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wrarearnanamprr s ahcbAaLa el

Esepuo Eapmactsp 50 muxporpama/S00 MukporpamMa/xo3a rmpax 3a HHXATAUHA, NPSABAPUTERHC
I03HpaH

Everio Airmaster 50 micrograms/500 micrograms/dose inhalation powder, pre-dispensed
2. KAYECTBEH A KOJHYECTBEH ChCTAB

Besika enMHHYMA HHXATALMA XOCTaBA eOHA 0CBOGGIERa 103a (J03aTa, KOSTO ce ocBoboXara OT
MYHAlLYka) 0T 43 MuxporpaMa catMerepon (salmeterol) {kato caameTepor kcunadoar) (as salmeterol
xinafoate) u 432 mukporpaMa duryTrkazon npormionar (fluticasone propionate). Tosa chOTEETCTEA Ha
NpeIBapHTENHO BO3HpaHa 03a o7 50 MEHKporpaMa canMmeTepor {XaTo canMerepon KeHHadoat) i
500muKkporpama ¢uUTy THKa3GH NPOTIHOHAT.

IToMONIHG BeilecTRO ¢ HIBECTHO AelicTBue
Besaxa ocgobonena no3a Cpabpika NpuiiImznTentHo 13 mg naktola (xaTo MOHOXUAPAT).
3a WbAHIA CITHCHK H2 OMOLUHHTE BEIIECTBA BIKTE ToUKa 6.1,

3. JEKAPCTBEHA ®OPMA
IMpax 3a pHXANALNA, IpEIBAPHTEIHO JOZHPAH.
YeTpolicTRo, OTIATO OT TNACTMACA, ChIBPXAINO GNncTepHa NeHTa ¢ 60 paBHOMEPHO PaiNoNoKeH:

onucrepa. Beeku On1cTep ChABPKA NIPSNBAPHTENHO A03HpaHa A03a O no Gene3nHKaB nipax 3a
AHXAnauu.

4. KJHMHUYHU JAHHH

4.1 Tepanen”mqnii NoOKazauun

Erepuo EapMacTsp e OKa3aH HpH BR3PAacTHH H IOHOIIA Ha Bb3pacT 12 roJHHH U OReHe.
Acmma

Egepuo EapMacThp € 110ka3aH 3a peIoBHa TEPaud HA 4CTMA, KOTATC € NGAX0AAINO HPHIIaraHeTo Ha
KOMOHHUPAH nPoAyKT (TenrogeicTBaN P2 ArOHHCT H MAXANATOPEH KOPTHKOCTEPON):

- NAIHEHTH ¢ HE3AJOBOMUTENSH KOHTPOR HA (JOHA HA NIEUSHHE ¢ HHXANaTOPHH KOPTHKOCTEROKIY
H C HHXQTATOPeH KPATKO-ASHCTRAM 2 alQHHCT NPH HY%na

HIH

- OAUUEHTH ¢ MOCTHIHAT ATEKBATEH KOHTPON NPH eAHOBPEMEHHO IPHIIATaHH HHXANATOREH
KOPTHKOCTEROUA H OAbAro aelicTsam B2 aronucr.

Xponuuta obcmpyxnusna beaoppobna boiecm (XOBE)

Esepio EapmacTsp € nokasas 3a CHMOTOMATHYHO NeveHue Ha naumentu ¢ XOBE ¢ @EO1 <60 % ot
NpEIBHACHMA HopMAafieH (Tipenx GPoHXOAHNATATOP), C AHAMHE3A 33 NOBTOPHH eK3auepdalli U chbe
FHAYHTEIHN CUMOTOMH Ha $oHA Ha pefoBHA OPOHXOAMTATATOPHA TepanHs,

4.2 Jo3upoBRKA H HAYMH HA NPRAOKEHHE



J_J,osupomca

[ManuenTrte TpaGra Ja GHOAT YBETOMEHH, He 3a IOCTHraHe Ha omtumaneH edexr Epepuo EapMactsp
TpadBa Aa ce IpIlara exe HesHO, IOPH MpH JIMNCBALNa CHMITOMATHKA.

CEHCTOAHHETO HA NalMeHTHTE TpA0Ba PenoBHO 3 Ce MPECLUSHARA OT NeKap ¢ oI NOAIbPIKaHe Ha
OLITHMANHA N03HpoBKa Ha EBepuo EapMacTsp H HO3HPOBKATA M ¢ NPOMEHA Camo 10 [IEKapCKo
npennicanue, JoaupoBKkaTa cienna aa ce KOpHrHpa A0 I0CTHIAHE HA Haii-RUCKATa 7033, NPH
KOATO c¢ Noabp#a edpeKTHBEH KOHTPO BhpXy cHMuTomMATe. B exyuanTe, npn KouTo
AXEKBATEH KOHTPOI HAJ CHMITOMHATE C€ MOLTHLPHKA € HAH-HHCKATA KOHUEHTPAIHA Ha
KoMOHHADPAKUA NPOAYKT, NPHIArad 183 NETH JHEBHO, CEABANIATA CTLIKA B J1eYeHHeTo OH
MOrJ13 12 BK/II0MBA NPoGHO NPHIOKEHHE CAMO HA AHXAJATOPER KOPTHEOCTEPOHA,.
AJTepHATHBHO, aKO TI0 IPEUEHKa Ha eKyBalluA JIeKap TOBa ON oCHTYPHIO aASKBaTEH KOHTPON Hal
CHMNTOMHTE Ha 3a00/BAHETO, TIPH NAIMEHTH, TIPH KOUTO C€ HATAra NPUICKEHHE HA ABIONeHCTRAIL
B2-aroHucT, MoXe ja ce npeMute xuM Epepro EapMacTsp, npunaral senHbx JHeBHO. B cnyuaure,
korato Esepro EapMacTsp ce mpunara BeIHbA JHEBHO, aKO MAIHEHTHT € ¢ aHAMHE3A 32 HOIIHA
MPUCTHIH, JIEKAPCTROTO TPAOBA A Ce HHXAMHDA BEYep, @ MPH NAlUeHTH CbC CHMIITOMH TNIABHO TIpes
OeHi, Ao3ata Tpa0pa XA ce UHXAMHpA CYTPHH.

B 3aBHCHMOCT OT TEKECTTA Ha 3a00N1BaHETO Ce MPHIIATa TAKABA KORIeHTpauys Ha Epepro
EapMacTsp, KOATO 12 ChAbPXKa NOAX0NAATA 1033 (IyTHKa30H MPOTIHOHAT. AKO ¢& Hamara J03UpaHe
M3BBH npenopssannTe 3a EBepuo EapMacThbp TepaneBTHYHH CXEMH, MOTAT 14 C& H3MO/I3BAT
NOAXONAINH J03H Ha B2-aTOHHCT H/MTM KOPTHKOCTEPOHL,

TpenoppyuTenti 103H:
cmma
BE3pacTHH W 10HOIIY Ha M HAX 12 ronHKn:

- Enxa naxanauus oT 50 Mukporpama canMetepos R 500 mukporpaMa QIyTHKA30H TPONHOHAT
I1Ba MHTH JHEBHO,

Kparkocpouna ynorpeha Ha Esepuo EapMacTep Moske na ce 00MHMCNH KaTo NBPBOHAYATHA
TIOAABPKALA TEPAMKA NPH BB3PACTHH HITH FOHOIIH C YMEPEHO TeXKa NepCHCTHpanla acTMa
(IALMEHTH CBC CHMITOMH NMpPe3 JEHA, eXeIHERHO NPHIOXKEHHe Ha eKapCcTBa 32 Obp3o oOnexuarane
HA CHMITTOMHTE M YMEPEHO JO TEXKKO 3aTpyIHeHHE B IMLIAHETO), 33 KOHTO € Kpaiino HeoOXomumo
HOCTHraHe Ha OBp3 KOHTPOJ Ha acTMaTa. B Tes cllyuan npenopbuMTEHATA HAYATHA 1034 € eAHa
uHxanaoua ot 50 Mukporpama canmerepor B 100 MukporpaMa Uy TUKa30H MPOMHOHAT ABA IBTH
auepHo. Cllell NOCTUraNe HAa KOHTPOJI HaJ ACTMATA, NedeHneTo TpAdBa a ce npepasriena u ia ce
OOMHCTH JANH TALHEHTHTE A3 HPOIBDKAT JIEYEHHETO CAMO © MHXaNaTopeH KopTukectepous. Ipn
NpONL/PKABAHE HA JEYEHHETO CAMO C MHXANATOPeH KOPTUKOCTEPOHL, € BAKHO MALMEHTUTE 1a GbaaT
NPErnexkaaHt PEIOBHO.

He e nokazaHa nomnsa B CPAaBHEHHE CBHC CAMOCTOATCTHO HHXANATOPHO TPHIOKEHHE Ha cbnymxasou
ApOTIOHAT KaTo NEPBOHAYANTHA BOLNBINKAINA TEPAnUA, KOTATO THUNCBAT €OHH HIH B4 OT KPUTEPHUTE
3a TexecT. QOUIO 32 OBEYETO NAHEHTH HHXATATOPHUTS KOPTHKOCTEPOWAH OCTaBaT H360p 3a
JIeHeHne oT NLpBa JIMHHA.

EBEPHO Eapmacn,p He £ HOKa3ap 3a NbpBOHAYAIHA TEpaNnud Ha 1€Ka (bopMa Ha acTMa.

Heduwampiuna nonyrayus

Egepuo EapmacTsp He ce Npenopsyea 3a ynotpeba OpH Kena Ha Bb3pacT nof 12 roavHy.

YCTAaHOBCHH.



XObBS
Br3pactan:

- Enna naxanauys (50 Mikporpama canMerepon i 500 MukporpaMa Iy THKa30H (IPOTTHOHAT)
IBa N'BTU JHEBHO.

Creyuanny 2pynu nayuenm

INpy mauneHTy B CTApYEcKA BB3PACT MM TAKHBA ¢ GLOPeaHO yBPEXKIaHE He & HeOOXOXMMA KOPeKLus
H2 JO3MPOBKATA.

Hama ganuu 3a ynotpebaTa Ha Epepro EapMacTsp NpH MauHeHTH ¢ 4€PHOAPOGHO YBpeKIaHe.

Hauus ua npuno:xeHne
VYrotpeda upes HHXATALMA.

Heobxodumo obyvenue

Esepno EapmacTsp Tpa6ea 1a ce u3noN3sa NPaBHIHY, 33 Ja C& NOCTHIHE epeKTUBHO NIEYEHME.
BeuukH naudeHTH Tpadea na 6bIAT NOCHEBETEAHH 18 POYETAT BHUMATE/HO TUCTOBKATE C
uHbOPMALHS 32 MALHEHTA M 14 CNa3BaT MHCTPYKLHATE 32 YIOTPeOa, KAaxTo ¢a OMMCaHH noJpoGHO B
mMcToBKaTa. Boruxy naunenTu TpaGsa na 6paaT 06yyeHH OT NPEANHCBANHA MERHITHHCKH
CIEMANHCT KaK Ja H3lonisar Esepuo EapMacTsp, ocoleHo aKo 3a [pbB IMHT HAMO/I3BAT TO3H
Auxanatop. ToRa € HEOGXOAHMO, 32 [id ce TapaHTHpa, Y& T€ pa3bupaT Kak NpasuIHO O3 U3TIOM3BAT
HHXATATOpA.

Vnorpebara Ha EBepuo EapMacTbp ce ChCTOR OT TPH NIPOCTH CTHITKHK, KOUTO €4 OITHCAHK NO-A0ITY:

1.  VcrpolicTeoTo ce 0TBapA YPE3 HATHCKAHE HA YCPBEHHUA IPSAMAIHTEN 33 3aTBAPAHE H c&
3aefiCcTBA upes IUTh3raHe Ha IuNaB Kanak (3a 50/500 MukporpaMa) Ha My HIILYKa, TOKATA C&
yye IpaksaHe”.

2. MaupentsT Tpatea NHPRO 1a HAGpABH H3AHIIBAHE. &R TOBa MYHAUIYKET CE NIOCTABS B YCTATA
H YCTHHTE C€ CKIFOYBAT OKoMo Hero. Cel ToBa 203aTa MOKE Ja C& MHXANMPA 0T MHXANATopa
4pes HenmpekbCHaTe ABNGoKo BaMmBaHe. Cnel ToOBA HHXANATOPET & WIBAKAA OT YCTATA H
nanueHThT TpAGea a 3aTbpkH NHIIAHETO CH 32 0K0:10 10 cexyHIu WK TONKOBA ABATO,
KONKOTO MOXE.

3. TMauwentst cien Topa TpAGBa fa OhAe MHCTPYKTHPAH Na M3AHIIA BHHMATETHO U 12 3aTBOPH
Kalaka Ha KHXanaTopa, 0KATO ce uye ,,IpaKkBaHe™.

TlauHenTHTE TPAGBA Aa OBAAT CHINO MNOCHBETBAHM I HAMIAKHAT YCTaTa CH CNell TORa C BOAa W Ja 1
H3TUTIOAT W/IITH 3 U3MUAT 350UTE CU CIe HHXanaluATa.

4.3 IlpoTuBonokalanns

CBp&X4yBCTBUTENHOCT KbM AKTHBHHTE BEILECTBA MITH KbM KOSTO H [1a € OT MOMOILUHHTE BeLIeCTha,
H36poenM B To4ka 6.1.

