KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHUS ITPOAYKT

®nukcorun 50 Unxanep 50 Mukporpama/BnpbCcKBaHe, CYCNEH3Us 1101 HalsiraHe 3a HHXaslalus
Flixotide 50 Inhaler 50 micrograms/actuation, pressurised inhalation, suspension

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Dukcorua 50 Muxanep npeacrapisiBa KOHTEHHED M0/ HalsAraHe, NOCTaBeH B MHXAIATOPHO YCTPOUCTBO €
J03upatla noMna, koato ocsodoxaasa 50 mukporpama (0,00005 g) dayrukazoHoB nponuoHar (fluticasone
propionate) NpH BCIKO BIPbCKBAHE.

3a N'bJIHUA CINHUCHK HA NMOMOILHUTE BELLECTBA BUKTE ToYKa 6.1.

3. JIEKAPCTBEHA ®OPMA UKa Ha npogyxma
AVO0X0I"3Y
6 FIAY L0 -12-mi

CycCrieH3us Mo/ HajiaraHe 3a MHxajauus

4. KJIMHUYHHUA JAHHHA

4.1. TepaneBTHYHH NMOKA3aHHS

Eponxnanna acTMma

D1y THKa30HOB MPONUOHAT MPUTEKABA CUIIEH NPOTUBOBbB3NAIUTENIEH eDEKT BbPXY JAUXATEHUTE NMbTHULLA U
oenus npod.

Ilpu BL3pacCTHH:
3a npoUIAKTHYHO JIEYEHHUE TMPU:

- Jlexa opma Ha GponxuasiHa actma (croitHocT Ha BEJ] Haa 80% oT npeaBUAEHOTO Npeay 3anoyBaHe
Ha Jie4eHUeTo U BapuadbunHoct noa 20%): nauMeHTH ¢ HeOOXOAMMOCT OT MO-YE€CTO CHMMTOMATUYHO JICUYEHHE
¢ OpoHxoaunararop.

- YMepeHo-TexKa popma Ha OpoHxHasiHa actma (ctoitHocTH Ha BEJT 60-80% ot npeaBuaeHoTo
Mpe/x 3ano4BaHe Ha JieueHHETO U BapuaOuiHoCT 20-30%): nauMeHTH, NPU KOUTO € HEOOXOJAMMO PEOBHO
MPOTHBOBB3MNAJIKUTENHO JIeYeHHE Ha OpOHXHAJIHA aCTMa W NPU NALMEHTHU ¢ HECTAOMITHA WK BJIOLLIABALLLA CE
acTMa Ha ()OHa Ha CbILECTBYBAlllAa TEPanHs WK JIEKYBaHH caMO ¢ OpOHXO/MIaTaTOoP.

E Texka popma Ha OpoHxuanna actma (croiiHoctd Ha BEJl noa 60% ot npeaBuaeHOTO npeau
3aro4BaHe Ha Jle4eHHeTo U BapHabuaHocT Haa 30%): nalMeHTH ¢ Texxka XpoHUUYHa ¢opMma Ha OpOHXHAJIHA
acT™a. [1pu MHOTO NaLMEeHTH, HYXKIAeLIH CE OT CUCTEMHO JIeYeHHE ¢ KOPTHKOCTEPOM/IH € LIEJT KOHTPOJ BbPXY
CUMIITOMATHKAaTa, NPUJI0XKEHUETO HA UHXANATOPEH (JIyTHKA30HOB NPONMHOHAT, MOKE J1a 10BE/1E 10
3HAYUTEJTHO pe/lyuMpaHe Ha 103aTa WK €JIMMHHUpPaHe Ha HEOOX0AMMOCTTA OT NnepopasieH KOPTHKOCTEPOH/IL.

Ilpu geua:
[Tpu HEOOXOAUMOCT OT NPOTUBOBB3NAIUTENHO JIeUeHHE Ha OpPOHXHAHA acTMa MPH J1ela, BKIIOYHTETHO

npoguIaKkTHKA.

4.2. Jlo3MpOBKA H HAYHH HA NPHJIOKEHHE ‘
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Oaukcorua S0 NHxanep ce npunara HHXanaTopHO caMo Npes yCeTaTa.
[lpeanucanata AHEBHA 1032 MO BL3IMOXKHOCT 14 C€ NPHEMA B /1IBA NPHEMA.

[IpH mauuMeHTH, KOHWTO C€ 3aTPyAHABAT C KOOPAKRHALMATA NPK H3NOJI3BAHETO HA MHXanaTopa, Oaunkcorna 50
MHxanep moxke 1a ce npuiara ¢ noMowTa Ha 00eMHa KaMepa 3a HHXanupaHe.

J0o3npoBKA NpH OPOHXHAJIHA ACTMA

EdexTsT OT TEpanuaTa ce npossasa 4 -7 AHU ¢Nea HAYANOTO Ha ieveHneTo. [Ipn nauneHT!H, KOHUTO He ca
MpHAaraid HHXaNaTopHH KOPTHKOCTEPOHIHN, MOXKE 1a ce HabnoaaBa npoMaHa B ChCTOSHHUETO olle cJiel
NBPBHTE 24 yaca.

{Ipy HamansBaHe Ha eEKTUBHOCTTA HA JICHCHHETO C KpaTKkoeHCTBAIK OpOHX0AKNATATOPH 3a 0beKuaBaHe
Ha CUMIITOMUTE HJIH NTPH HEOOXOANMMOCT OT MOBEYe HHXAJaLMH 0T OOMKHOBEHO, MaUHEHTHTE TPAOBRA 1a
NOTbPCAT JIEKAPCKH CHBET.

Jdo3upoBKa npn Bb3pacTHH H Aeua Haa 16 rogunn: 100 go 1000 nug nsa nbTH IHEBHO.
Hauannata nosa HHxanaTopeH ¢:IyTHKa30HOB NPOMTHOHAT € NPENOPbUYNTENIHO 1a C€ ONpeJea B 3aBUCHMOCT
OT TEXKECTTa HA ChCTOAHUETO!

- Jleka ¢opma Ha OpoHxwnanna acT™a: 100 ao 250 pg ABa NbTH AHERHO.
- CpeanoTtexka popma Ha Oponxuanta actMa: 250 a0 500 pg nBa NbTH AHEBHO.
- Texxka ¢opma Ha OponxunanHa act™a: 500 no 1000 pg nBa MbTH AHEBHO.

HGB&T& MOXXC Aa CC NPpOMECHA 10 INMOCTHIAHC Ha KOHTPOJI BbpXY CBCTOAHUETO HUITH B 3aBHCUMOCT OT
HHIHBHAYaA/THHA OTIOBOp KbM TEpAINHKUATA MOXE [Ja C€ pEayunupa 10 MUHHMaJHarTa E(bemHBHa 4034,

32 OpHEHTHPOBBUHO OMpeSeNnaHe Ha MbpBOHauanHara ao3a Oaukcorua 50 UHxanep Moxe 1a nocayxu
NOJIOBHHATA OT Lis/1aTa AHEBHA 1032 HA UHXANATOpeH OEKIOMETA30H NIUNPONHOHAT MY HEMOB €KBHBAJIEHT.

