HPUJIOKEHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT

Seebri Breezhaler 44 MmukporpaMa npax 3a MHXajauus, TBbPAH KaNCyJIH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika xancymna chappika 63 MEKporpama rimkonupoHnes Opomua (glycopyrronium bromide),
CHOTBETCTBAIY HA 50 MUKpOTpaMa rITHKOITUPOHUYM.

Bcesika nocraBena no3a (1o3arta, KOSATO ce OTAENS OT HaKpallHUKa HAa HHXAJIaTopa) ChIbpiKa
55 MuEKporpama IrIIMKOMUPOHUEB OPOMU, CHOTBETCTBAIIN Ha 44 MUKpOTpaMa TITUKOTTUPOHUYM.

IMomonHO(1) BemiecTBO(a) ¢ M3BECTHO JACHCTBHE:
Bcesika xancyna cpaspika 23,6 mg nakro3a (KaTo MOHOXUAPAT).

3a IBJIHUA CIIMCHK HA IIOMOIIHUTE BEIECTBA BIKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
[Ipax 3a mHXANMaNMs, TBEPAA Karcyna (mpax 3a WHXaJamms)

[Mpo3paynu opaHXeBH KalCyJd, ChABPKAIIH O Tpax, ¢ kojaa Ha npoaykra “GPL50”, orneueran B
YEepHO HaJ, U JIOTOTO Ha KOMITaHUSTa (U)), OTIEYaTaHO B YEPHO IO YepHa YyepTa.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHU MOKA3AHUS

Seebri Breezhaler e nokaszan 3a nmoaabprxaiio OpOHXOAUIATATOPHO JICUCHHUE, ¢ e 00JIeKYaBaHe Ha
CHUMIITOMUTE IIPU BB3PACTHU MALMEHTU C XPOHUYHA 00CTpyKTHBHA OenoapodHa 6onect (XOBB).

4.2 ]Iozmpomca W HAYUH HA MIPUITOKEHUE

ﬂOBI/I[zOBKa

ITpemopbuBaHaTa 03a € MHXaJIMPaHe Ha ChIbPIKaHHUETO Ha €Ha KaICyla BEAHEK JHEBHO, KAaTo Ce
U3I10J13Ba HHXanaTopa Seebri Breezhaler.

IIpenopbuBa ce Seebri Breezhaler na ce npuiiara rmo €jHO U CbIIIO BPeMe BCEKHU JCH. AKO ce IPOIyCHE
e/lHa J103a, Clie/IBaIlaTa /103a TpsioBa Ja ce B3eMe KOJKOTO ce MoKe 1mo-0bp30. [TarentuTe TpsioBa a
ObJaT HHCTPYKTHPAHHU J1a HE TIPUEMAT TOBEYE OT €HA J103a THEBHO.

CrenuaJiHy monyJIauy

Cmapuecka 6v3pacm

Seebri Breezhaler Mmo>xe ia ce u3nomna3Ba B IpenopbhUnTEIIHATA [103a IIPU IMAIIUESHTH B CTapUYeCKa
BB3pact (75 roguHu U moBeye) (BXK. Touka 4.8).

bvbpeuno yspeocoane

Seebri Breezhaler moske na ce u3nos3Ba Mpy NaKMEHTH C JIEKO 0 YMEPEHO ObOPEUHO YBpEXKIaHE B
npenopbuYrTeNHaTa 103a. [Ipy nanueHTH ¢ TeXXKo OBOPEeYHO YBpekKIaHe WK MAlUeHTH ¢ TePMUHATHA
0BOpeyHa HeOCTATHYHOCT, HYXKIaelIH ce OT auanu3a, Seebri Breezhaler TpsoBa na ce usnonssa camo
aKO OYaKBaHATa I10J13a MIPEBHIIABA TIOTCHIIMATHIS PUCK, ThH KaTO CUCTEMHATA SKCIIO3UITUS Ha
TIIMKOTTUPOHNYM MOXKE Ja OBJe MOBUIIIEHA B Ta3W MOMyJaIus (BxX. TOUkd 4.4 u 5.2).



Yeprodpobno yepesicoane

He ca npoBexpanu Mpoy4yBaHus IPH MAIMESHTH C YEPHOJIPOOHO yBpexkIaHe. [ TMKOMUpoHuyM ce
OYHMCTBA MPEAUMHO Upe3 OBOpEUHA SKCKPEIVsl U TIOPaJIv Ta3u MPUYHMHA HE Ce OYaKBa 3HAYMTEITHO
MOBUINIABAHE HA EKCITO3UIUSITA MIPH MAIUCHTU C YePHOAPOOHO yBpexkaane. He ce u3nuckBa kopurupaHe
Ha J103aTa MpH MaIlMeHTH ¢ YePHOPOOHO YBPEKIAHE.

Ileduampuuna nonynayus
Hsama croTBeTHO pumoxenne Ha Seebri Breezhaler B nenmnatpranara nomynarus (mox 18 roanan) 3a
nokazanueTo XObb.

HauwuH Ha npuioxeHue
Camo 32 MHXaIaTOPHO MPUIIOKEHHE.

Kancynure TpsibBa 1a ce mpuiarat caMmo ¢ moMolnTa Ha nHxanaropa Seebri Breezhaler (Bx.
ToYKa 6.6).

Karicynute TpsiOBa a ce M3Ba)aat OT OJIMCTEpa CaMO HETIOCPEACTBEHO MPEIn yoTpeoda.
Karncynure He TpsiOBa 1a ce T'hJITaT.

[MatmenTure TpsiOBa na ObAAT MHCTPYKTUPAHH KaK MIPABUIIHO Ja MIpUJIarat JIeKapCTBEHUS MTPOAYKT.
[TanmenTHTe, IPU KOMTO HE Ce HAaOJII0/1aBa MoJOOPEHHUE 10 OTHOLICHHE Ha JAUIIAHETO, TPIOBa 1a
6'LIIaT MOMNrUTaHu, JaJIM HE I'bJITAT JICKAPCTBCHHUA NPOAYKT BMECTO Aa I'0 MHXaJIUpart.

3a yKka3aHHs OTHOCHO yrmoTpedara Ha JIEKapCTBEHHS IPOIYKT MPEH MPUI0KEHHE BIYKTE TOUKa 6.6

4.3 IIporuBomoKazaHus

CBpBX4YYBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WM KbM HAKOE OT TIOMOIITHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

4.4 Chnenuananu npeaynpesaeHus: U NpeANa3sHl MePKH MPU ynoTpeda

He ce n3nonssa npu octpu ciryyau

Seebri Breezhaler ce mpuiiara BeiHbK JTHEBHO KaTO IBITOCPOYHO, MOTHPIKAIIO JICUCHUE H HE €
MOKa3aH 3a IbPBOHAYAIIHO JICYSHUE HA OCTPH €301 Ha OPOHXOCTA3bM, T.€. KaTo “CriacuTesnHa”
Teparnusi.

CBpPBXYYBCTBUTEIHOCT

Cro0maBa ce 3a peakiuy Ha CBPhXYYBCTBUTEIHOCT, Bh3HUKBAIIU HE3a0aBHO CJie]l MPUIIOKEHUETO Ha
Seebri Breezhaler. Ako ce mosBST mpu3HaIK, TPENOIaranid HAINYNE Ha alleprUYHa PEeaKIys, T0-
CITEeIIMATHO aHTHOEeIeM (BKITIOUBAIIN 3aTPYTHEHO MUIIAHE WX MPETIbIaHe, OTOK Ha €3WKa, YCTHUTE U
JUIIETO), YPTUKAPHS WK OOPHB 110 KOXKaTa, JICUSHUETO TPsIOBa He3a0aBHO J1a ce€ IPEYCTAHOBH U JIa Ce
MIPEMUHE KbM aNTepHATUBHA TePaIIus.

ITapagokcaneH OpPOHXOCIIa3bM

B knmuanyHATE poyuBaHus che Seebri Breezhaler He ca Habmo1aBany ciiyyan Ha mapajaoKcaieH
OpoHXOcCIa3bM. BeIipekn ToBa, Y APYTH HHXAIATOPHHU TEPAITUK ce HAaOITI01aBa mapaIoKcaIeH
OpOHXOCIa3bM, KOMTO MOJKe J1a OBbJIe JKHBOTO3acTpalaBail. AKO B3HUKHE TapaIoKcaaeH
OpOHXOCMA3bM, JICUCHHETO TPAOBA Ja ce crpe He3abaBHO U Ja Ce MPEMUHE KbM alTePHATHBHO
JICUCHHUE.

AHTUXONIUHEPTrUYeH edeKT
Seebri Breezhaler TpsiOBa n1a ce u3non3Ba ¢ MOBUIIICHO BHUMAaHUE TPU TAIIMSHTU ChC 3aKPUTOBI'BIIHA
rJIayKoMa WM PETEHIINS Ha yprHaTa.

HaLII/IeHTI/ITe TpSI6Ba Ja 6’B,I[aT I/IH(l)OpMI/IpaHPI 3a IPU3HAIUTC U CUMIITOMUTC Ha OCTPa 3aKPUTOBI'BJIHA



rJIayKoma 1 3a HeoOXOJMMOCTTA J1a CIpar yrnoTpedara Ha Seebri Breezhaler u na ce cBbpkaT
He3a0aBHO ChC CBOS JIEKAp, aKO CE MOSBU HIKOW OT TE3W MPHU3HALN WK CUMITTOMH.

[NarenTy ¢ TeKKO0 OBOPEUHO YBPEKIAHE

HabmronaBa ce ymepeno moumasane Ha obmiarta cuctemaa ekcrno3uust (AUC ) 1o 1,4 meTi npu
WHAWBHIA C JIEKO IO yMEepeHO ObOpeyHO yBpexkKaaHe u 10 2,2 ThTH IPH HHIUBUIN C TEKKO OBOpedHO
YBPEKIaHE WM TEPMUHAIHA ObOpeyHa HeAOCTaThYHOCT. [Ipu manueHTHTEe C TEXRKO OBOPEUHO
yBpexaane (M34MCIeHa CKOPOCT Ha rioMepyiHa ¢uirpanus mox 30 ml/min/1,73 m?), BKIFOYHTETHO
MIpH TaKMBa C TEPMHUHAIIHA 0BOpedHa HeIOCTaThUHOCT, HYXK/IaelIH ce OT Auain3a, Seebri Breezhaler
TpsAOBa Jla ce mpujIara camo ako O4aKBaHATa I0J13a MPEBUIIIaBa MOTCHIMAIHHAS PUCK (BXK. TOYKa 5.2).
Te3u nanueHTH TpsiOBa a ObAAT BHUMATEITHO MPOCIICACHH 32 MOSIBA HA TTOTCHITMATHU HEXKEIaHU
peaKiuu.

[ManyeHTH Cc aHaMHe3a 3a ChPJICYHOCHIOBO 3a00IIsIBaHE

[TaupenTHTe ¢ HecTabMUIHA HCXEeMUYHA OOJIECT Ha CHPLETO, JIEBOKaMepHa AUCHYHKLNS, aHaMHE3a 32
MHUOKapJeH HH(DAPKT, apuTMUS (C N3KITI0OUEHHE Ha XPOHUYHO CTA0MITHO MPEACHPIHO MBKIIEHE),
aHaMHe3a 3a CUHApoM Ha yabiikeH QT unrepBan wiu Takuba ¢ yabiikeH QTc unrepan (MeTon Ha
Fridericia) (>450 ms npu Mbxete win >470 ms npu )KEHATE) ca U3KITIOYBAHHU OT KIMHUIHUTE
MPOYyYBaHUS M MOPAIHN Ta3H MPUYMNHA ONUTHT C TE3W TPYIIM MAIMEeHTH € orpaHmdeH. Seebri Breezhaler
Tpﬂ6Ba Ja Cc€ npujiara ¢ MOBMIICHO BHUMAHUC IIPU TE3U I'PYIIH MMALTUCHTH.

IToMmomHM BentecTBa
[larmenTyr ¢ peaxy HacIeACTBEHU MPOOIEMH HAa HETIOHOCUMOCT KbM TaIaKTO3a, ITBJIeH JIaKTa3eH
JNeUIUT WK TIIFOKO030-TaJaKTO3Ha MaadcopOIms He TpsiOBa Jla mpueMar TO3H JIEKAPCTBEH MPOAYKT.

4.5 B3aumopeiicTBHe C IPYIrHd JeKAPCTBEHU NPOAYKTH U APYru (popMH HA B3aMMoOJeliCcTBUE

EnnoBpemenHoTo npuioxkeHne Ha Seebri Breezhaler ¢ nqpyru aHTHXOJIMHEPrHYHY JIEKapCTBEHU
NPOAYKTH HE € TIPOYYEHO U Mopajiy Ta3y NPUYMHA HE Ce MPEernophyBa.

Brnpeku de He ca mpoBex1aHN O(UITHAHN TPOYYBAHHS 32 JIEKApCTBEHU B3auMOJIeiicTBrs, Seebri
Breezhaler e nmpuiiaran CbBMECTHO C JPYTH JIKAPCTBEHU POAYKTH, KOUTO OOMKHOBEHO CE€ M3I10JI13BaT
3a nedenne Ha XObb, 6e3 KMMHWYHY JaHHM 32 JeKapCTBEHU B3aUMOJIeicTBHS. Te3u mporyKTH
BKITFOUBAT CHMITATUKOMUMETUYHN OPOHXOINIATATOPH, METHIIKCAHTHHH U MIEPOPATTHU U WHXAJIATOPHU
KOPTUKOCTEPOUIH.

B knmuHMYHO npoyyBaHe NpH 3ApaBy JOOPOBOJILY LIMMETHANH, HHXUOUTOP HA TPAHCIIOPTA Ha
OpraHMYHUTE KaTHOHH, 32 KOMTO ce cMsATa, Ye JoNmpuHacs 3a ObOpeuHaTa eKCKpelus Ha
TIMKOMIMPOHUYM, TIoBUIIaBa obmara excriozuius (AUC) Ha rUKOMUPOHUYM ¢ 22% 1 HamalsBa
0b0peunus kmpwHC ¢ 23%. Bb3 ocHOBa Ha BeTMUMHATA HA TE3U IPOMEHU HE CE 0YaKBaT KIIMHUYHO
3HAYUMHU JIEKAPCTBEHH B3aHMOJECHUCTBUS NPU €THOBPEMEHHOTO NPHIIOKEHUE HA TIMKOIUPOHUYM C
MUMETHINH WU IPYTH HHXHUOUTOPH Ha TPAHCIIOPTAa HA OPTaHUYHUTE KATHOHH.

EI[HOBpeMCHHOTO MMPUJIOKCHUC HA TJIMKOMMUPOHUYM C IIEPOPATTHO UHXAJIIMPAH UHAAKATCPOJI, 6eTa2—
AAPCHEPIruiYCH aroHrcT, IMMpu CTalMOHAPHO CbCTOAHUEC Ha IBECTC aKTUBHU BCIICCTBA, HE ITOBJIMABA
@apMaKOKI/IHeTI/IKaTa Ha HUTO €IUH OT ABaTa JICKapPCTBCHU IIPOJAYKTaA.