4.4 Cneuuaiuu opelynpe;RIeHUN H NPeANa3Hd MepKH npu ynorpeda

BliouiaBape Ha 3a60sBaAHETO

Eepuo EapmacTep He TpaOpa fa Gble M3MON3B4H 33 JEUSHHE HA OCTHBP AcTMATHYIEH I \q, qqo;»; 0.
HANAra H310138aHETO Ha §bp30- 1 KpaTKomeHcTBall GporxoqunaTarop. IlauuenTrre, *bpgﬁm‘i n&ﬁfﬁﬂa‘i‘ .
CHBETBAHH A3 UMaT NpH cele CH [0 BCAKO BPEME HHXANATOPHOTO CH JIEKapCTBO 33 nésxyana}re B

OCTBP ACTMATHUECH DPHCTEIL




He Tpa6sa na ce 3amnousa nedenue ¢ Esepro EapMacTsp ApH HaUHMEHTH ¢ ex3alepBalius Wik npu
IHAYUTENHO, WIM OCTPO BIOLIABAHE HA aCTMAaTA.

Mo BpeMe Ha edense ¢ Esepuo EapMacTsp MOraT 1a HACTHIAT CEPHO3HA HexKellaH! peakiiiy,
CBBP3aHM ¢ aCTMaTa I ex3alepfauny Ha acTMata, HeoOxonuMo € natHeHTMTe Aa NPOATIDKAT
NEUEHUETO, HO A3 NOTLPCAT JIeKApCKH ChBET, ako CHMIITOMUTE HA aCTMATa OCTAHAT HEKOHTPONHPAHH
HRH ce RAGIIAT CJIed 3anovpade Ha neusHuero ¢ Esepuo EapmacTep.

VBennyenara BykIa 0T ynoipeda ya o0ieKkyaBalls NekapcTsa (KpaTkoaelcTaaly
GpOHXOANNATATOPH) MIIA TIOHHKEH OTTOBOP KbM OGNIEKYABAMIMTE IEKAPCTRA NOKa3Ba BIOLIABAHE HA
KOHTpONA BEPXY 3a00NABARETO 1 HaNara nperie/l Ha NAUNEHTa OT NeKap.

P43K0TO H IPOrpecHBHO BIOLIABAHE HA KOHTPOMA Ha aCTMATA € [MOTSHUHANHO XHUBOTO3ACTPAIIARaI0
M MauueHTHT TPAGBEA fa GbIe KOHCYNTHPAH HEOTIMKHO OT NIekap. B Tosu ciydaif cireasa na ce
06MuUCTH YBENMYABAHE HA FOIWPOBKATA HA KOPTHKOCTEPOMIUTE.

Crnes nocTuraHe Ha KOHTPO: BBPXY CUMITOMHTE HE acTMATa, MOXKE Ia cé o0MHCN JIOCTENeHHD
HaMangBaHe Ha no3aTa Ha Esepuo Eapmactsp. Tlpyu HaMalaBaHe Ha J033Ta € HEOOX0IMMO NOCTOSHHO
Habmonenue na naunentute. Tpabpa 5a ce winoa3ea Hail-yuckarta edekTHRHA No3a Esepro
EapmacTbp (BK. Touka 4.2).

[Tpu mauuents ¢ XOBE ¢ exzanepGalmy o6nvailiHo € NOKA3aHO AEUSHHE ChC CACTEMHH
KOPTHKOCTEPOHIH, IOPaH TOBA TAKHBA NAlHeHTH Tpabsa fa 63T ChBETBAHM 2 NOTLPCAT JNeKapcka
KOHCY/ITAlHA, aKO 10 BpeMe Ha Nedvelne ¢ Epepro EapMacThp HaCTBIIN BAOLIABAHE HA CHMIITOMHTE.

HQEXCT&HOB}! BAHE HA TEDANUATA

Jleuenuero ¢ Enepuo EapmacTsp ue TpaGRa Oa e NpeKkboRa BHEIANHO NPH MauWeHTHTE ¢ aCTMA,
TopaK PHCK 0T exsauepbauus. Hamanseaneto Ha qo3ata TpAGRa Na ce H3BBPIIBA M0 JISKAPCKH
kontpon. Tlpy naupenture ¢ XOBB npeycraHoBIBaHETO A TEPAMMATA CHIIO MOKe A3 O
TPHAPYXKEHO OT BIOILABAHE KA CHMNTOMATHKATA, 3aTOBa ¢ HE0OX01MMO 1A Ce H3BBPILUBA 10
TIEKAPCKH KOHTPO.

lopuieHo BHEMAHHE NpY COSUMATHK 3300 ABAHIA

KakTo B BCHUKH OCTAHANM HHXANATOPHH JIEKAPCTBEHHM TIPOAYKTH, ChIBPHKALIY KOPTHKOCTEPOHAK,
Esepno Eapmactsp Tpa6ea fa ce Ipuara BHEMATENHG IPH NALHEHTH C aKTUBHA WIH JIATEHTHA
BenoapoGHa TyGepKyno3a ¥ Opi roOHYHIH, BHDYCHH HIH APYTH HHOEKIHH HA NHXATENHUTE MHTHILA,
B cnyu4aii ue e mokasaHo, TpaOBa HezabaBHo 1a ce HA3HAYH NOIXONALIC NICYeHHE.

Crpreunocsa08Y chekTh

Panxo Epepro EapMacTep MOKE A3 NPHUHKEY CBPACYHY ADHTMUN, HANpP. CYyNpaBeHTPUKyAApHA
TAXMKAPIUA, EKCTPACHCTONU, TPEACHPAHO MBXKASHE M €1ab0 0GpaTHMO NONIDKABAHE HA CRPYMHUA
Kanuii nps BUCOKY TepanesTuyty 1034, Epepuo Eapmacrsp tpabea na ce npuiara ¢ BHHMaHHe TPy
MANUEHTH C TEKKH ChPAEYHO-CBIORH 3a00MABAHMA M PHTEMHH HAPYLIEHNA ¥ NP MALUEHTH ChC
3axaped TUAGET, THPEOTOKCHKO3a, HelleKyBaHa XHTIOKATUEMHA HITH TIPH HALMCHTH, NPepasnofmKeHH
KBbM HHCKH CEPYMHH HHBA HA KaJIUA.

XUIepriiKkeMus

Muoro psfiko € JOKNANBAHO HOBKLUEHNEe HA HUBATA HA KPBbBHATA 3axap (8. Touka 4.8) n ToBa TpabBa
Ila ce IMa MpeBH MPH NPEANMCBAHETO Ha TEKapCTBOTO HA MAUMEHTH C aHAMHE3a 32 3axapel ialer,

e

[Mapanokcanet OpoHXOCTAIBM



KakTto ¥ npd BCAKA ApYra MHXANATOPHA Tepalia MoXe [a e pa3BHe MapagoxcaneH OPOHXOCHassM ¢
BHE2ANHO yBeTMIABAHE HA XPHIIOBETE H 33X ciiel npHeM Ha no3a. [Tapagokcamuust GporxocnazsM
ce MnoBnuABa oT HupaoaeiicTawy Gponxonmnararop # Tpadha HesabasHo na ce jekysa. Tepanusra ¢
Esepuo EapmacTep TpaGea HezaGapHo Na ce NpexpaTy, Ja ce HAlpaBH OLEHKA Ha ChCTORHACTO Ha
AALMERTa U B Cliy4aii Ha HeoOXOAHMOCT Ja C& Ha3HA"W AITEPHATHBHO JIEUCHHE.

Aronncth Ba Geta-2 anpenopenenTopuTe

HOKJ'I&I[B&HH ca d)apMaxonorwmn HEXENAHH peaKiuHi, B Pe3yNTaT Ha JIEYSHHETO C B2 aroHHCTH, KaTo
TpeMop, NanHTauBEH H rnapoonne, HO Te3H peakiiy ca MpexoaHy ¥ HaMalIaBaT B X002 Ha
PEAOBHOTO JICHEHHE.

[Momoiusy BelecTaa

Epepuio EapmacTsp chaspika NpuGmanTenHe 13 Mumurpama/ 1o3a NakTo3a MOHOXHApaT. Topa
KOJIMYECTBO OOMKHOBEHO HE NPIHHHABR NpobeMy NpH X0pa ¢ HEMOHOCHMOCT KbM NAKTO3A.
[ToMoBIHOTO BEILECTBG TAKTO3a CHABPKE MATKH KOJIHIECTBA MIeYHH BPOTEHHH, KOMTO MOraT ha
NPHYHHAT ATIEPTHUHHN PEAKIIHH.

CucTeMHu peakuyn, CBBEN3ARM ¢ YIIoTpe(a Ha KOpTHKOCTEPOHIH

KakTo npy BCUUKH WHXANATOPHA KOPTHKOCTEPOUIH, MO-CIEUHARHO PH MPHEM Ha BHCOKH N03H 32
NPOIBIDKUTENHA MEPHONY OT BPEME, € Bb3IMOXKHO N3 CE OABAT CHCTEMHK peakUuuH. [loasara Ha Te3n
PeaKLMi € MHOTO MO-MATIKO BEPOATHA, OTKONKOTO NPH NEPOPATHHTE KOPTHKOCTEPOHAHR. BLamokHuTe
CHCTEMHH PeaKiiy BKIOYBAT CHHAPOM Ha KBIUMHT H KBLHHTOMAKH HePTH, NOTHCKAHE Ha
HaaOn6pedHaTa GhyHKUMs, MOHMKABAHE HAa MHHESPAIHATA ILTETHOCT AA KOCTHTE, KATAPAKTA K
IIAYKOMA, ¥ TI0-PAIKO TICHXHYMHH WM MOBEASHIESCKH [IPOMEHH, BKIIOUBAUIH NCHXOMOTOPHE
XRIIEPAKTHBHOCT, PA3CTPONCTRA HA CHHSA, TPEBOXNKHOCT, NENPecHd WK arpecus (NpeAHMHO My Aeua)
(8. mo-nomy moazaraaeue ,,Jlequarpusifa nomynamua” 33 WHGOPMAIHL OTHOCHO CHCTEMHHTE
peakLMy Ha HHXATATOPHUTE KOPTUKOCTEPONIN NpH Aeua ¥ roHowH). [lopaan Tazu npnunna e
BAKHO AANHCHTDT I3 C& KOHCYITMPA PEAUOBHO ¢ JEKYBAIKHA JeKap H N03HPOBKATA HA
HHXAJATOPHESA KOPTAKOCTEPOU/ 13 ¢ KOPHIHPA 10 JOCTHIaHe HA Hali-HACKATa 1032, npH
KOATO ce NoCTHra eeKTHEEH KORTPOJ BbLPXY CHMOTOMHTE Ha ACTMATA.

DyHKINA Ha HapOLOpeyHara e3a

TTpoABIKHTEHOTO eYEHRE ¢ BUCOKH JJ03K HHXANATOPHU KOPTHKOCTEPOHAM MOXKE N3 NOBEIE 10
NOTHCKAHE HA GYHKUHATA Ba HATGROPETHITE XNe3u ¥ ocTpa HAXGHOpeuna kpr3a, Chillo TaKa ca
OTIMCAHH MHOTG PEAKH CHY4Yak Ha IoTHCKahe Ha QyHKIHATA Ha HanGe6peunuTe ¥nesu ¥ ocTpa
HanOuGpeyna Kpusa HpH Z03H Ha GTyTHKA30H NpONHOHAT Mexay 500 u no-manko ot 1 00
MHEKporpama. QakTopHTe, KOHTO MOTET 2 IPOBOKMPAT OCTpa HanOLopeuHa kpusa, ca TpaBMa,
XUPYPrUYHA UHTEPBEHUMA, HHeKuKs Had Gbp30 HaMatipane Ha 80331, CHMIITOMHTE OBHKHOSEHO
€A HeOUpEAeNeHH U MOTAT 1a BKITICYBAT aROPEKCHA, KopeMHa Gonka, 3aryba Ha Terno, yMOpAeMOCT,
rnasofonve, rafeqe, MOBPbILAHE, XUIOTOHUA, HaMalleHa SCHOTA HA CH3HAHMETO, XHUNOTIHKeMHs U
rupuose. HeoOXomuMo € Ja ce uMa npeasus JONBIHHTENHO NGKPHTHE CHC CHCTEMHH
KOPTHKOCTEPORIM NPH MaUMeHTH B MEPHONMTE KA CTPEC HAHK NMPH MIAHOBH XHPYPrudnH
WHTEPBEHLIHH.

Tepanuata ¢ UEXanaToped QUIyTHKa30H NPOTIHOHAT HaMaTABa HEoOXOMHMOCTTa OT NPHIGKEHHE Ha
NePOPATHH KOPTHKOCTEpoHAH, Tpabea aa ce umMa npenBua obade, ue 3a 3HAYATE/ICH [IEPHGR OT BpEME
IIpd MAIMSHTHTE, TIPEMUHATHE OT [IEpOpaTHATa KBM HHXANATOPHATA KOPTHROCTEPOUIHA TEpaniuA, &
HAMLIE PUCK OT HAMAJIEH pe3eps Ha HanOwOpeunnTe wiesk. [Topanu Ta3u MPUYMHHA TE3H TAUHEHTH
Tps6Ba A2 Ce NeKyBaT ¢ 0co6eHO RHUMAHKE ¥ PEIOBHO f1a Ce MpocielnBa HanGpOpeUHaTa UM oo
(ynxous. [logoSeHn prck ChIIECTRYBA B IPH NALMERTHTE, IPH KOKTO B MHHANOTO Ce € Hanﬁh% RN
CHeHa TePaiA ¢ KOPTHKOCTEPOUIN BEB BHCOKH NO3H. BBE3MOMHOCTTA 32 OCTATHYHO H/#’j@ e . ”) L
Tpa6Ba BMHATK Ja C& MMA PEIBUI [P CTIENIHH CHTYALMH ¥ XMPYPriIHA HHTEPBEHIMA, gl&gr‘xgm@'
BEPOATHO NPEHIBUKBAHE HA CTPEC, H A4 Ce NPELEHH NOIXOMLI0 KOPTHKOCTEPOMIHO/NEseN e, " .




