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KPATKA XAPAKTEPHCTHKA HA TIPOTYKTA a7 63 7/ 03 12, 109
1. VIME HA JIEKAPCTBEHHSI TIPOAYKT Y f 2o S0 /77 /
/€317 1003

Alvesco 160 micrograms, pressursed inhalation, solution.
Angecko 160 Mukporpama, pa3TBOpP MO HAJISAraHe 3a MHXATALHH.

2. KAYECTBEH U KOJIMYECTBEH CbhCTAB
] 103MpaHo BNpPbCKBAHE (I0CTaBEHa 032 OT MyHAULYKa) ChabpKa 160 MUKporpama 1IMke30HuA (ciclesonide).

3a MbJIHUA CNUCHK HA NOMOLIHHATE BEleCTBa, BXK. TOUKa 6.1.

3. JIJEKAPCTBEHA ®OPMA

PasTBop oA HaNsSrane 3a WHxanauuu. bucTep u Oe3LBeTeH.

4. KJIVMHWYHH JAHHHA

4.1 TepaneBTHYHH NOKA3AHHA

JleueHre, UMAIIO 34 e NOCTHIaHE HA KOHTPOJ NpPH MEPCHCTHpallla acTMa MPH BB3PacTHH M tOHOIIM (Ha
| 2-roayinHa Bb3pacT M MOBEYE).

4.2 JIO3HPOBKA H HAYHH HA NPHIIOKEHHE

To3u nekapcTBeH APOAYKT € ApEAHA3Ha4EH CaMO 3a HHXAJIATOPHO MPUITOKEHHE.

[TpenopbkH 3a A03UpAHE NMPH Bb3PacTHH H FOHOLIH:

[IpenopwuBanata no3a Alvesco e 160 MUkporpama BEJIHBX NHEBHO, KOETO BOJH A0 KOHTPOJ Ha acTMaTa NpH
[IOBEYETO OT nauneHTuTe. Benpexu ToBa eqHo 12-ceiMHYHO TIPOYYBaHE NPH MLA € TEXKKA aCTMa € NOKasaJIo, He
no3a 640 mukporpama/aeH (Ipuiiarada Asa NBTH AHEBHO Mo 320 MHKporpama) BOAM 10 HaMaJIABaHE Ha 4ecToTaTa
Ha oGocTpsHMATa, HO Ge3 momoGpenue Ha GenospobHata (yHkuus (Bx.ToukaS.l1). Ilpn HikoM mauueHTH
HamajeHa 1103a oT 80 MuKporpama BEAHBK JHEBHO MOXE 12 € €PEKTHBHO NMOJABPAKALIO JIEHEHHE.

3a npeanountade € Alvesco aa ce npuiara Beyep, BHAPEKH Y€ € YCTAHOBECHO, Y€ U CYTPELIHOTO NPHUIOKEHHE Ha
Alvesco e edexTnBHO. JIeKyBaIIUAT ekap TpAOBa Zida B3eME OKOHYATE/NHOTO PEIUCHHE, Aa/i NMPHEMHUTE Ja Ca

BEUEPHH WJIM CYTPELLIHH.

C Alvesco 3anouBa nogo6paBaHe Ha CMMITOMHTC B PAMKMTE Ha 24 Yaca OT HavajJoTO Ha JICYCHHETO. Cnen
MOCTHraHe Ha KOHTPOJ € HeoOxoaumo Ao3ata Alvesco na 6bae HHAMBMAYATHO THTpPUpaHa IO MHUHHMMAHATA4,
HeoOX0AMMa 34 OAABPKAHE HA AOOBP KOHTPOII HA acTMarTa.

[Tpu naumeHTHTE ¢ TExkKa GOPMA Ha ACTMA CHILECTBYBA PHCK OT BHE3AIIHY MPHCTBAM K YIPH THX € HEOOXoAMMO
EPHOJAMYHO OLIEHABAHE HA KOHTPOJa Ha acTMaTa, BKAIOUBAILO (QYHKUMOHAHO HM3C/IEABAHE HA HLIAHETO.
[Mo-uectata ynoTpe6a Ha KpaTKOAeHCTBAllW GPOHXONMNATATOPH 33 OBNAAABAHE HA ACTMATHUHUIE CUMITTOMH,
MOKA3Ba BIOLUIEH KOHTPOJ HAa acTMara. AKO MalLMeHTWTe 3abenexar, ue EdJEKTHMQWg*Haf{ﬂ]BH?HHETU ¢
KpaTkoaeHcTBamK GPOHXOANNATATOPH CIaja, WIK Y€ MMaT HYXJAa OT MoBe4e OT O yail} Mﬁﬁpm aLIuM,
TpsiGBa @ ce ThpCH MHEHKETO Ha nekap. I1pu TakaBa cuTyalms € HEOOXOAHMA HO Qﬁ ﬁi" M5

nalyeHTUTe U TPA0BA 1 Ce UMa MpeiBY/ 3aCHIIBAHE HA MPOTHBOBB3NAIMTENHATA T ‘J§I SEHYHT
Alvesco 3a KpaThK NEPHOA OT BpeMe [Bx. TOUKa 5.1] WM Kype Ha JIEUCHHE C Ngpep
TexkkuTe OGOCTPAHUS Ha AcTMaTa TpAOBA Aa Ce JeKyBaT NO CTAHAAPTHUA HAYMH. N TR
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34 HAKOM CITelMaHH MaLMEHTH, HAIp. TAKHUBA, 34 KOUTO € TPYJAHO €AHOBPEMEHHO Ja HAaTHCHAT HHXAJIaTopa U 2a
pauinaT, Alvesco MoXKe fia ce mpuiara ¢ pasnpbekBsaio yerpoiicteoro AeroChamber Plus.

OcobeHU rpyIy NauueHTH:

Hsima HyX1a OT KOPEKUMsl Ha J03aTa NpM NalMeHTH B HampejHana Bb3pacT, NPH TakhBa ¢ yBPEXIAHEC Ha
yepHoApoOHaTa Wik OhOpeyHaTa PyHKLMH.

