KPATKA XAPAKTEPUCTHKA HA J[IPOAYKTA

1. Tepropcko EMe Ha JIeKaPCTBERHA NPOAYKT

FLIXOTIDE 25 Inhaler FLIXOTIDE 50 Inhaler
dmkcotun 25 Muxanep Omuxcoran 50 Maxanep

2. KoaudecTBeH # KaYeCTBEH CLCTAB

Flixotide 25 WMuxanep npeAcTaBisBa KOHTEHHEP 0K HATATaHe C JO3Upalla [IOMIIa, KOATO
ocBoboxzasa 25 ng fluticasone propionate HpH BCsKO BIIPRCKBAHE (103a). Beexu koHTelHep
ceaepxa 60 wimm 120 no3u (BIPBCKBAHES).

 Flixotide 50 Viuxanep npeAcTaBlABa KOHTEHHED [TOf] HANATaHE C JO3KPAMIA IOMIa, KOATO
ocBoBoxkxaBsa 50 ug fluticasone propionate Ipn BesKo BIpBsCKBaHe (o3a). Beeku KoHTeHHED
chaspiKa 60 wmm 120 71031 (BIPHCKBAHHS).

3. JexapcTeena gopma MIHUCTERPCTBO HA 37PABECNASBAHETO
CYCHGHCHH OOJ HaArage 3a HHXalaimd, np”ﬁoxgﬂﬁe {bH “—-&6 6D .' W36 f:'"f
paapetuenue 32 ynorpeta e A 0% D2 -
4, Kavaagnu JaHaH .
freaspil
4.1. Toxazanns bk 5/ 28, 0. Wol / )

Bponxpansa acTMa l

Fluticasone propionate NpuTeXapa CHICH NPOTHBOBE3NATATENCH ¢(EKT BEPXY JUXaTeHUTE
IETHING ¥ Oenus Kpod.

Ipy BB3pacTHU:
3a mocTHTaHe Ha KOHTpPON (TepalleBTHIHA DEMHCHS) IPH:

- Jiexa mepcrcTapama $popMa Ha Gporxuanna actMa (croinocru ra BEX nan 80 % cnpsmo
6azoBuTe U papuabmwiHocT iof 20 %): manueHTH ¢ HEOOXOAUMOCT OT T0-9€CTO CHMATOMATHYHO
neverne ¢ OPOHXONHIIATATOP

- CpenmoTexka hopma Ha OporxuanHa actMa (crolinocta Ba BEJL 60-80 % cripsivo 6asoBuTe
u sapuabmmaoct 20-30 %): ToecT MalMERTH, IPA KOKTO € HEOOXOMIMO PEHOBHO
[IPOTHBOBK3NANHTENHO JEYeHHE Ha OPOHXHANHA ACTMA MITH TIAUHEHTH C HecTaOUIIHA HITH
nporpecupama (opma Ha fonecrra

- Texxka GopMa Ha GpoHXHaIHa acTMa (CTOHHOCTH Ha BE,I[ rox 60 %, cripsMo Ga3OBHTE, ¥
sapuabirzocT Hax 30 %): MANMeHTH C TeXKKA XPOHIIHa (opMa Ha OpOHXHAHA aCTMA. ITpu muoOrO
TANMEHTH, Hy KIACIE Ce 0T CUCTEMHO JIeYeH e C KOPTHKOCTEPORIH C IEN KOHTPOI BBPXY
CHMIITOMAaTHKATa, IPHIOKEHHeTo Ha HHxanaropeH fluticasone propionate, Moxe 1a JOBeAe IO
3HAYHTEIHO PEAYIIEpPaHE Ha JO3aTa HI eIIMEBHPAHEe Ha HeoDXOAUMOCTTA OT IIepOpaneH
KOPTHKOCTEPOHI.

Hpn pena:
Ipn He0GXOAUMOCT OT NMPOTHBOBL3NARHTENHO NIedeHye Ha OpOHXHAIHa acTMA HPH AeI2,

BKIIOYHATENHO HAMCHTH, IIPH KOHTO HE CE MOCTHIa KOHTPON Ha CHECTOAHUETO OT HBHOJIBBE!HI/I ApYyrd
IIPOLYKTH 32 NPOQUIaKTHKA. R K"?s‘\
%

4.2 Jo3upoBKa H HAYMH HA OPHI0KEHHE

Flixotide Inhaler ce npunara MEXaJIaTOPHO CaMO IIpe3 yCcTara. AN

wh

TanueHTrTe TPsAOBa Jja EMAT NPENBU, Ye HHXANATOPHUAT fluticasone f‘}(?pgone\l’t G



3a KOHTPOJ Ha 3a00JI58aHeT0 1 HE3aBHCHMO OT HAIMYHETO HIH JIMICATA HA CHMIITOMH, JIEKAPCTBOTO
Tps6Ba Aa ce IpHEMA PEJIOBHO.

[peanucanata qEEBHA 1032 IO BE3MOKHOCT Ja CE IPHEMA B [IBa IIpHeMa.

