THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

IIPOKCIYM®

(PROXIUM?)

Cknao:
ditoua pevosuHa: pantoprazole;
1 ¢bnaxon mictuth 40 Mr maHTonpa3oiy (v dopMi HaTpito cecksirinpaTy 46 Mr);

donomidcHa pevosuHa: I[I/IHaniIO efneTar.

Jlikapcbka ¢popmMa. [Topowok A1 po34uHy A1 iH'€KIH.

OcHosHi ¢i3uko-xiMiuHi 81acmusocmi: OpoIIoK 6inoro abo Maiixke 6inoro Konbopy.

®dapMakoTepaneBTUYHA rpyna. [Ipemnapar A jgiKyBaHHS KACIOTO3a/IeKHUX 3aXBOPIOBAHb.
Iuribitopu npotonHoi momnu. Kog ATX A02B CO2.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

MexaHizm 0ii. [laHTOIIpPa30 - 3aMimenuit 6eH3UMina30711, SKUM iHTi0ye CeKpellito COISTHOI KUCIIOTH Y
IITYHKY IIJISX0M crenrdidyHol 6710Kafy TPOTOHHUX ITOMII IIapieTalbHUX KIiTUH. [TaHTOIPa301
TPaHCPOPMYETHLCSA B aKTUBHY (JOpPMY Y KMCIIOTHOMY CEPEeIOBUILi B ITapi€eTaabHUX KIIiTUHAX, [ie iHTi0ye
depmenT H-K-AT®azy, To6TO 6/10Ky€ KiHIleBUI eTan BUPOOIEHHS COJITHOI KUCJIOTH Y IUIYHKY.
[HribyBaHHS 3a7€KUTh Bifl 03U Ta MPUTHIUYE K 6a3anbHy, TaK i CTUMYJIbOBAHY CEKPELil0 KUCIIOTH.
BinbLIicTe malieHTiB 3BIIBHAIOTHCS Biff CAMIITOMIB IIPOTATOM 2 THXKHIiB. 3aCTOCyBaHHS MaHTOIPa30Iy,
SK 1 y BUnagKy 3 inmumu inriéitopamu npoTtonHoi momnu (II1I1) Ta inri6itopamu H,-penemnTtopis,
3HUKYE KUCIOTHICTh y IIJIYHKY 1 TaKUM YHHOM 301i/IbIIy€E CeKpelliio TaCTPUHY MPOIOPLiKHO 10
3MEHIIEeHHST KUCIIOTHOCTI. 30i/bLIeHHST CeKpellil racTpuHy € 060poTHUM. OCKiIbKM TaHTOIPA30T
3B’s13y€ (hepMEHT OUCTANIBHO IIOA0 KIITUHHOTO PEIeNnTopa, BiH MOoXKe iHTiOyBaTH CeKpelliio COJIsTHOl
KVMCJIOTH He3aJIe’KHO Bifl CTUMYJIALI] iHIIMMYU pe4OBUHAMU (alleTUIIXOJIiH, TicTaMiH, racTpuH). EdekT
IIpY [1IepopajbHOMY Ta BHYTPIIIHBOBEHHOMY 3aCTOCYBaHHI IIperiapaTy OMHAKOBUU.

[Tpu 3acTocyBaHHi TaHTONPa30Jy 30iIbIIyETLCS PiBEHb raCTPUHY HaTile. [Ipu KOPOTKOTEPMiHOBOMY
3aCTOCyBaHHI IpernapaTy piBeHb racTPUHY B OiNbIIOCTI BUNIAAKIB He EPEBUIIYE BEPXHBOI MEXKi



HOpMU. [Ipu MOBroTpUBaIOMY JIiKyBaHHI PiBEHb TaCTPUHY Y OiNIBIIOCTI BUMAJKIB 3pOCTAE BOBIiYi.
OpHak HamMipHe Horo 36ibIIeHHs BUHHUKAE JIUIIE  TIOOAMHOKUX BUMIAAKaX. K HACIIOOK, Y
HEeBeJIMKIil KiJTbKOCTI BUIIaAKiB IPYU JOBTOTPUBAIOMY JIiKyBaHHI criocTepiraeThes cnabke abo momipHe
306inbIneHHs KinbKocTi eHTepoxpomMadinononiouux knitTuH (ECL-KIiTHH) y TITYHKY (TT0#i6HO 10
ageHoMaToigHol rimepmnasii). OfgHak, 3rigHO 3 MPOBENEeHUMHU [0TEeIep AOCHIIXKEeHHIMU, YTBOPEHHS
KJIiITUH-TIOTIEPEJHUKIB HEUPOEHOOKPUHHUX MYXJIMH (aTUIIOBA TinepIia3is) abo HeMpoeHOOKPUHHUX
IYXJIUH LIIYHKA, SKi OyI0 BUSIBIEHO B eKCIIePUMEHTaxX Hajl TBApUHAMM, Y JIIOHeH He CIOCTEPiranocs.

Buxopgsuu 3 pe3yanaTiB OOCIigXeHb Ha TBAPHHAX, HE MOXKHA BUKIIIOYATHU BIIJINBY HOBIrOTPUBAIIOTO
(6iJ'IBH.Ie OOHOTO pOKY) J'IiKYBaHHFI IMaHTOIIPA30JIOM Ha eHJIOKpI/IHHi IapaMeTpu H.IPITOBPI)IHOi 3aJIO3H.

