KPATKA XAPAKTEPHUCTHKA HA IIPOAYKTA
1. HME HA JIEKAPCTBEHHA ITPOAYKT

CanOytamon Huxanep 100 Mukporpama/no3upaHo BNpbCKBAHE, CYCNEH3UA MO HanArade 3a MHXanauus
Salbutamol Inhaler 100 micrograms/metered actuation, pressurised inhalation, suspension

2. KAYECTBEH H KOJIHYECTBEH CBHCTAB

Beako Bnpbeksade aoctabs 100 Mukporpama canbytamon (salbutamol), noa dpopmara Ha canbyramon
cyJidar.

34 MbJIHUA CIMTUCBK Ha NOMOLLHKTE BeleCTBA BHXKTE Touka 6.1,

3. JEKAPCTBEHA ®OPMA | N3MbIHUTEIHA ATEHLAR NO J'IEK-EPCT-BATA
Kpamxa xapaxmepucmuxa Ha npogyxma - [Touaowenue 1

CYCHEHSHH Nnoa HaMAraHe 3a nHxajlally.

4. KJHHHYHH JAHHH

4.1. TepaneBTHYHH NOKA3AHKHSA

Canbyramon Muxanep e cenektureH [3;-agpeHOpeLIENTTOPEH ArOHUCT, NOKa3aH NMPH Bb3PacTHH,
noapacTBaLly H aelia Ha Bu3pacT oT 4 0o 11 roguHu 3a neveHue U NpeaOTBPaTABAHE HA BPOHXOCTNA3HLM.
Ocurypsea kpaTkoTpaiiHa (4eTHpH 4yaca) OpoHxoaunaTtayus npy odpaTtuMa oOCTPYKLIMA Ha
AUXATETHUTE ITbTHILA, AB/DKALLA ce Ha OpOHXHaTHa acTMa, XpOHWYEH OpOHXHUT U emduzeMm. [1pu
bponxuanHa actma Canbytamon MHxanep Moxe aa ce H3non3ea 3a oOnekyaBaHe Ha CHMIITOMUTE cJieq
NOSABaTa UM W/IH 3a NPESOTBPATABAHETO UM INPEAU KOHTAKT C NO3HAT anepreH/pU3HYeCcKo ycHiue.

3a npunoxkeHue npu 6edera u acua noa 4 roauHy BUXKTE Toukn 4.2 1 5.1,

bpOHXOAHNATATOPHTE HE Ca MOKA3aHH 3a CAMOCTOATENHO WIIM OCHOBHO AeHEHHE NPH NEPCHCTHPALLA
OpoxxuanHa acTMa. I1py nauHeHTH ¢ nepCHCTUpallla acTMa, MpH KOMTO HAMa OTroBOp Ha canbyramon,
Ce MPENopbHYBa JIEYEHUE C MHXAIOTOPHU KOPTHKOCTEPOHIH 3a MOCTHIAHE HA KOHTPOJI Ha acTMara.
Jlunca Ha OTroBOp MM HEYCMEX OT NEYEHHETO ChC caOYTaMON MOXKe J1a IT0Ka3Ba HYXK/1aTa OT CnelnHa
MEJAWLIMHCKA OLIEHKA HJIH JIEYEHHE.

4.2. /103HpPOBKA H HAYYHH HA NPHJCKEHHE

Canbytamon Huxanep e nokasan caMo 3a HHXanaTopHo NPUIOKEHHE U TpaOBa Ja 6bAe BAMILBAH Npe3
ycTaTa.

[TpoopnxKTEeNHOCTTA HA JeHCTBHETO HA calTOyTaMoN NpH HOBEYETO NAUHEHTH e 4-6 yaca.

Yeeaunuasawa ce ynotpeba Ha P2-aroHHCTH MOXE J1a € NoKa3aTe)l 3a BJOWAaBaHe Ha acTMarTa. B Takusa
CllyHan MOXe Aa € HeoOX0/MMa NPEOLIEHKA Ha TepalieBTHUYHKA M1aH Ha NauKeHTa U TpabBa na ce
OOMMCIIM CBLITHTCTBALLA KOPTHUKOCTEPOHAHA TEPANNA.




[Ipy NAaLMEHTUTE, KOWTO Ce 3aTPYAHABAT ¢ KOOPAHMHALMATA HA AMILAHETO NPH U3NON3BAHETO Ha
WHXaANAaTOPHOTO YCTPOHCTRO NOJ HajAraHe ¢ gosupauia nomna, Canbyramon Uuxanep moxe aa ce
npuaara ¢ noMoiTa Ha o6eMHa KaMepa 3a UHXaJIMpaHe.

Bw3pacmnu.

. OssaasBaHe HA OCTPH NPHCTLNH HA OpoHXxocnasbM: |00 unu 200 muxporpama.

HM3nonzsanero Ha CanbOyramon Huxanep npu Hyxaa He TpAaOBa Aa Obae NoBeyve OT HETUPH NBTH B
aeHoHowmueTo. HyxaaTta oT no-yecra ynorpeda Wi pa3Ko NOBUILIABAHE HA AO3ATA FOBOPAT 33
BJIOLLIABAHE HA OpOHXHaJIHATA acTMa (Bak. Touka 4.4 CneunanHu npeaynpexXaeH!s W Npeana3Hi MEPKH
npu ynorpeba).