IlpH DAUMEHTH, KOUTO CE 3aTPYAHIBAT C KOOPAHHANHATA IPH H3ION3BAHETO Ha HHXAIATOPA,
Flixotide Moxe Jia ce mpuiara ¢ IoMoImTa #a obeMHa KaMepa 3a HHXanHpane Volumatic™.

Cuenpaisy rpymy DalueHTH:
He e HeoOxoquMa IPOMAHA B 103aTa IIPH NAHEHTH B HaTIpeHaIa Bb3pacT WM IIpH TAKKBa C

GBOpeYHO MK YepHOAPOOHO YBperKIaHe.

., Mo3uposexa npu 6ponxuwina acmma

EdexrsT 0T Tepanuira ce IposssaBa 4 -7 JHH CIe) HA%I0To Ha eveHuero. IIpy nanuenty,
KOHTO He ca IPHJIATay HHXAIATOPHY KOPTHKOCTEPOUTH MOXE Ka ce HabmoNaBa MpoMAHa B
CHCTOSHHETO OIS ClleR HPBUTE 24 yaca.

Heo6xomuMo ¢ HOBHIIEHO BHYMaHHE IPH NallieHTH, chobmagaiy 3a orciaadpar edext Ha
Orp3ozelicTBamus OPOBXOAUAATATOP KB HYXKIA OT II0~YECT IPHEM CIPSAMO HpeIACAHNS.

JTo3HpOBKA IPY BE3pacTHY i fnena Hag 16 rogaam: 100 o 1000 ug nsa osTH AHEBHO.

Hauansara no3a uaxanaroper fluticasone propionate € IpelOpbYHTENHO Ja CE ONPESs B
3aBHCHMOCT OT TEXECTTA HA ChCTOSHHETO!

- Jiexa dpopma Ha Gponxmaira actMa: 100 mo 250 [ug ABa IETH HHEBHO.

- CpepHoTtexxa (opma Ha GpoHxuanaa actMa: 250 x50 500 pg nBa ETH JHEBHO.

- Texxa Gopma na 6Gporxmanaa actMa: 500 go 1000 pg ABa IBTH AHEBHO.

Crex TOBa 7103214 MOXeE Ja ce IPOMEHH JI0 TIOCTHTaHe Ha KOHTPON BEPXY CECTOAHHETO WIIH B
32aBECHMOCT OT MHMBHIYATHHAA OTTOBOD KEM TepallpsaTa MOXKE Ha Ce peflylupa JI0 MUHEMaiHaTa
edeKkTHBHA K034,

3a OpEEHTHPOBHYHO ONpe/EiIIHE Ha IBPBOHAYANHATA Jo3a Flixotide Moxe Aa mocmyxu
NOIOBHHATA OT MHEBHATA J03a Ha HHXanaropeH beclomethasone dipropionate mim Heror
€KBUBACHT.

Texxara GopMa Ha OpOHXHAIHA aCTMa H3HUCKBA PEIOBHA OLEHKA Ha ChCTOAHACTO MMOPafH
PHCKa OT JeTanes u3xox, [IpH Tax ¢ HeoGXOMMM IPHEM Ha BHCOKY AO3H HEXAATOper (Bx.4.2.) Wi
Hepopanes KopTakocTepoy . IIpH BHe3anHo BIOMIABAHE HA CHCTOSHIETO MOXKe /13 €€ HaJIOXH
[IOBYINIABAHE HA JI03aTa Ha KopTHKocTeponna. OmucanoTo HOBHINABaHe Ha Ko3ara TpAOBa 1a ce
Ha3HauM 07 JIeKap.

IIpu neua may 4 royymn: 50 7o 200 pg ABa IIETH THEBHO.
B MHOTO OT CHyYanTe Ha acTMa IIPY JIeNa Moxke A2 OB/ie TOCTHIHAT AfEKBATEH KOHTPOII ¢

no3u Ha wExanaropa 50 no 100 pg mea ey AHesHO. [Ipy maiyenT, IPH KOKTO HE € NOCTHIHAT
3a/fOBOJIHTENEH KOHTPOJI ¢ TA3H HO3UPOBKa, TOKavuBaneTo Ha Jo3arta Ao 200 pg npa bTH JHEBHO
MOXe fa O51¢ OT Hojl3a.

Hauansara Ko3a unxanatope fluticasone propionate npu Aena ce OXIPeAENst OT TeXecTTa Ha
3aboJIBaHeToO. _

JlozaTa Moxe Fa ce IPOMeHs X0 HOCTHTAHE Ha afieKBaTeH KOHTPOI MK Jia ce HaMandBa O
MHHEMaTHATa e eKTHBHA 032 B 3aBHCHMOCT OT MH/JHBH/IYAIHHS OTTOROP K6M Tepanusra.

