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Benronun Unxanep 100 Mmukporpama/no3upaHo BNpbCKBAaHE, CYCIMEH3Us MO/ HAJIAraHe 3a MHXaJ1aLns
Ventolin Inhaler 100 micrograms/metered actuation, pressurised inhalation, suspension

1. NME HA JIEKAPCTBEHUA ITPOAYKT

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besko BnpbekBaHe goctass 100 mukporpama candyramon (salbutamol), non ¢popmara Ha canbyramon
cyJqdar.

3a NMbJIHUA CIMUCHK HA MOMOILLIHUTE BELECTBA BUXKTe TOoukKa 6. 1.

U3nenunero e 6e3 Oposiu Ha A03MTe, KOMTO J1a NMOKa3Ba KOJIKO 034 OCTaBaT B OMaKOBKaTa.

3. JIEKAPCTBEHA ®OPMA

CycneH3us 1oj HajlsraHe 3a MHXasalms.

4. KJUHWUYHH JAHHH

4.1. TepaneBTHYHH NMOKaA3aHUSA

BenTonun Muxanep e cenektuseH [32-apeHOpeLieNTOPEH arOHUCT, NMOKa3aH MPH Bb3PACTHH,
MOApPACTBALLM H Jielia Ha Bb3pacT oT 4 10 | | roauHM 3a ieueHue U npeaoTBpaTaBaHe Ha OPOHXOCIA3bM.
OcurypsBsa kpaTkoTpaiHa (4eTHpH Yaca) GpoHXoauIaTalMs NpH oOpaTHMa OOCTPYKLMS Ha
AMXATEJIHUTE MbTHLIA, IbJKaLlLa ce Ha OpOHXHaTHa acTMa, XpOHHUYEH OpOHXHT U emdusem. [1pu
OpoHxHasiHa actMa BentonimH MHxanep moxe aa ce u3nosi3sa 3a o0JieK4aBaHe Ha CHMIITOMMTE CJiejl
NosiBaTa UM MJIM 3a NMpPeA0TBPATABAHETO UM MPEAH KOHTAKT C NO3HAT ajlepreH/pu3nuecKko ycuime.

3a npuiiokeHue npu 6ebera v neua noa 4 roaMHUA BHKTE TOUKU 4.2 1 5.1.

bpOoHX0AMIATATOPUTE HE Ca NMOKA3aHHU 32 CAMOCTOSITETHO MM OCHOBHO JIEUEHHE MPH MEPCUCTHpALLA
OpoHxuanHa acTMa. [Ipv nauMeHTH ¢ nepcucTHpalla acTMa, Mpu KOMTO HAMa OTroBOp Ha canbyTamo,
C€ MpernopbyBa JICYEHHE C HHXAJIOTOPHU KOPTUKOCTEPOH/IH 3a MOCTHIraHe Ha KOHTPOJI Ha acTmara.
Jlunca Ha OTrOBOp MM HEYCINEX OT JIGYEHUETO ChC candyTaMo MOKE /1a NOKa3Ba Hy’K/1aTa OT CrellHa
MeIHLIMHCKA OLIEHKA UM JIeHEHHE.

4.2. Jlo3HPOBKAa H HAYHH HA MPHJIOKEHHE

BeHTonuH MHxanep e nokasaH camo 3a MHXaJlJaTOPHO NPUJIOXKEeHHEe W TpsAOBa 1a Objie BAMILIBAH Mpe3
ycrara.

[Ipoab/DKHTENHOCTTA Ha AeHCTBUETO Ha cani0yTaMo NMPH MOBEYETO NMALMEHTH € 4-6 vaca.
YBenuuaBaiua ce ynorpeda Ha Br-aroHMCTH MOXKe J1a € 10oKa3ares1 3a BiollaBaHe Ha actmarta. B Takupa

cyHau MOke J1a € HeoOXo/aHMa MpeoLieHKa Ha TepaneBTUYHHS TU1aH Ha nalMeHTa v TpabBa j1a ce
OOMMCJIH CbITbTCTBALLA KOPTUKOCTEPOUIHA TEparims.




€ Bb3IMOXHA NoABd Ha HCXKCJIAHHU pCAKLIHHK, CBBP3aHa C MOBHULLIABAHC HA 003aTa.
an MaAUHCHTHTE, KOWUTO CC 3aTpydHABAT € KOOpAHHAUHATA HA AHILHAHCTO MPH H3NOJI3BAHCTO Ha

HHXANaTOpHOTO yC'I'pUﬁCTBO noa Ha/iaraHe € A03rMpania nomina, BeuTonun MHX&J’[EP MOKE A4 CC
fipHaara ¢ noMOoUlTa Ha obeMHa KaMcpa 3a UHXalTHpPaHe.

Bv3pacmnu.

- OBJaasiBaHe HA OCTPH NPHCTHIH Ha Oponxocnazbm: 100 wnn 200 MUKporpama.
H3nonssanero Ha Bentonun Unxanep npu Hyxxga He Tpa6ea aa 6bae noBeue OT YETHPH NBTH B
neHoHolueTo. Hyxaata ot no-4ecra ynorpeba unu ps3ko MosULIaBaHe Ha 103aTa TOBOPAT 34
BJIOILABaHE Ha OpoHXxHanHara acTMa (BXK. Touka 4.4 CneunanHu npeaynpesKaeHus M Npeana3Hi MEPKH

npH ynorpeda).

