KPATKA XAPAKTEPUCTHKA HA ITIPOAYKTA

1. Hme Ha JeKapCTBeHHSA NPOAYKT

FLIXOTIDE 50 INHALER, 50 micrograms/actuation, pressurised inhalation, suspension__.
GJIMKCOTUI 50 UHXAJIEP, 50 muxporpama/sapbexalis, Bybeibvisteion Haitdviitc BRATA

HHXaTalnAa Lian ke xapakimepucmuka Ha npodyxma - Npunoxenue 1

2. KonuvyecrBeH H KAYECTBEH ChCTaB

yCTPOMCTBO C JO3MpANIa [IOMIIa, KosTo ocBoboxaBa S0 MuKporpama (1g) QIIyTHKa30H IPOMHOKAT
(fluticasone propionate) Ipu BCAKO BIPBCKBAHE.

3. JlekapcrBena popma

CycrneH3ud oj HalArase 3a HHXajaius.

4. KIMHHYHHM JAaHHH

4.1. TepanerTHuHH NOKA3AHNA
DBpOHXHAJIHA aCTMa

@I TyTHKA30H NPONMHOHAT IPHTEXKaBa CHJICH NPOTHBOBE3NATHTENICH e(EeKT BBPXY
NUXaTENHUTe MhTUINA ¥ Oenust npoo.

IIpn Bb3paCTHH:
3a MOCTUraHe Ha KOHTPOJI (TEpaneBTUYHA PEMHUCHS) MPH:

- Jlexa nepcuctupamia ¢popMa Ha GpoHxHanHa act™Ma (cToiHOoCcTH Ha BE/] Han 80 %
npeJABKICHH TIpe HaYaloTo Ha jieueHrneTo U papuabunnoct no 20 %): nauueHTH ¢ HeodXoANMoCT
0T MO-4Y€CTO CHMOTOMATHYHO JICYCHHE C OPOHXOIHIATATOD.

- CpennoTexka popma Ha OpoHxuanHa actMa (crofiHocT Ha BE/] 60-80 % npensuaeHu
fIpedM Ha4Yaa0To Ha jJiedeHHeTo U BapHaOHaHOCT 20-30 %): ToeCT MaHEHTH, IIPH KOMTO €
Heo6XOMUMO PEJOBHO NMPOTHBOBB3NAIUTENHO JICYEHHE HA OpOHXHATHA aCTMAa MJIK TTAlIMEHTH C
nHecTabWiIHA WM Iporpecupalia ¢opMa Ha O60JIeCTTa.

- Texka popMa Ha GpoHxHanHa actMa (cToiiHocTy Ha BEJT nnox 60 % nipeasunenu npeau.
HAYAJIOTO Ha NiedeHueTo ¥ BapuabminocT Haz 30 %): mauueHTH C TEXKa XPOHHYHA HopMa Ha
6ponxuanHa actMa. [Ipy MHOTO NAUKEHTH, HY)XIaelH ce OT CACTEMHO JICYEHHE C KOPTHKOCTEPOHIH
¢ LleNl KOHTPOJI BEPXY CHMIITOMATHKATA, IIPUIOKCHHETO Ha HHXANaTOpeH QIyTHKa3oH IPONHOHAT,
MOXE /14 JOBEE 0 3HAYUTENHO peayLHpaHe Ha A03aTa Wik eAMMHUHUPAHE Ha HEOOXO0AUMOCTTA OT
epopaleH KOPTUKOCTEPOUA.

Ilpu nena:
[Tpr Heo6X0/MMOCT OT NPOTHBOBB3NANKTENHO JIEUCHHE Ha OPOHXHAN

BKJIFOUMTE/IHO TIALHEHTH, [IPH KOUTO HE CE MIOCTHIa KOHTPOJ Ha ChCTOAHUETY)
MPOAYKTH 3a IPOQHIaKTHKA.




4.2. Ho3upoBXa H HAYMH HA MPHJI0KEHHE

dmukcotun Uaxasiep ce Mpuaara HHXaJIATOPHO ¢aMo MNpe3 ycrara.

MMaupenTuTe TPSOBA Ja MMAT IPEIBU, Y€ HHXANATOPHHUAT (IIYTHKA30H NPOTIHOHAT Ce
H3M0JI3Ba 32 KOHTPOJ Ha 3abonaBaHETO H HE3aBHCHMO OT HaJIMY4KETO UM JIMNICATa HA CUMIITOMMH,
JeKapcTBOTO TpsAOBa J1a ce NpUEMa peXoBHO.

[IpennucaHata AHEBHA 7034 N0 BE3MOXKHOCT [a ¢€ MpHeMa B /(Ba IIPHEMA.

[Tpu mauKeHTH, KOUTO CE 3aTPYyAHABAT € KOOPAHHALUATA NIPH U3I0I3BAHCTO HA HNuxanepa,
DIUKCOTH MOXeE Ja ce IIpHJara ¢ moMOINTa Ha 00eMHa KaMepa 3a HHXaJIUpaHe.

Crenyaisy rpyliy NarieHTH:

He e HeoGx0aMMa IIpoMsHa B I03aTa [IPH TALMEHTH B HaNpegHalla Bb3pacT WiH [IpH TaKnBa C
6B0pevHO WIK YePHOAPOOHO YBPEKIaHE.

JHo3zuposka npu bponxuaina acmma

EdeKTHT 0T TepanuATa ce NpoABABa 4 -7 AHHU CJIEI HA4AIOTO Ha JICHCHUETO. IIpu naumeHTH,
KOHTO HeE ca Mpujiaraiyd HHXaIaTOPHH KOPTHKOCTEPOHAH MOXKE /1a CC HabnmogaBa rIpoMAHa B
CBLCTOSHUETO OLLE ciea MbPBUTE 24 Haca.

HeoGXOMMMO € MOBHINEHO BHIMAaHHME NpH NAlHeHT!, ChOOIaBaIllM 3a 0TC/Ia0Ball epEKT Ha
6Bp3oaeficTBalIisl GPOHXOAMIATATOP I HYXKJA OT IIO-4ECT NPHEM CHPAMO MPEANHCAHMH.

