JINCTOBKA 3A ANRKEHTA 1

Flixotide 25 Inhaler Flixotide 50 Inhaler
DIEKCOTHA, 25 HHXaNep ®nuxcoran 50 naxanep

B mazu nucmosxa cmasa Oyma camo 3a Flixotide Inhaler. Mons, npouememe 2 sHumamento npedu oa
3aROYHEmE npUeMa Ha Aekapemeomo. 13 ¢u cvodyaga HAll-eadicHomo 3a HEe20.
3a noseue unpopmayys ury cveem ce obvpreme xom Bautus nexap.

HanMeHoBaHNE HA JIEKAPCTBOTO: i1 A ﬂ
Flixotide 25 Inhaler (®muxcoTug 25 uHXanep). |
Flixotide 50 Inhaler (®nuxcorug 50 uraxanep). ED.)A}'I;}\O ] OF(Z %,Ll;lﬂ 9 )

Kakpo npefcTaBiasBa 0 K2KBO ChABPKA JEKAPCTBOTO
Huxanepst npencraBniBa XepMeTHIECKH 3aTBOPEHA METAJIHA ONAKOBKA, KOATO ChABKA JIEKapcTBOTO. T4 €
MIOCTaBeHa B MHXaNALMOHHO YCTPOICTRO ¢ IMyJIBEpHU3aTOp, Upe3 KOHTO JeKapCTBOTO Ce BIPECKBA AUPEKTHO B
JHXaTeHNTe MhTHIIA.

Beska onaxoska Flixotide 25 Imbraler crappsxa 60 v 120 gosu (BupbcKBaHMA), KaTO BCAKO €IHO
BOpBCKBAKE JocTass 25 ug (MUKpOrpaMa) ot AeKapcTBEHOTO BelecTRo - fluticasone propionate (myrukazon
APOTIMOHAT).

Besika onaxorka Flixotide 50 Inhaler cenbpsxa 60 umu 120 1o3u (BIpECKBaHMS), KATO BCAKO €IHO
BOpPECKBaHe n0cTaBd 50 pg (MUKpoOrpaMa) OT AEKapCTBEHOTO BetllecTRO - fluticasone propionate (hnyTHKazoH
ApPOIHOHAT).

Kaxk geficTBa JlexapcTBOTO

JlexapcreeHoTo Bewectso Ha Flixotide, fluticasone propionate, npuHaffexy Kb6M rpynara JeKapcTsa,
HApeYeHH KOPTHKOCTEPOUIH, KOUTO HecTo OHBAT HapHUYaHM pocTo “cTeporan”. KopTHKOCTepORANTE ce
yriorpe0apaT 3a neyenne Ha OpoHxManHaTa acTMa, Thi K4TO NPHTEKaBaT NPOTHBOBB3NANIHTEAHO JSHCTBHE.
Te HaMangaratT HaOHOBaHETO H APa’HEHETO HA CTEHHTE Ha MAJIKMTE BE3YXOHOCHH ITETHINA B OenuTe BpoboBe
1 1O TO3W HAaYH obllekyarar npodnemute B aunanero. KoprrukocTepouauTe NoMarar chlllo Taka 3a
IIPENOTBpaTABaHe Ha aCTMATHYHHTE NPHCTEIIHN.

Fluticasone propionate He Tpa®Ba Ja ce ObpKa ¢ ApyraTe CTEPOMIH, KATO AHAOONHHTE CTEPOH/H, C KOHTO
HAKOM CIOPTHCTH 3n0yioTpebasar ¥ B3eMar 1oz (opmarta Ha TabNeTky HIH HIDKSKUMH.,

Koii nponzBexaa JeKapcTBOTO K IPATEXABA paspelieHNe 3a ynorpedara my B brarapns

Flixotide ce nponssesxna ot Glaxo Wellcome Operations, Speke, Liverpool, UK. ITpurexaresn Ha
pazpeunieHHeTo 3a ynotpeda e Glaxo Group Ltd., Greenford, Middlesex, UK, ¢ npezncraruten B bonrapus
GlaxoSmithKline Export Ltd., Codus 1408, yn. Jumursp Manos 10.