CrenexTa Ha Hanﬁ‘bﬁpe‘[HOTO YBpEXAAHS MOXKE Na HATOKN KOHCYNTALMA OT CIICHHATHCT MIpeai
[NaHOBa XHPYPrH1Ha HHTEPBEHIINA,

Tinesmonns npyu nanventd ¢ XOBE

Ha6moaaea ce NIOBHINEHZ YECTOTA HA THEBMOHMA, BKTIOYMTENHO NHEBMOHHS, HANArama
xocuTanmsayy, npx naupeHTH ¢ XOBb, KoHTO NpYeMaT HHXANATOPHN KopTHKocTepouad. Hma
HAKOHM JAHHH 3a MOBHINEH PHCK OT HEBMOHHA NIPH NOBHIUABAHE Ha CTEPOHIHATA 1034, HO TOBA HE ceé
IeMOHCTPHpa YOeUTe/IHO B PAMKHTE Ha BCHIKH NPOYYBAHHA.

Hama yGCJIHTEJIHO KIMHHHYHEO JOKA3ATE/NCTBO 3a PAa3ivkd B PAMKHTC Ha K1aca MKy HHXANATODHHTE
KOPTHKOCTCPOHIHH MIPOXYKTH OTHOCHO TOJIEMHHATA HA PHCKA OT MHCBMOHHA.

Jlexapure Tpabsa na mpocnendBar 38 Bh3MOXHO PA3BUTHE Ha THEBMOHKA [IpH NauneHTH ¢ XOBB, T3ii
KATO KIMHMHYHATA KAPTHHA HA TE3H MHQEKIIHM Ce NPENOKPUBA CHC CHMITTOMUTE HA eX3aepialid Ha
XOEB.

Pucxosyre dhakropy 38 mHeBMOHUA NPA nanueHTH ¢ XOBb BKMOYBAT HACTONLIO TIOTIOHONYIIESHE, [0~
HaNpeonak2 Bh3pacT, HUCHK ueneke Ha TenecHa Maca (MTM) u texka XOBE.

BlaumogeicTeig ¢ OpyTrH IEKAPCTPEHH NPONYKTH

PuToHaBHp MOWe 1a IOBHILH 3HAYMTENHO HHBATa Ha QuryTHKa30H ApoNyoHAaT B muasmata. [opagu
TA3H NPUYHHA TPAGB]A Aa ce U30ArBa eJHOBPEMEHHOTO HM MPHITOXKEHHE, OCBEH aKO NOTeHUHATHHTE
031 33 NAUHEHTHTE HAAXBBPIAT PHCKA OT CTPAHHYHHTE eeKTH Ha CHCTEMHHTE KOPTHKOCTEPORIH.
PHCKBT OT CUCTEMHE HEXETAHU JIEKApCTBEHH PEAKLMH € [OBHIUEH i TIPH KOMOHHHPAHETO Ha
$IYyTUKA30H PONHOHAT ¢ ApyrH MoltHE CYP3 A naxubutopn (BK. Togka 4.5).

CoempreTRaliaTa ynotpeba Ha CUCTEMEH KeTOKOHA3ON 3HAUMTENHO YBENHYARA CHCTEMHATA
eKCNo3HMA Ha canMeTepol. Toea Moxke I1a AoBeNe 1O YBETHYCHHE HA CNyYauTe HAa CHCTEMHH edieKTH
(nanp. yawmxapabe Ha QT #HTepBana u nannvtauny). ChOBTCTRAMIOTO NEUEHHE ¢ KETOKOHA30M HIK
2pyra Mops CYP3 A4 uaxubutopy TpAdea da ce u3bArea, OCBEH aKo IOJBHTE OT TepPanuATa Cbe
CaIMETEPON HAABHINGRAT NOTEHUNAIHO YBEIHYCHUA PHCK OT CUCTEMHH HEMHKEITAHH peaxiiugk (B)K.
Touka 4.5).

3purenusu ¢ SHHSA

[pu cuCTEMHO U NOKATHO IPANOKEHNE HA KOPTHKOCTEPOHIH C& BE3MOKHH CHOCILEHHS 33 3PHTEITHH
CMYILIEHHS. AKO NPH IIAIMENT ca HAMNIE CHMIITOMH Karo 3aMbIICHO 3peHREe WIH ADYTH IPHTEAHH
CMYLIEHHA, MAUAeHTHY TPAGEA Oa Obe HaCOUEeH 3a KOHCYNTALUA ¢ O$TAIMOOT 32 OLSHKA HA
BB3IMOMKHHUTE NPHYUHE, KOWTO MOraT Ja BKAOMBAT KATAPaKTa, TayKoMa HiIH pefKi 3a001ABaHUA KATO
LeHTpanya ceposna xopuoperunonatua (IICX), 3a kouto ce crofulasa cren CHCTEMHO H TOKATHO
H3MO0JI3BaHE Ha KOPTHKOCTEPOUIN.

Ienpatpuuna ponyjayug

Erepno EapMacTsp He ce npernopbuBa 33 ynorpelba Ipd Jella HA BL3pacT Mof 12 rognunr (mk. Touxa
4.2).

ITpy wHOWH Ka BB3IPAcT o 16 ORMHH, MPHeMaNIH BHCOKH J03H (PIYTHKA30H NPOTTHOHAT
(oBukHoBero > | 000 MUKPOTpaMa AHEBHO } PHCKBT OT CHCTEMHH HEXE/IaHH PEAKLHMK MOXKe J1a €
nosuiieH., CHCTEMHHA Peakitiy € BR3MOYKHO I3 Ce NOABAT MO-CIEHHATHO IpH NPHEM Ha BHCOKY O3H

33 MPOABIDKUTENHH TEPHOAH OT BpeMe. Bb3MoKHITE CHCTEMHH PEaKiHE BRTIOYBAT CHHAPOM Ha
KBIIAAT, KBUIHIOMIHK YEPTH, IOTHCKAHE Ha HanOBOpeynaTa GyRkuuA, ocTpa HanGs0peaHa kpyaa -
3afaBsAHe Ha PACTEXKA [IPH IOHOIUM U, TIO-PAOKO, ICUXHYHY WIH NOBEASHYECKH TIPOMEHH, BW ey
TNCUXOMOTOPHA XMIISPAKTHBHOCT, PA3CTPOHCTBA HA ChHA, TPEBOKHOCT, NENPECKA UIH ATpeCHs _;@mﬁﬁaw 4
Ia ce 00GMHCIY HACOYBAHE Ha IOHOIIATA KM COSUMATHCT NO JeTCKH PeCTIUPATOPHM 3a60ﬂi\3§ﬁuﬁ. !
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[IpenopseBa ce PEAOBHO H3IMEpBaHe Ha BHCOYHMHATA Ha IDHOILMTE, IEKYBAHH TBITO BPEeMe ¢
HHXATATOPHH KOPTAKOCTEPOHIH. Jo3HPoBKaTA Ha HHXAJATOPHAA KOPTHKOCTEpOMA TPRGBA Aa Ce
HAMaJa# 10 NOCTHTaHe HA HAH-HHCKATS X033, IPH KOATO €€ NOCTHTA ePeKTHBEH KORTPOI BLpPXY
CHMNTOMHTE HA ACTMATA.

4.5 BsanmogelicTRHe ¢ APYTH JIeKADCTBEHH HPONYKTA A APYrH (opMA Ha BlanmMoaeificTBne

f-anpedeprimunTe GioKepPH MOTAT A2 OTLIAGAT WM 12 AHTArOHU3MPAT ASHCTBHETO Ha callMeTepon.
Kakrto HeceneKTHBHHTE, Taka 1 cenexkTuBHuTe §-Baokepu 1pabea fa ce maGAreaT, oCBeH aKo MMa
HATORHTEAHH PHIMHH 32 TAXHOTO DplIokeHne. B pesynrat Ha nevenmero ¢ f2-aroHUcTH MokKe Aa
HACTBITH NOTSHUHANHO TEXKA XUIIokanieMus. IIpenoprypa ce ocoleHo BHUMAHHE TPH 0CTpO
IpOTHYAINA TEKKA ACTMA, Tl XaTo TO3H edeKT MOXKE 14 CE NOTEHIMPA 0T eXHOBPEMEeHHO JiedeHu e ¢
KCAHTHHOBH IIPOU3BOAHH, CTEPOMIAN M THYPETHIIH.

CeovreTBaiiaTa ynotpeda Ha Opyru P-aapeHepriuHy JIEKAPCTBEHU NPOLYKTH MOXKE [a UMa
HOTEHUHANEH OUTHBEH edeKT.

DIVTHKA30H NPONHOHAT

Tlpy HopManHK yCIOBHN CIER HHXATMPAHE Ha 1033 GIIyTUKA30H MPOMHOHAT CE NOCTUMAT HHCKH
nia3MesH KOHLEHTPALMH, TOPAll eKCTEHIHBEH MeTaboIU3BM IPH TBPRO NPEMUHABAHE K
3HAYHTETHO CUCTeMHO H3YHCTBAHE, METHHPaHO oT tuToxpom CYP3A4 B ueppata u yepHus npob.
Ylopany Tasy NpHYHHA € MAlKO BEPOATHO OCHIICCTBABAHETO HA KIHHHYHO 3HAYHMH NIEKADCTBEHH
B33HMOZEHCTEMA C APYIH AKTHRHY BELIECTBA, METUMPAHH 0T QIIyTHKa30H MPOMMOHAT.

Tlpu npoyuBane 3a onpeAenaHe HA JeKapCTBERUTE B3aHMOACHCTBHA NpH MHTPAHAIANHO IPHAOKEH
Iy THKAZOH TIPOTIHOHAT [IPH 3APABM XOPa € YCTaHOBeHo, ye 100 mg puToHaBHp (MHOTO MOILEH
ynxubnTop Ha uuroxpoM CYP3A4) nsa meTU AHEBHO NOBUINABA HAKONKOCTOTHH METH TINa3MEHHTE
KOHUEHTPALUM Ha $AYTHKA30H POTHOHAT, KOSTO BOIY J0 3HAYHTE/HO HAMANEHUE HAa CEPYMHHUTE
KOMUEHTPAUWHM HA KOPTH30IIA,

Hsama uudopMaums 3a Te38 eeKTH Ipu MHXANATOPHO NPUIoKEHHe Ha QIIYTHKAI0H IPoMHOKaT, Ho ce
04YaKEa 3HAYATEAHO NOBHIIEHHE Ha MIa3MeHHTe My Husa. ChobineHy ca cyyay Ha CHHAPOM Ha
KhIIHHT ¥ Ha noTHCKade Ha §yHKuMAaTa HanOeopeduute xne3n. KoMGHHupaHeTo Ha Te3d ase
NeKapcTREHN BeluecTra Tpa0Ba na ce H3GArEa, OCEEH AKO 1107132TA 32 NAUMEHTHTE HATXBEPIS
TIOBMWIEHNS PUCK OT CHCTEMHH rTOKOKOPTHKOCTEPOUHY HEXENAHHA Peakluu.

Ipu Manko HINKUTBAKE BLPXY 3npaBU H0OPOBOALM € YCTAHOBEHO, Ye MAJIKO N0-cnaluAT HHxuOHTOp
Ha CYP3A keTokoHa30] MOEHINABA eKCIIO3IMIMATA Ha (ITYyTHKAZ0H NPONMOHAT CAS eAHOKPATHO
nHXamupane csc 150 %. Tora e noseno 10 no-ronAMo HaMancHHE HA HUBATA HA [LTA3MEHHA KOPTH30M
B CpaBHEHHE CBC CAMOCTOATEITHOTO NPHITOKEHHE Ha by THKa30H nponuoHat. EqHoBpeMerHOTO
nevenHe ¢ Zpyru Mo Huxadutopd na CYP3 A, kaTo HTPAKOHA3ON H IPOSYKTH, ChIBPIKALLE
kOGMIHETAT, B yMepeHd CYP3A uHXuBHTOPN, KaTO EPUTPOMUIINH, CBILO C€ USAKEA Ja MOBHIIU
CHCTEMHATA EKCTIO3HIIMA Ha (IyTUKAIOH MPOMHOHAT K A4 YBEMHM PHCKA OT CHCTEMHH HeweTaHH
nekapcteenn peakuui, KomOuHammuTe TpsaOBa Aa ce H30ATBAT, OCBEH AKO [TONI34Ta NPeBHILABA
MOTEHLUHMAHO YEETHIESHHS PHCK OT CUCTEMHH KOPTUKOCTEPOUAHH HEMKENAHH PEAKIIHN, B KOHTO
cny4afi maimentuTe Tpabra Aa ce MpocneasBar 33 CHCTEMHH KOPTHKOCTEPOHIHH HEXENAHH PeaKiHH.

CanMerepon

Mowru CYP3A4 unxubumopu
ChHITBTCTRALIOTO MPHAOKEHHE Ha KeTokoHazon (400 mg mepopanHs BEIHENK AHEBHO) H CAIMETEPON
(50 MuKporpaMa, HHXaIMPAHK JBa MHTH AHEBHO) Nipu 15 34pasn xoGposonuH 3a 7 AHH BOOH AQ - —- ..
THAUNTENHO YBeIMYeHNE HA eKCMIOIHLAATA Ha iaiMenus cammetepon (1,4-aeTu Cmax H ,J;ﬁ%im L
AUC). Toba MOXe 13 IOBE/IE 0 YBIUUEHME HA CTYYAHTE HA APYCH CHCTEMHY erbexnwjﬁw‘/ SHUS
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CBC canMeTepon (Hanp. yoemkasade Ha QT MATepRana M MaINUTALMH) B CPaBHEHHKE ChC
CAMOCTOATENTHO NPUNOKEHHE Ha CAIMETePON UAK KeTOKOHA30 (BX. Touka 4.4},

He ca nabntofapanH KIHEHYHO 3HAYHMH e(heKTH BBPXY KPBBHOTO HANATAHE, CHPISHUHATA HeCTOTA,
HHBATa Ha KPBBHATA 3aXap K Kanud B KPbETa, ENTHOBPEMEBHOTO APHIAraHe HA CATMETEpOl ¢
KEeTOKOHA30/1 He € YBEJIMUMWIO MOTYKHBOTA HA ENMHMHHUPAHE WIH aKyMyIalHATa Ha CANMETEpOI HpH
[OBTOPHO MPHIOKEHHE,

CeOBICTRALIOTO HPUICKEHNE HA KETOKOHA30I TpAGRa A4 ce H3IGATEA, OCBEH AKO NOJIBHTE OT
TEPAIAATA CHC CANMETEPOI HANBALIABAT MOTEHUHAIHO YBE/IHIEHHA PHCK OT CHCTEMHH HEXKEN3HH
peakuuH. BpamMokHO € 1a ChINECTBYRE MOA0GEH PHCK PR B3aHMonsHcTBHE ¢ Apyrd MoniHH CYP3A4
HHXHGHTOpY (HANpP. HTPAKOHAIO, TETATHOMHLUIH, PHTOHABHD).

