy N TexecTra Ha aHadunakTndyHuTe peakuui. [lopagw
ToBa € HeoOXOAMMO CTPOro nokasaHne Mpu nNauueHTU. C TEXKN
peakumy Ha CBPBbXYYBCTBUTENHOCT B TAXHaTa aHamHesa W Tpu
naumeHT Ha Tepanus 3a oTcnabpaHe K MOTUCKaHE Ha
anepryyHaTa peakTUBHOCT  (feceHcubunuvaupalla Tepanus;
HeoOX0AMMO € BHUMaHWE TIPU EeKCTPEMHM aHaUNakTUu4Hu
peaxumn).

Mpv nauMeHTW ¢ BasocnacTudHa aHrMHa (aHruHa Ha Prinzmetal)
aTeHonor Moxe pa yeenudm Gpos U NPOABIKUTENHOCTTa Ha
CTEHOKaPOHUTE TMPUCTBLNK, NOpagn BasOKOHCTPUKUNS B pesynTar
Ha nurca Ha MpPOoTMBOMOSIOXKHO OENACTBME Ha anda-peuentopuTe.
AteHEXAL® e cenektnseH GeTa-briokep, nopagn KOeTo HerosaTa
yniotpeba Moxe pa ce vwma npefsBug, HO camo npyu CTporu
rloKka3aHns 1 BHUMaTENHO HabnogeHne Ha nagueHTuTe.
Heobxoomo € MOBULLEHO BHUMaHWE MpW NauWeHTU C Mo-Tekwut
HapyLleHUa B nepucepHoTo KpbBocHabasABaHe.

Cnep, pAsKo npeKkbCBaHe fnpruema Ha KNoHWANH U eSHOBPEMEHHOTO
ApUnoOXeHe Ha AteHEXAL® KPBBHOTO HansraHe MoXe [a ce
MoBULLIM NpexomepHo. [opagu ToBa NPUNOXEHUETO Ha KIOHWOWH
mMoXe [f[a Obhe npeKkbCHaTO Camo, ako MPUIOoXEHUEeTO Ha
AteHEXAL® e 6uro CNPsHO HSIKOJKO OHW npeaw Toea. Cneq ToBa
NpUeMbT Ha KMOHNANH MoXe Aa ObAe Cnpsr NoCTENeHHO.
Heobxopumo e BHUMaTEnHo HabniogeHue Ha nauneHTw,
npuemally nepoparnHo KanuveBW aHTaroHWcTW OT rpynata Ha
BepanamMuii 1 OUNTWasemMm, Kakto W aHTuapuTMuly, Hanp.
ausonupammg.

Mpy nauneHT! ¢ XunepTvpecnansbM TepanuaTa C
MOXe [a Mackmpa KIMHWYHWTE CUMNTOMW Ha TUPeo
(Hanp. Taxukapgus, TpemMop).
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Mpu Hanuume Ha Texka ObOpeyHa AUCHYHKLMS B OTAENHN criyyau
e HabniogaBaHo BroluaBaHe Ha ObOpeyHata GYHKLUUS Tpn
nauueHT Ha Tepanusa ¢ apyrn H6erta-Orokepu, nopagy KoOeTo
AteHEXAL® Tpsifea pa ce npwnara camo MpW CbOTBETHO
npocnefssaHe Ha bbbpeyHaTa dyHKUMSA.

Kakro npu nevenvie ¢ apyru 6eta—agpeHepruuHy Griokepy, Moxe
Ja Bb3HWKHE TEMKO 4yepHoApobHO yBpexaHe, rnopafn KoeTo €
HeoOXoAMMO npocrneassaHe Ha depHoppobhute npodu npes
peryrnsipH1 nHTepBanv npu Tepanus ¢ AteHEXAL®,

Tbli KaTo € Bb3MOXHO pasBuTUE Ha TpomMBouMTOMNEeHWYHa W
HeTpomMBoLmMTONEHNYHa nyprnypa o BpemMe Ha Tepanust ¢ apyru
BeTa—appeHepruyHn Briokepyn, Heobxogumo € pa ce obpblia
BHUMaHWE Ha noL4OGHM CUMNTOMM MO BpeMe Ha neuveHune C
AteHEXAL®,

Cwsem KbM Ouabemuuume: .
1 cunmupana Tabnetka cbabpka no-manko ot 0,01
BbINEXVMAPATHN eANHNLY.