Texxara popma Ha OpOHXHAIHA aCTMAa U3HCKBA PpEIOBHA OLIEHKA Ha ChCTOSHHUETO TIOPaAH PHUCK OT NeTaneH
W3xoa. IlauneHTHTE ¢ TEXKKA aCTMa MMAT NOCTOAHHN CUMIITOMH M YeCTH eK3auepbaluu, OrpaHUUEHH
Bb3MOXHOCTH 32 H3nUecKa aKTHBHOCT M ¢TOHHOCTH Ha BE]] noa 60% oT npeaBHaEHOTO NpeaM 3anousaHe
Ha JiedeHneTo ¢ BapHabunHoct Hag 30%. Te 0OMuaiiHO He ce BPBIIAT HANBIHO A0 HOPMATHUTE CTOHHOCTH
chen nprem Ha 6poHxoaunartaTop. [1pu Tax e HeoOxoauM NpHeM Ha BUCOKM AO3M HHXANATOPEH WK
nepopajicH KOpTHKoCTepoya. BHe3anHo BlolIaBaRe Ha CHMITTOMHUTE MOXE /1a HAJIOXKH MMOBULLABAHE HA 403aTa
Ha KOPTHKOCTEpOHAa. ONMMCaHOTO NOBHILABAHE Ha o3aTa TpAOBa Aa ce Ha3sHa4Yu OT JieKap.

Iipn nena Ha m Han 4 roquau: 50 go 200 pg nBa MTH AHEBHO.

B MHOro ot cnyuanTe Ha acTMa npu Aela Moxke Ja 6be MOCTUIrHAT afieKBaTeH KOHTPO ¢ 1034 oT 50 ao
100 pg nea mbTH AHEBHO. [TpH NAaUMEHTH, NPH KOMTO HE € NOCTHIHAT 3aI0BOJIMTENIEH KOHTPOJ C Ta3H
JO3HPOBKA, NOKauBaHeTO Ha no3arta A0 200 ug ABa msTH AHEBHO MOXE Aa OBbje OT roJsa.

Hauanunara noza uuxanaropeH GpayTHKa30HOB APONHOHAT NPH aelia ce onpenena OT TEXKeECTTa Ha
3abonspalHeTo.

103a B 3aBUCHMOCT OT HHAHBHAYANHHA OTrOBOpP KbM TEpanuATA.
IIpn aena Ha BB3pacr o1 1 10 4 roaAHEH

[1pn Manku neua uMa ycniex oT TepanusTa Npu NPWIoKEHUe Ha HHXANATOpeH duty
OBJIAZIIBAHE HA YECTHUTE MPOABH WIIH MEPCUCTHPALIM CHMIITOMH Ha 3abonaBaHeTo.




B KJIHHMYHHU H3NHUTBAaHHA MpH Aeua OT | A0 4 roaWHH € YCTAaHOBEHO, Y€ ONTHMAJIEH KOHTPON BLPXY
CLCTOAHUETO CE€ MOCTHIa NPH NMpUIoKeHne Ha 103 oT 100 ug aABa mbTH AHEBHO, NPHIOXKEHH Ype3
U3MO0JI3BaHe Ha JeTcKa o0eMHa kaMepa ¢ nHueBa Macka (HanmpuMmep Babyhaler™).

Heobxoaumo e PEACBHO HabnoAeHHe Ha ITPOMCHHTEC B CBCTOAHHUCTO K PEIYATATUTC OT TCPANHUATA.

CneuuanHu rpyny nauMeHTH:

He e HeobxoaWMa NpoMsHa B 103aTa MPH NALMEHTH B HANpeaAHana Bb3pacT UK NpH TakKuea ¢ 6L6peuHo unu
YepHOAPOOHO YBpEXKAaHE.,

43. IlpornBonokazaHusn
CBpbXUYBCTBUTENHOCT KbM HAKOS OT CbCTABKHUTE HA NPOAYKTA.
4.4, ChnennajaHH NpelyNpexKACHHA H NPEINAa3ZHH MEPKH NPH ynoTpeda

3acunenara ynorpeba Ha 6bp3oaeiicTBaluM HHXANATOPHH [3;-arOHUCTH NMOKa3Ba B/IOLIABAHE HA KOHTPO/a Ha
OpouxHanna acTMa. ITpH Te3u ycnoBua TepaneBTHUHHMA NMAaH HA GoaHNg TPAOBA 1a Ce NPeoUEHH.

BHe3anHoTO U nporpecupawio BAolIaBaHe HA KOHTPOJIA BbPXY 3a00NABAHETO € NMOTEHLHANHO
)KHUBOTO3aCTpawasauo. B To3u cnyyai cneapa fa ce oOMHCAN YBENHYABAHE HAa O3HPOBKATA Ha
KopTHKocTepouauTe. [1pn nauneHTH ¢ NOBMLIEH PUCK Ce NMPENopbUBa exeaHeBHO HabnoaeHue Ha BEJL.

TpabBa na ce nposepH TeXHHKaTa Ha MHXANMpPaHE Ha NALMEHTA, 3a a C€ YCTAHOBH HAJIMYHETO HA CHHXPOH
MEXKY BAWIIIBaAHE M HHXaNKpaHe. [locTUraHeTo Ha CHHXPOH € OT roIAMO 3HAaYEHHe 3a J00POTO
pasnpeac/icHHE Ha NEKapCTBOTO B Oenus apoo.

Moxe 1a ce pasBHAT CHCTEMHM HEXKENAHH PEakLHKH NPH NPUIOKEHHE HA BCEKH OT HHXANATOPHUTE
KOPTHKOCTEPOWAH, OCOOEHO MPH NPUEM Ha BUCOKH JIO3M 33 IBJIBI MEPHOJ OT BPEME.

lNosBara Ha Te3H peaklMK € NO-MaNKO BEPOSTHA, OTKOJIKOTO NPH NEPOPATHUTE KOPTUKOCTEPOUAN (BIK. TOUKA
4.9 Tlpenosupane). BL3MoXKHHUTE CHCTEMHH peakUny BkIouBaT Cushing CMHAPOM, CHMITTOMH, NOA0OHMK Ha
Te34 npu Cushing CHHAPOM, HaaGbLOpeUuHa cynpecua, 3abaBsHe Ha pacTexa NMpu AeLa H NoAPacTBALLK,
HaMamnsABaHe Ha KOCTHATa MHHepasiHa MUTbTHOCT, KaTapakTa M riaykoma. [lopaau Ta3u npHuMHa € BaxKHO
AO3UPOBKATA HA HHXANATOPHHA KOPTHKOCTEPOMUA Aa C€ TUTPUPA 10 Hal-HUCKATA 034, NPU KOATO C€ MOCTHIra
eeKTUBEH KOHTPON BLPXY CHCTOAHHMETO (BK. TouKa 4.8 HexkenaHu NekapcTBeHH peaxiiuy).