K'bM HACTOSILMS MOMEHT HAMA JOCTATBHYHM JAHHH 32 JICUEHHE C LIMKIIE30HHA NPHU Jeua noa 12-roauiinHa Bb3pacr.

MucTpykuuu 3a yrorpeda / pabora:

[laumenTsT TpaOBa na ObAe HHCTPYKTHPAH KaK Ja M3M0/I3Ba NPAaBUTHO HHXanaTopa.
AKO MHXANnaTopbT € HOB WM He € OWJ H3A0JI3BaH B IPOAB/DKeHUE Ha €1Ha CEAMHLA HWITH MOBEYE, © HeOOX0AUMO
ia ce HampaBAT TPH BNPLCKBAHUA BLB Bb3Ayxa. He € HeoOXoquMo Aa ce pa3Kialia, 3alloTo ¢opmara € TeueH

aepo30L.
3a NpPearnoyMTaHe € 10 BpeMe Ha MHXAJalMATa MAUWCHTHT Aa ¢ CEAHAJI MW MpaB, a MHXaIaTopbT TpadbBa 1a ce

IbP:KH H3MPaBEH, KaTO NATELbT NPUABPXKA NOJHUA KpaH noja MyHaLIyka.

MHCcTpyKTHpaliTe NallMeHTa 1a MaxHe KanayeTo Ha MYHIILYKa, 1a NOCTaBH WHXanaTopa B ycTara CH, 1a OOrbpHE
MYHILIYKA ¢ YCTHH W jAa Bauwa 6aBHO ¥ AbAOOko. Ilo Bpeme Ha BAMIUBAHETO Ipe€3 yCTaTa FOPHMAT Kpai Ha
MHXanaTopa TpaGBa fa ce HaTHCHe Haaoay. Crnen TOBa nalyeHTHTe TpAOBA Aa H3BAAAT MHXAIATOPA OT YCTaTa CU
W [a 3a4bpXKaT JuilaHeTo 3a okono 10 cekyHaM, WM TONKOBA ABJrO, KOJIKOTO UM € yaodHo. [lauueHTHT He
Tpa6Ba na uzaviuea oOpaTHO B MHXanartopa. Ha kpas nauueHTHTe TpaOBa Aa w3auinaT OaBHO W Ja MOCTaBAT
OTHOBO Kara4eTo Ha MyHALIYKA.

MyHAIWYKBT TPsOBa na Obae YHCTEH €XKECEAMHYHO ChC Cyxa kbpra. MHXamaTopmT HE TpaOBa Aa ce MHe WM

MOCTaBA BbEB BO/A.

3a noapo6HU MHCTPYKUMH BUKTe JIMCTOBKATa ¢ MH(OPMAIIMA 32 MAlMEHTa.

4.3 IIpoTraBonOKa3aHNA

CBPLXLIYBCTBHTEHHGCT KBM LIMKJIE30HHUA WM HAKOE OT IOMOIIIHHUTE BCUHICCTRA.

4.4 CreuHaJHH NPeAYNPeXICHHN H MpeIna3Hi MEPKH NPH yNoTpeda

[TonoGHO HA BCHMYKH APYTH MHXaNALMOHHH KOPTHKOCTEpOHIH, Alvesco TpsdBa Aa c¢ mpuiiara BHUMATEIHO fIpH
NaLUMeHTH ¢ aKTHBHA WM JaTeHTHa GenoapodHa TyGepKyiosa, rbOUHKOBH, BUPYCHH UK DaKTEpHATHH HHPEKUUH
¥ CaMoO, aKO TE3H NMallHeHTH UMAT aJ€KBaTHO JICUYCHHE.

[Mono6HO Ha BCHMKH JPYTH MHXAJALMOHHH KOPTHKOcTepomau, Alvesco He e Moka3aH 3a JIeHeHHE Ha CTaTyC
acTMaTHKYC (status asthmaticus) WM ApYrd OCTPH €NH30IH Ha acTMAara, KOHTO M3HCKBAT UHTEH3HUBHA TEparnus

WIIM CMNELIHKA MEPKH.

[Tono6HO Ha BCHYKH APYTM HHXATaUMOHHH KOpTHKOCTepouau, Alvesco He € MpeHa3HaueH 32 o0jiekyaBaHe Ha
OCTPM ACTMATHYHU CHUMOTOMH, KOMTO H3WCKBAT MNPHIAraHeTO Ha HMHXAaTOPHH OpOHXOAWIIATATOPH € KBCO
neticTeue. TlanpenTuTe TpaOBa 1a 6bAaT NOCHBETBAHU Aa UMAT IPH cebe cH MoAOOHO NEKapCTBO.

BL3MOXKHO € Aa €€ MNpOSBAT CHUCTEMHH €(EeKTH HAa HHXATALUHMOHHUTE KOPTHKOCTEPOHIH, ocobeHO ako ce
MpeANUCBAT BbB BUCOKM J03H 3a NPOAB/KUTEIHO BpeMe. BeposTHocTTa 32 Takvea e)EKTH ¢ 0 MO-MAaJIKa B
CPABHEHHE C NEPOPATHHTE KOPTHKOCTEpOUAU. BBIMOKHHTE CHCTEMHH epekTH BRIY g
HanObOpeka, 3abapsHe Ha pacTeka NpH Jeua U IOHOLIM, Cajl Ha KOCTHATa MWHED
rIaykoMa. 3a TOBA € BaXKHO [03aTa HA WHXAIATOPHHMS KOPTUKOCTEPOHA Aa Objie
HeoOXxonMMAa 32 MOAAbPXKAHE HA €PEKTHBEH KOHTPOA Ha acTMara.




