KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. MME HA JIEKAPCTBEHHS NPOAYKT

Benronun Pasteop 5 mg/ml, pasreop 32 neGymsarop
Ventolin Solution 5 mg/ml, nebuliser solution

2. KAYECTBEH H KOTHYECTBEH CHCTAB
Benroxun Pastsop chaspxa canGyramon 5 mg/ml, mox dopmara Ha cyndar.

TIoMOIIHO BEMIECTBO ¢ H3BECTHO ACHCTBHE

Beexn ml ot pasrBopa cbAbpika 0,1 mg GeH3AIKOHHER XIOPHA.

3a nBIHHA CIHCHK HA IIOMOIIHATE BEIIECTBA BXK. TOIKa 6.1.
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Benromrn PastBop ¢ cenextumen P aApCHOPEHENTOPEH aroHHCT, IIOKa3aH IIPH BB3PAcTHH,
TIOAPaCcTBAINH H J€Iia HA BB3pacT oT 4 a0 11 roxunu 3a neuenne u IpeFOTBpaTABaHE HA OPOHXOCIA3EM.
Ocurypssa kparkoTpaiiHa (derHpu vaca) OpoHXo[MNaTan|s TpH obpaTHMa OGCTpPYKIHA Ha
AAXaTeTHUTE NHTHING, AbDKalla ce Ha ODOHXHANHA AacTMa, XPOHHYEH OpoHxur u eHpuzem,
BKIIOYHTENHO IPH PYTHHHO OBJlaAgBaHEe Ha XpOHHYEH OpOHXOCHA3bM, PE3UCTEHTEH Ha oOHUaliHaTa
TEpanus | JICYCHHE HA OCTPHA OPHCTHIHM HA TEXKKa acTMa (status asthmaticus). Ilpu 6pouxnanm=a actMa
Benroman Pasteop Moxe fa ce H3non3sa 3a obekdyaBane Ha CUMITOMMTE CJel MOABATA AM WM 32
OpPEXOTBPATABAHETO UM MIPE]M KOHTAKT C ITO3HAT alepren/(pH3HIeCKO YCHIHE.,

4.1. TepaneBTHYHH DOKAZAHHA

3a nmpunoxeEre Npu 6ebera U nena nox 4 rOMHEH BidKTe TOYKH 4.2 1 5.1.

BpoHxonaTaropaTe He Ca IOKa3aHH 38 CAMOCTOATENHO MM OCHOBHO JICUEHUE NPH NEPCACTHpAIA
Gporxuanua act™a. [Ipy nanEeHTH ¢ NEpCHCTHpama acTMa, IPH KOHTO HAMa OTTOBOp Ha canGyTaMmon,
Ce MpemophiBa JICYCHUE ¢ MHXANOTOPHH KOPTHKOCTEPOHIM 34 ITOCTHTaH¢ Ha KOHTPOJA HA acTMaTa.
Jlunica Ha OTTOBOP HJIH HEYCTIEX OT JIEYEHHETO Che canbyTaMol MOXKE Ja II0Ka3Ba Hyk/AaTa OT CIIeNHa
MEHITHHCKA OLCHKA HIMH JICYEHHE.

4.2. JT034pOBKA H HAYHH HA HPHI0KEHHE

Bentonnn PasTop e mokalaH camo 3a HHXANAaTOPHO HPHIOXKEHHE H TpAGBA Za GhAc BAMIIBAH TIpe3
ycTara.

Bentommn Pasteop ce mpuyara ¢ nomoinra Ha HeGYNH3aTOp MM PECHHPATOP, CaMO NPH YKa3aHHA,
J3JCHH OT JIeKap. bt

PHBTBODST HE 1px63a da ¢¢ HHKEKTHpa Kl NOIThIa.



TIpoxs/IDKHTENHOCTTA Ha delicTBHE Ha calfyTaMol IIPH MOBEUETO NaHeHTH € 4-6 vaca.

Hapacrtsanto u3nmomsane Ha Pr-aroHmcTH Moxe Ja 6Be MOKasaTell 3a BAOINaBaHe Ha acTMara. B
TaKKBa CITy9aH MOXE JIa € BeoOX0/MMa NPeOLeEKa Ha TepareBTHIHAS Il pH 60HKs ¥ TpAOBa 1a ce
HMa NpeABH] CHIIBETCTRAMHIA IMIOKOKOPTHKOCTEPORIHA TepaliHs.

Jlo3ara 1 decToTaTa Ha IPHIOXKEERE TpAOBA []a CE YBEIUaBaT caMo JI0 JIEKapCKa IPenophKa, Thi KaTo
& BE3MOJKHA NIONRA HAa HEKCNIAHH PEakiiy, CBEP3aHa ¢ IOBAIIABAHE Ha JIO3aTa,

Bentonuan Pasnéop MOXE Ja Cc& Hnpuiara Ha HHTEpBalH OT BpeMeE (MHTepMHTEHTHO) HJIH
IPOABIDKHTEHO.