4.5, lekapCcTBeHU U Apyru B3auMOoaeNCTBUSE:
OnucaHn ca Ounn criegHnTe fekapcTBeH B3auMOAESWCTBUS TNPU
npurnoxeHue Ha AteHEXAL® 50 u: \

- @HTUXUNEPTEH3NBHU APOJYKTH, LUYypeTnLin,
BasoAnnaTaTopy, TPULMKITUYHA aHTUgenpecaHTy,
Gapbutypati, deHOoTWasnHW: 3acunesade Ha edekra Ha
foHWXaBaHe Ha KpbBHOTO HansraHe Ha AteHEXAL™ 50

- aHTWapUTMULM: 3aculiBaHe Ha KapLnoLenpecuBHOTO
neictare Ha AteHEXAL® 50

- KanuueBW aHTaroHWCT¥ OT rpynaTta Ha verapamil u-diltiazem,
KakTo W Apyrn aHtuaputMmuum  (Hanp. disopyramide):
Bb3MOXHM ca TOHWXaBaHe Ha KPbBHOTO Harsarade,
Dpagvkapans  unu Opyrn  aputMum  (BHMMAaTErHo
HabsloAeHNE Ha nauueHTuTe)

- Kanuuesn aHTaroHWCTW oT rpynata Ha hifedipine: sacunexo
MOHWXaBaHe Ha KPbBHOTO HanaraHe W B OTAENHWU criy4yau
pasBuTUE Ha CbhpAgHHa HELOCTATBYHOCT

- CbpAEYHM  NuMKo3Mawm,  pesepnuH,  anda—-meTungona,
ryaHdauuH, KnoHuaud:  Gpapukapavsi, 3abaBaHe  Ha
cbpAeuHaTa NPoBOANUMOCT

- nepopanHi aHTuonabeTHy NPOAYKTW, WHCYNWUH: 3ac:ymsaiﬁé‘"“\
Ha edekta Ha noHMXaBaHe Ha KpbBHaTa
AteHEXAL® 50. TlpeaynpeauTenHnTte  cumr ,o
XUMOITIMKEMYS) — OCOBEHO TaxvKapaus u TPew




mMackupany. [lopagu ToBa € HeoOXoaumMo PefoBHO
N3MepBaHe Ha HMBaTa Ha KpbBHAaTa 3axap.

- norepinephrine, epinephrine: BBH3MOXHO € €KCLEeCUBHO
noBuLLaBaHe Ha KPBBHOTO HasAraHe

- indomethacin n pgpyrm HCMBC: moxe pa ce Hamanm
NoOHWKaBalMa eqeKkT BbpXy KPbBHOTO HamnaraHe Ha
AteHEXAL® 50 :

- HapKoOTWLUM, aHecTeTUUW. 3acureH cnag B KPbBHOTO
HansraHe, NoBULLIABAHE Ha OTPULIATENHWS MHOTPONEH edexT
(aHecTesuonorsT Tpsbea pa 6ObAe npepynpeneH 3a
Tepanusta ¢ AteHEXAL® 50) B

- NepudepHn MYCKynHW penakcanTy (Hanp. suxamethonium
halogenide, tubocurarine). sacuneaHe W yobidkaBaHe Ha
MYCKYNHO—penakcaHTHUA edekT, uHuumnpan ot AteHEXAL®
50 (aHecTeavonorsT TpAbGea nga Obpe WHoOpmupaH 3a
TepanusaTa ¢ AteHEXAL™ 50)

4.6. BpeMeHHOCT U KbpMEHE:! :
AteHEXAL® 50 moxe fa ce npwurara no Bpeme Ha BpemMeHHOCT
camo crief  BHUMaTenHa npeleHKka Ha  CbOTHOLUEHUETO
nonsa/puck.

Heobxoanumo e ocobeHo BHUMATENHO MNpOoCnefsiBaHe o7 Hekap
npu KbpMeEHe.

