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KPATKA XAPAKTEPUCTHKA HXfPOTYKTA ™

1. TBbPTTOBCKO HAUMEHOBAHHUE HA JIEKAPCTBEHHUA ITPOAYKT

Symbicort Turbuhaler 80/4.5 micrograms/inhalation, inhalation powder
Cumbuxopt TypOyxanep 80 ng/4.5 ng/ uAxanaropHa mo3a, npax 3a MHXaJIAlWH

2. KAYECTBEH U KOJIMYECTBEH Ch(CTAB

Besika nojgasasa jqo3a (103ata, KOSATO ce OT/AeNs OT HAKpaHUKa) ChAbpikKa: Oy Ie30HU L
(budesonide) 80 g/ unxanaropHa go3a # ¢opmoTepon (formoterol fumarate dihydrate) 4.5
g/ HHXanaTopHa Jo3a.

Symbicort Turbuhaler 80 png/4.5 ug/ naxanaropHa J1o3a MMojJasa CbIOTO KOMHYECTBO

. budesonide 1 formoterol karo croTBeTHHTe Turbuhaler MoHONPOAYKTH, T.€. budesonide 100
1g/ MHXaJlaTopHa J03a (M3MepeHa n03a) ¥ formoterol 6 g/ MHXaIaTOpHa 1034 (M3MEPEHa

no03a) unu otbens3ana kato 4.5 g/ nExanatopHa no3a (rmojajagHa 103a).

3a moMolHKUTe BemecTBa BHXK 6.1 CIIMCBK HA ITIOMOIIHHUTE BELECTBA.

3. JEKAPCTBEHA ®OPMA

[Ipax 3a MHXanauuy.
bsn npax

4. KJIMHUYHH TAHHA

4.1. TepaneBTHYHH NOKA3ZAHUS

Symbicort Turbuhaler e mokasan 3a pe/IoBHO J€UeHHEe Ha aCTMa, KoraTo ynorpedara Ha
KOMOMHALMATA (MHXaNnaTOpeH KOPTHKOCTEPOUA U 6eTa-arOHHUCT € NPOABIKHTEIHO
JefCTBHUE) € MOAXOAAImA:

- NALUUEHTH, KOUTO HE CC KOHTPOJUPAT 3JACKBATHO OT HHXAIATOPHH KOPTHKOCTCPOUAH U
UHXaNaTopHU GeTa;-arOHUCTH ¢ KpaTKoTpaiiHo AcHCTBUE, [pUNaraHy IIpy
HeoOXOoAUMOCT.

50505

- NalMEeHTH, KOUTO BE€YE Ca KOHTPOJIUpPAHH aJICKBATHO OT KOMOHWHALMATA Ha HHXaJIaTOpHU
KOPTHKOCTEPOMIN U HHXAJATOPHH 0€Ta;-arOHUCTH C NPOAB/DKUTEIHO AEUCTBHE.

3abenexka: Symbicort 80/4.5 ng/ nHxanatopHa 103a HE € NOIXOAAIL 32 IALMEHTH ¢ TEXKa
acTMa.

4.2. 103HpoOBKa M METO HA PHJAOKEHHE
Symbicort Turbuhaler He € npegHa3sHa4eH 3a HAYAIHO JICYEHHE HA aé"maﬁ Iloaﬂpﬂﬂxa'ra Ha
chreTaBKkUTE HA Symbicort Turbuhaler e vHOAUBUAYaIHA K Tpﬂﬁﬁa ;(a ce np HO{IGC A KbM

TexecTTa Ha 3abonsgBaHeTo. ToBa TpAdOBa da ce UMa HPEHBH/E?/ _____ gaMﬂ Hp’ﬂ BaﬂQ € Ha
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JICYEHHE C KOMOUHMAPAHN IPOAYKTH, HO H KOraTo MOAABPKALIATA 4032 [TOIJICKHN Ha
NpoMAHA. AKO OTAENHHUAT NALHEHT UMa HeoOX0IMMOCT OT KOMOMHAIIVA OT 103U pa3InYHH
OT Te3HM HamuuHK B Symbicort Turbuhaler, TpsOpa 1a ce npeanuine noaxoadaia 103a 0Oera-
arOHUCT W/UIM KOPTHKOCTEPOU, ok ¢opMaTta Ha OTACTHH HHXAIaTOPH,

JlozaTa TpabBa 1a ce TUTpUpa A0 Hal-HHCKAaTa 1034, IPH KOATO Ce NOAAbpKa cPEKTUBEH
KOHTpOJI Ha cuMnTomuTe. Heobxomumo e nexypalyar aekap Aa Nnpasy peAoBHA NpeolieHKa
Ha JICYEHHUETO TaKa 4e Jia Cce OCUTYPH ONTUMAJTHO Jo3upaHe Ha Symbicort. Korato e
IOCTUIHAT KOHTPOJ HAa CUMNITOMMTE [IPH Hal-HUCKATA TMpenopbYBaHa 1034a, Cle1Ballara
CTBIIKA MOXE J1d BKJIIOYH TECT UHXATHpaHe caMO Ha KOPTHKOCTEPOU/L.

3a Symbicort uMa aBa TepaneBTHYHU BAPUAHTA:

A. Symbicort moaabp:kama Tepanus: Symbicort ce npuemMa Karo peIoBHO
MO ThPKAIII0 JEUYECHUE C OTASIEH ObP30-ACHCTRALL OPOHXOAHIATATOP, TIPUIAraH 1IpU
HYXa.

b. Symbicort nogabsp:kaima u of/j1ekuaBaina Tepanus: Symbicort ce mpuemMa Karo
pPEIOBHO TTOAABPMALIO JISUCHUE U TIPH HEOOXOAUMOCT LIPH CUMITTOMM.

A. Symbicort noaabpikama Tepanus
[laupenTuTe TpAOBA 1a C€ MOCHBETBAT JAa pa3rojaraT ¢ OTe/ieH Obp30-1eicTBall
OpoHXOoAUAATATOD 34 CIIEIIHA ynoTpeba Mo BCIKO BpeMe.

[Ipenopeusanu 0o3u.

Bw3pacmuu (18 200unu u no-2onemu).: 1-2 MuxXanaluy ABa NbTA JHEBHO. l1pH HAKOH
NalnueHTH MOXKE Ja ¢€ HAJIOXKH MpUlaraHeTo A0 MakCHMyM 4 HHXalalliH Ha [IpUEM ABa
MBTH JHCBHO.

Hoopacmeawu (12 0o 17 200uwnu): 1-2 HXanauu ABa NbTA JHEBHO.
Heya (6 200unu u no-eoremu); 2 NHXanaudy ABa IIbTH JHEBHO.

B o6uuyaiiHaTa npakTHKa, KOrato ¢€ MOCTUIHE KOHTPOJI HA CHMIITOMUTE € JIBYKPaTHO
MPHIOXKEHUE JHEBHO, HAMAIABAHETO /10 Hal-HMUCKaTa €(peKTUBHA A03a MOJKE J1a CTaHe C
ynotpedara Ha Symbicort Turbuhaler BegubX AHEBHO, B Cliy4dail 4e JIEKYBaLIUAT JIEKap
CMSTa, Ue 3a NOJIbpXKAaHE HA KOHTpoJIA € HeOOXO0IUM JBIroeicTBa OpOHXOAUIaTaTop.

HapacTeamoro u3nona3saHe Ha Dbpp30-aeicTpall OpOoHXOAUIATATOP IOKA3BA BJIOIIABAHE HA
CHCTOSHUETO H U3UCKBA MPEOLEHKA HA AaHTUACTMATUYHATA Teparusl.

Jleya nod 6 200unu: Symbicort Turbuhaler He ce npenopbuBa 3a Aeua noj 6-ro/KIIHA
Bb3pacT.

