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1. HUME HA IEKAPCTBEHMA IPOAYKT 707 M O e

Ep®ny3an ®openupo 50 mukporpama + 250 Mukporpama/mosa
Npax 3a HHXanauMs, OpCABAPHTEAHO JOIHPaH

AirFluSal Forspiro 50 micrograms + 250 micrograms/dose inhalation
powder, pre-dispensed

2. KAYECTBEH H KOJIHYECTBEH CHCTAB

Bceska otmepena nosa Ep®my3an ®opermipo chabpxa:

50 MuKporpama canMeTepo (kaTo caMerepon keunadoar, salmeterol xinafoate) u 250 MuUKporpama
¢uryTiKa3onoB nponwHoHar (fluticasone propionate).

CrOTBETCTBALIG HA NOCTABREHA JI034 OT:

45 meKporpaMa cajiMerepol (Karo canmerepon kcuHadoar) u 233 Mukporpama (hITyTHKA30HOB IPONHOHAT.

Ilomommo BelecTso ¢ H3BecTHO AelficTBhe:
Beaka orMepena nosa ceabpka 11,57 mg nakTosa (kato MOROXHIpAT).
3a OBIHHA CHECHK Ha NIOMOIHHUTE BEIIECTBA BIKTE TOUKa 6.1,

3. JEKAPCTBEHA ®OPMA
[Npax 3a pHXaNaigA, MPpeIBAPHTEIHO AO3UPAH
bsit, xomMoreneH npax

IlpearapHTeHo AO3HPaH MpAX, ONMAKOBaH B GIIMCTEp, KOHTO ¢€ AOCTABA 4pe3 BHOJICTOBO IJIACTMECOBO
NpPaxoBO KHXANATOPHO YCTPOMCTBRO.

4, K/IMHAYHA JTAHHHU
4.1 TepaneBTHYHH NOKAZAHEA

Acmma

Ep®iay3an ®opcrHpo € nokazaH 3a ICYEHHE Ha 4CTMA, KOTATO € MOAXOAAIIO Ja CC H3NO/3Ba KOMOHHHpaK

TIPOAYKT (B2-aroHucCT ¢ XBATOTPafHO NeHCTBHE ¥ HHXANATOPEH KOPTHKOCTEPOH/L).

*  TAHEHTH, NPH KOHTO HE CE [IOCTHTA 3/IEKBAaTeH KOHTPONI Ype3 ICYCHUE ¢ HHXATaTOPHN
KOPTHKOCTEPOKAH U [2-arOHHCT ¢ KPaTKOTpaiiHo JelCTBIe, H3MON3BaH ,,IpH HyKaa"

WITH

*  TIAUHEHTH, NPH KOHTO € MOCTHTHAT Be4e aZIeKBATEH KOHTPOI ¢ HHXAMaTOPHH KOPTHKOCTEPOHIH H Pa2-
aroHHCTH ¢ ABAroTpaiido aeiicrene

4.2 i[oanponlca H HAYHH HA UPHIOKEHHE




Hauwun Ha npunoxenue:
Epday3an opcrmpo € camo 32 HHXAIATOPHO MPHIIOKEHHE.

[Naumenrure, TpA6Ba a ObAaT yBegOMEHH, Ye 34 1a ce IocTHrHe ontuManeH edexr, Epdiry3an @openspo
TpabBa na ce MpHIara exXeZHEBHO, AOPH ¥ TIPH JIMIICA Ha CHMITTOMH.

CrcTosEReTo Ha mareHTuTe TpAGBa PEJOBHO Ja Ce MPEeoLeHABa OT JIeKap, TAKA Y€ IPHEMAHATA 1032
Epday3an ®opcnpo fa 6bAe omumManHa M 1a ce MPOMeHs ¢aMo M0 JIEKAPCKO MPEAIHCcaHHE.

B 3aBHCHMOCT OT TeKecTTa Ha 3abomsBasero, TpaOBa Aa ce Npmwiara Takaea konueHrpaps na Epdmy3an
DOpCHHPO, KOATO CHABPKA MOIXOAIMA 038 (IYTHKAZOHOB IPOMHOHAT.

Ako 3a oT/IeieH AIHEHT € Heo0XOAMMO IPHNAraHe Ha 103K K3BHH IPENOPHYBAHATA TEPANIEBTHYHA CXEMa,
TpAGBa na 6BIaT MpeANHCaHH OAXONAIIH JO3H HA B2-arOHKCT H/HAH KOPTHKOCTEPOHL.

HOSI;IQOBKa

[penopruyTeTHA DO3M:

Acmma

Bb3pacThy ¥ yoHom« Ha 12 TONHHE HIM IIOBEYE:

Ilo enna naxananus ¢ 250 Mukporpama Iy THKa30HOB IPONMMOHAT H 50 MHKpOTrpaMa CaaMeTepoJt B IThTH
THEBHO.

HosaTta TpaGpa ga ObAe THTPHpaHA A0 BAH-HHCKATA J033, HPR KOATO Ce HOAALPAS ePeKTHBEH
KOHTPOJI Ha cHMIOTOMHATE. KoraTo KOBTPOSET HA CHMITOMETE C¢ IOAABPKA ¢ HAl-HRCKATA 1032 HA
KOMOHHAINHATA, NIPHJATAHA JBA I'LTH AHEBHO, CJIEBAMATA CTHIKA HA Je4eBHETO, 6B Morja aa
BKJII0YBA HPo0HO NPAIOKEHHE CAMO HA HEXAJATOPEH KOPTHKOCTEPORA.

AJTTepHATHBHO, IALMEHTH, KOHTO C& HYXKIAAT OT P,-arOHMCT ¢ NBJIrOTpaiiHo AeficTBHe Morar ja 6baar
TitpHpany ¢ Ep@ay3an Gopcnupo npHiaraH BeAHLK AHEBHO, aKO 10 TIPEIIEHKA Ha JIEKyBalllik JIeKap, ToBa
€ aJIeKBATHO 34 NOAIBPXKAHE Ha KOHTpOJa Ha 3afonasaneto. B cayyauTe Ha npunarase BeQHbRK JHEBHO, aKo
MALMEHTEHT € ¢ AHAMHE3a 34 HOIIHH CHMITTOMH, A03aTa TpA6Ba Ja ce NpHJiara Bevep, a aKo NAlMEHTHT € ¢
aHaMHe3a 3a CHMIITOMH T71aBHO Npe3 JeHd, J03aTa TPpAOBa J1a ¢e TpHyara CyTpHH.

Kparxocpouno npoyusane Ra Epdmy3an Popenupo Moxe aa ce B3eMe npeaBui KaTo MbPBOHAYATHO
LOMIABPIKAIIO JIEYSHHE NMPH BB3PAcTHH U IOHOLEH ChC CPeHO TEXKKa EPCHCTHPAIlA ACTMA (TALHMEHTH CBC
CHMITTOMH IIpe3 AeHd, eKeIHEBHO MIPHIOKEHHE Ha JIeKapcTea 32 6bp30 obnekyaBaHe Ha CHMITTOMHTE H
CPeAHO [0 TEXKO 3AaTPYAHCHHE HA JUIIAHETO), IPH KOUTO MOCTHRAHETo Ha Gbp3 KOHTpON e oT ocobeHo
3HaYeHue. B Te3H Cydan, npenoppHHTENHATA 4034 € eflHa HHXanamms ¢ 50 Mukporpama canmerepon 1 100
MHKpOTpaMa (IyTHKa30HOB IPOIMHOHAT JBA ITHTH JHEBHO.

Crnen mocTHraHe Ha KOHTpOJI HA ACTMATA, JICYCHHETO Tpnﬁna Ja ce npepasricia ¥ Tpaﬁna Aa e IPCLHCHH
AaJIH NMAITHEHTET MOXKE [a €€ BEPHE KBM JICUCHHE CAMO ¢ HHXATATOPEH KOPTHKOCTCPOMHI. BaxHo ¢
NAIHCHTH, IIPH KOHTO O03aTa € HaMalceHa, oa Obaar HabmonasaHu PEOOBHO.

He e gokasana noisa npH cpaBHeHHE ¢ HHXANATOPHO MIPHIIOKEHKS CaMO Ha (uTyTHKa30HOB MPONMOHAT,

H3IIOJI3BAH 34 NOITbPKALIA TEPAIHs, KOraTo JIMIICBAT eJHH HITH J[Ba KPHTEPHA 3a TexecT. [1o npuHIHD, 3a
MOBEYETO NALMEHTH WHXANATOPHATE KOPTHKOCTEPOH/IH OCTABaT IThPBa THHUA Ha neucHue. Epdiry3:
©opcnHpo He € MOKa3ay 3a MEPBOHAYATIHO ICYEHAE Ha JieKa (opMa Ha acTMa.

CammMeTepo)/(IIyTHKA30HOB MPOMMOHAT ¢ KOHIeHTpamus 50 Mukporpama’100 Mukporpama
3a JICYeHHe Ha BLIPACTHH M JIela ¢ TeXKa GopMa HA acTMa; Npenopbyea ¢e 1a Ce YCTAHOBH




J03a Ha UHXAJIATOPHUA KOPTHKOCTEPOU/ MPEIH Ja Ce H3MOoJ3Ba KOATO U Ja € PUKCHpaHa KoMOMHALMs NPH
MaLMeHTH ¢ TexkKa (popMa Ha acTMa.

3a 103UPOBKH, KOMTO He MoraT j1a ce nocturHar ¢ Ep®ny3an ®openupo, ca HaTMYHH JT1eKapCTBEHH
NPOJYKTH C APYTH KOHLIEHTPALMKM Ha canMeTepos1/(IyTHKa30HOB MPOITHOHAT.

Cneyuannu 2pynu nayuenmu:
[lpy naumeHTH B HanpeHAa BB3PACT WM Takuea ¢ ObOpeyHH yBpexkianus He e He0OOXOIHMO /103aTa Jia

Obe kopurupana. Hama nannm 3a npuiokenneto Ha Ep@iy3an Gopenupo npH NaugesTH ¢ Y4epHOAPOOHO
YBpeKaaHe.

Heduampuyuna nonyrayua:
Ep®iy3an ®openupo He TpabBa a ce npuiara np Jeua.

Yka3annsg 3a ynorpeba:
Ha naunenture Tpabra na 6s1e nokaszano kak aa usnon3sar Gopenupo HHXANATOpa M peoBHO TpAGBa 1a
Ce NpOBepsBa Jajld HHXAIATOPBT Ce H3I10/13Ba MPaBHITHO.

HMuxanatopsT chabpxa 60 1034 OT TeKapcTBOTO Ha Mpax, ONAKOBaHH B HABMTA JieHTa oT (onuo. Mma Gposy
Ha JIO3HTe, KOMTO MOKa3Ba KOJIKO JIO3M ¢a ocTaHaiu Kato OpoeHero e B Hu3xoaau pex ot 60 ao 0. Koraro
ocraHat 10 1034, uudpara e Ha yepBeH (oH.

HHxanaTopbT He MOXe J1a ce 3ape/IH MOBTOPHO — TOM TPSOBa Ja ce M3XBBPJIH, KOraTo Ce M3MpPa3HH H Jia ce
3aMEHH ¢ HOBO YCTPOHCTBO.

