IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Cepetupn J[Iuckyc

(Seretide Diskus)

Cknao:
Oitoui peyosuHu: CaIbMeTePOIy KcuHadoat, GII0TUKA30HY IIPOIIOHAT;

1 mo3a npenapaty MicTuTh 50 MKT canbMeTepony (y popMi canbMeTepony KCuHadoary)
MikpoHizoBaHoro ta 100 MKT ¢Q0THKa30HY IPOIioHaTy (MiKpoHi3oBaHOoro) abo 50 MKT
canpMeTepony (y popMi cambMeTeposy KCuHagoaTy) MiKPOHiI30BaHOTO Ta 250 MKT (IIOTUKa30HY
nporioHaTy (MiKpoHi3oBaHOro), a6o 50 MKT canmbMeTepony (y popMi canbMeTepoiny KcuHadoaty)
MiKpoHi3oBaHOro Ta 500 MKT (II0TMKa30HY IIPOIiOHATY (MiKpOHI30BaHOT0);

donomidcHa pe4osuHda: 1akKTo3a, MOHOTIApaT.

JlikapcbKa ¢popma. [TopoImoxk ans iHransmii, 0oO30BaHui.

OcHoeHi (izuko-ximiuni e 1acmueocmi: 6inui abo Marixke 6inuit TOPOIIOK.

dapMakoTepaneBTHYHA rpyna. [I[poTuacTMaTA4Hi 3ac00H [JIs iHTANSI[iNHOTO 3aCTOCYBaHHS.
AnpenepriuHi 3aco0u B KoM0OiHallii 3 iHIMMMY TPOTHACTMaTUYHUMU NIperniapaTaMu. CalbMeTepon Ta
dbmotuka3oH. Kom ATX RO3A K06.

dapmMaKoa02i4HI 81aCcMUBOCMI.

®apmakoduHamixa. Cepetupn [JUCKyC MiCTUTh CalbMeTEPOJ Ta GIIOTUKA30HY MPOIMiOHAT, SKi
MalOTh Pi3Hi MexaHi3Mu mil.

Canvmemepon

CayeMeTeport - 1ie CeIeKTUBHUY aroHicT b)-agpeHopenenTopis TpuBaiol (12 roguy) mil, o Mae
OOBrui OOKOBUY JIAHIIOKOK, 3B’SI3aHUH i3 30BHIIITHIM TOMEHOM pellenTopa.

CanbMeTepont 3abe3neuye GinbIn TpuBany OpoHXOAMIaTAaLilo (He MeHIe 12 roguH), Hix
PEeKOMeH[0BaHi 03K TPaguLiiHUX aroHicTiB b-afgpeHopelenTopiB KOPOTKOL Ail.



®1romuka3oHy nponioHam

®MI0TMKA30HY IPOIMIOHAT IPY MOTO IHTalIANiMHOMY 3aCTOCYBaHHI y pEeKOMEHI0BaHUX J03ax Mae
BUpaxeHy TTIIOKOKOPTUKOIAHY IIPOTH3aalbHy Aif0 B JIET€HSIX, 10 IPU3BOAUTH OO0 3MEHIIIEHHS
KJIiIHIYHUX CUMIITOMIB Ta YaCTOTHU 3aroCTpeHb OpoHXianbHOI acTMu 03 MOosBY MOOIYHUX peakliil, 110
CIIOCTEPIralThCS IPU CUCTEMHOMY 3aCTOCYBaHHI KOPTUKOCTEPOIAIB.

dapmakokiHemuka

[Tpu koMOiHOBaHOMY 3aCTOCYyBaHHI CalbMeTePOTy Ta (GII0THKA30HY IPOMiOHATY iHrangaIiiHuM
nI9X0M (hapMaKOKiHEeTHKa KOKHOI0 KOMIIOHEHTA 3a/IMIIaEThCS TAKOM0, K IIPU 3aCTOCYBaHHI ITUX
KOMIIOHEHTIB OKPEMO, TOMY 1X hapMaKOKiHEeTHKa HaBeeHa OKPEeMO.

Canomemepon

CanbpmeTepot i€ MiCLieBO y JlereHeBil TKaHUHI, TOMY HOr0 KiJIbKiCTh y IJIa3Mi KpPOBi He KOpeJIoE 3
TepaneBTUYHUM epekToM. KpiMm Toro, maHi 3 hapMakoKiHETUKY cabMeTepoy 06MexkeHi, OCKiIbKU
ICHYIOTH TEXHiI4HI CKJIaJHOLII BU3HAUYEHHS [yXKe HU3bKUX KOHLIEHTpAaLllil IIperaparty y mwia3mi

(mpubmu3no 200 nr/mMi i MeHIIe) MMicsa KOTo iHTangI[ifHOTO 3aCTOCYBaHHS Y TepPalleBTUYHUX J03aX.

@ 1romuKa3oHy nponioHam

AbcomoTHa 6i0gOCTYNIHICTh (QIIIOTMKA30HY IIPOMiOHATY ITiC/s iHTaNAIiMHOTO BBEOEHHS ¥ 3M0POBUX
noOPOBOJIBIIIB CTAHOBUTE MpubIHU3HO 5-11 % Bim HOMiHANIBHOI J03H, 3aJIe3KHO Bifl iHTaIAI[iHHOTO
IIPUCTPOIO, 1[0 BUKOPUCTOBYETHCS. Y XBOPUX Ha OpOHXiallbHYy aCTMy CIIOCTEPIraloThCs HUXKYi PiBHI
CHCTEMHOI eKCIO3HIlii IpH iHTangI[iiHOMY 3aCTOCyBaHHi (PIioTHKa30Hy npomioHaty. CucteMHa
abcopOirist BimOyBa€eTHCS IEPEBAKHO Y JIETEHSX, CIIOYATKY IITBUAKO, IIOTIM CIIOBiTbHIOETHCS. YacTHHA
iHransiiiHol Mo3u Moxe OyTH IPOKOBTHYTA, ajleé CUCTEMHaA [Iid il € MiHiMaIbHOIO BHACITIIOK CclTabKoi
PO3UMHHOCTI QII0TMKA30HY IIPOITIOHATY ¥ BOMi Ta iHTEHCUBHOTO MeTab0Ii3My «IIepIIoro
IIPOXOMXKEHH» y MediHlli. BiomoCTynHIiCTh (QII0THKa30HY NMPOIiOHATY IPU M0T0 BCMOKTYBaHHI 3i
IIJTYHKOBO-KUIIKOBOT'O TPAKTy CTAHOBUTH MeHIe 1 %. CrocTepiraeThcs JiHiiHe 30ibIIeHHS
KOHIIEHTpAIlil (II0TMKa30HY MPOIiOHATY V IIJTa3Mi KPOBi 3i 30i/IbllIeHHSIM iHTalAIiNHOI 103U
npenaparty. Po3nopmin ¢GnoTukKa3oHy MPOIiOHATy XapaKTePU3y€EThCI BUCOKUM I1JIa3MOBUM KITipEHCOM
(1150 mn/xB), BenmukuM 00’eMoM po3nominy (mpubnusno 300 1) Ta KiHIIEBUM IepiogoM
HalliBBUBEJIEHHS, 1[0 CTAaHOBUTE IpubOnMu3Ho 8 roguH. CTymiHb 3B’sI3yBaHHS 3 OiIkaMu I11a3MU €
NOpiBHSAHO BUCOKUM (91 %). ®mi0TUKa30HY IPOIiOHAT IIBUAKO BUBOAUTHCS i3 CUCTEMHOI IIUPKYIIALI,
TOJIOBHMM YHMHOM IIISTXOM MeTab01i3My 00 HeaKTUBHOTO KapOOKCHIbHOTO MeTaboIiTy 3a JOIOMOT 010
ensumy CYP3A4 cuctemu uutoxpomy P450. 3 dhekanisiMu BUBOOATLCA iHINI HeimeHTH(DIKOBaHI
MeTabositu. HupkoBuii KiipeHc QioTHKa30HY NMPOIIOHATY € OyXKe He3HAUYHUM, MeHIe 5 % 1031
BHUBOMIUTHCS i3 ceuelo, FOJIOBHUM YMHOM Y popMi MeTabosmiTy. Binbila yacTiHa 103U BUBOAUTHCS 3
dekanisiMu y popMi MeTaboJIiTiB Ta HE3MiHEHOT 0 IIpenapary.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

BpoHxianbHa acTmMa

PerynsipHe nikyBaHHS OpoHXia/lbHOI aCTMM Y IAlli€HTiB, IKUM ITI0Ka3aHa KoMOiHOBaHa Teparis 6eTa,-
agpeHOMIMETHKOM TPUBAIO!L fil Ta iHTanAMiMHIM KOPTUKOCTEPOIOOM:



- MAaIliEHTIB 3 HEJOCTATHIM KOHTPOJIEM 3aXBOPIOBAaHHS Ha (POHI MoCTifiHOI MOHOTEpamil
iHTaAIiHIM KOPTHKOCTEPOINOM IIPH IePiOAUYHOMY 3aCTOCYBaHHi (3a oTpe6oio) OeTa,-
agpeHoMiMeTHKa KOPOTKOI Ail;

- MAIi€HTIB 3 afeKBaTHUM KOHTPOJIEM 3aXBOPIOBaHHS Ha ()OHI JIIKyBaHHS IHTaIAIL[iIMHUM
KOPTHKOCTEPOInoM Ta 6eTa,-afpeHOMiMETUKOM TPHUBAJIOL Mii.

