KoMuTeThT 32 OLICHKA HA PUCKA B NIPOCJIeAABAHETO HA JIEKAPCTBEHATa 0€30MacHOCT
(PRAC) npenopb4Ba OrpaHM4YeHOTO H3M0JI3BAHE HA KPAaTKOAeHCTBAIM 0eTa arOHUCTH
NPH AKYLIIEePCKHU MOKA3aAHUA

KomuTeThT 32 olleHKa Ha pUCKa B MPOCIEASBAHETO HA JeKapcTBeHaTa 0e30MacHOCT
(PRAC) xpm EBpomneiickara arenius mo JsekapcrBata (EMA) mpenopbya JieKapCTBEHUTE
MIPOJYKTH, U3BECTHH KaTO KpaTKOZeicTBaly OeTa arOHUCTH Jja He C€ U3MOJ3BAaT MOBEYE KaTo
MIEPOPATTHU WU CYTIO3UTOPHH (OPMH MPU aKyIIEPCKU TMOKa3aHUs MpH OPEMEHHH >KEHH KaTo
MPEeKbCBAaHE Ha MPEKACBPEMEHHO pakJIaHE WM 3aCHIICHH POAMIHU KOHTpakiuu. Bourpeku
TOBA, MHKEKLIMOHHUTE (DOPMHU Ha TE€3U JIEKAPCTBEHU MPOAYKTH TpsiOBa Jja OCTaHAT pa3pellieHn
3a KpaTKOTPalHO M3MOJI3BaHE MPU KOHKPETHU aKyIIEPCKU MOKa3aHUsI.

KpartkozeiicTBamure OeTra aroHMCTH TPEAM3BHKBAT OTIYCKaHE Ha BBTPEIIHATA
MYCKyJlaTypa U3BECTHO KaTO M3MNIaXKIaHe HAa MyCKyJnaTyparta. T'hil KaTo BOJAT 10 OTIyCKaHE
Ha MYCKyJIaTypara Ha MaTKara, HIKOW OT Te3M JICKAPCTBEHU MPOIYKTH ca OWIM 0JJOOpEeHU B
nbpxkaBu oT EBpomelickust cbio3 (EC) kaTo TOKOMUTHIM (JEKAPCTBEHH MPOIYKTH, KOUTO
MPEKbCBAT POAMIHUTE KOHTPAKIUHM). B HUCKM T03M KpaTKoaeHcTBamuTe O0eTa arOHUCTH ca
IIMPOKO W3IMOI3BAHU 3a JICUCHHWE Ha acTMa, Thi KaTO pa3IMpsBAT JUXATEIHHUTE MBTUIIA U
yJIeCHsIBAT Mpolieca Ha TUIlaHE.

[Tpu npunoxxeHue Ha BUCOKU 103U KpaTKoJeicTBaly 0eTa arOHUCTH € Hajuile A00pe
MO3HAT PHCK OT MOSBAa HAa CTPAHUYHU CHPACYHO-CHIOBH e(eKTH (3acsiraHe Ha ChPLETO H
KPBBOHOCHUTE CBAOBE). Te3M CHCTOSHUS BapupaT OT YECTO CpEllaHh TaKuBa, KaTo
TaXWKapaus W APYTH CHPACYHM apUTMUH, 10 CEPHO3HU CIIy4au Karo OenoApoOeH OTOK
(HaTpymnBaHe Ha TEYHOCT B OenmuTe npoboBe). B pe3ynrar Ha TOBa JICKAPCTBEHUTE MPOIAYKTH,
M3IIOJI3BAHU MIPU aKyIIEPCKH IMOKA3aHUS UMAT BKIIFOYCHHM TMPEIyNPEeXICHNS 3a 0€30IacHOCT B
TAXHATa MPOAYKTOBa MH(pOpManus W HEe TpsAOBa Aa ObJAT U3IMOJI3BAaHU MPU MAMEHTU C
aHaMHEe3a WM PHCK OT CBhPAEYHO-CHAOBU 3a0oisiBaHUs. berie moOBOWrHaT BBIPOCHT 3a
ChPICUYHO-CHOBHS PUCK MPHU MPUIOKEHUETO HA JIEKAPCTBEHU MPOAYKTH, KaTO TOKOJIMUTHULIH,
OTHECEH KbM II0JI3aTa OT TAXHATA yNoTpeda, 0COOCHO aKo ce MpujaraT 3a MPOABIKUTETHO
BpeMe (roBeye ot 48 yaca).

