KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
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Canbyramon Muxanep 100 Mmukporpama/103upaHo BrpbCKBaHE, CYCNIEH3Us 110/] HaIAraHe 3a HHza]‘lale 2025
Salbutamol Inhaler 100 micrograms/metered actuation, pressurised inhalation, suspension

1. UME HA JIEKAPCTBEHUA ITPOAYKT

2 KAYECTBEH U KOJIMYMECTBEH CbCTAB

Besko BrnipbekBaHe aoctass 100 Mukporpama candyramon (salbutamol), noa popmara Ha candyramo
cyadar.

3a MbJIHKUS CMUCHK HA MOMOILLIHUTE BellleCTBA BHIKTE TOYKa 6. 1.

Uznenuero e 6e3 Oposu Ha 103UTE, KOMTO 11a NOKa3Ba KOJIKO /1034 OCTABAT B ONAKOBKAaTA.

3. JIEKAPCTBEHA ®OPMA

CycrneH3us 1o HajsraHe 3a MHxasaulus.

4. KIUMHHUYHHU JAHHHA

4.1. TepaneBTHYHH NOKA3AHHA

CanOyramon MHxasep e cenekTUBeH [3-aipeHOpeLIeNnTOPEH arOHUCT, MOKAa3aH NP Bb3PAacTHH,
MoJApacTBallM U J1eua Ha Bb3pacT oT 4 10 11 roauHH 3a JieyeHHe U npeaoTBpaTsaBaHe Ha OpoHXOCna3bM.
OcurypsBa kpaTkoTpaiHa (YeTUpH 4aca) OpoHxoaunaTaums npu oopaTuMa oOCTPYKLHS HA
AHUXATEHUTE MbTULLA, IbJIKallla ce Ha OpOHXHaTHA acTMa, XpOHHYEH OpOHXHT U eMduszem. [1pw
OponxuasniHa actMa Canbyramon MHxanep Moxe aa ce u3nosi3pa 3a o0JieKyaBaHe Ha CUMITTOMMUTE Clle/l
MosiBaTa UM HJTH 3a NMPEIOTBPATABAHETO UM MPEAH KOHTAKT C MO3HAT ajiepreH/(hpu3nyecKo yCHiue.

3a npunoxenue npu 6edeta u aeua noa 4 roguHyu BUKTE Touku 4.2 u 5.1.

BpOHXDﬂHHHT&TGpHTﬁ HC Ca MNOKa3aHH 3a CaMOCTOATETHO WJIH OCHOBHO JICYEHHUE TPH NCPCUHCTHPALLA
GPDHKHEIIIHEI aCTMma. an MAaUHEHTH C NEPCHUCTHUPALLlA aCTMaA, NPH KOHUTO HAMA OTroOBOp Ha Cﬂ.ﬂﬁyTﬂMGﬂ.,
CC npernopb4Ba JICHEHHUE C HHXAJIOTOPHH KOPTHKOCTEPOHU/IH 3a NMOCTUIaHE Ha KOHTPOJI Ha acT™Mara.

JIunca Ha OTroBOp HUJIK HEyCrNeX OT JIEYEHHETO ChC candyTaMoJl MOXKE /1a MOKa3Ba HYK/1aTa OT CrnelHa
MEMLIMHCKA OLIEHKA WUJIH JIEYEHHE.

4.2. Jlo3MpOBKa H HAYHH HA NPHJIOKEHHE

Candbyramon MHxanep e nokasaH camo 3a HHXaJaTOPHO NMpPHIIOKEHHE U TpaOBa 1a Obe BJMILIBaH MNpe3
ycrara.

[IpoabkuTEeTHOCTTA HA NEHCTBUETO HA CanbyTamMoJ1 NP MOBEYETO NalreHTH e 4-6 yaca.
YBeanuasaula ce yrnorpeda Ha 2-arOHMCTH MOXKE /1a € MoKasare) 3a BiollaBaHe Ha actmarta. B Takusa

c/lydyad MOXKe J1a € HeoOX0quMa NpeoLeHKa Ha TepaneBTHYHUSA TJ1aH Ha nalMeHTa W TpsaOBa ja ce
OOMMCIIM CBITBTCTBALlA KOPTHKOCTEPOU/IHA TEPATIHS.




€ Bb3MO)KHA MOABA HA HEXKEJIAHW PeaKUHWH, CBbP3aHa ¢ MOBHILIABAHE HA N034aTa.

[Tpu MaLMEHTHTE, KOUTO CE 3aTPYRHABAT C KOOPAMHAUMATA HA AUIHAHETO NPH W3INO/3BAHETO HA
UHXaNaToOpHOTO YCTPOUCTBO oA HanAraHe ¢ Aosupaiia nomna, Canbyramon UHxanep Mosxe na ce
npuaara ¢ noMoluTa Ha obemMHa KaMepa 3a HHXaJTHpPaHe.

Bv3pacmnu.

. OBnagssane Ha OCTpH NpHCTHOH HA Oponxocnazbm: 100 nau 200 Mukporpama.
H3nonzpanero Ha Canbyramon YHxanep npu Hyxxaa He Tpabea na 6be noBeue OT YETHPH MBTH B
AeHoHolHeTo. Hyxaara ot no-decta ynotpeba WM pA3KO MOBHIIABAHE HA O34Ta rOBOPAT 3a
BJIOLIIABAHE HA OpOHXHANTHaTa acT™a (BXK. To4Ka 4.4 CrnieunanHu npeaynpexxacHHs H MPeanasHi MEPKH

npu ynotpeda).