Ha T71i nikyBaHHSI aHTHCEKPETOPHUMH JIiIKAPChKAMU 3aco0aMy PiBeHb FaCTPUHY B CHPOBATIIi KPOBi
3pOCTaE y BiOIOBiAb Ha 3HUKEHHS CeKpelii Kucnotu. KpiM Toro, yepe3 3HUKEHHS KUCIOTHOCTI
IUTyHKAa NiABUIIYEThCA PiBeHb XpoMorpaHiny A (CgA). [ligsumenui piBerb CgA MoXkKe BIUIMBATU Ha
pe3ynbTaTH OOCIigXKeHb IIPH [iarHOCTUII HeHPOeHIOKPUHHUX MyxiuH. HasgBHi ony6nikoBaHi gaHi
CBif4aTh IIpo Te, 110 3acTocyBaHHA IIIIT ciig NPUNIUHUTY IPOTATOM IIepiony Bif 5 OHIB 40 2 TUXKHIB
no BuMiproBaHb piBHA CgA. 1le no3Bosse piBHI0 CgA OBEPHYTHUCS B [Oialla30H HOPMAaJIbHUX 3HAYEHD,
SIKi MOXKYTb OyTH TOMHUIKOBO MiABUIIEHUMH T1icys NikyBaHHS ITITI.

dapmakoKkiHemuxka.

dapMaKOKiHETHYHI BJIJaCTUBOCTI HE 3MiHIOIOTHCS IiC/IS OGHOPA30BOT0 YK IIOBTOPHOTO IIPUUOMY
nikapcbKoro 3aco0y. B miama3soni no3 Big 10 go 80 Mr ¢apMakoKiHeTHKa aHTOIPA30J1y B IIa3Mi
KPOBI 3aJIMIIAETHCS JIIHINHOW K [IPU IepOPaIbHOMY IIPUUOMI, TaK i IpY BHYTPILIHBOBEHHOMY
BBE[leHHI.

Po3noodia. 38’s13yBaHHs MaHTOMPa30iy 3 OiIkaMu CHPOBATKX CTAHOBUTHL MPubn3Ho 98 %. O6’em
posmnominy ctanoBuTh npubmusHo 0,15 n/Kr.

BiompaHcopmauis. PeyoBruHa MeTab0Ti3yeThCS MaliKe BUKITIOUHO Y mediHii. OCHOBHUM
MeTab0JiYHUM IIIIXOM € IeMeTuIyBaHHs 3a gonomoro CYP2C19 3 mopmansIioo cynabpaTHOO
KOH'IOTalli€lo; Mo iHIMMX MeTa0O0 IiuHUX [IIAXIB HAJIeXXUThL OKMCHEHHS 3a nornoMoron CYP3A4.

BusedeHHs. KinleBuit mepioq HamiBBUBeIeHHS CTAHOBUTD MPUOIM3HO 1 roguHy, a KIlipeHc -

0,1 n/rop/kr. Bymno BigMi4eHO OeKinbKa BUMAAKIB 3aTPUMKHU BUBefeHHs. BHacnifok crernudigyaoro
3B’fI3yBaHHA [IQHTONIPA30Jly 3 IPOTOHHUMU [IOMIIaMU NapieTaabHUX KIIITUH [1epPiof] HalliBBUBEIEHHS
He KOpeJioe 3 HabaraTo AOBIIOI0 TPUBAIICTIO fii (iHri0yBaHHS ceKpelii KUCTIOTH).

OcHOBHa yacTuHa MeTa0OJIiTiB TaHTONPa30JTy BUBOJUTHCS i3 ceuelo (mpubausuo 80 %), pelra
BHUBOIUTHCS 3 KaioM. OCHOBHUM MeTab0JliTOM SK Y CHPOBATII, TakK i B cedi € JeCMeTUIIIIaHTONPa3o07I,
KOH'10TOBaHuY 3i cynbdarTom. [Tepion HamiBBUBEEHHS OCHOBHOT'0 MeTabomiTy (IpubIn3Ho

1,5 rogunu) HeHabaraTo MepeBUILye Mepiof HaMiBBUBEIeHHS TAHTOIPa30JTy.

Ocobauei epynu nauieHmis.

IToginvHi memabonaizamopu. ITpubnusnao 3 % €BPONENIiB MalOTh HU3BKY (QPYHKLIOHANbHY aKTUBHICTb
dbepmenty CYP2C19; ix Ha3uBaOTh MOBiTbHUMU MeTabosizaTopamMu. B oprauiami Takux oci6
MeTab01i3M IaHTOIIPA30y, KMOBIPHO, TOJIOBHUM YMHOM KaTami3yeTbcs hepmenTtoM CYP3A4. TTicns
npuiiomy ofHiel qo3u 40 MT IAHTOIIPA30J1y CepenHs IJIolna, oOMexkeHa papMaKOKiHETUYHOIO KPUBOIO
«KOHIIeHTpalis B maa3Mmi - yac» (AUC), Oyna npubau3Ho y 6 pa3iB 6i/bIno0 y MOBITbHUX
MeTaboi3aTopiB, HiX B 0cib, gKi MaloTh GyHKILiIOHANBEHO aKTUBHUM PepMeHT CYP2C19 (mBumKi
MeTabomnizaTtopu). CepenHs mikKoBa KOHIIEHTPALlis B IJIa3Mi KPOBi 3pocia npubnu3no Ha 60 %. Li
pe3yiIbTaTé He BIIMBAIOTh Ha AO3yBaHHS TaHTONPA30JTy.



IMopyweHHA ¢pyHKUII HUpOK. PeKoMeH[amiil o0 3HNKEHHS J03U IPU IPU3HadYeHHi IaHTOoIPa30iy
nalieHTaM i3 mopymeHHIMYU (QyHKIII HUPOK (Y TOMY YKCIIi MTallieHTaM Ha Aianisi) Hemae. K iB
3[0POBUX JIIO[IEH, [1epiof HAlliBBUBEIEHHS IAHTOIIPAa30Jly B HUX € KOPOTKUM. [iani3yloTeCs JIulle
IyKe HeBeJMKi KiTbKOCTi TaHTOMpa3osy. IIompu Te, 110 B OCHOBHOTO MeTab0JIiTy IOMipHO TPUBaUii
nepion HaniBBUBeeHHS (2-3 roguHU), BUBEIeHHS BCE OHO € IIBUAKKUM, TOMY KyMyJIsllii He
BimOyBaeThCH.