[lpenopbusa ce peAOBHO NPOCAEASBAHE HA MPOMEHHTE B PHCTA NMPH J€Lla Ha NPOABHKHTENHO JIEUEHHE ¢
MHXAJITATOPHH KOPTHKOCTEPOHIH.

[fopaau puck oT HapywaBaHe Ha OTroBopa OT CTpaHa Ha HaaGbLOpeka NpH NPEMHUHABAHE OT MEPOPATHH
KOPTHKOCTEPOHH KbM HHXANATOPHO jieveHHe ¢ GNyTHKA30HOB NPONMHOHAT, C€ NPEMOPLYBA MOBULLIEHO
BHHMaAHHE H PEJOBHO MNpocaeasBaHe Ha Haa0bLOpeunaTa QyHKLKA.

[lpu npemMuUHaBaHe OT CHCTEMHH KOPTHKOCTEPOHIH KbM HHXANATOPHA Tepanus ¢ GIyTHKA30HOB NPOTHOHAT
C€ MPENOPbUBA NOCTENEHHO peAyUMpPaHe A03aTa HA CHCTEMHHUsS KopTUkocTepoua. [lpenopsuBa ce nauneHTUTE
/12 HOCAT NpeAyNpEeaUTENHA KapTa 32 Bb3MOXKH2 Hy)Kaa OT AOMTBJHMTENIHA H03a OT KOPTHKOCTEPOHAA NPH
YCIIOBHS Ha CTPeEC.

[Tpu cnewiny ciyyan (BKAIOYUTEAHO XHPYPrHUHH HHTEPBEHLIHM), KAKTO H MPH CTPECOBK CHTYauuH, Tpabsa na
CE HMa npeaBHI BH3MOXKHOCTTA 3a HApYLUIAaRaHE Ha OTIOBOPA OT CTPaHa Ha HaaObOpeYsfe FIETRRCo0eHO
NpH NAUHEHTH, NPHEMALIIH BUCOKK 03U 32 MPOAB/DKHTENEH nepHo OT Bpeme. Tpagea, :
LOMB/IHUTENHO KOPTHKOCTEPOHIAHO JIEYEHHE B CHOTBETCTBHE C KIIHHHUYHOTO ChCTOS B
Ilpeno3unpane). | §E .
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[lo nonobeH HauUHH NPEMUAABAHETO OT CHCTEMHA KbM HHXAIATOPHA TEpanua ¢ KOpTh
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A0BCAC OO HpOﬂBﬂ Ha MAaCKHPaHH ancpruiHd CbCTOAHHUA KATO aNCpPruycH pHHNUT WIH €K3€EMA, YHATO U3RBa €
OGHIa MOTHCKAHA OT CHCTEMHHSA KOPTHKOCTCPOWA.

JledenneTo ¢ GnyTHKA3OHOB NMPOMUOHAT HE TpAOBa Ja ce Crupa pA3Ko.

Coo0iiaBaHi ca MHOTO pelIKd ClIyuaHn Ha NOBHMILABAHE HWUBATa Ha KpbBHaTa 3axap (Bxk. Touka 4.8 Hexenaun
JieKapcTBeHH peakumu). Topa TpabBa Ja ce UMa NMpeABH NPU NpeaNnKCcBaHe Ha JIEKAPCTBEHHUS NMPOAYKT Ha
NaLMUEHTH C aHAMHE3A 3a 3axapeH auader.

[1oao6HO Ha ApyrUTe KOPTUKOCTEPOHIH 32 MHXANATOPHO NMPHIIOKEHHE Ce NPENOpPbYBa NOBHILIEHO BHUMAHHE
NpH DaUKMEeHTH C aKTHBRA WK NaTeHTHa 6enoapobHa Tybepkynosa.

[To BpeMe Ha NOCTMAPKETHHIOBOTO NMPHIIOKEHNE HA NPOAYKTA ca ChOOLIABAHH CTy4ad Ha KNIMHHYHO 3HaYHMH
JIeKapCTBEHHW B3aMMOEHCTBHA TPH NMALIHEHTH, JIEKYBAHH C (PJIYTHKAZ0HOB MPOMHOHAT U PUTOHABHP, KOETO
BOAM 10 CUCTEMHH KOPTHKOCTEPOHIHH €PEKTH, BrItoUHTENHO Cushing CHHAPOM M AOTHCKaHe PYHKUHATA Ha
HanOwvOpeuute. [lopaau Tazu npuurHa egHoBpeMeHHaTa ynotpeda Ha GpnyTHKa30HOB NPONMUOHAT U
PHUTOHABHUP TPAOBaA N1a ce n3bArea, OCBEH ako MOTEHLIHATIHATA NOJ13a 34 MALMEHTA HAJABHMILABA PUCKA OT
CHCTEMHH KOPTHKOCTEPOUAHH HeXeNaHH peakuunu (Bxk. Touka 4.5 BiaumoneicTBre ¢ Apyru nekapcreeHu
NPOAYKTH H APYTH GOpMH Ha B3aUMOIEHCTBHE).

KakTo # npy Bcaka Apyra MHXanaTopHa TEpanki MOXKe [1a Ce pa3BHe napajoKkcaleH OPOHX0OCMA3bM C
BHE3aMHO yBENHYABAHE HA XPUIOBETE Clie] NPpUEM Ha no3aTta. B Takbe cnyuaii TpsabBa HezabaBHO aa ce
PHUIOKH OBbP30 H KpaTKOAEHCTBaLL HHXanaTopeH OpoHxoannaratop. TepanuaTa ¢ GpyTHKA30HOB MPONMHOHAT
TpabBa na Obe npekpaTeHa He3abaBHO, NALIMEHTHT Aa Obae nperiesad K B cinydai Ha HeOOXOAUMOCT Aa My
ObIEe Ha3HAYEHO ANTEPHATUBHO ae4eHHUe (BXK. To4Ka 4.8 HexxenaHu nekapcTBeHH peakuKu).