3a xaxso ce n3noaspa Flixotide Inhaler
Jlexapat e W30pan TOBa AEKapCTBO KaTo Hal-MOAXOoAAIIO 3a Bac H BalleTo 3a0olIaBaHe.
Flixotide ce usnon3ea 3a seuenye Ha GpoOHXHaNHaTa acTMa pH XOpa, KOUTO C& HYXJAsT OT PEJIOBHO JCYeHHE,

IIPEJAN AA 3ATIOYHETE YIIOTPEEATA HA FLIXOTIDE ...

Axo otropopute ¢ “J{a” wa HAKOW OT CASAHHTE BHIIPOCH, YBEAOMETE Jiekaps 3a TORA Npely Aa 3alto4HeTe
npHeMa Ha JIEKapCeTBOTO.

e BpemeHHa iy cTe, IIaguparte jid Aa 3abpemMeHeeTe CKOPO?

Kepmure?

Kaseanu ;i ca By, ue umare aneprus kem Flixotide, fluticasone propionate unu naxrosa?

ViManm i cre mskora MAeYHHULA B yeraTa?

JlexyBanu A4 ca BY HAKOra OT TyOepkyiosza?

Hpo:aepe*re Jand JICKapAT 3Ha€ KaKBH HPYri JIEKapcTBa NpHeMare, JOpH TaKkWBea, KOHTO CaM# CTS CH KYITHITH.

BpemMeHHOCT H KLpMeHe

Mo Bpeme Ha GPEMEHHOCT ISKAPCTBOTO MOKE Ja Ce NIPIIara caMo aKo JIeKapaT IpelleHy, 4e ouaKBaHaTa
noza 3a MalikaTa e no-rofisiMa OT BE3MOXHIS PHCK 3a TUIOJA.

Ynorpebata My npH KEpPMaUKH He CE& NPENIophUBa OCBEH aK0 OUaKBAHATA 110M13a HA/IBHIIABA BE3MOMKHHA PHCK
32 HOBOPOJIEHOTO.
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Kax ce ynoTpedsnea Flixotide Inhaler

Flixotide unxanep Tpsabsa na Osne Bauiiad B Oenvre BH gpoboee. llle HaMmepWTe ykazanus 3a ynotpebara My
NO-HaIOMy B Ta3M JIHCTOBKATA. AKO UMaTe 3aTpyAHEHHI WK He pazOupaTe ykazaHuATa - oOBpHeTe ce KbM
nexap uny gapmanest.

Flixotide nHxanep TpsaOBa xa ObAe BOMINBAH XIPE3 YCTATA.
TIpuemaiiTe TeKapCTBOTO TaKa, KAKTO BH € MPeANMCAll IeKapsT.

O6uyaiinaTa O3HPOBKA Ha JEKApCTBOTO €:

3a BE3pacTHMA M feua nan 16 ropusn: ot 100 no 1000 pg (Muxporpama) Aea mbTH AHEBHO.

3a nena Han 4 rogunu: ot 50 no 200 ug xBa MBETH KHEBHO.

3a nena ot 1 1o 4 rogunu: 100 pg msa nuTr quesHo. TIpy AenaTa Ha Tasu BB3PAcT IEKapCTBOTO ODHMKHOBEHO
ce npuiara ¢ obemHa kamepa 3a HHXananui (Babyhaler™), T4 e ¢ nogxomsamy pasMepH M CIioMara 3a
NBMHOUSHHOTO BAHIIBaHe Ha NIeKapeTRoTo. [MonuTalite nexaps 3a noApoGHOCTH.

Heo6xonumu ca HAKONKO JHH, 33 A2 3al0UHe Jja AeHcTBa HeKapCTBOTO M € MHOIO BayKHO Jia IO yrioTpedsaBare
penosHo Bcexd neH. He cripalite ieuenneTo Jake ako ce IOYYBCTBaTe HoOpe, OCBEH aKo JIEKapAaT He BU
Kaxe Ja ro crpeTe.

