THCTPYKIOIA

IJIsI MEIUYHOT' 0 3aCTOCYBAaHHS JIIKAPCHKOT0 3aC00y

HJOHA*
(DONA?)

Cknao:
Mifoya pedyoBHMHa: TTIFOKO3aMiHy Cybdar;

1 carmmre MicTuTh TTII0OKO3aMiHy cynbdaTy HaTpito xnopuny 1884 mr, mo ekBiBaneHTHO 1500 Mr
TJII0KO03aMiHy cynbdaTty Ta 384 Mr HATpiio XJIOPHUAY;

nonoMmixHi pedoBuHM: acmaptaM (E 951), cop6it (E 420), KMCIOTa TMMOHHA 0e3BOHA,
Makporoi 4000.

JIikapcbKa ¢opma. ITopomuIok [jisi OpaabHOTO PO3YUHY.

OcHo8HI (pi3uko-ximiuHi 81acmusocmi: Oinui KpUCTaIiYHUM IOPOIIOK 0e3 3armaxy.

dapmMakoTepaneBTHYHA rpyma. [HIIi HecTepoigHi MpoTH3ananbHi Ta IPOTHPEBMAaTHYHI 3aco0U.
Kong ATX MO1A X05.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

AKTUBHUY IHTPEMi€HT - CiJib aMiHOMOHOCaxapHUOy IMI0KO3aMiHy CynbdaTy, SKUM IPUCYTHIN Y
JIIOICEKOMY OpTaHi3Mi i BUKOPHUCTOBYEThLCS Pa30M i3 cynbdaTtamMu AJist 6i0CHHTE3Y riarypoHOBOi
KHCJIOTH CUHOBia/IbHOI PiAMHM Ta I'JIiK03aMiHOTIiKaHiB OCHOBHOI CyOCTaHIIil Cyri1000BOT0 Xpsia.

MexaHi3M fil r/moK03aMiHy CyabhaTy - CTUMYJIALIS CHHTe3Y I'TiKo3aMiHOTTiKaHiB i, BifmoBigHO,
cyr71000BUX IpoTeoryikaHiB. KpiM Toro, rimoKo3aMiH NPOSBIS€E MPOTH3anaabHi BIaCTUBOCTI,
VIIOBINIbHIOE MTPOIIECH Herpajallii Cyrii060BOro xpsiiiia TOJIOBHUM YHHOM 3a PaXyHOK HOTO
MeTaboTiYHUX aKTUBHOCTEH, 3MATHOCTI IPUTHIYYBaTH aKTUBHICTh iHTepnenkiny 1 (IL-1), o, 3
omHOTO OOKY, CIIpUSE Ail Ha CUMIITOMHU OCTE0ApPTPHUTY, a 3 iHIIIOTO - 3aTPUMII CTPYKTYPHUX IIOPYIIEHb



cyrno0iB, Ipo 110 CBiTYaTh HaHi MOBrOCTPOKOBUX KITiHIYHUX MOCIiIXKEHD.

EdexTuBHICTE T/TI0K03aMiHy Cy/ib(aTy BiTHOCHO OCTE0APTPUTY OYEeBUOHA BXKe dyepe3 2—3 TUXKHI Bif
[I0YaTKy JIiKyBaHHS.

Pe3ynbTaTi KIiHIYHUX OOCIigXKeHb IIOAeHHOT0 6e31epepBHOTO JIiKyBaHHS IPOTSATOM 3 POKiB
CBig4aTh PO MPOTPECUBHE MiABUIIEHHS M0T0 e()eKTUBHOCTI, 3Ba’Kal04y Ha CUMIITOMU Ta
YTIOBiNIbHEHHST CTPYKTYPHOTO MOIIKOXKEHHS CYTrI00iB, 110 MiATBEPOKYETHCS 3@ HOMOMOT 00
PEHTTeHy.

['moko3aMiny cynbdaT IpogeMOHCTPYBaB f06py IepeHOCUMICThb. Byab-9KOT0 iCTOTHOTO BIIJIUBY
TJII0KO3aMiHy Cynb(aTy Ha CepleBOo-CyOUuHHY, IUXalbHy, BereTaTuBHY ab0 LIeHTpalbHy HEPBOBY
CUCTEMY BUSIBIIEHO He OYJI0.

dapmaKkoKiHemuxka.