. IIpenoTBpaTaBaHe Ha GPOHXOCHA3BLM, IPEIN3BHKAH OT KOHTAKT C MO3HAT ajiepred HJIH OT
bu3nuecko yeuane: 200 Mmukporpama npeayn KOHTAKT ¢ anepreHa HiH YCHITHETO.

. IHoaanpxkama repanna: ao 200 MUKporpaMa YeTHPH NBTH AHEBHO.
{leduampuuna nonyarayus.

[1pu 6ebeTa n Mankn aeua MoXKe Aa UMa 110-rONAM YCIIEX OT JIEYEHHETO NPK H3NOI3BaHe Ha o6eMHa
KaMepa ¢ jiueBa Macka (Hanp. Babyhaler™).

. OgsaagsBane Ha OCTPH NPHCTHIIH HA OPOHXOCHA3ZBM:

O6uuaiinaTta no3uposka npu neua noa 12 roonHu e 100 MUKporpama, KaTo NpH HeoBXOIUMOCT n03aTa
MOXe€ Aa ce noeuH a0 200 Mmukporpama.

Jleua Ha sb3pacTt Had 12 roaHHK: Jo3aTa € KaKTO MPH Bb3PacTHHUTE.

HM3nonzeanero Ha Canbytamon Unxanep npu Hyxaa He Tpabea na 6bae noseve OT 4YETHPH NbTH B
ACHOHoLuWeTo. HyKaaTa oT no-yecta ynorpeda WiH pA3KO NOBULUABAHE HA 03aTa rOBOPAT 34
BIowIaBaHe Ha OpoHXHanHaTa acTMa (Bx. Touka 4.4 CneunanHu npeqynpeXxaeHus v MpeanasHi Mepku

npy ynorpeba).

. IIpenoTBpaTsiBane Ha 6pOHXOCNA3LM, NPEAH3IBAKAH OT KOHTAKT € MO3HAT AJIepreH HJH OT
PpHIHYECKO YCHIIHE:

OOuuafiinaTa 103WpoBKa NpH Aeua noj 12 roanxu € 100 MUKkporpaMa npeam KOHTAKT ¢ alepreHa WK
YCUIIHETO, KATO NPH HEOOXOAWMOCT A03aTa MOXe Ja ce nMoBUIIK a0 200 Mukporpama.

Heua Ha Bb3pacT Han 12 roaUHK: f03aTa € KakTo NPH BL3PACTHUTE.
. IHoanspxama Tepanus:
OOnuaiinarta N03MpoBKa NMpu aeua noa 12 roannu e 1o 200 MuKporpaMa 4ETHPH MbTH AHERHO.

Hdena va Bu3pacT Hag 12 roauHn: no3ata € KakTo Npy Bb3PaCcTHHUTE.




4.3. IIpoTHBONOKA3AHHMA

Canbytamon MHxanep e npoTuBonokaszaH npyM NauMeHTH C aHAMHE3a 3a CBPBXUYBCTBUTETHOCT KbM
KOATO H Ja € OT HETOBUTE CHCTABKH,

HennrpaBeHo3HUTE 1€KapcTBeHH (GopMH Ha canbyramMon He TpaOBa Aa ce M3MON3BAT 3a CIIMPAHE Ha
HEYCJIOXKHEHO NPEXAECBPEMEHHO PAXKAAHE WIHW NPH 3arulauipaiy abopr.

4.4. CpoenHaJHH NpeAYNpexICHANA H NPeANA3HH MEPKH NPH yonoTpeda

JleueHneTo Ha acTMa HopManHo TpAOBa 4a ciefBa CTHNANIOBHIHA NIPOrPaMa U NMOBIHABAHETO HA
naLneHTa TpsOBa Aa ce KOHTPONMPa KNHHHYHO W 4pe3 PYHKLHOHAIHH U3CAEABAHUA HA IUUIAHETO.

[laupeHTHTe, HA KOHTO € MPEeANHCcana peAOBHa MPOTHBOBLINANMTENHA Tepanus (Hanp. ¢ HHXaNAaTOpHH
KOpTHKOCTEpPOUH), TpAOBa fa ObaaT NOCHBETBAHK Aa MPOABAKAT 1a HINOI3BAT NPOTUBOBL3NATHTEN-
HOTO CH IEKapCTBO JOPH KOTATO CHMITTOMHTE HAMANEAT W T€ He ce Hy»xaaaT oT Canbyramon Uuxanep.

YBenuuapaila ce ynorpeba Ha kpatkoeicTaalid OpoHX0aHNaTaTOpH, 0COOEHO Ha [32-aroHHCTH, 32
obfieKyaBaHe Ha CHMITTOMMTE € NOKA3aTeN 3a BOLUABAHE HA KOHTPOJIA HAa aCTMATA H NaLHEHTHTE
TpAOBa na ObraT NpexynpeacHu 1a ce KOHCYITHPAT ¢ nexap Bb3MOXHO Hai-ckopo. [1pu Tesun ycnosus
CXEMaTa Ha JieYeHUe Ha nauueHTa TpabBa aa ce npeoLUeHH!.

