IHCTPYKUIA
AN9 MeIMYHOT 0 3aCTOCYBaHHSA JTiIKaPCbKOro 3acoby

NOCTUHEKC
(DOSTINEX®)

Cknag:

Aitoya peyoBmHa: KabeproniH;

1 TabneTtka MicTUTb Kabepronivy 0,5 mr;
[OMOMI>KHI PEYOBMHU: NENLUMH, NakTo3a 6e3B04Ha.

JlikapcbKa thopma. TabneTku.
OCHOBHI (hi3nKo-XimiuHi BnacTuBOCTI: 6ini, nnacki, AoBracti TabneTky 3 rpasitoBaHHAM «PU», L0 po3AineHe Haciukoo, 3 0AHOro 60Ky Ta rpaBitoBaHHAM « 700 i
NErkor HaCivyKoK Haj Ta Nif UeHTpaibHUM «0x» — 3 iHLOro GOKY.

dapmakoTepaneBTUYHa rpyna. 3acobu, L0 3aCTOCOBYOTLCA Y riHeKonorii. IHriGiTopn nponakTuHy. Kog ATX G0O2C BO3.

dapmaKkosioriyHi B1acTUBOCTI.

dPapmakofnHamiKa.

KabeproniH — ue godamiHepriyHe noxifHe PiXKIB, L0 XapaKTepU3YETbCA CUNbHOK Ta [OBroTPUBA/ION MPONaKTUHO-3HWXKYBa/IbHOK aKTUBHICTHO. lMpenapat
6e3nocepeHbO CTUMYNIOE Do-A0haMiHOBI PeLenTopy Ha MOBEPXHI NaKTOTPONHUX KNITUH rinogisa, TakMM YAHOM iHFiBytoum cekpeLito nponakTuHy. Lig peyosBrHa

3MEHLLYE CEKpeL|ito NPONaKTUHY Y LLYpPIB NPW NepopasibHOMY 3aCTOCYBaHHI Yy A03i 3—25 MKI/KI Ta in vitro y KoHueHTpauii 45 nr/mn. Kpim Toro, KabeprosniH YNHUTb
LeHTpasibHy foaMiHepriyHy Aito yepe3 cTumynauito Do-peuenTopiB y nepopasibHMX [03ax, WO MepeBuLLYHOTb TaKi, fKI € eDEKTUBHUMUN ANS 3HUXKEHHSA PIBHIB
MPONaKTUHY B CMPOBAaTLi KPOBi. [OBroTpMBaIniA BNNB NiKapCbKOro 3aco0y JJOCTUHEKC HAa 3HMXKEHHS PIBHA NPONAKTUHY, MMOBIPHO, MOB’A3aHWUIA 3 Or0 TPMBAJIOK
MEPCUCTEHLIED B OpraHi-milleHi, Ha WO BKa3ye MOBiNbHA LUBUAKICTb eniMiHauii 3arasibHOT pajioakTMBHOCTI 3 rinodgisa nicns 3acTocyBaHHA O4HOKPATHOI
nepopabHOI 403K Y LWyPiB (ti, CTAHOBUTL NPUGIN3HO 60 roAnH).

PapmakoMHamivHi ediekT BUBYAINCA Y 3[40POBUX [0OPOBOMBLIB, XIHOK Y MICAMOMOrOBOMY Mepiofi, Ta XBOPWUX I3 MposiakTuHeMiero. llicns ofHOPasoBOro
nepopasibHOro npuiomy npenapaty y Ao3i 0,3-1,5 Mr cnocTepiracTbCs 3HaYHe 3HMXKEHHS PIBHIB NPONAKTMHY B Na3Mi Y KOXHII 3 OCNiAKyBaHUX NONYNALin. Lien
eeKT pOo3BMBAETLCA LUBUAKO — MPOTArOM 3 TOAMH Micns BBeAEHHA Mpenapaty Ta 30epiraetbCa MpoTaArom 7-28 pfi6 y 340poBMX OCIO i MauieHTiB 3
rinepnponakTMHeMIEO Ta NPOTAroM 14—21 fo6u — y XIiHOK Micnsd nonoris. CTymMiHb 3HWKEHHSA PIBHA NMPOMAKTUHY Ta TPUBANICTL 3a/1eXKaTb Bif, 403M.

Llofo eHOOKPUHHMX edeKTiB npenapaty [OCTUHEKC, He MOB’A3aHWX 3 aHTUMPOMAKTUHEMIYHOK Ai€t0, HasBHI [faHi [LOCNIMKEHb 13 3a/lyUYeHHAM JHofen
NiATBEPIKYIOTb EKCrepUMeHTaIbHI pe3y/ibTaTu, OTPUMaHI NPy AOCNILKEHHI Ha TBapuHax, Ta CBigyathb, WO AOCNIAXKYBaHA PeYOBMHA XapaKTepPU3yeTbCA BUCOKOH
CENEKTMBHOLO A€t | He BNAMBaE Ha 6asanbHUIA PiBEHb CEKPeLil IHLLIMX FOPMOHIB rinodisa Ta kopTunzony. @apmakoanHamiyuHa Ais NikapcbKoro 3acoby [J0CTUHEKC He
KopentoBana 3 TepaneBTUYHUM e(EKTOM TiNIbKM LLOAO 3HVDKEHHA apTepiasibHOro TUCKY. MakCUMaibHUI TiNOTEH3MBHWUIA eqeKT npenapaty B OAHOKPaTHIA o3I
3a3BUYaii CrocTepiracTbCA NPOTArOM NepLUMX 6 roAuH Nicns NPUAOMY Ta € 3a/IeXXHNUM Bif, 031 AK 471 MaKCUMa/IbHOT O 3HVXKEHHS, Tak | YaCTOTW BUHUKHEHHS.



dapmakoKiHeTVKa.

dapmakoKiHeTUKY Ta MeTaboniuHi npodini npenapaty [OCTUHEKC AOCNIMKYBann y 340pOBMX [0OPOBOMbLIB 060X CTaTeil Ta Y MaLieHTIB >KIHOYOI cTaTi 3
rineprnponakTMHeMI€er.

Micna nepopanbHOro 3acTOCyBaHHS PEYOBUHW, MIYEHOI pPafioaKTVBHOK MITKOK, BOHa LUBMAKO abcopbyBanaca 3i LWTYHKOBOrO-KMLLKOBOrO TPakTy, a Mik
paflioakTMBHOCTI Y nnasmi gocsarascs yepes 0,5-4 rogmHu.

Uepes 10 AHiB nicnsa 3acTocyBaHHA npenapaTty 6/1m3bko 18 % Ta 72 % pajioakTMBHOI [03M BUAINANOCA 3 Ceyeto Ta (hekanigMm BignosigHO. BMicT He3miHEHOro
npenaparty y cedi cTaHOBMB 2—3 % BBefEHOT 403N.

OCHOBHMM MeTaboniToMm, ifeHTM(iKoBaHUM Yy cedi, 6yB 6-anin-8b-kapboKCn-eproniH, AKNin CTaHOBMB 4—6 % 103K NpenapaTty. Y cedi 6ynu 3HaliAeHi Tpu A0AATKOBUX
MeTaboniTh, AKi 3araioM CTaHOBUAM MeHLWe HiX 3 % [o3u npenapaty. AKTUBHICTb MeTaboniTiB in vitro CTOCOBHO NPUIHIYEHHA CeKpewil NponakTuHy 3HayHO
MeHLUa, HiXX Kabeproniny. bioTpaHchopmalis KabeproniHy TakoX BMBYanacsa y nniasMi KpoBi 340p0BUX [06POBO/bLIB HOMN0OBIYOI CTaTi, SAKi OTPUMYBaM NMiKyBaHHS
[14C]-kabeproniHom: 6y/10 BCTAHOB/NEHO, L0 KabeproniH nignsrae WBWAKiV Ta 3HauHili GioTpaHchopmallii.