ITopyweHHA ¢pyHKUiI neuiHku. Xoda y MAIliEHTIB i3 I[upo30oM nedinky (knacu A ta B 3a
Yaiinmom-I1'10) mepion HamiBBUBeOeHHS 3pocTae 0o 7-9 roguH, a AUC 306inbimyeThes ¥ 5-7 pasis,

MaKcuMaJibHa KOHI[eHTpalis B cupoBaTii KpoBi (C,,,) 30iMbIIyETHCS TUIlle HE3HAYHUM YUHOM - Y
1,5 pa3a MopiBHSHO 3 TAKOI0 y 3[0POBUX JOOPOBOJIBIIIB.

ITauienmu aimHvoeo eiky. HeanauHe 30inbimennss AUC Ta C,,, Y HOOPOBOMBIIIB JIiTHHOTO BiKY
MIOPIBHSHO 3 MOJIOAIINMHU JOOPOBOIBIIMY TaKOXK He Ma€ KITiHIYHOTO 3HAaUEeHHS.

Himu. Tlicnsg oqHOPa30BOT0 BHYTPIIIHHOBEHHOTO BBEEHHS MaHTONPa30iy B fo3ax 0,8 abo 1,6 mr/kr

miTsiM BiKOoM Bifm 2 0o 16 pokiB He OyJ10 BifMiueHO 3HAYMMOTO 3B’SI3KY MiXK KJIipeHCOM IIAHTOIIPA30Ty
1 BikoM a6o mMacoro Tina mamierTa. AUC Ta 00’eM pPo3Moiny BiAMoBigamu faHUM, OflepKaHUM IIifl Yac
OOCIIiAXKEHb 3a Y4aCT OOPOCIIUX.

KriniuHi xapaKTepHCTHKH.
IToka3zanHus.

- Pedmrokc-e3odarit.

- Bupa3ka gBaHaAISATUNIATIOl KUIITKHU.
- Bupaska mmyHKa.

- CungpoM 3omnninrepa—-EnmicoHa Ta iHIIi rinepceKpeTopHi NaTONOTiyHi CTaHM.

IIpomunoka3zaHnus.

[TigBuIleHa YyTNUBICTh 10 aKTHBHOI PEYOBUHH, MOXiMHUX OeH3UMiNa301y Ta J0 Oyab-IKOTro
KOMIIOHEHTa IIpernapary.

B3aemodisa 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemodiii.

Jlikapcuki 3acobu, abcopbuis saxux 3asexcums 8i0 pH. YHACTIOOK ITOBHOTO Ta JOBTOTPUBAJIOTO
iHribyBaHHS CEeKpellil CONSHOI KUCIOTH MTaHTOIPa30Jl MOXKe BIIMBATH Ha abcopl1iito mpenaparis, ojis
SKMX 3HaueHHs PH HITYHKOBOTO COKY € BaXKJIMBUM (PaKTOPOM ixX 6i0MOCTYITHOCTI (HAIpUKIIaf, OessKuX
IPOTUrPHOKOBUX IIpenapaTiB, TAKHUX K KETOKOHA30JI, iTpaKOHA30J1, IT03aK0Ha30J1, abo iHImmx
IIpernapariB, TaKuX SIK epPIIOTHHIO).

IH2ibimopu npomeasu BIJI. He peKOMEeHIYEThCS CyMiCHE 3aCTOCYBaHHS MAaHTOMIPA30ITy 3
inribiropamu npoTeasu BIJI (TakuMu SIK aTa3aHaBip), abcopOilis SKUX 3a€XKUTh Bif



BHYTPIIIHBOUITYHKOBOTO pH, Yepe3 cyTTeBe 3HUXKEHHS iX OiogocTynHOCTI (guB. po3gin «Oco0auBOCTI
3aCTOCYBaHHS»).

Y BunagKy, KO CyMiCHOTO 3aCTOCyBaHH4 iHribiTopiB mpoTea3u BIJI 3 ITII] He MOXHa YHUKHYTH,
PEKOMEHYEThCA PETEIbHUY KITIHIYHUY MOHITOPUHT (HAIIpUKJIIaf, BIpyCHOrO HaBaHTaxXeHH). He ciif
nepeBUIyBaT 1060BYy 003y HmaHTompa3ony 20 Mr. Moxe BUHUKHYTH HEOOXiTHICTh KOPUTYBaHHS
no3u iHribitopiB mporteas3u BIJI.

KymapuHosi aumukoaz2yasiumu ((peHnpoKyMoH i eappapuH).

CyMicHe 3aCTOCYyBaHHS ITaHTOMPA30Jy 3 BaphapuHoM abo GeHIPOKYMOHOM He BIIJIUBAJIO Ha
dbapmakokiHeTHKy BaphapuHy, GeHIPoKyMoHy ab0 MiKHapOgHUY HOpMasi3oBaHuit iHgekc (MHI).
OpHak moBimoMIIsIoCh Npo mipuiieHHss MHI Ta ogoBXKeHHS IPOTPOMOIHOBOTO Hacy y MallieHTiB, SKi
cymicHo 3acTtocoByBaiu II1I1 Ta Bapdapus abo GernporymoH. ITigsuinenass MHI Ta nmogoBxkeHHS
IPOTPOMOIHOBOT'0 Yacy MOXKe IIPU3BECTH N0 PO3BUTKY IIATOJIOTiYHOI KPOBOTEYi Ta HABIThH [0
JIeTAJIBHOTO HACTIAKY. Y pas3i Takoro CyMiCHOTO 3aCTOCYBaHHS HEOOXiTHO MTPOBOOUTH MOHITOPUHT
MHI Ta npoTpoM06iHOBOI0 Yacy.

Memompexcam. TloBigoMsanocs, 1110 OGHOYaCHe 3aCTOCYBaHHS BUCOKUX 03 METOTPEKCaTy
(mampukian, 300 mr) ta ITITI 30inbirye piBeHb METOTPEKCATY B KPOBi y IesIKMX MallieHTiB. [T1alieHTaM,
SIKi 3aCTOCOBYIOTH BUCOKi 031 METOTPeKCaTy, HallpiKja XBOPUM Ha pak abo rcopias,
PEKOMEHAYEThCSI TUMYACOBO IPUNMHUTH JIIKyBaHHS [TaHTOIIPa30JI0M.

