KPATKA XAPAKTEPUCTHKA HA IPOAYKTA
/30 [0k

1. HUME HA JEKAPCTBEHHSA ITPOAYKT
®ocrep Hekerxaaep 100 mukporpama/é MHMKpOrpaMa/ WHXanalus, npax 3a MHXanawLus

L6/ 1747 /7 2248

Foster NEXThaler 100 micrograms/6 micrograms per inhalation inhalation powder 04, 1. BN

2. KAYECTBEH H KOJIMYECTBEH CHCTAB

Besika Bripbckana 103a (ot no3zaropa) ot 10 mg npax 3a HHXaJlalMs CbIbpiKa:

100 mukporpama GeknomeTason IMIPONUOHAT Ge3BOEH (beclometasone dipropionate anhydrous) u 6
MUKporpama gopmorepon dymapar auxuapar (formoterol fumarate dihydrate).

ToBa e exBHBaNeHTHO Ha KOcTaBeHa m03a (Ho3aTa, 0CBOGONEHA OT MYHJIYKa), CbOTBETCTBAILA Ha
81,9 Mukporpama GekJIOMETa30H AMMPOMHOHAT GEe3BOeH M 5,0 mukporpama dopmotepon ¢ymapar
IHXHIPAT.

[TOMOLIHO BELIECTBO C M3BECTHO AelCTBHE:
BB Besika MHXANaLMs ce chabpikar 9,9 mg JIaKTO3a MOHOXHUJIPAT.

3a NbJIHUSA CMMCHK HA MOMOIHHTE BELUECTBA BHIKTE TOUKA 6. ] .

3. JIEKAPCTBEHA ®OPMA

[lpax 3a uHxanaums.
MHOro/1030BHAT HHXANATOP CHABPKA G5 UM IOYTH BsT npax.

4. KIMHUYHU JAHHH
4.1 TEPANEBTHYHH MTOKA3AHUSI

ACTMA

®ocrep Hexcrxanep e nokasas 3a peJoBHO JIeueHHe Ha aCTMa, KOTaTo e noaxolAua yrnorpefara Ha
KOMOMHHPAHH JIEKapCTBEHH NMPOLYKTH (MHXANaTOPHH KOPTHKOCTEPOU/IM U 6eTa 2- arOHUCTH
CNPOAB/DKUTENHO NeHCTBHE) TIpH:

- TALHEHTH, KOUTO HE CE KOHTPOJIMPAT aeKBATHO OT MHXANATOPHH KOPTHKOCTEPOUIH HITH
MHXANaTOPHH O€Ta 2« ArOHHCTH C KPaTKOTpaifHo JeiicTBHe, NPHIIAraHy NpH HeOOXOAMMOCT HIIH

- MALHEHTH, KOUTO BEYe Ca KOHTPOIHMPaHH aJeKBATHO OT KOMOWHALIMATA HA WHXANATOPHHU
KOPTHKOCTEPOHAH WM HHXAIATOPHH OeTa »- arOHUCTH C MPOABIKUTENHO IeHCTRUE.,

®octep Hekcrxanep e nokasau 3a ynorpeba NPH Bb3PACTHH.

XOBb

CHMIITOMATHYHO JIEYCHHE HA MALMEHTH C TEKKA XPOHHYHA obcTpykTHBHA GenompobHa
Gonect, XOBB (®EO, < 50% or ouakeauus HOPMAJI€H) M aHaMHE3a 3a MHOTOKPATHH
ex3auepbalii, KOMTO HMMaT M3Pa3eHM CHMITOMH, BBIPEKH DENOBHOTO JGYEHHe C
IBJIrOAeHCTBAIIM OPOHXOANIATATOPH.
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4.2 1o3upoBKa H HAYHH HA NPHJIOKEHHE
®ocrep HekeTxanep e npennasnagen 3a MHXAITATOPHO MPHIOKEHHE,

ACTMA
@octep HekcTxanep He e NpeHa3HAueH 3@ HAYATHO JIEYEHHE HA ACTMA..

Hosuposkara Ha Docrep Hekcrxanep e uuamemayanuma u TpsabBa na Gvae nombupana criopen
TexecTra Ha 3abonsaBaHero. Tosa TpsaGBa ma ce uMa MpPeBH, KAKTO KOraTto 3ano4pa JIEHeHHe ¢
KOMOHMHHpaHH NpPOILYKTH, TAaKa M KOraTo ce noxbupa no3arta. AKO MHAMBHAYANHHAT MALMEHT Ce
Hy¥X[ae OT KOMOMHALIMA OT [I03H, Pa3liM4HH OT JO3UTE B KOMOHHUpaHUA WHXanaTop, TpsbBa ja ce
OPeAnnIIaT aNeKBaTHH J03H OT OeTa;-aroHHCTH W/WIH KOPTHKOCTEPOUIM 4Ype3 HHIAMBHIYaHH
HHXaJIaTOPH.

[Topann crieunduxara npu pasnpenenenuero ua eKCTpaHHHUTE YacTHUM, ce Hanara aXKyCTHpaHe
(mprcriocobsBane) Ha n03aTa B CIIyYauTe, B KOWTO MALMEHTHTE MPEMHHAT OT JIEYEHHE C JIeKapCTBeH
TIPONYKT, ChABPKALL HE-CKCTPAQMHM YaCTHIM KBM JleueHue ¢ ®ocrep Hekcrxanep, npax 3a
vHXxanauus. [Ipy npeMuHaBaHe Ha nauWeHTHTe OT MPEAXOIHH feueHHs KbM Neuenue ¢ Doctep
Hekcrxanep cnensa na ce orumrta, e mpenopbysamata obwa aHesHa nosa Ha GeksoMeTasoH
Aunpormonar 3a Qocrtep Hekcrxanep e no-HMCKa OT Tasd Ha GeKIOMETa3oH JMIIPOTIHOHAT —
CHALPAAIIHA TIPOAYKTH C HE-EKCTpa (MHM HacTHLM, H Ts Tpi6Ba Aa ce azanTHpa KbM HYIUTE Ha
OTAenHuA mauneHT. He ce Hanara axycTHpaHe Ha 103aTa [PH MALMEHTH, KOUTO OT JedeHHe ¢ Docrep,
pa3TBOp 334 MHXalaluWs MNOJA HAIATaHE NPEMHHABAT HA JIEUeHME C @ocrep Hekcrxanep, npax 3a
HHXAJIaLHs,

ChluecTByBaT 1Ba TepaneBTHYHH MOAX0aA:
A. Mopnbpxawo neuyenne: GOCTEP ce NpHEMa KaTO PE/IOBHO MOAABPKALLO JeYeHHe Ha
acT™a, punaraH ¢ otieneH 6sp3o — aeiicTpain Gpouxoaunaratop “npu Hysxka”.

b. Tomabpaxamo u obnekuaBamo seuenme: GOCTEP ce NpHeEMa KaTto  penoBHa,
MOIbprKaLla Tepanusa | Teparnus “Npx Hykaa™ Mpu NoABa Ha ACTMATHYHH CHMITTOMM.

A. Toytbpaxamio Jevenune

[Taustentnre TpabBa na OBLAAT CHBETBAHM ja  HOCST BHHarH cBos  OBp30-AeicTBall
GpoHxonMIaTaTOp 10 BCAKO BpeMe 3a ynotpeba npu Hy:kna ot “criacaBalio” seueHue.

Ipenopvuumenna doza 3a eév3pacmuu Ha u nao 18 zodunu:

Enna wnu ABE€ HHXaJlalUHH [1Ba MbTH JIHEBHO.
Makcumannara JHEBHA 1033 € 4 MHXaIauuu JAHEBHO.,

B. Nonaspxkauio u 00JIeK4aBAIIO JeyeHHe

[Nauuenture na npuemar nomabprxkamara no3a or ®OCTEP u B AombiHeHHe aa npuemat ®OCTEP
»[PH HYXKAa”, B OTTOBOP Ha M0ABA HA ACTMATHYHU CHMIITOMH. [Maunenture Tpsabsa ma Gbaar
CBBETBAHH BUHATH 12 HOCAT Cbe cebe cn POCTEP npu Hyxkaa oT “cracspanio” nevexye.

Ynorpebara na ®OCTEP, kato nosabpkaiio u ofnekyasawmo jeyeHue TpsOBa Ja ce MMa npeaBus
0coDeHo NpH MmauMeHTH c:

* HE HAIBITHO KOHTPOJIMpPaHa acTMa M MPH Hy’ka oT ob/leKyaBamma Tepanus

* ACTMATHYHHU €K3alepbalii B MHHANOTO, H3HCKBALN MEULIMHCKA HHTEPBEHLIAA.
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Ilpy maumenTH, KouTo ymoTpeOGsBaT yecto BHCOKM 103 MOCTEP 3a Tepanus “npH Hyxma” e
HEOOXO0/IMMO CHCTEMHO MOHMTOPHPAHE 33 [030-32BUCHMH HEKETaHH PeaKLiii.

[lpenopsyBana NO3MPOBKA 33 BL3PaCTHH HA/M Hal 18 roguHu:

[Mpenopbusanata noarbpiaiia 103a e 1 MHXATALMA 1Ba TETH AHEBHO (N0 €IHA WHXATALHMS CYTPHH U
BEUEp).

[Naunentute TpAGBa aa npuemar mo | IONMBLIHMTEIHA HHXANALKS “TIPH HYKIa” B OTFOBOP HA MOSBA HA
ACMaTHYHH CHMNTOMH. AKO CHMIITOMHTE MEPCHCTHPAT HAKOIKO MHHYTH Cliej Npuema, Tpadsa 1a ce
TMpHEME JOMBIHHTETHA HHXAIALIHS.

MaxkcumalHaTa IHEBHA 1032 € 8 HHXxamanumn.

Ha maumenTHTe, Hy)KZaeln ce OT YeCTO MPUIOKEHHE HA ,,CIacABALIM® HHXATAUNHM Tpsbea na Oble
NpenopbLYaHO HACTOHYMBO N1a ce OOPBILAT KBM JIEKAPs 3a MEAULIMHCKA KOHCY/ITALMA.

Ilpn Te3M nauueHTH € HeoOXOAHMMAa NpPEOLEHKA HA ChCTONHMETO HA ACTMATa M Ha TIXHATA
MoAAbpHKAILA Tepanus.

Ipenopvuumenna doza 3a deya u 1onowu nod 18 200unu:

BesonacHocrra 1 edukacrHocrTa na Mocrep Hekerxasiep npu eua u ©OHOWH HA BB3pacT noj 18
roauHu He e ycranosena. ®ocrep Hexcerxasep ve TpsaGBa 1a ce H3NM0/I3Ba NpH JeUa HA Bb3pacT
5-11 roamnu nopaan cnobpasxenus 3a OGesonacHoer. HaiuyHHTEe [0 MOMeNHTa JaHHH B
Ta3HBB3PACTOBA rpyna ca obob6menn B 1. 5.1 u 5.2. Haau4nHnTe 10 MOMEHTA KIHHHYHH AaHHH
NpH WHOWH HA Bb3pacT 12-17 roannu ca o6ob6menn B T. 4.8 u 5.1, HO He MoraT aa ce HANpABST
NpenopLKH 3a I03MPOBKATA B TA3H BL3PACTOBA rpyna.

Heobxoanmo e nekypaliMAT Jiekap pelOBHO Ja NpaBd MpPEOLEHKAa HAa JIEYEHHETO, TaKa 4Ye Ja ce
OCHIYPH ONTHMAIHO no3upane Ha Pocrep Hekcrxamep, a npoMsHa a cTaBa caMo CJIed MEJUIMHCKA
koHcyntauus. Jlosara TpsGsa na ce THTpHpa 10 Haii-HHCKaTta [03a, MPH KOATO Ce MOMIBPKA
e(exTHBEH KOHTPON Ha cuMnTOMUTE. KOraTo € MOCTHrHAT KOHTPON Ha CHMITOMMTE MPH Haii-HUCKaTa
MpernopbyBaHa 103a, cleABallaTa CTbNKAa OM Morna ja BKIIOYBA TECT CamMO C WHXANATOpeH
KOPTHKOCTEpPOHI.

[NaumenTure TpabBa na ce ceBersar Aa npuemat ocrep Hekcrxanep BeekH JeH, JOPH M TPH JIHIICA
Ha CUMNTOMATHKA.

XObb
Ilpenopvueana dosupoeka 3a ev3pacmuu Ha/u nad 18 zoounu:
JIBe MHXaAnalMu I8a MbTH JAHEBHO.

Cneyuannu zpynu nayuenmu:

He ce Hanara kopurupane Ha n03ata NpH MAUMEHTH B HanpeaHana Be3pacT. Hama naHHu 3a
ynorpebara na @ocrep Hekcrxanep npu maumeHTH ¢ yepHoapobHO unn 6u6peuHo yBpexkaaHe (BKk.
Touka 5.2).

Hauun na npunosncenue

Hekerxanep e wnxanatop 3a BaumBade. [lauMeHTH ¢ ymepeHa M Texka OenonpobHa acTma W
nauuentH ¢ XOBB ca nokasanu, 4e Morat Ja mpousBeXIar A0CTaTb4eH HHCNUpaTopeH obeM, 3a Jia ce
NOCTUTHE 0CBOOOXkKAABAHE Ha Jlo3aTa OT ycTpolicTBoTo Hekcerxanep (Buxkre Touka 5.1). JlocTassHero
Ha ji03ata ot Pocrep Hekcrxanep He ce nopnusBa ot 06XBaTa Ha MHCITHPATOPHHUSA TMOTOK, KOHTO Te3u
MaLHEeHTH MOTaT /la MOCTHTHAT ¢ HHXAIaTopa.

