IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

APPUTA ®OPT-HimMecymia

(AFFIDA FORT-nimesulide)

Cknao:
0iloua peyosuHa: HiMeCyIIin;
1 came o 2 r rpanyn mMictuth HiMecynigy 100 mr;

donomidcHi peyoguHu: ietomakporosn 1000, ManbTOIEKCTPHH, KUCJIOTa TUMOHHA, CaXapo3a,
apoMaTH3aTOop aleIbCHH.

JIikapcbka ¢opma. ['paHynu [yig opaybHOI CyCIeH3ii.

OCHOBHI (pi3uKko-XiMiUHI 81aCMUBOCMI: CONIOM THO-KOBTi IPaHyJIHU.

®dapmakoTepaneBTHYHa rpymna.

HecTepoinHi npoTu3amnanbHi Ta mpoTupeBMaTudHi 3acodu. Kog ATX MO1A X17.

dPapmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

Addupa popT-HiMecyTin - HecTepoIfHUI TPOTH3anaabHUK 3acib rpynu MeTaHCyIbGOOHAHITIAIB, IKUN
IIPOSIBIISIE TPOTHU3alalbHy, 3He00JII0BaIbHY Ta KapOo3HUKYBaJIbHY [ifo. JIiKyBasibHa [Iig mpenapary
3yMOBJIEHA TUM, 110 BiH B3a€MOJI€ 3 KACKagOM apaXigOHOBOI KUCIIOTH i 3HUKYE Oi0OCUHTE3
IIPOCTATIaHOUHIB IIUISTXOM iHTi6illil IIMKII00KCUTeHA3H.

dapmakokiHemuka.

B opranismi mopuau Adduna GopT-HiMecytin odpe BCMOKTYEThCS IIPU ITEePOpabHOMY IIPUMOMI,
[OoCsiraloYy MaKCHMallbHOI KOHIIEHTPallil y 1ia3mi Kposi uepes 2-3 rogunu. o 97,5 % Himecymigy
3B’s13y€eThcs 3 Oinkamu 1mna3Mu. HiMecymin akTuBHO MeTabomi3yeTses y medinti 3 yyactio CYP2C9,
izopepmenty nuroxpomy P450. OcHOBHUM MeTab0IiTOM € IaparifpoKCUIIOXifiHe, IKe TaKOXK Ma€
(dhapmakoIoriuHy akTUBHICTE. [lepion HamiBBUBeneHH - Bif 3,2 g0 6 roguH. HiMecymig BUBOOUTHCS 3
oprasi3my 3 ceuelo - 61u3bK0 50 % Big mpuiiHgTOl o3u. biu3eko 29 % Big IPUUHSTOI J03U
BHUBOMIUTHCS 3 KajioM y MeTabosizoBaHoMy BUrismi. Jiue 1-3 % BUBOOUTHLCS 3 OpraHi3My y



He3MiHeHOMY cTaHi. ®apMaKOKiHeTUYHUY IPOQib y Malli€HTiB JIiITHHOTO BiKy He 3MiHIOETHCS.

Kniniuni xapaKTepuCTHKH.
Iloka3zaHHA.

JIikyBaHHS rocTporo 0010, TePBUHHOI JrcMeHopel. HiMecymif ciif 3acTOCOBYBaTH TiJIbKU SK
npemnapar gpyrol Jiil. PilmeHHs npo Npr3HaYeHHS HiMeCylioy MOTPiOHO mpuiiMaTé Ha OCHOBI OIIiHKU
yCiX PU3UKIB [JIs1 KOHKPETHOTO Ialli€HTa.

IIpomunoka3aHHs.

Bimoma migBuInieHa 4yTIUBICTh 00 HiMecyigy abo {0 6yab-IKOro KOMIIOHEHTa ITpenapary.
linepepriuHi peakiiil B aHamMHe3i (6poHX0CIIa3M, pUHIT, KPOIIKUB'THKA) Y 3B’SI3KY 3 3aCTOCYBAHHSIM
alleTHIICATIIIMIIOBOI KUCIOTH ab0 iHIIKWX HECTePOIAHNX IPOTU3aNalbHUX IpenaparTiB. [enaToTOKCHYHi
peaxtiii Ha HiMecyifl B aHaMHe3i.

CynyTHE 3aCTOCYBaHHS iHIIINX PEYOBUH 3 MOTEHI[IMHOI IeNaTOTOKCUYHICTIO.
AnKOroni3aM Ta HapKOTHUYHA 3aJIeKHICTh.

[InyHKOBO-KMIIKOBI KpoBOTeUi abo mepdopaliii B aHaMHe3i, IT0B’3aHi 3 IonepenHiM 3aCTOCYBaHHSIM
HECTepOINHUX TPOTHU3anaIbHUX 3ac00iB.

Bupaska mnnyHka ab0 [BaHAAITAIIAIION KHAIIKY Y Ga3i 3aroCTpeHHs, HassBHICTh B aHaMHE3i BUPA3KH,
nepdopatii abo KPOBOTeUi y TpaBHOMY TPAKTi.

HasBHicTh B aHaMHe3i 11epeOpOBaCKYIAPHUX KPOBOTEY ab0 iHIINX KPOBOBUJIUBIB, @ TAKOXK
3aXBOPIOBaHb, 110 CYNIPOBOAXKYIOTHCS KPOBOTOYHUBICTIO.

TsKKi IOPYIIEHHS 3TOPTaHHS KPOBI.

TaXKa ceplieBa HeIOCTATHICTE.

TsKKe nopyleHHs (yHKIiI HUPOK.

[TopymieHHs QYHKIII MeYiHKY.

[NaieHTH 3 MigBUIIEHOIO TEMIIEPATYPOIO Tijla Ta/abo rPUIMONONIOHUMEI CUMIITOMaMH.

[utsayuii BiK 0o 12 poKiB.



III TpuMecTp BariTHOCTI Ta mepiof rogyBaHHS TPYAAIO.

B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.
®apmakoOuHamiuHi 83aemo0il.

