MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

BroPair Spiromax 12,75 mukporpama/100 Mukporpama mpax 3a HHXaJIalust
BroPair Spiromax 12,75 mukporpama/202 MuKporpama mpax 3a HHXaJIalust
2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besika mocraBeHa jo03a (J1o3ata OT MyH/IIIyKa) Chabpika 12,75 mukporpama canmmerepon (Salmeterol) (karo
canmeteposioB kennagoat) u 100 mwm 202 mukporpama ¢ayrukazonos nponuonar (fluticasone propionate).

Besika oTMepeHa 103a chabppika 14 MUKporpamMa caaMeTepod (KaTo caaMeTeposioB kcunadoart) u 113 win
232 mukporpamMa (GpayTHKa30HOB IIPOMHOHAT.

ITomomurao(n) BeuecTBo(a) ¢ U3BECTHO ACHCTBHUE

Bcesika moctaBeHa 103a ChIIbprKa MPUOIU3ZUTEIHO 5,4 MUIIUTpaMa JIakTo3a (KaTo MOHOXUJIPAT).
3a IIBJIHUA CIUCHK Ha IIOMOIIHUTE BELIECTBA BIKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA
[Ipax 3a naxanauus

Bbsn npax

4. KJIUMHUYHHU JAHHHU
41 TepaneBTHYHU NOKA3AHUS

BroPair Spiromax e rmokasaH 3a peIOBHO JIeYeHHE Ha aCTMa MPH Bb3PACTHU ¥ IOHOIIU Ha BB3pacT 12 u
MoBeYe TOJIMHH, IIPH KOUTO HE € TIOCTHTHAT aJIeKBATeH KOHTPOJI C MHXAIATOPHA KOPTHKOCTEPOUIN
KpaTKoAeWCTBAalIH B2-arOHUCTH, H3TIOJI3BAHU MIPH HYXKA.

4.2 Jlo3upoBKa U HAYMH HA NMPUJIOKEHHE

gO?:I/IQOBKa

[MarenTrTe TpsiOBa na OBAAT MOCHBETBAHMU Ja MprueMaT BroPair Spiromax Bceku JieH, 0pH KOraTo HIMaT
CUMIITOMH.

AKO Bb3HUKHAT CUMIITOMH B nepnoga MEXAy A03UTE, Tp}I6Ba Ja C€ U3I10JI3Ba MHXAJIaTOPCH
KpaTKO}.'[GfICTBaH.[ 0eTaz-aroHUCT 3a He3a0aBHO 00JIeKUYaBaHe.

Korato ce n36upa KOIMIECTBO Ha aKTUBHMTE BENIECTBA 3a HavaHaTa q03a BroPair Spiromax (cpeasa mosa
unxanaropen koprukoctepous [MUKC] 12,75/100 mukporpama mim Bucoka go3a UKC

12,75/202 mukporpama), TpsiOBa aa ce B3eMaT MO BHUMAHHE TEIKECTTA Ha 3a00JIIBAHETO HA MAIUCHTHUTE,
MpeUIHATA UM Teparus 3a acTMa, BKIFounTeHo no3ata MKC, kakTo U TeKyIus KOHTPOJ Ha TEXHHUTE
CUMIITOMH Ha acTMa.

PenoBHO TpsiOBa 11a ce MpaBH MpeolieHKa Ha ChCTOSHUETO Ha MAIMEHTHTE OT JIEKap TaKa, Y€ KOJMYECTBOTO
cajMeTepos/(pIIyTHKA30HOB IPOIMOHAT, KOSTO HOJIy4aBar ¢ J03aTa, 1a OCTaHe ONTUMAJIHO U JIa C€ TPOMEHS
€JIMHCTBEHO 10 JICKapCKo npenucanue. Jo3ara TpsOBa aa ce TUTpHUpa 10 Hali-HUCKaTa 7103, IIPH KOSATO Ce
nmoaIbppxa e(heKTUBEH KOHTPOJ Ha CUMIITOMUTE.

OObpHeTe BHUMaHHKE, Y€ JIOCTaBIHUTE 103U Tpu BroPair Spiromax ce pa3nuuaBar oT APYry MPOAYKTH,
ChIBPIKAIIM caTMeTepoIt/(PIIyTHKa30H, KOUTO ca Ha Na3apa. Pa3numyHuTe KojauyecTBa Ha aKTHBHUTE



BEIIeCTBA B 71032 (CPeHHI/BUCOKH JI03U (PIIyTUKA30H) TIPH PA3IMIHUTE IPOJTYKTH HE CH ChOTBETCTBAT
HEMPEeMEHHO eHH Ha JPYTH, Taka Y€ MPOAYKTUTE HE ca B3AUMHO3aMEHseMH Ha 0a3aTa Ha ChOTBETHHTE
KOJIMYECTBA HA aKTUBHUTE BEIIECTBA B 1034.

Bwv3pacmuu u ronowu na 12 u nogeue 2o0unu

Enna unxanauus ¢ 12,75 mukporpama caamerepod u 100 mukporpama (piyTHKa30HOB MIPOIMOHAT /1B ITBTH
JTHEBHO.

WA

Enna unxanauus ¢ 12,75 mukporpama caamerepod u 202 MukporpaMa (GpiyTHKa30HOB MIPONHOHAT /1Ba IIbTH
JTHEBHO.

CHCII KaTO CC IMMOCTUI'HE KOHTPOJ Ha acTMarta, JICUCHUETO Tp516Ba Ja €€ mpepasriicaa 1 aa ce ooMucIn JaJIn
NalMCHTHUTC Tpﬂ6Ba Ja MHUHAT Ha II0-JICKa Tepanund CbC CaJ'IMeTepOJ'I/(l)J'IYTI/IKaE»OHOB IpomruoHAaT CbC
CbABPIKAHUC HA MTO-HUCKA 1034 Ha UHXAJIIATOPHHUA KOPTUKOCTCPOUJ U CJIC TOBA, CBCHTYAJIHO, HA JICUCHUC
CaMO C MHXAJIaTOPEH KOPTUKOCTECPOUI. Baxmno ¢ MaMEHTUTE J1a CE€ IPCOUCHABAT PEAOBHO IIPpU ITPEMUHABAHE
Ha 110-JICKa TCpanmus.

AKO OT/IeTIeH TIAITMEHT ce HY)KIae OT 03U U3BBH MPEMOPHUNTEIIHATA CXEMa, TPSOBa 1a ce MPEAIHIIAT
TTOIXOJISTIIH JO3H P2-arOHUCT W/WIIH WHXATATOPESH KOPTUKOCTEPOHT.

CHCI_II/IaIIHI/I nonyjaalrun

Cmapuecka év3pacm (>65 200umu)
He ce Hanara xopurupaHe Ha J103aTa IIpU MAIMEHTH B CTApUYECKa Bh3PacCT.

bvopeuno yspescoane
He ce Hanara kopurupane Ha Jj03ata IpH NayueHT! ¢ 0bOPEYHO YBpEKIAHE.

Yeprnodpobuo yepeacoare
JlurnicBaT manHuM 3a yroTpebarta Ha BroPair Spiromax mpu marnueHTs ¢ 4epHOPOOHO YBpPEKIaHE.

THeouampuuna nonynayus

Jlo3upoBKaTa mpH MarueHTy Ha 12 u moBeye TOAMHM € ChIlaTa KaTo JO3UPOBKaTa MPU Bh3PACTHH.
BeszomnacHocTTa 1 erkacHOCTTA NP MEIUATPUIHN MAIIMEHTH 110 12-roAuiHa Bb3pacT He Ca YCTaHOBEHHU.
JIuncBat gaHHU.

HauuH Ha ipuaoxeHue

MuxanatopHo npuiioxkeHue

YCcTpoicTBOTO MPECTaBIIABA 33IcHCTBAH OT JUIAHETO, pA0OTEI C TIOMOIITa HA MHCIIUPATOPHUS TOTOK
HHXAaNaTop, KOETO 03HauaBa, Y€ aKTUBHUTE BEUIECTBA CE JOCTABAT B JUXATEIHUTE MBTUILA, KOTATO
MalMCeHTHT BAUIIIBA MPE3 MYH/IIIYKA.

Heobxooumo obyuenue

To3m nexapcTBeH MPOAYKT TPSAOBA Jla ce M3MOI3BA MPABUITHO, 32 J]a CE OCTUTHE e()eKTUBHO JICUCHHE.
3aroBa nanueHTHTE TPsIOBa J1a OB/IAT MOCHBETBAHU JIa IIPOYETAT BHUMATEITHO JIMCTOBKATA 3a MAallUeHTa U 13
cra3BaT yKa3aHuUsATa 3a ynorpeda, KaKTo ca ONKMcaHu NoAPOoOHO B TUCTOBKaTa. Ha Bcuuky manuenTty TpsiOBa
Jia ce ocUrypu o0y4deHre OT MPEeAIHCBAINS MEIUIIMHCKH CIICLHAIMNCT 3a TOBA KaK Ja U3I0I3BaT TO3U
JexapcTBeH NpoAyKT. Llenra e na ce rapanTtHpa, ue Te pa3dupar Kak MPaBUIIHO Jla N3MOI3BAaT HHXAJIATOPa,
TakKa 4e ca HasiCHO ¢ He0OOXO0ANMOCTTA A3 BAMIIBAT CHIIHO, KOIaTO MHXAJIMPAT, 3a JAa M0JIy4aBaT
HeoOxonumara 103a. BaxkHo e 1a BAMIIBAT CUIIHO, 32 /1a CE FApaHTUpa ONTHMAIHO JO3HpaHE.

YmotpebaTta Ha TO3H JIEKAPCTBEH MPOIYKT Clie/IBa 3 MPOCTH CTHITKH: OTBAPSHE, BAUIIIBAHE U 3aTBapsHE,
KOHUTO Ca OIUCAaHHU TT0-J0TTy.



OtBapsHe: XBaHETe HHXAJATOPA C Kala4eTo Ha MyHIIIyKa HAaI0JIy U OTBOPETE Karadero, KaTo ro HaTHCHETE
HaJ0Jy, TOKaTO C€ OTBOPH HAITBJIHO, IPH KOETO ce dyBa | ImpaxBaHe.

Baumsane: M3aumaiite Hanbano. He uzaumBaiite npe3 nuxanaropa. [loctaBeTe MyHIIIyKa B ycTaTa CH U
3aTBOpETE YCTHUTE CH IUTHTHO OKOJIO Hero. Baumiaiite critHo U 1BI00KO Tipe3 MyHamyka. M3Bagere
HMHXaJIaTopa OT yCTaTa U 3aJphKTe AUIIAHETO B MPOabbKeHHE Ha 10 CeKYHIU WIIM TOKOBA ABJTO, KOJIKOTO
MOXKeTe, 0e3 Ja ycemare qTucKoMdopr.

3aTBapsHe: M3muimaiiTe BHUIMATEIIHO M 3aTBOPETE KamauyeTo Ha MyHAIIYKA.

[NaruenTrTe B HUKOW MOMEHT HE TpsiOBa Ja 3aIyliBaT Bh3AyIITHATE OTBOPH WIIH Ja U3IUIIBAT MTPe3
MHXaJlaTopa, KOraTo ce MPUTOoTBAT 3a cThkaTta "Baumsane". OT manueHTUTE HE Ce M3UCKBA JIa pas3Kiiamiar

MHXaNaTopa npeau ymnorpeoda.

[ManmenTute TpsiOBa 2 OBAAT MOCHBETBAHM J1a CH U3IUIAKBAT yCTaTa C BOJA U Ja Sl M3IUIIOBAT W/HIIH Jia CH
M3MHBAT 350UTE C YeTKA Ciiejl HHXamanus (BxK. Touka 4.4).

HaHI/IeHTI/ITe Morar Aa yCeTAT BKYC, KOTraTO U310JI3BAT TO3U JICKAPCTBECH IIPOJAYKT, KOECTO C€ AbJKH HAa
IIOMOIIHOTO B€HICCTBO JIAKTO34a.

[TanmenTure TpsiOBa na ObAAT MOCHBETBAHU /1A IbPKAT HMHXAJIATOPA CH BUHATH CYX U YUCT, KaTo 3a0bpcBaT
BHHMATETHO MYHJIIIIyKa ChC CyXa KbpIla WM XapTHEeHa candeTka, ako € He00XOJUMO.

4.3 IlpoTuBOmOKAa3aHUs

CBp’bX‘IyBCTBI/ITCHHOCT Ha KbM aKTHBHHUTC BCIICCTBA UJIH KbM HAKOC OT IIOMOIIHUTEC BCIICCTBA, I/I36pOGHI/I B
Touka 6.1.

4.4 ChneuuajaHu mpeaynpe:xaeHus U Mpeana3Hu MepKH NpH ynorpeda

BromiaBane Ha 3a0015BaHETO

CanmeTtepos/¢yTHKa30HOB IIPOIIMOHAT HE TPsIOBa Ja ce M3I0/I3Ba 3a JICUCHHE HA OCTPU aCTMATUIHH
CUMIITOMH, 32 KOUTO C€ U3UCKBA OBP30- U KpaTKoAelcTRall Oponxoauiararop. [lanuenTure TpsOBa 1a
OBbJaT TIOCHBETBAHH BUHATH J]a HOCAT ChC ce0e CH CBOS CIIACUTEINICH HHXAIATOP, 32 Jia IO U3IMO0J3BaT 3a
o0JiekyaBaHe TIPU OCTHP aCTMATHUYCH MPUCTHIT 110 BCIKO BpEME.

HaI_II/IeHTI/ITC HE Tpﬂ6Ba Ja 3aro4Bat J€YCHUC ChC CaJ'IMeTCpOJ'I/(l)J'IYTI/IKaZ*uOHOB MMpOIMUOHAT IPpH O60CTpHHe
HJIM aKO UMAaT 3HaYMMO BJIOIIAaBaHE WJIM OCTPO BJIOIaBalla c€ actMma.

BB3MOXKHO € 110 BpeMe Ha JIUEHUETO ChC CAIIMETepoIT/(DIIyTHKAa30HOB MPOIUOHAT Ja C€ TIOSBAT CEPUO3HU
HEXeJIaHU ChOUTHS, CBBP3aHu C acTMaTa, U 00ocTpsiHus. [larmenTuTe TpsiOBa qa ObJAT MOMOJICHH J1a
NPOABJIKAT JIEYEHUETO, HO JIa MOTHPCAT CHBET OT JIEKAP, aKO ACTMATUYHUTE CUMIITOMH OCTaHAT
HEKOHTPOIIMPAHU WX CE BIIOIMIAT CIIE/T 3aII0YBaHE Ha JICYCHUE ChC CAIMETePOIT/ DIy THKAa30HOB
JIUMPOIIUOHAT.

[loBumenaTa Hyx/1a OT 00JIeKUaBaIIH JeKapCcTBa (KPaTKOACUCTBAIN OPOHXOIUIATATOPH) WM TTO-C1a0us
OTrOBOP KbM OOJIEKUaBAIIH JCKAPCTBA MOKA3BAT BJIONIABAHE HA KOHTPOJIA HA ACTMATA U MANMEHTUTE TPIOBa
Jla ObJIaT IMperJeanu OT JIeKap.

BHrezammHOTO M porpecupaiio BiomaBaHe Ha KOHTPOJIa Ha aCTMAaTa MOXKE J1a € IIOTSHIINATHO
YKUBOTO3aCTPAIlIaBaIl0 U NAIIMEHTHT TPsI0Ba Ja ObJIe MOJIOKEH Ha JieKapcKa OICHKa 110 CIeHOCT. TpsiOBa
Jla ce OOMMUCIIM UHTCH3U(UIIMPAHE Ha HHXAJIaTOPHATa KOPTUKOCTEPOUIHA TePaITHsl.



CumpaHe Ha Tepamusara

JledenueTo cbC canMeTepon/ (bHYTI/IKa3OHOB MpomruoHaT HE Tpﬂ6Ba Ja CC ClirMpa pA3KO IIPpU MauCHTHU € aCTMa
nopaau puck oT O6OCTp$IHC. TepaHI/IHTa TpH6Ba Aa CC TUTpUpPA HU3XOAAIIO0 IO JICKAPCKHU HAA30P.

CrpreTBany 3a00JsIBaHNs

CanMeTepo1/¢yTHKa30HOB MPOMHOHAT TPSAOBA Ja ce Mpuilara BHUMATEIHO ITPH MAlMEHTH C aKTUBHA WIN
JIaTeHTHA 0e10/ipoOHa TyOepKyii03a U I'bOMYHH, BUPYCHU U IPYTH HHGEKINN Ha JUXATCIIHUTE ITbTHIIA.
CBoeBpeMeHHO TpsOBa Jla ce 3aloYHe TOIXO/AIIO JICUSHUE, aKO € MOKa3aHo.

CopaeynochaoBU ehHEKTH

Psnko cammeTepoit/hayTHKA30HOB MTPOMTUOHAT MOXKE JIa IPUYHHU ChPACYHU APUTMHU, HAIPUMED
CYTIpaBeHTPHUKYJIapHA TaXUKAPAMSI, EKCTPACUCTOIHN U MPEACHPAHO MBXKACHE, U JIEKO MTPEXOTHO HaMalsIBaHe
Ha HABOTO HA CEPYMHHS KaJIUH MPH BUCOKH TeparneBTUIHU 103u. CanmMeTepon/payTHKa30HOB MPOITHOHAT
TpsOBa J1a Ce U3IIOJI3Ba BHUMATEIIHO TPU MAIUEHTH C TSKKH ChPCYHOCHI0BH HAPYIIICHUS WU PUTHMHH
HapyIICHUS Ha CHPIIETO U MPHU MAIMEHTH C THPEOTOKCHKO3a.

XunoxaaueMus 1 XUIICPIrIINKEMUSAL

JlekapcTBa, ChABpKAIIN OeTa-aIpeHePIHYHI aTOHUCTH, MOTAT Ja MPEeJN3BUKAT 3HAYUMA XHITOKATTEMHUS TIPH
HSIKOH TIAIIUEHTH, BEPOSTHO YpEe3 BHTPEKICTHhUHO U3MECTBAHE, KOATO MMa TIOTEHITHAN J1a IPUYHHSIBA
HEXEJIaHU ChPIICYHOCHIOBH ehekTr. HamansBaHeTo Ha cepyMHUS Kaiuii OOMKHOBEHO € MPEXOIHO U HE
W3UCKBa JT00aBsiHe Ha Kanuid. KIIMHMYHO 3HaYMMK IPOMEHH Ha CEpYMHHUSI KaJliid ca HaOJF01aBaH! HEYEeCTO
M0 BpeMe Ha KJIMHWUYHU MPOYUYBAHUS TP MPHIOKECHUE Ha caTMEeTepolt/(h1yTHKa30HOB IPOMUOHAT MPH
MPEMOPBbUUTENHH 103U (BK. Touka 4.8). MiMa HeyecTH ChOOIICHHS 3a MTOBUINIABAHNS HAa HUBATA HA KPhBHATA
3axap (Bk. Touka 4.8) 1 TOBa TpsAOBa J1a Ce UMa MPEBHI, KOTATO CE MPEANKCBA Ha MAIMEHTH ¢ aHAMHE3a 32
3axapeH auader.

CaﬂMeTepOH/q)HYTHKaBOHOB MMpOoIMMOoHAaT TpH6Ba Aa CC U3MO0JI3Ba BHUMATCIHO IIPH MAIIUCHTH CHC 3aXapCH
Z[I/Ia6eT, HECKOpUTHPAaHAa XUIMOKAJIMEMUA UKW MAIMUCHTH, IIPEAPA3IOJIOKCHN KbM HUCKH HUBA HA CCPYMHUSA

KaJIuH.

[Tapamokcaned OpoHXOCTa3bM

BB3MOKHO € 1a BR3HUKHE MapafoKcaieH OpOHXOCHa3zbM ¢ He3a0aBHO 3aCHUIIBaHE HA XPHUIIOBETE H 3a1yXa
clleq] IpHeM Ha J103aTa, KOWTO MOXKE Ja € JKUBOTo3acTpamasall (Bx. Touka 4.8). Toit TpsodBa na Obae
JIEKyBaH He3a0aBHO ¢ KpaTKO/AENCTBall HHXanaTopeH Oponxoamnararop. IIpuemMbT Ha
canMeTepot/(pIyTHKa30HOB MPOMMOHAT TPsIOBa /1a ce MpeyCTaHOBH He3a0aBHO, MAIMEHTHT TPSIOBa J1a ce
OLICHM U J1a C€ PUJIOXKH aJTepHATHBHA Tepanus, ako € HEOOXOIMMO.

BeTa'Z-aHDCHODCHCHTODHI/I ArOHNCTH

Nma crobmenus 3a papMakoIorndHy epekTd OT JICUSHHETO C [2-arOHUCTH KAaTO TPEMOP, MAIUTAIHN 1
rraBoOoJIMe, HO Te 0OMYANHO ca MPEXOTHU M OTCIA0BAT YCIIOPEIHO C PeIOBHATA TEPAITHS.

Cucremuu edexru

BB3MOXHO € J1a ce MPOSBIT CUCTEMHHU eEKTH MPHU MPUIIOKECHNE Ha NHXATATOPHH KOPTUKOCTSPOUIH,
0COOCHO TP BUCOKH J03U, IPEANHCAHU 32 IBJITH epuou. BeposiTHOCTTa 32 TI0sIBa Ha T3 e(DEeKTH €
MHOT'O TI0-MaJIKa B CPaBHEHHE C MEPOPATHUTE KOPTUKOCTEPOUIN. BE3MOXKHUTE CHCTEMHN €)eKTH BKIIFOUBAT
Cunzgpom Ha Cushing, KkymuHronmaeHn Xxaburyc, oTHCKaHe Ha HaaObOpeuHaTa GyHKIMS, HaMaJIsIBaHe Ha
KOCTHAaTa MUHEpaIHa IUThTHOCT, KaTapaKTa ¥ IJIayKOMa U TMO-PSAIKO - CIIEKThP OT IICUXOJOTUYCCKH WITH
MOBEICHYECKH €(DEKTH, BKITFOYUTEITHO TICUXOMOTOPHA XUIIEPPEAKTUBHOCT, HAPYIICHHUS Ha CHHS,
TPEBOXKHOCT, JACTIPecHs WK arpecus (ocobeHo npu aena) (BK. moarodka llequatpudna momynaius mo-10Iry
3a nH(popMaIus 3a CUCTeMHHUTE e()eKTH Ha MHXAJATOPHUTE KOPTUKOCTEPOUIH MPH Jiela u toHoIn). [1o tazu



MIPUYHMHA € BAKHO MAIMCHTHTE J]a CE MPEOICHABAT IEPHOINTHO U 103aTa HA HHXAJTATOPHUS KOPTUKOCTEPOHUT
Jla ce HaMaJId JI0 Hal-HUCKaTa J103a, IIPH KOATO Ce MOIIbpKa ePeKTUBCH KOHTPOJI Ha aCcTMAaTa.

Hapymienue Ha 3peHHUETO

Mosxe 1a nma choOIIeHNS 3a HApyIIEHHE Ha 3pEHUETO NMPH CUCTEMHO U JIOKATHO MPIJIOKEHUE Ha
KOPTUKOCTEPOUIU. AKO MALMEHTHT UMa MPOSBU Ha CUMIITOMH KaTO 3aMbIJICHO 3pEHUE WIH IPYTH
HapyIIeHHs Ha 3pEHUETO, TPIOBa J1a ce TIOMUCIH 32 HACOYBAHETO MY KbM O(TAIMOJIOT 3a OLICHKA Ha
BB3MO)KHHUTE TPUIHHA, KOUTO MOTAT Ja BKIIIOYBAT KaTapaKTa, IIayKoMa Wi peaku 3a00IIBaHus KaTo
neHTpaiHa ceposzHa xopuoperunonatus (LICXP), 3a kouto ce crobIaBa cies ynorpeda Ha CHCTEMHU U
JIOKaJTHU KOPTUKOCTEPOUIH.

DyHKIMS Ha HATOBOPEUYHUTE JKIIE3U

[MpoasKUTENHO JeUeHHE Ha TTAIIMEHTH C BUCOKH JI03U HHXAJaTOPHH KOPTUKOCTEPOUIM MOXKE J]a TOBEE JI0
MTOTUCKaHe Ha (YHKIMATA HAa HAAOBOPEUHUTE JKIIE3H U OCTpa HanOBOpeuHa kpusa. OmucaHu ca ChIo MHOTO
pelKH cllyyad Ha MOTHUCKaHe Ha QYHKIMATA HA HAAOBOPEUHHTE JKJIC3H U OCTpa HAIOBOpEUHA KpH3a IPH
1034 (hIyTHKa30HOB mponuoHat Mexay S00 mukporpama u no-manko ot 1 000 mukporpama. Cutyanuure,
KOUTO MOTEHIMATHO OMXa OTKJIIOYIIN OCTpa HAIOh0pevHa Kpr3a, BKIIIOYBAT TPaBMa, XUPYprudHa
omepanus, HHPEKIMS WIN BCIKO ObP30 HaMaNIsiBaHe Ha Mo3aTta. CUMIITOMUTE, C KOUTO CE MPOsBSBA,
OOWMKHOBEHO Ca HEONPE/ICICHN U MOTAT Jia BKIFOUBAT aHOPEKCHsI, KOpeMHa 00JIKa, 3aryba Ha Terjio, ymopa,
FHaBOGOHHe, raacHe, NOBPBIAHE, XUIIOTOHMA, 3aMbIJIIBAHEC HAa Cb3HAHUCTO, XUIIOTTIMKEMU U I'bPYOBE.
TpsabBa na ce OOMHUCITH TOMBJIHUTEIHO JICUCHHE ChC CUCTEMHH KOPTHUKOCTEPOU/IN MPE3 MEPHOIN HA CTPEC
WY TIPU €JICKTHBHA XUPYPTUYHA HHTCPBCHIHS.