3a Jja ce mocTHrHe YCICIIHO JIEYEHHWE € MHOro BaXKHa [MpaBHIHATa yno*rpeﬁa Ha HWHXajlaropa.




Clie/iBa MHHCTPYKLMHTE 3a yrnoTpeda, KakTO ca ONMUCaHH B JIMCTOBKATA. 3a ynoBeTBO Ha nMpeanUcBalus
JieKap, Te3H HHCTPYKUMH €a NPEeACTABEHH M0-A0Iy.

AKO NMaUMEeHTBT He € HHXaNMpan, 6poaT 031 KOWTO Ce MoKasa Ha €KPaHYEeTO HAa MHXAIATOpa He ce
HaMaJIsiBa MPH 3aTBapsHE HA Kama4yKara.

INauneHTsT TpaGBa 1a G'b/1e MHCTPYKTHPAH [a OTBApS KanayKaTa Ha HHXanaTopa camo, KoraTo ¢
Heo6xonumo. B crryvait, ye mauueHTsT € 0TBOpHI HHXa1aTopa, HO He € HHXAJITHPAl, M Karaykara e
3aTBOpCHA, 7103aTa ce Bpbila 0GpaTHoO B pe3epBoapa Ha exanaropa. CleBaiaTa 103a Moxe 1a 6b1e
HHXanupaHa 0e3 mpobiemu.

[MaunenTure TpaGea na wsnnakear ycrarta cu, na NpaBAT raprapa ¢ BOja, WK Ja U3MHAT 3b0MTEe CH
ClIe/l HHXAMpaHe (BIDK Touka 4.4),

HHCTPYKIHUH 3A YIIOTPEBA HA HHXAJIATOPA ®OCTEP HEKCTXAJIEP

®octep HekeTxanep ce npeanara B BE ONakoBKH:

* HHXanartop, ocurypaeam 120 uuxanamuu

* uHXanarop, ocurypsasauy 180 uaxanauuu

A.  Coabpkanue Ha OmaKoBKaTa

3a uHdopMaLHs OTHOCHO ChABPKAHHETO HA ONIAKOBKATA, BHIKTE TOUKA 6.5.

AKO ChbPKAHHETO HA OMAKOBKATA He ChBNAAA ¢ OMMCANATA B TOYKA 6.5 MOJIs1, CBbPIKETE ce ¢
Bawusi papmaueBT nan aexap.

B.  Mpenynpexnenus u npeanasuu Mepku npu ynorpeda

o He oTBapsiiTe nanka ¢ HHXaIaTOpa aKO He Bb3HAMEPSIBATE 12 [0 M0J13BATE HE320aBHO.
. H3nonzpaiite unxanaropa camo, KakTo € NpeantucaHo.

. 3anaseTe Kana4kara 3aTBOPEHa /10 CJIEABALIHS NIPHEM.

. Chxpanssaiite Bawms uHxanaTop Ha CyXo M YHCTO MACTO

o He ce onuTsaiiTe 1a pasr;iofsiBaTe HHXaNAaTOPa NOPAH KAKBATO M 13 € NPUYHHA.
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C.  YcrpoiicTBo Ha uuxanaTopa Hekcrxanep

120 180
Koraro uanoassare HHXaJaTop, Koraro nsnonseare HHXaJaTop,
noctassam 120 go3n pocrass 180 qo3n
1L |
ExpaH Ha | Buagywen

ExpaH Ha
Aos3aTtopa

Aosartopa Kanae MyHawyxk notok ||

[TpuemsT Ha no3a or Bawms unxanarop Hekcrxanep H3HckBa camo TPH JIECHH CTBIIKH: OTBapsHe,
HHXanauus, 3aTBapsHe,

D.  Ipean aa nanoassare Bawus nos Huxaaarop Hekerxanep
I OTtBopere miIHKa 1 u3Bajgere HHXaJarTopa.

* He usnoassaiite HHXAJ1aTOpa, aKo IMVIHKBT HE € 3ane4yaTaH HiH e noBpeaeH —
BBPHETE I'0 HA TO3H, KOWTO BU ro e NpEAOCTAaBHII U B3EMETE HOB.

* H3znonseaiite eTHkeTa BbpXy KyTHATA, 3a A2 BMILETE ZlaTara, Ha KOATO OTBapATe
ONakoBKaTa.

2. Oraenaiite nuxanaropa.

" AKO MHXQIATOPBT M3IMIEK /A CUYIIEH WM TIOBPE/ICH, BbPHETE IO | ro MOJAMEHeTe npu
Bawms papmauest wiu nexap.

3. IIpoBepere ekpana na 103aTOpa. AKO HHXAJIATOPBT € HOB, IIe BUAHTE undpara “120
Hau 180” Ha expana Ha no3aTopa.

o He u3nonssaiite nos HHX2/1aTOP, AK0 NOKA3aHHETO HA €KPAHA € NMO-MaJKo oT “120 wan
180” — BBbpHeTe HHXANATOPA M o MOAMEHETE ¢ HOB.




120 180

KoraTto usnonssare uuxanarop, Koraro usnoassare unxanatop,

pocrassm 120 pqosu pocrassim 180 nozm
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E.  Kax aa usnonssare unxanaropa Hekerxanep

* AKO He CTe CHrypHH, He NoJly4aBate NpaBWJIHATA 1033, CBbpXkeTe ce ¢ Bamms (bapmauest wu
JeKap.

* AKO HE CTe CHTypeH, Ye I03aTOpbT € OTHeN J103aTa Ciiell HHXAIALMA, H3uaKaliTe 10 clieapalaTa
TIaHHpaHa 1032 U A npuemeTe KakTo o0ukHOBeHo. He npuemaiitTe fonsiuuTenHa n03a.

E.1. OrBapsine

1. 3aapwikre 3npaso Bamus HHXAJATOP B H3NPABEHO MOJI0KEHHE.

2. Ilposepere ocTaBauiuTe J03H: BCAKO YHCIO MexKay ,,1% 1 ,,120 nan 180“ nokassa, ue
HMAa OCTABALIH JA03H.

* AKO eKpaHa Ha 03aTopa nokassa “0” - HAMa OCTAHAM 103U — H3XBLpJIETE
Bauus uuxanarop u B3emere HOB.

3.0TBOpeTE HANBIHO KANAYKATA.
120 180
Korato usnoaseare unxaaarop, Koraro u3noassare nuxanarop,

nocrassim 120 nos3u

mocrassi 180 no3u
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4.Tpean MHXaNAWMS, H3AHLIANTE KOJKOTO MOXKE MOBEYe.

* He u3aumBaiiTe B uHxanaropa.

E.2. Uuxanauus
KoraTto e Bb3MO:KHO, cTOliTe HJH ceaHeTe B H3MPABEHO NOJI0KeHHE, KOraTo BAHIIBATE.
1. IoBauruere nuuxanaropa, nobaH:xKere ro 10 10 yeraTra cH, M MoCTaABETe YCTHHTE 0K0JI0
MYHAIYKA.
* He mokpusaiite Bb31yX0B0/Ia, 10KaTO ABPKHTE HHXalaTopa.

¢ He BaumBaiite oT BL3ayX0BO/IA.

2. Baumaiite 6p30 u Ab160K0 npe3 yerara.

o] Moxe na ycetute ocoGeH BKyc Mpu npHeMaHe Ha 103aTa.

o Moxe a uyeTe Wu yceTnTe NpHUILPAKBAHE 10 BPEMe Ha [pyeMa Ha Jo3ara.
o] He noemaiire no03ara npes Hoca.

o) He oraensiiTe HHXanaTopa oT yCTHUTE CH 110 BpeMe Ha MPHEM Ha 03aTa.

OrcTpanere HHXaJIaTOpPa OT yeTaTa cH.
3aapuixTe nMmanero 3a 5-10 ceKyHAM HIH KOJIKOTO BH € Bb3MOMKHO.
H3anmaiite 6aBHo.

*  He wzgnmeaiire B nnxanaropa,

E.3. 3arpapsine
1. H3npasere 0THOBO HHXaaTOPa M 3aTBOpPETe IIBTHO KAMAYKATA.

2. Iposepere nann Gposiva nokazsa HamMaJieHHe Ha JO3HTE C eAHA.
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120 180
Koraro n3nosnssare unxanarop, Korato usnoassare unxanarop,

nocrapsiug 120 posn nocrassam 120 go3u

3. AKO BH Ce HAJIara 1a npHemeTe olue e1Ha no3a, noeTopere crenkHu ot E.1 no E.3.

F. IMouncTBane

. Hopmanuo He ce Hanara nouncreaxe Ha Bamms MHXAJaTOop.

. AKO Ce MosBM TakaBa HEOOXOAUMOCT, MOXKE 1A [0 MOYMCTHTE Clen ynorpeba cbe cyxa Kbpna
WM NNaT.

) He nouncreaiite nuxanaropa ¢ Boaa win apyru reusocti. [Tazete ro CyX.

F.  Cobxpanenne n usxsnbpasse

3a MH(OPMALIKS, OTHOCHO YCIOBHATA HA ChXPAHEHHE H YKa3aHHSATA 32 M3XBBPISHE BUKTE TOUKH 6.4 1
6.6.

4.3 llporuBonokazanus

CBpBbXYyBCTBHTEIHOCT KbM GEKI0METa3oH AUNpONHOHAT, GopMOTEPON (ymMapar AMXHApAT W/Wiu
KbM HAKOE OT NOMOIIHHUTE BELIECTBA, M30POEHH B TOYKA 6.1 .

4.4 Cneunanun npexynpexaenus 1 npeanasxu MEpPKH NpH ynorpeda

[Ipenopbusa ce nocrenenno Hamanseaxe Ha n03aTa NIpH MpeKpaTABaHe Ha TEPANHUATA; JICYEHHETO He
Tps0Ba J1a ce criMpa BHe3amnHo.

Jleyennero Ha acrMara TpﬂGBa la cneasa CTbhnaJloBUaHA nporpaMa; OTTOBOPBLT Ha NalHeHTa TpHGBa
Aa C€ MOHUTOpHUPA KIUHHYHO H 4pe3 mpoBexaaHe Ha 66]'[0}1})061—[“ TECTOBE.

AKO NalMEHTHTE CUMTAT JICYEHHETO 34 Hee)eKTHBHO TPAGBa 1a Ce KOHCYNTHpAT ¢ Jekap. [lo yectoTo
TMPHIOKEHHE HAa OPOHXOAMNATATOPH 0KA3BA BIOLIABAHE HA CHCTOAHMETO M Hanara MpeoLeHKa Ha
TepanuATa Ha actmata. BHesanmHoTO M mporpecuBHO BnOwWwasaHe Ha KOHTpOJla HAa acTMaTa e
MOTCHIHAIIHO KHBOTO3ACTPALIABALIO M MALMEHTHT MOIEKH HA CIelleH MeIMUHHCKH npernen.
Tpsabsa na ce oBMicin HEOBXOAMMOCTTA OT 3aCHIEHO JieYeHHe ¢ MHXAMATOPHH MM NEepOpaIHH
KOPTHKOCTEPOH/H, HIIH aHTHGHOTHYHO JIEYEHHE MPH NM003MPaHA HHPEKLIHS. P
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[Taumenture He TpsiGBa na 3amoysar seueHue c ®octep Hekcrxanep npu eksauepGaums, npH
SHaYUTETHO BIOLIABAHE WITH OCTPO BJIOLIABAIIA ce acTMa. CEpPHO3HH, CBBP3AHM C aCTMATA HekeNaHH
e(ekTH 1 ex3auepbauMyu MOraT 1a HACTHAT M0 BpeMe Ha siedenue ¢ Gocrep Hekerxanep.
[Maunenture TpaGsa na GLIAT nockBeTBaHM na MPOABJDKAT JIEYEHHETO, HO Nd MOThPCAT MEIHLMHCKH
CBBET, aKO CHMITOMHUTE Ha ACTMATA OCTAHAT HEKOHTPOJMPAHHM MM Ce BIOWABAT C/Iel 3aNoYBaHe Ha
neuenne ¢ Pocrep Hekcrxanep.

Kakto u npu Ipyru BHIOBE HHXANALHOHHO JleyeHne, Moxke da ce HabmroJasa mapamokcaseH
OpoHxocnassM ChC 3acuiBaHe Ha XpHNoOBeTe, KauUALATA | 3alyXa HENOCPENCTBEHO cnen
uHxanmvpanero. Tpsbsa na ce npunoxar HezabaBHO OBp30  JeHCTBAIM  MHXANATOPHH
Oponxommunararopu. IpuemsT Ha @ocrep Hekcrxanep TpsaGBa 1a ce npeycTaHOBH, JIeYeHHeTo Jia ce
fpepasriesia u npu HeoGXOAUMOCT Jia Ce 3amouHe alTepHATHBHA Tepanus.

®ocrep Hekctxanep He Tps6Ba Aa ce NPHIAra 3a HAYATHO JICYEHHE HA ACTMATA.