. IIpenoTBpaTaBaHe Ha OpOHXOCNA3bM, NPEAHIBHKAH OT KOHTAKT C NNO3HAT aJlepreH WiH OT
¢uzuuecko ycnane: 200 MukporpaMa npeay KOHTAKT € anepreHa WK YCHITHETO.

. HNopaspxama Tepanus: 10 200 MUKpOrpaMa YeTHPH NBTH AHEBHO.

Ileouampuuna nonyrayus:

[Ipn 6ebera M Masiku Aeua MOXKe 1a HMA TI0-FOJIAM YCTIEX OT JIEUEHHETO NPH U3NoA3BaHe Ha o0eMHa
KaMmepa ¢ JiHueBa Macka (Hanp. Babyhaler™),

. OBJIaIHI BaHC HA OCTPH NPHCTHIIH HA 6pouxocnaz1:.m:

Oobuuaitnara n03upoBka npu aeua noa 12 ronuuu € 100 Mukporpama, Kato npy HEOGXOAUMOCT R03aTa
MOXKeE J1a ce nosHH 10 200 mukporpama.

Jdela Ha Be3pacT Haa |2 rooMHM: R03aTa € KaKTO MPU Bb3PacTHHTE.
HManonssaHeTo Ha Canbytamon Muxanep npu HyXaa He Tps6Ba aa 6b4€ NOBeYe OT YETHPH ITHTH B

aAeHoHouwHeTo. HykaaTta ot no-yecta ynorpeda Uau pa3ko nosuiLaBaHe Ha 103aTa FOBOPSAT 3a
BJOLIaBaHe Ha OpoHXHanHaTa acTMa (BX. Touka 4.4 CneuyanHy npexynpekJeHus U npeanasHi MEpKH

npy ynotpeba).

. IIpenoTrBpaTdBaHe Ha OPOHXOCMAILM, NPEAHIBHKAH OT KOHTAKT ¢ NO3HAT AJIEPTEH KN OT
PHIHYECKO YCHIIHE!

OO0nuaiiHaTa N03MpOBKa Npy Acua noa 12 roguau e 100 MUKporpaMa npean KOHTAaKT ¢ ANepreHa Wiv
YCHITHETO, KaTO NpH HEOOXOAHMMOCT n03aTa MOXKe Ja ce NoBULuM ao 200 Mukporpama.

Heua Ha Bb3pacT Haa |2 roavHuU: [03aTa € KakTo MPH Bh3PacTHHTE.

. Ioaabpxkaia Tepanas:

O6uuaitHaTa 103upoBka npu Aeua noa 12 roaunu € no 200 MUKporpama 4eTHpU MbTH JHEBHO.
Heua Ha Bb3pacT Haa 12 roanHK: no3aTta € KakTo NMpH Bb3PACTHHTE.

4.3. IlporRBonmoKazaHMs

KOATO H 44 € OT HENrOBUTC CbCTABKH.




HenHTpareHO3HHUTE JIeKapcTBEHH GOpMH Ha cannfyTaMon He TpaOBa Ja e M3MOM3BAT 3a CNUPAHE Ha
HEYCJIOKHEHO NPEXACBPEMEHHO PAXKAAHE WA MIPH 3amialsaul abopr.

4.4. ChneuHa/IHH NpeayNpPexICHHES H NPEANA3HH MEPKH NPH ynoTpeda

JleuenneTO Ha acTMa HOpManHo TPAORA /a cle/iBa CTHNANOBHAHA NpOrpamMa M NoBNMABAHETO Ha
nauKeHTa TpaOBa 1a c€ KOHTPOAUPA KIIMHUYHO H Upe3 GYHKUMOHAIIHH H3C/EABAHKSA HAa AULLIAHETO.

nﬂuHeHTHTE, Ha KOHTO € NpeanucaHa pcaoBHa NPOTHBOBRBL3INATHUTENHA TCPANMKUA (Hanp. C HHXANaTOPHH
I{DPTHI{DCTEPDHHH), TpﬂﬁBﬂ na 6vaaT NochLBETBAHM Ja MMpoabJAKaT Aa A3NOoN3BaT MNMpPOTHBOBRB3NAJINUTE-
HOTO CH JICKApPCTBO AOPH KOraTOo CUHMIOTOMHUTE HAMAJICAT U TC HE C€ HYXKAaAT OT CﬂﬂﬁyTﬂMﬂﬂ l/lnxa.nep.

YBeanuasaua ce ynotpeda Ha KpaTKoACHCTBalLK OpOHX0AUIATATOPH, 0COo0eHO Ha B32-aroHHUCTH, 32
obsexyaBaHe Ha CHMNTOMUTE € FlI0Ka3aTe 3a BIOLIABAHE Ha KOHTPO/a Ha aCTMAaTa U NMalUEeHTHTE
TpaOBa Aa OBvAAT NMpeayNnpeacHH 1a ce KOHCYJITUPAT ¢ Jiekap Bb3MOXHO Hali-ckopo. [1pu Te3u ychoBus
CX€MaTa Ha JieueHHe Ha nauueHTa TpabBa 1a ce MpeoLeHM.