IlpekomepHaTa ynotpeba Ha kpaTkoaeHCcTBaLIM 6eTa-arOHHCTH MOXE Aa MacKHpa NporpecuaTa Ha
OCHOBHOTO 3a00NsABaHe U Ja AONMPHHECE 3a BIIOLIABAHE HA KOHTPO/A Ha aCTMATa, KOETO BOAM 110
MOBHLIEH PHUCK OT TEXKH 0DOCTPAHHMSA HAa acTMaTa H CMbPTHOCT,

Ipy naumeHTH, KOMTO H3MOM3BAT MNOBEYE OT [1BA MbTH CEAMHYHO CanbyTamol ,,[IPH HYKAa™, KaTo B
TO3HW Opofi He ce BKMOYBA MpodUNaKTHUHATa ynoTpeda npean husnuecko HaToBappaHe, TpabBa na ce
H3BbPLUK HOBa OLEHKa (T.€. ITHEBHHU CHMITTOMH, CLOYKAaHUsA Npe3 HOLLITa ¥ OrpPaHUYEHHS Ha
AEMHOCTHUTE 3apafy acTMara), 3a 1a C€ KOPUrupa NnoAxoAso JeYeHHETO, Thil KaTO Te3N NALMEHTH ca
H3JTOXKEHH Ha PHCK OT NpeKoMepHa ynotpeba Ha canbyramou,

PA3K0TO nporpecHpailo BjolIaBaHe Ha KOHTPONA Ha aCTMATa € NMOTEHUHANHO XXKHBOTO3aCcTPaLlaBaLIO H
TpsbBa 1a ce NpeLeHH 3anouBaHe Ha KOPTHKOCTEPOHAHA TEPanHs WM NOBUILABAHE HA 103aTa Ha
Ha/TM4YHA KOPTHKOCTEPOHAHA Tepanus. [Ipn nauneHTH ¢ NOBULLIEH PUCK CE NPENOPBYBA €XKEAHEBHO
Habnoaenue Ha BE]I.

B ciyuai 4e ¢ 06MKHOBEHO edeKTHBHATA 1032 HHXANATOPHO NPHAaraH canGyTaMo Beye He e MOoCTHra
0Bp30 obnekuasaHe, Tpaelo NoHe 3 yaca clesl NPUNAraHeTo, NAUKEHTHLT TPAGBa na 6bae NOCHBETBAH
0e3 oTnaraHe na ce KOHCYJITUPA € Jiekap, KOHTo Aa Npeanuiie HeoGXOANMHTE AOMTBIHHTENHH MEDKH.

Jlancara Ha OTroBOp KbM JIEUEHHE CBC canbyTaMon MOsKe Ja € CHIHaT 32 HEOOXOOUMOCT OT CHELHO
ANTEPHATUBHO IEYEHHE.

Canbyramon Tp26Ba na ce npunara BHHMaTEAHO NMPH MaUHEHTH C THPEOTOKCHKO3A.

I1py neueHue ¢ B2-arOHUCT MOXKE Jla Ce pa3BHE MOTEHLHATHO TEXKA XMIOKANHEMHUSA (MPEAUMHO NpPY
NapeHTepanHo NpUNoKEHHE UK upe3 Hebynu3anms).

OcobeHO BHUMaHHE Ce NPENOPBLYBA NPY W30CTPAHE HA TeXKKka GPOHXMANHA aCTMA, Thil KaTo To3u edekT
MOXKe 12 Obe MOTEHUMPaH OT CEIBTCTBALLO EUEHHE ¢ KCAHTHHOBH NPOH3BOAHH, CTEPOMIIH,
AHYPETHLM, KAKTO H OT XHNOKCHATA. [Ipenopbuea ce B Te3u ciiy4ak Aa ce KOHTPOIUPAT CEp
HHBA Ha KajlHA.




OT cneaperucTpallHoOHHU U NyONHKYBaHH JIMTEPATYPHH JAHHH ca HANULE HAKOM JOKA3aTe/CTBA 34
MHOTO pPeAKH Clly4yaH Ha MHOKApAHa UCXEMHUA, CBbP3aHa cbhe canbyramon. [lauueHrure ¢
npeapa3nonarawii/puckoBH GaKkTOpH WIK HAIHYHA HCXEMHYHA 00NECT Ha ChPLETO, KOMTO NOJyYaBaT
canbyramon 3a OenoapodHo 3abonsBane, TpadBa ga ObaaT nNpeaynpeAeHd A& ThPCAT KOHCYATALMSA ©
Jekap B ciyyail Ha 6onka B rpbaHaTa odnacT.

TpaOea na ce NpoBepH TEXHUKATA Ha WHXATUPAHE HA MALKWEHTA, 3a J1a CE YCTAHOBH HANMMYHETO Ha
CHHXPOH MEXKIY BAMIIBAHE W HHXaTWpaHe. ToRa € OT roIIMO 3HAUEHHUE 3a ONTHMAITHOTO
paznpeaeneHue Ha 1ekapcTBoTO B Geans apod.

H3nonssanero Ha MHxanepa npu geua e HeobxoauMo aa ce Habnogaea oT Bb3pacTeH.

MHxanaTopbT cbaAbpXkKa cabyramon, gocratbueH camo 3a 200 Bnpbeksauus. Cnea 200 snpbckBaHns
HHXaNaTopbsT MOXE /1a MPOABJDKH J1a NpbeKa, HO Oe3 fa ocHrypaBa npeanucaHara 1o3a candbyramon.
MeTtoau karo paskiallale, NpeTerisiHe MKW NOTbBaHE HA MHXANATOPa BLB BOJIAa HE Ca TOUYHH 3a
ONnpeaessHe Jald HHXanaTopbT HE ChbIbPKa NpeanucataTa Ao3a canbyraMon U He ce IPenopbUBaT.
CrobulaBany ca cnydau Ha T€XKO 000CTpAHe Ha acTMarTa.