HapyiueHHa Ha ouMnTe

Hma chobiueHus 3a 3pUTEIHU HAPYLUEHHSA NMPH CHCTEMHO W JIOKAMHO NPUIOKEHHE HA KOPTHKOCTEPOHIHN. AKO
MALMEHTHT UMA CHMITOMH KaTo 3aMblJIEHO 3pEHHE WM IPYrH 3pHUTE/IHW HapylleHus, Tpadsa aa 6bae
HaCOYEH KbM O(TANIMOJIOT 332 OLEHKA HA Bb3MOKHUTE MPUUMHH, KOUTO MOraT a BKJKOUYBAT KaTapakTa,
raaykomMa Hnu peaxku 3abonsBaHus KaTo LIEHTpanHa CepO3Ha XOPHOPETHHONATHA, 32 KOUTO MMA ChOOLLEHKHS
cnel ynorpeba Ha CHCTEMHH H JIOKAJTHH KOPTHKOCTEPOHAM.

4.5. BiammoaelcrBHe ¢ APYrd JIEKAPCTBEHH NPOAYKTH H APYrH GOpMH Ha B3aHMOACHCTBHE

Ilpn HOpManHK YCNOBHA CNel HHXANAaTOPHO NPUNOKEHUE Ce JOCTHIAT HUCKH KOHLIEHTPALHU Ha
(pNyTHKA30HOB APOMHOHAT B MJ1a3MaTa, KOETO CE Ab/IKK HA EKCTEH3UBHUA MEeTab0ONH3BLM Ha NBPBO
NpeMUHABaHE W BHCOKHA CUCTEMEH KIHPBLHC, MeanHupaH OT uHToXpoM P450 3A4 8 yepBara M yepHHa apod.
CnenosarenHo, KIIHHHYHO 3HAYKMMU JIEKAPCTBEHH B3aMMOAEHCTBHA C YHACTHETO HA (PAYTHKA30HOB MPOMHOHAT
ca MaJIKO BEPOATHH.

B eaHO npoy4BaHe Ha JICKAPCTBEHUTE B3IAWMOAEHCTBHA NPHU 34PaBH JIHLIA € YCTAHOBEHO, Y€ PUTOHABHP
(MoueH uutoxpoM P450 3A4 nuxubuTop) Moxke 3HAYUTENTHO Aa NOBHUILIH IUIa3MEHHTE KOHLEHTPAUKH Ha
(ayTHKA30HOB NMPOMHOHAT, KOETO BOIH A0 HYBCTBUTENHO NMOHWXKABaHE HA CEPYMHMTE HHBA Ha KopTH3ona. [o
BpEME Ha NOCTMAPKETHHIOBOTO NMPHIOXKEHUE HA NMPOAYKTA ca ChOOIARBAHN CITYYaH HA KITHHUYHO 3HAYMMH
NEKApCTBEHH B3AUMOJICHCTBHA MPH NALMEHTH, NEKYBAHH C HHTPaHa3aIeH WU HHXanaTopeH GIYyTHKA30HOR
[MPONHOHAT U PUTOHABUP, KOETO, BOAH JO CHCTEMHH KOPTHKOCTEPOUAHH eheKTH, BKmounTenio Cushing
CHHAPOM H NMOTHCKaHe PyHKLMATA Ha HanbbOpeumTe. [Nopaay Tasu npuyHHa eqHOBpEMEHHATA ynoTpeba Ha
¢h1yTHKA30HOB NPOMMUOHAT K PUTOHABUP TPAOBA Na ce W3bArea, OCBEH aKO NOTEHIMAIHATA 0134 3a NauveHTa
HaABHILIABA PHCKA OT CHCTEMHH KOPTHKOCTEPOHAHH HEXENAHH PEAKLIMH. =

kOOMIIMCTAT, A2 YBENHYH PHCKA OT CUCTEMHH KOPTHKOCTEpOUAHH edekT. JIpyruusudrdkai 1‘%{ hOM
CYP3A BOZAT A0 He3HAUHTENHU (EPUTPOMHLIMH) H MATKH (KETOKOHA30M) yBenHyf Y N L
E€KCMO3ULIKA Ha (QITyTHKA30HOB NPONHOHAT Ge3 3a6eNekMMO TOHKKEHNE Ha cepyMidTt RUBLRATIRMIWM Ha
kopTu3ona. KomGunupaneTo Tpsabea na ce M3bArea, 0CBEH ako Mo/13aTa NPesHIUAam TN | |
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KOPTHKOCTEPOUIHH €PEKTH.
4.6. DepTHAHTET, OPEMEHHOCT H KBPMEHE
DepTUIUTET

Hama naHHM 3a BB3AEHCTBHETO BLpXY pepriauTeTa npi xopa. [IpoyuBaHnsaTa NPH )XHBOTHH Ca YCTAHOBHIIM,
ye QJIYTHKA30HOB MPOMHOHAT HAMA €(PEKT BbPXY MBXXKHA HJIH )KEHCKHA (QEPTUITUTET.

bpeMeHHOCT

Hama noctaThuHO 1aHHH 32 Bb3ASHCTBHETO Ha (DAYTHKA30HOB NPONKUOHAT NPH OpeMeHHH xeHH. Kbm
npuiaralHe Ha QJyTHKa30HOB NPOMHMOHAT MO BpeMe Ha OpeMeHHOCT TpaOBa na ce npubarea camo ako
ouaKBaHaTa NoJ3a 3a MaWKaTa HAJBUIIABA BCEKH BB3MOXKEH PUCK 32 NNoaa.

Pe3ynTaTHTe OT PETPOCNIEKTUBHO €MTMAEMHUONOrMUHO NPOYYBaHe MOKA3BAT, Y€ HE € YCTAHOBEHO YBEIHYaBaHe
Ha pHCKa OT rosieMH BpoaeHH mMangopmaunu (MCMs), cnea npuem Ha GnyTHKa30HOB MPONKOHAT B
CPaBHEHHE C APYTH HHXANATOPHH KOPTUCTEPOUIN MO BPEME HA MbPBHA TPUMECTBP OT OPEMEHHOCTTA.

ITpH penpoayKTHBHH H3CNEABAHUA MPH KUBOTHH CE YCTAHOBABAT CaMO TE3U HeXKeNlaHU ePeKTH, XapaKTepHH
34 INHOKOKOPTHKOCTEPOHIH Clle CHCTEMHO MPUWIOKEHUE Ha A03U, MHOTOKPATHO HaJBHILABALlM
MPENOPBUYBAHUTE TEPANEBTHUHHK NPU UHXANTATOPHO NMPHUIOKEHHE Ha (PAYTHKAZ0OHOB NPONHOHAT.

KtpMeHe

He ca npoBexaaHK U3C/eiBaHHA 32 EKCKPETUPAHETO Ha (hYTHKA30HOB NMPONHOHAT B KbPMATA NPH YOBEKA.
[Ipn nocryuraHe Ha U3IMEPHMH NIA3MEHHY HHBA HAa NPOAYKTA, cjle]l MOJKOXKHO MPUIOKEHHE NPU KbPMELIH
nabopaTOpHH TUTBXOBE, (PITYTHKA30HOB NPOMTUOHAT CE€ YCTAHOBABA B KbpMaTa. Clie/i HHXANaTOPHO
NMPUIOKEHHUE Ha (PJIYTHKA30OHOB NPONMOHAT B TEPANEBTHYHH JO3H C€ O4aKBAT HUCKH M1a3MEHH
KOHLIEHTPALIHH.