Atenolol npemuHaBa nnaueHTapHata Oapuepa ©  pocTura
npnbrnsnuTENHO CblUMTE KOHLEHTpaLmn B MblHaTa BPbB, KakBUTO
ca OTKPUTK B ManumMHaTa KpbB. HsiMa HanuyHu faHHW OTHOCHO
npunoXeHneTo Ha atenolol npes MbpBUSE TPUMECTBL Ha
OpemeHHoCTTa.

Mpu Tepanua HenocpencTBeHO rpefu garata Ha paxjaHe €
Bb3MOXHO fOa ce nosiBAT Opagukapius, Xunornukemua U
pecnvpaTopHa  genpecust  (HeoHaTanmHa  acdmkcus)  mpw
HoBopofeHn. OnucaHn ca Ccbilo criyyau Ha Oera-Onokapa.
Mopagu ToBa atenolol Tpabea fa b6bae cnpsiH 24-48 vaca npeau
paxaaHe.

Atenolol kymynupa B Ma4MHOTO MAAKC W AOCTWIA MHOMOKpaTHU
KOHLUEHTPaWUWY B CpaBHEHWE C Te3¥, U3MepeHu B cepyma Ha
maikata. Bbnpeks, uYe KONVYECTBOTO aKTUBHa CybcTaHums,
npueTa C MrsiKOTO, BEpPOSATHO He HOCM puck 3a AeTeTo,
HanoXWTenHo e feuaTa ga 6vhar npocnegasaHn 3a CUMNTOME

beTa-briokaaa.




4.7. EcbeKTi BbpXy criocobHocTTa 32 wodupaHe u pabota c
MatluHMK:
TepanusaTa € TO3W IFieKapCTBEH MPOAYKT W3NCKBa pPeryrsipHO
npocriegsaBaxe OT Jfiekap. |
Mopagn wHAWBMAYanHUTE  pasnvynst B peakumuTe  KbM
NeKapcTBeHWs NPOAYKT, Bb3MOXHOCTTA 3a LWodupaHe, onepupaHe
C TEXKM MawumHu unu paboTa B HecurypHa nosuuus (Hanp.
uskaysaHe Ha cTbNOUM) MOXe Aa ce BMOWM. ToBa Ce OTHacs
ocoBeHO 3a HavaroTo Ha TepanusTa C TO3W NeKapcTBeH NPOoyKT
W1 NoBULLIABAHETO Ha A03aTa UK NPOMSsIHa Ha MPORYKTUTE, KaKTo
W npuema My B KOMBUHaLMS ¢ ankoxon.

4.8. HexxenaHu nekapctTBeHu peakuun:
Pagko u ‘ocobeHo B HayamoTo Ha NeYEeHWeTo MoraT fga ce
HabnopasaT HapylleHns Ha UeHTpanHarta HepBHa cucTema KaTo
ymopa, 3amaiBaHe, rnasobonune, 3pUTENHU  HapyLUEHWs,
M3MNOTABaHE, CHHMAWBOCT, OObPKAHOCT, XanouMHaUWW, Ncuxosa,
KOLIMapW WIK  3aCUNeHO ChbHyBaHe, HapyLleHWsi B - CbHA W
AENPEecuBHO HacTpoeHKe.

Psako moxe fa Bb3HUKHE 3HaYuTeseH cnaz B KPbBHOTO HarsiraHe
(xvnoToHuga), BpaguKapansi,  CWUHKOM,  HapylleHo  aTpuo-
BEHTPUKYNapHO npoBexgaHe I© eksalepbaumsi Ha cbpaedHa
HeAOoCTaTb4HOCT.

B oTgenHu cnyyan cpep nauueHTw, cTpajaliv OT aHruHa
NeKTopuc, He MoXe fa Ce U3KIIYKN 3acuriBaHe Ha NPUCTBINTE.
PAagko moraT pga ce nosBAT BPEMEHHW TacTPOMHTECTUHANHW
orlaKkeaHus (rafeHe, rnoepbliade, KOHCTUNAaUUS, Anapus).

Pagko wMorat fa ce nNosBAT  anepruyHy  KOXHW - peakuuu
(3auepssaBaHe, npyputyc, 06pns).

