KPATKA XAPAKTEPHCTHKA HA [IPOAVKTA
1. HME HA JIEKAPCTBEHHA IPOTYKT

Canbyramon Muxanep 100 Mukporpama/a03MpaHo BIIPhCKBAHE, CYCNIEH3MA M0/ HAJSITAHE 38 HHXANALUS
Salbutamol Inhaler 100 micrograms/metered actuation, pressurised inhalation, suspension

2. KAYECTBEH 1 KOJIMYECTBEH CBHCTAB

Bcako snpecksaue gocrass 100 Mmukporpama canbyramon (salbutamol), non dopmata Ha canbytamon

cyndar.

3a MBAHMA CANCHK HA NOMOLUHWTE BELIECTBA BUKTE Toqka 6 l

3. JEKAPCTBEHA ®OPMA

CycneHsus noj HanaraHe 3a HHXaJlaluA.

4. KIMHAYHH JAHHM

4.1. TepaneBTHYHH HOKA3AHHA

Canbyramon HHxanep e cenekTipeH [32-aapeHopenenTopeH arOHHCT, MOKA3aH MPH Bb3PAacTHH,
noApacTBaliH ¥ ACLA Ha BB3pacT 0T 4 10 11 roausu 3a ne4eHHE H NpEACTBPATABAHE HA OPOHXOCNIA3bM.
Ocurypsea kpatkoTrpaiiHa (deTHpH 4aca) GpOHXOANNaTalMA P obpaTHMa 06CTPYKLUA Ha
AUXATENHUTE MBTHLIA, ABJDKALLA C¢ HA OpOHXHANTHA acTMa, XpOHHYEH OpoHxuT U empuzem. Tlpu
Oponxuansa actMa Canbyramon MHxanep Mosike Aa ce H3N013Ba 3a 06NIeKyaBaHe Ha CHMITTOMHTE CJIEL
NOABATa HM WJIH 32 NPSAOTBPATABAHETO UM NPEAU KOHTAKT ¢ MO3HAT anepreH/pH3MYecKo yCHITHE.

3a npuioxkenne npu 6ebeta n geua noa 4 roagMHK BrokTe Toukn 4.2 U 5.1,

bpoHxoaunaTaTopHuTe He ca NOKa3aHH 3a CAMOCTOATENHO HIIH OCHOBHO JiEYEHHE TIPH NMepcHCTHpaLlla
OpoHxHanHa acTMa. [IpH naLMeHTH ¢ NepCHCTHPAINA acTMa, NPH KOUTO HAMA OTTOBOP Ha canbyTtamon,
CE BPENopbYBa NEUCHHE ¢ HHXANTOTOPHH KOPTHKOCTCPOHIM 3a NMOCTHIAHE HAa KOHTPOJ Ha ACTMATa.
Jiurnca Ha OTroBOp HJIM HEYCTIEX OT JIEYEHHETO Che caNByTaMon Moke Aa NOKa3Ba HyX/aTa oT CeLHa
MEIHLHHCKA OLIEHKA HITH JISYEHHE.

4.2. JT03HPOBKA H HAYKH HA NPAJIOKEHHE

CanGyramon Wnxanep e nokasaH caMo 3a MHXANaToPHO NPHAOKEHHE N TPA6Ba 2 Gbae BAKILIBAH ApeE3
yCTaTa.

[lpoabmkuTenHoCTTa Ha AeiicTBHETO Ha canbyTaMon OpH MOBEHETO MALMEHTH ¢ 4-6 aca.
Ypenuuasaiua ce ynotpeba Ha P2-aroHMCTH MOJKE [1a € TOKa3aTesl 32 BIOLIABAHe Ha acTMaTa. B Takuea
Cllyuan Moxe na € Heo0X0HMa MpeoLeHKA Ha TePaneBTHYHHUA NAAH HA MALKWEHTA H TpaOBa Aa ce

OOMHCIIH CHIBTCTBAINA KOPTHKOCTEPOUAHA TEPATIHS.

Ho3aTta u yecToTaTa Ha IPUNOKeHUe TPAGBA a Ce YBETHYABAT CaMO MO JIEKApCKa MPEeNnopbKa, Thil KaTo
€ BE3MOJKHA MOABA Ha HEXKENTAHH PEaKIMK, CBbP3aHa ¢ MOBHILIABAHE HA J03aTa.




[Ipy naumeHTUTE, KOUTO CE 3aTPYAHABAT ¢ KOOPAMHAUMATA HA JMLIAHETO NMPH H3MOJI3BAHETO Ha
HHXAJIATOPHOTO YCTPOMCTRO N0 HANATaHe ¢ A03upalia noMmna, Canbyramon Huxanep mMoxe aa ce
MPUJIAra ¢ NOMOILITa Ha 0DEMHA KaMepa 3a WHXAIIHPaHE.

Bwv3pacmnu:

. OBaaasipane HA OCTPH NPHCTHIH HA Oponxocnazbm: 100 win 200 MHKporpama.

Uanonzeanero Ha CanGyramon Huxanep npu Hyxaa He TpaOBa a Ob/ie MOBeYE OT METHPH MBTH B
aeHoHowmeTo. Hyxaara ot no-decta ynorpeda unm pg3ko NMOBUINABAHE HA 103aTa NOBOPAT 34
BJIOIUABAaHE HAa OpoHXHanHaTa actMa (BxK. Touka 4.4 CneuyaiHy npeaynpeKIeHus U npeana3Hi MCpKH
MnpH ynorpeda).