Vmepernu CYPIA4 unxuGumopu

EnHoapeMeRHOTO MpunokeHHe Ha epHTpoMHLnd (500 mg nepopallHo TPH MIBTH AHEBHO) H
canmerepan (30 MuKkporpama, HHXanupalM 1Ba NBTH AHEBHO) TIpH 15 3apaBy TuiA 3a 6 IHK & NoBENO
0 MAITKO, HO CTATHCTHHECKH HE3HAURTENHO YBeIMYeHHe Ha eKCIIO3HIIAATA Ha canmetepon (1.4 neTu
Cmax u 1,2 mvra AUC). EaHoBpeMeHHOTO NpUiarale ¢ €pUTPOMUMIUHE HE € CBBP3AHO ChC CEPRO3HH
HeXenaHy edexTH.

4.6 Depraanrer, GPEMEHHOCT H KbpMene

OepruapTer

Jluncear navHu npy Xopa. MscnengaHusTa NpH SKHBOTHY HE NOXA3BAT NORIMABAHE HA GepTHNHTETA
OT CanMeTepol Witk iy THKa30H IPOIHOHAT.

BpemeHHOCT

TConam oGem nanuu 3a GpeMesiHy xeHd (3a H3x07a Ha nosede ot 1000 cmyyad Ha GpeMeHHOCT) He
MoKa3BaT ManbOpMaTHBHA WY (eTanHa/HEOHATANIHA TOKCHIHOCT, CBBP3aHA ChC CANMETEPOIT U
dryTHKa30H nponionaT. TlpoyyYpaHHATa NPY KMBOTHH MOKA3BAT PENPOLYKTHBHA TOKCHIHOCT el
[puno¥keHne Ha B2-afpeHopelenTOPHH ArOHKUCTH H FOKOKOPTHKOCTEPORAH (BX. To4Ka 5.3},

Npunoxenueto Ha Epepro EapMactsp npyu GpeMennd xenn Tpa0Ba aa ce 0GMHCAH caMo ako
OuaKBaHATa 101133 32 MalikaTa HABHIIABA RBIMOKHKA PHCK 3a MIOLA.

3a neuenne Ha OpeMEHHH JkeHu TPA0BA Na ce M3M0M3BAHa HAl-HiCKaTa eeKTHBHA 1032 HA

UTYTHKA30H NPOIHOHAT, HE00XOTAMA 33 MOLIBIKAHE HR ONTHMANEH KOHTPON BhPXY CHMITOMHTE HA
acT™MarTa.

KnpMmene

He e n3pecTHO TamH canmMeTepost H QUIVTHKAZOH MPONHOHAT/METabONNTHTE CE CKCKPETHPAT B
KBPMATA,

Hpqusaumra MOKa3BarT, 4¢ CanMeTepoil v d)ﬂYTHK&?.OH MNpOTHOHAT, i TCXHUTE Me’raﬁonum, ce
EKCKpEeTHpaT B KLpMaTa Ha NTBEX0BE,

He moxe 1a ce H3K/IOUM PUCK 33 HOBOpOAeHUTE/KbpMadeTaTa. Tpadea Aa ce B3EMe pellIeHHE AaTH Ja
ce TpeyCTaHOBH KbPMEHETO WIH A2 ce npeycTaHoBy Tepantara ¢ Eseprio EapmacTsp, kato ce B3eMaT
HpERBHA NOJI3ATA OT KEPMEHETO 34 IeTeTO W NIOI33TA OT TEPANHMATa 3a JEeHaTa,

4.7 Efpexru Bnpxy cnocobHocTTa 32 Wodupane 0 paboTa ¢ MAIHHA

Esepuo EapmacThp He NoBIMmsBa W9 NOBIMABA NpeHeGpexumo cnocodnocTTa 32 odu By
paboTa ¢ MALIHHH. /7’ PSRN



4.8 Hemenand nexapcrBesn peakunu

O6obmenne ua npobuna ha GezomacHocT

Tsit kato Epepuo EapMacthp Chabpxa canMeTepon H QuTyTHKA3OH NPOHOHAT, THITET H TEORECTTA Ha
HEXEIAHHMTE PeakliH, CBbP3aHH ¢ BCAKO OT TE3N CheAHHEHHA, MOTaT Aa ce npeasuasT. Hama cyait
Ha MOsBa Ha OONLIHHTEIHH HeweTaHN ChOUTH BCIISICTEHE HAa ChIBTCTBALUO NPUIOHEHNE HA 1BETE
CBeIMHEHHA.

Hexenanute NeKapCTECHH PEAKUHH, CBEP3AHH ChC CATMETEPOST QUTYTHKA3OH TIPOITHOKAT, €2 H3GpoeHH
[0-IOMY MO CHCTEMO-OPTaHeH Kiac H yectora. Hecrotata ce AeduHupa 1o ciielnHd HadHH. MHOTO
wectd (= 1/10), yeetu (= 1/166 no < 1/1903, nedecrs (> 1/1 000 ae < 1/100), penxu (> 1/10 000 no <
1/1 000) 1 ¢ Hen3secTHA decToTa (0T HAMWMHHATE JAHHH He MOxe na ObhJe HapABeHa OlieHKa).
YecTOTHTE Ca ONPEAEHSHN 1) AaHHA 0T KITHHHIHA H3nuTBarkd. ClyyanTe Ha HeXEIIAHU Peak iy fpH
nnane6o He ca OTHETEHH.

CHeTemMo-opraveH Kaac Hexenana eKapcTsena peaking YecToTa
Hupexuun 1 uadectamnn Kaununosa Ha ycTaTa H FBPROTO Yectn
Muesmonnn (npu manuentd ¢ XOBB) Yectu* >3
Bpouxnr Yecru'?
E3zoareanHa KanI¥a03a Penxu
Hapywenua va AMyHHaTa Peaxuny Ha cBPBXYYBCTBHTEIHOCT CBC
CHCTEMA CHAENHHTE NPOABH:
Peakiny Ha KOHA CBPBXIYBCTBHTENHOCT Heuectu
AmpruoeneM (rnaBHo e1eM Ha JIMUETO U Penxn
opoapHHKCaA)
Pecnupatophy cUMOTOMY {TUCTHER) Heuecth
Pecnuparophy cHMNTOMR {GPoHX0CIAzEM) Penku
AnadunakTHUHHA peakliH, BKIIOYUTEIHO Penxu
ayauIaKTHYEH LIOK
Hapynrennsa sa Cunapom Ha Kemuur, Kemuurowanu yeptn, | Peaku?
eHIOKPHHHATA CHCTEMA noTHcKane Ha HaOOEGpeyHaTa PyHKINA,

3abaBAHe HA pacTexa npH Aeua ¥ oHOMIHA,
HAMAIIEHa KOCTHA MHHCPA/IHA MALTHOCT

Hapyenus Ha metabonuima | XulokalneMus Yectu’

H XPaHEHETo X MuepriuKeMus Heyectn*

TICHXHYHH Hapy LIEHHS BeanoxoiicTBo HeuecTn
Hapymuends Ha cBHA Heuectn
Tpometn B MOBSASHUETO, BKIOUHTENHO Penxu

NCHXOMOTOPHA XATEPAKTHBHOCT |
painpasHUTENHoCT (THARHO MPH Aerd)

Henpecus, arpecua (TnaBHe OpH Aeud) C HeuwssecTHa
YECTOTA
Hapyuervs Ha HepBHATA masodonue Muoro yecry'
cHUCTEMA TpeMop Heyecru
Hapymenss Ha ouwmte Karapakra Hevecru
Cnaykoma Pensu®
3aMblrieso 3pente (BK, ChUO TOUKa 4.4) C HeM3BeCTHA
yectora’
CepaeyHH HApPYIISHHA Tannutauna Heuectn
Taxaxapaua Heuectn
CrpaedHn apnTMHH (BITFOUATENHO Penxu
HagKaMepHa TaXHKapANi ¥ €KCTPACHCTOHA) P
[Ipeacypano MrxIEHE Heqe%«'_ o et
AHTHH2 IEKTOPHC Heuegffr b5 -~




PecniupaTopBy, rpbIHA H PruO(bapHHIMT M&uoro gecti™ 3
MeIHACTHHANHY Hapywenns | Jpa3Here Ha FEPIIOTO Yecrn
[pecunuanocT/ AKCHOHUA YectH
CHHy3HuT Yecrn'?
[Mapanokcanen OpoHxoCmazsM Peaxn®
Hapymesua Ka koXkata 0 Kontysuu Yecrn™?
TOLKOMHATA TBKAH
Hapymtenss na MyCKYIHO- Myckynau ciazmu Yectn
CKeJIeTHATA CHCTEMA U TpasMateaad PpakTypu Yeeru'-?
CBeIUHHTENHATA THKAR ApTpairua Yecrn
Muanria Hectu

! Yecro chofinasanu npu mianeGo

2 Muoro uecTo crodmasany pH mianedo

¥ CrofbmasaHy pes 3-rofHLiHUA GepHod HA IpoyuBane npu nauventi ¢ XOBB
4 Bwxre Touks 4.4

* Bwicre Touka 3.1

Qriricadie Ha H35QaHH Hexe1auy peaxitiy

Cho6mapat ce (papMakoIorHYHK HEXeTAHK TEKapCTBeHH Peakliiy 1IpH Jiedenue ¢ f2-aroHucTy kKato
TpeMop, NAMNHTANNY ¥ [JIaBOGONNe, KaTO Te II0KA3BAT TeHICHIIHA 1A ¢a [IPeX0iHY ¥ Ia OTIBY4aBaT B
X012 Ha JIEYEHHETD.

KaxTo 1 mpy Besika Apyra UHXATATOPHA Tepanii, MOXE Ja Ce pa3Bie NapafoKcaneH GPOHKOCHAZ LM ¢
BHE3ANHO YEE/IHYABAHE Ha XpHUIOBETS M 38yXa CleA MpHeM Ha f03a. [lapanokcanmust GpoHXocnazsM
ce MOBNHABA 0T OBp3oaeiicTral GpoHxoaunaTaTop U TpAGBa HerabaBHo na ce nekysa, Tepamuarta ¢
Erepno EapMactsp TpabBa fa ¢ce PEKpaTH BeAHAra, [3 CE HANPABH OLEHKA HA ChCTOSHHETO Ha
nafiMeHTa i npd neodXoAHMOCT Ja ce HasHayk ANTePHATHRHO NeueHHE.

Hexenauy nexapcteend peakiil Ha GyTHKA30H PONHOHAT, KOMTO MOraT Ja C& NOABAT IPH HAKGH
[alLMEHTH, CA MPECHTIBAHE H KAHIMA03A (MIIEYHMLA) HA YCTATA H FBPIIOTO, M, PA/IKO, KA e30diaryca.
TipecunsaneTo M cilydante Ha KaHAMIO3a MOTAT 14 ce obneKdYaT Ypes H3NNAKBAHE HA YCTaTa ¢ BOAA
H/MNH W3MABaHe Ha 360uTe cned ynotpebda Ha npoaykTa. CHMITOMATUYHATA KAHIHAO34 Ba YCTATA B
I'bPNIOTO MOSKE Ja Ce IEKyBa ¢ JIOKanHa NpOTHBOrE0MYHA TEPaAnvA eIHOBPEMERHO ¢ yroTpebaTa Ha
Egepuo EapmacTsp.

TeapaTpyuna Moy tanys

B13MONKHNUTE CRCTEMHH DEaKLMU BKIOYMBAT CHHAPOM Ha KBUHHT, KBIWHHTOMIHH YePTH, IIOTHCKAHE
Ha HanGbOpeunara GyHKuus H 3a6aBsHe Ha pacTexka NpH Jeua H IoHOWH (Bx. Touka 4.4). [lpu neua
MOraT J1a ce HalMmoAasaT ¢hino 6e3moKoHCTB0, HAPYIIEHHA HA CHHA M IIPOMEHH B TIOBENEHHETO,
RKTIOYHTETHO XUIIEPAKTHBHOCT H pasApasHHTENHOCT.

Crobumasase Ha no103HpaHu HeweAany Peakiiiy

CrobiuarasieTo Ha NOJO3HPaHH HEKENAHN PeaklyH cliell paspellasase 3a ynoTpeba Ha NEKapcTBEHHS
npoay«T € Baxkno. Tosa no380MABa 2 NPOXBIKYE HAGTIONEHMETO HA CHOTHOLIERUETO NIOA3A/PHCK 33
nekapeTBenns npodyxr. OT METHUMHCKHTE CIEUHATHCTH C& M3UCKBA 1A Cho0apaT BCika
MoJ03HPAHA HEKETANA Peakutd ypes M3mbiHKTeNHa areHLUA 00 JeKapeThaTa YL . Jlamsan I'pyes” Ne
8, 1303 Codms, Ten.: +35 928903417, yeGeaiit: www.bda.bg.