P i

HPPI MAaKH Aeiia ¥Ma YCIIeX OT TepariiTa NPy NPHIOKEeHHe Ha HHX
propionate 3a OBHaAABAHE HA YCCTHTE IIPOABH HIH [MEPCACTHPAINH CHMI'[TOM




BEPXY CHCTOSHHETO Ce IIOCTHIa IIPH TIpKioKeHue Ha fosu ot 100 pg asa nete auesHo. [py Matku
fena HeoOXoAUMHTE HO3H OT NeKapCTBOTO 32 HHXAIATOPHO IPHIOKEHUE Ca TIO-BHCOKH B CPaBHEHHE
¢ Te3u 3a no-rojemu Aema. Tosa ce 00AcHARA ¢ HO-TPYABOTO [IPOHHKBAHE HA IPOIYKTA IIpe3
MEXATeNHHATE THTHINA TOpay HO-MaIKE JHaMETED, 0-9eCTOTO U3NO0N3Bane Ha o0eMHa KaMepa 3a
HHXATHpaHe U IpefMHO HOCOBOTO AHIUAHE IIPH TE3H HalHEHTH.

Heobxomuamo e peoBEO HabIIOneHHE HAa NPOMEHHTE B CHCTOAHHETO B PE3YATATUTE OT
Tepanuara.

43. IlpormBonoKazaHHA

CBpBX4yBCTBHTEIHOCT KBM HAKOS OT CBECTABKHTE HA XIPOIAYKTA.

4.4. Crenuanny npemynpexIeHus H CHeNHa Hu Npeana3su MepKH 32 ynoTpeba

JlewenmeTo Ha acTMara TpAOBa J1a cliefiBa CTHIATOBHAHA HporpaMa. IlonaspaneTo Ha
warnEeHTa TpA0Ba J1a ce KOHTPONIKpa KIMHMYHO ¥ 9pe3 GYHKIMOHAIHY H3CISABaHES Ha HIIAHETO.

3acmnenaTa ynorpeba Ha Opp3oneficTRa; HHEXaNATOPHY B2 arOHHCT# II0Ka3Ba BOINABAHE Ha
Gporxuanna actMa. IIperopbyea ce IIpH Te3H YCIOBHS Aa Ce [IPOMEHY TepaeRTHI YIS NaH Ha
nevcHre. BHE3aHOTO M NPOTPECHpalio BIOMAB2HE HA KOHTPONA BEPXY 3a00JIBaHETO MOXE Ja
JoBefie 0 cMEpT. [Ipenophysa ce HOBHINABAHE Ha [I034Ta Ha KOPTRKOCTeporAa. [IpH manuenTy ¢
HOBHIIEH PHCK ce IPENophuBa exeNnesHo Habmonenue Ha BEJL.

Fluticasone propionate HHXaiep He ¢& HOA3BA 34 OBJIalBaHE HA IPUCTEANTE. JIeKapeTBoTO €
NOXKA32HO 32 NPOALIDKATEIIHO eYeHHe Ha 3200i1IBaHeTO. 3a OBJIa/isBaHe NPUCTHIMTE Ha
GpoHXMAaNHAa ACTMa & HEOOXOIUMO IPHIOKEeHIe Ha OBp30/eiicTRAINK HHXANATOPHH
OGpOHXOIUIIATATODH.

IIpw nuIIca Ha OTrOBOP KBM TEpaNiATa MK 000CTpAHM Ha OpoHXAalHa acT™a Ce
npenophyBa IOBKLIABAHE F03aTa Ha MEXanaTopHus fluticasone propionate, karo HpH HEOOXOAMMOCT
MOe [ ce TIPRIIOMKH CHCTEMHO JeUSHHE ¢ KOPTHKOCTEPOHIH /WK aHTUOMOTHNM [IPH Haimiye Ha
HHG KIS,

Tpa6Bsa xa ce MpoBepH TEXHHKATA HA MEXANMPAHE Ha [AACHTA, 33 [a C€ YCTaHOBY HAIIMIHAETO
Ha CHHXPOH MEX/Y BAHIIBaHe W HHXanupaxe. [ToCTUraneTo #a CHHXPOH € OT oMo 3HAYCHHE 32
N06poTo pasnpenelieHHe Ha JIGKAPCTBOTO B Gemist Apof.

Moxxe Ia ce pa3sBHAT HEXEeIAHH PEakiBy OT CTPaHa Ha 1k OPraHu3bM NpH IPHI0KCHHS
Ha MHXANATOPHY KOPTHKOCTEPOUH, 0coDEHO IPH NPUEM Ha BUCOKH JIO3H 32 ABIET IIEPoT 0T
ppeme. Tean peakupy ce pa3sBHBAT I0-4ECTO IIPH IPHIOKEHHS Ha NEPOPAHE KOPTHKOCTEPOMH.
BE3MOXKHA € H39BaTa Ha peakiii KaTo HanGrOpeuna cylpecHs, 3a0aBsHe Ha pacTexa 1Py fena |
YI0/paCTBALIH, HAMAIIBAHE HA KOCTHATA MAHEPAHA IIETHOCT, KaTapakTa U riaykoma. Ilo Tasn
IpHUYHHE € BAYKHO [a C¢ XIpHeMa Hail-HICKATa TepaieBTHYHA {032 HHXAJJATOPEH KOPTAKOCTEPOHT 32
etbeKTHBEH KOHTPOI BBPXY CECTOAHHETO (BK. 4.8).