. IIpenoTsparapane Ha GPOHXOCTIA3BM, NPEIH3BHKAH OT KOKTAKT ¢ NO3HAT AJIEPreH HJH OT
¢HuInvecko ycuane: 200 mukporpama npeau KOHTAKT C ajiepreHa HIH YCHIIHETO.

. Hoaabpxkama Tepanua: 10 200 MUKporpaMa YeTUPH ITbTH AHEBHO.
Heouampuuna nonyrayua.

[Tpu 6ebeTa ¥ ManKy AeLa MOXKE a HMA MO-TONIAM YCNEX OT JIEYEHHETO MPH H3NON3BaHE Ha obeMHa
KaMepa C 1nueBa Macka (Hanp. Babyhaler).

. OBaaanBane HA OCTPH NPHCTHLITH HA GPOHXOCIAILM:

ObuuaiikaTa 103upoBka npu neua noa 12 ronuuu e 100 Mukporpama, Kato npyu HeoBXO0IUMOCT 103aTa
MOX€E Aa ce nosUilu 10 200 MuKporpama.

Jleua Ha Bb3pacT HaA 12 rofMHuU: 103aTa € KAKTO NMPH Bh3PACTHHUTE.

Hznonseanero Ha BeHronud Muxanep npu Hyxaa He Tpsa6Ba aa 6bae NoBeye OT YETHPH MBbTH B
aeHoxolnero. Hyxnata or no-uecta ynorpeba uny pa3ko NoBHILIABaHe Ha A03aTa FOBOPAT 34
BIOLIIaBaHe Ha OpOHXMaNHaTa acTMa (BX. To4ka 4.4 CneuHanHu npeaynpexxacHus u NpeanasHi MepKH

npy ynorpeda).

. IlpeaoTBparaBane Ha OPONX0OCNA3bM, NPEAH3IBHKAH OT KOHTAKT € MO3HAT AJICPreH HJH OT
PH3HYECKO YCHIHE:

ObnyaiiHaTa 103MpoBKa NMpH Aeua noa 12 roguHu € 100 Mukporpama npen KOHTAKT C alepreHa Win
YCHIIHETO, KaTo NMpH HEODXOANMOCT A03aTa MOXe Aa ce noBuu ao 200 MUukporpama.

Jeua Ha Bb3pacT Haa |2 roaHHH: A03aTa € KaKTO NPH Bb3PAaCTHHUTE,
. Hoaakpxama TepanHa:
Ob6uuaiiHaTta 103UpoBKa NpH geua noa 12 roaunu e a0 200 MUKpOrpaMa YeTHPH MbTH THERHO.

Jleiuia Ha BB3pacT HaA |2 roaMHU: A03aTa € KaKTO MPH Bb3PaCcTHUTE.




4.3. HpoTuBonokazanus

BeHTonuH MHxanep € npoTuBoOnokasaH NPH NaLKEeHTH ¢ AHAMHE3A 33 CBPBbXUYYBCTBUTEIHOCT KbM KOATO
A 12 € OT HEFOBUTE ChCTABKH.

HewHTpaBeHO3HHTE NekapcTBeHH (POPMH Ha canbyTamon He TpsAOBa [1a ce M3MONIBAT 32 CAMPAHE Ha
HEYCJ0XKHEHO NPEXACBPEMEHHO paXkaaHe UK Npu 3arnnawsaw abopr.

4.4. CneuHanHu npeaynpexaeHHs H HPeANA3HH MEPKH NPH ynoTpeda

JleuenneTo Ha acTMa HOpMaTHO TpAOBA Aa ClicABa CTHNANOBHAHA TIPOrpaMa W MOBJIHABAHETO HA
MaLMEHTA TPAOBA Aa C€ KOHTPONUPa KIHHHYHO U Ype3 QYHKUHOHATHH HU3CNEABAHHA HA AULUAHETO.

[TauueHTHTE, HA KOMTO € NPEANKCaHa PEIOBHA NPOTHBOBBL3NATHTENHA Tepanis {Hamnp. ¢ HHXaNaTOpHH
KOPTHKOCTEPOUAH), TpabBa aa ObIAT NOCHBETBAHH AA MPOIBIKAT A3 H3MON3BAT NMPOTUBOBB3MAIUTEN-
HOTO CH JICKApCTBO JOPH KOraTo CHMNTOMHTE HAMAJIEAT U T€ He ce Hy»aasaT ot BeHtoand Unxanep.

YBenuuanalila ce ynotpeda Ha KpaTkoaeicTBallH OpOHXOAUNATATOPH, 0COOEHO Ha [B2-aroOHHUCTH, 3a
00ieKuaBaHe Ha CHMINITOMMTE € TOKA3aTeN 3a BJIOLIABAHE Ha KOHTPO/A Ha aCTMAaTa W NalUEHTHTE
Tpa0Ba Aa ObAAT NpEeAyNpeacHH Ja ce KOHCYTHPAT C JieKap Bh3MOXHO Haii-ckopo. [Tpu Te3un ycnosus
CXEMaTa Ha JieYeHue Ha nauMeHTa TpabBa aa ce NpeoueHH.

[IpekomepHata ynorpeda Ha kpaTkofeHcTBaly 6eTa-arOHUCTH MOXE A3 MACKMPa NPOrpecHATa Ha
OCHOBHOTO 3a00NsABaHe ¥ Aa AONPHHECE 32 BJIOLIABAHE Ha KOHTPONA HA aCTMATa, KOETO BOAM 10
MOBHLUEH PHCK OT TEXKKH O0OOCTPAHKHA Ha aCTMATa U CMBPTHOCT.

