W3HLAHUTENHA ATEHUWS N0 NEKAPCTBATA

Kpatrea xapaRmepucmuka Ha npedykma - Mpunomenue 1
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KPATKA XAPAKTEPHCTHKA HA IMPOAYKTA

L. TBPT'OBCKO HAMMEHOBAHHE HA JIEKAPCTBEHHSI MMPOAYKT

Pulmicort Turbuhaler 100 micrograms/dose inhalation powder
Pulmicort Turbuhaler 200 micrograms/dose inhalation powder

[Tynmukopt TypOyxanep 100 MHKpOrpaMa/103a pax 3a HHXanauuu
[lymvukopt TypGyxanep 200 MHKpOTpama/f03a npax 3a WHXanaimu
2.KAYECTBEH H KOJIJHYECTBEH ChCTAB

Beska eanokpatha ao030Ba eaunuua cbabpxa: 100 Mukporpama man 200 mukporpama
6ynesonnn (budesonide).

3a ITBITHUA CHUCHK HA NOMOIIHHTE BEIECTBA, BUXKTE TOYKa 6. 1.

3. JJEKAPCTBEHA ®OPMA

lipax 3a nuxanauuu

4. KIHHHYHHA OCOBEHOCTH
4.1 TepaneBTHYHHM HHANKAUHH

Bpouxuanna acrma

4.2 JIo3HpOBKa H METO HA IIPHICKEHHE

Hosupokata Ha [Tynmukopr Typbyxanep e wuHaMBMAyanHa. flpenoprusanara
bPBOHAYANHE 1032 M MAaKCHMallHaTa MpeNophYBAHA [HEBHA J103a, GazupaHn Ha
MPEAMIICH ONNT B TEpaNUATA HA ACTMA, Ca ITOCOMEHHM B ClIeIHATA Tabua.

Tada. 1

Ipeaumna IIpenopbusana Maxkcumanna

Tepanus ObPBOHAYAIHA npenopn4Bana

no3a no3a

Bun3pacTan u Hectepouano 200 no 400 800 mMuxporpama
alUHeHTH B neyeHye MHKpOTpama ABa MBTH AHEBUO===
HanpegHana BEAHDIK THEBHO @x%ﬁ*_u_ A4 .175;;\\
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HAena Ha S u
NnoBeve roJHHH

Huxanatopru
KOPTHKOCTEPOUIH

ITepopannu
KOPTHKOCTEPOUAM

Hecrepouano
ne4YeHue

HuxanatopHu
KOPTHUKOCTEPOUIAH

[Nepopanuu
KOPTHKOCTEPOMIH

MMKpOrpaMa aBsa
MBTH JHEBHO

200 oo 400
MMKpOrpama
BeAHLX AHEBHO
i

100 xo 400
MMKpOrpaMa Jisa
IFbTH JHEBHO

400 no 800
MUKporpama apa
MbTH JHEBHO

200 ao 400
MMKporpamMa
BEAHBX THEBHO
UAU

100 no 200
MHKporpama Jipa
['BTH JHEBHO

200 no 400
MHKpOTpaMa
BeJHBX IHEBHO
U

100 a0 200
MHKporpaMa JBa
II'bTH JHEBHO

200 no 400
MMKporpama JBsa
ITbTH AHEBHO

800 Mukporpama
[Ba BTH THEBHO

800 mukporpama
JBA ITHTH JHEBHO

400 mukporpama
J1Ba N'BTH JTHEBHO

400 mukporpama
JBa MMbTH JHEBHO

400 muxkporpama
JBa 'bTH JHEBHO

HMoaabpxkamoe neuenne

KenarenHo e npy BCHUKHA MallMeHTH ILIOM Ce YCTAHOBH KOHTPON Ha GonecTra Ao3ara aa

¢e TUTpUpPa J0 Hal-HHCKaTa eUKacHa noaabpKalia 403a.

M 03HPOBKA NPH NOAXLPAKAMO JEYEHHE:

B’BBpaCTHH U JTALIHCHTH B HaImpeaHaa

BB3pAacT;
Heua:

100-1600 mukporpamMa Ha JeH

100-800 Mukporpama Ha JieH

[oanwbpxamiara fosa Tpa6sa na 6 BBIMOKHO Hal-HHUCKA.