Ipenoprasa ce PEHOBHO IPOCNEIBAHE Ha HPOMEHHTE B PHCTa HPH JeNa Ha IPOJBILKUTENHO
AeYeHHe ¢ HHXAJaTOPHA KOPTHKOCTEPOHAK,

TIpn HSKOM MAMENTH MOXe 2 € YCTAHOBH TIOBHINEHA YyBCTBHTEIHOCT KbM eeKTHTE Ha
HHXAJATOPHY KOPTHKOCTEPOU/IH B CPABHEHHE C PEAKIIUATA Ha TIO-FOJBIMa JacT OT JISKYBaHHTE JIHIA.
B nioBedero cydad opu Ipriioxerne Ha fluticasone propionate B NIpeNopsYIany 103K,

HanOBOpeYnnTe hyHKIMS U Pe3epBH ce 3anassar B pedepentru rpanuny. llpoManara B
CBHCTOSHHAETO B PE3yNTaT OT Teparuara ¢ maxanaropes fluticasone propionate, Moxe fa ZoBeRe O

HIIH HHTEPMATHpAIIa TEPAlHs ¢ IepopaIHy KopTHKocTepou . [Ipenopsusa ¢
HapyineHata HanoBOpeuna QyHKIus, Ipey 12 Ce IPUCTHIN KBM Tepanys 3a
TIpH crieDTHY MM TTAHOBH OIEpannM U MaHuiynanuy 1pabea Bun



BB3MOKHOCTTA 3a BIOLIEH OTIOBOP OT cTpaHa Ha HapOnOpeka, KoeTo Hanara npelieHKa Ha HyKzaaTa
OT MOAXOMISILIC KOPTHKOCTEPOHIHO JICUEHHE.

ITpu ripeMHHABAHE OT EPOPAHH KOPTHKOCTEPOUM KbM HHXaIATOpHO fevenue ¢ fluticasone
propionate ce nperopbiBa NOBUIIEHO BHUMAHHE ¥ PEZIOBHO Npocie/#Bate Ha HanOs0peqnara
dyrkims. ChinecTByBa BE3MOXHOCT 3a pa3sBUTHE HA HEXENaHy Peaki|y 0T CTpana Ha HanOs6pexa B
OTTOBOp Ha TepaluiTa.

TTpu npeMuHABaHE OT MIEPOPATHA KOPTHKOCTEPOUAY KbM HHXANAaTopHa Tepamis ¢ fluticasone
propionate ce HpenopBIBa IOCTENEHHO PEIYIHpaHe JO3aTa Ha IEPOPAIHII KOPTHKOCTEPOU L.
TIpenopwYBa ce NAUESHTHTE Ja HOCAT IIpeAyNpeAnTeHa Kapra 3a BB3MOJKHA Hy)XJIa OT
JOI'BITHETENHA 034 OT KOPTUKOCTEPOHAA [IPH YCIIOBYSA Ha CTpeC.

: ITo rroo6eH HAYKA MPeMHHABAHETO OT CHCTEMHA KbM HHXAIATOPHA TEPaliks C
KOpTHKOCTGpOH,I[ MOXKe Jia JIOBEJE IO [TposiBa Ha MaCKUpaHH allepTHUYHE CBCTOAHES KaTo alepruyieH
PHHET Wi ek3eMa. [IpHeMBT Ha CHCTEMHH KOPTHKOCTEPOMIH BOJH 0 IOTHCKAHE Ha TAXHATA H3ABA.
ITpenopruBa ce CAMITOMATAIHO NEICHYE ¢ AHTHXMCTAMUHOBH W/HIM TPOAYKTH 34 JIOKATHO
NPUITOIKEHIE, BKIFOUHRTEITHO JOKATHH KOPTHKOCTEPOHH.

' Jeaenpero ¢ fluticasone propionate HEXanep TpsaOBa Aa ce CIKPA MIOCTETCHHO.

IfonoGHo Ha ApYTATE KOPTHKOCTEPOU/IH 32 HEXAIATOPHO IIPANOXKEHEE, C6 NPeNopEiBa

HOBHIEHO BHAMaH¥E TIPH DAllHENTH ¢ aKTHBHA MK JIaTeHTHa Genospobua Tybepkynosa.

4,5. JlekapcrBeHH H APYTH B3aUMOJEHCTBHSA

Ciierl HEXanaTOPHO NPHNOKEHHE CE NOCTHraT HHCKH KOHIEHTPAINE Ha ICKapCTBOTO B
mwiazmara. 1o Tasy IpHYEHA He C& 0YaKBa PasBuTHE Ha KIHHHIHO 3HAYUMH JIEKapCTRCHH
pramMogeiicTrs. IIpenopsusa ce TOBMINEHO BHIMAHUE IIPi eNHOBPEMCHHO MPUIIOXEHHE C
JIEKAPCTREHH HPOYKTH, H3BECTHH KaTO BHCOKOAKTHBHE MuxuOHTOpH Ha ensuma CYP 3A4 (mamnp.
ketoconazole, ritonavir). Te3u exapcTsa MOXe Jia JOBEIAT IO IOBHINABAHE HA CHCTEMHATa
excrosnnps Ha fluticasone propionate.