Ilo BpeMe Ha KbpMeHe (pnyTHKa30HOB NPONMOHAT MOXE a CE NPUNAra Camo 8 CJIYYaHuTe, KOTaTo OYaKBAHUTE
[OJI3H OT NEYEHHETO HA MaHKaTa ca NMO-roJIEMH OT Bb3MOXHHTE PHCKOBE 3a JIETETO.

4.7. EdexTH BHpXYy cnocobHocTTA 32 modHpaHe H paboTa ¢ MAINHAH
He ce ouaksa ¢pnyTHKa30HOB NPONHOHAT Aa BOAHW A0 TAKHBA.
4.8. HexenanH JexapcTBeHH PERKNHH

HexxenaHuTe nekapcTBeHH peakunk ca H30poeHH No-A0y Crnopea CUCTEMO-OpraHHaTa KnacHdHKauus 1
yecrorara. Yecrorara ce aeuHUpa No cheaHus HauMH: MHOro YecTH (2 1/10), yectn (= 1/100 no <1/10),
HeuecTH (2 1/1 000 no <1/100), peaxu (= 1/10 0600 o <1/1 000), muoro peakn (<1/10 000), BkatouuTENHO
€AHHHYHH CHOOLIEHHA H ¢ HEM3BECTHA YecTOTa (OT HAIMYHWUTE JaHHH He MOoxe 1a Ob/ie HanpaBeHa OLEHKa).
MHOro 4eCTHTE, YECTHTE U HEYECTUTE HEXKENAHH NEKAPCTBEHH peakLuuu 0OOMKHOBEHO C€ ONMPEAEIAT OT
AAHHHUTE OT KINMHHYHHTE U3MHTBaHUA. PeaKUTe H MHOMO PpeAKUTE HeXenaHW NeKapCTBEHU PEAKLIWH B
MOBEYETO CNYYaH C€ U3BEAEHH OT CNEAPErHCTPALUOHHH AAHHH {CMTOHTAHHHTE CHOOLIEHHA ).

Hudexnun u nndecTanHn

MHoro uecTH: KaHanaosa Ha ycTaTta U rbpJioTo.
Ilpn HAKOM NALMEHTH CE ONUCBA NMOABA HA KAHAKZ03a HA YCTaTa M rbpnoTo. M3niakBaHeTo Ha ycTaTta ¢ Boaa
Clel HHXanupaHe MOXe Aa OrpaHHYM T€3W NPOABH IpH NoBedeTo nauueHTH. [lo Bpeme Ha neyeHue ¢
(1yTHKA30HOB NPOMMOHAT CHMINTOMATHYHATA KAaHH/103a MOXE J1a Ce JIEKYBa ¢ NOKATHH NPOTHBOrbOHYHH
NPOAYKTH,

Peaku: ezodareanHa kaHaKno3a

HapviuenHs A8 HMYHHATZ CHCTEMA

Joknagear ce peaklMH Ha CBPbX4yBCTBUTEIHOCT, KOHUTO C€ NPOABABAT MO CAEAH
HeuecTtu: Peakuuu Ha CBpBXYYBCTBHTENHOCT OT CTPaHa Ha KOXATa.

MHoro peaxu: AHrHoeaeM (TaBHO Ha JIKLIETO WK OpodapHHIeaNeH 0TOK), AHUX
H/WH OpoHxocna3zbM) U aHAQUIAKTHYHEK PEAKUUH.




HHEIIIIEHHH HAa CHIOKDHHHATA CHCTEMA

B13MOXHUTE CUCTEMHH epekTH BKIOUBAT (BXK. TOUKA 4.4 CneUHanHK NPeaynpeKaACHHA U CNICLIMATHH
NpeAna3sHyl MEPKH NpU ynotpeda):

Muoro peaku: Cushing CMHAPOM, CHMNITOMH, NoacOHK Ha Te3n npu Cushing CHHAPOM, MOTHCKAHE
pyHkuMATa HAa HanObOpeuHuTe xne3u, 3abaBaHe Ha pacTexa NpH Jeua v NOAPacTBalllH, HAMATIBAHE HA
KOCTHaTa MUHepaHa NABbTHOCT, KATAPAKTA, IayKoma.

HaE!lﬂEHHﬂ Ha MeTaboIH3IMa H XPAHEHETO

MHOro peaku: XHUnepraiukeMus.,

IICHXHYAH HApPYIICHAS
MHoro peaku: TpeBOXKHOCT, HAPYLIEHHUA B CbHA U NMNOBEAEHYECKH NMPOMEHH, BKJIIOYUTETHO XMNEPAKTHBHOCT H

pasaApasHUTEIHOCT (NpeaAUMHO NIpH fieua).
C HeH3BeCTHA 4YecToTa: Acnpecus W arpecHs (rMaBHoO NpH geua).

HapymeHus HA OUHTE
C HeM3BeCTHA yeCTOTa: 3aMBINIEHO 3peHHe (Bx. Touka 4.4 CneunanHu npeaynpeskaeHHs U npeana3Hi MEpKHU

npu ynorpeba).

PecnupaTopuy, IpbAHA H MEJIHACTHHAJHH HADYIEHAA

Yectu: [lpe3raBocT Ha riaca.

[lpH HIKOH MaUMEHTH NMPHUIOKEHHETO HA HHXANATOpPeH PNYTHKA30HOB NPONHOHAT MOXeE a AOBEAE 10
Ape3raBoCT B rfaca. MsnnaksaHeTo Ha ycTaTa ¢ BOAA HENOCPEACTBEHO ClIE] HHXaNWpPaHE MOXE J1a OrpaHH4H
Te3H NMPOSBH.

Muoro peakn: INapagokcaner 6poHxocnazbm (Bx. Touka 4.4 CrneunanHu npeaynpeKacHUs U npeana3Hu
MEPKH NpH ynotpeda).

C Hen3sBeCTHa 4ecTOoTa: eNUCTAKCHUC

Hapyimenss HA KOXKATA H NOJKOKHATA ThKAH

UecTun: KpbBOHACAAAHHA.