Jlo3MpOBKA IPH Bb3PACTHH ¥ Aena Haj 16 roauun: 100 mo 1000 pg nBa reTH JHEBHO,

Hauanrara 103a HHXaJIaToOpeH (HIIyTHKA30H IIPONKOHAT € IPSHOPBYNTE/IHO Ja CC ONIPE/ieiist B
3aBHCUMOCT OT T€KeCTTa Ha ChCTOAHUETO:!

- Jlexa dopMa Ha GporxuanHa actMa: 100 o 250 pg npa 0bTH JHEBHO.

- CpennoTexka popMa Ha GporxHanHa actMa: 250 10 500 pg ABa IbTH AHEBHO.

- Texxka hopMma Ha Oponxuanna actma: 500 1o 1000 pg nBa nbTH AHEBHO.

Clie TOBa A03aTa MOXE Aa ce MPOMEHHM A0 HOCTUTaHe Ha KOHTPOA BbpXY CHCTOAHUETO HJIH B
3aBACUMOCT OT HHAMBHIYAIHHS OTTOBOP KbM TEpAIIHATa MOXKE JIa €€ peaynnpa 10 MUHHMalHaTa
e(peKTHBHA J03a.

3a OPHEHTHPOBBYHO ONpe/IC/igsHe Ha MbPBOHAYAIHATA 1032 (DIHKCOTHI MOJKE J1a TIOCITYXHU
[IOJTOBMHATA OT JHEBHATA 0334 HA HHXaJaTOpeH OEKIToMEeTa30H AUNPONHOHAT HITH HETOB
eKBHBICHT.

Texkata popma Ha OpOHXHATHA aCTMa H3UCKBA PEXOBHA OLCHKA HA CHCTOARHETO MOPAjin
PHCK OT NeTased u3Xo. I1pu Tax e HeoOX0UM MPHEM Ha BUCOKH O3H HHXANIATOPCH (8x.4.2.) unu
nepopajieH KoprukocTepoun. IIpy BHE3AHO BIOIMABAHE HA CHCTOAHHETO MOXKE JIa CC HATIOXKH
oBMIIABAHE HA N03aTa Ha KoprukocTepouaa. OmHcaHOTO MOBHINABaHE Ha 03aTa TPAOBA Jia ce
HA3HA4YH OT JeKap.

Ipn neuna wag 4 ropuau: 50 no 200 g 1pa MLTH AHEBHO.

B MHOrO OT C/Iy4auTe Ha acTMa [P JcLa MOXe 1a Ob/Ic MOCTUTHAT AIEKBATCH KOHTPOI C
034 o1 50 g0 100 pg aBa mbTH JHEBHO. [Ipy NanueHTH, TPH KOWTO HE € IIOCTUTHAT 3aI0BOIMTCIICH
KOHTPOI C Ta3u JO3UPOBKA, IOKaYBaHETO HA J03aTa 10 200 pg ABa BTH JHEBHO MOXE Aa Obae OT
[10/132.

Hauasmuara 103a HHXanatopeH GpyTHKa30H [IPOTTHOHAT NPH ACLA Ce ONMPEless OT TEXKECTTa
Ha 3a00MABAHETO.

TTo3aTa MOXe Ja ce [IPOMEeHs [0 MOCTHTaHEe Ha a/ICKBAaTeH KOHTPOJ WM Jla ce HaMalABa 1o
MHHEMaTHaTa epEeKTHBHA 1033 B 3aBUCHMOCT OT HHAMBUAYANHUA OTFOBOP KbM TCPAlIMATA.

[Ipn geua Ha BLIPACT OT 1 710 4 roauHm:




Heo6xonuMo € pefoBHO HaOmoOAEHHE HA IPOMEHHTE B CHCTOAHHETO U PE3YIITATUTE OT
TepanuAra.

4.3. HporuponoxkazaHusn

CBpPBXYYBCTBHTEIHOCT KBM HSKOA OT ChCTABKHTE Ha MPOIYKTa.

4.4, Crnenuajanu npeIynpeKICHHUs U MPeaAna3ZHd MEpPKH NpH ynorpeda

JleueHHneTo Ha acTMaTa TPAOBa Ja ¢lie/iBa CThIANOBUAHA NporpaMa. [loBnusiBaHeTo Ha
manpeHTa TpaOBa Ja ce KOHTpOJIHpa KIMHUYHO U Ype3 QYHKIHOHAIHH HU3CICABAaHHS Ha RHINAHETO.

3acuneHara yrorpeba Ha Obp30AcHCTBAINA HHXANATOPRH [3,-arOHHCTH NIOKA3Ba BIOLIABAHE
Ha OpoHxuanHa acTMa. [IpenoppyBa ce Mpu Te3M YCJIOBHA 1a Ce IPOMCHH TEPaNCBTUIHUA I1aH Ha
nedeHre. BHE3anHOTO H IpOrpecHpalno BICIHIABAHE Ha KOHTPOJIA BBPXY 3a00/sBaHETO MOXE Ja
noseae 10 cMupT. [IpenopruBa ce nopHINaBase Ha 103aTa Ha KOPTHKOCTeporaa. l1pH mauueHTH ¢
IIOBHILIEH PHCK Ce NpenopbyBa exXeaHeBHO HabmoaeHHe Ha BE]I.

dyTHKA30H MPONHOHAT HE CE I0JI3Ba 3a OBJIaJgBaHe Ha NIPUCThIUTE. JIeKapCcTBOTO €
[IOKA3aHO 34 MPOABDKUATEIHO JIEUeHHe Ha 3a00BaHeTo. 3a OBlIalIBaHe NPUCTHIINTE Ha
6poHxHaTHA acTMa € HeOOXOIUMO IPHIOKEHHE Ha ObP30ACHCTRAINM HHXAIATOPHH

OpPOHXOAUIATATOPH.
[Ipx numca Ha OTFOBOP KbM TepanmuATa HWIK MPH TEXKH 000CTPAHUA HAa OPOHXHMANTHa acTMa Ce

NperophYBa MOBHIIABAHE 03aTa HAa HHXAIATOPHUSA (PIIyTHKa30H MPONUOHAT, KaTO IIPH
HeOOXOAMMOCT MOXE JIa C€ IIPHIIOKH CHCTEMHO JISUEHHE C KOPTUKOCTEPOHIH H/UNH aHTHOMOTHIIH
NpH HAJIMYKE Ha HHPEKIus.