IHwi 83aemo0ii. [TaHTONIPa30JI 3HAYHOI0 Mip0i0 MeTab0i3yeThCA B IEUiHIli Yepe3 cucteMy GepMeHTiB
muroxpoMy P450. OcHOBHUM mIIAX MeTabomi3My - leMeTuyBaHHS 3a gonomoroo CYP2C19 Ta iHmmx
MeTaboIiYHuX MUISAXiB, y TOMy 4ucii okucHeHHS pepMernToM CYP3A4. JocmifKeHHS 3 TiKapChbKUMU
3aco6aMu, SKi TaK0XK MeTaboJIi3yI0ThCS 3a JOTOMOI0I0 IIUX IJISAXiB, TAKUMHU K KapOaMa3eriH,
miazenaM, rnibeHKIaMin, Hibeoumnin Ta nepopanbHi KOHTPAlENTUBY, SIKi MICTSTh TEBOHOPTECTPEN Ta
€TUHIIeCTpanios, He BUABUIM KJIIHIYHO 3HAUYYIIUX B3aEMOLIN.

He MoXHa BUK/TIOYaTH B3aEMOIiI0 TAHTOMPA30JTy 3 iHIIUMHU MTperapaTaMy, SKi MeTabomi3yoThCs
yepes 110 X (epMEeHTHY CUCTEMY.

PesynbraTy 0isioro psangy HOCIiAXKEHD 00 MOXKJIUBUX B3a€MOLIM BKa3yl0Th, 1110 ITaHTOIPa30Jl He
BIIJIUBA€E Ha MeTabo0J1i3M aKTUBHUX PEYOBHH, 1110 MeTaboJIi3y0Thcs 3a mornomoroo CYP1A2
(mampukiapm, Kodeid, Teodinin), CYP2C9 (Hanpukiaf, IipoKCUKaM, TUKII0OGEeHaK, HallPOKCEH),
CYP2D6 (nanpukiap, metornposoin), CYP2E1 (Hanpukiaj, eTaHOII), He BIJIUBAE Ha P-TJIiKOMPOTEIH,
IO ACOINIOETHCS 31 BCMOKTYBAHHSIM JIUTOKCHHY.

He BusiBneso B3a€MOI[i.1. 3 OMJHOYACHO IIPU3HAYEHUMHU aHTAIUOaMMU.

Bynu npoBeneHi moCigKeHHS 3 BUBYEHHS B3a€EMO[Iii TAHTOINIPa30JTy 3 OMHOYACHO MPpU3HAYEeHUMU
MeBHUMM aHTUOIOTUKaMHU (KITapUTPOMIIIMH, METPOHIAA30/, aMOKCUIIMIITIH). KimiHiuYHO 3HaUyIIux
B3a€EMO[Iill MiXK MMU IIpernapaTaMy He BUSIBIIEHO.

Jlikapcuki 3acobu, w,o iH2ibyroms abo iHoykyroms CYP2C19. Iuribitopu CYP2C19, Taki sk
GbyBOKCaMiH, MOXYTh 30ilbIIYBaTH CUCTEMHUY BIIUB MMaHTOMpPa30iy. Ciifl po3riasHyTH
HeoOXiIHICTh 3HUKEHHS JO3M IIPenapaTy s MaIliEeHTiB, SKi OTPUMYIOTh JOBTOTPUBAIY TEpaIliio
IIaHTOIIPA30JI0M y BUCOKMX 403aX, Ta AJIs Malli€eHTiB i3 MOpPyIIeHHIMH QYHKIII eYiHKHU. [HOyKTOpH
dbepmeHTiB, 110 BrmuBaioTh Ha CYP2C19 ta CYP3A4, Taki sik pudamminuH Ta 3Bipo0ili 3Bu4aHUN
(Hypericum perforatum), MoXyTb 3HUXKYBaTH I71a3M0Bi KoHLleHTpaii IT1I1, sKi MeTabomi3y0ThCa
yepes 1Ii pepMeHTHI CUCTEMH.



Oco6.1ueocmi 3acmocyeaHHsi.

3/10AKICHI HOBOYMBOPEeHHA WayHKa. CUMIITOMaTAYHa BifIIOBiIb Ha 3aCTOCYBaHHSA IIAHTOIIPA30JIy
MOKe MaCKyBaTU CUMIITOMHU 3JI05IKiCHUX HOBOYTBOPEHb IIJTyHKA Ta BiITepPMiHOBYBATH iX NiaTHOCTUKY.
[Tpy HAsIBHOCTi TPMBOKHUX CUMIITOMIB (HalpPUKJIaA, y pa3i CyTTEBOI BTpaTH MacHu Tijla, IEPIOAAYHOTO
OmoBaHHS, fucdarii, 6710BaHHS 3 KPOB'10, aHEMil, MeJIeHH), @ TaK0XK IIpHU Mifo3pi abo HagIBHOCTI
BUPa3KM LUIYHKA MOTPIOHO BUKITIOUUTH HASBHICTh 3JI0SIKICHOTO IIPOIIECY.

AKIIO0 CUMIITOMH 30€epiraloThCs MPU aJeKBAaTHOMY JIiKyBaHHi, He0OXiIHO MPOBECTH MOIaTKOBE
00CTeXXEeHHS.

ITopyweHHA pyHKUii neviHku. [TanieHTaMm i3 TAXKKUMU MTOPYIIEHHSIMHU QYHKINI MediHKY HeoOXigHO
PEeTyIIpHO KOHTPOJIIOBATH PiBEHb NMEYiHKOBUX (PepPMEHTIB. Y pa3i MigBUIlleHHS PiBHS NMEYiHKOBUX
(dbepMeHTIB JTiKyBaHHS IIpenapaToM HeoOXiqHO MpUNUHUTH (IUB. po3ain «Crocid 3acToCyBaHHS Ta
DO3MU»).