Alvesce 160 SFL Buly

[IpenopbuBa ce PENOBHO ClIEAEHE HA BMCOYMHATA HA J€UA M (OHOLIM, MONY4aBallld KOPTHKOCTEPOMAH. AKO
pacTexbT ¢ 3abaBeH, Tepanuara TpaOBa Aa Obje mpepasrienaHa ¢ LEJ peAyLUMpaHE Ha 103aTa WHXalMpaH
KOPTHKOCTEPOH, aKO € Bb3MOXKHO A0 Hah-HHCKaTa 2034, MPH KOATO ce N0AAbKa KOHTPOJIMPAHETO Ha acTMaTa.
NonbauuTENHO TpaOBa Ja ce OOMUCTH HACOYBAHE HAa MALMEHTA KbM CHeUHAIMCT MO JETCKH PECIHPATOPHY
320015 BAHMS.

HsMa naHHM IO OTHONIEHHE HA MALMEHTH ¢ TEXKO YBpekIaHe Ha depHoapoOHaTa ¢pyHkuHd. [1py mauueHTUTe C
TEXKKO UEPHOAPOOHO YBpEXkaHe CE OYAKBA NOBULIEHA EKCIIO3MLMSA, 3aTOBa Te3H NMALMEHTH TpsaOBa Ja Objar

CJIE/IEHM 34 MO9BaTa Ha €BEHTYAJIHH CHCTEMHH €(PEKTH.

[Ton3uTe OT MHXAJATOPHHA LMKIE3OHHM] TpAOBa 1a HaMAAT HY)KAATa OT MepopajiHu CTepouau. Bumpexkyn ToBa,
MpY NaLMEHTHTE, PEMHUHABAIIA Ha HHXAATOPEH LIMKJIE30HM OT NEepOopaTHA CTEPON/IU, OCTaBa PHCK 32 HAapYILCH
HagObOpeyeH pe3eps B MPOABHKEHHE Ha 3HAYMTESHO BpeMe Ciiejl MpomAHaTa. BepOATHOCTTa Ja C€ MpOABaT
CbOTBETHH CUMITTOMH OCTABA 34 U3BECTHO BPEME.

[Ipy TakMBa MALMCHTH MpEeOM OMpelNeleHH HpoLedypH MOXe [a € HeoO0XOOMM CBBET OT CHELHAIHCT 33
onpefcisHe Ha CTENeHTa Ha YBpex/aHe Ha HagOwOpeuHara ¢yHkuusd. Bunary B Ciyvad Ha COICIIHOCT
(MEAMLMHCKA WITH XMPYPTHYHA) M IPH OMPECIEHH CUTYALHMY, KOUTO OMXa MOIJIM a NPHYHHAT CTpec, TpsOea /a
ce WMa TpeiBH BB3MOXKHOCTTA 3a OCTATHYHO YBpEX[JaHe Ha OTropopa Ha HaabnOpexka W fa ce OOMHCIHM
NOAXOAAIIO JEYEHUE C KOPTUKOCTEPOU/IH.

B ciiyyayd Ha NpeMMHABAaHE HA NALIMEHTH OT JICUEHHE ¢ NIEPOPANIHH KOPTHKOCTEPOHIH:

[lpeMHHABAHETO HA MNALIMEHTH, 3aBUCHMM OT MEpopajHaTa Tepanus ¢ KOPTHUKOCTCPOMAM, KbM HHXA/IaTOpPEH
LMAKIE30HH W MOCIEABALOTO UM JIEYEHWE U3MCKBA OCOOEHH IPHXKH, [TOHEKE BB3CTAHOBABAHETO Ha YBpEa€HaTa
OT MPOJBIDKUTE/HATA CHCTEMHA CTepOMAHA TepaiMs aJPCHOKOPTHKAIHA QYHKUWA MOXE Ja NPOALIDKH
3HAYMTE/IHO BpEME.

[laiMeHTHTE, KOUTO ¢a OMIM NEKYBaHH ChC CUCTEMHH CTEPOHAH MPOABLIDKHTENHO BpPEeME WM BbB BHCOKH AO3H,
MOFaT 14 MMAT MOTUCHaTa MYHKUMA Ha Kopara Ha HaaOnOpeka. [1py Takupa nauueHTH QYHKLMATA HAa KOpaTa Ha
naa6nOpeka TpsaOBa Na ce ciaeau peAOBHO M 103aTa HA CUCTEMHHUTE CTEPOMAH Aa €€ HAMAIABA MPEANA3InBO.

Cnen okKoJIO eqHa CeAMMIlA Ce 3anouvBa MNOCTENEHO CrUpaHe Ha CUCTECMHHUTE CTCPOHUM 4PE3 TIOHHXKABAHC HA
[03aTa ¢ o | mg NpeAHU30MOH Ha CeAMULIA WK C €KBUBAJIEHTHA 71034, 32 MOABPIKALLM K03H NPEIHU30JIOH Han
10 mg/nen Moxke [a € NMoAXOAAl0 NPEANa3iMBO HaMandgBaHe Ha A03arTa [Ipe3 MO-roJICMH CTBIIKH Ha CeIMHYHH

MHTEPBa/IH.

Hsxou MalMeHTd Ce 4YyBCTBAT 37€ MO HecreuMdMuuyeH HauMH MO BpeMe Ha (pazara Ha HaMajsgBaHe, BBIPOKH
3aMa3BaHeTo WM JOPH NOJ0OpeHHeTo Ha auxareinara ¢yHkuua. Te TpsaOBa nga ObaaT HachpYaBaHH Ja
NPOABLLKAT ynorpeGaTa Ha MHXANATOPHUS LIMKIE30HU/, KAKTO M NMOCTENEHHOTO CMMPAaHE Ha CUCTCMHHUS CTCPOMI,
OCBEH aKo He ca Hajuue oOekTHBHM Oesie3n Ha HaaOBOpeuHa HEAOCATBLYHOCT.