Moxke 1a ce 0OMHCAH BOACHE Ha 3aNUCKH 33 Opos BIIPbCKBAHHA, NPUIOXKEHU HA NAaLHEHTa.
[lpenopbuBa ce n1a UMa Ha pa3NoOJIOKEHUE PE3EPBEH HHXANATOP. AKO NALMEHTHLT HMA NOBEYe OT €AHH
HHXanaTop, ¢e nNpenopbyBa Aa C€ BOAST OTACIHHU 3aMIMCKH 32 BCEKU UHXaNaTop (Bx. Touka 6.6).

KakTo rnpu noBe4eTo HHXaNaTOPHH JIEKApCTBEHH NPOAYKTH B ONAKOBKH TMOJ HAJTaHE, TEPANEBTHHHHAT
edext Ha Canbyramon Uuxanep Moxke na HaManee, KOrato ONakOBKAaTa € CTyACHA.

KakTo 1 npu BcAka Apyra “HXanaTopHa Tepanus, MOXe 1a e pa3BUE NapanokcateH GPOHXoCna3bM ¢
BHE3aIHO YBE/IHYABAHE HA XPHIOBETE BeAHAra ¢Jie] NpHeM Ha ao3ata. ToBa ¢CbCTOAHHE TpAOBa 1a ce
TpeTHpa He3abaBHO C NPUIOXKEHHE HA aTepHATHBHA NekapcTBeHa GopMa unu Apyr Obp3oaeiicTrall
HHXanaTopeH OpOHXO0AMNIATATOP, aKo € Hanu4eH. M3non3saHeTo HA KOHKPETHATA NleKapcTBeHa hopma
Ha candyramon Tps0Ba Aa ce npeyCcTaHOBH, HEOOXOAUMO € /1a Ce HanpaBH OLEHKA Ha CbCTOSHHETO Ha
nauMeHTa v Npy HEOOXOAUMOCT Aa ce HasHauM pas3niHueH Onp3omeiicTBal OpOHXORUIATATOD 3a MOo-
HaTaTblHA ynoTpebda.

4.5. BsauMoaeHcTBHe ¢ ZPYTH JIEKAPCTBEHN NPOAYKTH H ApYrH JopMH Ha B3auMoeiicTBHe

Canbyramon He TpabBa Oa ce npeanycea €AHOBpPEMEHHO ¢ HecenekTHBHHU B-610KkepH kaTo Hanp.
MponNpaHoaon.

Canbyramon He € NPOTHBOMOKA3aH NMPH NaUKMEHTH Ha TEPaNuUs ¢ HHXUOUTOPH Ha MOHOAMHHO-
okcuaazara (MAO). Bee nak edextsT Ha canbyramon Moxe a ce NOBAMAE OT rBAHETHAMH, PE3CPIIHH,
METHIIAONA K TPHLUKKITHYHHA AHTHIENPECAHTH.

4.6. DepTHIAHTET, OPEMEHHOCT H KBPMeEHe

Pepruaurer

HsimMa nHpopmauna 3a Bb3moxxHuTe edekTH Ha canbyTaMon BupXy QepTHINTETa NpH Xopa. [1py
)KMBOTHH HE Ca Ha0A01aBaHW HEXEIaHH edeKTH BLpXY depTHiauTeTa (Bx. [IpeaxnuHuuHn naHHu 3a
be3onacHoCT).

bpeMennocTt
[lo BpeMe Ha OpeMEHHOCT NeKkapcTRa MOJKE A Ce MPHIIAraT Camo aKO OYaKBAaHATA NOJ3a OT JIEYEHUETO
Ha MaiKara € No-rojisMa OT BCEKU Bb3IMOXKEH PHCK 32 IUIoAa.




[1pn nocTperucTpaMoHHaTa yrnotpeda ca OnUCaHu peaKH ClTy4au Ha Pa3TMUHH KOHTE€HHUTANTHH
Masngopmalny, BKIIOYUTETHO palatum fissum ¥ aHOMan¥K Ha KpaHHHLIMTE, B TTOKOJIEHUETO HA
NalUHEHTH, JIEKYBaHH Cbe canbyTtamon. [1pH HAKOH OT onNUCaHUTE Cyvyan, MaliKHTe ca npueMasi MHOTO
pasfiMyHH JIEKapCTBa MO BpeMe Ha OpeMEeHHOCTTA.

Bpb3ka Mexay aHOMATHWTE U IpHeMa Ha candyTamMos He MOXKE J1a Ce AOKaXKe, Thil KaTo He ce
3a0ens3Ba nocaegoBaTeneH Moaen npu AeheKTHTE, a CbLIO TAKa NMPOUEHTA Ha KOHNreHHTATHH AHOMAJTUH
e2no3%.

KbpMmene

Canbytamon BepoATHO Ce ekCKpeTHpa B KbpMarta. [lopaau ToBa H3Non3BaHETO My NPH KbPMELLM MaiikH
HE C€ NPENOopbUBA, OCBEH aKO OYaKBaHATA ON3a € No-rojasaMa oT BCeKH NoTeHLUnaned puck. He e
H3BECTHO JanH candyTaMoun B KbpMaTa € BpeJieH 32 HOBOPOJEHOTO.