[IpHIOKEHHETO MOXE A ¢ H3BHPIIBA ¢ IIOMOIIITA Ha THIesa Macka, T-mapae (T-o6pasHa kaHiona) Hin
Ipe3 eHAoTpaxuanHa Tprba. JomycTrMa e BEHTHIALMA ¢ HHTEPMATEHTHO [OJIOXKHUTEHO HAIATAHE, HO
paaKo ¢ reobXomuMa. ITpy PHCK OT AHOKCHS B PE3yJITAT OT XMIOBEHTHIAAATA, TpsabBa 1a ce 100aBu
KHCIIOPOJ KbM HHXATHPAHHA BBE3YX.

Toli xato mpH QYHKNHOHHPAHETO CH HEOYJIH3ATOPUTE CH3AABAT NPONLDKHTENECH acpo30/IeH NOTOK,
HMa BEPOATHOCT OT OcBOOOXKAaBaHe Ha JICKAPCTBEHO BeWEeCTBO B OKkonHara c¢pena. Ilopaau Tasu
npuyrHa BeHTomis Pasteop Tpabsa Ja ce mpunara B 1o0pe BEHTHIMPAHW/ TIPOBETPABAHY OMETICHHA,
ocofeHo B OONHMYHE 3aBefIEHHs, KbACTO HEOYJH3aTOPH CE€ H3NOM3BAT OT HAKOJKO NANMCHTH
€IHOBPEMEHHO HA EIHO H CHIIO MICTO.

PYTHHHO OBJAISBAHE HA XPOHWYEH SPOHXOCITA3BM, PE3SUCTEHTEH HA OBHUYAMHATA TEPAIIUA H
JIEYEHUE HA OCTPU ITPUCTHITH HA TEKKA ACTMA (BKJL. STATUS ASTHMATICUS).

1. Hpunooicenue na urmepeanu om speme (UHMEPMUMERMHO)

JlegeHueTo MOXe Ja ce IPWICHKH 4 ITETH AHEBHO.

BripacTan:

Oxomno 0,5-1,0 ml Berronur Pazteop (2,5-5,0 mg canbyramon) ce paspexaat o KpaeH obem ot 2,0 wim
2,5 ml. B crepunen ¢u3KONOrHIeH pasrpop. [lonyuenusT pa3TEoOp Ce MHXANHMPA Upe3 HeOynm3aTop ¢
NOJAXOAAMma CKOPOCT, JOKATO ¢e MpeycTaHoBH (opMupaneTo Ha aeposon. [Ipr noaxonsmo moadpan
HeGyIH3aTOp M CKOPOCT Ha paboTa Ha anmapaTa mpoLechT MPOab/IKasa oxono 10 MEHYTH.

Ilpy HHTEPMHTEHTHO NpHIOKeHMe BerromaH Pasteop MoXe za ce Ipumara HepaspereH. B
ueQGymusaropa ce moctassT 2 ml ot pasteopa (10,0 mg canbyramon). [TanpeRTET TpAOBA 12 HHXaIHpa
HeOyIM3HpaHHA Pa3TBOP A0 HOCTHrane Ha Gpouxommwraranud. IIponecsT 0OHKHOBEHO pOABIDKaBa OT
3 no 5 MUHYTH.

TIpy BEAKOH TIALHEHTH € Heo6XOMHMO Jia ce IMPRIIArar mo-BHCOKH N03H candytamon (1o 10 mg). IIpa Tax
MHXIAPAHETO d4pe3 HeQyAH3aTOpa Ha HEpaspelcH pasTsop MOXKe Ja HPOABIKH, AOKaTo e
IIPEYCTaEOBH JOPMHpARETO HA AepO30IL.

HeaguarpuvaHa Moy Aanus:

ObugaiinaTa Jo3EpoBKa mpH Aena noA 12 roguuum e 0,5 ml (2,5 mg canGyramon), paspeleH Che
CTEpHJIEH (PM3HOIOTHYEH PA3TBOP 10 KpaeH obem 2,0 wwm 2,5 ml. Ilpu HaxoH nela (Ha Be3pacT Haz 18
MeCella) ce Hajara NpHIOKEHHe Ha [O-BHCOKM Ho3H canbyramon mo 5 mg. HMuaTepmHTeHTHOTO
NIPHJIOYKEHHE MOJKE Ha ce IOBTOPH 10 4 IETH JHEBHO.