4.6 @DepTHAUTET, OPEMEHHOCT U KbpMeHe

Bbpemennoct
JluricBaT nanHum OT ynotpebara Ha Seebri Breezhaler mpu 6pemennu xenu. [IpoyuBanusra npu

’KMBOTHHM HE TIOKa3BaT IPEKH WM HETIPEKH BPEIHH €PEKTH, CBbP3aHH C PETIPOAYKTUBHA TOKCHYHOCT
(Bx. Touka 5.3). ['ukonupoHnyM TpsOBa Ja ce U3MOJI3Ba IO BpeMe Ha OPEMEHHOCT CaMO aKo
OyaKBaHaTa I10J13a 3a MalMeHTa ONpaBAaBa MOTCHIMATHIS PUCK 3a TUIOA.



Kwpmene
He e n3BecTHO manu MIMKOMUPOHUEBUAT OPOMUJI e EKCKPETHpa B KbpMaTa. BBITpeKH TORBa,

TJIMKOITUPOHUCBUAT OpOMUJT (BKIFOUMTEITHO HETOBUTE METAOMIIMTH) C€ EKCKPETHPa B MIIIKOTO Ha
JIAKTUPAIIY ILTEX0BE (BXK. Touka 5.3). YnorpebaTa Ha TITMKOMMMPOHUYM OT KbPMEIIHU KCHU TPIOBa J1a
ce MMa MPEeJIBUJI CaMO aKO OYaKBaHATa IMoJI3a 3a KEHaTa € MO-ToJIsIMa OT Bb3MOKHUS PUCK 32
KbpMadeTo (BXK. TOUKa 5.3).

depTuauTer
PenponykTrBHHTE IPOYYBaHUS U APYTUTE TAHHU IIPH KUBOTHU HE ITOKA3BAT HIKAKBY MTPOOJIIEMU BHB

BpB3Ka C PEPTUIINTETA, KAKTO IPU MBKKUTE, TAKa U TPU KEHCKUTE (BXK. TOUKa 5.3).
4.7 EdexTu BbpXy crniocodHOCTTA 32 modupaHe H padoTa ¢ MAIIUHA

I'mukonpoHUYM HE MOBJIMABA WM TOBJIUSABA IPEHEOPSIKUMO CIIOCOOHOCTTA 3a modupaHe U padora ¢
MaIlHHH.

4.8 Hexenanu JeKkapcTBeHH peaKIUU

O0606mieHne Ha mpoduta Ha 6€30MacHOCT

Haii-uectara Hexenana peakuus Mpu aHTUXOJIMHEPTUYIHUTE JICKApPCTBa € cyXxoTa B ycrara (2,4%). B
MOBEUETO CIIyYaH ChOOIEHATa CyX0Ta B yCTaTa ce MoI03Upa, ue ¢ Ouia CBbp3aHa ¢ JICKAPCTBCHHUS
NPOAYKT U € Ouiia Jieka, KaTo B HATO eIUH CIyYai He ¢ Oula TexXKa.

[MpodunbT Ha GE30MaCHOCT Ce OTIMYaBa U ¢ APYT'H CUMIITOMH, CBBP3aHU C aHTUXOJIMHEPTUIHUTE
e(eKTH, BKIIOYUTETHO IPU3HALM HA PeTeHLUs Ha ypuHaTa, Hedecto. HaOmonasar ce cbio Taka
racTPOMHTECTHHAIHHU €()eKTH, BKIFOUNTETHO TaCTPOCHTEPUT U aucnencus. Hexenanure peaknuy,
CBBP3aHHU C JIOKAJTHATa TTOHOCUMOCT BKJIFOUBAT JIpa3HEHE Ha I'bPJIOTO, HA30(papHHTUT, PUHUT U
CUHY3HT.

Tabnuyao 06001IeHNE HA HEXKETAHNUTE PEAKIIUU

Hexenanute peakiuu, ch00IIEHH MTPe3 MbPBUTE HISCT Mecela Ha JABe COOPHU OCHOBHH NPOYYBaHUS
¢aza Il ¢ mpogpmxutenHocT 6 u 12 Mecerna ca n3dopoenu cpriracio MedDRA no cucremo-opranau
kiacose (Tabmuma 1). B pamkuTe Ha BCeKH CUCTEMO-OpTaHeH KJIac HeXKEIaHUTE PEaKkiluy ca
MOJJPE/ICHU 110 YECTOTa, KATO Hall-4eCcTUTE HeXellaHH PEaKIUK ca IbpBU. [Ipu BCAKO rpynupaHe 1mo
YECTOTa HEeXEJIAHU PEaKIMH ca MPEICTABeHH B HU3XOZIAII PEJ] TI0 OTHOIIIEHUE Ha TAXHATA CEPHO3HOCT.
OcBeH TOBa ChOTBETHATA KATETOPSI [T0 YECTOTA 32 BCSKA HEXeJlaHa peakius ce 0a3upa Ha ClieHaTa
KOHBEHIMS: MHOTO uecTH (>1/10); yectu (>1/100 mo <1/10); Heuectu (>1/1 000 mo <1/100); penku
(>1/10 000 mo <1/1 000); muoro peaku (<1/10 000); ¢ Heu3BecTHa YecTOTa (OT HATMYHUTE JAHHHU HE
MOJKe J1a ObJlec HallpaBeHa OIICHKA).




Tadoauna 1 Hexenanu peakuuu

I[MapagokcaneH 6pOHXOCIa3bM?)

CToMalHO-YpeBHH HAPYLIEHU
Cyxora B ycTata

l'actpoenTepur

Tanene?

[Mospbimane ?

Jucnerncus

3b0eH Kapuec

HapyumieHusi Ha KoKaTa M MOJAKOKHATA ThKaH
O6pus
Copoex?

Hapymiennsi Ha MyCKYJTHO-CKeJI€THATA CUCTEMA H
ChEINHUTEIHATA ThKaH
MyckynHO-CKeneTHa O00Ka

Bonka B kpaliHuIIUTE
MycKyHO-CKelleTHa TpbHa O0JIKa

1 2)

Heskenanu peakuuu YecToTa
Nudpexuun u nundecranuu

Hazogpapunrut! Yectn
Punut Heuectn
Iluctur Heuectu
Hapyuiennst Ha UMyHHATA cUCTeMA

CBpBX4yBCTBUTEITHOCT Heuectn
Anrunoenem? Heuectn
Hapyumenust Ha meTa0o/1u3Ma U XpaHEHETO

XHUTIEPIIINKEMUS Heuectn
IcuxuyHyu HapylieHust

bescbHue Yectu
Hapyumenusi Ha HepBHaTa cUCTEMa

I'naBo6onue® Yectn
XumnoecTe3us Heuectn
Cobpaeynu HapyuieHust

[IpeacepaHo MbxKACHE Heuectu
Cropriebuene Heuectn
PecniupaTopHu, rpbAHUA M MeAUACTUHAJIHA HAPYLIEHUSI

CuHyCcOBa KOHTE€CTHS Heuectn
[IponykTuBHa KanuiMua Heuectu
Hpa3HeHne Ha rppaoTo Heuectn
Enucrakcuc Heuectn
Juchonus® Heuectu

C Hen3BecTHA YecToTa

Yectu

Yectu
Heuectu
Heuectu

Heuectu
Heuectn

Heuectn
Heuectu

Yectu
Heuectn
Heuectn




Hapymenns Ha 0b0penuTe 1 NMKOYHHUTE MBTHIIA

WNHbeknys Ha THKOYHAUTE OBTHIIAY) Yectu
Husypus Heuectn
Perenuus Ha ypuna Heuectn

OO0 HapymeHus U e)eKTH HA MICTOTO HA

NPUJI0KEHNe
Ymopa HeuecTtun
Actenus Heuectu

1) Ilo-uecmu npu 2nuKONUPOHUYM, OMKOIKOMO npu naayedo, camo 6 12-weceynama 6a3a OaHHu.

2) Cvobwenuama ca nonyueHu no epeme Ha NOCMMAapKemuH208Us ONUm, C6bP3aH ¢ ynompebama Ha
Seebri Breezhaler. Cvobwasanu ca 006pogonHo om nonyiayus ¢ HeonpeoeieHd 201eMUurd U nopaou
Maszu nPUYUHA He GUHASU € BL3MOCHO 0a ce onpedenu 00CHOBEPHO YeCMOmMama U Haruduemo Ha
NPUYUHHO-CIe0CMEEHA 8PB3KA € eKCho3uyuama Ha iekapcmeomo. Ilopaou masu npuyuna
yecmomama e onpeoesniena Ha 6a3ama Ha ONUMa oM KIUHUYHUME USNUMEAHU.

3) Cpewam ce no-uecmo npu 2IUKONUPOHUYM, OMKOIKOMO HPU NAayebo, camo npu nayuenmu 6
cmapuecka 6v3pacm >75 200uHu

Omnucanne Ha N30PaHU HEXKEIIAHN PEAKIUH

B cbopnaTa 6-meceuna 6a3a JaHHHM YecToTaTa Ha cyxoTa B ycraTa e 2,2% crupsamo 1,1%, na 6e3cbHue
e 1,0% cnpsimo 0,8%, a Ha ractpoentepur 1,4% crapsmo 0,9% cbroTBeTHO 3a Seebri Breezhaler u
rane6o.

Cyxorta B ycTara ce cho0IIaBa NpeIMMHO 1pe3 IbPBUTE 4 CEIMUIIM OT JICUCHUETO U MeTUaHaTa Ha
MPOABIDKUTETHOCTTA € YETHPHU CeIMUIU MpH moBedeTo nauueHTH. [pu 40% ot cnywyanrte obGaue
CHMITOMHUTE NPOIBIDKABAT Mpe3 1eins 6-MecedeH rnepuoi. He ce cho0maBar HOBU ciIydau Ha CyXoTa
B ycTaTa npe3 cieasamure 7-12 meceny.

Cpo0111aBaHe Ha NOJA03MPAHU HEKEIAHU PEAKIIAHU

CroOmiaBaHeTo Ha MOIO3UPAHU HEXKEIIAHN PEAKIIUU CIie/] pa3pelaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BakHO. TOBa 1M03BOJIABA Ja MPOIBIKH HAOJIOICHHUETO Ha ChOTHOIIICHUETO MOJI3a/PUCK 32
NeKapcTBeHUs NpoaAyKT. OT MEIUIIMHCKUTE CIISITUAIMCTH C€ M3UCKBA Ja ChOOIIaBaT BCSIKa
M0JI03UPaHa HeXKEeTaHa Peakins Ype3 HAIMOHATHA CUCTEMa 33 ChOOIaBaHe, IIOCOYCHA B

[Ipunoxxenue V.

4.9 Ilpeno3upane

Bucokure 03U INTUKOIMUPOHUYM MOratT a JOBE€AAT 10 aHTUXOJMHEPIrUIHU IIPU3HAIU U CUMIITOMH, 3a
KOHTO MOKE€ Ja C€ HAJIOXXU MPOBCIKAAHECTO HA CUMIITOMATUYIHO JICHCHUC.

Octpa HHTOKCHKAIIHS Ype3 MOTITbIIaHe 110 HeBHIMaHue Ha Karicynute Seebri Breezhaler e mainko
BEpOsTHA TMOPaIy HUCKATa IepopaiHa OMoHaIHIHOCT (0K0JIO 5%).

IIukoBHTE MIa3MEHN HUBA M TOTAIHATA CHCTEMHA €KCIIO3UITUS CJIe[] HHTPABEHO3HO MPIIIOKEHUE Ha
150 Mukporpama rauKonupoHrEB OpoMu (chOoTBeTCTBAIM Ha 120 MUKpOTrpamMa IIIMKOITUPOHNYM)
IpY 3ApaBH JOOPOBOJILHM ca CHOTBETHO OKOJIO 50 IITBTH U 6 IIBTH MO-BUCOKU OT IIMKOBAaTa U TOTAIHATA
€KCIO3ULHS B CTALIMOHAPHO CHCTOSIHUE TIPH MIPHUEM Ha MpenopbunuTenHara 1o3a (44 Mukporpama
BeJIHBX JHEBHO) Seebri Breezhaler u ce monacst go0pe.



5. ®APMAKOJIOTUYHHA CBOMCTBA
5.1 ®apmakoguHAMUYHH CBONCTBA

dapmakoTeparneBTH4HA rpyna: JlekapcTBa 3a 00CTPYKTHBHH 3200JIIBaHHS HA TUXATECITHUTE ITHTHINA,
antuxonuHepruanu cpenactsa, ATC xox: RO3BB06

MexaHHu3bM Ha JICHCTBHE

I'nkonupoHNyM € HHXAIaTOPEH ABITOACHCTBAIl aHTATOHUCT HAa MyCKapHUHOBUTE PELIEITOPH
(aHTUXOMMHEPTUYHO CPECTBO), MPUIAraH BEIHBX JTHEBHO 33 MOAABPKAII0 OPOHXOIUIATATOPHO
neuenne npu XOBb. IlapacumnatukoBuTe HEPBH ca OCHOBHHUAT OPOHXOKOHCTPUKTHBEH HEBPAJICH BT
B IUXATEJHUTE IIbTUINA U XOJIMHEPTHYHUAT TOHYC € KIIFOUOBUAT 00paTUM KOMIIOHEHT Ha
oOcTpykuusaTa Ha nuxatenuure mpTrma npu XOBB. [mukonupornym aelicTBa KaTo MOTHUCKA
OpOHXOKOHCTPUKTUBHOTO JICHCTBHE HA allCTUIIXOJIMHA BPXY TTIaJIKOMYCKYJTHHUTE KIIETKH Ha
JUXaTeITHUTE MBTUIA U 110 TO3H HAYWH AWIATHpa IUXATCITHUTE IBTHIIA.

[ MUKOMTUPOHNUEBUAT OPOMUJ € AaHTATOHKUCT HA MyCKapUHOBUTE PELENTOPH C BUCOK aMHUTET.
IIpoy4BaHus npu CBBbP3BaHE C PAIUOIUTAHAN IIOKA3BaT HAJ 4 IBTH MO-BHCOKA CEIEKTUBHOCT KbM
yoBemkuTe M3 penentopu, OTKOIKOTO KbM YOBEIIKUTE M2 perienTopu. B KIMHUYHKUTE POyYBaHUS
uMa Obp30 Havajo Ha JeicTBHE, JOKa3aHO Ype3 HAOM0JeHne Ha KWHETHYHUTE [TapaMeTpH 3a
peLenTopHa acOLUALMs/ JUCOLUALUS U HA4aJIOTO Ha AEHCTBHUE ClIe/l MHXaNaIHs.

[MpoABIKUTETHOTO JEHCTBIE MOYXKE YACTUYHO Ja ce O0SICHH ChC 3aMa3BaHeTo Ha KOHIIEHTPAIsITa Ha
AKTHUBHOTO BE€UICCTBO B 66.]'[1/151 I[p06, KaKTO C€ BMIXK/Aa OT YABJUKCHUSA TCPMUHAJIICH CIIMMUHAIUOHCH
MONTY>KWBOT Ha TTIMKOIMMPOHUYM CJIe[l MHXaIupaHe ¢ mHxanaropa Seebri Breezhaler 3a pa3nmka ot
HOJTY>KUBOTA CJIe]] HHTPaBEHO3HO MPHIIOKEHHE (BXK. TOUKa 5.2).

dapmakoguHAMUYHHU e(DEKTU

Kimananara ®asa 111 nporpama Ha pazButhe BKIIOYBA a8 poyuBaHus ¢asa [1l: 6-meceuno nmaredo
KOHTPOJIMPAHO Mpoy4BaHe U 12-MecedHo 1u1aned0 1 aKkTUBHO KOHTPOJIUPAHO MPOyUYBaHE (OTKPUT
MpHeM Ha THOTpOIHyM 18 MUKpoTrpaMa BeHBX JTHEBHO), IBETE IPHU MAIIMEHTH C KIMHIUYHA HarHo3a
ymepeHa 1o Texka XObb.

