KPATKA XAPAKTEPYVICTHKA HA NPOOYKTA

1. ToBproecko HMe HA JEKAPCTBEHRAA MPOAYKT

FLIXOTIDE™ 125 Inhaler (@JIMKCOTH/] 125 Wnxanep)
FLIXOTIDE™ 250 Inhaler (QJIMKCOTH 250 Huxanep)

2. KoaragecTBEH H KAYeCTBEH CLCTAB

Flixotide 125 Inhaler, npexcraBiiBa KOHTelHED NOH HALMTaHE C JO3Upaia IIOMIIa, KOSITO
ocoOoxana 125 pg fluticasone propionate npw Beako BOphekrane (Ko3a). Beeku xouTelinep
ceabpxa 60 amm 120 no3n (BUpBECKBaBM).

~ Flixotide 250 Inhaler, npeacTapiasa KOHTEHHEp HOA HAILTAHE C JO3HEpAA NOMIIA, KOATO
oceofoxnasa 250 pg fluticasone propionate MpH BCAKO BIPBCKBaHE (Ho3a). Beexn KoHTEHHED
cpaBpka 60 wiu 120 xo3u (BIPECKBAHHA).

3. J
excapcTaena gopma MUHUCTEPCTEO HA SRPABEONASBAKETO

CycreHcHd HOH HaIIraHe 3a MHXananys. - :
Mpraoxense ke &b, - Sov2
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4.1. Iloxazanua N

Bponxnanna actMa

3a HOCTHIAHE HA KOH IPoN (TePaneBTHYIHA PEMHACHS } UpH BB3PACTHH C:

- JIeka mepcuctrpama Gopma Ha Oporxuansa actMa (crofinoctd Ha BEJ max 80 Y% copsamo
HazoBuTe ¥ Bapuabmmsoct nof 20 %): naiuenTy ¢ He00X0MIMOCT OT MO-YECTO CEMIITOMATIHIHO
nHegenye ¢ GPOHXOMANATATOP

- CpennoTexxka hopma Ha GpoHxuamsa actMa (croitHocts Ha BEJT 60-80 % cnpamo Gasopute
u papuabunaoct 20-30 %): ToeCT NAalUeHTH, P KOXTO € HeOOXONHMO PEOBHO
HIpOTUBOBLAIANNTENHO NeueHIe Ha OPOHXHANHA acTMA FITH HANAEHTH ¢ HeCTabuiHa Wil
nporpecupaimna opma xa Gonectra

- Texxka dopMa Ha Oponxmanga actMa (croiimoctr Ha BE[] ox 60 %, copamo 6azopure, B
BapuabunrocT Hay 30 %): naiMeHTH ¢ TeXKa XpoHayHa QopMa Ha Oporxuanna actMa. [ipu MBOTO
HAI[HEHTH, HyXKIACIIH Ce OT CHCTEMHO JieUeHHE ¢ KOPTHKOCTEPOHIH € el KOHTPOJ BEPXY
CHMITOMATHKATa, IPHIIoKeReTo Ha nexanaropeH fluticasone propionate, Moxe 1a ZOBefe KO
IHAYATEHO PeAyLpaHe Ha J03aTa Hild eTHMUKEpane Ha HeoOX0MOCTTa OT HEPOPaileH
KOPTHKOCTEPOHL.

Xpormaaa O6crpyxrnsaa benogpotno boxect (XObB)

CrmrTomariaso srevenue Ha XObb:

TIpu npoBefieErTe KIMHIIHY H3CIEBAHUI CE YCTAHOBSBA, Y€ PEIOBHOTO NPHIIOKEHHE Ha
mHxanaropeH fluticasone propionate Bogu A0 Nof0OpsABane Ha QUXATENHATA (YHKIHA, OTPaHAIaBaHe
ra cumirromute Ha XOBE, penynnpaHe Ha 9eCTOTaTa i TeXKeCTTa Ha 000oCTpaHAATa H ny{,ua'ra 0T
HONBJIHHTENCH Hepopaiel IpueM Ha koprrkocTepony. ChIIo Taka ce 3abaBs Ipones
BJIOIIABaHE 3APABHOTO CHLCTOSHAIE Ha NaNHEHTHTE,

,D:OL"BPOBK%! H HAYUH A DPAJIOKEHHE

Flixotide Inhaler ce mpunara HEXaraTOPHO CaMo IIpe3 yCTaTa.



IMauwentuTe TpaOBa Ja MMAT OpENBHI, Ue HHxanaTopamaT fluticasone propionate ce usnonssa
34 KOHTpOJX Ha 3a60JABAHETO H HE3ABUCHMO OT HANTHYHETO MAH JIAICATa Ha CHMITOMY, JIEKapcTBOTO
Tpa0Ba Aa ce npuema pexoHo. EQeKTsT OT Tepanusta ce Npoasaea 4-7 AuM Cliek Ha4aloTo Ha
negennero. [Ipy HalHeHTH, KOUTO He ¢a IpHeMali HHXalaTOPHH KOPTHKOCTEPORIEI MOXKE Jia ce
HaOIF0ZaBa IPOMsHA B CECTOAHUETO OINE Clied ObpBHTe 24 Jaca.