He nznonseaiire ToBa JICKapCTRO 34 NEYCHHEC Ha BHE3AaNTHM NPHUCTRIN Ha 3a1yX - TO HAMA Ja B HOMOFHE. Il[e
HMAaTe HYXKAA OT OPYIo JICKapCTBO. Axo UMaTe TIOREYES OT €HO JIEKapcTBO BHHMABAATE Ja HE TH Oﬁ'ﬁpKBaTe.

Hsxowu xopa u3nuTBat 3aTpyAHEHHE [P U3II0/I3BaHe Ha HHXalepa B MOMEHTa Ha BAMIIBaneTo. B cimyyaii, ve
HMate TaKHBa NpoGIeMH, JOTBIHNTeNHOTO YeTpoeTso (Volumatic™) - obemBa kaMepa, TOMara 3a
FIPEONONIABAHETO MM, KATO OCHTYpABA [ILAHOLEHHO BAMIIBAHE Ha JIeKapeTsoTo. IKoHCyITHpaiiTe ce ¢ nekaps
OTHOCHO BB3MOKHOCTTA H HY)KIATa fa noi3eare Volumatic™,

Kaxso 5a HanpagnTe, aKo cTe HPHeNE TBHPAe MHOIO OT JIEK2PCTBOTO

Ako ciryyalHO NpHeMeTe HO-roJIMa Ao3a OT NpenopbyaHara TpsOsa da yBenoMuTe Jiekaps, KOAKOTO e
BE3MOMKHO I10-CKOPO.

Kaxso ga nanpaBiTe, aKo CTe NPONYCHAIH €XHA 032

Ako zabpaBuTe na B3eMeTe e/(Ha J103a, He Ce IPUTECHABaliTe, IPHEMETE CHelBallaTa 1034, Koraro i e
BpeMeTo.

Bnusanue pppxy cnocodHocTTa 32 yzodupane H padoTa ¢ MANITHHH

Flixotide uHxanep He oka3Ba BAWANHE BBPXY CIIOCODHOCTTA 32 IOGUpaHe UITH paboTaTa ¢ MAUHHH.

CJIEX KATO IPUEMETE FLIXOTIDE...

AXo IHIaHeTO WiE XPANTEHETO BH Ce BIIOMMK HETTOCPEACTBEHO el H3MOJI3BaHETO HA HHXANEpa, IPeKpaTeTe
HezabaBHO ynioTpebara My H YBEAOMETE JIeKaps, KOAKOTO € BE3MOMKHO [IO-CKOPO.

Axo 3abenexxure, 1e HeIOCTHIa Ha BE3AYX H XPHIITEHETO He ce Nofobpspat ciex 7 AHH MM Ce BIIOIIABAT,
YBeZoMeTe feKaps, KOJIKOTO € RE3MOIKHO HO-CKOPO.

Hexenann gexapcTBeHH Peakuuy
Chopen mopeyeTo xopa, IpHeMalli TOBA JIEKapCTBO, TO He UM Ch3iaBa npobiemu. Ho KakTo NpH Beuuxd
OCTaHAITH JIeKapcTBa, TIPH HIKOH X0Opa TO NPHYMHABA HEXKeNaHH NeKaPCTBEHH PeakIHH.

Crnen nuxanupane na Flixotide B penxu cmyuaii HixoH X0pa ycelnar cyxora Ha I'bPIICTO H €31Ka WK IMacskT
HM cTaga J(pesTaB. 3a fa ce Hz0erne Topa e NpelopBYHTEIHO H3MNAKBAHe Ha YCTaTa ¢ BOAa Clie) IPHEMAHETO
Ha Bcgka go3a. Jlobpe e na yBelmoMHTe IeKaps, HO He clHpalite IpHeMa Ha JIeKapcTBOTO, JOKATO TOH He BH
Kaxke.

le/l HAKCH IMalHCHTH, ocobeHo IIPH MPUEMALLHTE BUCOKH 034 OT TO3H THII ICKapCTsa, ¢ BEIMOXHA NoABaTa
Ha CACOHHUTE HEXKCIaHH peakniH - 3ary6a Ha KOCTHE (INBTHOCT, OUHH HPOGJ'IEMH 1 3a0aBsiHe HA pacTesxa npH

neuara. [JockeeTsatite ce © JISKYBalqys JJeKap, ako BH Oe3rroKomn HELo, CBBP23aH0 ¢ NpHeMa Ha JICKapcTBoTo,

