IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

ITAHTOIIPA3O0OJI-TETEPO

(PANTOPRAZOLE-HETERO)

Cknao:
0ioya peyosuHa: MaHTOIIPA30JL;
1 TabneTka mictuth 20 Mr a6o 40 Mr naHTONPa30ay (y BUTJIAMI IAHTOIIPAa30JIy HATPilo CECKBIrigpaTy);

0onomidicHI peyo8uHU: TaKTO3a MOHOTiIpaT, TiIPOKCUIIPOIIiJIIEe0I03a, Kalbllilo CTeapaT, HaTpPiio
KapOoHaT 6e3BOOHUM, HATPi0 TaypuiacyIbdaT; 000JI0HKA: TilTpoMeno3a, 3aii3a okcup KoBTui (E
172), npomninenrmnikons, TuTany giokcup (E 171), meTakpunaTHui conoiiMep (Tum A),
TPUETUNIIUTPAT, ojicopbaT 80, yopHuio yopHe (S-1-17823).

Jlikapcbka ¢popma. TabneTKy racTPOPE3UCTEHTH.
OcCHO8HI (pi3uKko-XiMiYHI 81aCMUBOCMI:

ma6semku no 20 M2: TaCTPOPE3UCTEHTHI TabIeTKU Biff KOBTOTO [0 CBIiTI0-3KOBTOT'0 KOJIHODY,
OBaJIbHi, IBOOMYKIIi, 3 MapKyBaHHSIM YOPHUM YOPHUIOM 3 OfHOTr0 00Ky «H125» i rmameHsKi 3 iHIIOTO
O0Ky;

mabaemxku no 40 Me: TaCTPOPE3UCTEHTHI TabIETKU Bifl 3KOBTOT'O 10 CBIT/I0-3KOBTOT'0 KOJIBODY,
OBaJIbHi, IBOOMYKJIi, 3 MapKyBaHHSM YOPHUM YOPHUJIOM 3 OIHOTO 60Ky «H126» i rmameHbki 3 iHIIOTO
00Ky .

dapMakoTepaneBTHYHA rpyma.

[TpemapaTy 01 NTiKyBaHHS KMCJIOTO3ajIeKHUX 3aXBOpioBaHb. [HriOiTOpY mpoToHHOI oM (IITIT).
Kom ATX A02B CO02.

®Papmako102iuHi 8 1acmueocmi.

Mexanizm 0ii. [laHTOnpa3on € iHridbiropom npotorHoi nommnu (II1I1), rambMye KiHLIEeBUM eTal
BUMIJIEHHS COJISTHOI KUCJIOTH y LIIYHKY 3a PaXyHOK KOBaJIeHTHOTO 3B’13Ky 3 Na /K AT®
(bepMeHTaTUBHOIO CUCTEMOIO HAa CEKPETOPHI MOBEPXHi NapieTalbHUX KIIITUH UINyHKA. Llg mis
IIPU3BOIUTH [0 TalbMyBaHHS SIK 6a3asibHOI, TaK i CTUMYJIbOBAHOI CeKpelii COMSHOI KMCIOTH
He3aJlekHo Bifg ctuMyiB. 3B’g3yBaHHs 3 Na /K AT® 3abe3mneuye TpuBaliuil IPOTHCEKPETOPHUM
edexkT, sikuii 30epiraeThcs mMoHay 24 TONUHM [JIS BCiX mocmigKyBaHUX [03 (Big 20 mMr go 120 mr).



®apmakoOuHamika.