4.9 TIlpeno3nupane

Jlvncear Jantd OT KIMHUMHY W3NWTEAHYA OTHOCHO Tpeaozupane ¢ Esepuo EapMacTsp, Ho no-gony
¢a u3bpoeHH ehexTH, HACTBITMIIN Clef MPefo3BpaKe ¢ IBETe AKTHBHH BELIECTRA:

CanmeTepoln
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IMpa3xannTe 1 CHMUTOMMTE Ha IPe03KPaHE ChC CATIMETEPON Ca 3aMANHOCT, NOBHIKABAHE Ha
CHCTOHOTO KPBREHO HANATAHE, TPEMOp, ITaBo00IHe H Taxukapaud. B cmyvai, ne nevennero ¢ Erepuo
Eapmactsp Tpadsa ga 6na¢ pekpaTeso nopaay npefo3ypane Ha B-aroHucTa B NeKapcTBeHNs
npoAyKT, TpAOBA fa ce OOMHCITH MPHIaraHEeTO HA NOAXCARIU2 3AMECTHTENHA TEPaus ¢
KOPTUKOCTEpOHN, I[OI‘[’I:JIHHTEJ’[HO € BBIMOXCHA XUNOKATHEMHA d 3aTOBa CepYMHNTE HHEBA Ha xanus
TpsbBa Aa ce npocnenasat. Tpatea 1a ce oGMuCIM 3aMecTBaHe Ha KAJTHI,

@Y THKAI0H NPONUOHAT

Octpo apenoanpane; HAxamipadero Ha 2034 QUTY THKA30H TPOTIHOHAT HAll NPENOPBUHTEIHITE MOKE
Ha fgoBede J0 BpeMeHHO noTHekaHe Ha HanOuOpevnara pyrkums. ToBa CbCTOAHHE HE Ce HyxXiae oT
cheHy feficTeA, i kaTo HAnBulpeunara gyHKOMA Ce Bh3CTAHOBABA B TEHEHNS Ha HAKO/KG IHH,
KOETO €€ YCTAHOBABA YPe3 HIMEPBAHE HA HUBOTO Ha NITA3MEHHS KOPTH3O0N.

Xpounauo npegolupase Ha HAXAaropen GayTHxazon nponvonat: HanGeGpevunar pesepp
TpAOBA ga ce mpocneJasa i MOXKe Ja € HeoOX0auMo JieieHHe CbC CHCTEMEH KOpTUKocTeponn. Cnen
crabunuInpane IE4EHMETO ¢ NPENOPEYMTENHATA K033 HHXANATOPEH KOPTHKOCTEPOHE Tpadea 1a ce
B1300H0BH. BukTe Touka 4.4: pHCK 0T NoTHCKaHe HA HAIOBOpeuHATa DYBKLIMA.

Ipw city4an Ha OCTPO K XPOHHYHO NPeRo3Hpane Ha (IYyTHKA30H NPOIMOHAT ieuenKeTo ¢ Esepuo
Eapmactsp Tpa0Ba 13 NPONBIIKH ¢ MOIXORAINA 38 KOHTPO/I H2a CHMITOMATHKATA JO3HPORKA.

5.  ®APMAKOJIOTWYHM CBOMCTBA

5.1 @apmakogdHamMUINH cBOiicTBA

DapMaKkoTepaneBTH4Ha [Pyma: ANpeHepruuy B KOMOHHALHA C KOPTHKOCTEPORIAH HITH RPYTH
NeKapCTBa, ¢ H3K/MIOUSHHe Ha AHTHXOMHHEPIHI(H.
ATC kon: ROZAKO6

MexauuibsM Ha geiicmﬂe H QaDMaKOJIHHaMH’{HH EQSKTH

Epepro EapMacTnp chabpka canMeTepon H Ty THKa30H NPOTIHOHAT, KOKTO A¢HCTRAT N0 patyiHyeH
HayMH. CBOTBETHHTE MEXaHHIMM Ha NeiICTBYE HA ABETe AKTHBHY BELISCTBA CA OTMCAHH T0-J0JTy:

Canmemepon:
Canmetepon e cenextupeH nearogeticreais {12 yaca) B2-agpenopenerTopeH aroHHCT C ABATA
CTPaHH4HA BEPHTA, KOHTO Ce CBHP3IBA C BHHIIHATA Y4CT HA PEIEITOPaE.

CanmeTepos OCHTYPABaA NO-IbIroTpaiiia GPOHXOAMNATALNA, IPONBIKaBalna Hali-Manko 12 vaca, B
CpaBHEHHE € KpaTkoaeHcTBalIHTe KOHBEHIHOHANIHY f2-arOHUCTH B NIPENOPEYHTEIHYA SO3M,

Daymurazon nponUOHAamMm:
DIyTHUKA30H NPONHOHAT, NPUIMKEH UPe3 HHXAMAMA B NPeMopeInTeHITE 03H, OKAIBa
FMOKOKOPTHKOMAHO POTHBOBR3NaUTeNHO NelicTere B Genute apobose, KOSTO BOLH A0 PEAYLUpaHE
Ha CHMITOMATHKATA ¥ ex3alepbaliTe Ha acTMATA, U € C NO-MaJIKO HEXeNaHH! edekTy, OTKONKOTO

" [IPH CHCTEMHOTO [PHIOKEHHE HA KOPTHKOCTEPOUIH.

Knunuyna edburacnocm u Gesonaciocm

Onucanure no-gony npoyusanud (GOAL, TORCH u SMART) ca nmpopefeHu cwe criiatalHTe)
xombGuuanmg(H) Ha durcupana(n) go3a(n), canMeTepoll KCHHAhOAT # HIIyTHKA30H IPOIHQHAT, HO
H3c/le[BaT pazpewieH Npean TOBA NPONYKT; OUCAHHTE MPOYYBAHAS He ca IpoBexkaanm ¢ Erepro
EapMacrsp.

Canmemepon/hrymukason npoRuGHAM — KNURUNHU USHUMBANUR RPY GCMMa
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JrananeceTMecedno npoydsane (Gaining Optimal Asthma ControL, GOAL) npu 3 416 se3pacTiv u
IOHOINY ¢ HEPCUCTHPAIIA aCTMa CpaBHaBa 0e30MachocTTa U eduKacHoCTTa Ha

CAnMETePOI/ AYTHKA30H NPOIHOHAT CIIPAMO CAMOCTOATENIEH MHXANATOPEH KOPTHKOCTEpOH,
(nyTHKa30H NponHUOHaT), 3 1a YCTRHOBH Za1H IeYeHHeTO HA aCTMa e NoCTInKNMa nen. [pn
NeYeHHETO KOHUSHTPALMATA € OUNa YBENAYABAHA Ha Beekd 12 ceamMuM 10 nocThrane Ha **nenex
KOHTPOII AW JOCTUTAHE Ha Hali-BHCOKATa J03a 0T M3NUTBaHOTO jekapeTso. Rannute oT GOAL
[OKA3BAT, Ye T0BEeYEe NAlHEeHTH, JEKYBAHH ChC CAIMETEPOIL/ (UTy THKA30H PONKOHAT, €A ITOCTUTHANH
KOHTPOJT H3 8CTMATa B CPaBHEHNME € Te3H, JIEKYBAHN CBC CAMOCTOATEICH HHXANATOPEH
koprukectepon (MKC), 1 To3u KOHTpON € 61 GOCTHIHAT NIPH JI0-HHCKa 1033 KOPTHKOCTEPOUA.

*Jobpe xouympoaupand acTMa ¢ OHITa MOCTHTHATA TI0-GLP30 ChC canMeTepoN/duTy THKA30HE PONHOHAT,
oTKOAKOTO che camoctoarenes MKC, Bpemero 3a nevenue 3a 50 % oT natuMeHTATE 10 HOCTHIAHE HA
ITbPBA HEAMBHAYATHA Z00pEe KOHTPOAHPaH2 ceMAIa € 6ro 16 THM 3a rpynarta Ha
canMerepo/ Iy THKa30K NpoONKoHaT B cpaBierKe ¢ 37 auH 3a rpynara va UKC. B moarpynata Ha
ACTMATHIKTE, HENTEKYBaHK ChC CIEPOMAM, BPEMETO 00 NOCTHIaHe Ha MbpBa HHAHBHIYaHa aodpe
KOHTpONHpana ceamua e Guno 16 nHu npu NedeHue che canMeTepoll/ duTy THKA30H POTUGHAT B
cpasteHHe ¢ 23 quu npH gedenne ¢ UKC,

IIbnHUTE pe3yATaTH OT NPOYUYBAHETO A NPEACTABCHH B CJIEXHATa TabHua:

Hporedr Ha nanHeATHTe, NOCTHTHANM *J00pe KoHTpoAnpana acTvMa (WC) n **nriaen
xonTpon Ra actmara (TC) 3a 12-Meceven nepaog
JledeHne npean Npoy4BaAHETO Caawmerepoa/FP FP
WC TC WC TC

Bea MKC (camocTostened SABA) 78 % 50 % 70 % 40 %
Hucka nosa HKC 75 % 44 % 60 % 28 %
{< 500 muxporpama BDP unu
KBHBAICHT/NER)
Cpeana aoza HKC (> 500 a0 62 % 29 % 47% 16 %
1 0G0 mukporpama BDP unn
eKBHBAJIEHT/BeR)
O0enuneny pe3yaTaTH OT TPHTE 71 % 41 % 59 % 28 %
BHAA JIeYeHNe

* HoGpe KoHTponUpaHa acT™Ma: No-MalKO OT WIM PABHO Ha 2 JIHM ¢ TOYKOB cOOp HA CHMITOMUTE MO-
ronmam of I (Touxos cGop { ce neduHHPa K4TO ,,OABA Ha CHMITOMH 33 KPAaThK BPEMEBH NEPHOI, TIPe3
nens’); manonseare Ha SABA mpes aBa Wi 10-MaNKke OT ABA KHM, WM NPK 4 HH Ho-Mazko 0T 4
CAy4as Ha CeIMMIA; NoBede o1 Win pasHo Ha 80 % or npensuneHuTe CTORHOCTH HA CYTPEUIHHA
BBPXOE EKCIIHpaTopeH nebut; 6e3 crlyxaaHe npes Houra, Oe3 ex3anepbaliny 1 Ge3 HexenaHH
JICKAPCTBEHU PEaKlNe, HATAralyd NpOMAHA Ha TEPAIINATA.

**IIbneH KOHTPOI Ha ACTMATA: HAMA CUMIITOMH, HAMa ynotpeba Ha SABA, no-BHCOKM WIM PaBHH Ha
80 % o1 npeapugeHnTe CTOMHOCTH HA CYTPEIIHHA BEPXOB ekcnupatTopeH Je6Gur, HAMa cu0yIaHe
npes HoWTa, IHNCBAT exlatlepbain o je ce HaOmoIasaT HeXkeNnaHu IeKAPCTEEHN PEAKLIHH,
HaTaraui lpoMAHa Ha TeparHaTa.

Pesysrature oT TOBA NpoOyYBAHE MPEATNOJIarar, Ye MoXKe 0a ¢ 00MHCTH ThPROHAYANHA NOLIBPKAILA
TepanHs cke CANMETEpOI/ Py TukaloH nponuorat SO Mukporpama/ 100 Mukporpama IBa IbTH IHEBHO
TP MAUHEHTH C YMEPEHO TeXkKa TIepCHCTHpALA aCTMa, 32 KOUTO € KpaliHO Heo§X0AnMO NOCTHIaHe Ha
6P KOHTPOUT Ha acTMata (Bxk. touka 4.2).

Enno gpoiiHo-cnAng, paHAOMH3MPAHO, MTAPAIEMTHO-TPYIORO NPoyysaHne mp« 3 18 maueHTH Ha BBIPACT
> 18 ronMuH c IEpCHCTHPAILA ACTMa OLIeHABA Ge30MACHOCTTa U NOHOCHMOCTTa HA MIPHIKMKEKHETO Ha
2 WEXATaund B2 NBTH JHSBHO (DBOHHA JJ03a) HA CANMETep)l/(Ty THKA30H NPOTIMOHAT 34 TEpHO] OT
Ase cepMuuM. [IpoydBaseTo okassa, Y€ YRBOARAHETO HA J032TA HA BCAKA KOHIIEHTPALIA Ha_
CaIMeTepo/ Ty TUKAIOH TIPONUOHAT 32 IEPHO J0 14 IHH, BOAK A0 MRNKO HOKAYBAHE Y=
HeKeraHHTE PeaklMiL, CBbp3aHi ¢ § arorurcta (TpeMop; | manuent [1 %] cpemy 0, na,uﬁ’wauﬁu- 6. ‘[3
%] cpenry 1 < 1 %] MYCKYIHY criaaMps; 6 |3 %) cpenry 1 [< 1 %)) ¥ noaobko yBquei‘me a




%] cpenry 16 [8 %], npecnnyuanoct; 2 (2 %] cpemy 4 [Z %]) B cpaBHEeHHE ¢ BPHWIOKSHHETO HA E1HA
HHXaJIaHA ABa I6TH JHEBHO. MATKOTO MOKAYBaHE Ha HEKE/TAHHTE PSAKiUM, CBBP3AHH ¢ [} aroHncTa,
Tpabsa aa 6ble B3€TO NON BHIMAHKAE B CITy4ail, de IexapsT oOMEC/HA yasosSBaHe HA 03aTa HA
canMeTepos/ Ty THKA30K NMPONMOHAT OPH BBIPACTHH NAUMEHTH, HYKIGEUH C€ OT AOIBTHHTENHO
KparkoRpeMeHHo (10 14 AHH) NeveHKe ¢ HAXAIaTOPeH KOPTHKOCTEPOHL.