IH2i6imopu npomea3u BIJI. He peKOMeHAYETLCS CyMiCHE 3aCTOCYBAHHS ITAHTOIPA30I1y 3
inribiTopamu nmpoTteas3u BIJI (TakuMu K aTa3aHaBip), abcopOIlis SKUX 3aJIeKUTH Bif
BHYTPILIHBOLIITYHKOBOTO PH, Yepe3 cyTTeBe 3HUKEHHS iX 0i0goCcTymHOCTI (TuB. po3min «B3aemomis 3
iHIMTMMHU NTiKapChbKUMHM 3aco0aMu Ta iHII BUOM B3AEMOii»).

IH(peKyii wayHKo80-KUWKOB8020 Mpakmy, cnpuyuHeHi bakmepismu. JIiKyBaHHS IIperapaToM
I[Ipokciym® MoXke He3HaYHOI MipOI0 MiBUIIUTH PU3MK BUHUKHEHHS IUTYHKOBO-KUIIKOBHUX iHQEKIIil,
CIIpUYMHEHUX TakKuMu OakTepisimu, ik Salmonella i Campylobacter a6o C. Difficile.

Hampiti. [IpenapaT MiCTUTh MeHIIe Hixk 1 MMonb HaTpito (23 Mr) y ¢bnakoHi, To0TO, 0 CyTi, €
«0e3HaTpieBUM» IIpenapaToM.

I'inomaeHiemisa. CrnocTepiraaruch BUMAagKU TAXKKOI TimoMar#HieMil y marfieHTis, ki orpumysanu 11111,
TaKi K MAHTOIIPA30JI, TPOTSATOM He MEHIIe TPhOX MiCs1IiB, Ta B OiNIBIIIOCTI BUMIAAKIB MMPOTSATOM POKY.
MoxXyTb BUHUKHYTH Ta CIIOYaTKy HEIIOMITHO PO3BUBATUCSA TaKi CepPHO3Hi KIIiHIYHI [IPOSBU
rinomMaruieMii: BToMa, TeTaHis, Iemnipiii, CyioMu, 3allaMOPOYEeHHS Ta IIIYHOUYKOBA apuTMis. Y pasi
rinomarsieMii B O6i/IbIIIOCTI BUIAOKiB CTaH IMAIli€HTIB TOKpaIlyBaBCs IiCig 3aMiCHOI KOPUTYI0UO0l
Teparil mpenapaTaMy MarHilo Ta NpunuHeHHS npuromy III1.

[NTamieHTaM, sKi MoTpeOyIOTh HOBTOTPHUBAJIO] Teparii, abo malieHTaM, sKi npuiiMaioTs II1I1 ogHOYaCcHO
3 IUTOKCUHOM abo0 ImpenapaTaMy, 10 MOXKYTh CIIPUUYNHUTH TillOMarHieMiio (HampuKiag, OiypeTuku),
noTpiOHO BU3HAYATH PiBEHBb MarHiio nepen novatkoM nikysanHs II1I1 Ta nepioguyHo mif yac
JIIKyBaHHS.

ITepenomu Kicmok. [ToBroTpuBaje jikyBaHHs (6inbine 1 poky) Bucokumu go3amu II1IT Moxke nmoMipHO
30iNBIUTY PU3UK IIEPEJIOMY CTEeTHa, 3all’sICTS Ta Xpe0Ta, TepeBaxHO Y JTiofel TTHROTro BiKy abo mpu
HasIBHOCTI iHIINX (PaKTOPiB PU3UKY.

CnocTepexHi focmigKeHHS BKa3yIOTh Ha Te, 1110 3acTocyBaHHs II1I1 Moxke 30iNbIUTY 3araibHUN
pu3uk nepenomiB Ha 10-40 %. [eski 3 HUX MOXYTh OyTu 00yMOBIIEeHi iHIIUMU paKTOPaMU PU3UKY.
[TarienTH 3 PU3UKOM PO3BUTKY OCTEOIIOPO3Yy IIOBUHHI OTPUMYBATH JIIKyBaHHS Bi[IIOBIIHO [0 Ai0YUX
K/IIHIYHUX PeKOMEH[Allii Ta CIIOXXKMBATU NOCTATHIO KiIbKIiCTh BiTaMiHy D Ta Kasnblio.

ITioeocmputi wKipHUU yepgoHul 8osuak. 3actocyBaHHs IT1I] moB’'sA3yI0Th i3 fyKe PiIKUMU
BUTIAJKaMM PO3BUTKY IIiATOCTPOr0 MIKIiPHOTO YePBOHOTO BOBYAKa. AKINO BUHUKAE YPaXKeHHS,



0Cco0NIMBO Ha [iNgHKaX, 10 3a3HAI0Th BIIJIUBY COHSIYHOTO CBiT/Ia, i Ile CYIIPOBOIKYETLCS apTPaIri€io,
nanieHTy HeoOXigHO HeTraHO 3BEPHYTHUCS [0 JIiKapsi, SKUil pO3TrysiHe HEOOXiIHICT MPUIMHEHHS
3aCTOCYBaHHs Ipenapary IIpokciym®. BUHHKHEHHS MiAroCTPOro MKIpHOr0 YepBOHOTO BOBYAKA Y
MAI€HTIB mif Yac nomnepennbol Teparmil ITII1 MoXe MifgBUIUTH PU3UK KOTO PO3BUTKY IIPHU
3actocyBaHHi iHmux II1I1.

Bnaue Ha pe3yabmamu 1abopamopHux 00CAI0HCeHb.