HW3bKWi1 piBEHb BULINEHHSA 3 CeYetd HE3MIHEHOr0 KabeproniHy 6yno NigTBepAKeHO TaKoX Y AOCNIKEHHAX 3 BUKOPUCTaHHAM HepafiakTVBHOMO npenapary. Mepiog
HaniBBMBeLEHHS KabeprosiHy, KW BM3HAa4YaBCH 3a LUBUAKICTIO BUAINEHHA Nperapaty 3 Ceyeto, € TpuBaiMM: 63—-68 roguH y 340poBuX J06poBosbLiB (Mpw
BUKOPUCTaHHI pafioiMyHoaHanidy) Ta 79-115 roamH y nauieHTiB 3 rinepnponakTUHeMiero (Npy BUKOpUCTaHHI MeTogy BEPX).

Bepyun [0 yBaru 3HauyeHHs nepiofy HaniBBMBEAEHHS, PIBHOBXXHWIA CTaH MOBMHEH [OCAraTUcsA yepes 4 TWXKHI, WO 6yno NigTBepiKeHO CepefHiMM 3HAUYEHHAMM
NiKOBOI KOHUEeHTpauii KabeproniiHy B nnasmi KpoBi Micns O4HOPa3oBOro 3actocyBaHHA (37 £ 8nr/mn) Ta yepe3 4 TWXKHI Mpu Garatopa3oBOMY 3aCTOCYBaHHiI
(101 + 43 nr/mn).

Pe3ynbTaTy eKCrepyMeHTIB in Vitro nokasanu, Lo npenapar y KoHueHTpauisx 0,1-10 Hr/Mn Ha  41-42 % 3B’A3y€ThCsa 3 6isIKaMy Na3Mu KpoBi. 1xa He BNvBae
Ha abcopbuito Ta po3nogin npenapary.

KniHiYHI XapaKTepuUCTUKMN.

lNoka3aHHA.

IHri6yBaHHSA/MPUTHIYEHHS i3i0N0riYHOT NaKTaLLi|

IHri6yBaHHS (hi3ioNorivyHoI NicNSNON0roBol NakTayii ogpasy nicis Nonoris abo NpUrHiveHHsa naktauii, LWo BCTaHOBMMACA, Y TaKUX BMNadKax:

- nicns nosoris, AKLLO0 MaTy BUPILLWMA He TOA4YBaTV AUTUHY FPYALK0 ab0 KOIM rofyBaHHA rpyALl NPOTUMOKA3aHOo MaTepi Y AUTUHI 3 MeAUYHUX NPUYNH;

- nicns HapoOPKEHHS MePTBOro nsoga abo abopry.

KabeproniH iHribye/npurHivye (isionoriyHy naktauito LWASXOM iHri6yBaHHS CeKpeLil NPonakTUHY. Y KOHTPOMbOBAHWX KNIHIYHUX AOCAIIKEHHSX OAHOPa30BUiA
npuinomy KabeproniHy y o3i 1 Mry nepwinii ieHb nicns nonoris 6yB eeKTUBHUM Y iHFiGyBaHHI CeKpeLii MOJIOKa, a TaKoX Npu HabyxaHHi rpygeii i 6onto y 70-90%
XIHOK. MeHLwe 5 % iHOK Big4yBa/in MOHOB/IEHHA CUMMTOMAaTUKM Y TPYAAX Ha TPETbOMY TUXKHI NIiC/A NONOriB (Sika, 3a3B1yaid, 6yna 1erkoro 3a CTyrneHem TSHKKOCTI).

MpUrHiYeHHs ceKpeLii MO/IOKa Ta MoserweHHs npy HabyxaHHi rpyfei i 6010 y rpyaax BigMivanocs NpubnnsHo y 85 % XIiHOK B nepiog naktauii npu 3acTocyBaHHi
NPOTAroM [BOX [HIB CyMapHOT 403V KabperoniHy 1 mr, NoAiNeHoi Ha YOoTMpK NpuiiomMmn. Bunagkm NOHOBNEHHA CUMMTOMATUKK Y rpyasx yepe3 10 gHiB HeyacTi
(Nprnbnn3HoO 2 % BUNAaAKIB).

JliKyBaHHS$ rinepnponakTUHEMIYHUX CTaHIB

MMopyLUeHHa, MoB’A3aHi 3 TrinepnponakTUHEMIED, Yy TOMY 4MC/i  aMeHopel, OfiroMeHopel, aHoBynAUil Ta ranaktopel. JliKkyBaHHS nauieHTiB 3
NPONaKTUHCEKPETYHUMMM afieHOMaMK Tinodiza (MIKpo- Ta MaKpornponakTMHOMM), i4ionaTUYHOK TinepnponiakTUHEMIED ab0o i3 CUHAPOMOM «MOPOXHbLOr0»
TYPeubKOro cifna 3 CynyTHbOK rineprnponakTUHEMIED, iKi € OCHOBHUMMW MATONONYHUMM CTaHaMM, L0 3YMOB/IHOKOTL BULLLE3rafaHi KNiHiYHI NPosBY.

Mpu TpuBasioMy NiKyBaHHI y fo3ax Bif 1 0 2 Mr Ha TUXKAeHb KabeproniH 6yB ePeKTUBHMIA AN HOPMani3auii piBHA NPONaKTUHY Y CUPOBATLi KPOBi NpU6An3Ho y 84




% nauieHTIB 3 FineprnposiakTUHEMIELO.

PerynspHi unknym noHosunncsa y 83 % XiHOK 3 ameHOpeer. BigHOBNEHHS OBYNALIT 3a0KYMeHTOBaHO Yy 89 % )iHOK 3a MOoKa3HUKaMWn NPOrecTepoHy, piBeHb AKOro
KOHTPO/NIOBABCA NPOTArOM /IIOTETHOBOI (ha3n. "anakTopesd, AKa Masa MicLe rnepes noyaTkoMm NikyBaHHA, 3HMKIa y 90 % sunagkis. Y 50-90 % >XiHOK Ta YOMOBIKIB 3
MiKpO- a60 MakponpoiakTMHOMOO BUAB/IEHO 3MEHLLEHHS PO3MIPY MYX/IMHMU.

IMpoTnnoKasaHHA.

MigBuLLEHA YYTAMBICTb [0 Kabeproniny, Ao 6yab-aKuX 40NOMiXXHUX Pe4OBUH NiKapcbKoro 3acoby abo 40 6yab-aKNX asikanoifis PixKKIB.

HasBHicTb B aHamMHe3i (hibpo3HMX 3aXBOPIOBaHb fIEreHiB, neprkapia Ta 3a04epeBMHHOI0 NPOCTOpPY.

KabeproniH MpoTWMNOKa3aHMn nauieHTaM 3 MeYiHKOBOK HeAOoCTaTHICTIO Ta BariTHAM 3 recto3oM. KabeproniH He cnif 3acTOCOBYBaTW OfHOYAaCHO 3
AHTUNCUXOTUYHMMMU NTiIKAPCbKMMK 3ac06aMm abo XiHKam 3 NicispoLOBUM MCUX030M B aHAMHESI.

KabeprosiH NpoTMnokKasaHuii Ans LOBrOTPMBASIONO fliKYBaHHS, SKLLO € 03HaKM YPaXXeHHS KnanaHiB cepus, LU0 BU3HaYatoTbCA 3a A0NOMOror exokapaiorpadii 4o
noyarky fikyBaHHs (AuB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS).

B3aemogis 3 iHLLIMMW NiKapCbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

OfHoYacHe 3acTocyBaHHA npenaparty [JOCTUHEKC 3 iHLWVMU NTIKapCbKUMW NnpenapaTtamun, 0Cob6/IMBO 3 ankaioifamMu PiXKKIB, Y paHHbOMY MiCNAM0I0roBOMYy nepioji He
acoLitoBanoCh 3 SBHUMM B3aEMO/iSIMU, SKi 6 3MiHIOBa/IM e(DEKTMBHICTb Ta 6€3MeUHICTb LIbOro npenapary.