4.6. DbpeMeHHOCT H KbpMeHe

HsMa moCTaTHUHO TOKA3aTelicTBa 3a 6e30ImacHoCcTTa 0T npuoxenne Ha fluticasone
propionate 1o BpeMe Ha GpeMEHHOCT HpH YoBeka. IIpy penpoNyKTHBHE H3CICABARNA [IPH JKHBOTHH
Ce YCTAHOBABAT HEXENAHN e()eKTH, XapaKTePHH 32 TIHOKOKOPTHKOCTEPOHIH CaMO CIIe/ IpHeM Ha
[O3H, KOHTO BOJSAT IO CHCTEMHA SKCIIO3MINS, MHOTOKPATHO HaABHIABANIA TE3H CTOHHOCTH IIpH
urxanaropyo npmioxenue pa fluticasone propionate B TepaneBTHYHA Lo3u. He ce ycTanoBsBa
TOKCHYHOCT BhPXY T€HOMA IIPH NPOBEAEHHUTE TECTORS 32 MyTareHHOCT.

BrIpexy T0B4, KAKTO IIPH BOHUKE JPYTH IEKapCTBa, N0 BpeMe Ha OpeMeHHOCT fluticasone
propionate clefBa Zia C€ NpHara caMo aKko OYaKpaHaTa [oJ3a OT JIEICHUETO Ha MalKara & 0-ToisiMa

OT BE3MOMKHAS PHCK 34 IIIOJA.

Koppmene:

He ca TIposeKIaHA H3CIe/IBARKS 3a eKckpeTupaHeTo Ha fluticasone propionate B KEpMaTa IIPH
yosexa. ITp JocTarade Ha M3MEPAMHE IIIA3MEHH HUBA Ha IPOAYKTA, CHEH HOAKOKHO NPHIIOKEHIS
TIpH KBpMeImy TabopaTopHH IUTbXoRe, fluticasone propionate ce ycratopsisa B Kbpmara. Cren
UHXanaTopHo NpHiokexHe ka fluticasone propionate B TEPANEBTHYHY JJO3U CE 0UaKBAT BACKH
HNIAa3MEHK KOHIECHTPAIHA.

47. Edextn BbPXy cliocofnocTra 32 modupane 1 padora ¢ MaIHHA

He ce ouaxgpa fluticasone propionate fa BoI# 0 TaKUBA.




4.8, Hexejann JeKapCTBCHM peaKilHHI

TIpu HAKOM IALWEHTH Ce OMHCB2 N0gBa HA KAHAUI034 Ha YCTaTa | FBpIOoTO.

VI3naKeaHeTo Ha yCTara ¢ BoJa cIel HHXaNHpaHe MoXKe Jd OrpaHHIH T3 IPOSIBHE IIPH
TIOBEYETO MalHEHTH.

ITo Bpeme Ha sievenye ¢ fluticasone propionate yHXanep, CHMOTOMATHIHATA KAaHAAAO3A MOMKE
Jia Ge JieKyBa C JIOKaIHH [IPOTHBOTEOHYHY IIPOXYKTH.

Tpn #KOM MALWEHTH IPHIOKEHHETo Ha uEXanaropel fluticasone propionate Mmoxe na
AOBeZIE N0 JAPE3raBoCT B riaca. MI3IIIakBaHETo HA YCTaTa ¢ BOJR CIIe/ MXXankpaHe MOXKe 1a
OTDaHIYH TE3Y NPOSBH.

KaxT0 Ipy MEXANATOPHOTO IPHIOXEHHE Ha APYTH NPOMYKTH € BE3MOKHO Ja CE pa3Bue
HapagoKcaneH GpOHXOCIA’EM ¢ yBeANYaBaHe Ha XPUIITEHETO BEAHAra CIie/l IPHAKEHHETO Ha
posata. Ta3n peaxiis Tpa6Ba Aa ce TpeTHpa He3a0aBHO ¢ NPHIOKEHHe Ha Obp3oAeHcTEaIn
wEXanaToped Gpoxxonunararop. Ilpiema Ha fluticasone propionate urxanep TpabBa BefHAra Aa
Obfie npeycranoBen. HeoGxoapmo e Ja ce HalpaBy OLIEHKA Ha ChCTOSHUETO Ha NalHeHTa H IPH
HEe0OX0MUMOCT JIa c& OOMHCTIH anTepHaTHBHA Tepanns.

OnucBar ce peaku#y Ha CBPEXIyBCTBHTENHOCT OT CTpaHa Ha Koxara.

JloxnajBaHK ¢a PEAKH CIIyIaH Ha JHIIEB H 0poQapHHrealleH OTOK.