OT BaC MIN OT JETETO BH.
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Hsaxou xopa ca anepruusy KuM AeKapeTsa. AKO ckopo cies npuema na Flixotide unxanep ce nosesT Hikon
ot crneguute cumnromy CITPETE ynotpe6ara Ha ekapcTBOTO H He3abaBHO YBEJIOMETE JISKaps:

e BuesanHo xpunreHe 1 60NKa HIM CTAraHe Ha IPBAHMA KOUL

e Tlogysane Ha KienauuTe, TMUETO WIH YCTHHTE, e3HKa HAH MBPIOTO.

+ O6puBH N0 KoXxAaTa Ha TATOTO.

AKO ce MOABAT APYTH CUMIITOMH, KOHTO He pa3bupaTe U BY 0e3rokosT, HOCHBETRANTE Ce ¢ Jiekapst GH.

Kaxk aa cexpannsare Flixotide Inhaler

o Ilazete Flixotide uHxanep OT TOMJIMHA MM NIPSKa CIIFHUEBA CBETIIMHA.

» He ynorpebsapaiite TekapcTBOTO e JaTa Ha H3THMAHE HAa CPOKa Ha FOJHOCT, oTOeNs3aHa BBPXY
OIAKOBKATA.

e Jla ce crxpaHaBa Ha MACTO, HEFOCTHITHO 32 AelaTa.
Buumanpe - onakoskata e nof Hangrade. [la ge ce npobuea MK Usrapd, JaKe ako e IpasHa.

Janonuere!
Toga nexapcTBo € caMo 3a Bac. Hrkora ne ro aagafite Ha apyr. To MoXke fa My HaBpelH, DOPH ako
CHMIITOMHTE MY Ca CBIIHTE HJIH IHONOOHU HA BALTHTE.

Tazu nucmosKa He CbOBPICA NeAHAMA UHDOPMayU 3d 06 Rerapcmso. AKo uwame 8sHPOCY Wl He CIE
yeepeHu 6 Hewjo, oObpHeme ce KbM AeKap wil gapmayeani.

Mooice 0a su ce nanooicu 0a npouememe masy nucmosxa omnoso. He A usxevpnsiime, Ooxamo npueMame
REKAPCHIBOMO.

Jlata na nocnepna pepaxuua: 20/10/2000

YIIBTBAHE 3A YIIOTPEBA HA FLIXOTIDE INHALER

Iiposepka Ha uHxanepa:

TIpenu ma u3mON3BaTe MHXANEPA 33 BPBH [TET MM 4KO BAMIMAT HHXAJIEP He € OHI U3MNOi3BaH B

IPOIBIDKEHHE Ha ellHA CeAMMLIA HIIH ITOBeYe, OTCTPAHETe KaavKaTa Ha AIUIHKATOpA 34 YCTa Ype3 BHUMATEIHO
CTHCBaHe OT JBeTe i cTpanH, paskiareTe HHxanepa no0pe H NpbCHeTE SOVH BT BER BB3AYXa, 33 Ja Ce
yBEpHTeE, uc paboru.

Visnon3paHe Ha wHxanepa:
1) OrcTpanere KanaukaTa Ha alUIMKATOpA 34 YCTa Upe3 BHEMATENHO [IPHTHCKAHE OT JBETE CTPaHH 4

IIPOBEPETE OTBLTPE N OTBBH JalH aNliMKaTOPET € YHCT.
2) Pazxnarere nHxanepa nodpe.

3) [pmxTe MHxajepa MexIy PBCTUTE H Naleila, KaTo najiena NocTaBHTe A0y HOJ alnuKaTopa.

4) HWzpumaiite ¥ criep TOBa FIOCTABETE AIUIMKATOpa B YCTaTa CH MEXAY 3EONTE H 3aTBOpeTe YCTHH OKOJO
Hero, 0e3 Xa ro 3axansare.