XpoHiuyHi 06CTPYKTHUBHI 3aXBOPIOBAHHS JIETEHIB

[TinTpuMyioda Teparis XpOHi4YHOT0 0OCTPYKTUBHOTO 3axBopioBaHHs JiereHiB (XO3JI) y nalieHTiB 3
O®B, < 60 % Big HanexXHUX BEeIUYUH ([0 iHTanLii OpoHXOOMUIIaTaTOPA) i TOBTOPHUMU
3aroCTPEeHHSIMU B aHaMHe3i, y KX BUpakKeHi CUMIITOMH 3aXBOPIOBaHHS 30epiraioThCs, He3Baxalodn
Ha peryisipHy Tepariio OpoHXoounIaTaTopamHu.

IIpomunoka3aHHs.

linepuyTnuBicTh K0 6yAb-SIKOTO 3 KOMIIOHEHTIB IIpenapary.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodili.

Cii yHHKATH OJHOYACHOTO TPU3HAYEHHS HECEIeKTHBHHUX Ta CeNIeKTUBHUX bD-0I0KaTOPiB, KpiM
BUIIAKIiB, KOJIM OJIT LIbOTO € CEPHO3Hi MiACTaBH.

CyMicCHe 3aCTOCYBaHHs 3 JTiKapCbKUMU 3ac00aMH, 1[0 MicTsITh iHIm b-agpeHepriuni mpemapartu, Moxe
MaTH MOTEHIINHUYN aguTUBHUN e(eEKT.

d110muKa3oHy nponioHam

Y 3BMYaHUX yMOBAaX IiC/A IHTaNsgLUiMHOTO0 BBEEHHS JOCATAEThCA HU3bKa KOHIIEHTPAIlis
GmI0THKA30HY MIPOMIOHATY y Mla3Mi KPOBi 3aBASKM €KCTEHCUBHOMY MeTa0o0JIi3My Iepiioro
IIPOXOIXKEHHS Ta BUCOKOMY CHCTEMHOMY KIIipEHCY IIpelapaTy, OI0CePeaKOBaHOMY LIUTOXPOMOM
CYP3A4 y nediHni Ta KUIIEYHUKY. TOMY UMOBIPHICTh KJTiIHIYHO 3HAUYIIOl MEOUKAMEHTO3HOL
B3a€EMOi], OITOCepeaKOBaHOl (PIIOTUKA30Hy IIPOIIIOHATOM, € qyKe MaJloko.

3a maHUMHU OOCTIIKEeHb 3 BUBUEHHS MeIMKaMeHTO3HOI B3aEMOii 3a y4acTIO 30POBUX JOOPOBOJIBIIIB
i3 3acToCcyBaHHSM iHTpaHa3alIbHOTO (QIIIOTUKA30HY MPOMioHaTy 0YJ10 ITOKa3aHo, 1[0 PUTOHABIP
(cunbHwmii iHribiTop muToxpomy CYP3A4) MOoKe 3HAYHO MMigBUIIYBaTU KOHIIEHTPAIIiI0
(bMoTIKa30HY MPOMiOHATY B IIJTa3Mi KPOBI, 110 IpKU3Beie OO0 iCTOTHOTO 3MEHIIIeHHS
KOHIIEHTpallil KOPTU30JTy B CHPOBATIIi KpoBi. Takol iHpopMallil oo iHraagIiiHoro
GIIOTUKA30HY MPOIiOHATY HEMAE, ajlie OUiKyEThCS MTOMiTHE 30iblIeHHS PiBHS (PIIOTUKA30HY
IIPOIIiOHATY Y CUPOBATLI KPOBi. Byu OBiIOMIIEHHS PO BUNALKU CUHApOMY KyiuHra Ta
IPUTHIYeHHS (QYHKIll HaHUPKOBUX 3a103. CyMiCHOTO 3aCTOCYBaHHS CIIi[l yHUKATH, SKILIO
JIMIIEe KOPUCTD Bifl 3aCTOCYBaHHS He Oyme ImepeBullyBaTy 30inbIeHUM PU3UK CUCTEMHUX
TTIOKOKOPTHUKOIMHUX MOOIYHUX MIif.

3a MaHUMHU HEeBEJIUKOTO IOCiIKeHHS 3a Y4acTi0 3[[0POBUX JOOPOBOJIBIIB 3 MEHIII CUIIbBHUM



inridiTopom CYP3A KeTOKOHA30/I0M, €KCIIO3UIisg (GII0TUKA30HY IIPOMiOHATY IiCyg OgHi€l iHTamsIil
36inpmryBanack Ha 150 %, 110 cnpu4uHSAIO OiNbllle 3MEHIIEHHS PiBHSA KOPTHU30J1y V IJIa3Mi KPOBi
TIOPiBHSIHO i3 3aCTOCYBaHHSAM (IIOTUKA30HY IPOMioHaTy caMocTiiiHo. O4iKy€eThCS, 110 CYMiCHE
3aCTOCYBaHHS 3 iHIIMMU CUIbHUMHY iHTiOiTopamMu CYP3A, TakuMu SIK iTpaKOHA3011,
KOOiIIMCTaTBMiCHUMM TIperapaTaMu Ta 3 moMipHuMu iHribitopamu CYP3A, TakuMu SIK
€PUTPOMIIINH, 30iIbIIUTh CUCTEMHY €KCIIO3UIIiI0 (PIII0TUKA30HY IIPOIiOHATy Ta PU3UK
BAHUKHEHHSI CUCTEMHUX IOOIYHUX Mil.

Taxkux KoMOiHalliil CJTif yHUKATH, KPiM BUMAMIKiB, KOJIX OUiKyBaHa KOPUCTH IIepeBaxkaTuMe
TIOTEHIliHe MMiIBUIIIEHHS PU3UKY PO3BUTKY CUCTEMHUX MMOOIYHUX peakilii, acolifoBaHUX 3
KOPTHKOCTEPOIfaMy; ¥ TaKUX BUIagKax HeoOXimHO 3MificHIOBaT MOHITOPUHT CTaHYy IAlliEHTIB 11010
PO3BUTKY CUCTEMHUX HebaKaHUX SBUII.

Canvmemepon
CusvwHi iH2ibimopu CYP3A4

CywMicHe 3acTocyBaHHS KeToOKOHa30iy (400 mr mepopanbHo 1 pa3 Ha go0y) Ta canbMmeTepony (50 MKT
inransiiiHo 2 pasu Ha mo06y) 15 3mopoBUM HOOPOBOJBLSM MIPOTATOM 7 [HIB CIIPUYUHUIIO CYTTEBE
30inbIIIeHHS IIJ1a3MOBOI eKcno3utii cansmeTtepony (v 1,4 paza C,,, Ta y 15 pasis AUC). Lle Mmoxke
IPU3BOOUTH [0 36iNbIIeHHS KiTbKOCTI iHIIUX CUCTEMHUX e(eKTiB Bifl TiKyBaHHS CaIbMETEPOJIOM
(Hampukian, monoBxkeHHS iHnTepBany QT Ta mocuneHe cepleOUTTs), IIOPIBHSIHO i3 3aCTOCYBaHHSAM
casibMeTepoy abo KeTOKOHA30Jly CaMOCTIMHO (OuB. po3ain «Oco0IMBOCTI 3aCTOCYBaHHSI »).

CyTT€EBOTO KJIIHIYHOTO BIJIMBY Ha TUCK KPOBi, YaCTOTY CEPLIEBUX CKOPOYEHb, PiBEHD I'JIFOKO3U KPOBI
Ta piBeHb KaJliio y KpoBi BUSIBIIEHO He Oyio. CyMicHe 3aCTOCyBaHHS 3 KETOKOHA30JI0M He
306ibIyBaio Iepiof HalliBBUBEEHHS CaJIbMeTepOoIy ado aKyMyJIdIliio calbMeTEPOITy IIpU
IIOBTOPHOMY [03YBaHHI.

CyMmicHOro 3aCTOCyBaHHS 3 KETOKOHA30JI0M CJIifi YHUKATH, SIKIIO JIUIe KOPUCTH Biff 3aCTOCYBaHHS HE
nepeBaxkae MOTEHUIIMHNY PU3UK BUHUKHEHHS CUCTEMHUX NMOOIYHUX [Iiil IpU JTiKyBaHHI
cayibMeTeposioM. IMOBiIpHO, iCHY€ CX0KMH PU3UK B3a€MOIii 3 iHITMMU CUTBHUMH iHTiOiTOpaMu
CYP3A4 (manmpukiaf iTpaKOHA30JI0M, TeIiTPOMIIIMHOM, PUTOHABIpOM).

IomipHi iHeibimopu CYP3A4

CywmicHe 3acTocyBaHHS eputpoMinuny (500 Mr nepopanbHo 3 pa3u Ha f00y) Ta caabMeTepony (50
MKT iHTa/ISLiKHO 2 pa3u Ha f00y) 15 3MopoBUM JOOPOBOJIBIAM IIPOTITOM 6 OHIB CIPUYUHUIIO
HeBEeJIMKE Ta CTAaTUCTUYHO HECYTTEBE 30ibINEHHS I11a3MOBOI €KCI03ullil canbmeTepony (v 1,4 pasa
C, Tay 1,2 paza AUC). CymicHe 3aCTOCYBaHHS 3 €PUTPOMIILIMHOM He acollil0BajioCh 3 BUHUKHEHHSM
Oynmb-sKuX M06iYHUX e(eKTiB.