BB3MOXKHO € MauMeHTT Ja He YCETH NEKapeTBOTO, KOraTo ce H3Monsea [TyaMukopr
TypGyxanep. Tosa e Taka, 3amoTo ce OTMYCKaT TaKuBa MaJKH KONUYECTBa OT
BELIECTBOTO.

Cnen npunoxeHue Ha eHOKpATHA 11032 epeKTET MOXKE A2 CE OYaKBa B paMkuTe Ha 24
Haca ciej 3ancuBaHe Ha NedeHHeTo. [TeaHMAT TepaneRTUueH edeKT ce nMocTura enpa
CIEL HAKONKO ceamWuM Ha jevyenne. Jleuenwero c Ilyamukopr TypGyxanep e
NPO(YUAAKTUYHO, HE € JIoKalaH eeKT APU OCTPH HAPYIIEHHUS.

KnuHWYHNTe M3NUTBAHMA N0KA3BAT, Y€ NO-TONAMO KOMHYECTBO Oyne30HHA ce ornara B
Genure apoGome, Korato ce npuiara ¢ ITynmukopr TypGyxanep B cpaBHeHue c
[Tyamuxopr pMDI. Ako naumeHT B crabunna daza npemuse or [Tynamukopr pMDI xBM
u3non3sane Ha ITyamuxopr TypGyxanep, HaMaNeHHETO Ha D03aTa MOXE J1a CE OKAXE
MOAXOAAMIO.

Ipu naumenTw, npU KOMTO Ce XKelae MOBMINEH TepameBTHYEH eeKT, 06MKHOBEHO 3a
MPEANOYUTAHE € Ja Ce PENopEYa yBenuaBaHe Ha ao3ata Ha [Tynmukopr Typbyxanep, a
HE KOMOHHMPaHO JIeYeHUE C MepOPaNHM KOPTHKOCTEPOHIH, NOPALH NO-HHCKHA pHCK OT
CHCTEMHH HexenaHu edekTy.

HaunenTn, 3aBHceINH OT NEPOPANHA KOPTHKOCTEPOHIH:

Koraro ce 3anmoysa npemuHaBaHe OT nepopanHu KOPTHKOCTEpOuIU KbM [TynmuKopT
TypGyxanep, cheTosHMETO Ha mauMenTa TpabBa Aa Gbae OTHOCUTENHO CTAaGWIHO. B
npoabmkeHue Ha 10 anu ce nasa Bucoka no3a ITynmukopt Typ6Gyxanep €THOBPEMEHHO C
NpujlaraHaTa npeid Tosa 1032 NMepopanHn KopTukocrepounu. Cies ToBa nepopanHara
floza TpAGBa fa Ce HaMmaiu NMOCTETNIEHHO ¢ Hanp. 2,5 MAKpOrpama MpeaHu3onoH win
CKBMBAICHTHA 1034 MECEYHO A0 Hal-HMCKOTO BB3MOXKHO HHBO, YecTo newenmero ¢
NEpPOpaTHHA KOPTHKOCTEPOUI MOXE 113 Ce MPEYCTAHOBH HAITBIHO.

HsMa onmuT ¢ neyenMeTo Ha nauMeHTH C yBpejeHa YyepHoapoOHa umM 6BOpeunHa
bynkums. Teit karo 6ynesonug ce €/IMMHHHpA TNpeIUMHO 4pe3 MeTabonu3upaHe B
YEPHMA JPOG, NMpU MALMEHTH C TeXKKa YepHOAPOGHA LIMPO3a MOKE 1a Ce OvaKea
MOBUIIEHA EKCITO3MIIHA.

MucTpykuny 3a npasuiHa ynorpeba Ha [TynMukopr TypGyxanep:

BaxxHO ¢ uHXanaTopa Ja ce 3101382 NPaBUIHO. [loxpo6Ho onucanue Ha ToBa Kak ja ce
usnonsysa [lyamukopt Typ6yxariep ce qocTaBs ¢ BCAKa OMAKOBKA.