Jlo3ara Ha fluticasone propionate TpsGra fia ce ONpeNeNs B 3aBHCHMOCT OT HHAMBHAYATHHA
OTrOBOP KbM TEpPANHITA.

Heo0xomuMo € OBUNICHO BEHMaHUE NIpY NaAlMenTH, cro01mapamy 3a oTcnabsam edext Ha
6sp3oaeiicTRamIyg GPOEXONUIATATOP KM HYKJIA OT XIO-YECT IPHEM CIPAMO IpeAIHCaHus.

IIpeamncanara qHEBHa 034 IO BB3MOXKHOCT Ja e NpHeMa B (Ba IPHEMA,

ITpy nanuenTH, KOUTO Ce 3aTPyAHABAT ¢ KOOpAWHANKATA IP¥ M3I0N3BAHETO Ha HHXANaTopa,
Flikotide Moxe fa ce YIpHiIara ¢ oMoInTa Ha obeMHa Kamepa 3a MExanHpane Volumatic™,

4.2:.1.I{03np0131ca npH OPOHXHAAHA ACTMA

Jozupoeka upu Bp3pacTii U gena Hag 16 rogmem: 250 no 1000 1g ABa IETH AHEBHO.

Hauannara posa uaxanaroped fluticasone propionate € IpenopBIATENHO 1a CE ONPEREIL B
3aBHCHMOCT OT TEXECTTA HA CECTOSHHETO:

- Jlexa dopma Ha GpoExuanHa acTMa - 1o 250 pg ABa ETH MHEBHO.

- Cpegnorexka gopma Ha OpoExmamHa acTMa - oT 250 xo 500 g 18a IETH KHEBHO.

- Texxa hopma na SporxuanHa acTMa - 0T 500 zo 1000 pg 182 IETH AHEBHO.

Crez TOBa fio3aTa MOXKE [a CE MPOMEHH IO IOCTHTaHe Ha KOHTPOI BBPXY CHCTOSHHETO HIIH B
3aBHCHUMOCT OT MANHBHYAIHHSI OTTOBOP KBM TEPAIHiATa MOXKE Ja C& peayldpa 10 MEHHMANHATa
edexTHBHEA 7033,

3a OpHEHTHPOBHUHO ONpefelIHe Ha IEPBOHAYanHara no3a Flixotide Moxe fja mocyxu
IOJIOBWHATA OT jHEeBHATA F03a Ha HExaimaropeH beclomethasone dipropionate wim Heros

eKBHBAJICHT.

Texxara popMa Ha OpOHXHANHA aACTMA H3HCKBA PEJOBHA OLUECHKA Ha CHCTOAHHETO Nopand
PHCKa 0T JieTanen u3xoz. IIpy TX e HeoOX0onuM NPHEM Ha BUCOKH [J03H HHXanaTopeH (BK.4.2.) uiy
riepopaieH KOpTHKocTepoux. I1py BEE3aHO BIOMABAHE HA CHCTOSHHUETO MOXE /1A C& HATIOMKIL
TIOBHINABAHE Ha JI03aTa Ha KopTukocTepouna. OmIcaHoTo NOBMIABAHE Ha J(03aTa TpAOBa Ja ce
Ha3HaYH OT JIeKap.

CHennaJHA IPyns NANHEHTH:
He e eobxonuMa NpoMIHa B H03aTa IIPH NAlMeHTH B HalpeiHana Bh3pacT U IIPH TAKHBA C
6p0peyno WM yepHOApoOHO yBpeXKAaHe.

4.2.2. Nosuposka npu XOBB

Ho3npoBka nipu Be3pacTen: 500 1g ABA IBTH THEBHO.

TanuenTure TpsOBa Aa uMat npexens, de Flixotide Tpabea Aa ce 310382 PEROBHO, KOETO
06YCIIaBs ITO-TOIIM TEpaneBTAYEH yereX. IIpoMsIHa B CBCTOSHAETO CE YCTaHOBsBA cIel 3 o 6
Mecena. AKo BCe [IaK He ce Habmogasa nonoOpeHne Yipy IedeHre B NpoabiDKeHRe Ha 3 1o 6 Mecelia,
€ HeoOXOoAuMa KNMMHIIHA OIIeHKA HA CHCTOSHUETO.

4.3. IIpormBonoxkazanus

CBp’EX‘iy:BCTBHTeJ'IHOCT KBM HAKOA 0T CBECTABKHUTC HA HPOAYKTA.




4.4. Crenuaing NpeayNpexNEHMs B CIICHRANNY NPeRNa3sHl MepKH OpH yiorpeda

Jlewenuero na actMara TpsOBa Ja CAEIBa CThIIANOBUAHA Mporpama. IlosnuseaneTo Ha
manuenTa TpAbBa Ja ce KOHTPOIMpa KIFHUYHO K 9pe3 QYHKIHOHAHE H3CIeBaHNS Ha UINAHETO.