I [ 3
Bano Gyrano:
peanazzama
Kanawka P |~ 1pabsa na ce
i M3MO3IBA CAMO KOTaTo
| Crpamm4ma xamepa: CTe roToBM Aa
TYK ce cubupa domuoro, npHeMeTe no3aTa
3a ]a MOXE 1a ce
! n
i Bposw ma gom: Bragymsn oreopm |
: KOrato OTBOpHTE _— OT ABETE CTPaHH Ha |
i Npemnasamara |, AIIMKATOpA 3 yCTa
| KamauKaMoOXeTe na / i
| MPOBEPHTE KOIKO !
 —_— e

IIpem-l Ja H30Ji3BaTe HHXAJIaTopa

¢ [lpospayHara BpaTH4YKa Ha CTpaHWYHATa Kamepa TpAOBa Jia ce OTBOPH.

e Jlentarta (onno TpsaOBa Ja ce OTCTPaHH OT CTPAHWYHATA KAMEPA KATO BHUMATEIHO Ce OTKBCHE OT
LsA/1aTa JIHTa ¢ MOMOIITa Ha ,,3b0ueTaTa®, KakTo e mokasaHo no-aoiy. Jlenrata ne TpabBsa aa ce
TerJIH HJIH Abpna.




L] Bpammca'ra Ha CTpaHH4YHaTa KaMmepa TpﬂﬁBa Jla C€ 3aTBOPH H H3MOJI3BaHaTa JICHTa 'rpnﬁna Ja ce
H3XBBPIIH.

3abenexka: Korato ce H3no/13Ba HHXaNaTopbT, CTPAHHYHATA KaMEpPa MOCTENEHHO 1 Ce HAITb/IHK

C M3MN0/13BaHAa JieHTa. JIeHTuTe OHO C YepHH YepPTH He ChAbPKAT JeKapceTBo. Clie/l onpe/ieneHo

BpeMe B CTPAHHYHATa KaMepa IIe ce NOABAT HOMEepUpaHUTe YacTH oT JeHTaTta. Hakora ne Tpabsa

ia ce OCTABAT noBeve oT 2 9YacTH oT (JOJIHOTO B CTPAHMYHATA KAMepa, ThH KaTo Morar aa

3a]pbCTAT HHXanaropa. Jlenrara Tpsabpa na Gbae BHUMATETHO OTKBCHATA KAKTO € MOKa3aHO Mo-rope
. H Jla ce U3XBBPIH Oe30nmacHo.

H3nos3Bane Ha HHEXAJATOPA
HuxanatopsT TpsaGBa 1a ce AbPKH € phlie, KAKTO € NOKa3aHO Ha H300pakeHHUsTa.

e [Ipeanassamara kana4ka TpsdBa 1a ce OTBOPH HAJOJY, 33 J1a Ce OTKPHe arIMKaTopa 3a ycra.
e Tpsabea na ce npoBepsBa Gposiva Ha J0O3MTE, 3a 1a C€ BU/IM KOJIKO JO3H Ca OCTAHAIH.

2. IloaroroBka Ha po3aTa

* PuOBT Ha 6as10TO GyTas0 TpEGBa Na ce noBaurne. CTpaHMYHaTa Kamepa TpsOBa Ja e 3aTBOpeHa.
3abenexka: banoro Gyrano TpabBa a ce MeCTH caMO aKO MALMEHTHT € N'OTOB 32 HHXAIMpaHe Ha




Otsapsme ~ ™

"Ipax"

Ortsapsane: banoro Gyrano TpaGBa aa ce npemMecTH HAarope u JoKpaii fokato mpakne. [Ipu
TOBa ,ueucr BHE C€ NPHIBHKBA HOBA 1034, CbC ChbOTBETHHUA HOMEp B ropHarta 4acT.

"Mpas ,—\

3aTBapane

3arsapsine: Cnen ToBa 6ss10To Gyraso TpabBa aa ce 3aTBOPH 10 Kpas, TAKA 4Ye a MpPaKHe Ha
[IbPBOHAYAIIHOTO CH MACTO. Taka HHXanaTopbT € TOTOB J1a Ce M3MO0JI3Ba BeHara.

Huxannpane Ha no3ara

[TaupeHTHT TPA6Ba Na U3MILA KOJIKOTO MOJKE M0-CHJIHO HACTPaHHU OT alUIMKaTopa 3a ycTa Ha
unxanaropa. He Tps6sa HHKora 1a ce H3AHIIBA AHPEKTHO B HHXAJIATOPA, Thil KaTO TOBAa MOXKe J1a
TIOBJIMSIE Ha J103aTa.

Huxanaropa Tpsa0ea 1a ce 1bpikH B XOPH3OHTAIHO MOJIOXKEHHE, Taka Ye NpeAna3Bamara Kanauxka
Aa COYIH HAA0JYy.

Ycruute TpabBa J1a ce MPUTHCHAT OKOJIO AIUTMKATOpa 32 YCTa.

IMaupeHTHT 'I‘p)IGBa [a BAMIIa NPOABDKHTEIHO H Jl'leﬁOl(O npe3 UHXallaTopa, a He Mpe3 Hoca.

IMouncrBane

HuxanaropsT TpaGBa 1a ce OTCTPaHH OT yCTaTa H AbXBT Ja ce 3aAbpixKu 5-10 cexyHan wiu
TOJIKOBA JTBJIF0, KOJIKOTO € Bb3MOXKHO 0e3 Ja npuunHsBa auckomgopr.

Crnien ToBa, nauueHTsT TpAOBa a2 H3AMIIA GaBHO, HO HE B HHXAJIATOPA.

IIpeanaspamara kanauka TpsOBa Ja ce 3aTBOPH BHPXY alJIHKaTOpa 3a ycTa.

Ycrara TpsaOsa na ce M3MUIakHe ¢ BOJIa, KaTO ce M3IUTIOe BojiaTa ciie/] ToBa. Topa ! OMOTHe
3a npe/nasBaHe oT rbOMYHa HH(EKLMs Ha yCTaTa WK OT MPECHIBAHE Ha r1ag 7 N




e BrnHmHATA YaCT HA AIUTHKATOPA 3a ycTa TpsOBa fa ce M30LPCRa ¢ YHCTA, CyXa KBPIIa, AKO €
HeoOxoaumo.
HuxanatopsT He TpsOBa Aa ce pasrnobasa, 3a Aa 6b/e NOYHCTEH MITH TIO APYyTa NpAYHHa!
Hacture Ha MHXanaTopa He TPAOha Aa ce OMMCTBAT ¢ BOAR WM C MOKpa KBpNa, Thii KaTo Blarara
MOXe Jia [IOBJTHAS BBpXY Ao3aTal

¢  Hron Wiy ApyTH OCTPH NpeaMeETH He TpAOra HUKOTA Ja Ce IOCTABAT B alyIMKATOPA 38 YCTA WA B
JpYTH 9aCTH Ha HHX&IATOPa, Thil KaTo TOBA MOXE Jia [IOBPEAM HHXalaTopa!

4.3 IporEBONOKAIaHMS

CBPBXYYBCTBUTETHOCT KbM AKTHBHHTE BEIECTBA WIM HAKOE OT MOMOLIHHTE BEINECTEa, H30POSHH B ToUKa
6.1.

4.4 CrennaiBn npelynpekienns B BpeaANa3HA MepKHE NpH ynorpeba

Bromaeane Ha 3a6011BaHETO

Ep®my3an Qopempo He Tpa6Ba Aa ce H3NON3Ba 32 ICUEHHE HA OCTPH CHMIITOMM H& aCTMa, PH KOMTO e
HeOOX0IUMO IPHIAaTaHeTo Ha GpOHXOmHMIIATATOp ¢ OBP30 M KpaTKoTpaiHo nacicreue. [laiperTHTe, TpAGRa
Ia 6bJaT CHBETBAHH 1A MMAT 110 BCAKO BPEME HA pasiioNoKeHHe HEXANATOpa CH 38 ob/leKYaBaHe Ha OCTHP
acTMaTH9eH MPUCTBIL.

ITaumenTHTe HE TPAGBA f1a 3amousaT nedenue ¢ Epdry3an Gopennpo npu ofocTpaHe, NPH 3HAYHTETHO HITH
OCTPO BIIOLIABAHE HA ACTMATA.

lo Bpeme na nevennero ¢ Ep®ny3an QopcnHpo MOTAT A2 HACTHIAT CEPHO3HH HEXEIAHH peaKLHH
CBBP3aHH ¢ actMaTa H oboctpaHeTo §i. Heobxoaumo e nanuenTrTe {haaT chBETBAHH Aa MPOTBIDKAT
ACYECHHETO, HO JA MOTHPCAT ICKAPCKH CHBET, 4KO CHMITTOMHTE HAa 4CTMA OCTAHAT HEKOHTPOJMPAHH HITH Ce
BJIOMIAT CJief 3anouBaHe Ha Jieuenue ¢ Epduy3an @openmpo.

[NoeHmrenara HeoGxoAMMOCT oT yNoTpeba Ha JeKapcTBo 3a of/IeKuaBaHe HA CHMITTOMHTE
(GpoHX0AKNATATOPH C KPATKOTPaiHO felicTRHE) WiK HAMANCHUAT OTTOBOP KbM AeHCTBHETO HA TAKOBA
JICKAapCTBO CHTHATH3HPA 3a HapyHIeHne Ha KOHTPOIA Ha 3CTMATA M C¢ Halara nperfyie]] Ha NalHeHTa.
Pa3xoTo M MPOrpecHBHOTO BAOINABAHE HA KOHTPONA HA ACTMATS € NOTCHIMANHO JKMBOTO3ACTPAINABAINO K
naiueHTsT TpAbBa na 6be HEOTIOKHO KOHCYITHpaH ot jiekap. Tpa6sa ga 6b1e o0chAeHO yBenHUaBaHe HA
J034Ta HA KOPTHKOCTEPOUAHOTO JICUEHHE.

Cnen xato ce NOCTHrHe KOHTPOIT Ha CHMITTOMHTE Ha acTMara, Tpabea Jia ce 00CHAA MOCTENEHHO
noHkapaHe Ha no3ata Ha Ep®iy3an @opempo. [Tpu Hamanseare Ha 103aTa e HeOOXOIMMO PEIOBHO
Habmozaetne HA nauuenTa. TpaGpa na 6b4e M3NON3BaHA HAl-HHCKATA JI03a OT CATIMETePOIT/ Ty THKA3OH (BAK.
TouKa 4.2).

Jeuennero ¢ Ep@my3an Gopemupo He Tpabpa Ja 65e NpeKpaTABaHO BHE3AITHO NIPH MANHCHTH C aCTMA,
nopajH pUCK oT o6ocTpane. Hamanseanero Ha fo3aTa TpsGsa fa ce H3BBPIIBA MOX JEKAPCKH KOHTPOIL.

KakTo BCHYKH HHXAJIATOPHH JIGKAPCTEa, ChIBPKANH KopTUkocTepouay, Epduy3an (IJopcmipo TpabBa na

HazHaYH NIOIXOoNAMO0 NCYCHHES.

CupaeaHo-cba0RH edheKkrn




Panxo, Ep®ny3an ®opcmupo Moxe Na IPUYHHH CHPAEYHH apUTMHH, HANpHMEp CYTpaBeHTPHKYIapHa
TaxHKapani, eKCTPACHCTONH, TIPEACEPIHO MBXKAeHE H c1abo 0OpaTHMO NIOHHXKABAHE HA CEPYMHHTE HHBA Ha
KauiHii NpH BUCOKH TepaneBTHYHH 103H. Ep®ay3an ®opemupo Tpabea fa ce H3N0/I3Ba ¢ NOBHLIEHO
BHHMaHHE TIPH [TAllHEHTH C TEXKH CHPACYHO-CHAOBH 3a00/MBaHHA HIM PHTHMHH HapYIUCHHS, KakT0 H IIpH
DAIKEHTH ¢ AHa0eT, THPEOTOKCHKO3a, HEKOPHTHPAHA XMIIOKATIHEMIS HITH NIAHCHTH, IPeApasnoNoKeHH
KBbM HHCKH CEpYMHH HHEBA Ha KaJHii,

XHOEPIIMKeMHA
MHoro paaxo e Cp00IABAHO 3a NOBUIIABAHE HA HHBATA HA KpHBHATA 3axap (Bx. Touka 4.8), Karo ToBa

TpAOBa a ce B3eMe IIpe/iBH/L IPH NPEITHCBAHETO Ha JIEKAPCTBOTO HA MAUHEHTH ¢ AHAMHE34 32 3aXAPEH
nualert.