Ecpexmu evpxy ¢pynxyusma us 6enusi opoo

Seebri Breezhaler 44 muxporpama, npuiaoKeH BeIHbX JTHEBHO OCUTYPSIBA U ITOATbPKA
CTaTHCTUYECKH 3HAYUMO Tojo0peHne Ha OenoapoOHaTa GpyHKIuUs (popcrpaH eKkcnupaTopeH odem 3a
enna cexynna, ®EO;, hopcupan Butanen kanarurer, ®BK u nncnuparopen kananurtet, UK) B romsim
Opoii KJIMHWUYHY poyuBaHus. B npoyuBanusra ¢aza Il 6ponxoaunaTatopHUsT eQeKT ce HabIroIaBa
B pPaMKUTE Ha 5 MUHYTH cJie]] IpujiaraHe Ha IrbpBaTa 71032 U ce 3aIbpkKa B IPOJbIDKEHHE Ha 24-
4acoBHsI MHTEPBAJ Ha JIO3UpaHe OT ITbpBaTa j03a. He ce HabmonaBa oTciiabBane Ha
OpoHXOoAMIaTaTOPHUS eheKT B TeUeHUE Ha BpEMeTO B 6- u 12-MeceunuTte npoy4uBanus. ['onemMuHaTa
Ha e(exTa 3aBHCH OT CTEIEeHTa Ha 00PaTUMOCT Ha OOCTPYKUMITA Ha AUXATEIHUTE IbTUILA Ha
M3XO0AHO HUBO (OIpeAesieHa upe3 MPUIOKEHUETO Ha Obp30aeicTBaIl OpOHXOAUIATATOP, MYCKapUHOB
anTaronucr). [lanmeHTHTE € Hal-HUCKA CTETIeH HAa 0OPaTUMOCT Ha OOCTPYKIUITA Ha U3XOHO HUBO
(<5%) karo 1s10 UMaT Mo-cinad OPOHXOAUIATATOPEH OTIOBOP, OTKOJIKOTO MAIlUEHTHUTE C [10-BUCOKA
CTeTeH Ha 00paTUMOCT Ha OOCTPYKLMATA Ha U3XOJHO HUBO (=>5%). Ha 12-Ta cenmuua (mppBruvHa
KpaiiHa Touka) Seebri Breezhaler noumasa ®EQ, B kpast Ha 1030BHs UHTEpBA che 72 ml ipu
MAIIMEHTHTE C Hal-HUCKa CTETeH Ha 00paTuMocT Ha oocTpykiusTa (<5%) u cbe 113 ml npu
NaIMEeHTHUTE C IO-BHCOKA CTENEH Ha 00paTUMOCT Ha OOCTPYKIHMATA HA U3XOTHO HUBO (=>5%) cripsiMo
miare6o (aBete p<0,05).

B 6-meceunoTo npoyuBane Seebri Breezhaler noumasa ®EO, cnen npunarane Ha mbpBara J103a ¢
nogoOpenue ot 93 ml B pamkute Ha 5 MuHyTH 1 144 ml B pamkuTe Ha 15 MUHYTH cliell IpuilaraHe Ha
no3aTa crpsamo miaredo (aeete p<0,001). B 12-meceuHoTo npoyuBane moaoopenueTo ¢ 87 ml Ha
5-tata munyTa 1 143 ml Ha 15-tata munyTa (aBete p<0,001). B 12-meceunoTo npoyuBane, Seebri
Breezhaler Boau 1o cratuctuuecku 3HaunMo nogoopenue Ha ®EO, cipsimo TroTponuym mpes
IBPBUTE 4 Yaca clie/] Mpujlarane Ha g03aTa Ha 1- us eH ¥ Ha 26-Ta ceaMuIia, | 10 YUCIICHO T10-



BHCOKH cToitHOCTH HAa DEQ) 1Ipe3 mbpBUTE 4 Yaca ciea nmpuiarane Ha J03ara CIpsSMO THOTPOITMYM Ha
12-ta u 52-pa ceqmuria.

Croiinoctute Ha @EO; B kpas Ha J030BUS HHTEepBaI (24 Yaca cie] npuijiaraHe Ha Jj03aTta) ca moJo0HH
TP ITbpBaTa J03a ¥ clie MpHjiarane Ha 103ara B MpoabbkeHne Ha 1 rogunaa. Ha 12-Ta cenmmia
(ppBUYHA KpaiiHa Touka) Seebri Breezhaler mosumraa @EO, B kpas Ha 1030BHS HHTEPBAI ChC

108 ml B 6-meceunoTo npoy4uBane u ¢ 97 ml B 12-MeceuyHOTO Mpoy4BaHEe CIPSMO Iare0o (aBeTe
p<0,001). B 12-mecegnoTO IpoydYBaHe MOJOOPEHUETO CHPSAMO IIaredo 3a THoTpormym e 83 ml
(p<0,001).

Cumnmomamuyro noGIUAEaAHE

Seebri Breezhaler, nmpunmosxeH B 103a 44 MuKporpama BEIHBK JHEBHO, CTATUCTHICCKH 3HAYUMO
HaMaJIsiBa 3aJlyxa, OlleHeHo upe3 MHeke 3a TpansutopHa nucnHes (Transitional Dyspnoea Index)
(TDI). B cOopen ananu3 Ha TaHHUATE OT 6- U 12-MeceYHUTEe OCHOBHHU MPOYYBAHMUS, CTATUCTUICCKU
3HAYUMO TT0-BHUCOK TPOIICHT OT MAaIlMeHTUTE Ha JiedeHne che Seebri Breezhaler otroBapsar ¢
nogo6penue ot 1 Touka wim noseue B TDI ckopa Ha 26-Ta cenmuna cupsmo mane6o (58,4% u 46,4%
cboTBeTHO, p<0,001). Haxonkara e mogo6Ha Ha HaOMI0JaBaHaTa IPH NAMEHTUTE HA JICUECHHE C
THOTpONNYM, 53,4% OT KOUTO OTroBapsT ¢ noxoOpenue ot 1 Touka uiam nosede (p=0,009 copsimo
m1aneoo).

Seebri Breezhaler, npunoxeH BeTHBK JHEBHO, MOBJIHSIBA CTATUCTUYSCKH 3HAUMMO U CBBP3aHOTO ChC
3JIPaBETO KAYECTBO HA HBOT, OLICHEHO Upe3 PecnupaTtopHus BBIPOCHHUK HA JTIOHIOHCKUS
yauBepcuteT CB. ['eopru (St. George’s Respiratory Questionnaire) (SGRQ). Coopen ananus Ha
JIAHHUTE OT 6- U 12-MeceYHUTE OCHOBHHM MTPOYYBAaHUS YCTAHOBSBA, Y€ MPH CTATHCTUYCCKH 3HAUUMO
MI0-BHCOK TPOIICHT MAIIMEeHTH Ha JeueHue che Seebri Breezhaler ce naGmronaBa mogo6penue ot

4 touku wiu oBevye B SGRQ cripsimo mmane6o Ha 26-Ta ceamumna (57,8% u 47,6% chOTBETHO,
p<0,001). [Tpu nareHTUTE HA JIeUeHUE ¢ THOTpOrUyM ipu 61,0% ce HabrOKaBa OJ00pPEHKE OT

4 touxu wiu nosede B SGRQ (p=0,004 cnipsimo muare6o).

Hamansasane na exzayepoayuume na XObb

Hannute otHOCHO ex3anepbanunte Ha XOBB, ca chOupanu B xo/1a Ha 6- U 12- MECEYHUTE OCHOBHH
npoyuBaHus. M B IBeTe MpoydBaHus NPOICHTHT HA MAIIMEHTUTE, MOIyYHIIH yMEepeHa UITH TeXKKa
ek3arepbanys (nedrHUpaHa KaTO HEOOXOAUMOCT OT IMPOBEXKIaHE Ha JIUEHUE ChC CHCTEMHHU
KOPTUKOCTEPOUIM W/WJIK aHTUOMOTHUIIM UM XOCIIMTAJIN3allMsA) € HaMaJieH. B 6-MeceuHoTo npoyuBaHe
MPOIEHTHT Ha MAIUEHTHTE, TOJIYIHIIH YMEPeHa W Te)KKa ek3arepbanus e omn 17,5% 3a Seebri
Breezhaler u 24,2% 3a mnane6o (Koedumnuent Ha pucka: 0,69, p=0,023), a B 12-MeceqHOTO
npoyuBane ¢ 0wt 32,8% 3a Seebri Breezhaler u 40,2% 3a mane6o (Koedunuent na pucka: 0,66,
p=0,001). B cOopeH ananu3 Ha TaHHUTE OT TEPBUTE 6-Mecela Ha JIeUeHUE B 6- U 12-MeceunuTe
Mpoy4YBaHus crpsaMo rianebo, Seebri Breezhaler yabmkaBa cTaTucTiieckn 3Ha4MMO BPEMETO 10
I'bpBaTa yMEPEHA WIIM TEXKKA eK3ariepOalys 1 HaMajisiBa 4eCTOTaTa Ha yMEPCHHUTE U TEKKUTE
ex3arepoanuu Ha XOBb (0,53 ex3anepoanuu/roauna cupsmo 0,77 ex3anepbaruu/roauta, p<0,001).
COopHUSAT aHAIM3 HA JaHHUTE ITOKa3Ba CHIIO TaKa, 4e OT MalMEHTHTE Ha JieueHue cbe Seebri
Breezhaler mo-mairsk Opoii mosrydaBat ek3arepOarius, N3UCKBaIla XOCIUTaIH3aIHs, OTKOJIKOTO OT
Te3M Ha Jedenue ¢ miarebo (1,7% copsmo 4,2%, p=0,003).

Lpyeu epexmu
Seebri Breezhaler, npuinoeH BeIHBXK JHEBHO, CTATUCTHYECKH 3HAYMMO HaMalsiBa HEOOXOIUMOCTTa

OT M3MOJI3BaHe Ha “‘criacuTenHa’ Tepanus (candyramol) choTBeTHO ¢ 0,46 BIPHCKBAHUS JTHEBHO
(p=0,005) Ha 26-Ta ceamuma u ¢ 0,37 BupbckBanus qHeBHO (p=0,039) Ha 52-pa cenmuna CIpsMo
rrane6o0, CbOTBETHO B X012 Ha 6- 1 12 MeceyHOTO MpoydBaHe.

B 3-cemmuiHO mpoyvBaHe, B KOSTO € U3CICABAH TOJIEPAHCHT KbM (DU3UUYECKO HATOBApPBAHE MPU
cyOMakcuManHo HatoBapBaHe (80%) (TecT 3a TolnepaHC KbM CyOMaKCHMATHO HAaTOBapBaHe), Seebri
Breezhaler, npunoxeH cyTpuHTa, HAMaNsIBa IWHAMHYHATA XUIIEPHHQIAIUS U YIbIDKABA
MPOJIBIDKUTEIHOCTTA HA YIPAXKHEHHSATA OIIE CJIe]| IpUaraHe Ha mbpBaTa 103a. Ha mepBus JeH oT
JICYCHUETO WHCTIMPATOPHHAT KaIMaIUTeT 10 BpeMe Ha yIpakHEHUsTa ¢ ooopeH ¢ 230 ml, a
M3IPBAKIMBOCTTA IO BpEMe Ha yIpakHEeHUATa € mogoopena ¢ 43 cekynau (mosumenne ¢ 10%)



crpsiMo 1utare6o. Ciel Tpu ceAMUYHO JIeYeHNe MOA0OPEHNETO B HHCTIMPATOPHUS KallaluTeT Ipu
Seebri Breezhaler e momo6Ho Ha ToBa mpe3 mbpBHs AeH (200 ml), U3APHKINBOCTTA IO BpeMe Ha
yrIpakHeHHATa € nofoopena ¢ 89 cexynau (mosumenue ¢ 21%) cnpsmo mane6o. Y CTaHOBEHO €, ue
Seebri Breezhaler namansisa 3amyxa u auckomdopra B KpakaTa Ipu JIBHKEHHUE M0 BpeMe Ha
yIpaXHeHHsITa, I3MEpeHH 1o ckanara Ha Borg. Seebri Breezhaler cpmio Taka HamansBa 3agyxa B
MTOKOM, M3MepeH ¢ momoinra Ha Transitional Dyspnoea Index.

Bmopuunu ¢papmarxoounamuunu ecpexmu

He ce naOmronaBa mpomsiHa B cpenHaTa cbpaedHa yectota win QTc uHTepBana npu npuaokKeHue Ha
Seebri Breezhaler B no3u g0 176 mukporpama npu nanuentu ¢ XOBbb. B 3anpn6oueno npoyusaHe Ha
QT unTepBana npu 73 3apaBu AOOPOBOIIIIH, EAHOKPATHOTO MHXAJIHPaHE Ha TTUKOMMPOHUYM B 1032
352 mukporpama (8 mpTH IpEBHINIaBaINa TepaneBTHYHATA /103a) HE BOJH 10 yAbbkaBaHe Ha QTc
MHTEpBajia 1 HaMalsBa JIEKO ChbpAeYHATa YecTOTa (MakcuMaleH epexT -5,9 ynapa B MUHYTa; CpeJieH
edeKT B mpoabbKeHue Ha 24 yaca -2,8 yaapa B MEHYTa) cipsiMo 1uiane6o. EQekTsT Bbpxy
chpaednata yectota u QTc mHTEpBana Ha 150 MEKpoTrpaMa rIMKOMUPOHUEB OPOMUT (CHOTBETCTBAIIH
Ha 120 Mukporpama riauKOIMPOHUYM), IPUIOKEHN HHTPABEHO3HO, € N3CIIEABAH IPU MJIalu, 31paBu
noOpoBouu. Jlocturaarara nukoBara eKCHO3UIUS (Cmax), 0K0JIO 50 IBTH MO-BUCOKA, OTKOJIKOTO NPU
MHXAJIMPaHe HA TIMKONUPOHUYM 44 MUKpOTpaMa B CTAllMOHAPHO CHCTOSIHHUE, HE BOJH 10 TaXUKapAUs
wm ynbokaBane Ha QTc uaTepBana. Habmomasa ce nexo moHmKeHHE Ha ChpAeYHATa YeCTOTa
(cpenHa pa3nuka B MpoAb/DKCHUE Ha 24 Yaca -2 yjnapa B MUHYTa CIIPSIMO TU1a1e00), KOeTO € U3BeCTeH
eeKT Mpu MIIaAH 3paBU UHAUBUIM, TIPU €KCIIO3UIINS Ha HUCKH 03U aHTUXOJMHEPTUYHU BELIECTBA.

IleauaTpyyHa nonyJanus

EBpormetickaTa areHIus 1o JiekapcTBara 0cBOO0XK1aBa OT 3aIbJKCHUETO 3a MPEJOCTaBsSIHE Ha
pe3ynTaTuTe OoT Mpoy4yBaHusATa che Seebri Breezhaler BbB Bcuuku moArpymnu Ha meIuaTpuIHATA
nomynanus npu XOBD (Bx. Touka 4.2 3a uHGoOpMays OTHOCHO ynoTpeda B IIeANaTPHUITA).