Ocob.1ueocmi 3acmocy8aHHs1.

CepeTtup [IUCKyC He € TIpeliapaToM [Jis 3HATTS TOCTPUX CUMIITOMIB, TIPY SIKUX IOTPiOHe
3aCTOCYBaHHS IIBUAKO- Ta KOPOTKOOitounx OpoHxonunaTaTopis. Ciif mopaguTy NallieHTy 3aBXKAU
MaTu 1pu co0i mpemnapar AJis MoJIeTIeHHSI CUMIITOMIB.

He cnip po3noyrHaTtu nikyBaHHS npenapatoM Cepetup [IuCKyc Iif 4ac 3aroCTpeHHS 3aXBOPIOBaHHS,
y pasi cyTTeBoro abo rocTporo moTipIneHHs CTaHy IallieHTa Ta nepebiry XxBopoou.



[Tig yac nikyBaHHS npenapaToM CepeTtun [HUCKyC MOXKYTh BUHUKATH CEPHO3HI acTMO3aiexXHi 06iuHi
peaxtil Ta 3arocTpeHH4. [lallieHTaM CIif MOpaguTy IPONOBXKYBATH JIiIKyBaHHS, ajie 3BEPHYTUCH 3a
KOHCYJIbTALI€I0 10 JIiKapsl, SKI0 CUMITOMU 3a/IMIIAI0THCS HEKOHTPOIbOBAHUMHU ab0 MTOCUTIOIOTHCS
IIiC/ISl TIOYATKY JIiKyBaHHSA IIpeniapaToM Cepetup [UCKyC.

30inpIIeHHS BAKOPUCTAHHS OPOHXOOUIATAaTOPiB KOPOTKOI il 7S IOJIeTIIEHHSI CUMIITOMIB aCTMHU
CBIIUUTH IIPO MOTIpILIEHHS KOHTPOJIIO 3a aCTMOI0. B Takiil cuTyallil aI[ieHT IOBUHEH 3BEPHYTUCH [0
JlKaps.

PanToBe Ta mporpecyiode MOTipiIeHHs KOHTPOJIIO 32 aCTMOIO € TIOTEHIINHO KUTTEBO HEOE3MEeYHUM,
JIiKap IOBMHEH OTJISIHYTH NallieHTa. MoXnBO, He00XigHO 30iNbIIMTH J03Y KOPTUKOCTEPOITIB.
[MTauieHT noTpebye 06CTeKeHH TiKaps TaKOXK y pasi, SKIo Ipr3HadYeHa fo3a npenapaty CepeTun
Iuckyc He 3a6e3meyye afeKBaTHOT0 KOHTPOJIIO HaJl CUMIITOMaMHu aCTMH.

[Tpu mocATHEHHI KOHTPOJIIO 3a CUMIITOMaMu acTMH 03y nipenapaty CepeTup [UCKYyC CIIifi TOCTYIIOBO
3MeHIIyBaTH. [1if 4ac 3MeHIIeHHS J03U BaXK/IMBUM € PETyISIpHUAN KOHTPOJIb 3a CTAHOM TallieHTa.
Crnig 3aCTOCOBYBaTH HaWHUKYY e(peKTUBHY 03y HaHOT0 JIiKapchbKoro 3aco0y (ouB. po3nin «Cmocid
3aCTOCYBaHHS Ta JO3M»).

Crip BUpPIIIUTY NUTAHHS IIPO HOOATKOBE IPU3HAYeHHS KOPTUKOCTEPOIMiB [AJIS MAIli€EHTIB 3 aCTMOIO
abo XO3JI.

3 ornsany Ha PU3UK BUHMKHEHHS 3arOCTPEHHS aCTMU JIiKyBaHH4 IIpenapaToM Cepetup [JUCKyC He
MOXKHa IIPUIKMHATU PaITOBO, HO3Y CJIil 3MEHIIYBaTU IIOCTYIIOBO, [Iifl HAT/IAMOM JIiKaps. 3MeHIIeHHS
TepaleBTUYHUX 103 ITOBUHHO IIPOBOOUTUCH IIifl HATIAAOM JliKaps. ¥ XBOPUX 3 XPOHIYHUMU
OOCTPYKTHBHUMU 3aXBOPIOBAaHHSMMU JIET€HIB IPUNMHEHHS JIIKYBaHHS TaKOXK MOXKe CIPUUYUHUTHI
IEeKOMIIEHCAI[if0 CUMIITOMIB, TOMY IIOBUHHO IIPOBOOUTUCH IIifl HATIAAOM JIiKaps.

4K i Oymb-sIKWM iHIIWY iHTANSALUiMHUY [Tpenapar, 10 MiCTUTh KOpTUKocTepoin, Cepetupn [UCKycC ciifg 3
06epexkHICTIO MPU3HAYaTH MallieHTaM 3 aKTHBHO ab0 TaTeHTHOI (POpMOI0 TyOEepPKYIbo3y
JIeTeHb, TpUOKOBUMH, BiDyCHUMHU Ta iHIIMMU iHGEKIIIMU OUXaTbHUAX UIIAXiB. B Takux BUMagKax CIIifg
HeralHoO pO3I0oYaTH BiATIOBigHE JTiKyBaHHS, SKIIO 1Ie He0OXigHO.

[Ipu 3acToCyBaHHI BCiX CUMIIAaTOMIMETHYHUX IIpeniapaTiB MOXKYTh CIIOCTePiraTu cepLeBo-CyIuHHI
eeKTH, TaKi K IiABUIIEHHS CUCTOJIIYHOT0 apTepialbHOT0 TUCKY Ta YaCTOTU CEPLIEBUX CKOPOYEHD,
0COGIMBO TIPH 3aCTOCYBaHHI BUCOKHUX M03. TOMY IIpernapar CJIif 3aCTOCOBYBaTH 3 00epeXkKHiCTIO
IallieHTaM i3 CepleBO-CYOUHHUMHU 3aXBOPIOBaHHSIMM.

3pipka Cepertupn [JUCKYC IIpY 3aCTOCYBaHHI Y BUCOKUX TEPANIEBTUUYHUX [103aX MOXKE CIIPUYUHATU
TIOpPYIIEeHHS CEPIEBOr0 PUTMY, HallpHUKJa[ CyIPaBeHTPUKYISPHY TaxXiKapmilo, eKCTPaCUCTOJIii0 abo
Gibpunsiiio nepencepnb, Ta ieTke TPAH3UTOPHE 3MEHIIEHHS PiBHS Kalilo y CUpPoBaTIli KpoBi. ToMy
Ipemnapar CJIifi 3aCTOCOBYBaTH 3 00€PEeKHICTIO NalliEHTaM 3 MOPYLUIEHHSIMHU PUTMY CEPIIsl, XBOPUM Ha
IIyKpOBUi miabeT, THPEOTOKCUKO3, MallieHTaM 3 HeKOPUT'0BAHOO TilloKaieMieo abo malfieHTam,
CXUJIBHUM [0 HU3BKOTO PiBHS KaJIil0 y CUPOBATIIi KPOBI.

Iyxe pigko moBimoMIsiiiocs mpo 30inblIeHHST PiBHS I'JII0KO3U Y KPOBi (OuB. po3min «ITo6iuwi
peaxtii»), i 1le cnig MaT Ha yBa3i y pas3i npu3HayeHHs IIpenapaTy MallieHTaM 3 LyKpoBUM AiabeToM B
aHaMHe3i.

4K i mpu 3aCTOCYyBaHHI iHIIKX iHTaNALiMHUX IIpenaparTiB, MOXe CIIOCTEPIraTUCh MapafoKCaIbHUK
OpoHxocmasM i3 HeraHUM 30ibIIeHHSAM 3aAUIIKY Iicysd iHransamii. BigmoBigHe mikKyBaHHS MUTTEBUM
iHransauiiauM OPOHXOAUIATaTOPOM KOPOTKOI [il ciif mpoBecTu HeralHo. Cepetup [Iuckyc noTpioHo



HeTaWHO BiIMiHUTH, MallieHTa 00CTEXKUTH Ta ITPU HEOOXiMHOCTI NPHU3HAYUTH allbTEPHATHBHY Tepalliio.

[MToBimommnsinock npo mobiuHi papmakonoriyni ehekTu NiKyBaHHS [B,-aTOHICTaMH, Taki K TPEMOD,
cepueOuTTs Ta rojIoBHUM 0iflb, ajie BOHU € MUHYIIMMY Ta 3HUKYIOTHCS IIPU PETYISIPHOMY JIiKyBaHHI
(muB. po3min «ITobiuHi peakirii»).

Cepetup [uckyc micTuTh 12,5 Mr 1aKTO3¥ MOHOTIOpATy Y KOXKHIN [03i, 1110 4OCTaBNIsAEThCA. Taka
KiIbKIiCTh 3a3BHMYal He BUKJIMKA€E Peaklliil y JIIofel 3 HelepeHOCHMICTIO JTaKTO3U. JIakT03a MiCTUTh
HEBEJIUKY KiJIbKiCTh MOJIOYHOTrO 0ifiKa, 1[0 MOXKe BUK/IMKATH ajiepriuHi peakiil.