3BaXkaroum Ha Te, LLO BIACYTHI AaHi NPO B3aEMOAIK0 KabeproniHy 3 iHW1MK ankanoifamy pikKiB, OAHOYACHE 3aCTOCYBaHHA LMX MpernapaTis NpoTaroM TpUBaioro
NiKyBaHHA npenapatoM [JOCTUHEKC He PeKOMEHAYETbCS.

OckKinbku oCTUHEKC peani3ye CBOKO TepaneBTUYHY Ait0 LWISXOM NPAMOT CTUMYNALLIT 4ohaMiHOBUX peLienTopiB, He PEKOMEHAYETLCA MOr0 OAHOYACHE 3aCTOCYBaHHS 3
aHTaroHictTamy gothaMiHOBMX peuenTopiB (Hanpuknag heHoTiasuHKU, 6y TUPOgEHOHN, TIOKCAHTEHM Ta METOK/IONpPamif), OCKIIbKY L Npenapaty MOXYTb 3MeHLLYBaTU
MPONAKTUHO-3HXKYBA/IbHNIA e(PEKT KabeprosniHy.

AK i IHWI NOXiAHI PIXKIB, [JOCTUHEKC HE CNij, 3aCTOCOBYBATU 3 MakpONiLHUMM aHTUOIOTUKaMK (HANPUKIag epuTpoMiLMHOM) Y 3B’ A3KY 3 MIABULLEHHAM CUCTEMHOT
6i0f0CTYNHICTI KAbeproniHy.

Oco6MBOCTI 3aCTOCYBAHHSA.

3acTepe>keHHs 3arasbHOro xapakTepy

Be3neyHicTb Ta eqeKTMBHICTb npenapaTy [OCTUHEKC We He 6ynv BCTAHOB/EHI Y NaLiEHTIB i3 3aXBOPKOBAHHAMM HUPOK Ta NeYiHKW. AK i iHWi NoxigHi pixkis,
[ocTuHekc cnif npusHayati 3 00EpeXHICTIO nauieHTam 3 TSKKUMU CepLeBO-CYAWHHUMM 3aXBOPHOBAHHAMU, CUHAPOMOM PeiHO, HMPKOBOK HeAOCTATHICTHO,
MenTUYHOK BMPa3KOK abo LLMYHKOBO-KMLLIKOBOK KPOBOTEYEHD, & TaKOX 3 HafBHICTIO B aHaMHe3i Cepio3HMNX MCUXIYHWUX Po3/afiB, 0CO6IMBO NCUXOTUYHUX. Chifg
OyTn 0CO6NMBO 06EPEXHUMU, AKLLO NALIEHTN O4HOYACHO NPUIAMAIOTb MCUXOTPOMHWIA TiKapCLKWIA Npenapar.

MayieHTaM 3 PigKOK CMafKOBOK HEMepeHOCHMMICTIO ranakTo3u, MOBHOK /1aKTa3HOK HeAOCTaTHICTIO abo [/IHOKO30-ralakTO3HOK ManbabcopOuieto He cnif
3aCTOCOBYBATH Lieii NikapcbKuiA npenapar.

CumnToMaTMyHa apTepiasibHa TFiNOTEH3IA MOXe PO3BMHYTUCH MPU 3acTOCyBaHHI npenapaty [ocTvHeKC npu Oynb-AKOMY MokasaHHi. Cnif 3 06epexHicTio
3acTtocoByBaTy [IOCTUHEKC OfHOYACHO 3 IHLLUUMM NiKAPCbKMMU NpenapaTamu, Lo 3HUKYHTb apTepiasibHUA TUCK.

Bnnve ankoronto Ha 3arajibHy nepeHoCUMICTb npenaparty Ha JaHWin Yac HeBiLOMUIA.

Mepen 3acTocyBaHHAM rnpenapaTy [OCTMHEKC Cnif BUKNHOUMTU HAfBHICTb BariTHOCTI, a NICNS 3aKiHYeHHS JIiKyBaHHA Cif 3anobirat BUHWKHEHHIO BariTHOCTI
MPOTAroMm LLoHaiMeHLLe 1 micaus.



MeyiHKOBa HEAOCTATHICTDb

Cnip, po3rnsHyTM MOX/IMBICTb 3aCTOCYBaHHS HVXXYMX [03 ANA MauieHTIB 3 TAKKOK MeYiHKOBOK HEefOCTATHICTIO, fKi OTPUMYKOTb [OBroTpuBasie JliKyBaHHS
npenapaToM [JOCTMHEKC. Y NauieHTIB 3 TAXXKOIO NeYiHKOBOI HegocTaTHICTHO (knac C 3a wkanoto Yanga — M°10), SKi oTpuManu ofgHOKpaTHY fo3y npenapaTy (1 mr),
crnocTepiranocs nigsuLLeHHA 3HavyeHb AUC NOpiBHAHO 3i 340p0BUMM A06POBO/bLAMM Ta NAaLiEHTaMM 3 MEHLL TSHXKKUM CTyNeHeM neviHKOBOI HeJ0CTaTHOCTI.
MocTypanbHa apTepianbHa rinoTeHsis

MMicnsa 3acTOCyBaHHA NiKapCbKOro 3acoby [JOCTUHEKC MOXEe BUHMKATW MOCTypasibHa apTepiasibHa rinoTeHsid. Cnif 3 06epeXxHICTIO 3aCTOCOBYBaTM Ll npenapat
OAHOYACHO 3 IHLWMMM NiKapCbKMMK NpenapaTamu, WO 3HKYIOTb apTepiaibHUA TUCK.

CoHnmBICTb/panToBe 3aCHaHHSA

3acTocyBaHHsA npenaparty JJOCTUHEKC acouitoBa/loCh 3 BUHUKHEHHAM COH/IMBOCTI. ATFOHICTM fO(haMiHy MOXYTb OYTW MPUUYNHOK BMHUKHEHHSA €ni30fiB panToBOro
3aCMHaHHA Yy nauieHTiB 3 XBopo6oto MapkiHcoHa. TMoBigoMnsnocsa Npo HeyacTi BUMAAKWM PanTOBOro 3aCMHaHHS Mif Yac MOBCAKAEHHOT AiANbHOCTI, Y AeAKUX
BMMaAKax 6e3 YCBIAOMMEHHS LbOro abo 6e3 nonepefxyBasbHUX O3HaK. Bulle3asHaueHy iH(opmauito HeobXifHO MOBIAOMUTM MauieHTaM Ta nopaguTn ByTu
06epexxHMMM Nif, Yac KepyBaHHS TPaHCMOPTHUMMK 3acobamu abo poboTH 3 IHLWMMKM aBTOMATU30BaHMMM CUCTEMAMM MPOTArOM Mepiogy NiKyBaHHA KabeproniHoMm.
MauieHTn, y AK1X crnocTepiranacs COHAMBICTbL Ta/abo eni3o4n panToBOro 3aCUHaHHA, MOBUHHI YTPUMYBATUCS Bif KepyBaHHS TPAHCMOPTHUMM 3acobammn abo poboTu
3 IHWWMWM aBTOMATWU30BaHVMW CUCTEMaMU. Y TakMX BUNAaLKaX MOXe OyTW [OLINIbHUM 3HWKEHHA [03U npenapaty abo MpUMUHEHHS NiKyBaHHA (4vB.
pOo34iN «34aTHICTb BMNMBATY Ha LWUBMAKICTb peakLil npyn KepyBaHHI aBTOTPAHCMNOPTOM abo iHWNMK MeXaHi3Mamms).