5.2 ®apmakoKMHETUYHH CBOWCTBA

AOGcopOuus
Cren nepopaiHa UHXaNAIWs C TOMOIITa HAa HHXanaropa Seebri Breezhaler, rmiukonuponuyM ce

abcopOupa ObP30 ¥ JOCTUTA TUKOBA IIa3MeHa KOHIIEHTPAIU Ha 5-TaTa MUHYTA CIIe]| IprjiaraHe Ha
Jo3ara.

AGcomoTHaTa OMOHAIMYHOCT Ha TIIMKONMPOHUYM CIIe/l MHXaUpaHe Ype3 naxanatopa Seebri
Breezhaler ce nzuncnasa Ha oxoio 45% ot gocraseHara go3a. Okoio 90% ot cucreMHaTa
EKCITO3UIUS CJIe]I MHXATUPaHe € BCICACTBUE Ha OenoapooHa abcopOims u okoso 10% e B pe3yarar Ha
racTpOMHTECTHHAITHA abcopOLusI.

[pu nanmentn ¢ XOBb dapMakoKMHETHYHO CTAIMOHAPHO CHCTOSIHUE HA MIMKOMIMPOHUYM CE JIOCTUTA
B PaMKHTE Ha €/IHa CeIMHUIIa CIIeI 3arl0ouBaHe Ha jJedeHueTo. CpenHaTa MMKOBa M Hall-HHUCKA MIa3MeHa
KOHIIEHTpAI|s B CTAIIMOHAPHO ChCTOSHNE Ha MIMKOMUPOHUYM 44 MUKporpama, puaaral BEAHBXK
JTHEBHO, € ChOoTBETHO 166 nukorpama/ml u 8§ nukorpama/ml. Excrio3unusta Ha ITMKOIUPOHUYM B
crarnoHapHo cberosiane (AUC mpu 24-gacoB HHTEpBAI Ha J03UpaHe) € okojo 1,4 10 1,7 mbTH mo-
BHCOKA, OTKOJIKOTO CJIE]] pHJIaraHe Ha IbpBaTa J03a.

Pasnpenenenue
Creqr ”HTPaBEHO3HO MPWIIOKEHUE 00EMBT Ha paslpeiesieHrne Ha TITUKOMUPOHUYM B CTAI[HIOHAPHO

ChbCTOSIHUE € 83 nuTpa, a 00eMbT Ha pasnpeesieHre B KpaiiHaTa (as3a Ha eTMMUHUpaHe € 376 nuTpa.
[MpuBnaHuAT 00eM Ha pasnpe/esieHre B KpaiiHaTa (a3a Ha eTMMUHUPaHE CJIe]l MHXAIAIMS € OKOJIO
20 mBTH IO-TOJIIM, KOETO OTpa3siBa MHOI'O [10-0aBHOTO €IMMUHMpPAHE Cliel HHXanauus. In vitro
CBBP3BAHETO HA MNIMKOMUPOHUYM C YOBELIKUTE IJIA3MEHU NMPOTEenHU € oT 38% 1o 41% npu
koHneHTparus oT 1 1o 10 HaHorpama/ml.
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buorpanchopmanus

In vitro npoyuBaHus Ha MeTabOIM3Ma MOKA3BAT CXOHH META0OIUTHH ITHTUIIA HA TTUKOIMTUPOHUEBUS
Opomu ipu *KUBOTHU 1 Xopa. HabmonaBa ce XxuapokcuinupaHe, KOETO BOJIU JI0 00pa3yBaHETO Ha
peaniia MOHO- U IUXUIPOKCHIUPAHU META0OIUTH, KaKTO M JTUPEKTHA XUIPOJIH3a, KOSTO BOJIU JI0
o0pa3yBaHETO Ha IPOU3BOIHO Ha KapOokcminHa kucennHa (M9). In vivo M9 ce obpasysa ot
MOr'BITHATATA YaCT OT JI03aTa MHXAIHPAH TITHUKOMUPOHUEB Opomul. [ MOKypOHUIHN W/ WK CyaQaTHU
KOHIOTaTH Ha TIMKOIMPOHUYM CE€ YCTAHOBSBAT B YPUHATA IIPU XOpa CJIe]] IOBTOPHO WHXATUPAHE, U
TIpeIcTaBIsIBaT OKoJio 3% OT ;mo3aTa.

MuosxectBo CYP n30eH3uMu TONpUHACAT 32 OKUCIIUTEIHATA ONOTpaHCchopMalus Ha
TJIMKOMTUPOHUYM. MIHXUOHMpaHETO WK MHIYKIUATA HA METa00JIM3Ma Ha TJIMKOITUPOHUYM € MAaJIKO
BEpOSITHO Ja JIOBEIE 0 CHINECTBCHH MPOMEHH B CHCTEMHATa €KCIIO3UITHS Ha aKTHBHOTO BEIIECTRO.

In vitro npoyuBaHus 3a MHXUOMpaHE IMOKA3BaT, Y€ TITMKOMUPOHUEBUAT OPOMUJ HSIMA 3HAYMM
kananureT ga uaxuoupa CYP1A2, CYP2A6, CYP2CS, CYP2C9, CYP2C19, CYP2D6, CYP2EI nnu
CYP3A4/5, epmykcaure Tpancnoprepu MDR1, MRP2 ninu MXR u prreiik Tpancnoptepute OCT1
i OCT2. In vitro mpoyuBaHus 3a €H3UMHA UHAYKITUS HE MOKAa3BaT KIMHUIHO 3HAUYNMA UHIYKITUS OT
TIAKOTIUPOHUEBH OpoMua Ha riuToxpoM P450 m3oensnmute nmiu Ha UGT1A1 u Ha TpaHcmopTepure
MDRI1 u MRP2.

EnumMunupane
Crnieq MHTPaBEeHO3HO NpHIoXKeHUe Ha [*H]-0ens3an IIIMKONUpOHHEB OPOMHU/L TIPU X0Opa, CpeHaTa

eKCKpelus Ha paInOaKTUBHOCTTA B ypuHaTa 3a 48 yaca npesacrasisiBa 85% oT mpuiioxeHara 103a.
Jombnuutensu 5% OT NpUIOKEHAaTa 103a €€ yCTAaHOBABAT B JKJIbUKATa.

brOpeuHoTO enmMMUHNpPaHe Ha OCHOBHOTO BEIIECTBO MpecTanisiBa okoso 60 1o 70% ot oOmms
KIIMPHHC HA TIIMKOMMPOHUYM B CHCTEMHATA IUPKYJIAINS, JOKATO He-PEHAHUAT KIIMPHHC ChCTABIIsBA
okouo 30 10 40%. bunuapHUAT KIUPHHC JOTPUHACS 332 He-PEHAHUS KIUPBHHC, HO CE CUUTA, Ue TI0-
roJjiiMaTa 4acT OT He-pEeHATHUS KIMPHHC Ce IBIKUA Ha METaO0OIH3bM.

Cpenuusit 6b0pedeH KIUPBHHC Ha TIIMKONMPOHUYM CJIe]] MHXanalus € B uHTepBana ot 17,4 no
24,4 nmutpa/dyac. AKTUBHATa TyOyJiHa CEKpeLusl JonprHacs 3a ObOPeyHOTO eNIMMUHUPAHE Ha
riuKonupoHuyM. J1o 23% oT npuitoskeHaTa 103a c€ yCTaHOBSIBA HEITPOMEHEHA B ypUHATA.

[1na3meHaTa KOHIIEHTPALUs Ha TIIMKOIMMPOHUYM HaMassiBa MHOT0(}a30B0. CpeIHUST TepMUHAICH
SJIMMHUHALMOHEH TI0JIy)KHBOT € MHOT'O HO-IIBJTBI ciiest maxananus (33 1o 57 yaca), OTKOJIKOTO ClieN
MHTPaBEHO3HO MpuJIokeHue (6,2 yaca) U mepopaiHo npmioxenue (2,8 yaca). HaunabT Ha
eNMMUHHPAaHE TIpeinoara npoabKUTEIHa 0enoapoOHa abcopOLus v/ My NpeMUHABaHE Ha
TJIMKOIMPOHUYM B CUCTEMHATa LUPKYyIalus 24 yaca v OBeYe CIie/l MHXAJIALHATA.

JIMHEHHOCT/HETUHEHHOCT

IIpu nanuentu ¢ XObb kakTo cuctemMHara eKCO3UIM, TaKa U TOTAIHATA YPUHAPHA €KCKPELUs Ha
TJIMKOITUPOHUYM BbB (hapMaKOKHHETHYHO CTAIMOHAPHO CHhCTOSIHUE CE IMOBUIIIABA IPONOPIIMOHAIHO
Ha J]03aTa B 1030BUs HHTEpBaI OT 44 10 176 Mukporpama.

Croenyainy nonyJanuu

ITomrymanmoneH ¢papMaKOKMHETHYECH aHAIN3 Ha naHHuTe npu nanueHTu ¢ XObb ycranosssa, ue
TEJIECHOTO TETJIO U Bh3pacTTa ca GaKTOPH, KOUTO TOIPUHACST 3a MHTCPUHIUBUTyaTHATA
BapraOWITHOCT MPH MAIMEHTHUTE TI0 OTHOIIIEHUE Ha CUCTeMHaTa ekcrio3uius. Seebri Breezhaler
44 MuKporpama, MPHIOKEH BEIHEK JHEBHO, MOXKE JIa CE M3IT0JI3BA O€30aCHO BHB BCHUKH
BB3PacTOBU I'PYIH U BbB BCUUKH I'PYNH 110 OTHOLIEHUE HA TEIECHOTO TEIJO.

HOJ'I’BT, CTAaTyChT IO OTHOIICHUC HA NYIICHEC U U3XOJHUAT ®EQO; Hamar BU UM e(l)eKT BBpPXY
CUCTCMHAaTa CKCIIO3UI .
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Hsima roemu pasznuams B o6mata cucteMna ekcro3unus (AUC) Mex Ty STIOHIHM U ITPEICTaBUTETH Ha
OsimaTa paca cieJi HHXaJaTopHO TPHIIOKEHHUE Ha TITUKOMTUPOHUEB Opomu. HamMa nocTars4Ho JaHHU
3a (h)apMaKOKMHETHKATA TPU OCTAHAIUTE €THOCH U PaCH.

THayuenmu c uepHodpobHO yepescoare

He ca npoBex1anu KIMHAYHY TPOYYBAHUS TPH MAIMEHTH ¢ YePHOAPOOHO YBpEKIaHE.
I'mukonMpOHUYM Ce OYMCTBA OT CUCTEMHATA ITUPKYIANUS IPSIUMHO Ype3 ObOpeUYHa eKCKpeIusl.
Cuura ce, 4e HapyIICHUITA B YSPHOIPOOHUS METa0OIM3bM HA TITUKOIMTUPOHUYM HE BOJIAT JIO
KIMHAYHO 3HAYMMO MTOBHIIIABAHE HA CHCTEMHATA EKCIIO3UITHSL.

Hayuenmu c 6vOpeuno yspescoane

brOpednoTo yBpexkaaHe oka3Ba BINSHHAE BbPXY CHCTEMHATa €KCIIO3UIHS Ha TIIMKOIMPOHUEB OPOMMUI.
HabmronaBa ce ymepeHo noeuinaBane Ha TotanHara cucteMHa ekcro3unus (AUC.s) 1o 1,4 bty npu
WHIUBU/IY C JIEKO JI0 YMEpeHo ObOpeYHo yBpexkIaHe u 10 2,2 MbTH IpH HHAUBHIH C TEXKO OBOPEUHO
YBpeXKIaHe U TepMuHaITHA 0B0pedHa HenoctaThbuHOCT. [lpn manmentu ¢ XOBB ¢ nexo 10 ymepeHo
O0BbOpedHO yBpeKaaHe (M34uciIeHa CKOpOCT Ha rioMepyaHa dpuirpanus, €GFR >30 ml/min/1,73 m?)
Seebri Breezhaler Mmo>xe ia ce npuiara B npenopbyuTeaHaTa qo3a. [Ipu nanueHTu ¢ Texko 0b0pedHo
yepexaane (eGFR <30 ml/min/1,73 m?), BKIFOYMTEIHO TAKUBA ¢ TEPMUHAIHA OBOpeYHa
HEJOCTaTHhYHOCT, Hy)KJaellu ce OT quanu3a, Seebri Breezhaler TpsioBa ma ce m3momn3Ba camo ako
OuYaKBaHAaTa 10J13a MPEBUIIIaBa MOTCHIUAIHUS PUCK (BXK. TOUKa 4.4).

5.3 IIpeak/JMHMYHU JaHHH 32 0€30MaCHOCT

HexnuHuuHuTe JaHHU HE MMOKa3BaT 0coOEH PHCK 3a Xopa Ha 06a3aTa Ha KOHBECHIIMOHAHUTE
(bapMaKoJIOrMYHM NPOYYBaHU 32 OE30MACHOCT, MPOYUYBAHMSA 32 TOKCHYHOCT P MHOTOKPATHO
npuiIarase, TeHOTOKCHYHOCT, KaHIEPOreHEeH MMOTeHINAN, PEIPOAYKTUBHA TOKCHYHOCT U TOKCUYHOCT
3a Pa3BUTHUETO.

E(i)eKTI/ITC, AbJDKallu CC Ha CBOICTBaTa Ha TJIMKOIIMPOHUECBUA 6pOMI/I,I[ KaTO aHTaroHucCT Ha
MYCKapUHOBUTEC PEIUCIITOPU, BKIIFOUBAT JICKO 1O YMEPCHO IMOBUIITIAaBAHE HA ChbpJCYHAaTa 4€CTOTA IIpH
Ky4d€Ta, IOMBbTHABAHC Ha JICUIaTa IIpy IJIbX0BE U O6paTI/IMI/I IMPpOMEHU, CBbP3aHr C HaMaJICHa
CCKPCUUS Ha JKIIC3UTEC, ITPU INIBXOBC U Ky4CTa. HpI/I IITBXOBETE CC HaGJ’IIOZ[aBa JICKO APAa3HCHE W
AJIalITUBHU TPOMCHU B NUXATCIIHUTC IbTUILA. Bcnuku Te3un HAaXOAKHW Bb3HUKBAT IIPU CKCIIO3ULIUAA,
KOATO 3HAYUTCIIHO IMPEBUIIaBa OYaKBaHaTa CKCIIO3NIMA IIPH Xopa.

I'mukonpoHUYM HE € TepaTOreHeH NPY TUThXOBE U 3aiIIN CJIe]] HHXAJIATOPHO MPUIIOKEHHE.
DepTUIIUTETHT, MPE- U MOCTHATATHOTO PA3BUTHE HE CE TIOBJIUSBAT MPH IUTHXOBE. | TUKOTUPOHUEBHSIT
OpoMu 1 HETOBUTE METAaOOIMTH HE IPEMUHABAT B 3HAYMMa CTETICH Mpe3 IUIalieHTapHara 6apuepa
npu OpeMEHHU MHUIIKH, 32K U KydeTa. [ THkonupoHueBUAT OpoMu/T (BKJIFOUHUTEITHO HETOBUTE
METa0MINTH) C€ €KCKPETHPa B MIIIKOTO TIPH JIAKTHPAIIH ITHX0BE U JOCTUTA KOHIICHTPAITUS 110

10 bTH TIO-BUCOKA OTKOJIKOTO B KPHBTA HA MaiKaTa.