[Mon3ute ot MHXaMATOpHATA Tepanus ¢ (pIyTHKA30HOB MPOIHOHAT TPsOBa Jia CBeJaT 10 MUHUMYM HYKIaTa
OT IEPOPAIIHU CTEPOUAU, HO MALMEHTUTE, KOUTO IIPEMUHABAT OT JIEYCHUE C NIEPOPATIHU CTEPOUIHU €
BB3MOYKHO /14 OCTaHAT C IOBHUILIEH PUCK OT HapyIlIeH Hal0bOpeueH pe3epB No-NMpoabLKUTeNHO Bpeme. [1o
Ta3W MPUYUHA TE3H MAIMECHTH TPsIOBa Ja ObJaT JIEKyBaH! C 0COOCHO BHUMAHUE U € HE00XOIUMO PEIOBHO
npocineasBaHe Ha HanObOpeuHara QyHKIHs. Bb3MOXKHO € MallMeHTH, KOUTO B MUHAJIOTO Ca UMAJIM HY>XKJa OT
CIIEIIHA TEPAIus C BUCOKA 10332 KOPTUKOCTEPOU]], CBILO J1a Ca C MOBHIIEH PUCK. Ta3n Bb3MOKHOCT 3a
OCTaThYHO HapYIIEHHE BUHATH TPSAOBa Ja ce MMa MPEABU/ IIPH CIIEIIHA CUTYAIlH U €JIEKTUBHU MPOIEyPH,
KOHUTO € BEPOSITHO Jia IOBEIAT JI0 CTPEC, U TpsiOBa J1a ce OOMHCIIH MOAXOISIIO JCUYCHUE ¢ KOPTHKOCTEPOUI.
CrenenTa Ha HaHOBOPEUHOTO YBPEXKAaHE MOJKE J1a Haara KOHCYJITalts ChC CIIELHUAINCT NPEean eJIeKTUBHU
HPOLIEIYPH.

B3aHMOI[efICTBHC C APYI'H JICKAPCTBCHHU NPOAYKTH

PuToHaBHMp MOKeE J1a TIOBUINK 3HAYUTEITHO KOHIICHTPAIMATa Ha (IYyTHKa30HOB IIPOIMOHAT B TUIa3MaTa.
3aroBa TpsiOBa 1a ce m30srBa CHIIBTCTBAINA YIOTPeOa, OCBEH aKo MOTCHIIMAIHATA 110JI3a 32 MalueHTa
HaJBUINIABA PUCKA OT CUCTEMHH KOPTUKOCTEPOUIHU HEeXelnaHu peakiuuu. ChIo Taka Ipu KOMOWHUpPaHE Ha
(hITyTHKA30HOB MPOITMOHAT ¢ APYTH MOITHN HHXUONTOpH Ha CYP3 A MMa MOBHUIIICH PUCK OT CUCTEMHH
He)xenanu edextu (Bxk. Touka 4.5).

CepTcTBaIaTa YoTpeda Ha CHCTEMEH KETOKOHA30JT TIOBHUIIIABa 3HAYMMO CHCTEMHATA €KCITO3UIINAS Ha
canmMerepost. ToBa MoJKe J1a JIOBEZie 10 yBeJIMYaBaHe Ha yecToTaTa Ha CUCTeMHUTe ehekTu (Harp.
ynwmkaBane QTc-urTepBana u nanmuranun). [1o Tasu npuunHa TpsiOBa 1a ce n30sArea ChIIbTCTBAIIO
JIeYeHHE C KETOKOHA30JI WK pyru MomHu naxuoutopu Ha CYP3A4, ocBeH ako moi3aTa HaJBUIIIABA
MOTEHIIMAIHO MMOBUIICHUS PUCK OT CUCTEMHHM HEXeJIaHH e(DeKTH OT JICUSHUETO ChC CaIMETEPOIT (BXK.
Touka 4.5).

IlemmaTpuyHa DOITyJIaus

To3u ekapcTBEH MPOAYKT € MOKa3aH 3a yIoTpeda NMpH FOHOIIN Ha BB3pacT 12 v moBede roAnHu (BK.

Touka 4.2). Tps6Ba obaue aa ce 0TOENISIKH, Ue JenaTa | IOHOIIUTE Ha Bh3PACT MO/ 16 TOAUHM, KOUTO TpHeMar
BHCOKH 71034 (pIIyTHKA30HOB nporuoHat (oouyaiino >1 000 MukporpamMa/ieH) € Bb3MOXKHO Ja ca ¢ 0COOCH
prck. BE3MOXHO € J1a Bb3HUKHAT CUCTEMHH ¢(eKTH, 0COOCHO TIPH BUCOKH J03H, TIPESIIMCAHHU 32 ABJITH



nepuou. Br3moxxHuTe crcTeMHn eeKTH BKIIOUBAT cuHIpoM Ha Cushing, KyIMHrouaeH xaburyc,
MOTHUCKaHe Ha HanObOpeyHaTa (PyHKIIKSA, OCTpa HanObOpeUYHa Kpr3a 1 3a0aBsiHe Ha PacTeka MpH JeLa 1
FOHOIIYU U TIO-PSJIKO - CIIEKTHP OT IMICUXOJIOTHYECKY WM TIOBEACHIECKH a)eKTH, BKIIFOUMTEITHO ICMXOMOTOpPHA
XHIIEPaKTUBHOCT, HAPYIICHUS Ha ChHS, OE3MOKOICTBO, Aenpecus min arpecus. TpsOBa aa ce moMuCIu 3a
HACOYBAHE HA JICTETO WM FOHOIIATA KbM CHEIUAIMCT MeTUaThp-IyIMOJIOT. [IpenopsuuTeHo € PhCThT Ha
JieTiaTa, ModydaBallyl PO IbDKUTEIHO JICUSHNE C HHXAIATOPHU KOPTUKOCTEPOUIIH, J1a C€ CIICIH PEAOBHO.
Jlo3ara Ha MHXaNaTOPHUS KOPTUKOCTEPOH,] TPsIOBA BHHATH JIa CE HaMaJlsBa J0 Hali-HUCKAaTa 71033, IIPH KOSITO
ce NMoJIbprka e()eKTHBEH KOHTPOIJI Ha acTMara.

Nudeknun Ha ycTHAaTa KYXUHA

[Mopann koMmoHeHTa QIIyTHKA30HOB MPOITUOHAT MPU HIKOH MAIUCHTH € Bh3MOXKHO Ja Ce TMOSBST JPE3raBoCT
Ha TJlaca U KaHauo3a (MJICYHHIIA) Ha YCTHATA KYXHUHA B I'BPJIOTO U PSAIKO HA XPaHOIIPOBOAA (BIK.

touka 4.8). Kakto ape3raBusT riac, Taka ¥ pasnpoCcTPaHCHHUETO Ha KaHIW103aTa B YCTHATA KyXUHA U
I'BPJIOTO MOTAT Jia ObJAT OBJIAJICHH Ype3 H3IIaKBaHE Ha yCcTaTa ¢ BOJAA U M3ILIFOBAHE HA BOJIATA U/HITU
W3MHBaHE Ha 3p0UTE ¢ YeTKa cien yrnoTpedara Ha mpoaykTa. CHMIITOMaTHYHATA KaHAW03a Ha yCTHATA
KYyXHHA U T'BPJIOTO MOXKE JIa Ce JIEKYBa C JIOKAJIHA aHTUMUKOTHYHA TePaIusi, JOKATO JICYEHUETO ChC
canmMeTepost/pIyTHKa30HOB MPOIMOHAT BCE OIIE MPOIbJIXKaBa.

C’LI[’I)D)KEIHI/IC Ha JaKTO3a

To3u nekapcTBeH MPOAYKT ChbpiKa JakTo3a (Bxk. Touka 4.3). [TarueHTn ¢ peku HaclleICTBEHH MPoOIeMU
Ha HETMIOHOCUMOCT KbM TaJaKT03a, ITbJICH JIAKTa3eH Je(QUIIUT WU TIF0K030-TalakTO3Ha ManabcopOIus He
TpsOBa Ja MpuUeMar TO3M JISKaPCTBEH MPOAYKT. [[OMOITHOTO BEIIECTBO JTAKTO3a MOXKE Jia ChIIbpiKa MAITKU
KOJIMYECTBa MJICYHU POTEUHHU, KOUTO MOTAT Ja MPUYNHAT aJeprHiHU pPeakliy MPH MalueHTH C TEXKKa
CBPBXYYBCTBUTEITHOCT WM aJIEPTUs KbM MIIEYEH MPOTEHH.

4.5 B3auMmoaelicTBHe ¢ APYTH JeKAPCTBEHH MPOAYKTH U APYrd (popMHu Ha B3auMoJelicTBUE

BsanmoneiictBus ¢ 6eTa 0JI0KeEpH

Bera-aapeHepruuanTe OJIOKEPH MOTAT J]a OTCIIA0ST WM aHTaroHn3upar edekra Ha canmerepoit. Kakro
HECEJICKTUBHHTE, TaKa U CEIICKTUBHUTE [-O0KepH TpsOBa a ce n30ArBaT, OCBEH aKo HAMAa HaJISKAIIH
MIPUYUHM 3a TAXHaTa yrnoTpeda. TepanusTa ¢ B2-arOHUCTH MOXE J1a TOBEAE 0 MOTESHITMATHO CEPHO3HA
XunokanueMusi(Bx. Touka 4.4). [IpenoppuBa ce 0ocoOeHO BHUMaHHUE TIPH OCTPa TEKKA aCTMa, ThI KaTo TO3H
eeKT MOXKe Jla ce YCHITU OT ChITBTCTBAIIIO JIeUeHHE C KCAHTHHOBH TIPOU3BOHU, CTEPOUIU U JINYPETUITH.

CanMmerepon

Mownu CYP3A4 unxubumopu

EnHOBpeMEeHHOTO NpHIiIOKEeHNE Ha KeTOoKOHa301 (400 mg nepopaiiHo eAVH IMThT JHEBHO) M CAIMETEPOIT

(50 Mukporpama, MHXaJIMPaHHU J1Ba IHTH THEBHO) MpHU 15 37[paBu y4aCTHHIIM B IPOIb/DKCHNE HA 7 JHU BOJIU
JI0 3HAYUTEJHO MOBUIIIABAHE HA IUTa3MEHaTa eKcro3uuus Ha caaMmerepo (1,4 mbti Ha Craxd 15 mbTH Ha
AUC). ToBa Moxe /1a IOBe/Ie /10 YBEIMYaBaHE HA YECTOTaTa Ha APYTH CHCTEMHU €(DEKTH OT JICUSHUETO ChC
canMeTtepol (Hamp. yabokaBane Ha QTc nHTepBaa v MajnuTalyuy) B CPaBHEHHE C JICUSHHETO CaAMO ChC
calMETEePOIT UITH CaMo ¢ KETOKOHA301I (BXK. Touka 4.4).

He ca Ha6J'HO,Z[aBaHI/I KIMHHUYHO 3HAaYNMH C(I)CKTI/I BBPXY KPBBHOTO HAJISITaHE, ChpAC€UHATa YCCTOTA, KPbBHATA
3axap U HUBaTa Ha KaJInii B KpbBTa. EHHOBpeMeHHOTO IMPUIIOKCHHUE C KETOKOHA30JI HE ITOBUIIIaBa
CJIIMMUHAIIMOHHUA ITOJTYKHUBOT HAa CAJIMETCPOJI U HC YBCIIMYAaBa KyYMYJIMPAHCTO Ha CAJIMCTCPOJI IPHU
MHOT'OKPATHO IIpujiaraHe.

TpsabBa na ce u305rBa ChIBTCTBAILO [IPUIOKEHUE HA KETOKOHA30JI, OCBEH aKo I10J13aTa HE HaJIBUILIAaBa
MOTEHIMATHO [TOBHUIICHUS PUCK OT CUCTEMHH e()EKTH OT JICUCHUETO ChC CaIMeTepoi. Br3moxHO € aa
CBIIECTBYBA OJOOCH PUCK OT B3aUMOecTBUE ¢ APYru MoulHH HHXHOuTOpr Ha CYP3A4 (Hamp.
UTPAKOHA30J1, TSTUTPOMHUIIMH, PUTOHABHD).



Ymepenu CYP 344 unxubumopu

EnnoBpemenHoTO Mpuiioxenue Ha epurpomunuH (500 mg nepopaiHo 3 MbTH THEBHO ) B CAIMETEPOIT

(50 MukporpaMa, MHXAIUPAHH B MBTH JHEBHO) MPH 15 37paBH yUaCTHHUIM B IPOIBIDKCHUE HA 6 THU BOAU
JI0 JIEKO, HO CTATUCTUYECKH HE3HAUNMO TOBHUIIIABaHe HA eKcrmo3unusaTa Ha caametepod (1,4 nbtr Ha Cmay 1
1,2 mbt Ha AUC). EAHOBPEMEHHOTO MPUIIOKEHNUE C EPUTPOMHUIIMH HE € CBBP3aHO ChC CEPUO3HH HEXKEIaH!
edexTu.

DyTHKa30HOB IPONHUOHAT

[Tpu HOpMaTHM 0OCTOATEICTBA C€ TIOCTUTAT HUCKY IUTa3MEHH KOHIICHTPAIIMH HA ()IIyTHKa30HOB POTTHOHAT
CJIe]T MHXAJIATOPHO MPHJIOKEHNE Ha J103aTa, IBJDKAIIO CE Ha eKCTCH3UBHUS MeTaOO0IM3bM IPU ITBPBO
MIpEMUHABAHE U BUCOKUS CUCTEMEH KIUPBHC, METUUpPaH OT muToXpoM P450 3A4 B uepBara u 4epHuUs 1po0.
CrnemoBaTelIHO MaJIKO BEPOSTHU Ca KIIMHUYHO 3HAYUMHU JICKAPCTBEHU B3aUMOICHCTBUS, METUUPAHU OT
(hbIyTUKA30HOB MTPOMTUOHAT.

[Ipu enHoO Ipoy4BaHe 32 B3aUMOJICHCTBUATA NP 3]paBH YYACTHHIIN C MIPHIOKCHUE HA MHTPaHA3AJICH
(IIyTHKa30HOB PONUOHAT, PUTOHABUP (MHOTO MOLIEH HHXHOUTOP Ha uutoxpoMm P450 3A4), npuiaran npu
no3a 100 mg aBa mbTH JTHEBHO, YBEIIMYaBa IIA3MEHNUTE KOHIICHTPAMH Ha (DIyTHKa30HOB MPOIHOHAT
HSIKOJIKO CTOTHH ITBTH, KOETO BOJM JI0 3HAYUTEITHO HaMallsiBaHEe HA CEPYMHHUTE KOHIICHTPAIIMX Ha KOPTH30J.
Jluncea nHMoOpManKs 3a TaKOBa B3aMMOJICHCTBUE NTPH NPUIIOKEHHE HA HHXANATOPEH (IIyTHKa30HOB
MIPONMOHAT, HO C€ OYaKBa 3HAUYUTEIHO YBEINYaBaHE HA MJIA3MEHNUTE HUBA HA (IIyTUKA30HOB MPOMHOHAT.
Wma choOiieHus 3a ciiydau Ha cuHapoM Ha Cushing u motuckane Ha QyHKIUsITA HA HATOBOPSUHUTE KITC3H.
KomOunauusita Tpsa6Ba a ce n30srea, OCBEH ako MoJi3aTa HaJABUIIaBa OBUIICHHUS PUCK OT CUCTEMHHU
[JIFOKOKOPTHKOUIHH HeXeNaHu eektH (Bx. Touka 4.4).

B enno manko mpoy4BaHe MpH 3paBu 100POBOIIIN MaJIKO MO-cnabusT nuxuoutop Ha CYP3A xeTokoHazon
MOBHIIaBa EKCIO3UIHATA HAa (IIyTHKa30HOB IPOMUOHAT cie]l eqMHUYHa nHxananms cbe 150%. Tosa Boau
710 TIO-CHJIEH CIIaj] HA HUBOTO HA IIa3MEHHUsI KOPTHU30JI B CPABHEHHE ChC CAMOCTOSNTEIHOTO NPHIIOKEHHUE Ha
(hyTHKa30HOB MponuoHat. EqHoBpeMeHHOTO jieuenue ¢ Apyru MomiHu CYP3A uaxuburopu, KaTo
nTpakoHasoi, 1 ymepeHu CYP3A nHXHOUTOPH, KaTO EPUTPOMHUIINH, CHIIIO CE 0YaKBa J1a TIOBUIIIH
CHCTEMHATa €KCIIO3ULNUS Ha (IIyTHKAa30HOB IPOMUOHAT U PUCKA OT CUCTEMHH HEXXENaHU e(heKTH.
[IpenopbuBa ce MOBUILIEHO BHUMAHKE U aKO € B3MOXKHO, TPsIOBa Ja ce M305TBa MPOIBIKUTEIIHO JICYCHHUE C
TaKuBa JIEKapCTBa.

Ennospemennoto seuenne ¢ CYP3A HHXUOUTOPH, BKIFOYUTEITHO MIPOAYKTH, ChIbPIKAIH KOOUIMCTAT, Ce
OYaKBa Jia MOBUIIIA PUCKA OT CUCTEMHHM HeXellaHu peakiui. KomOuHanusTa TpsoBa Jia ce n305Area, OCBCH
aKO I10JI3aTa HAJIBUILIABA [TOBUILIEHUS PUCK OT CUCTEMHHU KOPTUKOCTEPOUIHU HEXKEIIAHU PEaKLUH, B KOUTO
CITyvail marpieHTuTe TpsiOBa Ja OBbAaT mpoCieAsBaHu 32 CUCTEMHH KOPTUKOCTEPOIHU €(PEeKTH.

Bzanmoseiictere ¢ nuxuburopu Ha P-rimmkonporenHa

Kakrto ayTrKa30HOB IIPOIMOHAT, TaKa M CAIMETEPOII ca ci1abu cyocTparu Ha P-rimmkonporernna (P-gp).
dayTHKa30H HE TIOKa3Ba HHXMOMTOPEH MOTeHIMal cupsamo P-gp nipu npoyuBanus in Vitro. HsaMa HanndHa
nH(pOpMAaITUs 32 HHXUOUTOPEH IMMOTSHIIMAJ Ha caIMETepoJt cripsiMo P-gp. He ca npoBexkiaHu KIITMHUYHH
(hapMaKoJIOTHYHH IPOYYBaHUS Che criennduieH P-gp nHXHOUTOP U QIyTHKa30HOB MPOIHOHAT/CATMETEPOIL.

CuMnaToMHMETHYHHI JICKAPCTBCHU NPOAYKTH

ChITBTCTBAIIOTO MPHIOKEHUE HA APYTH CHUMITATOMIMETHYHH JIEKAPCTBEHH MPOIYKTH (CAaMOCTOSITETHO MIIN
KaTo 4acT OT KOMOMHMpAHa Teparus) MOXKe Jla UMa IMOTCHIIUAITHO aIMTUBEH e(DEeKT.

4.6 @epTHINTET, GPEMEHHOCT U KbpPMEHe

Bbpemennoct

Heromsam o6em manuau 3a 6pemennn xenu (3a uzxona ot 300 go 1 000 cayyas Ha OpeMEHHOCT) HE TTOKa3BaT
MangopMaTUBHA WK (eTaTHA/HEOHATAIHA TOKCHYHOCT Ha CAIMETEPOIT U (UIYyTHKA30HOB MTPOIMTHUOHAT.



[Mpoy4BaHusATa IPU )KUBOTHU MMOKA3BaT PENPOAYKTHBHA TOKCHUYHOCT CIIE]T PUIIOKEHHUE Ha
B2-ampeHOPEENTOPHY arOHUCTH 1 TIIFOKOKOPTHKOCTEPOUIH (BXK. Touka 5.3).

To3u nexkapcTBeH NPOAYKT TPsIOBA J1a Ce M3II0JI3BA 110 BpeMe Ha OPEeMEHHOCT, CaMo aKo OYaKBaHAaTa 110j13a 3a
MarMeHTKaTa OlpaB/aBa MOTCHIMAIHUS PHCK 3a deTyca.

Kopmene
He e u3BecTHO manu canmerepo U GIyTHKA30HOB MTPOITMOHAT/METa00IUTUTE CE EKCKPETUPAT B KbpMara.

Hpoy‘lBaHI/I}ITa IMMOKa3BaT, 4€ CAJIMCTCPOJI U (bHyTI/IKEBOHOB IMPOMMUOHAT, KAKTO U TCXHUTC METa0OJIUTHU Ce
CKCKpETHUpAT B MJIIIKOTO Ha INIBXOBE B IICPUOA Ha JIaKTallrs.

He moxe Ja €€ U3KJIH0YHM PUCK 3a KbpMCHUTC HOBOpO,E[GHI/I/K’I)pMa‘leTaTa. Tp}I6Ba Ja €€ B3EMC PCUICHUC NaJlu

Jla ce TIPEYCTaHOBH KbPMEHETO WIIH JIa CE MPEyCTAaHOBU TEPAIUSTA ChC CAIMETEPOIT/(DITyTHKa30HOB
MPOITMOHAT, KaTO Ce B3EMaT MPEeIBU]] IT0I3aTa OT KbPMEHETO 3a JIETETO U [T0JI3aTa OT TepanusTa 3a KeHara.

DepTUnuTeT

Hsma nannm 3a peprunurera npu xopa. [IpoyuBanusta npu >KUBOTHH, 00ade, He MOKa3BaT ePeKTH Ha
caJIMeTepoIt WK (IIyTUKA30HOB MPOIHOHAT BbpXY (epTminTera (BXK. Touka 5.3).

4.7 EdexTtn BbpXy cnioco0HoOCTTA 32 modupane u padora ¢ MALIUHH

To3u nekapcTBeH NPOAYKT HE MOBIHSIBA WK ITOBJIHSBA TPEHEOPEKUMO CIIOCOOHOCTTA 3a IIOPUPAHE U
pabota ¢ MaIuHu.

4.8 HesxenaHH JIeKAPCTBEHH PeaKkUM

O06006111eHMEe Ha podwia Ha OE30IaACHOCT

TBii KaTO TO3M JICKAPCTBEH NMPOIYKT ChIIbPIKa CAIMETEPOIT 1 (DITYyTHKAa30HOB MPOIUOHAT, MOTAT Ja Ce
OYaKBaT CHIUTE HEIKEIIAHHU PEAKIIUH 110 BUJ U TEXKECT KaTO TE3U, CBbP3aHU C BCAKO OT aKTHBHUTE BEIIECTBA.
He ce HaOmro1aBa IOBHIIICHA Y€CTOTA HA HEXKEIIAHUTE PEAKIUH CIIe/ STHOBPEMEHHO MPIJIOKEHUE Ha JIBETES
CHCTUHEHUSL.

Haii-yecto cho0IIaBaHUTE HEXKEIIAHH Peakluu ca HazopapuHrut (6,3%), rmaBodonue (4,4%), Kaunimna
(3,7%) n opanmna kanauno3a (3,4%).

CuchK Ha HEXKETAHUTE PEAKIINK B TAOJTUICH BHIT

Hexxenanute peakium, KOUTO C€ CBBP3BAT ChC CAIMETEPOII/PIIyTHKa30HOB MMPOITUOHAT, Ca IPEACTaBeHH T0-
JI0J1y, U30POCHH 110 CUCTEMO-OpraHeH Kiiac U yectota. Yecrorara € nepuHupana Kato: MHOTo yectu (>1/10),
yectd (>1/100 no <1/10), mveuectu (>1/1 000 no <1/100), peaxu (>1/10 000 o < 1/1 000), MHOTO peaKU
(<1/10 000) u ¢ Hen3BecTHA YecTOTa (OT HATMYHKUTE JaHHHU HE MOXKe J1a O'bjie HampaBeHa oleHka). YecroraTa
€ MOJTy4eHa OT JaHHH OT KJIIMHUYHH W3IHUTBAHUS.

Taoauua 1: CnuchbK Ha HesKeJIAaHUTe Peaklu B TA0JIM4YeH BU]

CucremMo-opraHeH Kjiac He:xenana peakuusi YecroTa
Opanna kanaugo3a’ Yectu!
Ipun Yectu
Hazodapunrur Yectn

WNudexnym u nadpectanum P Hectu
CuHy3HT Uectn
@apuHTUT Heuectn
Wubeknns Ha TUXaTeTHATE THTUIIA Heuectn

Kanaunosa Ha xpaHonpoBoaa Penkn
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CucremMo-opraneH Kjiac Hesxenana peakuusi YectoTa
Cunzgpom Ha Cushing, KymmHronaeH
Hapymenus Ha xXabuTycC, MOTHCKaHe Ha (PYHKITHATA HA -
CHIOKpUHHATA CUCTEMA HaA0BOpEYHHTE JKJIE3U U 3a0aBsHE HA
pacTeka Ipu Jeta ¥ IOHOIIH
Hapymenusa na XUNMOKAJIMEMUs YecTn?
MeTaboIu3Ma U XPAaHEHETO | XHIepPIrIIMKeMHs Heuectn
TpeBoxkHOCT Heuectn
be3cbHue Heuectn
[cuxuynn HapyIIeHUS [ToBeneH4yecKn MPOMEHH, BKIIOUNUTEITHO
XHUIEPAKTUBHOCT U Pa3Apa3sHUTEITHOCT, Hewectn
0co0eHO TpH ferna
I'maBoOosme UecTtn
Hapymenusa Ha HepBHaTa
3amastHOCT UYectn
cucrTema
Tpemop Heuectn
Karapaxra Hewectu
[naykoma Peaxut
Hapymenus Ha ounte
C HensBecTHa
3aMBIIICHO 3PEHHE 1
YecToTa
[Manmuranuu Heuectu®
Taxuxapaust Heuectn
CobpaedHu HapyUIeHUs [IpeacbpaHo MBXKACHE Heuectn
Coepaednn apuTMHUH (BKIIOYUTEITHO —
HaJKaMepHa TaXUKapAus U eKCTPACUCTONH)
Kamnuma Yectn
Jlpa3HeHe Ha r'bpIIoTO Yectn
Pecnmparopuu, rpbIHN U Jlpesras riac/aucoHus Yectn
MeTNACTHHATHH Opodapunreaita 0oyka Uectn
HapyIICHUS AJleprudeH puHUT Heuectn
Hazanna konrectus Heuectn
[apamokcayieH OpOHXOCIa3bM Penku®
CroMantHo-4peBHI Boska B ropHaTta 4act Ha Kopema Heuectn
HapyLIeHUs Hucnencus Heuectun
Hapymenus Ha xoxkaTa u
KonTakten nepmatut Heuectn
MOJIKOXKHATA ThKaH
Hapyienus va myckynHo- | bosnku B rep0a Yectun
CKeJIeTHaTa CUCTEMA U Muanrust Yectun
CBEIUHUTEIIHATA ThKaH bosnka B kpaiHULIUTE Hegectn
HapansiBanus, oTpaBsHUS 1
YCIIO)KHEHUS, Bb3HUKHAIIN
Jlaueparus Heuectn
B pe3yJTar Ha
WHTEPBCHITUN

a. BrxurouBa opaiHa KaHIWMAO3a, OpanHa rpbOMYHA MHGEKIHs, opodapuHTeanHa KaHau103a U Tb0ndeH

opohapuHTHUT
1. Bmxre Touka 4.4.
2. Bwxre Touka 4.5.