IMNynbCHE NOPYLLUEHHS KOHT POJIHO

Cnif cucTeMaTMYHO Harnsa4aTy 3a CTaHOM MaLieHTIB WOA0 BUHUKHEHHSA IMMY/IbCHOMO MOPYLLUEHHSA KOHTPOMO. Mif Yac NiKyBaHHSA aroHictamy fodamiHy, 30Kpema
KabeproniHoM, MOXYTb BUHMUKATW MOBELIHKOBI CUMMTOMM iMMY/IbCHOrO NMOPYLUEHHSA KOHTPO/HO, 30KpeMa MnaTo/ioriyHa npucTpacTb A0 a3apTHUX irop, NiABULLEHHS
ni6igo, rinepcekcyanbHiCTb, KOMMYIbCUBHE OaXXaHHA BUTPayaTy rpoLli Ta KynysaTu, 6yniMis Ta KOMMy/ibCUBHE NepeigaHHs, CIPUYMHEHI IMMYbCHUM MOPYLUEHHAM
KOHTPO/IO, NPO WO C/ig NoBiJOMWUTU MauieHTaM Ta ocobam, AKi AOrNA4at0Tb 3a HAMWU. Y pasi BUHWMKHEHHS TakKUX CMMMNTOMIB Cif PO3rSHYTU MOX/MBICTb
3MeHLLEeHHS [031/NOCTYNOBOro NPUMNMHEHHS 3aCTOCYBaHHS npenapary.

IHribyBaHHA/MPUTHIYEeHHS i3ionorivyHOT naKkTaLii

AK i iHWI noxigHi piXkiB, JOCTUHEKC He CNif 3aCTOCOBYBATU XIiHKam 3 apTepia/ibHOK TinepTeH3ieto, WO BMHUKMA Nif Yac BariTHOCTI, HanpuKnag npeeknamncieto
ab0o nicgnon0roBoK apTepiasibHOK rinepTeH3iEr, 3a BUHATKOM BUNAAKiB, KONW MNOTEHLiHA KOPUCTb NepeBaXkae MOXINBUIA PUSKK.

MoBigomnanoca Npo cepitosHi NOGIYHI peakLii, BKIKOYaOUM apTepianibHy FinepTeH3ito, iHPapKT Miokapaa, CyLoMU, iHCYNbT abo NCUXIYHI po3nagm y XKIHOK mnicns
nosnori., SiKi OTPUMYBa/IN KabeprosiiH Ans NPUrHiveHHs nakrayii.

Y [esKuX nauieHTiB PO3BMTKY Cy0M abo iHCY/bTY NepesyBaivi CUNbHWIA FON0BHUIA 6iflb Ta/abo TPaH3UTOPHE MOPYLUEHHS 30pY.

Micns NikyBaHHA CNif peTesbHO KOHTPO/HOBATY apTepiaibHUiA TUCK.

AKLWO PO3BMBAOTLCS apTepiasibHa rinepTeHsis, CyreCTUBHWUIA 6iNb Y rpyasx; CUIbHWUIA, NPOrpecyrounii abo 6e3nepepBHNUIA FONOBHUIA 6iNb (i3 NOPYLUEHHSMK 30py abo
6e3 HbOro) abo 03HaKM TOKCUYHOCTI LiEHTPasIbHOT HEPBOBOT CUCTEMM, NPUIAOM KabeproniHy Cnif NPUNMHUTY Ta HerainHoO 0BCTEXMTU MaLjieHTa.

Y pocnifXeHHAX 3aCTOCYBaHHA npenapaty [LOCTUHEKC Y MiCNAN0A0roBOMy Nepiofi 3HWKEHHS apTepiaibHOrO TUCKY MEepeBaXXHO MPOTiKaso 6e3CMMMTOMHO i 4acTo
crnocTepiranocs OAHOKPATHO Yepe3 2—4 AHi nicns novaTky flikyBaHHA. OCKINIbKM 3HVXXEHHSA apTepiaibHOro TUCKY YacTo CNOCTePiraeTbCa y MicasnonoroBuii nepios,
HEe3a/IeXXHO Bif MeANKAMEHTO3HOIO NiKyBaHHS, IMOBIPHO, 3Ha4Ha KiflbKiCTb 3apeecTpOBaHUX BUNaAKIB 3HVXKEHHS apTepialbHOro TUCKY Nicas npuiioMy npenapary
[ocTrHekc He Byna 3ymoB/ieHa gieto npenapary. MpoTe pekoMeHAYETbCA 34iNCHIOBATY NePIOAUYHMIA KOHTPO/Tb apTepialbHOro TUCKY, 0CO6/IMBO MPOTArOM MepLUmnx
KifIbKOX AHIB Nicns npuinomMy Kabeprosniny.

3 METOK YHUKHEHHS MOX/IMBOT NMOCTYypasibHOI apTepiasibHOT TinoTeH3iT OAHOKpaTHa fo03a npenaparty [JOCTUHeKC He Mae nepesuwyBat 0,25 Mr Ans XIHOK, AKi
rofytoTb rpyaaro Ta NpMnMaroTb Npenapar Ans NpUrHiveHHs BCTaHOBEHOT nakTauii (ayB. po3ain «Cnoci6 3acTocyBaHHS Ta A03u»). Y KNiHIYHOMY AOCNIKEHHI ANns



OLIHKN e(heKTUBHOCTI Ta NEepeHOCUMOCTI OLHOKPaTHOI J0o3u [ocTuHekcy 0,5 Mr gns npurHivyeHHs nakTauii 6yno BCTAHOBMEHO, L0 PU3NK PO3BUTKY MOGIYHUX
edheKTiB NpK TakoOMy MoKasaHHi 36iNbLLYETLCA MPUBN3HO BABIYI, AKLLO NiKapCbKMIA Npenapat 3acTOCOBYBaTW K OAHOKPaTHY A03y 0,5 mr.

JTikyBaHHSA rinepnponak TUHEMIYHVX CTaHIB

Mepef nMo4aTKoOM NiKyBaHHS MpenapaTom [OCTMHEKC MOKa3aHe MOBHE OOCTEXeHHS rinogisa, OCKifIbKMA TinepnposiakTUHeEMIs, WO CYMNpOBOAKYETLCS aMEHOPEED
/ranakTopeeto Ta 6e3nnigaam, Moxke 6yTu CnpruyMHeHa NyXanHO rinodisa.

[OCTVHeKC BiSHOB/IHOE OBY /AL Ta (PEPTUILHICTL Y XKIHOK 3 FinepnpoiakTUHEMIYHUM TinoroHagn3mMom.

OCKiNbKKN BariTHICTb MOX€ BMHWUKHYTW paHille, HiX BiAHOBNEHHS MEHCTPYaslbHOr0 LMKY, PEKOMEHAYETbCA POOUTWN aHani3 Ha BariTHICTb LUOHaMEHLUE KOXHi
YOTMPW TUXKHI NPOTArOM Mepiogy ameHOpeT, a Nicns BiAHOBNEHHA MeHCTPYyaLil — Npu 3aTpuMUi 6inbLU HiXK Ha TpKU AHI. XKiHKaM, SiKi 6aXKatoTb YHUKHYTW BariTHOCTI,
CNij PeKoMeHAyBaTV BUKOPWUCTAHHA MexaHiYHWX 3aco6iB KOHTpauenuil nif 4ac NikyBaHHA npenapaTtoM [OCTUMHEKC Ta MicnA MPUNUHEHHS NiKYBaHHA LM
npenapaTom A0 NOBTOPHOI NOsABY aHOBYNALIT. MOTPiGHO cnocTepiraty 3a XiHKamu, SKi 3aBariTHIIN, ANA BUSBNEHHSA 03HaK 36i/bLUeHHS rinodgisy, OCKifbKK iCHYE
PU3KK 30iNbLUEHHS 06°€MY BXXe HasiBHOT NyX/IMHM rinodisa y nepiog BariTHOCTI.