Bb. Symbicort noganpxkama n obinexkyaBama Tepanus
[lanpeHTTE IpUEeMAaT eXXEeQHEeBHA MoAAbpKalla 1032 Symblcort H B nonhﬂﬂé;ﬂuq Symblcort
B 3aBHCHMOCT OT CUMOTOMHUTE, | laitneHTHTE TpﬂﬁBa na oOpaar HOC'hBe;BaHI& BHHaﬂL Irar
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Symbicort noaabpixaila U oGaeKuagallia Tepanua TpAabBa Aa ce UMa rpea BUA 0Co00eHO 3a
[NALMEHTH C:

e HeajnexBareH KOHTPOJ BbPXY acTMaTa H YecTa HeoOX0IMMOCT OT 00JICKYaBaIlo
JIEKapCTBO

e (OOOCTpAHUA HA ACTMATA B MHHAJIOTO, M3MCKBAIUHM MEAMLIMHCKA HHTEPBEHLHA
3a malueHTH, KOUTO YeCTO NMPHEMAT oM Opoit JONBIHHTEIHN HHXAaJauuy Symbicort
,.JIpH HEOOXOIUMOCT € HEOOXO UM 3aCHJIEH KOHTPOII 3a J0303aBUCHMH HEKENaHH
PEaKIIMH,

IIpenopwvusarnu dosu:

Bwapacmuu (18 200unu u no-éw3pacmnu). Ilpenopbusanara noaaspxalia 103a € 2
MHXaNaluKi JHEBHO, IABaHH KaTo €JHa MHXaNalus CyTpHH H eIHa Beuep MK Karo 2
HHXAIaUHMKd CYTPUH WK 2 MHXaIalyK Beuep. B 3aBHCHMOCT OT CHMIITOMATHKATa IIpH
HEOOXOAUMOCT MNaLUEHTUTE TPAOBA A2 NPHUEMAT ACITBIHNTENHO | HHXanauusa. AKO
CHMIITOMHTE [IEPCUCTUPAT CJIe] HAKOJIKO MUHYTH € Heo0X0JUMa JOMbIHHTEIHA
uuxananua. He TpaOBa fa ce mpaBAT noseue or 6 HHXaNAlMH HA BEHBXK.

Hopmanno He € HeoOxoauMa obiiia JHeBHA A03a Haj, 8 MHXanaluy, BBIIPEKH Y€ 3a
OIPAHHYCH NEPUO MOXKE Ja ¢ce Ipuara o01la gHeBHa 403a 10 12 unxamauuu. AKo
NalMEHTHT NOJYYHU CUMTOMHM HA BICIIABAHE CIIE MpUEM Ha NoAXoadinara noaaspxala
TEpanus U JOLJIHUTEIIHA HHXANalWi IIPH HYK/a, CbCTOAHUETO MY TpAOBa 1a C€ MPEOLIEHH ¢
[IC]T ANTepHATUBHA O0OCHOBKA HA NEPCUCTHPAIIHUTE CUMTOMHM.

Heya u noopacmeawyu noo 18 coounu: Symbicort mmoaappkamara v o0JIeK4aBaia Tepanius
HE C¢ MPENOopHYBA 3a JeLa M N0JPACTBALLIH.

O6ma ungopmaus

Creyuannu epynu naQyUeHmuy.;

He ce Hanara KOpUIrHpaHe Ha J03aTa MpH NalUeHTH B HanpeHana eb3pacT. HaMa BalnyH
NaHHHU 3a ynorpedara Ha Symbicort mpu 00JHYU ¢ YepHOAPOOHO MK OBEOPEYHO YBpEKIAHE.
Tsit kaTo budesonide u formoterol MepBUYHO ce eNMMHHUPAT NOCPEICTROM
MeTabonu3upaHe B USPHHUA Apo0, IMPHU NALMEHTH C TEKKO YepHOAPOOHO 3a00sIBaHE MOXKE
Ja ce OYaKBa [IOBHMINEHA CKCIIO3ULIMA.

Vrkazanua 3a npasuina ynompeba na Turbuhaler:

Turbuhaler ce 3aaeiicTBa NIpHU BAMIIBAHE, KOSTO 03HA4YaBa, Y€ KOraTo MalHUEHTHT BAULIBA
Ipe3 HaKpaHKWKA, BEIIECTBOTO L€ TIOCTHIBA B IUXATECIHUTE IBTHILA 3a€JHO C BAHIIBAHHSA

BB3AYX.

3a0enexka: BaXHo € 1a ¢ce HHCTPYKTHpPA MAllUEHTA

® BHMMATE/IHO Ja IPOYETE HHCTPYKUMHTE 3a yIIoTpeda B JIUCTOBKATA, KOATO € OMMaKOBaHa
3a¢JIHO C BCEKM MHXAanarop

® Jia BOWINBA CHITHO U IBIOOKO IMpe3 HaKpaliHuKa, 3a Ja MoXKe ONTHMaJIHa A03a 13
AOCTUTHe GenuTe apodoBe e T
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NalueHTHTE TpsAORa Ja MilaKHAT yCTaTa CH ¢ BOJia U Clie] BCsAKa JOIBJIHHTCIHA
MHXAanaluus ,,Iipx HeOoOXO0AUMOCT .

[lanueHTHT MOXe Ja He BKYCH HMJIM YCETH JIEKAPCTBOTO NMpH M3noa3saHe Ha Turbuhaler
TOpagy MAJKOTO KOJNIMUECTBO Ha MOLAAEHOTO JICKAPCTRO.

4.3. IlporuBonoKka3anus

CBpbXuyBCTBUMTENHOCT (aneprus) kpM budesonide, formoterol nnu keM BAHIIBaHe Ha
NaKTo3a.

4.4. Cnenmajsuy npeaynpexacHua U criellHaJJHH MEePKH NMpH yorpeda

HIJEHOPT:-'-IBEI CC Jo3aTta NoCTCNMCHHO Aa ¢€ HaMaJllsABa I[IPpH MPCYCTAHOBABAHC HA JICHCHHUETO, A
HC BHC3AITHO Ja C€ CIThpa.

AKO NALMEHTHTE CUUTAT JICYEHNETO 32 Hee(peKTUBHO WJIH HAAXBBPIAT HaN-BHCOKATa
npenophuBaHa ao3a Symbicort TpsaOBa ga ce KOHCYITHPAT C JleKap (BUXK pasaei 4.2
Jlo3mMpoOBKa U MeTo Ha NPHIIoKEHHE ). BHe3anHOTO M nNpOrpecHBHO BIIOIIaBAaHE HA
KOHTpOJIAa HAa aCTMaTa € MOTeHUYWaTHO XHBOTO3acTpallaBallo M NalMeHTsT TPAOBA CIIEIHO
Aa ce nperiega ot jgekap. [Ipy Topa nojioxeHHe TpAOBa Ja ce 0OMHUCIH HEOOXOAMMOCTTA OT
3aCHJICHO JICUEHHE ¢ MHXANIAaTOPHH KOPTHKOCTEPOUAHN HIH 100aBsHE HA CHCTEMHA
[MPOTHUBOBB3NAIMTEIHA TEPAIIMSL, HANP. KyPC HA JICUESHUE C NMepopaTHi KOPTHKOCTEPOUIH
W/WTM aHTHOMOTHYHO JIeUeHUe IPY HalduMe Ha MHPEKHUs.

[lanuenTHTe TpAOBA Ha ce MOCHBETBAT MO BCAKO BPEME Ja pasnojarar ¢ HHxajlarop 3a
cnemHa ynorpeba: unn Symbicort (ripu TakMBa Ha nMogakp XKaniaTa 4 objieKuasama
Tepanusi) WiKn oTaenaeH Obp3oaciicTBan OpoHEXoaunaTaTop ( 3a MaUWEeHTH caMO Ha
MOAAbp3KAIATa TepanKa ¢be Symbicort ).

Tpsabra e Ja ce HaMOMHA HA MAIHEHTHTE Ja IIpMeMarT TsaxHaTta Symbicort
IOAIbPIKALIA 0332 KaKTO € NpeAnNcala, JOpH Koraro ca acumnromarnyHu. [Ipodgmnakruunara
ynoTpeda Ha Symbicort , HanpuMep npean PU3MYecKo HaTOBAPBAHE HE € IIPOYyUeHa.
ObnexKuaBally HXajgauMyd Symbicort TpaOBa Ja ¢ npuUeMar B OTTOBOp Ha aCTMAaTHUHUTE
CHUMITFOMH, HO T€ He ca NpeaHa3HayYeHy 3a NOCTOSHHA IpoUIaKTHYHA YIIoTpeda, HarpHUMep
npean $U3MYESCKO HATOBapBaHe. 3a TaKKBa IleJIM TpsSOBa Ja ce UMa NnpeABH/ OTAeleH Obp3o-
nelicTeaiy OpOHXOAUJIATATOP.