[lpexoMepHaTa ynorpeba Ha kpaTkoaeHcTBalM O€Ta-arOHUCTH MOXKE J1a MACKHUpa NPOrpecUaTa Ha
OCHOBHOTO 3a00nA8aHe M a AONPHHECE 32 BJIOILABAHE HA KOHTPOJIA HA aCTMAaTa, KOETO BOAH A0
MOBUIIEH PUCK OT TEXKKHU 00OCTPAHHMA HA aCTMATA W CMBPTHOCT.

[Ipy naLMeHTH, KOUTO HU3NON3BAT [OBEUE OT ABA ITbTH CEAMHYHO canbyTaMon ,,NIpH HYXKa4", KaTo B
TO3W Opoi He ce BKMOUBA NpodunakryyHaTa ynotpeba npeau dusuuecko HaToBapBaHe, TpaGBa na ce
H3BBPILH HOBA OLIEHKA (T.€. AHEBHH CHMNTOMH, CbOY>KIaHHA Npe3 HOLITA U OrpaHHYEHHS Ha
ACHHOCTHUTE 3apafy acTMaTa), 3a Ja Ce KOPUIrupa NoAXOAAILIO JEYEHHETO, Thil KaTO TE3IM MAUMEHTH ca
H3/103KEHH Ha PUCK OT NpekoMepHa ynoTpeba Ha canbyramon.

PA3KOTO NporpecHpaine BaoLaBaHe Ha KOHTPO/a Ha acTMaTta € MOTEHLMATHO XKHBOTO3aCTPALLABALLO U
TpsOBa n1a ce NpeueHH 3anoYBaHe Ha KOPTHKOCTEPOHHA TEPANHA MK NOBHULLIABAHE HA 103aTA HA
HaJTHYHA KOPTHKOCTEPOHIHA Tepanus. [Ipu naunmeHTH ¢ NOBULLIEH PUCK CE NPENMOPBYBA €XKEAHEBHO
HabmoaeHue Ha BE/JL.

B cnyuait ue, obnuaitHaTta edeKTHBHA 1032 HHXATATOPEH CaOyTaMON He NOBNIUABA CUMNTOMUTE B
MPOABLIDKEHHE HA NMOHE 3 Yaca, nauueHThT TpsaOBa na Obe NOCHBETBAH J1a NOTHPCH KOHCYITAUUSA C
neKap, KOUTO a npeanuile HeoOXOAMMHTE AONBAHUTEIHH MEPKH.

CanOyramon TpaOBa Ja ce npuiiara BHUMATENHO TPU NALMEHTH ¢ THPEOTOKCHKO34.

[Tpu neueHue ¢ (2-aroHHCT MOXKe Ja ce pa3BHE MOTEHLUHATHO TEKKA XMUNOKATUEMHA (IPEJIHMHO NpH
MapeHTEPATIHO NPHUNcKEHHUE HITH dpe3 HeOynusauus).

OcobeHo BHUMaHHE Ce NPENopbYBa NPH H3OCTPAHE HA TeXKa OPOHXHMANIHA acTMa, ThH K4ATO TO3MU edeKT
MOXe a ObAE NOTEHUHMPaH OT CHITBTCTBAWLO IEYEHHE C KCAHTHHOBHW MPOH3BOAHU, CTEPOUAH,
AWYPETHLH, KAKTO W OT XHNOKcHATa. [IpenopbuBa ce B TE3HU Cily4au Ja ce KOHTPOIUPAT CEPYMHHUTE
HHBA HA KaJTHA.

OT cneaperucTpauMoHHu ¥ NyGAUKYBaHU JTUTEPATYPHH JaHHH Ca HATMLIE HAKOM JOKA3aTe/ICTRA 3a
MHOrO peAKH Cjy4au Ha MHOKapAHa UCXEMMA, CBbp3aHa ¢be canbyTtamon. [aurenrure ¢
npeapasnonaralllit/pUCKOBH (PAKTOPH WIH HANMYHA UCXEMHYHA 6ONeCT Ha ChPLIETO, KOMTO NOJyyYaBaT
canbyramon 3a GenonpobHo 3abonaeane, TpsOea na 6bAAT NPEAYNPENECHH 1A ThPCAT KOHEWATALE C
Jexap B cny4aii Ha 60nka B rpbaHaTta obnacr.




CUHXPOH MEXIy BAULUBAHE U HHXanupaHe. TOBa € OT ro/iiMO 3Ha4€HHE 3a ONMTUMANTHOTO
pasnpeacseHue Ha 1eKapcTBOTO 8 BGenud apod.

M3non3zeadeTo Ha MiHxanepa npu Acua € HeodxoauMo aa ce HabJiiorara OT Rb3pacTEH.

KakTo npu noBeyeTo HHXANaTOPHHU JIeKapCTBEHU MPOAYKTH B ONAKOBKH NOA HANAraHe, TEPaneBTHUHHUAT
edekt Ha Canbyramon Unxanep moxe na Hamasiee, KOraTo ofnakoBKaTa € CTy/ieHa.