Mepep NOYaTKOM 3aCTOCYBaHHS NiKapCbKOro 3acoby [OCTUHEKC HeOOXIAHO BUKMHOYMTIN HasABHICTb BariTHOCTI. XKiHKaM, fKi 6akatoTb 3aBariTHITW, PEKOMEHAYEThLCS
npyn NosBI PerynsgpHoro OBYNISTOPHOMO LUKAY NPUNUHUTK NiKYBaHHA npenapaToM JocTvHeKC 3a 1 Micsiub [0 3an/aHOBaHOro 3aniifHeHHs, OCKIIbKW KiHIYHWIA
[0CBIJ, 3aCTOCYBaHHS Mpenapary BCe e [OCUTb 0OMEXEeHWI i npenapaT xapakTepu3yeTbCs LOBrMM MepiojoM HaniBBMBEAEHHS. FKLLO BariTHICTb HacTae nif yac
NiKyBaHHs, NpuiioM KabeproniHy Heoo6XiAHO NPUNMHUTK.

PeKOMeHAYETLCSA MPOBOAUTU PETYNSAPHI FIHEKONOriYHI OOCTEXEHHS, 30KpEMaA LIMTONMOTIUHI AOCNIIKEHHS LUMAKN MaTKWN Ta eHAOMETPIS, Yy NaLieHTOoK, aKi NpuiiMaroTb
[OCTVHeKC NpoTAroM TPUBA/IOro Mepioy.

dibpo3, ypa>KeHHs KnanaHiB cepus Ta MOXKMBI CNOPiAHEHI KNiHIYHI ABuLa

®ibpo3Hi Ta Cepo3Hi 3ana/ibHi po3naau, Taki AK NIeBpUT, BUMIT Y NeBpasibHY NOPOXHUHY, (Di6po3 nnespu, ibpo3 nereHis, NepuKapauT, BUMIT Y NOPOXKHUHY
nepvKapfa, YpakeHHsi 04HOro abo 6inblue KnanaHiB cepus (aopTanbHOro, MiTpasbHOr0 Ta TPUCTY/IKOBOro) abo 3a0uepeBUHHMIA (hibpo3 cnocTepiranmca nicns
[0BroTPMBAIOro 3aCTOCYBaHHA MOXiAHWX PKKIB 3 arOHICTUYHOKO Ai€l0 Ha peLenTop CepoToHIHY SHTog, Takmnx fK [JOCTUHEKC. Y AedAKMX BUNagKax CMMNTOMK abo

MPOSBY YPaXXeHHS KnanaHiB cepLs MOXYTb 3MEHLLYBATUCA NiCNA NPUNUHEHHS Npuitomy npenapaTy JocTUHeKC.
Y noedHaHHI i3 BUMNOTOM Y NfeBpasibHYy MOPOXHMHY/(ibpo3om criocTepiranocs HagmipHe 36i/blUeHHSA LWBMAKOCTI ocigaHHa eputpouuTie (LLUOE). Y pasi
nigsuiieHHs LLIOE Hesifgomoi eTionorii, Wo 3HaYHO BIAXWUNAETLCS Bif, HOPMU, PEKOMEHLYETLCA NPOBOANTU PEHTIEHOOTIYHE 0OCTEXXEHHSA OpraHiB rpyAHOT KITKN.
BVHUKHEHHS ypaXKeHb KnanaHiB MoB’A3yt0Tb 3 HAaKOMWYeHHAM npenaparty, TOMY MawuieHTiB Cifg NiKyBaTU HAMHWKUYMMU e(heKTUBHUMK fo3aMK. TTif vac KOXHOro
BI3WTY C/liJ MOBTOPHO OLLIHIOBATM NPOisib 6e3neYHOCTI NiKyBaHHA NauieHTiB npenapaTtoM JoCTUHEKC, W06 BU3HAUYUTU AOLINIbHICTL MPOLOBXKEHHS NTIKYBaHHS.
Mepen NOYaTKOM [OBrOTPUBAIONO fliKyBaHHSA YCi Maui€HTW MOBWHHI MPOXOAUTM OOCTEXEHHS CepLeBO-CYAMHHOI CUCTeMM, 30Kpema exokapgiorpagito, Ans
BM3HAYEHHA MOX/NBOT HAsABHOCTI 6E3CMMMTOMHOIO 3aXBOPHOBaHHA K/anaHiB cepud. Jo novaTky NikyBaHHS TaKoX AOLiIbHO NPOBOAUTU BU3HAYEHHS NOYaTKOBOIO
piBHA LLIOE abo iHWMX MapKepis 3anasieHHs, fIereHeBoi (yHKLiT/peHTreHorpagii opraHis rpyaHoi KNITKU Ta (YHKLUIT HAPOK. HeBigoMO, un MOXe fliKyBaHHS
KabeprosiiHoOM noripLlysaTy nepebir XBopooy y NauieHTIB 3 KnanaHHOK perypriTauieto. Y pasi BUSIBNEHHS Y nauieHTa pibpo3HOro 3axBoptoBaHHA KanaHis cepus
NiKyBaHHA navieHTa npenapaTomM [JOCTUHEKC NPOAOBXYBAaTU He PEKOMEHAYETLCA (AMB. po34in «1pOoTUNOKa3aHHS).
[MpoTArom A0OBroTpMBaoro NikyeBaHHA (hiGPO3HI 3aXBOPHOBaHHA MOXYTb PO3BMBATUCA GE3CMMMNTOMHO, TOMY C/lif CMOCTEpiraTi 3a MayieHTOM 040 MOX/IMBUX
nposiBiB nporpecyBaHHA Pibpo3y. OTxe, Nif vac MiKyBaHHA CMij 3BepTaTy yBary Ha Taki 03HaKu1 Ta CUMMTOMMU:

3aXBOPHOBaAHHSA NIEreHiB Ta NIeBpw, Taki AK AMCNHOe, 3afMLLUKa, NOCTINHWIA Kawenb abo 6inb y rpyaHin Knity;

HVMPKOBA HELOCTaTHICTb ab0 OBCTPYKLIA CEYOBILHUX/YEPEBHUX CYAVWH, O MOXYTb MPOSABAATUCA Y BUTNALI 60110 Y nonepeky/60Ky Ta HabpsAKY HUXHIX
KiHLIBOK, a TaK0X 0Y/1b-SIKi MOXX/IMBI YTBOPEHHS Y YEPEBHI MOPOXHMHI a60 60NHOYICTb, LLIO MOXYTb BKa3yBaTh Ha 3a04epeBUHHIIA (hibpo3;
cepueBa HeOCTaTHICTb: BUMAAKMN KnanaHHOro abo nepukapiasbHoro ibposy 4acTo NPosBASKTLCA Y BUTNIAAI CepLEBOi HeAOCTaTHOCTI. Y 3B’ A3KY 3 LM npu



MosiBi TaKUX CUMMTOMIB C/lif; BUK/TFOUMTW HAsABHICTb K/lanaHHOro (pibpo3sy (Ta KOHCTPUKTUBHOMO NEPUKAPANTY).
MpoBeAeHHs KNIHIYHOrO AiarHOCTUYHOrO MOHITOPUHIY PO3BUTKY (DiBPO3HUX 3aXBOPIOBAHb Y BCTAHOB/EHOMY MOPSAAKY € 060B’A3KOBMM. eplly exokapaiorpadito
HeobXigHO 3po6UTN NPOTArom 3—6 MicAuiB MicAs NoYaTKy NiKyBaHHS, MICAsS YOro 4acToTy exokapgiorpagiyHux AOCNiAKeHb CNif BU3HAYUTK 3a [AOMOMOrOH
BiZANOBIAHOr0 IHAMBIAYaNbHOIO KNiHIYHOTO 06CTEXEHHS 3 0COO/IMBOLO YBArok A0 NepepaxoBaHMX BULLE CUMMTOMIB, afie WOHaNMEHLLE KOXHI 6—-12 micAuiB.
3acTocyBaHHS /1iKapCcbKOro 3acoby JOCTUHEKC CAif NPUMUHATI Y pasi BUSBNEHHS HA eXOKapaiorpami 03HaK BUHUKHEHHS HOBOT ab0 YCKMaAHEHHSA HasABHOT KianaHHOT
perypritauii, peCTpMKLIi KnanaHa abo yLLifibHeHHS CTY/IOK KnanaHa (AvB. po3gin «1poTunoKasaHHs).
HeoObXxigHICTb NPOBEAEHHS IHWNX KNIHIYHNX 06CTeXeHb (Hanpuknag, gisvkanbHe 06CTEXEHHS, BK/IKOUatoUM ayCKy/IbTaLlito cepud, peHTreHorpadgito Ta KOMN’toTepHy
TOoMOrpadito) cnif BM3HavaTu iHAMBIAYaIbHO A1 KOXHOrO NauieHTa.
BignosigHi AOAATKOBI AOCNIIKEHHS, 30Kpema BU3HayveHHs LLIOE Ta KpeaTWHiIHY CUpOBaTKM KPOBI Cij MPOBOAUTKM 3a HEOOXIAHOCTI ANs NiATBEPIKEHHS LiarHo3y
(hi6pO3HOr0 3aXBOPHOBAHHSI.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHs rpyazto.