Cnen oBlagsABaHEe HA ACTMATHYHHUTE CHMITOMH MOXE JIa C€ OOMHUCIU OCTENEHHO HaMaJIfBaHE
Ha no3ara Symbicort Turbuhaler. BaxHo e nmaljueHTHTE Aa C€ CASAAT PEAOBHO IPH MOHUKABAHE
Ha TepaneBTHUHATA J03a. TpAadBa 1a ce npunara Hail-HHCKaTa TepaneBTU4Ha J03a (BXK. Pazaen
4.2 J1o3MpOBKa H METO/1 Ha [IPUIIOKEHHE).

[Tatmenture He TpaGea na 3anoypar jieyeHue ¢be Symbicort Turbuhaler mo BpeMe na obocrpsiHe
HJIK aKO MMAaT 3HAYUTETHO WIH OCTPO BIOIIEHA acTMa.

[Io Bpeme Ha neueHue cbe Symbicort Turbuhaler Morar na ce mosABAT CEPHO3HU HEXKETaHH
CBONTHA U eK3anepbauny, CBbp3aHu ¢ acTMara. [lanuenTuTe TpAORa-Aa €€ THOCHBETBAT /1A
[POIbIDKAT TCYEHHETO, HO JA IOTHPCAT MEIUIMHCKH CHBET, KO CHMITTOMIATE Hq acTMara
OCTaHAT HEORNAASHHU WUIH CE BJAOLUAT CJIe] HHALHHAPAHE CBC Sfmi:ucorg Tu(bu,ﬁglei!\
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KaxTo ripu Apyro MHXanaTOpHO JeyeHHe, MOXKe Jia ce HabnoaaBa napajoKcaleH
OpOHXOCHIA3bM, IPOABEH ChC 3aCH/IBAHE HA XPUTIOBETE HEMOCPEACTBECHO ClIe/
HHXaTApadeTo. Torasa npueMsbT Ha Symbicort Turbuhaler Tpa0OBa aa ce npeycraHoBH;
JIeueHHUETO TPAOBa fa ce nmpepasriea U Ipd HEOOXOAUMOCT /ia C¢ 3all0YHE aJITEPHATHBHA
Tepanus.

[Tpu ynorpebara Ha BCEKM MHXaATaTOPEH KOPTHKOCTEPOU, 0COOEHO HAa BUCOKH 03 32
MPOABIKUTETHO BPEME, MOXKE J1a CE IIOABAT CHCTeMHU edekTH. MHOTro no-mMaJiko BEpOsTHO
e Te3H e(PeKTH J1a Ce MOABAT IIPH MHXAIATOPHO JICUCHHE, OTKOJIKOTO MPH NEPOPATHO
[IPpUIOKEHHE HA KOPTHKOCTEPOUANTE. BB3MOKHUTE CUCTEMHH €(PEKTH BKIFOUBAT
MoTHUCKaHe Ha HaAOKOpeuHara pyHKIMs, 3a0aBiae Ha pacTeKa MpH AeUaTa U IOHOLIUTE,
HaMaJICHUE Ha MHHEPAJIHATA IUTBTHOCT Ha KOCTHTE, KaTapaKTa M rJIayKoMa.

I IpenopbYUTENHO € J1a ¢ce HabarnaBa pacTeka Ha Jela MOAT0XEHH Ha MPOABIDKATENHO
JIeUCHHE C HHXAJIATOPHU KOPTHKOCTEPOUAU. AKO pacTeKBT UM Ce 3aDaBH, TEpAIHATA
TpAOBa Ja c€ PEOLICHH C LEN MOHWXKaBaHe Ha J03aTa MHXAIaTOPEH KOPTHKOCTEPOH/.
[Ton3ure OT KOPTHKOCTEPOMIHATA TEpAIIHA W BE3MOXKHHUTE PHCKOBE OT NMOTHCKAaHE Ha
pacTeka, TpAO0Ba BHUMAaTENHO Ja ce oueHAT. B nomeauenue TpabBa ga ce oOMuUcnu
[PeHacOYBaHE Ha [ALMEHTa KbM NEANATHP aJeproyior Wil MyJIMOCJOT.

JIaHHH OT IBIATOCPOYHH NPOYYBAHMS [I0KA3BAT, Y€ MOBEUETO JcUa U [I0JpacTBallH
JIEKYBaHH ¢ HHXanaTopeH budesonide aocTurar TapreTHara cMd BUCOYMHA KaTO Bh3PaCTHH.
Bornpeku ToBa HaOIKOAEHUATA COYAT MBPBOHAYAIHO JICKO M NPEXOLHO 3a0aBsaHE Ha pacTexa
(c okos10 1 cM). OOMKHOBEHO TOB2 ce MPOABABA MPE3 MbpBaTa r'OANHA HA JICUEHHETO.

[ IpoaAB/KUTENHY H3MTUTBAHUS ¢ MHXaNaTopeH budesonide npH aela CbC CpeliHa JHEBHA
no3a 400 mcg (M3MepeHa 103a) WK NP Bb3PACcTHH ¢ JHEBHa a03a oT 800 mcg (M3MepeHa
1034) HE MTOKAa3BaT 3HAYUTE/IHH €PEKTH BbPXY MUHEpAIU3AllAATA HA KOCTUTE. Jluncsa
nHopmaLua 3a epekra Ha Symbicort npu 1Mo-BUCOKH 03H.

AKO MMa HAKAKBA MPHYKHA Ja ce NOoA03Kpa YBpexXaaHe Ha HagObOpeuHara PyHKLHA OT
NpeAMEecTBalla Teparnms CbC CHTEMHHA KOPTHKOCTEPOUAHY, TPAOBA Aa c€ BHUMABA IIpH
NpeMUHABAHE Ha MALIMEHTHTE KbM JledueHHe CbC Symbicort Turbuhaler.

EdexThT oT MHXanaropHara Tepanui ¢ budesonide 001MKHOBEeHO HaMa/IABa 10 MUHHMYM
HEOOXO0AUMOCTTA OT NEPOPATHO IIPHIIAraHe Ha KOPTUKOCTEPOUAH, HO IIPHU MALMEHTHTE,
KOUTO [MPEMUHABAT OT NEPOPAJIHHA KbM HHXAIATOPHU KOPTUKOCTEPOHIN B HAKOH ClIydau
CHHISCTBYBA PUCK OT HaMalleH HanbbpOpedeH pezepB olle 3HaYuTenHo Bpeme. I1pu bosHuTE,
KOHTO I[PEAH Ca NPOBEXKIaNnu CNEHIHO JIEYeHUE ¢ BUCOKH JO3HU KOPTHKOCTCPOHAN HITH
MPOAB/UKHUTENHO JICUCHUE ¢ BUCOKH JO3HM MHXANATOPEH KOPTUKOCTEPOU MOXeE CHIIIO 1A
CBIIECTBYBA PHCK OT MOTHCHATAa Han0OBpOpeuHa GyHKiMA. IIpH cTpec UK XUpypruJyHa

HHTepBeHLUA TpsAOBa Ja ce 0OMHUCIIH JON'BIHUTETHO CUHCTEMHO KOPTUKOCTEPOHUIHO
IeYeHHE.
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3a z1a ce CBEIE 40 MUHAMYM PHCKBT OT OpO(apHHIeaHa KaH,uH,mBHa HH(I)ERHHH

NanMeHThT TPAOBA Ja € HHCTPYKTHPAH JIa M3ILIAKBA YCTATa CH OGHJ}HG C BOjia cxe@
MHXAJAIKA Ha noaabpxamara ao3a. [Ipy Hanuyue Ha opou:l)aplfirfcainua KaHRHIlB
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MH(PEKIKA TALMEeHTHT TpsiOBa /1a IJIAKHE YCTATa CH M Clle BCaXa JOIIbJIHHTEIHA HHXalalus
,,JIPH HEOOXOAUMOCT”.