4.7. EdekTH BBpXY cnoco6a0CTTA 33 WodHpaHe H pabora ¢ MaAIIUHK

He ca chofimaBanu.

4.8. HexenaHnn 1eKapcTBeHH peaKIHH

HexenaHure lekapCTBEHH peakLMH Ca NPEACTaBEHH NMO-40Ny B 3aBUCHMOCT OT CHCTEMO-OpraHHaTa
Knacudukaums 1 abconroTHaTa yectora. YectoTute ca fedMHUpaHK KAKTO CREABA; MHOTO YECTH

(2 1/10), uectn (= 1/100 go < 1/10), Heuectu (= 1/1 000 po < 1/100), peaxun (= 1/10 000 no < 1/1 000) u
mMHoro peaku (< 1/10 000), sxmounTenHo uzonupanu cbobLIeHHS. MHOrO 4eCTUTE W YeCcTHTE CLOUTHA
ca onpeaeneHy OCHOBHO OT AAHHH OT KIIHHHYHH NpOoy4BaHuaA. PenkuTe M MHOro peakuTe cLOUTHA ca
OMNpPEAENEHH OCHOBHO OT NAHHH OT CIIOHTAHHH ChOOUICHHA.

Hapymiennss Ha HMYHHATA CHCTeMA

MHoro peaku: PeakuuH Ha CBPbX4yBCTBUTENHOCT, BIIIOYHTEHO AHTHOENEM, YPTHKAPHA,
OpOHXOCTIA3BM, XHIIOTEH3UA H KOJIATC,

Hapymennsa Ha meTa6o1H3Ma B XpaHeHeTO

Penku: XHUIOKaANTHEMHA

[ToTeHUManHO TeXKaTa XUNOKANHEMHI MOXKE 1d € PEIYATAT OT JIEYEHHE C 2-aFOHUCTH.
HapyuieHH Ha HEPBHATA CHCTEMA

Yecrn: Tpemop, rnasobonue

MHoro peaku: XunepakTHBHOCT

CubpaeuHn HapyuieHHs

YecTh: Taxuxkapaus

Heuectu: [lannutauuu

Muoro penxu: ChbpaeUHH apHTMHH, BIUTIOUHTETHO NPEACHPAHO MBXKAEHE, CYNPaBEeHTPHKY IapHa
TaXWKapAUs U EKCTPACHCTONH

MHoro peaku: MuoOKapaHa HcxeMus
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Cba0BH HApYLICHHAY

Penku: [Tepudepna Bazoaunaranus

PecnapaTOpHH, rPpbAHH H MEAHACTHHAIHH HAPYIICH RS

Muoro peaku: [lapaaokcaneH OpoHxocnazbm.

CToMaImHO-4YpeBHA HAPYIIEHHS

HeuecTH: Jpa3HeHe B y¢TaTa W I'bPIIOTO.

HapymeHHR Ha MYCKY/IHO-CKEJIETHATA CHCTEMA H CLEAHHRTEIHATA ThKaH
Heuecrtu: MyckynHu cnasmH.

CbhobulaBaHe Ha NOAO3UPAHHU HEXENAHH PEAKLIMH

C1001aBaHeTO Ha MOAO3UPAHHN HEXKENAHU peakLMH Cliell pa3pelliaBaHe 3a ynoTpeda Ha JieKapCTBEHUS
[NPOAYKT € BKHO. ToBa NO3BOAABA Aa NPOABLIKU HAONKOAEHHETO HAa ChOTHOLIEHHETO M0J13a/pPUCK 34
NEeKapCTBEHHU NPOAYKT. OT MEAWLIMHCKHTE CNIELIHANKCTH Ce W3UCKBa Aa Cho0LLABAT BCAKA AOA03HpaHa
HEXE/laHa peaKkLus Ha:

ManmbinuuTenHa areHuMs no nekapcTeara

yn. ,Jdamsau I'pyes* Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitT: www.bda.bg

4.9. IIpeposupane

Haii-uecTuTe npH3HaLy ¥ CHMNTOMK Ha MpeJo3HpaHe ChC candyTaMol ¢a NPEXOAHH Br-aroHUCT
(papMaKoIOrHuHO MEAUHPaHH cbOHTHA (BX. TOUKH 4.4 CrieunaiHH NpeaynpexaeHHa U NpeanasHH
MEpKH npu yrorpeda u 4.8 HexkenaHu nekapcTBEHHM peakLMH).

Cnen npenosnpaHe cbe canbyTaMon MOXKe Aa ce pasBie xunoxanvemus. Heo6xoaumo e na ce cneasr
CEPYMHHMTE HHBA Ha KAJIUA.

JlakraTHa aum03a € N0KIa[BaHa BbB BPb3Ka C IPHJIOKEHUWE Ha BUCOKH TEPANeBTHUYHY J03H, KAKTO H C
Mpeao3rpaHe Ha KpaTKOAEHCTBAWIM P2-aroHHCTH, MOPaaH TOBA MPH NPEAO3IMPAHE € NTOAXOAILLO A CE
CJIeAH 3a NOBHILCHH CEPYMHH HUBA Ha JIAKTAT W NPOU3THYALLIA OT ToBa MeTabosuTHa aumna03a (ocobeHo

aKo € HaJTMLE NMEPCHCTHPALLA WK BIOLLIEHA TAXUITHENA, HE3aBUCHMO OT OTLIYMSBAHETO HA APYrUTe
NpH3HaUH Ha OpoHXOCNa3bMa, KaTO HANPUMED, XPHITOBETe).