[laimeHTHTe, NPEMHHANN OT JICYEHHE C MEPOPATHA CTEPOAM, YMATO (DYHKLMA HA KOpara Ha HaaOBOpeka ¢ Bce
olle yBpeacHa, TpaOBa JAa HOCAT MpeaylNpeAMTeNHa KapTa, MOCOYBalla, Y€ WMAaT HyXna OT JOMBIHHTC/HH
CUCTEMHM CTEpOMAH B MEepUHOAH Ha CTpec (Hanp. BJOIIABaHE HAa acTMATHYHMTS NPUCTBIIN, oenoapoOHU

HH(EKITAN, TEXKKN HHTEPKYPEHTHH 3a00T4BAHHA, XMPYPIU4HH ONePaLyy, TPaBMa U T.H.).

3aMECTBAHETO HA CUCTEMHOTO CTEPOMAHO JIeUEHHE ¢ HHXAJAaTOpHA Teparus MOHSKOora MOXKE na ACMAcKupa
anepruuHy 3a00NABaHWA KaTO alepPryycH PHHHT WM €K3€Ma, KOMTO 10 TOrapa ca OMNY KOHTPOJNUPAHH OT

CHCTEMHOTO JICUCHNC.

\{1

[MapapokcaieH OpoHXOCNa3bM ¢ BHE3AMHO 3aCHIIBAHC HAa XPHIIOBETE MM HA ﬂpyr@;«{%m
GpOHXOCTIaZBM, HEMOCPEACTBEHO ciel NPHEMaHETO Ha Jo3ara TpadBa Ja cf,ﬁ ae
5y

|

GPOHXOAMIATATOP, KOETO OOMKHOBEHO BOAN 10 Gbp3o nomobpenue. IlaumeHTsT Tps
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HO-FOAAMa OT Bb3MOKHUS puck. TpsabBa fa ce MMa NpeIBUA KOpelaluATa MeXAY TEKECTTa Ha acTMaTa M odulara
CKJIOHHOCT KbM OCTPH OpOHXHATHY peakUuuH (BX. Touka 4.8).

Tpsabea pesoBHO Ja C€ KOHTPOJMpA TEXHHMKATA HA HMHXAIUPAHE HA MALMEHTHTE, 3a Ja ¢¢ MpPOBEpH OajH
BAPHCKBAHETO € GAHOBPEMEHHO C MHXAJIMPAHETO H Taka Ja Ce OCHrypH OMTHUMAIHO AOCTHraHe 10 Oeniure

npoboBe.

TpsbBa [a ce W36rBa eHOBPEMEHHO JIEHEHHE ¢ KETOKOHA30M WM APYrH MOHH MHXuOuTOpH Ha CYP3A4,
OCBEH aKO MOJI3aTa HE € MO-rojisiMa OT YBETHYEHMS PHUCK 3a CHCTEMHHM HEXKC/IaHU JIEKApCTBEHH peaklLWH Ha
KOPTHKOCTEpOUAUTE (BXK. TOUKa 4.5).

4.5 B3aumoneiicTBHe ¢ APYrH JeKAPCTBEHH NPOAYKTH H APYrH GOpMH Ha B3aHMO/IeHCTBHE

In vitro mpoyuBaHuATa nokassat, ue npu xopa CYP3A4 € OCHOBHMAT CH3HMM, aHraXHpaH B MeTaboyH3Ma Ha
axkTMBHaTa hopMma Ha LuKAe30HMA M.

B npoyuBaHe Ha B3aUMONCHCTBUATA ¢ LMKIC3OHHJ H KCTOKOHA30J, KaTO MOIUCH unxuburop Ha CYP3A4, ¢
YCTAHOBEHO, Y€ [pU AOCTHUraHe Ha CTAllMOHAPHO CHhCTOAHUE EKCMO3MLMATA HA aKTMBHMA metabonut M1 ce
OBULIABA OKOJO 3,5 MbTH, MOKATO E€KCMOZULMATA HA [MKJIE30HMA ocTaBa HernpomeneHa. Ilo Tasv mpuyMHA
eJHOBPEMEHHOTO npuiaraHe Ha Moludn uHxuburopy Ha CYP3A4 (Hanp. KETOKOHA30J, WTPaKOHa3on W
pHTOHAaBHp WK HenduHaBup) TpgOBa na ce M30ArBa, OCBEH ako MOJI3aTa HE MPEBUIIABA MOBHULICHWA DUCK OT
CUCTEMHM HEXeEJIaHU NCKapPCTBEHU €(PEKTH Ha KOPTHKOCTEPOHAUTE.

4.6 bpeMeRHOCT H KbPMEHe
Hsima agekBaTHY ¥ KOHTPOJHPAHH NPOYYBaHUA NPU OPEMEHHH KEHH.

[Ipy npoyuYBaHWA HA XKWBOTHH € YCTAHOBEHO, Y€ TIIIOKOKOPTUKOHIAWTE TMpPEeANW3BUKBAT mMasipopMaLvi (BXK.
Touka 5.3). Majiko € BepodaTHO TOBA JAa ¢e OTHACH 34 XOpa, NPHEMAILK NMPENOPbYATETHUTE 1034 3a HHXATHpaHe.

[To106HO HA APYFH KOPTUKOCTEPOMAH, LIMKIE30HUA TpAOBa Aa ce Ipuiara no Bpeme Ha OPeMEHOCT, CaMO aKo
OYaKBAHATA NOJI3a 33 MaikaTa OnpaBAaBa MOTEHUMATHHMs PUCK 3a mioja. Tpabea na ce M3nonN3Ba HaM-HUCKATa
eheKTUBHA 1033 LMKIIE30HK, He00X0AMMa 3a MOAABLPKAHE HA aICKBATCH KOHTPOJI HA aCcTMarTa.

leuara, POJEHH OT MaHKH, KOMTO Ca MOJy4aBalli KOPTHKOCTEPOHUAM MO BpeMe Ha OpeMEHHOCTTa, TpsaOBa Ja
6baaT BHUMATENHO HaOII0AaBaHU 34 XUMOAAPEHAIHUIBM.