EIHOBPEMEHHOTO JIEYEHNE C UTPAKOHA30]1 U PUTOHABUP WK APYTrH MOIIHU HHXUOUTOPH Ha
CYP3A4 tpsabsa na ce u3bsarea (Buxk pasuen 4.5 JlekapcTBeHH B3aUMOJACHCTBUA M APYTUA GOpMYA
Ha B3aUMOJENCTBUE). AKO TOBA HE € Bb3MOXXHO, HHTEPBATBT MEAKLY MPUTOKEHHETO HA
B3aUMOJIeiicTBAIMTE IEKapcTRa TpiAbBa Aa 0b/1e KOIKOTO € Bb3MOXHO NMO-ABJIEI. AKO
nauueHTuTe U3noa3eat MoieH CYP3A4 unxubutop, He ce npenopbyBa Symbicort
NoAAbpXKala U 00JIcKYaBalla Tepanms.

Symbicort Turbuhaler Tpsa6Ba ga ce npuiara npeanazaueo npu O0JIHA ¢ TUPEOTOKCHKO34,
peoxpomoLUTOM, 3aXapeH nuabeT, HeleKyBaHa XUIIOKATHEM A, XUNepTpoduyHa
O00CTPYKTHBHA KapIMOMHUONATHA, HAHOTTAaTUUHA CyOBaJIByIapHa a0OpTHA CTEHO3a, TEXKKA
XHUIIEPTOHMSA, AHEBPHU3Ma WIK JPYIrH TEKKH ChpPJIEYHO-CHAOBH 3a00ABaHUs KAaTO
MCXeMHYHA 00JIeCT HA ChPLETO, TAXHAPUTMHUM WIIH TEXKA CbPASYHA HEAOCTATHYHOCT.

TpsibBa 1a ce BHMMaBa NpH NedeHUe Ha narMeHTH ¢ yasmkeH QTce-unrepBan. Camuat
formoterol moxke ga npeguspuka yabaxasaHe Ha QTc-mHTepBana.

HeobxoaumocTTa M 103aTa 0T HHXAJaTOPEeH KOPTUKOCTEPOU TpAOBA Ja ce NIPEOLICHH NpH
MALMEHTH C aKTUBHA MJIA JJaTeHTHa 0enoapodna TydepKyno3a, FrbOMYKOBA HIIH BUPYCHH
HH(EKIMHA HA AUXATEJIHUTE IbTUIIA.

lloTeHUMAIHO cCepUO3HA XUITOKAIUEMHA MOKE J1a Bhb3HMKHE B PE3YJITAT HA JIeYeHHE C
BHCOKHU 1034 OeTa-aroHucTH. EAHOBpeMEeHHOTO JieyeHHe ¢ OeTaz-arOHUCTH M JIEKapCTBa,
KOWTO MOTaT JAa MHAYLUHPAT XUIIOKAIHEMUS WK Ja IPESIH3IBUKAT XUTIOKATHEMUUEH e(PeKT,
KaTO KCAHTHH - IPOH3BOJAHH, CTEPOHIHA H JHYPETHIH, MOXE Aa 3aCHIH XHITOKaTUEMHYHHAT
eeKT Ha OeTaz-aronncra. OcobeHO BHHMAHHE ¢€ NPENopbYBa IIpd HECTaDU/THA acTMa ¢
HETMOCTOAHHA yroTpeda Ha OPOHXOAUIIATATOPH MPH HEOOXOAMMOCT, MIPUA OCTPa TEXKA
acTMa, Thi KaTo pUCKBT MOKE /Ia HapacHe TIOPa/ I XUIIOKCHUS U JPYTH ChCTOSHUS, ITPU
KOHUTO BEPOATHOCTTA OT XHUNOKAIMEMHYHM HEeXKeTaHH eQeKTy € nopuuieHa. [1pu tesun
00CTOATEACTBA C€ MPENOPDBYBA Jia CE CIEAAT CEPYMHUTE HMBA HA Kalusl.

KakTo npu BCHYKH O0€Ta-arOHUCTH, IPENOPhYBAT C& JIONMBIHUTEIHNA aHAU3U Ha KpbhBHATA
rNIOKO3a NMpH JHAOCTUIIH,

Symbicort Turbuhaler csabspixka nakrosa ( < 1 mg/ uHxanaropHa ao3a). Toa KOJIHYECTBO
OOHKHOBEHO He NPHUYKUHABA MTPodiieMu TIpU X0pa ¢ HEMOHOCUMOCT KBM JIAKTO3aTa.

4.5. JlekapcTBeHH B3aUMOJeHCTBHA H ApYrH GopMH HA B3aHMO/CHCTBHE
PapMAKOKUHETHYHH B3aHMMOJAeCTBHA

MetabonmnTHara Tpanchopmaims Ha budesonide € BE3NpensTCTBaHA OT BEUIECTBA, KOUTO CE
meTabonsupar oT CYP 3A4 (karo itraconazole, ritonavir). EqnoBpeMenHata ynotpeda Ha Te3u
naxuontopu Ha CYP 3A4 Moxe Aa yBeJInyH IUIa3sMEHUTE HUBA HA budesqnlde..
ExaHorpeMeHHaTa ynorpeba Ha Te3H JieKapcTsa TpaOBa aa ce H36;1rﬁ,a OCBEH B EJI}"—I €, KOraro
10J134Ta HAABHILIABA [IOBHILICHHU PUCK OT CHCTEMHH HEKEIIAHU ﬁeaKHHH Pixo AguTUTE
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n3non3Bar MoieH CYP3A4 nHXuOUTOp, HE ce npenopbuBa Symbicort noaaepikala v
o0eK4YaBala Tepanus.

mapMﬂK{}ﬂHHHMH‘IHH B3aHMO/JEeHCTBHSA

Bera—-aapeHepruuHuTe GJI0KEpH MOTAT JIa HaMallAT WK MOTHCHAT edekTa Ha formoterol.
fTopanu ToBa Symbicort Turbuhaler ve TpsaGBa na ce npuiara eqHOBpeMEeHHO ¢ Deta—
aipeHEPruyHM OIIOKEPH (BKIIFOUHMTENHO KAIIKUTE 32 OYH), OCBEH aKO HJIMAa HANOXKHUTETHA
pUYKHA 3a TOBA.

E nHoepemMeHHOTO JledenHe ¢ quinidine, disopyramide, procainamide, ¢heHOTHA3HHH,
aHTUXHWCTaMHUHH (terfenadine), MHXUOWTOPH Ha MOHOAMUHOOKCHAA3aTa ¥ TPULUKIIUYHH
aHTUACTIPECAaHTH MOXe Aa YABIKH QTc MHTEpBaja 4 Aa YBEIUUYUY PUCKA OT BEHTPUKYIapHH
APHTMHUM. |

Oceen ToBa L-Dopa, L-thyroxine, oxytocin 1 ankoxoJj1 Morar ga yBpeasar CbpieuHara
[TIOHOCUMOCT KbM [35-CUMIIAaTOMHMETHIIN.

ENHOBpeMEHHOTO JICUCHHUE ¢ HHXHMOMTOPU Ha MOHOAMMHOOKCHIA3aTa, BKIKOYUTEIHO C
MPOAYKTH ¢ NOoA00OHH cBolicTBa KaTo furazolidone u procarbazine, MOXe Aa npeaU3BHKa
XHUIEPTEH3UBHA peaKIyi.

CplUecTBYBa MOBUIIECH PUCK OT apUTMHUH TNPH MALMEHTH, MTOAJIOKEHHN Ha aHECTE3HUS C
XaJOTeHHPaHHU BBIJIEBOAOPO/IH.

E,H,HUBPEEMEHHDTO JICHCHHUC C IIPDYT'H 6ET3-H,IIPEHEPI"H'-IHH JICKAPCTBA MOXKC Ja HMA
IMOTCHUHAAHO d JHTHEBCH BCI)E!KT.