KakTo v npu BCsika Apyra HHXAIaTOPHA TEPANHA, MOXKE J1a CE€ pa3BUe NapajaokcaneH OpoOHXOCcnasbM ¢
BHE3AIMHO YBEJIWYABAHE HA XPHIIOBETE BeHAra cjiell npueM Ha ao3ara, ToBa cheTosHMe TpaOBa aa ce
TpeTUpa He3abaBHO ¢ NPUNOXKEHUE HA ANTEPHATHBHA JIEKapCTBEHA (hopMa WK ApYr Obp3oAeHCTBALL
HHXanaTopeH 6poHxoannarTaTop, ako € HaiwdeH. U3non3saHeTo Ha KOHKpeTHATa NeKkapcTBeHa dopma
Ha canbyramon Tpabsa Aa ce NpeyCcTaHOBH, HEOOXOAMMO € [1a Ce HAaNpaBK OLIEHKA Ha ChCTOSHUETO Ha
MaUWEHTa U NpHU HEOOXOAMMOCT Jla Ce Ha3HauM pastueH Obp3oacHcTRal O6poHXOAHNATATOP 3a NOo-
HaTaTbllIHa ynorpeda.

4.5. BsaumoaeHCTBHE ¢ APYIH J1eKapCTBEeHH NPOAYKTH R ApYrn ¢opMH Ha B3auMoaeiicrBue

CanOyTtamon He TpaOBa Aa ce NpeAnUcBa €AHOBPEMEHHO C HECENIEKTHBHM [B-010KepH KaTo Hanp.
NponpaHonon.

CanbyraMon He e NpOTHBONOKa3aH MPH NaLUWeHTH HAa TEPANMA ¢ UHXHOMTOPH Ha MOHOAMUHO-
oxcnpaszara (MAQ). Bee nak edexrbT Ha canbyTamon MOxe Ja ce MoB/IKAE OT FBAHETHAMH, PE3EPNHH,
METUNAONA ¥ TPUUMKJIHYHH AHTHAENPECaHTH.

4.6, DepTHIAHTET, OPpeMEHHOCT H KbpMeRe

PDepTHIATET

Hsama nHdopmalys 3a BB3MOXKHHTE edeKTH Ha canbyTamon Bbpxy depTUanTeTa rpu xopa. Ipu
JKHBOTHM He ca HaOnmoaaBaHu Hexenanu edekty Bbpxy deprunurera (BK. [IpeAxnUMHUUHM JaHHH 32
OeszonacHoCT).

bpemerHocT
[To Bpeme Ha OpeMEHHOCT nekapcTBa MOXKE Aa C€ MpUAaraT CaMo ako OMaKBAHATA NOJ13a OT JIEYEHHETO
Ha MaiKaTa € NO-rojiiMa OT BCeKH Bb3MOXKEH PUCK 3a M1oja.

I'py nocTperucTpaunonHaTa ynorpeba ca onucaHM peiku Ciiyyad Ha pasiHYHH KOHI€HHUTAHH
ManghopmaLmH, BIUTKOYHMTENHO palatum fissum W aHOMAIHH Ha KpalHULIHTE, B NIOKOJEHHETO Ha
MaLHEHTH, JIEKYBaHH CbC candytamon. [Ipy HikOM OT ONMCaHUTE Clyvan, MAHKHTE ¢a IPHEMAIH MHOIO
Pa3/IMuHU eKkapcTBa Mo BpeMe Ha OpeMEHHOCTTA.

BpB3ka MEXay aHOMalIMUTE M NpUeMa Ha candbyTaMo/l HE MOJKe [a ce JOKaXKe, Thil KaTo He ce
3a0e3Ba nocaegoBaTeNeH Moaen NpU AedekTHTe, a CbUIO TaKa MPOLEHTA HA KOHTEHUTAIHH aHOMAHH

e 2 no 3 %.

Kbpmene

CanbyTraMon BEpOATHO C€ eKCKpeTHpa B kKbpMata. [Topaau TOB2 W3MON3BAHETO MY NPH KbPMELLHM MaKH
HE Ce NpenopbyBa, OCBEH aKO OYaKBaHATa I10Ji3a € M0-roJ1AMa OT BCEKH NoTeHUHaneH puck. He e
H3BECTHO JaJK caidyTaMos B KbpMara € BpelleH 3a HOBOPOAECHOTO.

4.7. EdexTH BbpXY cnocofHOCTTA 32 mopHpaHe H paboTa ¢ MALIUHHH

He ca crobulaBaHM.




4.8. HekeaHH JIeKAPCTBEHH peaKUuH

HexxenanuTe nekapeTBEHH peakLIMH ¢a NMPeACTaBEHHU NO-A0Y B 3aBUCHMOCT OT CHCTEMO-OpraHHaTa
knacupukauus U abcomortHaTta yectoTa. YecToTHTE ca AeDUHUPAHH KAKTO Clie[lBa;: MHOIO YeCTH

(= 1/10), vectn (= 1/100 go < 1/10), Hewectu (= 1/1 000 no < 1/100), peaxn (= 1/10 000 po < 1/1 000) u
MHoro peaku (< 1/10 000), prirounTeNHO H30IHPaHU ¢hoOLIEeHHA. MHOro 4yecTUTe U YecTHTE CHOUTHA
Ca OMpEAS/ICHH OCHOBHO OT JaHHH OT KIIMHMYHH NpOy4YBaHHUA. PEAKHTE U MHOIO peaKuTe CHLOUTUA Cca
OfpeAeiEHH OCHOBHO OT JIaHHU OT CNOHTaHHH CHOOUIEHUA.