Canmemepos/aymuraion RPORUOHAM — KIUHUYHY u3numeanus npu X055

TORCH e 3-roawHo npoydsaHe 2a OleHKa Ha ediexTa 0T neuenuerc csc Ceperna Juckyc 50
Mukporpama/S00 MUKporpama IBa 'BTH QHERHO, caMeTepor [uckyc 50 Muxporpama, a8a sTH
nuesHo, dayrukazod npomqonar (FP) Juckyc 500 MukporpaMa [iBa TbTH AHEBHO WiH [nale6o Bbpxy
o6wara cMepTHocT npu raudentd ¢ XOBB. Maupenture ¢ XOBE 1 ®EQ1 < 60 % ot npexsuaenns
HOpMAJEH Ha W3X0AHO HMBO (Ipey GPOHXOAWIATATOD) €A PAHNOMHU3HPAHH I& MOTYYABAT XABOHHO-
aacnenenc nexapeteo, [1o BpeMe Ha Npoy4BaHETe HA NANMEHTHTe € Ouia paipeiieHa obuyaiinara
tepamia 3a XOBB, ¢ u3kmouende Ha ApYrl YHXanaToOpHH KOPTHKOCTEPOHAK, AbI0-ZeHCTRAILH
BPOHXONMIATATOPH ¥ NIPOABKHTEIHO NTEUEHHE ChC CHCTEMHBH KOPTHKOCTEpoKax. [IpexusieMocTTa B
Kpas Ha TpeTaTa FOJAMHA € Onpe/IeseHa 33 BCHIKY NAUMEHTH HEIABUCHMO OT MPeYyCTaHOBABIHETO Ha
MpEeMa Ha NEKapCTBOTO N0 Mpoy4BaHeTo. [IbpBUtHATA KpaliHa TOUKA € HAMANABAHE Ha oGuiaTa
CMBLPTHOCT B Kpas Ha TPETATa roQMHa 3a nauMentute Ha Cepetua cnpaMo Tesk Ha Miauebo.

Naaoeéo | Caamerepon 50 FP 500 Caametepo.i/di
N=1524 N=1521 N=1534 YTHKAIOH
NPoNHOHAT
50/500
N=1533

O061a cMBPTHOCT B Kpas Ha TPeTATa roJuHa
Bpoit Ha CMBPTHY CITyYay 231 205 246 193
%) (15,2 %) - {13,5 %) (16,0 %) (12,6 %)
Koedruneur na pucka 0,879 1,060 0,825
cnpame arauebo (JIU) N/A (0,73; 1,06) (0,89; 1,27) | (0,68; 1,00)
p cToliHocT 10,180 0,525 0,0521
Koeduupnent na pucka Ha 0,932 0,774
Ty TEKA3GH (0,77, 1,13) (0,64, 0,93) N/A
OPOTHOHAT/ CRTMETEPO N/A 0,481 0,007
500/50 cnpaao
xomnoredrite (JIH)
p crodHoCT
! HeanauuTensa p CTOHHOCT C1el KOPHTHpaHe 3a 2 MexINHHN aHATH3A HA OCHOBHOTO
CpaBHeHHe Ha ePHKACHOCTTa HOCPEACTEOM JIOTAPHTMIMEH PAHTOB GHAMK3, CTPATHOHIMPaH N0
Ty IIASECKH CTATYC.

Habmogasa ce TeHACHUHA 38 Noge6pABaHe HA MPEXUBIEMOCTTA IPH NALMEHTH, NRKYBAKH CHE
CaNMETEpOIV Gy THKA30H IPOTHOKAT, B CpaBHEHME C Te3H Ha TnaneGo B pamMkute Ha 3 TOMMHE,
BBIPEKH Y€ He € JOCTHIHATO HHBOTO HA CTaTHCTHYECKA 3HagmMocT p < 0,05.

[TpoueHTsT Ha MALHEHTATE, MOTHHANHM Ope3 TPUIOTULIHEA NepUo No npstuHEH, cBbp3and ¢ XOBE, e
6,0 % npw nnauedo, 6,1 % npa canmmetepen, 6,9 % npu FP u 4,7 % npu canmerepos/diryTurason
(IPOTOHAT,

CpenHuaT Gpoif Ha yMepeHH 10 TEHKH exialepbaliiyl FOIHIIHO & 3HAYATeNHO HAMANEH NP
canmetepo/dyTrkason npornonar (FP) B cpaBHenMe ¢ IeYeHNeETO e canmetepon, FP u mauebo
{(cpenna yecToTa B rpyrnara Ha canMeTepolt/fury THkasoH nponnouat 0,85 B cpapHenue ¢ 0,97 B

rpynara Ha canmeTepost, 0,93 B rpynara #a FP u 1,13 B rpynata na nnauebo). Tosa Moske na ce

NIpEICTABH KATO HAMAMABAHE HA YECTOTAaTa Ha yMEPeHH 10 TEXKH ex3auepbauvu ¢ 25 % (95 % JAW: or

19 % o 31 %, p < 0,001) B cpasueHue ¢ nrauebo, 12 % 8 CPaBHEHNE CHC CAIMETEPOI (9&%“—;11;161?1\
5% 0o 19 %, p = 0,002) u 9 % B cpastenne ¢ FP (95 % JW: ot 1 % 1o 16, p = 0,024 {f(émme‘r O
FP 3HaunTenuo HaManABar 4ecToTaTa Ha exsalepfaunnTe B cpaBHenue ¢ riaueto, oiﬂsemo e AS Vo,
(95 % JIH: o1 7 % 10 22 %, p < 0,001} 1 ¢ 18 % (95 % JIA: o7 11 % 10 24 %, p < 0001y ~5 47

{i
[
|
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KagecTs0T0 Ha KHBOT, CBLP3aHO ChC 3APABETO, U3IMEPEHO 1pes BelpocHuka St George’s Respiratory
Questionnaire (SGRQ), e nogobpeno npn BeAKa OT aKTHBHATE TEPAlUH B CPABHEHUE ¢ manebo.
Cpenroto nonoGpedue nmpes TpH FOMHIUHMKA EPHOA 38 CAIMETepoIV/ Iy THKA30K IPOIMOHAT B
cpaBHexMe ¢ mateto e -3,1 epununy (95 % JH: or -4,1 ao -2,1; p < 0,001), B cpapHerne che
canmMerepon € -2.2 egunnuu (p < 0,001) u B cpasuenue ¢ FP e -1,2 enpauns (p = 0,017). [Monsorenue
0T 4 eAMHKLM ce NPAEeMa 32 KTHHUYHO 3HAYHMO,

H3uucnenaTa BEpOATHOCT B PAMKHTS Ha 3 roAHRY 22 6hae cpo0lleHa NEEBMOHHS KaTo HeKENaHa
TeKkapcTBeHa peakuud e 12,3 % 33 muauebo, 13,3 % 3a canmerepon, 18,332 FP 1 19,6 % 3a
canMeTepos/ hIyTHKA30H MpoNUonaT (KeeMUMEHT Ha PHCKA 38 CaiMeTepoi/ ity THKa30H NMPOHHOHAT
cnpsMo nnaue6o: 1,64, 95 % OU: ot 1,33 no 2,01; p < 0,001). He e umano yeremiapatHe Ha
CMBPTHHTE CIYYaH, CBBP3aHH C THEBMOHMA; CMBPTHUTE CTYYaH [10 BPEME HA TEPANHATA, 32 KOHTO €
NPEeUEHEHO, Ye OCHOBHO Ce ABMHKAT HA THEBMOHNS, ca 6unn 7 3a wiauebo, 9 3a canMerepon, 13 3a FP
o 8 3a canMeTepo)V/dny THKA30H TiponHoHat. He e uMano 39a4MMa pa3nuka BhB BEPOATHOCTTA 32
kocTHU dpaxtypu (5,1 % npu nnauedo, 5,1 % npu camdetepon, 5,4 % npi FP 1 6,3 % npu
canmeTepoll/ Gy THKA30H NPOTIHOHAT; Koe(hHLIMEHT Ha PHCKA 33 CATMeTepast/(iry THKa30H NpONHOHAT
cnpamo nnanedo: 1,22; 95 % JIW: o1 0,87 1o 1,72; p = 0,248).

Pesyarature oT miale60-KkOHTPOIHpAHE KINHIYHY H3UTBAHUA, TPOBSKAAHY 33 neproa ot 6 u 12
MeCela, TOKA3BaT, Y€ peaoBHaTa yiorpeba Ha canMeTepon/payTuka3oH npoimoHar 50
mukporpama/S00 mukporpama nopoGpsasa GenoapobHata ¢y AKLHA, HaMaNBa 3a0yXa U
HEOBXOAUMOCTTA 0T ynoTpeba Ha GbpioaeiicTRamy NeKapeTsa 3a 00NEKYABAHE KA MHIMAHETO.

SCO40043 1 SCO100250 ca panIOMM3IMPaHH, JBOHHO-CIIENY, NAPAIENHO~TPYNIOBH, PETUTHKATHBHY
NpOY4BAHKSA, CPABHABAILHM eeKTa Ha cammeTepolV/ Ty THKasoH nponuonar 50/250 Mukporpama apa
MhTH QHEBHO (A03HMPOBKa, KOATO He € paspeitieHa 3a nevenne va XOBB B Espornelickis ¢bio3) cnpamo
canMeTepon 50 MMKpOrpaMa ABa [IETH AHEBHO BEPXY FOAHIIIHATA YECTOT2 HA YMEPEHH/TEXKN
exsanepOamiu npu mua ¢ XOBb 1 @EO no-manbk o1 5S¢ % ot npensrIenus, € ¢ aHAMHE3 33
exzanepbaimiy. YMepeHry/TexkH ek3auepGaruu ce onpeaenart KaTo BAOMLABAILM Ce CHMITOMH, IPK
KOHTO C€ € HANarane AedeHye ¢ NepopanHy KOpTHKOCTEPOHIH H/MITH aHTHOHOTHLIH HITH
KOCTIMTAIH3ALHA.

H3nuTeaHKATa ca HMATH 4 CeMHIH BbEEXKIALI NIEPHUO, [0 BpeMe Ha KOHTO BCHYKH Y9acTHHUM €2
npHeManH HelacneneHo canMetepol/FP 50/250, 3a pa ce cTaufapTHInpa HapMaKkoTEPanHaTa H]
XOBB u na ce crabunnanpa 3abongBaHeTo NpeIH PaHIOMH3HPAHE 38 3aCIENEHOTO NEKAPCTRO M0
npoy4saHeTo 3a 52 ceamuu. [lanyenTyTe ca panaoMimsupann 1:1 Ha casmerepon/FP 50/250 (o6imo
ITT n = 776) win canmerepon {0bmio ITT n = 778). Ilpeny BEBEKOAINHA IEPHOL HALIMEHTHTE CA
NpeKbCHANM yoTpehara Ha NpernLIHA JekapeTea 3a XOBE, ¢ u3knoveHHe Ha KPATKOAEACTBAIK
Gpouxonunartaropit. EqnospeMenyaTa ynotpe6a Ha MHXATATOPHH KearoneHcTBay f2 aroHuCTH ¥
AHTHXOIMHEPTHYHU CPEICTBE, NPOAYKTH, CHABPKAIIN KOMOUHALIMATA candy TaMo HIpaTpOiHy M
Gpomun, nepopaniy B2 aroHUCTH 3 NPOAYKTH, ChABPKALIK TeOPIIHH, He ca GHNM O3BOABAHH IO
speMe Ha nededuera. Hepopanun xopTHKOCTEPOUAN v aHTHOMOTHLM Ca GHIM NO3RONIABAHH 34
CTIEMIHO JISUeHHe Ha exsanepbausn Ha XOBDB ¢ TouHe onpegeneHn ykazaHua 3a ynorpeda. 1o speme
HA NPOYYBAHUATA NALHEHTHTE CA IPHEMAITH CAOyTaMOT TPH HYKI4.