BE3MOXKHO € pasBHTHE Ha HeXe/IaHH peakiyH KaTo cynpecas QYHKIHATA Ha HaubLOpexa,
3a0apsgHe Ha pacTexka TIPH Hera ¥ MoApacTBanll, HAMAIBAHE Ha KOCTHATA MUHEpaHa ITBTHOCT,
Katapakrta H ruayxoMa (Bx. 4.4).

4.9. Ilpenpozupane

Crywatinoro maxanupase ga fluticasone propionate B J(03#, 0-BUCOKH OT TePAeBTUIHATE,
MOKe Ja JoBefe F0 BpeMensa cynpecns QyrxnuaTa Ha Hanos0peKa. B Tesn ciydan Be e
HEOOX0quMO JcueHHe. DYHKITUATA Ha HagOs0pexa ce BE3CTAHOBSABA ClEf IEPHOT OT HAKOIKO JHH,
KaTO TOBA MOKe a ce O0SKTHBH3HpA Upe3 H3MEpPBaHe CTOHHOCTHTE Ha IasMenns koptusoln. Ilo-
CHIIHO IPOSBEHO TIOTHCKaNe Ha HanOBsOpetwaTa QyHKIWMS MOXKeE /ia ce pasBHe IpH IPEKO3UpaHe 3a
HO-IBIIBT MIEPHOZ OT Bpeme. B Te3d clIyuan MOKe Jia € HeoGX0JIMMO npociesBale Ha poleca Ha
pereHepupase na HanGnopexa. B ciyuali #a npenosupare, fluticasone propionate moxe fa ce
npreMa B JO3H, HeoOX0MHMY 32 KOHTPON Ha ChCTOAHMETO.

5. ®@apmMaxkoaorHYHH JAHHH

ATC xox: RO3BAOS

5.1. @apMakoaMBAMMYHH CBOHCTBA

TTpyt HEXaTATOPHO NPHIIOKEHHAE B Nipenopryany nosu fluticasone propionate fpaTeKasa
CHIIeH TEOKOKODPTHKOHACH IIPOTHBOBE3IauTeNeH edext Bbpxy Gemus npo6. Topa Bomu 1o
HaMaJIgBaHe Ha CHMITTOMHETE B 000CTPSHEATa Ha OPOHXHAIHa acTMa.

52. @OapMaKoKMHeTHIHY CBOMCTBA

A6comoTHaTa GHOHANHMYHOCT Ha HEXanaTopeH fluticasone propionate e
TpHETaTa [I03d, KATO 3aBHCH OT YCTPOHCTBOTO 32 HHXanupase. JIekapeTBoTo ¢
npexuMEO B Gemmst Apo6. CropocTTa Ha pezopOiiysl 0THAYaN0 € BHCOKA KaTo
Octananara 9acT OT HHXANHpaHaTa 033 MOKe Ja ¢e [IorblHe. ToBa MoXe 1

EKCITO3MIUA B MHOTO MaNKa CTEleH opaiy ciabaTa pasTBOPHMOCT H IPEXE
Ha IPOAYKTa, KaTO C€ YCTAHOBABAT CTOHHOCTH Ha Opaliia OHOHAIHIHOCT N0, I) 4
TIpefcTaBsHe, IOBUIIABAHETO HAa MHXAINpanata 1032 BOIY /10 JINHEHHO Hapacmaﬁe,, ?




excrosuEa. Enamusnpaneto Ha fluticasone propionate ce ofpenens 0T BECOKHTE CTOHHOCTH Ha
KIMpEHC 0T irasmara (1150 ml/min), ronemusr o6eM Ha pasnpexeneHne npu steady state
(mpubmasarenso 300 1) u kpaligo BpeMe Ha IIa3MeH IOy KHBOT 8 Yaca. YeTaHOBSRA Ce CBBP3BAHE €
[Ia3MERETE IIpoTeHaH B rolama creneH (91 %). Fluticasone propionate ce eNMMHHEpA 32 KPaTKO
BpeMe OT MUPKyJALNSTa, OCHOBHO Upe3 MeTabOIH3UPane ¢ YYAaCTHETO Ha €H3EM OUTOXpoM Pysg CYP
3A4, no BeaxTHBeH MeTaboNUT Ha KapGoxcHiosaTa xucenrHa. Fluticasone propionate ce emiMHaHEpa
HempoMexreH ipe3 6b6penuTe B MEOTO HECKA cTened (< 0,2 %) u okono 5 % mox dopMara Ha
metaGonut. [Ipenopbusa ce IOBANIEHO BHAMAHHE IIPH SXHOBPEMEHHO TIPHIIMKEHHE C IPOXYKTH,
T03HaTH KaTo uaxuouropn Ha emspma CYP 3A4. Tezn nexapCTBa MOXKe Aa JOBE/AT J0 MOBHINABAHE
Ha CHCTEMEATa eKkcro3uimA #a fluticasone propionate.
53 YpeaxnuHuysd JAHHH 32 0€30NACHOCT
Ilpu MpoBeneHu W3CISABAHNA 32 TOKCAYHOCT CE YCTAHOBABAT HE)XSNaHH PEaKIIHY, THIIHIHH
33 BHCOKOaKTHBHHMTE KOPTHKOCTEPOUAH CaMO IPH NIPHEM HA HO3H, MHOTOKDPATHO HaJIBUIIABATIH
tepanepTiaaATe. He ce ycTanopaBaT 3Ha9MMYU e(EKTH HPH NPOBEACHH TECTOBE 32 TOKCHIHOCT ©
HOBTApSINH JO3H, H3CHSIBAHIs 32 TEPATOTCHHOCT MK PEIPOAYKTHBHA CIIOCOOHOCT.