3a GeGera u Jena NoA 4 TOAHEA MOXKE Aa € NOAXOIAIIO IIPHIOKEHHETO Ha APYTH JIEKAPCTBEHH HOPMH.

eI -
He e ycranoBeHa KIHHWYHATA edHKacHOCT Ha HeOymH3ApaH candyTaMoll m@%:yeceua. Tsit




Ka1to € BBIMOXKHO J2 HACTDHIIM HPCXOAHA XMIIOKCCMHA, € neodxonaMo fa ce oOMHECIH JOTbIBAIIA
TEPpAIllKEA ¢ KHCIIOpOoA.

[Ipr pena Ha BB3pacT Hax 12 rogMEw 403aTa e KakTo IpH BL3PacTHHTE.

2. Hpodvancumenro npunodicenue

BenTomus PasTeop ce paspexia chC cTepHIEH GH3HOTOTHYEH pa3TBop A0 koHnenTpamus 50-100 pg/ml
can6yramon (1 go 2 ml VENTOLIN ce paspexaar ao 100 ml). Taka nparoTseH, pasTBOPBT C€ IpHIara
KATO 4€po30N NpH HOAXOAAMO HoxbpaHa ckopocT Ha HeOymasartopa. OOHyaiiHara CKOpPOCT HA
npHAoKeHue e 1-2 mg/h,

4.3. lIporuBONMOKA3AHK

BerTtonmun PaBTBOp € IPOTHBOTIOKA3AaH NIPH NANHCHTE ¢ aHaMHE34 3a CBPBEXYYBCTBHTETHOCT KBM KOATO
H fd € OT HCrOBHTE CHCTABKH.

HewnTpaBeHo3HUTE TeKapcTBeHH (opMH Ha canmdyramon He TpaOBa Ja ¢ H3IOJN3BAT 3a CIHpaHe Ha
HEYCIIOMKHEHO HPEKACBPEMEHHO PaKAane WM IIPH 3aluiameanm abopr.

4.4. Coenma/as npeAynpexkieHas H OPeIa3Hd MEPKH NpH ynorpeda

Benronun PazTeop TpulBa 12 ce npuaara caMo HHXAJATOPHO Ype3 BIHIEBAHE NPE3 YCTATA H HE
TpsdBa 1a ce RKeKTHPA HITH HOLJIBLINA.

Jledenuero Ha acTMa HOpPMAamHO TpsOBa Ja CleABa CTHHANOBHIHA IporpaMa H € HeoOXomumo
HOBIHABAHCTO HA HAIIHEHTa 2 C€ KOHTPONHpa KAHHAYHO H Upe3 QYHKHHOHAIHH H3CIeIBAHUS HA
JHIIZHETO.

VBennuaBama ce ymotpeba Ha KpaTKoZelicTBamd HMHXANATOPHM [-arOHBECTH 32 KOHTPOA HA
CHMIOTOMMTE € [oKa3aTeNl 3a BjiomMaBaHe Ha OpoHxmanuata acTtMa. IIpH Te3u yCNOBHS cxemara Ha
yiedeHre TpaGBa ia ¢ MPEOlIcHH.,

Paskoro 1 mporpecupailio BIOIapaHe HA KOHTPOJIA Ha acTMaTa € IIOTCHIIHAAHO JXABOTO3acTpaniapanio
H TpabBa Aa ce OpelcHH 3aN09BaHe Ha KOPTHKOCTEPOHWJHA TEpalldd HIIH NOBHIIABAHE Ha J03aTa Ha
HAIMYH2 KOPTHKOCTEPOHAHA Tepanus. [IpE mam@eHTH ¢ HOBHIICH PHCK Ce MPENOpBYBA €XKEAHCBHO
Habmonenue Ha BE]L.

TlanpenTHTE, NEKyBaHH B NOMAIIHH yCJIOBHSA, TPAOBa Aa OBbJaT MPEAYNPEACHH [a HE yBeNHYaBaT
I03aTA I 9eCTOTATa HA TPIIOKEHHETO, 4 4 MOTHPCAT MEMIMHCKA KOHCYITANES, ako BeHTommn
PasTBOp crpe Ja moBIMABA CHMIITOMHTE KakTO OOHKHOBEHO HUIH IPOXBDKHTEAHOCTTA Ha JCHCTBHETO
MY Hamarnee.

BenTonun Pasreop TpsdBa Ia ce npuiara ¢ BHUMAHHE IIPH NAHEHTH ¢ aHAMHE3a 38 TEPaHHd ¢ BHCOKH
J03H CHMIATHKOMHMETHITH.

[lpu neuenue ¢ Br-arOHKCT MOKE A CE Pa3BHe NOTCHIMANHO TEWKA XUNOKamHeMus (IpeIAMHO IpH
NapeHETEpATHO NPUROKECHAE KN Ype3 HeOym3amms).
OcoleHo BHHMaHHe e IPENOphYIBa PH H30CTPAHE Ha Texka OPOHXHAHA acTMa, Thil KaTo To3u edexT
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JMypeTHIiM H oT Xunokcus. [Iperopsusa ce B Te3d Ciydad Ja ce Kompo%f” /MHHTE HUBA Ha
e Gy s o
KauTus. g .