[Ipy nauUMEHTH, KOUTO H3NOM3BAT NOBEYE OT [BA MHTH CEAMHUYHO CanbyTamMoN ,,NpY HYX4a", KaTo B
TO3HW Opoit He ce BKITIOYBA NPOPHIAKTHYHATA yrioTpeda npean pUsM4ecKo HaToBapBaHe, TPa6Ba aa ce
H3BBLPLLUH HOBA OUECHKE (T.€. AHEBHH CUMITTOMHU, CLOYKaaHHA Npe3 HOLLTA M OTPAHUYEHMSA Ha
NEHHOCTUTE 3apaJiy aCTMAaTa), 3a Aa Ce KOPUrupa NOAXOAALIO NEYEHHETO, Thil KaTO TE3MN NALIMEHTH Ca
H3JIOKEHH Ha PHCK OT MpekoMepHa ynortpebda Ha canbyramon.

P43K0TO NPOrpecHpallio BAOABAHE Ha KOHTPO/A Ha aCTMaTa € NOTEHLMANHO JKHBOTO3acTpallasatilo 1
TpAOBA Ja CE NpeLeHH 3arouYBaHe Ha KOPTHKOCTEPOUIHA TEPATUA UIH NOBHILABAHE Ha J03aTa Ha
HaM4Ha KOPTUKOCTEPOKAHA TepanH. [1py naLMeHTH ¢ NOBHILEH PUCK C€ NPENOPLUBA EKENHEBHO
HabmoaeHve Ha BE]].

B cnyuali ye ¢ obnkHoBeHO edexTHBRATA 032 HHXANATOPHO NpHIarad canbyTamon Beue He ce MOCTHra
Obp30 00MeKUaBaHE, TPACLUO MOHE 3 Haca C/iel MPHIAraHeTo, NaAUHEHTbLT TPAORa 1a 6b1e NochReTRaH
be3 oTnaraHe f1a ce KOHCYJITHpA C JIeKap, KOHTO Aa Npeanuiie HeOGXOAUMHTE ACMLIHHTEIHN MEPKH.

Jluncara Ha OTrOBOP KbM JIEYCHUE ChC CANOyTaMOi MOJXKE J1a € CUrHAN 32 HEOOXOAUMOCT OT CIELIHO
aNTEPHATHBHO JIEUEHHE.,

Canbytamon Tpsabsa 1a ce npunara BHUMATENHO TIPH MALMEHTH C TUPEOTOKCHKO3A.

[Tpu neuenue ¢ B2-aroHACT MOXE Aa Ce Pa3BHE MOTEHUMANHO TEXKKA XUITOKATHEMUS (MPeIHMHO NIPK

NAPEHTEPATHO MPHIOKEHHUE WIH Upe3 HeOynr3alus).
OcobeHo BHHMaHKE Ce NPEenopBbYBa NPH H3OCTPAHE Ha TeXKA OPOHXHANHA 2CTMa, Thil KaTo TO3H edekT
MOJKe a ObAe NOTEHUMPAH OT ChITbTCTBALIO IEYEHHE C KCAHTHHOBU POU3BOHH, CTEPOMAH,
AHYPETHUH, KAKTO W OT XHUNoKcHsATa. [Tpenopbusa ce B Te3d cayyan aa ce KOHTPOIHPAT CEPYMHMTE
HUBA HA KanuL.




OT cneaperucTpauMoOKHHU Y yONKHKYBaHH JIMTEPATYPHHU AaHHH €A HAIMLUE HAKOM A0KA3aTENCTBA 32
MHOIO peAKH ClIy4au Ha MHOKapAHa HCXEeMHUA, CBbp3aHa ¢be canbyramon. [lauueHture ¢
npeapasnosiaramy/pucKkoBs (GakTOpU WK HATHYHA HCXEeMHWYHA OONECT HA CHPLETO, KOUTO NOJy4aBar
canbyramon 3a Henogpobro 3abonasane, Tpadbpa na 6LAAT NpeaynpeIeHH 1a ThPCAT KOHCYJITALHR C
nekap B cayvai Ha 6onka B rppaHara obnacr.

Tpﬂﬁaa Ad CC NMPpOBCPH TCXHHKATA HA HHXATMPAaHS Ha NMAaUUCHTA, 33 Aa €€ YCTAHOBH HAJTHYHNCTO Ha
CHHXPOH MCxX Y BAHUUIBAHC U HHXANTHPaHC. Tosa € OT ronsiMo 3HayeHue 3a ONTUMATHOTO
PasnNpcACICHHE HaA JICKApPCTBOTO B Oenusn ,Elpt}ﬁ

HM3non3saneTo Ha MHxanepa npu aeua e Heobxoaumo na ce Habaoaasa OT Bb3pacTeH.

HHxanatopbT chabpxa candytamon, aoctaTbuyeH camo 3a 200 snpbeksaiuda. Cnen 200 snpbhckpaHus
HHXAJIATOPBT MOXKE Aa MPOABIKHU Aa NPbCKa, HO 6e3 fa ocurypsaBa npeandcaHaTa Ao3a canbyTaMol.
MeTtoau kaTo pa3kialliaHe, NpeTerigaHe WK NOThBaHE Ha UHXANIATOpa BbB BOJA HE Ca TOYHH 34
onpeaensHe AajlH HHXANATOPBT HE ChAbPXKA NpeanucaHaTa 103a candyTaMon M He ce Npenopbyear.
CoobluaBsany ca cnydad Ha TeXKO 00OCTpAHE Ha acTMaTa.