" IIpeaorBpaTasane Ha OpOHXOCNA3BLM, NPEAH3IBHKAH OT KOHTAKT ¢ MO3HAT AJIEPreH HIH 0T
Ppuinecko ycHaune: 200 MukporpaMa npean KOHTAKT ¢ allepreHa Ui yCHIIHETO.

. Hopawpxama Tepanna: o 200 MUKporpaMa 4eTHpY IBTH JHEBHO.
Ieduampuuna nonyaayus.

[Ipu Hebeta U MaJIKM Aena MOXKE 12 Ma NIO-TONAM YCIieX OT JIEUCHHETO MPH H3MON3BAHE HA obeMHa
Kamepa ¢ nvieBa macka (vanp. Babyhaler™),

. OBnaaaBane HA OCTPH NPHCTHLNH HA OpoHXOCNAZBM:

O6uuaitnara no3uposka npu neua noj 12 roauny e 100 Mukporpama, KaTo OpH HEOOXOOAWMOCT J03aTa
MOXE Oa ¢€ nosuu no 200 Mukporpama.

Heua Ha Bb3pacT HaA 12 rofuHM: 103ara € KakTO MPH Bb3PACTHHTE,

Msnonzsanero Ha Canbytamon MHxanep npu HyxAa He TpaOBa Aa ObAe MOBEUE OT YCTHPH HBTH B
nenoxoueto. Hyxxnara ot no-dyecta ynotpeda win psa3xo [OBHILIABAHE HA 103aTa OBOPAT 34
pJiotiaBaHe Ha OpOHXHanHaTa acTMa (BxK. Touka 4.4 CnelyasiHu NpeQynpeXACHHA H NpeanasHy MEpKH

npu ynorpeba).

n IIpenorBparaBane Ha OPOHX0OCHAIHM, APEAH3BHKAH OT KORTAKT € MO3HAT AJIEPreH HIH OT
pH3HYECKO YCHAHE:

OOnuaiiHara 10o3uposka npu zeua noa 12 ronguan e 100 MUKkporpama rpead KOHTAKT ¢ al€preHa Ui
YCHIIHETO, KATO NPH HEOOXOAUMOCT A03aTa MOXKE Aa ce MoBHiiK a0 200 Mukporpama.

Jdeua Ha sp3pacT Haa 12 roaMHK: 103aTa € KaKTO NpH BEIPACTHUTE,
. Ilogapp:kama Tepanu:
ObunuaitHaTta Ao3upoBKa pH Jaeua noa 12 rogunu € ao 200 MukporpaMa 4eTHpH ITbTH JIHEBHO.

Heua Ha BB3pacT Haj 12 roauHu: 1o3aTa € KaKTO Mpy BH3PAcTHUTE.

4.3. IIpoTHBOmOKAZaAHHA

CandytaMon UHxanep € npoTHBONOKA3aH NpH MalHEHTH C aHAMHE3a 3a CBPbXYYBCTB
KOATO M 4 € OT HEFOBUTE ChCTABKH.



HeuHTpaBeHO3HUTE NekapcTBeHH opMH Ha cajibyTamon He TpabBa Aa c€ U3MON3BAT 3a CIMPaHE Ha
HEYCJIOXKHEHO NpEeXIEBPEMEHHO paykJaHe WM NPH 3arviallail abopr.

4.4. CneuHanHu npelynpexAeHHs H NpPeANa3HH MEPKH NPH ynoTpeda

JleueHHUETO Ha acTMa HOpManHO TpAOBa Aa cheABa CTHNANOBHAHA NpOrpaMa H NMOBIWABAHETO HA
NauMeHTa TpAOBA 1a C& KOHTPOIUpA KIMHAYHO W Upe? QYHKUHOHANHH H3CIeiBaHUA Ha JHLIAHETO.

[TaumeHTHTE, H2 KOKTO € MIPE/INHCAHa PEIOBHA NPOTUBOBBINAIHTENHA TEpanHs (Hamnp. ¢ HHXanaTOpPHH
KOPTHKOCTEPOUAH), TpAORA f1a OBAAT NOCHBETBAHM A2 NMPOAB/KAT Aa U3IMOJ3BAT MPOTHBOBBLINMAIHTC-
HOTO CH JIEKAPCTBO AOPH KOFaTO CUMITTOMHTE HAMANEAT U Te He ce Hyxaadar ot Canbyramon Huxanep.

YBennyapaila ce ynorpeda Ha KpaTKoAeHCTBaLN GPOHXOANNIATATOPH, 0COOEHO Ha [32-arOHUCTH, 3a
oOneKkvaBaHe HA CUMITTOMUTE € NOKAa3aTesl 3a BNOIIABaHE HA KOHTPO/IA Ha acTMAaTa H NaLMEHTHTE
TpaOBa Aa ObAaT NpeAyNpeaAcHH Aa C€ KOHCYJITHPAT ¢ JieKap BB3MOXKHO HaH-ckopo. T1pu Te3u ycnoeus
CXeMAaTa Ha JIEYeHUE Ha MalueHra TpadBa na ce NPEOLSHH.