90 % mo3u rIoKo3aMiHy Cynb(haTy MIBUAKO i TOBHICTIO BCMOKTYETHCS 3i IITYHKOBO-KUIIIKOBOT'O
TPaAKTy, MPOXOOUTDb Yyepe3 Gionoriuni 6ap'epu i MPOHUKAE Y TKAHUHY, IIepeBaXkKHO Y TKaHUHU
cyrimoboBoro xpsiia. biogocTymHicTh - 26 %. [1epion HaniBBUBeeHHS - 68 roguH.

KininiyHi XxapaKTepHUCTHKH.

INoka3anusA. [171g IoNeTIeHHsT CUMIITOMIB IIPX JIETKOMY Ta IOMIPHOMY OCTe€0apTPUTi KOJIiHa.

ITpomunoka3aHus. ITifBuINleHa YYTIUBICTE [0 TII0KO3aMiHy abo 0o 6ymb-gKOil i3 JOmOMiKHUX
PEYOBUH; NMOPYIIeHHS QYHKIIIN [TeYiHKY Ta HUPOK Yy CTafil AeKOMIIeHcallil, CXAIbHICTh [0 KPOBOTEY.
I[Ipenapar JOHA® e MoXkHa 3aCTOCOBYBaTHU Ial[ileHTaM 3 aJIepri€l0 Ha MOJIIOCKHY, OCKIJIbKY Jioda
pedYoBrHA OTPHMaHa i3 MOJIOCKIB.

B3aemodisn 3 iHwumu nikapcbKkumu 3acodamu ma inwi eudu 83aemodiii. IcHyIOTh 0OMeXKeHi
IaHi PO MOXKJIMBY B3aEMOZII0 JTiIKapChKUX 3aC00iB 3 TJII0KO3aMiHOM, OJHAK CIIOCTepiramnocs
36inpIreHHs nokasHuka MHB (MixkHapomHe HOpMaJti3oBaHe BiIHOBIIEHHS) IIPU 3aCTOCYBaHHI
aHTaroHicTiB opanbHOro BiTaMiny K. ToMy 3a nauieHTamu, sKi OTpPUMYIOTh @HTArOHICTU OPaIbHOTO
BiTaminy K, cyifm yBakKHO CTEXUTH IIifl Yac IoYaTKy abo MpUNMHEHHS Tepallil I/I0K03aMiHOM.
CympoBifHe niKyBaHHS T'TIOKO3aMiHOM MOKe TIOCUIUTH aOcopliliio i, 0TxKe, KOHIIEHTpalliio
TeTPALUKIIiHIB y CUPOBATIli KPoBi. [IpoTe KJliHiYHa 3HAYUMICTH I1i€l B3a€MOfii, “MOBipHO, 0OMeKeHa.

3 ornsigy Ha Tou (pakT, 1110 HasgBHi NuIlle 00MeXKeHi faHi IP0 MOXKJIMBY B3a€EMO/III0 TTII0KO3aMiHy,
0CcOo0NUBY yBary CiIif NpUmingaTy 6ynb-aKid Mopu@iKoBaHil peakiil Ha 3MiHYy PiBHS KOHIIEHTpalil
CYNyTHBO BUKOPUCTOBYBAHUX JIiIKapPChKUX 3aC00iB B CUPOBATIIi KPOBI.

Oco6.1ueocmi 3acmocyeanHsi. [lepeq 3aCTOCYBaHHSM IIpenapaTy HeoOXiIHO MPOKOHCYIbTYBATUCS
3 JTiKapeM ISl BUKJTIOYEHHST HassBHOCTI 3aXBOPIOBaHb Cyrio0iB, mpu sIKUX mepenbadeHi iHim MmeTonu
JIIKyBaHHS.