He ¢ M3BECTHO JalM MHXANATOPDHUAT LUMKJIE30HMA Ce eKCKpeTHpa ¢ uoBelukara Kbpma. [lpunaraneTo Ha
LMKI1E30HM/L HA SKEeHU, KOUTO KBPMAT, TpAGBa a ce JomMycKa caMo B cily4aif, ue O4aKpaHaTa rofsa 3a Malkara €
[O-rojigiMa OT HAKAaKbB Bb3MOXKEH PHCK 33 AETETO.

4.7 EdeKkTH BBPXY CHOCOOHOCTTA 32 ModpHpaHe B paboTa ¢ MAIIHHH

MHXanaTOpHUAT LMKJIE30HW, HE MOBAMSBA WIHK [10BJIHABA NPEHEOPEKHUMO MAJIKO CMOCcCOOHOCTTA 34 WodUpaHe M
paboTa ¢ MalUKMHH.

4.8 HexenaHn JIeKAPCTBEHH peaKUHH

Oxono 5% OT MAUMEHTUTE Ca H3IMHTAIM HEXKEJAaHHW JIEKAPCTBEHW peakUuuy NpH KIHWHHY M, Karo
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YecroTa HeuecTH Muoro peaxu
(> 1/1 000, < 1/100) (< 1/10 000, BK.1. H30IHPAHH
 OpranHa cucTeMa CHOOLIEeHHSA)
CbpaeyHH HapyLIeHUS [lannuraudu™**
CTOMAaLUHO-YPEBHH I"aneHe, nospbliaHe™ Kopemuu 6onkn*, gucnencus™
HApYLUEHHS Jlow BKyC

Oomu HapyLICHHUA U | Peakuyd Ha  MACTOTOTO  Ha
epekTM Ha MACTOTO Ha | MPHUIIOXKEHHE.

[IPUNONKEHHE Cyxora HAa  MACTOTOTO  Ha
NPUJIOIKEHHE.
Hapywienugs Ha HMyHHaTa AHrHoeaeM, CBPbX4YBCTBUTETHOCT.
CUCTEMa
Hudekuuy v napasvrosu Opanna ¢yHruaina HHPEeKuu ™
Hapymenus Ha HepeHata | [maBoGonue™
CUCTEMA
PecriupaTtopHy, rpbaHH W | Jpe3raBoCT Ha riaca
METAACTUHAJTHY Kamnuua ciaea naxanypase™
HapYLLUECHUS [Mapanokcaned 6poHxocnazbm™

HapywieHus Ha koxarta W | OOpHB K CK3eMa
[MO/IKOKHATA ThKaH
ChA0BH HapYLIEHHUS XHUnepToHHa

* CXOIeH WK TO-MaVbK OPOH MHI[MAEHTH, CPaBHEHO ¢ MJ1aLiedo.
*% [TannuTaliy ¢a O HaOMoNaBaHH Hal-uyeCTo NMpy KJIMHUYHH ONUTH CbC CNIYYaH, YCJIOXKHCHH  Cbl
CHBMECTHO MPHIOKEHHE Ha JIEKAPCTBA C H3BECTEH ePEKT BBPXY CHPLETO (HAMp. TeO(PHSTUH B candyTamont).

[Napanokcanauar GpoHXOCNa3bM MOXE Ja Ce MOSBH BeAHara Ciej npuema Ha Nosata U NpeACTaBliABad
HecTeLUBUYHA OCTPa PeaKuUs KbM BCAKAKBH MHXAIMPAHH JICKAPCTBEHM NPOIYKTH, KaTO MOXKE Ja ¢ CBhP3aH
¢ AKTMBHOTO BELUECTBO, MOMOILHOTO BELIECTBO WIIH OXJaXIalliusg eeKT Ha H3NApCHUETO TNPH HHXAIATOPHTE
¢ ras noj HansaraHe. [Ipy TexKH clydan TpaOBa [a ce MMa NpeaBH/ CITMPAHETO ynoTpebara Ha Alvesco.

CrcTeMHH e(peKTH Ha KOPTUKOCTCPOMAHTE MOFAT Aa C€ NPOABAT O0COOEHO MpH NPEeaNUCaHH BUCOKH 034 34
MPOABLIDKUATENHO BpeMe. BB3MOKHNTE CUCTEMHU edeKTH BKJIIOUBAT CHHAPOMAa Ha KblIWHT, KBIIMHIOUHH
MPOMEHH, MOTUCKaHe Ha HaaOBOpeUNTE, 3a0aBsHE Ha pacTexka MpU Aela U KHOIIM, HAMAJICHUE Ha KOCTHaTa
MHHEPAIHA TUTbTHOCT, KaTapakTa, rayKomMa (BXK. Cbllo TOYKa 4 .4).

4.9 IIpexosHpaHe

OCTpO:!
WHXxanupaHeTo Ha LMKJIE30HUA B A03a OT 2880 Mukporpama oT 3ApaBy HHIAWBHIH € Owi0 NoHeceHo ao0pe.
BeposTHOCTTA 3a OCTPU TOKCHYHM PEAKLIMH Clej NPe/Io3UpaHe Ha WHXANATOPEH LMKIICIOHUI € HHUCKA. Cnea

0CTpPO NPEIO3Mpate He € HeoOXOAUMO CIIELIUPHYHO JICHEHHE.

