KPATKA XAPAKTEPUCTHKA HA IIPOAYKTA

1. THPT'OBCKO HABMEHOBARHE HA TIPOXYKTAUICTERCTH0 HA 3FPABECTABBANETO

Oxis ® Turbuhaler® 9 pg/nos3a Hptnbrenne kom
Oxcre® Typ6yxanep® 9 pg /nosa PAIROINTHIS SA YIOTHCGA he 13159 \95,%.@1

2. KAYECTBEH ¥ KOJINYECTBEH CHCTAB 65y [15.0% Oy W -

Besxa mocraBeHa 032 (T.e. J03ara, KOATO ce OTHeNs OT ycrpoiicrBoro) Ha Oxis Turbuhaler
CBIBpIKa:
9 ng formoterol fumarate dihydrate, momyuena ot 12 pug orMepena go3a.

Formoterol INN, mosnar omie karo eformoterol BAN.

3a noMoIHKTE BeMecTBa BIWK pasnen 6.1

3. JEKAPCTBEHA ®OPMA

Ilpax 3a yAXanalHy.
ban npax.

4, KJIAHAYHU OCOBEHOCTH

4.1 TepaneBTHYHA MOKAZAHUS

Oxis e OokasaH 3a oOHexkyeHpme Ha oOpaTMMuTe OpPOHX0-OOCTPYKTHBHH CHMITOMH H 32
IpogHIAKTHKA Ha CHMATOMH, IPEIM3BHKAEM OT QU3HYCCKO YCHIIME NP aCTMATHIM, KOTaTo
aHEeKBaTHOTO JHEYEHHE ¢ KOPTHKOCTepouIM He e jocTarsruno. Oxis Turbubaler e nokasan u 3a
obnexyeHre Ha OpOHXOOGCTPYKTHBHH CHAMIITOMH IPH NalkeHTH OCoJexyBalls OT XpPOHHYHR
obcTpykrrBHa Genonpobha Gonect (XOBB).

4,2 No3npoBKa

Bespacmnu:

Acmma: ropmanua dosupoexa: Epno WA JBe BUPHCKBAHHA BENHEX MM JIBa IBTH JHESBHO.
JlosaTa MoiKe [Ja ce IpueMa CYTpHH H/ni Begep. HAKoH NanuenTy MoXe [ ce HyxaiT or 4
BIOPHCKBAHHA BEJHLK WIH JBa OBTH AHEBHO. MakcumanHaTa JHeBHa [io3a € 8 BIOPHCKBAHMUS.
Tpn Hyxpa 3a oONeKyapaHe Ha CHMNTOMHTE MOXE [a Ce MPHIOKAT JONBIHHISNHH
BHPECKBAHHSL HAJl NpeANHCaHuTe 32 00HYaiHOTO NOAKBPIKAILO JIeYeHne H0 MakcuMarHa obia
HuepHa fo3a 0T 12 BIphekBapms (mOMIbpIKalia Imoc foGaseHaTa nosa). He Tpadea na ce
IpapsAT IOBeYe OT 6 BOPHCKBAHMA HaBCTHBIK. YecToTo npuiarape obade Ha HO3M Hal
06MgaiiHOTO MOMABPIKAI0 JedeHHe (33 9ECTO €& CYMTA IIOBeYe OT IBa IBTH
[OBede OT 2 JHM CEIMHYHO) € IpH2HaK Ha HeoUTHMAlleH KOHTPON Ha acTMa
TpsOBa Ja ce NPEOoLeHH.




Xponuuna Obcmpyxmusena Benodpobna Bonecm (XOBE): nopmanna 0o3uposka: 1 BOPBCKBanue
emUMH HWAE ABA OETH JHEBHO. MakcuMaligara HHEBHA 1033 NpHM pefoBHA ymnorpeda e 2
CUpPBCKBAHUA.