[TanieHTaM 3 IOPYIIEHHSAM TOJIEPAHTHOCTI [0 TJII0KO3H CJIifl HOTPUMYBaTUCS 00€peKHOCTI IIpu
npuiiomi rimoko3aminy. IlamieHTam 3 IyKPOBUM fiabeToM PeKOMEHAYETHCS OiMbI peTebHIH
MOHITOPHUHT PiBHS IIYKPY B KPOBI i, 3a He0OXimHOCTi, BU3HaYEHHS MOTPeOu B iHCYIiHI 70 MoYaTKy i
IIepPiOAUYHO BIPOAOBXK JIIKYBaHHS.

Y nanieHTiB 3 BimoMuM (HaKTOPOM PU3UKY CEPIEBO-CYOAUHHUX 3aXBOPIOBaHb PEKOMEHAYETHCS
MOHITOPUHT piBHA JIiMiiB KPOBI, OCKIJIBKY Y MALi€HTIB, AKi OTPUMYBaJIU I'JII0OKO3aMiH y OEeKiIbKOX
BUITa[KaXxX CIIOCTepiraaacs rimepxonecTepuHeMis.

XBOpUM Ha acTMY IIperapar CJliJ 3aCTOCOBYBaTH 3 00€peXkKHiCTI0, OCKIJIbKY TaKi MallieHT! MOXYTh
OyTu OiNbII CXUIBHUMH 0O PO3BUTKY aJIepPrivHUX peakiliii Ha TII0K03aMiH, i3 MOXKIMBUM
3aroCTPEHHSIM CUMIITOMIB IX 3aXBOPIOBaHHS.

[Topo1Iok [y opajbHOI0 PO3YUHY MICTUTH acliapTaM, SKUM € MOXigHUM (eHinanaHiHy, Mo ABISE
He0e3MeKy AJIs XBOPUX Ha (PeHinTKeTOHypilo.

1 came micTuth 6,6 MMosb (151 mr) HaTpito. e ciif B39TH 00 yBaru maijieHTaM, sSKi JOTPUMYIOThCSI
Oi€THU i3 KOHTPOJILOBAHUM BMICTOM HATpito.

[Topo1IoK A7t 0pajIbHOI0 PO3YUHY MiCTUTE copOit. [TalieHTaM, gKi MalTh PiKy CIagKOBY
HellepeHOCUMICTh GPYKTO3H, L0 hapMalleBTUYHY (GOPMY 3aCTOCOBYBaTH HE PEKOMEHIYETHCS.

3aCTOCOBYBATHU TiJIbKY IIifi HATJIAAOM JIiKaps MallieHTaM i3 MopyleHHIMU QyHKIIM MeYiHKU Ta HUPOK,
3 TpombodedbiTamu.

3acmocysaHHs dimAM ma nidaimkam. I'I0K03aMiH He CJTifl 3aCTOCOBYBATH HiTAM Ta MiIiTKaM
(BikoM mo 18 pokiB), ockinbku Ge3mneka Ta ePeKTUBHICTH IIpenapaTy AJd TaKUX MallieHTiB He
BCTQHOBJIEHI.

3acmocysaHHA AimHIM nauieHmam. 2KOgHUX CrelianbHUX OOCIiAXKEeHb 3a y4acTIO JiTHIX MallieHTiB
He IIPOBOMMIIOCS, ajle, 3TifHO 3 KJIiHIYHUM [OCBioM, HeMae HeoOXigHOCTI y KOpUTYBaHHI 003U il
KaTeropil maiieHTis.

3acmocysaHHs navieHmam 3 HUPKoBo ma/abo neviHkogow Hedocmamuicmio. I1alieHTaM 3
nopylIeHHSM GYHKIII HUPOK Ta/a0o MmedyiHKM peKoMeHallil o/I0 [03yBaHH He MOXYTh OyTH HagaHi,
OCKINTbKY XKOIHUX OOCIiIXKeHb He ITPOBOOMIIOCS.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py00t0. aHi 00 3aCTOCYBaHHS IIpenapary y
nepiop BariTHOCTi abo rogyBaHHS TPYAIIO BiICYTHI, TOMY He CIIiJf 3aCTOCyBaTHu Ipenapar IIii
KaTeropil mali€eHTiB.