Hapywennas na HMYHHATA CHCTEMA

MHoro PCAKHA. Peakuuu Ha CBPBXUYBCTBHTCIIHOCT, BKJTIOYUTCNTHO aHTHOCAEM, YPTHKAPHA,
6POHX{)CI'IB.'3’I:M, XHITOTCH3INA H KOoJallcC.

Hapymenus Ha MeTa00JIH3MA H XPRAHEHETO
Penkwu: XHUnokaJueMus

[ToreHUHMANHO TEXKATA XUIMTOKANIHEMHUS MOXKE [1a € PeE3YITAT OT JICHCHHC C [32-arOHHUCTH.

Hapyuienns Ha HepBHATA CHCTEMA
YecTh: Tpemop, rnasobonue
MHoro peaxu: XunepakTHBHOCT
CobpaedHu HApYLIeHH

Yecrn: Taxukapaus
Heuecty: [TaanuTauunu

Muoro peaku: CobpaeuHH apUTMKH, BITIOUHTENHO NPEACHPAHO MbXKIEHE, CYNPaBEHTPHKYNApHa
TaXMUKAPAHA H EKCTPAcHCTONM

MHuoro peakn: MHokapaHa UCXeMHUA

Cva0BH napymeHHs

Penkn: [lepudepna Bazonunaraums
PecnnupaTOpHH, IPbAHH H MEIHACTHHAJIHHA HAPYIICHHS
Muoro peaxu: Ilapanokcanen 6poHXocnazbM.
CToMalIHO-YpEeBHH HAPYIICHHRA

HeuectTn: Hpa3sHeHe B ycTata U r'epaoTo.

HapyuieHHst HA MYCKYJ/IRO-CKEJIETHATA CHCTEMA H CHEAAHHTEIHATA THKAH

HevecTu: MyYCKYJ/IHH CnazmH.




CpobuiaBade Ha MOA03HPAHH_HEXEIAHH PEaKLIHKU

CpobluaBaHeTo Ha NOAO3UPAHH HEXXENAHY PEAKUMH CNEA pa3peliaBaHe 3a ynorpeda Ha NeKapCTBEHHS
NPOAYKT € BaXKHO. T'0Ba no3ponssa Aa NpoaAb/DKH HAOMIOACHUETO Ha CHOTHOLLEHUETO NOM3a/pUcK 3a
NeKapCTBEHHA NMpoAyKT. OT MEAHLUHCKHUTE CIeLHalIHCTH Ce H3KCKBA Aa chobulaBaT BCAKa Noao3MpaHa
HEXKeNaHa peaKLMs Ha:

HUanbnHuTeNnHa areHUUA Mo JIeKapcTBaTa

ya. . JlamaH ['pyes™ No 8

1303 Codus

Tes.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9. Ilpeaoiupane

Hak-uecTHTe NpyU3HaLM U CHMITTOMY Ha NPEAO3HUPAHE CbC CaNdyTaMoN ca NPEeXoaHHU B2-aroHUCT
dapmMakonoruuno Meauupani cxouTus (BxK. Toukd 4.4 CneuyanHu npeaynpexaeHus U npeana3Hu
Mepku nNpH ynotpeba u 4.8 Hexenauu nekapcTBeHd peakUmu).

Cnen npenosnpane cbe candyTamon MOXe Ja ce pa3BHe Xxunokanuemua. HeoOxonumo € aa ce crensr
CEPYMHUTE HHUBA HA KaJIHA.

JlakraTHa aumao3a € AOKNaABaHa BbB Bpb3Ka C NPHIIOKEHHE Ha BHCOKH TEPaneBTHYHH 03K, KAKTO H C
Mpeao3upaHe Ha KpaTKkoAeHCcTBalLM B2-arOHUCTH, NOpaJX TOBA NPH MNpeA03UPaHe € NOAXOAAILO Aa CC
CNEOHM 3a NOBHIUEHHA CEPYMHH HMBA HA JIAKTAT W NMPOU3THYALLA OT TOBAa MeTabonuTHa aLnaoia (ocobeHo
aKo € HanuLe NepcUCTHpalLa WiM BJIOLLEHA TAXHIHEA, HE3ABUCHMO OT OTLIYMABAHETO HA APYIHTE
NpH3HaLUK Ha OPOHXOCNA3LMA, KaTO HaTIpUMEP, XPHIIOBETE).

5. ®APMAKOJIOTHYHHA CBOHCTBA
5.1. PapMakoOIHHAMHRYHH CBOliCTBA

ATC kon: RO3ACO2

MexaHnnibM HA JICHCTBHE

Canbyramos € cenekTuBeH r-anpeHopeuentopen aroHucT. [Ipuer B TepaneBTHYHM 003U, akTHBHPA [32-
anpeHOopeLIenTOpUTE Ha OpOHXHANHATa MyCKYNaTypa ¥ OCUrypsaBa KpaTkoaeicTBalla (ot 4 10 6 yaca)
Oponxoaunaraums ¢ 6bp30 HawaNoO Ha AEHCTBHE (B paMKHTE HA 5 MUHYTH) NpH oOpaTHMa 06CTPYKUMSA
Ha AUXaTeTHUTE NbTHILA.