Axo ca HeoOXOAMMH NONBIHHTENHH BHPHCKBAHUSA HAJ Te3H IpeAlHcaHy 3a IOJREPIKAHE Ha
TepamuaTa 3a OOJNeKyaBaHe Ha CHMITOMM JONYyCTHMa € MaKCHMaiHa MJHEBHa 032 OT 6
BIpRCKBAHAS  (MOAABpXAIIa ruioc Heobxomumara po3a). Ilosewe or 2 pOphcKBanus He
TpabBaja ce mpuiarar HaBedHLxK. UecTara ymorpeba — moBeye OT ABa NIBTH AHEBHO W/HIH
MoBede OT JBa JHA B CEAMHULATA ¢ NPU3HAK 32 HEONTHMAJISH KOHTPOJ 1 JIeYeHHeTo TpsaoB na ce
TIPECLICHH.

B crmyyali Ha HOIHH aCTMATH4HH CHMIITOMEH MOXKE Ja C€ HANDABH €AHO NpPHIOXKEHWE Ipe3
Honira. IIpy KAVHAYHY H3IUTBAHEA ¢ HOKA3aHO, Y€ IPOBIDKATENHOCTTA Ha AefICTBYE € OKONO

12 gaca.
JlewepreTo TpsaOBa BUHATH [a Ce IIPOBEXAA ¢ Hal-AACKaTa e(ekTHBHA H032.

Hpodhunaktuxa Ha GPOHXOKOHCTPHUKINS, TIPSHM3BUKAHA OT QU3HYECKH ycumus: 1 BOphCKBaHe
npexy GusugeckoTo yeunme. He Tpabpa na ce Hajpuinapa ofugaiinata MaxcHManHa JHEBHA

Ho3a.

Hena Haz 6 rOAUHH ¥ TO-TONEMM:
O6uuaiiEa no3upoBka: 1 BOPHCKBAaHe BeHEXK MIM JBa IBTH AHEBHO. MakcuManHaTa JHEBHA
Jo3a € 2 BOPBbCKBAHUA.

HpohunakTika Ha GPOHXOKOMCTPHKENSA, NIPETH3BHKABA OT Qu3MYecKH ycuwmas: 1 BUphCcKBae
npepu $usudeckoro ycumue. He Tpabpa ma ce HaipumiaBa oOpyaiHaTa MaKCHUManBa JHEBHA

Jo3a.

Cnenuanuu zpynu nayuennu: He ce Hanara kopurapasne Ha obnuaiinure J03H HPH NAlUeHTH
B HanpexHama BE3pAcT WiH OomHn ¢ GwOpedno uam YepHOApoGHO yBpexnaHe (Bmx
“CrienMansy IpelyAperkACHIS M NpeliliasHy MEPKH IIpH yrotpeta”™).

NB! HannyHa e Ho-BECOKA JO3HPOBKa 32 NAHEHTHTE, NpHeMaluy 2 uiH nosede
aANAEKAIM.

HucTpyxnus 3a npasuana ynorpeda na Oxis Turbuhaler

Oxis Turbuhaler ce zangeficTea OT BAMIIBAHH BR3AYIICH HOTOK, KOSTO O3Ha4YaBa, Ye KOraro
TANWeHTsT BOWIIBA Tpe3 HakpaldHKa, BEMECTBOTO IE HOCHEABa BIOWIIAHWA BB3NYX B
HuxarelHuTe IETHIIA.

3abenexxka: BaxHo € fa ce MHCIPYKTHpAT DAUMEeHTHTE [a JMIAT CHIHO ¥ XBIOOKO npes3
HakpaiiHyiKa, 3a ]a C€ OCHIYPH NOJyYaBaHeTo Ha ONTHMAIHA [03a.

BaxHo € fa ce MHCTPYKTHpaT NAHHEHTHTe Ja HE 3aXalBaT HHKOr2 HAkpalHHKa H kA He
M3M03BAT HUKOTa HHXANEPA, aKO TOH € NOBpeeH HITH aKO HAKPaHHUKET ce & OTHeIH.

Koraro usnonssa OXiS, TaHEHTLT MOXKE Ja He NOYYRBCTBA BKYCA UMM KOHTaKTa ¢ ICKapCTBeoTo,
mopagya MallkoToO KOOHYeCTBO JIEKapCTBO, KOETO CC OTICTA.