3a sieyeHHe HA OCTPH aCTMATHYHH NPUCTBITK MAUKEHTHTE TPAOBa 1a OBIAT MOCHBETBAHH IO BCAKO
BpeMe J1a pasnonarat ¢ 6spsojeiicTsant GpoHXoaMIaTaTOp, WIN C @ocrep Hekcrxanep (3a nauueHTy,
Kouto ynorpebsisar @ocrep Hekcrxanep, karo nojabpKalia ¥ obnekuyaBalia Tepanus), WIH C
oraene 6vp3o-aeficTam GpoHxoaunaraTop (3a nauueHTure, uinon3sau Goctep Hekcrxanep camo
Karo MojabLpKalla Tepanus).

Tpabsa na ce HanoMHuA Ha nauueHTHTE 1a nprueMart noaaepikaiiara go3a ®ocrep Hekerxanep kakro e
Npeirnncata, 10pH KOraTo ca aCHMNTOMAaTHYHH. «O6NeKYaBalmy HHXATAHY OT ®octep Hekerxanep
TpabBa 1a 6BAAT NPHEMAHM B OTrOBOP HA MOABA HA ACTMATHYHK CHUMIITOMH, HO T€ HE Ca MPEeABHICHH
32 PeloBHA MPO(HUIAKTHYHA yroTpeba, Hanp. npenH (pusnyecko Hatoapsae. B Tesu ciyuan, moxke
Aa ce mpeaBuan ynotpeda Ha oTaeneH 6bp30-aeiicTBary OpoHxoaunararop.

LLlom ce ycraHOBH KOHTPON BBPXY CHMITOMHTE Ha acTMara, MOXKe faa ce OOMHC/IH IMOCTENEHHO
HamaniBaHe Ha no3ara Ha Qoctep Hekcrxanep. PenoBHuTe nperneay Ha nauMeHTHTE €A OT 0COBEHO
3Ha4eHHEe NpH HaMaliBaHe Ha nosata. Tpabea ga ce M3MON3BA Hall-HMCKATA edextuBHa m03a Docrep
Hekcrxanep (Bk. Touka 4.2).

ITueBMonua npu naunentu ¢ XOBB

Habuiozasa ce nopuuiena 4ectota Ha MHEBMOHHS, BKITIOYHMTETHO THEBMOHMUS Hanaraiua
Xocnuranusanus, npu naueHTH ¢ XOBB, kouto npueMar uuxanaropHu KopTHKOCcTEpouan. Mma
HAKOH NIAHHH 32 NOBHILEH PHCK OT NHEBMOHUA NPH NOBHLIABAHE HA CTEPOMIHATA [103a, HO TOBA HE Ce
JeMOHCTpHpa yOeNMTETHO B pAMKHTE Ha BCHYKH TPOYYBAHUA.

Hima yGeinTenHo KIMHUYHO 0Ka3aTENCTBO 3a PasIHKH B PAMKMTE Ha K/1aca MKy HHXANATOPHHTE
KOPTHKOCTEPOM/IHH NPOLYKTH, OTHOCHO rOJIEMHHATA HA PUCKA OT MHEBMOHHA,

Jlekapute TpabBa 1a NPoOCAENABAT 32 BLIMOKHO Pa3BHTHE HA MHEBMOHMs npH nauueHTn ¢ XOBB, Thii
KaTo KIHHUYHATA KAPTHHA Ha Te3M HH(EKLMH Ce NPENOKPHBA CbC CHMITTOMMTE Ha ex3auepdaumu Ha
XOBB.

PuckoBuTe (hakTopu 3a nHeBMOHMS npu nauuenti ¢ XOBb BKIOYBAT HACTOSLLO TIOTIOHOMYILEHE, M0-
HarpeHana Be3pacT, HHChK HHIEKC Ha TejlecHa Maca M Texka XOBB.

ITpu npoabmkuTenna ynorpe6a na unxanatopuu KOPTHKOCTEPOUIM BbB BHCOKM JI03H, MOrar fa ce
TOABSAT CHCTEMHH e(heKTH. MHOro no-Majiko BEpOATHO € Te3n eeKTH aa Ce NOABAT NMpH MHXAJIATOPHO,
OTKOJIKOTO TpH NEPOPANHO MPHIOKEHHE HA KOPTHKOCTEPOHAMTE. Bb3MOKHUTE cHCTeMHH edekTn
BK1I04BaT: CuHApoM Ha Cushing, Cushing-nogo6uu npossy, notuckane Ha Hanbebpeynara QyHkums,
HAMAJICHUE HAa MHHepalHaTa IUTLTHOCT Ha KOCTHTe, 3a0aBsiHe B pacTeka NMpH AELA M FOHOLIM,
KarapakTa W riaykoMa, W Mo-paako, HAKONKO NCMXHYHHM HIIH MOBEAEHYECKH edeKTH, BKIOUHTENHO
MICHXOMOTOpHA XHMEPAKTHBHOCT, HAPYLICHHs Ha CbHA, TPEBOXKHOCT, IENPECHS MK arpecks (0coBeHo
y meua). CrieioBaTeNHo, BaXKHO € 103aTa HA MHXANALMOHHHS KOPTHKOCTEPOH/L /1a Ce& THTPHPA J10 Haii-
HHCKaTa 71034, NP1 KOATO Ce MOUIbpKa MOCTOSHEH KOHTPOJ1 Ha aCTMATA.




IlponsmxuTento nedeHue Ha MAUMEHTHTE ¢ BUCOKH O3 HHXAIATOPHH KOPTHUKOCTEPOMIH MOMKeE Ia
AOBEAE 110 NOTHCKAHE HA HanOBOpeuHaTa PyHKUMA H ocTpH HanGBOPeuHH Kpu3u. Jleua u oHOWH Ha
BB3pACT T1OX 16 roaMHH, HHXQIMpAllH TO-BHCOKHM OT npenopbyaHuTe 103M  Geknomera’oH
AMTIPOTIHOHAT, MOraT Aa 6BJAT NOAIOKEHH HA 0cOOeH puck. CHTYALMH, KOMTO MOTEHLHATHO MOraT
A2 OTKIIOYUAT OCTpa Ha0BOPEYHA HEAOCTATBYHOCT BKIIOYBAT TPaBMa, XHPYPru4yHa HHTEPBEHLIUS,
MHOEKUMs HWIH BCsiko GbP30 MOHIDKABaHe Ha 103aTa. CHMTOMATHKATA OOHMKHOBEHO € HEsICHA U MOXKe
A2 BKJIOBA aHOpekcHA, abnoMunanta 6oska, 3aryba Ha Terno, ymopsieMocr, rnasobonue, ramewe,
MOBPBIIAHE, XHITOTOHHS, HAMAIICHO CTEIIeH HA Ch3HAHHE, XMITOTHKEMHS M NPHNATbL. Ipu crpec
W XHpYPrHiHA HHTEPBEHLMS TPAOBA 1a ce 0OMUCITH IOTBIHUTESHO KOPTHKOCTEPOHIHO JIEUCHIE,

[Ipi nauueHTH, KOMTO MpeMUHABAT OT MEPOPATHH KM MHXaJIaTOPHH KOPTHKOCTEPOHIH ChIIECTBYBA
PHCK OT HamalieH HanObOpeueH pelep 3a 3HAuHMTENEH NEPHON OT Bpeme. 3a Te3M, KOWTO ca
MPOBEKAATH CMEUIHO JIEYEHHWE C BHCOKH 03M KOPTHKOCTEPOMIM WM NPOLBLDKHTENHO JeyeHue ¢
BHCOKH JI03H WHXANaTOPeH KOPTHKOCTEPOHI MOXe CBIIO 1a HMa PHCK OT MOTHCKAHE Ha
HanobOpeuHara pyHkuns. BraMoxkHOCTTA 32 Te3n YBpeKIaHUA TpAOBA BUHATM J1a C& MMa NPEBU NP
CTICLIHHA W TUIAHOBH HHTEPBEHLMH. [1pH cTpec wim XHpypruuHa MHTepBeHuMs TpAGBa 1a ce 0OMHCIH
AOMBIHUTENIHO CHCTEMHO KOPTHKOCTEPOHAHO Jeuenue. CreneHTa Ha HanGbOpeqHOTO YBpExKIaHe
MO7e€ 11a M3MCKBA CHBET OT CMEUMANHCT NPE/IH A C¢ MPEANPHEMAT TAHOBH MPOLIEIYPH.

Docrep Hekcrxanep Tpabsa aa ce npumara ¢ BHMUMaHue MPH MaUMEHTH C AKTHMBHA WM JlaTEHTHA
Benonpobua TyGepkynosa, roOuukoBa MK BHPYCHA HH(EKLHUA Ha AMXATENHUTE MbTHILA.

®ocrep Hekerxanep TpsafBa na ce npuiara ¢ BHUMaHHe (koeTo MOxe Na BKITIOYBA M MOHMTOpHpaHe)
NpH TIALMEHTH CBC ChpAESYHA APMTMHUA, 0COGEHO NpH TpeTa CTeneH aTPHOBEHTPHKYJIapeH 60K,
TaXHAPUTMHH (YCKOPEH W/WIH HEeMmpaBWEH Myic), WAMONATHYHA cybBanBynapHa aopTHa CTeHO3a,
XuneprpoduyHa OGCTPYKTHBHA KapIHOMHONATHS, TEHKKO CbpaeuHo 3abonsBaHe, 0COOEHO OCTBP
MHOKap/ieH HH(apkT, ucxemuyHa GONECT HA CHPLETO, KOHIECTHBHA CbpleYHa HEeI0CTATHYHOCT,
OKITy3HBHA Ch/10Ba GonecT, 0coGeHo atepocieposa, apTepHanHa XHIePTOHHS H aHeBpHU3Ma.

Heobxonumo e BHMMaHHe npu NeveHne Ha MALMEHTHTE C H3BECTHO MITH MOJIO3MPAHO YABJKABAHE Ha
QT wuHTepBan, BponeHo WK NekapcTBo — uHayuupano (QT > 0.44 sec). Camust opMoTepon Moxke aa
Npean3BUKa yasmkasane Ha QT uHTepBana.

®ocrep Hekerxanep ma ce npunara ¢ BHMMAaHHE PH NAUMEHTH C THPEOTOKCHKO34, 3axapeH auaber,
(eoXpoMOLITOM H HeleKyBaHa XMITOKATHEMHS.

Ilpu neuenme ¢ Gera2- aroHMCTH MOXe [a BB3HMKHE MOTEHLHATHO CEPUO3HA XHNOKANMEMHUs.
OcobeHo BHMMaHKe ce npenopbupa MpH NALHEHTHTE C TE&KKA aCTMa, Thil KaTo TO3W edekT Moske na
Ob/ie NOTEHUMpPaH OT XMMOKCHATA. XHIOKATHEMUSTA MOKE Ja Obe NoTeHLUMpaHa OT ChIBTCTBALLO
JICYCHHE C JIpyrH JIEKAPCTBA, KOMTO s MHAYUMPAT, KATO KCAHTMHOBM MPOW3BOIHM, CTEpOHAM M
AuypeTHUH (Buxk. Touka 4.5). Oco6eHo BHMMaHMeE ce Npenopby4Ba MpyM HecTabMNHA acTMa, KOTaTo no
CHCIIHOCT MOXe na ce mpwiaraT Obp3ofelcTsamm OGponxommnaratopu. B Takusa ciayvyau ce
NIPETIOPBYBA [ Ce MPOC/eNABaT CEPYMHHTE HUBA Ha KAJTHA.

HHxanupaneTo Ha opmoTepon moxe 1a 10Beae 10 MOBHINABAHE HA HUBOTO Ha K033 B KPBBTA.
[penopsusa ce 4ecTo U3CNeNBaHe HA HMBATA Ha KPbBHATA MIKOKO3a TP MalHeHTH ¢ AHaber.

AKO C€ IUIAHHPA AHECTE3MsI C XAIOreHUPAHH OOLIM AaHECTETHLLH, ®ocrep Hekcrxanep He Tpsabea na ce
npujara Hal-Maako 12 yaca npesiyn onepaumsTa, Thif KaTo CbLIECTBYBA PUCK OT ChbPAEYHH aPUTMHH.




MauuenTure Tpsbsa na Guaar MHCTPYKTHpaHH a M3MIAKBaT ycTaTa ci 0GMIHO ¢ BoJa, aa HanpassT
raprapa WnM na MHAT 3B0MTe Clejl BCAKA HHXanalus Ha NpeanycaHaTa 103a, 3a 1a Ce cBele J0
MHHHMYM PHCKBT OT OpodapHHreanHa KaHMI03Ha HHOEKLHA 1 auchoHus.

Tosu nexapcreen mpoaykr ChAbpKa nakTo3a. JIakTo3aTta ChABPKA MAIKH KOJMYECTBA OT MJICYHM
NMPOTCHHH, KOMTO MOTaT Na MpEeAM3BUKAT ATEPrHYHH peakuuu. [lampeHTH o PELKH HacnencTBEHH
npobJIeMH Ha HEMOHOCHMOCT KbM ranakrosa, obll AeHUNT HA NaKTa’a WIHM MIOKO30-ralaKTo3HA
Manabcopbuusa He TpsbBa na npuemar Topa JIEKapcTRO.