Psigko ce nosesABaT napecteann U ycellade 3a CTyhq Ha
KpansuuuTe, psapgko MycKyfHa criabocT MnyM MYCKYITHW Kpamiu.
Colo e buno HabnogaBaHO 3acuriBaHe Ha onnakBaHusTa npw
nauneHTM C HapyweHws B nepudepHaTa nepdysus —
BKITIOUMTENHO MauuMeHTW CbC CrasMn Ha AururtanHuTe apTepuu
(6orniect Ha PeiiHo).

B pesynTaT Ha noTeHuuanHo noBuLwaBaHe Ha Pe3nucTeHTHOCTTa Ha
OnXatenyure MbTULLE nauueHTuTe, CKIMOHHW KbM
BpoHxocnacTyHn  peakunmy (ocobeHo Tean ¢ OBCTPYKTUBHU
BenoapobHu 3abonsBaHns), Morart ga passusT AUCNHeESs.
PAoKo MOXe Oa ce MosBK CyXoTa B yCTaTta, KOHIOHKTUBUT U

M3MNON3BaHeTO Ha KOHTaKTHN J'lGLLWl).
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B penxu cnydan, naTeHTeH 3axapeH auabeT MoXe Aa cTaHe
oueBuaEH UNy manudecTeH 3axapeH anadet ga eksaiepbupa.
Crnieg npogbibkUTENHa CTPUKTHA AMeTa Wi TEXKO dManyecko
HaToOBapBaHe, eOHOBPEMEHHOTO nedvenne ¢ AteHEXAL™ 50 moxe
Oa gosefie Ao xunornukemus. MpegynpeguTenHuTe CUMATOMY Ha
Xunornukemusita — ocobeHo Taxukapaus u Tpemop, MoraT pa
Obaat mackupaHu.

B otmenHu criyqau 6Heta-afpeHepruubnTe  Gnokepu  (Hanp.
atenolol) moraT fa Bb30yaAT Ncopuasune, 4a BnowaTt CUuMnToMmute
Ha ToBa 3abondsBaHe wnM fa poeepaT Ao ncopmaamcbopmeﬁ
eK3aHTem (0bpuB).

- Habrogasannu ca 6uny oTAENHU criydan Ha HapylleHo nubugo v
UMMOTEHTHOCT.

Mo Bpeme Ha neuenue ¢ AteHEXAL® 50 moraT ga ce nosissT
HapylweHns B Metabonusma Ha macTute. [lpy nauneHTn C Hai-
4YeCTo HopMariHv HMBa Ha TOoTarHusA xonecrepon ca Habrgasanu
noHmwxasane  HWBOTO Ha HDL-xonecTteporia v nosulasaHe
nnasMeHnuTe HUBa Ha TpurnuuepngnTe. |

lMpn nauneHTV ¢ XUNEPTUPEN3a Tepanusita cC AteHEXAL® 50
MOXE Oa Mackupa KNUHUYHUTE CUMNTOMW Ha TUPEOTOKCUKOo3aTa
(Hanp. Taxvkapand, Tpemop).

4.9. Npeposunpare:

Cumnmomu Ha UHMOKCUKayUs

KnnHuuHata  kaptMHa ce  xapakrepuampa  OCHOBHO ¢
kapauosackynaptu n LIHC-cumnToMKn B 3aBUCUMOCT QT TeXecTTa
Ha WHTOKCUKaimsa. [lpenosnpaHeTo moXe [da NpUYuHN TeXka
XunoTonns, Opagukapous LO CbpAedyeH apecT, CbpheuHa
HEeLOCTaTBLYHOCT N KapZAWoreHeH oK. JonbrnHuTenHo morar fa ce
HabntogaeaT 3aTpyAHEeHOo AuvllaHe, OpOoHXOCcMasbM, NOBPbLUAHE,
MOTUCKaHE Ha Cb3HAHWETO, PpAAKO CbLUO reHepanuanpaHy
KOHBYMCUN.