Tps6Ba Aa ce MpoBEpH TEXHHKATa HAa HHXAIHPAHE HA MALHEeHTa, 3a Ja C¢ YCTAHOBH HAUTHIHETO
Ha CHHXPOH MeXAy BAMIUBaHe ¥ HHXanupaHe. [locturaneTo Ha CHHXPOH € OT rOJIEMO 3HAYCHHUE 3a
n06poTo pasnpeAeNicHUE Ha 1eKapcTBOTO B Oemus Apod.

Mo3xe aa ce pa3sBusIT HEXeNlaHU PeakiUy OT CTPaHa Ha UeIusa OPraHu3bM MPH NPHIOKCHHE
Ha BCEKH OT HHXAIATOPHHUTE KOPTHKOCTEPOHH, 0COOEHO NpH PHEM HA BUCOKH JIO3H 38 ABIIBI
epod OT BpeMe. Te3d peaKildu ce pa3BUBaT I0-4€CTO NPH NPUITOKEHUE Ha NePOpaNHU
kopTHKOcTEpoHH (BX. 4.9 Ilpenosupane). Be3MoXHHTE CHCTEMHH peakiMu BKmoysar Cushing
CHHIpPOM, CHMIITOMH, 10106HH Ha Te3u npu Cushing cHHApPOM, HaKOBOpeUHa cynpecus, 3abaBiHe Ha
pacTexa IpH Jelia ¥ IOJAPacTBAallH, HaMaJlIBaHe Ha KOCTHaTa MHHEpaIHa INTBTHOCT, KaTapaKkTa i
riaaykoma. Ilo Ta3n npuyKHa € BXXHO Jla Ce MpreMa Hal-HHCKaTa TepalleBTHIHA 1033 HHXAJIaTOpeH
KOPTHKOCTEPOH] 332 e)EeKTUBEH KOHTPOJI BbPXY ChCTOAHHUETO (BXK. 4.8 Hexenanu neKapCTBCHH
peaKuiiu).

[IpenopruBa ce peAOBHO HPOCICAABAHE HAa IPOMEHHUTE B PBCTA MPH JC1a Ha IPONBIKUTENHO
neyeHHe C HHXAJIaTOPHH KOPTHKOCTEPOHUJIH.

[Tps HAKOHM NaLMEHTH MOXE a CE€ YCTAHOBH NOBHIIECHA YYBCTBHTEIHOCT KbM €QEKTUTE Ha
HHXATATOPHH KOPTHKOCTEPOUIN B CPABHEHHE C PEAKIIHATA Ha MO-Tro/iMa YacT OT JICKYBAHHUTE JIMLIA.

B noseuero cirydan 1py NpUIIOKEHHE Ha (UIyTUKA30H IIPONHOHAT B PENOPBUYAHH JIO3H,
HaJO0BOpeunuTe GYHKIMA U pe3epB CE 3anasBaTt B peepeHTHH rpaHuid. IIpoMsaHara B CECTOSHHETO
B PE3YJITAT OT TEpaNHATa C MHXANATOPeH (IyTHKa30H NPOIMMOHAT, MOXE Jla JOBEAC N0 peaylHpaHe
Ha HY)XIUTE OT [IEpOpAIHY KOPTHKOCTEPOUIH. BBApEeKH TOBa, UMa BB3MOMHOCT 3a Pa3BUTUE HA
HeXeJIaHH peakiiH 3a H3BECTEH [IEpHO OT BpeMe, KaTo Te ¢a B pe3yJITat OT NPOBEACHA NIIH
UHTEPMHUTHPALIA TEPAINTHSA C NEPOPATHU KOPTHKOCTEpou . [Ipenopbyusa ce KIMHUYHA OLIEHKA Ha
HapylieHaTa HaaoeOpeyHa QyHKUMs, OpeIy a ¢ IPHCTHIN KbM TEpanus 3a HEHHOTO-ORJASIBAHE.

[Tpu coiemHy UK TTAHOBY Ollepalliy ¥ MaHUITYIALMM TPAOBA BUHATH X

BH3MOKHOCTTA 34 BIOIIEH OTIOBOP OT CTpaHa Ha HaA0BOpeka, KOeTo Haara j
OT MOAXOOAIIO KOpPTHKOCTEpOUAHO NeueHue (BXK. 4.9 [lpenosupane).

[Topaay pHCK OT HapylulaBaHe Ha OTroBopa OT CTpaHa Ha HaXOBOpeK:




IEPOPAIHH KOPTHKOCTCPOHTH KbM HHXATIATOPHO JieYeHHe ¢ QIyTHKA30H NPOMHOHAT, Ce IpeNophyYBa
OBHILICHO BHUMAHHE H PEAOBHO NpocieaABaHe Ha Haa0sOpeunaTa QyHKLHSL.

[Ipn nipeMUHaBaHe OT NEpOpaNHH KOPTUKOCTEPOUIH KbM HHXANATOPHA TEPAIIHA C
(pIIyTHKA30H IIPONMOHAT CE NMPENopbHYBA MOCTENEHHO PeAYLMPAHe K03aTa Ha [1epOPATHHUS
KOPTHKOCTEPOH . [IperopbuBa ce nanueHTHTe 1a HOCAT NpeAylpeJUTEIHA KapTa 3a Bh3MOXHA
HyXJa OT OOIIBJIHHTENIHA 103a OT KOPTHKOCTEPOUA NTPH YCJIOBHA Ha CTPEC.

o nono6en HaduvH NpeMUHABAHETO OT CHCTEMHA KBM HHXATIATOPHA TEPANHA C
KOPTHKOCTEPOHUJI MOXE J1a I0BEJE 1O NPOsIBa Ha MACKUPAHU aJleprHYHH CHCTOSHHUS KAaTO aJIeprUyeH
PHHHT HIIK €K3€Ma, YHATO H34Ba € ONIIa MOJATUCKaHa OT CUCTEMHUSA KOpTHKOocTepou,. [Ipenoprusa
C€ CHMITOMATHYHO JICYEHUE C aHTHXUCTAMHHOBH H/HJIH MPOJAYKTH 3a JIOKAJTHO IIPHIOKEHHE,
BK/TIOYMTEIHO JTOKAIHHA KOPTUKOCTECPOUIH.