KopTukocTepoigu: mifBULTYEThCS PU3UK BUHUKHEHHST BUPA3KU TPABHOTO TPAKTy abo KPOBOTEUi.
AuTUTpOMOOIIMTAPHI 3aCc00M Ta CENEKTUBHI iHTi6iTOPU 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY
(SSSRISs): 36inbuIyETHCS PU3UK BUHUKHEHHST KPOBOTEY Y TPABHOMY TPAKTI.

AnTtukoarynsguaTty: HI133 MOXKyTh TOCUIIOBATH [il0 aHTUKOATYJISIHTIB, TaKUX SIK BapdapuH abo
aleTUIICAIIIIAIIOBA KUCJI0Ta, Yepes 110 TakKa KoMOiHallisg IpoTUIIOKa3aHa MallieHTaM i3 TIXKUMU
po3najaMu KoaryJsiii. Ko Takol KoMGiHOBaHOI Teparil He MOXXKHA YHUKHYTHU, Heo0XigHO
IIPOBOUTH PETENbHUN KOHTPOJIb MOKA3HUKIB 3rOPTAHHS KPOBI.

IliypemuyHi 3acobu, iH2ibimopu aH2iomeH3UuHNepemaeopB8a1bHO20 (hepMeHmy ma aHmazoHicmu
aHeiomeH3uHy II.

HI133 moxyTh I0C/TabIII0BaTH [Iit0 OiyPETUKIB Ta iHIIMX aHTUTINEPTEeH3UBHUX MTpernaparTiB. Y
IesKWX MallieHTiB i3 MOripiieHo (PYHKIIE€ HUPOK (HalpukiIaz y Hali€HTiB i3
3HEBOOHEHHSIM abo0 MallieHTIiB JIITHHOTO BiKy) OMHOYAacHE 3aCTOCYBaHHS iHTiOiTOpiB AL,
aHTaToHICTiB aHTioTeH3uHYy Il a60 PeYOBUH, 1110 IPUTHIUYIOTh CUCTEMY LIMKIIOOKCUTEHA3H,
MOXKJIMBE NTOfabllle NOTipIIeHHs (PYHKIIl HUPOK Ta BUHUKHEHHS I'OCTPOl HUPKOBO1
HeJIOCTATHOCTI, SKa, K IIpaBuio, € o0opoTHoIo. LIi B3aeMopil ¢ BpaxoByBaTH TO[i, KOIH
nalieHT 3acTocoBye Adduna hopT-HiMecynmia cminbHO 3 iHTiGiTopamu AII® abo
aHTaroHicramu aurioteHsuny II. Cnig OyTu mykKe o0epekHUM, 3aCTOCOBYIOUM TaKy
kKoMOiHa1lifo, 0co6/IMBO MallieHTaM JIiTHLOTO BiKy. [1allieHTH MOBUHHI OTPUMYBATH HOCTATHIO
KiNTbKIiCTb PiIMHY, @ HUPKOBY QYHKIII0 TpeOa peTenbHO KOHTPOMIOBATH ITiCII TIOYATKY
3aCTOCyBaHHS Takoi KombiHatii. HiMecymig TuM4acoBo mocabiiioe mito GypoceMiny 1100
BUBEJEHHS HATPil0 Ta MEHIIIOI MipOI0 - BUBEEHHS KaJlilo, @ TAKOXK 3MEeHIIy€e OlypeTUUYHUN
edekrT. CrinbHe 3acTocyBaHHS PypoceMiny Ta Apduna GopT-HiMecyin namieHTam i3
IIOPYIIIEHHSIM HUPKOBOI abo cepiieBoi (yHKIII BuMarae 00epexKHOCTi.

V 3mopoBux TOOPOBOJIBINIB HiIMECYTiMl IIBUAKO 3HUKYE edeKT pypoceMiny, CIpsIMOBaHUY Ha
BUBE[EHHS HATPIil0 Ta MEHILO MIpOI0 - Ha BUBE[IEHHS KaJlil0, & TaKOXK 3HUXKYE CEYOTiHHY
niro. OgHOYAaCcHe 3aCTOCyBaHHA HiMecCyIify Ta GypoceMifly Ipu3BOAUTH [0 3MEHIIEHHS
(mpubmu3Ho Ha 20 %) mioIri mifg KpUBOI0 «KOHIIEHTpaIllisg-4ac» (AUC) Ta 3HUKEHHS
KyMYJISITUBHOI €KCKpellil ¢pypoceminy 6e3 3MiH HUPKOBOTO KJTipeHCY GhypoceMify.

®apmakoKiHemuuHi 83aemo0ii 3 iHWUMU AIKAPCbKUMU 3acobamu.

Bynu noBimomnenHs mpo Te, mo HI133 3MeHIy0Th KITipeHC JIiTito, 10 TPU3BOAUTH I0 30iTbIIeHHS
PiBHS JIiTiI0 y IIJTa3Mi KPOBi Ta TOKCUYHOCTI miTifo. [Ipy npu3navyenHi Abdunma dbopT-HiMecymin
nalfieHTaM, sKi OTpUMYIOTh Tepallilo IpelrapaTaMu JIiTito, CJIil 4aCTO IIPOBOAUTHA KOHTPOJIb PiBHSI

JIITiIO y mj1a3Mi KpOBi.

HeMmae kniHiuHO 3HA4yII0i B3aeMofil 3 rinibeHKIaMigoM, TeodininoM, BappapruHOM, TUTOKCUHOM,



IIMMETHIMHOM Ta aHTAIlMIHUMHU ITperapaTaMu (KoMOiHalis aaioMiHi0 Ta MarHilo Tigpokcumy) in vivo.
Himecynin npurtiuye akTuBHicTh pepmenty CYP2C9. IIpu omHOYacHOMY 3acToCyBaHHi 3 Abduma
dopT-HiMecCymin miKiB, 110 € cybcTpaTamMu 1IIbOT0 PepMEeHTY, KOHIIEHTPAIis IX y IJa3Mi MoxKe
nigBumyBatucs. [IoTpibHa 00epeXHICTh y pasi, SKIIo HiMeCyIif Mpr3HaYaTu MeHIIe Hix 3a 24
roguHy 10 abo MeHIle HiXK 3a 24 TOOUHMU MiCI IPUMOMY METOTPEKCATY, OCKIIbKY MOXKJIMBE
TiABUINEHHS PiBHS OCTAHHLOTO Y CUPOBATII KPOBi Ta 30iNbIIeHHS HOT'0 TOKCUYHOCTI.