Omnucanne Ha M30paHU HEXEIIAHN PEAKIINHU

Cneyugpuunu egpexmu om neueruemo c fr-azonucmu

Nma crobienns 3a ¢apMakoIornyHu epeKkTH OT JICUSHUETO C J2-arOHUCTH, KATO TPEMOP, MATIUTAIUN U
rJ1aBoOoHe, HO Te 0OMYAHO ca MPEXOIHU U OTCIA0BAT YCIIOPEIHO C PEJOBHATA TEPATIHSL.
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Ilapadokcanen bponxocnasovm

Moske 1a Bb3HHKHE MapaioKcaieH OpOHXOCHa3bM ¢ He3a0aBHO 3aCHIIBaHE Ha XPHIIOBETE M 3ajyXa ClIe]
npueM (Bx. Touka 4.4).

Eghexmu om neuenuemo ¢ unxanamopuu KOpmuKoCcmepouou
[Mopann HanuYueTo Ha KOMITOHEHTA (UIYTHKAa30HOB MPOIMUOHAT MPU HAKOM MAIMEHTH € BB3MOXHO Jia ce
MOSIBAT APE3raBoCT Ha Tjlaca M KaHauao3a (MJIEYHHIA) Ha YCTHaTa KyXWHA W TBPJIOTO, M PSIIKO Ha

XpaHoIpoBoja (Bxk. Touka 4.4).

IleguaTpryHa IOMYJIAIHS

besonacHoctTa 1 eukacHocTTa Ha BroPair Spiromax nmpu neauaTpuyHy MaUeHTy noj 12-roaunmxHa
BB3pACT HE Ca YCTAHOBCHH.

MuxanatopHUTe KOPTUKOCTEPOU I, BKIFOUUTEITHO (IIyTHKA30HOB MPOMUOHAT, KOMIIOHEHT Ha BroPair
Spiromax, MoraT J1a IPUYHMHAT 3a0aBsiHe Ha PacTeka pH IOHOIIHU (BXK. Touka 4.4 CrenuajHu
npeaynpexIeHns ¥ Npeana3sHu MepKH NPH ynoTpeda). PacTexxbT Ha NeIuaTPUIHUTE MAIIUECHTH,
MOJTy4YaBaIlf NHXAJIATOPHH KOPTUKOCTEPOU N, BKITFOUUTEIHO CaIMETEePOI/(hTyTHKA30HOB MPOITUOHAT,
TpsiOBa J1a ce MpocCIe/siBa PEJOBHO. 3a Jla Ce CBeJaT 0 MUHUMYM CUCTEMHHUTE e(PeKTH Ha TIEPOPATHUATE
WHXAIATOPHH KOPTHUKOCTEPOU/IN, BKIIFOUUTEITHO CAIIMETEPOIT/(PIIyTHKA30HOB MTPONIMOHAT, /103aTa Ha BCEKH
MAIMeHT TpsiOBa Ja ce TUTPHpa JI0 Hal-HUCKaTa J103a, KOSATO KOHTPOJIUpa e()eKTUBHO HETOBUTE CHMITTOMH.

Cpo011aBaHe Ha MMO03UPAHN HEKEITAHHN PEAKIIUN

Cro0I11aBaHeTo Ha MOJI03UPAHU HEKEIIAHN PEaKIIUU CIIel] pa3peliaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MPOJYKT € BaKHO. TOBa MO3BOJISIBA J]a MPOIBIIKK HAOIIOICHUETO Ha ChOTHOIIICHUETO I0JI3a/pUCK 32
JIEKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICITHAIMCTH CE M3UCKBA J1a CHOOIaBaT BCsAKA MO03UPaHa
HEeXellaHa peakius Ype3 HallMOHATHA CHCTEMa 3a Cho0IIaBane, mocoueHa B [pwioxkenue V.

4.9 TIlpeno3upane

HsiMa Hanu4HM JaHHHM OT KIIMHUYHY W3IHUTBAHUS 3a peo3upane Ha BroPair Spiromax, obaue nanuu 3a
IIPE03HUpaHe Ha ABETE aKTUBHU BEIIECTBA €A JaJE€HU 110-10JIy.

CanMmerepon

[IpusHanmTe ¥ CUMIITOMHTE Ha MPEI03UPAHETO CHC CATMETEPOJ Ca 3aMasHOCT, TIOBUIIIABaHE Ha
CUCTOJIMYHOTO KPBBHO HAJATaHE, TPEMOP, TTIaBOOOINE U TaXUKapAus. AKO ce Hajlara CliipaHe Ha JICYCHUETO
ChC CaIMETePOI1/(PIIyTHKA30HOB PONHOHAT MOPAJIH MPEI03upaHe Ha [f2-arOHUCTUYHHSI KOMITOHCHT Ha
JIEKapCTBEHHUS IPOAYKT, TPSIOBa /1a ce 0OMHUCIIHM OCUTYpsIBaHE Ha MOIXOINA 3aMEeCTBAIA CTEPOUIHA
tepamua. OCBEH TOBa MOXKE J]a C€ TOSBH XUIIOKAJIMEMHS U 3aTOBa TPSIOBa Ja ce MPOCIeAsiBAT CEPYMHHTE
HUBa Ha kanmi. TpsaOBa qa ce uMa MpenBUj] 3aMECTBAHE HA KAJIHS.

DyTHKa30HOB IPONHUOHAT

Ocmpo

OcTtpoTo MHXaUpaHe Ha (PIYTHKA30HOB MIPOMMOHAT TIPH JI03H, TIO-BUCOKH OT MPENOPBUYUTEITHUTE, MOXKE Ja
JIOBEJIE 10 BpEMEHHO MOTHUCKaHe Ha (yHKIUsATa Ha HanOBOpeuHuTe *xIie3n. ToBa He Hajara CIenrHo
neiicTBre, ToHeke QYHKIUATA Ha HAIOBOPEUHUTE KIIE3H CE Bh3CTAHOBSBA B PAMKHTE Ha HAKOJKO JTHHU,
KaKTO ce MOTBBPK/IaBa C U3MEPBaHUs Ha TIA3MEHHUST KOPTHU3OJL.

Xporuuro npedosupare

TpsiOBa na ce npocieasBa HANOLOPESUHHUST PE3EPB U MOXKE J]a C€ HAIOXKH JICUEHUE ChC CHCTEMEH
koptukoctepon. Cien ctabmin3upaHe JSUSHUETO TPSOBa Ja ce MPOABIDKH ¢ HMHXAIATOPEH
KOPTHKOCTEPOU/I TIPH IPENoOphuUrTEeIHATa 103a. (BK. Touka 4.4: ,,OyHKIMS Ha HaAOBOPEUHHTE HKITE3U™).
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B cimydam kakTo Ha OCTpO, Taka U HAa XPOHUYHO Npeo3upaHe Ha (IIyTHKA30HOB IIPOIMOHAT TEPAIUSTa ChC
canMeTepot/(pIyTHKa30HOB MPOMMOHAT TPsOBa 1a MPOIBIDKU IPH MOIXOAAMIA 1032 32 KOHTPOJI Ha
CUMIITOMHUTE.

5. OAPMAKOJIOI'MYHU CBOUCTBA

5.1 ®apmakogUHAMHMYHM CBOiicTBA

dapmakoTepaneBTuuHa rpymna: JlekapcTsa 3a JeueHre Ha OOCTPYKTUBHH 3200 sIBAHUS HA IUXATEIHUTE
MBTHUIIA, aJPEHEPTHYHN CPEICTBA B KOMOMHAIINS C KOPTUKOCTEPOUIH WIIH JIPYTH JIEKAPCTBA, C U3KITIOUCHHE

Ha anTuxonauHepruuHu cpeacrsa, ATC xon: RO3AK06

MexaHn3sM Ha AeiicTBHE U (hapMaKoIMHAMUYHU €EKTH

BroPair Spiromax chabpika caaMeTepolt i (IIyTUKa30HOB IIPOIMOHAT, KOUTO JICUCTBAT MO Pa3IniyeH HAuuH.
CbOTBETHUTE MEXaHU3MUTE Ha AEHCTBUE HA JBETE aKTHBHU BELIECTBA Ca pasIIelaHu M10-A0JIy.

CanmeTtepod e cenekTHBeH nbiroaeticTan (12 yaca) f2-axpeHopenenTOPEH arOHUCT € IBJITa CTPaHUYHA
BEpHra, KOSITO CE CBbP3Ba C €K30caiTa Ha peLenTopa.

®nyTHKa30HOB NPOITUOHAT, MPUJIATAH Ype3 WHXAIANUS [IPU MPETIOPHYUTESITHATE J03H, HMa TIFOKOPTUKOUIHO
MPOTUBOBB3MAIUTEIHO JCHCTBHIE B OenuTe IpodoBe.

Kanangna egbI/IKaCHOCT 1 0€30IMacHOCT

Knunuunu npoyusanus npu acmma coc BroPair Spiromax

Besomacuocrra n eprkacHocTTa Ha BroPair Spiromax ca ounenenu npu 3 004 maItueHTH ¢ acTMa.
[Iporpamarta 3a pa3BuTHE BKIIOUBA 2 MOTBbPKIABAIIY U3MUTBAHUS ¢ 12-ceAMUYHA TPOIBIDKUTEHOCT, €IHO
26-ceIMUYHO U3IHUTBAHE 32 0€30MACHOCT M 3 M3NUTBaHU ¢ Bapupamu 103u. EpukacHoctra Ha BroPair
Spiromax ce 6a3upa nmpeANMHO Ha MOTBBPKAABALIUTE IPOYYBAHMUS, OIUCAHH MO-10TTY.

lect no3u ¢yTHKa30HOB MPONMOHAT, Bapupaiy oT 16 pg 1o 434 pg (HapuyaHu OTMEPEHU JI03H),
MpUJIaTaHH JIBa ITBTH JTHEBHO C MHOT0JI030B HHXAJIATOP Che cyX npax (multidose dry powder inhaler, MDPI),
¥ OTKPHUT KOMIapaTop — (IIyTHKA30HOB MPOMuoHaT cyX npax (100 pg wau 250 pg), ca oreHeHH B

2 paHIOMHU3UpaHH, IBOMHOCIENH, Ianedo-KoHTpoaupanu 12-cenMuunyu u3nutBanud. Msnureaune 201 e
MIPOBEIEHO NPH MALMEHTH, KOUTO ca OMJIN HEKOHTPOJIMPAHU Ha U3XOJHO HUBO M KOUTO ca OWIIM JIEKYBaHU C
KPaTKOJEHUCTBAII [32-arOHUCT CAMOCTOSITEITHO MJIM B KOMOMHAIMS C HEKOPTUKOCTEPOHUIHO JIEKAPCTBO 3a
actMa. [TarueHTHTE € MOKENOo /a BKIIIOUaT HUCKA 1032 nHXanaropeH koptukocrepous (MUKC) cnen munnym
2-ceqMHUUCH Mepuoj Ha ourcTBaHe. M3nureane 202 e mpoBeACHO MPH NALMEHTH, KOUTO ca Onin
HEKOHTPOJINPAaHN Ha U3XOIHO HUBO U KOUTO ca OMiM J1eKyBaHH ¢ Bucoka no3a MKC, cve nim 6e3
nmeIronaeiicTBan 6era-aronuct (long-acting beta-agonist, LABA). OtMepenure 1034 3a (IyTHKa30HOB
npornmonat Spiromax [Fp MDPI] (16, 28, 59, 118, 225 u 434 |g), u3non3sanu B M3nureane 201 u
MznutBane 202, ca pa3audHA OT OTMEPEHHUTE TO3HU 32 MIPOIYKTUTE KoMIapaTopu ((hIryTHKa3oH mpax 3a
WHXANAIWs) U U3cle[BaHuTe MPOAYyKTH BbB Daza 3, Ha kouTo ce Oa3upa oTMepeHaTa J103a, 00sIBeHa Ha
erukera (113 u 232 ug 3a payruxasonos nponuonar). [lpomenure B no3ure mexay Paza 2 u 3 ca B
pe3yaTaT Ha ONITUMU3MPAHE Ha MPOU3BOICTBEHUS TPOLIEC.

Eduxacnocrra 1 6e3omacHOCTTa Ha 4 1031 CaIMETEPOJIOB KCHHA(OAT ca OLEHEHH B €IHO JBOWHOCIIAIIO,
KPBCTOCAHO MPOYUYBaHe ¢ 6 MepHo/ia B CPAaBHEHUE C SAMHUYHA /1032 (QIyTUKA30HOB MPOIMHUOHAT SPiromax u
OTKpUT (hIyTHKa30HOB NpormoHat/canmerepol 100/50 g HHXamaTop che CyX Mpax KaTo KOMIIApaTop MpH
MAaIMeHTH C TIEpCUCTHpalna actMa. [Ipoydenure 103u canmeTepoi ca 6,8 ug, 13,2 ug, 26,8 g u 57,4 ug B
koMOuHanus ¢ ayTuka3oHoB npornuoHat 118 Ug, noctasstuu ¢ MDPI (Hapuyanu oTMepeHHt 103H).
OtmepeHuTe 103U 3a canmerepon (6,8; 13,2; 26,8 u 57,4 |1Q), U3MOI3BaHH B TOBA MPOYYBaHE, Ca MAJKO I10-
Pa3IUYHU OT OTMEPEHUTE JI03H 32 MPOAYKTUTE KoMITapaTopH (PpIryTHKA30H/caIMETEPOI Mpax 3a MHXAJIAIIHS)
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1 U3CIIeIBaHUTE TIPOAYKTH BhB Da3a 3, Ha KOUTO ce Oa3upa o0sBEeHATa HA €THKeTa oTMepeHa jgo3a (113 u
232 g 3a ¢G1yTUKa30HOB MIPOIHOHAT U 14 |Ug 3a caaMeTepo).

B cnencreue Ha onTUMU3aNUATa Ha TPOU3BOACTBEHUS Mpotiec MpoaykTute oT daza 3 u ThproBckure
MPOJYKTH OTTOBAPAT MO-T00pe Ha KOJMMYECTBATA HA AKTHBHUTE BEIIECTBA B POIYKTHTE KOMIIAPATOPH.
B3era e rurasma 3a papMakOKHHETHYHO OXapaKTepU3nUpaHe MPH BCEKH MEPHOJT Ha IpUIIarane Ha J03UTe.

[TarmenTn (BH3pacTHU | IOHOIIN) HA BB3pacT 12 1 moBeve roHH:
[IpoBenenu ca nBe KIMHUYHYA W3nUTBaHus Paza 3; 2 U3NUTBAHSI, CPABHIBAIY KOMOWHAIHATA C (PUKCHPAHH
JI03U ¢ (pITyTHKAa30HOB MTPOIMOHAT, PHIOKEH CAMOCTOSTENHO, iH manedo (M3nutane 1 n M3nurBane 2).

Hsnumeanus, cpasuasawu BroPair Spiromax (FS MDPI) ¢ ¢hrymukazonos nponuonam, npuioxcen
Camocmosimenno, ui niayedo

[IpoBenenu ca aBe TBOWHOCIENTN KIMHUYHA U3ITMTBAHUS C TIapajiellHu Tpymny, M3nutBarne 1 n M3nuTBane 2,
¢ npunoxxenre Ha FS MDPI npu 1 375 nanuentu (Bb3pacTHH U I0HOIIN) (Ha BB3pacT 12 1 moBeue roavHy, ¢
®EO; na nzxoauo HUBO 40% 1m0 85% OT mMporHo3upanata HOpMaJlHa CTOHHOCT) € acTMa, KOSITO He e Omia
ONTUMAJTHO KOHTPOJIMPaHa C HACTOAIIATa UM Tepanus. BCHYKY JIeUeHUs ca IPUIIaraHy KaTo | WHXaaIus ot
MHXajgaropa SpPiromax Ba mbTH THEBHO M BCHUKH MOTbPIKAIIU TEPAIUS Ca MPEyCTAHOBEHH.

Wznuteane 1: ToBa paHgoMU3UpaHoO, TBOHHOCIIAIO, IUTaLe00-KOHTPOIUPAHO, |2-CeAMUYHO U3MUTBAHE 32
edukacHoct u 6ezomnacHoct cpaBHsaBa Fp MDPI 55 pg u 113 pg (1 uaxananums nsa nbta qHeBHO) ¢ FS MDPI
(14/55 pg u 14/113 pg (1 uaxanamwus aBa MbTH THEBHO) M TU1ane00 mpH oHOIIHM (Ha Bh3pacT 12 u moBeye
TOJMHM) U Bb3PACTHU MALUEHTH C IEPCUCTUPAIAa CHMITOMATUYHA aCTMa BBIPEKH NMPHIIOKEHUETO HAa HICKA
WM CPeHA 1032 NHXANAaTOPEH KOPTUKOCTEPOU WIIK Tepalusl C MHXaJIATOpeH KopTukocTepona/LABA.
[MaruenTuTe ca noyyyaBaiy eIUHUYHO 3acieneHo miane6o MDPI u ca npemuHamu OT TsIXHATa U3XOIHA
tepanus ¢ UKC nHa neyeHue ¢ 6ekIIoMeTa30HOB AUITPOIIMOHAT aepo3oJ 3a nHxamnanus, 40 [g 1Ba IbTH
JTHEBHO, 110 BpeMe Ha BbBeXxAaIus nepuoa. Ilanuenture ca paHIOMU3UpaHH Ja NOTy4aBaT 1mianedo uin
JIeYeHHs ChC CpeiHa 103a, KakTo cieasa: 130 ca momywasanu rutanedo, 130 ca nomxyuasanu Fp MDPI 113 ug
u 129 ca nonyuasanu FS MDPI 14/113 ug. U3mepBanusata va ®EO; Ha U3X0IHO HUBO Ca CXOIHU CPEI
IpynuTe Ha JieueHre. [IbpBUUHNTE KpallHU TOYKH 3a TOBA M3MUTBAHE Ca MPOMSHATA OT U3XOAHO HUBO B Hail-
nuckust ®EO; Ha ceamuua 12 3a BCHUKM MAallMeHTH U CTaHAApPTU3MPaHaTa, KOPUTHpaHa CIPSMO U3XOIHO
HuBo ®EO1AUEC.12n Ha cenMulia 12, aHanu3upaHa 3a moArpymna oT 312 manueHTH, Ha KOUTO € HalpaBeHa
cepuilHa CIMPOMETPHsI CIIEA [IPUEM Ha 103aTa.

Ta6umua 2: [IbpBUYeH aHAJIN3 HA MPOMSHATA OT U3X0HO HUBO B Hail-Huckua ®EQ; Ha ceamuua 12
no rpyna Ha Jjedenue Manurane 1 (FAS)

Fp MDPI FS MDPI

IIpomenanBa 113 pg 14/113 pg

CraTucruka gln_afzegii)o BID BID

B (N=129) (N=126)

IIpomsina B Haii-
Huckust ®EO; (1) na
ceqmmuia 12

CpemHa CTOWHOCT TI0 0,053 0,204 0,315
LS-meronma
CpaBHeHue ¢ mianedo

Pai;nm(a B cpeJHaTa 0,151 0,262
cToriHocT 1o LS-merona

(0,057; (0,168;
0,

95% JI 0,244) 0,356)

p-cTOMHOCT 0,0017 0,0000
Cpasnenue ¢ Fp
MDPI

B cpaBuenue
cwe 113 ug:

Pafnm(a B cpeJHaTa 0111

croitHocT o LS-Metona
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0 (0,017,
95% U 0.206)
p-CTOMHOCT 0,0202

CpaBHeHMsITa HA KOMOMHHMpaHaTa TEpanusi ¢ MOHOTEpanus He ca KOHTPOJIHPAHU 32 MHOKECTBEHOCT.
®EO; = popcupan excimpaToper odoeM 3a 1 cexynna; FAS = menen Habop 3a ananus; Fp MDPI =
(JIyTHKA30HOB MTPOITMOHAT MHOT'OJI030B HHXAJIATOp Che cyX npax; FS MDPI = ¢nyTrka3zoHos
MPONHMOHAT/CaIMETEPOJI MHOT0/1030B MHXAJIATOP ChC CyX npax; BID = nBa mbTH AHEBHO; n = Opoii; LS =
Hal-MankuTe kBaapaty; J1 = noBepureneH uHTepBan

[TomoOpenue B 6enoapodHaTa (YyHKIMSI HACThIIBA B pAMKUTE Ha 15 MUHYTH cjiel IbpBaTa 103a (15 MuHyTH
crles 103aTa pa3ivKaTa B IpOMsiHA Ha cpelHaTa cTOMHOCT no LS-meTtona ot u3xoano HuBo BsB @EO; e
0,164 13a FS MDPI 14/113 g B cpaBHeHue ¢ 1u1aiedo (Hekopurupana p-croitHoct <0,0001). MakcuMaiHo
nonoopenue BB PEO; 00MKHOBEHO HACTHIIBA B paMKUTE Ha 6 yaca npu FS MDPI 14/113 ug u
moTI0OpEHNETO ce 3arasBa B MPOAbDKeHUE Ha 12 vaca ciies TecTBaHeTo Ha ceamunu 1 u 12 (Gurypa 1). He
ce Ha0Jr0/1aBa HaMallsiBaHe Ha 12-9acoBUs OPOHXOIMIATATOPEH edeKT ciies 12-ceMUYHa Teparusl.

@®urypa 1: CepuiiHa cnupoMeTpusi IPU IbPBUYHUS AHAJIN3. CPEiHA IPOMSAHA OT U3X0JHO HHBO BbB
®EO (1) Ha cenmuua 12 mo BpeMeBa ToYKa U rpyna Ha jJedenune M3nurBane 1 (FAS;
Iloarpyna 3a cepuiina cnupoMeTpusi)

O TbPTOBCKO UME SPIROMAX 113/14 pg (N=60)
B ®/IYTUKA3OHOB MPOMUOHAT SPIROMAX 113 pg (N=69)
@ MJ/IALEBO (N=53)

o o© o
w > n
|

-_

o

N
]

-

CpegHa npomsiHa BbB PEO; (I)

=
N
.
=
~

M3xogHo HMBO T
Ceamnua 12
M3xo4HO HMBO

FAS = npien Habop 3a ananus; PEO; = ¢popeupan excrimpaTopeH odem 3a 1 cexyHna

M3nutBane 2: ToBa paHIOMU3UPAHO, TBOMHOCIIAIIO, IIAIE00-KOHTPOIUPAHO, 12-CeIMIYHO U3IMTUTBAHE 32
epuKacHOCT 1 Oe30MacHOCT cpaBHsIBa (DIyTHKa30HOB MPOMMOHAT MHOTOJI030B HHXAJIaTOp che cyx mpax (Fp
MDPI) 113 pg u 232 pg (1 nHxanamys ABa MbTH JHEBHO) ChC CaIMETepoIt/(hIyTHKAa30H MHOTOI030B
uaxanarop c¢be cyx mnpax (FS MDPI) 14/113 g u 14/232 ug (1 naxananus asa IbTH JHEBHO) U IIIAIie00
MIPY FOHOIIH U Bh3PACTHU MALMEHTH C TIEPCUCTHPAIla CAMITOMATHYHA aCTMa BBIIPEKU MPUIOKESHUETO Ha
WHXaNATOPEH KOPTUKOCTEPOH/] T Tepamnus ¢ nHxanaropeH koprukocrepous/LABA. [lamenture ca
MOJTy9aBaJIl €MMHUIHO 3aciierieHo 1iane6o MDPI u ca npemunany ot TaxHaTa m3xoaHa Tepanus ¢ UKC na
neuenne Fp MDPI 55 Ug nBa nbTH AHEBHO 110 BpeEME Ha BbBexAaIus nepuo. [lanuenture ca
PaHJIOMU3MPAHU Ja MOJTyYaBaT JISYeHHe, KaKTo cienBa: 145 manueHTy ca moyJaBaiy miameoo,

146 manmenTty ca nomydaBanu Fp MDPI 113 pg, 146 nanuenTn ca nomy4asanu Fp MDPI 232 g,
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145 narentu ca nosrydasaian FS MDPI 14/113 ug u 146 manuentu ca noixy4asaad FS MDPI 14/232ug.
NsmepBanusara Ha @PEO; Ha M3X0HO HUBO ca CXOMHM TpH meuenusTa: Fp MDPI 113 ug 2,069 |, Fp MDPI
232 ug 2,075 I, FS MDPI 14/113 pg 2,157 |, FS MDPI 14/232 pg 2,083 1 1 mnane6o 2,141 1. [TepBuunuTte
KpaiH1 TOYKH 32 TOBAa U3MUTBAHE Ca MPOMSHATA OT U3XOAHO HUBO B Hail-Huckust ®EO; Ha ceamuia 12 npu
BCHUYKH TAIIMEHTH M CTaHIapTU3MpaHaTa, Kopurupana crpsamo u3xoaHo HuBo ®EO1AUECo.12n Ha

ceamuna 12, ananu3upana 3a moArpyma oT 312 manueHTH, Ha KOWTO € HalpaBeHa CepuitHa CTUPOMETPHS
CJIe]T TIPWIIOKCHUE Ha J103aTa.