[Tpu 3acToCyBaHHI iHTANAIINHAX KOPTUKOCTEPOIIiB, 0COOINBO V¥ BUCOKUX [I03aX, IPOTSATOM TPUBAJIOTO
Yacy MOXKJIMBe BUHUKHEHHS CHCTeMHUX edekTiB. Lli aBuia HabaraTo MeHII iMOBIpHi, HiXK mpu
3aCTOCYBaHHi mepoparbHUX KOPTUKOCTEPOIAiB (IuB. po3min «Ilepeno3yBaHHs»). MOXKJIHBI CUCTEMHI
epeKTH BKIII04Yal0Th CUHAPOM KymuHTa, KYIIMHTOIOHI 03HAaKU, TPUTHIYeHHS HafHUPKOBUX 3a/103,
3aTPUMKY POCTY Yy [iTel Ta IiAIiTKiB, 3MeHIIIeHHS MiHepaJi3allil KiCTOK, KaTapaKTy Ta I'JIayKOMY,
piflie MOXKJIUBI ICUXIYHI IOPYILIEHHS Ta 3MiHa ITOBEAIHKHU, BKIIOUYA04YU IICUXOMOTOPHY
rinepakTUBHICTE, IOPYIIeHHS CHY, 30yAKeHHSs, gemnpeciio abo arpeciio (mepeBaxHo y mite). Tomy
BaXKJIMBO, 1100 CTaH MallieHTa IeperigfaBcs PEryIsSpHO Ta [A03a iHralsaliiHOr0 KOPTUKOCTEPOINY
3MEHIIyBalach 10 MiHiMabHOI e(eKTUBHOI, III0 A€ 3MOTY KOHTPOJIIOBATH CUMIITOMHU aCTMU.

TpuBase niKyBaHHS MAI[iEHTIB BUCOKMMU N03aMU iHTaIAIiMHNX KOPTUKOCTEPOIiB MOXKe CIPUYNHITH
cynpecito GyHKIII HagHUPKOBUX 3aJ103 Ta TOCTPUM afpeHanoBuit Kpu3. OnucaHo MOOAUHOKI BUMIaAKH
BUHUKHEHHS CyIIpecil pyHKI1 HagHUPKOBUX 3a/I103 Ta TOCTPOT0 afpPeHaroBOr0 KPU3y Ipu
3acTocyBaHHi (oTrKa3ony npomioHaty y mo3ax 500 Mkr Ta 1000 Mkr Ha go0y. o ¢hakTopis, 110
MOXKYTb IIPOBOKYBaTH r'OCTPUM agpeHaIOBUN KpU3, HajlexkaTh TPaBMHU, XipypridHi BTpy4YaHHS,
indexuii abo mBHUAKe 3MeHIIeHHS f03u. CUMIITOMU 3a3BHYall € HEUITKUMHU i MOXKYTh BKJIIOUaTH
aHOpeKCcito, 6iNlb Y XKMBOTI, BTpATy MacCHu TiNla, MigBUIlIeHy BTOMIIOBAHICTb, TOOBHUY 0inb, HYIOTY,
01t0BaHHS, apTepialbHY TiI0TeH3il0, 3HUKEHUHN PiBeHb CBiIOMOCTI, TilmormikeMiio Ta CymomMu. Y
CTpecoBuil mepion abo Imig Yac MpoBeaeHHS XipypriyHoro BTpy4YaHHS CJIif 3BaKUTH Ha HEOOXigHICTh
NOOAaTKOBOI'0 MPU3HaYEeHHS CUCTEMHUX KOPTUKOCTEPOILIB.

3acToCyBaHHS IHTANANIMHOTO GIIOTUKA30HY IIPOMiOHATY Ma€ MiHiMi3yBaTy HeOOXiOHICTH pUAOMY
IIepOpabHUX CTEPOIAIB, ajie y MallieHTiB IIpX Nepexofi 3 TepopaJbHUX CTEPOITiB MPOTITOM IIEBHOTO
Yacy 3aIUIIaeThC PU3UK BUHUKHEHH [TOPYIIeHb afipeHaloBOro pe3epsy. ToMy TakuX Ialli€HTIB
Cyif 7iKyBaTH 3 0COOJIMBOIO YBArolo Ta IIifl peTryIsSpHUM KOHTPOJIeM (YHKIlil KOPY HaJgHUPKOBUX
3as03. [laIieHTH, IKi 3aCTOCOBYBaJIA BUCOKI 03U KOPTUKOCTEPOIMiB 9K HEBIOKIaAHY AOIOMOTY V
MUHYJIOMY, TAKOXK MaIOTh Lied PU3UK. MOXKJIUBY 3a/IUIIKOBY HEJOCTATHICTh CJIiM 3aBXKAU MaTu Ha
yBa3i y pa3i HeBigKIIaIHOI MOMIOMOTH i MOXKJIMUBHAX CTPECOBUX CUTYaIlill Ta BpaXyBaTH HEOOXiMHICTh
3aCTOCYBaHHS KOPTUKOCTEPOiAiB. [lepen meBHUMYU IIpoliefypaMy MoxkKe 3HafOOUTHUCH CIelliabHa
KOHCYJIbTallisd 7S OLiHKHU CTyIEeHS agpeHanoBol HeJOCTaTHOCTI.

BpaxoByiouu MOXKJIHBe IOPYIIeHHS QYHKIIl HagHUPKOBUX 3a7103, HE0OXiIHO 3 0COOIMBOIO
00epeKHICTIO TEPEBOAUTH TAIliEHTIB 3 IEPOPAJIbHOI CTEPOINHOI Teparil Ha nikyBaHHS CepeTuaoM
[uckycom.

3 IOYaTKOM 3aCTOCYBaHHA IHTaNAIiiHOro (GI0TUKa30HY IPONiOHATY BiMiHa CUCTEMHOTO JIiKyBaHHSA
TIOBUHHA OYTH ITOCTYIIOBOIO, MAlliEHTaM CJIifi BKa3aTu Ha HEOOXimHICTh MOCTiHO MaTH 3 c000I0
TIonepeXKyBalbHy CTEPOINHY KapTy, 1[0 BKa3ye Ha MOXK/IMBY HeOOXifIHICTh JOOATKOBOI Tepamii y
CTPECOBiU CUTYaIlil.

3acToCyBaHHS PUTOHABIPY MOXKe 3HAYHO MiIBUIIUTY KOHIIEHTpaLioo (GII0TUKa30Hy IPOMiOHATY V
y1a3Mi KpoBi. ToMy CyMiCHOTO 3aCTOCYBaHHS CJIifl YHUKATH, 3a BUHATKOM BUIIA[KiB, KOJIX IOTEHI[IMHA



KODPUCTD IlepeBaka€ pU3NK BUHUKHEHHSI CUCTEMHUX KOPTUKOCTEPOIMHUX MOOIYHUX peakiiit. Takox
30iNTBIITYETHCS PU3UK CUCTEMHUX MOOIYHUX e(eKTiB MpU CYMiCHOMY 3aCTOCYBaHHI QIIOTHKA30HY
nporioHaTy 3 iHmuMu cunbHUME iHTibiTopamMmu CYP3A (muB. po3min «B3aemopisa 3 iHIMUMU
TiKapChKUMHU 3ac00aMH Ta iHIIi BUIHA B3aEMOMIN»).

ITHesMmoHiA y nauieHmis 3 XO3JI

30inblIeHHS YKClla BUMIQIKiB THEBMOHII, B TOMY YMCJIi ITHEBMOHII, 1110 BUMarae rocritaii3aiiii,
crocTepiraerhcs y nauieHTis 3 XO3J1, ki npuiiMaioTh iHTalsALiHI KOPTUKOCTEPOIfn. ICHYIOTh IeBHI
[OKa3Y MigBUIIEHOT0 PU3UKY PO3BUTKY ITHEBMOHII 3i 301/IbIIIEHHSIM 003U CTEPOILiB, aje 1e He 0y
OCTATOYHO IIPOAEMOHCTPOBAHO B YCiX OOCIIIXKEHHAX.

HeMae nepekoHIMBUX KITIHIYHUX JOKa3iB TOTO, 10 BUKOPUCTAHHS PI3HUX KJIACiB iIHramglinHUX
KOPTUKOCTEPOITiB CYyIIPOBOAXKYETHCS Pi3HOIO BEJIMYNHOI PU3UKY PO3BUTKY ITHEBMOHIL.

Jlikapi moBuHHI OyTH TUIHPHUMU IION0 MOXKJIUBOTO PO3BUTKY ITHEBMOHIi y xBopux 3 XO3JI, ocKinbku
KJTiHiYHi 03HaKM TaKuX iHGeKIik 36iraioThcs 3 cuMmnroMaMu 3aroctperHs XO3JI. ®akTopu pu3UKy
PO3BUTKY ITHEBMOHII y xBopux 3 XO3JI BKI04aioTs B cebe KypiHHS, JTiTHINM BiK, HU3bKUM iHIEKC MacCH
tina (IMT) ta Tsaxkui nepedir XO3JI.