XHUITOKAJIHEMUATA MOXKE Aa 3aCHJIH NIpeaApasnoIoXKCHHECTO KbM apHTMHH IIPH ITALIHCHTH,
KOHTO C4 JICKYBAHH C JUT'HTAJIHCOBH I''THKO3UIH.

He e HaGarogaBaHo B3auMoaeiicTBHe MexXny budesonide ¥ apyru jJeKapcTsa, H3M0J3BaHH 33
neYeHHe Ha acTMa.

4.6. bpeMeHHOCT H KbEpPMEHe

Hsama Haiu4HE AaHHEE 32 OpEMEHHOCTH, eKCoHupar Ha Symbicort Turbuhaler niu
eIHOBpeMeHHO neueHue ¢ formoterol u budesonide. JlanHH 0T poy4yBaHe HA eMOpHO-
¢deTanHOTO pa3sBUTHE NPH ILTEX0BE ¢bC Symbicort pMDI cycnensus moj HajgArase 3a
MHXanalus He 4eMOHCTPUPAT HAKAKBE AOMBJIHUTENCH eeKT OT KOMOMHALMATA UIIH OT
MOMOILIHHTE BEILIECTBA BBPXY IPH3ayH.

Hama nocraTsuHo aaHHH 3a ynorpebara Ha formoterol npu OpeMenHy xeHu. [1pw
PENPOAYKTUBHHA H3CIEABAHUS BHEPXY XXKHMBOTHH formoterol € mpuuMHNAI HeXeNlaHH ePEeKTH
[IPM MHOFO BUCOKH HHBA Ha CHCTEMHA €KCIO3HLMA (BHX pasjen 5.3 llpeIkTHHUYHN JaHHHA
3a 6e30macHocCT). TR
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A3CIICABAHUA BBPXY KHUBOTHH € NOKA33HO, Y€ IIIOKOKOPTHKOUIWTE HHAYLHPAT
Mandopmanun (Bix pasnen 5.3 [peaknuauunu gaHHHM 3a Oe3onacHocT). Karo ce umat
NpeABH] NMPEenopbYBAHNTE A03H, H3TICKIA TOBA € MaJIKO BEPOATHO J1a € PEIEBAHTHO NPH
Xopa.

[Ipm mpoy4YBaHUA NP KUBOTHH IIPEHATAIHOTO IPUIIOKEHHE HA BUCOKH T03H
[MIIOKOKOPTHKOMAHM € IIOBALIHIIO PUCKOBETE 3a HHTPAYTCPUHHA peTapJallls Ha MiIoja,
CBPACYHOCHAOBO 3aboJisiBaHe NpH BB3PacTHH, AOBEIO € /10 EPMAaHEeHTHA [IPOMSHA B
bCTOTATA Ha TIIOKOKOPTHKOMIHUTE PELICIITOPH, HEBPOTPAHCMHUTEPHHUS OOMEH U TIOBEJCHHE
[IPY HUBA HA €KCNO3ULIKSA 10| TEPpaTOrCHHHUTE.

Enno thapMakoJordyHo Npoy4YBaHe NOKa3Ba, e HEXampaHuaT budesonide ce eKCKpeTHpa B
KbpMaTta. Beripeku ToBa, B KpbBHH NpoOH 0T KbpMaueTa He € OTpKUT budesonide. B3
OCHOBA HA (PapMAKOKHHETHYHHU NapaMeTpH € U3UKCIEHO, Ye IIa3MEHUTE KOHUEHTPaIlUH
npu aenara ca mo-Manko ot 0.17% ot tes3m npu Maiikara. Cie1oBaTeaHo, HE ¢€ OYaKBaT
eheKTH CBBp3aHu ¢ npuema Ha budesonide npu TepanerTHYHH 103K Symbicort. He e
H3BECTHO Nanu formoterol mpeMrHaBa B KbpMaTa npH 4oBeka. IIpy mirsxoBe B MAMUHMHOTO
MJIKO Ca OTKpUTH Malkd KonudectBa formoterol. [Ipunaradnero Ha Symbicort Turbuhaler
[pH KbpMayKy TpAOBa Aa ce MMa NpeJBH/l CaMO aKo OYaKBaHara Ioji3a 3a MaHkara € 1o-
roJIsiMa OT Bb3MOXHHSA PHCK 3a JICTETO.

4.7. EdekT BbpXY ¢NOCOOHOCTTA 32 IOupaHe un padbora HA MALINHHA

He ce ouyakBa Symbicort Turbuhaler 7a Mma Hexenanu eeKTH BEPXY CTOCOOHOCTTA 34
modupane 1 pabora Ha MallTHHH.

4.8. HexxenaHd peakuuu

Twii kaTo Symbicort Turbuhaler cpaspxa eqnoBpeMeHno budesonide u formoterol, Moxe
na ce HabmoJaBaT ChILIUTE HeXeJaHH epeKTH, KOUTO ce ChOOIaBaT 3a TE3HW BEIECTBA. He €
oTOeNA3aHa IOBUIIISHA Y€CTOTA HA HEXKEIIAHUTE pEAaKIIMU Cliel €IHOBPEMEHHO MPHIIOKEHHE
Ha ABeTe BellecTBa. Haii-uecTuTe HexenaHH JIeKapCTBEHH peaKiMM ca (papMakoJIOrHyHo
[IPpEABHIMMHMTE CTPAHUYIHHA €(PEKTH Ha JICYCHUETO ¢ O€Ta;-arOHUCTH, KaTo TPEMOP U
cepueOHeHe. Te Hall-uecTo ca JeKH U 0OMKHOBECHO M34Ye3BaT CJIS HIKOJIKO JHH HA JICYEHHE,

Hesxkenanure peakidH, KOUTO ca CBBP3aHH ¢ IIpunoxkeHHeTo Ha budesonide u formoterol ca
NnpeAcTaBeHH B TabullaTa no-J00y pasjelleH| 110 CUCTeMa, opraH, Kiac U yectota. Cnopea

YEeCTOTATA Ha TAXHATa MOABA HEXKEIAHHTE PEaKUKH ¢e JeNAT Ha MHOTo YecTH (=1/10), yecTH

(=21/100 u <1/10), veuectn (=1/1 000 u < 1/100), penknu (>1/10 000 1 <1/1000) 1 MHOTO
peaxu (<1/10 000).

ChpaedHO-Ch0Ba Yectu CupuedHene
CHUCTEMA
Heuecrn Taxukapaus
Peaxu IIpeacwspaHo TpenTexe,
CYNpPaBEeHTPUKYJIAPHA -~
Ta}iﬂl{apnm_f,;}l '. e ,H
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MHoro peaku

AHI'MHA MEKTOpPHC

EHIOKpUHHA CUCTEMA

MHuoro peaku

[IpA3HaLM U CUMIITOMH Ha
CACTEMHH
rTIOKOKOPTHKOCTCPOHIHH
epeKTH (BKJTIOUUTEIHO
XUno(yHKLIUA Ha

Haa0bOpeyHara Xkiie3a)
['acTpouHTECTHHANCH HeuecTn ["anene
TPakKT
HMmMyHHa cucrema Penkn Ex3aHTeM, ypTHKapHs,
cbpOeXK, IEpMATHT,
AHTHOCIEM H
ana(UIaKTUYHA PeaKLMA
Hudexkunn Yectn Kananno3au HHQEKLHH Ha
opotdapHHKCa
MeTtabomnieM 1 Penxu XUIMMOKATHEMU A
XpaHEHE
MHoOro peaku XHUIEPriIuKeMus
MycKyIHO-CKENMETEH Heuectn MycCKyTHH KpaMITd
anapart "
CbeAUHUTEIHA THKaH
HepBHa cucrema Yectu ["1aBobosIHE, TPEMOP
Heuectn JaMaiBaHe
MHoro peaku BxycoBH HapylI€HUS
[ lcuxuyecku Heuectn Br306yna, 6€3n0KOHCTBO,
Hepa3NnoJIoKeHHs HEPBHOCT, 3aMaMBaHe,