4.3 IIpornBonoka3anus

M3BecTHA CBPBLXUYCTBUTEAHHCT KBbM Gy/1e30HM,

4.4 CrnenHaaHn npeaynpexieHns H ClelMaATHH MEePKH npH ynorpeba

HHXanaTopHUTE KOPTHKOCTEPOMAM MOraT Aa MPEIH3BHKAT CHCTEMHH edekTy,
fipH BUCOKM JIO3H MpPEANKCAHH 32 NpOAbIKATENeH Nepuol. Tesn edekty cg: (pasBisdy, X

MHOTO TIO-PAKO OTKOJNKOTO TPH MEPOPANTHH KOPTHKOCTEPOUIH. BriMoxk
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edexkTH BKIlousBaT HanGubpedyHa cynpecus, 3alaBsHe Ha pacTexa npH Jela W
MOApACTBAILM, MOHIKABAHE HA KOCTHOTO MMHEPaNHO CbALPXKMMO, KaTapakra u
riaykoma. 3aToBa € Ba)XKHO J03aTa Ha MHXaNnaTOPHHTE KOPTHKOCTEPOMIM Jia ¢© THTpHpa
70 Hali-HHCKATa, IPH KOATO € YCTAHOBEH e()eKTUBEH KOHTPOJI Ha acTMaTa.

ITynmukopT TypOyxanep He e npeAHa3HauyeH 3a GbP30 NOBIMABAHE HA OCTPHUTE ENH30AH
Ha 8cTMa, KhIETO € HeoBxomaumo MHXanupane Ha 6bp3o aelicTBaily GpoHX0AMIATATOPH.
AKO MAlLMEeHTHTe HE Ce MOBAMAAT OT JeYeHHeTo ¢ HHXanatoped ©Obp30 nelcTRail
GpPOHXOAMNATATOP UAW UMAT HYXJa OT [I0BeUEe MHXANUPaHH OT OGMKHOBEHO, TpabBa na
ce MOTBPCH NEKapcka noMoul. B Te3u cryvau MoXe Ja UMa HYXKIa OT NOBHIIABAHE Ha
[03aTa Ha MPOTHBOBBL3NANUTENHOTO JICUEHHE, HAaNPWUMEP MO-BUCOKA 1033 WHXANaTOpPeH
fyAe30HU UM KYPE OT NMepopaneH KOPTHKOCTEPOH.

3a Ja ce HAMAIH 10 MHUHHMYM PHCKBT OT MHQEKIMM HA YCTHATa KyXHHa M TbpJOTO,
nprumHenn ot Candida, maumenTsT TpAOBa fa ce MHCTPYKTHPA /i@ H3TIIaKBa yCTaTa CH C
BOJIa Cliell BCAKO NPUIIOKEHHE Ha 1033,

EIHOBpEMEHHOTO JIeYeHHE C KETOKOHA30J1, HTPAKOHA30!1 M IpYrd MOLUHH HHXUOGHTOPH
Ha CYP3A4 Tpsabea na ce u3bsrsa. AKO TOBa HE € Bb3MOXHO, MHTEPBAIBT MENALY
MPHIOKEHHETO Ha NEKapcTBata TpaGBa Ja GBAE KONKOTO € BB3MOXKHO MO-ABIBI (BXK.
Touka 4.5).

Oco6eHo BHUMAHKE € HYXHO TPH NalMeHTH, KOUTO IPEMHHABAT OT NepopaliHa Tepanus
C KOPTHKOCTEPOMAM, THif KaTO Te MOTaT 3HA4MTEIEH NEPHOA OT BpeMe Jia ca ¢ PHCK OT
noHMkeHa HaaOsOpeuna yHkumaA. [allMEHTH, KOMTO €2 U3UCKBANM BUCOKO I03HMpaHa
CIelllHa KOPTHKOCTEPOMIHA Tepanus HIH NPOALIKATENHA TEpanus ¢ Hai-BUCOKaTa
NpENOPHYHTENHA 1032 OT MHXANAMOHHH KOPTHKOCTEPOUH, MOTAT ChLIO A Ca PUCKOBH.
Tesw mnauMeHTH MoOraT Ja MposBAT MOpM3HALlM M CUMIOTOMHM Ha Haa6sOpeuyHa
HeJOCTATHYHOCT, KOTATO Ca M3JOXEHM Ha CculieH crpec. Tpabea na ce obmucin
MpHIAT2aHETO Ha JOMBIHUTENHO CHCTEMHO KOPTHKOCTEPOHIHO TOKPUTHE MO BPEME Ha
MEPHOMH HA CTPEC UITH ONEPaLnHK.