[IpexoMepHaTa ynotpeda Ha KpaTKoACHCTRALLH O€Ta-arOHUCTU MOKE 1a MACKHpa NporpecusaTa Ha
OCHOBHOTO 3a00NsBaHe M /1a AONPHHECE 3a BJIOLIaBaHe Ha KOHTPOJ1a Ha aCTMATa, KOETO BOAH 210
MOBHLLEH PHUCK OT TEXKKH 0DOCTPAHUS Ha aCTMaTa ¥ CMBPTHOCT.

[IpH nauKeHTH, KOUTO M3MOJ3BAT MOBEUE OT ABA NETH CEAMHYHO caidyTamod ,,IpH HyKAa™, KaTo B
1031 OpOit He ce BKIFouBa npodHnakTHUHATa yrnoTpeba npeau Pu3HuecKo HaToBapBaHe, TPAORa Ja ce
M3BLPLINA HOBA OUEHKA (T.€. AHEBHH CUMITOMH, CHLOYKAaHHMA Npe3 HOWlTa U OrpaHHYCHHUA Ha
ACHHOCTUTE 3apajiH acTMaTa), 3a Aa ¢€ KOPUrHpa NnoAXoAalo JEUEHHETO, ThH KaTo TE3H NAKMEHTH Ca
M3J10XKEHH HA PUCK OT NpekoMepHa ynoTpeda Ha candyraMont.

PA3KOTO POrpecupallio BAOWIABAHE HA KOHTPOJIa HA aCTMaTa € NOTEHLHAIHO *KHBOTO3acTpallaBallo H
TpsAOBa Aa Ce NpeLgHH 3aMo4BaHe HA KOPTHKOCTEPOUIHA TEpanHA WK NMOBHLIABAHE Ha J103aTa Ha
HAJIMYHA KOPTUKOCTEpOUaHa Tepanusd. [Ipy nauyeHTH ¢ MOBHUIIEH PUCK Ce MPENOPbYBaA EXKEAHEBHO
Habntoaenue Ha BE]I.

B cnyuaii ye, oOnyaliHata edexTHBHA 1032 HHXANATOPEH candyTaMO/1 HE MOB/IMABA CHMITTOMUTE B
NpOALIDKEHHE HA MOHE 3 yaca, NauMeHThT TpA0Ba 43 Ob/I€ MOCHBETBAH 3 NOTHPCH KOHCYTALNMA C
nekap, KOHTO Aa npeaniuiie HeoOXoIUMHTE JOMbIHHTEAHH MEPKH.

CanByramon Tpa6Ba n1a ce npuiara BHUMATEIHO MPH NAlMEHTH C THPEOTOKCHKO3A.

[Ipy nevyeHue ¢ (32-arOHUCT MOXKE A C€ pa3BUe MOTEHLUATHO TEKKa XUNTOKATHEMHS (NpelUMHO NpH

NapeHTEPAIHO NPHIOKEHHE WK Ype3 HeOynu3auus).

OcobeHO BHUMAHKE Ce NPENophUBA NMPU U30CTPSHE HA TEXKA OpPOHXHANIHA ACTMA, Thi KATO TO3H €QeKT
MOXe 1a Oblie MOTEHUMPaH OT CHITLTCTBALLO JICUEHHE C KCAHTUHOBH MIPOW3BOIHH, CTEPOUIHN,
AVYPETHUM, KAKTO H OT XUNOKcHATA. [IpenopbuBa ce B T€3H CllyUaH [ia ¢€ KOHTPOIHPAT CEPYMHHTE
HHBA HA KaJHA.

OT clieAperucTpalHOHHH H NYONHKYBaHH NUTEPATYPHH aHHH €& HAJIMLIE HAKOHM J0KAa3aTe/ICTRa 32
MHOI'O PEIKH C/lY4au HA MUOKAP/HA HCXEMHS, CBbp3aHa c¢be canbdyTamol. [laupeHTHTE C
npeapa3noaaraliy/pucKoBU (PAKTOPH WIM HATHUHA UCXEMHYHA O0NECT Ha CHPLIETO, KOUTO MOJTy4aBat
candyramon 3a 6enoapobHo 3abonasane, TpAORa Aa ObAAT NPeRYIIPEACHH d THPCAT KOHCKWAFAIE C
AcKap B Cinyvai Ha 0onka B rpeaHaTa 00aacT.

TpsabBa na ce npoBepu TeXHHKATA HA HHXAJHPAHE HA NALMENTA, 32 1@ C& YCTaHOHY




CHUHXPOH MEXK/ly BAULIBaHE U MHXanHpaHe. Toea € oT ronsiMo 3Ha4eHHe 3a ONTUMATHOTO
pasnpeiesieHue HA IEKapcTBOTO B benus apod.

Hsnonzeanero ua Muxanepa npu pela e HeodxoaumMo aa ce Habnoaasa OT Bb3pacTeH.

KakTo ripy nopey4eTo MHXAUTATOPHH JIEKAPCTBEHH NPOAYKTH B OMAKOBKH M0 HaNAraHe, TCPAncBTUHHHUAT
edekT Ha Candyramon Muxanep moxke na Hamanee, KoraTro onakoBKaTa € CTy/eHa.