Ilapanokcanen GpoHxocnasbm

KakTo H IpH ApYTH HAXaNATOPHH TEPAIHKA MOXE [1a Ce pa3BHe NapagoKcaneH GPOHXOCTIA3EM ¢ BHE3aNHO
YEC/THYABAHE Ha XPUNOBETE H HEJOCTHT Ha BE3AYX C/le]] ipHem Ha No3ara. IlapagokcanHas GpOHXOCHA3IEM
Ce IIOBJIHABA ¢ OHbp30-AciicTpaiy OPHXOAWIATATOPH H TpaGBa na ce neKysa He3abasHo. [IpunaraneTo Ha
Ep@my3an @openupo TpaGea ga Opae npekpareno HezabasHo, NAUHEHTHT TpAOBa fa GbAe mperneaH U ako
€ HeoOxoxuMo TPAGEA Ja ce TIPRNOKHM ANTTEPHATHBHA TEPAIHI.

PapMaKoNIOTHYHHTE HEKEIAHH PEAKIINHA NIPH JIEYEHHETO ¢ [2-arOHACTH, KATO TPEMOP, NANIUTAIHH B
rnasofonue, ce Hadmoaear, HO OOMKHOBSHO Ca MPEXOHM ¥ ¢e PeayLmpar ¢ o0HvaiiHo Nevenne.

CHCTEMHH peakiMi, CREPRAHM ¢ YIHOTPeOa HA KOPTMKOCTEPOHIH

KakTo npy BCHYKH HHXAJIATOPHH KOPTHKOCTEPOMIH, O-CTIELHAIHO NIPH IPHEM HA BHCOKH A03H 33
NPONBDKHTENEH TIEPHOJ, OT BPEME, € BL3MOIKHO Ja Ce NOSBAT chcTemun peakiyun. [lossara na Te3n
PEAKLIHH € TIO-MAJIKO BEPOATHA, OTKONKOTO HpPH NEPOPATHHTE KOPTHKOCTEPOHIH. BE3MOXKHHTE CHCTEMHH
e(eKTH BKTIOUBAT CHHAPOM Ha KyIIWHT, KyIIHATORINY YepTH, TOTHCKaHe Ha HaaOsOpeunaTa QyHKi,
NOHWKaBaHe Ha MHHEPATHATa IWIHTHOCT Ha KOCTHTE, KATAPAKTA H I7ayKoMa H N0-PAIKO IICHXHYHH HIH
TOBEJICHYECKH POMEHH, BIUTIOURAINM NCHXOMOTOPHA XMNEPAKTHBHOCT, HAPYIICHMA Ha ChHS, TPEBOMHOCT,
JenpecHd HIIH arpechs (IpeIAMHO OpH Aena) (Biok To-gony noATouxa Heduampuuna nonyaayus 3a
HHPOPMANHA OTHOCHO CHCTEMHHTE e(eKTH Ha HHXANATOPHKTE KOPTUXOCTPOUIH NPH JC1a ¥ IOHOIIH).
Tlopaju TOBa e BAXHO, IANHEATHTE A& CE NPEr/ICKAAT PEAOBHO M J03ATA HA HHXAJATOPHHS
KOpTHKOCTEPOHA Aa 6b/ie HaMalieHa A0 HAK-HUECKATA K024, NPH KONTO ce NOANLPKA ehekTBen
KOHTPO.JI HA aCTMATA.

IIpOXBIKHTENHOTO NeYEHHe Ha NAMEHTHTE ¢ BHCOKH JO3H HHXANATOPHH KOPTHKOCTEPOHIIH MOXeE Aa
AoBele A0 MOTHCKaHe HA HanOBOpedHaTa dyukme 1 ocTpa HanheOpeuHa kpuza. CHING TaKa €A ONMCAHK
MHOI'0 peAKH Cliydau Ha NoTHCKaHe Ha HaAObOpeyHaTa GyHKUMA H ocTpa HaAOEOpeYHa KpH3a MpH JO3H
dryrukazoHos nponHoHar Mexay S00 1 mo-manko ot 1 000 Muxporpama. QakTOPH, KOHTO € BEIMOXHO Jia
NPOBOKUPAT OcTpa HaxOEOpeuHa KpH3a ca TpaBMa, XHPYpPrudHa onepartus, HHbeKHI Wi 61p30
HaMasBaHe Ha fosara. CHMNTOMHTE OOHKHOBEHO €A HEONpeeleHH M MOTaT ia BKHOYBAT AHOPEKCHA,
KopeMHa 6oJlka, 3aryba Ha Ch3HAHHETO, XHITOITIHKEMMA H Ibpuobe. HeoOxoaHMO € 1a ce MMa npeaBHA
JOITBIIHHTENHO JIEYEHHE ChC CHCTEMHH KOPTHKOCTEPOHIH IO BPEMe HA ITEPHOIH Ha CTPEC WAH [LIAHOBH
XHPYPrHYHH ONEPaItHH.

INonsara oT HHXAaNATOPHOTO JieUeHHe ¢ GITYTHKA30HOB IPONHOHAT € HAMANABaHe HeOOXOAMMOCTTa OT
HepOpaNHK CTEPOHIH, HO MpPH MAUHEHTUTE, KOHTO NPEMHHABAT OT MCPOPATHH CTEPONIH KhM HEEXE
MOXKe 1a ChIECTBYBa PHCK OT HaMaJieH pe3epe Ha HANGLOpedHHTe XUIC3H 32 SHAUHTENS " QRS
T¢3H NaNMeHTH TPAGBa Aa OBIAT NEKYBaHH ChC CTICHHATHO BHHMaHHEe H GyHKIHATA ) 2
pefioBHO 14 ¢ce mpocieassa. [lauHeRTH, NPH KOMTO B MHHANOTO C€ € HAlaraia Crielly
TepalHi BEB BHCOKM AO3H, MOTAT A3 611aT ¢bilio B pHCK. BE3MOXKHOCTTA 33 TAKOB4{HE




BHHATH A4 C& MMa TIPEJBH/] TIPH CHICIIHH CHTYAUMH W XMPYPTrHYeCKH HHTEPBCHIHH, KOHTO NPCAH3BUKBAT
cTpec, KaTo TpaGBa 12 ce NpPerieH:H MOAX0AAWC KOPTHKOCTEPOHAHO ieyeHHe. CtenmeHTa Ha Haabp0pedno
YBpEXAaHE MOJKE Ja HAJIOKH KOHCYJITAHA ChC CHELMAIHCT ITPEIH IUIaHOBA XHPYPrHIHA HaMeca.

PuTOHaBAp MOXE 3HAYHTENHO A2 HOBHIIH IUA3MEHHTE KOHIEHTPAUHH Ha (JTyTHKa30HOB HPOITHOHAT.
IMopann ToBa eAHOBPEMEHHOTO MM TIPHWIOKEHHE TPAGBA Ja ce H30ArBa, OCBEH KO MOTEHLHATHHTE ITOJIZH 32
TIAHMEHTA €a O-TONEMH OT PHCKE OT CUCTEMHMTE HEXEMAHY PEAKIMY OT CTpaHa Ha KOPTHKOCTEPOMANTE.
[NopumeH pUCK OT CHCTEMHH HEXENIAHH PEAKIMH CHINECTBYBA ChHIO H MPH KOMOHHALHATA HA

¢y THKa30HOB NPONMMOHAT C APYTH MOMEH HuXuGHTOpH Ha CYP3A (BX. TOuKa 4.5).

Tnermonna npu nangents ¢ XOBE

Habmonasa ce NOBHIlEHA 9ecTOTA HA THEBMOHHA, BKIIOYMTENHO MHEBMOHMA HA/Aaralia XocHTaIH3alHs,
npy maupentd ¢ XObB, kouTo npHeMaT HHXaTaTOpHK KOPTHKOCTEpOoHaH. HMa HAKOH JaHHH 32 NOBHIIEH
PHCK OT NHEBMOHHSA NpPH NOBHITIABaAE HAa CTEPOHAHATA 1034, HO TOBA HE C€ AEMOHCTPHpa YOS IHTEIHO B
PaMKHTe Ha BCHUKH NPOYyYBaHHA.

Hama yGemreHO KIHHHYHO AOKA3ATENCTRO 38 PA3IHKK B PAMKHTE Ha KI1aCa MEXIY HHXAAaTOpHUTE
KOPTHKOCTEPOHIHH TIPOAYKTH, OTHOCHC roJIeMHHATa HA PHCKA OT MHEBMOHHA.

Jlexapure TpsaOBa 1a IPOCHEAIBAT 33 BHIMOKHO PA3BHTHE Ha THEBMOBKS Tiph naueHTH ¢ XOBB, Thil kato
KIIMHHYHATA KAPTHHA Ha Te3H HHOEKLHH Ce MPHITOKPHBA ChC CHMITTOMHTE Ha ek3anepbaumn Ba XOBB.
Puckosure daxTopn 3a neBMOHKS NpH naHeHTH ¢ XOBB BKIOYBAT HACTOAINO TIOTIOHOMYINEHE, 110~
HalpeaHala Bb3pacT, HHCEK HHAeKe Ha TenecHa Maca (UTM) u Texka XOBB.

BranmonekcTBus ¢ Mot uaxuouTopn Ha CYP3A4

EmnoepemennaTa yriorpefa Ha CHCTEMEH KETOKOHA30J 3HAYMTENHO [IOBMINABA CHCTEMHATA CKCIIO3HIHA Ha
canMeTepon. Tosa MOXe 2 AoBeAE AC MOBHIEABAHE YECTOTaTa HA CHCTeMERTe edekTH (HanpaMep
yaekapane Ha QTc HHTepBana ¥ nannaTaiEy). ITopay TOBa €JHOBPEMEHHOTO MPHIIOKEHHE C
KETOKOHA30/ WAH APYTE MOIGHK HEXHOHTOpH Ha CYP3 A4 TpaGra fa ce n30aTBa, OCBEH aKO NON3HTE OT
JISYCHHETO CBC CATMETEPO)l HAIBHINABAT NOTEHIHAIHO YBEIMYSHHA PHCK OT CHCTEMHH HEXENTAHH peaKiH
{B:K. TOuKa 4.5).

Hapyiuenne pa 3pennero

ITpu ynorpefa Ha KOPTHKOCTEPOHIH 34 CHCTEMHO H/IH JIOKATTHO NPHIIOKEHHE, MOXe Ja AMa choOIIeH s 3a
HapyIIeHHEe Ha 3peHHeTo. AKO NALMEHT CE OTUIAKBA OT CHMITTOMH KATO 3aMBITICHO BIKIaHe HIH ApYTH
3PUTENIHH HapylHeHHs, Toi Tpabra Ja ce HACOUH KbM KOHCYNTAHMA ¢ OQTAIMONIOT, 32 A3 C€ PEeLEeHsT
BB3MOKHATE NPHIHHHE, KOKTO MOKE Ja BKTIOUBAT KATAPAKTa, FIayKoMa WIH pasiko 3a0onaBaHe KaTo
LCHTPA/IHA, CEPOIHa XOPHOPETHHOMATHA, 32 KOATO € ChoOMIaBaHO Ciel ynoTpeta Ha KOPTHKOCTEPOMAH 3a
CHCTEMHO H JIOKAJIHO TPHIOKEHHUE.