[NoBuiieHO BHMMaHWe TpsGBa na ce o0bpHE NpH €JHOBPEMEHHO NPOIBL/IKHTENHO
neyenwe ¢ wrpakonaszon (CYP3A4 nuxuburop).

TpabBa Ja ce BHUMAaBa MpPH JieYeHHe Ha GOJHH, KOUTO PEMHHABAT OT KOPTHKOCTEPOUIH
CBC CHCTEMHO JeiicTBHE KBM [IyIMHKOPT H NpH NalMeHTH ¢ NMOJA03MPAHO HapyLIeHHE Ha
xunopusno-uanGuropeynata dynkumsa. Ilpu Tesu Gonwu Tpabea BHHMATENHO na ce
HaMa/lM [03aTa HA CHCTEMHHA KOPTHKOCTEpPOM] M jJa CE NMOMMCIY 32 M3Ce/IBaHe Ha
XUNoTanamo-xunodusHo-Haaosbpednata ¢yskuma. [lpu Tax Moxe na ce HanoxM H
J06aBIHETO HAa CHCTEMHH CTEPOHJAH B TEPHOIM Ha CTPEC, HAmp. XMPYPrHYHa onepauud,
TpaBMa u Jp.

ITo BpeMe Ha NPeMHHABAHETO OT NEPOPAHA TepanHs ¢ KOPTHKOCTEPOUIH K’bM/BuJ:Eﬂi%
MOXE 2 ce MOABAT MpEIMIUHHM CHMIITOMH KaTo MYCKyNHa W cTaBHa 60 Bﬁ’dm
cly4ay MoXe 1a € HeoOXOJAWMO BPEMEHHO YBENWYeHHEe Ha 103aTa 38
KOpTUKOCTepon. Korato, B OTAENHM Cilydad, c€ MOABAT yMmopa, ria




TNOBPBUIAHE WM N0A00HHM CHMITOMH, TpAGBA Ja ce Nojo3upa HeAOCTaThyeH ofil edexT
Ha KOPTHKOCTEpPOM,A.

Korato cHCTeMHOTO JseyeHHME ¢ KOPTHKOCTepOoMaM ce 3aMecth ¢ [IyaMHKopr
TypGyxanep, noHsaKkora ce NposBABAT anepruy, Hanp. pUHUT K €K3eMa, KOUTO Npeu TOBA
ca OMIIH KOHTPONMPaHH OT CHCTEMHOTO JICUeHHE.

HpenopﬁqBa CC pCAOBCH KOHTPON HA pacTexka Ha 2eLa W MJIAaJCKH, KOUTO Ca MOANQKEeHH
Ha MPOALIBKUTEIHO JIEYCHHE C KOPTHKOCTEPOMOM, HE3aBUCHMO OT q)opMa'ra Ha
NPHITOXKCHHE. HpenHMCTBaTa Ha NEYEHUETO C KOPTHKOCTEPOHUAH TpﬂﬁBa Jla ce CpaBHAT C
BBE3IMOMHHA DHCK OT ITOATUCKAHE HA pacTeixka.

Kakto H fIpH ApYTrH MHXalJalliOHHH TEpanHH MOXE Ja ce nabmonapa napajoxkcaleH
GPOHXOCHaB'bM HEMIOCPEACTBCHO CJICI HHXananuia, AKo pPeaKnHATa € TEXKa JCUCHHETO
Tpnﬁna Aa c¢€ npeOleHd H aKko € HGOGXOﬂHMO Aa ¢€ Ha3Ha4u ajlTepHaATHBHA TEpalus.

Hamanenata uyepHoapobua dyHKuMA MoXe Ja noBause OTACNAHETO  Ha
TIOKOKOpTHKOCTepouaute, HMHTpaseHo3HaTa ¢apMakokuneTHka Ha Oyae3oHua mpu
MalWEHTH C LMpo3a M 3/paBH MauueHtd € nojobHa. Cnex mepopaneH nprem
¢apmakoxuneTnkata Ha Oyle3oHHn e GHia MOBAMAHA OT MOHMKEHATa YEPHOIPOOHA
GbyHKUHA, KOETO NPONHYABA OT MOBHINEHATA KOHLEHTPALMSA Ha CHCTEMHO HMBO, ToBa € ¢
MHHHMaJIHA KIMHM4YHa 3HauuMocT 3a [Iynmuxopt TypOyxanep, Teii kaTo cnen
HHXallipaHe NepopaiHUA MPUHOC 32 EKCITO3HIUATA Ha OYAE30HH/ € HE3HAYUTEIEH.