CMYIINCHHA HA CbHA

MHoro peaxu

Jernpecusi, MOBEAEHUCCKH
HApYIIEHUA {(IpEIUMHO TIPH

ienia)

JluxarenHa cucTeMa, Yectr JIeko apa3HeHe Ha I'bpJIOTO,
TPBACH KOII U KallJTHLA, Ape3ras rjiac
MEIHACTAHYM

Penkn bpoHxocnassm
Kosxa ¥ moaKoxxHa HevectH KpsBOBacsianus

TbKaH

CeaoBe

MHoro penku

Hapyiuenus Ha
apTEpPUaJIHOTO HAJIAraHe

Kakro 1 nnpu BcsKa HHXaJaTopHa Tepalus, B MHOIO PeIKHU ClIyYan MOXE 1a Bb3HUKHE
napaaokcaieH 6poHxocnazsM (BrXK paszaen 4.4. CrienUanHy 1peaynpekIeHUs H CIICHHaTHH
MEPKU [IpH ynotTpeda).
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CHcTeMHH e(eKTH OT MHXanaTOPHH KOPTUKOCTEPOUIN MOTaT Jia Ce: HOH“BH‘I ﬁt@ﬁeﬂt) npu
ynorpedara Ha BACOKH 03, MPEANUCBAHH 34 MPOABKHTENCH /(;eran Ohgpeug aTEa
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BKJIIOYBAT MOTHCKAaHE (PYHKIUATA HA HaA0BOpeuHaTa Kkie3a, 3adapsiHe Ha pacTexa MpH
Acla M NOoJApacTBalll, HaMaasaBaHE HAa KOCTHAaTa MUHEPalHa ILTBTHOCT, KaTapakta U
rinaykoma (B pazzaen 4.4, CneupaiHe NPSAYIPEKACHUA U CIICLIHAIHA MEPKH TIPH
yrioTpeta).

Jleyenuero c 6ETHQ-HFOHHCTH MOZKC a JOBCAC OO INIOBHIIAaBAHC HMBATa HA HHCYJIMH,
cBOOOJHHN MaCcTHH KHCCJIMHH, INTHIXCPOJI 1 KETOHHH TCJIA.

4.9. Ilpeno3upane

IIpenosupanero ¢ formoterol BeposTHO 11le poBeae A0 e(PEKTH, KOMTO Ca XapAKTEPHHU 3a
beraz-agpeHeprHyHUTE arOHUCTU: TPEMOD, r1apodonne, copliedueHe. CHMITOMH
PanopTyBaHM OT U30AWPAHM CIYYaH KATO TaXHKapAHA, XHIIEPrIIMKeMUsl, XUITOKATHEMHUS,
yabKeH QT c-unTepBai, apuTMus, rajJieHe M NOBphIaHe. Moxe Ja ce HalloxXKH
MOALBPKAIIO UM CHMITTOMAaTHYHO JieyeHue. He ca ce mossunu noBoau 3a 0€3110KOHCTBO
110 OTHOLIEHKUE HA D€301aCHOCTTA MPH NMpUiiaraHe Ha ao3a 90 pg 3a Tpu yaca Ha NaLyeHTH ¢
ocTpa OpoHXHanHa oOCTPYKLMA.

He ce ouakBa ocTpoTo nipeno3dpaHe Ha budesonide, JopH ¥ BBB BHCOKH HO3H, I3
[IpeacTaBIsABa KIMHUUEH IpodiieM. Koraro ce npunara XpoHH4MHO B IIPEKOMEPHHU JIO3H,
MOKeE JIa C€ MOABAT CUCTEMHHU INIFOKOKOPTHKOHAHH €(PEKTH KaTO ATPOTCHEH
XUMNEPKOPTUIIMIBM H IIOATHCKAHE HA HAA0BOpeyHaTa (PyHKLIHA.

AKO ce HalIOXKU Tepanuata csC Symbicort a ¢ peycTaHOBH [Opaay NpeAo3upaHe Ha
cbeTaBkara formoterol, neyeHneTo TpsAGBa Aa NPOABIKH C IOAXOISALL MHXANaTOpEH
KOPTHKOCTEPOU.

5. PAPMAKOJIOTHYHH CBOUCTBA

3.1. PapMaKkOAHNHAMHYHH CBOHCTRA

dapMakoTepaneBTUYHA I'pyIla: aApeHEePruyHH JISKapCTBEHH NPOAYKTH U JPYIH JIEKapCTBa
3a OOCTPYKTHBHHM 3a00JI1BaHHS HA IUXATEIHUTE ITBTHINA. |

ATC xox: ROSAK 07

MexarnuszvM nHa oeucmeue il (HapmMaxkoOuRamMudnu eexmu

Symbicort ceabpxa formoterol 1 budesonide, KOUTO UMAT pa3IUYHU MEXAHU3MH HA
AciicTBHE M TIOKa3BaT aAUTHBHH edeKTH MO OTHOIIIEHHE HAa HaMmajsiBaHe Ha 000CTpAHETO HA
acrMmata. CneunduyHuTe cBoMcTBa Ha budesonide u formoterol no3sonsiBat KoMOHKEaMATA
na OBAe U3INoa3BaHa € JHOBPEMEHHO KaTo NoAAbpXKania U o0J1eKYaBalla Tepanus Wid KaTo
MOJABpIKAIlla Tepantsa Ha acTMa. |

Budesonide e TR
Budesonide ¢ rmoKoOKOpTUKOKI, KOUTO Cliell HHaxalupaHe nMma 110303aﬂﬁcuma~
MPOTHRBOBB3NAIUTEIHO ACHCTBUEC B IUXATCITHATE MBTHILA BOﬂetﬁWﬁn H::111;1:;,1.11eﬂwarHﬂE
CHMIITOMHTE M Ha 4eCTOTaTa Ha 000CTpaHeTO Ha acTMaTa. YH I”'_._pﬁHHﬂT 'bﬁdesﬁmtl\éluma
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MO-JIEKH HEXEeNaHU ePEKTH OT CUCTEMHO MpHJIaraHUTE KOPTHKOCTEPOUIH. TOUHHUSAT
MEXAHU3BM HA [IPOTHUBOBB3MNAIMTENEH e(PEKT Ha MNIFOKOKOPTHKOUAUTE HE € U3BECTEH.

Formoterol

Formoterol e cenexkTuBeH 0eTay-aZipeHEPrUUEH arOHUCT, KOWTO P MHXATaluusd BOJIH 10
OBp3a U NPOABIDKHATENHA peJIakcaliia Ha IaJKUTe OpOHXHATHA MYCKYJIH NIPH NAUEHTH C
obpaTHMa OOCTPYKLHUA HA AUXaTeIHUTe IbTUIIA. Bpouxoaunatupamuar eekT e 1030-
3aBMCHM ¢ Hauyano 1-3 MUH clie/l MHxanupaHe. [TpoAbIKATETHOCTTA Ha edeKTa cej
MPUIOKECHNE HA €IMHUYHA 103a € Hai-MaKo 12 yaca.

Symbicort Turbuhaler

Kaunuuna epuxacnocm na nooovporcaugama mepanus cve Symbicort

KNnMHHYHHK M3MIMTBAHUSA Y Bb3pacTHHU, NoKa3axa, ue 100apaHeTo Ha formoterol KuM
budesonide e nogoOpsABanoc CHMIOTOMHUTE HA acTMara ¥ OejjoapobdHara PyHKIUS U €
HaMaJIsBaJI0 YECTOTATa ¥ TEKECTTa Ha 000CTpaAHMATA. [1pu aBe 12-cesMUYHH NMPpOyUYBaHUA
edekThT HA Symbicort Bepxy OenoapodHaTa GpyHKLMA € OUJ paBeH Ha edeKra OT
cBo00aHOTO KOMOHHKpaHe Ha budesonide u formoterol i € mpepuinaBan edekra Ha
CaMOCTOATETHOTO NPUIOKEHHE Ha budesonide. M npu aeere npoyuBaHus € U3NMON3BAH MPH
HeOoOXO0JMMOCT KpaTKOTpaHO AelcTBail 6eTaz-aroHuct. He ca HaOnmoaaBaRy npU3HalH Ha
HamajsBaHe Ha aHTHACTMATHYHHSA e(eKT ¢ BPEeMeTO.