5. ®APMAKOJIOrMYHHM CBOHCTBA
S5.1. DapMakoaAHHAMHYHM CBOHCTBa
ATC xon: RO3ACO2

MexaHum3bM HA AeHcTBHE

Canbyramon € cenekTupeH [3;-aapeHopeuentopeH aroHuct. [IpHeT B TepaneBTHUHM 103




B>-aapeHopeucnTOpHTE HAa OPOHXMANTHATA MYCKYJlaTypa H OCUrypsaBa KparkoaeicTeawa (oT 4 1o 6
yaca) OpoHxoaunarauus ¢ 6bp30 HAYANO Ha ICHCTBHE (B paMKHUTE Ha 5 MMHYTH) npH ofpaTHma
OOCTPYKLHMA HA AUXATENHUTE MbTHLLA.

CnenrAanNHA rPpYNH NAUHEHTH

Jlena noa 4-roqfMUIAa BL3PACT:
[feanaTpuunn KnuHWYHKM vanuTBaHus (SB020001, SB030001, SB030002) ¢ npenopbuaHaTa n03a NpH

NAaLKHEHTH Ha BB3PACT NoA 4 ronuHU ¢ OPOHXOCNa3bM, CBBP3aH ¢ obpaTuMa 0OCTpYKUUA Ha
AHXaTeHUTE MbTHILA, Noka3sar, ye npoduwibT Ha 6e3onacHocT Ha Canbyramon Huxanep e cpaBuym ¢
TO3H NPU aeua Hal 4 roanHH, NOJpacTBallX U BB3PACTHH.

5.2. PapMAKOKHHETHYHH CBOHCTBa
Abcopbunsa

Cnen vuxanatopHo npuitoxxeHue mexay 10 v 20 % oT gozaTa A0CTHraT A0NMHUATE AUXATENHH THTHLIA.
OcTtaHanara yacT ce otnara no Huxanepa wiu B opodaprHKca, OT KbAETO CJIEA TOBA Ce MOribLua.
HacTra OT IeKapCcTBOTO, KOATO € JOCTHrHaNa AUXaTeNnHurTe meTHIa, ce abcopbupa ot BenoapobHaTta
TbKaH W Nonaja B UMPKyNauuaTa, Ho He ce Metabonuaupa ot 6enus apob.

Paznpenenenne
Oxono 10 % ot npuetus canbyTamorn ce cBbp3Ba ¢ NIa3MEHHTE MPOTEHHH.

MeTaboH3IbM

Cnen xaTo nonaaHe B LIMPKyNaLMATA, C€ NOJIara Ha Y€pHoApoOeEH MeTaboH3bLM U CAEA TOBA CE
€KCKpETHpa C ypHHaTa B HelpoMeHeHa GopMa Wik Kato peHon cyndar.

[lorbaHaTaTa 4acT OT npUeTara ao3a ce pe3opOupa B raCTPOUHTECTHHAIIHHMS TPAKT M CE NOJ1ara Ha
3HaunTeNeH first pass MeTabonusbm a0 denon cyndar. MetaboanTbT U HENPOMEHEHATA HaCT ce
EKCKpETHpAaT NpEeAUMHO ¢ YpHHAaTa.

EaumMunupane

CanyTramon, NpHI0KEH HHTPABEHO3HO, HMa EIMMHHALIHOHEH NOMYXKHBOT MeXay 4 ¥ 6 yaca.
EnnMHHMpa ce yacThuHO upes 6b6penuTe, a ocTaHanara 4acT ce Metabonu3upa 0 HEAKTHBEH
meTabonut 4°-O-cyndar (deHon cyndar), KOUTO ChLIO ce EKCKPETHPa OCHOBHO Upe3 GbOpeLMTe.
MaJtka yacT ce enMMHHHpa ¢ Peueca. ['onsMara 4acT OT NPHETATa HHTPABEHO3HO, MEPOPATHO WIH
MHXANaToOpHO A03a canbyTaMoJl C€ eKCKpeTHpa 3a OKoA0 72 Yaca.

5.3. IlpeaxnnuH4YHR JaHHH 3a Oe30onmacHOCT

AHAIOrHYHO ¢ APYTHTE MOLIHH CENIEKTHBHU [3;-peLIENTOPHK aroHKUCTH, CabyTaMon € nokasan
T€PATOreHeH eeKT MPU MHULIKH, KOraTo € npunarad noakoxHo. lNpu penpoayktieHo u3nuTeane 9.3 %
oT deTycure ca 6unu ¢ Bwido Hebue (palatum fissum) npu no3za 2,5 mg/kg, KOSTO € 4 MBLTH No-roasma
OT MaKCHMMajlHaTa nepopaiHa no3a 3a xopa. [Ipu niibxoBe nepopanHoTo npunoxenue Ha 0,5; 2,32;
10,75 n 50 mg/kg/neH npe3 Bpeme Ha GpeMEHHOCTTA HE € JOBENO Ja 3HAYUMH PeTaTHU MandopMaLHK.
ENWHCTBEHHAT TOKCHYEH edekT € 61 yBeMyaBaHe Ha HEOHATANHATA CMBPTHOCT MPH NPHAGKEHHE HA
HaH-BUCOKHTE J03H B PE3YNTAT Ha JIMICA Ha MalYMHHU rpuxu. [py penpoayKTHBHO W3NUTRAHE ¢




50 mg/kg/neH, koeto € 78 NbTH NoBeUe OT MAKCHUMATHATA NepopaiHa J03a 3a Xopa.