Joxnaneanu ca MarbK Opoii ciydail Ha BHE3allHO pa3sBHTHE HAa OCTPA 3aKPHTOBIbJHA IJIAyKOMa IpH
NAIHEeHTH IeKYBaHd ¢ KOMORHAIAA oT HeGyIH3HpaRH canbyTaMon U urparpomuyM opomus. [1o Tasu
MPHYMHA C€ [PernopedBa KOMOMHAuuATa oT HeOymmsupaH canOyramMon W HeOyIH3HPaHH
AHTHXOJMEEPTHIM Ja Ce IPHJIAra ¢ moBumeHo BHuMange. [lannenTuTe Tps6Ba ja mOJIy9aT yKasaHHA 3a
npaBdiTHa yrnotpeba B fia ObJaT mpeaynpelcHH a Ipema3BaT OYHTe CH OT NONaJjaHe Ha pasTBOP HWIH
aepo3071 B TAX.

Kakto Bcuuxu npyru (B-afpeHOpenenTOpHH aroHHUCTH, canOyTaMon MOXe Ja WHAyLHpa oOpaTHMM
MeTabOIHTHAE TIPOMEHH, HAIlp. MOBANICHH HHMBa HA KpbBHATa 3axap. IlamseHTHTE ¢ aHaber ca ¢
HaMaJIeHH BB3MOXKHOCTH 3a KOMIICHCHpaHe Ha ToBa cheTosHHe. ONMHCBAT ce Cly9al Ha pasBHTHE Ha
KeToanmnno3a. EAHOBPEMEHHOTO NPHIIOKEHHE RA KOPTHKOCTEPOHIH MOXKE Ja HOBEJIe [0 3aCHIBAHC HA
TO3H €(eKT.

Canﬁy'ramon Tpaﬁaa Ja C¢ npriara BEEMATCHHO TIPH NallHEHTH ¢ TEPSOTOKCHKO3a.

Ot CcpeAperncTpallHOHHY B MyOIIHKYBaHH JMHTEPATYPHA AAHHH €a HAIHIE HAKOH JOKa3aTe/lcTBa 3a
MHOIO0 pEIOKH CIy4adH HA MHOKApJHA HCXeMHS CBbp3aHa ¢b¢ canbyramon. IlanueHTHTe C
IpeIUCHOHHPAIH/PECKOBY (haKTOPH WM HaTHYHA UCXEMHTHA 00NeCT Ha CHPLETO, KOUTO MOJTy4aBaT
canbyTtaMon 3a OemonpebHo 3abondsane, TpAOBa Ja 6bAaT NpeayNpeacHH Ja THPCAT KOHCYITAlHA ¢
nexap, B cIydai 9e H3IMTBAT IpbaHA O0NKa.

Mguoro panko € Z0KIafABaHO 3a JaKTaTHA al[HZ03a BB BPb3Ka ¢ NPHUITOKCHH HHTPABCHO3HO HIH YPe3
HeOyIH3aTOp BHCOKH IO3M Ha KpatkojeicTBammy (B2-arOHKCTH INaBHO OpPH IAIHEHTH, JICKyBaHH 33
OCTPH NPHECTEIM Ha acTMa (BK. HexenaHH NexapcTBEHH peakiuH). YBEJNJaBaHETC Ha HHWBATA HA
JIAKTAT MOXKE Ja JAOBEAE JI0 JHCIHEeS H KOMIICHCATOPHA XHIIEPBECHTHIIAIES, KOSTO OT CBOS CTPaHa, MOXKe
Za Obpe U3THIKYBaHO INOIPEIIHO Karo MpPH3EAK 3a HEYCHEX HA TepanmusAra H IOCICABAHO OT
HENOQXOMAIIO 3aCHJIBAHE Ha JIeYeHWeTo ¢ Kparkopaeiicrsamm (Bz-aromrctu. Ilpemopwsaurenfo ¢
HaHeHTHTE Aa 6BAAT cleAeHH 32 MOBHIICHHE Ha CEPyMHHTE HHBA HA JIAKTAT H MOCICABAMIO Pa3BHTHC
Ha MeTaboIHTHA auHAo3a.