IemmMaTpyyEa oMYAl
Iipu nena ¥ 1oHOIMM Ha BE3pacT Mox 16 roAMHH, IPHEMALTH BHCOKH 403H (NIyTHKA30HOB MPONHOHAT
(obuxHoBeHOo mo3H = 1 000 MEKpOrpaMa/IHEBHO) chIlleCTBYBA pHCK. Morar Ja ce npoABAT CHCTEMHH
HeXXenaHM peakiiiy, 0COOEHO TPH BHCOKH J{O3M, [PH/IaraHi NPOABIDKHTETHO Bpeme. BriMoxnure
HEXeNaHH PeaklHH BKIIOYBAT CHHAPOM Ha KyllMur, KyuIMHroHaH YepTH, NoTHCKaHe Ha HanOs0peunara
yHKIpA, OcTpa HaAOBOpeuHa KpH3a, 3a6aBAHe HA PACTE KA NPH AelA M IOHOIMH H NO-PAAKO NCHXHYHH HIH
NOBECHYECKH MPOMEHH, BKITIOUBAMY NICHXOMOTOPHA XMIICPAKTHBHOCT, HAPYLICHHA HA CHHS, TPSBOKHOCT,
Aenpecus win arpechsd. Tpadea da ce oOMUCIH BE3MOXKHOCTTA 32 KOHCYITALHS HA AETETC WM IOHOMATa
CBC CNEHMAMKCTH N0 JETCKH PECIIMPATOPHH 3ab0MMBaHHA.




IToMomHM RemiecTBa

Ep®ny3an dopemmpo crAnpxa fakroza go 11,57 mg/rosza. Topa KOMMMECTEO 0OHKHOBEHO HE NIPEIHA3BUKBA
UpobIEMH P JTHIA ¢ HEMOHOCHMOCT KEM JIAKTO3a. [TOMOLIHOTO BelnecTBO J1aKTO34 CHABPKA MATIKO
KOJIHYECTBO MIIEYHH NPOTEHHN, KOHTO MOTAT /1A NPSIM3BUKAT ANCPry<H peakiiiy.

4.5 BianmopeiicTBRe ¢ APYrH NeKapcTBeHH NPOAYKTH H APYrH GOPME HA B3aRMOAeHcTBHE

f —anpenepruvAnTe 610KEPH MOTAT Aa OTC/NAOAT WM J1a POTHROAECHCTBAT Ha edexTa Ha caMeTepot.
Tpabea na 6une A364rsaHO MPUIAraHETO HA TEKAPCTBA, KOHTO CHIBPHKAT HECENICKTABHH H CEIIEKTHBHA P -
O70KepH, OCBEH aKO He CBHINECTBYBA HENPESOAOIMMO OCHOBAHHE 33 TAXHOTO NMPHIOKEHHE.

JleueHMETO ¢ P2-arOHMCTH MOXeE Aa JIOBEME A0 MOTEHIHANHO TeXKa Xumokamemus, Hiuncksa ce ocobeHo
CNEHAATHO BHHMAHHKE TIPH TEXXKO 000CTpeHa aCTMA, Thil KaTo T03H eexT MoXKe aa 6pae ycHneH ot
CAHOBPEMCHHOTO JICUCHHE ¢ KCAHTHHOBH ACPHBATH, CTCPOHIH H JHYPETHILIH.

EaHOBpeMEHHOTO NpHIOKEHHE C APYTH B-alipeHePrHYHH JIEKapCTBa, MOXe Aa AoBe/le O NOTeHIHAICH
amuTuBeH edeKT.

D 230HOB NIPOIHOHAT

IIpx HOpMaHH 0OCTOATENCTBA, Clle] HHXATUPAHE HA 033 (IyTHKA30HOB NPONKOHAT CE JOCTHTAT HHCKH
IUTIA3MEHH KOHLCHTPALMH, [TOPA/d HHTEH3HBHOTO MeTaboIM3nupaHe NPH IThPBO NPEMHHABAHE H BHCOK
CHCTEMEH KIMPBHC, Meauupano ot iuroxpom CYP3A4 p uepsara v wephua npo6. Tlopams Tasu npumma,
KIMHAYHO 3HAYHMH JIeKapCTBEHH B3aHMO/ICHCTBYA, MCIIHHPaHH OT UIYTHKA30HOB HMPOIHOHAT Ca MAKO
BEpPOSTHH.

B xIHHHMHO MPOYHBaHE HA JICKaPCTBEHHMTE B3aHMONAESHCTBHA ¢ (UIyTHKa30HOB MPOIHOHAT, IPHJIATaH
HHTpPAHA3AIHO MPH 37PaBH XOpa, PHTOHABKP (MHOTC MomeH uHxHOuTOp Ha 1uToxpoM CYP3A4) 100 mg
ABa I'5TH JHEBHO MOBHINABA [UIA3MEHHTE KOHICHTPALHH Ha (/TyTHKA3OHOBHSA NPOMHOHAT HAKOJIKO CTOTHH
IETH, KOETO BOJM 10 3HAYMTENHO NOHHKABAHE Ha CepYMHETe KOHLIEHTpallMH Ha KopTH3oia. Hama nanm 3a
TaKOBA IEKAPCTBEHO BIaHMOJCHCTBHE NPH (IYTHKA30HOR TIPOITHOHAT, MPHJIAraH HHXaIaTOPHO, HO ce
OYaKpa 3HAYATE/HO NOBHIIABAHE Ha IUIA3MCHHTE HEBA Ha (IIyTHKa30HOBMA NporvoHaT. MMa crobmenni 3a
cHHApoM Ha KymHar u notHckane Ha HanOnOpeunara gpynxuma. TasH komOunamus TpaOBa 1a ce 30aTBa,
OCBEH 8KO T0J3aTa 34 MAUHEHTa HEe HAXBHINABA MTOBHIOEHHUA PACK OT CHCTEMHH IIIOKOKOPTHKOCTEPOHAHH
HEKe/TaHH peaKilvu.

B MasiKo KIMHHYHO MpoydBaHe Ha 3ApaBH AOOPOBOJIL € YCTAHOBEHO, Ye No-CIabHsT HEXHOHTOp Ha
CYP3A KkeTokOHa30M yBe/THYABa €KCIO3HUMATA Ha (UIYTHKa30HOB MPOIHOHAT Cliel €MHOKPAaTHO
uHxanupane cke 150%. ToBa Boan 10 Mo-royiMo NOHIDKABAHE HA IUTa3MEHHTE HHBA HAa KOPTH30/1a B
CpaBHEHHE caMo ¢ (UTyTHKA30HOB MPOMHOHAT. EnHOBpeMeHHOTO jIevente ¢ Apyrd MOIIHA HHXHOHTOPH Ha
CYP3A kaTo HTpakoHa301 H KOOHUMCTAT-CHABPIKALLHM IPOAYKTH, H YMepeHH HEXuOuTOpn Ha CYP3A, kato
€PHTPOMHLIHH, CHIIO CE OYaKBa Ja NOBHIIH CHCTEMHATa €KCMO3KIIHA Ha (yTHKA30HOB MMPONHOHAT H PHCKA
OT CHCTEMHM HeXenanu peakipu. KomGunupaneTo Tpara na ce #w304rBa, OCBCH ako NMON3ATA 32 NaleHTa
HE HaJIBUIIABa MOTEHITHAJIHO MOBHINEHHS PHCK OT CHCTEMHH KOPTHKOH-CBBP3aHH HEsKellaHH peakuuy. B
Te3H CllyYaH NalMeHTHTe TpAGBa Na OBAAT npoC/eAsBaHH 38 CHCTEMHE HesKeJIaHH PEaKUMH OT CTPaHa Ha
KOPTHKOCTEPOHIHTE,

Canmerepon
Monn uuxuburopu Ha CYP3A4

EanospemennoTo npusiarane Ha keTokoHazom (400 mg nepopanHo BeOHEMK JHEBHO) H
HHXAJIHPaH JBa ITbTH AHEBHO) Ha 15 3Apapu A0OPOBOIILH B NPOABIKECHHE Ha 7 IHHA BO,




YBEJIHMMABAHE Ha ITA3MEHATA €KCNIO3MLMA Ha canMeTepon (1,4 mbH yeenauenne Ha Cmax u 15-116TH Ha
ILTIOINTA ITOA KPHBATA Ha TUiasMeHaTa KoHueHTpauus (AUC)). Tosa Moxke fa IoBERE A0 NOBHINaBale HA
HECTOTAaTa HA APYr'H CHCTEMHH HEKENIAHH PeaKIlHH TIPH NEYEHHETO ChC CAIMETepoN (HanpHMep yAL/KABAHE
Ha QTc WHTepRaNA H NAMHTALMH) B CPABHEHHE C TSIEHHETO CaMO ChC CAIMETEPOJI HIIH CAMO C
KETOKOHA3071 (BK. TouKa 4.4).

He ce na6ntonarar knuuniso0 38a9MMH eeKTi BBPXY KPBBHOTO HANAraHE, ChPAEYHAATa 9eCTOTA, KPBBHATA
3aXap W HHBATa Ha Kanuil B KpsBTa. ETHOBPEMEHHOTO NMpHJIaraHe ¢ KETOKOHA30/ He € YIBKIIO
CAHMHHALMOHHH [TOIYXKHBOT Ha CATIMETEPOT] HIH YBETHYWIO aKyMYNAUMATA Ha CAIMETEPON NIPH HOBTOPHO
[PHIOKEHHE.

EnnospemeHHOTO NpHarane ¢ KETOKOHa30a TpsOBa fa ce H3GArea, OCBEH aKOo [10J13aTa 34 MallMeATa
Ha/iBAIllaBa MOBHUICHKA PHCK OT CHCTEMHH HEXKEJIaHH peakiHH OT JIeYEHHETO ChC camMeTepon. BriMoxHo €
nofobeH puck na ChINecTBYBa H PH B3AHMOACHCTBHA ¢ APYTH MOIMHH HHXHGUTOpH Ha CYP3A4 (nHanp.
HHTPAKOHA30J1, TCTHTPOMHIIHH, PHTOHABHUP).

Ymepenu unxubumopu na CYP 344

EnnoBpeMeHHOTO NpUIAraHe Ha epuTpoMuikH (500 mg nepopanso TpU WLTH HEBHO) ¥ canMeteposn (50 pg
HHXa/IMpaH ABA ITFTH JHEBHO) Ha 15 3apaBA A06poBONIM B IPOABIDKEeHHE HA 6 JHH BOJH IO MAJIKO, HO
CTATHCTHYECKH HE3HAYHMO [OBHIIABAHE Ha eKCMO3HMLHATA Ha cainmMerepon (1,4 mbTH yBeauuenue Ha Cmax
H 1,2 mote Ha AUC). ExsoBpeMEeHHOTO NpRIIaraHe ¢ PHTPOMOLIHH HE € CBEP3BAHO ChC CEPHO3HH
HEKeNTaHH PeaKiiH.

4.6 DepTHARTET, OPeMedHOCT H KEPMeHe

Deprinurer
Jluncear nadnHH npd xopa. BENpekd TORa W3cTeaBanus NPY KMBOTHH HE TIOKA3BAT NORJUABAHE Ha

¢epTHATETa OT CAMETEPOI HiTH (QMYTHKA30HOB NPOTMOHAT.