3pMTEIIHH HAPYIIeHHs

Ilpu cuctemHo M nokamHo mpunokeHue Ha KOPTHKOCTEPOMIM MOXe Na ce ChobIuM 3a 3pHTenHu
HapymeHus. AKO Ce MOy4aT CHMITTOMH KaTo 3aMBIIIeHO 3PCHHE WM JIDYTH 3PUTENIHH CMYLIEHUS,
Tpa0Ba 1a ce 0OMHC/IM 3a MpernpalaHe HAa NAUMEHTa KbM OQTAIMOOT 33 OLEHKA HA BBL3MOKHHTE
TIPUYHHH, KOMTO MOraT ja BKJIIOYBAT KATapakTa, riaykoma, Wi peakuTe 3abonsBaHMA KaTo
LEHTpaHa cepo3na xopnoperuHonatus (CSCR), noknaasanu cien ynotpeba Ha CHCTEMHH H JIOKATHH
KOPTHKOCTEPOM/IH.

4.5 B3aumoneiicTsue ¢ apyru JIEKAPCTBCHH NPOAYKTH U APYrH GOpMH Ha B3auMojeiicTBHe

Dapmakokunemuunu g3aumodeiicmeun

Beknomerason aunponuonar NPETHPTIABA MHOTO OBP3 MeTaGONN3BM upe3 ecTepasHu eH3UMIL
CpaBHeHue ¢ apyru KOPTHKOCTEPOMIH, MeTaboMH3MBT Ha GekIoMeTazoH OHMPONMKHOHAT € MO-MaJIKo
3aBucuM ot CYP3A, 3atoBa JIEKAPCTBEHH  B3AMMONICHCTHA Ca MalKO BEpPOATHH; BBIPEKH TOBa,
Eh3MOXKHOCTTA 33 CHCTEMHH e(eKTH NPH eIHOBPeMeHHaTa yroTpeba ¢ nHxnGuTopu Ha CYP3A (Hanp.
PHTOHABHMD, KOOMLMCTAT) HE MOTaT Na OBAAT HIKITFOUCHH, Ilopaau ToBa, npu M3non3BaHeTo Ha TakuBa
JICKapCTBa, Ce NPENnopeYBa MOBHUIICHO BHUMAHHE M MOAXOIALLO MOHHTODHpAHe.

DapmakoounamMuunu 63auMoodeiicmeusn

[Taumenture ¢ actma Tpsa6Ba na u3bsrear ynorpebara Ha Gera 6rokepu (BKJ. Kanku 3a ouu). Ipu
ynorpeba Ha GeTa aapeHeprHYHM AHTArOHHUCTH, ePexTsT Ha opMoTepos e GbIe NOHMKEH WK
MOTHCHAT.

Or npyra ctpana, enHospemeHHaTa ynorpeba ¢ apyru Gera ajpeHepruuHy IekapcTBa MOXe 13 HMa
NOTEHUHANHO anuTHBeH edekT. [Topanu ToBa ce Hanara BHUMaHHe MPH MPEITHCBAHETO HA TEOPUIHH
WM 1IpyTH GeTa aapeHeprunyHH J1eKapeTBa ¢ tdopmoTepo.

CeubTCTBAOTO  NleYeHME ¢ XUHMAMH, AH30MHMPAMH,  NPOKAWHAMHA,  (eHOTHa3HHH,
AHTHXHCTAMHHOBH  JIGKAPCTBA, MHXMOHTODH HAa MOHOAMHHOOKCHZA3aTa W TPHLUMKIHYHH
AHTHACNPECAHTH MOraT Aa yabkat QT-uHTepBana U 1a MOBHIIAT pHCKa OT BEHTPHKY/THH apHTMHUH.

Ocsen ToBa L-dopa, L-THPOKCHH, OKCHTOLMH ¥ alKoXoa Morar J1a YBpeIAT Cbp/eyHaTa NOHOCHMOCT
KBM P2- CHMMATOMHMETHLH.

EnnoBpementoto neuenne ¢ MHXHOHTOPH Ha MOHOAMMHOOKCHMIA3aTa, BKMIOUMTENTHO C HPOAYKTH C
NoloOHH CBoiicTBa Kato (ypasomuuon u NpokapOa3iH, MoXe Ja MpeaM3BUKA XHMEPTEH3UBHH
peaKuHH.

ChluecTyBa MOBHILEH PHCK OT APHTMUM [IPH NALHCHTH, NOMTOKEHH HA AHECTE3HA C XalOreHUpaHu
XHIpOKapbOHOBH OOILM aHECTETHLH,

CbobTeTBalIOTO NleYeHHe ¢ KCAHTHHOBH TNPOM3BONHH, CTEPOHAM WITH AHYPETHLM MOXeE 1A MOTeHLHpa
BBIMOXKHU XUTIOKANMEMUYHH edekTH Ha Br-aronucture (Buwk T. 4.4.). Xunokanuemusita Mosxe na
3aCHIIH NPeapasnoJIOKEHHETO KbM aPUTMHH TIPH MALMEHTH, KOMTO Ca HA JieYeHHe C JMUTHTATHCOBH
TUTHOKO3HIH.




4.6 ®epTHanTeT, GPEMEHHOCT H KbpMeHe

®epruanrer

Hsama Hannunu nanum 3a edextn BbpXy peprunurera npu Xopa. B mpoyuBaHMs MpH %UBOTHH, U NO-
CNELHATHO TIpDH IUTbXOBE, HANMYUETO Ha OEKJIOMETa30H MAMNPONHOHAT BbB BHCOKH J03M B
KOMOHHaLWATA, € 61l CBbP3aH C HaMaJleH GEepPTHIUTET MPH KEHCKHUTE KUBOTHH H €MOPHOTOKCHYHOCT
(Bk TOuKa 5.3).

BpeMenHocT

Hsima agexsaTHH KITHHHYHM JaHHM 3@ MPHIOKEHHETO Ha ®ocrep Hekcrxanep npu GpeMeHHH KeHH.
IlpoyuBaHus npW >KMBOTHH, C NpHIaraHe Ha GEKIOMETA30H AWMpONMoHaT M (opmoTepon B
KOMOHHALMSA, Ca MOKA3aIH JAHHM 33 PENpONYKTHBHA TOKCHYHOCT M (ETOTOKCHYHOCT Cliel BUCOKM
JI03H HA €KCMO3MIHA (B Touka 5.3). M3BeCTHO e, ue BUCOKH 103H KOPTUKOCTEPOHIH, MPUIOKEHH HA
OpeMeHHH HBOTHHM, NPHUMHABAT Mal)OPMAUMH B PAa3BUTHETO Ha MJ104a, BKJIIOYMTENHO LIENKa Ha
nebuero (cleft palate) u unrpayrepunno 3abapsine Ha pacrexa. [Topaau TOKONHTHYHUTE NEHCTBHA Ha
Oetaz-cuMnaToMuMeTHUMTE, TPsbBa fa ce 06pbUIA ClEUUATHO BHUMAHHE Ha NPUIIOKEHHETO HM JI0
paxaHeTo. PopMoTepo He TPAGBA j1a Ce MpernopsyBa 3a MPHIOKEHHE npH OpeMeHHOCT, H 0cobeHo
KbM Kpas Ha OpeMeHHOCTTa, WIHM MO BpEME Ha pakJaHETo, aKko HAMa Ipyra (no-6e3omnacHa)
yCTaHOBEHA aJITepHaTHBA.

lpunaranero va ®ocrep Hekcrxanep mo Bpeme Ha GpeMeHHOCTTa TpsGBa 1a ce MMa MpeBHI Camo,
KOraTo O4aKBaHHTE MOJI3H HAAXBBPIAT MOTEHUHAIHHTE PHCKOBE.

Knpmene

HsaMa 3HauyuMu KIMHUYHK JaHHHM 3a ynotpeGata Ha PocTep Hekcrxanep no BpeMe Ha KbpMeHe TIpH
xopa.

Brenpekn, 4e HAMa J1aHHM OT MPOYYBAHHS MPH KMBOTHU MOYXKE 1a Ce MpPHEMeE, Ye noa00Ho Ha Ipyru
KOPTHKOCTEPOHIH, OEK/IOMETA30H IMMPOMHOHAT Ce eKCKPETHpa C MaifunHaTa KbpMa.

He e ycranoseno nanu popMoTepos npemuHaBa B MaifuHHOTO MASKO NIpH XOpa, HO HMa JaHHH, Ye TOi
Ce EKCKPETHPA B MITAKOTO NPH % HBOTHH.

®ocrep HekcrTxanep TpsbBa na ce mpuiara nmpu KbPMELUM JKEHH, CAMO aKoO OYakBaHaTa Mo3a
Ha/IBHINIABA MTOTEHUHATHHTE PHCKOBE,

Tps6Ba na ce B3eMe pemieHne fanu [a ce crpe KbPMEHETO HIH 1a ce Crpe/BB3ObPKA OT JIEUEHHE C
®ocrep Hekerxanep, kato ce HMa Ipejl BUA MON3aTa OT KbPMEHETO 3a 1eTeTO | MON3aTa OT Tepanusra
3a Maiikara.

4.7 Edextn BHpXY cnocoGHOCTTa 32 wodupane u paboTa ¢ MAIHHK

®octep Hekcrxanep HAMa WIH M0Ka3Ba NMpeHEOPEHKHMO MATKO BIMSHHE BBPXY CrocoOHoOCTTa 3a
wopHpare u paboTa ¢ MalIHHU,

4.8 HexenaHu JeKapcTBeHH peaKUHH

TpemopsT ¢ Haii-yecTata Hexenana peakuus. B 12 - ceAMHYHO KIHHHYHO npoyusaHe ¢ Pocrep
Hekcrxanep, tpemop e Gun HabnionaBad camMo NpH Hai-BHCOKHS 1030B pexkuM (2 MHXanauum
JIHEBHO), NOABABAJI CE € Half-4eCTO B HAYAIOTO HA NIEYEHHETO H ¢ O Jiek no uHTeHsurer. Huro CHH
NMALHEHT HE € IPEKpaTHI YYacTHe B MPOYYBAHETO B PE3yJITAT HA TPEMOpA.

KnMHUYeH ONUT [pH NaumMeHTy ¢ actMa

BesonmacHoctTa Ha @octep HekcTxanep e oLieHsBaHA B aKTHBHE 1 ruae6o- KOHTPOJIMPAaHH KITHHHYHH
M3MATBAHKA, NPH KOUTO 719 mauueHTH Ha Bh3pact 12 u NMoBeye rofiMHU ¢ 4CTMA C PA3THYHA TEKECT,
ca Guiu nekyBaHu ¢ jiekapcTBOTO. YecToTaTa Ha HEXENaHHTE PeaKlMH, OMUCAHW B Tabny ¥




A0y €€ OTHACA 110 NALMEHTH C aCTMA Ha BB3PAcT Ha/M Hal 12 rofMHM, M € OCHOBAaHA Ha JaHHMTE 3a
DesonacHoOCT, NOJyYeHH OT ABE MWIOTHH KIMHHYHM M3NUTBaHKUA, B kouto Pocrep Hekcrxanep e Gun
NMphiarad 3a nepuod oT 8-12 ceAMMUM B [03M, NPENOPbYAHH B Tasu KparKa XapakTepHCTHKa Ha
npoaykTa. B kiuHMYHMTE M3nuTBaHus ¢ Doctep Hekcrxanep He ca HaGmionasann ncuxuarpuanu
HapyUIeHWA, HO Te ca BKIKYEHH B TaboMUATa, KATO NOTEHUMANHM HEXKENaHH edexTH Ha
(bapmakonornuHus knac HHXATAUKOHHK KOPTHKOCTEPOM/IH.

Hexenannre eektd, kouto ca cBBp3aHM ¢ GekloMmerasoH JAMNPONMHOHAT W ¢opMoTepon
MPWIOKEHH KaTo (ukcHpaHa KoMOuHaumsa (doctep HekcTxanep) u karo camMocTOsTEnHM
4KTHBHH BEIIECTBA CA MPEICTaBEHH B TabMWlIA, pas/ieNleH! M0 CUCTEMA, OPraH, KJac M YecToTa.
Criopen uecToTaTta Ha TAXHATA MOABA HEXeNAHUTE PeaKuum ce nensT Ha MHoro vectH (21/10),
decTH (2 1/100 u <1/10), Hevectr ( = 1/1,000 u <1/100), penxkn (21/10,000 < 1/1,000) u muoro
peaku (<1/10,000), ¢ HensBecTHa yecToTa (OT HANTHYHMTE NAHHW HE MOKE na 6bae HampaBeHa
OLIEHKaA).