Kakro u [Py BCAKA Apyra HHXanaTopHa Tepanus, MOXE a ¢€ pasBHe NapaaokcajicH GPOHKDCI'IEBBM C
BHC3AMNHO YBC/IHYABAHE HA XPHIIOBCTC BEAHAra CAC/ NpHeM Ha A034T4d. Toea CbCTOSHHUE TPHE)BE:I Aa C¢

TpeTHPa He3abaBHO C NIPUNOKEHHE HA AITEPHATHBHA JieKapcTBeHa (hopMa WK Apyr Obp30acHCTBALL
HHXAJIATOPEH OPOHXOHIATATOP, aK0 € HanuueH. M3no0s3paHeTo Ha KOHKPETHATA JIeKapcTBeHa gpopMa
Ha candyramon TpaOBa na ce NpeycTaHoBH, HEOOXOUMO € 1A C€ HANpaBH OLICHKA HA CHCTOAHHETO Ha

NAaLHEHTA H MpH HEOOXOMMOCT J1a ce Ha3HauW pasinuueH 6bp3ogeicTeall OpoHXOAUNATATOP 3a MO-
HaTaTbLIHA ynioTpeda.

4.5. BiaumoaeicTBHE ¢ APYIH JEKAPCTBEHH NPOAYKTH H APYFHE (POPMH Ha B3aHMOACHCTBHE

Canbyramon He TpaOBa Ja ce IPeANKCBa €JHOBPEMEHHO C HECENIEKTHBHH [-0I0KepH KaTo Hamp.
IPONPaHONON.

CanbGyTamMon He e IPOTHBOMOKA3aH MPHU NAUUCHTH HA Tepanusa ¢ HHXHOUTOPH Ha MOHOaGMHHO-
okcunasara (MAQO). Bee nak edekTsT Ha candyTaMoi MOXKE Aa ce MOBJIHAS OT NBAHETHAMH, PC3CPNHH,

MCTHJLAOMA H TPHUHKAWYHH aHTHACTIPCCAHTH.

4.6. DeprHIAHTET, DPEMEHHOCT H KbPMEHE

PepTHINTET

Hsama nudopmanns 3a Be3MOXHHTE edekTH Ha candyramon sbpxy ¢geprunurera npu xopa. [lpu
*KHBOTHHM He ca HaOnoaaBaHH He)XenaHu eeKTH BLPXY deprunuteTa (BXK. lIpeaknHH1YHM JaHHH 34
0e30nacHoCT).

bpeMeHHOCT
[To BpeMe Ha OpeMEHHOCT JIeKapcTBa MOXE Aa €€ BPHIarat caMo ako OYaKBaHaTa MoJi3a OT JICUEHHCTO
HA MaHKara € NO-rojIsMa OT BCEKH Bb3MOXKEH PUCK 34 IU10/a.

[Ipy nocTrperucTpauMoHHaTa yrnorpeda ca OnucaHu PeakH CAy4au Ha pa3IMuHH KOHM€HUTATHH
MandopMaLyH, BIITIOUYHTENHO palatum fissum v aHOMAIMM Ha KPAHHULIMTE, B MOKOJICHHETO Ha
MAaLlUCHTH, JIEKYBAHHU CbC candyTamMon. [IpH HAKOH OT ONHCaHHWTE CiIy4Han, MAaHKHTE Ca NPHEMAH MHOTO
pa3zIH4YHU IEKAPCTBA 10 BpeMe Ha OpeMeHHOCTTA.

Bpb3ka Mexay aHOMAJIHMHUTE H NPHEeMA Ha candyTaMol HS MOXKE /1A ce JI0KaXe, ThH KaTo HE C¢

3a0end3Ba nocaea0BaTeNeH Moe nNpu JedeKTHTE, a ChIIC TaKa MPOLEHTA Ha KOHMCHHTATHH aHOMAJTHH
e 2 103 %.

KbpMeHe

CanbyTamMosn BEpPOATHO Ce EKCKPETHPa B KbpMaTa. Ilopaad TOBa U3MON3BAHETO MY TTPH KBPMELLIM MaHKK
HE ce MPENnopBYUBa, OCBEH aKO O4aKBaHATa MoJi3a € Io-TosAMa OT BCEKH NOTEHUMaIEH puck. He e
M3BECTHO JaiM can0yTaMon B KbpMarTa € BpeIeH 3a HOBOPOACHOTO,

4.7. EdexTH BHpPXY cHOCODHOCTTA 32 INOgHpaHE H padoTa ¢ MAINHHH

He ¢a ¢poOImapauu.




4.8. HexeraHn JeKapcTBEHH peakiHH

HexenaHuTte NeKapcTBEHU PEAaKIMHU ¢a MPEACTABEHH NO-A0J1Y B 3aBHCHMOCT OT CUCTEMO-OpraHHaTa
KnacidHKauMa u abconoTHara uectora. Hectoture ca Ae(pHHUPAHN KAKTO CliEiBa; MHOIO YECTH

(> 1/10), uect (= 1/100 mo < 1/10), Heuectn (= 1/1 000 po < 1/100), peaxu (> 1/10 000 ao < 1/1 000} 1
MHOro peaku (< 1/10 000), BKIIIOYHTENHO H30JHPaHH ChoOIEeHUs. MHOroO 4eCTHTE M YECTHTE ChONTHA
ca OTIpeAesiCHH OCHOBHO OT AAaHHH OT KIHHWYHY MPoyYBaHHd. PeAIKMUTE H MHOIO peIKMTE ChOUTHS Ca
ONMpeAeNEeHH OCHOBHO OT JaHHH OT CTIOHTAHHH CbhOOILEHHS.