30amHicmb eniueamu Ha weudKicms peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
mexaHizmamu. [JoCTigKeHHS BIJIUBY IIperapaTy Ha 3MaTHICTh KepyBaTU aBTOMOOiIeM Ta iHIIMMU
MexaHi3MaMu He npoBoguiucs. Cuim 0yTu o6epeXHUMU IIPU KePyBaHHI TPAHCIIOPTHUMHM 3acob6aMu Ta
BHKOHaHHi po0iT, 1110 ToTpebyIoTh yBaru. Y pasi mosiBu COHIMBOCTI, BTOM/IIOBAHOCTI, 3allaMOpPOYEHHS
abo mopyIneHb 30py KepyBaHHS aBTOTPAHCIIOPTOM Ta po6oTa 3 iHIIMMHU MexaHi3MaMu 3a00poHEHa.

Cnoci6 3acmocyeaHHsi ma do3u. 3aCTOCOBYBaTH BHYTPIIIHbO.



Ilopocai nayieHmu ma nayieHmu AimHb020 8iKy: BMICT 1 cailtle, ekBiBaneHTHU# 1500 Mr
TJIIOK03aMiHy CynbdaTy, PO3UMHUTH Y CKIISHIN Bogu i mpuiiMaTu 1 pa3 Ha go0y, 6axkaHO Mmig 4ac igu.

['mioKo3aMiH He MPU3HAYeHUN OJIs TiKyBaHHS TOCTPUX 00JIbOBUX CUMITOMIB. [T0NETIIIEHHS CUMIITOMIB
(oco6muBO MmonerieHHs 60/10) MOXKe HAaCTYIUTH TiJIbKY IIiC/IS JeKiTbKOX TUXKHIB 3aCTOCYBaHHS, a B
OesKUX BUIIaAKax — OOBIIE.

SIKIIO0 HiSTKOT'0 MOJIETIIIeHHS CUMIITOMIB He Bim0ysocs yepe3 2—3 Micslli mpuiiomMy, HeoOXimHO
[IePerIsHYTY JIIKyBaHHS.

Iimu. He 3acTocoByBaTH OiTsAM i mifgmmiTkaM (BikoM 1o 18 pokiB), ockinbku Oe3neka Ta e(eKTHBHICTh
IIperapary [Ji TaKUX Malli€HTiB He BCTAHOBJIEHI.

ITepedo3yeanns. Bunagku nepego3yBaHHs He Bif3HayalIuCh. 3 OTJISIAY Ha [OCHIXKEHHS rOCTPOl Ta
XPOHIYHOI TOKCUYHOCTI ¥ TBAapHH, CAMIITOMM TOKCUYHOCTI HaBPS Y¥ BUHUKHYTh HaBiTh MpH
3aCTOCYBaHHI y 103aX, sKi IepeBUILYIOTh TepaneBTuyHy no3y y 200 pa3is. OgHaxk y pasi
TIepeo3yBaHHs MOXKJIMBE ITOCUJIEHHS MPOSIBIB MOOIYHUX peakKlliif, TOMy BapTO MPOBECTH
CHMIITOMAaTHYHe JIiKyBaHHS, CIIPSIMOBaHe Ha BiHOBJIEHHSI BOOHO-eJIEKTPOJIITHOTO OanaHCy.

ITo6iuni peakuii.

HaiinomupeHinmmmy n1o0iYHUMY peakIlisiMi, TOB'I3aHUMHU 3 3aCTOCYBAHHSIM TJII0OKO3aMiHy, € HYMOTa,
0ib B XKMBOTi, IUCIIETICisT, METEOPU3M, 3aII0p, [iapesi, TOI0OBHUM Oinb, BTOMa Ta COHJIMBICTb.
3a3HaueHi no0iyHi peakiiii, IK IPaBUJIO, € TPAH3UTOPHUMHU Ta JIETKOTO CTYTIEHS TSKKOCTI.

Kpurepii omiHKK 4aCTOTH PO3BUTKY 1MOOIYHOI peakiiii 1ikapchkoro 3acoby:

Lyoce uacmo: = 1/10

Yacmo: = 1/100 - < 1/10
Heuacmo: = 1/1000 - < 1/100
Pioko: = 1/10000 - < 1/1000
Lyoice pioko: < 1/10000

Yacmoma Hegi0oma: 4YaCTOTy BUMAOKIB OIIHUTHA HEMOXKIIUBO.