KakTo H mpH BCAKA Jpyra MHXaJIATOpPHA TEPAIMA MOXeE Ja Ce pa3BHe NapafokcaneH OpoHxocnasbM C
BHE3AITHO YBE/IHUABAHE Ha XPHIIOBETE BEAHAra CJIEH MpHeM Ha no3ara. ToBa crcTosHME TpAGBa fAa ce
TpeTHpa He3aGaBHO ¢ NPHIOKEHHE Ha ANTCPHATHBHA lekapcTBeHa (opMa mma apyr GLp3oaeicTBay
HHXA/IATOPER GPOHXOMMAATATOP aKo € HanmdeH. M3non3BaHeTo HA KOHKPETHATa JieKapcTBeHa fopMa
Ha canbyTamon TpAOBa Ja ce MpeyCTaHOBH, HEODXO0IUMO € Ja ¢ HAIIPABH OLICHKA HA CECTOSHHETO Ha
HAlHEeHTa M NMpH HeoOXOOHMOCT Ja ce HasHaum pajmueH Onpsojeficrsaml OpoHxomuiararop 3a
cnenpania ynorpeba.

TToMONIHY BeImecTBa

Berrosmn Pa3reop cpabppxa OeH3AIKOHHEB XIOpHJ. DEeH3AIKOHHEBHAT XJIOPHA MOXE [a NpHYHHH
XpHIIOBE H GpOHXOCIA3EM, 0cOOCHO MIPH MAIHEHTH C aCTMa.

4.5. BzaamopeiicTBHe ¢ APYTH JIeKAPCTBEHH NPOIYKTH H ApYrH GopMH Ha B3aHMOJeHCTBHE

Canbyramon He TpabBa fAa ce NpPEeANMCBA €JHOBPEMEHHO ¢ HECEJIEKTHBHH P-Onoxepu kaTo
nponpanonon. CanfyraMon He € NPOTHBOIOKA3aH IPH NANWEHTH, HA Tepanmusd ¢ HHXHOMTOpH Ha
MoHoaMAHOoOKCH a3aTa (MAOQ). Bee nmak edekThT Ha candyTamMos MOXKE Ja ¢¢ OBIIHAC OT IyaHEeTHIHH,
pe3epiHH, METHIACNA H TPAIEKIMTHA aHTHACTIPECaHTH.

4.6, PeprmamTeT, GPEMEHHOCT H KhpMeHe

@epTAIHTET

Hama meadbopManms 3a BB3MOXHHTE edeKTdH Ha candyTaMol BEpXy de
KHBOTHH HE ca Ha0MOoJaBand HexelaHH e(eKTH BhpXy (eprmmTera (B
0e30macHOCT)

i

fT/;“f.f

e
£

00 F



bpemennoct
o BpeMe Ha GpeMeHHOCT NeKapCTBA MOXKE J1a Ce MPHJIAraT caMo aKo OYaKBAHATA I10JI3a OT JIEYEHHETO
Ha MaifKaTa € MO-TrOMsIMa OT BCEKH BE3MOXKEH PHCK 3a IUIOAa.

Ilpu nocrperucTpanuonnara ynorpeba ca ONHCAHH PEAKH ClydaH HA PasjIHYHH KOHICHIMHAHH
MandopManey, BKMOIHTENHO palatum fissum ¥ aBoMamd H4 KpalHHINTE, B MOKOJICHHETO HA
TIANAEHTH, JeKyBan#d cbe canbyramon. [Ipu HAKOM OT OmACaHATE CIyYaH, MaHKHUTE ca IpHeMalTd MHOTO
pa3M4HH JIEKapCTRa 10 BpeMe Ha OpeMEeHHOCTTA,

Bpr3ka Mex Iy aHOMATTHHTE ¥ NpHEMA Ha canbyTaMo He MOKe a ce JOKaKe, ThH KaTo He ce 3abena3Ba
TIOCIIEOBATEINEH MOIEN TPY AS(EKTHTE, a CHINO TAaKa IIPOIlCHTA HA KOHTEHHATANHH aHOMaTHH € 2 10 3%.

Kbpmene

CanGyTamMoJ BEPOSTHO ce eKCKpeTHpa B KbpMaTa. ITopazy ToBa H3MOM3BAHESTO MY TIPH KbPMEIH MAHKH
HE Ce TPENophYBa, OCBEH aK0 09aKBAHATA I10J13a HE € MO-Te/AMa OT BCEKH NOTeHUHaneH puck. He e
H3BECTHO JanH canbyTaMon B KbpMATa € BPEACH 33 HOBOPOIEHOTO.

4.7. EdexTr BbpXy cnoco0HocTTa 32 modHpane # paboTa ¢ MAMHARA
He ce noxnaneanin.

4.8. Hexenann 1ekapcTBeHH peaKIHH

Hexenanure NeKapCTBEHM PEaKIMH €A HPEACTABEHH I0-JONY B 3aBHCHMOCT OT CHCTEMO-OpraHHaTa
KnacrpaKanmms # abcomoTnara decTora. YecToTHTe ca AehHHEHPAaHH KaKTO CHEHBA: MHOTO 4YECTH
(=1/10), gectr (=1/100 mo <1/10), megectr (>1/1000 no <1/100), peaxu (>1/10 000 mo <1/1000) u
MHOTO peake (<1/10 000), BKIIOTATEHO HI0MHPaHd CHOOmERHs. MHOTO JECTHTE H 4eCTHTS CHEORTHA
ca ONpeAcieHH OCHOBHO OT JAHHH OT KIHHHYHHA IMpoydBaHud. PefkuTe H MHOTO peakuTe CHOHTHA ca
OIpeNeICHH OCHOBHO OT NaHHM OT CIIOHTAaHHH CHOOICHHA.