CyMicHe 3aCTOCyBaHHS 3 CHCTEMHHUM KETOKOHA30JI0M CYTTEBO 30i/IbIIIye CUCTEMHY €KCITO3UIIiI0
CalbMEeTEPOIY, 10 MOXKe ITPU3BOAUTH IO 30ibIIIEHHS BUMTAAKiB CUCTEMHUX €(QEKTIB (HallpUKiIap
nomoBxKeHHs iHTepBany QT Ta mocuneHoro cepiebutTs). ToMy CyMiCHOTO 3aCTOCYBaHHS 3
KETOKOHA30JI0M Ta iHImMUMU cunbHUMU iHribiTopamu CYP3A ciif yHUKATH, SIKIIO JIHIIe KOPUCTD Bif
3aCTOCyBaHHS He Oyfe IepeBUIlyBaTH MOTEHIIiMHe 30iIbIIIeHHS PU3UKY CUCTEMHUX MOOIYHUX peakIlii
Bij] JIIKyBaHHSI CaJbMeTeposIoM (OuB. po3min «B3aemMomist 3 iHIIUMY JTiKapChbKUMU 3aco0aMu Ta
iHITTi BUOM B3a€EMOMIIN»).

IlopyweHHA 30py

[Topy1eHHS 30py MOXKe CIIOCTePiraTuCh NPy CUCTEMHOMY 1 MiCIIeBOMY 3aCTOCyBaHHI
KOPTHUKOCTEPOIiB. AKIIO MalieHT Ma€ TaKi CUMIITOMH, SIK ITOPYIIEHHS YiTKOCTi 30py abo iHTi
IIOpPYIIEeHHS 30py, KOT0 BapTO HAlPaBUTU [0 0(TalbMOJIOTa A7 OLiHKKA MOXKJIMBUX IIPUYMH, AKi
MOXKYTh BKJIIOYaTH KaTapakTy, rlmaykoMy abo Taki pifkicHi xBopoOu, sIK IleHTpabHa CEPO3Ha
XOpiOpeTHHONAaTIsA, IIPO BUHUKHEHHS SKHX ITOBIIOMIISAJIOCS MIiCJIS 3aCTOCYBaHHS CUCTEMHUX i
MiCIIEBUX KOPTHUKOCTEPOIIB.

imu

Oco0OnuBuil PU3UK BUHUKHEHHST CUCTEMHUX e(eKTiB MaIOTh MiTH Ta IMiMIiTKK BiKOM [0 16 pokKiB, sIKuX
JIKYI0OTh BUCOKMMHU H03aMu (IIIOTMKa30HY NpomioHaty (3a3Buyait = 1000 Mxr/moby). CuctemHi
eeKTH 3a3BUYaill CIpAUYNHEH] TIKyBaHHIM IIpelapaToM y BUCOKHUX [03aX IIPOTATOM TPUBAJIOrO 4acy.
MoXuBi CUCTEMHI e(peKTH BKII04al0Th CHHAPOM KyInHTa, KyIIUHTOIAHI 03HAKHU, IPUTHIYeHHS
GYHKLIYM HafHUPKOBUX 3aJ103, TOCTPUYM KPU3 HAJHUPKOBUX 3aJ103, 3aTPUMKY POCTY Y OiTed Ta
IiATiTKiB, 3MEHIIeHHS MiHepaJi3ariil KiCTOK, KaTapakTy Ta I'JIayKoMy, Piflle MOXJIKBI ICUXi4Hi
MIOPYIIEHHS Ta 3MiHa MOBENiHKY, BKIII0Yal0YU IICUXOMOTOPHY TillepaKTUBHICTh, IOPYIIEHHS CHY,
30ymKeHHs, memnpecito abo arpecio.

PexoMeHyeTHCS PETYIAPHO KOHTPOIIOBATY AUHAMIKY POCTY AiTel, sIKi OTPUMYIOTh IHTaIAiNHUN
KOPTHKOCTEPOI IPOTSATOM TPUBAJIOTO Yacy. J]o3a iHransgiiiHoro KOpTUKOCTEPOiny TOBUHHA Oy TH
3HUKEHa 10 HallHNK401 e(eKTUBHOI 711 KOHTPOJIIO 38 CUMIITOMaMH aCTMHU.



3acmocyeaHHs y nepiod eazimHocmi ab6o 200yeaHHs1
2pyo0o010.

PepmuabHicmb

HeMae maHuX 11070 BIUTMBY Ha GEPTUIBHICTD MOOWHHU. JoCIiau, MpoBeneHi Ha TBApHUHAX, He
II0Ka3aJjIu BIIJIUBY cajibMeTepoity a0o (III0THKA30HY MPOMIioHATY Ha GEepPTUITbHICTD.

BazimHicmb

IaHi 10710 3aCTOCYBaHHS Y Mepiof BariTHOCTI y moaei oomexeni. [Ipu3HayenHs CepeTuny
IycKycy mif 4yac BariTHOCTI OOLIJIbHE JIMILE Y BUIlafAKaX, KOJIX O4iKyBaHa KOPUCTH [JIS
MaTepi mepeBuInye OyOb-IKUM PU3UK [JIs moaa. [puitom Cepetuny [UCKyCY i 4ac BariTHOCTI
(6inpure 1000 BUNAAKIB) HE CYNIPOBOMXKYBaBCS MOPYLIEHHSM eMOPiOHAIbHOTO PO3BUTKY YU
PO3BUTKOM Baf y Iiofa. Pe3ynbTatu peTPOCIIEKTUBHOIO eMileMi0IOriYHOr0 JOCTiAXKEHHS He
BUSIBUJIU MiABUIIIEHOTO PU3UKY BEJIMKUX BPOAXKEHUX Bal PO3BUTKY IIiC/IS €KCIO3ULil (QIITUKA30HY
IIPOIiIOHATOM IIPOTAroM | TpuMeCTpy BariTHOCTI B IOPIBHAHHI 3 IHIIMMU IHTaIALIMHUMU
KOPTUKOCTEPOIMaMH.

ITig yac mocCyimKeHs, 0 TPOBOMUINCS Ha TBApWHAX, IIICIIS BBEIEHHS P,-arOHiCTa
agpeHopelenTopa Ta IMIOKOKOPTUKOCTEPOINy CIIOCTepirasach penponyKTUBHA TOKCUYHICTE.

[l mikyBaHHS BariTHUX NIpU3HA4Yal0Th HAWHMKYI e(PeKTHUBHI 103U QIIOTHKA30HY IIPOIiOHATY AJIs
MiOTPUMKU afeKBaTHOI'0 KOHTPOJIO 3a CUMIITOMaM# aCTMHU.

l'o0ysaHHA 2py00i0

JaHux 070 KOHIEHTpAllil TpenapaTty y 'PyIHOMY MOJIOLI IIOAUHY HeMae. [1oCTiKeHHS T0Ka3aly,
1110 CaJIbMeTEPOJI i QIIIOTHKA30HY MPOITiOHAT Ta iXx MeTaboMiTH eKCKPETYIOThCS V¥ TPYOHE MOJIOKO
mypiB. He MOXHa BUKJIIOUUTY PU3UK [JI HEMOBJIATY Bif FOfyBaHHS I'PYLAL0 il Yac JIiKyBaHHS
maTepi Cepetunom [uckycom. [Ipusnauenns Cepetuny [UCKycCy y nepion ronyBaHHS I'PYLII0
IOIIiTbHE JIUIIE ¥ pa3i, KoM 04iKyBaHa KOPUCTD IJIST MaTepi mepeBuIye Oymb-siKui
MOXKJIMBUM PU3UK [OJIS IUTHUHU.

30amuicmb enaueamu Ha weudkKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

Cneuudiuni gocnimxeHHs BunuBy Cepetuny [UCKyCy Ha 10 Oi/IbHICTh HE IPOBOAMIINCS, TIPOTE 3
ornsany Ha (papMakorsorito 000X ImpemnaparTiB MOXKHA IPUIYCTUTH BiACYTHICTh Oyb-IKOTO e(heKTy.

Cnoci6 3acmocyeaHHss ma do3u.
Cepetup [IyucKyc Npu3HaUYeHUY JIUILE OJId IHraJsgUiiiHOT0 3aCTOCYBaHHS.

[Mamientam ciip ycBigommmioBaty, mo Cepertupn [I1ucKyc HeoOXiIHO 3aCTOCOBYBATU PETYIIAPHO, HABITh ¥
mepion BiACYTHOCTI CUMIITOMIB.

[MarienTaM Ciif peryaspHO IPOXOOUTH MefudHe 00CTeXeHHS AJis Toro, o6 migidpaHa ajis HUX fKo3a



3asuIIanacs ONTHMalbHO e(eKTUBHOIO, 3MiHIOBATU SIKY MOXKe Jiuille Jiikap. [[o3y mpemnapaty CIIif
CKOPHUTYBATH OO MiHiManbHO e(eKTHBHOI, 1110 3a0e3medye KOHTPOIb 3a CUMIITOMaMH 3aXBOPIOBAHHS.
Axuro Takuii eeKTUBHUYN KOHTPOJIb JOCATAETLCA Ha (OHI MiHiMaIbHO e(EeKTUBHOI 03U Ipenapary
IIPY 3aCTOCYBaHHI ii 2 pa3u Ha 00y, HACTyITHUM KPOKOM MOKe OyTH IepeBeeHHs XBOPOro Ha
3aCTOCYBaHHS OJIHOTO iHTANAI[iINHOTO KOPTUKOCTEPoifga. K anbTepHATUBA OJ1s JIiKyBaHHS Ialli€HTiB,
SIKMM HeoOXigHO 3aCTOCOBYBaTH b-aroHicTu TpuBanoi ail, mody Cepetuny [IUCKycy MOXHa
3MEHIIyBaTHU A0 mpuiiomy 1 pa3 Ha fo0y, KO, Ha OYMKY Jlikaps, 6y[e ageKBaTHO
MIATPUMYBATUCh KOHTPOJIb 38 CUMIITOMaM¥ 3aXBOPIOBAHHA. fKINO y [TalliEHTa B aHaMHe31
HiYHI Hamaay acTMHY, 110 OQHOPA30BY 03y CJIifi 3aCTOCOBYBATHU Ilepef CHOM, SKIIO B
aHaMHe31 r0OJIOBHUM YMHOM CUMIITOMU BUHUKAIOTh BAEHB, 03y 3aCTOCOBYIOThH BPAHII].