Hapasi Hemae aflekBaTHWX Ta CYBOPO KOHTPO/IbOBaHUX AOCMIMKeHb LWOA0 3aCTOCYBaHHA KabeproniHy BariTHUM >XiHkaMm. JJOCTyMHi [aHi ABaHaAuAaATUPIYHOro
obcepBaLiiHOro [OCNIMKEHHA 3a pe3ynbTaTaMu BariTHOCTI Micns Tepanii kabeproniHom wWofo 256 BariTHOCTe. 3a pesynbraTamMu JOCNIMKeHHA y 17 3 256
BariTHocTei (6,6 %) 3athikcoBaHO BMPaXXeHi BPOMKEHI Bagn Po3BUTKY Mnoda abo abopTu, y 23 HOBOHAPOMKEHNX AiTel 3 258 6yno BUSIBNEHO 27 HeOHaTa/lbHUX
BiAXWNIEHb BifJ, HOPMU, SIK BUPAXKEHMX, TaK | HEBUPaXKEHNX. HalnnowmpeHilwmmy aHomManisMum HoBoHapomkeHux (10) 6ynmn manbhopmMaLii 0nopHO-PYX0BOT CUCTEMU
Ta KapgionynbmMoHanbHi aHoManii (5). IHpopmaLii Npo nepuHaTanbHi po3naam abo AOBroTPUBANINIA PO3BUTOK HEMOBNAT, SKi Nigaasanvcs Aii KabeproniHy nig yac
BHYTPILLUHbOYTPOOHOIr0 PO3BUTKY, HEMAE. 3rifjHO 3 OCTAHHIMK OMy61iKOBAHNMMW HAYKOBUMU JaHNMM, MOLUMPEHICTb BE/IMKNX BPOMKEHUX Baf, PO3BUTKY Y HaCe/leHHS
B Lli/IOMY CTaHOBUTL 6,9 % i GinbLue. YacToTa BPOAKEHNX aHOMaNii KONMBAETLCA Y PisHMX NONynauisx. HEMOXIMBO TOUHO BU3HAUNTK, UM iICHYE NiABULLEHWIA PUSKK,
OCKI/IbKM XO0/Ha KOHTPO/IbHA rpyna He 6yna BK/oUeHa y AOC/TIIKEHHS.

Kabepronin cnifg npusHavaTi Npy BariTHOCTI 3a HAsiBHOCTI YITKUX MOKasaHb Ta NINLLE MiCNA PeTe/IbHOro OLiHKOBaHHSA CMiBBiAHOLLEHHS KOPUCTL/PU3KNK (AMB. po3ain
«OC061MBOCTI 3aCTOCYBAHHSA»).

Uepe3 TpuBanuii nepiog HaniBBMBEAEHHS Mnpenapaty Ta O0OMEXeHiCTb AaHMX LOAO BHYTPIWHLOYTPOOGHOro BNAMBY XXiHKaM, SiKi 6aXaloTb 3aBariTHITW, Chif
NPUMMHAUTI NiIKYBaHHA KabeproniHom 3a 1 micsAub [0 3anaaHoBaHOro 3an/ligHeHHS.

FAKLLO 3annigHeHHs BifOYyeTbCA NPOTArOM NiKyBaHHSA, NMPUIOM npenapary chif NpUnuHUTA oApasy, AK TifbKU NigTBEpANach BariTHICTb, W06 0OMEXUTN BNANB
NiKapcbKOro 3acoby Ha nnig,.

Hemae focTynHol iHpopMaL,ii Wo40 eKCKpeLii kabeproniHy y rpyaHe MoJIoKO, MPOTe MaTepsM He PEKOMEH/YETLCA roAyBaTv FPYAAH0, AKLLO 3aCTOCYBaHHA npenapary
[OCTUHEKC He npwv3Beno [0 IHribyBaHHA/NPUrHIYeHHA nakTauil. OCKifbKM npenapaTr MNpUrHidye naktauito, JOCTUMHEKC He Cnif 3acTOCOBYBaTM MaTepsam 3
rinepnponakTMHEMiYHUMW CTaHaMK, AKi 6aXKatoTb rofyBaTu rpyaato.

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.

MawieHT NOBMHHI BYTU 06ePEXXHUMI NPV BUKOHaHHI i, SKi BUMaratoTb LLUBMAKOT Ta TOYHOT peakLi’ Ha noYaTKy NiKyBaHHS.

MpoTAroM nepLumx AHIB 3aCTOCYBaHHS NiKapCbKOro 3acoby [OCTMHEKC nauieHTaM chif YTpUMYBaTUCh Bif AiS/IbHOCTI, WO BUMarae LWBUAKMX Ta TOYHUX peakuii,
TaKunx K KepyBaHHs aBTOM06if1leM abo poboTa 3 iHLWMMKN aBTOMATU30BaHVMU CUCTEMAMMU.

MauieHTaMm, SiKi 3aCTOCOBYHOTb [OCTUHEKC Ta Y AKUX CMOCTEPIraETbCA COHMMBICTb, HE CNif KepyBaTW TPaHCMOPTHMMK 3acobamy abo 3aiMaTucs iHWUMK BUAaMU
[IANbHOCTI, NPX AKIA NOPYLUEHHA NMUILHOCTI MOXE HapaXaTu X caMMX Ta OTOYYHUMX Ntofeil Ha Hebe3neKy Cepirio3HOro TpaBMyBaHHS abo NeTasbHOro Hacnigky
(poboTa 3 aBTOMATM30BaHUMW cUCTeMammu). TOHOBUTW KepyBaHHS aBTOTPAHCMOPTOM Ta IHWMMMW MeXaHi3MaMu MOXIMBO MIiCNS 3HWKHEHHS COHAMBOCTI Ta



MOPYLUEHHSA MULHOCTI (AMB. po3ain «Oco6/IMBOCTI 3aCTOCYBaHHS»).

Cnoci6 3acTocyBaHHs Ta [03W.

[OCTUHEKC NpU3HAaYeHWUiA AN NepopasibHOM0 3aCTOCyBaHHSA. OCKINIbKM Y KNIHIYHUX JOCNiMKeHHAX JOCTUHEKC 3aCTOCOBYBA/IN NEPEBAXKHO PA30M 3 DKEHD Ta OCKINIbKM
MEePEHOCUMICTb LbOr0 Knacy JliKkapCbKuX MpenapaTiB npy  NPUoMi 3 DKeto MOKpaLLlyeTbCs, npenapaTr pekKoMeHAYETbCA npuiAMaTy nif 4ac iauM npu BCiX
TepaneBTUYHUX NOKA3aHHSX.

IHri16yBaHHSA/NMPUTHIYEHHS Pi3i0N0TrTYHOT NaKTaLLi|

JOoCTMHeKC cnif 3aCTOCOBYBATK NPOTArOM NepLUIoro AHA Micid nonorie. PekoMeH4oBaHa TepaneBTUYHa f03a npenapaTy ctaHoBuTb 1 mr (2 Tabnetku no 0,5 mr), wo
NPUIAMAaETLCA OLHOKPATHO.