[Ipy neyeHWe ¢ BUCOKH JI03U 3a MPOABIDKATENEH [IEPUO] OT BPEME MOXKE Ja CE MOABH
HaaGBOpeyHa HellOCTATBYHOCT.

Ilaunenture TpaGBa Aa ce mpeaynpeasr ja ce oOBPHAT KbM JieKap, ako edeKrsT oT
JICYEHWETO HaMajlee [0 MPHHUMN, Thi KaTo MHOTOKPAaTHUTE WMHXANALMM TIPH TEXKKH
aCTMATHYHH MPUCTHIM He TpaOBa Aa 3abaBAT 3amoYBaHETO HA APYro Ba)KHO JIEYEHUE.
AKo ce Ha0moJaBa BHE3aIHO BIOUIaBaHE, JiedeHHeTo TpAOBa Na ce JONBbIHH C KParbK
KYPC Ha Tepalis ¢ NEPOPaTHH KOPTHKOCTEPOUAH.

[TonuxeHaTa 4epHoApoOHa PyHKLMS MOKE 13 OKAXKE BIMAHHE BhPXY €JIMMHHALMATA Ha
Oynesonua.

4.5 BzauMoJeHCTBHS ¢ APYrH JEKAPCTBA M APYrH GopMH Ha B3aHMOJEHCTBHE

He ca M3BeCTHH KIHHHUYHO 3HAYHMH B3aMMOJENHCTBUS C JICKAPCTBa, KOUTO €€ U3ION3BaT
34 JICYCHHWE Ha acTMa.

[lpy emHOBpeMeHHO mpunoXeHHe KeTokoHaszon 200 mg BeAHBK AHEBHO € YBEAMYHI
MIa3MEHMTE KOHIEHTPALMM Ha repopanHo npuiaokeH Oyaesonnn (3 mg eJHOKpaTHa
A03a) cpeaHo wecT NbTH. Korato keTokoHason e 6Gun npunoxen 12 y




Ha TnasMeHuTe HMBa. 'bH Karo nMNcBaT JaHHH, KOHUTO [a MO3BONAT Ja Ce HANpaBsT
NpeUIoKeHUs 34 03upaHe, Ta3n komGuHauus TpabBa da ce u30ATBa. AKO TOBa He €
Bb3MOXHO, HHTEPBAIBT MEXAY INpPHEMHTE Ha KeTOKOHazon W OynesoHuA Tpsadsa nxa
OBbaaT KONKOTO € BB3MOXKHO MO-ABArH. Tpabsa na ce oOMHCIM W HaMaleHHE Ha jo3ara
Ha Oyaezonua. Jpyrn mowmnu unxubutopu Ha CYP3A4, Hanp UTpakoHa3o/l BEpOATHO
ChUIO MIPEI3IBYMKRAT [OHEPTAHO YBEIWYEHHE Ha NJa3MEHUTE HHBA HAa OYIe30HHUA,

4.6 BpeMeHHOCT H KbpMeHe

bpemennocr

Handure ot npubnmzurendo 2000 GpemeHHHOCTH He ca Pa3KpWIM MOBHMILEH PHCK OT
MmajipopMaLiuKy B pe3yaTar Ha JiedeHuero ¢ Gyaesonni. Uscneasanusra rnpu »x1WBoTHY ca
NoKa3anu, ye MIIOKOKOPTHKOMANTE MOTaT Aa HHAYLUpAT MandopMalui, HO Ce CYUTa, e
TOBA HAMA 3HAYEHME 3a YOBEKA B MpernopbyBaHaTa J03MpoBKa.

[Mpoy4yBaHHATa BBPXY KMBOTHH CBINO TAKa €4 YCTAHOBMIM, Y€ IPH €KCIO3HULUH TOA
TepaToreHHaTa J033a, € HajlMUe Bpb3KA MEKAY EKCLECHBHUTE MPEHATaTHH
KOPTUKOCTEPOMIA W YBEJIHYEHWS PUCK 3a MHTpayTepUHHAa peTapialis Ha pacTexa,
CHpAEYHO-CBHIOBO 3abonABaHe NpM BB3PACTHH, M MEPMAaHEHTHH IIPOMEHU B IUIBTHOCTTA
Ha KOPTHKOCTEPOMIAHWTE PELENTOpPH, HEBPOTPAHCMHMTEPHUS OOMEH M TOBENEHME TIpU
€KCMO3MLIMM TIOJ, TEPATOreHHATa J103a.