IIpoyuBaHusATa 32 TEHOTOKCUYHOCT HE NIOKa3BaT HUKAKbB MyTareHEH WU KJIaCTOTEHEH TOTEHIIMAN Ha
KON poHUeBHs OpoMua. [IpoyuBanusaTa 32 KaHIIEPOTE€HHOCT NMPH TPAHCTEHHU MUIIKH, TTPH KOUTO €
MIpUJIaraH NepOPaHoO, U IUTbXOBE, IIPU KOUTO € MpHUIaraH HHXaJIaTOpHO, HE TIOKa3BaT KaHIIEPOTEHHOCT
npu cuctemna ekcriozuiusa (AUC) npesuimasaria mpuOIU3UTEIHO 53 TBTH NPU MUILKUTE U 75 IBTH
MIPH TUTHXOBETE MaKCUMalTHaTa MPENOPbUYMTENHA /1032 TP Xopa OT 44 MUKporpamMa BeTHBK JHEBHO.
6. DAPMALIEBTUYHU JAHHU

6.1 CHoucbk Ha IOMOLIHHUTE BelIeCTBA

KarncyiHo ¢cbabpKIMO

JlakTo3a MOHOXHIpAT
MaruesueB cteapat
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CrncTaB Ha KamcyJiaTa

Xunpomenosa

Kaparenan

Kanues xnopun

Cswacer xbato FCF (E110)

IleyaTHO MacTHIIO

Mennax (E904)

TIponuneHraukon

AMOHUEB XUJAPOKCHU]T

Kanues xuapokcun

Keneszen oxcun, gepen (E172)

6.2 HecnBmecTuMoOCTH

Henpunoxumo

6.3 Cpok Ha roaHOCT

2 TOIUHU

Bceku naxanaTop TpsOBa a ce U3XBBPIH CIell KaTo Ce M3IMOI3BAaT BCUYKH KaTICYIIH.
6.4 Crnenuananm yca0BHs HA CbXpaHeHHe

Ha ne ce cpxpansiBa Hag 25°C.

Kancynure TpsiOBa BUHATHY /1a Ce ChbXpaHSIBAT B OPUTHHAIHUS OJIHCTED, 32 J]a e MPEe/na3sT OT Biara.
Kancynure TpsiOBa 1a ce M3BaKaaT caMo HEMOCPEACTBEHO Npean yrnorpeoa.

6.5 Buau chabp:kaHue HA OMAKOBKATA

Seebri Breezhaler e ennono30B unxanarop. Ts10To 1 Kanadykara Ha HHXajJaTopa ca HalpaBeHU OT
AKPUJIOHUTPHII OyTaaueH CTUpEH, OYTOHUTE 3a HATUCKAHE Ca HAPABEHU OT METHJI METaKpHJIaT
aKpUWJIOHUTPHII OyTaaneH ctupeH. UrnnTe u nmpyXKHHATE ca OT HepbXkaaeMa ctomaHa. Beeku Gnuctep
chABpKa WK 6 win 10 TBBpAM KarcyJu.

PA/AI/PVC — Al nepdopupan e1HOA030B OJIUCTEP

OmnakoBky, chabpkamu 6x1, 10x1, 12x1 unu 30x1 TBEpAU KANCyiu, 3a€JHO C €AUH UHXAIATOP.
I'pynoBu onakoBky, chabpxany 90 (3 omakoBku no 30x1) TBBpAM Kancyiu U 3 UHXajIaTtopa.
I'pynoBu onakoBky, chabpxkaiy 96 (4 omakoBku no 24x1) TBbpAM Karncyiu U 4 UHXajxaTtopa.
I'pynoBu omakoBkH, ceabpxkamu 150 (15 onakoBku o 10x1) TBepan kancynu u 15 uaxanaropa.
I'pynoBu omakoBk#H, chabpxkamu 150 (25 onakoBky 1o 6x1) TBBpAM Karcynu U 25 WHXamaTopa.
He Bcruky BHJOBE OMTAaKOBKH MOTAT Jia ObJIaT ITyCHATH HAa Ia3apa.

6.6 CrnenuajaHu NpeanasHu MepKH NP U3XBbPJIsiHE H padoTa

TpsOBa Ja ce U3M0JI3Ba HOB MHXAJIATOP NPH BCSIKO HOBO NpeANUCcBaHe. Beekn naxanaTop TpsioBa 1a ce
M3XBBPIH CIIe/ KaTo Ce MU3IMOJI3BAT BCUUKHU KaTICYJIH.
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HMucrpykimu 3a pabora u ynorpebda

Mous, npouerere BHUMaTenHO Leaute MHCTpyKIMy 3a ynorpeda npeau fa nsnonssare Seebri

Breezhaler.

ITocTaBete

9
F

Crbika la:
HU3abpnaiiTe kKanaukara

Crerka 16:
OtBopeTe HHXAJATOpPA

IMpo6uiite n
ocBoOOIETE

Crpika 2a:

IpobuiiTe BeAHDbXK
KancyJiaTa

3aapBKTe HHXaIaTopa B
H3IIPABEHO IMOJIOKCHHE.
[TpoOwuiite kamncymnarta
KaTO HaTHCHETE
€THOBPEMECHHO
OyTOHUTE, pa3IOIOKCHH
OT JIBETE CTPAHH.

ITpu mpobOuBane Ha
KarcyJjaTa TpsOBa Ja ce
gye 3BYK.

IIpobwuiite Kancyaara
CaMO BEJIHbX.

Crbika 20:
OcBooOogere
CTpaHUYHHUTE OYTOHH

14

HNuxanupaiite
IBJI00KO

Crbika 3a:
M3aumaiiTe HATBJIHO
He nyxaiite cpenry

HakpaHUKa.

Crprika 30:
HNnxanupaiite 1b160K0
JIEKapCTBOTO

JpbxTe uuxanaropa,
KaKTO € TIOKa3aHo Ha

KapTUHKATa.

IlocraBeTe HakpaliHuKa B
ycTara CH M 3aTBOpETe
YCTHHUTE CH OKOJIO HETO.
He nartwuckaiite
CTPAaHUYHHUTE OYTOHHU.

IIpoBepete nanu
KaIlCyJIaTa e mpa3Ha

IIpoBepka

Ilposepere nanu
KAaICyJ/1aTa e npa3Ha
OTBOpeTe HHXAIATOPA, 3a
Jla BUAUTE, AU € OCTaHall
rpax B KaricyJiara.

AKO e ocTaHal rmpax B

KarncyJaTa:

e 3arBopeTre MHXaJaTopa.

e TloBTOpeTe CTHIKH 3a
110 3B.

Ocranan npax Ilpasna




"

Crpnka 1B:

B3emere kancyJa
Ornenere eaHO OT
rHe3JaTa Ha OnmcTepa.
OTienere NpeAna3HoTo
¢dommo Ha OimcTepa u
H3BajieTe Karcyara.

He us0yTBaiite KarcyJjara

Ipes3 {1}0J’II/IOTO.

He reaTaiiTe kancyuara.

Bnumiaiite 06p30 u
KOJIKOTO MO3KETE I10-
IIBIIOOKO.

ITo Bpeme Ha
WHXATANUATA [IE IyeTe
OpBMUAaII 3BYK.
Bb3MoxkHO € na yceTure
BKyCa Ha JIEKapCTBOTO
JTIOKAaTO WHXAaJIHpare.

(o g
=

Crpnka 3B:
3aapbiKTe I1bXA CH
3ampeKTe IbXa CH 32
TOHE 5 CeKyHAM.

Crpnka IT:

IocraBere kancynara
Hukora He mocTaBsiiTe

KalICyJIaTa JIMPEKTHO B

HakpalHUKa.

Crenka 11:
3aTBopeTe HHXAJATOPA
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OtcrpaHere npa3Harta
KarncyJia

W3xBbprere npa3Hata
KaIcyJja B KOHTeliHepa 3a
JIOMAITHU OTIabIH.
3aTBopeTe HHXAIaTopa u
MIOCTAaBETE KaladyKara.

Baskna undopmanus

o Kamncynure Seebri
Breezhaler TpsioBa
BUHAIH Ja ce
CBhXpaHABaT B OuCTEpa
U J1a Ce U3BAXKIAT
HETIOCPEICTBEHO MPEaH
ynotpeoa.
He n30yrBaiite
KarcyJaTa npe3
dhosmoro, 3a 1a s
M3BaJMTE OT OJHCcTEpa.
He rearaiite kancynara.
He uznoinssaiite
karncyiure Seebri
Breezhaler ¢ gpyr
MHXANaTop.
He n3nonssaiite
nHxanaropa Seebri

Breezhaler 3a npunarane
Ha JIpyT BU KarcyJa
WIIH JIEKapCTBO.

Hukora He mocrassiite

Karicyjarta B ycTaTa CH
WY B HAKpalHUKa Ha
HHXaNaTopa.

He natuckaiite
CTpaHHYHUTE OYTOHU
MOBEYE OT BEIHBXK.

He nyxaiite cpemy
HaKpaliHUKa.

He natuckaiite
CTpaHMYHHUTE OYTOHU
JTOKAaTO WHXAaJIHpaTe Ipe3
HakpaliHUKa.

He nunaiite xancymnure
C MOKpH PBIIE.

Hukora He usnnaksaiite
MHXaJlaTopa C BoJa.




OmnaxoBkara Ha Bamms naxanarop Seebri Breezhaler

ChIbpIKa:

o Eamn maxanatop Seebri Breezhaler

e Exun nmm moBede OrcTepH, BCEKH ChIBbpXKAI] 6
i 10 xancynu Seebri Breezhaler, xourto na ce
U3MOJI3BAT C MHXAIaTopa

Kamepa na Haxpaiinnk

CrpaHnuHI
OyTOoHH

OcHoBa

OcHoBa Ha HHXaj1aTopa

Bancrep

Huxanarop

YecTo 3a1aBaHu
BBIIPOCH

3amo nHXaJaTOPHT He
H3aBa UIYM 10 BpeMe Ha
HHXaJanusara?
KamncynaTta moxe na
3aceqHe B kKamepaTa. AKo
TOBA CE CIyYH,
BHHMATEIIHO 1 0CBOOOIETE
KaTo MOYYKBATE IO
OCHOBaTa Ha WHXAJIATOpa.
WNuxanupaiite
JIEKapCTBOTO OTHOBO KaTO
MIOBTOPUTE CTHIKHU 3a 10
3B.

Kakso TpsioBa n1a
HANIPaBsl, aKO MPaXbT
ocTaHe BbTpE B
KamncyJara?

He cre nmpuenu
IoCTaThYHO OT Bamero
JIEKapCTBO. 3aTBOpETE
WHXAJaTopa U IOBTOPETE
CTBIKH 3a 710 3B.

Kamasax caen
MHXAJANHUATA — UMa JIH
3HAYeHue?

ToBa MOxe /1a ce cIy4H.
[Ilom kancynara e npasHa,
CTE TMPUENH JOCTATHYHO OT
Bamero nekapctso.

YceTnx MaJKH YacTHIH
0T KAICyJaTa BbpXy
e3MKa CH — MMa JIU
3HaYeHue?

ToBa MOXe J1a ce cayyu.
He e BpenHo.
BepostHocTTa Kancynara
Jla ce CUyNH Ha MAJIKH
MapyeHIia ce MOBHIIIABa,
aKo e mpobuTa nmoBeye OT
BEJIHDBXK.

IHoyucrBaHne Ha
HHXAJIATOpa

W30bpmiere HaKpaitHUKa
OTBBH U OTBBTPE C YHCTA,
cyxa KbpIa, KOsTO He
OTJeNs BJIAaKHA, 3a Ja
OTCTpPaHUTE OCTAHAIIUS
npax. [lazere naxanaropa
cyx. Hukora He
U3IJIaKBaiTe HHXamaTopa
C BOJA.

H3xBbpIsiHe HA
HHXAJIATOPA cjaef
ynorpeda

Bceku naxanatop TpsaoBa
Jla ce M3XBBPIH CJIe]] KaTo
BCHYKH KalCyJH ca
u3noa3Banu. [lonuraiite
Bamwst hapmarnieBT Kak na
HU3XBBPJIUTE JIEKApCTBATa U
HWHXaJIATOPUTE, KOUTO BEeUe
HE ca HEOOXOJUMU.

7. HPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/12/788/001-008
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9. JATA HA ITBPBO PABPEIIABAHE/IIOJTHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Hata Ha mbpBO paspemaBane: 28 cenremBpu 2012 T.
Jlata Ha nocimeauo nogHoBsBaHe: 19 romm 2017 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

[ToapoOHa uHpopManus 3a TO3H JIEKapCTBEH MPOAYKT € MpeJocTaBeHa Ha yebcalita Ha EBpomnelickaTa
areHITus 110 JieKapcTBaTa http://www.ema.europa.eu
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HPUJIOKEHUE I1

MMPON3BOJUTEJL, OTTOBOPEH 3A OCBOBOXIABAHE HA
MHHAPTUHA

YCJIOBUA NJIN OTPAHUYEHUSA 3A TIOCTABKA U
YIHOTPEBA

APYI'U YCJIIOBUA N UBUCKBAHUA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJOBUA NJIN OT'PAHNYEHUS 3A BE3OITACHA "
E®OEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITIPOAYKT
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A. NPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOKJIABAHE HA
ITAPTU N

HMe u aipec Ha IPOU3BOAUTEINTE, OTTOBOPHU 34 OCBO60)KI[aBaHe Ha NIapTUuamTe

Novartis Farmacéutica SA

Gran Via de les Corts Catalanes, 764
08013 Barcelona

HUcnanus

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Niirnberg
I'epmannus

[TeuaTHaTa TMCTOBKA HA JICKAPCTBEHUS IPOAYKT TPsIOBa Aa ChIbPrKa UMETO U afpeca Ha
MPOM3BOAMTEINS, OTTOBOPEH 32 OCBOOOXKIaBAaHETO HA CHOTBETHATA ApTHA.

b. YCJIOBUSA WU OTPAHUYEHUS 3A TOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOLYKT CE OTIIyCKa IO JIEKAPCKO MPEIIUCaHuUe.

B. JPYI'M YCJIOBUA U U3BUCKBAHUS HA PASPELHIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKkTyaJau3npanm aokiaanu 3a oesonacuoct (ITAIB)

NzuckBanwmsra 3a mogaBane Ha [1AJIb 3a To3u JIeKapCTBEH MPOAYKT Ca MMOCOYCHH B CIIHICHKA C
pedepentnute natu Ha EBponeiickus cpio3 (EURD cnucek), npensuaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CII/IBAIH aKTyJIN3al[1H, TTyOJIUKYBaHU HA €BPOIICHCKUS
yeOropTa 3a JeKapCcTBa.

I'.  YCJI0OBUsS NN OTPAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS ITIPOAYKT

. IInan 3a ynpasaenue Ha pucka (ITYP)

[IpurexxatensaT Ha pa3perienuero 3a ynorpeda (IIPY) Tps6Ba na n3BbpIIBa H3UCKBAHUTE IEHHOCTU U
JeHCTBUS, CBBP3aHU C IIPOCIIesIBaHe Ha JIeKapcTBeHaTa 0€301acHOCT, mocoueHH B ogoopenus 11YP,
npenctased B Monyn 1.8.2 Ha pa3pemennero 3a ynorpeda, KakTo ¥ BbB BCHUKH 0JJ00peHH
chIlacyBaHU akTyanu3zanuy Ha [TYP.