KinekicTs pnioTrKa30Hy IpomioHaty B obpaHii popmi Cepetuny [UCKyCy Ma€ BifilIOBimaTH TIKKOCTi
3axBOPIOBaHHSA. AKIIO MallieHTy HeoOXigHi BUII 3a peKOMEeHA0BaHi 103K, CJIifl MpU3HaYaTH BiAMOBigHI
no3u b)-aroHicTiB Ta/abo KOPTUKOCTEPOIMIB.

PexoMeHI0BaHI I0O3M.

Act™Ma

Ilopocai ma dimu eikom 8i0 12 pokia:

- opHa iHransnis (50 Mkr canmbMeTepoiy/ 100 MKT ¢GII0TUKa30HY IIPOIioOHATY) ABidi Ha m00y;

- abo opHa inrangmis (50 Mkr canbMeTepony/ 250 MKT (HIIIOTHKA30HY NIPOIioHATY) ABiYi Ha
no0y;

- abo ogHa inransauig (50 Mxr canbmeTtepony/ 500 MKT (IoTHKa30HY NPOIMiOHATY) ABidi Ha
no0y.

Ilnst mikyBaHHS TOPOCIUX Ta IMiIIiTKIB 3 TOMipHOIO MTEPCHUCTYIOU00 aCTMOIO (11100000Be BUHUKHEHHS
CHMIITOMIB, III0H000Be 3aCTOCYBaHHS 3ac0o0iB [ IIBUAKOTO IIOJIETIIEHHS Ta Bifl MOMipHOTO 10
TSI2KKOTO CTyIeHsT o0OMexkeHHs 00’eMy 1moBiTps) Cepetun [UCKyC MOXKHA 3aCTOCOBYBATH SIK CTAPTOBY
NiATPUMYIOUY Teparlio, SKII0 HeoOXigHO JOCSATTH MIBUAKOT'0 KOHTPOJIIO 38 CUMIITOMaMH
3aXBOPIOBaHHA. Y TaKWX BUIIafKaXx IperapaT peKOMEeHAYEThCS 3aCTOCOBYBATH ¥ CTAPTOBIX 703i: 1
inramnamis 50 MKr canbMeTeposy Ta 100 MKT ¢GI0TMKa30HY IpomioHaTy ABidi Ha #o0y. [licns
OOCATHEHHS KOHTPOJIIO 3a CUMIITOMaM¥ aCTMU Tepallifo CHIif] IeperisaHyTH Ta BUPIIIUTYA IUTAHHS IIPO
IepeBeleHHST XBOPOT0 Ha JIiKyBaHHS iHTalsALiMHUM KOPTUKOCTEPOIAOM CaMOCTiHO. OCKinbKH
JIIKYBaHHSI XBOPOT'O IIEPETIANAEThCS, CHiMl PeryIspHO IPOBOAUTH OLHKY (DYHKI[IOHAIBHOTO CTaHy.

Y pasi BigcyTHOCTI 0HOTO ab0 [BOX KPUTEPIIB TAKKOCTI UiTKOI IepeBaru 3acTocyBaHHsl CepeTuny
IHuCKyCy MOPiBHSHO i3 CaMOCTIMHUM 3aCTOCYBaHHSIM iHTaNsgLUiMHOTO (II0TUKAa30HY MPOIiOHATY SIK
CTapTOBOI MiATPHMYI040i Tepalrii He OyJI0 MOKa3aHo. 3arajoM iHransgiiiiHi KOpTUKOCTEPOIigu
3aJIMIIA0THCS MIperapaTaMy Mepiol JIiHii Ay mikyBaHHA OinbinocTi nanienTiB. Cepetup [JucKyc He
IIPHU3HAYAIOTh [JI II0YAaTKOBOTIO JIiKyBaHHA nerkol actMu. Cepetup [Iuckyc y go3i 50 mxr/100 MKT He
€ IPUUHATHUM I JIIKyBaHHS JOPOCJIKX Ta AiTeH 3 TAXKKOI aCTMOI0, A1 JIiKyBaHHS Malli€HTIB 3
TS2KKOI0 aCTMOI0 PEKOMEHYEThCS CII0YaTKy BCTAHOBUTH BINIIOBIOHY H03Y IHTAIALIMHOTO
KOPTHKOCTEPOIY Mepeq 3aCToCyBaHHIM Oyab-51K01 pikcoBaHOi KoMOiHalii.

Limu sixom 8i0 4 do 12 pokis: ogHa iHransuis (50 Mxr cansMmeTtepoiny/ 100 MKT GIOTHKa30HY
IIPOIIioOHATY) [Bidi Ha o0y .

MakcumasnbHa f1060Ba g03a GII0THKA30HY MPOMioHaTy v ckiafi Cepetuny [IUCKyCy s JTiKyBaHHS



miteit ctanoBuTh 100 MKr fBigi Ha mo0y.

Hewmae manux mopo 3actocyBanHsa Ceperuny [UCKyCy OiTSM BiKOM [0 4 POKiB, TOMy 3aCTOCOBYBaTHU
He PEeKOMEHOYEThCH.

XpoHiyHi 06CTPYKTUBHI 3aXBOPIOBaHHS JIET€HIB
Hopocai:
- opHa inrangiis (50 Mkr canpmeTepony/ 500 MKT (GIIOTHKA30HY MIPOIioHaTy) ABiYi Ha K00y .

OxpeMi rpyny namieHTiB

Hemae moTpebu KOPUTYBaTH 03y IalliEHTaM JIiTHbOTO BiKYy Ta XBOPHUM 3 ITATOJIOTi€I0 HUPOK abo
IIeYiHKH.

Incmpykuisn 015 Kopucmye8aHHs iH2A1AMOPOM
[ucKyc npu3HadyeHuy A1 BUBLIbHEHHS IIOPOIIKY 3 [TOAABIION IHTaIsALi€0 W00 B JIeTeHi.

IlpaBuia KOpHCTYBaHHSA [IHCKYC iHTa/JIATOPOM HaBedEeHO
HHUXKYe.

Ak xopucryBatucsa JUCKYC iaransaitopom

[Tonoxenns inranstopa 3AKPUTO (guB. pucyHoK 1)

Komu Bu BuitmaeTe Bam [JUCKYC inranaTop i3 KopoOKH, TO BiH MOBUHEH OyTH 3aKPUTHM.

[x]
Puc. 1

[Tonoxenns inrangropa BIDKPUTO (guB. puCyHOK 2)

Hosuut [IUCKYC inranarop mictuts 60 103 mpenaparty. [HAuKaTOp noKa3ye BaM, CKilbKU 103
3aJIAIINIOCS.

[x]
Puc. 2

Heu JUCKYC inransatop MicTuTh 60 0KpeMo yrakKoBaHUX 403 Bamioro npenapaty y BUTTISAL
MOPOLIKY. TaKuM YMHOM, KOXKHa [103a € TOYHO BHMIipsIHOIO Ta ririeniuno 3axunieHoro. Hemae



HeOoOXiTHOCTi B crienia;TbHOMY JOIJISIAi 3a iHra/JIITOPOM Ta y MOMOBHEHHI 103.

Iapukatop no3 3Bepxy IUCKYC inransatopa noka3dye BaM, CKiJIbKY 03 IIpeniapaTy 3aIUALINAIIOCS.
Howmepu 3 5 1o 0 3’IBISI0THCS ¥ Y€PBOHOMY KOJILOPI IJIst TOrO, 1100 momepenuTy Bac, 1m0
3aJIMIINIIOCS TiJIBKYM OeKibKa H03.

OUCKYC inrangrop IerKo BAKOPHUCTOBYBaTH. Konu Tpeba MpUUHSATH 003y IpelapaTy, HeoOXigHO
BMKOHATH TaKi YOTMPU MaHiNymsAlil, gKi MoKa3aHi Ha pUCYHKaxX HUXKYe.

1.  BigkpuTu iHramsaTop.

2.  TlocyHyTH BaxXifb.

3. BouxHyTH.

4.,  3aKpHUTH.

5. CIIoloCHYTH TIOPOKHUHY POTa BOLO0 Ta CILIIOHYTH 1.

Ak npamoe Bam TUCKYC iHTaggaTop. _

[Ipu HaTuckaHHI Ha Baxinb y [JUCKYC iHransatopi BifKpuBa€eThCSA MaJIeHbKUY OTBIP Y MYHOWITYKY 1
PO3MaKOBYETHCS 034, siKa roToBa Ans Bamol inransnii. Konu Bu 3akpuBaete JUCKYC inransrop, To
BaXKiJIb aBTOMATUYHO [I0BEPTAETHCS Y [T0YATKOBE [I0JI0KEHHS 1 IHransaTop FOTOBUY OO IPUTOTYBaHHS
HACTYIIHOI 103H Yy pa3i HeoOxigHOCTi. ®yTiap 3axuinae Bam JUCKYC iHransitop, Koiu BiH He
BUKOPUCTOBYETHCH.