[lo Bpeme Ha OpemeHHoOcT uenTa Tpsibea na ObA€ NPUIATaHETO HA HAaH-HUCKATa
eeKTHBHA 103a Ha OYAE30HK], KATO C& UMa MPEBY]L PUCKA OT BiIOLLIABAHE HA acTMaTa.

Knpmene

BynesoHua ce ekckpeTupa ¢ Kbpmara. Benpexkn ToBa He & 0O4aKBa INIPMEMBT Ha
[Mynmukopt Typbyxanep B TepaneBTHYHM A03M [a OKaXe BIUAHME BBPXY KbpMayero.
[Tynmukopt TypGyxanep Moxe Ia ce MU3MI0N3Ba 110 BpeMe Ha KbpMEHE.

4.7 BaiusHue BLPXY cnoco0HOCTTA 32 Iopupane H paboTa HA MAIIHHA

IMyamukopt TypOyxanep He Biusie BbpXy criocofHOCTTa 3a wWwodupaHe W pabora ¢
MaLIHHMY.

4.8 HexenaHu peakiHu

Moxe na ce ouaksa, ye Jo 10% OT AeKyBaHUTE NALMEHTH W€ MOJY4YaT JIOKAIHU
HeXeNaHH PeaKkLiH.

Yeeru (>1/100, <1/10) Huxameanu momuya: Candida nubexuuu
Ha opodapuHKca, ApasHeHe B [BPIOTO,
KallTMIE, MPErpakHanocT .55 o -

Peaxu (>1/10 000,<1/1 000) Obwyu: AHTHOEIEM, wadmﬁ@ﬁ‘ﬁ
peakuus j / :
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Koowca: Y prukapus, o6pus, 1epMaTiT
Huxamennu nomuya.: bpoHuxocnasm

lopaau pucka ot whdekuun, npuunnend or Candida, nauuentsT TpabBa Ja u3nnakea
ycTata Cv ¢ BOAA Clie]] BCAKO BAULUBAHE.

B oTaenHd cnyuad Moke Na BB3HUKHAT CHMNTOMHM W NPH3HALM HAa CHCTEMHM
TMIOKOKOPTHKOMIHY e(eKTH, BKIHOUMTENHO HanbrOpeuna xunodyuxums.

4.9 IIpeno3npane

He ce ouaksa ocTporo npenosupaHe HOPH B TIPEKOMEPHH 103H ¢ IlynMHKOpT
TypGyxanep na npeansBuKa KIMHHYHH NpoGieMH. AKO TOH Ce M3110/13Ba XPOHHUHO BBB
BHCOKHM [l034, MOXE€ J[a Bb3HMKHAT CHCTEMHM T/IIOKOKOPTHKOMAHM e(eKTH, Karo
XHINEPKOPTHUN3bM M MOATHCKAHE Ha HanObOpeyHaTa hyHKLMA,

5. ®APMAKOJIOTHYHU CBOHCTBA
5.1 ®apmMakoIHHAMHYHH CBOICTBA

ATC xom: RO3BAO2 npoTHBOBB3NATHTENHO WHXATATOPHO CPEACTBO MPH JEYEHHE Ha
actMa

Byne301-m,u € TMOKOKOPTHKOCTEPOHA ¢ BHCOKA JIOKaJlHA [POTHBOBBL3NAIUTENHA
aKTHBHOOCT.