[Ipu nnbxoBE B U3INMUTBAHE 2332 PEPTUIUTET H 00LLa penpoayKTUBHA CNIOCOOHOCT ¢ NEPOPASTHH 403U OT 2
1 50 mg/kg/neH, ¢ H3KNIOUEHHE HA HaManaBaHe Ha OpoA Ha OLENETMTE HOBOPOAEHH N0 JeH 21 cnen
paxxaaHe, Nnpu no3a ot 50 mg/kg/aeH, He € UMaNO ApyrH HexkeNlaHn edexTH BbpXY QepTHINTETA,
eMOpPHO(ETANTHOTO pa3BUTHE, pasMepHUTe, TErNOTO NPH paXXIaHE WIH TEMIA Ha pacTex.

Hpe3 u3nurTBaHe, NPOREAEHO C MHOTO W PA3IHYHH XXHBOTUHCKH BHAOBE € YCTAHOBEHO, Y€ NOMOLHOTO
sellecTBO HFA 134a He € TOKCHUYHO, NMpUNaraHo eXXeIHEBHO 3a NEPUO OT 2 FOAWHH B MHOIO BUCOKH
KOHUEHTPALUHH, MHOMOKPATHO HAABULUIABALLM KOHUCHTPALIMKUTE, HA KOMTO € Bb3MOXKHO 1a ObaaT
W3NOAKEHH XOpa.

6. PAPMALEBTHYHHA 1AHHH

6.1. CnacbK HA NOMOIIHATE BelllecTBA

1,1,1,2-Trerpadpnyopoeran (HFA134a)

6.2. HecnremecTHMOCTH

Hama onucasu.

6.3. Cpox Ha roanoct

2 rOOUHM.

6.4. CnennaiHH YCIOBHA HA ChXPaHEHHE

Cnea ynotrpeba noctapaiTe cTabUAHO KanaykaTa Ha alTMKATopa 3a yCTa Ha MACTOTO ¥ UPe3 MABLTHO
HAaTHCKAHE N0 LPAKBAHETO H.

Jla ce cbxpangsa npn Temnepatypa nof 30 °C. Jla He ce 3ampazsBa. Jla ce nasH OT npsAKka CAbHYEBA
CBETJ/IWHA.

KakTo npH noBeyeTo MHXANAaTOPHH NEKApCTBA B ONMAKOBKH MOA HANATAHE, TEPANEBTHYHUAT ePEKT Ha
Canbytamon Moxe 1a HaManee, KOraTo ONakoBKATA € CTYACHA.

Onaxoskata € o Hansaraxe. Jla He ce uanara Ha TeMneparypa no-sucoxa ot 50 °C. a ne ce uynu,
NpoOHBa WK H3rapsa, NOpH KOraTto € BUAKMO Npa3Ha.

6.5. Bua H chALPXkAHHE Ha OMAKOBKATA

[I-pBHYHaTa ONAaKOBKa NPEACTaBNABA ATYMHHHER KOHTelHED, ¢ 03Upall, BEHTHII, NOCTaBEH B
N1aCTMACOBO HHXANATOPHO YCTPOHCTRO ¢ MyJIBEpU3MpAaLLa OK03a H Kanavka.

Beska onakoeka Canbyramon Muxanep cbabpxa 200 no3upatu BnpuCKBaHUA.
Huxanatopbt e 6e3 Oposu Ha no3uTe.
6.6. CneunmaaHH NPeANAIHH MEPKH NPH H3XBbP/AHe H paGoTa

Hensmon3BaHUAT NeKapCTBEH NPOAYKT WIIH OTNAABUYHNTE MaTEPHAJIH OT Hero Tpa6ea




CbOTBECTCTBHC C MCCTHHTE UH3IUCKBAHUA.

YKA3AHHA 3A YIIOTPEBA

Ilpoeepka Ha Haxanepa

[Ipenn na wsnonseate MHxanepa 3a Mbpsu MbT, OTCTPaHETE KANAYKATA Ha aMJIMKaTOPa 3a yCTa, KaTo
JIEKO A CTUCHETE OT ABeTe CTpaHH. Pasknarere MHxanepa nobpe, HacoueTe annMkaTopa 3a ycra
HacTpaHH OT Bac v npLcHeTe Ba NBTH BLB Bb3AYyXa, 3a Aa ce yBepHTe, 4e MHxanepst paboTh.

Axo MHxanepsT He € Oun u3non3eaH B NPOAB/DKEHUE HA 5 IHH WK NOBEYE, pa3KaaTeTe ro nodpe
NpbCHETE ABa NMbTH BB Bb3yXa, 3a Ja c€ YBepHTE, Ye paboTH.

H3noizsane Ha Hnxanepa
. OTcTpaHeTe Kanaukara Ha anjiMKaTopa 3a YCTa, KaTo JIEKO 3 CTHCHETE OT BETE CTPAHH.

2. IlpoBepeTe BBTpELIHATA W BBHUIHATA HacT Ha MHXanepa, BKIKOYHTETHO anjIMKaTopa 3a ycra 3a
HaJIUYME Ha pasx/adeHH 4acTH/CBOOOAHH YaCTHLH.

3. Pasknarere Huxanepa nobpe, 3a na ocurypure oTCTpaHABaHE Ha EBEHTYATHH CBOGOAHM YaCTHLM
H PABHOMEPHO CMECBAHE HA ChAbLPKAHUETO.