JleyeHuneTo ¢ QIyTHKa30H NPONMOHAT He TpAOBa /a ce cnupa pA3Ko.

Crob1aBanm ca MHOFO PEeIKM clTy4al Ha MOBHILABAHE HYUBATA HA KPBLBHATA 3aXap
(Bx.4.8 Hexesanu nekapcTBeHu peakuuu). Toa TpabBa ga ce HMa nMpeaBH/; IPH NPeINMMCBAaHE Ha
NIEKapCTBEHHUs IPOAYKT Ha NaUEHTH C aHaMHe3a 3a 3axapeH AHaler.

[TonoOHO Ha APYTHTE KOPTHKOCTEPOHAN 34 MHXATATOPHO [PHIOKEHHE, Ce MPEnophyBa
[MOBHIICHO BHUMAaHME NPH NAMEHTH ¢ AKTHBHA WU NTaTeHTHA OenompobHa TyOepKyro3a.

Ilo BpeMe Ha HOCTMApPKETHHIOBOTO MPHIOKEHHE HA IPOAYKTA ¢a ChoOIaBany ciaydad Ha
KJIMHHYHO 3HAYHMH JICKAPCTBEHH B3aUMOJEHCTBHA NIPH ITALIUEHTH, JEKyBaHH ¢ pnyTHKa3oH
MPONHOHAT U PHTOHABHD, KOETO BOAY IO CUCTEMHH KOPTHKOCTEPOUIHK €(DEKTH, BKIFOYHTEIIHO
Cushing cHHAPOM M MOTHCKaHe (PYHKUUATA Ha HanOBOpeuuTe. [Topaan Tasu pUuanHa
eXHOBpPEMEHHATa yiioTpedba Ha QIyTHKa30H MPOMUOHAT ¥ PHTOHABUDP TpaOBa Aa ce u3bsrasa, ocseH
_ aKO IIOTCHIHAIHATA [10J132 3a IalIMEHTA HAABUILIaBa PUCKA OT CHCTEMHH KOPTHUKOCTEPOUIHYU
HeXEAaHH PeaKIHH.

4.5. B3anmopgeicTBHe ¢ APYrH JIeKAPCTBEHK NPOAYKTH H APYrd GopMH HAa B3aUMOAeHCTBHE

OOHMKHOBEHO Cie[l HHXANATOPHO IIPUIIOKEHHUE C€ JOCTHraT HUCKH KOHUEHTPAUHH Ha
(p1yTHKA30H IPOMIMOHAT B I1JIJa3MaTa, KOETO CE€ ABJDKH Ha €KCTEH3HBHUA METab0HU3BM HA ITBPBO
NMPEMHUHABGHE H BHCOKHA CHCTEMEH KIUPBHC, MEAHHKPaH oT HHTOXpoM P450 3A4 B yepsaTa u yepHUS
Apo0. Cle0BaTEAHO, KIIMHUYHO 3HAYUMH JIEKAPCTBEHH B3aHMOJECHCTBHS ¢ YYACTHETO Ha
¢b1yTHKa30H [PONMHOHAT Ca MATIKO BEPOSTHH,

B enHo npoyuBaHe Ha JCKAPCTBEHHUTE B3aVMOACHCTBHs NIPH 3/IpaBH JIMIIA € YCTAHOBEHO, Y¢
pUTOHABHD (MoILeH UTOXpoM P450 3 A4 uaxubuTOp) MOXKE 3HAUMTEIHO JIa ITOBHIIH IIIa3MEHMUTE
KOHUCHTpALUH HA QJIYTHKA30H NPOIHOHAT, KOSTO BOJH JO YYBCTBHTENHO IOHMKABaHE Ha
CEpPYMHHTE HHBA Ha KOpTH30JAa. |10 BpeMe Ha NOCTMapKeTUHIOBOTO MPHIIOKEHHE HAa TPOAYKTA Ca
CchOOHIABAHM CIIy4aH Ha KITMHUYHO 3HAYUMH JIEKApPCTBEHU B3aHMOACHCTBHA IpH NAllHEHTH,
NleKyBaHH C qUIyTHKA30H NPONHOHAT U PUTOHABHP, KOCTO BOAU A0 CHCTEMHH KOPTHKOCTEPOUIHH
epexTH, BKIOIUTENHO Cushing CHHAPOM M noTHCKaHe pyHKuuMsATa Ha HapbwOpenute. [Topany Tazu
[pUYMHA €IHOBPEMEHHATa yrnoTpeba Ha (iIyTHKa30H NPOINHOHAT H PUTOHABHP TPAOBa Aa ce u30sTRa,
OCBEH aKo MOTCHIHATHATA MOJI3a 32 NAMEHTa Ha/[BHIIaBa PUCKA OT CUCTEMHH KOPTHKOCTEPOUAHH
HEXCJIAaHU pEaKHHH,

B npoyyBaHus Ha JIEKapPCTBEHMTE B3aUMOIEHCTBUSA € YCTAHOBEHO, Y€ APYrid HHXHOHTOPH Ha
nuToxpoM P450 3A4 BoaaT 00 He3HAYUTENHY (EPUTPOMHMIUH) U MANKK (KETOKOHA30J1) YBETNYEHMS
Ha CUCTEMHATa €KCITO3UIMA Ha QuIyTHKA30H IIponuoHat 0e3 3abene)xHMo NOHMKEHHE Ha CEPYMHUTE
KOHUCHTPAKH Ha KOPTH30J1a. BENpekH TOBA ce MpenopbyBa 0COOEHO BHUMAHUE MPU €THOBPEMEHHO

¢GbIYTHKA30H IPOMHOHAT.