Tlonpo6Hy HHCTPYKIMHK 3a ynoTpeba MoXe ia HAMEPHUTE BBB ONIaKOBKATA HA BCCKH




4.3 [IpornBoONIOKA3ZAHUS
CepBX4YyBCTBHTEIHOCT KbM (OPMOTEPOIL HIIH KBM BIMIIBAHE Ha JaKTO3a.
4.4 Crenpanau MpeaynpexIeHusa ¥ cuenuanisy MeEPKH npyu ynorpeda

Bonuu 0T acTMa, KOHTO & HYXXJadT OT PEJIOBHO JIEYEHHS C [32-arOHHCTH TpAOBa A2 MOIyuasar
pPEemOBHY M JOCTAaTBYHM NO3H MPOTHUBOBB3NANMTENHH CpElCTBa ¢ KOpTHKOocTepomn. OXIS
TURBUHALER TpsfBa ma ce mnpuiara caMmMO IIpd HallMeHTH, KOHTO C€ HYXZasT OT
TIDOOBIUKUTENHO PEHOBHO JIEUeHHE C JIEKapCeTBO, pasmiHpsBaino OpoHXHTE, a HE KaTo
ANTEpHATHRBA Ha KpaTKoTpalHOTO neueHWe ¢ [3-aTOHHCTH IPHM HACTHIBaHE HA ACTMATHYEH
npucThi. IlanpmenTuTe Tpabea xa 6BAAT CHBETBAHH Aa NPONEIDKAT MPOTHBOBE3MANHICIHATA
Teparms cnef, BrmrousaHeTo Ha OXIS TURBUHALER gmops, ako CHMOTOMHTE C€ IOX0OpPAT.
AKO CHMOTOMHTE TpPONBIDKAT, HIM aKO ¢¢ yBeNHuH Opoa Ha HeoOXOAMMHTE JO03H 3a
KOHTpONHpaHe Ha CHMIITOMHTE, TOBa ITOKA3Ba BNOIIABAHE HA CBCTOSHMETO M H3KHCKBA
Hpepasrtiekiane Ha JIeYeHHeT0 Ha acTMmarta. He Tpabsa fa 3amoysa JIieYeHHE IO BpEME Ha
oBoctpsige. B cnydaii Ha OCTBP NpHCTHN TPAOBa Aa ce€ M3MON3Ba [32-arOHHCT ¢ KPaTKOTpaHHO
TieiicTBHE.

YecTaTa Hy*Oa OT IpUeMaHe Ha JieKkapcTBO 3a IIpefloTBpaTsBaHe Ha OpOHXOKOHCTPHKIIHA,
IIpeM3BHKaHa OT (QH3MYECKH YOHIHs, Moxke Ja Oble OpH3Hak Ha CyOONTHMAlEH KOHTPON Ha
acTMaTa ¥ M3MCKBZ IIpeolleHKa Ha JjeYeHHeTOo Ha acTMaTa M OleHKa Ha KoMmonaipHca. Axo
TIANEEHTHT C& HYXI2e 0T MpodHIaKTHIHO JedeHie Ha OPOHXOKOHCTPHKIMATA, NIPEeAH3BHKaHA
0T (M3HYECKH YCHIHI, HAKOIKO IFTH BCAKa CEAMHIEA BEIPEKH aJCKBATHO IONIBPIKAII0
nedenye (Hanp. KOPTHKOCTEPOHIHA ¥ By-aroHMCTR), 061I0TO NeyecHMe Ha acTMaTa Tp#0Ba fAa ce
TIpEOIEHH OT CHEIHATMCT.

Tpsabpa 3 ce BHUMaBa NPH NaOMEHTH C THPEOTOKCHK032, (HeoXpOMOLHTOM, XHHEPTPOdHA
0BCTpyKIMBHA KapIHOMHONATHS, HIHONATHIHA cyOBanByllapHa aopTHa CTSHO3a, TEXKA
XMITEPTOXMS, aHEBPH3MA I JPYTH TEKKH CEPACTHO-CHHAOBH 3a00MABAHHA KATO HCXEMUYHA
HoNECT Ha CHPLETO, TAXHAPUTMMS WM OCTPa ChPAEYHa HEIOCTATEIHOCT.

Tpsabsa ga ce BHHMaBa, KOTaTO ce JeKyBaT IAOHWEHTH ¢ yasmxasane Ha QTc-unrepsama u
HalyeHTH, IPHEeMAINH JeKapeTBa, xouro nosmusasar QTc-untepsana (Bwx BzaumopelicTems).
Camusar hopMOTEpOT MOXKE Aa HHjyIHpa yobbkasaHe Ha QTc-unrepsana.