IIpu yemopws in Vitro ¥ in vivo He ce yCTaHOBsIBa MyTareHHa akTHBHOCT Ha fluticasone
propionate. He ce ycTaHOBsBa KaHIIepOTeHeH NOTeHNUAN Ha IPOAYKTa Ipy rpusadn. Ilpu
1abopaTOPHY XHUBOTHY JEKAPCTBOTO HE BOAH K0 ApasHeHe ¥ CEHCHOMII3HpaHe.

6. PapManeBTHYHM TAHHH

6.1. CrxchEk HA IOMOIIHATE BeIIECTBA H TEXHHATE KOJIHMECTBA.
TIDMbumo BCIIECTB0 Komecteo KosinyecTso B Konuwectso B Pedepenran
eliHa oONaKoBXa OT €RHa OAAKOBKA OT CTamT;
Ha 1032 60 zo3u 120 noai aptH
Lecithin . 0,25 pg 25 ug 40 pg USNF
Dichlorodifiuoromethan | mo 23,75 mg f02375mg | F03.80g BP
Trichorofluoromethane § mo 61,25 g 706,125 mg | no 9.80 mg BP
6.2. DOm3UKO-XHMHYHH HECHBMECTHMOCTH
He ca omicans.
6.3. Cpok Ha rogHOCT
3 roguEK"
6.4. Crenmajinm ycJI0BHA 3a ChXpaHeHAC

Flixotide Inhaler Tpa6Ba na ce chXpaHsBa HpH TeMueparypa mox 30°C.

Ila He ce zaMpassBa. Jla ce a3y OT UpPAKa CIHHUERA CBETIHHA.

KaxTo mpu HOBEYETO HHXANATOPHH IPOXYKTH BHB (MAKOHI N0 HAJLATaHe, TepaneBTHIHIAT
edexT Ha TOBA HEKAPCTBO MOXE Ja HaMalee, KoraTo $IIAKOHET € H3CTYACH.

DnaKoHST d He ce POOHBa, YyIH WIH H3raps, Jaxe aKo BH ce CIpyBa MpaseH.

6.5. JIaHBN 32 ONaKOBKATa

BropuuHa ONakoBKa: KAPTOHEHA KyTHI.
[I5pBHYHA ONaKOBKA: KOHTEHHED OT alyMUHAH, ATYMUHHEBUAT KOHTEH
ZO3Hpama NoMIa — KJIaia M € OCTaBeH B IIaCTMacoBO YCTPOHCTBO ¢ PasIpEC:

HAKOHSUHHKA H 3alllUTHA KalladKa,



KommuecTro B efna onaxopka: 60 mm 120 uaxanaTopHu HO3H.
6.6. Ilpemophku npu ynorpeda

[IpoBepka Ha gExanepa:

ITpesw a2 M3EON3BATE FO3UPANTHS HHXANATOP 3 IBPBH 6T WK aKO BallksI HHXAJNED HE €
OHII K3HOJ3BaH B NPOSBIUKEHKE Ha /JHA CeAMHUIA MM JIOBEYe, OTCTpaHeTe Kanadkara Ha
HAKOHETHAKa, KOHTO ce IIOCTAaBs B yoeTara 4pes BHMMATelHO CTHCRAHE OT ApeTe H cTpany,
pasKiatere HHXanepa Todpe u IPhCHETE EIMH BT BHB Bb3/yXa, 33 Jia ce YBepuTe, 3 paboTH.

H3nonsBane Ha yHXanepa:
1) OrcTpaneTe Kanaykata Ha HAKOHETHYKA YPE3 BHUMaTENHO HPUTHCKaHE OT ABeTe CTPaHHi
¥ [IpoBepeTe OTRETPe H OTBHH Jalli HAKOHETHHKA € THCT.
*  2) Pasknarere HHxanepa gobpe.
: 3) Jipbxre HEXaNepa MeXJly HPBCTHTE ¥ [aNelia, KaTo Nanena IOoCTaBeTe KoMy oK
HAKOHCYHMKA.

4) VizpumaiiTe ¥ clej TOBA IOCTABETE HAKOREUHMKA B YCTATa CH MEXIy 350UTe U 3aTBOpeTe
YCTHH OKOJIO HeTo, 03 Jia ro 3aXaneare. ‘

5) Bepnara, cilef KaTo 3all09HeTe BAHMIBAHETO IIpe3 yCTaTa HaTHCHeTe BhPXa Ha HHXanepa 3a
Jia Bphckare fluticasone propionate, KaTo BIMINATE NPOSBIDKHTENHO ¥ ABAGOKO.