XPOHHYHO:
Crnen npoaAbLLKHTENHO NpunaraHe Ha 1280 mukporpama HUKIE3OHH], HE ca HaBI01aBaHU KITUHUYHHK Oenesu

Ha TIOTHCKaHe Ha HaaObnOpenuTe. BBIpeKk TOBA, aKO MPOABIKHTE/IHO BPEME €& MpueMaT A03H, TIO-BHCOKH OT

NpenopbLYaHHTE, He MOXKE Ja Obje M3KIIOUEHO TIOTHCKaHe Ha Haj0bOpeunara cbyHKuHﬂ,;Mézi{gW CEHANONKH
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5. GAPMAKOJOINYHHA CBOUCTBA

3.1 PdapMakoAHHAMHYHH CBOHCTBA

dapMakoTepanesTHuHa rpyna; JApyru fiekapcTsa 3a JIeueHHe Ha OOCTPYKTUBHM 320019BaHHS HA JUXATE/IHUTE
nbryuia, Uuxanaropu, 'mokokoprukonan, ATC koa: RO3B A08

[[MKIe30HUA NpOsABSIBA HUCHK AQHHUTET 3a CBbpP3BaHE KbM [JIIOKOKOPTHKOHAHMTE peuentopu. Cien
NepopariHO MHXANMPAHE, LIMKJIE30HHA NMPeThPHABA €H3UMHO MPEBPBIUAHE B OenuTe NpobOBE A0 HEroBHs
ocHoreH metaboaut (C21-aeCMETUNNIPONMOHUN-LUUKIC30HMA), KOHTO HMAa CHJICH TPOTHBOBE3MNAIIATEICH
edeKT ¥ MO Ta3y MPUUHHA CE NPUEMa, Y€ € aKTUBHHUAT MeTaDOIUT.

[Tpy yeTHPH KIHHUYHHU NPOYYBAHUA € AOKA3aHO, Y€ LIMKIE30HH] HAMAIABA PEAKTUBHOCTTA HA JUXATC/THUTE
TbTHIIA KBM aJ€HO3UH MOHOGOCHAT NPH XHNEPPEAKTHBHH MALIMEHTH C MAKCUMAaNeH ¢(peKT, HabA0AABaH TIpH
noza 640 mukporpama. [lpu apyro npoyusaHe NpeABapUTETHOTO ACUEHUE ¢ IIMKIE30HU/L B MPOAb/IKCHHE Ha
7 HU 3HAYMMO OTC/1abBa peaKLUMTE OT paHHAaTa W KbCHaTa (paza Ciie] NPOBOKAIMA C HHXAIaTOPEH aJICPTEH.
CHILIO TAKA € YCTAHOBEHO, Y€ JICUEHUETO C MHXANATOpEH LMKIC30HHU] HaMajliBa MOBHMILEHUETO Ha Opos Ha
BL3NANMTEIHUTE KIETKH (001 Opoil HAa e03HMHOPUIUTE) U MEOUATOPHTE Ha BB3MAJICHHWETO B MHAYLIHpaHa

Xpa4ka.

EqHO KOHTPONUPAHO POYYBAHE CpaBHABA 24-4acoBHTE TUTasMeHH HHBA Ha kopTuson AUC npu 26 BE3pacTHH
MalHeHTa ¢ acT™Ma cliea 7-IHEBHO JiedeHue. B cpasueriue ¢ mmauebo, jJedyeHneTo ¢ uukaesoHua 320, 640 u
| 280 MMKporpaMa/ieH He € fIPEAH3BUKANO CTATHCTHUECKH 3HAYHMO HaMalBaHe Ha CPEIHUTE CTOMHOCTH Ha
miazMeHus kopTuson 3a 24 yaca (AUCp24y/24 yaca), HUTO € HabJ104aBaH J0303aBHCHM e(eKT.

[Ipy enHO KNMHHYHO Mpoy4BaHe, oOxsawamo 164 BE3pacTHH MalMEHTH C aCTMa OT MBKKH MU XKEHCKH NOll,
LMKJIE30HU € Oun npunarad B Jo3d oT 320 mukporpama wiM 640 MMkporpama/neH B NMPOABL/DKCHHUE HA
12 ceamuun. Cren ctuMyaaums ¢ 1 1 250 MUKporpaMa KO3UHTPOITHH He ¢a HaOmo/jaBaHy 3HaYHMH [IPOMEHH
B IJIA3MEHHUTE HUBA HA KOPTH30J1a B CpaBHEHME ¢ 1u1aLedo.

JIBoifHO-CleNy, Male0o KOHTPOJIMpPAHH MPOYYBAHHS C MPOABDKHTENHOCT 12 ceAMHLM NPH BB3PACTHH M
IOHOLLM €a MOKA3aIH, Ye JIEYEHHETO C LMKIE30HMI BOAM A0 nopobpsBaHe Ha OenoapobHaTa (QyHKUMA,
w3MepeHo upes FEV; 4 BEPXOBHUA eKCUpaTopeH AeOMT, moJoOpsaBaHe Ha KOHTPO/1a Ha acTMaTa M HaMalieHa

HeOOXOIUMOCT OT MHXANaTOPHHU OeTa-2-arOHUCTH.

[pu egHo 12-ceamuuno npoyusaHe, obxsallaimo 630 nuna ¢ Texka ¢popMa Ha acTMa, KOUTO MPEAU TOBA ¢4
6unu nekyBann ¢ 500 — 1 000 mukporpama ¢GIyTHMKa30H-NPOMMOHAT/ACH WIM C CKBMBAJICHTHO JIEYCHHE,
87.3% u 93,3 % Or MalLMeHTHTe ca HAMAaIM OOOCTpSHMS IO BpEME Ha JICUEHHE C LHUKIC30HWA B 103H
csoTBeTHO 160 win 640 mMukporpaMa. B kpag Ha 12-ceaMMYHHA MEPUOA HA MPOYHBAHETO PE3YNITATHTE Ca
MOKA3ajJi CTATHCTHUECKH 3HAYMMA pa3iMKa MeKEy aosure 160 mukporpama M 640 Mukporpama/neH
UKJIE30HM]L 110 OTHOIIEHHE Ha MOABATA HA OOOCTPAHE CAe/ MLPBUA AeH HA fpoy4BaHeTo: 43 nauueHTH/339
(=12,7%) B rpynata ¢ mo3a 160 mukporpama nnesHo W 23 nauuentn/341 (6,7%) B rpymara ¢ 103a
640 mukporpama anesHo (koeduuueHT Ha puck = 0,526; p= 0,0134). Yl npu aBeT€ 103H, UMKIIC30HHA € NOBEI
cnen 12 ceamuum no cpaBHuMu croiiHoctd Ha FEVI1. CBbp3aHd C JICYCHHETO HEXKENAHH CHOUTHS ca
nabmonasauu npu 3,8 % u 5 % OT nandeHture, NeKyBaHNW ChOTBETHO ¢he 160 nmm 640 MHKpoOrpama/acH
wrkiesonna. He e mposexaaHo mpoyusaHe 3a cpapHsBaHe Ha jJosute 160 muxporpama, 320 MMkporpama u
640 MuUKpOrpaMa JHEBHO NPH NaLMEHTH ¢ TeXxKa GopMa Ha acTMa.