Hopagy XuneprimKeMudHus edexkT Ha [r-arOHHCTHTE IIEPBOHAYATHO C€ HpPeNopRYBaT
JOHBNHATEIHY aHATK3Y Ha KpBBHATA THIOK03a IIPH AuabeTuil.

TIoTeHUMATHO CEpPHO3HA XHIIOKAaeMHd MOXKE Ja BB3HMKHE B pPE3yNTar Ha JeueHue ¢ -
arornctH. OcobeHo BHMMAHKE Ce TPelophUBa IPH OCTpa TeXKKa acyYMa, ThH KaTO PHCKA MOXKE
I3 HApacTHE IIOpagd XWIOKcHd, XHIOKATeMHYHMAT eQexT Moxe JAa ce 3aCHid Or
CBITETCTEAOTO JIEYSHHE C KCAHTWHOBY MPOHM3BOXHM, CTEPOMIOH M JAHYPETHIM. (BIDKTE
BzawmopeiicTane). IIpenopsisa ce B TAKHBA CHTYalUUH Ja CE CIIS/ST CepyMHUTE HHUBa Ha Kanus.

OpoHXOCHAa3EM.




Ox1s® Turbuhaler cprppika nakrosza 450 MuxporpaMa 3a nogarata no3a (oTrosapsiua Ha 600
MHKpOrpaMa 3a ChOTBETHO M0JlaBanaTa f03a). Topa KONMHYIeCTBO He NpeAN3BUKBA 00MYaiino
NpoOeMH IPH NALUEHTH ¢ TaKTO36H HHTONEPAHC.

Hena no 6 romuuu e 6uea Ia ce nexysar ¢ Oxis® Turbuhaler, Thii KaTo HIMa HOCTATEYHO
H3CIICHBAHUS C Ta3H I'PyIa.

brOpeunn u gepHoapoOHH yBpeknaHus: EQekThT Ha HamaneHata Os0pedHa u gepHOIpoGHA
dbyrkus BEpXY (PapMakoKMHETHKaTa Ha GopMOTEPON He & u3BecTeH. THi Kato gopmoTepon ce
enuMABMpa TIPEIMHO Ype3 pasrpakiaHe, MOXKE fia C& OYaKRa IOBHIICHO BE3JSHCTBHE Npu
TaIHEHTH ¢ 0CTpa YepHOIpoOHa nupo3a.

4.5 BzanmogeiicTBus ¢ APYry NeKapcersa v Apyry GopMM Ha B3auMOoNeHcTBNe

C Oxis® Turbuhaler He ca IpaBeHH crielalHY H3CHCABAHMA 3a B3aUMOJIEiCTBHE C IPYTH
MeIUKAMEHTH.

EnsoBpeMeHHO JTeYeHHe ¢ JPYTH CHMIIATUKOMIMETHIIE MOXE A YCHIIM HeXENaHUTe e(eKTH ¢
Oxis® Turbuhaler.

Or neyenneTo ¢ Br-aroOHUCTH MOKE Ja IPeAHM3BHKa XHIIOKAIEMIA, KOSTO MOXE Aa Ce 3aCHIH OT
EHHOBPEMEHHO JISYEHHE C KCAHTUHOBH IIPOU3BOIHH, KOPTHKOCTEPOMAM W AMYPETHIH.
XunokanHeMEsITa MOXE Ja 3aCHIM JpeApasIoNoXeHIETO KbM apUTMHM HPH TAIIHEHTH,
JIEKYBAHH ¢ JTUTHTATNCOBH TTIOKO3MMHM.

EnpoBpeMeHHO Ne9eHME C XHHUOUH, [AH3OIMpaMEJ, UPOKOHMHaMux, (eHoTHasuHu,
apTHXHcTaMpgey  (TepdeHaZWH) MOHOAMMHOOKCHAA3HH HMHXHOWTOPM M TPHUMKIHNIHI
AHTHAEIPECAHTH MOXe Ja yABDKH QTC MHTEpBANST M K4 YBEIHYM PHCKA OT BeHTPHUKYNADHK
APHTMHUH.