PRAC onieHn Hanu4HHATE NaHHU OT KIMHUYHU U MOCTMApKETHHTOBH MPOYYBAHHS U
nyosmkyBaHaTta guteparypa. PRAC pasriena choTBETHHUTE PBKOBOACTBA 3a JeUeHHE. bere
HaIlpaBeHO 3aKJIIOYEHHETO 3a CBIIECTBYBAHETO HA PUCK OT CEPUO3HU CBHPAECYHO-CHAOBU
CTpaHW4YHHM e(eKTH, KaKTO 3a MailkaTa Taka M 3a IUIofa, KOrato KparkojeilcrBamurte Oera
arOHUCTH Ca W3MOJI3BaHM MPH aKylIepCKH NoKa3aHus. J[aHHUTE moka3Bar, 4e eeKTUTe Hali-
YeCTO HACTHIIBAT IPU MPOIBIDKUTEIIHO U3MOI3BAHE HA T€3U JIEKAPCTBEHU MPOAYKTH.

[IpenBun HaMMYHUS CHPIACYHO-CHIOB PUCK H KpaHO OrpaHUYCHHUTE aHHH,
MOJKPEIALIM [0JI3aTa OT NPUJIOKEHUETO Ha MEpPOpaJIHUTE U CYMO3UTOPHU (POpMHU Ha
U3MOI3BAHUTE KPAaTKOCPOYHO WM JABIrocpodyHo Ttokosnutuiy, PRAC wu3snese cbe
CTaHOBHUIIETO, Y€ PUCKOBETE OT TIXHOTO MPHUJIOKEHHE MPH aKyIIEPCKU TOKa3aHUs ca Io-
rojemu ot noisute. PRAC npenopbua Te 1a He ce U3I0JI3BaT IOBEYE B Ta3U Bpb3Ka.

OT HanUMYHWUTE NAaHHU € BHUJHO, Y€ WHXXEKIHMOHHUTE (QopMH ca ePEeKTUBHU MpHU
MIOTHCKAaHE Ha POJMIHUTE KOHTPAKLMU IPU KPAaTKOCPOYHO NpuiiokeHue (1o 48 uaca). Tasu
BpeMeBa paMKa J1aBa Bb3MOXKHOCT Ha METUIIMHCKUTE CHEIHAIMCTU Ja MpearnpuemMar Apyru
MO3HATU MEPKH C OrJie MOoJ00psBaHe 3/IpaBeTo Ha IJI0Ja Mpear HEroBOTO paxaaHe. B Ta3u
Bpb3ka PRAC u3znese cbC 3aKi04eHUE, Y€ MOI3UTE OT MPUIOKEHUETO HA MHKEKIMOHHUTE
(bopMH NIpeBHIIABAT CHPACYHO-CHIOBUTE PUCKOBE MPH ONpPEIEICHN KOHKPETHH ycioBus. Te
TpsiOBa 1a ObJIaT U3IOJI3BAaHH MPU MOTHCKAHE HA MPEXKIEBPEMEHHO pakJIaHe 3a nmepuoj a0 48
qaca, MeXIy 22-pata u 37-MaTa ceaMHIla Ha OPEMEHOCTTa, 0] HaOII0IeHHE OT CIIEHUAINUCT
MpU HENPEeKbCHATO MPOCIENsBaHE HAa CHCTOSHUETO Ha MaiikaTta W HepojeHoTo Oebe. B