5.2 @OapmakoIHHAMHYHH CBOHCTBA

LiMKkne30HuA ce mpeanara moj (opMata Ha aepo3osieH pa3Teop B nponenaHT H f’f 14!&%‘ l-i
NEMOHCTPUpA JIMHEAPHA 3aBUCHMOCT MEXLY PasIHUHATE N03H, CHIM Ha Cipes U cu
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Abcopbums:

[MpoyyBaHHsTa C MEPOPATHO MW HHTPABEHO3HO MPHIOKEHHE Ha pPaJAHOAKTHBHO-MAPKUPAH LMKIC30HW]
noKa3BaT HEMbJAHA nepopaitda abcopbuus (24,5 %). [lepopannara OMOHATMYHOCT 32 LIMKJIC30HHA M AKTHBHHA
MeTaBoauT e npeHebpexumo maska (<0,5 % 2a uuknesonua, <1 % 3a merabosura). Ha 6a3a pesynaraTture ot
y-CLMHTUIpadys € YCTaHOBEHO, 4e 6enoapofHOTO oTnaraHe npu 34paBd MHAMBHAM € 52 %. BbB Bpb3Ka C
TA3M CTOMHOCT CHCTEMHATa OMOHATMMHOCT 3a aKTHBHUA MeTabosut € 50 % mpu ynoTpeda Ha HHXanartopa 3a
LMKIE30HMA ¢ ra3 noj HaisraHe. [loHexke nepopaiHara OMOHAAMYHOCT Ha AKTHBHHWA MeTabonut € <1 %,
NOrbLTHATATA TIOPLIMSA OT HHXANATOPHHS LHUKIe30HH He YBEINUaBa CHCTEMHATa abcopouns.

PaznpeneseHue:

CieJ MHTPABEHO3HO NPHUIIOKEHHE Ha 31PaBX MHAHBHAM, HaYanHaTa (a3a Ha pasnpeleseHHe 3a IMKIE30HU €
6una Gbp3a M OTroBaps Ha BUCOKaTa My aunodunHocT. CpeaHuaT obem Ha pasnpenenenye e oun 2,9 l/kg.
OBLIMAT cepyMEH KIMPBHC Ha LMKIe30HUA € BUCOK (cpeaHo 2,0 Vh/kg), koero mokassa BHCOKA CTEMNCH Ha
uepHOApoOHa ekcTpakuus. [Ipu xopa AeabT Ha CBBp3aHMs C IUIA3MEHHTE MPOTEHHH LMKIIC30HHA © CPEAHO
999%. a TO3M HA AaKTHBHHA Metabonut — 98-99 %, koero roBOpH 3a MOYTH MNBJIHO CBbP3BAHC Ha
LMPKYJIMpaLlUTe HUKII€30HN/aKTUBEH META00UT C NIa3MEHUTE MPOTEHHH.,

MeTabonn3bLM:
OCHOBHO IMIUIE30HU C& XHUAPONU3Upa A0 OGHONOrHYHO-aKTHBHUA MY MeTaGojMT OT ecTepasurte B Oenus

npo6. [IpoyuBaHETO Ha €H3UMOJIOTHATA HA MMOCJEABALIOTO METADONMU3UPaHE OT HOBELIKHTE yepHOAPOOHH
MHKPO3OMH TIOKa3Ba, 4Ye BELUECTBOTO OCHOBHO <Ce MeTabonn3upa Hpes CYP3A4-katanu3a 1o
XKHAPOKCHIIUPAHA HEAKTHBHW MeraboiuTH. B jnombaHeHue kbM ToBa B Oenmute ApoOOBE ca yCTaHOBEHM
oBpaTHMH JTUNOMHIIHK KOHIOraTH Ha aKTHBHMA META0O/UT ¢ ecTepH Ha MACTHUTE KHCEIHHH.

Exckperius:
LIMKkNe30HH OCHOBHO ¢€ eKCKpeTHpa ¢ M3npaxHeHusra (67 %) ciea nepopajHO ¥ HHTPABEHO3HO
MPHUIIOKEHHE, KOETO NMOKAa3Ba, 4€ OCHOBHHAT MEXAHM3bM HA CTUMHHLIMA € Upe3 eKCKpeLus ¢ AUTbUKaTa.

PapMaKOKUHETUYHU XaPaKTEPHCTHKHU MPH NAUUEHTH:

Hayuenmu c acmma
Lmxiezonua He AEMOHCTpUpa (PPMAKOKHHETHYHHM NPOMEHM NPU NALMEHTH ¢ yMepeHa TEKeCT Ha acTMaTa B

CpaBHCHHE CbC 3/]paBH HHIHWBHAH.

Vepeoena 6vbpeuna unu wepHoOpoGHa QyHKyus, nayueHmu 8 HANPeOHAna §b3pacm
Criopea nonyjauMOHHWTe (PapMaKOKHHETHYHH NOKasaTend Bb3pacTra HE BJIMAC BBPXY CHCTEMHATA

eKCITO3ULIKA HA aKTUBHHS MeTabOJIHT.
[ToTuchaTata uepHOAPOOHA GYHKUMS MOXKE [a MOBJIMAC HA €JTMMHHUPAHETO HA KOPTHKOCTEPOWIHTE. [Tpu

eAHO NMpOoYy4YBaHe, O6XBALIAILO MALMEHTH C YBpEAcHa YepHOAPOOHa (yHKLWS, CTpajalik OT yepHoApoOHa
LKMpo3a, € HabNI01aBaHa MMO-BUCOKA CHCTEMHA EKCTO3HLIMA KbM aKTUBHHS METabOMIHT.