OcBer L-noma, L-THPOKCHH M OKCHTOLWH, alKOXONBT CBHIIO MOXKE Na yBpeIH CHpASYHATa
TIOHOCHMOCT KBM [32-arOHHCTH.

EnnospeMennoT0 npuiarage Ha MAO MHXUOHTOPE, BKIIOUMTEIHO areHTy ¢ HOA00HH CBoiicTBa
TakuBa kaTo GbypasoluauH i IpokapGa3sHH MOXKE Ha NPeIH3BUKET XUIEPTOHHYHH PEAKIHA.

CrlllecTBYBa HapacTHal pPHCK OT ApHTMHH IpHM NaIHCHTH, HONyYaBalld €IHOBPEMEHHO
AHECTE3HsI C XAJIOTCHHPAHH BBIICBONXOPOIH.

Bera—ampenepriunute ONOKEpH MoTaT Ha HaMalaT WM norucHaT ebexra wa Oxis®
Turbuhaler. Crnegosarenmo Oxis® Turbuhaler He Onea ma ObHe HaBan eZHOBpeMEHHo ¢ bera—
afpeHepruyHuTe Gnoxepy (BKIIOYHTENHO KaNKUIE 3a OYM), aKO HE €A HANHUE OCHOBATEIHY
TIPHIHHA.

4.6 bpeMeHHOCT H KbpMeHe
KnvHugHMAT ONHT ¢ OpeMEHHY JKeHH e orpaHadeH. [Ipy nu3cneaBanys BEPXY XKHBOTH
(OopMOTEPOIT IPHIKHABA 3ary0a IMpy HMINaHTANH, KaKTO U HaMalliBaHe Ha paHHa
HOCTHATAIHA NPEXUBSIEMOCT ¥ Terno Ha HoBopozeHnuTe. Te3n edexTn ce HabnoA
3HAYMTEIHO [IO-BHCOKH CHCTEMHH HO3H OT AOCTHTAHMTE MPH KNHHHYHO MPHIIAT:




Turbuhaler. Ilo Bpeme ra Opemennoct Oxis® Turbuhaler TpadBa 5o nomyuasane Ha
TONBIHATENHH JAHHY Ja e H3II0NI3Ba caMo CIieH BHHMATEIHA NIpereHKa, oco0eHo apes
I'BPBUTE TPH Mecela oT 6peMEHOCTTa H HEIOCPEACTBEHO IPEIH paXk JaHeTO.

He e ussectHO gami HopMOTEepoON NpeMHHaBa B KbpMara Ha sxegute. Eto 3anio Oxis®
Turbuhaler ge TpsabBa Aa ce faBa Ha KEpMayky. 1IpH MIBX0BE B MAHYHHOTO MILIKO Ca OTKPHUTH
MaJtKi KOJMHYecTBa GOPMOTEPOIL.

4.7 Edexr BppXy cnoco0HOCTTA 32 modupaHe H pa60Ta HA MalIMHM

Oxis® Turbuhaler ne shuise BEpXy cnocoGHOCTTa 32 modHupaHe U paboTa Ha MAIHHK.

4.8 Hemxenanu peakuyus

Yecmu
(>1/100) ITentpanya HepBHA CHCTEMA I'naso6onue
Cepreuno-croBa CHCTEMA Crpuebuere
MycKynHo-ckelleTHa ckeleTHa  TpeMop
He vecmnu IienTpanua HepBHA cHCTEMA B130yaa, 6e3n0K0iicTBO,
CMYIIeHHs Ha ChHA
MycKynHo-cKeNeTHa CHCTeMa MycKynad KpaMIiu
CrpricuHo-CHA0BA CHCTEMA Taxuxaprpist
Peoxu Koxa ExsanreMa, ypTUKaps,
(<1/1000) chpoex
Crprcuso-cpA0Ba CHCTEMA Ilpeacwsprno TpenTene,
HaJKaMepHA TaXHKapis,
eKCTPacHCTONH
JlaxarenHs DpTRIIA BporxocnazsMm
MeTtabomzsM XunokaneMus/xunepKanieMus

Moske Aa ce NOABAT TPEMOP ¥ ChpliebHere, Ho 0OMKHOBEHO ¢a BpEMEHHH H IPEMUHABAT MIPH
penoBHa Teparmid. Kaxkto ¥ IpH BesAKa MHXANAIMOHHA TEPanui, B MHOTO PEIKH CIlydau MOXe fa
BB3HMKHE NapafoKcalien OpOHX0OCnassM.