Hapymenns Ha HMYHHATA CHCTEMA

Muoro penxn: PeakimE Ha CBPBEXYYBCTBHTEIHOCT, BKIIOUHTENHO AHTHOEAEM, YPTHKApHA,
OpoBXocna3zbM, XHOOTEH3MA H KOJNANC,

Hapymenns Ha Meraboan3Ma H XpaHeHETO
Penxmn: XHIIOKATMEeMH,

IloTeHIIHAHO TeXKAaTa XMIIOKATHEMHA MOXKeE JIa € Pe3yITaT OT JCHCHHE C |32-ar OHHCTH.

Mmuoro peaxn:  JlaktaTHa anmuposa.

MHoro pamko e JokjiafBaHA IIAKTATHA AIHA03a BRB BPB3KA C NPHJIOKEHH HHTPABEHO3HO HIM Hpe3
EeOyIM3aTop BHCOKM JO3H Ha KpaTkojeicTamy (B:-aroHHCTH I7NaBHO NPH NAUHCHTH, JICKYBAaHH 3a
OCTpH IpPHCTBIIM HA acTMa.

Hapymieans Ha HepBHATA CHCTEMA
YecTn: ‘Tpemop, rasoGonme.
MHoro peskH: XAnepakTEBHOCT.

Crpaednan Hapymesas




Yecrn: Taxuxapmas,

Hegecrn: Namuranun,

Msuoro peaxu: ChphedHy apHTMHH, BKIIOUHTENHO MPEACBPAHO MBKACHE, CYyNPAaBCHTPHKYIapHa
TaXHKapUK H eKCTPaCHCTONH, ‘

Meoro peaxn: MHEokapIHa HCXEMHS.

CwaoBH HapymeHns

Penxu: Tlepudepna BazoqUAATAASL.

Pecnuparopuu, rphHH ¥ MEAHACTHHAJIHH HADYIIEHAN

Msuoro peaxa: [lapapoxcaneH OpoHXoCHasBEM.

CroMamHo-4YpeBHHA HAPYIIEHHS

Heuectn: JpazHeHe B yCTaTa H IbpIAaoTo.

Hapymesns Ha MyCKY/THO-CKeJIETHATA CHCTEMA H CheIHHHTEIHATA THKAH

Heuectn: MycKyIHE clIa3MH,

Crofmapane Ha NONO3HPARH HEXENAHH PeaKITHI
C’bOGHIaBaHCT 0 Ha nonoanpaﬁn HCKCIaHHA pCaKlIKH (&3] (=31 § paapemaBaHe 3a ynorpeﬁa Ha JICKapCTBCHHA

IPOAYKT € Baxro. ToBa M03B0/IABA J]a MPOIL/IIKA HAOMONEHAECTO HA CHOTHOMEHHETO HOJ3a/PHCK 32
JIEKAPCTBEHNA HPOAYKT. OT MEAHIMHCKATE CIICLHMATHCTH ¢ H3HUCKBA Jia ch0o0IIaBaT BCAKa II0I03Npana
HeXellaHa PeakiHs Jpes3 HalOHAIHA CACTEMa 3a ChobImaBaHe:

HanemauTeHa areRnus no JekapcTBaTa
yi. "Ramsau ['pyes" Ne 8

1303 Codns

Ten.: +359 28903417

yebcaiit: www.bda.bg

4.9. llpenosnpane

Haii-gecTHTe NpH3HAIA H CHMITOMH HA MpeNO3HpaHe ChC CAIOYTAMOJ Ca IPEXOAHHM [P2-arOHMUCT
tdapMaKoNoOrHaHO MequHpaHd ¢hOETHA (BX. ToukH 4.4 Crnennannp MpeAyNPEKACHHS H MpeanasHd
MEPKH NpH ynoTpeda u 4.8 HexenaHu eKapCTBCHH PEAKITHHA)

Crniea mpenosupane Cbe calbyTaMoll MOXeE Ja ce passue xunokanemus. Heobxommo e pa ce crnepsr
CCpYMHHTE HHBA HA KAJIHA.