TouHHAT MeXaRH3IBbM Ha NEHCTBHE Ha TIIFOKOKOPTHKOCTEPOMANTE TPU JIedeHHE Ha acTMa
He € M3LII0 M3ACHEH. BepoATHO OT 3HaueHHE ca MPOTHBOBLINAIUTENHHUTE AeHCTBHS
KaTo mNOTHCKaHE OTICAAHETO HAa Bb3MATMTENEH MEAHATOP M MOTHCKaHE Ha
UHTOKHHMEAWUPAHUTE HMYHHU peakund. [lpuceiara akTuBHOCT Ha Oyaesonun,
M3MEpeHa TOCPEeACTBOM a(uHMTETa MYy KbM IJIHOKOKOPTHKOCTEDOWAHMS PELENTOp ¢
OKoJIO 15 NbTH No-BUCOKa OT Ta3M Ha NPEeJHH30NOH,

Bynesonun uMa NpPOTHBOBBINANHTENHH edeKTH, NpOABABAINM CE€ C HaMaleHa
OpoHxnanua oOCTPyKiMA KaKTO Mpe3 paHHaTa, Taka W Mnpe3 KbcHata (asa Ha
anepruyHata peakuus. byae3oHna HaMansBa akTUBHOCTTA HA XMCTAMMHA M METAXOJHHA
B AMXaTEIHHTE [TBTHILA Ha XUIIEPPEaKTUBHHUTE MaLHEHTH.

HpOy‘-lBaHHﬂ ca TIoKas3amH, Y€ KOJIKOTO I0-paHO Ce¢ 3all04YHe JICUEHHe C 6){,[[630}1[/1}1 cnen
HayaJioTO Ha acTMaTa, TOJTKOBa no-;:[oﬁpa 6eno;[p06Ha (l)yH](L[Hﬂ MOXC Ja cE OHaKBa.




Han0nOpeunata QyHKLUMA B cpaBHEHHE ¢ NpenHu3oH 10 mg, kakro ce rrxkaa ot ACTH
TECTOBETE.

I1pu neua Han 3-roAnIuHE BH3pacT He ca 0T0eNns3aHH CUCTEMHHM edeKTH NPH A03u Jo 400
MHKporpama AHeBHO. B rpanunure 400-800 MukporpaMa AHEBHO MOXeE 13 C€ MOMBAT
6MOXMMHYHM Mpu3HaUM Ha cucTemeH edekr. [Ipu aueBHH o3k Han 800 MHKporpama
TAKWBA [MPH3HALK CA YECTH.

Camara acT™Ma, KakTOo @ MHXaNaTOPHHUTE KOPTHKOCTEPOHAM, MOXe Ja 3a0aBH pacTexa.
[Mpoy4sanus npy Jena ¥ Maaaexu, NeKyBaHu ¢ Oyae3oHud 3a Anitbr nepuon (Hag 13
FOAUHK), NoKasBar obaye, ue MAlMEHTHTE MOXE Ja JOCTHTHAT QUaKBaHATa BUCOYMHA 3a
BB3pacTHU. MHxanaTopHata Tepanus ¢ Oyne3oHu] € edekTuBHa 3a NPoQMIAKTHKA Ha
acT™a MnpH (QU3H4ecKo yCHITHe.

5.2 ®apmakokHHeTHYHH CBOlCTBA

Pe3op6ims

Huxanupanust Oyaesonng 65p3o ce pe3opdupa W MAKCHMATHU M171a3MEHH KOHLEHTPALUK
ce pocturat no 30 MHHYTH ciel WHXanupanero. [Ipu npoyuBaHMs e J0Ka3aHO, ye
CpeaHoTo oTnarane Ha GynesoHua B Oeaute ApoboBe cliell HHXANUpaHe Upe3 Crpei nox
HajsraHe e 25-35% ot janenata fi03a. CHcTeMHaTa GHOHATMYHOCT € MPHGIM3HMTENHO
38%.

Pa3npenenenue u meTaboau3bM

Cebp3BaneTo ¢ njaa3MeHHTE IPOTeMHHM e MnpubnmsutenHo 90%. O6embr Ha
paznpegenenue e npubnusutenno 3 lkg.

Bynesonua ce noanara Ha uspaseH (—90%) MeTaGoNH3bBM NPH MBPBO NPEMUHABAHE 1Pe3
yepHMs Jpo6 g0 MeTaGONMTH €  HUCKA  IJIIOKOKOPTHKOHIHA  AKTMBHOCT.
' mokokopTHKOKHATAa aKTHBHOCT HA OCHOBHHUTE MeTaboIMTH 6P-XHAPOKCHBYAE30HH H
160-XxMAPOKCHIIPETHU30OH € fnojl 1% oT Tasu Ha Oyae3onua,