B p3onupapy caydan ce cro0IaBa 3a CHEAHUTE HEXEIIaHH e(heKTH: raficHe, BKyCOBH
CMYIIEHH, 3aMaliBaHe, CTEHOKapus, ybIKaBaHe Ha QTc-unTeprana, peakiuy Ha
CBPBXYYBCTBHTENHOCT, IPOMEHN B KPBBHOTO HalsITaHE ¥ XUIIEPTINKEMHU.

JleuenmeTo © Bz—EII'OHI/ICTH MOXKE Ja AoBele J0 NOBHHIABAHE KPBBHOTO HYUBO Ha UHCYIIHH,
CcBOOOIHH MacTHY KHUCENHHY, IMHNCPON B KETOHOBH TCIIA.

4.9 JIpenosupane

IpeI3BHKA eEKTH, KOMTO Ca THIIMYHU 33 B;-arOHMCTHTE: TPeMOp, IaBodol
Crenpvre CHAMITOMM ca cHOOMAaBaHM B OTHENHH CHYYaH: TaXHKapAud,



XurrokamueMus, yiasmken QTc-urrepBan, apuTMHs, TaJieHe H IoBpsliade. Moxe [a ce HanoXH
HO(GPIKAIIO ¥AM CHMOTOMATHYHO JIEYCHHE.

H3m0n38aHeTO Ha KapHOCEICKTHBHHE Gera-Groxepyu Moxke fa Oahe pasriiexaaHo, HoO caMo ¢
MHOTO TOJIIMA TIPEANA3IHBOCT, THil KaTO U3II0N3BAaHETO Ha 06eTa-GlIoXepHo JIeYeHHe MOXKe Na
npeansBuKa GpoHxocnaseM. HeoGxomumo e MOHUTOpHUpaKe Ha CepyMHIs Kaluil.

5. ®APMAKOJOTMUYHA CBOVMCTBA
5.1 @apmMakoqUHAMHIHA CBOHCTBA

dapMaKoTepaneBTHYHA rPyNa: ceNeKTUBEH B, awraronmct, formoterol
ATC xon R0O1A C13

@opMOTEPOT € MOMIEH CETeKTHREH B2-aipEHEpTHICH CTHMYNIAHT, KOHTO HPEH3BUKBA
peaxcanys Ha TIajKUTe GpOHXHAIHN MYCKyiH. DopMOTepoIl N0 TO3M HAa9HH YIIPAKHABA
GpopxopasmupsBal eheKT IpH ManueHTA ¢ obpaTuMa o6CTPYKIA Ha BUXATCIHUTE IETAIIA.
Bpouxomunatupanuar edekT ce npossasa 66p30, 1-3 MUH Clie)| HHXaMIpaHe H HMa Cpe/iHa
OpoxbIDKUTENHOCT 12 yaca 32 eHHUYHA 1032.

5.2 dapmaKoKUHETHYHH CBOHCTBA

AbGcoponusn

HMaxamupanust GopMoTepol ce abcopOupa 65p30 H 1 MAKCUMAITHATE MIA3MENH KOHUCHTPANH
¢e DOCTHUTaT 3a OKoJIo 15 MHH.

Tlpy H3CIEABAHMATA CPEXHOTO HATpyTBaHe B OenuTe Apobose Ha GopMOTEPON CHEA
upxanapane npes Turbuhaler e B rpannnuTe OF 28 no 49% ot moganenara gosa (21-37% ot
uaMepenara j03a). O61ara CHCTEMHA HATTHYHOCT NPH NIO-YONAMO HATPYNIBAHEe BEPXY Oennre
mpobose e oxoNo 61% oT nonaneHaTa 103a(CHOTBETCTBAMO Ha 46% OT H3MepeHaTa Jioza).