JlakraTHa argE/03a € JOKJIA(BaHa BEB BPh3Ka C IIPAIOXKEHHE HAa BECOKH TEPANeBTHYHH 1034, KAKTO H ¢
Ope/Io3HpaHe Ha XKpaTKkoaeiicTBanm (B2-aroHHCTH, OPaad TOBA NPH MPEA03HpaHe € MOJX0AAIIO Jla ¢
CIle/Td 3a IOBAIIERH CEpYMHN HHBA HA JIAKTAT H IPOM3THYAINA OT ToBa MeTabomTHa anunos3a (ocobeHo
aKo € HalHIle NEPCECTHpAIA HAH BJIOMICHAa TaXWIHEH, HE3ABHCHMO OT ormymnaHeTo Ha [pYTHTe
IpH3HANH Ha OPOHXOCIA3bMa, KaTO HallpUMED, XPUIIOBETE). =

CeEMnToMHTE Ha opemo3npadHe o BpeMe Ha MNPOIBDKHTEIIHO HHXATHpAH
0OHKHOBEHO MOTar A4 Ce OBIAJCAT KaT1o HPHIMKCHHETO HA JCKApCTBOTO CE



5. PAPMAKOJIOTHIHH CBOHCTBA
ATC xon: RO3ACO2

5.1. ®apMaKoaHHAMRYHH CBOlicTBA.

MexaanibM HA QelicTBHE

Can6yramon e celekTuses P2 anpenopenentopes aronuct. [Ipuet B TepaneBTHIHE 034, akTuBHpa B
IpeHOPEENTOPHTE Ha GpOHXHATHATA MyCKyJIATYpa H OCArypsaBa KpaTkozeiicteama (ot 4 1o 6 yaca)
GpoEXORHIATAIES ¢ 6EP30 HAYAIO HA JAeicTBEE (B pAMKHTE Ha 5 MHHYTH) IIpH o0paTHMa 0OCTPYKIpHS
Ha JUXaTeNHHUTE THTHIIA.

5.2. ®apmaxokAHeTHIHH CBOHICTBR

Pezopbuns

Cnen mExanatopro npmioxenne Mexxay 10 # 20% ot mpHeraTa mo3a AOCTHTAT OJHHTE THXATENHH
merHmA. OcTaHajzara Jact ce oriara mo Muxanepa wim B opodapHHrca, 0T KBJAETO CJICA TOBa ce
normsma. Yacrra oT NeKapcTBOTO, KOATO € AOCTHTHAIA JMXaTeTHATE IBTHIA Ce Pe3opOHpa oT
GeoapobHaTa THKAH H IIONaja B IMPKYIAIHTa, HO He ¢¢ MeTabom3krpa oT Genus Apos.

Pasnpenenenne
Oxomno 10% ot npueTns canbyTaMon ce CBbP3Ba ¢ ITa3MEHHATE IIPOTCHHH.

MeTaboausnM

Cren xaTo rmomajHe B LMPKYNAiHATA, ce€ MOAJIAra Ha 4epHoApoGeH MeTabOMHM3BM H ClIE]l TOBA Ce
€KCKpETHpa C YPHHEATA B HempoMeHeHa popmMa WiH kato (eHon cyndar.

IoreneaTaTa 9acT OT IpHeTara Jjo3a ce pe3opOHpa B racTPOHHTECTHHANHHA TPAKT H € NOJJIara Ha
3HaumTeneH first pass meraomassM xo ¢enon cyndbar. MeraGonMTET W HENpOMEHEHATa YacT ce
€KCKPETHpAT TIpEJUMHO ¢ ypHHATA.

EnamMuanapane

CanGyramon HOpAIOKEH HHIPABEHO3HO HMA EIMMMHANHOHEH MOMYXHBOT MeXny 4 € 6 uaca.
EnuMunmpa ce 9acTHUHO 49pe3 OuOpenmuTe, a OcraHanara 4acT ce MeTaboIM3Epa 10 HEaKTHBEH
MmeTabonut 4'-O-cyadar (peron cyndar), koHTO CHIIO ce eKCKpeTHPa OCHOBHO Upe3 On6pennte. Manka
4acT c€ €JMMHHHEpa ¢ ¢eneca. ['ongMaTa dacT OT NPHETAaTa HMHTPABEHO3HO, MEPOPATHO HIH
HMHXaNaTopHO 71032 canbyTaMoIl ce €KCKpeTHpa 3a OKoIo 72 Jaca,