3acrenaTa ynotpeda Ha Obp30AciicTBAIE HHXANATOPHH 3, arORMCTH F0Ka3Ba BIIOINABAHE HA
Oponxuanna actMa. IIpemopbyBa ce IIPH TE3H YCIOBKA Ja ¢€ MIPOMEHM TepaucBTHYHES IIaH Ha
TeueHue.

BHe3am50T0 H IPOrpecHpalno BiIoniaBane Ha KOHTPOJIA BEPXY 3a00MBaHeTO MOKE [a KoBee
10 cMBpT. [Ipenoppyura ce NOBUINABAKE Ha J03aTa Ha koprukocTeporna. [Ipy nanuesTH ¢ nopHmeH
PHCK CE IperophuBa exeAHeBHO Habmonenue Ha BEJL

Fluticasone propionate BHXanep He ce DpelOpEYBa 3a OBNaAIBaHe Ha MIPUCTHIHTE.
JlexapcTBOTO € MOKA32HO 32 IPOABIIKATENHO JICUCHHE Ha 3a00JIBaneTo. 32 OBlazBaKe IPHCTHIUTE
Ha OpOHXHATHA acTMa € HeoOXOAMMO NPUIOKEHNE Ha GBP30AeHCTBAINY HHXAIATOPHM
6pOHXOIHIATATOPH.

Ilpw minica Ha OTTOBOP KBM TepalmHsTa Ml 000CTpsHHsS Ha OpoHXHAIHA acTMa Ce IPerlopbIBa
IOBHIIABaKe J(03aTa Ha mExanatopns fluticasone propionate, karo npn HeOGXOEHMOCT MOXKe Jia ce
TIPHUNIOXKHE CHCTEMHO JICJeHye ¢ KOPTHKOCTePOR I H/UIH aHTHOHOTHIMY IIPH HATHIAC HA HHQEKIH.

Tpabpa fa ce IPOBEPH TEXHHKATA Ha HHXaIMpaHe Ha IallHeHT4, 34 42 CE YCTAHOBH HATIHETO
Ha CHEXPOH MeXIy BOHINBaHS H MEXanupane. IIoCTHraHeTo Ha CHHXpPOH € OT TOMIIMO 3HaueHHe 3a
HOGPOTO pazmpeselicHAe Ba JeKapcTBOTo B Bems apo0.

Mosxe Nla ce PasBHAT HeKENAHY peaknyy 0T CTpaHa Ha Ileflisd OpraHu3bM IIPH MPHIOKeHHe Ha
HHXaNaTOPHH KOPTHKOCTEPOHAHN, 0cOOEHO IIPH IIPHEM Ha BHCOKH JO3H 32 ABIBI HEPHO OT BpeMe.
Te3n peaknus ce pa3BHBAT 10-YECTO NPH IPHIIOKEHAE HA NEPOpanHy KOPTHKOCTEpOrIHE. BriMoxaa
€ H35BaTa Ha peaknuh Kato Haa0nOpeuna cynpecus, 3a0aBgHe Ha pacTexa M JieNa ¥ IIOAPacTBal,
peIyIEpaHe Ha KOCTHATa MHHEPAaNHa IIBTHOCT, KaTapakTa i IiaykoMa. ITo Tasu npusmna e BaKHO
Ia ce mpreMa Hall-HyCKaTa TepaneBTHYHA F03a HHXAIaTOPeH KOPTHKOCTEPOH/ 32 (PEeKTHBEH
KOHTPOI BEPXY ChCTOsAHHETO (BXK. 4.8).

IIpenopruBa ce peEOBHO NpocIeAsBaHe Ha IPOMEHATE B PECTA HPH Jelia Ha IPOABIDKHTENHO
JIeUeHHe ¢ HHXaIaTOPHH KOPTHKOCTEPOHIH.

TIpw HIKOH HAlHEHTH MOJKE [a C¢ YCTAHOBY NOBHINCHA YYBCTBHTEIHOCT KbM E(EKTHTE Ha
HHXAJATOPHHE KOPTHKOCTEPOUIH B CpABHEHHE C PEaKiHATA Ha II0-TOJIAMa 9acT OT JEeKyBAHHTE IHLA.

B roBeueTo ciydan npy npunoxenre Ha fluticasone propionate B mpenopbIany K034,
HanOBOpeuHnTe GyHAKINMT H PE3EPBH c¢ 3anaspar B pedepenTHE rpannny. [IpoManara B
CHCTOAHKETO B PE3yIITaT OT TepanmsiTa ¢ uHxanaropeH fluticasone propionate, Moxe Aa foBeze 10
peAyLEpaHe Ha HYXIUTE OT IEPOPaNHY KOPTHKOCTEPOU L. BEIIPEKH TOBa, HMa BE3MOXHOCT 32
pa3BUTHE Ha HEXKellaHH PEeakiuy 3a H3BECTEH NEPHOJ OT BPEME, KaTo TE ¢a B PE3YJTaT OT HPOBEAcHa
WA FHTEPMETHPANIA TEPaliis ¢ HepopanHu koprakoctepous. Ilpenoprusa ce KIHAMYHA OIEHKA Ha
HapymeHaTa HanOEOpeTHa (GYHKINS, Py Ka ¢ NPHUCTHIIE KbM Tepallns 3a HEHHOTO OBIaJABaHE.