Axryammsupas [IYP TpsiOBa na ce mogaBa:

o 1o uckaHe Ha EBpornelickarta areHuus 1o JekapcTBara;

° BHHATH, KOTaTO C€ U3MEHS CHCTEMAaTa 3a yIpaBJIeHHe Ha PUCKA, OCOOEHO B Pe3yiTar Ha
oJiydaBaHe Ha HOBa MH(OPMAIIKs, KOSITO MOXKE Jla IOBEJIE 10 3HAUUMHU IPOMEHHU B
CHOTHOIICHHUETO I10JI3a/PUCK, WIIK CJICA JOCTUIaHE Ha BayKeH eTall (BbB BPh3Ka C MPOC/IeIsIBaHe
Ha JICKapCTBeHaTa OE30MaCHOCT WK CBEX/IaHE HA PUCKA IO MUHUMYM).
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HPUJIOKEHHUE I11

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA

20



A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA EAMHUYHA OITAKOBKA

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Seebri Breezhaler 44 mukporpama mpax 3a WHXaJaud, TBEPAH KaIrcylIn
TJIMKOMTUPOHUYM (KaTO TJIUKOMMUPOHUEB OPOMH/T)

2. OBSIBABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Beska kancyna cpabpika 50 MuKporpama riiukonupoHnyM. KoianuecTBOTO MIHMKOMUPOHUYM, KOETO ce
noctad € 44 MUKporpama.

3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

Cump)Ka ChIIO: JIAKTO3a U MAardHe€3nueB CTCapar.
3a JOIIbIHUTEIHA I/IH(bOpMaI_II/IH BHJKTC JJUCTOBKATa.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

[Ipax 3a nHXaNaUK, TBEPAA KarcyJia

6 x 1 xanicynu + 1 uHxanaTop

10 x 1 xancynu + 1 nHXamarop
12 x 1 xancynu + 1 nHXamarop
30 x 1 xanicynu + 1 nHxamarop

5. HAYMH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

3a ymoTpeba caMo ¢ MHXaJIaTopa, MPEIOCTaBEH B OMIAKOBKATA.
He reaTaiite kancynure.

[Ipenun ynotpeba npoyerere IMCTOBKATA.

MHxanatopHO NpUIOKEHUE

6. CHELHUAJIHO HPEAYHPEXIEHHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIEITA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

22



‘ 8. JATA HA I3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
MHxanaTopbT BBB BCSAKa OMAKOBKa TPsIOBa Jja c€ M3XBBPIIH, CIIE]] KATO CE M3MOI3BAT BCHUKU KaIlCyu
B OIIAKOBKATa.

‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

[a e ce cpxpansBa Hax 25°C.
Kancynure na ce chxpaHsBaT B OpUTHHAIHUS OJIMCTED, 3a 1a ce MPEAnassar oT Buara. [la He ce Baasar
oT GircTepa 70 MOMEHTa HEMTOCPEACTBEHO MPEIN yIoTpeoda.

10. CHELOUAJIHU NPEAITA3HA MEPKU ITPU U3XBBPJISSHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH NN OTITAABYHHN MATEPHAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AAPEC HA ITPUTEXKATEJISAA HA PASPEIHEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

WNpnanaus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/12/788/001 6 xancynu + 1 uHxamaTop

EU/1/12/788/007 10 xancynu + 1 mHXamarop
EU/1/12/788/002 12 xancynu + 1 uHXamatop
EU/1/12/788/003 30 kancynu + 1 uHXANATOP

13. HAPTUAEH HOMEP

ITaptunen Ne

14. HAYMUH HA OTIIYCKAHE

.HCKapCTBCHI/IﬂT MPOAYKT CC€ OTIIYCKA IO JICKAPCKO NPCAIINCaHUC.

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Seebri Breezhaler
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‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JiBym3mepeH 0apKoj ¢ BKIIFOUCH YHUKAJICH UICHTU(GHUKATOP

‘ 18. YHUKAJIEH WIEHTUO®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHS HA I'PYIIOBA OITAKOBKA (C BLUE BOX)

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Seebri Breezhaler 44 mukporpama mpax 3a WHXaJaud, TBEPAH KaIrcylIn
TJIMKOMTUPOHUYM (KaTO TJIUKOMMUPOHUEB OPOMH/T)

2. OBSIBABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Beska kancyna cpabpika 50 MuKporpama riiukonupoHnyM. KoianuecTBOTO MIHMKOMUPOHUYM, KOETO ce
noctad € 44 MUKporpama.

3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

Cun,pn(a ChIIO: JIAKTO3a U MAardHe€3nueB CTCapar.
3a JOIIbIHUTEIHA I/IH(bOpMaI_II/If{ BHOKTC JIUCTOBKATa.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

[Ipax 3a nHXaNaUK, TBEPAA KarcyJia

I'pynoBa onakoBka: 90 (3 omakoBku 1o 30 x 1) kancynu + 3 uHXaIaropa.
I'pynoBa omakoBka: 96 (4 onakoBk# 1o 24 x 1) kancynu + 4 uHXanaTopa.
I'pynoBa omakoBka: 150 (15 onakoBku no 10 x 1) kancynu + 15 naxanartopa.
I'pynoBa omakoBka: 150 (25 onakoBku 1o 6 X 1) karcynu + 25 uHxanaropa.

5. HAYMH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

3a ymoTpeba caMo ¢ MHXaJIaTopa, MPEIOCTaBEH B OMIAKOBKATA.
He reaTaiite kancynure.

[Ipenun ynotpeba npoyerere IMCTOBKATA.

MHxanatopHO NpUIOKEHUE

6. CHELHUAJIHO HPEAYHPEXIEHHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IHOTJIEJA U TIOCET'A HA JIEITA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO
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‘ 8. JATA HA I3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
MHuxanaTopbT BBB BCSAKa OMAKOBKa TPsIOBa Jja ce€ M3XBBPIIH, CIIE]] KATO CE M3IOJI3BAT BCHUKHU KaTlCyIn
B OIIAKOBKATa.

‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

[a e ce cpxpansBa Hax 25°C.
Kancynure na ce cbXxpaHsBaT B OpUTHHAIHUS OIMCTED, 3a 1a ce MPEAnassar oT Buara. [la He ce Baasar
oT GircTepa 70 MOMEHTa HEMTOCPEACTBEHO MPEIN yIoTpeoda.

10. CHELOUAJIHU NPEAITA3HA MEPKU ITPU U3XBBPJISSHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTHIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AAPEC HA ITPUTEXKATEJISAA HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/12/788/004 I'pynoBa onakoBka, BKIrouBaa 3 onakoBku (30 kamcyinu +
1 nHxanarop)

EU/1/12/788/005 I'pymnoBa omnakoBka, BKIOYBaIa 4 OMakoBKH (24 karcynu +
1 uaxanarop)

EU/1/12/788/008 I'pynoBa onakoBka, BKIrouBama 15 onakosku (10 xancynu +
1 uaxanarop)

EU/1/12/788/006 I'pymnoBa onakoBka, BKIOYBaIIa 25 ONaKOBKH (6 Karcyiu +

1 naxanarop)

13. HNAPTHUAEH HOMEP

ITaptunen Ne

14. HAYMUH HA OTIIYCKAHE

.HeKapCTBCHI/IﬂT MPOAYKT CC€ OTIIYCKA IO JICKAPCKO NPCAIINCaHUC.

15. YKA3AHUA 3A YIIOTPEBA
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16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

Seebri Breezhaler

‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JBynsmepeH 0apKoJ ¢ BKIIOYCH YHUKAICH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

MEXIUHHA KAPTOHEHA KYTHUS HA I'PYIIOBA OITAKOBKA (BE3 BLUE BOX)

‘ 1. HNME HA JIEKAPCTBEHUA TPOAYKT

Seebri Breezhaler 44 mukporpama mpax 3a WHXaJaud, TBEPAH KaIrcylIn
TJIMKOMTUPOHUYM (KaTO TJIUKOMMUPOHUEB OPOMH/T)

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Beska kancyna cpabpika 50 MuKporpama riiukonupoHnyM. KoianuecTBOTO MIHMKOMUPOHUYM, KOETO ce
noctad € 44 MUKporpama.

3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

Cump)Ka ChIIO: JIAKTO3a U MAardHe€3nueB CTCapar.
3a JOIIbIHUTEIHA I/IH(bOpMaI_II/IH BHJKTC JJUCTOBKATa.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

[Ipax 3a nHXaNaUK, TBEPAA KarcyJia

30 x 1 karrcynu + 1 nuaxanarop. Yact ot rpymnoBa omakoBka. Jla He ce mpoiaBa OTIETHO.
24 x 1 xancynu + 1 naxanarop. YacT oT rpymnoBa onakoBka. [[a He ce mpoiaBa OTAEIHO.
10 x 1 xkancynu + 1 nHXamatop. YacT oT rpymnoBa onakoBka. /{a He ce mpoaaBa OTAEIHO.
6 x 1 xkancynu + 1 maxanatop. Yact oT rpymoBa onakoBka. [la He ce mpoaaBa OTAEITHO.

5. HAYMH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

3a ymoTpeba caMo ¢ MHXaJIaTopa, MPEIOCTaBEH B OMIAKOBKATA.
He reaTaiite kancynure.

[Ipenun ynotpeba npoyerere IMCTOBKATA.

MHxanatopHO NpUIOKEHUE

6. CHELHUAJIHO HPEAYHPEXIEHHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IHOTJIEJA U TIOCET'A HA JIEITA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO
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‘ 8. JATA HA I3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
MHxanaTopbT BBB BCSAKa OMMAKOBKa TPsIOBa Jja ce€ M3XBBPIIH, CIIE]] KATO CE M3IOJI3BAT BCHUKHU KaIlCyu
B OIIAKOBKATa.

‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

[a e ce cpxpansBa Hax 25°C.
Kancynure na ce chxpaHsBaT B OpUTHHAIHUS OJIMCTED, 3a 1a ce MPEAnasar oT Buara. [la He ce Baasar
oT GircTepa 70 MOMEHTa HEMTOCPEACTBEHO MPEIN yIoTpeoda.

10. CHELOUAJIHU NPEAITA3HA MEPKU ITPU U3XBBPJISSHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH NN OTITAABYHHN MATEPHAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AAPEC HA ITPUTEXKATEJISAA HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

WNpnanaus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/12/788/004 I'pymnoBa onakoBka, BKIrouBaiia 3 omakoBku (30 kamcynu +
1 maxanaTop)

EU/1/12/788/005 I'pymnoBa onakoBka, BKJIOUBaIa 4 ornakoBKH (24 xamcyiu +
1 nHxanarop)

EU/1/12/788/008 I'pymnoBa onakoBka, BKIrouBama 15 onakosku (10 xancynu +
1 nHxanarop)

EU/1/12/788/006 I'pymnoBa omakoBka, BKJIIOUBalia 25 onakoBkH (6 kancysu +

1 maxamaTop)

13. HMAPTUJAEH HOMEP

ITapTunen Ne

14. HAYMH HA OTIITYCKAHE

JlexapcTBEHUSAT MPOYKT C€ OTITyCKa I10 JIEKAPCKO MPEIITHUCAHHE.

15. YKA3AHMA 3A YIIOTPEBA
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16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Seebri Breezhaler

‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

‘ 18. YHUKAJIEH UIEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA

30



JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

BBTPEIHIEH KAITAK HA KAPTOHEHATA KYTUS HA EANHUYHATA OITAKOBKA N
HA MEKIUHHATA OITAKOBKA HA I'PYIIOBATA OITAKOBKA

1. JIPYTO
1 ITocraBete
2 [Ipobuiite n ocBoOOaETE
3 HNuxanupaiite 1pI100K0

IIpoBepka IIpoBepere nanu kancynara e npasHa

IIpeau ynorpeba npodereTe JIMCTOBKATA.
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEPHU

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Seebri Breezhaler 44 pg nmpax 3a naxananun
TJIMKOTIUPOHUYM

2. HUME HA IIPUTEKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

|5.  JIPYTO

HHX&J’IaTOpHO MNPUIIOKCHUC

32



b. IUCTOBKA
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JlncroBka: undopmanus 3a norpeduTeNs

Seebri Breezhaler 44 mukporpama npax 3a MHXaJaluHu, TBbPAN KaNCyJIH
[IIMKOMUPOHUYM (glycopyrronium)
(KaTo rIMKOIUPOHUEB OPOMU)

IIpoyeTeTe BHMMATEIHO LSLJIATA JIMCTOBKA, IIPEeIU 1A 3alI0YHeTe 12 U3M0JI3BaTe TOBA

JIEKAPCTBO, Thil KATO T ChAbLP:KA Ba:kHA 3a Bac nundopmanus.

- 3amazere Ta3u JIUCTOBKA. MOJKe /1a ce HaJOXH JIa sl POYETETe OTHORO.

- AKO UMaTe HIKaKBY JIOTBIHUTEIIHA BBIIPOCH, TonuTaliiTe Bamus siekap, papmareBt niu
MEJUIIMHCKA CecTpa.

- ToBa sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcThnBaiite Ha npyru xopa. To Moxe
Jla M HaBpeJly, HE3aBUCHMO Ue TPU3HAIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIUTE KaTo BamuTe.

- AKO TIOITyunTe HAKAKBU HEXKEJaH! peakin, yBeaomere Bammst gekap, hapMareBT wiu
MEIHNIMHCKA cecTpa. ToBa BKIIFOUBA U BCHYKH BE3MOYKHU HEXXEJIAaHHU PEaKIH, HEOITMCAaHH B
Ta3u JUCTOBKA. Bikre Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

Kakgo npencraensBa Seebri Breezhaler u 3a kakBo ce u3non3sa
Kakgo Tpsi0Ba na 3Haete, npeau Aa unonssare Seebri Breezhaler
Kak na n3znomnssare Seebri Breezhaler

BBb3M0KHM HEXEIaHU pEeaKLUU

Kak na cexpansiBate Seebri Breezhaler

ChIpprkaHne Ha OTIAKOBKATA U TOMBIHUTETHA HHPOPMANUs

ALY

1. Kaxkso npeacraBasBa Seebri Breezhaler u 3a kakBo ce n3noJi3za

Kaxkso npeacraBassa Seebri Breezhaler
ToBa JlekapCcTBO ChIbpKa aKTUBHOTO BEIIECTBO TIMKOMUPOHUEB Opomul. To MpUHAIeKH KbM Ipyria
JIeKapCcTBa, HAPEUCHU OPOHXOANIATATOPH.

3a kakBo ce u3noj3Ba Seebri Breezhaler

ToBa JlekapCcTBO Ce U3IIOJI3BA 3a YIICCHSIBAHE HA JMIIAHETO MPH Bh3PACTHH MAIIMEHTH, KOUTO UMAT
3aTpyAHEHHS C TUIIAHETO BCIICICTBHE HA Oen0ApoOHO 3a00ABaHe, HAPEUECHO XPOHUYHA
o0cTpykTuBHa OenoapooHa 6onect (XOBB).

IIpn XOBb myckynure OKOJIO AUXaTeTHUTE MBTHLIA ce CTAraT. ToBa 3aTpyIHsABa AuIIaHeTo. ToBa
JIEKapCTBO OJIOKWpa CTATAHETO Ha MyCKyJaTypaTa B OeiuTe IpoOOBe U YIECHSIBA BIU3aHETO U
W3JIM3aHETO Ha Bh3IyXa OT OenuTe ApoOoBe.