Paznpedenenue u memabonusom

CBBP3BAHETO C IUIA3MEHUTE IPOTEHHE € HPUOINHTEIHO 50%.

dopMOTEpON Ce MeTab0NH3upa OCPEACTROM IIPIKO IIXOKYPOBBAXAPAHEe 1 O-peMmerTHIHpane.
EysuMET, KORTO oTroBaps 32 O-IeMETHIMPAHETO He € OTKPHUT. OOIMAT [UIa3MEH KIHEPBRE M
HHUBOTO Ha PA3MPOCTPAHEHHE HE € YCTaHOBEHO.

Excxpenusn

OcHOBHATA YacT OT J[03aTa ce oTAens upe: MerabomuspM. Cnen wmuxamipame 8-13% or
mocTapenata Ho3a (ChOTBETCTBama Ha 6-10% or maMepenaTa mo3a GOPMOTEPON) C& OTAENA
Hemeraboim3upana upe3 ypuHara. Oxono 20% oOT BeHO3HaTa /032 Ce OTACHSA HENPOMEHEHa C

ypuHaTa. BpeMeTo Ha IOTyKHBOT Clie]l WHXATHpaRe C& U34uCiiiBa Ha 8 gaca.

5.3 MpenxaMAUIHA JAHEH 32 6e301acHOCT




EdexruTe Ba dropMmoTepoln, HAOTOAABAHM IPH M3CIESIBaHMs 32 TOKCHYHOCT BEPXY IIIBXOBE U
Ky4eTa ca IPSINMHEO BEPXY CHPAEYHO-CHA0BATA CHCTEMA U Ce ChCTOAT OT XHITEPEMUS,
TaxHKApA¥s, ApUTMHH W HapyllaBaHHA Ha MHOKap/a. Toga ca n3BecTHHTE HapMaKOLOTHYHH
HpOsBY, HAaOHIONAaBHY Cliell NPHIaraHe Ha BECOKH JO3H [32-aIpeHeNenTOPHN arOHKCTH.

Habnronasano e cnabo HaMangsaHe Ha (epTIIHTETa Ha MEXXKH IUTHXO0BE NPH IpHiarage Ha
BHCOKH CHCTEMHH 034 (OPMOTEPOL.

Ilpu in vitro # in vivo TecToBeTe He ca HaOMIOKAaBayH TEHOTOKCHYHK ebexTH Ha GopmoTepon.
IIpu nrpXoBe B MANIKA ce Habiofapa JIeKo NOBHIIaBake Ha 6pos Ha JOOpOKadeCTBEHY
neifioMHOMH Ha MaTkaTa. TO3M eekT ce CIUTa 33 BUAOB edekT, HabmoAaBaH IIpy TPH3ayvH CHER
NPOLBIDKHTENHO H3JIaraHe Ha BACOKH JIO3H $2-aTOHHCTH.

6. DAPMATEBTUYHHN OCOBEHOCTH

6.1 CrgchK HA MOMOLHNUTE BellleCTBA

Lactose monohydrate

6.2 HecpBMBECTHMOCTH
He ca u3recTHH

6.3 Cpox Ha TOXHOCT

2 ronyuHA

6.4 Cnenranay MEpPKH 32 ChXpaHenue

Tpabsa fa ce CHXpaHsABa ¢ IIBTHO 3aTBOPEHA KanaJka.

6.5 EcTecTBO M CHABPKAHMAE HA ONIAKOBKATA

Oxis ® Turbuhaler € HHXanaTop 3a CyX XIPax 3a MHOTOKPATHO HO3UpaHe, 328eHCTBaH NpH
BavmBade. FiHXanaTopsT € H3paboTen OT INIacTMaca.

Beeky yaxanarop chispixa 60 gosu.