[TigBunienuy pieHb (CgA) MOXKe BIIMBATH Ha Pe3yIbTaTU OOCHIAXKEHb IPU OiarHOCTHIL
HEeHPOEHNOKPUHHUX Iyx/uH. 11[06 YHUKHYTH TaKOro BIJIMBY, JIIKyBaHHS IIpenapaToM IIpokciym® crin
TAMYaCOBO IPUNIMHUTH, IPUHANMHI 3a 5 OHIB 00 MPOBedeHHs OLiHKU piBHA CgA (guB. po3min
«QapmakoanHaMika»). Akino piBHi CgA Ta racTpUHY He IIOBEPHYJIKCS B [ialla30H HOPMaJIbHUX
3Ha4eHb MiCJIg T0YaTKOBOI'0 BUMIPIOBAHHS, CJIi[l IPOBECTU IOBTOPHI BUMipIOBaHHSA dyepe3 14 OHiB
nicra BigMinu nikyBaHHS [ITI1.

e nmikapcbkuit 3acid MicTuTh MeHIe 1 Mmonb (23 Mr)/mo3y HaTpito, TOOTO MalKe BiTbHUM Bif
HaTpito.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

Baeimuicmb. HasBHi [aHi 1040 3aCTOCYBaHHSA IIpenapary HpOKcin® BaTiTHUM XiHKaM (pPuOIU3HO
300-1000 moBimoMyeHb PO Pe3yJIbTaTH BariTHOCTI) BKa3ylOTh Ha BiiCyTHiCTh eMOpioHambHOI ab0
(dbeTo-/HeOHaTaIbHOI TOKCUYHOCTI ITpenaparty. Y Impolieci oCTiiXKeHb Ha TBAPUHAX CIIOCTepiraaacs
PEeNpOnyKTUBHA TOKCUYHICTbh. SIK 3amo0iKHMM 3aXif, C/Til yHUKATH 3aCTOCYBaHHS IIperapary
I[IpokciyM® BariTHUM KiHKaM.

TI'odyeaHHs 2py00t0. [locnigKeHHSI Ha TBAapUHAX ITOKa3alid eKCKPEeIlil0 TaHTOPa301y B TPyIHE
MO0JI0KO. HelocTaTHBO maHUX OO0 eKCKpelil MaHTONpa301y y TPyAHEe MOJIOKO JIIOOUHHU, IIPOTE PO
TaKy eKCKpeLilo MOBiAoMIgI0Ch. He MOXKHa BUK/IIOYATU PU3UK A1 HOBOHAPOAKEHUX/HEMOBJIAT.
PimenHs npo NpunuHEHHS TogyBaHHS I'PYAA0 ab0 MPUNMHEHHS/yTPUMaHHS Bif] TiKyBaHHS
npenapaToM IIpokciym® mOTpi6HO NpUIMATH 3 ypaXyBaHHSM KOPUCTI Bifl TOMyBaHHSA IPYAI0 AJIS
MUTHHY i KOPKUCTI Bifl JIiKyBaHHS IpenapaToM IIpokciym® ms XKiHKH.

®epmuavHicmy. [TaHTONIPa30J1 HEe OPYIIyBaB (GEePTUILHICTh Y AOCHIAXKEHHAX Ha TBapuHaX.

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

[TaHTOmpa30 He BIIMBAE ab0 Ma€ Ay:Ke He3HAYHUY BIJIUB Ha IIBUAKICTh peakIlii mpu KepyBaHHi
aBTOTpPAHCIIOPTOM abo iHIMMHU MexaHiaMaMu. Heo6ximHo 6paTul 10 yBaru MOKJIMBUM PO3BUTOK
no0iYHMX peakllili, TaKuX IK 3allaMOpPOYEeHHS Ta po3ianu 30py (ouB. po3min «[1obiyHi peakmii»). ¥
TaKWX BUMagKaX He CIIiJ KepyBaTH aBTOTPAHCIOPTOM abo MpaIfloBaTH 3 iHIIKMU MeXaHi3MaMu.

Cnoci6 3acmocyeaHHsi ma do3u.

[TpemapaT 3aCTOCOBYIOTh 3a IPU3HAUYEHHSIM JIiKaps Ta IIif HaJleXKHUM MeIUYHUM HaTJIsSIoM.



BHyTpilIHLOBEHHE 3aCTOCYBaHHS MpenapaTty PeKOMeHAYEThCS TiMbKY Y pPa3i HEMOXKIUBOCTI
IIepOPaIbHOTO 3aCTOCYBaHHS. € [aHi OO0 TPHUBAJIOCTI BHYTPIIIHEOBEHHOI'O JIiKyBaHHS OO 7 OHIB.
ToMy, SIK TiIbKM CTa€ MOXKJIMBUM IIepopajibHe 3aCTOCYBaHHS IIaHTOIIPa30J1y, 3AIMCHIOETHCS Mepexin
BiJl BHYTPIIIHEOBEHHOT0 BBe[ieHHs [IpoKciyM® [0 mepopanbHOro 3aCTOCYBaHHs HAHTOIPA30Jy B O3]
40 mr.

Pegrokc-e3opazim, supaska 08aHaduyamunaaoi KUWKU, 8upa3ka WAYHKA.
PekomeHoBaHa f103a cTaHOBUTHL 40 Mr maHTonpa3ony (1 ¢bnakoH) Ha m00y BHYTPIITHBOBEHHO.
JlixysaHHA cuHOpomy 3oaniHeepa-EanicoHa ma iHwux 2inepcekpemopHuUX NamMoa02i4HUX CMAHis.

[l51s1 TpuBaoro JiKyBaHHS CUHApPOMY 30JUliHrepa-EicoHa Ta iHINX riepcekpeTopHux
aTOoJOTiYHKX CTaHiB peKOMeH0BaHa IoYaTKOBa [03a Ipenapary IIpokciym® cTaHoBUTh 80 MI Ha
no0y. 3a HeoOXimHOCTI MO3y MOXKHA TUTPYBATH, 30i/blIyioun ab60o 3MEHIITYI0YH, 3aJIe3KHO Bif
TIOKa3HUKIB CeKpellil KUCIO0TH B UIIYHKY. 103K, 1110 mepeBullyoTs 80 Mr Ha mo0y, HeoOXimHO
PO3[iNMUTH Ha [IBa BBeJeHHS. MOXK/INBE THMYacOBe 30i/IbIIIEHHS NO3U MMaHTOIPa30iy o 6inbire 160
MT, ajie TPHMBAJIiCTh 3aCTOCYBaHHS ITOBUHHA 00MEKYBaTUCS TiJIbKU IIepiofoM, SKui HeoOXigHUN OIS
aleKBaTHOTO KOHTPOJIII0 CEKPeIlil KUCIIOTH.