Bpemennocr

T'onamo konuyecTBO NaHHH NpH OpeMeHHH xewH (Haal000 mpocieneun GpeMEHHOCTH) MOKA3BAT JIHICa Ha
ManGOpManHH KA QeTaTHA/HeOHATATHA TOKCHYHOCT CBBP3aHH CHC CAJIMETEPON M (PIIyTHKA30HOB
nponoHar. H3cneABannATa IpH AKHABOTHH MOKA3BAT PENPOAYKTHBHA TOKCHYHOCT CJie/ pHiarane Ha o -
aapeHOPEUENTOPHH aTOHKHCTA H NIIOKOKOPTHKOCTEpOHIH (BXK. TOuKa 5.3).

[Ipunaranero na Ep®my3an Qopemupo npu Gpemensd skenu Tpaea a CTaBa CaMo akO 0OYAKBAHATa NIOA3A
33 MakiKaTa HAIBHINABA BE3MOXHHA PHCK 3a deTyca.

Ilpu neyenne Ha GpeMeHHH XeHU TPAORA Ja ce Npuilara HAl-HHCKaTa epeKTUBRHA J03a Ha (ITyTHKA30HOB
MPOIHOHAT, HEOGX0AMMA 38 MOIABPIKAHE Ha AIEKBATEH KOHTPON HA aCTMATA.

Kspmene
He e uspecTHOo fany canmeTepos ¥ (IIyTHKA30HOB MPONHOHAT HIH TEXHHTE METabOIMTH ¢ eKCKPETHPAT B
YOBEMIKATa KbpPMa.

Hscnenpanus nokassar, ye canMerepo, Gy THKA3OHOB IPONHOHAT H TEXHH METaGO/IUTH ce eKCKPETHPAT B
KbLpMAaTa Ha TUTBXOBE. e

He moxe f1a 6bae H3KTIOUCH pUCK 3a HOBOpOAeHHTE/ KBpMaveTaTa. Heobxomumo e aa
Jland Aa ce NpeKpaTH KbpMEHETO WM JIa ce npekparH JedeHHero ¢ Ep@my3an Pope
TIpeABH] NON3aTa 34 AETETO OT KBPMEHETO H M0/3aTa OT JSYEHHETO 33 MaKaTa.



4.7 EdexTn BLpXy c1oco6HOCTTA 38 miodupane ¥ pabora ¢ MAIIAHA

Ep®ny3an Gopcnupo He BIMSe WIH MMa NIPpeHeGperinMo MAIKO Be3AeHCTBHE BEPXY CIIOCOGHOCTTA 33
mogupaHe H paboTa ¢ MalHEH.

4.8 HexenaRH NeKapcTBeHH PEAKIAR

T'sii karo Ep®iry3an ®opcnnpo chABPKE CATMETEPOI M (GryTHKa30HOB TPOIHOHAT, MO3Ke Jia C& OYaKBa
THITET ¥ TeXXECTTA HA HeXKEIJIAHWTE NIEKAPCTBEHH peaKim Aa ObaaT cEbP3aHH ChC BCAKO OT TE3H BEHIECTBA.
Hsama cyqan Ha 110sBa Ha JONBAHATEHH HEKENaHH PEeakuHH Cllell AHOBPEMEHHO NPHJIATaHe Ha ABETE
NIeKapcTBEHH BEINECTRA.

HexeraHUTe IEKaPCTBERA peaKi|K, CRBP3aHH ChC CAIMETePOI1/ Iy THKA30HOB NPOTIHOHAT ¢& H30pOeH! no-
IOy CHOpeJ CHCTEMO-OprafHKs KiIac H Yectorara. YecToTHTE ca onpeAeeHH KaKTo CleBa: MHOTO YECTH
(=1/10); uectn (=1/100 no <1/10); neuecrn (>1/1 000 no <1/100); peaxu (>1/10 000 go <1/1 000); MHOTO
peaxu (<1/10 000); c HeH3BecTHa YeCTOTA (OT HANMYHKTE JAHHH HE MOXKE A4 (b6 HAMIPABSHA OLICHKA).

YectorHTe Ca OnpeieNicHH OT IAHHH OT KJIHHHYHH NpoyuBanus. Ciry4yaHTe IpH mianeGo He ¢a OTYETCHH.

CHcreMa opran Kiac Hezxes1ana JlekapcTBeHa peaknag Yecrora
Hupexupmn u nadecrammu | Kavanunosa Ha yerara ¥ rsproto Yectu
TInesmorns (upu namenTts ¢ XOBB) Yecrn'>
Bpouaxur Yecru'?
Kanauzosa Ha xpaHonpoBoa Peaxu
Hapyiienns na uMyHHaTa | Peakiiu Ha CBPBXYyBCTBHTENHOCT CHC CIIGIHHATE
CHCTeMa IPOSBH:
Peaxiium Ha K0XXKHA CBPBXYYBCTBHTEHOCT Heuectd

AHMMOHEBPOTHYCH OTOK (T1aBHO OTOK Ha auieTo | Peaxu
H opodapHHKca)

CHMITTOMH OT CTpaHa Ha AMXATENHATA CHCTEMA Heugectu
(amcrmes)

CHMITOMH OT CTpaHa Ha MXATENHATA CHCTEMA Penxu
(GpoHxocnazsm)

AHapWIAKTHYHH PSaKIIHH, BKIOYHTEITHO Penxu
aHa(hHITAKTHYEH INOK

Hapywmenns Ha Cunapom Ha KyllHHar, KyIDHHTOHIHE YepTH,
€HJJOKPHHHATa CHCTEMA MOTHCKaHe Ha HaaOrOpetHaTa QyHKIM, 3a0aBaHe
HA PacTexa MPH ALLA H I0HOWH, OHWKABAHE Ha




MHHCpANHATA ILTBTHOCT HA KOCTHTE

Hapyuerus Ha XHnokaneMus Yecrn®
MeTaoauzMa U XpaHereTo
XHIepriIHKeMHs Heuectu?
Tlcaxuyrn HapyIeHs TperoxHOCT Heuectn
Hapymenus Ha cpHA Heyectn
IopeaeHYeCKH MPOMEHH, BIJIFOYBAIIH Penxu

TICHXOMOTOPHA XHNEPaKTHBHOCT H
Pa3gpasHUTENHOCT (PeAUMHO TIPH fleua)

Heripechs, arpecnd (IIpeAHMHO NIPH IEUR)

C zesBecTHA YeCTOTA

Hapyurenus Ha repsnara | [naBoGomue Muoro wecTi’
CHCTEMA
Tpemop Heueetn
Hapymenus Ha ounre Karapakra Heuectu
[naykoma Peaxu*
3aMBLIEHO BIDKIAHE (BYOKTE CHIO TouKa 4.4) C HeH3BeCTHA YECTOTA
Copacund HapyumcHHs Hanmuraimym Heuectn
Taxukappus Beuectn
Crpasway apATMed (BKIIOYBAIIH Penxu
CynpaBeHTPHKYJIapHA TAXUKApANA H
EKCTPacHCTONM).
[Ipeacepano MbxaeHe Hedectn
CreHokapans Heuectn
Pecniiparopuy, rpbami | Hasodapwmrur MHoro gecta’

MEHACTHHANHH
HapyLICHUA

HpasteHe Ha TbPIOTO
IIpecunnanoct/aucorns
Cusysur

Tlapagoxcanes GpoHXOCTAzEM




rHapymemlsx HakoxaTam |Kourysun Yecn'?

NMOJKOXHATA THKaH
Hapymwenna Ha MycKynHo- | MyCKyJIHH KpamMITi Yectn
| CKeJIeTHaTa CHCTEMA K
CHEHHHTENIHATA THKAH TpasmatydHu ¢paxTypu Yectn'?
ApTpanrus Yectn
Muanrus Yecn

1 Yecro crolinasanu npH mwiatebo

2 MHuoro 49ecTo ch0ob1apalH NpH Iianeto

3 Coofimapann nipe3 3-roumIHAg nepHox Ha npoyusane Ha XOBB
4 Bx. Touka 4.4

5 Bx. Touxa 5.1.

Onucanye Ha W3GPAHW HeXKENAHN PeaKUAH

Crobimasar ce GapMakoIOrHYHH HeXeNTaHH PeakiiH Py NeYeHHE ¢ Pr-arOHHCTH KaTo TPEMOP,
NANMHTALMH ¥ r1ap000NIHE, HO T¢ NMOKA3BAT TEHAEHIHA /1a Ca IPEXOHH H OT3BYHABAT B XO/I2 Ha JICYCHHETO.

KakTo nps Apyra BHIOBE HHXAJATODHA TEPAITHA € BH3MOKHA MPOABA HA NAPAJA0KCaleH GPOHXOCTIAZEM C
MMTHOBCHHO 32CHJIBAHE HA XPHIITEHETO H HEAOCTHT HAa PE3OYX BCOHara ciiell PHIaraHe Ha 103aTa.
TapanokcanHua 6poHXOCNazbM Ce NOBIHABA OT GBp30-AcicTBaIM GpOHXOAHIATATOPH H TPAGBA HezabaBHO
Aa 6nae nexysan. Ep®ny3an ®opecmupo Tpabea aa 6se cnpsu HezabaBHo, MALHEHTHT Aa 6ble nperienan
¥ Ja c¢ HA3HAYH ANTEPHATHBHO f€YEHHE, AKO € HeoDX0AIMO.

TMopaas CHABLPKAHKETO HA UIYTHKAIOHOB IIPONHMOMAT, TIPH HAKOH TALMESHTH MOTAT A2 Ce MOABAT
[PeCHITHATIOCT H KaHIHA03a (MIEHYHATIA) B YCTATA W IBPJIOTO H PAIKO Ha XpaHonposoaa. IIpecimHanoctra H
KaHAMA03aTa MOXe Aa OBbAAT 00NEKYEHH Upes UIMIAKBAHE HA YCTATA C BOAA W/WIM W3MHBAHE Ha 366uTe ¢
YeTKa CJIe H3NO0/I3BaHe Ha MpoAyKTa. CHMOTOMATHYHATA KaHAHI03a HA YCTaTa M MbPJIOTO MOXe Aa Onae
JIeKyBaHa ¢ NTOKANHHA POTHBOTEOMYHY NPOAYKTH AOKATO ITPOAB/IKARA JIEYEHHETO ChC
canMeTepon/duyTHKa30H,

Heauarpuuna pomynauns

BB3mokHHTE CHCTEMHH ePeKTH BKJIIOYBAT CHHAPOM Ha KyLIMHT, KYIIHHIOMHH YePTH, HOTHCKAHE Ha
HanbrOpednara (yHKIHA, 3a0aBAHe Ha pacTexXa IMpH ela H IOHOLIK {BXK. Touka 4.4). [Ipu Aena Morar chINo
Jia ce MOABAT TPEBOXKHOCT, HAPYIICHHA Ha CHHA H MIPOMEHH B TIOBE/ICHHETO, BKTIOYHTENHO XHIEPAKTHBHOCT
H Pa3ApaHUTENHOCT.