Yepe3s BIIUB Ha HUPKOBI MPOCTAaTrIaHOUHY iHTiIOITOPU CHHTETAa3, OO SKUX HAJIeXKUTh HiIMeCyIIif,
MOXKYTb MiJBULTYBaT! HEPPOTOKCUYHICT UKIIOCIIOPHUHIB.

Bnaue iHwux npenapamie Ha Himecyio.

HocmimkeHHs in vitro 3aCcBigq4YuIy, 110 HiMECYTil BUTICHSIETHCS 3 MiCIlb 3B’sI3yBaHHS TOJIOyTaMimoM,
CaJIiIMIOBOI0 KUCIIOTOIO Ta BaJIbIIPOEBOIO KUCIOTOI0. He3Baxkaiouu Ha Te, 110 I1i B3aEMOAil Oyu
BHM3HA4eHi y Ma3Mi KpOBi, 3a3Ha4eHi e(peKTH He CIIOCTepiranucs y mpoueci KiIiHiYHOTO
3aCTOCYBaHHS IIpelapary.

Oco6.1ueocmi 3acmocyeaHHsi.

He6axaHi mo6iuHi eeKTH MOXKHA 3BECTU [I0 MiHIMyMy, 3aCTOCOBYIOYM HalMeHIITy e(eKTUBHY 103y
IIPOTATOM HaWKOPOTIIOTO Iepiofy Yacy, HeoOXigHOTO [yl KOHTPOJII0 CUMIITOMIB 3aXBOPIOBaHHS.

[Tpu BifCyTHOCTI e()eKTUBHOCTI JIiKyBaHHSA (3MEHILIEHHS CUMIITOMaTHUKU 3aXBOPIOBaHHS) TepaIio
IIperapaToM CIIif IPUIUHUTH.

[Tig 4yac nikyBaHHSA HIMECYJIiOM PEKOMEHAYEThCSA YHUKATU OGHOYAaCHOI'0 3aCTOCYBaHHSA
T'ellaTOTOKCUYHUX npenapaTiB, d TAKOXK YTPUMYBATHUCSA BiJI B2KUBaHHSA aJIKOT'OJIIO. 3aCTOCYBaHHH
HECTEPOITHUX MPOTH3ananbHuX 3aco0iB MoXKe MacCKyBaTH MiIBUILIEHHS TEMIIepaTypH Tifla, OB’ sI3aHe
3 (hoHOBOI0O OaKTepianbHOW iHGEKIIiEw. Y pa3i migBuUIlleHHSI TEMIIEPATYPH Tifla abo MOsiBU
TPUIIONONiOHUX CUMIITOMIB V IAIiEHTIB, SIKi 3aCTOCOBYIOTh HIMECYJIil, IPUIOM IIpernapaTy
HeoOXigHO BiIMIiHUTH.

Bynu noBimomieHHS PO cepito3Hi peakuii 3 60Ky MediHKY mif yac nikyBaHHS Abdunma GopT-
HIMeCYJIifl, y TOMYy YHKCJIi 3 JIeTaJIbHUM HacCJIiIKOM IIPY 3aCTOCYBaHHI IIpenaparTiB HiMecCyJiny.
[TarienTaM, y AKUX CIIOCTEPIral0ThCA CUMIITOMY, CX0XKIi Ha CUMIITOMHU YpaXKeHHd [I€YiHKY, TaKi 9K
aHopeKcid, HynoTa, 6oBaHHs, 0ilb Y )KUBOTI, BTOM/IIOBaHICTh, TEMHUU KOJIip cedi, abo malieHTu, y
SIKUX faHi 1abopaTopHUX aHasi3iB QyHKIII TeYiHKY BiIXUNISIOTHCS Bifl HOPMH, CJIifi TIPUIUHUTH
npuiioM npemnapaty. [IoBTOpHe npu3HayeHHs HIMeCylifly TaKUM IallieHTaM IpoTuiiokasaHe. I1ig gac
JIIKYBaHHS [IpeliapaToM [allieHT IIOBUHEH YTPUMYBATUCH Bifl 3aCTOCYBaHHS IHIINX aHaNreTUKIB. Cif
YHUKATHU CYIIyTHbOTO 3acTocyBaHHS iHmmx HII33, y ToMy 4ucii celeKTHBHUX iHTi6iTOpiB
IUKJIOOKCUTEeHA3U-2.

[TamieHTaM, IKi 3aCTOCOBYIOTh HIMECYf i ¥ SKUX 3'SIBUIMCS TPUIMIONOMAIOHI CUMIITOMHY, CIIif
IPUNUHUTY HOT0 3aCTOCYBaHHS.

Y nmatuieHTiB NiTHBOTO BiKY IigBHUINleHa YacTOoTa HebaxaHux peakui Ha HI133, ocobnugo 11e
CTOCYETHCSI MOXKJIUBUX KPOBOTEY Ta Iiepdopalliil y TpaBHOMY TPaKTi, sIKi MOXKYTb OyTH JIeTalbHO
HeOe3IeyHMH.