ObpKABUTE, KbJIETO HHKEKIMOHHUTE (POPMHU ca pa3pelieHd C Orje] H3MOJI3BaHEeTO Ha
MeTO/IMKa, MocTaBsIa 6e0eTo B MpaBHIHA MO3ULMS 33 PaXKAaHE M CHelIHa ynorpeba Mpu
cnenuduunu cberosinus, PRAC nmpenopbua BbIpocHUTE QOPMHU J1a OCTaHAT pa3pelieHy 3a
ynotpeba npu Tte3u wuHaukauuu. PRAC mpemioxu peBusupaHe Ha JIeKapcTBEHATa
uHpOpMaLUs C O] 3aCUIBAHE Ha MNPEAYNpPEeXJICHHUATa 3a CbPACUYHO-CHIOBH PHUCKOBE.
MenuuuHCKUTE CHEeUUANIUCTH ChINO e ObJaT MH(OOPMUpPAHU MHUCMEHO 32 OOHOBEHUTE
IIPETIOPBKH.

JonbaHuTe/iHa HHGOPMALMS 32 JTEKAPCTBEHUA MPOAYKT

KpaTkoneiicTBanure 06eta aroHHUCTH ca OJOOpPEHH IO HAIMOHAJIHM HpPOLEAYpPH B
HSKOJIKO CTpaHH ujeHku Ha EBpomeiickusat cbio3 (EC) u ce mapketupar B MpOoAbIKEHE Ha
MHOTO TOJMHU TOJ PA3JIMYHU TBPrOBCKM HauMEHOBaHMs. JlekapcTBEHUTE NPOAYKTH,
BKJIIOYEHU B u3BbpuieHus mnpersieq or EC ca: ¢deHoTepos, XeKCONpeHaIuH, U30KCYIpHH,
putoapuH, canOyraMoll W TepOyTalWH, pa3pelieHd 3a TOKOIHM3a (3a TpeKpaTsBaHE Ha
pOOMIIHU KOHTpakuuu). Te ca HaauuHM 1mox ¢opMHUTE Ha TabJIETKH, NEpOpPaIHU Pa3TBOPH,
MHXEKIIMOHHU U UH(PY3UOHHU PA3TBOPHU U CYNO3UTOPHH.

EdexTbT Ha KpaTKoAeicTBamuTe OeTa aroHUCTHU Ce€ M3pa3siBa B CTUMYJIMPAHETO Ha
pelenTop Ha MOBBPXHOCTTA Ha KIETKUTE, U3BECTEH KaTo ,,0eTa 2 - aJjpeHepruyeH perenrtop”,
KOITO € OTroBOpeH 3a OTIIyCKaHEeTO Ha IJIaJKaTa MycKyjarypa. I'majgkara Myckynatypa
M3rpakJa MOBEYETO OT YOBELIKUTE OPraHH, BKIIOUUTEIHO BBTPEIIHUS CJIOM HA JUXATEIHUTE
I'BTULIA, KPBBOHOCHUTE ChA0OBE, CTOMaxa M 4epBaTa, U PENpOAyKTUBHUTE OpraHu. EQekrsT
Ha TE€3M JIEKQpCTBEHU IPOIYKTH IIPH JEUYEHUE HAa acTMa CE€ ABDKM Ha PA3MIUPEHUETO HA
JMXaTEeJTHUTE MMBTUILA U OOJIEKUYEHUETO Ha JUIIaHeTo. JIeKapcTBEeHUTE MPOAYKTH CE€ HapuyaT
KpaTKoJecTBaIlM, MOpaau HaJuueH Obp3 e(eKT, B paMKUTE Ha MO-MaJKO OT MeT MUHYTH,
KOMTO Tpae HAKOJKO Yaca.