Tlp¥ cremsy HAH DAHOBH ONEPalliy ¥ MaHUIy/aliiy TpA0Ba BUHATH Aa Ce HMa OPSIBHN
BBE3MOKHOCTTA 32 BIOINEH OTTOBOP OT CTpaHA Ha HaAOBOpeKa, KoeTo Hanara npereska Ha Hy»KAaTa
OT OAXOMIINO KOPTHKOCTEPOHIHO JICICHHE. '

Tlpr npeMEHAaBaHe OT HEPOPaTHE KOPTHKOCTEPOHIH KbM HHXanaTopHo Nedenue ¢ fluticasone
propionate ce npeNophIBa IOBMINGHO BHUMAHHE H PEZIOBHO Hpocle/sBaHe Ha HandBOpeanara
dymrams. CrimectsyBa BE3MOXKHOCT 38 PA3BHTHE HA HEXKEIZHH peakiliy OT CTpaHa Ha HamOwOpeka B
OTTOBOP Ha TEpaIiTa.

Tlpu npeMuHaBaHe OT HEPOPANTHE KOPTEKOCTEPORIH KBM HHXANIaTOpHA TEp:
propionate ce IpemophiBa NOCTENEHHO PEXyiHpane [03aTa Ha IEpOpalHus KOp
TIperopsyBa ce NAIUEHTHTE A2 HOCAT MPEAYIPEAUTENHA KapTa 38 BE3MOXHA
JTOTFBIHITENHA J03a OT KOPTHKOCTEPOH 1A TIPH YCHOBHA Ha CTPEC. e mt‘;'
Tlo mopoGeH HATHH OPEMIHaBAHETO OT CHCTEMHAa KBM HHXANATOPHA Tepaﬁ%fﬁ‘\ :




PHHHT WA ex3eMa. IIpHeMET Ha CHCTEMBY KOPTHKOCTEPOR/IH BOAY JIO ITOTHCKAHE Ha TAXHATA U3sBa.
IIperophyBa ce CAMITOMATHYHO JICIEHHE C AaHTHXUCTAMIHOBH H/MIIH IPOJYKTH 34 JOKAIHO
[pHIIOIKEH e, BRIFOUHTETHO JIOKATHH KOPTHKOCTEPOHIM.

Jleuennero ¢ fluticasone propionate rHXanep TpAOBa Ia €€ CIHIPA IOCTENEHHO.

ITono6Ho Ha APYrUTe KOPTHKOCTEPOUTH 3a HHXANATOPHO IPHIOKEHHAE, C¢ IPenophIBa
[IOBHIIEHO BHUMaHNE IIPH MalMeHTH ¢ aKTHBHA HIIH JIaTeHTHA OenoapobHa TyOepKyJiosa.

4.5. JexapcrseHH H APYTH B3aAMOJCHCTBUSA

Cren gaxanaTopHO HPHIOKEHHE €6 JIOCTHraT HUCKHM KOHNEHTPanuHy Ha JIEKapCTBOTO B
nnasMarta. [fo Ta3y DpUTHHEA He ce 09aKBa pasBuTHe Ha KIHHWYHO 3HAYAMH JIEKapCTBEHE
B3auMoneHicTBEA. 1IpenopruBa ce MOBHIICHO BHUMAHKE IIPH €JHOBPEMEHHO IIPEIIOXKEHHE HA
Tpenapary, H3BeCTHH KaTo BHCOKOAKTHBHE MHXHOHTOpH Ha eH3nMa CYP 3A4 (nanp. ketoconazole,
ritonavir). Te3n nexapcrBa MOXKE [a KOBEHAT N0 IIOBHINABAHE Ha CHCTEMHATA €KCIIO3HIIHA Ha
fluticasone propionate.

4.6. BpeMeHHOCT H KEpMeHe

Hsva ZOCTaTHYIHO AOKA3aTeNCTRA 32 0301AaCHOCTTa OT NpHIIoXKeHHe Ha fluticasone propionate
10 Bpeme Ha GpeMEHHOCT IIpH J0BeKa. J1pH PelpoAyKTHBHH M3CICABANM IIPH JXHBOTHH C&
YCTAHOBABAT HEXENAHH e(eKTH, XapaKTEePHH 34 NIFOKOKOPTHKOCTEPOK/TA CaMO CIISH IIPHEM Ha J03H,
KOHTO BOIST JO CHCTEMHA EKCIIO3HIES, MEOTOKPATHO HAJIBAIIARAINA TE€3H CTONHOCTH HpH
HEXalaTopHo npunoxenwue Ha fluticasone propionate  TepaniesTHyHH Jo3H. He ce ycranopasa
TOKCHYHOCT BBPXY FeHOMa IpH npone,ueﬁme TECTOBE 338 MyTareHHOCT.