[Nna NpurHiyeHHs nakrtauii, WO BXe BCTaHOBWMACb, PEKOMEHAO0BAaHU TepaneBTUUYHWUIA PeXXUM f[03yBaHHA CTaHOBUTb 0,25 mr (1/2 Tabnetkn no 0,5Mr) KOXHi
12 rofnH NpoTAaromM 2 AHiB (3arasibHa go3a — 1 Mr). Takuii peXXum [03yBaHHA Kpallle NepeHOCUTLCS XIHKamu, AKi BUPILLMAWM NPUTHITUTA NakTauito, HiXXK Npuinom y
BUrNALI OAHOKPATHOI 03K, | BiH CYNPOBOKYETLCSA MEHLLIOK YaCTOTOK BUHUKHEHHS HebaXkaHUX SBUILL, 0COBIMBO CUMMNTOMIB apTepiasibHOT MNOTeH3IT.

JTiKyBaHHS rinepnponakTMHEMIYHUX CTaHIB

PekomMeH0BaHa no4yaTkoBa fo03a npenapaty JOCTUHeKC cTaHoBUTL O,5Mr 1 pa3 Ha TwxAeHb abo 1/2 T1abnetkm no 0,5Mr 2 pasn Ha TWKAeHb (Hanpuknag y
MOHeAiNoK Ta yetsep). MMiABULLEHHS TUXKHEBOT 403K CNif 34iiCHIOBATM MOCTYNOBO, 6aXKaHO NigsuLLyBaTi Ti Ha 0,5 Mr Ha TUXAeHb KOXEH MicsLb [0 LOCATHEHHS
ONTUMa/IbHOI TepaneBTUYHOI e()eKTUBHOCTI. 3a3BMyail TepaneBTUYHA [03a CTaHOBUTL 1 MI Ha TWXKAEHb | MOXe Ko/imBaTucs y AianasoHi Big 0,25 Mr o 2 Mr Ha
TWKAeHb. s NikyBaHHA NauieHTIB 3 rineprnponakTuHemieto JoCTUHEKC 3aCTOCOBYBa/IN Y Ai03ax A0 4,5 M Ha TXKAEHb.

MakcvmMasibHa 03a npenapaTy He Mae nepesuLLyBaTn 3 Mr Ha fo0y.

TwKHeBY 03y NpenapaTty MOXHa NpuUinHATK 3a 1 pa3 abo po3noginnTy Ha ABa abo 6ifbLuy KifbKIiCTb NPUIAOMIB Ha TVXKAEHb, 3a/1€XHO Bif NepeHOCMMOCTI npenapary
nayieHToM. SFKWO npu3HayeHi [03K MepeBULLyOTb 1 MI Ha TWXKAEHb, PEKOMEHAYETbCA AINMTU TUXKHEBY [03y MpenapaTy Ha [eKifibKa MpUinoMmiB, OCKiNbKK
MepeHOCUMICTb npenapary y f03yBaHHI, L0 NepeBuLLye 1 Mr npy NpUinoMi pa3oBoO TVDXKHEBOKO 03010, OLLiHIOBAIACA TiflbKK Y AeKiNIbKOX NaLieHTiB.

Mpy NiABULLEHHI 403K CNif NPOBECTM OBCTEXEHHA NauieHTa AN BU3HAYEHHS MiHIMabHOT 403K npenapaty, Wo BUKIMKAE TepaneBTUYHWIA edheKT. icns Toro, fK
6ye nigiopaHo eieKTUBHUIA TePaneBTUUYHMWIA PEXUM [03YBaHHS, PEKOMEHAYETLCA NPOBOANTI perynspHe (LLOMICAYHe) BU3HAYEHHS PiBHIB NPONaKTUHY B CUPOBaTL
KPOBI, OCKINIbKN HOpPMani3aLis Lmx piBHIB 3a3BMYali CNOCTepiracTbCa NPOTAroM ABOX a60 YOTMPLOX TUXKHIB.

Micns BigMiHW JOCTUHEKCY 3a3BMYali CNOCTEPIraeTbCs peLmnams rinepnponakTvHeMii. OfHaK y AesKuX NauieHTiB crocTepiranocs 36epeXKeHHs NPUrHivYeHHs piBHIB
MPOMAKTUHY MPOTArOM [eKisIbKOX MicAiB. Y 23 3 29 XIHOK 3 rpyny NOAaIbLUOr0 CMOCTEPEXEHHS MICNA MPUMUHEHHA NPUAOMY [JOCTUHEKCY OBYNATOPHI LKA
TpvBaI [oBLUe 6 MicALiB.

MawieHTV NiTHLOrO BiKY

JocBif 3acTocyBaHHS NauieHTaM NITHLOrO BIKY [Ay)Ke OOMEXeHWiA Yepe3 MokasaHHS A/ 3aCTOCyBaHHA npenapaty JocTuHekc. JOCTYMHI AaHi cBigyaTb Mpo
BIZICYTHICTb 0COG/IMBOI0 PU3MKY.

aiTn.
besneka Ta e(peKTUBHICTL Npenapaty JOoCTUHEKC Ana NauieHTiB BiKOM 0 16 pOKiB He BUBYa/IUCH.

Nepeno3yBaHHSA.
CumnTOMKM nepeao3yBaHHA MOXYTb OyTWM aHasoriyHi TMM, WO BMHUKAKOTL BHACNILOK HagMipHOT CTUMYNAUIl fodamiHOBMX pelenTopiB (Hanpuknag HydoTa,
G/1H0BaHHSA, CKapru Ha AMCKOMMOPT Y LWAYHKY, NOCTYypasibHa apTepianibHa rinoTeH3is, cniyTaHicTb CBiJOMOCTI/NCMX03 abo rantouuHadii).



Y pa3si HeobxifHOCTI C/if, 3aCTOoCyBaTh MITPUMYHOUI 3aX04n ANA BUAANEHHS Oy[b-AKMX 3a/ULWKIB HeabcopboBaHOro npenapary Ta NiATPMMaHHSA apTepiasibHOro
TUCKy. Kpim TOro, Moxke 6yTi 4oL iNibHMM BBEAEHHS NpenapatiB rpynu aHTaroHicTiB gotamiHy.

Mo6iyHiI peakuil.

3arafiom HebakaHi fBULLA 3anexaTb Bif A03M NiKapCbKOro 3acoby. IMOBIPHICTb BUHWKHEHHSI HebaXaHuX SBWLL, Y MauieHTiB 3 BIOMOK HEnepeHOCUMICTHO
foaMiHepriyHMX npenapartiB MOXHA 3MEHLUUTU, AKLLO PO3MOYMHATY MiKyBaHHA npenapaToM JOCTUHEKC 3i 3HVKeHWUX A03, Hanpuknag 0,25 Mr 1 pa3 Ha TUXKAeHb 3
HaCTYMHUM MOCTYMNOBUM TX NiABULLEHHAM [0 AOCATHEHHS TepaneBTUYHOI J03M. Y pasi BUHUKHEHHS CTIKMX ab0 TSHXKKMX HebaKaHWX SBULLY TUMYACOBE 3HMKEHHS
[,031 3 HACTYNHMM 6ifibLL NOCTYNOBUM i NiABULLEHHAM, Hanpuknag Ha 0,25 Mr/TvXKAeHb KOXHI 2 TUXHI, MOXe NOKpawmuT NepeHoCUMMICTb npenapary.

[Mig yac nikyBaHHA npenapaTtoM JOCTUHEKC CMOCTepirancs Hmk4esasHaveHi NobiyHi peakuil 3 TakOK 4acToTOw: AyXe yacTo: = 1/10; yacTo: = 1/100 Ta < 1/10;
HevacTo: = 1/1000 Ta < 1/100; pigko: = 1/10000 Ta < 1/1000; gy»xe pigko: < 1/10000; yacTtoTa HeBifoMa (He MOXKHa OLIHATX Ha OCHOBI HasiBHUX [aHNX).