5) Bennara, cliex KaTo 3an0OYHETe BAMIIBAHETO [IPe3 YCTATa HATHCHETE BhpXa Ha MHXaepa, 3a Jja BUPhCKaTe
fluticasone propionate, xaro BAMIIaTe IPOINBIKUTENHO U KHA00KO.

6) Jiokato 3amspikare IbXa CH, H3BaAETe HHXalepa OT YCTaTa M MaXxHETe NIPHCTa OT BhpXa Ha HHXajepa.
3anpEiKTe ABXa CH JIOKATO BH € BE3MOKHO.

7) Axo Tpa6Ba Ja noemeTe rioseye Ha Opolt Jo3H, 3aIpbKTe HHXaNlepa Harope H H3YakaliTe MOMOBUH
MMHYTa, CHEJl KOSTO NOBTOpETe AeiicTBHATA OT T.2 HO T.6.

ANNHKaTOPET 32 YCTa CE 3aTBaps 4pe3 CHITHO IPUTHCKAHE Ha Kallaykara.

BAXHO! Hsmnpnaasaiite BE3M0KHO NTO-0aBHO AeHCTBHATA OT ToUKA 4, Touka 5 1 Touka 6. BaxkHo € fa
3aMOYHETe J1a JHIIATE, KOJIKOTO € Fh3MOXHO N0-0aBHO TOYHO NpeAHd 3aAeHcTBaHEeTO Ha HHXanepa.
anaxcﬁﬁsai—i're C€ I[Ipen ornenano I'I'BPBHTE HAKOHIKO ITBTH. AKO Cleh Maxanypane BUIHTS Kar4uni o
BallHd HHXAICP HIH OTCTPAaHM 11O YCTHHTG CH, TpﬂGBa Aa [TOBTOPHUTE J:geﬁcrsna’ra cnen T.2.

AKo JleKyBalllHs BY JISKAp € Jafl APYTH HHCTPYKLHHU 32 yrnotpefa Ha HHXanepa, MONA CrasBalTe ru
BHHM@aTCJIHO,

IIpa gena: Mankute Aelia BepoaTHO LUE €& HYKUAAT OT HNOMOLITA Ha BBE3PACTEH 3a AeHCTBUATA ¢ HHXAnepa.
Haxapaiite neteto ga M3ANIIA U 3afelicTRaliTe HHXallepa TOYHO KOTATO TO 3aM0YHe BAKIIBAHETO.
VYpasxusapatite ce 3agnHo. Ilo-roneMyrTe ena WK X0para cbsC cnaly phlie Tpsa0Ba fa AbpiKaT HHXAJEpa ¢
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nBete phle. Jipata nokasanena Tpa0OBa fa ce MOCTaBAT Ha BHPXa Ha HHXaepa, JOKaTo J(BaTa Nanena ce
JBPIKAT BBHPXY OCHOBAT2 JIOJ allIfKaTopa.

Houuncrrane:

BauusaT uuxanep Tpsa6pa fa 6pAe NOYHCTBAH NOHE BSAHBK CEJIMUYHO 11O CIISAHNUA HAYKH:

1) HsBagere MeTanHUs KOHTEHHEp OT IIACTMACOBATA YacT HA HHXAJEpa K OTCTPAHeTe Kanaykarta Ha
anyHKaTopa 3a ycTa.

2) Usruiakdere mnacTMacoBaTa YacT ¢ alNIHKaToOpa B TOILIA BOKA.

3) OcraBere ' Ja W3CHXHAT Ha CYXO M Tomio muacto. He rH Harpssaiite.

4) OTHOBO NOCTaBeTe HA MACTO KOHTeHHepa 1 KanadkaTa.

BB BOAATA MOXKE Aa ce TIOCTaBM c/1al JETEpreHT Wi pasTBOp OT THIA Ha TE3H 3a H3MMBaHe Ha GyTHIKY 32
xpaHene Ha 6e6eta (moThpeeTe chBeTa Ha (apmanert). Cles TOBa ce NPeNopbysa [a ce H3ILIaKkHe OBUIHO ¢
YHCTa BOAA Mpely NOACYLIaBaHe,

He mocraesiite MeTanHaTta OaKOBKa BBB BOJA.