Bupaska, kpoBoTeda abo mepdopallisi y TPaBHOMY TPAKTi MOXKYTb 3aTrPOKYBaTH KUTTIO XBOPOTO,



0CcOo0NIMBO FKIIIO B aHaMHe3i € JaHi IIpo Te, 110 NOAi0OHI SBUIlla BUHUKAJIHU Y Malli€HTa pu
3acTocyBaHHi Oynmb-skux inmmx HIT33 (6e3 Tepminy maBHOCTI). Pu3uk nmomiOHMX sBULL 30iMbUIYETHCS
pa3oM 3i 36inbimenusaM no3u HII33 y narieHTis, sKi MaloTh B aHaMHe3i BUPa3Ky Y TPaBHOMY TPaKTi,
0co0/IMBO yCKITafiHEHY KpoBoTeuelo abo rmepdopalii€io, a TaK0XK y MallieHTiB TiTHLOTO BikKy. TakuM
nalieHTaM JIiKyBaHHS CIIiJ] PO3MOYNHATH 3 HaMEHII0i MOKJIMBOI e(heKTUBHOI fo3u. [/ 1IUX
NAllieHTIB, @ TAKOXK IJIS TUX, XTO IIPUKMaE IapajebHO HU3bKi 03U alleTUJICATiIIUIIOBOI KACIIOTH YU
iHIMKX Ipemnaparis, 0 30ibIIYI0Th PU3UK BUHUKHEHHS YCKIaAHEHb 3 00Ky TpaBHOTO TPAKTY, CJIif
PO3TJISIHYTH MOXKJIUBICTH 3aCTOCYBaHHSA KOMOiHOBaHOI Teparlii 3 BAKOPUCTAaHHSAM 3aXUCHUX PEYOBHUH,
HaIPUKJIa[ MiconpocTomny abo iHribiTopiB MPOTOHHOI'O Hacoca.

XBOpi 3 TOKCUYHUM ypaxKeHHSIM TPAaBHOT'O TPAKTy, 0COGIMBO MAI[lEHTH JIITHLOTO BiKy, IOBUHHI
MOBiAOMIISITH IPO Oy[b-sIKi HE3BUYHI CUMIITOMH, 1110 BUHUKAIOTH y AiJISHII TPABHOTO TPAKTYy,
0co011BO IIPO KpoBoTeyi. Ile 0co0IMBO BaXK/IMBO Ha ITOYATKOBUX CTAMIisIX JTiIKyBaHHSI.
[TanieHTiB, AKi IpUUMalOTh CYIIyTHI IIpenapaTy, 10 MOXKYTh MiABUILIUTU PU3UK BUHUKHEHHS
BHpa3Kyu ab0 KPOBOTEYi, TaKi SK KOPTUKOCTEPOIAY, aHTAKOATYISTHTH, CeJIEeKTUBHI iHTibiTOpH
3BOPOTHOTO 3aXOIJIEHHSI CEPOTOHIHY, aHTUTPOMOOLIMTapHI 3acobu (areTucamiiuioBa
KMCJI0Ta), MOTPiOHO MpoiHpopMyBaTH PO HEOOXiAHICTh JOTPUMYyBATUCh 00€PEXKHOCTI IIpH
3aCTOCYBaHHI HIMeCymify.

Y pa3i BUHUKHEHHS y TallieHTa, AKuit oTpuMye Apduna hopT-HiMecymiam, KpoBoTedi abo BUpa3Ku
TPABHOI'0 TPAKTY JIiKyBaHHS IIperapaToM CJIifl IPUITMHUTH.

HII33 3 o6epexkHicTIO MOTPIOHO IPHU3HAYATH MallieHTaM i3 XxBopo0ow Kpoxa abo 3 HecmerupiyHUM
BHMPa3KOBUM KOJIiTOM B aHaMHe3i, OCKiJIbKU HiMeCyJIii MO3Ke IIPU3BECTH [I0 1X 3aTOCTPEHHS.

OmHOoYacHe 3aCTOCYBAaHHS HIMECYIIily 3 iHIMMMHY JTiKapChbKUMHU 3aco0aMu, TAKUMU K OpaslbHi
KOHTPALENTUBYA, aHTUKOATYJITHTH, aHTAArPeraHTH, MOXYTh CIIPUYUHUTU 3aTOCTPEHHS
xBopo6Ou KpoHa Ta iHIIKMX 3aXBOPIOBaHb TPABHOTO TPAKTY.

[MamienTy 3 apTepianbHOIO TiepTeH3ielo Ta/abo cepleBoo HEJOCTATHICTIO B aHaMHe3i, a TaK0XK
TAIliEHTH 3 3aTPUMKOIO PiIUHU B OpraHi3mi Ta HabpsKaMu BHACTIMOK 3acTocyBanHs HIT133
noTpeOyIoTh BiiTIOBiZHOTO KOHTPOJIIO CTaHy i KOHCY/IbTallil TiKaps.

Kniniuni mocnmigxkeHHs Ta emigeMionoriydi gaHi faTh 3MOTY 3pOOUTH BHCHOBOK IIPO Te, IO AesKi
HIT33, oco6nuBO y BUCOKUX [I03aX Ta IIPY TPUBAJIOMY 3aCTOCYBaHHi, MOXYTh IIPU3BECTH [I0
HE3HAYHOTO PU3UKY BUHUKHEHHS apTepia/lbHUX TPOMOOTUYHUX €Ti30MiB, HallpruKiaz iHhapKTy
MioKappa Ta iHCynbTy. [I/1 BUKITIOUEHHS PU3UKy BUHUKHEHHS TaKuX SBUII IIPU 3aCTOCYBaHHI
HiMeCyJlily JaHUX HeJOCTaTHLO.

[TamienTaM i3 HEKOHTPOJILOBAHOI apTepiasbHO TilepTeH3ier, TOCTPOI0 CePLEBOI HENOCTaTHICTIO,
BCTAHOBJIEHOIO iIlIeMiYyHOI0 XBOPOOOIO Ceplisi, 3aXBOPIOBAHHAMHE HeprudepuyHux apTepiii Ta/abo
11epeOpPOBaACKYIIPHUMH 3aXBOPIOBAHHSIMU HiMeCYJIif MoTpiOHO MpHU3HAYaTH IiCIIs PETEeIbHOI OIiHKH
CcTaHy. TaK¥MM Ke YMHOM [HiATH Ilepeq IpUu3HaueHHSIM IIpenapaTy nalieHTaM i3 ¢pakTopamMu PU3UKY
PO3BUTKY CEpLIeBO-CYAUHHUX 3aXBOPIOBaHb, HANPUKJIA] IIPU apTepiabHill rineprensii,
rineprinigeMii, IyKpoBoMy mia0eTi, pu KypiHHI.