3 6oky iMyHHOI cucmemu: YacTOTa HeBifoMa - ajiepriyHi peakuii (rinepyyTauBICTE);

3 60Ky Hepeosoi cucmemu: 4acTo - TOJIOBHUM 0i/ib, COHJTUBICTh; YaCTOTa HEBiZIOMA - 3allaMOPOYEHHS;
3 60Ky OpaaHie 30py: 4acTOTA HEBioMa - PO3JIagy 30DY;

3 60Ky CYyOUHHOI cucmeMu: HEYacTO - TOYEPBOHIHHS;

3 60Ky opaaHie QuxaHHs, 2pyOHOI KAimKu ma cepedoCcmiHHA: YaCTOTa HEBifoMa - aCTMa,
3aroCTPeHHS aCTMHU;

3 60Ky mpasHoi cucmemu: 9acTo - Oifb ¥ XKUBOTi, METEOpU3M, [UCIIEIICis, [iapesi, 3amop, HyIo0Ta,
YacTOoTa HeBimoMa - OJII0BaHH;



3 60Ky 2enamobisiapHoi cucmemu: 4acTOTa HeBiloMa - XKOBTSHUIIS;

3 60Ky WKipu ma niOwKipHOi KAIMKOBUHU: HEYACTO - eK3aHTeMa, CBepOiXK, epuTeMa, BUCUIIAHHS;
YacTOTa HEBioMa - aHTiIOHEBPOTUYHMM HaOPSK, KPOIIUB' THKA;

3aeanvHi po3aadu: 4acTo - BTOMJIIOBAHICTh, YaCTOTa HeBijoMa - HaOpsK, epudepryHuil HaOpSK;
pe3yabmamu 00CAi0HCeHb: YaCTOTa HeBifoMa - MiABUINEHHS PiBHSA IeYiHKOBUX (DEPMEHTIB.

YacToTa HeBioMa - y MAIiEHTIB, XBOPUX Ha LIYKPOBUY Hia0eT MOXkKe CIIOCTepiraTucs HeraTUBHUN
BILIMB HAa MOHITOPUHT I[yKPY B KPOBI.

Bynu noBimoMieHHs PO IMOOOWHOKI CIIOHTaHHI BUIIAJKY TillepX0lecTepHHEMIl, OMHAK IPUYNHHO-
HACJIiOKOBUY 3B'SI30K HE BCTAHOBJIEHO.

Tepmin npudamuocmi. 3 POKHU.

IaTa 3aKiHUeHHS TePMiHY IPUAATHOCTI [iiCHa TiTbKY [AJIT IPOAYKILl ¥ HeYIIKOMXKEeHil 3aBOAChKIl
YTIaKOBIIi 3a YMOBH 11 TPaBUJILHOTO 30epiraHus.

YmoBH 30epiranas. 30epiratu B HEAOCTYITHOMY AJIS AiTel Micli Ipu TemmepaTypi He Buie 30 °C.

YnakoBka. Caille 3 TpUIIAapOBOT0 MaTepiany, IKUU CKIIaga€eThCA 3 Mallepy/antoMiHio/oTieTUIeHy,
CIJIaBJIEHUX Pa30M HarpiBaHHSIM 3 YOTHPLOX CTOPiH. [To 20 abo 30 carre y kKapTOHHiN KOPOOL1Ii.

Kareropis Bigmycky. 3a perenTtom.

Bupo6nuk. Porradapwm JIta. / Rottapharm Ltd.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.
HamactayHs Iugactpian ITapk, Manxapgapt, [Iy6mis 15, Ipmangis / Damastown Industrial Park,
Mulhuddart, Dublin 15, Ireland.

3asiIBHHUK.

BiaTpic Xenckea I'm6X.

MiCI.l;e3HaXOJ];}KEHHﬂ 3asiBHHKaA.



JliorTixep UlTtpacce 5, 53842 Tpoicmopd, HimeuunHa.