Chofinasane Ha MOAO3UPAHH HeKENAHW PEAKIIHA

Cro6maBaHeTO Ha MONO3HPAHH HexeaHH PEAKLIMA CJIE/] Pa3pelIaBaHe 3a ynorpeta Ha IeKApCTBEHAA
HPOIYKT € BaxkHO. TOBa Mo3BO/SBa A HPOABLIDKH H2OMIOIEHHETO Ha CHOTHOLICHHETO [ION3a/PHCK 32
JIEKapCTBEHHA TIPONYKT. OT MEMMIIHHCKHTE CIIELMATHCTH C¢ H3HCKBA 2 Cho0IIaBaT BCAKa NOAOIHPAHa
HEXe/IAHA PeaKkUHA Jpe3 HAHOHAIHA CHCTeMA 2a ¢ho0mapane KbM HaBIHHTENHATA areHIMs 130

4.9 Ilpenosmpane




Hsma nanBH OT KNMAMYHH H3MUTBAHHA OTHOCHO NpefoskpadeTo ¢ Epdiny3an Qopcmmpo, BHapekH TOBa 1o-
Homy ca najieHd JaHHH OT NPSIO3HPAHE ¢ JIBETE JIEKAPCTBA MOOTAEAHO:

IIpu3sanyTe H CHMIITOMHTE HA TIPEAO3HPAHE ChE CAJIMETEPOST CA 3aMASHOCT, MOBHIIEHO CHCTOIHO KPBBHO
HalAraHe, TpeMop, riaboGosne u Taxukapaus. Ako nedenueto ¢ Ep®ny3an ®opcmipo Tpsbea na ce
MpEKpaTH TOpand npeio3HpaHe Ha 6eTa arcHKCTTa B IPOAYKTA, TpA6Ba 1a ce OOMHCHH MOAXOAAIIO
3aMECTBAINO ICYCHHE CbC CTEPoH. JIOMBIHUTENHO € BE3MOXKHO A2 Ce NOABH XHUITIOKATHEMHS H 3aTOBA
TpsaOBa fa c¢ MOHHTOPHPAT CepyMHMTE HKBa Ha Kanuit. Tpa6ea 1a ce 0GMHCIIM 38MECTBALIA TEPANHA C
KAITHIA,

OcTtpo npeaosnpane: OcTpo npego3upane Mpu HEXAMpane Ha Gy TUKa30HOR IPOIHOHAT B JO%H,
Ha/[BUINABALIH NPENOpPbYaHHTE MOXKE 13 KOBeae O BpeMEHHO NOTHCKaHe Ha HanOnopeunara Gpynkims.
ToBa cecTOSHME He H3HCKRA CTIGIIHH JeHcTeHA, Thi KaTo HapOBLOpeyHaTa PyHKIMA ce BE3CTAHOBABA /10
HIAKOQJIIKO JHH, KOETO C€ YCTRHOBABR qpes H3MepBaHe Ha NMIa3MCHUTE HHBA HA KOPTH30I1.

Xponuvno Dpefo3EPANE HA HHX2NATOPeH QUIYTHKA30HO0B nDponnonar: Hanbs6peuHnar peseps Tpsbea
Aa ce MpoceAsEa H MOXKe [a ce € HEOOXOAUMO JISHEHHE Ch¢ CHCTEMHH KOPTHKOCTEpoUaH. ITpy
cTabuTH3HpaKe, evyenHeTo Tpa0Ba Aa EPOLBIDKH C HHXANATOPHH KOPTHKOCTEPOHAM € NPEeNnopbLYNTENHAT
no3a. Bixre Touka 4.4: puck OT noTHCKaHe Ha HANOBOpeunara GyHKIHA,

B cmyuaii kaxTo Ha 0CTpPO, Taka M Ha XPOHMYHO NPEAO3HpaHe ¢ (ITYTHKA30HOB IPONAOHAT, JIEYEHHETO C
Ep®ury3an ®opcmipo Tpab6sa fa 6bAe NPOABIDKEHO ¢ MOAXOAAINE 1032 38 KOHTPOII Ha CHMIITOMMTE.

5. GAPMAKOQJOTAYHM CBOUCTBA

5.1 PapmakogaEaMATHE cBONCTBA

dapmaxoTepanesTHYHA rpymna; AJpPeHEPTHIIM B KOMOMHAUMA ¢ KOPTHKOCTEPOHAH WIH APYTH JIEKapCTBa, ¢
H3KIHOUEHHE Ha aHTHXOIMHHEPTHIM
ATC xon: RO3AK06

MexanuspM Ha aelicTere H dapMaKONHHAMHYHH e(PEKTH:
Ep®ny3an ®openmpo Chabpika CaMeTepON H (ITyTHKA3OHOR TIPOTIHOHAT, KOHTO HMAT pasfiHdeH
MEXaHH3bLM Ha AeiicTeHe. CHOTBETHHTE MEXaHM3MH Ha SHCTEHE Ha IBeTe AKTHBHM BelllecTBa ca oGChaAeHH

No-A0y:

Canmerepou:
Cammertepon € cenektuBeH wro geicream (12 vaca) Br-anpeHOPELIENITOPEH ArOHKCT ¢ ABIra CTPAHMIHA
BEPHTa, KOATO C€ CBLP3Ba C BLHIIHATA CTpaHa Ha pelienTopa.

CanMeTepos OCHTYpsiBa TIO-roJiAMa NPOTBIDKMTENHOCT Ha GPOHXOAWIATALMATE, TPOAB/DKABAIIA Hal-MaJKO
12 qaca, B CpaBHEHHE C TPEMOPHLYMTE/HHATE 103K HA KOHBCHLHOHATHUTE [2-aroHHUCTH ¢ KPaTKOTpPaiHO
JeHCTBHE,

@ IyTHKAIOHOB NPONHOHAT:
DyTHKAIOHOBUST TPONAOHAT, IPAIATaH MHXANATOPHO B NPETIOPBEUBAHMTE RO3H NIPUTC/KABA

IIOKOKOPTHKOHAHO NPOTHBOBL3NATHTENHO ICHCTBHE B OennA Kpob, B pe3yATaT Ha KOCTO HAMAjIgBa-
CHMITOMHTE H 000CTPAHETO HA ACTMATA, C IO-MAUIKO HEXEJIAHH JIEKAPCTBEHH PCaKIMH, OTK.
CHCTEMHOTO NPHIOKEHHE Ha KOPTHKOCTEPOHIHTE. /

Knuanana edukacHoct H Ge3onacHoCT: (




Knaap4an A3NATBAHHG DpH acTMA

B 12-meceuno npoyqsane ([IpuaobHBane Ha OITHMANEH KOHTPON Ha acTMata, GOAL) Ha 3 416 sp3pacTHH
H I0HOIIIH ¢ ACTMA4, CPABHABALIO e()HKACHOCTTA M HE30MACHOCTTA Ha CAMeTepon/dUry THKa30H0B NPONHOHAT
(DI) ¢ xopTEKocTepoun, (DIT), npynarad CAMOCTOATEIHO, 34 1A C& YCTAHOBH JANH KOHTPOJIA HA aCTMATa e
NocTIKAMa e, IIpu nedenHeTo KOHHEHTpaLHITa € Ouna yBeNnHYaBaHa BCeKH 12 ceMMIM, A0KATO ce
NOCTHIHE **IMh/IeH KOHTPOJ HAH HAali-BHCOKATA 1034 OT M3C/IeABaHOTO nekapeTso. Hacnensanero GOAL
Noka3sa, 9e NpH [HOBeYe NALMEHTH, JIEKYBaHH che canMerepos/PIl e nocTHrHaT KOHTPON Ha aCTMATa B
CpPaBHEHHE C MALMEHTHTE, JIEKYBaHH CaMo ¢ HHxanaTopeH Koptakoctepona (MKC), kaTo To3u KOHTpoOn €
61N MOCTHTHAT NPH MO-HHCKA 71038 HA KOPTHKOCTEPOHA.

*Jobvp xoumpon Ha acTMATA € MOCTHTHAT Mo-65p30 cbe canmerepat/®I1 B cpaerenne camo ¢ HKC.
Bpemeto Ha neuenne npu 50% oT naiHeHTHTE 33 AOCTHTaHE HA ITPBA HHAMBHAYATHA CEIMHULA HA 006D
xoumpon e 6o 16 axu 3a canMerepon/@I1 e cpaBtenne ¢ 37 nud npH rpynata sa MKC. B noarpynara Ha
ACTMATHIIHTE, HEIEKYBAHH CBC CTEPOHI, BPEMETO JI0 HHAYEHIYANHA CEIMHLIA Ha I00Bp KOHTpoI € 61wio 16
AHH TpH NIe4eHHe Che canmeTepon/@I1 B cpaBHeHHe ¢ 23 aum npu nevenue ¢ HKC.

OB6mHTe pe3y/ITaTh OT MPOYYBAHETO MIOKA3BAT:




IIponent na nannenrare, nocTuraans * Jloénp xonrpou na acrmara (IK) u ** IInaer
KouTpoJ1 Ha acT™aTa (I1K) 3a nepron rag 12-mecena

Jleuenne npean | Caamerepon/®II on
npoy4YsaHeTo K e K K

Bezs HKC (camo 78% 50% 70% 40%
feTa aroHHCTH ¢
KPATKOTpakHo
Jeitcrene (SABA))

Hncka noza HKC [75% 44% 60% 28%
(<500 ug nBa METH
THEBHO WIH
SKBHBAICHT/ AcH)

Cpenna poza 62% 29% 471% 16%
. HKC (>500-1000
Mg OBa MIBTH
JHERHO WM
C€KBUBANICHT/ACH)

Obeannenn 1% 41% 59% 28%
pe3yaTaTH OT
TpHTE BHAA

l JICHMCHHE

*lo6pe KOHTpOIHpaHa acT™a: MO-MAIKO OT HAH PAaBHO HA 2 IHM € TOYKOE c6Op HA CHMITTOMHTE T10-TOJIAM
o1 1 {TouKOB cbop 1 ce aeduHIpa kK4TO ,[I0MBa HA CHMITTOMH 34 KPATHK BPEMERH IEPHOJ NPe3 AeHA™);
H3non3BaHe Ha Gbp3oeiicTram ;-aroHMCT Npe3 IBA MAK NO-MAJIKO OT ABA IHH, HIH IIPH 4 HIIH N0-MalKo
0T 4 cliyuad Ha CeIMHIla; NoBeye OT WK paBHO Ha 80% OT npeABHASHUTE CTOMHOCTH Ha CYTpellIHHA BHPXOB
ekcIHparopeH aeOHT, Juiica Ha ch0yx/aHe npes Hourra, 6e3 o0ocTpiHE H HEKEIAHH PeAKIMH, HATATAIIH
OpOMAHa Ha JIeUCHHETO,

**[Tbnen xonTpon Ha acTMaTa; Ge3 cumrrromu, 6e3 H3nomsBake Ha SABA, no-BHCOKH WiTH pasaH Ha 80% or
CYTpPElIHUA BEPXOB excipaTopen aebur, Aunca Ha cu0yXnane npes HonlTa, 63 obocTpaHe H HEXelaHH
. peaxuiy, Hararauid NPoMAHA Ha JISYeHHETO.

Peaynrarure ot TOBa M3C/IeABAHE NPEATIONATAT, Y6 MOXE A4 ce OGMHCIH IThPBOHAYATHA NOAXBPKALIA
Tepanus ¢ Ep®my3an Qopcnnpo 50/100 Mukporpama asa MTH JHEBHO NPY HALHEHTH ¢ YMEPEHa
LIEPCHCTHPAINA ACTMA, TIPA KOHMTO OBP3UAT KOHTPON Ha acTMAaTA € KpaiHo HeoOXomauM (BXK. Touka 4.2).