CpobuiaBane HA NOO3MPAHU HEXKENAHW PEAKLIMH

Cvo0uasaneTo Ha NOAO3UPAHH HEXeNIaHH PeaKkUMH clejl pa3pellasaHe 3a ynorpeba Ha IeKapCTBEHHS
NMPOOyKT € BaxHO. ToBa No3soasBa Aa NpOabL/KH HAONIOASHHETO Ha CHOTHOLLIEHHETO MOI3a/PHCK 34
NEKAPCTBEHHA NPOAYKT. OT MEAHLIMHCKHUTE CNELHANIMCTH C€ U3UCKBA 1a ChOOLIABAT BCAKa NOJO3IHpaHA
HeXeNlaHa peakuug upe3 U3nbnHuTenHa areHuMa no gekapcereara, yn. Jaman I'pyes Ne 8, 1303 Codms, Ten:

+359 28903417, yebeaiiT: www.bda.bg.

4.9. Ilpeno3npane

[IpH3HaumW W CHMITOMH

OcTpo npeno3upane NpH HHxanupaHe Ha GpAYTHKa30HOB MPONHOHAT B A03M, NO-BUCOKH OT 0400peHUTE, MOJKE
Aa AOBEAE BO BPEMEHHA CYNpecHs HA XHnoTanaMo-xHnopuso-Handnopeunata oc. OGUKHOBEHO Te3u CliyyaM
HE HaJiarat CreuHa HamMeca, Thil KaTo HopManHarta GyHKuMa Ha HanOBLOpeuHHuTe xte3n obnyaiHO ce
Bb3CTAHOBSABA 32 MEPUO/ OT HAKOIKO J{HH.

B13MOKHO € 3HAYHTENHO NMOTHCKaHe Ha PYHKLMATA HA HaROBOPEUHHTE XKNe3u 11py ynorpeda Ha NO-BHCOKH

OT 0J00peHHTE 03K 32 NO-ABJILT NepHoa OT BpeMe. CboOLIaBaHH ca MHOTO PeKH CIy4aH Ha ocTpa

Haa0BOpeyHa KpH3a NpH Jeua, NpUeMany No-BUCOKU OT oao0peHuTe 1031 (06ukHOBeHO 1000 pug uau noseue

oT 1000 pug nHEeBHO) 32 NPOABLIKHUTENEH NEPHON OT Bpeme (HAKOJIKO Meceua WK roau @ JMeRaRaHuTe
N

7 WS
MPHU3HALK BXIIOYBAT XHITOTNTHKEMHS H NOCNEACTBUA OT HApYLUEHHE HA Cb3HAHUETO MY A
CuTyauuure, KOUTO NMOTEHUHMANHO G1MXa MOTK Aa OTK/HOUAT OCTpa HaaoBLOpeyHa , IN3:
NpeThpraBaHe Ha TPABMa, XHPYPruyeCcKa HHTEPBEHLUA, HHPEKUMA WIH Obp30 HYY

. *‘
iy
[y

JleyeHue




AO03HPOBKaTa 4 Obae HaMaIIBaHa MOCTENEHHO.

S. OPAPMAKOJOI'HYHHU CBONCTBA

5.1. ®apMaKoaHHAMHYHH CBOHCTBA
ATC kon: RO3BAOS

MexaHH3sM Ha AeHCTBUE

IIpy MHXanaTOPHO NPHIOKEHHUE B MIpenopbuaHi J03M QIYTHKA30HOB NPONHOHAT NPHTEXKABA CHUIEH
FOKOKOPTHUKOKUAEH NPOTHBOBBb3INANUTENEH edekT BbpXYy Oenua apo6. Toea Boau A0 HamasnsBaHe Ha
CHUMNTOMHTE H 060CTpAHWATAa Ha OpOHXHANHA acTMa.

5.2. DapMaKOKHHETHYHH CBOHCTBA

AbGcopbuns

AbcontoTHara OMOHANHYHOCT Ha (PNYTHKA30HOB NMPOMUOHAT 32 BCAKO OT U3ICNEABAHUTE HHXANATOPHH
YCTpOHCTBa € OUna OLECHEHA Ype3 CPaBHEHHA B M MEXJY NMPOYYBAHWA HAa MHXANATOPHUTE H HHTPABEHO3HUTE
dapMaKOKHHETHYHHU AaHHH. [Ipu 3apaBu BBL3pacTHH HHAMBHAHK a0comoTHaTa OHOHANWYHOCT Ha
@yTHKa30HOB NponHoHar e onpeaencHa 3a Diskus (7.8%), Diskhaler (9.0%) u Inhaler (10.9%) pecnektusHo.
[Ipn nauneHTH ¢ actMa an XObb e HabnoaasaHa No-HUCKa CTENeH Ha CHCTEMHO M3J1araHe Ha WHXANATOPEH
¢nyTukasoHoB nponuoHat. CucremHara pe3opbilus ce OChLLUISCTBIBA NIPeAUMHO B Denuns apod, kaTo B
Ha4anoTo € Obp3a, a Cell TOBA - MPOABLLKUTENHA. OCTATBEKLT OT MHXANATOPHATA 4032 MOXKE J1a CE NPErSibTHE,
HO TOBA JONPHHACA B MMHUMAJTHA CTENEH 338 CUCTEMHATA €KCIMO3HLMS NTOPAAH HUCKATA pa3TBOPUMOCT BbB
BOJA U NPEACUCTEMHHUA MeTabON3BLM K AaBa B pe3yJTaT nepopanHa OMOHANTHYHOCT, no-Manka ot [ %. C
MOBHULIABAHETO HA HHXANHpPAaHaTa 1034 c€ HabMoaaBa NAMHEHHO NMOBHILIABAHE H& CUCTEMHATA €KCIO3IULIMUA.

PaznpeaeneHue
OnyTHKA30HOB NPONHOHAT UMA roNsM 0DeM Ha pasnpeneneHne B CTaOHNHO ChCTOIHUE, Sfeady state,
(npubnusurenHo 300 1). Cebp3BaHeTO C NNA3MEHHTE NMPOTEUHHU € B YMEPEHO BHCOKA cTeneH (91%).

MeTaboau3bm

DnyTHKA30HOB NMPONHUOHAT C€ EAMMWHHPA 3a KpaTKO BpeMe OT CUCTEMHATa UHpPKYJialug, NpeArnMHO KaTo Ce
MeTabONU3Hpa N0 €AUH HEAKTHBEH MeTaboauT HA KapBOKCHITHATA KHCEIHHA OT €H3uMa uHTOoXpoM P450
CYP3A4. [lpenopbuBa ce NOBHLIEHO BHUMAHUE MTPH €JHOBPEMEHHO NMPHIIOKEHNE HA H3BECTHH HHXHOUTOPY
Ha eH3uMa CYP 3A4, TbH KaTo Te MOrar aa J0OBeAaT A0 NOBHILABAHE HA CHMCTEMHATA €KCIO3ULUMHA Ha
pnyTHKa30HOB NPOMHOHAT.