4. Apbxre MHxanepa B uanpaseHO NONOKEHHE MEXAY MOKa3aieLa v naneua, Kato najiea
MMOCTABHTE BbPXY OCHOBATA NOM alUTMKATOPA 3a YCTa.

5. H3auwakiTe KOMKOTO € Bb3MOXKHO U CIIEA TOBa NOCTABETE ANIMKATOPa B YCTATa CH MeXAy 3LOuTe
H 3aTBOPETE YCTHH OKOJ10 Hero, 6e3 aa ro 3axangare.

6. BauwBaiiTe npes ycrara. BeqHara, cien Kato 3anouHete BAMLLBAHETO MPE3 YCTATA, HATUCHETE
Haaony Bbpxa Ha MHxanepa, 3a na snpbckare canbyTaMon, 10KATO BAXIIBATE MPOABLIKHTENHO
ABJIOOKO.

7. 3anpwKTe AbXa CH U W3Badere MHxanepa ot ycrara cu. [poan/pkeTe 4a 3aabpiaTe AbXa CH 33
HAKOJIKO CEKYHIH WK O0KaTO BH € Bb3MONKHO.

8.  Ako Bawmsar nexap Bu e kazan, ue TpaO8a Aa HanpaBHTe B¢ HHXaNALUWH, H34aKaHTE OKOJIO
MOJIOBHH MHHYTA, CACH KOETO MOBTOPETE ACHCTBUATA OT TOUKA 3 0 Touka 7 3a cneapaluara
HHXanaims.

9. BbpHeTe Ha MACTO KanaukaTa Ha anjiukaTopa 3a YCTa, 4pes NIbTHO HATHCKAHE 0 LWPAKBAHETO M.

He Obp3aiite ¢ neitcTausaTa ot Touky S, 6 1 7. BaxkHo € na 3anouHere 4a AWILATe, KOMKO € Bb3MOXHO
no-0aBHO npeay Aa 3aneicreare Muxanepa.

YnpaxXHABaTe Ce npel oraeiano MbpBHTE HAKONKO ITbTH. AKO C/IC HHXAIHPAHE BUANTE KaMHULIK MO
Bawusa MHxanep win oTCTpaHH No YCTHHTE cH, TpAGBA OTHOBO Na NMOBTOPHTE NPUEMA, 3aN0YBANKU OT
TOYKa 2.

Mankure geua MOXe Ja UMAaT HyXa OT HOMOLLL H MOXKE 113 C& HAJIOXKH POAHTENNTE WM 1A 3aaeHCcTBaT
HMHxanepa sMecTo TaX. Hacwpuete aereto aa M3auua u HatHcHere MHXanepa ToUHO, KOraTo 3ano4He
Aa BAMLLIBA. YNpaxHABaHTe ce 3aeAH0. Ako Tpabsa na naBate Canbyramon Unxanep na 6ebe unu
MAIKO JeTe, JIEHCHHETO MOXE J1a MMa NO-I'oJiaM YCNeX NpHY M3non3saHe Ha obeMHa KaMepa ¢ JTHLEeBa
Macka (Hanp. Babyhaler™). 3a noseue undopmauus ce koHcynTHpaiite ¢ Baiuns nexap.

[lo-ronemu aeua unu xopa cuve cnabu phue MoXKe 12 YCTAHOBSAT, Ye € NO-fecHo Aa abpikaT MHxanepa ¢
ABeTe pble. B To3n cnyyaii nBata nokasaneua TpAGBa 1a ce NOCTaBAT HA BbpXa My, A0KATO ABaTa
fajiena ce AbpKaT BbPXY OCHOBATa Noj aruiMKaTopa 3a ycTa.

[louncrBane na Huxanepa

3a xa npenorspatuTe Gnokupane Ha Baluus Unxanep, Tpa0sa na ro nouMcTRaTe MOHE BEAHBXK

CEAMUYHO MO CNeAHUN HAYHH:

l. H3Baaete MeTannara onakobka Ha HMHxanepa oT niacTMacosata yacT M OTCTpAaHeETe
annuKaTopa 3a ycra.




2. M3nnakHeTe ¢cTaparenHo miacTMacoBaTa 4acT MOA TeYalla TOMJia BoJa, Cel KOETO OTHOBO
H3IMHITE NIacTMACcOBAaTa YaCT NPe3 aAlUIMKATOPa 3a yCTa.

3. [loacyiwiere cTapaTeNHO OTBBH M OTBBLTPE IJ1ACTMACOBATA 4acT (HarpUMep OCTaBETE A 1A Ce
CYLWIY 3a €JHa HOLL).
4. [locTaBeTe HAa MACTO METANHATA OMNAKOBKA U Kanauykara Ha arIHKaTopa 3a ycTa.

He nocTapaiiTe METATHATA ONAKOBKA BBB B0O/1A.

7. TN PHUTEXATEJI HA PASPELHIEHHETO 3A YIIOTPEBA

GlaxoSmithKline Trading Services Limited

12 Riverwalk

Citywest Business Campus

Dublin 24

D24 YK 1

HUpnanaous

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Pernctpauunonen Ne 20030690

9. JATA HA ITBPBO PA3PEINABAHE/ IIOJJHOBSBAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

Hata Ha nocneaHo noaHoessane: 02 ¢peppyapu 2010 T.

10. JXATA HA AKTYAJIUZUPAHE HA TEKCTA

10/2025
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