Ta6smnua 3: [IbpBuYeH aHAJIN3 HA MPOMSHATA OT U3XOHO HUBO B Hail-HUCcKusA PEQO; Ha Ceamuua 12
no rpyna Ha jedyenue M3nurBane 2 (FAS)

Fp MDPI FS MDPI
IIpomennnBa Inane6o 113 ug 232 ug 14/113 pg 14/232 pg
CraTucTuka (N=143) BID BID BID BID
(N=145) (N=146) (N=141) (N=145)

IIpomsiHa B Hal-HMCKHUSA
®DEO; (1) Ha ceamuua 12

CpemHa CTOWHOCT TIO
LS-meTona -0,004 0,119 0,179 0,271 0,272

CpaBHeHue ¢ miianedo

Paznuka B cpenHara

ctoitHocT 1o LS-MeToza 0,123 0,183 0,274 0,276
(0,038; (0,098; (0,189; (0,191,
0,
95% In 0,208) 0,268) 0,360) 0,361)
p-cTOHHOCT 0.0047 0.0000 0.0000 0,0000
CpaBuenue ¢ Fp MDPI

B cpaBHenue |B cpaBHeHue
cbe 113 pg: c 232 pg:

Paznuka B cpenHara

ctoitHocT o LS-MeToza 0,152 0,093
(0,066; (0,009;
0,
95% JI1 0,237) 0,178)
p-cTOMHOCT 0,0005 0,0309

CpaBHeHHsITa HA KOMOMHIpaHaTa TEPaIus C MOHOTEPAIus He ca KOHTPOJIHWPAaHU 32 MHOXKECTBEHOCT.
®EO; = popcupan excimpaToper odoeM 3a 1 cexynna; FAS = menen Habop 3a ananus; Fp MDPI =
(IIyTHKa30HOB IPONMOHAT MHOT'OJI030B HHXAIATOp chC cyX mpax; FS MDPI = ¢uryTnkazonos
MPOITMOHAT/CaIMETEPOJI MHOT0I030B HHXAJIATOP ChC cyX mpax; BID = nBa mbTH AHEBHO; n = Opoii; LS =
Hail-mankuTe kBajpaty; IV = noBepurtesieH HHTEpBa

[TomoOpenue B 6ennoapobHaTa (YyHKIMSI HACThIIBA B pAMKUTE Ha 15 MUHYTH cjiel bpBaTa 103a (15 MuHyTH
crieq To3aTa pa3jimKaTa B IpOMsHA Ha CpelHaTa CTOWHOCT mo LS-meTona ot n3xomaao HuBO BEB PEO; €
0,160 11 0,187 1 B cpaBrenue ¢ manebo cborBeTHO 32 FS MDPI 14/113 pg u 4/232 Ug; HeKopurupana
p-croiiHocT <0,0001 1 3a ABeTe 103U B CpaBHEHUE ¢ Twianebo. MakcumanHo nojgoopenne BB DEO;
0OMKHOBEHO HACTHIIBA B PAMKHUTE Ha 3 Yaca MpHW TPyHHUTE HA JeueHue u ¢ AseTe no3u FS MDPI u
MoTI0OpEHUETO ce 3arasBa B MPOAb/DKeHUE Ha 12 vaca ciies TecTBaHeTo Ha ceamunu 1 u 12 (Gurypa 2). He
ce HabroAaBa HaMaysiBaHe Ha 12 wacoBus OpoHxoamnataropeH edekt u npu asete no3u FS MDPIL, kakto e
orieHeHo mocpenctsoM ®EO; cien 12-ceaMuUdHa Teparnusl.
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®urypa 2: CepuiiHa cnupoMeTpusi IPU MbPBUYHUS AHAIN3. CPEHA MPOMAHA OT U3X0JHO HUBO BbB
®EO1 (1) Ha cenmuua 12 mo BpemMeBa TOYKa U rpymna Ha jiedenue M3nurBane 2 (FAS;
IMoarpyna 3a cepuiiHa ciupoMeTpust)

& THPFOBCKO MME SPIROMAX 232/14 pg (N=65)

1 TbPFOBCKO MME SPIROMAX 113/14 pg (N=57)

* O/IYTUKA3OHOB MPOMMUOHAT SPIROMAX 232 ug (N=55)
B $/TYTUKA3OHOB MPOMUOHAT SPIROMAX 113 pg (N=56)
® M/1ALEBO (N=41)

o
n

o
D
1

o
w

CpeaHa npomsaHa BbB ®EO; (l)

"s,

oLLTTTTIN
* I3 Ll
KN :.':-".'-::."'"l-

O _____________________
01 H—F—— — . |
1\0123456789101112
fen 1 Yac
M3xoaHo HMBO T
Ceamnua 12

M3X04HO HMBO

FAS = nmbnien vabop 3a ananuz; ®EO: = ¢popcupan excimparopeH odem 3a 1 cexyHaa

IleguaTpryHa IIOMYJIAIIHS

[Ipoyuenu ca nauueHTH Ha BB3pacT oT 12 1o 17 ronuan. COOpHUTE Pe3yNITaTH U OT ABETE TOTBBPIKIABALIH
M3NUTBAHUS 32 IPOMSIHATA OT M3X01HO HIBO BEB DEO; npu manuenTy Ha Bh3pacT 12-17 ronunu ca
npezcTaBeHu no-noiny (Tabnuna 4). Ha cenmuna 12 mpoMeHuTe OT M3X0IHO HUBO B Hail-Huckus PEO; ca
MO-TOJIEMH TIPY BCUYKHU IPyNH Ha JeueHue ¢ pasnuunu n1o3u Fp MDPI u FS MDPI B cpaBHenue ¢ rpynara
Ha I1ane00 Npy BCUYKH Bb3PAaCTOBU IPYIH U B JBETE IPOYYBaHUs, IOJOOHO Ha OOLIUTE PE3yITaTu OT
W3IUTBAHUSATA.

Ta6auna 4: O6001eHNe HA 1eHCTBUTETHUTE CTOIHOCTH U MPOMSIHATA OT U3X0JHO HUBO B HAli-HUCKHUS
DEQ; nHa ceamuua 12 no rpyna Ha Jjiedenue u Bb3pact 12-17 rogunu (FAS)?

Bpemena dDJIyTI/IKa30_HOB MPOIUOHAT BroPair Spiromax
TOYKa [Tnane6o Spiromax

CraTncTHKa 113 pghid | 232 ug bid 14/113 pg bid | 14/232 g bid
W3xonH0 HUBO

n 22 27 10 24 12
Cl(’seg‘)“’ 2,330 (0,3671) | 2,249 (0,5399) | 2,224 (0,4362) | 2,341 (0,5513) | 2,598 (0,5210)
Menana 2,348 2,255 2,208 2255 2,425
th;’c 1,555: 3,075 | 0,915:3,450 | 1,615: 3,115 1,580: 3,775 1,810: 3,695
[Mpomsina Ha Cenmuna 12

n 22 27 10 24 12
C?Seg*)“’ 0,09 (0,3541) | 0,378 (0,4516) | 0,558 (0,5728) | 0,565 (0,4894) | 0,474 (0,5625)
Memana 0,005 0,178 0,375 0,553 0,375
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Mun.,
MakKc.
® [I'enen Habop 3a aHamus = FAS

-0,850; 0,840 | -0,115;1,650 | -0,080; 1,915 -0,265; 1,755 -0,295; 1,335

EBpormelickaTa areHIms no JiekapctaTa 0CBOO0XKIaBa OT 33/ IbIDKCHUETO 32 MTPEJIOCTABSIHE HA PE3YJITATUTE
OT IpoyuBaHuATa Ch¢ BroPair Spiromax BbB BCHUKM HOATPYIIH Ha MTeAXATPUYHATA TOMYIANS IPH
JICYCHUETO Ha acTMa (BXK. Touka 4.2 32 nHpopMaIlHsi OTHOCHO yIoTpeda B IEUATPHSITA).

5.2 dapMmakoKHHEeTHYHHU CBOWCTBA
3a nenute Ha papMaKOKMHETUKATa BCEKM KOMIIOHEHT MOXKE 1a CE Pas3Iiiexk/1a OTACIHO.

Canmemepon

CanmeTtepon neficTBa JIOKATHO B OesnuTe poOOBe U CIICAOBATEIHO IJIa3MEHUTE HUBA HE Ca TIOKAa3aTeITHH 3a
TepaneBTuyHYs epekT. B HombIIHEHNEe HMa caMO OTpaHUYeHH JaHHU 32 (hapMaKOKMHETHKATa Ha CAIMETEPOIT
B CJICICTBUE HA TEXHUYCCKHUTE 3aTPYAHCHHUS IPY aHAJIM3MPAHE Ha JIEKAPCTBOTO B IIa3MaTa Mopaau HUCKUTE
TTa3MEeHH KOHIEHTPAIINH TPy TepareBTuYHU 1031 (okoso 200 mukorpama/ml Wi O-HUCKH ), TOCTUTaHU
CJIe]l MHXAIATOPHO MPHIIOKCHUE

Dymuxazonoe nponuoHam

AbconroTHaTa OMOHAIMYHOCT HA €AMHUYHA /1032 MHXATATOPeH (DIyTHKAa30HOB POITHOHAT IPHU 3/IpaBU
WHAWBHUIM Bapupa Mexay okoio 5 10 11% ot HoMuHanHaTa 103a B 3aBUCUMOCT OT H3M0JI3BaHOTO
YCTPOHUCTBOTO 3a MHXanauus. [Ipu nmamuenTu ¢ acTMa ce HaOII0JaBa MO-MajIKa CTEeNeH Ha CHCTEeMHa
eKCIIO3HIIMSI Ha MHXAJIATOPEH (IIyTHKAa30HOB MIPOIHOHAT.

AOGcopOrus

CucremHara abcopOIUs ce OCHIIECTBIBA [JIABHO upe3 OenuTe ApoOOBe U OTHAYAJIO € Obp3a, a CJie]] TOBA -
yabmkeHa. OcTaThbKbT OT HHXAJTUpaHaTa 1032 (pIyTHKa30HOB MPOMMOHAT MOKeE /1a Ob/e MTOT'bIHAT, HO CAMO
MUHHUMAITHO OTIPUHACS 32 CUCTEeMHATa €KCIO3HIINS IOPaJAn HUCKATa BOAOPA3TBOPHUMOCT H MIPEICUCTEMHHUS
MeTaboIH3bM, BOJICIIH JI0 IEpOpaTHa HATMYHOCT, MO-HHUCKa OT 1%. MiMa nuHelHO yBenmn4yeHre Ha
CHCTEMHATa EKCIIO3UIIMS C YBeIMYaBaHe Ha MHXaJIMpaHaTa J03a.

Pasnpenencuue
Jucro3unusaTa Ha (IyTHKa30HOB MPOIIMOHAT C€ XapaKTepu3npa ¢ BUCOK ma3Mer kiupbie (1 150 ml/min),
rojisiM 00eM Ha pasnpeieCHUe B CTallMOHApHO cheTosiHUe (pubnmu3uteado 300 1) u TepMuHaieH

MOJTYKHUBOT MpHOIN3uTenHO 8 yaca. CBbP3BaHETO C IUTa3MEHUTE NpoTeuHH € 91%.

Buorpanchopmarnus

@OIryTHKa30HOB MPOMHOHAT CE OYMUCTBA MHOTO OBP30 OT CHCTEMHATa MUPKyJalus. OCHOBHUSAT BT €
MeTa0O0JIN3bM JI0 HEAKTUBEH META00UT, KapOOKCHITHA KUCETNHA, TocpencTBOM IuToxpoM P450 3A4.
Jpyru HeuneHTUGUIPaHT METAaOOIUTH CE OTKPHUBAT U B U3MPAKHCHUSATA.

EnvMunupane
BrOpeunusT kaupbHC Ha (IIyTHKAa30HOB MPOMMOHAT € IpeHeOpeknMo HUCHK. [To-Manko ot 5% oT no3ara ce
eKCKpeTupa B ypHHaTa, INIaBHO 1oJ (hopmaTta Ha MetaboauTi. OCHOBHATA YacT OT 103aTa ce eKCKpPEeTHpa B

U3INPAXHCHUATA KaTO MeTaboIuTH U HEIMIPOMEHECHO BCIICCTBO.

HCI[I/IaTDI/I‘lHa omyJianusa

Hanpagsen e ¢papmMakoKnHETHYEH aHaIU3 MIPU NaLMEHTH Ha Bb3pacT 12 1o 17 ronunu. Benpeku ye
MOATrPYNHUTE Ca MAJIKH, CHCTEMHATa eKCIO3UIMS Ha (PIIyTHKA30HOB MPOIHMOHAT U CAIIMETEPOI MPU
noarpynure ot 12 1o 17 rogudu 1 > 18 ronMHu Npu BCHYKY JICUCHHUS HE CE pa3jinyaBa 3HAaYUMO OT o0maTa
HOITyJIallKs B U3NUTBaHETO. [[pUBUAHUAT eMMUHALIMOHEH MTOJYXUBOT (t2) HE ce IIOBJIMABA OT Bb3pacTTa.
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5.3 IlpenkIMHUYHM JAHHU 32 0€30MACHOCT

EnuncrBenute crobpakeHus 3a 0€30MacHOCT MpH ynorpedara IpH Xopa, IOIyuYeHH OT IPOYUBaHUs IPU
’KMBOTHH ChC CAIIMETEPOI U (PIIyTHKAa30HOB MIPONUOHAT, IPUJIATaHH OT/AECIHO, ca e(eKTH, CBbP3aHH C
HPEeKOMEPHO (papMaKOIOTUIHO JICHCTBHE.

[IpoyuBanusiTa npu 1a60PaTOPHHU )KMUBOTHH (MUHHUIIPACETa, TPU3AUH U KyUeTa) IMOKa3BaT MOsSBa HA ChPACYHH
apUTMHUU U BHE3AITHA CMBPT (C XUCTOJIOTHYHH JIaHHHU 33 MHOKap/IHa HEKPO3a) TIPH €THOBPEMEHHO
NpUIOKEeHHE Ha OETa-arOHUCTH U METHIIKCAaHTUHH. KiIMHUYHATa 3HaUMMOCT Ha Te€3U HAXOJKU HE € U3BECTHA.

IIpu npoyuBanus 3a peNpOAYKTHBHA TOKCUYHOCT IIPU )KUBOTHH € YCTAHOBEHO, Y€
TITFOKOKOPTHKOCTEPOUIUTE HHYIIUPAT HaMalIeHO (DETATHO TEJIECHO TETJIO ¥/¥iu MandopMariin (IIeTKU Ha
HeOIIeTo, CKeNIeTHH Ma(popManyu) MpH ITBXOBE, MUIIKK U 3alIU IPU TOKCUYHU 3a MaiikaTa JT03H,
MpUIAraHy MOAKOXHO. Te3u pe3ynraT OT eKCIIEPUMEHTATHUTE MPOYYBAHUS TIPH KUBOTHH, 00ade, He
M3MJICKA JIa ¢a 3HAYMMHM [P X0pa, Ha KOMTO C€ MPUJIaraT NpernopburuTeIIHU 103H, a (JIyTHKAa30HOB
MPOMMOHAT, MPUJIAraH Ype3 HHXaNAIMs MPH MIbX0BE, HaMallsaBa (PeTaTHOTO TEIECHO TErJ0, HO HE MHAYIMPa
TEPATOTCHHOCT P TOKCUYHHU 3a MaMkara 03U, MO-HUCKH OT MPEIOPBHUYNUTEIIHATA MaKCUMaJIHa THEBHA
MHXaJIMpaHa J03a Ha 0a3aTa Ha TeJecHaTa HOBLPXHOCT (mg/m?) npu xopa. ONHUTHT ¢ IEPOPATHUTE
KOPTHKOCTEPOUIU TIPEIIIOoara, ye rpru3adnTe ca Mo-ToJaTIMBY Ha TEPATOTCHHU e(peKTH OT
KOPTHKOCTEPOUIU B CpaBHEHHE ¢ Xopara. [I[poyuBanusTa Ipy )KHUBOTHHU CHC CAIMETEPOJT TIOKA3BaT
eMOpHoOdeTarHa TOKCHYHOCT CaMO TIPY BHCOKH HUBA Ha ekcro3umus. Clie/l eTHOBPEMEHHO TPUIIOKEHHE €
yCTaHOBEHA MMOBUIIICHA Y€CTOTA Ha TPAHCIIOHUPAHE HAa YMOWINKATHATA apTEPHsl U HeITbJIHA OCU(UKAIIHS Ha
TUJIHATA KOCT MPH ILTHXOBE MIPH J03H, CBBP3aHH C M3BECTHH AHOMAJUK, WHAYIIUPAHHU OT TITFOKOKOPTHKOUIH.

6. OAPMAIEBTUYHU JAHHHA

6.1 Cnucbk Ha IOMOIIHUTE BelIeCTBA

JlakTo3a MoHOXUAPAT (KOSTO MOXE J1a BKIIOYBA MIICUHU MPOTEHUHH ).
6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

24 mecena

Cnen otBapsiHe Ha 00OBHBKaTa OT (honmo: 2 Mecera.

6.4 CrnenuajaHH yCJI0BHS Ha ChbXpPaHeHHe

Ja He ce cpxpansaBa Hax 25°C.
JIpbKTe KaradeTo Ha MyH/IIyKa 3aTBOPEHO cie]] yroTpeoa.

6.5 Buawu chabpkaHne HA OMAKOBKATA

WNuxanatopbT € 051 ¢ MOTYNpPO3pavyHo KBIATO Kamaye Ha MyHIIyKa. YacTuTe Ha HHXanaTtopa, KOUTO
MOMAaAaT B KOHTAKT C JISKAPCTBOTO/JMTaBHIIATa Ca HANPABEHH OT aKpUIOHUTPHI-OyTanueH-ctupeH (ABS),
nonueTwieH (PE) u momunponmnen (PP). Beekn maxamarop cbabpxa 60 103w 1 € 00BUT BBB (HOJIMO ChC
CYIINTE.

OmnakoBkH 110 1 wHXAIATOP.

I'pymoBu onakoBkw, chabpxammu 3 (3 omakoBku 1o 1) nHXamaTopa.

18



He Bcudky BUIOBE OIIAKOBKM MOTrat Jia ObAaT MMycHATH Ha rasapa.
6.6 CnenmajHu npeanasHu MePKH NPH U3XBBPJIsiHE U padoTa
Hewusnon3BaHuAT JekapcTBEH NPOLYKT WIN OTIAaJbUYHUTE MaTepUalli OT HETro TpsOBa J1a ce U3XBBPILT B
CHOTBETCTBHE C MECTHUTE N3UCKBAHMUSL.

7. MNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
Teva B.V.

Swensweg 5

2031 GA Haarlem

Hunepnannus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA
EU/1/21/1534/001

EU/1/21/1534/002

EU/1/21/1534/003
EU/1/21/1534/004

9. JATA HA ITBPBO PA3PEIIIABAHE/IIOJJTHOBSAIBAHE HA PAZPEHIEHUETO 3A
YIIOTPEBA

Hara Ha mppBoO paspemasane: 26 mapt 2021 r.

10. [JATA HA AKTYAJIUBUPAHE HA TEKCTA

[Toapo6Ha mHGOpPMAIKS 3a TO3U JEKAPCTBEH MPOAYKT € MPeAoCcTaBeHa Ha yebcaiita Ha EBporretickaTta
areHIus 1o JiekapcTeaTa http://www.ema.europa.com.
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INPUJIOKEHHUE 11

MPOU3BOJUTEJ (M), OTTOBOPEH(HHU) 3A
OCBOBOKIABAHE HA APTUIU

YCJIOBUA NN OTPAHUYEHUS 3A TOCTABKA 1
YIIOTPEBA

JAPYT'U YCJIOBUA U UBUCKBAHUSA HA PASPELIEHUETO
3A YIIOTPEBA

YCJIOBUA NJIK OTPAHUYEHMUSA 3A BE3OIIACHA 1
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA TPOAYKT
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A. HNPOU3BOAUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOX/JIABAHE HA ITIAPTUIN

HmMe u aapec Ha mpon3BoauTensa(UTe), OTTOBOPEH(HHK) 38 OCBOOOKIaBaHE HA MAPTUINUTE

Norton (Waterford) Limited T/A Teva Pharmaceuticals Ireland
Unit 14/15, 27/35 and 301 IDA Industrial Park

Cork Road

Waterford

Peny6nuka Upnannus

Teva Operations Poland Sp. z 0.0.
Mogilska 80 Str.

31-546 Krakow

ITonma

IleyaTHaTa TMCTOBKA Ha JICKaApCTBCHUSA NPOAYKT Tpﬂ6Ba JAa CbAbpiKa UMCTO U aApeCa Ha MPOU3BOAUTCIIA,
OTTOBOPCH 3a OCBO60)KI[aBaHeTO Ha CbOTBETHATa MapTHaa.

b. YCJIOBUSA WIN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUAT IPOAYKT C€ OTIIYCKa I10 JIEKapCKO NPEANUCAHHUE.

B. JPYI'M YCJIOBUA U U3BNUCKBAHUS HA PASPEIIEHUETO 3A YIIOTPEBA

e [lepuoguyHU AKTyaJU3MPaHH J0KJIaau 3a 6e3omacHocT (ITAJIB)

WzuckBanwmsta 3a nonasane Ha [TAJIB 3a To3u JlekapCTBEH MPOAYKT ca MOCOYCHH B CITUCHKA C
pedepentaute natu Ha EBponetickus cbio3 (EURD crucek), npeasuaes B wi. 1078, an. 7 ot Jlupextuna
2001/83/EO, 1 BbB BCUYKH CJICABAIIY aKTyaIM3allMy, IyOJIMKyBaHH Ha EBPOIICHCKUSA yeOopTan 3a
JIeKapCTBa.

I'.  YCJIOBUs NJIIM OT'PAHUYEHUA 3A BE3OITACHA U E@OEKTUBHA YIIOTPEBA HA
JIEKAPCTBEHUA TPOAYKT

e Ilnan 3a ynpasjenue Ha pucka (ITYP)

[Ipurexarensat Ha pa3pemiennero 3a ynorpeda (IIPY) tpsoBa na u3BbpiiBa U3UCKBAHUTE JSHHOCTH H
JEHCTBYSA, CBBP3aHU C TIPOCIIeAsIBaHe Ha JIEKapCTBeHATa O€30MacHOCT, TOcoYeHH B ofo0peHus [TV P,
npencrased B Mozyn 1.8.2 Ha pa3pemnieHneTo 3a ynorpeda, KakTo U BbB BCUUKH CIIEABALIHN 000pEHU
akTyanu3anuu Ha [TYP.

[IpurexaTensaT Ha pa3peLIeHUETO 3a yHoTpeda TpsOBa /1a Toaie IbPBUS NEPUOINICH aKTyaTn3UpaH
JOKJIa]1 3a 0€30MacHOCT 3a TO3U MPOJYKT B CPOK OT 6 Mecela ciell pa3peliaBaHeTo 3a ynoTpeoa.

Axrtyanuzupan [1YP Tps6Ba na ce moxana:
e 110 KckaHe Ha EBpomneiickaTa areHIus 1o JeKapcTBara;
® BHHAIM, KOraTo C¢ U3MEHS CHCTEeMaTa 3a yIpaBjIcHHE Ha PUCKa, 0COOCHO B PE3YJITaT Ha IOJTyuyaBaHe
Ha HOBa WH(OpMAIIHs, KOSTO MOKE JIa JOBEJE /10 3HAYUMHU IMPOMEHHU B ChOTHOIICHUETO M0JI3a/PUCK,
WM cJIell JOCTUTaHe Ha BaKeH eTan (BhB BPb3Ka C MPOCIIe/IBaHe Ha JeKapCTBEHATa 0€30MacHOCT WITH
CBEXJIaHE Ha pHCKa 10 MUHUMYM).
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IPUJIOKEHHUE III

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA

23



JAHHU, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

BroPair Spiromax 12,75 mukporpama/100 MukporpamMa mpax 3a HHXaIaIus
caiMeTepoIt/ Iy THKa30HOB MIPOITHOHAT

2. OBSIBABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bcesika moctaBeHa 103a (1o3aTa OT MyHJIIYKa) Chabprka 12,75 MUKporpama caamerepod (KaTo
canmeTteposioB kcuHadoaT) 1 100 Mukporpama ¢ryTHKa30HOB POITUOHAT.

Bcska otmepena mo3a ceabpika 14 MukporpaMa caaMmeTepost (KaTo caiMeTeposioB KenHadoar) u
113 mukporpama (hIyTHKa30HOB IPOMHOHAT.

3. CIIUCBK HA TIOMOIIIHUTE BEIIECTBA

C’B,Z[’I)p)l(a JIaKTO3a. BuKTe IMCTOBKATA 3a JOIIBJIHUTCIIHA I/IH(I)OpMaI.[I/IH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

IIpax 3a uaXananus
1 uaxanarop
Bcexu naxanarop ceabpxa 60 mo3m.

S. HAYYH HA ITPUJIOKEHUE U ITbT(UIIIA) HA BBBEXK/IAHE

MuxanatopHo npuiioxKeHue
[Ipenu ymorpeba mpoderere TMCTOBKATA.