CnennajHn rpynH NagHenTH

Jdena noa 4-roAMIIHA Bb3PaCT:

[lennatpuunn KIHHHYHH W3nuTBanus (SB020001, SBO30001, SB030002) c npenopbuanaTa a03a npw
MaLUHEHTH Ha BB3pacT NOA 4 roAHHK ¢ OpOHXOCNa3bM, CBbp3aH ¢ obpaTuma oOCTpyKLMS Ha
ArXaTeTHATE NMbTHILLA, MOKa3BaT, e NpodHILT Ha HezonacHocT Ha Canbyramon Muxanep e cpagHum ¢
TO3H NPH Aeula Haa 4 roaAMHU, NOAPacTBailil B Bb3PACTHH.

5.2. PDapMaKOKHMHETHYHH CBOHCTBA

Abcopbnusn

Cnen unxanatopHo npunoxxkeHue Mexay 10 u 20 % ot nozata QOCTHraT AOJHHUT




OcTtaHanarta 4acT ce othara no Muxanepa nau B opodapHHKCa, OT KBAETO CJI€I TOBA C€ NOrJIbILA.
YacTTa OT flexapcTBOTO, KOATO € AOCTUrHANA AUXATE/HUTE AbTULLA, ce abcopOupa ot HenoapodHaTa
TbKaH YU nonaja B UKPKYJIaLMUATA, HO He ce MeTabonu3upa ot 6enus apoo.

Pasznpenenenne

Oxono 10 % ot npuetus canbyTaMon ce CBLpP3Ba C IJIA3MEHUTE MPOTEUHH.

MeTaboauainm

Cliea KaTo nonajHe B LIMPKYNaLKATa, C€ MOAMara Ha YepHoapobeH MeTaboHM3bLM U Cllea TOBA Ce
EKCKpETHUpa C ypUHaTa B HEMPpOMEHEHa opMa UK KaTo deHon cyndar.

[lorbnHarara yacT OT npHeTaTa 103a ce pe3opbupa B raCTpOMHTECTHHAIHUA TPAKT M C€ NoAiara Ha
3HauuTeneH first pass Metabonusnm a0 geHon cyadar. MeTaboIMTBT U HENPOMEHEHATA YACT CE
€KCKPEeTHPAT MPeIUMHO ¢ YPUHATA.

EnumMunupane

CanbyTaMod, NpUIoKEeH HHTPABEHO3HO, MMa eNMMHHALMOHEH NONYXHBOT MeXay 4 U 6 yaca.
EaumMunupa ce yacTH4HO upes Ob0peunTe, a ocTananara yacTt ce MeTaboIM3npa A0 HEAKTHBEH
mMetabonaut 4°-O-cyadar (deHon cyndar), KOWTO ChUIO ce eKCKpeTHpa OCHOBHO upe3 HubpeuuTe.
Manka yact ce eTuMHHHUpa ¢ (eueca. ['onaMara yacT OT npueraTa HHTPABEHO3HO, NEPOPATHO HIIH
WHXANaTOPHO f03a candyTaMoJl ce eKCKpeTHpa 3a okoso 72 vaca.

5.3. [Ilpeaxkauanuny JaHHA 3a 6ezonacHOCT

AHANOTHYHO C APYTUTE MOLIHH CENEKTHBHH [32-pelenTOpHH aroHHCTH, candyTaMo € nokasa
TEPaTOr€HEH €PEKT NPH MUILIKH, KOTaTO € NMpUaraH nogkoxHo. [Tpu penpoaykTHBHO u3nuTsaHe 9.3 %
OT (peTycuTe ca Ounm ¢ o Hebue (palatum fissum) npu noza 2,5 mg/kg, koaTo € 4 NbTH no-ronsma
OT MaKCHMasHaTa rnepopasnHa no3a 3a xopa. [1pu niibxose nepopannoro npunoxenue Ha 0,5; 2,32;
10,75 1 50 mg/kg/nex npe3 ppeMe Ha HpeMEHHOCTTA He € AOBENO Aa 3HauuMH deTanHu mandopMaLmH.
EAMHCTBEHHAT TOKCHYEH €QEKT € OUN yBEIHYaBaHe HA HEOHATATHATA CMBPTHOCT MPH NMPHICKEHHE HA
Hali-BUCOKMTE 03K B PE3YJITAT Ha JIMNCA HA MaHyMHK rpyxH. [1pH penpoayKTHBHO M3NUTBAHE CHC
32l ca HabsroJaBaHM yepenHy Mandopmauuu npu 37 % oT deTycHTe NpH NMPUIOKEHHE Ha

50 mg/kg/nen, koeto e 78 NbTH NOBeve OT MAKCHMATIHATA MepopaiHa 4034 33 XOpa.