Cucrema, opran, | Hexxenana peaxuns Yecrora
KJjac
Hnpexuun u | Hazodapunrutu Heuectn
vHpecTaluu
Opanna kanaumosa Heyectu
IIHeBHOHHA (npu naunenTu ¢ XOBB) Yecru
Hapywenus Ha | XunepTpuriuuepuaeMus Heuecru
MerabonuzMa H ‘
XPpaHEHETO
Meuxuunn IlcuxomoTopHa xuneppeakTusHoct, Hapymennsa |C  HeusBecTHa
HapyILeHHs B CBHA, TPEBOXKHOCT, JempecHs, arpecus, |uecrora

TIPOMEHH B NMOBEAEHHUETO (0cobeHo y neua)

3puTtenHu 3aMBIIIEHO 3peHHe (BIXKTE TOUKa 4.4) C  Heu3BecTHa
HapyLeHUus yecToTa
Hapymrenus Ha | Tpemop Yectu
HEPBHATa CHCTEMA

I'naBofonue Heuecrtu
Crupneunn Taxukapous Heuectn
HapyLIeHHs

CuHycosa Opanukapaus Heuectu

AHIHMHa NeKTOpHC Heuecru

MuokapnHa ucxemus Heuectn




Pecriuparopum, Bh3nanenue Ha repnoto, oGocrpsise Ha acrmata | Heweern

TPBIHH "
€IHaCTHHAIIHH
— AR Jucnues Heuectu
HapyLeHHs
Opodapurreanna 6onka Heuectn
Jchonus Heuectn
Kaunmuua Heyectn
CromaiiHo-4peBHH ["ageHe Heuecru
HapyILeHHs
O6um Hapymenus u | Vmopa Heuectn
epekTH Ha MACTOTO
Ha NPUIIOKEHHE
PHACKE Bu3dbyaumoct Heuectn
H3cnenpanus Ynvixapane Ha QT-unrepsana Ha | Heuectn
eNeKTPOKapAHOrpamMaTa

Hamanenue Ha cBoGomnus kopruson s ypuHata | Hewectu

Hamanenue Ha KOpPTHU3051a B KpBBTa Heuecrtu
[ToBuIIaBaHe Ha KaHs B KpPEBTA Heuectn
[ToBuiIaBaHe Ha KpbBHATA 3axap Heuectn

baBHa nporpecus Ha r-3sbewa Ha | HeuecTn
€JIEKTPOKapauorpaMara

Cpen nabmonasaHuTe HeXemaHW peakuuu ca TpeMOp, riaBobonue, TaxuKapaus, CHHYCOBa
Opaankapaus, aHrMHa MeKTOpHC, MHOKap/iHa HCXeMHs, ybikaBane Ha QT unTepsana.

OT Te3su HeXeNaHH pPeakUMH, CBBP3AHH ¢ MPHIOKEHUETO HA OEKJTOMEeTa30H AMMPONMHOHAT ca:
Ha30()apHHTHT, OpaNHa KaHIWI03a, NHChOHKS, BB3NANEHHe Ha TBPJIOTO, HAMATIEHHe Ha CBOOOIHMS
KOPTH30Il B ypHHATa, HAM&JICHUE HA KOPTH301a B KPBBTA, YBEHYEHNE HA KPbBHATA 3axap.

Opanuu re6uynn HHpEKUMH U THEBMOHMS MoraT 1a Obaar Apyru HexenaHu peakiHu, KOMTO He ca
HaOMIOJaBaHW B KJIWHWYHATA MpPAKTHKA C @octep Hekcrxanep, Ho ca THNH4HO CBBP3BAHH C
MHXJIaTOPHOTO NpH/IOXKEHHe Ha OekiomeTasoH aumponuoHar. [To Bpeme Ha KOPTHKOCTEpPOHIHATA
TepanusA ca NOKIANBAHH CMIOPAAMYHO CMYLIEHHS BbB BKYCa.

3a MepkuTe, KOMTO TPAGBa 1a ce MpeANpHEMAT, 3a 1a ce HAMATH HECTOTATA HA OpaNHHTE MbOMYHK
MH(EKLMH, OpaTHaTa KAHAUA03a H NMCPOHUATA BHYKTE Touka 4.4. :

(TIPS
S

N



CucremuuTe edekTH Ha MHXATALMOHHHTE KOPTHKOCTEPOHAH (HAnp. GeKNOMETa3oH AWNPONMOHAT)
MOraT pga ce mnonyyar OCOGEHO, KOraTo ce mpuiaraT BbB BHMCOKM JIO3H, MNpeanucaHd 3a
MPOABJKMTENHM TNEPUOAM HA JIeYeHHEe, KaTO Te MOraT f[a BKJIKYBAT cuuapoM Ha Cushing,
KBIUIHHIOHAHK Y€PTH, NOTHCKAHE Ha afipeHanHaTa QYHKLUMSA, HAMAICHHE B MHHEpaITHATa MIBTHOCT HA
KOCTHTe, 3a0aBsHE Ha pacTexka IpH Aela H IOHOLIH, KaTapakTa H riaaykoma (BHxk Touka 4.4),

JIOMBIHHTENIHK HEXENaHN PeakiiH, KOUTO He ca HAOMIONABAHM B KIHHHYHUA OMUT C TepaneBTHYHH
Ao3n @octep Hekcrxanep, HO ca THIMYHO CBBP3BAHH C MPHIOKEHHETO HA Geraz-aroHHCTH, KaTo
dopMoTepon, ca nmamHTALMMTE, NPEACHPAHOTO MBKICHE, BEHTPHKYJIADHU  €KCTPACHMCTOIH,
TAXHAPHTMHS, NMOTEHUHAIHO CEPHO3HA XHMMOKAIMEMHS H TNOBMILABAHE, MOHWKABAHE HA KPBBHOTO
Hansrane. besceHue, 3amaiiBate, HECTIOKOMCTBO H TPEBOKHOCT Ca JI0K/IAIBAHM CMOpPaanyHO 110 BpeMe
Ha Tepamusa ¢ MHXanaTopeH (opmorepos. PopMOTEpoN MOXeE Aa MHAYLMPA CHIO TaKa MYCKYJIHH
KPamMH H MHAJIT S,

Cpoblasany ca H peakLMd Ha CBPLXYYBCTBHTENHOCT, KATO 00puBH, ypTHKapus, CbpOeku U epHTeMa
H €leMa Ha OKOTO, JIHLETO,yCTHHTE.

Kakrto npu apyrure uHxanaumonnu Tepanumu, Moxe na ce NONy4YH ¥ napanokcaneH GpoHXOCMassM ¢
He3a0aBHO YBENIMYCHHE HA XPHUIIOBETE, KAULUIMLATA H 3ajyxa CIejl npuiaraHe Ha jiosata (BH TOYKa
4.4),

Heduampuuna nonyarayua

Hanuunute (apmakokvHeTH4HH AaHHM He noakpenat GesonacHoctra Ha ®ocrep Hekcrxanep mpu
Ael@ Ha Bb3pact 5-11 roguuu. CeluecTByBa OrpaHHYeHa KIHHHYHA uH(opMaLMs npy HOWH Ha 12 -
17 rogmwnHa Bb3pact (Bukrte T. 4.2, 5.1 W 5.2). B 12- cenMM4HO PaHAOMHM3MPAHO KAHHHYHO
NMpOy4BaHe MpH BL3PACTHH H IOHOWH, 162 oHOWK Ha Bb3pacT oT 12 1o 17 roguum, cTpajaiM ot
yMepeHo u3paseHa dopma Ha acTma ca momyuasamu docrep Hekcrxanep, win chorsercTpamara
(opma oT pasTBOp mox HansraHe 3a MHXanauus, | WIM 2 HHXANALMK JAHeBHo.Yectorara, Tuna u
TEKECTTA Ha HEKENAHHTE PEaKUMH HE Ca OJIH PAa3/IMYHK NPH IOHOWIMTE, B CPABHEHHE C Bb3PACTHUTE
Nal1eHTH.

CrobLiaBaHe Ha N10103MPaHH HEKENAHH peakuum

CrobluaBaneTo Ha MOL03MPaHH HeXeNaHH PEaKIMK Clel pa3speluaBaHe 3a ynorpe0a Ha neKapcTBeHHA
NPOAYKT € BaxHO. ToBa Mo3B0/1sBA A2 MPOABLKH HAGMIOAEHHETO HA CHOTHOLIEHHETO noj3a/puck 3a
JIekapCTBEHHA NPOAYKT. OT MEJIMUMHCKHTE CNEUMATHCTH Ce M3MCKBA 12 ChOOILABAT BCAKA
MoA03MpaHa HeKeNaHa peaklud Ype3 HaLHOHAIHA CHCTEMa 3a ChoblaBaHe:

H3nbaHuTENHA are s 1o JekapeTaTa

yi. «Jlamsan Ipyes» Ne§;

1303 Codhus;

Ten: +3598903417; VeGcaiit: www.bda.bg

4.9 lpenosnpane

Haii-Bucokata mpenopbuntensa n03a 3a €NHOKpaTHO npunoxkenue or docrep Hekcrxanep e 2
MHXanauuH. YeTHpH KyMy/IaTHMBHM MHX@TaLMH OT @octep Hekcrxanep (o6mo 6Gexnomerazon
aunponxosar 400 muxporpama, ¢opmoTepon 24 MuKporpama, NPHIOKEHH B eIHOKpaTHA /103a) ca
OHITH MPOYYBaHH MPH ACTMATHYHK NauMeHTH. KyMyNaTHBHOTO NeueHue He e OPHYHHHIO aBHOPMEH u
KJIHHHYHO 3HAYHM eeKT BbpXYy ®u3HeHHuTe GpyHkunu. He ca 6uam HabmonaBanu HUKAKBH CEPHO3HH
HITH TEXKKH HeXXeNaHH peakLnH (BHxk Tovka 4.8),

[Tp naumeHTn ¢ actma ca npoyuBaHn e(ekTHTE Ha MHXATHPAHH 03M OT ®ocrep Hekcrxanep, kouto
CBOTBETCTBAT HA 12 KymynatuBHu no3u (o6mo Geknomerason aumpomwonar 1200 MHKpOrpama,




(opmorepon 72 mukporpama). KyMmynatusroTo nedenue He npeamssuksa abHOpMHH edieKTH BbpXy
KHU3HEHHTE pyHkuuu. He ca HabnroaaBaHu HUTO CEPUO3HH, HUTO TEKKH HEKENaHH CBOUTHA,

[Tpenosuparero ¢ popmorepon Moxe na nosesne 10 edekry, XapakTepHH 3a Oeraz-afipeHepruyHuTe
ArOHHCTH: TajieHe, noBpbluaHe, rIaBoGONME, TPEMOP, CHHIMBOCT, NANMHTALMH, TaxvKapaus,
BCHTPHKYIIHM apHTMHM, yAbkasahe Ha QT wnTepBana, mMetaGoNMTHA auMI03a, XMIOKATHEMMS,
XHITEPriIHKeMHs.

B cnyyante Ha npenosupane Ha dopmoTepon e nokasano NOAABPKALIO W CHMTOMATHYHO JIEYEHHeE.
Cepuosnure cnyyau Tps6sa na ce xocnuranusupar. TpsGsa na ce obMuciu npunoxeHuero wa
KapIHOCe/IeKTHBHH OeTa-anpeHepruyHy 610kepH, HO camo B KpaeH cry4ai, 3auloto ynorpebara um
MOXke 1a NpoBokKpa GponxocnassM. Heobxomumo e na ce NpOCIeaAT HHBATa Ha KaIuil B cepyma.

OcTpoTo MHXATAUMOHHO MpENO3NUPaHe HA GEKIOMETa3oH OUMPONHMOHAT  MOMKE Oa HOBEAe 10
BPEMEHHO MOATHCKaHe Ha HanbwOpeunata dyukums. Toea He Hamara HENpPEeMEHHO CrelHa nomol,
TBi KaTo W3CNEABAHNATA BHPXY HHBATA HA MIA3MEHUs KOPTH30Jl M0Ka3BaT, Ye aapeHantHaTa GyHKLMs
C¢ BB3CTAHOBABA 33 HAKOJKO AHHM. [IpH Te3W NauMeHTH neyeHMETO TPAGBA MPOABLIKH C 11033,
ZIOCTAThYHA 32 KOHTPOJI HAa acTMara.

XPOHHYHOTO TNpENO3NpaHe HA WHXANATOPEH OEKIOMETasoH AUMPONMOHAT BOAM [0 PHCK OT
TNOATHCKaHe Ha HaaOnOpeunuTe skiesn (k. Touka 4.4.). Moke na ce mosBH HeoOX0AMMOCT OT
npocieasBane Ha HanGbOpeunata dyukums. Jlevenuero Tpsbsa aa NPOABIIAKHM € 1033, JOCTATHYHA 3
KOHTPOJT BBPXY acTMara.

Ennokpathn nosu ot ®ocrep HekcerXanep no 800 mukporpama Geknomerason nunponuoHar, 48
MHKporpama $opmoTepos (HaaBHIIABALM TepareBTHYHATA no3a) ca obukHOBeHO GesonacHu u ce
noHacat nobpe.

5. PAPMAKOJIOTHYHH CBOMCTBA
5.1 ®apmakoaHHAMHYHY CBOliCTBA

dapmakoTepaneBTHYHA rpyna: AJpEHEpruud M ApyrH JieKapcTBa 3a JIeYeHHWe Ha OOCTPYKTHBHH
Henoapobuu 3abonspanus
ATC kon: R03 AKO08.

Mexanuzom na oeiicmeue u gapmaxodunamuynu edhexkmu

Docrep Hekcrxanep cbabpika GekIoMeTazon AMTIPONHOHAT W (opMoTepon noja (opmata Ha npax,
KOHTO Ce npueMa Karo ekcTpauH aepo3on Che CpelHH pa3sMepH Ha yacTHuuTe or [.4-1.5
MHKpomeTpa (mass median aerodynamic diameter (MMAD). CpenHOCTaTHCTHYECKH, aepo30ITHHTE
“acTHUH Ha @ocTep HekeTxanep ca MHOroO Mo-Majiku, OTKONIKOTO YaCTHLIHTE, 0CBOGOKIABAHN OT He-
ekcTpadMHUTE NeKapcTBeHH GopMu.