W3non3BaHeTo Ha TOBa JIEKAPCTBO BEAHBXK JTHEBHO 11ie Bu momorne na namanute edexrure Ha XObb
BbpXYy Bamero exenHesue.

2. KakBo TpadBa na 3Haete, npeau Aa usnoJssare Seebri Breezhaler

He uznonssaiite Seebri Breezhaler

- aKO CTC aJICPIr'u4HU KbM TJIMKOIIMPOHUEB 6p0MI/IZI NN KbM HAKOS OT OCTAaHAJIUTE CbCTABKHU HaA
TOBA JICKapCTBO (M30pPOCHH B TOUKA 6).
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Ipexynpexnennsi u NpeanasHu MepKU

T'oBopete ¢ Bamms nrekap, npenu na m3noisBate Seebri Breezhaler, ako Hemo oT HAMMCAHOTO MO~
J0Jy ce oTHacs 3a Bac:

- ako nmare ObOpeuHH MpobIeMu.

- aKo “MaTe O4YeH NpobIieM, HapeUueH 3aKPUTOBI'BIIHA MIIayKoMa.

- aKo “Marte 3aTPyTHCHUS MPH OTIENTHETO HA YPUHA.

I1o Bpeme Ha JeuyeHueTo cbe Seebri Breezhaler, cripete mpuema Ha 1ekapcTBOTO U HHMDOPMHpANTE

HezabaBHO Bamms nekap:

- aKo MMOYYBCTBATE CTATaHE B I'bPANTE, KALTUIIA, XPUIIOBE WK 3a/1yX HEIIOCPEICTBEHO CIIEH
ynotpebara Ha Seebri Breezhaler (mpu3Hanu Ha OpoHXOCTIa3bM).

- aKo TIOJIYYHTE 3aTPYAHEHO TUIIaHe WK TPErbIlaHe, OTOK Ha €3UKa, YCTHUTE WIIH JIALETO,
00pHB MO KOKaTa, ChPOESK M ypTUKapus (MPU3HALM HA alepruiHa peaKiys).

- aKko nony4nte 00JKa B OKOTO WM AUCKOM(OPT, BpeMEHHO 3aMbIIIsIBaHE Ha 3PEHHUETO, MOsIBa Ha
XaJIo WU IIBETHU TIETHA, CHITPOBOJICHHU OT 3a4epBsABaHE Ha OKOTO. ToBa MOXKe Ja ca MpHU3HALN
Ha OCTHP NPUCTHIT HA 3aKPUTOBI'BITHA TTIAYKOMA.

Seebri Breezhaler ce n3non3sa kato momgappxamnio neuenue npu XObb. He nznomnspaiite ToBa
JIEKapCTBO 3a JIeYeHHE Ha OCTHP MPHUCTHII HA 3ayX WIH XPHUIIOBE.

Jeua v roHomM
He naBaiite ToBa JIeKapCTBO HA €Ll U IOHOIIM HA Bb3pacT o 18 ronuHu.

JApyru nexkapcrBa u Seebri Breezhaler

TpsbBa na kaxxere Ha Bamms nexap win papmaneBT, ako IpuemMaTe, HaCKOpO CTe IPHUEMaITH WA €
BB3MOJKHO J1a TpUeMeTe APYTH JiekapcTBa. ToBa BKIIFOYBA JIEKapcTBa, Mo100HN Ha Seebri Breezhaler,
W3M0JI3BaHH 3a JieueHue Ha Bamero 6enoipoOHo 3a001siBaHe, KATO HIPATPONINYM, OKCUTPOITUYM HITH
THOTPOTNIUYM (T.HAp. aHTUXOJIMHEPTUYHU CPEICTBA).

He ce crobmaBar cennuiHu HeXXENaH! peakiu Npu ynorpeda Ha Seebri Breezhaler ¢ npyru
JISKapCTBa, U3M0J3Banu 3a JiedeHue Ha XOBb, kaTo OpoHxoauimaraTopy (Hamp. caioyTamod),
METHIJIKCAHTUHH (Hamp. TeOQWIHH) W/VITH TIEPOPATHA U HHXAIIATOPHHU CTEPOUAH (Harp.
MIPETHU30IIOH).

BpeMeHHOCT, KbpMeHe U (pepTHIUTET
AKko cTe OpeMeHHa WM KbPMHUTE, CMSITATe, Y€ MOXKeE Jja CTe OpeMEeHHa WM IUIaHUpaTe OpEeMEHHOCT,
HochBeTBalTe ce ¢ Bammst nexap minn hapmaneBT npeay ynorpedara Ha TOBa JEKapCTBO.

Hsama JaHHHU OT yHOTpeGaTa Ha TOBa JICKAPCTBO ITpU 6pCMeHHI/I 1 HC C€ 3HAC JaJIn aKTUBHOTO
BCIICCTBO Ha TOBA JICKApPCTBO IIPpEMHHABA B KbpMara.

Hlodupane u padora ¢ MAlLIMHU

Mauiko BeposITHO € TOBa JIEKapCTBO Jja OKaXKe BIMSHHUE BbPXY criocoOHOCTTa By 3a modupane n
paboTa ¢ MaIIMHU.

Seebri Breezhaler cbabpaka j1akTo3a

ToBa JlekapcTBO ChIbpiKa JlakTo3a. AKo Bammst nekap Bu e ka3zan, ye nMaTe HEIIOHOCHMOCT KbM
HSIKOM 3aXapH, CBBPIKETE Ce C HETO, MPE/IH Jia PHEMETe TOBa JIEKapCTBO.

3. Kak na usno.szBare Seebri Breezhaler

Bunaru u3non3BaiiTe ToBa JISKapcTBO TOYHO KakTo Bu e kazan Bammsr nekap wim dapmanesT. AKO
HE CTe CUTYPHH B Helllo, onuTaiite Bamus nekap wmu gpapmaresT.
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Kogxo Seebri Breezhaler na npuemere

Oo6wnuaitHaTa 7103a € 1a ce HHXAIMpa ChAbPKaHWEeTO Ha eJHa KaIcyia BCEKH JCH.

TpsiOBa j1a ro MHXANIHpaATEe CaMO BEIHBK JIHEBHO, 3alI0TO e(PeKTHT Ha TOBA JISKapCTBO Tpae 24 yaca.
He npuemaiite noseue, oTkoakoTo Bamusr nekap Bu e kazai.

Crapyecka Bb3pacT
AKoO cTe Ha Bb3pacT 75 roJuHU 1 MOBeYe, MOXKeE Jia M3MO0I3BaTe TOBA JIEKAPCTBO ChC CHIIATA 1034
KaKTO IPU OCTAHAINTE BH3PACTHH.

Kora na nnxammpare Seebri Breezhaler
N3znon3Baiite ToBa J€KapcTBO MO €IHO U CHIIO BpeMe BcekH JieH. Toa 1ie Bu momorse ga He ro
3a0paBsTe.

Moske fa mHXamupaTe TOBa JICKApPCTBO IO BCAKO BpeMeE MPEeId WIH CIe MprueMa Ha XpaHa WiId
HATTUTKH.

Kak na unxanupare Seebri Breezhaler

- B Ta3u omakoBKa Iie HaMepHUTe UHXAIATOP U KaTCyiH (B OIUCTEpH), ChABPIKAIIN JIEKAPCTBO
noxt (hoopMaTa Ha Tpax 3a uHXanaus. M3mons3BaiiTe KarcynmTe caMo ¢ MHXajaaTopa B Ta3u
omakoBka (nHxanatop Seebri Breezhaler). Kamncynure TpsibBa na ocranat B 6mucrepa, 10KaTo
HE JIOWJie BpeMe J1a T'Y M3I0JI3BaTe.

- He u3Baxxpaiite xamncymnara npe3 GommoTo.

- Koraro 3ano4BaTe HOBa OIIaKOBKa, U3MOJI3BaliTe HOBUsI nHXanaTop Seebri Breezhaler, Hamupaii
CE B OMAaKOBKAaTa.

- WzxBBpnere nHxamaTopa BbB BCAKA OMAKOBKA, CJE] KaTO C€ M3MOI3BaT BCHYKH KaIlCylln B
OTIaKOBKAaTa.

- He reaTaiite kancynure.

- Mostst, mpoueTeTe MHCTPYKIIMUTE B Kpast Ha Ta3u JIMCTOBKA 3a JOITBIHUTETHA HHPOPMAITUS
OTHOCHO YyTIOTpebaTa Ha HHXaJaTopa.

AKO cTe puesu MoBeye oT HeoOxoaumaTa 103a Seebri Breezhaler

AKO CTe WHXaITUpaJH MPEeKaJIeHO MHOTO OT TOBA JIEKAPCTBO WII aKO HSIKOW APYT € h3Moin3Bai Bammure
Karicynu, nHpopmupaiite Bamms nexap He3abaBHO WM OTHJIETE B HAH-OJIM3KOTO CIIEITHO OT/IEJICHHUE.
INokaxkere onakoBkara Ha Seebri Breezhaler. Mosxe 1a ce HyJ1aeTe OT MEIUIIMHCKA [TOMOIII.

AKO cTe ponycHaJIM 1a u3noj3sare Seebri Breezhaler

Axo cte 3a0paBIIN Ja HHXAIUpaTe e/1Ha 1033, HHXATUPATe 51 KOJIKOTO ce MOXKe 1mo-ckopo. He
UHXaJIUpaiTe ABE 103H B €MH U chinu JeH. Cies ToBa IIpHeMeTe cie/BallaTta 103a B 00M4aifHOTO
BpEME.

KoJuiko 1bJro ga npoabkasare jJgedeHneTo cbe Seebri Breezhaler

- IIpoabikeTe TEUEHUETO C TOBA JIEKAPCTBO TOJIKOBA JBJT0, KOJKOTO By € kazan Bammsr nekap.

- XOBb e xponnyno 3a0omnsBane 1 Bue TpsOBa 1a U3M0N3BaTE TOBA JIEKAPCTBO BCEKH JCH, a HE
caMo KOraTo MMaTe 3aTpyIHEHHs ¢ JUIIaHeTo win Apyru cumnromu Ha XOBb.

AKO UMate HAKaKBH BBIIPOCH OTHOCHO NMPOIBIIKUTETHOCTTA HA JICYEHHETO C TOBA JIEKApCTBO,

roBopeTte ¢ Bamms nexkap win ¢papMaresr.

AKO UMaTe HIKaKBH JIOTBIHUTEITHHA BBIIPOCH, CBBP3aHH C YIIOTpedaTa Ha TOBa JIEKAPCTBO, IIOMUTANTE
Bammus nekap, papManeBT WM MEIUIMHCKA CECTpa.
4. Bb3MOKHN HeKeTaHN peakuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXCIIAHU pEaKIIUH, BBIIPEKU Y€ HE
BCCKM I'l ITOJTy4aBa.
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Hsikou He:KeJIaHU peaKIMU MOTaT 1a 0bIAT CEPHO3HH, HO Ca HEYeCTH

(mozam 0a 3aceenam oo 1 na 100 oywu)

. HenpaBuneH cwpaedeH purbM

o Bucoky HUBa Ha KpbBHATA 3axap (XUMEPTIMKEMUs: THITHYHATE CHMIITOMH BKITIOYBAT
MPEKOMEPHA KaXK][a WU TJ1aJ], U YeCTO YPHHUPAHE)

. OO6pwuB, cepOex, ypTUKAPHs, 3aTPYJHEHO AUIIAHE WIH MIPETIIBIIaHe, 3aMasHOCT (Bb3MOXKHH

MIpU3HALM Ha aJleprU4Ha PEeaKins)

L Orok MNpeaAMMHO Ha €3MKa, YCTHUTEC, JIMLIECTO UIHU I'bPJIOTO (B’I)3MO)KHI/I IMpU3HalH Ha aHFI/IOCIleM)

AKO TIOITy9HuTe HAKOS OT Te3W HEeXEJaH! peakunu, nHhopMupaiite Bamms nexap He3a0aBHO.

Hsakon He:KelaHU peakIiH MOTaT a 0bIAT CEPUO3HH, HO YeCTOTATA HA T€3W HeKeJIaHU
PeaKiuu e HeM3BeCcTHA
(om HanuyHume OanHU He Modce 0a OvOe HaNPaseHa OYeHKd Ha YeCmomama)

o 3aTpyAHEHO AUIIaHe ¢ XPUNITEHE WK Kaluliia (Mpu3Haly Ha napagoKcalieH OpOHXOCHIa3bM)

Hsikou HeKeJIaHH PeaKIUuu ca YeCTH
(moeam 0a 3aceenam 0o I na 10 oywu)

o Cyxora B ycTara

o bescbHue

o Xpema Wi 3amylieH HOC, KUXaHe, Bb3MaJICHO I'bPJI0
o Huapust nnu kopemna 60Ika

o MyckynHo-ckeneTHa Oonka

Hsikou HeKeJIaHU peaKIUu ca HeYeCTH
(moeam 0a 3aceenam 0o 1 na 100 oywu)
3arpyaHeHue U 00oJKa PH ypUHUPAHE
BosiesHeHo u yecTo ypuHupaHe
CopiicOueHe

O6puB

CxoBaHOCT

Kammuma ¢ xpadku

3n0eH Kapuec

VYcemane 3a HarpexeHre Wik 00Ka B Oy3UTe U YeJIOTO
KspBene ot Hoca

Bonka B pelLeTE MM KpakaTa

Bonka B MycKyJHTe, KOCTHTE WM CTABUTE HA TPBAHUS KOII
CromarnreH nuckoMpopT ciel XpaHeHe
Jpa3zHeHe Ha IbpJ0TO

Ymopa

Cnaboct

CopoOex

Cnanmane Ha TI1aca (Jpesras TJiac)
T'anene

IIoBpb1iane

Hsxon NalUCHTH B CTApUYCCKa Bb3PacCT, HAJ] 75 TOAWHU, [IO0JTy4aBaT riaBo0oIHe (‘leCTO) u I/IH(l)CKL[I/IH

Ha MTUKOYHUTE IMBTHUIIA (YECTO).

Cpo01aBaHe HA HeXKeJAHU PeaKIun

AKO TOITyYnTe HIKAKBU HEXKEJIaHH JIEKapCTBCHH PEakIiy, yBeaomMeTe Bammus nexap wumu gpapmarienT.
ToBa BKJIIOYBa BCHYKH Bb3MOYKHH HEOTIMCAHH B TA3W JINCTOBKA HEXKEJNAHU peaknnuu. MoXkeTe ChIo Aa
CHOOIINTE HEIKEIAHU PEaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMA 3a ChoOIIaBaHe, TOCOYCHA B
IIpunoxenne V. Kato cro01maBare HexXeIaHA PEaKIH, MOXKETE Jla TaJIeTe CBOSI IPUHOC 3a
MoJTydaBaHe Ha MoBeue HH(PpOopManusa OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKapCTBO.
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5. Kak 1a cbxpansiBate Seebri Breezhaler
[a ce cpxpaHsiBa Ha MSICTO, HETOCTBITHO 32 JIela.

He u3non3BaiiTe ToBa JIeKapcTBO Clie]] CPOKa Ha TOHOCT, OTOEINA3aH BhPXY KaPTOHEHATa ONAaKOBKA U
osmctepa cien “T'onen mo:”/“EXP”. CpokbT Ha TOAHOCT OTTOBaps HA MOCICTHUS JICH OT IIOCOYCHHUS
Mecell.

[a e ce cpxpansBa Hax 25°C.