Y pasi, K10 HeoOxifHe IMBUIKE 3MEHIIIeHHS KUCIIOTHOCTI, Ij1st OiNTbIIOCTI MAIliEHTIB TOCUTH
mo4YaTKoBOl fo3u 2 x 80 Mr mst mocsarHeHHs O6axkaHoro piBHsA (<10 MEKB/rom) mpoTsirom 1 roguHu.

ITioeomoska 0o 3acmocy8aHHA.

[Topourok po3unsAITE Y 10 M1 0,9 % po34uHy XJI0pHUAY HATPIilO, 10 JOJAEThHCA yV (1akKoH. Po3unH
MO2KHa BBOOUTH Oe3mocepenHbo abo mics 3mimyBanHs 3i 100 mi1 0,9 % po3uuHy XJI0pUAY HATpPio
ab0 5 % po34YKHY TII0KO3U Y IJIaCTUKOBUX a00 CKISHUX (PTaKOHax.

[Ticns po3BeneHHs xiMiuHa Ta (pi3uyHa cTabiNbHICTH penapaTy 30epiraeThcs MpoTAroM 12 rogun
npu Temneparypi 25 °C. 3 mikpoOiooriyHoi Touku 30py pO3BefeHU ITpenapaT HeoOXiTHO
BUKOPUCTATU HEralHo.

I[Ipokciym® He MOXHa roTyBaTé a6o 3MillyBaTH 3 iHIIMMY PO3YMHHMKAMM, OKPIM 3a3HAUEHMX BHIIE.
BHyTpilTHROBEHHE BBEEHHS MperapaTy HeoOXiqHO MPOBOAUTH MPOTIroM 2—15 XB.

®rakoH MpHU3HaYEHU TIIbKU [JIS1 OHOPA30BOT0 BUKOPHCTAHHS. 3a/IUIIKH IIpernaparty abo mpemnapar,
(hi3uKOo-XiMiyHi BMaCTUBOCTI SIKOT'0 3MiHUIKUCH (30KpeMa 3MiHUBCS KOJIIp, 3'IBUBCS 0caf), He0OXimHO
YTHUIi3yBaTH BigIIOBIAHO [0 BUMOT MiCI[€BOTO 3aKOHOAABCTBA.

Po3BepieHMit pO3YKH TOBUHEH MAaTH ITPO30PUIM KOBTYBATHH KOJIIp.

ITeuinkosa HedocmamHicmb. IlallieHTaM 3 TSXKKUME IOPYIIeHHAME QYHKIIl IeYiHKA He CIIif
nepesuilyBatu 10608y 0o3y 20 Mr (Y2 ¢rakoHa nmpemnaparty HpOKcin®, mopoIok 40 mr) (DuB. po3mdin
«Oco6MMBOCTI 3aCTOCYBaHHS»).

Hupkosa Hedocmamuicmy. ITanlieHTH 3 MOPYIIEHHSIMY QYHKIII HUPOK He MOTPeOyI0Th KOPUT'YBaHHS
[O3HU.

ITauienmu AiMHb020 B8iKY He MOTPe0YIOTh KOPUTYBaHHS [O3H.



Himu.

[Ipokciym®, MOPOWOK [ONf PO3YMHY ONA 1H’€KU1N, He peKOMeHAYEThCS 3aCTOCOBYBATH HiTAM
(Bixom fo 18 pokiB), OCKiNnbKY faHi mopo 6e3neky Ta eheKTUBHOCTI 3aCTOCYBaHHSA IIpelapaTy s
1iel BikoBOI KaTeropii o6mexeni. HassBHi Ha maHwW# 4ac gaHi omucani B po3mini «dapMakoKiHeTHKa»,
IIPOTe PeKOMEeHMAllil 010 M03yBaHHS He MOXKYTh OyTH HagaHi.

ITepedo3yeaHHs.
CuMnTomu Iepefo3yBaHHS HEBITOM.

o3u mo 240 Mr, BBefieHi BHYTPIllTHbOBEHHO IIPOTITOM 2 XBUJIMH, f00pe nepeHocunucs. OCKinbku
TIAHTOIIPa30JI EKCTEHCUBHO 3B’A3YETLCS 3 OilKaMu, BiH He HaJIeXKUTh [0 IIpernaparTiB, SAKi MOXKYTh
OyTu 11erKo BUBeMEeHi 3a JOTIOMOTOI0 Aiami3y.

Y pagzi nepeno3yBaHHA 3 MIOSBOIO KITiIHIYHUX 03HAK iHTOKCHUKAIIil 3aCTOCOBYIOTh CHMIITOMaTU4YHY Ta
DiATpUMylo4y Tepariio. PekoMeHpalii mopo cnenudiyHol Teparil HeMae.

ITo6iuni peakuii.

BunukHeHHS N00IYHUX peaKlil MOXK/IMBe IPUOIN3HO ¥ 5 % nauienTiB. Haltyacrimna nobiuHa peakuis
- TpoM60oGebiT y Miclii BBemeHHs. [liapes i ronoBHUi 6ink BUHKUKANK MpubIu3Ho y 1 % maiieHTis.

Heb6axaHi eeKTH 3a 4aCTOTOI0 BUHUKHEHHS KJTacu(DiKyiOTh 3a TaKUMHU KaTeropismu:
nyxe 4acTo (= 1/10), vacto (= 1/100 i < 1/10), meyacTo (= 1/1000 i < 1/100), pigko (= 1/10000 i

< 1/1000), oyxe pigko (< 1/10000), yacTtoTa HeBifoMa (4acTOTa He BU3HaUY€Ha 3a HasIBHUMU
OaHUMH).

Inst Bcix moGiYHUX peakliid, MPo SKi MOBiMOMIISINIOCH ITiJ Yac TOCTMAapPKETUHTOBOTO IIepioxy,
HEMOXKJIMBO BU3HAUUTH YaCTOTYy, TOMY BOHU 3a3Ha4alOThCS 3 BKa3iBKOK «4aCTOTa HEBioMa».