IIpoyusane BbpXy pasnpenenenuero Ha pamuo Genssamo NeKapcTBO NPH BB3PACTHH acTMaTHLM e
M0Ka3ano, Y€ ronsAMa 4acT OT JIeKapcTBOTO (olieHeHa Ha 42% OT HOMHHATHATA [03a) ce oryiara B
Genute npo6GoBe, ¢ XOMOreHHa Aeno3Mius Mpe3 Bb3AYIIHUTE NMbTHIMA. Te3H XapakTepucTHKH Ha
AOCTABAHETO MOAKPENAT ynoTpedaTa Ha HHUCKA 1032 OT KOPTHKOCTEPOMA C MOZOGPEHH NOKATHM
(apmakoaMHaMU4HK eeKTH, KOHTO Ca MOKA3AM, 4Ye ca eKBHBANCHTHH Ha ChOTBETCTBALLATA /1034
PasTBOp MOA HANAraHe 3a UHXanauus (Bux Krunuvuen onum).

Jlsete akTuBHy BewecTsa Ha Poctep Hekcrxanep nputexasar pasiM4eH MEXaHU3bM Ha aeiicTBue.
[Tonobuo Ha edextnre npu mpyru komGHHAUMM OT HHXaTaTOPHH KOPTHKOCTEPOMIIH . ?ngm
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arOHMCTH, TasM KOMOMHAUMA moOKa3Ba aaMTHBHH e(eKTH MO OTHOWIEHHe Ha HaMalsiBaHe Ha
obocTpsiHeTo Ha acTMara.

bexnomemason dunponuonam

beknomerason munponvonar, NpHIOKEH MHXANAWMOHHO B NpenopbyaHuTe [03M MpUTEXaBa
TOKOKOPTHKOMIHO MPOTHBOBB3NAIMTENHO AeHCTBHE B GenuTe poGoBe, KOETO BOIH 10 HAMANSBAHE
Ha CHMITOMHTE 1 0GOCTPAHETO Ha ACTMAaTa, ¢ MO-MAIKO HEeKENaHH ebeKTH, OTKONKOTO TNpH CHCTEMHO
MIPHIIOKEHHE,

Dopmomepon

®opmoTepon e cenekTHBeH OeTaz-alipeHepruyen aroHMUCT, KOiiTo Npein3BHKBA penakcalus Ha
OpoHxuanHata rnamka Myckynatypa NpH NAauMeHTH ¢ obpaTMMa OGCTPYKUMA Ha AMXaTelHUTe
MbTHIA. BpoHxoaunatHpawmsat edekt HacTbnsa Obp30 @0 1-3 muHyTH Cnen HHXa/lupaHe, a
NPOAB/KHTENTHOCTTA Ha e(eKTa Clie/l MPUIIoKEeHHe Ha €HOKpaTHa 1103a e 12 uaca.

Knunuuen onum

EdukacHocTTa Ha ABeTe akTHBHM BellecTBa Ha Docrep Hekcrxanep npax 3a mHXanauus e Guia
OLEHABAHA MPH MALMEHTH CbC CPEAHa [0 TeKKAa MEpCHCTHPALLA acTMa, B TPH PasIMYHH KIHHHYHH
M3MMTBAHKA, M CPaBHABAHA C Tas¥ Ha pasTBOpa M0 HANAraHe 3a MHxanauus 100 micrograms/6
micrograms. Karo usno, epukacHoCTTa B KNHHHYHATA NPaKTHKa Ha BaTa MHXANaTopa ce ovyaksa 1a
Oblie eKBHBANIEHTHA H NIPU JIBETE BH3MOKHOCTH 3a [103MpaHe OT efiHa MW [1BE HHXANALHH JHEBHO,

B enno npoyusane, mspsuyna kpaiina uen e Guna ouenka Ha euKacHOCTTa Ha KOPTHKOCTEPOUIHHS
KOMMOHEHT BBpXY Oponxoaunaraumsra (FEV, npeau npuemade Ha nosata). KnuHMyHO 3HaumMo
nosobpenue va FEV) ot MoMenTa npenu nosara, e 6uio Hab.r01aBaHo npn 696 nauMeHTH ¢ ymMepeHa
A0 TEXKa CHMNTOMATHYHA aCTMa B Kpast Ha 3 MeceyeH MepHoJ Ha JieyeHHe, B CpaBHEHHE C HAYAIHHUTE
CTOMHOCTH, NpH NpueM Ha | MHXanauus AHEBHO W 2 WHXaGNalMK JHEBHO W NP JIBETE JIeKapCTBEHH
opmu. Habmonasako e cpearo yBenH4eHue ot noxe 250 mL. U npu asete n03upoBkH He e umano
IJIMHAYHO 3HauMMa pasnuka BbB FEV) ot mMomenTa npean nosara, mexay JiekapcTeeHuTe GhopmMu
®ocrep Hekcrxanep npax 3a MHXanauus u Docrep pa3TBOp 3a HHXANALUMA NOJ] HAIAFAHE. 3HAYHTEITHH
CTOHHOCTH Ha J103a - OTroBop ca HaboaaBaHy 3a cytpewtus PEF. He e nocruruara cratucruyecka
3HAYMMOCT 3a KpuBata 103a - otroBop npu FEV| npemm npuemane Ha nosara. Ilpyu cpaBHeHHE Ha
HAYAIHHTE HHBA C Te3W KbM Kpas Ha nevweGHMA nepHos, e HaBIIOAABAHO 3HAYMTENHO nopobpeHue B
H3MEPBAHHTE MOKA3ATENM 32 KOHTPOJI Ha ACTMaTa, KaTo CYMa OT CYTPEILHHTE H BEYEPHH CHMITTOMH Ha
aCTMata W MNpOUEHT Ha NHWTe 0e3 CHMNTOMH, 0cOGEHO NpHM [BETe BMCOKH 403M M 3a IBeTe
neKapeTBeHd hopmu.

BbB BTOpoTO mMpoyusaue, riaBHaTa uen e oueHka Ha eHKacHOCTTA Ha ALAro AelicTBaMAT Geras-
aronuct BbB Doctep Hekerxanep. B ToBa npoyusane e H3MepBaHa OPOHXOMWIATALMATA OT HAYATOTO
10 12™ yac clejl NpUAOKEHHETO Ha CAHOKpaTHA 11033, Ype3 CEPHifHH CIIHPOMETPHYHH OLICHKH Ha
FEV: (FEV), AUC npu none 80% ot Bpemero Ha fejicTBHe Ha hopmotepon). Docrep Hekcrxanep
CHA MHXANalWs U 4 MHXAALHH HA JBETE aKTHBHH CHCTABKH 3HAYMTE/IHO nopobpsasa FEV, AUCy. 3,
B cpasenue ¢ nnauebo. M npere nosu ot docrep Hexkcrxanep npax 3a uuxanaumus He ca 6unu ro-
MaJIKO e(eKTHBHH OT CHOTBETHAaTa [03a Ha NIeKapCTBOTO, npueTa noa Qopmata Ha pastsop nox
HAAraKe 3a uixanauns. M npu isete nexapctseHn GOPMH e HIMEPEH CTATHCTHYECKH 3HAYMM no3a -
OTrOBOP MEKIY HUCKATA W BUCOKATA [103H,

B tpero npoyusane, cnen 4 ceqmuuen OTBOPEH NepHoj ¢ GEKIOMETAa30H AUNPONHOHAT/ thopmorepon,
npuiarad nox opMa Ha pa3TBOp MoJ HANTATaHe 3a HHXanauus, kato GUKCcHpaHa KoMOMHALMS B no03a

OT | MHXamauus/nHeBHo, 755 KOHTPOJIMpaHH MaUMEHTH ¢ acTMa ca GWiM paHIOMH3Mp %A
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CEAMHMYHO JIEYCHHE ChC CBIUMA MHXanarop, wiu ¢ Goctep Hekctxanep npax 3a unxanaums, wmm ¢
OexnomerazoH aunponuonar 100 MHKpOrpama/103a npax 3a uHxanauus. Beuuku JieKapcTBeHH hopMu
ca mpunaraHu nox ¢opma Ha | MHXaTaUMs/ THEBHO. [lbpBHuna nen e Guna npocnenseade Ha
MPOM3AHATA B CPE/IHHTE CTOHHOCTH Ha CYTPEUIHMsS EKCIIMPaTOPeH MOTOK (PEF) ot HavanHoTo HUBO B
MPOABIKEHHE HA UENHs nepHoj Ha mpunokenue. Crien 8 cenMmuuHO neueHHe, He e HabmromaBaHa
Pasika B MBPBUYHUTE KPaiHH LE/W MEeX/y ABETe KOMOMHHUPAHH JIeKapcTBeHH OPMH, KaTo U BaTa
MHXanaTopa ca OHIM CbC 3HAYMTENHO mO-H06pPH pe3ynTaTH, OTKOJKOTO MOHOTEpanmusTa ¢
Oeknomeraszon gunponmmonar. He ca OTKPHTH pasinku Mexny asere (GOpMH KOMOHHHpaHH
HHXANaTOPH, 10 OTHOLIGHHE HAa CHMITTOMH, KATO Pe3yaTaTH OT BTMIM3HPaHaTa CKaJla 32 KOHTPOJ Ha
actmara v 6poii Ha HuTe Ge3 criacsBaia (rescue-free) Tepanus.

IIpoBeneHo e emHo otBopeno, mmaue6o KOHTPOIMPaHO TNpOy4YBaHe, KOETO [a JOoKaxe, 4e
HHCITMPATOPHHA ITOTOK, KOHTO MOXKe 1a Oble reHepupan npes uHxanaropa Hekctxanep, He ce Biuse
OT BB3pacTTa Ha MaUHeHTa, 3a00/IABAHETO My 1 TEXKECTTA Ha 3a60JIABAHETO, CIEI0BATENHO AKTHBALIMA
H IOCTABAHE Ha JICKAPCTBOTO OT HHXAIATOPA MOe A Ce MOCTHIHE MPH BCHYKM NMALHEHTH. [TepBuuHa
kpaiHa e e Oun onpejensHe Ha NPOLEHTA OT NALMEHTH BB BCSKA BB3PACTOBA M MALMEHTCKa rpyna
C onpezeneto 3abonABaHe, KOWTO € MOrbJI Ja 4KTHBHpA MHXanatopa. B npoyysanero ca yuyacteanu
89 maumenTy Ha BB3pacT ot 5 g0 84 FOMMHH, BKIIIOYHTEIHO ACTMATHLIM C YMEpeHa i Texka (popma Ha
actMa (FEV; > 60% u < 60% |, PECNEKTHBHO), H MNaLMEHTH C ymepeHa u Teskka XOBB (xpouuyna
obctpykTuBHa GenonpoGua Gonect) (FEV, = 50% u < 50% pecnekTHBHO). Benuku nauveHTtu Hes
3HAaUCHUE Ha BB3PACTTTA, 3a00NABAHETO M TekeCTTa Ha 3aBonABAHETO ca GMIM cnocobuu na
TEHEpHpAT 10CTaTh4eH HHCIIHPATOPEH NMOTOK, 32 /12 AKTHBHPAT uHxanaropa Hekcrxanep.

Ilocpencteom ouenka Ha npoduna Ha BaMmBaHe npu u3nonssaHe Ha Poctep Hekcrxanep or
NAUMEHTH ¢ yMepeHa 1o Texka ¢opma Ha XOBB, nposeneHa B JOMbIHHTENHO OTBOpeHO nnauebo
KOHTPO/IMPAaHO MpPOy4BaHE, € YCTAHOBEHO, Y€ HE3aBHCMMO OT CTENeHTa Ha dyHKUHOHATHO
OrpaHHtCHHEe MALMEHTHTE ca OWIM B CBLCTOAHME [a aKTMBUPAT M fa M3MON3BaT e(eKTHBHO
YCTpOHCTBOTO,

Heouampuyuna nonyrayusn

HMa MHOro orpaHHM4YeHH KIMHHYHH OaHHM 3a ynotpebara na ®ocrep Hekcrxanep mpu neua Ha
BB3pacT 5-11 rogunn. B cpaBHeHMe ¢ eKBUBAIEHTHA 1033 OT ceofoaHa KOMOHHALMA OT paspellcHH 3a
ynorpeba JieKapcTBEHM MPOAYKTH, ChABPXKAlM GEKIOMETa30H AMMPONHOHAT Ge3BojieH (BDP) wu
dopmotepon (FF), npunaranero na enunuyna 103a ot €KCnepuMeHTanHara opmMa Ha (MKCHpaHaTa
KOMOMHALIHA, ChIbpXKAIA ChLIUTE eKCTpaMHU AKTHBHM CHCTaBKH KaTo ®ocrep Hekcrxanep, Ho ¢
HM3MO/I3BaHE HA IO-HUCKa 1030Ba (opma (50 mukporpama BDP u 6 Mukporpama FF), e noeeno mo
3HAYHTEIHO MO-BHCOKA CHCTEMHA OHOHAIMYHOCT M 3a 1BATA KOMIOHEHTA OT KOMOWHauMATA (BK.
TOYKA 5.2).
Tasu no-sucoka cucteMHa GHOHANHYHOCT ce CBBP3Ba CbC CTATHCTHYECKH 3HAYHMO MOHWIKEHHE Ha
nnasMeHus Kanui (ToukoBa ouenka 0,94, 95% CI [0,92; 0,96]) u yBenuuasamne Ha OCpeqHeHUs
ChpaeveH puteM (touka 1,06, 95% CI [1,01; 1,10]). Ocsen ToBa, e HaG/ioaBana TEHJIEHLHS KbM
MOTHCKAHE Ha KOPTH30/1a M NOBMIIABAHE HA CTOHHOCTHTE HAa INIOKO3aTa B ypHHATA NpH geua ot
TECTOBATa rpyna, B CpaBHeHue ¢ peepeHTHOTO Neuenue.