BriIpeKH ToBa, KaKTo IPH BCHIKH APYTH JEKapeTRa, 110 Bpeme Ha OpemMernsoct fluticasone
" propionate Moxe Jia ce Ipuilara caMo aKo OYdKBaHaTa 0732 OT JICYCHMETO Ha MaHKaTa € 0-rojima
0T BE3MOKHHI PHCK 32 IIIOJA.

Kepmesne:
He ca mpoBeXHAHE u3cilefBaHMs 3a eKcKpeTrpanero Ha fluticasone propionate B KepMaTa Ip

goBeka. [IpH JOCTHTaHE HA W3MEPHMH TINa3MEHE HEBa Ha OPOAYKTH, CIICH IONKOXKHO IPUHOKEHHE
HpH KEpMENI¥ 1abopaTopHy mIkXoBe, fluticasone propionate ce ycranopssa B KepMara. Cren
HHXANaTopHO npuioxenre Ha fluticasone propionate B TepaEeBTHYHE JO3H CE 0YAKBAT HHCKH

IUIa3MCHH KOHIOCHTPAITHI.

4.7. Edexrn BEpXy cnocodHocTTa 33 miodupane u paboTa ¢ MamIuHy

He ce ouaxsa fluticasone propionate Aa BORY [0 TaKuBa.

4.8. Hexenanu JeKapcTBEHH peaxnau

Ipx usaKOH NAIHEHTH Ce OMHCBA N0ABA Ha KaHH/03a Ha YCTaTa i FepIIoTo.

WisruiakpageTo Ha ycTata ¢ BOHA ClIell HHXaIHPaHe MOXe Jia OFPaHudH TE3H IPOSIBH IIPH
IOBEUETO IAIHEHTH.

Tlo Bpeme Ha nederne ¢ fluticasone propionate HEXanep, CHMOTOMATHYHATA KaHAH032 MOXKE
Fla ce JeKyBa ¢ JIOKaIHA IPOTHBOTE0HYHH HPORYKTH.

Tlpx HAKOM NaIUEHTH IPHIOKCHAETO Ha mExanaropel fluticasone propionate W‘”M
JI0 Ape3raBocT B Iiaca. MsnnakeakeTo Ha yCTaTa ¢ BOJa Clie)] HHXAIMPaHe MOXKE J mm&
TIPOSIBH. /9

KakTo npu HHXanaTOpHOTO IPHNIOKESHUE HA NPYTH IIPOAYKTH € BE3MOXKHO Iéi e pask
Hapajiokcaies GPOEXOCTa3bM ¢ yBeHUasate Ha XPHIITEHeTO BENHara Clell npmfomem; 2
no3ara. Tasu peakus TpaOBa Ja ce TPETHPA He3aDaBHO C IPHIIOKEHHE Ha 65p30):(éyfc‘mam
wExanaropeH 6pouxonunararop. Ilpmema Ha fluticasone propionate nuxanep 'rpﬂGBa :Be;mafa 31}., &

S 5//

<LoTmmseet 4,




650e npeycradoseH. HeoOXoAnMO € Ja ce HallpaBH OleHKa Ha CHCTOSHHETO Ha NalHeHTa ¥ Ipy
HeoOXOMUMOCT Ja ce OOMUCIY aTepHATHBHA TEpali.

QuuceaTt ce peakiiii Ha CBPLXIYBCTBHTEIIHOCT OT CTPAHA HA KOXKaTa.

Jloxnansany ca peliKH cyvaH Ha JIMIER H OpOpapuHTealeH OTOK.

BEB3MOKHO € pa3sBUTHE Ha HEXEIraHH peaKIHH KaTo cynpecus GyHKIUATa Ha HanbBOpeKa,
3a0apsHe Ha pacTeKa IIPH Helia M TOApacTBaliy, HaMalsiBaHe Ha KOCTHATa MEHepANHA ITETHOCT,
KaTapakta i ryaykoma (Bi. 4.4).

4.9. Ilpeposzupane

Cryaaitnoro nuxammpane Ha fluticasone propionate B 03H, T0-BHCOKH OT TEPAlEBTHYHHTE,
MOJKe Ja IOBefie N0 BpeMeHHA cynpecys Ha Han0w0peuHara Gynkmus. B Te3n ciydan He €
HeoOxoauMo Neuenne. QYHKIHITA Ha HagOBOPEKa ¢& BE3CTAHOBABA ClISH NEPHOH OT HAKONKO JHH,
KaTo TOBA MOXe Jia ce 00eKTHBH3UPA Upe3 U3MEepBaHe CTOHHOCTHTE Ha Ia3Menus kopTu3on. 1lo-
CHIIHO IPOSBEHO TIOTHCKANE Ha HanOBOpedHaTa QPyHKIEI MOXKE JIa C& pa3BHe NpH IIPeAO3kpaHe 3a
IO-ABILT MIEPHOJ OT BpeMe. B Te3r cliydan MoXe Ja € HeoOX0XiMo IpocieifRane Ha IIporeca Ha
perenepupane Ha HauOBOpeka. B cimydaii 5a npenosupane, fluticasone propionate Moxe zia ce
[pHeMa B JIO3H, HEOOXONEMH 3a KOHTPOJ Ha CECTOSHHETO.