B nBoiito~-cnano, paHaOMH3HpPaHO, B apalelIHA IPYIH npoyueane Ha 318 nawgenTy ¢ NepeHcTUpamAa
acTMAa Ha BB3pacT =18 rogunn € olleHeHa 6€301MaCHOCTTA M TOHOCHMOCTTA Ha TIPHIATAHETO Ha ABe
HHXATaUMH B4 TETH IHCBHO (ABofiHa A03a) Ha camMeTepon/ DI B npoxs/mxenne Ha JABE CEMMLH.
PesyataTuTe OT Npoy4YBaHETO MOKA3BAT, Y€ YABOSHHTE NO3H HAXANAUMHE Ha BCAKA KOHIEHTPAIHA
cameTepo/®I1 32 Be noseue oT 14 AHK, BOAM 40 MANKO TIOBHIGABAHE HA HEKETAHUTE PCAKIHMH, CBBHP3AHH C
P -aronmcTa (tpemop; 1 nanment [1%] cipamo 0, nanmuraim; 6 [3%] copamo 1 [<1%], MycKy/IHE Kpamiy;
6[3%] cnpamo 1 [<1%]) n mozobHa YecToTa Ha HeXETAHATE PEAKIHK, CREP3AHH ¢ KOPTHKOCTEPOHIR .

CPABHCHME C e/THA HHXANALMA [BA THTH JHEBHO. MalkoTo NOBHIIABAHE HA HEXETTAHHTE
¢ B -aroHucTa, TpA6Ba Na ce B3eMe MPEARH, AKO JICKAPAT OOMHCI YIBOABAHE HA K03aTad



@opcnupo NpH BL3PACTHH NMALMEHTH, MPH KOWTO Ce Hanara JONBIHHTENHA TEPATINA 38 KPaThK NEpHOA (10
14 AHM) ¢ HHXANATOPEH KOPTHKOCTEPOH.

MHOroueHTPORO KIHHHYHO MPOYIBaHE ChC canMerepon npd actMa (SMART)

MHOrOLIEHTPOBOTO KITHHHYHO NIPOYYBaHe ¢he carmeTepon npu actMa (SMART) e 28-ceamMudaHO H3TUTBaHE,
nposeaeno 8 CAIll, koeto oteHsBa 6€30NaCHOCTTa Ha CANMETEPON B CpaBHEHNE ¢ TUIaHebo, 1o0aBeHH KbM
obHyaliHaTa TepalHs NPH Bb3PACTHH U IOHOWLK, Bupeku Ye HAMA 3HAYHTENIHA PavIHKY B THPBIMHATA
KpaiiHa TouKka 3a KomOHEupanna Gpoil CMBPTHH CITYYaH, CBHP3aHk ¢ JHXATENHATA CHCTEMA I
JKMBOTO3ACTPRIIABAIIM CHOMTHA, CBLP3aHH ¢ JHXATE/THATA CHCTEMA, IIPOYYBAHETO NOKA3BA 3HAYMUTEITHO
YBEIHYEHHE HA CMBPTHHTE CILy4ay, CBBP3aHH C 4CTMA, TIpH TIALHEHTH, IpreMalny caimerepon (13 cMbpTHH
cay4as oT 13176 nanpeHTH, 1eKyBaHH CBC CAMETEPON, CHPAMO 3 cMBPTHH Ciiydas OT 13179 mauueHTH Ha
mnane6o). [Ipoyusatero He € MPEAHA3HAYCHO Aa OLICHH BE3ACHCTBHETO Ha SIHOBPEMEHHATa ynoTpeba Ha
HHXANATOPEH KOPTHKOCTEPOR/ H camo 47% ot nuuaTa cpobmasar 3a ynorpeba Ha HKC Ha M3X0ZHO HUBO.

Besonacnoct 1 edmkacHocT Ha canMerepon-FP cripamo FP caMocTosTenHo npy acTMa

[IpoBeneHu ca ABE MHOTOLICHTPOBH 26-CEIMHYHM H3ITBAHKA 33 CpaBHABaHE HA Oe30MMACHOCTTa H
eduxacHOCTTa Ha canmerepon-FP cnipamo FP camocrosrenso, kato eaHoro warmrsake (AUSTRI) e npu
BB3pacTHH H IOHOWIM, a ApyroTo HamuTeane (VESTRI) e npu nenuarpuany NanHeHTH Ha BB3pacT 4-11
roguHH. M npu ABeTe M3NHTBAHKA BIIIOYCHHTE YIACTHHIH HMAT YMEPEHO TEKKa O TEHKA TepcHcTHpallia
acTMAa ¢ aHAMHe3a 33 XOCIHTANH3AlMA, CBbP3aHa ¢ ACTMATA HIIH eK3alepOania Ha acTMAara mpes
NpeAX0AHATA roauHa. IIbpBHYHAaTa Liena Ha BCAKO OT M3IHTBAHKATA € [1a C& OTPENEIH Jary AobasAHeTo Ha
nearofesicTeain Getaz-aronuct (JIZIBA) kbm tepamasta ¢ UKC (canmerepon-FP) e nenndepropso ra HKC
{FP) caMOCTOATENHO, IO OTHOMIEHHE Ha PHCKA OT CEPUO3HH CHOMTHS, CBBHP3aHH C acTMaTa
(xOcmuTanK3aUKA, CRBP3aHA ¢ ACTMATA, eHIOTpaxeanHa MHTY0auus ¥ CMBPT).

Bropuyna 1ien1 3a ¢pHKACHOCT HA Te3H H3MMTBAHHKA € Jia ce ouenn aamu UKC/IIBA (canmeTepon-FP)
npesb3xoxaa TepamasTa ¢ MKC camoctodrenso (FP) mo oTHOmEHHe Ha TekKa exlallepOalips Ha acTMara
(xoATO Ce ompezens KaTo BACIIABAHE HA 4CTMATA, AHJIATALLO YNOTpeOa HAa CHCTEMHH KOPTHKOCTEPOHH Haki-

MAJIKO 3a 3 THH WIH XOCIIHMTAMH3AIMA B 60J‘IHHl.la, HIH NOCEINEHHE B OTASNCHHS 3a CIISINHA NeMOIL, NOpaan
acTMa, H3HCKBAINA CHCTEMHH KOp’I‘HKDCTEpOH,J.]H).

O6mo 11679 1 6208 yyacTHHIH ca paHAOMA3APAHN M N0y4aBaT Je4eHNe, CHOTBETHO B M3THTBAHHATA
AUSTRI M VESTRI. 3a mepeadnaTa kpaiina Touxa 3a 6€30NacHOCT € HOCTHTHATA HEMH()epPHOPHOCT H B
JBETE M3NHTBAHMA (BIOK TAONHIIATA TIO-TONY).

Cepnozan cHOHTRES, CBLP3AHA ¢ acTMATa B 26-cenmuanaTe m3naTeanug AUSTRI M VESTRI

AUSTRI VESTRI
Canmerepon-FP | FP camocrosrenno | Canmerepon-FP | FP camocTosTeHO
(n=5834) (n=5845) (n=3107) {n=3101)
CucraeHa Kpaiina
TouKa 34 (0,6%) 33 (0,6%) 27 (0,9%) 21 (0,7%)
(Xocnuranuzaims,
CBBp3aHa ¢
acTMara,
CHICTpaxealTHa
HHTYOAIAA HIH
CMBPT)
Canmerepon-FP/FP
KOE(HIHEHT Ha 1,029 1,285
puck (95% CI) (0,638-1,662)" (0,726-2,272)°
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CMepT 0 0 0 0

XocnHranusanms,

CBBp3aHa C 34 33 27 21
acTMara

Enporpaxeanna 0 2 0 0
MHTyOaums

* AKO NOMy4YeHAaTa OLEHKA 33 TopHa rpaHuua Ha 95% Cl 3a oTHOCHTEHUA PHCK € mo-MaJKa oT 2,0, ce mpasH
3aKJHOYEHHE 338 HEHH(EPHOPHOCT.

% Ako mosyueHaTaoLEHKA 3a ropHa rpaHuia ua 95% Cl 3a oTHOCHTENHHS PHCK € no-Manka ot 2,675, ce
NpaBH 3AKTIOYEHHME 38 HEHHPEPHOPHOCT.,

3a BTOpHYHATA KpaliHa TOYKA 32 SPHKECHOCT M B BETE M3NHTBAHHA ce Hab/Mo/laBa HaMAICHHE BB BPEMETO
10 mbpBa ex3auepbauus Ha acTmaTa 3a canMeTepon-FP B cpasuensie ¢ FP, Ho camo B wanureadero AUSTRI
CE NOCTHTA CTATHCTHYECKA 3HAYHMOCT.

AUSTRI VESTRI
Canmerepon-FP | FP camoctosrenso | Canmerepon-FP | FP camocToarenHo

(n=5834) (n=5845) (n=3107) (n=3101)
Bpot#i ysacTHILM ©
ek3anepbanug Ha 480 (8%) 597 (10%) 265 (9%) 309 (10%)
acTMara
Canmerepon-FP/FP
KOe(PHUIMEHT Ha 0,787 0,859
pHck (95% CI) {0,698-0,888) (0,729-1,012)

Heduampusna nonyirayus:
B knuHuaHO npoy4sane SAM101667 npu 158 neua Ha Be3pact Mex/ay 6 H 16 TOZHHH ChC CHMITTOMATHYHA

acT™Ma, KOMOHHAIHATA CAIIMETEPOI/PITYTHKASOHOB MPOMACHAT € €IHAKBO SpHKACHA CIIPAMO BOMHA 034 OT
(JTYTHKA30HOB [IPOTIMHOHAT 332 KOHTPOJI HAa CHMITroMaTe M GyHKIMATA Ha Gemisd apo6. UsmuTeaneTo He e
Omno npeaHasHAYEHO 1A MPOYYUH eekTa BLpXy exsanepbaipure.

Onwr ot 12-ceAMHYIHO M3NMTBAHE NPH JeUa HA BB3pacT Mexay 4 u 1] roauns [n=257), npuemany Aka HTH
AHEBHO CaJIMETEPOJY/ PiyTHRa30HOB mpormoHaT 50/100 wau canmerepon 50 meg + GuyTHKa30HOB
npormioHaT (FP) 100 meg, nokasea, de H IIpH ABeTE TepaneETHIHA paMEHa BEPXOBHAT €KCITMPATOPEH Ae6HT
ce e oMK ¢ 14% M cbimo Taka e HaGMmoAaBaHO HOAOOPEHHE B CHMITTOMATHKATA M yrioTpebaTa Ha
canbyramon 3a GBp3o obnexyararie. He ca HabmonasaHu pasIMKH MEXIy ABETe TepaneBTHdHH pameHa. He
€ HMAJIO pa3jIMKH B [IapaMeTpHTe Ha 6e30macHOCT MeXKAY ABETE TepaneBTHYHH PaMEHa.