[Ipy nIrbXoBE B U3NHTBAHE 3a GepTUNUTET H 00L1A PENPOAYKTHBHA CIOCOOHOCT € NEPOpanHH A03H OT 2
1 50 mg/kg/nen, ¢ u3knoyerne Ha HaMassBaHe Ha O6pos Ha oLleNenuTe HOBOPOAEHU 10 AeH 2| cnen
paxcaade, npy no3a ot S0 mg/kg/neH, He € Mano Apyru HexkenaHu ehekTH BbpXy eprunuTera,
eMOpHOGETATHOTO Pa3BHTHE, pa3MepHUTE, TEFIOTO NPH PAXKAAHE WK TEMIA HA PACTEXK.

Hpes H3nuTBaHe, NPOBEACHO C MHOTO M Pa3fiMtHHU )XUBOTHHCKH BHAOBE € YCTAHOBEHO, He MOMOLIHOTO
BewecTBo HFA 134a He € TOKCUUYHO, NpUNAraHo €XEeAHEBHO 3a NEPHOJ OT 2 TOIMHH B MHOMO BHCOKH

KOHLEHTPALHH, MHOFOKPaTHO HAJBHLIABALIW KOHLUECHTPAUHHUTE, HA KOUTO € Bb3MOXHO Ja Obaar
U3NOXKEHU XOpa.

6. ©APMALEBTHYHHU JAHHH

6.1. ChnHchLK RA NOMOIIHATE BElleCTBA

1,1,1,2 rerpadnyopoerand (HFA134a)




6.2. HechbBMeCTHMOCTH

HamMa onucaHu.

6.3. Cpox na rogHocr

2 TOOWHH.

6.4. CnenHaj H® YCAOBHA HA ChbXpaHeHHE

Cnen ynotpeta noctassiTe cTaOMIHO Kanaykarta Ha arJIMKATOpa 3a yCTa Ha MSICTOTO W Ype3 MTbTHO
HaTUCKaHe JI0 LIPaKBAHETO H.

Jla ce cbxpaHsaBa npy Temnepartypa noa 30 °C. da He ce 3ampasapa. [la ce ma3u oT npsAka C/ibHUYEBA
CBETITUHA.

KakTo npH rnoBe4YeTO WHXANATOPHH JIEKAPCTBA B OMAKOBKH MO HANIATAHE, TEPANCBTHYHHAT eeKT Ha
CanbyramMon MO)Ke Ja Hamanee, KoraTto OnakoBKaTa € CTyIeHa.

Onakoskara e noa Hansraxe. Jla He ce uanara Ha Temnepartypa no-sucoka ot 50 °C. Jla He ce uynm,
npoObuBa WK U3raps, A0pH KOraTo € BUAUMO NpasHa.

6.5. Bua u cbhbabpKaHHe HA ONAKOBKATA

[TbpBMuHaTa ONaKkoBKa NPEACTaBAABA AyMHHHEB KOHTEHED, ¢ JO3Wpalll BEHTHIT, TOCTAaBEH B
NJacTMACcOBO HHXANATOPHO YCTPONRCTBO C MyJIBEPU3MPALLA [TH03a Y Kanayka.

Besika onakoska Canbyramon Huxanep cbabpxka He no-manko ot 200 ao3upaHy BNPLCKBAHHS.
6.6. Chnennannn npeanas’HH MEPKH NPH H3XBLPJIAHE H paboTa

HeuznonzpaHuaT JEKAPCTBCH NPOAYKT HJIH OTIIAABYHHTE MATCPHAITH OT HEro TPHGBH Aa CC U3XBBPIAT B
CHOTBCTCTBUC C MECTHHUTE H3UCKBaHHA.

YKA3ZAHMUA 3A YIIOTPEBA

IIposepka na Huxanepa

[Ipeau na uznonssare Muxanepa 3a nbpBu BT, OTCTpaHETE KanavwKaTa Ha aljIMKaTopa 3a ycTa, KaTo
NEKO A CTHCHETE OT ABeTe cTpaHH. Pasknatere Muxanepa n106pe, HacoueTe annukaropa 3a ycra
HacTpaHHu oT Bac v npbCcHETE [1Ba MHTH BbB Bb3AYyXa, 32 Aa ce yBepuTe, 4e Muxanepst paboTH.

Ako HUHxanepsT He € O M3NON3BaH B NPOAL/DKEHUE HA 5 THW WM MOBEYe, paskiarere ro 1oope u
MpbCHETE ABa ITbTH BbB BBb3YXa, 3a Aa C¢ YBEPHUTE, ue paboTH.

Hinonisane na Unxanepa
1. OrcrpaHeTe Kanaykara Ha anjiuMKaTopa 3a ycTa, KaTo JIEKO A CTHCHETE OT JBETE CTPaHHU.

2. [IposepeTe BbTpELIHATA U BbHIHaTa YacT HA MlHxanepa, BKIIOUHTEIHO aTJTMKATOPA 3a YCTa 3a
Hanu4ue Ha pasxsiabeHu 4acTH/cBoOOAHH YAaCTHILH.

3. Pasknarere Muxanepa nobpe, 3a fna ocurypure oTcTpaHaBaHe HA eBeHTYaHHU cppOauii i
H PABHOMEPHO CMECBAHE HA ChABLPXXAHHETO. /

4.  Hpwxre HHxanepa B uanpaBeHo NMONOXEHHE MEXIY NMOKa3anela U rnaneua, ¥

NOCTABHUTC BBpPXY OCHOBATa NOA alyiIHKaTopa 3a yCTa.