Po3naau 3 60Ky cepug:

[y>Ke 4acTO: YpaXKeHHs KnanaHis (Y TOMy YWACAI perypritayis) Ta criopigHeHi po3nagun (NepukapauT i BUMIT Y NMOPOXHUHY NepuKapaa);

HeYyacTo: nasbnitayis;

yacTOTa HeBifoMa: CTEHOKapAis.

Po3naam 3 60Ky AMXasbHOI CUCTEMW, TOpaKa/lbHI Ta MefiaCTUHa/IbHI PO3nagu:

HeYyacTO: AWUCIMHOE, BUMIT Y NAeBpasibHYy NOPOXXHUHY, (hibpo3 (BKOYaUM (hibpo3 nereHis), HOCOBa KPOBOTEYE;

Ay>Ke pigKo: pibpos nnespu;

yacTOoTa HeBifoMa: NMOPYLUEHHS AUXaHHS, AuXa/ilbHa HeOCTATHICTb, NNeBPUT, Biflb Y rpyasax.

Po3naam 3 60Ky iIMyHHOT CUCTEMM:

HeYyacTO: peakuii rinepyyTInBOCTI.

Po3naan 3 60Ky HEPBOBO|T CUCTEMM:

[y>Ke 4acTO: rofoBHUM 6inb*, 3aNaMoOpPOYEHHS/BEPTUIG;

4acTO: COHUBICTb;

HeYyacTO: TPaH3UTOpPHa reMiaHonNcis, CMHKOIMe, NapecTesis;

yacTOTa HeBifoMa: parnToBe 3aCUHAHHSA, TPEMOp.

Po3naau 3 60Ky OpraHiB 30py:

yacTOTa HeBifoMa: MOoripLIeHHs 30py.

Po3naam 3 60Ky NCUXIKN:

4acTo: fenpecis;

HeyacTOo: NiABULLEeHHS Nibigo;

yacToTa HeBifloma: arpecis, MapeHHs, rinepcekcyasnbHiCTb, MATONOrYHA NPUCTPACTb A0 a3apTHUX irop, NCUXIYHI po3nagu, ranoumHaii.

Po3naam 3 60Ky CyauH:

4acTO: rNOTEH3UBHMWI ePEKT y NaLieHTIB, AKi OTPUMYIOTb JOBroTpUBa/e NiKyBaHHSA; NOCTYpasibHa apTepiasibHa rinoTeHsis, Npunamemu**;

HeyacTOo: nepudgepnyHnIA Ba3ocnasm, BTpaTa CBiOMOCTI.

Po3naan 3 60Ky TpaBHOT CUCTEMU:

Ay>Ke 4acTO: HyfoTa*, Aucnencis, ractTpur, 6ifb y XXUBOTI™;

yacTo: 3anop, 6/10BaHHA* *;




piAKo: 6iflb B eniracTpanbHiil AinsgHui.

3araiibHi po3naan Ta peakuii y MicLi BBEEHHS:

[y>Ke YaCTO: aCTeHifg* ** | nifBuLLeHa BTOM/IFOBAHICTb;

HeyacTO: HabpsK, NepupepnUHNA HabpsK.

3 60Ky renaTobiniapHoi CUCTEMMU:

yacTOoTa HeBifoMa: MOPYLUEHHS PYHKLIT NeYiHKN.

3 60KY LUKipY Ta NiAWKIPHUX TKaHUH:

HeYyacTO: BUCUMAHHS, anoneLis.

3 60Ky OMOpPHO-PYXOBOi CUCTEMM Ta CNONYYHOT TKAHVHM:

HeYyacTO: CyJOMU B HOrax.

3 60Ky penpoAyKTUBHOI CUCTEMW Ta MOMIOYHMX 3a/103:

yacTo: 6i/b Y MONOYHMX 3a/103aX.

JocnifkeHHs:

4acTO: 6e3CUMMNTOMHE 3HVXXEHHS apTepiasibHOro TUCKY (= Ha 20 MM PT. CT. CUCTONIYHWIA | = 10 MM pPT. CT. A4iaCTONiYHUI);

HEYyacTO: Y XIHOK 3 aMeHOPEEHD CMOCTePIranocs 3HKEHHS PiBHA reMorno6iHy NPOTArom NepLUmnX KiNbKoX MICALLIB MiCNsa MeHCTpyauii;
yacToTa HeBigoma: MiaBULLEHNIA PiBeHb KpeaTMH(OCHOKIHA3M B KPOBI, aHOPMasibHi MOKa3HUKM NeYiHKOBMX NPo6.

* [ly>Ke 4acTo — Y NauieHTOK NPy NiKyBaHHI rineprponakTMHEMIYHMX CTaHIB; 4acTo — Y NauieHTOK Npw iHribyBaHHI/MPUTHIYeHi nakTayii.
**UacTo — Yy NauieHTOK Npuv NiKyBaHHI rinepnponakTMHeEMiYHUX CTaHIB; HEYacTO — Y NauUieHTOK MPW iHribyBaHHI/NPUrHiYeHi nakTauil.
*** [Iy>Ke YacTo — Y NaLieHTOK Npw fliKyBaHHI FinepnponakTUHEMIYHUX CTaHiB; HEYacTo — Y NauieHTOK NpW iHribyBaHHI/MpUrHiveHi nakTayii.

IMNynbCHE NOPYLLUEHHS KOHTPOJIH0.

MaTosoriyHa NpUCTpacTb 40 a3apTHUX Irop, NiABULLEHHSA NMi6iL0, rinepceKcyanbHICTb, KOMMY/IbCMBHE BaXXaHHA BMUTpavaTy rpoLli Ta KynysaTu, BiAMOBa Bif 1Ki Ta
KOMIMY/IbCUBHE NepeifaHHA MOXYTb BUHMKATL Y MaLieHTIB, AKi OTPUMYIOTb NiKyBaHHSA aroHicTamy AogamiHy, 30KpemMa KabeproniHom.

3BiTYyBaHHS NPO Nigo3ptoBaHi No6iIYHI peakLil

3BiTyBaHHA MpO  Migo3ptoBaHi NOGIYHI peakuii nicna peecTpauii NiKapcbKOro 3acofy Mae BaXK/MBe 3HayeHHs. Lle [03BONSE 34iACHIOBATW MOHITOPUHT
CMiBBIAHOLLEHHSA PU3MK/KOPUCTL MPY 3aCTOCYBaHHI NiKapCbKOro 3acoby. ®axiBLiB cepy 0XOPOHM 3[10pOB’A NPOCATb 3BITYBaTU NPO OYyAb-AKi Nif03ptoBaHi HebaXKaHi
peakuii.

TepmiH NpUAATHOCTI. 2 POKMW.
YMoBW 36epiraHHs. 36epiraTi B HeOCTYMHOMY A1 AiTel MicLi npyu TemnepaTtypi Hk4e 25 °C.

YnakoBka. 1o 2 a6o no 8 TabneToK y CKNSAHOMY (P1aKOHi 3 TEMHOIO CK/ia 3 a/ItOMIHIEBOID KPULLIEYKOHO, LLIO BIAKPYYYETLCA Ta KOHTPO/IEM MEPLLOro BiAKPUTTA abo y
(hNaKoHi 3 NoNieTUNeHyY BUCOKOT LLINbHOCTI 3 KPMLLEYKOH 3 NONINPONiNeHy Ta CUCTEMOKD 3aXMCTy Big AiTeld. Mo 1 hnakoHy B KapTOHHI KOpooLi.

Karteropis Bignycky. 3a peLenTom.



Bupo6HUK.
Mdparizep ITanig C.p.n. / Pfizer ItaliaSir.l.

Micue3HaxomkeHHA BUPOOHMKA Ta 0ro agpeca Micua NpPoBagKeHHS LiSNIbHOCTI.
Nokanita MapiHo genb TpoHTo — 63100 Ackoni MiceHo (A), ITanis.
LocalitaMarino del Tronto — 63100 Ascoli Piceno (AP), Italy.