4.6. DbpeMeHHOCT H KbpMEHE

bpeMeHHOCT

Hama noctaThbyHO AOKA3ATENCTBA 32 6€30MacHOCTTa OT IPHIIOKEHHUE HA (JUIyTHKA30H
MPONHOHAT O BpeMe Ha OpeMEeHHOCT NpU YoBeKa. [1pu penpoayKTHBHE HU3C/ICABAHKA MIPH XKUBOTHH
CE YCTAHOBABAT HEXENIaHH e(EKTH, XapaKTEPHU 3a NIIOKOKOPTHKOCTEPOHIH CaMO Clie]l CHCTEMHO
IPHIOKEHHE Ha 103U, MHOTOKPAaTHO HAABHINABAIIY IPENOPHUBAHATE TEPANICBTUIHH IIPH
UHXAJIATOPHO NpHJIoKeHue Ha GuayTnkaszoH nponuonart. He ce yctaHOBsIBa TOKCHYHOCT BBPXY
[EHOMA IIPH MPOBEACHUTE TECTOBE 3a MYTareHHOCT,

Bripeku ToBa, KakTO IIPH BCHYKH APYTH JIEKApCTBA, IO BpeMe Ha OPEMEHHOCT (DIyTHKa3OH
IPOIIHOHAT CJIe/IBa Jia CE MpUJiara camo aKo 04aKBaHaTa I10Ji3a OT JICYCHUETO Ha ManKara € 1o-
rojisMa OT Bb3MOXHHA PUCK 3a ILIOJA.

Kspmene
He ca npoBexaaHi H3CHEABAaHUS 32 CKCKPETUPAHETO Ha (pIyTHKA30H NPONHOHAT B KbpMara

py YoBeka. IIpn JocTUraHe Ha M3MEPHMH MIa3MCHH HHBA Ha MPOIYKTa, CiIe] IOAKOXHO
NpHIcKeHHe [IPH KbpMeld n1abopaTopHu IUTEX0BE, (UIyTHKa30H MPOMHOHAT CE€ YCTaHOBSBA B
kbpMata. Cliell HHXanaTopHO NPHJIOKEHHE Ha (QyTHKa30H NPONHOHAT B TEPANEBTHYHH J03H CE
04YaKBaT HHCKH IUIA3MEHHM KOHLICHTPALHH,

4.7. EdexTn BbpXy cnioco0HOCTTa 32 HIopHupane n padoTa ¢ MAIIHHHA

He ce ouakBa QJIyTUKA30H IIPOIIMOHAT 13 BOAU JO TAKHBA,

4.8. Hexenann IeKAPCTBECHH PEAKIIHH

HexenaHuTe nekapcTBEHH peaklMM ca H30poeHH Mo-A0J1y CIopes CHCTEMO-OpraHHATa
knacuuxanus u abcomorHara YecToTa. Yecrorara ce AepuHHMpPa IO CIEAHNAS HAYNH: MHOI'0 Y€CTH
(= 1/10), uectu (= 1/100 u <1/10), ue gectn (= 1/1 000 u <1/100), peaxu (= 1/10 000 u <1/1 000) n
MHoro peakd (<1/10 000), BKIIOUHTENHO eAMHHYHH CHOOIIEHHA. MHOIO 4€CTHTE, YECTUTE U HE
YEeCTHTE HEXEJIaHH JIEKAPCTBEHH peakKuui OOMKHOBEHO C€ ONPENE/IAT OT JAHHUTE OT KITHHHYHHTE
H3NHATBAHUA. PEAKHTE H MHOTO PEAKHTE HEKENAHH JIEKAPCTBEHU PEAKIIMH B ITIOBEYETO C/IYYau ce
M3BEJECHY OT CIEAPErHCTPAllAOHHH JaHHH (CIIOHTAaHHHUTE ChODIIEHHUST).

Nndexiinu 1 HABA3ZMN

Mmuoro 4yectn: Kangnzo3a Ha yctara ¥ I'bplioTo.

[Ipy HAKOHM MalMEHTH CE OMKCBA NOABAa Ha KaHAK/03a Ha ycTara ¥ rbpaoTo. M3nnaksasero
HA yCTaTa ¢ BOJA CJIe]l HHXAIMpaHe MOXE [a OIPaHHYH TE3H IIPOABH IIPH ITOBEUETO nanueHTy. [lo
BpEME Ha JieueHHe ¢ (UTyTHKa30H IIPOIHMOHAT, CHMIITTOMaTHYHATa KAHTH /1034 MOXKE JIa Ce JICKYBa ¢
NOKAJTHY NPOTHBOIEONYHU MPOIYKTH.

HapyimeHusi B MMYHHATa CHCTEMa
Joknaasat ce peaKIiHi Ha CBPbXYYBCTBHTEIHOCT, KOUTO CE IIPOABABAT MO CIEAHUA HAYUH:

He gecti: Peaklipi Ha CBPBXYYBCTBHTEIHOCT OT CTpaHa Ha KOXKaTa.
MHoro peaku: AdruoeeM (IJ1aBHO Ha JIMLUETO WK OpodapUHTealicH OTOK), IHXATe/HH
CHMIITOMY (IMCHHEA W/ MK OPOHXOCNa3bM) ¥ aHaPUIAKTHYHM pEeaKiiiH.

Hapvmienus B eHAOKPHHHATA CHCTEMA
0

Bn3MoxHUTE cHCTeMHU ebeKTH BKIOYBAT (BX. 4.4 Crnenuandy npgd s
CIIellHaIHM MpeAIIa3Hu MEPKYU NpH yroTpeda): '

— .
[ | r

Muoro peaxu: Cushing CHHAPOM, CUMIITOMM, TOJOOHH Ha TE3X
NoTHCKaHe QpyHKIUATa Ha Haa0B0peuHuTe Kile3n, 3abaBsgHe Ha pacTexa Wt Ge



HaMaJIIBaHe Ha KOCTHATa MMUHEPATTHA IIBTHOCT, KATAPAKTa, IJ1ayKoMa.

Hapymenus B MeTa00JH3M2 H XpAHEHETO
MHuoro penkn: XunepriukeMusl.

HenxHaTpH4iaM HapyIeHusd:

MHoro penku: TpeBoKHOCT, HapyLICHHS B CbHSA H MOBEACHYSCKH IIPOMEHH, BKIIHOUYHTEITHO
XHUIIEPAKTHBHOCT ¥ pa3Apa3HUTENHOCT (IPeIUMHO NpH Aela).

Hapymenns B THXAaTEJIHATA CHCTEMA, IPbLAHNA KON H MEIHACTHHYMA
Yecru: JlpezraBocT Ha rinaca.