Pe3ynraTuTe OT NBETE NPOYHBAHUS NOKAIBAT, U JIEUEHHETO ChC CANMETEPOIL/DNYTHKA30H IPORHORAT
50/250 Bogu Ao IHAUHTENHO NIO-HHCKA FOMHIGHA YECTOTA HA YMEPeHUTe/ TeXKuTe ex3anepbanun na
XOBE B cpaBuenue cbe canmerepon (SCO40043: cpotsetHo 1,06 1 1,53 Ha yosek 3a roAnHa,
ChOTHOWERKE Ha uectotara 0,70, 95 % Cl: o1 0,58 po 0,83, p < 0,001; SCO100250: ¢croteerHo 1,10 1
1,59 Ha yoReK 33 rOAUBA, ChOTHOIEHHE Ha dectoTata (0,70, 95 % CI: ot 0,58 no 0,83, p <0,001).
Haxogxute 33 BTOpHYHYTE NoKazaTeny 3a euKACHOCT (BpeMe 10 OBPBA YMEPEHA/TEMKKA
ex3anepbaum, roIyUHATA HeCTOTA Ha eK3auepOaly, Hanaraum ynorpedara Ha NepopanHi

canMeTtepos'PIyTHKaz0H nponuonat S0/250 Muxporpama Apa ITLTH THERHO CIIPAMO
TNpodunET Ha HEXKENAHMTE PEAKUKH € 0T CXOHeH, ¢ HIUTIOUEHHE HA [10-BACOKA Y
MHEBMOHNUM H H3BECTHH NIOKATHH HeXKeNAHH PeaKuu (KaHAH03a & ARCHOHHA)
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canMeTepon/ryTukazoH nponHoHar 50/250 Muxporpama n8a IbTH JHEBHO B CPAaBHEHHE CBHC
canmerepoi. HexenaHy peakuiy, CBbPIaHH C [THEBMOHUA, ca chobuwenn 1pu 55 (7 %) nayuents B
rpynara ka canMerepon/diryTukazon nponnodar 50/250 Mukporpama gBa WhTH AHEBHO M fipH 25 (3
%) B rpynata Ha canMeTepon. [TosuiuenaTa 4eCTOTa Ha CHOOIIEHA MASBMOHASA NIpH
canmerepon/g/1yTEa30H MponkoHaT 50/250 MHKpoTpaMa Ea ITBTH JHEBHO MTOKA3RA BENHYKHY,
CXOJIHA C Ta3H Ha 4eCTOTATa, ChOGLIABAHA Cen IEYeHHE CBC CATMETePOIl/ Ty THKA30H IPONHOHAT
50/500 MHkporpamMa ABa TbTH JHEBHO 8 m3nuTeaHeTo TORCH.,

AcTMa

Muoeoyenmposo wicredpeamelcko yanumeane na candemepon npy acmma (SMART)
MHOTOLEHTPOROTO H3CASAOBATENCKG HANUTEAHE Ha canmeTepon npu actMa (SMART) e 28-ceamuuno
npoyusaHe, nposedesio B CAL, Koeto olieHqBa 6€3008CHOCTTA Ha CAIMETEPON B CPABHEHNE C
nnaueto, 1odaseHH KM ofHvaifHaTa Tepanisi IpH BRIPaCTHK H foHowH, BrRpeky ue HaMa
3HAYHTEIHH PA3NHKH B IBPBHYHATA KpaitHa TOUka 33 KOMOHHUpaHNA GPOH Ha CMLPTHH Cay4ad,
CBBP3AHH ¢ AHXATENHATA CHCTEMA, H XKHBOTO3ACTPAILIARALIM CHLOMTHA, CBBP3AHY C IMXaTeHaTa
CHCTEMA, POYUBAHETO IIOKA3EA SHAYHTENHO YBEIHICHHE HA CMBPTHHTE CITYYaH, CEbPIaHU ¢ acTMa,
PR NaUUeHTH, pHeMalm canmerepon (13 cMBpTHE cAyyas npy 13 176 nalnnenTH, JeKyBaHU CbC
canMeTepoll, CIpAMOo 3 CMBPTHH crydas upH 13 179 manunenTn Ha nnauebo). Ilpoyysadere ne e
NpeaHa3HAYEHO Ja OUSHU BE3ASHCTRHETO Ha eAHOBPeMEHHATA yNoTpeba Ha UHXATATOPEH
xopTeKocTepoua ¥ camo 47 % oT ywacTHELMTE chobmaBaT 3a ynotpeba na HKC Ha naxondo HUBoO.

Beaonacuoct v edmkacnoct Ha canmerepon-FP cnpamo FP camoctearenso nph actMa

[Mposenes ca ABe MHOCOUEHTPOBH 26-CeAMIWHM HINATEAHIA 38 CPaBHEHHE Ha Ge30nacHoCTTa H
etbuxacHocTTa Ha canMerepoi-FP cnpamo FP camocrostemnsio, kato egpoto wsmursane (AUSTRI) e
RPH BB3PACTHY H IOHOIM, a NpyroTo h3nireade (VESTRI) e npu neAuaTpyU4uy MAUMEHTH HA Bb3pacT
4 — {1 rognum. H 8 ABeTe MpOoYYBAHHA BIUTIOYEHHTE YYACTHHIIM HMAT YMEpeHa A0 TexKa
NepCHCTHPALIA ACTMA C AHAMHE3A 33 XOCTHTATH3AUHMA, CRBP3IAHA C ACTMATA, NN ek3auepdaLua Ha
acTMATA Npe3s NPeaXoanaTa ronua, [TbpBUIHATA Ul Ha BCAKO (IPOYdBaHE € A3 Ce ONpeneni JaaH
npobapayero va LABA xeM tepanus ¢ UKC (canmertepon-FP) nokalea He mo-manka epHKacHoCT o7
HKC (FP) caMocTOATENHO HO OTHOWEHHE HA PHCKA OT CEPHO3HM CHOHTHA, CBBPIaHH C ACTMATA
(XoCTIHTAMH3ALUKA, CRBP3AHA € ACTMATA, EHAOTPaXeaNHa UHTYGaumd u cMBpT). Bropuyna men 3a
edMKacHOCT Ha Te3u poyysatud € aa ce ouerH fant MKC/LABA (canmvetepon-FP) nokasea
MpeBE3XOACTBO cnpaMo Tepanuara ¢ MKC camocrostento (FP) no otHoliente Ha texxa
ek3anepbauda Ha acT™MaTa (KOATO ce ONpeJesis KATO BIOUIABAHE Ha ACTMATA, Ha/larauo yrorpeba Ha
CHCTEMHH KOPTHKOCTEDOUIH HaN-MaIKO 3a 3 AHH, WIH XoCHTanK3aund B GoNHULA, WM [IOCEIeHHE
HA OTACNSHKE 38 ClIeWiya MOMOLY IOpafy ACTMA, H3NCKBAIla CHCTEMHH KOPTUKOCTEPOHIH),

O6uo 11 679 1 6 208 y4acTHAUM €A CHOTBETHO PAHAOMUIUPAHH U [IOTYHaRaT JEUEHHE B
panuteanuATa AUSTRI u VESTRI. 3a mpprirBara xpaifHa Touka 3a 6e30MacHOCT € HOCTHIHATA HE
no-Mazka edUKacHOCT U B JBeTe I3IMTBAaHNA (B, TaGmunaTa no-nomy).

Cepno3ny chOMTHA, CRED3IAHY ¢ acTMa, B 26-ceamuynnte wmapuTBannd AUSTRI u VESTRI

AUSTRI VESTRI
Canmerepon-FP FP Canmetepon-FP P
{n=15834) CaMOCTOSTENIHO (n=3107) CaMOCTOATENHO
{n =5 845) (n=3101)
CrcTagHa Kpaifa Touxa 34 (0,6 %) 33(0,6 %) 27 (0,9 %)
(XOCTIHTANTH3ALNS,
CEBP3aHE ¢ acTMATA,
eHA0Tpaxeanta
MHTYGALHA WM CMBPT)
Koeduruent na puck 1,029 1,285
Ha canmetepon-FP/FP (0,638-1,662)* 0,726-2,272)° .
(95 % JIH) A
CMBpT 0 0 0 > G- ™
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Xoenuran3acHs, 34 33 27 21
CBBP38HA C acTMATA
EnnoTtpaxeanHa 0 2 0 ' 0
HHTYOauHA '
AKO [I0Ay4eHATa OHEHKa 3a TopHa rpaxdia Ha 95 % JIH 3a oTHocHTenHEA pHCK € mo-Maika ot 2,0,
CE TIPARH 3aAKTIOUEHKE 33 HE 10~Ma/Ika eIKacHOCT.
AKO TIONIYYEHATA OliEHKA 3a TopHA rpanAua Ha 95 % [ 32 OTHOCHTEIHHA PUCK € IO-MANKa 0T
2,675, ce npaBH 3akmodeHue 34 He o-Manka edukackrocy,

3a sTOopuYHara KpalHa Touxa 32 ehUKacHOCT I B JIBETE IPOY4BAHHA Ce Hal/ioaasa HAMANEHHE BBE
BpEMETO J0 ITbpsa ex3aiepOauua Ha acTMaTa 3a canmerepon-FP B cpaprenue ¢ FP, Ho camo B
wanuteaHeTo AUSTRI ce nocTHra CTATHCTHYECKA SHAYHMOCT:

AUSTRI VESTRI
Canuetepon- FP Canmerepon-FP FP
FP CaMOCTOATENHO n=3107) CAMOCTOHTENHO

(n=75834) (n=35 845} n=3101)
Bpoii yuacvHuny ¢ 480 (8 %) 597 (10 %) 265 (9 %) 309 (10 %)
exsauepbanna na
ACTMATA
Koeduuuedr Ha pack Ha 0,787 0,859
canmerepon-FP/FP (0,698; 0,888) {0,729, 1,012)
{95 % OH

lTeaxaTpHaya DOy NalHsg

Erepuo EapMacThp He € nokaaH Npr A€Na Ha RE3pact mof 12 roguxu (B, Touka 4.2). Onncanure
no-10JIy MPOYSBaHKA Ca MPOREOSHY © paspellieH el ToBa NPOIYKT; OlHCAHHTe IPOYYBaHUA HE Ca
m3aebpipany ¢ Erepro EapmacTnp.

B npoyusane SAM 101667 npa 158 Aeua Ha Be3pacT 6 — 16 rodusd ¢hC CHMNOTOMATINEA aCTMa
KOMBHHALMATA HA CANIMETEpoN/(ITy THKAZ0H [IPOIHOHAT € Chille TONKORA eRKACHA, KATO Ta3H NpH
TIPIIIOKEHHETO HA NRBOHHA N033 (ITyTHKA3OH MPOITMOHAT [0 OTHOMICHHE HA KORTPONA Hal
cumuTomuTe B GenonpotHaTa gyukuua, JduialiHeT Ha MpoydsaHETO HE & NPEOHAIHAYCH 14 H3CTeNEa
ediekta BBPXY exsaueplauHuTe.

B eano 12-cenMuyno M3NUTBAHE NPH AeLa Ha BB3pacT Mexay 4 H 11 ronusd [n = 257), fneKyBanu unu
cbe canmetepon/bnyrukazod nponuonar 50/100 1Ba neTH THERHO, MM €BC canMeTepon S0
MuKporpama + $piytuxa3od nporuoHar 100 MuxporpamMa nBa NBTH KHERHO NOKA3BA, Y€ H B ABETE
TepaneBTHYHA paMeHa BEPXOBHAT eKcnupaTopeH NeOuT ce nosuuara ¢ 14 % u oceen ToeRa ce
Hamonaea nofgoGpenne B OEHKATa Ha CHMOTOMHTE B ynoTpebaTa Ha canbyTamMon KaTo CriacuTeTHo
cpenctBo. He ce HaOmoaasat pasiuky MeKIY ABETe TepaneBTIInH pamena. Hava pasiuxu B
nlapamMeTphTe Ha De30NacHocT MeXay ABETE TEPANEBTHYHN PaMEHa.

B 12-ceaMusio paHAOMM3HPaHO, NAPAISIHO [PYNOBO NPOYYBAHE MPH AEIA Ha BB3PAcT Mexay 4 u 11
rodunu [n = 203] c nepcHeTpawia acTMa, KOMTO C2 HMAZM CHMITOMH Ha GoHA HA UMXATTATOPHU
KOPTHKOCTEPOHIH, BE10MaCHOCTTA € MhpBUYHATa Kpaiina Toyka. Jeuara ca NolyyaBany Wil
canmMeTepos/ dury Trkason nponnoHat (50/100 mukporpaMa), und diyTHKa30K OponuoHat (100
MHKPOrpamMa) CAMOCTOSTENHG Ba OHTH AHEBHO. JIBE OT AelaTa A canMeTepoly/Quy THKa30H
NPORHOHAT H 5 OT Zelara Ha HITyTHKA30H NPONHOHAT ca OTTETNIEHHR 0T NPOYYBAHETO Nopaty
BnolaBare Ha actMara. Criex 12 ceaMuuy HMKOS OT AeATa B IBeTe TEPANSBTHIHA PAMEHA HE €
HMATO CTOHHOCTH, IO-HHCKH OT HOpMaTa 3a 24-4acoBa eKCKpeuns Ha KOpTH30N B ypuHara. He e
UMAT0 APYTH PasiIHKH No 0THOIIEHHE Ha Mpoduia Ha Ge30MacHOCT MEXTY JBETE TePaNeBTHYHH
pamena,

Jexapcmeeny npodyemu, ceQupXcay QRYMUKAION NPORUOHAM, APY JCMMA NO 6
Gpemennocm
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ITpoBeneHo € 06CEPBAUMOHHO PETPOCNEKTUBHO ETTHASMUCIOTHYHO KOXOPTHO NPOYYBaHe, KOSTO
H3NOMIBA SIEKTPOHHH 3ApagHy A0ckeTa oT BenukofpuTannd, 3a a ¢e OLESHH PDUCKBT OT CEPHO3HH
gponenu Mandopmaiuy (Major Congenital Malformations, MCM) crieq exkcno3siya npes TbpEHA
TpuMecTHp Ha Huxanatoper FP camocToatenHo u canMerepon-FP B cpasnenue ¢ MKC, xoitto ve
crabpxka FP. B T0Ba npoy4saHe He € BIT0YeHo ITanedo KaTo KOHTPOTHO CPEcTBo.

B xoxoprara ¢ acTMa ot 5 362 cnydad Ha GpeMenHocT ¢ excnosunma sa HKC mpes nspaus tpuMecTbp
ca ycraHoser# 131 guarnocrauupan MCM; 1 612 (30 %) ca ¢ ekcnosnuus Ha FP win canmerepont-
FP, KaTo 0T TAX ca ycTaHoBeHH 42 AnarHocTuiidpann MCM. KoparupanoTo choTHOWEHHAE Ha
peposTHOCTTa 33 MCM, nuardoctiumrpany o § ronnsa, e 1,1 (95 % AH: 0,5 2,3) 3a sxexu ¢ ymepena
ACTMA ¢ eXCIo3HLEA Ha FP copaMo TAKMBA © excnozunusa Ha ne ceanpxant FP HKC v 1,2 (95 % H:
0,7 2,0) 3a JeHH ChC 3HAYMTENHA J0 Texkka acTMa. He e ycTaHoBeHa painuka B pucka o1 MCM cren
EKCTIO3UIIAA Tpe3 MbPBUA TpMMecTp Ha FP caMOCTONTENHO B CpaBHEHHE CBC Camierepos-FP.
AGcomoTtHuTe prckose 01 MCM npn pasndyHyTe CTETIEHN Ha TEXECT Ha acTMAaTa BapHpar ot 2,0 10
2,9 ua 100 cryvas Ha SpemensocT ¢ ekcnospig Ha FP, koeTo € cpaBHUMo ¢ Pe3yITaTtire o1
npoy4gane Ha 15 840 cayuas na GpemennocT 6€3 SKCIO3UIEA Ha TEpaNHH 32 acT™a B 633aTa NanHK
General Practice Research Database (2,8 cs6utis va MCM Ha 100 cryyan Ha GpeMeHHOCT).