EnuMuaHupane

EnumuHKipaHeTo Ha QUiyTHKA30HOB NPONKOHAT Ce XapakTepu3upa ¢ BUCOK raszMeH KnupsHe (1 150 ml/min)
1 KpalHO BpeMe Ha njla3MeH Moy KUBOT 8 4aca. BrOpeuHHAT KIHPBHC Ha QIyTHKA30HOB NPOMUOHAT €
npeHebpexxkumo HUCBK (no-Manko ot $,2%) u no-manko ot 5% noa gopmara Ha MeTaGosHT.

K./ITMAHYHH NpPOYYBAHHA

D ayrraxazonos nponuonat (FP) cbabpxkamu JexapcTsa 3a JeueHHe Ha ACTMA 110 BpeMe Ha
OpeMeHHOCT

O0cepBaLMOHHO, PETPOCTIEKTHBHO, ENHAEMHONOTHYHO, KOXOPTHO NPOYUBAHE, W3MON3BaHKY EJIEKTpOHHHTE
3/1paBHH JocueTa OT O0EAMHEHOTO KPalICTBO, OLIEHABA PUCKA OT Bb3HHKBaHe Ha MCMs cng
NbpPBHUA TPHMECTBP Ha HHXANTATOpeH FP caMocToaTenHO U B KOMOHHALIMA ChC caIMETEPQS
HecbabpkKaluM FP nHxanatopun xoptuctepouan. He ca cpaBHaBaHu ¢ riaue6o B ToBa
B koxopTa OT 5 362 OpeMeHHH XEHH € acTMa, KOMTO Ca NPHEMANH HHXANATOPHH KOPT)
TPUMECTDBP ca ycTaHOBeHH 131 anarnocruuupanu cnyvas Ha MCMs; | 612 (30%) ca
canmereposi-FP, npu kouto ca HamepeHn 42 aguarHoctuuupaid MCMs. ChoTHoLIEH
3a MCMs nuardocTuuupahu 3a | roauna e 1,1 (95% CI: 0,5 - 2,3) 3a )keHH ¢ yMepeno 1




npuemar FP kbM jKeHH, KOMTO npreMart Hecbhabpkalun FP unxanatopHu koprucreponau u 1,2 (95% CI: 0,7 -
2,0) 3a xeHH CbC 3HAUWTENHA A0 TexkKa acTMa. He e ycranoBeHa pa3niuka B pucka oT pa3BHTue Ha MCMs npwu
[MPHEM Npe3 MbpBHA TPUMECTLP Ha FP caMocToaTeIHO ¥ B KOMOHHALIMA CbC CanMETeEPOl. AOCONIOTHHUAT PUCK
ot nposgBa Ha MCMs sapupa ot 2,0 10 2,9 Ha ¢T0 OpeMEeHHH XXEHH ¢ TEXKa acTMa, KOUTO NpHeMarT
nHxanatopeH FP, koeTo € cpaBHUMO c pe3yaTtaTHTe oT npoy4saHe Ha 15 840 OpemeHHM keHn Oe3 Tepanua Ha
acTMarTa, 3a KoeTo € no/i3paHa baizara aaHHH Ha obwonpakTHKyBaluTe nekapy (2,8 MCMs Ha 100 6pemennn
KEHH).

5.3. IIpeAkNHHHYHH AAHHH 32 0€30MACHOCT

[lpy npoBeneHH U3CIEABAHUA 32 TOKCHUYHOCT CE€ YCTAHOBABAT HEXENAHH PEaKUWH, THTTHYHH 332 MOLLHUTE
KOPTHKOCTEPOHAH CaMO FIpH NPHEM Ha J03H, MHOMOKpaTHO HaJBHLLABALLM TepanesTHyHHTE. He ce
YCTaHOBABAT HOBU €(EKTH NP NPOBEAECHH TECTOBE 33 TOKCHYHOCT C NOBTAPALIM A03M, H3CIEABAHUA 34
TEPATOreHHOCT MITH PENPOIYKTHBHA CNOCOOHOCT.

[Ipw ycnosus in vitro u in vivo He ce yCTaHOBABa MyTareHHa aKkTHBHOCT Ha (pIyTHKa30HOB nponuoHar. He ce
YCTAHOBABA KAHLUEPOT€HEH NOTEHLHAN Ha NpoAyKTa npH rpu3aui. [1pu naboparopHH XKHUBOTHH IEKapCTBOTO
HE BOQM 10 APA3HEHE H CEHCHOHNU3HUpAHE.

Hpes H3nuTBaHe, MPOBEAEHO BbPXY MHOIO pazIHUHK KHBOTHHCKH BHIOBE NPH €XEIHEBHA EKCNIO3ULIUA 32
NEepHOI OT 2 rOJWHH Ha MApH C MHOTO BUCOKH koHUEeHTpauuu Ha HFA 134a , MHOroKpaTHO HaBHMILABALLH

KOHLIEHTPALUHMTE, HA KOHTO € Bb3MOXKHO Aa 6bAaT H3NOKEHHU XOPa € YCTAHOBEHO, Y€ MOMOLIHOTO BELLECTRO
HFA 134a He e TOKCHUHO.

6. PAPMAIEBTUYHH JAHHH

6.1. CouHchbk HA IOMOUIHHTE BEIECTRA

1,1,1,2 rerpadnyoperan (HFA134a wnu Hopdnypan)
6.2. HecnrBMecTHMOCTH

He ca onucanm.

6.3. CpoK Ha roaHoCT

2 roguHK

6.4. ChenuannH ycJIOBHA 32 ChbXpaHEHHE

Cnen ynorpeda BbpHETE Ha MACTO KanaykaTa Ha afUIMKaTopa 3a ycTa 4pe3 MIbTHO HaTHCKaHE JI0 LWPAKBAHETO
K.

@anxcorna 50 Huxanep Tpabea aa ce cbxpaHsaea npu Temneparypa nog 30°C.
Ha He ce 3ampassaBa. Jla ce na3y ot npska cnbHYEBa CBETIIMHA.

KakTo npy noBeyeTo MHXANATOPHH MPOAYKTH B ONAKOBKA MO HANAraHe, TEPANEBTHUHHAT eeKT Ha TOBa
NEKapCTBO MOXE /1a HamMaJslee, aKO ONAKOBKATa € CTYACHA.

AnyMHHHEBaTa ONAKOBKa He TpabBa na ce npoGMBa, WynK WM W3raps, JOPH aKko BHUA
6.5. Bua H ¢chALP)KAAHE HA ONAKOBKATA

Bropnuna onakoBKa: KapTOHEHa KYTHA.
[IspBHYHA ONAKOBKa: ONAKOBKA OT ATYMHHHI. AyMHUHHEBATA ONAKOBKA € 3aneuara




KJ1ara ¥ € NOCTaBEHa B I1acTMacoOBO YCTPOHCTBO € pa3sNpbCKBAlLaA 1034, aTUIHKATOP 32 YCTa H 3aLIHTHA

Kanauxa.
KonnuecTBo B €aHa onakoBka: 120 wHxanatopHu no3m.