6) Jlokato 3axbpIKaTe HbXa CH, H3BaleTe HHXakepa OT YCTATa H MaxXHeTe NPEBCTa OT BbpXa Ha
EHXaNepa. 3aIpHXTe IbXa CH JOKATO BH € BE3MOXKHO.

7) Axo Tpabra [ia oeMeTe Nopede Ha Gpoif 103K, 3a7pBKTE HHXANEpa HArope U H3daKaiiTe
LONOBKMH MHAHYTA, CIIEH KOETO IOBTOpeTe ASHCTBHATA OT T.2 110 T.6.

HaxoHeuHmKa Ce 3aTBaps Ype3 CANHO HPHTHCKaHE Ha KANaYKATa.

BAJKHO! Wzmenassaiite BE3MOKHO HO-64a8H0 MeHcTBHEATa OT ToUuKa 4, 5 1 6. BaxHo € a
3amogHeTe Aa JMHAIATE KOIKOTO € BE3MOXKHO 1T0-0aBHO TOYHO Npeln 3a/eiiCTBaHeTo Ha HHXanepa.

VrpasxkHsBaiTe ce Npe] OTIe/ano NEPBUTE HAKOIKO WHTH. AKO ClISK HHXaNUpaHe BEIITE
KANTrNM 110 Bammisa yaxalep W OTCTPaHH [i0 YCTHATE CH Tpabpa fa HOBTOpHTE HpHeMa OT T.2,

Axo nexysantusg Bu jiekap e Jan Apyru HECTPYKIEH 34 yroTpeda Ha UHXanepa, MoJi
crasBaiiTe TH BHAMATENHO. AKO HENIO Bi IPHTECHSBa, CMyNIaBa HIH HE ro pa3buparte, HOMHTalTe
Bammia nexap.

Ipu gena: [Ipu neia Moxxke Aa AMA HYXJ(a OT IIOMOII JIPH H3MONI3BAHETO Ha HHXATEPa.
IIpenophuBa ce OMOITa Ha Bh3pacTes. JleteTo TpabBa na w3MHIa, KaTO HHXAIEPBT CC H3NON3BA
TIp¥t BEIIBaHe. HanpaBeTe HAKOIKO OnMTa 3aeHO. I1py ro-roneMu Kelfa 1 IpH HallHeHTH Che cnaba
MYCKyJiHa CHJIa Ha phblieTe ce HpeNophuBa HEXaNepET fa ce ABPXKA ¢ ABETE prite. [{BaTa nokasanena
Tpsa6Ba fia ce OCTABAT Ha BHPXa Ha HAXaNepa, JOKaTo ABaTa Najela ce AbLPXaT BHPXY OCHOBATA O]
HAKOHEYHUKA.

HowicTBage:

BammsT HEXasep TpsI6ea Aa Obje MOYACTBAH IOHE BEZHBX CEIMUTHO 110 CIICTHES HaTHE:

1) Yspanere MeTanuzs GIAKOH OT IJACTMACOBATA YACT Ha HHXANICPa i OTCTpaHeTe
KanayukaTta Ha HAKOHETHUKA, KOHTO Ce IT0CTABA B ycTara.

2) Vznnaxmere AIACTMACOBATa YacT ¢ HAKOHCYHHKA B TOILIA BOAA.

3) OcraBeTe I# A2 W3CHXHAT HA CyXO M TOXUIO MacTo. He ru marpssaiite.

4) OtHOBO HOCTaBETE HAa MACTO (IAKOHA U KaladKaTa.

BB BOJATA MOYKE Ja € ITOCTaBH ¢1ad AeTeprenT Wi Pa3TBop OT THIIA Ha TE3H 32 M3MHBAHE
Ha GYTHIKH 33 XpaHere Ha GeOera (ToTEpeeTe crBeta Ha dapmanest). Criex ToBa ce NpenopriBa id

BOJia.

7. ViMe n aapec Ha OPATeXRATE/]s Ha paspeINeHHETO 3a ynoTpeda

Glaxo Group Ltd.




Greenford road, Greenford,
Middlesex UB6 ONN, UK.

TIpousBsoguTeN

Glaxo Operations UK Litd

T/A GlaxoWellcome Operations
Speke Boulevard, Speke, Liverpool
UK, L24 91D

8. iPermcTpalHOHEH HOMeP B peracThpa mo Wi 28 3JIAXM

9. Jlata Ha WHPBO pa3peniaBape 3a ynoTpeda Ha JeKapcTBeHHs HNPOXYKT

Q JlaTa Ha mepBO paspemenue 3a ynorpeda B brirapus - 17.05.1994 .

10. Mara Ha (4acTHHA) AKTYANH3ANAA Ha TEKCTa

Hzoanue Ne 14
21.06.2001 2.