5. @apMakoJOrHYHH JAHHH
ATC xon: RO3BAOS

5.1. PapMakonHHAZMHYIHH CBOHCTBa

Ilpn HEXanaToOpHO MPUIIOXKEHHE B Ipenopsdany fosu fluticasone propionate IpuTeXapa CHICH
TTIOKOKOPTHKOMIEH TIPOTHBOBE3NANHTENCH e(eKT BpXy Oenua apod.

TIpx NaUyeHTH Ha JIeUeHHe ¢ OPOHXOMMIATATOP Wiy APYTH IPOLYKTH 38 IPOQUIAKTHKA,
TPHJIOXKEHAETO Ha JIEKAPCTBOTO BOMY IO PEAYIAPAHE HA CHMIITOMHUTE M NPUCTHIMTE Ha GpoHXHaNHa
actMa. Tlpu npunoxenye B IpeiOphUany JO3H He NpoMeHs HanOnOpeunata (yHKIEA Mild pe3epBH
[pH FoNAMa YacT OT MANHEHTHTE.

CsIno Taka BOJH 0 OrpanudaBade Ha caviTomute npa XObb u noxobpasane na
FExaTenBaTa QyHKus He3aBHCHMO OT BE3PACTTa, IMONA, JUXATE A CTATYC Ha HaNHeHTA Ipein
JISUEHRETO, TIOTIOHONYINEHETO HIIH PEaKTHBEOCTTA Ha OprasM3Ma KBM aneprenu. [1o To3n HaWiH
MOJKE Ja ce IOCTUIHE 3HAYATENHO HOXOOpeHHEe Ha Ka9ECTBOTO Ha JKHBOT.

5.2. @apMakoKNHETHIHH CBOHCTBA

ABcomoTHaTa GroEaNMUHOCT Ha uaxanaropeH fluticasone propionate Baprpa NpHOITH3ATEIHO
mexnay 10 1 30 % ot npreTara 034, KaTo 3aBHCH OT YCTPOHCTBOTO 32 MHXanupane. Jlekapcreoro ce
pezopGupa npexuMHo B Genust npod. Cropoctta Ha pesopOuus 0THAYANO € BICOKA KaTo NOCTCHEHHO
aamansea. OcTaganara 9acT OT MHXaMpaHaTa 034 MOXKe Jla ce MOThIHE. ToBa MOXeE 71a MOBHINH
CHCTEMHATA 6KCIIO3HIMS B MHOTO MallKa CTelIieH Iopafd ciadara pasTBOPHMOCT H IpeXeaTanHus
Mer2GoNmu36M Ha IPOAYKTa, KATO CE YCTaHOBABAT CTOMHOCTH Ha opainHa GuoHamraHocT oox 1 %.
TTpu rpadHuHO HpezcTaBsHe, TOBHMIABANETO HA HEXANNPAHATa 034 BONM K0 NMHHEHHO HapacIBane
Ha CHCTeMHATAa excliosunus. EnaMuaanpaneTo Ha fluticasone propionate ce onpezens 0T BHCOKATE
cToMHOCTHA Ha KIMpHHC 0T MiasmaTa (1150 ml/min), ronemust obeM Ha pasupeseneH teady

33 KpaTKO BPEMe OT IMPKYNallusta, OCHOBHO Ype3 MeTaboIM3Epae ¢ yJacTy

maroxpoM Pasg CYP 3A4, no HeakTHBeH MeTaboNMT Ha kapOoKCHioBara Kicelly :

propionate ce eJIMMHHNpPa HeHpoMeHeX ipe3 Op0peiTe B MHOTO HECKa CTelle ‘eg@ ; Jaf

% mox opMara Ha MeTabonwT. IIpenopbysa ce NOBUIIEHO BHAMANYE HPH GHHO{BMG_;H}I&F
A



NPHIIOKEHHE C IPOAYKTH, TIO3HATH KaTo HEXMOUuTOPY Ha exsuma CYP 3A4. Tesn nexapcrsa Moxe
Jia OBEXaT IO MIOBHINABAHE HA CUCTeMHATa excno3uius Ha fluticasone propionate.

5.3. HpenxhuHu9Hd JAHAH 33 0e30nacHoCY

TTpu npoBeeHN H3CICABaHUA 32 TOKCHYHOCT C€ YCTAHOBABAT HEXKENAHH PeaKili, THIHIHH 32
BUCOKOAKTHBHHTE KOPTHKOCTEPOHIH ¢aM0 IIPH IPHEM Ha JI03H, MEOTOKPATHO HaBHIIABAIIH
TepanesTHIHETe. He ce yoranopaBar 3Ha9UMH eeKTH NpH IPOBEACHHM TECTOBE 32 TOKCHIHOCT ©
TIOBTAPSILH JO3H, U3CICABAHNA 32 TEPaTOTEHHOCT MM PENpPONyKTHEHA CIIOCOOHOCT.