B 12-ceamut4ro paHAOMHIHPaHO, NapaieTHO rPYIOBO NPOYYBAHE NPH JeLUa Ha Bh3pacT Mexkay 4 u 11
roauuu [n=203] ¢ nepcucTHpAalla aCTMAa, KOHTO ¢4 HMAIH CHMITTOMH Ha OHA Ha HHXANATOPHH
KOPTHKOCTEPOHAH, NpodinsT Ha Ge3onacHOCT € 61 ThpBUYHA KpaiiHa TOYKa Ha npoy4saHeTo. lenara ca
TIPHEMAITH 1B ITTH JHEBHO WIH caiMeTepoll/uiyTka3oHos npomuoHar (50/100 Mukporpama) HiH
¢ayrukazoror nponxonaT (FP) 100 Mukporpama. [ipe aeua Ha canMeTepol/ Gy THKa30HOR r[pomlonar HS5
nena Ha GyTHKA3OHOB MPOMHOHAT ¢a OTNANHAIH [OpaJM BIOmARane Ha actMara. Cren 12 ce
OT fIeLaTa B ABETE TEPaNeBTHYHH PAMEHA HE € UMAJIO CTOHHOCTH NO-HHCKH OT HOPMATa 3a 2454 8&@_&"5‘ fp >
KOPTH30/10Ba EKCKpeLHA B ypHiaTa. He € nMano Apyru pa3nHKH 1o OTHOIIEHHE HA NPOQH
6e30MacHOCT MEXAY ABETE TEPANICETHYHH PAMEHA. {




Jexapcmeenu npooykmu, CbOBPHCAWU QAVIMUKAION BRPONUOHATR NPU ACMMA RO 6peMe Ha (PeMennocm

HanpageHo e ofcepBallHOHHO PETPOCTICKTHBHO €MHAEMHOIONHYHO KOXOPTHO NPOy4YBaHe, KATO ca
H3MOJI3BaHH €ACKTPOHHH 3/IpaBHH 3aACH 0T BesMkoOpuTanus, 3a a ce OLICHH PHCKBT OT CEPHO3HH
BpoacHE Maidopmanku (Major Congenital Malformations, MCMs) ciren eKCIo3uIss mpe3 IbPBHA
TPHMeCTHp Ha uHXanaropen FP camoctosrento u canmetepon-FP B cpasrenne ¢ HKC, paznuuen ot FP. B
TOBA NPOYYBaHE HE € BKIMOYCH IUIale60 cpaBHHTENeH NPOMYKT.

B xoxopra ¢ actMa ot 5362 cimy4yas Ha 6pemenHocT ¢ ekcnosduEs Ha MKC npe3 mepBrs TPHMECTBP ca
ycTaHopeHH 131 auarHocTrHimpann MCMs; 1612 (30%) ca ¢ excriosumud Ha FP wnn canmerepon- FP, xaro
OT TAX €a YCTaHOBeHH 42 guarpocTipand MCMs. KoprripaHoTo CHOTHOMEHHME Ha MIAHCOBETE 34
MCMs, nuarnocTHnMpany Jo 1 rogana e 1,1 (95% CL 0,5-2,3) 32 %eHu ¢ YMEPEHO TeXKKA acTMa ¢
eKcrosuimg Ha FP cipsamo Takkpa ¢ excnosuums na UKC, paznmayen ot FP u 1,2 (95% CI: 0,7-2,0) 3a sxeHH
¢BC 3HAYMTENHA 10 TekKa acTMa. He e ycraHoBeHa paznuka B pucka or MCMSs ciiell eKCIIO3HLMA ITpe3
ITBpEUA TpUMeCTHP Ha FP camocTosTenHo B cpaBHeHHe Che canMeTepon-FP. AGcomoTHHTE PUCKOBE OT
MCM npH pa3nA9HATE CTENEHHA HA TEXeCT HA aCTMaTa BapupaT oT 2,0 Ao 2,9 Ha 100 ciyyad Ha GpeMeHHOCT
¢ excriosuiia Ha FP, koeto e cpaBHUMO ¢ peaynraTiTe ot npoydBase Ha 15840 ciywas na 6pemenHoct Ge3
€KCNO3MIHA Ha TEPartkH 3a acTMa B Oasata naunu General Practice Research Database (2,8 ch6urHa Ha
MCM 3a 100 ciry4as Ha GpemeHHOCT).

5.2 DapMAKOKHHETHYHH CBOHCTBA

3a penuTe Ha hapMAKOKMHETHKATA, BCCKH SHH OT ABaTa KOMIIOHEHTA MOXe JA C€ pasriiex/a NOOTATHO.

CanmMerepon:
Canmetepon neHcrsa nokanno B Gemus Apo6 ¥ 3aTOBA NNa3MEHHTE HHBa He ca MOKA3ATe/THH 32

TepanesTH4HAA edekT. ChINo TaKa, HAIHIIE Ca CAMO OrPAHUYEHH JaHHH 32 (apMaKOKHHETHKATA HA
CANMETEpON NOpall TEXHHYECKH TPYAHOCTH 32 aHAIIH3 HA NEKapCTBOTO B IVIA3MATA, ABJIKALA CE Ha
HHCKHTE IUIa3MeHH KOHIICHTPAUMH TIpH TepaneBTHIHETE J03H (1ipubausurento 200 mixorpama/ml min no-
HHCKH), JOCTHraHH NPH HHXANaTOPHO NMPWIOKEHHE.

DIIVTHRA30HOB IPONHOHAT;

Abcopbyus:

AGcomoTHara GHOHANIFHOCT HA €IHHIYHA 1038 HHXAnaTopeH (IIYTHKA30HOB MPOMHOHAT IIPH 3/1pAaBH
HHIMBHAM BapHpa MEXAy npubnusuTento 5 1 11% ot HoMuHANHATS /[032 B 3aBHCHMOCT OT H3NOI3BAHOTO
HHAXaNaTopHo yerpoicteo. [Ipn naimenTtu ¢ actMa win ¢ XOBb ce HaGmopasa no-HACKA CTENEH Ha
CHCTEMHA eKCIIO3HLUMA Ha (DITyTHKAZ0HOR IPONHOHAT, MPHIOHKECH HHXATaTOPHO.

Cuctemnara abcop0Ouna ce oChIBECTBABA NpeIMMHO B (e Apob KAaTO MbPBOHAYAITHO € OBP3a, & Clel ToBa
NpoABKHTEHA. OCTaTHKBT OT HHXANATOPHATA 033 MOXKeE 12 0bA¢ MOrBIIHAT, HO TOBA JIONPHHACA
MHHHMAITHO 33 CHCTEMHATA €KCINO3HIIMA NOPajH HUCKATa pa3TBOPHMOCT BB BOJIA H IPEACHCTEMHMHA
MeTabOTH3BM, B PE3YIITAT HA KOETO MEPOPaIHATA HATHYHOCT € Mo-HucKa oT 1%. C nosumasaHe Ha
HHXalIaTOpHATa 103a ce Habmoaba THKEHHO NOBHIIABAHE HA CUCTEMHATA eKCIIO3HIHA.

Pasnpedenenue.
JAucnozHumsTa Ha QIYTHKA30HOB NIPONHOHAT CE XAPAKTEPW3HPA C BHCOK Mna3MeH KIHpBHC (1 150ml/mm),

rosiaM 06¢M Ha pasnpejielieHne B PABHOBECHO CheTOsHHe (mpubmiszurensio 300 1) u Tepmmanﬁo
HOTY>KHBOT NPHOITH3HTeRHO 8 yaca.
CBhp3BaHETO ¢ IUIaMEHHTE IpOTeHHY € 91%.

Buompanchopmayua;




DIy THKA30HOBHAT MPOIHOHAT C¢ H3UHCTBA MHOTO OBP30 OT CHCTEeMHaTa LMpKynaima. OCHOBHUAT OBT €
MeTaboluzupane 9pes esuma CYP3A4 Ha uproxpom P450 no Heakturen Metabosmit Ha kapOoKCHNHATA
KHCenuHa. B dexamiire ce OTKPHBAT CHINO M JAPYTH HEMAEHTHGHIMpaHH MeTaGoNHTH.

Erumunupane:

BB6pedHuaT KIHPBHC Ha (QIYTHKa30HOBHA IIPONHOHAT ¢ He3HauHTeneH, [To-Manko ot 5% ot Ao3ara ce
€KCKPETHPAT B YPHHATa MIABHO KaT0 MeTa0onuTH, OCHORHATA YACT OT JI03aTa CE EKCKPETHPA BLB
thexanuiTe karo MeTaCOIKNTH H HEMPOMEHEHO JIEKAPCTEO.

5.3 IpeaxMHAYHE JAHAH 38 GezonacHOCT

EnmmncrBeHnTe choOpakeHns 3a 6€30MacHOCT MpH XOPAaTa, KOHTO MOTAT Ja C€ HATPABAT OT H3CIAeABaHMATA
TIPH KHBOTHH HA CAJIMETEPON KCHHagoaT H GIyTHKA30HOR MPOIMHOHAT, MPWIATAHH MOOTAEITHO, ¢a edieKTHTE
CBBP3aHH C H3BBHPEAHOTO YCHIBAHE Ha (apMaKOIOrHYHHTE HM REHCTBHA,

I'tpu penpogyKTHBHK H3ITHTBRHHA [IPH JKUBOTHH € HaOJT0aBAHO, Y€ MIOKOKOPTHKOCTEPOHUTE MHAYLIHPAT
majipopMaipu (BpoZieHa IieTIKa Ha HeGuUeTo, ckeneTHH Mandopmain). Brnpeku Toga, He ¢ce mpeanoaara
TC3H ©KCIICPHMEHTANIHH PE3YJITATH OT H3CICABAHMATA ITPH KHMBOTHH JIa Ce OTHACAT 34 XOpa, IPHEeMAIH
Openopb4BaHUTE A03H. B H3C/IeABAHNATA NIPH XKHBOTHH Ha CAIIMETepOoN KCHMHA(OoAaT € YCTAHOBEHA
emOprodeTanHa TOKCHIHOCT CaMO TPH BHCOKW HUBA Ha eXcrnosurms. Cies eAHOBPEMEHHO HMPIIArane npu
IUTEXOBE Ha JIO3H, CBLP3BAHH ¢ H3BECTHH HHIYUHPAHH OT ITIIOKOKOPTHKOCTEPOHAH ManGopMalyH, €
YCTaHOBEHA MO-BHCOKA 4ECTOTa Ha CNTydaH Ha TPAHCIOHMPAHA ITBIIHA APTEpHA H Herrb/IHA ocudHKalmA Ha
THITHaTa KOCT. HUTO camMeTpon kenstadoat, Buto $ayTHKa3oH IIPONMOHAT Ca MOKA3ANH HOTeHEMA 32
[€HETHYHA TOKCHYHOCT.

6. PAPMAIIEBTHYHU JAHHHA

6.1 CneebKk Ha NOMOIHETE BEMECTBA
JlakTo3a MOHOXHApPAT

6.2 HecLBMECTHMOCTH

Henpunosumo.

6.3 Cpok Ha rogmocT

24 mecena

6.4 ChnennanHH yc/IOBHS HA ChXpaHeHHE

Ma ce cexpanasa noa 25 °C.
6.5 BEA B chAbpxAHEAE HA ONAKOBKATA

IInacTMacoBo HHXaNATOPHO YCTPOHCTBO, Chabpkatno OPA/AI/PVC-Al 6mactep ¢ 60 npeapapHTenHO
H3MEPEHH J103H OT Mpaxoobpa3Ha cMec.

Pasmep Ha omakorkara: ,
1,2, 3, 4,5, 6 wm 10 ycrpoiicTea, chaspxamy no 60 nosu.




He BcHuku BuOBE ONaKkoBKH Morar aa ObAatT mycHaTH B npoaaxba.
6.6 Chnenna/HH NpeANa3HH MEPKH PR H3XBLP/IgHE A padora

HewusnonzsaHuaT TeKapCTBEH NPOAYKT HIH OTNaThUHHTE MATEPHATH OT HETO TPAOBA /1a Ce HIXBBPJIAT B
CBOTBETCTBHE ¢ MECTHWTE M3HCKBAHMI.

7. IIPHTEXATEJ HA PAPENNIEHHUETO 3A YIIOTPEBA
Sandoz d.d.
Verovikova 57,

1000 Ljubljana
CriopeHus

8. HOMEP(A) HA PASPEIIEHUWETO 3A YIIOTPEEA

Per.No: 20150137

9, JATA HA TbPBO PAIPEINIABAHE/TIOAHOBSABAHE HA PASPEIIEHAETO 3A
YIIOTPEBA

IIspeo PY: 05/05/2015

ITopnoeasane wa PV: 24/03/2020

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA
0372021