[MTauieHTaM i3 nopymeHHAM QYHKIIil HUPOK abo i3 cepiieBO0 HENOCTATHICTIO ITperapar CIIif
Ipu3HayvaTy 3 00epeXHICTIO V 3B'A3Ky 3 MOXKJIMBICTIO IOTipIIeHHS HUPKOBOI QyHKIIi1. ¥ pasi
TIOTiPIIEHHS CTaHY MallieHTa JIiKyBaHHS MOTPiOHO ITPUITUHUTH.

3a malieHTaMu JIITHBOTO BiKy HeOOXiTHO ITPOBOAUTH PETEJIbHI CIIOCTePEeKEHHS Yepe3 MOKJIIUBICTh



PO3BUTKY KPOBOTEY Ta nepdopaliiii y TpaBHOMY TPaKTi, IOTipIieHHs (QYHKIIiI HUPOK, ediHKu abo
cepist. OCKinbKM HiMeCyig Moxe BIIMBATH Ha QYHKII0 TPOMOOIUTIB, #0r0 Ciif 3 00epekHiCTI0
IIpU3HavyaTHy NalieHTaM i3 remoparigyauMm giate3oMm. OpgHak HiMeCyIIi[ He 3aMiHIO€ alleTUJICATiLUI0BY
KHCJIOTY IPYU IPOGINaKTULi CepleBO-CyAUHHUX 3aXBOPIOBAHb.

[Tpu 3acTocyBaHHI HiMeCyify DOBIIOMISIOCSA IIPO BUNAAKY (PiKCOBAHOL MeIUKAMEHTO3HOL EPUTEMU.
JIikyBaHHSI HIMeCYJigoM He CJIifl BiTHOB/IIOBATH IMAlliEeHTaM, V IKWUX B aHaMHe3i Oyna ¢ikcoBaHa
Me[VKaMeHTO3Ha epUTeMa, 0B d3aHa 3 HiMeCyJlifgoM. Byiu noBifoMIeHHS PO PifKiCHI BUITaAKU
TAKKUX IMKIpHUX peakiiii mpu 3actocyBaHHi HII33, mesiki 3 HUX MOXKYyTh OyTH JIeTaIbHO
He0e3neYHUMH, HallpUKIIaa ekchomiaTuBHUM epMaTuT, CuHAPoM CTiBeHCa-[[KOHCOHA, TOKCUYHUH
emifgepManbHui HeKponi3. Y OibIIOCTI BUIAOKIiB, SIKIIO IPOTSTOM TIEPIIOT0 MiCSId ITPH
paHillle TpH3HaYeHOMY KypCi TiKyBaHHS BUHUKAJIX TaKi peakilii, pu3uK 1X BAHUKHEHHS Y
nalieHTiB 3HauHO 30inbimyeTbesi. Apduna GopT-HiMecysin HeoOXimHO BIIMIHUTH MIPU OSIBi
IePIIUX O3HAK IKIPHOT'0 BUCHUITY, YPaXKeHHS CIM30BUX 000JIOHOK Ta iHIIMX aleprivHux
IIPOSIBIB.

3acTocyBaHHS HIMECYIiTy MOXKe IOPYIIyBaTU XKiHOUY (GEepPTUIbHICTh i He PEKOMEHAYEThCS XKiHKaM,
SIKi IIJIaHYIO0Th BariTHiCTh. KiHKaM, SKMM CKJIagHO 3aBariTHiTH, abo TuM, XTo mepebyBa€ Ha
o0cTexeHHi 3 nmpuBony 0e3miAas, He peKOMEHIYEThCS ITPU3HavYaTH HiMeCcyif.

Adduna popTt-HiMeECyTig MiCTUTE caxapo3y, TOMY KOT0 He CIIif MIpu3HavyaTH MallieHTaM 3i CIlafiKOBOIO
HeTllepeHoCuMicTio PpyKTOo3u, ManbabcopObilieto TII0KO3U-ralakTo31 abo HEJOCTATHICTIO caxapasu-
i3oManbTasu.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

[TpurHiyeHHS CUHTE3Y NIPOCTATJIaHAWHY MOXKe HEeCIIPUSITINBO BIUIMHYTH Ha BariTHICTh Ta/abo
PO3BUTOK IjTofa. JlaHi, OTPHMaHI IIPH emigeMioIoTiYHUX MOCITiIXKEHHX, T03BOISIOTh 3P00OUTH
BUCHOBOK IIPO Te, 1[I0 Ha PaHHIX TepMiHaX BariTHOCTi 3aCTOCYBaHHA IIpernaparis, 10 IPUTHIYYIOTh
CHHTEe3 IIPOCTarlaHANHY, MoXkKe 30iIbIINTH PU3UK MUMOBITEHOTO ab0pTy, BAHMKHEHHS Y TIJIOfla Baj
cepis i ractpomu3ucy. AGCOMOTHUYN PU3UK PO3BUTKY aHOMaJlii CEPIeBO-CYOUHHOI CUCTEMU
HiIBUIIYETHCSA 3 MeHII Hixk Ha 1 % mpubnausno o 1,5 %. BBaxkaeThcs, 110 PU3UK 30ibITYETHCS 3i
306inbIIEHHSIM 03U i TPUBAJIOCTi 3aCTOCYBaHHS.