Mosxe na ce oOMUCIH BOAEHE HA 3aMUCKH 32 Opod BNPLCKBAHUA, NPUIOKEHH Ha NALMEHTA.
[IpenopwuBa ce na UMa Ha pa3NONIOKEHHE Pe3ePBEH HHXANATOP. AKO NALMEHTHT HMA [10BEYE OT €HH
HHXanaTop, ce NnperopbuBa Ja ce BOAAT OTAEMHH 3aMUCKH 3a BCEKU HHXanatop (Bx. Touyka 6.6).

KakTo npu noBeveTo HHXaNaTOPHH NEKapCTBEHH NPOAYKTH B ONAKOBKH MO/ HaNAraHe, TePanesTHUYHUAT
eext Ha Benronud Unxanep Mmoxe aa Hamanee, KOrato OnNakoOBRKaTa € CTYJEHa.

KakTo v npy BCaka apyra MHXanaTopHa Tepanks, MOXe Ja ce pa3Bue napanaokcaned OpoHXOoCnassMm ¢
BHE3aMHO yBENMYABAHE Ha XPUNIOBETE BeJHara cnea npvem Ha ao3ara. Toea ¢cbCTosHWe TpaOBa na ce
TpeTHpa He3a0aBHO ¢ NPUNOKEHHE Ha AITEPHATUBHA flekapeTBeHa dopMa WK Apyr 6bp3oaeicTeall
HHXanaTopeH OpoHxoaunaraTop, ako ¢ HaanueH. ManonzeaHero Ha KOHKpeTHaTa fiekapcTeeHa dopma
Ha canbyTaMos TpaOBa Aa ce NpeycTaHOBU, HEOOX0MMO € d C€ HANMPaBH OLEHKA Ha CHCTOSHHUETO Ha
MalMeHTa 1 NPpU HEOOXOAMMOCT Ja C€ HazHa4H pasnnyueH Obp3oaeicTBall GpOHXOAUIATATOP 34 NO-
HaTaTbllHa ynoTpeda.

4.5. BsanmopneiicTBHe ¢ Apyru JekapcTBeHH NPOAYKTH H Apyru GopMH HA B3aHMOACHCTBHE

Canbyramon He TpabBa aa ce npeanicsa eAHOBPEMEHHO ¢ HECENIEKTHBHH [B-010KepH KaTo Hanp.
MPONPAaHOJION.

Canbyramon He € NpOTHBONOKA3aH NPH NALHEHTH HA TEpanus ¢ MHXHOUTOPH HA MOHOAMHHO-
okcuaasata (MAQ). Bee nak edexTsT Ha canbyTamMon Moxe 1a ce NOBNMAE OT rBAHETHIUH, PE3EPNHH,
METHIAONA U TPHUHKIHYHH GHTHACNPECAHTH.

4.6. DepTHIARTET, OPEMEHHOCT B KbpMeHe

PepTHINTET

Hsma nHpopMaums 3a Bb3MOXKHHTE edexTH Ha canbyramon BbpXy depTuinTeTa npH xopa. [pw
KHBOTHH He ca HabnioaaBaHy HexenaHH edekTu Bbpxy depTunuTeta (BxK. [IpenkiuHMYHY faHHU 3a
be3onacHocCT).

bpemeHHOCT
[lo speme Ha OpemMeHHOCT nekapcTBa MOXKE Aa C€ MPUAraT camo akO O4aKBaHATA NOM3a OT NeYeHHETO
Ha MaHKaTa € rMo-roasamMa OT BCEKH Bb3MOXEH PHUCK 3a NA0AA.




[Tpu nocTperucrpaunoHHaTa ynorpeba ca OndcaHy peaky Cy4au Ha pa3iudHH KOHI€HUTATHH
MandopmaLHH, BIJIIOUHTENHO palatum fissum W aHOMaNuM Ha KpaHHULIMTE, B MOKOJEHHETO Ha
MNaLMeHTH, JIEKYBaHH Cbe canbyTtamon. [Ipy HAKOM OT onucaHuTe Cy4au, MaiikuTe ca NPUEMANY MHOTO
pasnW4HK{ JEKapCcTBa 10 BpeMe Ha ODpeMeHHOCTTA.

Bpb3ka Mexay aHOMaIMMTE ¥ NpreMa Ha candyTaMon He MOXKe J1a Ce IOKAaXKe, Thii KaTo He ce
3abensAs3Ba MocnenoBaTENEH MOAE MpU A(EKTUTE, a ChiIO TAKa NMPOLIEHTa HA KOHMEHWTANHH AaHOMAJTUH
e 2 no 3 %.

Kbnpmene

Canbyramon BeposTHO ce exckperupa B kbpMmarta. [lopaau ToBa H3NOA3BAHETO My NPH KbPMELLH MaikH
HE Ce MPEnopbyBa, OCBEH aKO OMAKBAHATA MON3Aa € NO-rojigMa OT BCeKM NOTeHLManeH puck. He e
H3BECTHO Aa/IH candyTaMorn B KbpMaTa € BpeAeH 3a HOBOPOAEHOTO.

4.7. EdexTn BbpXY cnocodHocrTa 32 wiopHpaHe H paboTa ¢ MAIHHH

He ca crobaBanu.