52 @apMaKOKUHETHYHH CBOHCTBA

3a uenuTte Ha qlapMaKOKﬂHETHKHTa BCEKH €QHH OT KBaTa KOMNOHEHTA MOXKE 14 CE Pa3riiewiaa
CAMOCTOATENMHO.

Caimemepon

CanMeTepon aeiicTsa ok Ho B Genud Apod i 3aTOBA IUIIMEHHTE HHBA HE CA NOKA3aTeHu 32
TepanesTHyHiA ederT. ChIKO TaKa MMa CaMO OrpaNUMeHH JAHHK 34 GaPMAKOKHHETHKATA Ha
CANMETEPOIT TOPaTH TEXHIMECKH TPYIHOCTH 33 AHANN3 HA aKTHBHOTO BEIIECTBO B MTAIMATA,
ALIKALIM Ce HAa HHCKHTE IINA3MEHM KOHUSKRTPALHH PH TEPanesTHYHR 1031 (npubnusuteano 200
NHKOTpaMa/ml vk No-Manko), LOCTUraHH CRE MHXANAUMS.

$aymuxason nponuonam (FP)

ABCOOTHATA GHOHAMMYHOCT HA eQHOKPATHA 1033 MHXANATOpeH (IyTHKA3OH IPOTIHOHAT TIPH 31paABH
JHUA BapHpa Mexxay npubausuTento 5 no 11 % ot HOMMHANHATS 034 B 33BHCHMOCT OT
M3MOA3BAHOTO YCTPORCTBO 3a Hixanaua. [lpn nauuentn ¢ actva s XOBD ce HaGnioaasa no-Hucka
CTENEH HA CHCTEMHA SKCI03MUHA Ha HHKaNnaTopeH QuIy THKA30H [POonHOHaT,

Abcopbuus

CucremnaTa abcopbuss ce 0CHUISCTRABA TPeAuMHO B Genma Apob, KaTo B Ha¥anoTo € Osp3a, a cren
TOBa — POABMEKNTETHA, OCTATHKET OT HHXANATOPHATA 1032 MOMKE 14 Ce APErTLTHE, HO TOBA
ZOTIPUHACA B MAHMMAIIHA CTENEH 38 CHCTEMHATA EKCIOIHEHA 10PAAY HUCKATA PA3TBOPRMOCT BbB
BGJA Y NPEACHCTEMEMA MeTaGONKIBM, 1 BoAW A0 GHOHAMMUKOCT, Ho-Maka oT 1 %. C nosuuwiapaHeTo
Ha HHXATMPaNATa 1033 ce HabAonaea NEHelino NOBMINABAHE HA CUCTEMHATA EKCRHIOZHIMA.

Paznpeaenenue
JincniozuumaTa Ha hIyTHKa3oH TPOIMOHAT Ce XapaKTepisnpa ¢ BUCOK NnazMeH knupbHe (1150

m¥/min), ronaM o6em Ha pa3npele/eHre B CTALMOHAPHO CheTosHKE (ipubnn3ntento 300 1) »
TEPMHUHATEH MOTyKHBOT Npubau3nTento 8 yaca. CBBP3BAHETO C NNA3MeHK npoTenHu ¢ 21 %.

Brorpancthopmariug

QIyTHKA30H NPOTNKONAT Ce K3ABYBA MHOTO DBP30 OT CHCTEMHATA HPKYIAWiA, PEAMMHO KATo Ce
Me'raﬁonﬂaﬂpa A0 efHHE HeaKTHREH MeTalormMT Ha KapOOKCHAHATA KHCCTHHA OT CHINMA CXPBA4 Ha

EmaMunapane
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BLOpesHHAT KIMPBHC Ha UTyTHKA30H NPOMKoHAT € nperebpexumo Huchk. [o-Manko o1 5 % ot
[03aTa C& EKCKPETUPa B YPUHATA MasHo kato Merabomutu. OCHOBHATA MACT OT JIO3ATA Ce eKCKpeTUpa
85B dexanunTe Kato MeTaboNATH K HENPOMEHEHO AKTHBHO 8eilSCTRO,

Heguampuuna nonyrayua

Esepuio EapMacTsp He ¢ MOKa3aH IpH Aeua Ha BbapacT nod 12 roquuu. OnucaduTe no-gomwy
HpOYYSaHud ca NPOBENeHH C paspeuleH Npeay TOBa NPOIYKT; OMHCAHUTE IIPOYIBAHUA HE CA
w3pkpieann ¢ Esepio EapMactsp.

Mpr nonynauuoHeH dapMaKOKHHETHYSH AHANH3, OCHOBABAIL CE HA JAaHKH 0T 9§ KOHTpOTHpaHH
KNVHAYHA H3ATBAKYA, TP KOKTO CA H3NOM3IBaHM PAIMYHI WHXAIBTODHY YCTpolicTha (HHXanatop
HA CyX NIpax, HHXANATOP 33 NO3IUPAHO BOPHCKBAKE) H KOHTO BK/EOUYBAT 350 NaumeHTH ¢ acTMa Ha
pwapact ot 4 ac 77 rogyun (174 naunenty Ha BB3pacT Mexkady 4 K 11 roaunm), ce nabmonasa fmo-
BHCOKA CHCTEMHA SKCTIOZMIHA HA (UTYTHKA30H MPOMHOHAT CIER NEYEHHE ¢ HHXAAATOR ChC CyX Npax
canmerepoi/dayTuxazon 50/100 B cpaBHEHNE ¢ HHXANATOP CbC CyX NPax (IyTUKA3OH [IPONHOHAT
100.

ChOTHOICHHE Ha reoMetpraHuTe cpenru [90 % JIH] npu cpaBHeHHe Ha canMeTepol/QnyTHKa30H
1POITMOHAT CIPAMO HHXAMATOP ChC CYX Npax GIyTHKA30H APOTTHOHAT NPH NOMYNANNY HA JeLa i
IOHOWIN/BB3pacTHH:

Tepanug (uica. cnpamo pegh.) | Honyaauus AUC Crax

Huxanramop cve cyx npax Heya(4-11200) ) 1,20f1,06-1,37] L25[ri1-141}
caaMemepon/ghaymukason

nponuoram 38/100

Huxanamop cec cyx npax
Gryrurazon nponupnam 100

Huxarnamop cvc cyx npax fOnow/svapacmuy | 1,52 [1,08-2,13] 1,52 {1,08-- 2,167
CanmMemepOT (hymuKa3on = 12 200.)
nponucram 307100

Huxanamop cwc cyx npax
dhaymurazon nporaonam 100

OueneH e edekTsT 0T 21-AHEBHO NeUeHHe ¢ HHXANATOP Ha canMerepon/gayThrason 25/50
MHKpOrpama (2 WHXa asHH IBA HTH THEBHO CbC KM Ge3 oGeMHa kaMepa) MNH MHXANATop Che CYX
npax caaMeTepon/dryrnkazon S0/ 100 Mukporpama (1 sHXanawus Apa NHTH JHEBHO) IpH 31 feua Ha
BE3pacT oT 4 A0 11 rogusm ¢ nexa dopma Ha agTMa. CvcTeMHaTa SKCTIO3NINA Ha CATMETEPON €
CXOIIHA 33 MHXANATOP Ha CANMETEPOIT/ Ty THKA30H, HHXAIATOD HA canMeTepoly/ gy TukaloH ¢ obemna
KaMepa H MHXaNaTop ChC CyX Nipax canMeTepon/GnyTuxalon (ceoTsetHo 126 pgxhr/ml [95 % IIU: 70,
2251, 163 pgrhr/ml {95 % JH: 54, 200] # 110 pgxhe/mi [95 % OH: 55, 219]). Cucremnara
eKCTIO3MIVA Ha (GNy TAKA3OH NPOTIMOHAT € CXO/HA 3a HHXANATop Ha CAnMETeposy/ Ty THKA30H C
obemua kamepa (107 pgxhr/m] [95 % OH: 45.7, 252.2]) v HAXAnaTOp ChC CYX Npax
canMerepon/duryTrrazon (138 pgxhe/mi {95 % JH: 69.3,273.2]), 4o 32 UHXANaTOp Ha
canMeTepost/ Py THKA30H € ¢ no-HEUCKH cTolinoctn (24 pgxhr/mi [95 % [H: 9.6, 60.2]).

53 llpeakanguunn GaHHM 33 GesonacHocT

B npoy4BaHus npy )KUBOTHH HA CANMETEpoit # qUIyTHK230H MPONNOHAT, NP WIIATaHH TOOTAENHO,
eHHCTREHNTE onaceHus 3a Ge30MacHOCT NpH ynovpea npu Xopa ca CBhP3IaHH ChC 3ACHIEHHTE
(HapMakoNOrHIHH AcHCTRHA.

B npoy4Bauns Ha peHpOXYKTHEHOCTTA DU KHBOTHH €& Ha0/0N1aBa, e TIOKOKOPTHKOCTEPOHAHTE
MHAYLMpat MandopMankn (UenHaTo Hebue, ckeneTHR Manpopmaluy). He ce nipennonara teau
PEIYATATH A4 Ca PENeBAHTHH 32 XOpa NPH yNnoTpeda Ha NpenopbunTendute aosu. [ipoysanuara npu
AHBOTHHN Ha CANMETEPOIT MOKAa3BaT eMOpHOYeTAIHA TOKCHIHOCT CAMO TIpH BHCOKH HHBA Ha
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.
exenozuima. [Ipy eqnoBpeMeHHO NPUAGKEHHE IPY INTEXOBE B ZO3H, CHBP3AHH C H3BECTHH,
HHAYHMPAHE OT [HOKOKOPTHKOCTEPORA Man(opMauny, ce HablioMara NOBHINSHA YeCTOT Ha CIygad
Ha TpaHCHoBMpana YMOHNHKaMHa apTepHA H HEMTEAHA OCHGHKAHA HA OKUBAIMTAIHATA KocT. Huro
cajaMeTepoT keHHadoaT, HITo (IYTHKAIOH MPONHOHAT IIOKAIBAT NMOTEHIIHAN 34 FeHSTHYHA
TOKCHYHOCT,

6. POAPMAIEBTHYHN JAHHH

6.1 Concexk Ba NOMOUIAKMTE BEIECTRA

Jlaxro3a MOHOXUIPAT (CBALPMA MIEYHH TIPOTEHHH]).

6.2 HeceBMecTHMOCTH

Henpunoxwumo.

6.3 Cpok na roanocr

PAY

6.4 Crneumannu yeloBHH Ha chXpaHen#e

Ila ne ce chxpanssa Hag 30 °C.

6.5 Buan chABpKAHHE HA OUAKOBKATA

[TpaxbT 33 HHXATAUHA C& CHALPXA B BasCTepH BEPXY JeHTa ¢ aryMuHuero/OP A/PVC nokpHTHE, €
omnenamo ce PETP/xaprueno/PVC namunuparo donno. BricTepHarTa NedTa ce ChOLPXKA BB
dopMoBanHe 6440 IAACTMACOBD YCTPORCTRO ¢ unak (3a 50/500 MukporpaMa) MAs3rail ¢ Kanax Ha
MYHIUIYK, C YePBEH [IPETIa3HTeN,

HuxanatopsT e onakorad 8 Toprdka ot tprcioiido naMuHHpaHo $01H0, CECTOATIO CE OT Crioli Ha
niondectep/ ADH/ amymuauit/ ADH/nonnerinen.

[InacTMacoBuTe HHXANATOPHH YCTpo#icTBa ce NpeasaraT B KADTOHEHH Ky THH, KOHUTO ChABRMKAT:

1 x 60 no3u Epepuo EapmacTsp

unu 2 % 60 gosn Ereprio Eapmactsp

unu 3 x 60 nozu Esepuo EapMactsp

uny 10 x 60 nosu Esepuo EapmacTep

He BcHYKH BHIOOBE ONAKOBKH MOTAT 44 OBAAT ITyCHATH HA nasapa.

6.6 CheunajHy NPeAUAIHH MEPKH NPH H3XBbp.Re B paboTa

Epepyo Eapmactep oceodoxaasa npax, koitto ce saninsa B Sennute Apodose. Esepuo FapmacTep vMa
Gpord Ha ne3uTe, KOUTO NOKA3EA OCTaBawldTe NO3H. B nuetoBkara ¢ HHdopMaiiing 3a DALHEHTA Ce
CBABPKAT NOAPOOHN YKa3aHks 3a yroTpeda.

Her3nomspaHuaT SekapeTsed podyKT HAH OTIIbUHHTE MaTepHadn 0T Hero Tpabea 1a ¢¢ H3XBHPIAT

B CHOTBETCTBHE C MECTHUTE HIMCKBAHUA,

7. TPHTEXKATEJ] HA PASPEILIEHHUETO 3A YIIOTPEBA

-

Zentiva k.s.

U kabelovny 130, v
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Dolni Mécholupy

102 37, Prague 10

Yewka pernyomika

8. HOMEP(A) HA PASPEINEHHUETO 3A YIIOTPEBA

Enepno Eapmactsp 50 Muxporpama’500 muxporpama/nosa

Per. Ne: 20200049

9. JATA HA OBPBO PAIPEIHABAHE/NIOAHOBABAHE HA PASPEHIEHHUETO 3A
YHOTPEBA

Jata Ha uspso pazpemarane: 18.03.2020

Jara #a nocnenHo NoGHOBABAHE:

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

16.06.2022 r.
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