ITpH HgKOM MALMEHTH MPUIOKEHUETO HA HHXAIATOPEH (PJIyTHKA30H IIPOIIHOHAT MOXE Jia
NOBEE 0 APE3raBoCT B riaca. M3nnakBaHeTo Ha ycraTa ¢ BoJa Clell MHXaIMpaHe MOXe Ja
OrpaHHYH TE3W MPOABH.

Muoro peaku; ITapagokcaneH GpOHXOCIAa3bM.

KaxTo npy HHXalIaTOpHOTO NMPHIOKEHHE HA APYTd NPOAYKTH € Bb3MOXHO J1a C€ pa3sBUe
napajgokcaieH OpOHXOCNa3bM C yBEe/IHYaBaHe Ha XPUNITEHETO BEAHArA CJIC/l IPHUIOKEHUETO Ha
no3ata. Tasu peakuus TpAOBa 1a ce TpeTHpa He3abaBHO C MPHIIOKEHHUE Ha OBP30AcHCTBALL
HHXxajnaTopeH Opouxomuiararop. [Ipuemst Ha QIIyTHKa30H NPONKHOHAT TpAOBa BeJHara na 0s1e
npeycraHoBeH. HeoOxonuMo € na ce HallpaBH OUEHKA Ha ChbCTOSHUETO Ha NIalleHTa H IIPH
HeoOXOUMOCT Aa ce OOMMCIIH AITCPHATUBHA TeparnHsl.

HapynieHnst HA KOXAaTa H NOAKOKHATA THKAH

YecTH: KpBBOHACIIAHUA.

4.9. Hpenozupane

IIpu3zHany ¥ CHMOTOMH

CnyyaiHOTO MHXaMpaHe Ha (PIIyTHKa30H IIPOIIMOHAT B JO3H, IO-BUCOKY OT TEPANEBTUIHHUTE,
MOJKE JIa OBEJE A0 BpEMEHHA CYNPEcus Ha XHIIOTaNaMo-XUNnoPpu3o-naaop0petnara oc. B tezu
CIIyYaH HE Ce Hajara crneurHo jedeHue. HopMannara pyHKIUA Ha HaaObOpeuHHnTe HUIIe3H
OOHKHOBEHO CE€ BB3CTAHOBABA B NMIEPHO/L OT HAKOJIKO JHU. BE3MOXKHO € 3HAYUTC/IHO IIOTHCKAHE Ha
OYHKUMATA Ha Kopara Ha Haa0BOpeyHUTE XUIe3M NpH ynorpeba Ha No-BHCOKH OT OA00penHTe 103K
3a HO-ALILT IepHox oT BpeMe. ChoOIMaBaHH ca MHOTO PEJIKH CIy4ad Ha ocTpa Haa0bp0pedyHa Kkpusa
[IpH ACLA, IPHEMATH NO-BUCOKH OT oAoOpenuTe 1031 (obukHoBeHo 1000 pg nnu nosede ot 1000 pg
[HEBHO), 32 IPOIB/DKHTEIIEH MEPHO OT BpeMe (HAKOIKO Mecena Uiy roaunu). Habmoaasanu ca
XHUIIOTJIMKEMHUS ¥ IIOCNEACTBHUA OT HapylleHHe Ha Chb3HAHUETO /WM rppyoBe. CUTyallHHTE, KOUTO
NOTCHIMAIHO OHXa MOTJIM [1a OTKIIIOYAT ocTpa HaAOBOpeyuHa KpH3a, BKIIOYBAT MPETHPNsABAHE HA
TpaBMa, XHpYyprudecka HHTEpBEHINSA, HHOEKINA Win OBp30 HaMaldBaHe Ha [03aTa.

Jleuenue
[TauueHTHTE, IOTy4YaBally 0-BHCOKH OT 000peHuTe 1034, Tpa0Ba Aa OBIAT NpocIeasBaHu
BHHUMATEJIHO U JO3HPpOBKaTa fla ObA¢ HamalsiBaHa MOCTENEHHO.

5. PapMaKoJOrd4YHU NAaHHH

ATC xoa: RO3BAOS




3.1, dapmakogHHAMMYHHY CBOHCTBA

Mexanu3bM Ha AeficTBHe

[Ipu nHxanatopHo MpuoXeHHe B PENOPLYAHH NO3H ()ITyTHKa30H NPONMOHAT NIPUTEKABA
CHJICH TTTIOKOKOPTHKOH/ICH IPOTHBOBB3NaNuTeNncH edekr BopXy Genus npo6. Toba Boau hile)
HamaIgBaHE HA CHMIITOMHTE H 000CTPAHUATA Ha OPOHXHAIHA aCTMA.

3.2, MapMakoKHHCTHYHM CBOMCTBA

Pezopbmun

AOCOmoTHaTa OHOHATMYHOCT Ha (ITYTHKA30H HPOIMOHAT 33 BCAKO OT H3CACABAHHTE
HHXQIAaTOPHH YCTPOHCTBA € OHJIa OLleHEHA YPEe3 CPaBHEHHS B H MEXY IPOYIRaHHS Ha
HHXATATOPHHUTE 1 HHTP2BEHO3ZHUTE (JapMaKOKMHETHYHH aHHU. [Ipu 31pasw BB3PacTHH WHIHBHAM
abco/moTHaTa GMOHANHYHOCT Ha (IIYTHKA30H nponuoHar € onpeneneHa 3a Diskus (7.8%), Diskhaler
(9.0%) n Inhaler (10.9%) pecnexrusuo. INpn naunenty ¢ actma wim XOEBE e HadmomaBaHa mno-
RHCKa CTCTICH Ha CHCTEMHO M3JIaraHe Ha HHXalaTopeR QIIyTMKa3oH nponuoHar. CHeTeMHaTa
pe3opOuus ce ocuIeCTBABA TPEAHMHO B OelTHs Apo0, KaTo B HaYalnoTo € 6up3a, a Cjlel ToBa -
NPOABIDKHTENHA. OCTATHKBT OT HHXallaTOpHAaTa 103a MOXKeE J1a Ce NPEriIbTHE, HO TOBA JOIIPHHACA B
MHHHMaiHa CTENCH 32 CHCTEMHATA €KCIIO3UUMA IOPaqu HUCKATA Pa3TBOPUMOCT BHB BOJA H
NPEICHCTEMHIA METabONM3BM U JaBa B PE3yJITaT [lepopaiHa OnoHamA4HOCT, Mo-Maika ot 1%. C
[TOBHIIABAHETO Ha HHXAIMpaHarta K03a ce HabMo/1aBa IMHERHO MOBUIIABAHE HA CHCTEMHATA
EKCIIO3ULHS.