4.8. Hexen1aHn JeKapCcTBEeHH peaknny

HesxenaHure IeKapcTBEHH PeaKLMK ¢a NPEICTaBEHH NO-A0/1Y B 3aBHCHMOCT OT CHCTEMO-OpraHHaTa
KnacHgpHkauns v abcontotHara yectota. YecTOTHTE Ca IEPHHHPAHH KAKTO CNEBa: MHOMO YECTH

(= 1/10), uectu (= 1/100 go < 1/10), neuectn (= i/1 000 no < 1/100), peaxu (= 1/10 000 a0 < 1/1 000) u
MHOTO pelkH (< 1/10 000), BRoYHUTENHO U30IHpaHK CHOOLIEHHA. MHOrO Y4ECTHTE U YecTUTE CLOWTHA
ca onpeaesieHH OCHOBHO OT AaHHH OT KJIMHUYHH Npoy4BaHusa. PeakuTe H MHOro peakuTe cbOMTHE ca
OMNpeACAECHH OCHOBHO OT JAHHH OT CIMIOHTAHHH CHLODIIEHHA.

HapyiiieHHS HAa HMYHHATA CHCTEM#

MHoro peaku: Peakuuu Ha CBpbXUyBCTBHTENHOCT, BIJIIOYHTETHO AHIHOEAEM, YPTHKAPHS,
OpoHxocnazbM, XUIMOTEH3UA W KONanc.

Hapywenns na MeTal0.1TH3Ma H XpaHEHETO

Penku: XHBNoKamneMus

[loTeHUMANMHO TEKKATA XUIMOKATTUEMHUS MOXKE Aa € PEe3YATAT OT JieUeHHe ¢ [32-arOHUCTH.
Hapynienus Ha RepBHATA CHCTEMA

Yecru: Tpemop, rnaBobonmne

MHoro peaku: XunepakriBHOCT

Cohpaeunn napyuieHus

YecTu: Taxuxapaus

Heuectu: [Tannuraumu

MHoro peaku: CbpaeyHH apHTMWH, BIJTIOMHTENHO NMPEACHPAHO MBIKICHE, CYNPABEHTPUKY 1apHa
TAXWKapAnsa U €KCTPACHCTOIH

Muoro peaku: MuoxapaHa HCXeMUS




C1Ha0BH HADYLIEHHS

Penku: [lepudepHa Bazogunatauus

PecnupaTOpHH, rpbAHH H MEIHACTHHAJIHH HAPYIICHHS

Muoro peaku: IlapaaokcaneH OpoHXocnasnM.

CromMamHoO-4peBHH HaApYMEHAH

HeuecTn: Jlpa3HeHe B ycTaTa v r'bpioTo.

HapymeHns Ha MYCKY/JIHO-CKEJIETHATA CHCTEMA H CLEAHHHTEIHATA THKAR
HeuecTu: MyCKYJIHH CNa3MH.

CpobulaBaHe Ha NOAO3UPAHM HEXENAHH PEaKiLIMK

C10011aBaHeTO HA NOAO3HPAHH HEXENAHH PeaKLMU cilel paspeluasaHe 3a ynorpeba Ha NeKapcTBeHHS
NPOAYyKT € BaXKHO. ToBa Nno3possBa Ja Npoab/DKY HabNIOAEHHETO HAa CHOTHOLIEHHETO NOJ13a/pHUCK 34
NIEKAPCTBEHHA MPOAYKT. OT MEAHULIMHCKHTE CELMATHCTH Ce U3UCKBa 1a ChobiIaBaT Beaka NoA03HpaHa
HEXENMaHa peaKUuus Ha:

M3mbaHuTENHA areHUHA No eKapCcTBaTa

yn. . Jlamsan I'pyes” Ne 8

1303 Codusn

Tes.: +359 2 8903417

yebcaitT: www.bda.bg

4.9. Ilpenoszupane

Hal-uectuTe npu3HaLK H CHMNTOMH Ha Npefo3HpaHe Cbe caibyTaMon ¢a npexoaHH Pz-aroHucT
(papMaKOAOrH4HO MEAMUPAHH CBOHTHS (BXK. TOUKH 4.4 CnieLHanHy NpeayrnpexaeHus 1 NpeanasHu
MEpKH npH ynorpeda u 4.8 Hexxenanu iekapcTBEHH peakuun).

Cnen npenosupaHe cbe catdyTaMon MoXe Aa ce pa3sue xunokanueMus. Heo6xoaumo e aa ce cnenar
CEPYMHHUTE HUBA Ha KaNuA.

JlakTaTHa auMa03a € A0KJIaABaHA BbB BPb3Ka C MPUIOKEHHE Ha BHCOKH TEPANEBTHYHH JJO3H, KAKTO U C
NpeAo3rMpaHe Ha KpaTKOACHCTBAILM [J2-arOHUCTH, NMOPAIH TOBA MPH NPEAO3NpPaHe € MOAXOAALLO A Ce
CJIJIH 32 NOBULIEHH CEPYMHH HHUBA HA NAKTaT W [IPOM3THYALLA OT ToBa MeTabonuTHa aumao3a (ocobeHo

aKoO € HaJIWLIE NEPCUCTHPALLA KITH BNIOLIEHA TAXWITHEA, HE3aBHCHMO OT OTLIYMABAHETO HA [PYTHTE
MpHU3HAaUK Ha OpOHXOCNa3bMa, KaTO HANPHMED, XPHUITOBETE ).