JonmbjHuTe/IHA MH(POPMALUA 32 IpoLeaypaTa

[TperneasT Ha KpaTkojeHcTBalIMTEe OeTa aroHUCTU Oellle MHUIMHMPAH IO MCKaHE Ha
VYHrapckara jekapcTBeHa areHIus, cbriacHo uieH 31 or HupextuBa 2001/83/EC u ce
npoBeae or PRAC. JIokonkoTo TO3W TMperyien oOXBalia camo JIGKApCTBEHH MPOIYKTH,
paspelieHd Mo HalMoHAIHA TIpolenypa, npenopbkata Ha PRAC me Opae mpemnparena Ha
KoopanHanuonHa rpymna 3a Hpolexypud MO B3aUMHO IPU3HABAaHE M JELEHTPaIU3HpaHU
mpoueaypu 3a xymanna ymorpeda (CMDh) c¢ ormex B3umane Ha pemenne. CMDh e
JIEKapCTBEHUAT PEryJaTOpPeH OpraH, HOpeAcTaBigBall abp:kaBuTe-wieHkn Ha EC. Ako
no3unuara Ha CMDh 6bpae ono0peHa upe3 KOHCEHCYC, CIOpa3yMEHHETo 1ie 0bJie TUPEKTHO
BBBEJICHO OT IbpxkaBuTe wieHkH Ha EC, Ha TepuTopusta Ha KOUTO Ca pa3pelleHH 3a
ynoTpeba JieKapcTBeHUTe NpoAyKTH. Ako mno3unusata Ha CMDh Obne mnpuera upes
MHO3MHCTBO Ts Ime Obae m3mpareHa Ha EBpomeiickata komucusi (EK) 3a mpuemane Ha
00III0eBPONENCKO 3aKOHOBO PELICHHUE.

[Ipenumen npernen e 6w nposeaeH npe3 2006 ronuna ot 6uBmara PaboTHa rpyma mo
nekapctBeHa 6ezonacHoct (Pharmacovigilance Working Party) ¢ ornen pucka ot MmuokapaHa
HCXEMUs BbB Bpb3Ka ¢ yrorpedaTa Ha KpaTkojelcTBamuTe 0eta aroHucT. ToBa e 10Beno 10
BKJIIOYBAHETO Ha MPEAYNPEXKICHUS U MPOTUBOMOKA3aHUSA B MPOAyKTOBaTa MH(OpManus 3a
TE€3U JIEKAPCTBEHU MPOJYKTH, C OIJIe]] TAXHOTO U3IOJI3BaHE KATO TOKOJIUTHIIH.

Hamomusime Bu, ue marueHTHTE MOTrar Ja ChoOIIaBaT HEXKENAaHU JICKAPCTBEHH PEaKLUH 110
BCSIKO BpEM€ Ha MEIMLUHCKUTE criennanucT i Ha MAJL



MoskeTe 1a HalpaBUTe ChOOILEHUE 3a HeXeNaHa jJekapcTBeHa peakuus 10 MAJI mo eaun

OT CJIEIHUTE HAYMHHU:

-TIOI'BJIBAHE U M3MpallaHe Ha (GopMyJisipa 3a ChoOIllaBaHe Ha HEXKEJIAHU JIEKapCTBEHU
peakiy OT HEMEIUIIMHCKU CIeIMaIUCTH MMyOIMKyBaH Ha yeO-caiita Ha MAJL;

-TIONBJIBAHE M M3IpalllaHe 10 MoIaTa Ha Komue oT (opMyisipa, MmpeaHa3HaueH 3a
HEMEIUIMHCKUTE CIIELUAINCTH.

3a JOMBIHUTENHU pa3siCHEHHS MOXKeTe Ja ce olaxpaare B otraen “‘JlekapcTBeHa
6e3omacHOCT” KbM M3MbIHUTENHA areHius mo Jekapcrpara Ha Tei. +359 2 890 34 17.

3a JONBIHUTEIHM DA3sICHEHUS MOXXeTe Ja ce obaxnare B oraen ‘‘JlekapcTBeHa
6e3onacHOCT”’ KbM M3MbIIHUTETHA areHIus 1o JekapcTBara Ha tei. +359 2 890 34 17.

Bcuuky Hanmu4YHM JOKYMEHTH OTHOCHO TIperyienbT Ha KpaTKoAeWcTBauuTe Oera
aroHUCTH JEWCTBHE HA AHIVIMMCKU €3MK, MOXETe Ja HamepuTe Ha yeOcaiita Ha EMA Ha
CIETHUS JINHK:

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Short-
acting_beta-agonists/human_referral prac_000013.jsp&mid=WC0b01ac05805¢c516f



http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Short-acting_beta-agonists/human_referral_prac_000013.jsp&mid=WC0b01ac05805c516f
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Short-acting_beta-agonists/human_referral_prac_000013.jsp&mid=WC0b01ac05805c516f