Pasnpegenenue

DIyTHKa30H NPONMHOHAT UMa ronsM o6eM Ha pasnpeneyieHue B CTabIIIHO ChCTOSHHE, steady
state, (mpubnusuTenno 300 1). Ceup2BaneTo ¢ miasMeHuTe MPOTEUHH € B YMEPEHO BHCOKA CTereq
(91 %).

MeTtaboam3bsm

(DiTyTHKa30H NPONHOHAT Ce ENHMMHHHPA 33 KPATKO BpEME OT CUCTEMHATa [IUPKYIALUITA,
[IpEINMHO KaTo Ce METAaDONMU3UPa 10 €AUH HEaKTHUBER MeTaboIHT HAa KapOOKCHJIHATA KHCENMHA OT
eH3uMa HHTOXpoM P450 CYP3A4. IlpenopnyBa ce NOBHIIEHO BHUMAHME IpY €AHOBPEMEHHO
[IPHIIOKCHUE HA H3BECTHH HHXHOHTOPH Ha en3uMa CYP 3A4, 1oit kato Te Morar aa OOBEAAT N0
[IOBHINIABAHE HA CHCTEMHATA CKCHO3MUKS HA (UIyTHKA30H IIPOITMOHAT.

[lo-mManko ot 5% ot no3ara ce exckperupa B ypHuHaTa rnaBHO Kato Metabonuti. OcHOBHATA
4aCT OT [03aTa C€ €KCKPETHPA BBB (PeKaTUUTE KaTo MeTaboIuT WK HEMPOMEHEHO NIEKapCTBEHO
BEILECTBO.

EaumMunupane

EnumuanpaneTo Ha Gy THKa30H IPONHOHAT ce XapaKTCPH3Kpa ¢ BUCOK IJIa3MEH KITUPBHC
(1 150 ml/min) u kpaiino Bpeme Ha nnasMen MMOJTY)KHBOT 8 4aca. beOpeunusr knupwHe Ha
(byTHKA30H IPONHOHAT € MPeHeGPEKUMO HACHK (nmo-manxo ot 0,2 %) u no-manko or 5 % nox
(popmaTa Ha MeTabOIuUT.

5.3. IlpeaxIuHMuUYHHA AaHHHU 32 GE30MACHOCT

IIpu npoBeseHy H3CIEABARNS 332 TOKCHYHOCT Ce YCTAHOBABAT HEKENAHH PEAKIIMU, THIIMYHH
>4 MOIIHUTE KOPTUKOCTEPOUAM CaMO NPH MPUEM Ha [03H, MHOTOKPATHO HAJBHIIABALIK
TepaneBTHHATE. He ce ycranospat 3HaunMu epexTr npu MPOBEICHH TECTOBE 32 TOKCHYHOCT C
HOBTAPAINH 03K, U3C/ICABAHHS 33 TEPATOTEHHOCT HIIH PENPOAYKTHBHA CIIOCQH e —

[1pn ycnoBus in vitro u in vivo He ce ycTaopspa MyTareHHa aKTHE ¥
nponnoHar. He ce ycraHoBsiBa kanueporeHeH moTeHIMan HA poayKTa M LDy

1a00paTOpHH XHBOTHH JEKAPCTBOTO HE BOIU A0 Jpa3zHEHE B CEHCHOUNH:




6. PapmaueBTHYHH JaHHH

6.1. CnuchbK HAa NOMOMIHHTE BEMEeCTRA

1,1,1,2 rerpadnyoperan (HFA134a unu Hoponypan)

6.2. HecbBMecTHMOCTH

He ca onucanu.

6.3. Cpox Ha roagocr

2 TOXHHH

6.4. Croeumaanu ycioBHs 3a chXpaHeHHe

Gnukcotun 50 Uuxanep tpabaa na ce ChXpaHsBa NpH TeMmuepatypa nozn 30°C.

/la He ce 3ampasspa. Jla ce na3u OT npsKa CIIbHYEBA CBETIINHA.

Kaxro npu noseyero UHXANATOPHH NPOAYKTH B OMAKOBKA I1OJ HAJIATraHe, TepaneBTHYHHAT
e(EeKT Ha TOBA JIEKAPCTBO MOJKE 1a HAMAIIEE, aKO ONAKOBKATA e CTYIEHA.

KontelinepsT He Tpa6Ba 1a He ce npobGusa, HYIIH WK U3Taps, JOPH aKO BHAMMO € Mpa3scH.

6.5. Jlamum 3a onaxoBKaTa

BropuuHa onakoBka: KaproHeHa KYTHA.

IIspBHYHa omakoBKa: KoHTelHEp OT anyMHUHUIL. ATYMHHHEBHAT KOHTERHED € 3aleyaTaH ¢
A03HUpaina I1oMIIa — Kiara 1 € oCTaBeH B MIacTMacoBO YCTPOHCTBO ¢ pa3npbCcKBaila Jr03a,
aruIMKaTop 3a YCTa M 3allMTHA Kanayka.

KonngecTBo B eqna onaxoska: 60 HHXANaTOPHH 103H; 120 uuxanaTopHu D03M.

He Bcuuku BHOOBE 0nakoBKH mMorar aa 6baar ITYCHATH Ha nasapa.

6.6. Crennannm npeanaszam Mepku NpH H3IXBLPJAsHE/H paboTa

liposepka Ha Muxanepa:

Ilpenn na n3nonssare Unxanepa 3a 'bPBH ITBT WK aKo BamusTt Muxanep He e 6u
H3NOJI3BaH B MPOABIDKCHUE HA €THA CEMUIIA WIIH TIOBEYe, OTCTPAHeTe KaayKkaTa Ha aIIHKaTopa 3a
ycTa Hpe3 BHUMATEIHO CTHCBAHE OT ABETe # CTpanwm, paskiatete Muxanepa noOpe U npbcHeTe enuH
T BBB BH3/yXa, 3a [a Ce yBepure, ue paboTH.