5.3. IlpeaKNHBHIHH JAHAH 32 GesomacHocT

AHaNOTHYHO € JAPYTHTE MOHIHH CEeKTHBHH [2-PeLENTOPHH aroHHCTH, calfyTamon € MoKasan
TepaToreHeH e(eKT P MHIIKH, KOraTo € priarad noakoxHo. [Ipu penpomyxrusao nanuTBaie 9,3%
oT detycure ca 6w ¢ B0 Hebie (palatum fissum) mpw fo3a 2,5 mg/kg, kKoATO € 4 IBTH IO-TONMA
0T MakCHMaJIHATa [epopanHa fo3a 3a xopa. [Ipn wibxose mepoparHoTo ImpHIoKenne Ha 0,5; 2,32;
10,75 u 50 mg/kg/nen npe3 ppemMe Ha GPEMEHROCTTA HE € HOBENIO Ja 3HAYAMH (eTatHd MalpopMaumH.
EnnnacTBenmaT TokcHIeH epeKT € O yBenAdaBaHe Ha HEOHATAIHATA CMBPTHOCT IIPH NPHJIOKCHAC HA
Hal-BUCOKHTE JAO3H B pe3y/dTaT Ha JMNCA Ha MaitiiHy rpekd. IIpd penpOQyKTHBHO H3MHTBAHE ChC
3aiiny ca HabmonaBaHu depernHu Mandopmanud mpu 37% or derycmre npH HpHIOKeHHe Ha 50
mg/kg/nen, koeto € 78 TETH NMOBedYe OT MAKCHMAJTHATA MEPOPAIHA 1032 33 X0pa.

e T e,

QRRIHIEI03H OT 2
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,@21 cren

ITpu npXx0oBe B H3NUTRaHAE 32 PCPTHANTET ¥ 00Ia peNpoAyKTHBHA CIOCOOHOCT :,?op ,

1 50 mg/kg/aen, ¢ HIKIOYEHHE HA HaMangBaHe Ha Opod Ha ONENeNHTe HOBYPOAR

oy



paxniaHe, npu 1032 or 50 mg/kg/nen, He ¢ MMaNO APYTH Hexenanu edekTH BHPXY (eprmmTera,
eMOpHOQETAHOTO pasBHTHE, PA3MEPHTE, TEITIOTO NIPH pakAaHE HITH TEMNA Ha PacTeXk.

6. GAPMAIEBTHYHHU JAHHH

6.1. CoHcLk HA NOMOMHETE BElIeCTBA

berzankones XUIOpHI
Paspenena capHa KHCEIHHA
IIpeusicrena Boga

6.2. HecbBMecTHMOCTH
He ca onncanm.

6.3. Cpox Ha roanocr
3 roguEHH.

6.4. Cnenuajiyu yCI0BHA HA CLXpPAHEHHE

Ha ce cxxpanssa 1ipu TeMueparypa oa 25°C. Jla ce masu oT cBeT;iHHA.
Ja ce vaxsupym 1 Mecen ciie MLPBOTO OTBapAHeE.

6.5. Bua u chabpxaHHe HA ONAKOBKATA

BropudHa ONIaKoBKA: KAPTOHCHA KyTHS,

I1spBrYHa OaKOBKA:

Benrtonun Pa3zteop ce npeziara B cleJTHUTE ONAKOBKH:

ITo 10 ml pastrop B onakopka. ITo 1 cTekieHa 6yTHiIKa B KApTOHEHa Ky THA.
ITo 20 ml pasTBOp B onakoska. Ilo 1 cTeKIeHa OyTHIKA B KapTOHEHA Ky THA.
Ho 2 ¢reknenn OyTuake ot 10 ml B kapToHeHa KyTHS.

BrL3MOXKHO € He BCHIKH BHAOBE ONAKoBKH xa OBAaT mycHaTH B mpozax0a.

6.6. Cnenuannn OpeInazHy MepKH NPH H3XBLPJIsSHE/H paboTa

Paspexnane:

Bentomi PasTeop MOXKe 2ia ce paspex/ia ChC CTepHIieH (hH3HOIOTHIEH PasTBOP.
HensnomBanyTe KOJIMYECTRA OT Pa3TBOPa, oCTaHaH B HeOyan3aTopa Tpa6Ba Aa ce H3XBBPIIAT.

7. IPRTEXATEJ HA PASPEIIEHUETO 3A YOOTPEBA
GlaxoSmithKline Trading Services Limited 12 Riverwalk, Citywest Business Campus, Dublin 24,
Hpnanpus

8. IPUTEXATEJI HA PASPEIIEHHETO 3A TAPAJIEJIEH BHOC:
“Becra Mea” EOO/, yi. "Ksngo Cxopuen” Ne8, 5350 Tpssua, beirapus

9. HOMEP(A) HA PA3SPEIHIEHHETO 3A YIIOTPEBA

Ne 2001126

10. JATA HA HBPBO PA3SPEHIABAHE/ IIOJHOBSBAHE :P:AQQIIIEHHETO 3A
YHOTPEBA 8 * r,ua-(,a.— S

Jara Ha mepBo paspemasane: 28 nexemppu 1973 r. ' P e

Jlara 5a nocnemuo noauopssane: 02 despyapn 2012 1,
11. JATA HA AKTYAJIH3UPAHE HA TEKCTA