[ToyuHatouu 3 20-ro TUXKHS BariTHOCTI 3aCTOCYBaHHS HIMeCYIIify MOXe CIPUYMHUTY OJIrorigpaMHios
BHACJIiOOK OUCQYHKIII HUPOK 1iofda. Lle MoXKe cTaTHCS HEBOOB3I IMiCIIs MOYATKY JIiKyBaHHS i
3a3Buy4ay € 000POTHUM IIiC/Isl IPUNTUHEHHS JiKyBaHHS. KpiM TOTO, € TOBiOMIEHHS IIPO 3BYKEHHS
aprepianbHOI IPOTOKY IIiCHs JIIKyBAHHSA ¥ APYTOMY TPUMECTPi BariTHOCTI, OiNbUIICTh 3 SKUX NPOUIIIH
IIIiCJIA IPUNIMHEHHS JIIKyBaHHs. TOMY IPOTATOM IIEPIIOTO Ta ZPYroro TPUMECTPY BariTHOCTI HIMeCyIif
He CJIi[l mMpu3HavyaTH, SKIIO0 B I[bOMYy HeMa€ oTpebu. AKIo HiMeCcyig 3aCTOCOBYETLCS XKIiHKOIO, sTKa
HaMaraeThCs 3aBariTHiITH, a0 IPOTITOM MEPIIOTO i APYroro TPUMECTPY BATiTHOCTI, J03a IIOBHHHA
OyTu moBMHHA OyTH STKOMOTA HUXKY010, @ TPUBAJIICTD JIIKYBaHHS - SKOMOTa KOPOTIO0. [10TI0I0T0BUM
MOHITOPHHT OJIIrOTigpaMHio3y Ta 3BYKEHHS apTepiaabHOI MPOTOKHU CJIifi PO3T/ISHYTH IIiCJIs BILIUBY
HiMeCylily IpOTATrOM OeKiIbKOX OHiB, MoYrHaw4y 3 20-ro recTaliiHoOro TUKHSA. 3aCTOCyBaHHS
JikapchKoro 3aco0y Addupma dhopT-HiMecynin ciif IPUNUHUTY, SKII0 BUSBIEHO Olirorifpamuios abo
3BYKEHHS apTepianbHOl IPOTOKH.

Y III TpumecTpi BariTHOCTI BCi iHTiGiTOPU CUHTE3y IPOCTArJaHANHY MOXKYTh IIPUBECTH 10 PO3BUTKY Y
107a:



* CeplieBo-lIeTeHeBa TOKCUYHICTD (IlepeqyacHe 3BYKEHHS/3aKPUTTS apTepiabHOI MPOTOKYU Ta
JiereHeBa TillepTeH3sis);

. HUPKOBA OUCQYHKIiSA (OUB. BUIIE);
Y Martepi i J10[la HAIIPUKIHIIL BAariTHOCTI MOXKJIUBE:

* 30i/IbIIEHHS YaCy KPOBOTEUi, aHTHArperamiiuui eQpekT, SKUii MoxKe BUHUKHYTH HaBiTh NIpU
3aCTOCyBaHHI OyKe HU3bKUX 003 Ipernapary;

* IPUTHiIYEHHS CKOPOUYBaJIbHOI [isITBHOCTI MaTKH, III0 MOXKe IIPU3BECTH 0 3aTPUMKH abo
IIONOBXEHH [1ePIoAy MOJIOTIB.

Tomy HiMecynig npoTtunokasanui y III TpumecTpi BariTHOCTI.

Ax HII33, m10 npurHivyoTs CUHTE3 IPOCTArIaHAUHY, HIMECYJIi MOXKe CIIpPUYUHATHY [IepefdyacHe
3aKpuTTs 6aTasoBOI MPOTOKH, JIETEHEBY TillepPTEH3il0, OJIirypito, MasoBOAs. 3pOCTAE PU3UK
PO3BUTKY KPOBOTEYi, CJTA0KOCTI ITOJI0OT0BOI AiITbHOCTI Ta nepudeprudHoro Habpsky. [ocminkKeHHS Ha
TBapUHaxX NOBEJIA aTUIIOBY PENPONYKTUBHY TOKCUYHICTh IIpenapaTy, aje JOCTOBIPHUX JaHUX IIOA0
3aCTOCYBaHHS HiMeCYJigy BariTHUM He icHye. [I0TeHUiHN PU3KK OIS TIOAVHU He BU3HAYEeHUH,
0TXe, Ipu3HavaTy HiMecynin y I Ta Il TpuMecTpi BariTHOCTI HE PEKOMEHAYEThCS.

OckinbKY HEBIIOMO, YU NIPOHUKAE HIMECYIIiN y IpygHe MOJIOKO, H0T0 3aCTOCYBaHHS IPOTUIIOKA3aHO Y
repion rogyBaHHS TPYLALIO.

Himecynig MoxXe noripmutu GepTUIbHy QyHKIN0 y XKIiHOK, TOMY U0r0 He PEKOMEHYEThCS
3aCTOCOBYBATH XiHKaM, sIKi HaMaralmThCs 3aBariTHiTH. 2KiHKHY, IKi He MOXKYTh 3aBariTHiTH abo
JKIHKY, SIKUM IIPOBOJUTLCS 00CTeXKEHHS CTOCOBHO Oe3ITiAfs, IIOBUHHI PO3TISHYTH IUTAHHS IIPO
IIPUNIMHEHHS 3aCTOCYBaHHA HIMeCYJIiny. AKIIo BariTHICTh BCTAHOBJIEHA ITifl YaCc 3aCTOCYBaHHSA
HiMecymify, To jaikap Mae OyTu Mpo Iie IPoiH(pOpMOBaHUHM.

30amHicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

HocmifKeHHS BIJIMBY HiMeCyIifly Ha 30aTHICTh KePyBaTH aBTOTPAHCIOPTOM abo iHIIMMHI
MeXaHiYHUMHU 3acob0aMu He IIPOBOAUIY, ajle KO IIPU 3aCTOCyBaHHI HiMeCyIifly y nalieHTiB
BUHUKAJIM FOJIOBHUY 0ilb, 3a1aMOPOYEHHS YX COHJIUBICTD, TO IM CIIif BiIMOBUTUCH Bifi KEPyBaHHSA
aBTOTPAHCIOPTOM ab0 iHMKUMU MeXaHi3MaMH.

Cnocid 3acmocyeaHHsi ma do3u.

Inist Toro mo6 MiHiMi3yBaTh MOXK/IUBI HeGaxaHi moGiuHi edekTH, TOTPIOHO 3aCTOCOBYBATHU
MiHiMaJIbHO e(PEeKTHUBHY 003y IPOTATOM HaWKOPOTILOTO Yacy. PEKOMEHIYETHCS BXKUBATH
icIs MpUMOMY 1XKi.

MaxkcuMasnbHa TPUBAJICTh KypCy NiKyBaHHS - 15 mib.