CBbXPAHSBA HA MACTO JAJIEYE OT IIOIVIEJA U TOCET'A HA IELTA

6. CIHEHHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT INPOAYKT TPABBA JIA CE

I[a CC ChXpaHsdaBa Ha MACTO, HCAOCTHIIHO 34 [ACIA.

| 7. APYT' CHEIMAJIHU ITPEAYIPEXKIAEHUSA, AKO E HEOBXOJUMO

Jla ce u3mo3Ba, KakTo € yka3aHo oT Barims yekap.
IIpeana crpana: He e npenna3naveH 3a ynorpeoa npu aena nmoja 12-roaMinHa Bb3pacr.

He nornsmaiite cymmrens.
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| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
W3non3Baiite mpoaykTa B paMKHTE Ha 2 Mecelia Clie/] U3BaKJaHe OT 0OBHBKaTa OT (osHo.

| 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja He ce cpxpansBa Hax 25°C. JIppxTe KamadeTo Ha MyHIITyKa 3aTBOPEHO CJIEI OTCTPAHSIBAHETO Ha
oOBHBKaTta OT (hoswmo.

10. CHEINUWAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTHHAABYHUN MATEPUAJIN OT THAX, AKO CE
N3UCKBAT TAKHUBA

11. HMME U AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V., Swensweg 5, 2031GA Haarlem, Hunepnauaus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/21/1534/001

13. TAPTHUIAEH HOMEP

[Tapt.Ne

| 14. HAYMUH HA OTITYCKAHE

| 15. VYKA3AHWNA 3A YIIOTPEBA

| 16. H®OPMAIIAA HA BPAIJIOBA A3BBYKA

BroPair Spiromax 12,75 mukporpama/100 MukporpamMa mpax 3a HHXaJIaIus

| 17. YHMKAJIEH HJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/|

JBynszMepeH 6apKoJ ¢ BKIIOYCH YHUKAICH HICHTU(DUKATOD

| 18. YHUMKAJIEH UIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA 3A MHOI'OJO30BA OITAKOBKA (C BLUE BOX)

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

BroPair Spiromax 12,75 mukporpama/100 MukporpamMa mpax 3a HHXaIaIus
caiMeTepoIt/ Iy THKa30HOB MIPOITHOHAT

2. OBSIBABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bcesika moctaBeHa 103a (1o3aTa OT MyHJIIYKa) Chabprka 12,75 MUKporpama caamerepod (KaTo
canmeTteposioB kcuHadoaT) 1 100 Mukporpama ¢ryTHKa30HOB POITUOHAT.

Bcska otmepena mo3a ceabpika 14 MukporpaMa caaMmeTepost (KaTo caiMeTeposioB KenHadoar) u
113 mukporpama (hIyTHKa30HOB IPOMHOHAT.

3. CIIUCBK HA TIOMOIIIHUTE BEIIECTBA

C’B,I[’Lp)l(a JIaKTO3a. BKTe IUCcTOBKaTa 3a JOIIBJIHUTCIIHA HHq)OpMaI_II/I}I.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

IIpax 3a uaXananus
MHoroo30Ba onakoBka: 3 (3 omakoBku no 1) nHxanaropa.
Bcexu naxamarop ceabpxa 60 mo3m.

S. HAYYH HA ITPUJIOKEHUE U ITbT(UIIIA) HA BBBEXK/IAHE

MuxanatopHo npuiioxKeHue
[Ipenu ymorpeba mpoderere TMCTOBKATA.

6. CIHEHUAJIHO NPEAYHPEXJIEHUE, YE TEKAPCTBEHUAT INIPOAYKT TPABBA JIA CE
CBbXPAHSBA HA MACTO JAJIEYE OT INOIVIEJA U TOCEI'A HA JELTA

I[a CC ChXpaHsdaBa Ha MACTO, HCAOCTHIIHO 34 [ACIA.

| 7. APYT' CHEIMAJIHU ITPEAYIPEXKIAEHUSA, AKO E HEOBXOJUMO

Jla ce u3mo3Ba, KakTo € yka3aHo oT Barims ekap.
IIpeana crpana: He e npenna3naveH 3a ynorpeoa npu aena nmoja 12-roaMinHa Bb3pacr.

He nornsmaiite cymmrens.
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| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
W3non3Baiite mpoaykTa B paMKHTE Ha 2 Mecelia Clie/] U3BaKJaHe OT 0OBHBKaTa OT (osHo.

| 9. CIIEIUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja He ce cpxpansBa Hax 25°C. JIppxTe KamadeTo Ha MyHIITyKa 3aTBOPEHO CJIEI OTCTPAHSIBAHETO Ha
oOBHBKaTta OT (hoswmo.

10. CHEINUWAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA YACT
OT JJEKAPCTBEHUTE NPOAYKTHU NJIN OTHHAABYHUN MATEPUAJIN OT TAX, AKO CE
N3UCKBAT TAKHUBA

11. HMME U AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V., Swensweg 5, 2031GA Haarlem, Hunepnauaus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/21/1534/002

13. TAPTHUIAEH HOMEP

[Tapt.Ne

| 14. HAYMUH HA OTITYCKAHE

| 15. VYKA3AHWNA 3A YIIOTPEBA

| 16. MH®OPMAIIMSA HA BPAMJIOBA A3BYKA

BroPair Spiromax 12,75 mukporpama/100 MukporpamMa mpax 3a HHXaJIaIus

| 17. YHMKAJIEH HJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/|

JBynszMepeH 6apKoJ ¢ BKIIOYCH YHUKAICH HICHTU(DUKATOD

| 18. YHUMKAJIEH HIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

MEXJINHHA KAPTOHEHA OITAKOBKA 3A MHOI'OJJO30BA OITAKOBKA (BE3 BLUE BOX)

| 1. HUME HA JIEKAPCTBEHUA ITPOAYKT

BroPair Spiromax 12,75 mukporpama/100 MukporpamMa mpax 3a HHXaIaIus
caiMeTepoIt/ Iy THKa30HOB MIPOITHOHAT

2. OBSIBABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bcesika moctaBeHa 103a (1o3aTa OT MyHJIIYKa) Chabprka 12,75 MUKporpama caamerepod (KaTo
canmeteposioB kcuHadoaT) 1 100 Mukporpama ¢ryTHKa30HOB IPOITHOHAT.

Bcska otmepena mo3a ceabpika 14 MukporpaMa caaMmeTepost (KaTo caiMeTeposioB KenHadoar) u
113 mukporpama (hIyTHKa30HOB IPOMHOHAT.

3. CIIUCBK HA TIOMOIIIHUTE BEIIECTBA

C’B,I[’Lp)l(a JIaKTO3a. BuKTe IMCTOBKATA 3a JOITBJIHUTCIIHA I/IH(I)OpMaLII/I}I.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

IIpax 3a uaXananus
1 unaxanarop. KoMnoHeHT Ha MHOT'0/1030Ba OITAaKOBKA, HE MOXKE J]a C€ MPOiaBa OT/IEITHO.
Bcexu naxanarop ceabpxa 60 mo3m.

S. HAYYH HA TPUJIOKEHUE U ITbT(UIIIA) HA BBBEXK/IAHE

WuxanaTopHo npuiioxeHne
IIpenu ynorpeba npoyereTe IUCTOBKATA.

6. CIHEHHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA JIA CE
CBbXPAHSBA HA MACTO JAJIEYE OT INOIVIEJA U TOCEI'A HA JELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HCAOCTBIIHO 3a JCIa.

| 7. APYI'U CIHEHUAJIHU NPEAYIPEXJIEHNUS, AKO E HEOBXOJINUMO

Ja ce n3noinsBa, KakTo € ykazaHo oT Bamus jekap.
IIpenna crpana: He e npexgna3snaven 3a ynorpe6a npu aena noa 12-rogumiHa Bb3pact.

He nornsmaiite cymmrens.
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| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
W3non3Baiite mpoaykTa B paMKHTE Ha 2 Mecelia Clie/] U3BaKJaHe OT 0OBHBKaTa OT (osHo.

| 9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja He ce cpxpansBa Hax 25°C. JIppxTe KamadeTo Ha MyHIITyKa 3aTBOPEHO CJIEI OTCTPAHSIBAHETO Ha
oOBHBKaTta OT (hoswmo.

10. CHEINWAJIHU IPEAITA3HU MEPKU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTHHAABYHUN MATEPUAJIN OT THAX, AKO CE
N3UCKBAT TAKHUBA

11. HMME U AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V., Swensweg 5, 2031GA Haarlem, Hunepnauaus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/21/1534/002

13. TAPTHUIAEH HOMEP

[Tapt.Ne

| 14. HAYMUH HA OTITYCKAHE

| 15. VYKA3AHWNA 3A YIIOTPEBA

| 16. MH®OPMAIIMSA HA BPAMJIOBA A3BYKA

BroPair Spiromax 12,75 mukporpama/100 MukporpamMa mpax 3a HHXaJIaIus

| 17. YHMKAJIEH HJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/|

| 18. YHUMKAJIEH NIEHTU®UKATOP — JJIAHHU 3A YETEHE OT XOPA
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MHUHMMYM JAHHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EAUHNYHHU
II'bPBUYHH OITAKOBKH

©OJINO

1. NUME HA JIEKAPCTBEHUSA MTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

BroPair Spiromax 12,75 mukporpama/100 MukporpamMa mpax 3a HHXaJIaIus
canmeTepot/(pIyTHKa30HOB MPOMHOHAT

MuxanatopHo npuiioxkeHue

2. HAYMH HA ITPUJIOKEHUE

[penu ynorpeba nmpoyereTe JIUCTOBKATA.

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

4. HHAPTUJIEH HOMEP

ITapt.Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

Coabppxa 1 nHxamaTop.

| 6. JIPYTO

JIpbKTe Karmavyero Ha MYH/IIYyKa 3aTBOPEHO H M3TOI3BANTE B PAMKHTE Ha 2 Mecelia cie]] H3BaXKIaHe OT
oOBHBKaTta oT (hoswo.

Teva B.V.
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MHUHMMYM JAHHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJUHNYHHU
II'bPBUYHH OITAKOBKH

NHXAJIATOP

1. NUME HA JIEKAPCTBEHUSA MTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

BroPair Spiromax 12,75 mukporpama/100 MukporpamMa mpax 3a HHXaJIaIus
canmeTepot/(pIyTHKa30HOB MPOMHOHAT

MuxanatopHo npuiioxkeHue

2. HAYMH HA ITPUJIOKEHUE

Hpezm yHOTpeﬁa MpoYeTeTe BHUMATE/IHO JIUCTOBKATA.

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

4. MHHAPTUJAEH HOMEP

ITapt.Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

60 no3u

| 6. JIPYTO

Chabpika JTaKTo3a.
Teva B.V.

HauaJo:
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JAHHU, KOUTO TPABBA JJA CbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

BroPair Spiromax 12,75 mukporpama/202 MUKpOTrpaMa Ipax 3a HHXaJIaIus
caiMeTepoIt/ Iy THKa30HOB MIPOITHOHAT

2. OBSIBABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bcesika moctaBeHa 103a (1o3aTa OT MyHJIIYKa) Chabprka 12,75 MUKporpama caamerepod (KaTo
canmeTeposioB kcuHadoaT) 1 202 Mukporpama ¢GryTHKa30HOB POITHOHAT.

Bcska otmepena mo3a ceabpika 14 MukporpaMa caaMmeTepost (KaTo caiMeTeposioB KenHadoar) u
232 mukporpamMa (GpayTHKa30HOB MIPONHOHAT.

3. CIIUCBK HA TIOMOIIIHUTE BEIIECTBA

C’L,I[’Lp)l(a JIaKTO3a. BKTe IUCcTOBKaTa 3a JOIIBJIHUTCIIHA I/IH(bOpMaI_II/I}I.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

IIpax 3a uaXananus
1 uaxanarop
Bcexu naxanarop ceabpxa 60 mo3m.

S. HAYYH HA ITPUJIOKEHUE U ITbT(UIIIA) HA BBBEXK/IAHE

MuxanatopHo npuiioxKeHue
[Ipenu ymorpeba mpoderere TMCTOBKATA.

CBbXPAHSBA HA MACTO JAJIEYE OT INOIVIEJA U TOCEI'A HA JELTA

6. CIHEHHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT INPOAYKT TPABBA JIA CE

I[a CC ChXpaHsdaBa Ha MACTO, HCAOCTHIIHO 34 [ACIA.

| 7. APYT' CHEIMAJIHU ITPEAYIPEXKIAEHUSA, AKO E HEOBXOJUMO

Jla ce u3mo3Ba, KakTo € yka3aHo oT Barims yekap.
IIpeana crpana: He e npenna3naveH 3a ynorpeoa npu aena nmoja 12-roaMinHa Bb3pacr.

He nornsmaiite cymmrens.
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| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
W3non3eaiite mpoayKkTa B paMKHTE Ha 2 Mecelia Clie/] U3BaKJaHe OT OOBHBKaTa OT (osHo.

| 9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja He ce cpxpansBa Hax 25°C. JIppxTe KamadeTo Ha MyHIITyKa 3aTBOPEHO CJIEI OTCTPAHSIBAHETO Ha
oOBHBKaTta OT (hoswmo.

10. CHEINUWAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTHHAABYHUN MATEPUAJIN OT THAX, AKO CE
N3UCKBAT TAKHUBA

11. HMME U AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V., Swensweg 5, 2031GA Haarlem, Hunepnauaus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/21/1534/003

13. TAPTHUIAEH HOMEP

[Tapt.Ne

| 14. HAYMUH HA OTITYCKAHE

| 15. VYKA3AHWNA 3A YIIOTPEBA

| 16. MH®OPMAIIMSA HA BPAMJIOBA A3BYKA

BroPair Spiromax 12,75 mukporpama/202 MUKporpaMa Ipax 3a HHXaJIaIus

| 17. YHMKAJIEH WJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/|

JBynszMepeH 6apKoJ ¢ BKIIOYCH YHUKAICH HICHTU(DUKATOD

| 18. YHUMKAJIEH UIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA OITAKOBKA 3A MHOI'O1O30BA OITAKOBKA (C BLUE BOX)

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

BroPair Spiromax 12,75 mukporpama/202 MUKpOTrpaMa Ipax 3a HHXaJIaIus
caiMeTepoIt/ Iy THKa30HOB MIPOITHOHAT

2. OBSIBABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bcesika moctaBeHa 103a (1o3aTa OT MyHJIIYKa) Chabprka 12,75 MUKporpama caamerepod (KaTo
canmeTeposioB kcuHadoaT) 1 202 Mukporpama ¢GryTHKa30HOB POITHOHAT.

Bcska otmepena mo3a ceabpika 14 MukporpaMa caaMmeTepost (KaTo caiMeTeposioB KenHadoar) u
232 mukporpamMa (GpayTHKa30HOB MIPONHOHAT.

3. CIIUCBK HA TIOMOIIIHUTE BEIIECTBA

C’B,I[’Lp)l(a JIaKTO3a. BKTe IUCcTOBKaTa 3a JOIIBJIHUTCIIHA HHq)OpMaI_II/I}I.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

IIpax 3a uaXananus
MHoroo30Ba onakoBka: 3 (3 omakoBku o 1) nHxanaropa.
Bcexu naxamarop ceabpxa 60 mo3m.

S. HAYYH HA ITPUJIOKEHUE U ITbT(UIIIA) HA BBBEXK/IAHE

MuxanatopHo npuiioxKeHue
[Ipenu ymorpeba mpoderere TMCTOBKATA.

6. CIHEHHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT INPOAYKT TPABBA JIA CE
CBbXPAHSBA HA MACTO JAJIEYE OT INOIVIEJA U TOCEI'A HA JELTA

I[a CC ChbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a ACIA.

| 7. APYT' CHEIMAJIHU ITPEAYIPEXKIAEHUSA, AKO E HEOBXOJUMO

Jla ce u3mo3Ba, KakTo € yka3aHo oT Barims yekap.
IIpeana crpana: He e npenna3naveH 3a ynorpeoa npu aena nmoja 12-roaMinHa Bb3pacr.

He nornsmaiite cymmrens.
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| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
W3non3Baiite mpoaykTa B paMKHTE Ha 2 Mecelia Clie/] U3BaKJaHe OT 0OBHBKaTa OT (osHo.

| 9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja He ce cpxpansBa Hax 25°C. JIppxTe KamadeTo Ha MyHIITyKa 3aTBOPEHO CJIEI OTCTPAHSIBAHETO Ha
oOBHBKaTta OT (hoswmo.

10. CHEINUWAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTHHAABYHUN MATEPUAJIN OT THAX, AKO CE
N3UCKBAT TAKHUBA

11. HMME U AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V., Swensweg 5, 2031GA Haarlem, Hunepnangus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/21/1534/004

13. TAPTHUIAEH HOMEP

[Tapt.Ne

| 14. HAYMUH HA OTITYCKAHE

| 15. VYKA3AHWNA 3A YIIOTPEBA

| 16. MH®OPMAIIMSA HA BPAMJIOBA A3BYKA

BroPair Spiromax 12,75 mukporpama/202 MUKporpaMa Ipax 3a HHXaJIaIus

| 17. YHMKAJIEH HJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/|

JBynszMepeH 6apKoJ ¢ BKIIOYCH YHUKAICH HICHTU(DUKATOD

| 18. YHUMKAJIEH UIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

MEXINHHA KAPTOHEHA OITAKOBKA 3A MHOI'OJO30BA OITAKOBKA (BE3 BLUE BOX)

| 1. NUME HA JIEKAPCTBEHUSA TPOAYKT

BroPair Spiromax 12,75 mukporpama/202 MUKporpaMa Ipax 3a HHXaJIaIus
canmeTepot/(pIyTHKa30HOB MPOMHOHAT

2. OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bcesika mocraBeHa j03a (1o3aTa OT MyHAITYKa) ChIbpxka 12,75 Mukporpama canmerepod (Kato
canmMeTeposioB kcuHadoar) u 202 Mukporpama (hIyTHKa30HOB ITPOITHOHAT.

Bcesika otmepena fo03a cpabppika 14 Mukporpama canMeTepod (KaTo caaMeTepoioB KcuHadoar) u
232 mukporpamMa (GpayTHKa30HOB IIPONHOHAT.

3. CIIMCBK HA IOMOIIHUTE BEHLIECTBA

C’L,I[’Lp)l(a JIaKTO3a. BKTe IUCcTOBKaTa 3a JOIIBJIHUTCIIHA I/IH(I)OpMaI_II/I}I.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

[Ipax 3a uaxanamnus
1 uaxanatop. KoMnoHeHT Ha MHOT0/I030Ba OIMaKOBKA, HE MOJKE JIa ce TPOoJIaBa OT/IEITHO.
Bcexu naxamarop ceabpxka 60 mo3m.

5. HAYYH HA ITPUJIOKEHUE U IbT(MIIA) HA BBBEXK/JIAHE

MuxanatopHo NpuiioxkeHue
[Ipenu ymorpeba mpoyerere IMCTOBKATA.

6. CIIEHUAJIHO NIPEAYIIPEXXKJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSABBA JIA CE
CBXPAHABA HA MSACTO JAJIEYE OT IIOT'JIEJA U JOCEI'A HA JEIIA

I[a CC ChbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 34 ACIA.

| 7. APYT' CHEIMAJIHU ITPEAYITPEXKJAEHUSA, AKO E HEOBXOJUMO

Jla ce u3noin3Ba, KakTo € yKazaHo OT Bamus nekap.
IIpenna crpana: He e npexnasHaven 3a ynorpe6a npu aena nox 12-rogumHa Bb3pact.

He nornbiiaiite cymmurens.
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| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
W3non3Baiite mpoaykTa B paMKHTE Ha 2 Mecelia Clie/] U3BaKJaHe OT 0OBHBKaTa OT (osHo.

| 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja He ce cpxpansBa Hax 25°C. JIppxTe KamadeTo Ha MyHIITyKa 3aTBOPEHO CJIEI OTCTPAHSIBAHETO Ha
oOBHBKaTta OT (hoswmo.

10. CHEINUWAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTHHAABYHUN MATEPUAJIN OT THAX, AKO CE
MN3UCKBAT TAKHUBA

11. HMME U AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V., Swensweg 5, 2031GA Haarlem, Hunepnauaus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/21/1534/004

13. TAPTHUIAEH HOMEP

[Tapt.Ne

| 14. HAYMUH HA OTITYCKAHE

| 15. VYKA3AHWNA 3A YIIOTPEBA

| 16. MH®OPMAIIMSA HA BPAMJIOBA A3BYKA

BroPair Spiromax 12,75 mukporpama/202 MUKporpaMa Ipax 3a HHXaJIaIus

| 17. YHMKAJIEH HJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/|

| 18. YHUMKAJIEH NIEHTU®UKATOP — JJIAHHU 3A YETEHE OT XOPA
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MHUHHMMYM JAHHHU, KOUTO TPABBA JJA CBbABPXKAT MAJIKUTE EAUHNYHHU
II'bPBUYHH OITAKOBKH

©OJINO

1. NUME HA JIEKAPCTBEHUSA MTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

BroPair Spiromax 12,75 mukporpama/202 MUKporpaMa Ipax 3a HHXaJIaIus
canmeTepot/(pIyTHKa30HOB MPOMHOHAT

MuxanatopHo npuiioxkeHue

2. HAYYH HA ITPUJIOKEHUE

[penu ynorpeba nmpoyereTe JIUCTOBKATA.

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

4. HHAPTUJIEH HOMEP

ITapt.Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

Covabpxa 1 mHXATATOP.

| 6. JPYIO

JIpbKTe Karmavyero Ha MYH/IIYyKa 3aTBOPEHO M M3TOI3BANTE B PAMKHTE Ha 2 Mecelia cie]] H3BaXKIaHe OT
oOBHBKaTta oT (hoswo.

Teva B.V.
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MHUHMMYM JAHHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EAUHNYHHU
II'bPBUYHH OITAKOBKH

NHXAJIATOP

1. NUME HA JIEKAPCTBEHUSA MTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

BroPair Spiromax 12,75 mukporpama/202 MUKporpaMa Ipax 3a HHXaJIaIus
canmeTepot/(pIyTHKa30HOB MPOMHOHAT

MuxanatopHo npuiioxkeHue

2. HAYMH HA ITPUJIOKEHUE

Hpezm yHOTpeﬁa MpoYeTeTe BHUMATE/IHO JIUCTOBKATA.

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

4. MHHAPTUJAEH HOMEP

ITapt.Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

60 no3u

| 6. JIPYTO

Chabpika JTaKTo3a.
Teva B.V.

HauaJo:
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b. IUCTOBKA
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JIucToBKAa: I/lll(l)OpMalII/lﬂ 3a manMeHTa

BroPair Spiromax 12,75 mukporpama/100 Mukporpama npax 3a HHXaJJamusi
canMeTepon/ (bHyTI/IKaBOHOB MMpoImruoHaT
(salmeterol/fluticasone propionate)

IIpoyeTreTe BHUMATETHO HAIATA JUCTOBKA, IIPEAH 1A 3all0YHeTe 1A N3110J13BaTe TOBA JIEKapCTBO, Thil
KaTo TH ChAbP:Ka BaxkHa 32 Bac nundopmanus.

- 3amnasere Ta3u JUCTOBKA. MoXKe 1a ce HaJIOXKU Ja g IPOUYETEeTe OTHOBO.

- AKO MaTe HIKAKBHU JOIBIHUTEIIHH BBIPOCH, onuTaiTe Bamus nekap, papManeBT Wi MEIULIWHCKA
cecTpa.

- ToBa nekapcTBO € npeanucano JIMyHo Ha Bac. He ro mpeorcrenBaiite Ha apyru xopa. To Moxe na um
HaBpEIH, HE3aBUCUMO Y€ MPU3HALUTE Ha TAXHOTO 3a00JsBaHe ca ChIIUTE KaTo Bamure.

- AKO mosTyunTe HAKaKBU HEXXEJaHU peakuy, yBeaomere Bamms nekap, papmaneBT win MeIUIMHCKA
cecTpa. ToBa BKJIIOUBA U BCHUKH Bh3MOXKHU HEXEJIAaHHU PEaKIIHH, HEOMTMCaH! B Ta3M JINCTOBKA. Binkre
TouKa 4.

Kakso CbhbABbpPiKa Ta3u JIMCTOBKaA

Kakso nipescrasisisa BroPair Spiromax u 3a KakBo ce M3oJ13Ba
KakBo Tps0Ba 11a 3Haere, npeau aa usnonssare BroPair Spiromax
Kak na usmonssate BroPair Spiromax

BB3MOKHHM HEXETaH! Peakiuu

Kaxk na cexpansiBate BroPair Spiromax

ChabppikaHue Ha ONIAKOBKATA U JIOIBJIHUTEIHA HH(OPMAITUS

AN N

1. Kakso npeacrasiasisa BroPair Spiromax u 3a kakBo ce U310J13Ba
BroPair Spiromax chabpxa 2 akTHBHH BEIIECTBA: CAIMETEPOIT U (DITyTHKA30HOB MPOITHOHAT:

e Casmerepon e IbIAroeicTBaIl OpOHXoAMIaTaTop. bpoHXOoMMIIaTaTOPUTE IOMAraTr Ha TUXaTeTHUTEe
IbTHUIIA B OesuTe 1poOoBe J1a OcTaHaT OTBOPEHU. ToBa ylIecHsIBa BIN3aHETO U U3JIN3aHETO Ha Bb3AyXa.
Edexrure npoapmkaBaT Haif-manko 12 vaca.

e  DnyTHKa30HOB NPOMUOHAT € KOPTHKOCTEPOU/I, KOWTO HaAMalIsiBa OTOKA U IPa3HEHETO B OenuTe ApoOoBe.

BroPair Spiromax ce u3mosn3Ba 3a JIe4YeHHe Ha acTMa IPU BB3PACTHU U IOHOIIH Ha Bh3pacT 12 u moBeue
TOJIMHH.