Tepariusi Ha npedo3upaHe
B cnyyalh Ha npepo3vnpade wnn 3acTpallasawo 3abaBaHe Ha
cbpaevHaTta AeNHOCT WUny NoHmKaBaHe Ha KPbBHOTO HarsiraHe,
Tepanusita ¢ AteHEXAL® 50 TpsibBa na 6bae npekbcHaTa.
HunsneHnte napameTpyn TpAOBa Aa ObaoaT MoOHUTOpPUPaHU B
YCHOBNSAITA Ha WHTEH3MBHU TPWXUM YN ako e Heobxogumo Aa ce
Kopurupar. . e
CriefiHUTe NPOSYKTW MOraT Aa ce U3Ion3BaT KaTo aHTUAOT:
Atropine: 0.5~2 mg vHTpaBeHo3Ho Bonyc

Glucagon: nbpeoHa4arnHo 1-10 mg UHTPaABEHO3HO, MNocH




oT 2— 2.5 mg/h, KaTo NnocTosiHHa NHAY3KNA
CyMNaTUKOMUMETUALM B 38BUCUMOCT OT TENECHOTO TEerfno u
eekta: dopamine, dobutamine, isoprenaline, orciprenaline wu
epinephrine.
B criyuan Ha pedpakrepHa bpagukapaus, TpsibBa fa ce nposefe
neveHve ¢ BpeMeHeH NelcMenknp.
B cnyyail Ha BpoHxocnasem ce rpunarat Bo—cumnatukoMmmeTnLn
nof copma Ha aepos3on (ako He e A0CTaTh4yHO ePEeKTMBHO CbLLo
BEHO3HO) unn aminophyliine i.v.
Mpw nosiea Ha rexHepanuavpaHy rop4yoBe ce rpenopbysa 6asHO
MHTPaBEeHO3HO NpunoXeHue Ha diazepam.
Atenolol ce gnanuaupa.

5. ®apmakonornyHm AaHHU:

5.1. PapmakognHamMnyHU CBOMACTBA:

Atenolol e xugpodunen 6Heta—apgpeHepriued Bnokep ¢
OTHOCUTEfRHA B1—CeneKTUBHOCT (CbpaedHa cernekTuBHocT) 6e3
BBTPELUHA CUMNaTUKOMUMETMYHa akTMBHOCT U 6e3 membpaHo-—
cTabunuaunpal edexr.

JlekapcTBEHMSAT MPOAYKT MOHMKaBa YecToTata W KoHTpakmunuteTa
Ha CbpPAEYHNS MYCKYIl, CKOPOCTTa Ha nposexjade B AV—sb3ena u
rlasMeHaTa pPeHUHOBA @KTWBHOCT B 3aBUCMMOCT OT HMBOTO Ha
cuMnaTuKycoBus  ToHyc. Atenolol wmoxe jAa npeausBuka
CTUMySnauMst Ha TOHYCa Ha rnagkata MyckKynatypa, KoeTo ce
ObITKU Ha uHxnbupaHe Ha Bo—peuentopure.

5.2. PapMaKkOKMHETUYHW CBOUCTBA:
Crnen nepopanHo npunoxenvne atenolol ce pesopbupa oT
racTpouHTECTUHANKNA TpakT npubnuautenHo 50%. TbW KaTo
aTEHONON He NoASEXK Ha MeTabonNnabM Ha MbPBO NPeMUHaBaHe,
cucteMHata My 6BuoHanMyHocT e cblio npubnusuternHo 50%.
Makcumanuure nnasmeHu HuBa ce pocTturat crnen 2—4 uJaca.
CBbP3BaHETO C MMa3MeHuTe NPOTEUHW e npubnuautenHo 3%,
oTHOCUTENHUAT obBem Ha pasnpenereHue e 0.7 I/kg.

Atenolol ce wmeTabonu3vpa B MHOro marika creneHd. He ce
obpasyBaT akTUBHA METABOMNTK C KIUHUYHO 3HaYeHue.
MNpubnuautenHo 90% oT cuctemHo HanuyHUA atenolol ce
eKCKpeTupa B HenpomeHeHa copma upes 6ubpeLnTe B pamkute
Ha 48 vaca. BpemeTo Ha nonyenumuHupare Ha atenolol e 6-10
yaca npy HopmanHa Ovbpeuna dyHkuuA. B cryy
TepMnHanHa 6vbpeyrHa HeaoCTaTbyHOCT, BPEMETO Ha N
MOXE [a ce yaAbMKN 1 ga gocturHe o 140 yaca.