ITopocai. 100 mr Himecyminy (1 omHODO30BUM NaKeT) 2 pa3u Ha go0y micys imu.
ITauienmu aimHbo2o 8iKy. Kopekiia no3u He noTpibHa.
Ilimu sixom 8i0 12 pokie. Kopekiiis no3u He MoTpidHa.

ITauieHmu 3 nopyweHHAM QyHKUil HUpOK. [I7g TallieHTiB i3 TerKuM ab0 IIOMipHUM TOPYLIEHHSIM
¢byHKLi HUPOK (KiipeHc KpeaTuHiHy 30-80 MJI/XB) KOpeKIisg 03U He MOTPibHa, ¥ TOM Yac K TAXKKe
NOpyIIeHHs QYHKIlil HUPOK (KJTipeHC KpeaTHHiHYy <30MJI/TOf) € IPOTHBOIOKa3aHHIM [0
3acTtocyBaHHS Adduna popT-HiMecymin.

BwmicT makeTa pO3YMHUTH y CKJISHIN 3 BOLOIO i IpUIMaTy IIepOpabHoO.

[imu. 3acTOCyBaHHA HiMecyrnimy miTsSM BikoM o 12 poKiB IPOTHIIOKa3aHe.

Ilepedo3yeaHHsi.

CuMIITOME TOCTPOTO Ilepefo3yBaHHSI HeCTEPOIMHUMHU NpoTu3ananbHuMu 3acobamu (HII33) 3a3Buyait
00MeXyI0ThCSI TAKUMMU: allaTisi, COHJIUBICTh, HyO0Ta, O0BaHH, Oinb B emiractpanbHin mingumi. LIi
CHUMIITOMH, K IIPaBUJI0, 000POTHI MpH MigTpUMYy0Uiit Teparii. MoxX/vBe BUHUKHEHHS LITYHKOBO-
KHUIITKOBOI KPOBOTEYi, apTepiabHOI TinmepTeH3sii, rocTpol HUPKOBOI HEOOCTATHOCTI, IPUTHIYEHHS
IVXaHHS, KOMU, ONHaK Taki SBUIlla BUHUKAIOTh PigKo. Bymu moBimoMaeHHS po aHadinakToigHi
peaxtii npu 3acTocyBaHHi TepaneBTruHUX [03 HI133 Ta npu ix nepeno3yBanHi. CrelnudiyHoro
aHTUAO0TY HeMae. JIikyBaHHA Ilepefo3yBaHHSA CUMIITOMaTHUHe i MigTpuMyoue. [[aHUX PO BUBEEHHS
HiMeCyJlily 3a JOIIOMOTOI0 reMofiani3y HeMae, ajie SKINO B34TU OO0 YBaru BUCOKUM CTYIIiHb
3B’s13yBaHHA HiMecyminy 3 Oinkamu mmasmu (0o 97,5 %), To MajoMMOBIpPHO, 110 Hiasli3 BUSBUTHCS
eekTuBHUM. Y pa3i HAsIBHOCTi CHMIITOMIB Ilepefo3yBaHHs abo IIic/Is 3aCTOCYyBaHHS BEJIUKOI NO31
npenaparTy IpoTAroM 4 rofuH Iicisg KOro NPUNOMY NallieHTaM MOXKHA IPU3HAYUTH IMITY4YHE
BUKJTMKaHHS OIMI0BaHHS Ta/a00 mpuiioM akTuBOBaHOTOo ByTims (60-100 r gnms gopocnux), Ta/abo
IIPUIOM OCMOTUYHOT0 ITocaboBanbHOro 3acoby. ®opcoBaHuil fiypes, MiABUILEHHS TYKHOCTI cedi,
reMofiani3 Ta remornepdysisi MoxyTh 6yTH HeeeKTUBHUMYU BHACIIIOK BUCOKOTO CTYTIEHS
3B’s13yBaHHA HiMecyniny 3 Oinkamu maa3mu KpoBi. Citig KOHTpomoBaTH QYHKINI HUPOK Ta MEeYiHKHU.

ITo6iuni peakuii.

HaBepmeni y Tabnuili maHi mpo mobiuHi peakiiil oTpuMaHi Ha ImificTaBi MPoBeOeHNX KIiHIYHUX
MOCTiAKeHb Ta IOCTMAPKETUHTOBUX HOCIigKeHb. YacToTa HebGaKaHUX SBUII KJTAaCUBIKYETHCSI TAKUM
YHUHOM: CIIOCTEepiralThcs gyxKe yacTo (>1/10); gacto (>1/100, ane <1/10); inomi (>1/1000, ane
<1/100); pigko (>1/10000, ane <1/1000); myxe pigko (<1/10000), HeBimOMO (HEMOXKIMBO OLIHUTH Ha
IifgCcTaBi AOCTYIHUX OAHUX).

3 60Ky KPOBOHOCHOI Ta iiMdaTudHoi cucteM Pigko AHeMis, eo3uHODimis
Hyxe pigKo TpomOoruTONEHis, TaHIKUTOIEHI,
. ) . Hypiypa .
3 00Ky iMyHHOI CUCTEMHU Pigko [TigBUIlleHa Yy TJIUBICThH

Hyxe pigko AHadinakcis



3 60Ky MeTaboi3aMy
3 OOKy NICUXiKU

3 00Ky HEPBOBOI CUCTEMU

3 00Ky opraHiB 30py
3 OOKy CIIyXOBOTO amapaTy Ta J1abipuHTy

CepiieBi po3naau
CynunHi po3nagu

3 00Ky guXa/lbHUX IIJIIXiB, OpraHiB I'PyAHOL
KJIITKY Ta CepenoCTiHHSA
3 00Ky TpPaBHOTO TPaKTy