BroPair Spiromax cnomara 3a nmpeoTBpaTsiBaHe Ha MoOsIBaTa Ha 3a1yXx u xpunose. He TpsioBa 1a ro
U3M0JI3BaTe 32 00/IeKYaBaHe HA ACTMATHYEH MPUCTHI. AKO MMAaTe AaCTMATHYEH MPUCTHII,
u3noJ3Baiite 6bp3oaeiicTBal 00eKUaBaIl (CHACUTEEH) MHXAJIATOP KaTo cajndyramoJi. Bunaru
TpsidBa 1a HocuTe Bamms 6bp30aeiicTBain cnacuTesieH HHXaaaTop ¢ Bac.

2. Kaxkgo Tps6Ba 1a 3HaeTe, mpeau Aa usnoassare BroPair Spiromax

He n3noma3Baiite BroPair Spiromax
- aKoO CT€ AIEPTUYHH KbM CaIMETePOII, (IIyTHKA30HOB MPONHOHAT UM KbM HSAKOS OT OCTAaHAIINTE
ChCTAaBKU Ha TOBA JIEKApCTBO (M30pOCHH B TOUKA 6).

Ipenynpe:xxaenus U mMpeanasHu MepKu

T'oBoperte ¢ Bamms ekap, (hapMaIieBT WM MEAWIIMHCKA CeCTpa, Tpeaun aa usnonssare BroPair Spiromax,
aKo uMare:

®  CBHpJCYHO 3a00IIsIBaHE, BKIFOUUTEITHO HEPABHOMEPCH HITH YUECTEH ITyJIC

L CBPbXaKTUBHA IMUTOBHUAHA JKJIC3a

®  BHCOKO KPBBHO HaJISITaHE
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e 3axapeH nuaber (BroPair Spiromax mMoxe aa moBuiM KpbBHaTa Bu 3axap)
® HHCKO HUBO Ha KaJIMi B KPBBTa
e T1yOepkynosa (Th), cera unu ako cTe UMalli B MUHAJIOTO, HIIM JPYTH 0eIopoOHN HHPEKIUH

Cpprkere ce ¢ Bammst nexap, ako IMaTe 3aMbIJICHO 3PEHUE WU IPYTH 3PUTEIHN HAPYIICHHUS.

Jeua u roHomu
He nmaBaifte ToBa JeKapcTBO HA JIella U FOHOIIH MO 12-TOMuITHA BB3PACT, Thid KaTO HE € MPOYICHO MPHU Ta3u
BB3pacTOBa IpyIa.

Jpyru gexkapera u BroPair Spiromax

TpsioBa na kaxxere Ha Bamms nekap, MeqUIIMHCKA cecTpa WK (apMarieBT, ako mpruemMare, HaCKOpo CTe
IpHeMalIi WK € Bb3MOXKHO J[a TIpueMaTe Ipyru JiekapcTa. BroPair Spiromax Mosxe 1a He € moXofsi 3a
ymotpe0da 3aeTHO ¢ ONpeIeNICHN IPYTH JIeKapCTBa.

TpHGBa Ja KaXXE€TE Ha Bamms JICKAp, aKO NprueMarte CICAHUTEC JICKApCTBA, MPCAN Aa 3alIOYHCTC Aa
usmoassaTe BroPair Spiromax:

L Oecta 6HOKepI/I (KaTO aTCHOJIOJI, TPOIIPAHOJIOI U COTaJ'IOJ'I). bera 6J'IOI(epI/IT6 CC MBIMOJI3BAT I'NIaBHO IIpH
BHUCOKO KPBbBHO HAJIATAHE WJIN 3a00JI9BaHUs HA ChPUECTO KAaTO CTCHOKAapAus.
L4 JICKApCTBa 3a JICUCHUC Ha I/IH(l)eKI_II/II/I (KB,TO PUTOHABUP, KETOKOHA30JI, U”TPAKOHA30JI U epI/ITpOMI/ILII/IH).

Hsikon oT Te3u jgekapcTBa MOTaT Jia TIOBUILAT KOJIMYECTBOTO HA CalMETEPOI WK (IIyTHKa30HOB
MIPONMOHAT B oprann3Ma Bu. ToBa MoXke 1a IOBHUILHM pHCKa OT HEKEJIAaHU PEAKLUH [IPU JICICHUE ChC
BroPair Spiromax, BKIIOUHTETHO HEpaBHOMEPEH ITYJIC, HITH JIa BIIOIIHM HE)KETaHUTE PEAKITHH.

. KOPTUKOCTEpOHU M (IpUeMaHH IIpe3 ycTaTa Wik upe3 nixekuus). CkopoiHa ynorpeda Ha Te3U
JekapcTBa OM Moruia Jia moBuiny prcka BroPair Spiromax jia nosnusie HanoObOpeunuTe Bu xiesn,
KaTo HaMaJi KOJIMYECTBOTO Ha CTEPOUIHNTE XOPMOHH, IPOM3BEXKIAHH OT JKJIe3UTe (IOTUCKaHE Ha
byHKIHATa HA HATOBOPEIHUTE JKITE3H).

o JIMYPETHUIIN - JIEKAPCTBA, KOMTO MOBHUIIIABAT 00Pa3yBaHETO HA yPHHA U CE M3IIOJ3BAT 3a JICUCHUE HA
BHCOKO KPBBHO HaJIsITaHE.

o JIPYTH OpOHXOAMIATATOPH (KaTO CalOyTamMom).

) KCAaHTHHOBH JIEKapPCTBA KaTO aMUHODWINH 1 TeopHTHH. Te 4eCTo ce U3MO3Bar 3a JIeUeHHE Ha acTMa.

Omnpenenenu JekapcTBa Morar ia yewist edekrute Ha BroPair Spiromax u BammsT jekap Moxe J1a moucka
na Bu mpocneisiBa BHUMATEIIHO, aKO MPUEMATe TE3H JISKAPCTBA (BKIIOYUTEITHO HAKOM JiekapcTsa 3a XB:
PHUTOHABHP, KOOUITHCTAT).

bpeMeHHOCT 1 KbpMeHe
AKko cte OpeMeHHa, cMsTaTe, Ye MOKe J1a cTe OpeMeHHa WK IJIaHupaTe OpeMEHHOCT, OCHBETBANTE ce C
Bamus nexap, MenuIuHCKa cecTpa WiH (papMareBT Ipeau yrnorpedaTa Ha TOBa JIEKapCTBO.

He e u3zBecTHO nanu ToBa JEKapCTBO MOKE J1a IPEMHUHE B KbpMaTa. AKO KbPMUTE, IOCHBETBANUTE CE C
Bamus nekap, MequIHCKa cecTpa win ¢apManeBT Ipean yrnoTpedaTa Ha TOBa JIEKapCTBO.

lodupane u padora ¢ MalIUHU
He ce ouaxBa BroPair Spiromax na nosnusie Ha ciocoOHocTTa Br 32 modupane u padora ¢ MamHH.

BroPair Spiromax csabp:ka JakTo3a

Bcesika mo3a oT TOBa JIEKapCcTBO ChABPIKA MPUOTUZUTENHO 5,4 MUIATpama Jiakto3a. Ako Bammst nexap Bu e
Ka3aj, ue uMaTe HETIOHOCUMOCT KbM HAKOW 3aXapH, CBBPIKETE Ce C HETO, MPEIH JIa IPUEeMETE TOBa
JIEKapCTBO.

3. Kak na u3noassare BroPair Spiromax

Bunaru u3non3saiiTe ToBa JIEKapcTBO TOYHO KakTo Bu e kazan Bammsr nekap mimm ¢papmaneBT. AKO HE cTe
CUTYPHH B Helllo, nmonurtaiTe Bamus nexkap win GapmarieBr.
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[IpenoppuntenHara 103a € e1Ha MHXANANWS ABa TBTH JHEBHO.

. BroPair Spiromax e npefHa3zHaueH 3a IbITOCPOUHA peloBHA yroTpeba. M3momn3Baiite o Bceku JicH, 3a
Jia 1bpku actMata Bu non kouTpos. He uznon3saiiTe moBeue OT NpenopbynuTENHATA J03a. AKO HE CTE
CUTYPHU B HEIIO, TTonuTaiTe Bamus Jiekap, MeUIIMHCKA cecTpa WK (apMarleBT.

. He crmpaiite npuema na BroPair Spiromax u He HaMmaJsBaiiTe qo3arta, 0€3 TbPBO Ja CTE TOBOPHIIH C
Bamms nekap nim MeIMIMHCKA CECTpa.
o BroPair Spiromax TpsiOBa 1a ce MHXaIMpa npe3 ycrara.

Bamusar nekap unu MenuiMHCKa cecTpa e Bu nomorse j1a koutposaupare Baiara actma. Jlekapst uiu
MEJIMLMHCKATa cecTpa e CMEHHU Balieto HHXanaTopHO JEKapCTBO, aKO € HY>KJAeTe OT Apyra 103a, 3a Aa
KOHTpOJIMpaTe acTMara npaBuiHo. He nmpoMensiiTe o0aue Opos Ha MHXAJIAIMUTE, IPEANUCcan oT Barus
JIeKap WM MEJWIIMHCKA cecTpa, 0e3 MbPBO Ja TOBOPHTE C THX.

AKO acTMaTa MM JMIIaHeTo By ce Biomar, TpsidBa 1a ka:kere Ha Bamus jiekap Beqnara. Ako
YyBCTBATE, Y€ XPUIIOBETE Ca CE 3aCWIIMJIM, YCELaTe [10-4€CTO CTATaHE B IbpAUTE WIK UMATe HYKJa 12
U3I0JI3BaTe Moseve oT Bamiero 6bp30aeiicTBaIoTOo 00JIeKYaBallo JIEKapcTBO, actMara Bu Moxke na ce
BionraBa u Bue Moxe 1a ce pazboneere cepuosHo. [Ipoabikere na u3non3sate BroPair Spiromax, HO He
yBelMuaBaiite Oposi Ha MHXaAIMKUTE, KOUTO Ipuemare. BenHara nocerere Bamus nekap, Thi KaTo MoXe 1a
Ce Hy»KJaeTe OT JOIbIHUTEIHO JICYCHHE.

VYka3aHus 3a ynorpeda

O0yuenue

Bamusr jgexap, MeqMIMHCKA cecTpa win ¢papmaneBT TpsiOoBa 1a Bu o0yyart kak 1a usnoJsBare
Bamms nHxaaaTop, BKIIYUTEIHO KaK 1a HHXaJupaTte 103a eexTuBHO. ToBa o0y4eHue e BaxkHO, 32
Ja ce rapaHTHpa, Ye NoJIy4YaBaTe 103aTa, 0T KOSTO ce Hy:KlaeTe. AKO He cTe MOJYy4YH/IH TAKOBa
o0y4eHue, MOJIs, MOMCKAaliTe BamuaT Jexkap, MeAnuMHCKa cecTpa Win ¢papmaneBT 1a Bu mokaxar
KaK /1a 3MoJ3BaTe Bamms nHxaJaTop NpaBujHo, MPeIN 1a ro N3M0JI3BaTe 3a MbPBHU MbT.

Bamusr siexap, MeqUIMHCKA cecTpa Win (apMarieBT TpsAOBa ChIIO0 TaKa Ja MPOBEPSBAT OT BpEMe Ha BpeMe
4e M3MOoJI3BaTe HHXANaTopa Spiromax MpaBHIHO M KaKTO € Tpeanucano. Ako He usnmoassate BroPair
Spiromax npaBUIHO WM HE BIUIIBATE OT HETO AOCTATHYHO CHJIHO, MOXKE 1a HE MOJy4aBaTe JOCTATHYHO
nexapcTBo B Oenute nqpobdoBe. ToBa 03HauYaBa, ve JICKApCTBOTO HAMA J]a MOMOTHE 3a acTMaTa Bu, kakto 61
TpsiOBaIo.

IMoaroroBka Ha BroPair Spiromax
IMpenn na nznon3sare Bamms BroPair Spiromax 3a mspBu mbT, TpsiOBa Jia ro MOATOTBUTE 32 YIIOTpeOa,
KaKTO cJeqBa:

e [IpoBepere 1030BUsI HHAUKATOP, 3a Ja ce yoeaure, ye nma 60 MHXalaluy B HHXaJIaTopa.

e 3amumieTe Jarata, Ha KOATO CTC OTBOPUIIN TOp6I/I‘lKaTa oT (1)OJ'II/IO, BBpPXY CTUKCTA HA MHXAJIaTOpaA.
e Hee H€06X0):[I/IMO Ja pa3KijialaTte nHxajaaTtopa, npcau aa ro u31moJjI3Barte.

Kak na cu HalpaBUTEC HHXaAJALUA

1. XBaHeTe HHXAJIATOPA C MOJIYNPO3PAYHOTO KBITO Karaye Ha MyH/IIIYKa HAIOIY.
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2. OTBOpCTe KanadyeTo Ha MYHAIIYKa, KaTO 'O HATUCHETC HAA0JY, JOKATO 1YyCTC CUJIHO HIPAKBAHC. Tosa e
OTMCPHU €AHAa J03a OT Bamero JICKAapCTBO. Bammsar HWHXAaJIaTOp BCYEC € TOTOB 3a yHOTpe6a.

A

Bb3AYLUEH
OTBOP

-

OTBAPAHE

3. M3pumaiite BHUMATETHO (KOJIKOTO MOXKETe, Oe3 aa ycemiare quckomdopt). He usnuimnsaiite mpe3
HWHXANaTopa.

4. TlocraBere MyH/IIyKa B yCTaTa CH M 3aTBOPETE YCTHUTE CH TUTHTHO OKOJIO HETo. BHMMaBaiite na He
3aIyIIrTe BH3AYIIHUTE OTBOPH.
Baumaiite cunHo 1 abi100K0 Ipe3 ycTara, JOKOJIKOTO MOXKETE.
OO0BpHETE BHUMAHHUE, Y€ € BAKHO J1a BAHUIIATE CHIIHO.
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BAOULLBAHE

5. H3Banere mHxanaTopa oT ycTara cu. Moe Jla yCeTUTe BKYyC, KOraTo CU IpaBUTE HHXAJIalMATa.

6. 3aapbxTe AMIIAHETO CH B MPOABIDKEHHE Ha 10 ceKyHIM MM KOJIKOTO MOXKeTe, 0e3 Ja ycemare
JIUCKOM(OPT.

7. Caen ToBa M3AUIIANITE BHUMATEIHO (HE U3UIIBANTE PE3 HHXAIATOPA).

8. 3aTBopere KanmayeTo HA MYHIIIYKA.

3ATBAPAHE

e Cuen Besika J1o3a M3IJIAKBANWTE yCTaTa CH C BOJIA | 51 M3ILTIOBANTE W/MITH CH M3MHUBalTe 350HTE C YeTKa,
Mpeay J1a CU U3IUIaKHETE ycTata.

He ce onmutgaiite na pa3rio6sBaTe MHXaNaTOpa, a CBaJIATe WM Jla M3BUBATE KarayeTo Ha MyH/AILTyKa.
Kamaueto ¢ pukcupano kbM Barms naxanaTop 1 He TpsOBa Jia ce CBaJIsl.

He usnon3aiite Bamms Spiromax, ako € MoBpeeH WK aKo MyH/IIIIYKBT € OTJIEIEH OT HEro.

He otBapsiiTe u He 3aTBapsiiTe KaayeTo Ha MYH/IIIYKa, OCBEH aKO HE MPEJCTOM Aa U3I0JI3BaTe
HMHXanaropa.

IMouyucTBane Ha Bamms Spiromax
[NonabpxaiiTe MHXAMATOPa CyX U YHCT.

45



Axo e HeoOX0MMO, MOXeTe Jia 3a0bpcBaTe MyH/IIIyKa Ha Banims nHxanarop che cyxa Kbpla WK XapTHeHa
canderTka.

Kora na 3anounere 1a n3nosa3Bare HoB BroPair Spiromax
e J[030BUAT HHIUKATOP HA I'bp0OA HA MHXANAaTOpa By mokas3Ba KOJIKO /103U (MHXAJAIMK) OCTAaBaT B
WHXaJIaTopa, KaTo 3amo4sa ot 60 WHXaIalun, KOraTo € IbJIeH, U 3aBbpiBa ¢ 0 (Hyna), KoraTto € mpas3eH.

e J[030BUST MHAMKATOP MOKa3Ba OpOs HAa OCTABAIIMTE MHXAJAllMU KaTo YeTHHU yKcia. PazcTosHusaTa
MEX/ly YeTHHUTE YUCIIa MPECTABIISBAT HEUSTHOTO YMCIIO HA OCTABAIUTE HHXAJAIHH.

e Koraro octaBat 20 WM M0-MaJIKO JTO3H, YUCIIATa CE MMOKa3BaT B 4epBeHO Ha Osut ¢poH. Korarto ce mosiBsit
YepBeHH LU(PH B MPO30pUeTO, TpsiOBa 1a moceTuTe Bammms nexap winm MeAULMHCKA cecTpa, 3a J1a
B3E€METEe HOB MHXAJIATOP.

3abeiexka:

e  MyHIIIYKBT HPaKBa, JOPH KOraTo MHXANaTopbT Bu e npaseH.

e  AKO OTBOpPHUTE M 3aTBOPUTE MYH/IIIyKa, O€3 Ja CH HANPaBUTE WHXAJAIMS, JO30BUAT UHINKATOP TaK IIe 5
oTYeTe KaTo HanpaBeHa. Tasu J103a ChC CUTYPHOCT IIE Ce 3aIbPKH B MHXAJIATOPA 3a Cle/BallaTa
IiaHupaHa jo03a. He € Bb3MOXKHO CiiydaifiHO Ja mpreMeTe MmoBeYe JICKapCTBO MIIH JIBOMHA 1032 MPU
1 naxanamus.

AKo cTe H3M0JI3BAJIN NIOBeYe OT HeoOxoauMaTa 1o3a BroPair Spiromax

BaxkHo e 1a u3non3BaTe 103ata, KOATO € mpeAnucana ot Bamus nexap nnn MmeauuHcka cectpa. He tpsosa
Jla IpeBHIIIaBaTe NpeIrcanaTa 103a, 0e3 1a cTe MOCHBETBAIH C JIeKap. AKO CIIydaiiHO IIpHEeMeTe IoBede
JI03U OT NPENOpPbUUTENIHUTE, TOBOpeTe ¢ BamaTta MeauiHcKa cectpa, gexkap wi papmanesT. Moxe 1a
3a0enexuTe, 4e MyJIchT Bu e mo-ydecteH oT 00M4aifHOTO U 4yBCTBATE, Ye TperepuTe. Moxke ChIIOo J1a IMaTe
3aMasiHOCT, TTIaBOOOIIHE, MyCKYJTHA CIIA00CT ¥ OOJIKK B CTaBHTE.

AKO MHOTOKPATHO CTe M3IMOJI3BAIA TBBP/IE MHOTO 71031 BroPair Spiromax 3a 1babr mepros OT BpeMe,
TpsI0Ba 1a ce mochBeTBaTe ¢ Bamms nekap wnn apmanest. ToBa ce Hanara, 3al10TO U3MOI3BAHETO HA
TBBpe MHOTO BroPair Spiromax mMoske 1a HaMaJld KOJIMYECTBOTO Ha CTEPOUIHUTE XOPMOHH, ITPOU3BEKIAHN
oT HagOBOpeunuTe Bu xiesn.

AKo cTe mpomycHa/u 1a u3noJsssare BroPair Spiromax

AKO cTe TIpOIyCHAJIM J1a IPHEMETE €IHa J103a, B3eMETe s BeJHAra oM cu criomuute. O0ade He npuemaiite
JIBOWHA /1033, 3a 1a KOMIIEHCHpATe MPOITyCHATaTa 103a. AKO BPEMETO 3a Cle/Balara 103a Ha0imKaBa,
MPOCTO B3eMeETE CiIeBaliara 103a B 00MYaiiHOTO BpEME.

Axo cTe cipesin ynorpedara na BroPair Spiromax

MHoro e BakHO 1a mpuemare BroPair Spiromax Bceku jieH, KakTo ce npernophusa. [IpoabikaBaiiTe 1a ro
npuemare, 10kato Bamust nexap Bu xaxe 1a cnpere. He cimpaiiTe u He HamassiBaiiTe ps3Ko
Bamara no3a BroPair Spiromax. ToBa Moxe fia BIOIIN AuIIaHeTo Bu.
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OcBeH TOBa, aKO BHE3AITHO CIIpeTe preMa Ha BroPair Spiromax miu nHamamute Bamrara nqosza BroPair
Spiromax, ToBa Moxe (MHOTO PSIKO) Ja IPUIUHHU IPOOIEMH TIOPaIH TPOM3BOACTBOTO Ha HAMAJIEHO
KOJIMYECTBO CTEPOUIHU XOPMOHHU OT HaAOBOpeunuTe Bu xkie3n (HanObpO0pedHa HeIoCTaThYHOCT), KOSTO
MOHSIKOTA TIPUYHHSBA HEXXETIaHU PEaKIUH.

Te3u HEXKETaHN p€aKknonu Morat Ja BKJIFOYBAT BCAKO OT CJICIHUTEC:

OoJsika B cTOMaxa

yMopa U 3ary0a Ha aneTuT, TaJeHe
NPUIIONIABAaHE U JHAPUS

3ary0a Ha Terso

T71aBOOOJIHE MM CHHIMBOCT

HHUCK{ HHBA Ha KpbBHATa 3axap

HHUCKO KPBBHO HAIATAHE U I'bPUOBE (MIPUTIAIBIIH)

Korato opranm3msT Bu e moj cTpec, kaTo npH MOBHIIIEHA TEMIIEpaTypa, 3JI0MO0TyKa Wi HapaHsBaHe,
nHGEKIHS WIM XUpypruiecka HaMeca, Hal0bOpeuHaTa HeloCTaThYHOCT MOXKE Ja ce Biomu U Bue Moxe na
MOJYYHTE CHIIO U U30POCHUTE MO-TOPE HEXKETaHU PEaKIIHU.

AKO moJTyunTe HSIKaKBU HeXEJaHH Peakiiu, yBenomere Bamms nekap win gapmarent. 3a 1a ce
NPEeIOTBPATAT T€3U CUMIITOMH, Bainusr jgekap Moxe 1a Bu npennuiie I0mbIHATEIHH KOPTHKOCTEPOH/IH
moJ popMaTa Ha TabJIETKH (KaTo MPeIHU30II0H).

AKO “MaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHU € YIOTpebaTa Ha TOBa JICKApCTBO, IONUTATe
Bamms nekap, ¢papManeBT WM MEIUIIMHCKA CECTpa.

4. Bb3MoKHYN HexkeTaHU peakuuu

Kakrto Bcnuku jekapcTBa, TOBa JEKapCTBO MOJKE J1a IPEIN3BUKA HEXEJaHU PEAKLUH, BBIIPEKH Y€ HE BCEKU
'l IOy4aBa. 3a Jla ce HaMaJll BEPOSITHOCTTA 32 HEXeJaH! peakiuy, BamuaT nexap me Bu npeanuine Haii-
HHCKaTa J03a Ha Ta3d KOMOMHALUS OT JIEKapCTBa 3a KOHTPOJI Ha Bamrara actma.

AJlepru4Hy peakumu: Moxe a 3adejie;kure, ye AuIaHeTo Bu n3BeHbK ce BJIOLIABA BeHAra cjej
KaTo cTe u3noasayim BroPair Spiromax. Moske /1a »MaTe CHITHH XPHUIIOBE U J1a KAILISATE WU JIa UMaTe
3a;yx. Moxe chIlo Taka ja 3abenexure chpOek, 00puB (KOIPUBHA TPECKa) U rmoayBaHe (0OMKHOBEHO Ha
JIUTETO, YCTHHUTE, €3UKa WM T'HPIIOTO) WM MOXKE M3BETHBXK Ja MOYyBCTBATE CHITHO ChprieOueHe mim na Bu
MIPIJIOIIIEE ¥ J]a C€ TTOYyBCTBATE 3aMasHU (KOETO MOJKe /1a AOBEle /10 KOJIalcC WK 3ary0a Ha Ch3HaHHE). AKO
MOJIyYHTE HAKOU OT Te3H epeKTH UJIH aKO ce MOABIT BHE3AIHO, cJIe]] KaTo CTe u3noJ3Baiu BroPair
Spiromax, cripere aa u3noassate BroPair Spiromax u Beanara kaxkere Ha Bamus nekap.
Anepruunure peakiuu kbM BroPair Spiromax ca meuectu (Mmorar ma 3acersar g0 1 Ha 100 mymrm).

Jpyrute He:XeNaHU peakiuu ca n30pOeHU T0-110ITY:

Yectu (Morar aa 3acersar a0 1 Ha 10 qymm)

e  ['nOuvHa wHeKIUs (MICUHUIA), TPUYNHSBAIIA OOJIE3HEHH, KPEMaBO-KbJITH, HAJINTHATH IIETHA B
ycTaTa U I'bpJoTO, KAKTO U Bb3MaJICHUE Ha €3UKa, Pe3raB IJac U Apa3HeHe Ha I'bpioTo. Moxe Ja e oT
oJ13a JIa M3IUIaKBaTe yCTaTa CH ¢ BOJa U BeJHara Jia s M3IUTI0BATe /WK J1a CH U3MHBATE 3b0UTE C
YeTKa Clie/l BCsKa MHXaJanys. Bamust iekap Moe Jia peuiie MpOTUBOrbONYHO JIEKapCTBO 3a
JieyeHHEe Ha MIICYHULIATA.