Enumunupane

Bynesonua ce enumuEMpa nocpencTBoM MeTabomM3MpaHe, KOETO CE KaTalu3upa
npeauMHO Ot eHsumute CYP3A4. MerabonuTHTe ce eKcKpeTHpaT B ypuHata B
HeMpoMeHeHa MM KOHorupana gopma. CaMo He3HaYMTENHU KOMMYECTBA HEMPOMEHEH
OyAe30HM] Ce OTKpMBAT B YpHHaTa. ByNe30HHA HMa BHCOK CHCTEMEH KIHPBHC
{npubnusurenno 1,2 /min) u BpeMeTO Ha MONYKHBOT B IUT1a3MaTa Clej MHTPABEHO3HO
npunoxeHue e cpeano 4 vaca. PapMakoKMHeTHKara Ha Gyne30HH] € NponopUMOHAHA
Ha J03aTa NPH J03U ¢ KIHHHYHO 3HAYEHHE.

DapmakOKMHeTHKaTa Ha OyJe30HWI NpH NaLMEHTH ¢ yBpeaeHa GbOpeuna QyHKuMs €
HeusBecTHa. Excnosuimara Ha Gyne3oHMA MoXe [a Ce YBENWYM MpPH NALWEHTH C

uepHoaApoBHoO 3abonarane.

5.3 IIpeakAMHHYHY AaHHH 32 Ge3onacHocT




[lpu  TokcukonormwHW  wscneaBaMs  GyNe30HHN €  Npeau3BHKal  CaMo
IMOKOKOPTHKOKUAHH eheKTH.

Byne3oHu He € nokasan reHOTOKCHYHHM eexTH.

Ilpy npoyusaHKs Ha peNpoOJYKUMATA NPH KUBOTHHW, KOPTHKOCTEPOHIH KAaKbBTO €
OyHesoHHH noka3BaT MHIyLUHpaHe HA MandopMauuu (NajaTOCXU3UC, CKEJIETHH
mangopMaiuu). Bunpekn TOBa Te3H eKCNEPMMEHTANHM PE3yITaTH HM3rexaa He ce
OTHACAT 32 XOpa MpH MPHIAraHe Ha NPENOPBYUTEIHUTE 103H.

6. ®PAPMAIIEBTUYHU OCOBEHOCTH

6.1 CiHchK HA NOMONIHHTE BeINECTEA

IMynmukopT TypGyxaiiep He ChIbpia MOMOIIHY BEILECTBA,

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

2 roauamn

6.4 CnennalHH MepKH NpPH ChXpaHEeHHe

Ha ce cbxpanspa npu Temnepatypa noa 30° C. TpaGea na 6bae cuxpaussano ¢ gobpe
3aTBOPEHO Kariaye.

6.5 CrabpikaHue HA ONMAKOBKATA

ITynmuxopt TypOyxanep MHOrOJ030B MHXANaTOp 3a Ipax, 3aeliCTBAH NpH RMLIBAHE,
HarnpaseH oT naacTMaca. Beeky uuxanarop cpaspxa 100 nau 200 nosu.

6.6. UncTpykuuu 3a ynorpeba
Ilpasunnara ynorpeba Ha MHXanaropa € OT CBLUECTBEHO 3HayeHue. [loapoGHM
HHCTPYKUMHK 3a ynoTpeba MoKe 1a HAMepUTe BbB BCAKA ONAKOBKA.
7. HNPUTEXATEJ HA PASPEUIEHHETO 3A YIIOTPEBA
AstraZeneca AB, S — 151 85 Sodertilje, 1lIpenus Vs ﬂ’f%

N /'/r—‘, T 2,

e

2. HOMEPA HA PASPEINIEHHETO 3A YIIOTPEBA




ITynmukopt Typ8yxanep 100 Mukporpama/nosa - 200 no3u: 9800345
[Tynmuxopt Typbyxanep 200 Mukporpama/aosa - 100 no3u: 9900142

8. JIATA HA ITBPBO PA3PEUIEHHE 3A YIIOTPEBA/ IIOJJHOBSIBAHE HA
PA3PEINEHHETO 3A YIIOTPEEA

ITynmuxopt TypGyxanep 100 mukporpama/nosa - 200 nosu: 05.11.1998/ 18.11.2004

ITynmuxopt Typ6Gyxanep 200 Mukporpama/nosa - 100 nosu: 27.04.1999/ 18.11.2004

10. JATA HA AKTYAJIA3UPAHE HA TEKCTA

2009-06-17
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