Y Mezkax KOXKHOI KaTeropii yacTotu mobiuHi peakiril 3a3HadeHi B MOPSIKY 3MEHIIEHHS CEPHO3HOCTI.
3 boky Kposi ma aimpamuyHoi cucmemu.

Pigko: arpanynonuTos.

IyXe pigko: TeMKOmNeHisi, TPOMOOIIUTOIIEeHis, TaHIIUTOIEHi.

3 6oky imyHHOI cucmemu.

Pigko: peaxkuil rinepyyTIuBOCTI (BK/II0OUAIOYU aHa(iTaKTUYHI peakilil, aHa(piTaKTUYHUY III0K).
Memabosizm ma po3nadu 06MiHY peuo8uH.

Pigko: rinepnimigemis i migBUIllleHHS PiBHSA MiMigiB (TPUTIiLepUOU, XOIECTUPOI), 3MiHM MacCH Tifa.

YacToTa HeBifoMa: TimoHaTpieMis, rimoMaruiemis (auB. po3min «OcoOMMBOCTI 3aCTOCYBaHHS»),



rimokanbliieMis’, rimokamiemis.

ITcuxiuHi po3aadu.

Heuacrto: po3nagu chy.

Pigko: menpecis (B TOMy YHCIIi 3aTOCTPEHHS).

Iyxe pigko: me3opieHTalis (B TOMy YHCIIi 3aTOCTPEHHS).

YacToTa HeBimoMa: raoLUKUHAIS, CITyTaHICTh CBiTOMOCTi (0COOIMBO y MAIi€HTIB 31 CXMJIBHICTIO {10
TaKUX PO3/afiB, a TAKOXK 3aTOCTPEHHS IIUX CUMIITOMIB y pas3i IX IepemicHyBaHHS).

3 60Ky Hepsogoi cucmemu.

Heuacro: ronoBHui 6inb, 3allaMOPOYEHHS.

Pigko: po3nagu cMaky.

YacToTa HeBigmoMa: ImapecTesis.

3 60Ky opaaHis 30py.

Pigko: nmopyiieHHS 30py/3aTyMaHeHHs 30Dy .

3 60Ky mpasHo20 mpaxkmy.

YacTo: mominu 3 GpyHOanIbHUX 3a7103 (HOOPOsKicHi).

Heuacro: miapes, HynoTa, O110BaHHS, 3OYTTS XKUBOTA, 3aIl0P, CYXiCTh y POTi, abmoMiHanbHNUM Gifb i
IUCKOM(DOPT.

YacToTa HeBifoMa: MiKPOCKOIIYHIX KOJIIT.

3 boky 2enamobisiapHoi cucmemu.

HeuacTo: mifBuIieHHS piBHSA Me4iHKOBUX (epMeHTiB (TpaHcaminas, g-I'T).

Pigko: nigBuineHHs piBHs Oinipybiny.

YacToTa HEBijOMa: YpaxKeHHS renaTOLUTiB, 2KOBTSIHULI, FellaTOLEeI0IApHa HeJOCTaTHICTb.
3 60Ky wkipu ma nidwKipHUX MKAHUH.

HeuacTo: mKipHi BUCUIIaHHS, €K3aHTeMa, CBepOixXK.

Pigko: KpomuB’siTHKa, aHTi0HEBPOTUYHUM HAOPSK.

YacTtora HeBifoMa: cuHApoM CriBeHCa-[I2KOHCOHa, CHHAPOM Jlaiienna, MyIbTAPOPMHA epuTeMa,
(GOTOYyTNUBICTE, MIATOCTPUY MKIPHUY YePBOHUM BOBYaK (OUB. Po3min «OcoOMMBOCTI 3aCTOCYBaHHS»).

3 boky Kicmkogo-m’s3080i cucmemu ma cnoAy4HOi MKAHUHU.

HeuacrTo: mepenomMu cTerHa, 3am’acTts, xpedTa (IuB. po3nin «OcobIUBOCTI 3aCTOCYBAHHS»).



Pigko: apTpasnris, mianris.

YacToTa HeBimoMa: CIa3M M’s3iB’.

3 60Ky HUPOK ma ce4o8udinbHOI cucmemu.

YacToTa HeBifoMa: iHTepCTullianbHUN HePPUT (3 MOKIUBAM PO3BUTKOM HUPKOBOI HEIOCTATHOCTI).
3 60Ky penpodykmueHoi cucmemu ma MOAOYHUX 3d/103.

Pigko: rinekoMacTis.

3azanvHi po3aadu.

YacTo: TpoM60G1ediT y Miclli BBeieHHS.

Heuacrto: acTeHis, BTOMa, HE3OyKaHHS.

Pigko: migBuIlleHHS TeMIlepaTypH Tinla, nepudepudHi HaOPSAKH.
1 l'imoxanplieMiss oMHOYACHO 3 rinoMartieMiero.

2 A . ..
Cma3M M's13iB K HACHimoK TMOPYyIIEeHHA 6aHchy €JIEKTPOIJIITIB.

Tepmin npudamHocmi. 2 POKW.

[Ticns po3BeneHHs TePMiH IPUAATHOCTI TOTOBOTO PO3YMHY CTAHOBUTH 12 rOOuH.

YMmoBH 30epirannsi. 30epiratu B OpuriHaabHiN yakoBli pu TemnepaTypi He Buiie 30 °C.
30epiratu y HEOOCTYIIHOMY OJIS OiTeH MiCIi.

YnakoBka. [To 1 ¢pakoHy y KapTOHHI May4Ili.

Kareropis Bigmycky. 3a perenTtom.

Bupo6nuk. JIabopatopioc Hopmon C.A.

Micue3HaxoKeHHsI BHPOOHHKA Ta ajpeca MicCusi IPOBaIXKeHHs HOro Tis/IbHOCTI.

Ponpa me Banbpekappico, 6, Tpec Kaurtoc, 28760 Manmpup, IcnaHis.