Bosnika B Myckymnute

Bonka B repba

I'pun

Hucku HuBa Ha Kanuii B KPbBTa (XUIIOKATUEMUS)

Br3nanenune Ha HOca (pUHUT)

Br3nanenue Ha cuHycHUTE (CHHY3UT)
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Br3manenue Ha Hoca ¥ TBPIIOTO (Ha30(hapUHTHUT)
I'maBoGomue

Kamuuia

[pa3HeHe Ha rbpIoTo

BonesneHocT wiu Bb3NajieHUEe Ha 3aJHATa YacT Ha T'bPJIOTO
Jpe3sras rnac uinu 3ary0a Ha riaca

3aMastHOCT

HeuecTu (Morat na 3acersat go 1 va 100 gymrm)

[ToBumeno HMBO Ha 3axap (TJII0K03a) B KPBBTA (XUIEPTINKEMEs ). AKO UMaTe 1uabeT, MOXKe Jia ce
M3HCKBa M0-YECTO MPOCIEAIBaHe HA HUBOTO Ha KPBbBHATA 3aXap U € Bb3MOXKHO J1a CE€ HAI0XKH
KOpUrupane Ha oonuyaitnoto Bu anTnanabetHo jgeueHue.

KarapaxTa (miepae Ha OKOTO)

MHoro ydecTeH ImyJic (TaxuKapIus)

VYcewasne 3a Tpenepene (TpeMop) U yCellaHe 3a y4ecTeH MyJiC (aIUTaLuH) - Te OOMKHOBEHO ca
0e30macHU 1 OT3BYy4aBaT IIPH NPOIbIKABaHE HA TEPAITUSATA.

UyBCcTBO Ha 6E3MOKONCTBO M TPEBOKHOCT

[NoBeneHuecky MPOMEHH, KATO HEOOMYAHA aKTUBHOCT M Pa3pa3sHUTEITHOCT (BBIIPEKH e Te3U eeKTH
BB3HUKBAT [VIABHO IPH JIE11a)

Hapymen csH

Kompusna Tpecka

Hazanna xonrectus (3amyiieH HOC)

HepaBHomepeH myiic (IpeAchpIHO MBXKIEHE)

Brananenue B o6nacTTa Ha TPBHIHUS KOII

Bonka B kpaiiHuIHTE (pBIETE U KpaKaTa)

bonka B cromaxa

Hapymeno xpanocmunane

VYBpexxJaHe U pa3KbCBaHE Ha KO)KaTa

Br3nanenue Ha koxxara

Bb3nanenue Ha rbpiioTO, OOMKHOBEHO XapaKTEPU3UPaLIo ce ¢ 00JKa B I'bPiaoTo ((papuHTHUT).

Peaxu (morat na 3acernat o 1 Ha 1 000 gymm)

3aTpyAHeHO IUIIaHe WM XPHIIOBE, KOUTO Ce BJIOIIABAT BeHAra cjel mpueM Ha BroPair
Spiromax. Ako ToBa ce CiIy4H, clpeTe 1a H3MoJ13BaTe HHXxajaropa BroPair Spiromax. M3nomn3saiite
Bamms 6sp3oaeiicTBan obiekdaBai (CiacuTeNIeH) HHXaIaTop, 3a 1a Bu moMorae na gumare u
BelHAra Kaxkere Ha Bamus jiekap.
BroPair Spiromax mMoske /1a TIOB/IHsie Ha HOPMAJIHOTO 00pa3yBaHe Ha CTEPOMIHN XOPMOHH B OpPraHU3Ma
Bu, ocobeno ako cre npreMany BUCOKHM JI03H 3a ABJITH NEpUOIU OT Bpeme. EdexTure BKiIrouBaT:

— 3a0aBsiHE Ha pacTea MPH Aela U IOHOLIH

— rmaykoma (yBpeKJlaHe Ha OYHUS HEPB)

—  3aKpbIVIEHO (JIYHOBUAHO) Jule (CHHIpoM Ha KymmHr)

Bammar JICKap MOKEC a Bu MMPOBEPsABa PCAOBHO 34 BCAKA OT TC3U HCIKCIIAaHU PCAKIIUU U [1a CC
yBEpsABa, 4€ NpueMare Hali-HHCKaTa J03a OT Ta3u KOM6I/IHaI_II/IH OT JICKApCTBa 34 KOHTPOJI Ha Bamrara
acTMa.

HepaBHomepeH iy HenpaBUIIeH MyJIC, WM MIpeckadaHe Ha chpueTo (aputmun). TpsoBa na kaxere Ha
Barmust niexap, HO He criipaiite mpuema Ha BroPair Spiromax, ocsen ako Bammsit nexap He Bu kaxe na
CIIpeTe.

I'bOruHa H(pEKIHA B XpaHOIIPOBOA, KOSITO MOXKE /14 IPHYMHHM 3aTPyIHEHO MIPETIbILAaHE.

C HeHn3BecTHaA 4eCTOoTAa, HO CHIIO MOZKE 1A Bb3HHUKHE:

3aMBbIJIEHO 3peHue
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CholIIaBaHe HA HeKeJAHU peaKkIuu

AKO TIOJIy4YHTe HIKaKBH HEXEJIaHU peakilny, yBegaomere Bamus nexap, papMalieBT Wik MEAUIIMHCKA CECTpa.
ToBa BKJIFOUBa BCUYKH Bb3MOXHH HEOMHCAHU B Ta3H JINCTOBKA HEXKEIAHU Peakiuu. MoxkeTe ChIo Ja
CHOOIMTE HEXKEITAHU PEaKIUU IUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMa 3a ChOOIaBaHe, IOCOYeHa B
[punosxenue V. Kato cho0I1aBare He)KEIaHU PEAKIIMK, MOXKETE Ja aJeTe CBOS IIPUHOC 3a MMOJIy4aBaHe Ha
MmoBeue HH(popMaIKs OTHOCHO 0€30I1aCHOCTTa Ha TOBA JICKapCTRO.

5. Kak n1a cexpansBate BroPair Spiromax
Jla ce cbXpaHsiBa Ha MSCTO, HEJOCTBITHO 3a JICIIa.

He n3non3BaiiTe TOBa JIGKAPCTBO CJIE]] CPOKA HA TOJHOCT, OTOENsI3aH BhPXY KapTOHEHATa OMAaKOBKa U
eTukera Ha Bamus unxanartop cien "T'oaen no:". CpokbsT Ha TOAHOCT OTFOBaps Ha MOCIEIHUS JEH OT
IIOCOYEHHS MECEII.

[a He ce cbxpansiBa Hax 25°C. [IpbikTe KanayeTo Ha MYHIIIYKa 3aTBOPEHO cJieJl OTCTPaHsIBaHe HA
o0BHBKaTa oT (osuo.

Jla ce M310J13Ba B paMKHUTe HA 2 Mecena cJiel M3BaxIaHe 0T 00BMBKaTa oT (osno. I3nomn3paiite
eTHKETa Ha MHXAIaTopa, 3a Ja 3alulleTe AaTaTa, Ha KOSATO CTe OTBOPUIM TOPOMUYKaTa OT (OJIHO.

He u3xBbpsiiTe JekapcTBaTa B KaHaIM3aUATa WM KOHTEHHEpa 3a JoMallHu oThaabiu. [lonuralite
Bamus dpapMarneBT kak 1a U3XBBPIATE JEKapCTBaTa, KOUTO Bede HE U3Moi3Bare. Te3u MEepKH Ie ClIOMOTHAT
3a OIa3BaHE Ha OKOJHATa cpefa.

6. ChabpkaHHe HA OIIAKOBKATA M JONNBJIHUTEIHA HHpoOpManms

Kakso cbabpaxa BroPair Spiromax

- AKTUBHH BEIIECTBA: CAIMETEePO U QIIyTHKA30HOB MPONHOHAT. Besika oTMepeHa 103a ChIbpKa
14 muxporpama canmeTepo (Kato carMeTeposnoB kcuHagoat) u 113 Mukporpama ¢GiryTHKa30HOB
npomuoHaT. Beska moctaBeHa j1o3a (1o3aTa, KOSITO U3IM3a OT MyHIIIyKa) Chabpxa 12,75 mukporpama
canmeTepo (Kato canMeTeposoB kcunadoar) u 100 Mukporpama GiayTHKa30HOB MPOIHOHAT.

- JIpyri ChCTaBKH: JITAKTO3a MOHOXHU/IPAT (BUXKTE TOUKA 2 10] 3ariaBueTo ,,BroPair Spiromax ceabpixa
JaKTo3a’).

Kaxk m3riie:xna BroPair Spiromax u KakBo ChAbpiKa 0NaKOBKaTa
Bcekn mnxanatop BroPair Spiromax chappxka mpax 3a HHXanamms 3a 60 MHXanauuu ¥ uMma Osuio TS0 ¢
MOJTYTIPO3PaYHO KBJITO Karade Ha MyHAIIyKa.

BroPair Spiromax ce mpeajara B ONAKOBKH, ChIbPKAllM | MHXAIATOp M B MHOTOJO30BH OIAKOBKH,
ChABPKAIIK 3 KAPTOHEHH OINAKOBKH, BCSKA ChAbpKaIa 1 uaxanatop. He Bcuuku BU0BE ONTAaKOBKU MOTaT Ja
ObJIaT IMyCHATH Ha Ma3apa BbB Baiarta nbpikana.

IIpuTtexaTes1 Ha pa3pelieHHETO 3a yNOoTpeda
Teva B.V.
Swensweg 5,

2031 GA Haarlem,
Hunepnannus

IIpoussoaure

Norton (Waterford) Limited T/A Teva Pharmaceuticals Mpnangus

Unit 14/15, 27/35 & 301, IDA Industrial Park, Cork Road, Waterford, Upnanaus
Teva Operations Poland Sp. z 0.0.

Mogilska 80 Str. 31-546 Krakow, TTomma
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3a JOIIBJIHUTCIIHA I/IH(I)OpMaI_II/IH OTHOCHO TOBaA JIEKapCTBO, MOJIsA, CBBPKETE CE€ C JIOKATTHUA IPEACTABUTEII HA

MIPUTEKATEIIS Ha Pa3pelIeHueTo 3a yIoTpeoa:
Belgié/Belgique/Belgien
Teva Pharma Belgium N.V./S.A./AG
Tel/Tel: +32 38207373

Bbnarapus
TeBa ®apma EAJ]
Ten.: +359 24899585

Ceska republika
Teva Pharmaceuticals CR, s.r.o.
Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf.: +45 44985511

Deutschland
TEVA GmbH
Tel: +49 73140208

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

E\rada
TEVA HELLAS A.E.
TnA: +30 2118805000

Espafia
Laboratorios BIAL, S.A.
Tél: +34 915624196

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.l.
Tel: +39 028917981

Lietuva
UAB Teva Baltics
Tel: +370 52660203

Luxembourg/Luxemburg

Teva Pharma Belgium N.V./S.A./AG
Belgique/Belgien

Tél/Tel: +32 38207373

Magyarorszag
Teva Gyogyszergyar Zrt.
Tel.: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z 0.0.
Tel.: +48 223459300

Portugal
Teva Pharma - Produtos Farmacéuticos, Lda.
Tel: +351 214767550

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenské republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland

Teva Finland Oy
Puh/Tel: +358 201805900
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Kbapog Sverige
TEVA HELLAS A.E. Teva Sweden AB
EALGOo Tel: +46 42121100

TnA: +30 2118805000
Latvija
UAB Teva Baltics filiale Latvija
Tel: +371 67323666
JlaTta Ha nocJieIHO npepasrJie:kaaHe HA JTUCTOBKATAa

JApyru n3rouHuny Ha mHpopManus

[Toapo6Ha mHGOpPMAIIKS 32 TOBA JICKAPCTBO € MIpeIocTaBeHa Ha yeOcaiiTta Ha EBponeiickara areHmus 1mo
nexapcTrara http://www.ema.europa.eu.
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JIucToBKAa: I/lll(l)OpMalII/lﬂ 3a manMeHTa

BroPair Spiromax 12,75 mukporpama/202 MuKkporpamMa mpax 3a HHXaJJamusi
canMeTepon/ (bHyTI/IKaBOHOB MMpoImruoHaT
(salmeterol/fluticasone propionate)

IIpoyeTreTe BHUMATETHO HAIATA JUCTOBKA, IIPEAH 1A 3all0YHeTe 1A N3110J13BaTe TOBA JIEKapCTBO, Thil
KaTo TH ChAbP:Ka BaxkHa 32 Bac nundopmanus.

- 3amnasere Ta3u JUCTOBKA. MoXKe 1a ce HaJIOXKU Ja g IPOUYETEeTe OTHOBO.

- AKO MaTe HIKAKBHU JOIBIHUTEIIHH BBIPOCH, onuTaiTe Bamus nekap, papManeBT Wi MEIULIWHCKA
cecTpa.

- ToBa nekapcTBO € npeanucado JIMuHo Ha Bac. He ro mpeorcrrnBaiite Ha apyru xopa. To Moxe na um
HaBpEIH, HE3aBUCUMO Y€ MPU3HALUTE Ha TAXHOTO 3a00JsBaHe ca ChIIUTE KaTo Bamure.

- AKO mosTyunTe HAKaKBU HEXXEJaHU peakuy, yBeaomere Bamms nekap, papmaneBT win MeIUIMHCKA
cecTpa. ToBa BKJIIOUBA U BCHUKH Bh3MOXKHH HEXXEJIAaHHU PEAKIIHH, HEOMTMCAaH! B Ta3M JINCTOBKA. Binkre
TouKa 4.

Kakso CbhbABbpPiKa Ta3u JIMCTOBKaA

Kakso nipescrasisisa BroPair Spiromax u 3a KakBo ce M3oJ13Ba
KakBo Tps0Ba 11a 3Haere, npeau aa usnonssare BroPair Spiromax
Kak na usmonssate BroPair Spiromax

BB3MOKHHM HEXETaH! Peakiuu

Kaxk na cexpansiate BroPair Spiromax

ChabppikaHue Ha ONIAKOBKATA U JIOIBJIHUTEIHA HH(OPMAITUS

AN N

1. Kakso npeacrasiasisa BroPair Spiromax u 3a kakBo ce U310J13Ba
BroPair Spiromax chabpxa 2 akTHBHH BEIIECTBA: CAIMETEPOIT U (DITyTHKA30HOB MPOITHOHAT:

e Casmerepon e IbAroAeHcTBaIl OpoHXoAMIaTaTop. bpoHXOMMIIaTaTOPUTE IOMAraTr Ha TUXaTeIHUTEe
IbTHUIIA B OesuTe 1poOoBe J1a OcTaHaT OTBOPEHU. ToBa ylIecHsIBa BIN3aHETO U U3JIN3aHETO Ha Bb3AyXa.
Edexrure npoapmkaBaT Haif-manko 12 vaca.

e  DnyTHKa30HOB NPOMUOHAT € KOPTHKOCTEPOU/I, KOWTO HaAMalsiBa OTOKA U IPa3HEHETO B OenuTe ApoOoBe.

BroPair Spiromax ce u3mosn3Ba 3a JIedYeHHe Ha acTMa IPU BB3PACTHU U IOHOIIH Ha Bh3pacT 12 U moBeue
TOJIMHH.

BroPair Spiromax cnomara 3a nmpeoTBpaTsiBaHe Ha MoOsIBaTa Ha 3a1yx u xpunose. He TpsioBa 1a ro
U3M0JI3BaTe 32 00/IeKYaBaHe HA ACTMATHYEH MPUCTHI. AKO MMAaTe aCTMATHYEH MPUCTHII,
u3noJ3BaiiTe 6bp3oaeiicTBal 00eKUaBaIl (CHACUTEEH) MHXAJIATOP KaTo cajndyramoJi. Bunaru
TpsidBa 1a HocuTe Bamms 6bp3oaeiicTBain cnacuTesien HHxaaaTop ¢ Bac.

2. Kaxkgo Tps6Ba 1a 3HaeTe, mpeau Aa usnoassare BroPair Spiromax

He n3noma3Baiite BroPair Spiromax
- aKo CT€ AIEPTUYHH KbM CalIMETePOJI, (IIyTHKA30HOB MPOMHOHAT UM KbM HSAKOS OT OCTAaHAIINTE
CHCTAaBKU Ha TOBA JIEKApCTBO (M30pOCHU B TOUKA 6).

IIpenynpe:xaeHus U mMpeanasHu MepKu

T'oBoperte ¢ Bamms ekap, (hapMaIieBT WM MEAWIIMHCKA CEeCTpa, peaun aa usnonssare BroPair Spiromax,
aKo uMare:

®  CBbpJCYHO 3a00JIsIBaHE, BKIFOUUTEITHO HEPABHOMEPCH HITH YUECTEH ITyJIC

L CBPbXaKTUBHA IMUTOBHUAHA KJIC3a

®  BHCOKO KPBBHO HJISITaHE
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e 3axapeH nuaber (BroPair Spiromax mMoxe aa moBuiM KpbBHaTa Bu 3axap)
® HHCKO HUBO Ha KaJIMi B KPBBTa
e T1yOepkynosa (Th), cera unu ako cTe UMalli B MUHAJIOTO, HIIM JPYTH 0eIopoOHN HHPEKIUH

Cpprkere ce ¢ Bammst nexap, ako IMaTe 3aMbIJICHO 3PEHUE WITH IPYTH 3PUTEIHN HAPYIICHHUS.

Jeua u roHomu
He naBaiite BroPair Spiromax Ha jaeiia 1 roHoIIH 110 1 2-roiniiiHa Bb3pacT, Thil KATO HE € IPOYUYCHO TPH Ta3u
BB3pacToOBa Ipyra.

Jpyru jgexkapera u BroPair Spiromax

TpsioBa na kaxere Ha Bamms nekap, MeqUIIMHCKA cecTpa Win (apMarieBT, ako mpruemMare, HaCKopo CTe
npHeMali WK € Bb3MOXKHO J[a TIpueMaTe Ipyru JiekapcTsa. BroPair Spiromax Mosxe 1a He € moXofsI 3a
ymotpe0da 3aeTHO ¢ ONpEIeNICHN IPYTH JICKapCTBa.

TpH6Ba Ja KaXXE€TE Ha Bamms JICKAp, aKO NprUeMarte CICAHUTEC JICKApCTBA, MIPCAU Ja 3alIOYHCTC Oa
usmoassaTe BroPair Spiromax:

L Octa 6n01<ep1z1 (KaTO aTCHOJIOJI, TPOIPAHOJIOT U COTaJ'IOJ'I). bera 6J'IOKepI/IT6 CC MBIIOJI3BAT I'NIaBHO IIpH
BHCOKO KPBbBHO HAJIATaHC WU 3a00JI9BaHUs HA ChPUETO KaTO CTCHOKAapAus-.
L4 JICKapCTBa 34 JICYCHUC Ha I/IH(i)eKI_II/II/I (KaTO PUTOHABUP, KETOKOHA30JI, U”TPAKOHA30JI U epI/ITpOMI/ILII/IH).

Hsikom oT Te3u JekapcTBa MOTaT Jia TIOBUILAT KOJIWYECTBOTO HA CAIMETEPOI WK (IIyTHKa30HOB
MIPONMOHAT B oprann3Ma Bu. ToBa MoXxe 1a OBUILM pHCKa OT HEKEJIAaHU PEAKLUH [IPU JICICHUE ChC
BroPair Spiromax, BKIIOUHTEIHO HEpaBHOMEPEH ITYJIC, UITH JIa BIIOIIH HEKETAHUTE PEAKITHH.

J KOPTUKOCTEpOU M (IpUeMaHH IIpe3 ycTaTa Wik upe3 nmxekuus). CkopoiHa ynorpeda Ha Te3u
JiekapcTBa OM MOTJIa Jia moBMIM pucka BroPair Spiromax na nonusic Hanob0peunure Bu sxiesn,
KaTo HaMaJik KOJINYECTBOTO Ha CTEPOUIHNTE XOPMOHH, IPOM3BEXKIAHH OT JKJIe3UTe (IOTUCKaHE Ha
(hyHKIIMATa HA HATOBOPEUHUTE KIIE3H).

o JIMYPETHUIIN - JIEKAPCTBA, KOMTO MOBHUIIIABAT 00pa3yBaHETO HA yPHHA U CE M3IIOJI3BAT 3a JICUCHUE Ha
BHCOKO KPBBHO HaJIsITaHE.

o JIPYTH OpPOHXOAMIATATOPH (KaTO Cal0yTamon).

) KCAaHTHHOBH JIeKapCcTBa KaTo aMuHOMUIMH U TeopminH. Te 4ecTo ce U3Mo3BaT 3a JICUCHHUE Ha acTMa.

Ormpeenenu JekapcTBa MOrar ia yewist epekrute Ha BroPair Spiromax u BammsT jekap Moxe J1a moucka
na Bu npocnensiBa BHUMATEIHO, aKO IpHeMaTe Te3H JeKapcTBa (BKIIOYUTENHO HIKOM JiekapcTBa 3a XMB:
PUTOHABHD, KOOUIHCTAT).

BbpeMeHHOCT 1 KbpMeHe
AKko cTe OpeMeHHa, cMsTaTe, Ye MOKe J1a cTe OpeMeHHa WK IJIaHupaTe OpeMEHHOCT, OCHBETBANTE ce C
Bamus nexap, MenuIHCKa cecTpa WM (papMareBT Ipeau yrnoTpedaTa Ha TOBa JIEKapCTBO.

He e u3zBecTHO nanu ToBa JEKapCTBO MOKE J1a IPEMHUHE B KbpMaTa. AKO KbPMUTE, IOCHBETBANUTE CE C
Bamus nekap, MequIHCKa cecTpa mwin ¢apMaineBT Ipean yrnoTpedaTa Ha TOBaA JIEKapCTBO.

lodupane u padora ¢ MalIUHU
He ce ouaxBa BroPair Spiromax na nosnusie Ha ciocodHocTTa B 32 mogupane u padora ¢ MamHH.

BroPair Spiromax csabp:ka JakTo3a

Bcesika 10o3a oT TOBa JIEKapCTBO ChABPIKA MPUOTUUTENHO 5,4 MUIATpama Jiakto3a. Ako Bammsr nexap Bu e
Ka3aj, ue uMaTe HETIOHOCUMOCT KbM HSAKOW 3aXapH, CBBPIKETE CEe C HETO, MPEIH J1a IPUEMETE TOBA
JIEKapCTBO.

3. Kak na u3noassare BroPair Spiromax

Bunaru m3non3BsaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e kazan Bammsr nekap mimum ¢papmaneBT. AKO He cTe
CUT'YPHU B Helllo, nmonurtaiTe Bamus nexkap win GapmarieBr.
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[IpenoppuntenHara 103a € e1Ha MHXANANWS ABa TBTH JHEBHO.

. BroPair Spiromax e npefHa3zHaueH 3a IbITOCPOUHA peloBHA yroTpeba. M3momn3Baiite o Bceku JicH, 3a
Jia 1bpku actMata Bu non kouTpos. He uznon3saiiTe moBeue OT NpenopbynuTENHATA J03a. AKO HE CTE
CUTYPHU B HEIIO, TonuTaiiTe Bamus iekap, MeUIIMHCKA CeCTpa WK (apMaIieBT.

. He crupaiite nmpuema na BroPair Spiromax u He HaMassBaiiTe qo03arta, O€3 ITbPBO Ja CTE TOBOPHIIH C
Bamms nekap nim MeIMIMHCKA CECTpa.
. BroPair Spiromax Tpsi0Ba 1a ce MHXaaMpa npes ycrara.

Bamusr nekap unu MeIuiMHCKA cecTpa e Bu nomorue a koutposiupare Baiara actma. Jlekapst uinu
MEJIMLMHCKATa CecTpa Ie CMEHHU BalieTo nHXanaTopHO JEKapCTBO, aKO € HY>KJAeTe OT Apyra 103a, 3a Aa
KOHTpOJIUpaTe acTMarta npaBuiaHo. He nmpoMensiiTe o0aue Opos Ha MHXAJIAIMUTE, IPEANUCcaH oT Barmus
JIeKap WM MEJWIIMHCKA cecTpa, 0e3 MbPBO Ja TOBOPHTE C THIX.

AKO acTMaTa MM JMIIaHeTo By ce Biomar, TpsidBa na ka:kere Ha Bamus jiekap Beqnara. Ako
YyBCTBATE, Y€ XPUIIOBETE Ca CE 3aCWIIMJIM, YCELaTe M10-4€CTO CTATaHE B IbPAUTE WIKM UMAaTe HYKJa 1a
u3MoJ3BaTe noseve ot Bamero 6pp30aelicTBaIOTO 00IEKYaBaIIo JIEKapCTBO, acTMaTa Bu Moske na ce
BionraBa u Bue Moxxe 1a ce pasboneere cepuosHo. [Ipoabinkere na usnons3sate BroPair Spiromax, HO He
yBeIMuaBaiite Oposi Ha MHXaIAIMKUTE, KOUTO Ipuemare. BeqHara nocerere Bamus nekap, Thi KaTo MoXxe 1a
Ce Hy»KJaeTe OT JOIbIHUTEIHO JICYCHHE.

VYka3aHus 3a ynorpeda

O0yuenue

Bamusr gexap, MeaMuMHCKA cecTpa win ¢papmaneBT TpsiOBa 1a Bu o0y4yart kak 1a usnoJsBare
Bamms nHXaaaTop, BKIKYMTEIHO KAK 1a HHXaJupaTe 103a eexTuBHO. ToBa 00y4eHue e BaxkHO, 32
Ja ce rapaHTHpa, Ye NoJIy4YaBaTe 103aTa, OT KOSTO ce Hy:KlaeTe. AKO He cTe MOJYy4H/IH TAKOBa
o0ydeHuUe, MOJIs, MOMCKAaliTe BamuaT Jexkap, MeAnuMHCcKa cecTpa Wwin ¢papmaneBT 1a Bu mokaxar
KaK /1a U3MoJ13BaTe Bamms nHxXaJaTop NpaBu/Ho, MPeIN 1a ro N3M0JI3BaTe 3a MbPBHU MbT.

Bamusr nexap, MeqUIMHCKA cecTpa Win (apMarieBT TpsAOBa ChIIO0 TaKa Ja MPOBEPSBAT OT BpEMe Ha BpeMe
4e M3MOJI3BaTe HHXANAaTopa Spiromax MpaBHIHO M KaKTO € Tpeanucano. Ako He usnmoissate BroPair
Spiromax npaBUIIHO WM HE BAUIIBATE OT HETO AOCTATHYHO CHJIHO, MOKE J1a HE MOJy4aBaTe JOCTAThYHO
nexapcTBo B Oenute qpobdoBe. ToBa 03HaUYaBa, ve JICKAPCTBOTO HAMA J]a MOMOTHE 3a acTMaTa Bu, kakto 61
TpsiOBao.