7. IPATEKATEJ HA PASPEIINEHHETO 3A YIIOTPEBA
AstraZeneca AB, S-151 85 Sodertalje, Sweden

8. PETUCTPAITMOHEH HOMEP

9900104

9. TATA HA IHPBO PASPEINEHHE/NOJHOBABAHE HA PASPENIEHMETO 3A
YHOTPEBA -

1999-03-24

10. IATA HA IPOMSTHA HA TEKCTA
2002-12-19




Hucrpykunu 3a ynorpeda
Kax ga msnonspame Osix Turbuhaler

Turbuhaler e pHxanaTOp 32 J03MpaHe Ha npaxoobpasHa CyOCTaHIHA, OT KOHTO ce MHXamMpa
WICTO JICKAPCTBEBOTO CpefcTBo Oe3 npubasku. Karo Bmumpare mpes Turbuhaler npaxer
OCTHIIBA B NUXATENHHUTE IBTHING. BaOKHO e Ja BAUIIBaTe ABIOOKO M CHIHO Npe3 HaKpaiiHWKa
Ha ycTpoiicrBoto. Turbubaler e neceH 3a u3momseade. llpocrTo crenpaiite ITOCOUCHHTE
HHCTPYKLHN:

1. PaspuuTeTe H CBaJICTE KAHAYETO

2. JIpbskTe MHXanaTopa H3UPaBEeH C OLBETEHATA BHPTAIMA CE YACT Hafony. 3apefere
JHXANaTopa KarTo 3aBbpTUTe HOKpali PHKOXBAaTKaTa U CHeJ TOBa s BHPHETE 0OpaTHO B
H3XOEHOTO OJNIOKeHye (XIOBTOPHO 3aBbpTaHe He [IOBUINABa 3apeicBaTa Beue 033)

3. Wapmmaiite. He napuinsaiite npes HakpaitHyka.

4. TloctapeTe BHMMATENHO HakpaiiHuka MeXTy 3604UTe CH, 3aTBOPETE YCTHUTE U BAMIUAHTE
cIIHO M IBIOOKO Ipe3 yerata. Fle meepdueTe M He 3aXamlBalite HakpaiHuka. He
un3nonssaiite Turbuhaler, axo e oBpeeH WK aKO HAKpalHHKA € MaxHar.

5. Ilpeam Aa m3anIaTe M3BajeTe HAaKpaiHuKa OT ycrara cu. Axo Bu e mpenmucasa
TIOBEYE OT AHa K032, IOBTOpETe CTHIKH 2-3.

6. Ilocrasere Kapayero.

SABEJEXKA!
Huxora He n3aMIIBaiite Npe3 HAKPaiHUKA.

Bunary 3aTsapsiite xo6pe Kanagero ciex ynorpeda.

Teii KaTo HO3MPAHOTO KONMUECTBO € MHOIO MalKo, MOXE [a He YCETHTE BKyca MY cnex
BmiluBaye. Bee mak Moxere Ja OBEeTe CHTYpPHHM, 49€ [03ara € NpHeTa, ako CTe CleiBald
VHCTPYKUHUTE.

Houyucreane

TlourcrpaliTe BLHIIHATA CTpPaHa Ha HAKpaliHMKA pefoBHO (CeaMH4HO) CbC cyxa Kbpra. He
H3M10/13BAliTe BOAA 32 MOYNCTBaE H2 HAKPRMHUKA.

HunukaTop Ha X03aTa

Kak na nozgaeTe, 4e HHXAAaTOPET € npa3eH?
KoraTo 3a mepBH BT 320elexyTe YepBeHa AYHUA B HHAMKATOPHOTO MPO30PHUES, HMa OMIE OKOJI0
20 posum (Durypa 1). KoraTo uepBeHata HMHYS CTHIHE [ONHWS Kpalh Ha IIPO30PYETO,
MHXANATOPHT BEUe HsMa Ja OCHIYpsBa HeOOXOMMOTO KONMECTBO OT JIeKApCTBOTO M TpAdBa Na
6oie msxpppieHo (Durypa 2). 3BYKST, XOHTO YyBare NpH PasKHAAHETO MY He € OT
JIEKAPCTBOTO, @ 0T MOACYIMTEIL.

Hsxpupasine

Bunary TpsbBa fia M3XBEPILITE yroTpeGenus cu Turbuhaler 1o 3ak0HOBOCHO0pA3eH HATHMH
(M3XBLPISHETO HA JEKAPCTBOTO B ChI0BeTe 32 6UTOBH OTNAALIK ¢ 320paHeHo), Thil KaTo
A3BECTHO KONHMYECTRBO OT IEKAPCTBOTO € ocTaHano BbIpe. O0BpHeTe ce KbM (apMaresra 3a
CEBET.