5.3. MNpeaknuHNYHK AaHHK 3a 6e30NacHoCT:
Ocmpa mokcuyHocm
Bwx Touka 4.9 “Tpenosupanxe’.

XPOHUYHa MOKCU4YHOCM

MnbxoBe U kKyyeTa, npuenu atenolol B pasnuynu [osu 3a
npoabmxmTeneH nepuwog (3—12 mMeceuya), He ca nokasanu
3HauuTeEnHK® BMOXMMUYHK, MOPQONOTUYHU 1 XEMATONOMMYHU
npomeru. Mpu MHOFO BUCOKK 03K ca Bunu ycTaHOBEHN MOBULLIEHO
TErN0 Ha MuoKapaa v creskara.

MymazeHeH U myMopozeHeH rnomexyuarn

Atenolol He e 6un nognarad Ha noApobHM TecToBe 3a
MyTareHHocT. TecToBeTe in vitro v in vivo ca oTpulaTtenHn u bo
JHEC.

MNMpoobIMKUTENHN NpOyYBaHWUsA MNPU MNMHXOBE ¥ MULLKA He ca
rokasaru [laHHW 3a TYMOPOFeHeH noTeHumnan Ha atenolol.

PenpodykmusHa moKcu4Hocm

EMGproToKCUYHUAT noTeHuman Ha atenolol e 6un uscnesaH npu
[1Ba XUBOTUHCKM Buaa (nnbxose n 3aium). detanHa pesopbums e
ycTaHoBeHa MpW O03M- Nog TOKCMYHWTE MNpu MarkaTta. He ca
Habnopasaxn mandopmaunu. He e bun ycTaHoBeH oTpuuareneH
eheKT BbpXy hepTUrHocTTa.

6. PapmaueBTUYHN OaHHWN.
6.1. CnnchbK Ha NOMOLHUTE BellecTBa:
CopuesuHa Ha mabnemkama:

Maize starch 60,20 mg
Sodium dodecyl sulphate 3,30 mg
Heavy magnesium carbonate 87,50 mg
Magnesium stearate 5,00 mg
Gelatin 2,00 mg
Qunmoso nokpumue:

Opadry white 8,00 mg
Cecmosiwio ce om.

Lactose 2,88 mg
Methylhydroxypropylcellulose 2,24 mg
Titanium dioxide 2,08 mg
Polyethyleneglycol 4000 0,80 mg

6.2. ®PU3NKO-XUMNYHN HECHBMECTUMOCTHN:
He ca nssectHW.




6.3. CpoK Ha rogHocCT:

CpOKbT Ha FOLHOCT € S roguHy oT AaTtarta Ha Npou3BOACTBO.
MNpoaykTsT He TpsiGBa Aa ce npwnara cneg nsthyaHe Ha cpoka Ha
FOAHOCT, OTOEens3aH BbpXy onakoBKaTa.

6.4. CneunanHn ycnoBusi Ha ChXpaHeHue:
[a ce nasu OT CBETNWHa ¥ Braral

6.5. [laHKu 3a onakoBKa
OpuruHarnHa onakoeka, ceabpxaiia 30, 50 u 100 TabneTku.

6.6. Mpenopbku 3a ynotpeba:
Hama crneyumarntu npenopbku 3a ynotpeba.

7. Ume u appec Ha npuTexaTens Ha pa3peleHneTo 3a
ynorpeda:

Hexal AG

Industriestrasse 25

D-Holzkirchen, Germany

Tel.: +49-08024-208-0

Fax: +49-08024-908-1290

E-mail: medwiss@hexal.de

8. PerncrpauunoHeH HoMep B peructopa:

9. JaTa Ha MbPBO pa3pellaBaHe 3a yroTpeba Ha
neKapcTBeHUsi MPOAYKT:

10. Jata Ha akTyanu3auus Ha TekcTa:
Anyapn 2003