Tlpw yeinoBrs in vitro U in vivo He ce yCTaHOBABA MyTareHHa aKTHBHOCT Ha fluticasone
propionate. He ce ycTaHOBsBA KaHIEPOTEHEH MOTEHIHAN Ha NPOAYKTa IIpH rprzad. Ilpu
n260paTopEH XUBOTHH JISKAPCTBOTO He BOAH JO [IPa3HEHE ¥ CeHCHOnnM3npane.

_ He ce ycTaHOBs82 TOKCHIHOCT NPHYHHEHA OT ITOMOIIHOTO BemecTBo-iponenant HFA 134a.
Vi3¢TieIBAHETO € NPOBEAEHO HPY MHOIO BHCOKH KORNCHTPANMH, H[BHINABAINI MHOTOXPATHO TE3H B
HHXAATOPHOTO YCTPOHCTBO. PasImigBy JKHBOTHHCKY BHIOBE ca H3CIC/IBARHE 32 eeKTa HA
BEIIECTBOTO B HPOABIDKEHHE Ha 2 TOMUHE. )

6. @apManeBTHYHM JAHHH

6.1. CHEchK HA NOMOIMHHATE BEHIeCTBA M TEXHHUTE KOJHIeCTBA

TIOMOIIHO BEemECTBO . Kommectro #a gosa

HFA 134a (P134a, norflurane, 1,1,1,2-tétrafluoroethane) to 75 mg

6.2. OHEIHKOXHMHYHH HECCHEBMECTHMOCTH

He ca onucans.

6.3. Cpox ma ropnoct '

24 Mecella. IpH CHXpaHEHHE NPK TeMiepaTypa nox 30°C.

6.4. Crenmuainn yoI0BHA 32 CbXPAaHEHHE

Flixotide Inhaler me Tpsa6Ba fia ce chXpaHgBa IpH Temueparypa Hay 30°C.

Jla Be ce 3aMpazspa. Jla ce masy OT OpsKa CGHYEBA CBETIHHA,

Kaxro nps noBeYero HHXAIATOPHA HPOAYKTH B ONAKOBKH IO HAATAHE, TePaleBTHIHAAT
e(eKT Ha TOBA JIEKapCTBO MOKE 2 HaManee, KOTaTo (QIIAKOHET € H3CTYZACH.

®RaKoHBT Fa He ¢ MpoOHUBa, Ty WM H3raps, Jaxe axo BH ce CTPYBa IIpaseH.

Jlagsn 33 0NAKOBKATA

Flixotide 125 Inhaler u Flixotide 250 Inhaler chabpsxar cycnencns ot fluticasone propionate B
nponenant HFA 134a, Ges dpeonn. Cycrencuara ce CEEbpXa B KOHTEHHED 0T ayMAHUH,
3aTfegaTad ¢ HO3Upama HOMIa - Kiiana. AyMHHHACBHAT KORTeHHep € IOCTaBeH B IIIACTMACOBO
YCTpOHCTBO C PasiphCKBala JF03a, HAKOHEIHUK ¥ 3alliTHA KaraIKa.

KommuecTro B enua onakopxa: 60 mna 120 gEXaNATOPHH NO3H.

6.6. Ilpenophku WpH ynorpeda

IIposepxa Ha HHXanEpa:
Tipesu Fa U3HON3BATE HEXANEpa 3a IbPBU BT WK aKO BALUKS HHXANEP I-I

TIPOAEBIDKCHHS Ha enHa ceaMHna I/UII/I IIOBEYE, OTCTPAHCTE Kalja4yKara Ha HaKOHO
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II0CTABs B yCeTaTa 4dpe3 BHUMATENHO CTHCBaHe OT ABETe i CTpaHH, paskiaTeTe HHXalepa Hodpe H
OpBCHETE €IHH BT BBB BB3/yXa, 32 Aa Ce YBEPHUTE, 1€ paboTH.

VzponspaHe Ha EEXAIEDA:

1) Otcrpasere KalaykaTa ¥a HAKOHEYHMKA 9pe3 BHEMATETHO IPUTHCKAHE OT ABETE CTPAHH
H IpPOBEPETE OTBETPE H OTBHH Jallk HAKOHEYHHKA € THCT.

2) Paskatere maxanepa gobpe.

3) JlpbKTe HHXanepa MEKAY NPBCTUTE U Iaiela, KaTo nanena HocTaseTe JOIy MOx,
HaKOHETHHKA.

4) HWsmuuaiite u cle]l TOBA IOCTABETE HAKOHCUHHKA B YCTATA CH MEXAY 350HTE H 3aTBOPETE
YCTHH OKONO HETO, 0e3 Ia To 3axXarnpare.