AHmMuceKkpemopHa akmugHicmb. Y 300poBuX 00OPOBOJIBIIIB OHHOPa30Be 3aCTOCYBaHHS ITepopajbHOI
(20-80 mr) a6o B/B mo3u (20-120 MT) MaHTOMPA30I1y IMic/IsT MaKCHMaJIbHOI CTUMYJISII MPORYKITil
COJISTHOI KUCJIOTH y LUIYHKY IeHTACTPUHOM CYIIPOBOAKYBAJIOCS 00303aJIe2KHUM 3HUKEHHAM
BUMiNIEHHS COJISTHOI KUCNIOoTH. [Tpuiiom maHTompa3ony 1 pa3 Ha o6y 3abe3neuyBaB 3pocTaryde
rajbMyBaHHS CEKpellil CONIsIHOL KUCIOTH. [1icns nmepIioro nepopaibHOT0 IPUMOMY ITaHTOIIPa30ily B
mo3i 40 Mr 3a 2,5 TOOUHU J0CSATaNocs cepefHe ranbMyBaHHs cekpellil Ha 51 %. IIpu npuitomi 1 pa3
Ha go0y MpOTATOM 7 [HIB CepefHe raJbMyBaHHS CeKpellil 3pocTano f0 85 %. Binbi HiX y MOT0BUHU
y4aCHUKIB IOCTiAKEeHHS CIOCTepiranocs rajbMyBaHHS [IaHTOIIPA30JI0M CeKpellil KUCIOTH OoHam 95
%. Cekpelisl KUCJIOTH HOpMali3yBaiacs IPOTIrOM TUXKHS IiCIs IPUMOMY OCTaHHBLOI JO3H
IAHTOIIPa3ojy 0e3 OyOb-IKUX 03HAK «BiKOTHOI» rimepcekperrii.

Y cepil gocmigKeHb B3a€MO3B’ 3Ky «J03a-peakllisi» IepopaibHi 03U NaHTOIPa30iy B giama30Hi Bif
20 mr go 120 mr 3abe3neuyBanu qo303ajiexkHe 3pocTaHHsA Menianu pH nutyHka i 9acy (%)
36epexenHs pH mmyHka > 3 i > 4. 3actocyBanHs 40 MT TaHTOIIPA30J1y IeMOHCTPYBAJIO IOCTOBIPHO
6inbine 3poctanHs pH mimyHKa, HiXk mo3a 20 mr. [Jo3u nonang 40 mr (60 mr, 80 mr, 120 Mr) He
BUSIBUJIM NOCTOBIPHOTO IOMAIBINOTO MigBUIIIEeHHS Mefianu pH mimyHKa.

Bnaue Ha piseHb cuposamko8020 2zacmpuHy. IIpu 3acTocyBaHHi IAaHTOMIPa30y 30iMbLUIYETHCS PiBEeHDb
racTpuHY HaTiecepiie. [Ipu KOPOTKOCTPOKOBOMY 3aCTOCYBaHHi BiH y Oi/IbIIOCTI BUIA[IKiB HE
TIEPEBUIITYE BEPXHBOI MeXi HOpMHU. TIpu HOBroTpuBaaoMy JIiKyBaHHI piBEHb raCTPUHY B GinbIIOCTi
BUTIA[IKIB 3pOCTAE yABiyi. Horo HagMipHe 30inbIIeHHST BUHUKAE JIUIIE Y TOOJUHOKUX BUIAKax. AK
HACJIOK, Y AesIKUX BUIMIafKaX IIPU NOBrOTPUBAJIOMY JIiKyBaHHI criocTepiraetbcs ciabke abo moMipHe
306inmbineHHs crenudiyaux eHpokpuHHUX (ECL) KNiTUH y MITyHKY (MOAiOHO 10 afeHOMaTOolgHOl
rimepnnasii). OmHaK MiJg Yac yTBOPEHHS KITiTUH-IIONEPENHUKIB HEMPOEHIOKPUHHUX ITYyX/IUH (aTUIIOBA
rinepnnasist) abo HENPOEHJOKPUHHUX IIYXJIUH IIYHKA, SKi 6yJI0 BUSIBIEHO B JOCIIIXKEHHSX Ha
TBapuHaX, y JIIOe! He CIIOCTepiranocs.

Buxopmssuu 3 pe3ynbTaTiB HOCTiAXKEHb Ha TBapWHAX, He MOXKHA BUKJTIOYATH BIIJIUB HOBTOTPUBAJIOTO
(Ginbire omHOT'O POKY) JTiKyBaHHS IAHTOIPA30JI0M Ha eHJOKPHHHI TapaMeTpH IHUTOBHUOHOL 3a/I03H.

dapmakokiHemuxka.