He Bcuuku BHAOBE ONakoBkH MoraT Aa 6bAaT MycHaTH Ha nasapa.

6.6. CnennaJHH NpeANa3HH MEPKM MPHA H3XBLPJAAHE H paboTa

ﬂgoaegxa Ha HHK&HBERZ

[lpeau aa usnonssare Muxanepa 3a nbpBu et MK ako Bawmar UHxanep He e 6un uanonssau B
NMPOABIKEHHE HA €[HA CEAMHUA WK NMOBEYE, OTCTPAHETE Kanaykara Ha anjiMkaTopa 3a yCTa 4pe3 BHUMATE/HO
NPUTHCKaHE OT JBETE H CTpaHK, pasxiarere Muxanepa nobpe u npbcHeTe ABa NBLTH BLB Bb3AYyXa, 32 A4 CE
yBEpHTE, ye paboTH.

HUanosssane Ha MHxanepa:

1) OTcTpaHeTe Kanaukara Ha ajiMKaTopa 3a yCTa Ype3 BHUMATENHO NPUTHCKAHE OT ABETE H CTPaHM.

2) [Iposepere OTBBLTPE ¥ OTBBLH MHXanepa, BKIKOYHTENHO alIMKATOpaA 34 YCTa, 32 HallMYue Ha
pazxnabenuu 4acTU/CBOOOAHM HaCTHLH.

3) Pazknarere Huxanepa nobpe, ¢ KoeTo aa OCUrypuTe OTCTpaHABaHe Ha eBeHTYaITHU CBOOOAHH YaCTHLIN
H PAaBHOMEPHO CMECBAHE Ha CHABPXXaHUETO.

4) Hpwxte MHXanepa B U3NpaBeHO MOJOXKEHHE MEXIY NPbCTHTE H Nanela, KaTo Nanela MNOCTABETE
OTAONY MOA aniyMKaTopa 3a ycra.

J) U3anwaite KONKOTO € BL3MOXKHO U e[l TOBA MOCTABETE al/IMKATOPa B yCTATa CH MeXAY 3u0HTE M
3aTBOpETE YCTHU OKOJI0 Hero, 6€3 Aa ro 3axansare.,

6) BenHara cnea KaTo 3anovHETe BAMLIBAHETO MPE3 yCTaTa, HATUCHETE HaJo0y Bbpxa Ha Muxanepa, 3a
1a BNpbeKare PAyTHKA30HOB NPONHOHAT, AOKATO BAMLIBATE NPOALDKHTENHO U ABAOOKO.

7) Jokarto 3aabpxkate AbXa CH, M3BaaeTe MHxanepa oT ycrata H MaxHeTe NpbcTa OT BbpXa Ha MHxanepa.
3anpbkTe AbXa CH AOKATO BH € Bb3MOXKHO.

8) Ako Tpsbsa na noemere noseue Ha 6poit 103, 3aaprxTe MHXanepa Harope u u3uakaire NONOBHH
MHHY T4, CNel KOETO NOBTOPETE ACHCTBUATA OTT. 3 O T. 7.

9) Cnen ToBa M3M1aKHETE YCTATA C BOAA M HM3IJIIOHTE.

10) BbpHeTe Ha MACTO KanaykaTa Ha arjiMKaTopa 3a yCTa Ypes MIbTHO HATHCKAHE A0 WPaKBAHETO M,

BAJKHO! He 6bp3aiite npy H3nbIHEHHETO HA AeHCTBHATA OT TOUYKA 5, 6 U 7. BaxkHo e na 3anounere oa
AALIATE KOJIKOTO € BL3MOXKHO NMO-0aBHO TOUHO NpeAH MHXAIMPAHETO. YIIpaKHABANTE ce npea orneaano
MbPBHUTE HAKONKO MBTH. AKO Ciiell UHXanUpaHe BHAWTE Kan4yuum no Bamus Huxanep wim oTcTpaHu no

YCTHHUTE CH, TpROBA 3 MNOBTOPUTE NMPHEMA OT T. 2.
Ako Bawnar sexkap Bu e gan uucTpykumu 3a ynorpeba Ha MHxanepa, paznuyHy OT ONUCAHUTE, MO

CMa3BanTe rd BHUMaTeNnHo. MudopMupaiiTe nekapa npu BL3HUKBAHE Ha NPOGNAEMH.

Jena:

Mankute aeta MOXe Aa UMaT Hy»KJa OT NOMOLL NPH K3Non3BaHeTo Ha Muxanepa u aa € Heo6Xxo0aumMo
BB3pacTeH ja 3aneicTBa MHxanepa smecto Tax. Hacwpuere aetero na wsauiua m 3aaeicraaiire Huxanepa
TOYHO KOraTO 3anovHe 1a BAMLIBA. Y npakHsasaiTe ce 3aeaHo. [Ipu no-ronemMu neua v Npu NauxeEHTH Cbe
cnabu MycKynu Ha phueTe ce npenopbisa MHxanepsT aa ce anpku ¢ Asere pwle. B To3u cnyuaii agara
noka3sanelia TpsOBa Aa ce NOCTaBAT Ha BbPXa Ha WHXanepa, JOKaTO ABaTa najela ce AbPXKaT BbPXY OCHOBATA
Noxa aluIKaTopa 3a ycra.

[TouncTBaHE:

Bawuat Uuxanep tpabsa Aa 6bae NouMcTBaH MOHE BEAHDK CEAMHYHO MO CASIHUN HAUMH:
1) OTcTpaHeTe KanaukaTta Ha aryiMKaTopa 3a ycra.

2) He napaxnaiiTe anyMHHHEBATa ONMAKOBKA OT MJ1aCTMAacoOBAaTa 4acT.

3) HN30bpiueTe BTPELIHATA H BbHUIHATA CTPAHA Ha aTUTMKAToOPa CbC CYXO napq

4) OTHOBO nMocTaBeTe Ha MACTO Kanaukara.

HE [IOCTABSIHTE AJ'YMHUHHUEBATA OIIAKOBKA BbB BOJIA. |



7. IMMIPHUTEXATEJI HA PAZPEIIEHHUETO 3A YIIOTPEBA
GlaxoSmithKline Trading Services Limited

12, Riverwalk, Citywest Business Campus, Dublin 24

HUpnanaus

8. HOMEP(A) HA PASPEIIIEHHETO 3A YIIOTPEBA

20020594

9. JAATA HA ITHbPBO PA3PEINABAHE/TIOJHOBSBAHE HA PAPEIIEHMETO 3A
YIIOTPEDBA

Jlata Ha nopBo pazpeweHue: 17 maii 1994
Jara Ha nocnenHo noaHoBsABaHe: 17 centemepu 2007

10. JATA HA AKTYAJINIUPAHE HA TEKCTA
11/2024