[Tpu egpo 12-ceamuAdHO npoy4uBaHe 85 aena Ha BB3pacT oT 6-11 roauHu ca OWIH IeKyBaHH
c noaaspkKamma go3a Symbicort Turbuhaler (2 unxananuu ot 80/4.5 Mkr/uHxanaropsa ao3a
JABA MBTH JHEBHO) M MPH HEOOXOIMMOCT KpaTKOTpaiHO AeHCTBAIl OE€Taz-arOHUCT, KOETO €
noaoopuno denoapodHara GyHKILIUA U Ce € [IOHECI0 J00pe, B CPABHEHHUE C
Kopecnonaupamara ao3a budesonide Turbuhaler.

Knunaununaa eduxkacHocT Ha Symbicort nogaspixkania U o0G/ieKyaBailia Tepanms

O6mo 12076 nanuyeHTH ¢ acTMa 09Xa BKIIOUYEHH B 5 IBOMHO-CIENH NIPOYyUBAHHA 3a
euxacHocT u 0e3omacHOCT (4447 0Axa paHAOMHM3HpPpAEM 3a Symbicort mogabpKaia 1
obnexuapaina Tepanus) 3a 6 10 12 meceua. M3uckpaneTo Oe mauMeHTHTE Ja ca
CHAMIITOMAaTHYHH BBIIPEKH VIIOoTpedaTa Ha HHXAIALMOHHU KOPTHKOCTEPOUIH.

Symbicort nogabpkama u odjieKkyapamara Tepanma € OCUI'YPHUJIO KIMHHYHO H
CTAaTHCTAYCCKH 3HAYHMMO ITOHHMKABaHE HA TEXKKHTE 0DOCTPAHMA 32 BCUUKH CPABHEHHA H IIPH
5-Te npoyuBaHusi. ToBa BKIIKOYBA CpaBHEHHE Ha Symbicort BBB BUCOKA NOAXBPIKAIIA 1034 C
terbutaline kato obGaek4asall areHT (poy4BaHe 735) 1 Symbicort B ¢bLIATa NIOJABPKALLA
n03a ¢ formoterol numm terbutaline kato obnexdyasamy areHTH (Npoy4dsane 734)(radnuua 1).
[Ipu npoyuBane 735, 6enoapobHaTa GyHKIMA, KOHTPOAa HAX CUMIITOMUTE M ynotpebara Ha
oOnexuapary areHT 051xa CX0HH NPH BCHYKH TepaleBTHYHH rpynu. IIpm npoyusaHe 734,
CHUMNTOMHTE H 00JieK4aBamus arenT 6sxa pegynrpany, a 6eroapodHara QyHKIHA
noa00peHa, B CpaBHECHHE C ABETC CpaBHHUTEIHU Tepanuu. | [pn koMOHHMpaHe Ha
[MAMEHTUTE OT 5-T€ NPOoyYBaHMs Nojyyapamy Symbicort nogaspkaiia ¥ 00eK4yaBala
Tepanusa cpeiHo 57% oT TepaneBTHYHHTE JHHU HE €A IIPaBEHN 00JieK4YaBalllH HHXanalrH.
[Ipy nerre AbLATOCPOUYHH NPOYUBAHUA HA MALIMEHTHTE (Bb3PAacTHH M NOAPACTBAIIH) HA
MOAAbpIKAIa U 00JeKYaBalla Tepanus cbe Symbicort ce paspelnapaT-1.2 nHxajnaluy Ha IH
(DO OBPKALIM M IIPU HYKA) 0€3 [1a ¢€ NpaBH NPEOLICHKA Ha ﬂuaupaﬂero Hﬂmamea
MPU3HALK 32 PA3BUTHE HA TOJIEPAHTHOCT BBB BPEMETO. i o ‘""a\*’f {:\
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Tabauna 1 HEerne,u HA TCHKKUTE oﬁocTEHHHH IIPH KJIHHUYHHUTE IPOYUBaHHA

IIpoyusane TepaneBTHYHHA rpynu N Texxu obocTpatiMA
No.
[poxsKuTeN CJ1yuan cayuan/
HOCT NANHEHT-
rOAMHA
[Ipoyusane Symbicort 160/4.5 pg x 2 nnTh AneBHO + npH HeodxogumocT | 1103 125 0.23°
233 ecena Symbicort 320/9 pug x 2 mety qHeBHO + terbutaline 0.4 mg npu 1699 173 0.32
HEOOX0qUMOCT
Salmeterol/fluticasone 2 x 25/125 ug x 2 neTH qHEBHO + 1119 208 0.38
terbutaline 0.4 mg npu neobxoaumoct
IIpoyupane Symbicort 160/4.5 pug x 2 nboTH AHeBHO + npu Heobxoaumoct | 1107 194 0.19°
734 Symbicort 160/4.5 pg x 2 i areeno + formoterol 4.5 ug mpu | 1137 296 0.29
12 Meceua
HEeOOX0AUMOCT
Symbicort 160/4.5 pg x 2 nvra grerHo + terbutaline 0.4 mg [138 377 0.37
. NpH HEODXOOHMOCT
2 XOCIHTANH3ALNA/CNEIHA METUITHHCKA TOMOIIL WY TEPANHA ¢ NEPOPaHH KOPTHKOCTESPOUIU

HamaieHHeTo Ha yecToTara Ha 000CTpAHE ¢ cTaTHCTHYECKH 3HaYnMo (p <0.01) 3a gBete cpaBHEHHA

Ilpu 2 apyru npoy4yBaHHA IIpH IIALKUEHTH ThPCEIH MEANULAHCKA TTOMOII TPU OCTPH
CHMIITOMM Ha acTMa, Symbicort o0e3neuaBa 0Bp30 U ePEKTHBHO O0JICKYaBAHE HA
OpOHXOKOHCTPHKLHUATA CXOAHO ¢he salbutamol u formoterol.

5.2. PapmMaKkoOKHHETHYHH CBOICTBA
AbcopOuus

JlokazaHo e, ue Symbicort Turbuhaler 1 CEOTBETHHTE MOHONIPOAYKTH ¢a OUOCKBHBAICHTHH
10 OTHOLHEHNE Ha CUCTEMHATA €KCMO3HIINA Ha budesonide u formoterol choTBETHO.
Berpeku ToBa HabIOgaBaHo € C1ado H3pa3cHO 3acHICHO MOATUCKAHE HA KOPTHU30J1a ClIe/]
npunarane Ha Symbicort Turbuhaler B cpaBHenne ¢ MoHonpoaykTuTe. CuuTa ce, ye
pa3avKaTa HIMa 3HaYeHHE 3a KIIMHUYHATa 0€30MacHOCT.

Hsima ngannu 3a papMakoKMHETHYHY B3auMoJieiicTBUA Mexay budesonide u formoterol.

DapMaKOKMHETHYHHUTE NMapaMeTPy Ha ChOTBETHHUTE BEIECTBA ca OMIIK CpaBHUMH Clel
npunarade Ha budesonide u formoterol kaTo MononpoaykTH 1 Kato Symbicort Turbuhaler.
[Ipu budesonide AUC e Ouna manko no-BUCOKa, CKOPOCTTa Ha abcopOLa no-0sp3a H
MaKCHMaJlHaTa IlJIa3MeHa KOHLCHTpallMA TI0-BUCOKA ClIell MpUiaraie Ha puKcHpaHara
koMOMHauua. [Ipn formoterol MakcuMaTHaTa nia3MeHa KOHIEHTpalua € Ouina nogobHa
clie/l mpujaraHe Ha QUKcupaHara koMOuHauua. Maxanupanuat budesonide ce abcopOupa
OBpP30 U MAKCHMAJIHA MIJIa3MEHAa KOHICHTpalHa ¢¢ JocTtura a0 30 MUHYTH clel
HHXanupaHeTo. [ [pu mpoyuBaHua cpeIHOTO oTjaradHe Ha budesonide B 6eaure apodobe
clieq vuxanupane npes Turbuhaler e Bapupano ot 32% 1o 44% ot nopgazeHara J103a.
CucremMHaTa OMOHAITMYIHOCT € MpuoausuTenHo 49% ot npuaoxeHara ao3a. Ilpu aeua Ha 6-
16 roguHu oTnaraHeTo B 6enus 1pod € NoA00HO HA TOBA NPH BB3PACTHH NMPU NPUI0KECHHES

Ha CBIIXTE J03H, KaTO MIa3MEHUTE KOHIIEHTPALMH HE ¢a qnp-éﬁgﬂam“gmm
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Huxanupannsar formoterol ce abcopbupa 6bp30 1 MakCHUMaTHUTE M1A3MEHN KOHLEHTPALHH
ce goctrrar 3a 0koiao 10 muHyTH cned mHxanupanero. [Ipyu ¥3cneaBaHusTa CpeIHOTO
oTiaarade B 6enure Apodore Ha formoterol cnex nuxamupane npe3 Turbuhaler € BapHpaio
oT 28% - 49% ot noganeHnara go3a. CucreMHara OuoHaTUYHOCT e OKa okosno 61% ot
nojajeHara ao3a.