5. ©OAPMAKOJOI'MYHHU CBOMCTBA
S5.1. dapmakoAHHAMHYHH CBOHCTBa
ATC xoa: RO3AC02

MexaHH3BM HA JeRCTRHE

CanbyTtamon e cenekTHBeH [(B2-aapeHopenenTopeH aroHUCT. [IpHeT B TepaneBTUYHM [03M,



Bx-aapeHopeLenTopuTe HA OPOHXHANIHATA MYCKYATypa H OCHI'YpABa KpaTkoaeicraalua (0T 4 10 6
yaca) OpoHxooMnaTauus ¢ 6bP30 HaYaI0 HA aeHcTBUE (B pAMKUTE HAa S MUHYTH) NpH obpaTHMa
OOCTPYKLHMA HA AUXATEIHHTE MBTHLLA.

CrnenHaaHy rpyny nanHeHTH

Heua nox 4-roAHIIHA BL3PACT:

[leanaTprnunu kiuHu4HKY winuTeanua (SB02000!, SB030001, SB030002) ¢ npenopbuanaTa 1032 NpH
MalMEHTH Ha BBb3PAacT noj 4 roaMHH ¢ OpOHXOCNa3bM, CBbpP3aH ¢ oOpaTiMa obCTpyKLHS Ha
JANXATENHHTE NbTHILA, NOKA3BAT, 4e¢ ApoPUIBT Ha Oe3onacHocT Ha BeHTonuH Unxanep e cpaBHHM ¢

TO3W NMPHU Aeua HaT 4 rOOUHH, NoapacTBallyd W Bb3pacTHH.
5.2. ®apMakOKHHEeTHYHH CBOHCTBA
AbcopOuusn

Cnea wHxanaropHo npunoxxenue mexxay 10 n 20 % ot no3ata JOCTHraT AOJHUTE JUXATENHHU THTHULLLA.
OcTaHnanara yact ce oraara no MHxanepa wiu B opodapuHkeca, OT KbAETO CI€ TOBA C€ MOMThLUA.
HacTTa OT 1€KapCcTBOTO, KOATO € AOCTHrHANA AMXATETHUTE MbTULIA, ce abcopbupa oT GenoapobHaTa
ThKaH W NONaja B LIMPKylauuATa, HO He ce MeTabonn3upa ot 6enus apood.

Pa3npegenenue
Okono 10 % oT npuetus canbyramon ce CBbp3Ba C MNa3MEHUTE MPOTEHHH.
MeTabonu3ibm

Cnen KaTo NonaaHe B LUPKyNaUMaTa, ce Nojjlara Ha uepHoaApobeH MeTabonu3LM M Clleq TOBA Ce
EKCKPETHPA C ypHHaTa B HENMpPOMeHeHa popMa wiM KaTo deHon cyndar.

[lorsnHaTata 4acT OT npueTaTa 1032 ce pe30opOHpa B raCTPOMHTECTHHANIHMA TPAKT M ce NOAIara Ha
3Ha4YMTEIEH first pass meTabonuswsm 1o deHon cyndar. MeTaGoNHTLT U HEMPOMEHEHATA YACT ce
€KCKpETHpAaT NPEeAUMHO ¢ YPHHATA.

EaxnmMmAanHpane

Canbyramon, NpHNOXKeH HHTPABEHO3HO, HMa ENMMMHHALIKOHEH MOJY>KHBOT MEXKAY 4 W 6 1aca.
EnnmMuHKpa ce yacTHYHO ypes 6u6pennTe, a ocTaHanara uact ce MetaboIH3Mpa A0 HEAKTHBEH
MeTabonut 4 -O-cyndar ($peHon cyndar), KOHTO CBLIO Ce eKCKPeTHPa OCHOBHO upe3 HnOpeLnTe.
Manka vacT ce enuMHHHpa ¢ deueca. 'onamara yacT OT NpUeTaTa HHTPABEHO3HO, NEPOPATHO HAH
HHXaJaTOPHO N03a candyTamMon ce eKCKpeTHpa 3a 0KoJIo 72 yaca.

5.3. IlpeaKNHHHYHH JaHHH 32 6€30MACHOCT

AHANOTHYHO C APYTHTE MOLLUHH CENEKTHBHH [32-pELIENITOPHI arOHUCTH, CATOYTAMON € NOKa3alT
TEPaTOreHEH €PEKT NMPH MHLLKH, KOFaTo € Npuiarad noaxkoxHo. [pu penpoaykTuBHO U3nuTBaHe 9,3 %
oT ¢eTycHTe ca 6unan ¢ Bpa4o Hebue (palatum fissum) npu nosa 2,5 mg/kg, KoATO € 4 MBLTH NO-roAsMa
OT MaKCHMaJlHaTa nepopanHa ao3a 3a xopa. [1pu mnsxoee nepopanHoTo npunoxenue Ha 0,5; 2.32;
10,75 n 50 mg/kg/nen npe3 speMe Ha OPEMEHHOCTTa He € HOBEJIO 1a 3HaYuMH (eTaniy ManbopMaLuu.
EnvHcTBEHUAT TOKCHUEH edekT € 61N yBenuuaBaHe Ha HEOHATANTHATA CMBPTHOCT TIPH NPHIIOKEHHE Ha
HaH-BHCOKUTE 103H B PE3YATAT Ha JIMNCA Ha MaituuHu rprxu. TTpH penpoayKTHBHO W3MTHTBAHE
3aiiM ca HaONIOAaBAHH YepenHi MandopMaunu npu 37 % oT GeTycuTe NpU NPUNoKEHHE




30 mg/kg/nen, koero e 78 NbTH Noseue OT MAKCHMANTHATA NepopalHa 103a 3a Xopa.