I1pu roHOWHTE € nomyvena camo orpaHnyeHa uH(pOpMaIHI.

B TpumeceuHo, paHaoMu3HpaHo KIMHHUYHO npoyysaHe, 162 nauuenTa Ha Bb3pact 12 — 17 rogunu ¢
AIHArHo3a yMepeHa 10 Texka acTMa ca mosyyasan uin ®ocrep Hekerxanep npax 3a HHXaJTaUus, Win
CBOTBETHATa (hopmMa OT PasTBOP MO/ HATATaHe 33 MHXAlauudA, B 1033 | win 2 MHXanaLUiH/ IHEBHO,
[lpomenure 8 FEV) (npemu nozara) s Kpas Ha JICYEHHETO ca OWIM MO-rofieMH MpH IOHOLLMTE,
CpPaBHEHHE C Ta3H NPH BL3PACTHUTE.

3a undopmauns 3a ynorpeba B neanarpuuHara NPaKTHKA, BUKTE CbLIO TOUKH 4.2, 4.8 1 5.2,
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5.2 PapmMaKoOKHHETHYHH CBOIicTBA

Bexnomemazon ounponuonam

Beknomera3oH aunponmoHar e npea-nexkapetso (pro-drug) cbe cnab aduuurer Ha CBBpP3BaHE C
[/IIOKOKOPTHKOMIHHSA peLenTop. BeuecTsoTo ce XUApoH3Npa Ype3 ecTepasHHTE eH3MMH 10 aKTHBEH
merabonur - Geknomerason-17-MoHONpONUOHAT,  KO#TO MpUTEKaBa  MO-CHJIEH  MECTEH
NPOTHBOBB3NANHUTENCH eEKT B CpaBHEHHE C GEKIOMETA30H IHNPONHOHAT.

Abcopbyun, pasnpedenenue u memabonusom

Huxanupanusar Gexnomerasou AunponHoHat ce abcopbupa Gbp3o npes Genure apobose. [lpenu
abcopOumsTa ce U3BBPLIBA 3HAYHTEIHA TpaHcopMalHs 10 aKTHBHUS MY METaGOMHT GeK/IoMeTaz0H-
|'7-MOHONPONHOHAT, MOCPEACTBOM  ecTepasHy €H3MMH, JIOKAJM3HPAHW B TOBEYETO ThKAHH,
PesopGuusita Ha nprerara nosa B Genure apoGose (36 %) ¥ B raCTPOMHTECTHHAIHMA TPAKT NOBUILIABA
CHCTEMHATa OHOHAIMYHOCT HAa aKTHBHMS MeTabonMT. BHOHANTHYHOCTTA Ha npuerata 1o3a
OEK/IOMETa30H JMNPOMHOHAT € MpEeHeGPEKHUMO HHUCKA. YCTAHOBEHO e, obaye 4e NpecHMCTEMHOTO
NMPEBPBUIAHE HA BEWIECTBOTO B aKTHBEH MeTabonuT npeacrasissa 41% or nosara, pe3opbupana kato
aKTHBEH MeTabonuT. C noBHINaBaHe HAa HHXANAUMOHHATA 103a ce HabMI0NaBa JIMHElHA 3aBUCHMOCT B
cucremuuTe edextH. AGcomoTHaTa GHOHATHYHOCT cien HHXanalUns, W3pa3seHH Karo MPOLEHT OT
obiara nosa, € okoso 2% 3a HenmpomeHeHus GeK/JIOMEeTa30H AMMpONHOHAT M OKONO 62% 3a
metabonuTa GexnomeTazon- | 7-MOHONpPONHUOHAT.

Cnen vHTpaBeHO3HO npHiIOKEHHE, GEKIOMETa30H JUMPONHOHAT W HErOBUS AKTHBEH MeTabouT
MOKa3BaT BMCOK MiasMeH KIHpBHC (choTBeTHO 150 M 120L/h), ¢ mansk obem pasnpezeneHue 3a
Oeksiomerazon aunponuonar  (20L) NpH  CTAallMOHADHO CBCTOAHHE MU C [MO-BUCOKO TBKAHHO
PasNpe/C/ICHHE 32 HEroBHA aKTWBEH MeTabonut (424L). AKTHBHMAT MeTabonuT GeknoMera3on-17-
MOHOMPONHOHAT CheTaB/IsABa 0KOJIO 82% oT 061KTe MeTaboaUTH Ha GeKIoOMeTa30H JIMNPOMHOHAT.
CBBP3BaHETO C MIa3MEHHTE POTEHHH € YMEPEHO BHCOKO.

Exckpeyua

ExckpeuusaTa ¢ gekanmuute e rnaBHUAT muT 3a EIMMHHHPaHEe Ha OEKIOMETa30H AHMPONUOHAT, INIABHO
kaTo nossipeH MeTabonut. BrOpeunara ekckpeuns Ha GekaoMmerasoH JHMPONHOHAT H HA HErOBMTE
MeTabonuTu e npeHeGpexumo Hucka. Bpemero Ha nonyxusort e 0.5 h 3a 6exnomerason aunponuonar
u27hwusza BeksomeTa3oH- 1 7-MOHONPONHOHAT.

Cneyuannu zpynu nayuenmu

He e npoyuena dapmakokuneTnkara Ha GekoMeTazoH JIMMPONMHOHAT MPH NauMeHTH ¢ 6s0peyHo UK
uepHoapobHO yBpekaane. Thil kato GeknOMeTa30H AMNPOMHOHAT MpPETBPNABA MHOTO OBLp3
MeTaboIN3bM JI0 MO- MOJSPHHTE MPOLYKTH GeknomeTasoH-21-MOHONPONHOHAT, GekaoMeTasoH-17-
MOHOTIPOMMOHAT M GEKIOMETAa30H Ype3 eCTepasHHTe eH3UMHM B MHTECTHHAIHATA TEYHOCT, Ccepyma,
Oenute npoGoBe M uephus apob, MpH  4EPHOAPOGHO yBpekIaHe HE Ce OYaKBAT TMPOMEHH
(hapmakokuHeTHKaTa 1 npoduia Ha Ge30NMacHOCT Ha GEKIOMETa30H JIUTPONHOHAT.

Twii kaTo GexknoMeTasoH AMNPONMOHAT WM HEroBM MeTaGONMTH He ca OTKPMTH B YpHHATa, He ce
Hab01aBa NOBHLLIABAHE HA CHCTEMHATA EKCIO3HLLHA MpH NauHeHTH ¢ 6bOpeyHn yBpekaaHus.

Dopmomepon

Abcopbyun u pasnpedenenue

Cnen wuuxanaums, ¢opmorepon ce pesopGupa KakTo OT GenmmTe npoboBe Taka W oOT
FACTPOHHTECTHHANHHA TPakT. ®pakuMsTa OT WHXaIMpaHaTa /033, KOATO Ce MOMTbILA Clien
TpHNOKEHHE ¢ MHOr0N030BHA HHXanaTtop (MDI) moxe na Bapupa ot 60% 10 90%. Haii-manko 65%

OT TNpHeTaTta no03a ce abcopbupa upe3 TraCTPOMHTECTHHAIHMAT TPakT. MaKCHMaiHM IUIa3MeHu
KOHLEHTpallMH Ha HEMPOMEHEHOTO JeKapcTBO ca M3MepeHH ot 0.5 o 1 h cuen NepopaiHoO
npunoxenne. CBbP3BAHETO C IUIA3MEHHTE NPOTEHHH Ha ¢opmotepon e 61 - 64%, karo 342 —

b
CBBP3BAT ¢ anbymuHa. Hsma ycTaHOBeHa caTypauys B CBBLD3BAHETO C IIa3MEHHTE W&W%HO”& N
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KOHLCHTPALIMOHHHTE MHTEPBA/IM, MOCTHIAHH C TEPANEBTHYHH N03H. EMHMUHALMOHHHSAT MOMYXUBOT
C/I€A mepopaito npunoxenue e 2 - 3 vaca. Cnel WHxanauus Ha m03a ot 12 1o 96 MHKporpama
dopmorepon pymapar ce Habmonasa nuHeiina abcopOuus.

Memabonuzom

®opmoTepon ce MeTabOoNM3NPa BbB BUCOKA CTEIEH, KaTO OCHOBHHUTE METabOJIMTHH ITBTHILA BKITIOYBAT
AMPEKTHA KOHIOralMA Ha (peHONHATA XMAPOKCHIIHA rpyna. KOHIoraTsT Ha FJIIOKYPOHOBATA KHCEIHHA €
HEAKTHBEH. BTOpMAT rnaBeH mbT BKIIOUYBA O-nemertunupase, nocneapaHo OT KOHIOTauuMs Ha
peHonnata 2’- xuppokcwiana rpyna. MsoeHsumute Ha urroxpom P450 - CYP2D6, CYP2C19 u
CYP2C9 ca sxmouenn B O-1eMeTHIHPaHETO Ha (opmotepon. YepHuar apod e 0CHOBHOTO MACTO 3a
MeTabonu3bM. B TepaneBTHYHM KOHIIEHTpaLuH, (opmotepon He uuxuGHpa ensumuTe Ha CYP450.

Ekckpeyun

Ipu enHokpatHa HHXanaTopHa n03a B AManasona 12 — 96 MHKpOrpama, MpHIokKeHa KaTo CyX npax 3a
HHXATALMs, KyMy/laTHBHaTa ObOpeuHa eKckpelMs Ha (OpPMOTepon ce MOBMIABA B JMHeliHa
3aucumoct. Cpenso 8% u 25% or mozara ce EKCKPETHpa CHOTBETHO KaTO HENpOMEHeH M obl
dopmotepoin. Cren uHxanams Ha eAHOKpaTHa no3a 120 mukporpama ot 12 3apasn no6poBoiuM, Ha
0asa Ha M3MEPEHHTE UIa3MeHH KOHLEHTpPALMK e ompejeseH eMHMHHALIMOHEH NnonyxuBoT ot 10 h.
(R,R)- u (8,9)- CHAaHTHOMEPHUTE MpeCTABIABAT, CbOTBETHO 0koJi0 40% u 60% oT HENpPOMEHEHOTO
JIekapcTBO B ypuHara. [IpomopuMoHanHOTO CchOTHOWeEHHE Mexiy aBaTa €HaHTHOMEpa oOcTaBa
MOCTORHHO NpH MPOYYBAHMTE JIO3M, KAaTO HAMA JAaHHH 3a KyMyJMpaHe Ha KOHTO M 1a e oT
CHAHTMOMEPHTE CJIE/ NPOIBIKUTENHO A03UpaHe.

Cnen nepopanto npunoxkenne Ha 40 1o 80 MHKporpama GopmoTepon BepXy 3apasu 106poBoim, 6%
no 10% ot mosara e oTKpuTa B ypHHaTa nos ¢opmara Ha HempomeHeHo nekapcTso, a 10 8% ot
Ao3ara ce oTaens noA GpopMaTa Ha TIIOKYPOHHML.

O6uio 67% ot nepopannara nosa (opmoTepon ce exckperupa upe3 ypuHata (IaBHO Mo ¢opma Ha
MeTaboJINTH), a OCTaHA/NATa YacT ¢ (peKaTHuTe, Bvbpeunuat knnpwbHe Ha hopmotepon e 150 ml/min.

Cneyuannu zpynu nayuenmu
[Maumenty ¢ yepHonpoGuH/ GuOpeunu 3abonsBanus: dapmakoknHeTHKaTa Ha (opmoTepon He e
TIpOy"BaHA NPH MALHEHTH C YePHOAPOOHH MK ObOpeuHH 3abonaBanms.

Ileduampuuna nonyrayus

BbB dapmakokuHeTHYHN NpoyuBaHus C €IHOKpAaTHa 103a Nnpy ela ¢ acTMa Ha Bb3pacT 5-11 roaunu,
ABE CKCMEPHMEHTANHH MEAMATPHYHH JIEKAPCTBEHH GopMH ¢ PuKcHpaHa 103a, ChIbPAKALLM ChLIMTE
eKkCTpauHH akTMBHHU CheTaBku kato Doctep Hekcerxanep, Ho TNPH U3M0JI3BaHE HA MO-HUCKH 103M (A:
50 mukporpama BDP u 6 mukporpama FF = 50/6 ; B: 35 Mukporpama BDP u 4 mukporpama FF =
35/4), ca cpaBHEHH C EKBUBAIEHTHM J03M OT cBoGoaHa KOMOMHAUMA OT paspelieHH 3a ynotpeba
JICKapCTBEHH MPOAYKTH, CbhAbpKallM OEKIOMEeTa3oH AMNponHoHaT Ge3BoeH (BDP) u ¢opmotepon
(FF). Onpenensua e camo cucreMHara CKCMO3HLHSA, NPH OTCBECTBMETO HAa TECT C AKTMBEH BBHIJIEH, KATO
MApKa 3a GesonacHocT. B cpasHenue cve cBoGogHaTa KOMOMHaLHA, QUKCHpaHaTa KOMOHHALMS Ha
Oeknomerason nunponuonar 6essoaet (BDP) u opmorepon (FF) 50/6 mukporpama, e g0Bena 10 no-
romima cuctemHa ekcriosiuma (AUCOt) W nukoBH KOHUEHTpaLMH (Cmax) Ha BcHukuTE TpH
AHANIU3WPaHH BEILECTBA: OCHOBHOTO cheauHeHue BDP, akTuBHuMAT MeTaGonuT Oeknomerason-17-
MoHonponuoHat (B17MP) u ¢opmorepon. INMocaeasaworo HamanssaHe Ha nosara ¢ okono 30%
(Geknomerason aunponnonar Gesponet (BDP) u topmotepon (FF) BDP / FF 35/4 mukporpama), Bce
OLl¢ BOIM N0 3Ha4yuTenHO no-pucok AUCOt Ha akTuBHMA Mertaboautr B17MP (ToukoB oOLEHHTEN
152,5, 90% CI [141,1 164,8]), kakTo ¥ HA AKTHBHOTO BeluectBo BDP (ToukoB ouenuren 188,6; 90%
CI[163,8 217,1]). AUCO Ha dopmoTepon e 6umo B pamkuTe Ha Cmax, 1eKo HaJBMLIABAIIA AUAMA30Ha
Ha OHoexBHBaneHTHOCT OT 80-125%.