IMoaroroBka Ha BroPair Spiromax
IMpenun na nznon3sare Bamms BroPair Spiromax 3a mspBu mbT, TpsiOBa Jia ro MOATOTBUTE 32 YIIOTpeOa,
KaKTO cjeqBa:

e [IpoBepere 1030BHsI HHOUKATOP, 3a Ja ce yoeaure, ye nMa 60 MHXaIaluy B HXAJIaTopa.

e 3amumieTe Jarata, Ha KOATO CTC OTBOPUIIN TOp6I/I‘lKaTa oT (1)OJ'II/IO, BBpPXY CTUKCTA HA UHXAJIATOpA.
e Hee HCO6XO,I[I/IMO Ja pa3KijialaTte nHxajaaTtopa, npcau aa ro u31moJI3Barte.

Kak na cu HanpaBUTEC HHXaAJALUA

1. XBaneTe HHXAJIATOPA C MOJIYIPO3PAYHOTO XKBJIITO Karaye Ha MyHJIIIYKa HAJOIY.
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2. OTBOpCTe KanadyeTo Ha MYHAIIYKa, KaTO 'O HATUCHETC HAA0JY, JOKATO 1YyCTC CUJIHO HIPAKBAHC. Tosa e
OTMCPHU €AHAa J03a OT Bamero JICKAapCTBO. Bammsar HWHXAaJIaTOp BCYEC € TOTOB 3a yHOTpe6a.

A

Bb3AYLUEH
OTBOP

-

OTBAPAHE

3 M3pumaiite BHUMATEITHO (KOJIKOTO MOXKeETe, Oe3 aa ycemiare auckomdopt). He usnuimnsaiite mpe3s
HWHXAJNaTopA.

4 TlocraBeTe MyH/IIyKa B yCTaTa CH M 3aTBOPETE YCTHUTE CH IUTHTHO OKOJIO HeTro. BHMMaBaiite na He
3aIyIrTe BH3AYIIHUTE OTBOPH.
Baumaiite cunHo 1 abi100K0 Ipe3 ycTara, JOKOJIKOTO MOXKETE.
OO0BpHETE BHUMAHHE, Y€ € BAKHO J1a BAHUIIATE CHIIHO.
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BAOULLBAHE

5 H3Banere uHXasaTopa oT ycTara cu. Moe J1a yceTUuTe BKyC, KOraTo CU IpaBUTE MHXAJIAlMATA.

6 3aapbxTe AMIIAHETO CH B MPOAbIDKEHHE Ha 10 ceKyHIM MIH KOJIKOTO MOXKeTe, Oe3 Ja ycemare
JIUCKOMQOPT.

7 Caen ToBa M3IUIIANITE BHUMATEIHO (HE U3UIIBANTE PE3 HHXAIATOPA).

8 3aTBopere KamayeTo HA MYHIILYKA.

3ATBAPAHE

o (Cues Besika J1o3a M3IIIAKBANWTE yCTaTa CH C BOJIA | 51 M3ILTIOBANTE W/WITH CH M3MHBalTe 350HTE C YeTKa,
MIpeau J1a CU U3IUIAKHETE ycTara.

He ce onutBaiite n1a pa3rio6sBaTe MHXaaTOpa, a CBAJIATE UM Jla U3BUBATE KalayeTo Ha MyHALTyKa.
Kamaueto ¢ pukcupano koM Barims nHxanaTop 1 He TpsOBa Jia ce CBaJIsl.

He usnon3aiite Bamms Spiromax, ako € MOBpeeH WK aKo MyH/IIIYKBT € OTJIEICH OT HEro.

He otBapsiiTe 1 He 3aTBapsAiTe KarayeTo Ha MyH/IIIYKa, OCBEH aKO HE MPEJICTOU Ja U3IMO0JI3BaTe
HHXAanaropa.

IMouyucTBane Ha Bamms Spiromax
[TonabpxaiiTe MHXAMATOpPa CyX U YHCT.
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Axo e HeoOX0 MO, MOXKeTe Jia 3a0bpcBaTe MyH/IIITyKa Ha Bamms nHxanatop che cyxa Kbpla Wi XapTHeHa
canderTka.

Kora na 3anounere 1a n3nosa3Bare HoB BroPair Spiromax
e J[030BUAT HHIUKATOP HA I'bp0OA HA MHXANAaTOpa By mokas3Ba KOJIKO /103U (MHXAJAIMK) OCTAaBaT B
WHXaJIaTopa, KaTo 3amo4sa ot 60 WHXaIalun, KOraTo € IbJIeH, U 3aBbpiBa ¢ 0 (Hyna), KoraTto € mpas3eH.

e J[030BUAT MHAMKATOP MOKa3Ba OpOs HAa OCTABAIIMTE MHXAJAllMU KaTo YeTHHU yKncia. PazcTosHusaTa
MEX/ly YeTHHUTE YUCIIa MPECTABIISBAT HEUSTHOTO YMCIIO HA OCTABAIUTE HHXAJAIHH.

e Koraro octaBat 20 WM M0-MaJIKO JTO3H, YUCIIATa CE MMOKa3BaT B 4epBeHO Ha Osut ¢poH. Korarto ce mosiBsit
YepBeHH LU(PH B MPO30pUETO, TpsIiOBa 1a moceTuTe Bammms nexap wim MeAULMHCKA CecTpa, 3a J1a
B3E€METEe HOB MHXAJIATOP.

3abeiexka:

e  MyHIIIYKBT HPaKBa, JOPH KOraTo MHXANaTopbT Bu e npaseH.

e  AKO OTBOpPHUTE M 3aTBOPUTE MYH/IIIyKa, O€3 Ja CH HANPaBUTE WHXAJAIMS, JO30BUAT UHINKATOP TaK IIe 5
oTYeTe KaTo HanpaBeHa. Tasu J103a ChC CUTYPHOCT IIE Ce 3aIbPKH B MHXAJIATOPA 3a Cle/BallaTa
IiaHupaHa jo03a. He € Bb3MOXKHO CliydaifHO Ja mpreMeTe MmoBeye JICKapCTBO MIIH JIBOMHA 71032 IPU
1 uaxanamus.

AKo cTe H3M0JI3BAJIN MOBeYe OT HeoOxoauMaTa o3a BroPair Spiromax

BaxkHo e 1a u3non3BaTe 103arta, KOATO € mpeAnucana ot Bamus nexap nnn MmeauuHcka cectpa. He tpsosa
Jla IpeBHIIIaBaTe NpeIIrcanaTa 103a, 0e3 1a cTe MOCHBETBAIH C JIeKap. AKO CIIydaiiHO IIpHEeMeTe IoBede
JI03U OT IPENOpPbUUTENIHUTE, TOBOpeTe ¢ BamaTa MeauiacKa cectpa, gexkap wii papmanesT. Moxe 1a
3a0enexuTe, 4e MyJIchT Bu e mo-ydecteH oT 00M4aifHOTO U 4yBCTBATE, Ye TpernepuTe. Moxke ChIIOo J1a IMaTe
3aMasiHOCT, TTIaBOOOIIHE, MyCKYJTHA CIIA00CT ¥ OOJIKK B CTaBHTE.

AKO MHOTOKPATHO CTe M3IOJI3BAIA TBBP/IE MHOTO 71031 BroPair Spiromax 3a 1616l mepros OT BpeMe,
TpsI0Ba 1a ce mochBeTBaTe ¢ Bamms nekap wnn apmanest. ToBa ce Haiara, 3aI10TO H3MOI3BAHETO HA
TBBpe MHOTO BroPair Spiromax mMoske 1a HaMaJld KOJIMYECTBOTO Ha CTEPOUIHUTE XOPMOHH, ITPOU3BEKIAHN
oT HagOBOpeunuTe Bu xiesn.

AKo cTe mpomycHau 1a u3noussare BroPair Spiromax

AKO cTe TIpOIyCHAJIM J1a IPHEMETE €IHa /1033, B3eMETe s BeJHAra oM cu ciomuure. O6ade He npuemaiite
JIBOWHA /1033, 3a 1a KOMIIEHCHpATe MPOITyCHATaTa 103a. AKO BPEMETO 3a Cle/Balara 103a Ha0imKaBa,
MPOCTO B3eMeETE CiIeBaliara 103a B 00MYaiiHOTO BpEME.

Axo cTe cipesin ynorpedara na BroPair Spiromax

MHoro e BakHO 1a mpuemare BroPair Spiromax Bceku jieH, KakTo ce npenophusa. [IpoabikaBaiiTe 1a ro
npuemMare, 10kato BamusT nexap Bu xaxe ga cnpere. He cimpaiiTe u He HamassiBaiiTe psi3Ko
Bamara no3a BroPair Spiromax. ToBa Moxe fia BIOIIN JUIIaHeTo Bu.
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OcBeH TOBa, aKO BHE3AITHO CIIpeTe preMa Ha BroPair Spiromax miu nHamamute Bamrara nqosza BroPair
Spiromax, ToBa MOXe (MHOTO PSIKO) /1a MPHYUHU ITPOOIEMH ITOPaIH MTPOU3BOJACTBOTO HA HAMAJICHO
KOJIMYECTBO CTEPOUIHU XOPMOHHU OT HaAOBOpeunuTe Bu xkie3n (HanObp0pedHa HeTOCTaThYHOCT), KOSTO
MOHSIKOTA TIPUYHHSBA HEXXETIaHU PEaKIUH.

Te3u HEXKETaHN p€aKknonu Morat Ja BKJIFOYBAT BCAKO OT CJICIHUTEC:

OoJsika B cTOMaxa

yMopa U 3ary0a Ha aneTuT, TaJeHe
NPUIIONIABAaHE U JHAPUS

3ary0a Ha Terjio

T71aBOOOJIHE MM CHHIMBOCT

HHUCK{ HHBA Ha KpbBHATa 3axap

HHUCKO KPBBHO HAIATAHE U I'bPUOBE (MIPUTIAIBIIH)

Korato opranm3msT Bu e moj cTpec, kaTo npH MOBHIIIEHA TEMIIEpaTypa, 3JI0MO0TyKa Wi HapaHsBaHe,
nHGEKIHS WIM XUpypruiecka HaMmeca, Hal0bOpeuHaTa HeIoCTaThYHOCT MOXKE a ce BiIowu U Bue moxe na
MOJYYHTE CHIIO U U30POCHHUTE MO-TOPE HEXKETaHU PEaKIIHU.

AKO TIOJTyYrTe HAKAKBU HE)KCIIAHN PEaKIlnK, yBeroMere Bamus nekap win gapmarieBt. 3a ia ce
MPEIOTBPATAT TE3W CUMIITOMH, Barmusit iekap Moke 1a Bu npearnuiie 10mbIHUTETHH KOPTUKOCTEPOU TN
nox (hopMaTa Ha TabJICTKH (KAaTO MPEIHU30JIOH).

AKO “MaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHU € YIOTpebaTa Ha TOBa JICKApCTBO, IONUTATe
Bamms nekap, ¢papManeBT WM MEIUIIMHCKA CECTpa.

4. Bb3MoKHYN HexkeTaHU peakuuu

Kakrto Bcnuku jekapcTBa, TOBa JIEKapCTBO MOJKE /1A IPEIN3BUKA HEXKEJaHU PEAKLIUH, BBIIPEKH Y€ HE BCEKU
I'l IOy4aBa. 3a Jla ce HaMaJld BEPOSITHOCTTA 32 HEXeJaH!U peakiuy, BamuaT nexap me Bu npeanuine Haii-
HHCKaTa J03a Ha Ta3d KOMOMHANUS OT JIEKapCTBa 3a KOHTPOJ Ha Bamnara actma.

AJlepru4Hy peakumu: Mose /a 3adejie;kure, ye AulIaHeTo Bu n3BeHbK ce BJIOLIABA BeHara cJjej
KaTo cTe u3noasayimu BroPair Spiromax. Moske /1a uMaTe CHITHH XPHUIIOBE U J1a KAILISATE WU JIa UMaTe
3a;yx. Moxe chIlo Taka ja 3abenexure chpOek, 00puB (KONPUBHA TPECKa) U rmoayBaHe (0OMKHOBEHO Ha
JIUTETO, YCTHHUTE, €3UKa WM T'HPIIOTO) WM MOXKE M3BETHBXK Ja MOYyBCTBAaTE CHITHO ChpIieOueHe wim 1a Bu
MIPIJIOIIIEE ¥ J]a C€ TTOYyBCTBATE 3aMasHU (KOETO MOJKe /1a AOBEle /IO KOJIalcC WK 3ary0a Ha Ch3HAHHE). AKO
MOJIyYHTE HAKOU OT Te3H epeKTH UJIH aKO ce MOABIT BHE3AIHO, cJie]] KaTo cTe u3noJ3Baiu BroPair
Spiromax, cripere a1a u3noassate BroPair Spiromax u Beanara kaxkere Ha Bamus nekap.
Anepruunute peakiuu kbM BroPair Spiromax ca Heuectu (Mmorar ma 3acersar g0 1 ma 100 mymrm).

Jpyrute HeXeNaHU peakiuu ca n30pOeHU T0-110ITY:

Yectu (Morar jga 3acersar a0 1 Ha 10 qymm)

e  ['nOuvHa mHpeKIUS (MICUHUIIA), TPUYNHSBAIIA OOJIE3HEHH, KPEMaBO-KbJITH, HAJINTHATH NTETHA B
ycTaTa U I'bpJoTO, KAKTO U Bb3MaJICHUE Ha €3UKa, Pe3raB IJlac U Apa3HeHe Ha I'bpioTo. Moxe 1a e oT
0J13a J1a M3IUIaKBaTe yCTaTa CH C BOja M BeJHara Jia s M3ILTI0BATe W/WIIK Jla CU U3MHBATE 350HUTE C
YeTKa Clie/l BCsSKa MHXaJanysl. Bamust iekap Moe Jia Mpe/niie MpOTUBOTbONYHO JIEKapCTBO 3a
JieyeHHEe Ha MIICYHUIIATA.

Bosnika B Myckymnute

Bonka B repba

I'pun

Hucku HuBa Ha Kanuil B KPbBTa (XUIIOKATUEMUS)

Br3nanenune Ha Hoca (pUHUT)

Br3nanenue Ha cuHycHuTe (CHHY3UT)
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Br3manenue Ha Hoca ¥ TBPIIOTO (Ha30(hapUHTHUT)
I'maBoGomue

Kamuuia

[pa3HeHe Ha rbpIoTo

BonesneHocT wiu Bb3NajieHUEe Ha 3aJHATa YacT Ha T'bPJIOTO
Jpe3sras rnac uinu 3ary0a Ha riaca

3aMastHOCT

HeuecTu (Morat na 3acersat 1o 1 va 100 gymrm)

[ToBumeno HMBO Ha 3axap (TJII0K03a) B KPBBTA (XUIEPTINKEMUs ). AKO UMaTe 1uabeT, MOXKe Jia ce
W3UCKBA I10-YECTO MPOCIeAsBaHe HA HUBOTO HA KPbBHATA 3aXap U € Bb3MOXKHO J1a C€ HAJI0XKHU
KOpUrupane Ha oonuaitnoto Bu anTnanabetHo jeueHue.

Karapakra (mepze Ha OKOTO)

MHoro ydecTeH ImyJic (TaxuKapIis)

VYcewane 3a Tpenepene (TpeMop) U yCellaHe 3a y4ecTeH IyJIC (aluTaluH) - Te OOMKHOBEHO ca
0e30MacHU W OT3BYy4YaBaT IIPH NPOIBbIKaBaHE HA TEPAITUATA.

UyBcTBO Ha 6E3MOKOKCTBO M TPEBOKHOCT

[NoBeneHueckr MPOMEHH, KaTO HEOOMYaiiHa AKTUBHOCT U Pa3pasHUTEITHOCT (BBIIPEKH Y€ Te3U eEeKTH
BB3HUKBAT [VIABHO U JIe11a)

Hapymen csH

Kompusna Tpecka

Hazanna xonrectus (3amyiieH HOC)

HepaBHomepeH myiic (peAchpIHO MBXKIEHE)

Brananenue B o6nacTTa Ha TPBIHUS KOII

Bonka B kpaiiHuIMTE (pBIETE U KpaKaTa)

bonka B ctomaxa

Hapymeno xpanocmunane

VBpexxJaHe U pa3KbCBaHE Ha KO)KaTa

Br3nanenue Ha koxxara

Bb3nanenue Ha rbpiioTo, 0OMKHOBEHO XapaKTEPU3UPaLIo ce ¢ 00JKa B I'bpiaoTo ((papuHTHUT).

Peaxu (morat na 3acernat 1o 1 Ha 1 000 gymm)

3aTpyAHeHO TUIIaHe WM XPHIIOBe, KOUTO Ce BJIOIIABAT BeHAra cjel mpueM Ha BroPair
Spiromax. Ako ToBa ce CiIyuH, clpeTe 1a H3MoJ13BaTe MHXxajaropa BroPair Spiromax. M3non3saiite
Bamms 6sp3oaeiicTBan obiekdaBai (CiacuTeNIeH) HHXaIaTop, 3a Aa Bu moMorse na gumare u
BelHAra Kaxkere Ha Bamus jiekap.
BroPair Spiromax mMoske /1a TIOB/IHsie Ha HOPMAJIHOTO 00pa3yBaHe Ha CTEPOMIHN XOPMOHH B OpPraHU3Ma
Bu, ocobeno ako cre npreMany BUCOKHM JI03H 3a ABJITH NEpUoIu oT Bpeme. Edexture BKirouBaT:

— 3a0aBsiHE Ha pacTea MPH Aela U IOHOLIH

— raykoma (yBpekJlaHe Ha OYHUS HEPB)

—  3aKpbIVIEHO (JIYHOBUAHO) Juue (CHHIpoM Ha KymmHr)

Bammar JICKap MOKEC a Bu MMPOBEPsABa PCAOBHO 3a BCAKA OT TC3U HCIKCIIAHN PCAKIIUU U [1a CC
yBEpsABa, 4€ npueMarte Hali-HHCKaTa J03a OT Ta3u KOM6I/IHa]_II/I$I OT JICKApCTBa 3a KOHTPOJI Ha Bamrara
acTMa.

HepaBHoMepeH uiu HempaBHIIeH MyJIC, MU ITpeckadaHne Ha chpiero (aputMuu). TpsOBa 1a kaxeTe Ha
Barmust niexap, HO He cripaiite mpuema Ha BroPair Spiromax, ocBen ako Bamwmsit nexap He Bu kaxe na
CIIpeTe.

I'bOnuHa HQEKIMA B XpaHOIIPOBOA, KOSITO MO>KE J1a IPUYMHU 3aTPYJHEHO MPErIbIIaHe.

C HeHn3BecTHaA 4eCT0TAa, HO CHIIO MOZKE 1A Bb3HHUKHE:

3aMBbIJIEHO 3peHue
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CholIIaBaHe HA HeKeJAHU peaKkIuu

AKO TIOJIy4YHTe HIKaKBH HEXEJIaHU peakilny, yBegaomere Bamus nexap, papMalieBT Wik MEAUIIMHCKA CECTpa.
ToBa BKJIFOUBa BCUYKH Bb3MOXHH HEOMHCAHU B Ta3H JINCTOBKA HEXKEIAHU Peakiuu. MoxkeTe ChIo Ja
CHOOIMTE HEXKEITAHU PEaKIUU IUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMa 3a ChOOIaBaHe, IOCOYeHa B
[punosxxenue V. Kato cho0I1aBate HeXEIaHH PEAKIMH, MOXKETE Ja IaJeTe CBOSI PHHOC 3a MOJTyYaBaHe Ha
MmoBeue HH(popMaIKs OTHOCHO 0€30I1aCHOCTTa Ha TOBA JICKapCTRO.

5. Kak n1a cexpansBate BroPair Spiromax
Ila ce cbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JCIa.

He n3non3BaiiTe TOBa JIGKAPCTBO CJIE]] CPOKA HA TOJHOCT, OTOENsI3aH BhPXY KapTOHEHATa OMAaKOBKa U
eTukera Ha Bamus unxanartop cien "T'oaen no:". CpokbsT Ha TOAHOCT OTFOBaps Ha MOCIEIHUS JEH OT
IIOCOYEHHS MECEII.

[a He ce cboxpansBa Hax 25°C. [IpbikTe KanayeTo Ha MyHIIIYKa 3aTBOPEHO cJie]l OTCTPaHsIBaHe HA
o0BHBKaTa oT (osuo.

Jla ce M310J13Ba B paMKHUTe HAa 2 Mecena cJiel H3BaxIaHe 0T 00BMBKaTa oT (osno. M3nomn3paiite
eTHKETa Ha MHXAIaTopa, 3a Ja 3alulleTe AaTaTa, Ha KOSATO CTe OTBOPUIIM TOPOMUYKaTa OT (OJIHO.

He u3xBbpisiiTe JekapcTBaTa B KaHAIU3AMATA WM KOHTEHHEpa 3a JoMalllHu oTnaabiu. [lonuraiite
Bamus dpapMmarneBT kak 1a U3XBBPIATE JEKapCTBaTa, KOUTO BeUe HE U3Moi3Bare. Te3u MEepKH Ie ClIOMOTHAT
3a OIa3BaHE Ha OKOJHATa cpefa.

6. ChabpikaHHe HA OIIAKOBKATA M JONNBJIHUTEIHA HHpopManms

Kakso cbabpaxa BroPair Spiromax

- AXTHBHH BEIIIECTBA: CaIMETEPOII U (IIyTHKA30HOB MpONMoHaT. Besika oTMepeHa 103a Chabpka
14 muxporpama canmeTepo (KaTto caiMeTeposoB kcuHagoar) u 232 Mukporpama (IyTHKa30HOB
npomuoHaT. Beska moctaBeHa j1o03a (1o03aTa, KOSITO U3IM3a OT MyHIIIyKa) Chabpxka 12,75 mukporpama
canmeTtepo (Kato canMeTeposoB kcuHadoar) u 202 Mukporpama GiIyTHKa30HOB MPOITHOHAT.

- JIpyrH CbCTaBKH: JIAKTO3a MOHOXUAPAT (BIKTE TOYKA 2 MO/ 3ariaBueto ,,BroPair Spiromax cbaspixka
JIaKTO3a‘).

Kak u3rie:xna BroPair Spiromax u KakBo ChIbpika 0NaKOBKaTa
Bceeku mnxanatop BroPair Spiromax chappxka mpax 3a HHXananus 3a 60 MHXalauud U uMma Osuio TS0 ¢
MOJTYTIPO3PaYHO KBJITO Kanaue Ha MyHJAILTyKa.

BroPair Spiromax ce mpe/yiara B OITakOBKH, ChIbpKal | HHXAIATOP U B MHOTO/I030BH OMAKOBKH, ChCTOSIIIN
ce OT 3 KapTOHEHU OIAKOBKH, BCSIKA ChIbpiKaiia 1 nHxanarop. He BCUYKH BUIOBE ONAKOBKH MOTaT Jia ObJatT
IyCHAaTH Ha Ma3apa BbB Bamrara nppikana.

IIpuTexxkaTes Ha pa3pelieHHETO 3a yNOTpeda
Teva B.V.
Swensweg 5,

2031 GA Haarlem,
Hunepnannus

IIpoussoaure

Norton (Waterford) Limited T/A Teva Pharmaceuticals Mpnanaus

Unit 14/15, 27/35 & 301, IDA Industrial Park, Cork Road, Waterford, Upnanaus
Teva Operations Poland Sp. z 0.0.

Mogilska 80 Str. 31-546 Krakow, TTommia
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

3a JOIIBJIHUTCIIHA I/IH(I)OpMaI_II/IH OTHOCHO TOBaA JIEKapCTBO, MOJIA, CBBPKETE CE€ C JIOKATTHUA IPCACTABUTEII HA

MIPUTEKATEIIS Ha Pa3pelIeHNEeTo 3a yIoTpeoa:
Belgié/Belgique/Belgien
Teva Pharma Belgium N.V./S.A./AG
Tel/Tel: +32 38207373

Bbnarapus
TeBa ®apma EAJ]
Ten.: +359 24899585

Ceska republika
Teva Pharmaceuticals CR, s.r.o.
Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf.: +45 44985511

Deutschland
TEVA GmbH
Tel: +49 73140208

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

E\rada
TEVA HELLAS A.E.
TnA: +30 2118805000

Espafia
Laboratorios BIAL, S.A.
Tél: +34 915624196

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.l.
Tel: +39 028917981

Lietuva
UAB Teva Baltics
Tel: +370 52660203

Luxembourg/Luxemburg

Teva Pharma Belgium N.V./S.A./AG
Belgique/Belgien

Tél/Tel: +32 38207373

Magyarorszag
Teva Gyogyszergyar Zrt.
Tel.: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z 0.0.
Tel.: +48 223459300

Portugal
Teva Pharma - Produtos Farmacéuticos, Lda.
Tel: +351 214767550

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland

Teva Finland Oy
Puh/Tel: +358 201805900

61



Kbapog Sverige
TEVA HELLAS A.E. Teva Sweden AB
EALGOo Tel: +46 42121100

TnA: +30 2118805000
Latvija
UAB Teva Baltics filiale Latvija
Tel: +371 67323666
JlaTta Ha nocJieIHO npepasrJie:kaaHe HA JTUCTOBKATAa

JApyru n3rouHuny Ha mHpopManus

[Toapo6Ha mHGOpPMAIIKS 3a TOBA JICKAPCTBO € MpeIocTaBeHa Ha yeOcaiiTta Ha EBponeiickara areHmus mo
nexapcTrara http://www.ema.europa.eu.
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