[Tp1 NnbXoBe B H3NKUTBAHE 3a PEPTUIIMTET W OOLUA PpENpPOIYKTHBHA CIOCOOHOCT C NepopaniHu A03H OT 2
u 50 mg/kg/neH, c u3knloueHWe Ha HamansBaHe Ha Opos Ha oLeNeSIHTe HOBOPOAEHH A0 aeH 21 crien
pax<aaHe, npH ao3a ot 50 mg/kg/aen, He e UMano Apyru HexxenaHu edpekTH BbPXY QepTHIIMTETA,
eMOpHO(ETANHOTO pa3BUTHE, PA3MEPHTE, TEMIOTO NPH PAXKNAHE WIH TEMITA HA PaCTeX.

Upes n3nuTBaHe, NPOBEICHO C MHOTO U Pa3IMYHH XKUBOTHHCKH BUAOBE € YCTAHOBEHO, Y€ MOMOLLHOTO
BewecTBo HFA 134a He € TokCHYHO, NpHAaraHo eXxXeaHeBHO 3a NEpHOA OT 2 FOJIHHH B MHOTO BHCOKH
KOHLCHTPaUHH, MHOTOKPaTHO HAABHLLABALIH KOHUEHTPALUMUTE, HA KOMTO € Bh3MOXHO Ra Obaar
H3JIOXKEHU XOpa.

6. OAPMANEBTHYHH JAHHHA

6.1. CoHCBhK Ha NOMOIHHTE BEllleCTBA
1,1,1,2-rerpadnyopoeran (HFA 134a)

6.2. HecbBMeCTHMOCTH

Hsama onucanu.

6.3. Cpok Ha rognocr

2 TOAWHMN.

6.4. ChnennajHRH yCJI0BHA HA CHXPRHEHHE

Cnen ynorpeba nocrapaite crabwino xanaykaTa Ha afjIMKaTopa 3a YCTa Ha MACTOTO M Ype3 MITbTHO
HATHMCKAHE A0 WIPAKBAHETO H.

Jla ce cpxpaHnaBa npu Temneparypa nog 30 °C. Jla He ce 3ampa3ssasa. [la ce na3sk oT npAka cibHUYEBA
CBETIIMHA,

Kakto npn noBe4eTO HHXATATOPHH NIEKAPCTBa B OMAKOBKH NMOJ HANAMaHe, TEPaneBTHUHUAT edeKT Ha
BenToniH Moxke na HaMallee, KOrato onakoBKaTa € CTY/IeHa.

OnakoBkaTa e noa Hansraxe. Jia He ce u3nara Ha TeMneparypa no-sucoka ot 50 °C, Jla He ce uynu,
pobuBa MK H3rapa, AOPH KOraTo € BUAUMO Mpa3Ha.

6.5. BHA H chALPKAHHE HA ONMAKOBKATA

[IbpBHUHATA ONIAKOBKA NPEACTABNABA ATYMHHHEB KOHTEHHED, C JO3HPALY BEHTH, MOCTABEH B
M1acTMacoBO HHXANATOPHO YCTPOKMCTBO ¢ MyJABEPH3UPALIA 11032 H Kanayka.

Beska onakoeka Benronnn Muxanep chabpika 200 nosupany BnpbekBaHmA.
Hnxanatopst e 6¢3 Oposu Ha no3HTe.

6.6. Cnennannn npeAnasAm MepKH NPH HIXBBPAsHE # paboTa

Hewnznon3zgaunaT nekapcTBeH MPOAYKT HAH OTNAAbYHUTE MaTEPHAIH OT HEro TpsbBa aa



CBbOTBCTCTBHUEC C MECTHHUTC H3IUCKBAHHA.

YKA3AHUA 3A YIIOTPEBA

ITIposepka Ha Unxanepa

[1penu na usnon3sare MHxanepa 3a nbpBY NbT, OTCTPAHETE KanavkaTa Ha anjiMKaTopa 3a ycTa, KaTto
NEKO s CTUCHETE OT ABere crpaHu. Pasknarere Muxanepa 1o6pe, Hacouere annuMkaropa 3a ycra
HacTpaHH oT Bac 4 npbcHeTe ABa MbTH BbB Bb3AYXa, 3a Aa ce yBepuTe, ue UHxanepuT paboTH.

Axko MrxanepsT He e OU U3NON3BaH B NPOABL/DKEHHE HA 5 1HW HAK NMOBeYe, pa3kiaTere ro 100pe H
NpbCHETE ABa NbTH BbB Bb3YXa, 3a Aa ce yYBepHuTe, ue paboTu.

Hinonzsane na Mnxanepa

1. OTcTpaHeTe Kanavkara Ha alIKKaTopa 3a ycTa, KaTo JIEKO 1 CTUCHETE OT ABETE CTPaHH.

2. [IpoBepeTe BbTpeLIHATA M BLHILHATA YacT Ha MHxanepa, BKNOYUMTENHO AMJIMKATOPA 33 YCTAa 32
HalUYHe Ha pa3xnabeHu 4acTH/cBOOOIHU YaCTHLIM.

3. Pazknatere Mnxanepa nobpe, 3a 1a ocurypute oTCTpaHABaHE HA €BEHTYANHH CBOOOAHH YaCTHULIH
H PaBHOMEPHO CMECBAHE Ha ChABPIKAHUETO.