HapymeHus Ra AMYHHATA CHCTEMA

Mmuoro peaku: PeakuMu Ha CEBpBbX4YBCTBHTEIHOCT, BKJIIOUHTENHO AHTHOEAEM, YPTHKAPHA,
- BpoHXocna3zbM, XHIIOTEH3HA H KOJlalic.

Hapymenns na Metabom3mMa H XpaHEeHETO

Penku: XHUMOKATUEMHS

[ loreHUHATHO TEeXKAaTA XUNOKAIIMEMHA MOXKE 1A € PEe3yJITaT OT JISYEHHE C [32-aroHUCTH.
Hapyniennsi HA HEPBHATA CHCTEMA

HYecru: Tpemop, rnasodosue

MHOro pesKH: XUNepakTHBHOCT

ChpaeuHH HapymieHHSA

YecTn: Taxukapaus

HeuecTH: [Hannurauuun

MHoro peaku: CbpaedHH apUTMHH, BKIIOYUTENHO APEACHPAHO MbKIEHE, CYNPaBeHTPUKYAapHa
TAXUKAPAHUA H EKCTPACUCTONN

MHoro peaki: MuokapaHa HCXEMUS

Cob20BH HapynieHHs

Penxu: [lepudrepHa BazoannaTaLus

PecniparopHs, rpbiHH H MeIHACTHHAJIHH HAPYIICHHS

MHoro peakn: IlapapokcancH 6poHXocCa3zbM.

CroMamHo-4YpeBHH HAPYIICHHS

Hedecru: Jpa3HeHe B ycTaTa M I'bpiioTo.

HapyineHna Ha MyCKYJTHO-CKEIETHATA CHCTEMA M CheIHHHTEIHATA ThKAH

HeuecTw: MyCKyTHU cnaszMH.




Cbo0l111aBaHe HA MTOAOIMPAHH HEKETAHH PeaKIuH

Cpof61aBaHeTO Ha NOAO3HPAHH HEXKENAHH PeaKLIMH Cie/l pa3pellaBaHe 3a ynorpeda Ha JICKapCTBEHUS
HpOayKT € BaxkHo. TOBa No3BosBA Aa NPOABLIKH HaOMIOJEHHETO HA CHOTHOLIEHHETO MOJ3a/PHCK 32
IEKAPCTBEHHUS NPpoAyKT. OT MEAMLIMHCKHUTE CTIELIMAMCTH C& H3UCKBA Aa CHoO1IaBaT BCAKA NOAO3HPaHa
HEXKeJIaHA PeaKLMs Ha:

H3nbaHuTenHa areHuus o Jekapereara

yi. ,.,JdamMan ['pyes®™ Ne §

1303 Codus

Ten.: +359 2 8903417

yvebcailT: www.bda.bg

4.9. Ilpenosupane

Haii-uecTuTe IPU3HALIM M CHMATOMH HA NMPEAO3HPaHe ChC canOyTamMol €a NPEXOAHH [r-aroHucT
papMaKONOTrHYHO MeAWUpaHU ChOHTHA (BXK. TOUKH 4.4 CneuHanHy NpeaynpexACHHA U Npeana3Hi
MepKH npu ynotpeda u 4.8 Hexxenanu nekapcTBeHH peakUMH).

Cnen npefo3upaHe ¢he candytaMon Moxe Aa ce passue xunokanuemus. Heobxoaumo € na ce cneaar
CEPYMHHUTE HHBA Ha KaJHA.

JlakTaTHa auMao03a € AOKIaABaHa BbB Bpb3Ka C NPWIOKEHUE HA BUCOKH TEPaneBTUYHH 03U, KAKTO M C
npeao3upaHe Ha KpaTKoAeHCTRALLH [32-arOHMCTH, NOpaau TORA NIPH MPEAO3HpaHe ¢ MOAXOAA0 A4 CC
CJIE/IN 33 NOBMILIEHH CePYMHY HHBA Ha JIaKTaT M MPOM3THYALlA OT TOBAa METa0OMMTHA aur103a (0cobeHo
aKO € HUTMLE MEPCUCTHPALLIA WIIH BJIOUWICHA TAXMITHEA, HE3ABUCHUMO OT OTLIYMABAHETO HA APYTHTE
ApH3HALK HA OPOHXOCNIA3bMA, KATO HATIPUMEP, XPHINIOBETE).

5.  ®APMAKOJIOIrHMYHU CBOHCTBA
35.1. PapMakoAHHAMHYHH CBOHCTBA
ATC koa: RO3ACO02

MexaHH3bM Ha AeHCTBHE

CanbyTamon € ceneKTHBEH [3-apeHopeLieITopeH aroHHeT. FIpUeT B TepaneBTHYHH J03H, aKTHBHPA [:-
a/IpeHOPeLENTOpUTE Ha OpPOHXHAIHATA MYCKY/IaTypa M OCUTYpABa KpaTkoaekcTBama (ot 4 10 6 vyaca)
6ponxoaunaraims ¢ 6BP30 HAYANO Ha AEHCTBHME (B PAMKHTE Ha 5 MUHYTH) Npy obparuMa 00CTpyKLKS
Ha IUXaTEeJTHHUTE MTbTULLA.