[x]
1. BIODKPUTHA
st Toro, mo6 Bimkputu Bamm JUCKYC
iHransATop, TpuMalTe PyTaIp y OOHIU pyIi Ta
TIOKJIQMliTh BEIMKUI Tajellb OPyroi pyKu y
3arau0IeHHs IS BEJIMKOTO IIablId.
HatwucHite BenukuM masnsieM Bifg cebe,
HAaCKIJIbKY Ile MOXKJIUBO, 1 By nouyeTte
KJIAIIaHHSI.

(] 1. IOCYHYTH BAXKIJIb
Tpumaiite Bair [ITMCKYC iHransatop mpaBoio
abo J1iBOI0 PYKOIO Ta CIPSIMYyWTe MyHAIITYK [0
cebe. [TocyHbTe Baxinb Bif cebe, HACKiNbKY 1ie
MOKJIHBO, [0 KiamaHus. Ternep Bam [TUCKYC
IHransATOp rOTOBUU OJ11 BUKOPUCTaHHS.
KoxHu# pas, KOIu BaXi/lb IOBEPTAETHCA Y
[I0YaTKOBE II0JI0KEHHS, BIAKPUBAETHCS
6ricTep i3 MOPOILIKOM i 03a MOPOIIKY IOTOBa
o igrananii. [e MoxHa 6a4uTH Ha
TiYuNbHUKY [103. He MoxXHa OaBuTHCA 3
BakejeM, TOMY 10 IIPU MOT0 IIOCYyBaHHI
BigKpuBalOThCS OIicTEpH i Ipu HbOMY
BUTPaAvYa€eThCS Ipemnapar.



(] 1. BIUXHYTH
ITeped nouamkom iHz2aaAuil 003U YBANCHO
npoyumaume ul 4aCMuHy iHCMPYKUil.
Tpumatite [IVUCKYC inransitop 360Ky Bif
poTa. 3pobiTh 3BUYAKHUY BUOUX. [laM’sTamTe:
Hikosnu He Bupguxante y JUCKYC inransarop.
- O0xOMiTh MYHOIITYK T'y6amMu. BOuxHITH piBHO
Ta rmuboko yepe3 JUCKYC inransarop, a He
qepes Hic;
- puuMith [IMCKYC iHransaTop i3 poTa;
- 3aTpUMalTe OuXaHHS TpuOIu3Ho Ha 10
cekyH[I abo Tak [IoBro, ik Bam Oynme 3py4HO;
- TIOBiJIbHO BUOUXHITh.

[x] 1. BAKPUTH
s toro, mo6 3akputu JUCKYC inransrop,
TIOK/IAMiTh BEJIUKUY Tajlellb ¥ 3arTuOIeHHs
I BEJIMKOTO TaJIblsl Ta ITOBEPHITE [0 cele,
HACKIJIbKY IIe MOXKJIMBO.
Komnu Bu 3akpunu JUCKYC inransarop, To
Mo4YyeTe KiallaHHS. BaxXinb aBTOMaTU4HO
MIOBEPTAETHLCS Y ITOYATKOBUM CTaH i
BimOyBa€ThCs Iepe3aBaHTaXKEHHS.
Bam [JUCKYC iHransitop roTOBUH A
ITOBTOPHOTO BUKOPUCTAHHS.

YUIIEHHA

s gumienHs HeobximHO npoTtepTH MyHATYK JUCKYC iHransaTopa cyxom CEpBETKOIO.

IIAM’ATAUTE

30epiraite Bam JVCKYC iHrangaTop y cyxomy Micrii.

TpumaiiTe ¥0Or0 3aKpUTUM, KOJIA BiH He BUKOPUCTOBYETHCS.

Hikonu ve Bupguxaite y Bam JUCKYC inransarop.

HaTurckaliTe Ha BaXi/ib TiIJIBKY TOMi, KOJIX BY rOTOBI IPUUHATHU HO3Y.

Hikonu He mepeBuIlyiiTe IpU3Ha4YEHOl JO3M.

Himu.

Hewmae manux mopo 3actocyBanHsa Cepertuny [UCKyCy OiTSM BiKOM [0 4 POKiB, TOMy 3aCTOCOBYBaTHU



Ipemnapar Iii BiKOBiill KaTeropii He peKOMEeHIYETHCS.

Ilepedo3yeanHs.

3a maHuUMU KIiHiYHUX BUNIPOoOyBaHb, HeMae iH¢opMarliii uoao nepeno3yBanHs CepetunoM [IUCKycoM,
OJHAaK JaHi 3 mepefo3yBaHHS 000X MiI0UUX PeYOBUH HABOASATHCS HUXKYE.

O3HakaMu i CUMIITOMaMU, sIKi MOXKHA O4iKyBaTU IIPU Ilepefo3yBaHHi CaJlbMeTePOJly, € CUMIITOMY,
TUIIOBI mist bD-afipeHepriuHol CTUMYIALIL: 3allaMOPOYEeHHS, TPeMOp, TOIOBHUY Oinb,
TaxiKappmis, NiABUILLIEHHS CUCTOJIIYHOTO apTepiaJbHOTO TUCKY. AKIIO0 NiKyBaHHA CepeTuaom
[ucKycoM HeoOXimHO IPUIIMHUTH Yepe3 Iepefo3yBaHHs b2-aroHicTa, 1[0 BXOOUTE [0 CKIaAy
IIpernapary, Clif IpU3HAauYUTH BiOIOBIAHY 3aMiCHY CTEPOIAHY Tepali. [10maTKOBO MOXKe
BMHUKHYTH TillOKaJliEMis, TOMY CJliff 3Ba2KUTH Ha HEOOXiIHICTh 3aMiCHOI Teparrii KasieMm.

T'ocmpe nepedo3ysaHHs

[aransuis GIOTHKAa30HY MIPOIIOHATY y [03aX, 0 IePEeBUIIYI0Th PEKOMEH0BaHi, MOXe CIIPUUUHATH
TUMYaCOBY CYIIpecito GyHKINI HagHUPKOBUX 3as103. Lle He moTpebye HEBigKIafHUX 3aX0/iB, OCKiTbKU
GYHKIIIST HAOHUPKOBUX 3aJ103 BiTHOBIIOETHCS Yepe3 KijlbKa OHiB, 1110 Moxke OyTH IepeBipeHo
BU3HAUYEHHSIM KOPTU30JIy Y IJ1a3Mi KPOBI.

XpoHiyHe nepedo3y8aHHA

€ PU3UK BUHUKHEHHS CcyIpecii QyHKIII HagHUPKOBUX 3aJ103 IIPU 3aCTOCYBaHHiI BUIIUX 3a
3aTBepaxeHi o3u Cepertuny [UCKyCy NPOTATOM TPUBAJIOTO 4Yacy.

[ToBimOMIIANIOCS PO AY2Ke PifKi TOCTPi afpeHasnoBi KPU3H, 110 CIOCTePiraaucsa roJI0BHUM YHHOM Y
OiTel, IKMM 3aCTOCOBYBaIM AO3HU, BUII 3a peKOMEHIOBaHi, IPOTSATOM TPUBAJIOTO Yacy (HeKilbKa
Mics1iB abo pokiB). [Tpu IIbOMY CIIOCTepiranu rimoriaikeMio, 110 IOB’si3aHa 3i CIITyTaHiCTIO CBiOMOCTi
Ta cygoMamu. [1o cuTyalliy, 110 MOTEeHI[IMHO MOXKYTh IPOBOKYBATH I'OCTPUM agpeHaIOBUN KPU3,
HaJlekaTh TPaBMa, Xipypriuue BTpy4aHHs, iHGeKIis Ta Oyob-sKe MIBUIKE 3HUXKEHHS 03U
iHTansAuinHoro GIITUKA30HY MIPOIiOHATY.

PexoMeHIy€eThCS IPOBOAUTY KOHTPOJIb Pe3ePBHOIL QDYHKIIII KOpU HaAHUPKOBUX 3a/103. Y pasi
nepeno3yBaHHS (IIOTUKA30HY IPOMiOHATY IIpu 3acTocyBaHHI Cepetuny [UCKyCy Tepariio MOXHa
IIPOJIOBXKYBATH Y BiAMOBIAHUX M03aX, 110 3a06e31e4yI0Th KOHTPOJIb CUMIITOMIB.

Crnenudiuroro nikyBaHHS Ilepef0o3yBaHHS CalbMeTepoIly Ta (GII0TUKa30Hy NPOIMiOHATy HEMAE,
HeoOXiTHO 3aCTOCOBYBaTH MiATPUMYIOUY Tepalliio i3 KOHTPOJIEM 3a CTaHOM IIallieHTa.

ITo6iuni peakuii.

Ockinbku Cepetup [JUCKyC MICTATH CalbMeTepPoJI Ta (GJII0TUKA30HYy IPOIiOHAT, MOXHA 04YiKyBaTH
n00iYHUX peakIliil TUX THUIIIB Ta CTYIIEHIB TAKKOCTI, IKi XapaKTepHi 71T KOKHOT'0 KOMIIOHEHTa.
HomaTkoBi mo6iuHi eheKTH IPU OMHOYACHOMY 3aCTOCYBaHHI IBOX KOMIIOHEHTIB HE CIIOCTEPIraloThCs.