PaznpeneseHue U MeTaA00HIBM

CBBp3BaHETO ¢ MJa3MEHUTE MPOTEHHH € npubnusuTentHo 50% 3a formoterol u 90% 3a
budesonide. O6emMbT Ha pasnpenenceHue € okono 4 L/kg 3a formoterol u 3 L/kg 3a
budesonide. Formoterol ce uHaxkTHBHpPaA NOCPEACTBOM PEaKLMU HA TJIIOKYPOHUIHPAHE
(o6pa3ysart ce akTHBHM O-gemMeTIHpaHH K AedopMMIaTHY METabOIUTH, HO Te €€
HabmoAapaT NpeAUMHO KaTO HHAKTHBUpaHU KoHrorat). Budesonide npeTepnisisa H3pa3eHa
6uotpancdopmauus (npubnusurenso 90%) npH NePBOTO NPeMHUHABaHE NIpe3 YepHHd Apod
[0 META0OJIUTHU C HUCKA MIIOKOKOPTAKOCTEPOMIHA AKTUBHOCT. I IFOKOKOPTHKOCTEpOH AHATA
AKTHBHOCT HA OCHOBHHTE METabOIUTH 6-0eTa-xuapokcu-budesonide u 16-anda-xnapokcu-
npeaHu30/10H € o 1% ot tasu Ha budesonide. Hama gannM 3a MeTaOONUTHH
B3aUMOJICHCTBUS UK HAKAKBH peakiiiy Ha uaMecTBane Mexay formoterol u budesonide.

EnumuHaupane

OcHoBHaTa 4JacTt oT ao3ara Ha formoterol ce Tpancdopmupa upes yepHOIpoOEH
MeTaboJIM3bM, MOC/ICABAH OT enuMHUHKpane npe3 6s6penure. Caex unxanupase §%-13%
OT JocraBeHaTa Jjo3a formoterol ce oTaens HemeraGonu3upaHa upe3 ypuHara. Formoterol
KMMa BUCOK CUCTEMEH KITUPBHC (Ipudau3uTenHo 1.4 1/MUH) U TEPMUHATHUSAT
CMTUMHHALUMOHEH TTONYKUBOT € cpeaHo 17 vaca.

Budesonide ce entmMuHEpa upe3 MeTadOMU3HpaHe, IpeIMMHO KaTaJIU3UPAHO OT €H3UMa
CYP3A4. MeraGonuture Ha budesonide ce envMuHEpaT ¢ ypAHATA KaTO TaKMBA UK B
KOHKTrHpaHa ¢popMa. CaMo He3HAYHMTETHU KOJTHUYECTBA OT HeNpoMeHeH budesonide ca
OTKpuTH B ypuHaTa. Budesonide uMa BUCOK CHCTeMeH KKpBHC (pubausurento 1.2
JI/MHH) U €THMUHAUHOHHHAT NOIYXKABOT CJIel i.v. Jo3upaHe € NpUOIH3uTeHO 4 yaca.
MdapmakoknHeTUkara Ha budesonide unu formoterol npu gena U mauueHTH ¢ OBOpeyHa
HEJOCTaTBPUYHOCT He € M3BeCTHA. Excro3unusaTa Ha budesonide u formoterol moxe na e
[NOBULIEHA NMPH OONHH C YepHOAPOoOHO 3ab0IsABaHe.

5.3. lIpeAKAMHUYHH NAHHH 33 0€30N1ACHOCT

ToxcuuHuTe epexT, HabMOAaBaHH 110 BPEME HA M3CNICABAHUS BEPXY XKHUBOTHHM C
budesonide u formoterol, npuiaraHy B KOMOHHALMS WM MOOTAEIHO, ¢a OMIH CBBP3aHH ChE
3acu/icHa (papMaKOJIOTMYHA aKTHBHOCT.

[Ipu penpoayKTUBHY U3CIeIBAHUA BBPXY JKMBOTHHU € A0Ka3aHO, U€ KOPTUKOCTEPOUH OT
Thna Ha budesonide ca unayuupanm mandopmaryu (LenHaTo Hedlle, CKEJIETHH
manadopmanun). Te3n pe3yaTard nNpy KABOTHH 00ade U3rieXxaa He ChOTBETCTBAT HA YOBCKA
[pH IIpenopbrUYBaHHTE A03U. M3cne BaHus BBpXY XKUHBOTHH ¢ formoterol ca mokazanu
W3BECTHO HaMaJlABaHe Ha PepTHIMTETa HA MBXKH IUTBXOBE IPH BHCOKA.CHCTEMHA
CKCIIO3MIMA H UMIUIAHTALMOHHH 3aryOH, KakTo U HaMaJieHa pam—la n@cTHaTai‘ma
[IPEKUBAEMOCT M HAMAJICHO TEIUIO TP PaXKJIAHE NIPU 3HAYHKT ,Jma 110~ BHCOK& cu JReMHa
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€KCIO3HLMA OT Ta3M, MTIOCTUIHATA NPH KIHHKM4YHA yroTpeda. Te3n eKCliepuMEHTalIHH
pesyarary obave v3riexKaa HAMaT 3HAYEHUE 3a YOBEKA.

6. PAPMAIIEBTHYHHA JAHHHA

6.1. CiiHCBLK HA TOMOLIHHTE BELNEeCTBA

JlakT03a MOHOXHJIpAT (MOJKE Ja ChIbPIKA ClIEAH OT MJICYEH IIPOTEHH).
6.2. HechLEMeCTHMOCTH

Hsama gauHm.

6.3. Cpok HA TOAHOCT

. 2 TOOUHH.

6.4. Crenuainy MepKH 3a CbXpAHEHHE

Jla ce cpxpansBa noa 30°C. CexpaHsBaliTe KOHTeHHepa ITHTHO 3aTBOPEH.

6.5. EcTecTBO H ¢CbAbpP:KAaHHE HA ONNAKOBKATA

Symbicort Turbuhaler € unxanarop ¢ npax 3a MHOrMOKpaTHO AO3HpaHe, 3a0€HCTBAH IIpH
paumBaHe. UnxanaTopst ¢ 0411 ¢ YepBeHa BbPTAILA ce pbKoxBaTKa. MHXanaropsT €

“3paboTeH oT pa3audHH niaactMacobd marepuanu (PP, PC, HDPE, LDPE, LLDPE, PBT).
Beexkun nnxanarop ¢pabspxka 60 unu 120 uuxanatopHu a03u.

6.6. Haucrpykunum 3a ynorpeda

Hsama crmeuralIHy U3HCKBAHUA.

7. HPUTEJKATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

AsraZeneca AB, S-151 85, Sodertilje, LlIseuus
8. PETUCTPAIIMOHEH HOMEP

20010987

9. IATA HA ITBPBO PAZPEIIEHHUE 3A YIIOTPEBA/YABJI)KABAHE HA
PASPEIIIEHUETO 3A YIIOTPEBA

2001-10-11/ 2006-10-12
10. JATA HA (JACTHYHA) PETAKIHS HA TEKCTA oo
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