CneunajHi rpylH NauHeHTH
Hena moa 4-rofHUIHA Bb3PAacT:

[TeanaTpyuny knnuuuau uanureanus (SB020001, SB030001, SB030002) ¢ npenopbyanaTa 03a NpH
MalMeHTH Ha Bb3pacT noj 4 roqHHH ¢ GPoHX0CNa3bm, CBbP2aH ¢ 00paTHMa oOCTPYKIMS Ha

IUXATETHATE ITBTHLLIA, MOKA3BaT, 4e Npo@uneT Ha GezonacHocT Ha Canbyramon Muxanep € cpaBHHM C
TO3H MPU Aena Haa 4 TOIUHHK, MOAPACTBALLH U BHIPACTHH.

5.2, @apMakOKHHeTHYHH CBONCTBA

AbcopOunn

Cnen uHxanatopHo npunoxenue Mexay 10 u 20 % or aosara aocTHraT Ko



OcTtaHanara 4acT ce otaara rno Muxanepa unu B opodaphHkca, OT KbAETO Clie]] TOBA C€ MOrbia.
YacTra oT NEKApCTBOTO, KOATO € IOCTHIHAMA JIMXATETHUTE MbTHILA, ce abcopbupa ot 6enoapobHara

ThKaH M M0713]1a B UMPKYNaLMATa, HO He ce MeTabonH3upa ot Oenus apo0.
Pasnpenenenne

Oxkogno 10 % ot npuetus canbytaMon ce CBbP38Ba ¢ MNa3MEHHUTE NPOTEUHH.

MeTaboauzsm

Cneja xaro nonagHe B LIMPKYJIALMATA, Ce Mojij1ara Ha YyepHoapoOeH MeTaboIN3LM U el TOBA Ce
CKCKPETHPA ¢ YPUHATA B HENPOMEHCHA (hopma Mtk KaTo peHon cyadar.

[TorenHaraTta 4acT OT NpKeTaTa 103a ce pe3opdHpa B FACTPOMHTECTHHAIIHHA TPAKT H ¢€ NMoAJiara Ha
3HaunTesieH first pass MetabonussM no denon cyndar. MeTabonUTHT M HENPOMEHEHATA 4acT CE
eKCKPETHPAT NPEJUMHO C YPHHATA.

EadMHEHHpane

CanbyTtamon, NpHIOKEH HHTPABEHO3IHO, MMa €IHMHHALMOHEH TIONYKUBOT Mexcay 4 1 6 vaca.
EnuMuHKpa ce HacTHUHO upe3 OLOpelnTe, a ocTaHanaTa 4acT ce Metabonusupa 40 HEAKTHBEH
MeTabonuT 4'-O-cyndar (deron cyndar), koHTO CHLUIO ce eKCKPETHPa OCHOBHO 4pe3 Ob0peunTe.
Maka yacT ce enmmuHnpa ¢ deueca. longMaTa 4acT oT NpHeTaTa HHTPABEHO3HO, NEPOPATHO WITH
MHXAJIATOPHO 1032 caidyTaMoll ce eKCKpeTHpa 3a 0koso 72 daca.

5.3. IlpeaxkiMHHYHH NaHHH 33 0€30MACHOCT

AHAOTHYHO ¢ IPYTUTE MOWHH CETSKTUBHHU [3;-PELENTOPHH ATOHKUCTH, CanbyTamMon e noKaszan
TEpaTOreHeH ePEeKT MPHU MHULIKKU, KOTraTo € npHaaral noakoxHo. [Ipu penpoaykruBHe uznutease 9.3 %
OT peTycHTE ca OHnm ¢ BbAYo Hebue (palatum fissum) upk nosa 2,5 mg/kg, koaTo € 4 NbTH NO-ro1aMa
OT MakCHMAaJIHaTa NEepopalHa A03a 3a Xopa. [1py mrbxose nepopanHoTo npuiokeHue Ha 0,5; 2,32;

10,75 u 50 mg/kg/nen npe3 BpemMe Ha OpeMeHHOCTTA He € NOBENO a 3HAUWMH deTallHH Man(opMaLKH.
EnvucTBeHUAT TOkCHYEH edexT € 01N yBenHuapaHe Ha HEOHATAIHATA CMBPTHOCT MPH NPHIOKEHHE Ha

HaH-BHCOKHTE 1I03H B PE3YJITAT Ha JIMIICA HA MAHUMHM rpHXkH. TIpH penpoayKTHBHO H3NUTBAHE ChC
3ai1M ca HabmogasaHu yepernHu Mandopmaund npu 37 % ot gerycuTe Npy NPUIoKEHUE Ha
50 mg/kg/nen, koero e 78 NLTH NoBeue OT MAKCHMATHATA NEpopaliHa J103a 3a Xopa.