[ToOiyHi fil, 0 CIPUYUHSIOTHCS 3aCTOCYBAaHHAM CalbMeTePONy/(PII0TUKa30Hy MPOIiOHATY,
HaBe[leHi HUXK4Ye 1 Knacu(pikoBaHi 3a OpraHamMu Ta CUCTEMaMH i 3a 4aCTOTOK BUHMKHEHHS.



YacToTa BU3Ha4YeHa fK: Ayxke 4acto (= 1/10), wacto (= 1/100 ta < 1/10), Heyacto (= 1/1000
ta < 1/100), pigko (= 1/10000 ta < 1/1000) Ta HeBigoMO (He MOXKHa BU3HAYUTH 3a
HasBHUMH JaHUMH). [HDopMallis I0A0 YaCTOTH BUHHKHEHHS OTpMMaHa 3a pe3y/ibTaTaMu
K/TiHIiYHKX BUIpoOyBaHb. [HpopMallis o0 BUMaAKiB, 3apiKCOBaHUX y I'PYIIi Mmaiebo He
B35ITa [0 PO3PaxXyHKYy.

Opranu Ta CUCTEMU [Tob6iuna mig JactoTta
[HdeKil Ta iHBa3il KaHgupmos poTa Ta ropia YacTto
Kannumos cTpaBoOXony Pinko
[THeBMoOHis (y manienTis 3 XO3JI)[Uacto *°
bpouxiTu
Yacto

[TopymenHs 3 60Ky iMmyHHOI  [Peakuii rinep4yTiIuBOCTI:
CUCTEeMU MKipHi peakuii rinepyyTnusocTi, |Hegacto
QHTiIOHEBPOTUYHUM HaOpsAK
(TOJIOBHUM YMHOM 00IMYud Ta |Pigko

POTOTJIOTKH),

pecIipaTopHi CUMITOMHA

(3apuiKa), Heuacto
pecIipaTopHi CUMITOMHA

(6poHxO0CIIa3m), Pigko

aHa(dinakTA4YHI peakiii,
BKJIIOYalOYX aHadinakTuyuui  |Pigko

110K
[TopyueHHS 3 00Ky CunpgpoM Kyminnra, Pinko *
eHIOKPHUHHOI CUCTEMU KYIIUHTOIAHI CUMIITOMH,

NpPUTrHiYeHHS QyHKIIl
Ha[HUPKOBUX 3aJ103, 3aTPUMKa
POCTY y AiTeH Ta MifJiTKiB,
3HUIKEHHS MiHepasi3allil KiCTOK

MeTaboi3aM Ta nopyueHHs:  |[imokamniemis Yacro
TPaBIIEHHS [inepriuikeMis HeygacTto *
[IcuxiyHi IOPYILIEHHS Hecnoxkiii, TOpyIIeHHS CHY Heuacto

3MiHM ITOBemiHKY, BKIOUaoun |Pigko
rinepakTUBHICTD Ta 30yOKeHHS
(mepeBaxHO y OiTen)

[enpecii, arpecii (mepeBaxHo y |HeBimomo

miTen)
[TopyuieHHsT 3 60Ky HepBoBoi [[omoBHUM 6inb Iyxe 9acTo '
CHCTEMH TpemMop HeuacTto
[TopyuieHHs 3 00Ky opraHiB |[Karapakra HeuacTo
30py [aykoma Pinko *
[TopylIeHHs YiTKOCTi 30py Hesimomo*
[TopyiieHHS 3 00Ky ceplis [TocuneHe cepredUuTTs HeuacTto
Taxikapmis HeuacTo
CepileBa apuTMis (BKmovdaioun |Pimko
CYTIpaBEHTPUKYIISIPHY
TaXiKap[ilo Ta eKCTPaCHUCTOJIi0)
hiOpumnsitis nepencepab HeugacTto

CTeHOKapHis HeuacTo




TTopymeHHs 3 60Ky opratis  |[HasohapHHTiT Iyxe yacto >

OIUXaHHSA [logpa3HeHHS ropia HacTo
3axpurniicts ronocy/oucdonis  [Jacrto
CUHYCHUT JacTo
[TapamokcanbHUM OPOHXOCTIA3M  |Pifko *

TopyierHs 3 60Ky IIKipy Ta |CUHII JacTo

MiOIIKipHOI TKaHUHU

[TopyueHHS 3 00Ky CKelneTHO- |M’g930Bi cna3Mu Hacto

M’I30BOl CUCTEMU Ta [TpaBMaTHYHi epenoMu JacTo

CIIOJIyYHUX TKaHUH ApTparril HacTo
Mianrii HacTto

3adikcoBaHi K «49acTi» y rpymi mnaebo.

3adixcoBaHi K «OyxKe dacTi» y rpymi mianebo.

Bynu 3adikcoBaHi mpoTarom 3 pokiB mmif yac gocuigxenas XO3J1.
Ous. po3nin «OcobIUBOCTI 3aCTOCYBAHHS».

[uB. po3nin «®apMaKoOJIOTiYHi BIaCTUBOCTI».

Onuc Odesikux nobivHUX peakuit

[MoBimomunsinocs npo ¢hapMaKoJoTiuHi mobiuHi edekTH NTiKyBaHHS B,-arOHiCTaMu, TakKi SK TpeMop,
cy0’eKTHBHE BifUyTTs CepuebuTTs, TONOBHUM 6inb, MPOTEe BOHU 3BUYAWHO MUHYIII i 3MEHIIYIOTHCS
IIPU PeryJIIpHOMY 3aCTOCYBaHHI.

4K i Ipy 3aCTOCyBaHHI iHINMNX iHTANAIIMHNX [IpenapariB, MiCcs iHrangIfl MoXe BUHUKHYTI
TapafioKcaabHUM OPOHXOCIIa3M 3i CTPIMKUM ITOCUJIEHHSM CYXUX XPHIIIB Ta 3aIUIIKH.
[TapapmokcanbHUN OPOHXOCIIA3M i a€eThCs JTiKyBaHHIO IIBUAKOMAI0UUME OPOHXOAUIATaTOPaMH,
JiKyBaHHS HEOOXigHO pPO3MOYMHATH Bigpa3y. B Takux Bunagkax Cepetup [JUCKYC CIIifl HeTalHO
BiAMiHUTH, NalieHTa 00CTeXKUTH Ta ¥ pasi MoTpeOdu NPU3HAUYUTH albTepPHATUBHY Tepalliio.

®II0TUKA30HY [IPOIIOHAT, 10 MICTUTHCA Y IIpenapari, CIpUYUHSAE y OesIKUX Ial[leHTiB 3aXPUIlIiCTh
TOJIOCY Ta KaHJUI03 pOTa i ropsia, a TAaKoXK PIIKO - CTPABOXOAY. YacToTy IPOsBiB 3aXPHUIIOCT Ta
KaHOUI03y poTa Ta Topjia MOXkKHa 3MEHIIUTH IOJIOCKAHHSIM poTa BOMI0I0 Ta/abo yuiieHHSIM 3y0iB
IicJIs 3aCTOCYBaHHSA iHrangTtopa. CUMITOMaTAYHUY KaHOUI03 POTA Ta rOpJjia MOXKHa JTiKyBaTu
MiCLIeBUMH TTPOTUTPUOKOBUMY ITpEMapaTaMy, He IPUIUHSAIOYY IIPU IIbOMY 3acTocyBaHHsT CepeTuny

[uckycy.
ITauienmu dumsyo20 8iKy

Y miTel Ta MigIiTKiB MOXKJIMBI CUCTEMHI e(eKTH, BKII0Yauy CUHAPOM KyIuHra, KyIMuHT0inHI
O3HaKW, IPUTHIYeHHS HAMHUPKOBUX 3aJ103, 3aTPUMKY POCTY (IuB. po3ain «OcoO6nuBoCTi
3aCTOCYBaHHS»). Y [iTel MOXKe TaKO0X BUHUKATU TPUBOTA, IOPYIIEHHS CHY Ta 3MiHU IIOBEOIHKY, Y
T.4. TiNepakTUBHICTh Ta 30yIXKEeHHS.

Tepmin npudamHocmi.



2 POKH.

YMoBu 30epiranHsi.

30epiraTu B OpuUTiHaNbHiN yrakoBIi npu TeMepaTypi He Buile 30 °C. 36epiraTi y HELOCTYIIHOMY
IJISI OiTed Micli.

YnakoBka. [11acTUKOBUY DOCTABKOBUI MPUCTPil, BCEPeUHi IKOro MiCTUThCS OicTep 3 GHoJbru 3
60 piBHOMIPHO PO3MillleHUMU KOMipKaMU, y KOXHIU 3 SKUX MICTUTHCS OOHA [03a Ipernapary.
Koxnwuii [Tuckyc Mictuth 60 0o3. [I1MCKyC BMillleHUY ¥ KapTOHHY YIIaKOBKY.

Kareropis Bigmycky. 3a pelnenTom.

Bupoo6uuk. I'makco Bennkom ITpopakins, ®paHiris.

Glaxo Wellcome Production, France.

Micie3HaxoI2KeHHsI BUPOOHHKA Ta afipeca MicIisi IPOBaXKeHHS HOTr0 Tis/IbHOCTI.
3oH IagycTpiens Ne2, 23, pro JlaBya3s’e, 27000 EBpe, ®paHmis.

Zone Industrielle Ne2, 23, rue Lavoisier, 27000 Evreux, France.