Karcynure ma ce cpxpaHsBaT B OpUTHHAITHUS OIHCTEp, 32 Ja ce MpeAmna3sT oT Buara. Jla He ce BagsaT
oT OyiMcTepa 0 MOMEHTa HEMOCPEACTBEHO MPEU yIoTpeoa.

HHX&J’I&TOp’BT BBB BCAKa OIIAKOBKa Tp?IGBa Jla C€ U3XBBPJIU, CJIE KaTO CC U3I10JI3BAT BCUYKHU KaIlCyJIU
B OITaKOBKara.

He u3nosnsBaiiTe ToBa 1eKapcTBO, aKo 3a0eJeKUTE, Y€ OIAaKOBKATa € IOBPEJCHA MU IT0Ka3Ba
MPU3HAIM Ha OTBapsIHE.

He u3xBbpisiiTe nekapcTBaTa B KaHAIM3aLMATA WIM B KOHTEMHEPA 32 JOMAIIHU OTHAaAbIIH.
[Hommmratite Bamms dapMaiieBT Kak Ja H3XBBPIATE JIEKapCcTBaTa, KOWTO Bede He u3onspare. Te3n
MEPKH L€ CIIOMOTHAT 3a OIIa3BaHE HA OKOJIHATA CPEAa.

6. Chabp:kaHue HA OIAKOBKATA M JOINBJIHUTEIHA HH(pOopManus

Kaxkso cbabp:ka Seebri Breezhaler

- AKTHBHO BEIIIECTBO: TIIMKOMUPOHKEB OpoMua. Beska karcyna cbbpxka 63 MUKporpaMa
TJIMKOTIMPOHUEB Opomu (ChoTBeTCTBAIM HAa 50 MUKpOTpaMa TITUKOUPOHUYyM). JlocTaBeHaTa
J103a (703aTa, KOSITO ce OTZIENs OT HaKpaiiHUKa Ha WHXaJlaTopa) ChOTBETCTBA Ha 44 MUKporpaMa
TJIMKOITUPOHUYM.

- Jpyru chcTaBKH Ha TIpaxa 3a WHXaJaIys: JaKT03a MOHOXHIPAT U MarHe3nueB cTeapart.

- ChcTaBKH Ha Karcynnara: XAIIpoMeno3a, KapareHaH, Kajiues xjaopus, ceHeeT xbiaTo FCF (E110)
Y TIeYaTHO MaCTHJIO.
o ChcTaBKH Ha MEYaTHOTO MacTuJIo: meiutak (E904), mpormieHriukomn, aMOHHEB

XUIAPOKCH]I, KaJTUEB XUIAPOKCHU U uepeH xkemeseH okcup (E172).

Kak n3rue:xxna Seebri Breezhaler u kakBo cbIbpika onakoBKaTa
Seebri Breezhaler 44 MmukporpamMa mnpax 3a HHXanamus, TBbPAN KaICyJH ca MPOo3padyHu, OPaHKEeBU U
chabpkaT 0sa1 npax. Te umat npoaykroB kox “GPL50”, oTneuaTan B 4epHO HaJ, U JIOTO Ha

KOMIIaHUATA ((.‘)), OTIEYaTaHO B YEPHO I10]] YEPHA UepTa.

Bcsika onakoBka chabpKa U3zenne, HapeueHo HHXAIaTop, 3aeJHO ¢ Karncyiu B 6auctepu. Beska
OyMcTepHa OMaKkoBKa ChABbprKa wiu 6 win 10 TBbpAM Karcyu.

IIpennarat ce cnegHUTE OMAKOBKU:
OmakoBky, ceabpkamu 6 x 1, 10 x 1, 12 x 1 wm 30 X 1 TBBpIN KaICyiw, 3a€IHO C €INH HHXAJIATOP.

I'pynoBu onakoBky, ceabpxkany 90 (3 omakoBku mo 30 X 1) TBEpIM Kancyau U 3 HHXaIaTopa.
I'pynoBu onakoBku, chabpkany 96 (4 omakoBku 1mo 24 x 1) TBEpIU Kancyau U 4 HHXanaTopa.
I'pymoBu omakoBkH, chabpkamu 150 (15 omakoBku no 10 x 1) TBepau Kancynmm u 15 nHXanaropa.

I'pynoBu onakoBky, chabpxamy 150 (25 onmakoBku mo 6 x 1) TBbpAM Kancynu 1 25 ©HXanaTopa.

He Bcuuku BHIOBE OIIAKOBKU MOTaT fa ObIAT MyCHATH B IPOAaK0a.
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IpuTexaTes HA pa3pelleHHETO 32 yNOTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Hpnanaus o

IIpousBoauTe

Novartis Farmacéutica SA

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Ucnammsa

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Niirnberg
T'epmanus

3a 1onbIHUTETHA HHPOPMAIM OTHOCHO TOBA JIEKapCTBO, MOJIS, CBBPIKETE CE C JTOKATHHS
NPEICTAaBUTEN HA MIPUTEXKATEIIS Ha Pa3pelieHHeTo 3a ynoTpeoda:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tél/Tel: +322 246 16 11

Bbarapus
Novartis Bulgaria EOOD
Ten.: +359 2 489 98 28

Ceska republika
Novartis s.r.o.
Tel: +420 225 775 111

Danmark
Novartis Healthcare A/S
TIf: +45 39 16 84 00

Deutschland
Novartis Pharma GmbH
Tel: +49 911 273 0

Eesti
SIA Novartis Baltics Eesti filiaal
Tel: +372 66 30 810

E\rada
Novartis (Hellas) A.E.B.E.
TnA: +30 210281 17 12

Espaiia
Novartis Farmacéutica, S.A.
Tel: +34 93 306 42 00

France
Novartis Pharma S.A.S.
Tél: +33 1 55 47 66 00
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Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +370 5269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +32 2246 16 11

Magyarorszag
Novartis Hungaria Kft.
Tel.: +36 1 457 65 00

Malta
Novartis Pharma Services Inc.
Tel: 4356 2122 2872

Nederland
Novartis Pharma B.V.
Tel: +31 8804 52 111

Norge
Novartis Norge AS
TIf: +47 23 05 20 00

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570

Polska
Novartis Poland Sp. z o0.0.
Tel.: +48 22 375 4888

Portugal
Novartis Farma - Produtos Farmacéuticos, S.A.
Tel: +351 21 000 8600



Hrvatska
Novartis Hrvatska d.o.o.
Tel. +385 1 6274 220

Ireland
Novartis Ireland Limited
Tel: +353 1260 12 55

Island
Vistor hf.
Simi: +354 535 7000

Italia
Novartis Farma S.p.A.
Tel: +39 02 96 54 1

Kvnpog

Novartis Pharma Services Inc.

TnA: +357 22 690 690

Latvija
SIA Novartis Baltics
Tel: +371 67 887 070

Romaénia
Novartis Pharma Services Romania SRL
Tel: +40 21 31299 01

Slovenija
Novartis Pharma Services Inc.
Tel: +386 1 300 75 50

Slovenska republika
Novartis Slovakia s.r.o.
Tel: +421 2 5542 5439

Suomi/Finland
Novartis Finland Oy
Puh/Tel: +358 (0)10 6133 200

Sverige
Novartis Sverige AB
Tel: +46 8 732 32 00

IIaTa Ha MOCJIEAHO MpepasrjeKaane Ha JUCTOBKaTa

JApyru u3rounuuu Ha nHpopmauus
IMoapoOHa nHpOpMaIKs 3a TOBA JIGKAPCTBO € MPeIoCcTaBeHa Ha yeOcalita Ha EBporneiickata areHIus
o jekapcraara http://www.ema.europa.eu
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HNHceTpykuum 3a ynotpeda Ha unxanarop Seebri Breezhaler

Mous, npouerere BHUMaTeIHO Leaute MHCTpyKIuy 3a ynorpeda npeau 1a nsnonssare Seebri

Breezhaler.

ITocTaBerte

g

F

Crpnka la:
HNzabpnaiiTe kanaukarta

Crpika 16:
OTBoOpeTe HHXAJATOpPA

IIpoOGwuiiTe n
ocBoOoOIEeTE

Crprka 2a:

IIpobuiiTe BeAHBbXK
KancyJarTa

3anpeKTe MHXAIATOPA B
H3IIPABEHO IMOJIOKCHHE.
[TpoOwuiite kamncymnarta
KaTo HATHCHETE
€IHOBPEMECHHO
OyTOHUTE, Pa3MOIOKEHH
OT JIBETE CTPaHHU.

ITpu mpobOuBane Ha
KarcyJjaTa TpsOBa Ja ce
4ye 3BYK.

[pobuiiTe Kamncyara
CaMo BEIHBXK.

Crpika 20:
OcBooOogere
CTpaHUYHHUTE OYTOHH

41

HNnxanupaiite
IBJI00KO

Crpnka 3a:
HM3aumiaiiTe HAMBJIHO
He nyxaiiTe cpenty

HakpaiiHUKa.

-/
N~

Crpnka 306:
HNuxanupaiite 1b160K0
JIEKapCTBOTO

JpbxTe uuxanaropa,
KaKTO € TIOKa3aHo Ha

KapTHHKATA.
ITocraBeTe HakpaiiHUKa B
ycTaTa Cu 1 3aTBOpETe
YCTHHUTE CH OKOJIO HETO.
He natuckarite
CTPaHUYHHUTE OYTOHH.

IIposepere naan
KAaIcyJara e mpasHa

IIpoBepka

IIposepere nann
KarncyJaaTa e npasHa
OtBopeTe MHXanaTopa, 3a
Jla BUIUTE, JTAJIU € OCTaHall
npax B KarcyaTa.

AKO e ocTaHal rmpax B

KarcyJaTa:

e 3arBOpeTe MHXaJIaTopa.

e TloBTOpere cThKH 3a
10 3B.

Ocrtanan npax IIpa3na




"

Crpnka 1B:

B3emere kancyJa
Ornenere eaHO OT
rHe3JaTa Ha OnmcTepa.
OTienere NpeAna3HoTo
¢dommo Ha OimcTepa u
H3BajieTe Karcyara.

He us0yTBaiite KarcyJjara

Ipes3 QQOHI/IOTO.

He reaTaiiTe kancyuara.

Bnumiaiite 06p30 u
KOJIKOTO MO3KETE I10-
IIBIIOOKO.

ITo Bpeme Ha
WHXATANUATA [IE IyeTe
OpBMUAaII 3BYK.
Bb3MoxkHO € na yceTure
BKyCa Ha JIEKapCTBOTO
JTIOKAaTO WHXAaJIHpare.

(o ’

Crpnka 3B:
3aapbiKTe I1bXA CH
3ampeKTe IbXa CH 32
TOHE 5 CeKyHAM.

Crpnka IT:

IocraBere kancynara
Hukora He mocTaBsiiTe

KalICyJIaTa JIMPEKTHO B

HakpalHUKa.

Crenka 11:
3aTBopeTe HHXAJATOPA
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OtcrpaHere npa3Harta
KarncyJia

W3xBbprere npa3Hata
KaIcyJja B KOHTeliHepa 3a
JIOMAITHU OTIabIH.
3aTBopeTe HHXaIaTopa u
MIOCTAaBETE KaladyKara.

Baskna undopmanus

o Kamncynure Seebri
Breezhaler TpsioBa
BUHAIH Ja ce
CBhXpaHABaT B OuCTEpa
U J1a Ce U3BAXKIAT
HETIOCPEICTBEHO MPEaH
ynotpeoa.
He n30yrBaiite
KarcyJaTa npe3
dhosmoro, 3a 1a s
M3BaJMTE OT OJHCcTEpa.
He rearaiite kancynara.
He uznoinssaiite
karncyiure Seebri
Breezhaler ¢ gpyr
MHXANaTop.
He n3nonssaiite
nHxanaropa Seebri

Breezhaler 3a npunarane
Ha JIpyT BU KarcyJa
WIIH JIEKapCTBO.

Hukora He mocrassiite

Karicyjarta B ycTaTa CH
WY B HAKpalHUKa Ha
HHXaNaTopa.

He natuckaiite
CTpaHHYHUTE OYTOHU
MOBEYE OT BEIHBXK.

He nyxaiite cpeury
HaKpaliHUKa.

He natuckaiite
CTpaHMYHHUTE OYTOHU
JTOKAaTO WHXAaJIHpaTe Ipe3
HakpaliHUKa.

He nunaiite xancymnure
C MOKpH PBIIE.

Hukora He usnnaksaiite
MHXaJlaTopa C BoJa.




OnakoBkara Ha Bamius unxanarop Seebri Breezhaler

ChIbpIKa:

o Eamn maxanatop Seebri Breezhaler

e EauH nmm moBede OmcTepH, BCEKH ChIBpXKaI] 6
m 10 xancynu Seebri Breezhaler, xouto na ce
U3MOJI3BAT C MHXAIaTopa

Kamepa na Haxpaiinnk

CrpaHnuHI
GVTOHH

OcHoBa

OcHoBa Ha HHXaj1aTopa

Bancrep

Huxanarop

YecTo 3a1aBaHu
BBIIPOCH

3amo nHXaJaTOPHT He
H3aBa UIYM 10 BpeMe Ha
HHXaJanusara?
KamncynaTta moxe na
3aceqHe B kKamepaTa. AKo
TOBA CE CIyYH,
BHHMATEIIHO 1 0CBOOOIETE
KaTo MOYYKBATE IO
OCHOBaTa Ha WHXAJIATOpa.
WNuxanupaiite
JIEKapCTBOTO OTHOBO KaTO
MIOBTOPUTE CTBIKHU 3a 10
3B.

Kakso TpsioBa n1a
HANIPaBsl, aKO MPaXbT
ocTaHe BbTpE B
KamncyJara?

He cre nmpuenu
IoCTaThYHO OT Bamero
JIEKapCTBO. 3aTBOpETE
WHXAJaTopa U IOBTOPETE
CTBIKH 3a 710 3B.

Kamasax caen
MHXAJANHUATA — UMa JIH
3HAYeHue?

ToBa MOxe /1a ce cIy4H.
[Ilom kancynara e npasHa,
CTE TMPUENH JOCTATHYHO OT
Bamero nekapctso.

YceTnx MaJKH YacTHIH
OT KamcyJjaTa BbpPXy
€3HKa CH — HMa JId
3HaYeHue?

ToBa MoXxe Ja ce CITy4H.
He e BpenHo.
BepostHocTTa Kancynara
Jla ce CUyNH Ha MAJIKH
MapyeHIia ce MOBHIIIABa,
aKo e mpobuTa nmoBeye OT
BEIHBXK.

IHoyucrBaHne Ha
HHXAJIATOpa

W30bpmiere HaKpaitHUKa
OTBBH U OTBBTPE C YHCTA,
cyxa KbpIa, KOsTO He
OTJeNs BJIAaKHA, 3a Ja
OTCTpPaHUTE OCTAHAIIUS
npax. [lazere naxanaropa
cyx. Hukora He
U3IJIaKBaiTe HHXamaTopa
C BOJA.

H3xBbpIsiHe HA
HHXAJIATOPA cjaef
ynorpeda

Bceku naxanatop TpsaoBa
Jla ce M3XBBPIH CIIe]] KaTo
BCHYKH KalCyJH ca
u3noa3Banu. [lonuraiite
Bamwst hapmarnieBT Kak na
HU3XBBPJIUTE JIEKApCTBATa U
HWHXaJIATOPUTE, KOUTO BEeUe
HE ca HEOOXOJUMU.
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