IIpy nTbX0BE B H3NKTBaHE 3a PEPTHIMTET W 001IA PENMPOAYKTHBHA CIIOCOOHOCT C MEPOPAIHU A03H OT 2
1 50 mg/Kkg/nen, ¢ u3knoueHue Ha HaMansgBaHe Ha Opos Ha OUENieNTe HOBOPOAEHH AO AeH 2] cnen
paxkaane, npH no3a oT 50 mg/kg/aen, He € UMaNo Ipyry HeXxxeaaHu ePeKkTH BbPXY PepTumTeTa,
eMOPHO(ETATHOTO Pa3BUTHE, Pa3MEPHUTE, TEMOTO NMPH paykJaHe WA TEMIA Ha PacTex.

Ypes U3NUTBaAHE, NPOBEAEHO C MHOIO H Pa3IMUHU XXKMBOTHHCKM BUAOBE € YCTAHOBEHO, Y€ MOMOLLHOTO
BeinecTeo HFA 134a He e TokcHYHO, npunaraHo eXXCAHEBHO 32 NEPHOA OT 2 TOAWHH B MHOTO BUCOKY

KOHUCHTpAliMKH, MHOTOKPATHO HAJABHINABAIIH KOHUCHTPALIMHTE, HA KOUTO € BL3MOXHO J1a 6'b,£|,ﬂT
U3JIOMXCHH XO0pa.

6. DAPMAIEBTHYHH JAHHH

6.1. Crnrcbk Ha NOMOLIHMTE BEIIECTBA

1,1,1,2 rerpadpnyopoeran (HFA134a)




6.2. HechBMecTHMOCTH

Hama omucasu.

6.3. Cpok Ha rogHocrt

2 TOJIUHH.

6.4. CrneunalHH yCI0BHS HA CHXPAHCHHE

Cnen ynorpeba nocraesiite cTabMTHO Kanavkara Ha anjiHKaTopa 3a YCTa Ha MACTOTO H 4pe3 MIBTHO
HATHCKAHE 10 LIPaKBAHETO H.

Ha ce cpxpansiea npu remneparypa noa 30 °C. Jla He ce 3ampasasa. /la ce nasu oT npska CIbHYCBA
CBETIIMHA.

KakTo npu noBeyeTo MHXAATOPHHM JIEKAPCTBA B ONTAKOBKH MO HAJIATAHE, TeParieBTHYHHAT ePEKT Ha
CanfGyTaMon MOXE J1a HaMallee, KOraro OrnaKoBKaTa € CTYAEHA.

OnakoBkata € 1oj Hassrade. Jla He ce Wislara Ha Temnepatypa no-sucoka ot 50 °C. Jla He ce uynm,
npoOHBa WK M3rapd, I0pH KOrato € BHAUMO npasHa.

6.5. BaaH cbABpKAHHE HA OTAKOBKATA

ITepBHYHATA ONAKOBKa MPEACTABR/ABA ANYMHHUEB KOHTEHHED, C J03Upalll BEHTHII, NOCTABEH B
NIacTMACOBO UHXANATOPHO YCTPOUCTRO ¢ MyJBEPH3HpalLia K032 U Karnavka,

Bcaxa onaxoska Candyramon UHxanep cbabpxka He no-manko ot 200 no3upaHH BNIPECKBAHMA.

6.6. CneunanHH npeINa3HH MEPKH NPH H3XBBLPJAHE H padoTa

Heuznon3paHusAT NekapeTBeH NPOAYKT WIH OTHAIbYHUTE MATepHANTH OT Hero TpadBa Aa ce U3XBbLPAT B
ChOTBETCTBHME C MECTHUTE U3HCKBAHMA.

YKA3AHUA 3A YIIOTPEBA

IIposepka na Unxanepa

[Ipean na wanonseare MHxanepa 3a NbpBU BT, OTCTPAHETE KanaykaTa Ha alyIMKaTopa 3a ycra, KaTo
JAEKO s CTHCHETE OT ABeTe cTpaHu. Paszknarere Unuxanepa nodpe, Haco4deTe annydkaropa 3a ycra
HacTpaHH OT Bac M npbcHeTe ABa NBTH BbE BB3YX4, 34 4a ce yBepuTe, ue UuxanepbT padboru.

Axo WnxanepbT He € OUT M3NON3BaH B MPOAB/DKCHHE HA 5 IHU WIM MOBEYe, pa3KiaTeTe ro 4oope H
NPbLCHETE ABa ITbTH BLB Bb3/lyXa, 33 Jla CE YBEPHUTE, ue padoTu.

Hinoassane na Uuxanepa

L. OrcTpadere kKanaukara Ha anjIMKaTopa 34 YCTa, KAaTO IeKO 1 CTUCHETE OT JBETE CTPAHK.

2. IlpoBepeTe BbTpEIHATA M BBHIIHATA YacT Ha MHxanepa, BKJIFOUHTEHO anjIMKaTOpa 3a yCTa 3a
Haau4Me Ha pa3xJiabeHH YacTH/CBOOOIHH YaCTHLIH.

3. Pazknarere Muxanepa noGpe, 3a n1a OCHrypuTe OTCTPaHsABaHE HA €BEHTYAIHH CBOOOAHH YaCTHLIM
Y PABHOMEPHO CMECBAHE HA ChABPIKAHHETO.

4. Hpbkre HHxanepa B M3MpaBeHo Mo0KEHHE MSHKIY NOoKaszaneua H naneil
MMOCTaBMTE BBPXY OCHOBATA MO/ alIMKATOpa 3a YCTa.



J. H3auiuaiire KONKOTO € BL3MOXKHO M CNIEd TOBA MOCTARETE alUIMKaTopa B YCTaTa CU MExXK1y 3b0HTe
U 3aTBOPETE YCTHH OKOJIO Hero, 0e3 J1a ro 3axanpare.