5. N3IHanTe KOMKOTO € BB3MOXKHO Y CIIeA TOBA MOCTABETE allJIMKATOpa B YCTATa CH MEXy 3b0HnTE
U 3aTBOPETE YCTHH OKOJ10 Hero, 6e3 a ro 3axansare.

6. BauuiBaidTe npes ycrata. BesHara, caea KaTo 3ano4HeTe BAMLIBAHETO NPE3 yCTaTa, HATUCHETE
Haaoay BbpXa Ha Mnxanepa, 3a na Bnpbekarte candyramon, 10KaTo BAHILBATE MPOABIKHTETHO U
AbJIOOKO.

7. 3anpwxTe AbXa CU U u3Bazete Muxanepa ot ycrara cu. [Ipoabikere na 3aabpkaTe AbXa CH 3a
HAKOJIKO CEKYHIH UK N0KaTo BH € Bb3MOXHO.

8. Axo Baummsar nexap By e kazan, 4ye TpabBa na HanpasuTe ABe HHXANALMH, H3UAKaHTE OKOO
NONIOBHH MHHYTA, C/IEA KOETO NOBTOPETE ASHCTBUATA OT TOUKA 3 OO TOYKa 7 3a cneaBatiiara
HHXanaum,.

9. BnpHeTe Ha MACTO Kana4ykaTta Ha aruidkaTopa 3a YCTa, Ype3 IUTbTHO HATHCKAHE 10 LIPaKBaHETO H.

He 6bp3aiiTe ¢ aedcTBHATA OT TOUKH 5, 6 0 7. BaxkHo € na 3anovHeTe na AULLIATE, KOJIKO € Bh3MOXHO
no-6aBHO Npenu na zaacicreare MHxanepa.

YnpaxHsaBalTe ce NPea ore4ano NbPBUTE HAKONKO MbTH. AKO CNeR HHXa/IMpaHe BUAWUTE KaluHLH o
Bawus Muxanep wau orctpanu no ycrHure cu, Tpadsa OTHOBO 1a NOBTOPHUTE NpUEMa, 3arouBaiku oT
TOYKa 2.

MankuTte geua MoXe Aa UMAT HYKJa OT MOMOLL U MOXKE /1a Ce HAIOXKH POAHTENIUTE UM A3 3aneicTsar
Huxanepa eMmecrto Tax. Hacbpuere aerero Aa u3auiua v HaTMcHete MHXxanepa TOYHO, KOraTo 3anovHe
Na BAMLIBA. Y NpaxHABaHTe ce 3aeaHO. Ako Tpabea aa nasate Canbyramon Muxanep Ha Oebe unu
MaJIKO €T, JIEYEHHETO MOXE [1a MMa M0-TONIAM YCMEX NPH H3INOJ3BaHe Ha 00eMHa KaMepa ¢ NHueBa
Macka (Hanp. Babyhaler™). 3a noseue nHdpopMmalma ce KoHcyaTupaiite ¢ Bawus nexap.

Mo-roneMu Aeua wik Xopa ¢he ¢nabu pbUE MOXKE Aa YCTAHOBAT, Ye € MO-NECHO 1 AbPKaT Huxanepa ¢
aBeTe pble. B To3u cayyait apara nokasaneua Tpadea Aa ce NOCTABAT HA BbPXa MY, JOKATO ABATa
najeua ce AbpXKaT BbPXY OCHOBATA MO alIMKATOPA 3a YCTA.

IMouncreane na Haxanepa

3a na npenorBpatuTe HiokupaHe Ha Bainvs Muxanep, TpaOBa 1a ro rMouyMcTBATE MOHE BEAHDK

CEAMHWYHO MO CNeAHHA HAYUH!

[ HM3BaneTe MetanHara onakoska Ha MHxanepa O rnnacTMacoBaTa 4acT M OTCTPaHeTe Kanaukara Ha
aryIMKaTopa 3a ycTa.

2. HM3nnakneTe cTapaTenHO niacTMacoBaTa 4acT NOJ TeHalua Tom/ia BOAa, C/el KOETO OTHOBO
U3IMHHTE MIaCTMACOBAaTa YACT Npe3 anaukaTopa 3a ycra.

3. [loacyiere cTapaTeHO OTBBH H OTBBTpPE NNAacTMacOBaTa 4acT (HanpuMep oCcTaBeTe 9 Ja Ce
CYLIHX 3a €aHA HOLLL).

4. [locTaseTe Ha MACTO METaIHATa ONAKOBKA H Kanaykara Ha anjauKaTtopa 3a ycTa.

He nocraBsiiTe MeTaNlHATA ONAKOBKA BLB BOAA.

7. IIPHTEXATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA

GlaxoSmithKline Trading Services Limited
12 Riverwalk

Citywest Business Campus

Dublin 24

D24 YK11

HMpaanaus




8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Peructpauunonen Ne 20030690

9. HATA HA ITBPBO PA3PEITABAHE/ INIOJHOBABAHE HA PAZPEHIEHHETO 3A
YITIOTPEBA

Jata Ha nocneano noaHossaeaHe: 02 despyapu 2010 .

10. TATA HA AKTYA/IMIUPAHE HA TEKCTA

10