Knunuuen onum

EdektTe OT cHCTeMHa eKCnO3MuMA Ha KOMOMHALMATA OT GEKIOMETa’oH MMPOMHOHAT M
(opmoTepon ca cpaBHsBaHH C TE3W HA OTAENHHUTE BelwlecTa. HaMa faHHM 3a GapMaKOKMHETHYHH HIH
(apmakoaMHaMUYHH  (CHCTEMHH) B3aHMOJEHCTBUA MEXIYy OEKIOMEeTa3oH JIUMPONTHOHAT W
dbopmotepon.

(®apmakokuHeTnkata Ha ®octep Hekcrxanep mpax 3a MHXanaums e Guaa CpaBHEHa C Tasu Ha
CbOTBETCTBAIINA PA3TBOP IO HANAraHe 3a MHXagaluA. AHANU3IBT HA CTEPOHIHHA KOMIIOHEHT ce
(oxycupa BBpXy OekyoMeTasoH -17-MOHONMPONMOHAT, [JIABHHAT AKTHBEH MeTaGonuT Ha
DexIoMeTa30H JUITPONMOHAT.

Cncremuara abcopbums u MeTaGonusbM Ha GekOMETa30H MUMPOMHOHAT ca Obp3 U Crax €
JIOCTHTHATA 5 MUHYTH CIleJl IPUEM Ha 103aTa W MpH jasete GOPMH, KaTO CTOMHOCTTA M € MO-BUCOKA
npu Qocrep Hekctxanep npax 3a mexanauus (+ 68 %). AUCt e okon0 3 MbTH MO-BMCOKA cliel
unxanauus Ha @ocrep Hekcrxanep, B cpaBHeHHe ¢ pa3TBopa 3a HHXANAUMs 10 HausraHe. Cma 32
GexsioMeTa3oH- | 7-MOHONPONHOHAT, IIABHUAT AKTHBEH MeTabonuT, mpeacTasnsBail okono 82 % or
obwuTe MeTabonuTH B KPBBTA, Ce JAOCTHra CPENHO Clel okoao 30 MHUHYTH TIPH H3MO0J3BaHe Ha
ycrpolictBoto Hekctxanep, W cnen 15 MuHYTH mpu ynotpeba Ha pa3TBOp 3a HHXaNalMs [o1
HanArafe.

[LnasmeHuTe KOHUEHTPALMK HA GEKIOMETa30H - | 7-MOHONPONHOHAT Ca MO-HUCKHM clie] HHXATMpaHe Ha
npax 3a uHXanauus (Cumax -49% u AUC, - 29%), B cpaBHEHHE C Te3H Ha pasTBOpa nojJ HanAraHe 3a
unxanauns. Cnen uHxanupawe na Qocrtep Hekcrxanep, makcumanHata KOHUEHTpauMa (Cmax) Ha
(opmoTepon e mocrurHara go 5-TaTa MHHYTA M € MO-BHCOKA (+ 47 %) npu npuoKeHHe Ha rpaxa 3a
MHXaNalui; MIolTa Moj KpuBaTa ryiasMeHa KoHueHtpauus-speme (AUC,) e cpaBHuMa npu aBete
JieKapcTBeH! hopMHu.

B enHo npoyuBaHe e W3c/enBaHO OTHOCHTENHOTO NOCTABAHE A0 Genure npoboBe; 3a [1a ce M3KITIOUH
aGcopbums Ha /1eKapCTBOTO OT raCTPO-WHTECTHHANHHA TPAKT € NpuiaradH aKkTHBEH BBIJIEH, a 3a
pedepenTHHs mpoaykT (pa3TBOp MON Hansrame 3a MHXamauMs) € MpuiaraHo yCTpoicTBOTO
AeroChamber Plus®. B Ta3u nocraHoBka, HHXanaTopbT Hekcrxanep W pa3TBOpLT noa Hansrase 3a
MHXalalKs Cca MoKasanu eKBUBAJIGHTHOCT MO OTHolleHue Ha mnokasatens AUC,  kakto 3a
OeksoMeTa30H-17-MOHOTIPONHOHAT, Taka U 3a (GOPMOTEPON (CHOTHOLIEHHETO npax 3a MHXajsauus/
PasTBOp Mo HanAraHe 3a uHxanauus 1 90% nosepuTeNHH WHTEpBalM ca GuiM B pamkute Ha 80-
125%); Cmax Ha OeknomeTasoH-17-MoHOMponuoHat e 6una mo-Hucka (-38%) crea WHXanaums or
uHxanaropa Hekcrxanep.

5.3 lpeakauHnyuHK JanHH 3a Ge3onacHoCT

He knuhnuH#Te 1anny 3a oTnenHuTe komnonenty Ha Moctep Hekerxanep He nokassar ocoben PHCK
3a X0pa, OCHOBAaHO Ha KOHBEHUMOHAIHHTE NPOYYBaHMUs 3a (apMakolornyHa 6e30MacHoCT 1 3a
TOCHYHOCT NMPH MHOTOKPATHO NpHIOXkeHHe. [TpOGHIBT Ha TOKCHYHOCT Ha KOMGMHALMATA OTpa3ABa
TO3H Ha HHAWBHYATHATE KOMIOHEHTH, 6e3 NOBHIIABaHE HA TOKCHYHOCTTA HIIH HEOYAKBAHH CEeKTH.

[TpoyuBanua BBpXy penpoayKTHBHATAa TOKCHUHOCT MPH MUIBXOBE MOKA3BAT /1030 - 3aBHCHMH edekTH.
KombuHauusTa e cebp3ana ¢ noHmkaBaHe Ha jKeHCKaTa GEPTHIHOCT U emOpuodeTanHa TOKCHYHOCT.
M3BeCTHO €, Ye BHCOKMTE 03H KOPTHKOCTEPOHIH, MPHIOKEHH HA GPEMEHHM JKUBOTHH MPUYUHABAT
aHOMAllMN B Pa3BUTHETO Ha MJIOAA, BKAIOYMTENHO LENKa Ha HeOLETO W HHTpayTepHHHO 3abaBsiHe Ha
pacTexa. BepostHo edextute, Habnonasanu Mpu MpuIoKeHHE HA KOMOMHALMATA OEKIOMETA30H
AMTpONHOHAT/OpMOTEPON  Ce  IbKAT HAa GekioMera’oH aunponuonar. Tesu edexkTd  ca
HAaOMIONaBaHH CcaMO TNPH BHCOKH KOHUEHTPALMHM HA aKTHBHHA MeTaboNuT GeKnoMeTasoH-17-
MOHOTponHoHat (200 mbTH HAA OYaKBAHMTE MIAIMEHH HWBAa npu maumenTH). [Ipu npoydsaHusTa ¢
CKCNEPUMEHTAIHH JKUBOTHW € Hab/niofaBaHa yBeNW4YeHAa MPONBIKUTENHOCT Ha OGpPEMEHHOCTTA M

pakaaHeTo — edekT, KOHTO Haii - BEpOATHO Ce AB/KH HA M3BECTHHTE TOKOJIMTHYHH cBOlicTBa-Ha.__
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Oera2-cumnarnkomumeruumre. Tesn edektu, obaue ca YCTAHOBEHH NPHHMBA HA qung{@pMﬂ Bn /7.5:
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MaHYHHATA MIa3Ma, KOWTO Ca MO- HMCKH OT OYaKBaHUTE NpH MaLMeHTH, JeKysaHW ¢ Qocrep
Hekcrxanep.

[IpoyuBaHus BBPXY FeHOTOKCHYHOCTTA, NPOBENCHH ¢ KOMOMHAIMATA GEKIOMETA30H OHIPOITHOHAT
/opMoTepon He ca mokasanM MyTareHeH nortenmman. He ca MPOBEXAaHH NpOyYBaHHsA 3a
KaHUEPOreHHOCT ¢ npeanoxeHata koMOMHauMa. JIaHHM OT eKCNEPHMEHTH ¢ >KMBOTHH o6aye
T0ka3Bar, Ye BETe BELECTBA HE NPENoNaraT NoTeHUHAIEH PHCK OT TIPOsBa Ha KaHLIEPOreHHOCT NpH
xopa.

6. PAPMAIIEBTHYHH CBOMCTBA

6.1 CniHcbK HA NOMOLUHHTE BelecTBa

JlakT03a MOHOXHAPAT (CHIBPXKA MAJKO KOMHYECTBO MIIEYHH MPOTEHHM), MarHe3HeB CTeapar.

6.2 HecbBMecTHMOCTH
Henpunoxumo.

6.3 Cpok Ha roanoct

3 ropunu.
Cren mbpBo OTBapsiHe Ha MIIMKA, eKAPCTBEHUAT npoaykT Tpabsa na ce u3nou3ea 3a 6 Meceua.
6.4 Cneunannu ycioBusi Ha ChbXpaHeHHe

Jla ce chxpaHsBa B OPHIHHAIHA OMAKOBKA, 3a 1a ce NpeanasH oT Biara.
Ipeanasuus nank ¢ unxanartopa ja ce OTBaps HEMOCPENCTBEHO NPEaH MbpBaTa My ynotpeta.

IIpenu nbpBOTO OTBapAHE Ha MIMKYETO:
To3u nexapcTBeH npoyKT He M3MCKBA CrieLMATHK TEMIIEPATYPHH YCIIOBHSI HA ChXPaHEHHE.

Cnen oTBapsiHe Ha rumka:
Mla ce cbxpansBa npu Temnepatypa nox 25°C,

6.5 Buau chabpikanme HAa OnaKoBKaTa

Bceku kaproHeHa onakoBka CcbaAbpka 1, 2 unu 3 yerpoiictea Hekcrxanep, ceabpxamm 1,50 g win
2,22 g npax 3a MHXanalKs 3a J0CTABAHE pecnexTHBHO Ha 120 uuxanauuu wiv va 180 wnxanaumy .
Beekn uHxanatop ce npeaiara B TepMuyHO 3aneuaran npeanasex widk ot PET/AI/PE (IToauemunen
mepepmanam/ Anymunuii/ Honuemunen (Polyethylene Terephtalate/Aluminium/ Polyethylene) vinn
PA/A1/PE (ITonuwamun/ Anymunuii/Ilonuerunen (Polyamide/Aluminium/Polyethylene).

He Bcuuku onakosku morar j1a 6baat MyCHAaTH Ha nazapa.
®@ocrep Hekcrxanep e mynTi-103080 YCTPOHCTBO 3a MHXaNAUKA. YCTPOHCTBOTO Ce CHCTOM OT KYTHA C

EKpaH'e, KOETO Mnoka3sa Opos Ha JI03MTe, KOMTO ¢a OCTAHANM, M Kanaye. [lpu oTBapAHe Ha kanmayero
(mBinkewo Gposua Ha Ko3MTE), Ce OTBAps M MYHJILYKa, Npe3 KOHTO Ce M3BbPUIBA MHXATHPAHETO Ha




JIekapcTBOTO. JloNHaTa 4acT Ha KyTHATa M MyHIULyKa ca OT aKpUJIOHMTUN OyTalueH CTHpeH
(acrylonitrile butadiene styrene), a kanagero e ot MOJIUNPOHIIEH,

6.6 Cneunanum npeanaznu MEpPKH NPH H3XBbPJsIHE H paGoTa

Heusnonssauuar JICKApCTBEH MPOOYKT MK OTNAOBYHHUTE MaTE€pHallK OT HEro TpﬂﬁBa Ia ce H3XBBPIAT
B CHOTBETCTBUE C MECTHHUTE H3HCKBaHHA,

7. MPHTEXATEJI HA PA3PEIUIEHHETO 3A YIIOTPEBA

Chiesi Pharmaceuticals GmbH
Gonzagagasse 16/16

1010 Vienna,

ABcTpus

8. HOMEP(A) HA PASPELIEHHETO 3A YINOTPEBA
Per. Ne: 20130106

9. JATA HA ITbPBO PA3PEIIABAHE/IIO{HOBABAHE HA PASPEHIEHHETO 3A
YMNOTPEBA

HNata na nspBo paspewaBane na ynorpeba: 11.03.2013 r.

/laTa Ha noAHOBsIBAHe Ha pa3pelleHHeTo 32 ynorpeba: 18.08.2017 r.

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA
OxromBpwu, 2020.
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