3 60Ky e4iHKM Ta KOBYOBHU/IITbHOI CUCTEMHU

3 60Ky wKipu Ta i
IIPUNATKIB

3 00Ky HUDPOK Ta CEYOBUMIIBLHOI CUCTEMHU

3arasbHi IOpPYyIIeHHS Ta MiCIleBi peakiril Ha
mpernapar

Pigxo
Pigxo

IHomi
Hyxe pigko

Pigxo
Hyxe pigko
Hyxe pigko
Pigxo
IHomi
Pigxo

IHomi
Iyxe pigko

YacTto
IHomi

Ilyxe pigko
YacTto

Iyxe pigko

IHomi

Pigxo
Ilyxe pigko

YacToTa
HeBimoMa
Pigxo

Iyxe pigko

IHomi
Pigko
Iyxe pigKo

l'imepkaniemis

Big4yTTsa cTpaxy, HEpBO3HICTH, HiUHI
KaXJIMBi CHOBUIHHS
3armaMOpOYeHHS

T'onoBHUH 0iNlb, COHNIUBICTS,
eHnedamonaris (curampoM Pes)
HeuiTKicTs 30py

Poznmamu 30py

BepTuro (3amamMopo4eHHs)
Taxikapmis

AprTepiasibHa rinepTeHsis
T'emoparis, nabinpHICTH
apTepiaybHOTO TUCKY, IIPUTLIUBU
3aguika

ActMa, GpoHXOCTIa3M

Hiapes, HynoTa, 6I0BaHHS

3amop, MeTeopu3M, racTpUT,
KpPOBOTEeYl y TPAaBHOMY TPaKTi,
BHpa3Ka Ta mmepdopatiis
OBAHAMISITUIIATO] KUIIKY abo
[TyHKa

Bine y KUBOTI, QUCIIEIICisA, CTOMATHUT,
BUNIOPOKHEHHS YOPHOT'0 KOJILOPY
30inpiieHHs pPiBHSA (PepMEHTIB
MIEeYiHKU

[emaTut, MUTTEBUM (QyIbMiHAHTHMIM)
TemaTuT, i3 JeTajJbHUM HaCIiIKOM, y
TOMY YMCJIi JKOBTSHUI[S, X0JIeCTa3
CBep0ix, BUCHII, IiABUIIIEHA
MiTIXUBICTD

EputeMa, mepMaTUT

Kponus'sHKa, aHTi0HEBPOTUYHUU
HaOpsK, HaOpgaK o0nu44sl, epuTeMa
noniMopdHa, cuaapoM CTiBeHca-
JI>KOHCOHA, TOKCUYHUN
elfifepMabHUNA HEKPOJTi3
dikcoBaHa MeOUKaMeHTO3Ha
epuTemMa

[u3ypis, remaTypis, 3aTpuMKa
CEe4YOBUITyCKAHHS

HupxkoBa HeOCTATHICTH, OJIIrypis,
iHTepcTUIlianbHUN HEPPUT

Habpsk

He3nyxaHH, acTeHis
l'inoTepmist

Haiiuacrie mpu 3acToCyBaHHI HECTEPOINHUX IIPOTH3ananbHux 3aco6iB (HI133) cnocTepiraioThes
no0iyHi peaknii 3 60Ky TpaBHOTO TPaKTy. MOXJBe BUHUKHEHHS NMENTHYHUX BUPa30kK, epdopariii
a00 KpoBOTeY Yy TPaBHOMY TPAKTi, SIKi iHOMi 3arpOXKYyIOTh XKUTTI0, 0COOIMBO y MAIiEHTIB TITHLOTO BiKY.
Bynu noBimomieHHs mpo Taki moOivyHi peakilil micis 3acToCyBaHHS ITi€l TPYIH IpemnapaTiB: HYIOTa,
OmtoBaHHS, [iapes, 3MyTTS XKUBOTA, 3aII0P, AUCIENCist, 6i/1b y XKUBOTi, BUTIOPOKHEHHS YOPHOTO
KOJIbOPY, KprBaBe O/II0BaHHS, BUPa3KOBUY CTOMATHUT, 3aTOCTPEHHS KOJIiTiB Ta xBopobu Kpoxa. Pintie

CIOCTEpiranucs racTPuTH.

Bynu noBimoMIeHHS Ipo BUHUKHEHHS HaOpsAKY, apTepialbHOI rinepTeH3il Ta cepiieBol HEIOCTATHOCTI



SK peakliii Ha 3acTocyBaHHs HII33.

Iyxe pigko mpu 3acTocyBanHi HII33 MoXyTh criocTepiraTucs Taki peakilii MKipy SK YTBOPEHHS
nyxupiB, cuaapoM CTiBeHCa-[[XK0HCOHA Ta TOKCUYHUY elifilepMalbHUN HEKPOJIi3.

Kniniyni Ta emigemionoriuni gocnigkeHHs cBig4aTh mpo Te, mo aeski HI133, 0co6auBo ¥ BUCOKUX
[03ax Ta TPMBAJIOMY 3aCTOCYBaHHi, MOXKYTb IPU3BECTU OO0 HE3HAYHOTO IMiABUIIEHHS PU3UKY
BUHUKHEHHS apTepiaJlbHUX TPOMOOTUYHUX YCKIaAHEeHb, HAalIPHUKIaL iHhapKTy Miokapaa abo
IHCYNIBTY.

Tepmin npudamHocmi. 3 POKHU.

YMoBu 30epiranHsi.

36epiratu nmpu TeMiepaTypi He Buile 25 °C y HeIOCTYITHOMY [JIs AiTel MicIri.

YnakoBka.

ITo 1 camre a6o 3, abo 6, a6o 30, abo 999 caire, 3’egHAHUX 110 TPU 3 JTiHi€IO mepdopallii, B KaPTOHHIN
KOpOOT1Ii.

Kareropis Bigmycky.

3a peLemnToM.

BupoOHHK.

®aita Oync enn ®apmaceorikan3 H.T.M. C.I1.A./Fine Foods & Pharmaceuticals N.T.M. S.P.A.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.

Bia I'pirnano, 43 - 24041 Bpem6are (BI'), ITamisi/Via Grignano, 43 - 24041 Brembate (BG), Italy.

3asiBHHUK.

Ienbra Meniken [TpomoymH3 Al'/Delta Medical Promotions AG.

Micue3HaxoaKeHHsI 3asiBHHKA.



26 Orenbaxracce, Llropux 8001, IlIBetapisi/26 Oetenbachgasse, Zurich 8001, Switzerland.