4. Hpbxre HHxanepa B U3npaBeHO NONOKEHHE MEX Y NoKaszaneya y naneua, Kato naieua
MOCTABHTE BbPXY OCHOBATA M0 aljIMKaTopa 3a yCTa.

3. HM3auinaiTe KOMKOTO € Bb3MOXKHO M CIIEA TOBa M0CTAaBEeTE al/IMKaTopa B yCTaTa CH Mexay 3b0uTe
1 3aTBOPETE YCTHH OKOJIO Hero, 0e3 aa ro 3axansare.

6. Bawuisadre npes ycrara. Beanara, cnen kato 3anouyHere BAHLUIBAHETO NPE3 YCTaTa, HATHUCHETE
Hagony pbpxa Ha Muxanepa, 3a 1a Bnpbckare candyraMon, 40KaTO BAULIBATE NPOABIKHTENHO H
ABLIOOKO.

7. 3aapbKTe AbXa CH U H3BadeTe MHxanepa ot ycraTta cH. [poabixkeTe na 3aabpxare AbXa CH 3a
HAKOJIKO CEKYHIH UIH A0KATO BM € BL3IMOXHO.

8. Ako BamusaT nekap By e xazan, ye tpadBa na HanpaBHTe ABe HHXANALHU, H34YaKalTe OKONO
NoJIOBMH MUHYTa, C/lIEA KOETO NOBTOPETE AEHCTBHUATA OT TOUKA 3 10 TOUYKa 7 3a cieasaliara
MHXAMTALIHA.

9. BbpHeTe Ha MACTO KanavkaTa Ha anjiivkaropa 3a ycTa, Ype3 MIbTHO HATUCKaHe AO HIPAKBAHETO M.

He Obp3aiiTe ¢ AelicTBHATa OT TO4kH 5, 6 U 7. BaxkHo € 1a 3anouHere Aa AWLIATE, KOJKO € Bb3MOXHO
no-0asHo npeau aa saaeiicreare Muxanepa.
YnpaxHsABa#HTe ce rpea orneaaio MbpPBUTE HAKOJIKO MbTH. AKO CJie] HHXa/IMpaHe BUAMUTE KarmuyMuUM no

Bawnvsa Muxanep wiv orcrpaHu 1o yCTHUTE cH, Tp20Ba OTHOBO a2 NOBTOPHTE NpPHEMA, 3arno4Baiik OT
TOUKa 2.

MankHTe acua MOXKE 1a UMaT Hy»Ka OT NOMOLLl U MOXKE 1A C€ HAOXKH POJAMTENTHTE UM Aa 3afeicTsar
Huxanepa sMecTo Tax. Hacwhpuete nereto aa wanuua n HathcHere MHxanepa ToyHO, KOraTo 3anouse
Ja BAWUIBA. Y NpOKHABAATE ce 3acaHO. Ako Tpabea na nasate Bentonun Muxanep Ha 6e6e unu manko
AETE, NCYCHHUETO MOXKE 1a UMa MO-ToNIM YCNEX MpH H3nonsaxe Ha 0OeMHa kaMepa ¢ JIMUEBa MacKa
(Hanp. Babyhaler). 3a noseue nudopmaumns ce koHcynTHpaiite ¢ Bawms nekap.

[lo-ronemu nena Wi xopa ¢be cnabu pruUe MOXKE 1a YCTAHOBAT, Y€ € Mo-NecHo Ja abpxar Muxanepa ¢
agere pule. B To3W cnyuail Apata nokasaneua TpabBa Aa ce MOCTABAT Ha BbPXa MY, 0KaTO ABaTa
nasjeua ce AbpXKaT BbpXy OCHOBATa NOJ aryIMKaTopa 3a ycra.

HHouncTrBane na Huxanepa

3a na npenoteparuTe Onokrpane Ha Bauns UHxanep, tpabea na ro nourcreare noHe BeAHbXK

CEAMHYHO MO CIIeAHUA HAUYMH:

1. H3panere meranHara onakoBka Ha Hxanepa oT nnacTMacoBara 4acT H OTCTpaHeTe K
arIMKaTOpa 3a YCTa.




2. HinnakHeTte CTApaTENHO INaCTMACoBaATa HacT oA T€yalla TORAa BO44a, CNCH KOETO OTHOBO
M3MHUHTE MIacTMacoBaTa yacT [pe3 dNUHKAaTOpPa 3a yCTa.

3. [loacywere crapaTeHo OTBBLH H OTBBTPE U1ACTMAcOBaTa YacT (HapUMep OCTaBeTe 1 Aa Ce
CYLIY 32 €AHa HOLL).
4. [locTaBeTe Ha MACTO MeTaJTHATa ONMAaKOBKa M Kanaukara Ha anjIHKaTopa 3a yCTa.

He nocraBsATe MEeTAJTHATA ONAKOBKA BLEB BOIA.

7. TIPUTEXATEJ HA PASPELIEHHETO 3A YIIOTPEBA
GlaxoSmithKline Trading Services Limited

12 Riverwalk,

Citywest Business Campus,
Dublin 24,

MpnaHnams

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Peructpaunonen Ne 20020042

9. JJATA HA ITbPBO PA3SPEUIABAHE/ IIOJHOBABAHE HA PA3PEIIEHHUETO 3A
YIIOTPEBA

Jlata Ha nbpBO paspeiuabane: 04 nexemspu 1992 r.

Hara na nocnenHo nonuosasaune: 02 depyapu 2012 r.

10. JATA HA AKTYAJ/IMZUPAHE HA TEKCTA

10/2025
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