He ca npoBeXAaHH MPOYYBaHUs NPH NALUEHTH ¢ yBpeaeHa 6p0peyHa QyHKUMS MOpajH JHNCATa HA EKKPOLHA
Ha akTUBHMA meTabonut npes 6vOpeuuTe.

5.3 IpeaxkTHHHYHH TAHHH 34 0€30MACHOCT

[peqrIMBMYHKTE JaHHM 32 LMKIE30HK] HE MOKA3BAT OCOOCH PHCK 3a XOpaTa Ha 0a3a Ha KOHBEHLIUOHATHUTE
dapMakonorvuHy  W3NMMTBaHWA 3a O€30MaCHOCT, TOKCHYHOCT TMpPH  MHOrOKpaTHO  MPHJIOKEHHE,
reHOTOKCHYHOCT WU KApLUWHOICHEH MOTCHUMA.

TTO3MU.
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Cebp3aH ¢ JieueHreTo eeKT BbpXy situHuumTe (aTpodua) € HabmogasaH NpH nmpuiaraie Ha BbpXoBaTa 034
npu aBe |12-meceuHH npoyuBaHHs BbpXy KyueTa. To3n edext ce € MPOABHIL NIPH CHCTEMHA EKCTIO3ULMSA 5,27
10 8,34 NbTH NMO-BHCOKA OT Ta3W NpM NpuiaraHe Ha po3a 160 Mukporpama BeAHBK AHeBHO. He € M3BSCTHaA
peJeBaHTHOCTTA Ha TOBA HaOJKOACHHE NIPH Xopara.

[IpoyyBaHusTa BbPXY J>KHBOTHH C APYrH IJIIOKOKOPTHKOMAM [OKa3BaT, H€ MPWIAraHeTo MO BpPEME Ha
GPEeMEHHOCT Ha TIFOKOKOPTHKOMAM BBB (hapMaKOJNOTHUYHH J03M MOXE /12 YBSJIHYM PHUCKA 3a HHTpayTepHHHA
perapaauus Ha pacTexa, ChpAeYHO-CBAOBH MWK MeTaboNHTHH 3a00/1ABaHKs NPH BH3PACTHU W/HIK TPAHHHY
MPOMEHHU B [UTBTHOCTTa HA TVIKOKOKOPTUKOWIHHMTE pPEUENTOpH, MeTado/ii3Ma Ha HEBPOTPAHCMHMTEPHUTE H
noreaeHuero. He e u3BecTHAa peIeBAHTHOCTTA HAa Te3W AaHHH NPH XOpa, NMpHEeMallWd LIMKIE30HWA 4pe3
HHXaNalluu.

6. GAPMAIIEBTUYHHA JAHHU

6.1 CnHcbK HA IOMOLIHHTE BEIieCTBA
Hopduypas (HFA-134a), eranon, 6¢3BoAeH
6.2 HecbBMECTHMOCTH

He e npuioxumo.

6.3 Cpoxk Ha rogHocT

30 no3vpaHu BIIpbCKBaHUS — 1 roaAnHa
60 u 120 po3upany BOPbCKBAHMUSA - 3 TOAUHH

6.4 CnenHajiHu YC/I0BHS HA ChbXpAHECHHE
Tosu nekapcTseH NPOAYKT HE H3UCKBA 0COOEHH YCIOBHS 32 ChXPAHEHHE.

KonTeiiHepbT chabprka TEUHOCT MoJ HaysraHe. /la He ce W3nara Ha TEMNEpaTypa Hajl 50°C.
KonreitHepsT He TpsiOBa aa 6bae npobuBaH, YyNeH WIH H3rapAH AOPH, KOraTo ¢ HalbJHO MPa3eH.

6.5 JHaHHH 32 ONIAKOBKATA

MuxanaropbT ce CbCTOM OT KOHTelHep Mnoj HalAraHe, HampaseH OT ajJyMHHHMH M 3anedartaH ¢ A03Hpalil
BEHTHJI, MYHALIYK W Karaue.

30 mo3upaHu BIPHhCKBAHUS
60 n031MpaHy BIIPLCKBAHUA
120 no3upany BNPbCKBAHUA

He BCHUYKM BUOOBE OMNAKOBKY MOraT fa ObaaT MycHaTH B npoaaxoda.
6.6 CnenHaJHE NpeANaA3HH MepPKH NIPH H3XBBPJIAHE H paboTa

[TaimenTHTe TpaOBa Aa 6BOAT BHUMATEIHO HHCTPYKTHPAHU 34 NPaBHITHOTO H3MOJI3BaHE HA MHXA1aTOpa (BX.
JIucToBkaTa ¢ MH(popMaLud 3a NOTpedUTeN).

[Tofo6HO Ha MOBEYETO NEKAPCTBEHHA TPOAYKTH B KOHTEHHEPH M0/ HANSFaHe, Topafig
NEKAPCTBEH MPOAYKT MOKE [a HaManee aKo KOHTEHHEpBT € CTYACH.
KOHCTAaHTHa j103a B HHTepBaia —10°C no 40°C.

7. ITPUTEXATEJ HA PASPEINEHHUETO 3A YIIOTPEBA
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Nycomed GmbH,
Byk-Gulden-Str. 2D-78467,
Konstanz, I epmaHus

8. PETMCTPAIIAOHEH HOMEP
20080173

9. JIATA HA TIBPBO PA3PEIIABAHEMIOJAHOBSIBAHE HA PA3PEIIEHHUETO 3A
YIIOTPEBA

10. TATA HA AKTYAJIN3UPAHE HA TEKCTA
03 cenremepu 2009
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