H3noyspane Ha Muxanepa:

I) OrcTpanerte xanauxata Ha alJIMKaTOpa 3a ycTa 4p€3 BHUMATEJIHO IPUTHCKAHE OT ABETE
CTpaHH

2) Ilposepere OTBBLTPE U OTBBH Nuxanepa, BKIIounTe THO aIlINKaTopa 3a ycTa, 3a HAlHYde HA
pa3xnabeHu 4acTH/CBOOOAHH YaCTHIIH.

3) Pasknarere HMuxanepa no6pe, ¢ koeto na OCHTYPHTE OTCTpaHABAHE Ha €BEHTYAIHH
CBOOO/IHH JaCTHIIM M PaBHOMEPHO CMECBaHe Ha ChABPKAHHETO.

4) Hpwvxre Uuxanepa MCIKOY IPBCTUTE M TaNIeHa, KaTo NnalicHa nocragere IOy 1ox

arIMKaTopa.
J) M3auwmaiite KONKOTO € BB3MOXKHO H €] TOBA MOCTABETE HAKOHEHIKA R ycTara CH

MEXIY 350HTE H 3aTBOPETE YCTHH OKOJIO HETO, 6€3 1a ro 3aXarBaTe.
6) Bennara, cnex kato sanounere paumBaHeTo ITpE3 yCTaTa HaTHCHETe BHXAHa KihyiRpe
3a 1a BIPbCKaTe QUIyTHKA30H IPOMMOHAT, IOKATO BANMIATE IPOIBIIKE 4 | * - ~ ‘
7) lokato 3aaspxate IpXa CH, H3BaJeTe Wuxanepa ot ycrata 0 Maxuges @ ¢ iy
= | it iy

WMuxanepa. 3anprexre AbXa cH OKATO BH € BB3MOXKHO,
8) Ao TpsbBa na noemere noseve Ha Gpol 103K, 33/1pBKTe MHxanepa §




[IOJIOBHH MUHYTA, CJIEJ KOETO [IOBTOPETE NSHCTBUATA OTT. 3 O T. 7.
9) BbpHeTe Ha MACTO KanaykaTa Ha arIMKaropa 3a yCTa 4pe3 [UIBTHO HATHCKAHE /10
HIPAKBAHETO H.

BAJKHO! He 6np3aiite npn H3nbaHEHHETO Ha OelCTBUATA OT TOYKA 5, 6 H 7. BaskHo e na
3aII09HETE 14 THIIATE KONKOTO € Bh3MOXHO M0-0aBHO TOYHO NIPEAH MHXATMPAHETO. Y npaXHIBaliTe
CC NIpEA OrNEAAIO ITBPBHTE HAKOJIKO MBTH. AKO ClIel HHXAJIHPAaHe BUAUTE KAYKHIIHA 10 Bamus
HMuxasnep niu 0OTCTpaHy MO YCTHHTE cH, TpaAOBa A2 ITOBTOPHUTE HpHEMa OT T. 2.

Axo Baumsr nexap Bu e nan uncrpyxuuu 3a ynorpeta Ha Huxanepa, paznuyHu ot
OMUCAaHKTE, MOJIA CNa3BanTe r'd BHUMarenHo. Mudopmupaiite ekaps npu b3auksane Ha npodbnemu.

Jlena:

Marnkute feua MoXxe a HMAT HYXJ2 OT IOMOLI IPY M3MOI3BAHETO Ha Muxanepa u na e
HeoDX0MMMO BB3pacTeH aa 3aaeiictea Maxanepa BMecTo Tax. Hacwpuere gerero na n3guima u
3ajieHcTBaiTe MHXaNepa TOYHO KOraTo 3aoyHe 1a BAHIIBA. YIIPaXKHABANTE CE 3ae/HO. IIpu mmo-
FOJEMH A€Ua U [P MALMEHTH ChC C1a0H MYCKYJIM Ha PBIIETE ce Npenopbusa MHxanepsT na ce
AbPXKH € ABETE phle. /IBaTa nokasanena tpsabBa Ja ce HOCTABAT HA BbpXa Ha HHXallepa, JOKATO
ABaTa [AJIEua ce XppXKaT BbPXy OCHOBaTa MOJ all/TMKaTopa 3a yCTa.

IlouucTRane:

Bawnsat Maxanep Tpabea ga Ob1e OYHCTBAH MOHE BEAHBXK CEAMHYHO MO CICHHUS HAYHH:

1) M3Banere MeTanHus KOHTERHED OT IHACTMACOBATA YacT Ha Muxanepa u orcTpanere
Kalaykara Ha aljIMKaTopa 3a ycra.

2) M3inaxHere miacTMacoBaTa 4acT M KaaykaTa Ha alIMKaTOpa B TOILIA BO/IA.

3) OcraBeTe 'M a M3CHXHAT Ha CYXO U TOILIO MacTo. He ru HarpsBaire.

4) OTHOBO MOCTaBETE Ha MACTO METAIHHS KOHTEHHED M KanadKara.

BrB BozaTa MoXe Aa ce MocTaBU cnab JeTeprenT WK pa3TBOP OT THHA HA T€3H 3a H3MUBAHE

Ha OyTHJIKH 3a XpaHeHe Ha 6ebera (moTbpcere chBeTa Ha dapMmaueBT). Ciieql TOBa H3IIaKHeTe
0OHMIIHO ¢ 4uCTa BoJa ipean noxacymasane. HE [TIOCTABSIUTE METAJIHUSI KOHTEMHEP BLB

BOJA.

7. Hime 1 anpec Ha NpATEKATEJIA HA pa3pelieHHETO 32 YIHOTpeba

Codapma AJ],
yil. Unuencko moce 16,
Codus 1220, Beirapus

8. PerncTpanuonen Homep B perucrnpa no 4. 28 3JIAXM
20020594

9. JaTta Ha nbpBO palpewiaBaHe/NOJHOBABAHE HA Pa3pelIcHHETO 32 ynorpeba

Hata Ha mepBo paspemenue: 17 mait 1994 .
Jlara Ha nocneano nogroBsBasne: 17 centemspu 2007 .

10. JaTa Ha akTyaIM3HpaHe HA TeKCTa