. 5) Benmara, cres KaTo 3an0YHETE BIUIIBAHETO HPE3 yeTaTa HATHCHETE BEPXa Ha HEXalepa,
3a Jia Bupsckare fluticasone propionate, KATO BAHMATE IPONEDKHTEIHO H JABIO0KO.

- 6) JoxaTto 3amgppiKate xXa CH, H3BAIETe HHXANEpa OT YCTaTa H MaxHeTe IPECTa OT BEpXa Ha
nmEXaNepa. 3aEpHKTE A6XA CH JIOKATO BY € BE3MOXKHO.

7) Axo TpsaOBa na rioemMeTe oBede Ha Opoii J103H, 3aIpbAKTe HHXANEpa HAIOpe U M3JaKaiTe
HONOBHH MHHYTa, CHEJ KOETO IOBTOpeTe AeHcTBusATa 0T T.2 1o T.6.

HakxoHeUHHKa Ce 3aTBaps Ype3s CIUIHO IPHTHCKAHE HA KallauKaTa.

BAJKHO! Hznpnaasaiite BE3MOXKHO H0-0aBHO AeificTBHATA 01 TouKa 4, 5 1 6. Baxxao € na
3aMOYHETE Aa JUINaTe, KOJKOTO € BE3MOKHO H0-6aBHO TOYHO Hpely 3aAcHCTBAHETO Ha HHXanepa.

VnpaxusBaiite ce Opef OreRalo IEPBHTE HAKOIKO IBTH. AKO CJEN HEXAHPAHE BHAATE
KATI9HHY 10 Balliis MHXaIep FIH OTCTPAaHu 10 YCTHATE ¢y TpAOBa xa MOBTOpHTE TIpHeMa OT T.2.

AXo JIeKyBaIEs BY JIEKap € nal pyTH HHACTPYKIHH 3a YIOTpeba Ha maxalepa, Mo ClIa3BaiTe
I'¥ BEEMATENHO. AKO HEINO BH OpHTECHBA, CMyIfasa HIH He T pa3bHpare, HONHTaliTe Balis
nexap.

Ilpy namuesTH che cnaba MycKyiHA CHII2 Ha PBRIETe Ce NPeIophIsa HHXAMEPET Ja ¢ NEPKH C
nBeTe prue. Jpara Iokaszanela TpabBa aa ce MOCTaBAT Ha BEpXa Ha HHXaepa, I0KaTo ABara najnena
ce ABpIKaT BHPXY OCHOBAFa IMOJ HAKOHSYHMKA,

TMogucraane:

Barmasar guxanep TpaOBa a O60e MOWICTBAH NOHE BEANEK COMUYHO HO CHEAHAS HAUMH:

1) Uzsanere MeTaMHEA (QIaKoH OT IUIACTMACOBATA YacT Ha HHXaNepa U OTCTpade)e
KanauxaTta Ha HAKOHEYHMAKA, KOHTO ce [IOCTABSA B yCTara.

2) VmnaxHeTe MTACTMACORATA YacT ¢ HAKOHESUHNKA B TOMNA BOZA.

3) OctaseTe TH Ja H3CHXHAT Ha CyXO H TOILIO MsicTO. He ri Harpssaiire.

4) OTHOBO IOCTaBeTe Ha MACTO (IIAKOHA H KallagKkaTa.

BB BOAATAa MOXKE Ja C& MOCTasy cnal [eTepreHT WiH pasTBOp OT THIA HA Te3H 32 HAMUBAHE HA
GyTrIKH 34 XpareHe Ba OebeTa (oThpeeTe chBeTa Ha (GapmanesT). Crex| TOBA Ce Npenopbaea 4a ce
m3mnakae oDWIEO ¢ gHCTA BOJA IpefH HojAcymasane. He nocrapsiite Meranuaua Grakos BbB BOJA.

7. Wve § ajpec Ha NMPHTEKATENs Ha PaspenieHHeTo 3a ynorpeda

Glaxo Group Ltd.
Greenford road, Greenford,
Middlesex UB6 ONN, UK.
PEyy
IIpousBoguTEN o I%Eir
XA W

Glaxo Wellcome Production
Zone Industrielle No 2

23 rue Lavoisier

27000 Evrenx



France

8. PermcrpauuoHeH HOMED B perucThpa no wi. 28 3JIAXM

9, Jlata Ha OEPBO pa3peniaBaHe 3a YHOTPeda Ha JIeKapCTBEHHS NPORAYKT
Jlata Ba ITEPBO pa3pelleHue 3a ynoTpe6a B Brurapus:
Flixotide inhaler (CFC-free) Ge3 dpeorn 125 pg/dose - 09.06.1999 r.
. Flixotide inhaler (CFC-fiee) 6e3 dpeonn 250 pg/dose - 09.06.1999 1.

10. [ara Ha (YacTHYHA) AKTYAIH3ANMS HA TEKCTa

Hzoanue A2 08
21.06.2001 2.