6. Baunisante npes ycrata. BeaHara, ¢lea KaTo 3aN04YHETe BAUILIBAHETO APE3 yCTATa, HATUCHETE
Hanony sbpxa Ha Huxanepa, 3a ga Bnpbckate candyraMol, 10KaTO BAHLIBATE NPOABIKHTEIHO H
ABLIOOKO. |

7. 3apbKTe AbXa CH M U3BaaeTe MHxanepa ot yctata cd. [Ipoasmkere Aa 3aabpikare IbXa CH 3a
HAKOJKO CEKYHIU MM A0KATO BH € BB3IMOXKHO,

8. Axko Bamusar nekap Bu e kazan, ye Tpabpa 1a HanpaByTe JBE HHXAMALUMH, H34AKAWTE OKOJIO
MOJOBHH MUHYTA, CJIEA, KOETO NOBTOpETE AEHCTBHATA OT TOUKA 3 10 TOUKa 7 3a C/ie/iBallaTa
HHXaNalus.

9. BbnpHere Ha MACTO Kana4kaTa Ha anjMKaTopa 3a yCTa, 4pe3 INIBTHO HATHCKAHE A0 WIPAKBAHETO .

He 6Bp3aiiTe ¢ geficTBUATA OT TOUKH 5, 6 1 7. BaxcHo € Ja 3anouHeTe Aa AULUATE, KOJIKO € Bb3MOXHO
no-0aBHO Npean na zaaeicTrate Muxanepa.
YnpaxHsapanTe ce npej oreaAaNio MbPBUTE HAKONKO MbTH. AKO CNe/l HHXAJTHPAHE BUAWTE Kan4Hlun Nno

Bawms MHxanep Win oTcTpaHy No YCTHUTE CH, TpAOBA OTHORO 11 MOBTOPHUTE NpHEMA, 3aNOYBaUKH OT
TOYKA 2.

MankuTe neua MoXe a MMAT HY A4 OT ROMOLL M MOXKE J1a C€ HAJIOXKH POJIUTEIIHTE UM Jia 3aACHCTBAT
Muxanepa emecto TaX. Hacbpuerte neteto aa w3amina ¥ HaTHCHeTe MHXanepa TOUHO, KOraTo 3ano4He
Aa BOMILBA. YTIpakHaABaiTe ce 3aeaH0. Ako TpaOGsa na nasate Candyramon Unxanep xHa 6ebe uiu
MAJIKO JIETE, JICUEHUETO MOKEe JIa WMa MO-TONAM YCIeX NMpH U3Mo/3BaHe Ha 00EMHa KaMepa ¢ JiHiieBa
Macka (Hanp. Babyhaler™). 3a noBeue undopmauus ce koHcynTupanre ¢ Bauius nekap.

[lo-ronemmu Aeua MM xopa ¢bC cabH pPhile MOXKeE Ja YCTAHOBAT, Y€ € NO-JIECHO Aa ALpKaT MHxanepa ¢
ABeTe pbue. B To3u cnyuail geara nokazaneua tpadBa Aa ¢€ NOCTaBAT Ha BbpXa My, AOKATO 1BaTa
[anena ce AbpKaT BbpXy OCHOBATA MO/ AIVIHKATOPA 34 yCTa.

IMouncTBane Ha Huxanepa

3a pa npenoTteparute GokHpane Ha Bamnusg Unxanep, TpsadBa Aa ro nNoYKCTBATE NMOHE BE/IHBXK
CeAMHUYHO IO CIeAHHUS HAYMH:

1. Mzsanere MeTannara onakoeka Ha MHxanepa ot miacTMacoBara 4acT H OTCTPAHETE Kanavkara Ha
anJMKaTopa 3a yCTa.

2. M3nnakHeTe crapatenHoO 11acTMacoBaTa YacT Noj, Tevallla ToMia BoAa, Cliel KOETO OTHOBO
H3IMHUHTE 1aCTMACOBATA YacT Npe3 aluIHKaTopa 3a yCTa.

3. [Toncywere cTapaTesno OTBLH ¥ OTBBTPE NJIACTMACOBATA HaCT (HANPUMEP OCTABETE A Aa CC
CYLLIM 32 €/IH& HOLL).

4, [locTapeTe Ha MACTO MeTalTHaTa OMAKOBKA M Kanaukara Ha aluiMKaropa 3a ycTa.

He nocraBsaiiTe METAJTHATA ONNAKOBKA BHLB BOJA.

7. IHPATEXATEJ HA PASPEINIEHUETO 3A YIIOTPEBA

GlaxoSmithKline (Ireland) Limited,
12 Riverwalk,
Citywest Business Campus,

Dublin 24,
HMpnangus




8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Perucrpaudonen Ne 20030690

9. JIATA HA THPBO PABPENIABAHE/ IIOJHOBABAHE HA PA3ZPEINIEHHETO 3A
YIIOTPEBA

Hara Ha nocneaxo noanosgasade: 02 gespyapn 2010 r.

10, JATA HA AKTYAJINZUPAHE HA TEKCTA
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