Jlikapcekuit 3aci6 [TaHTOnpa3on-I'eTepo BUMYCKAETHCS Y BUTTISAI TaOIEeTOK raCTPOPE3HUCTEHTHHUX,
TOMYy a0CcopOIlisl MaHTOIPa30ly IOYMHAETHCS TiJIbKY ICHIS TolaflaHHs TaOleTKy y IUTYHOK. Y
niama3oHi go3 Big 10 mMr go 80 Mr g mepopaabHOTO NPUMOMY ITAaHTOIIPa30J1y CIocTepiranocs
I0303aiekHe 3pOCTaHHS MaKCUMallbHOI KOHIIeHTpallii B cupoBatii KpoBi (C,,,) Ta IO il KpUBOIO
«KoHIeHTpanis-9ac» (AUC). [TaHTOmpa3os He HaKONMUYYETHCA B OpPraHi3Mmi i #10ro (hapMakKOKiHeTHKa
He 3MiHIOETHCS TIPU PO3AisieHHi m060B0I 03U Ha AeKinbKa npuiioMiB. ITiciis mepopaabHOTO IPUHOMY
KOHIIEHTPAllis MaHTOIIPa30Jly B CHPOBATIi KPOBi 3HUXKYEThCS OieKCIIOHEHIIialbHO, KiHIIEBUY Iepiof
HaIliBBUBEIEHHS CTAHOBUTHL NMPUONIU3HO 1 TOOUHY.

Y mopewt 6e3 medinuTy hepMeHTIB, 3afiTHUX Y MeTa00i3Mi MaHTOMPA301y, Ta 3 HOPMaJIbHOO
¢byskuieto mevinku C,,, MiCIsg IepopPaIbHOro MPUHOMY IAHTOMPA30y, TabIeToK
racTpPOPEe3UuCTEHTHHUX, V [03i 40 Mr cTaHOBUTH 2,5 MKT/MJI; Yac JOCSATHEHHS MaKCHMalbHOl
KOHIIeHTpallii (t,,,) mopiBHIoE 2,5 rogunu; cepenuss AUC cTaHOBUTD 4,8 MKrerom/mi (miana3oH
Bim 1,4 mo 13,3 Mkreron/mmn). [Ticis BHYTPIllTHbOBEHHOTO BBE[IEHHS ITaHTOIIPA30I1y JI0asIM 0e3
nedinuty pepMeHTiB, 3afiTHUX Yy MeTaboi3Mi TaHTOIpa30y, 3arajbHuM KIlipeHc cTaHoBUB 7,6-14,0
71/Tof, YIBHUU 006’€M PO3MOMiNy CTaHOBUB 11,0-23,6 1.

BcmoxkmysaHHA. Tlicis omHOPa30Boro abo 6araTopa3oBoro IPUHoMy IepopanbHo IaHTOMPa30y,



TabJIeTOK racTPOPE3UCTEHTHUX, ¥ 0031 40 Mr MakcUMaslbHa KOHIIEHTPALlis B IJIa3Mi KPOBi
mocsirajyacst mpubIu3HO 3a 2,5 TOOWHM i cTaHOBUAA 2,5 MKT/MIIL. [Iepire Koo MeTabomizmy
TIAHTOIIPA30JTy He HaATO iHTeHCHUBHE, a0COJ0THA 6i0IOCTYHICTS CTAHOBUTD NPUOIH3HO 77 %.
OpHoYacHUM IIPUMOM aHTALU/IB HE BIJIMBA€ Ha BCMOKTYBaHHSA IIaHTOIIPA30J1y.

[TpuiioM maHTONPa30i1y, TabJIETOK racCTPOPE3UCTEHTHHUX, PA30M i3 1Ket0 MOoXkKe 3aTPUMYyBaTH
BCMOKTYBaHHS Ha 2 TOOUHU i 6inbIlle, OHAK 1ie CYTTEBO He BiuBae Ha C,,,, Ta AUC maHTompa3oiy.
Tomy nmikapchbKui 3aci6 MOXKHa MPUIMATH HE3a/1eXKHO Bifl BXKUBAHHS 1XKi.

Po3nodia. YsiBHUYM 00’'€M PO3MOMiNy MAaHTOPa30/1y CTaHOBUTHL npubnu3uo 11,0-23,6 11, po3momin
BimOyBa€ThCS IOJIOBHUM YMHOM Y MO3AKJIITUHHY PifuHYy. 3B’ sI3yBaHHS MTAHTONPA307y 3 OinkamMu
CHPOBATKHU KPOBi CTaHOBUTHL MPUOIHU3HO 98 %, B OCHOBHOMY 3 anbOyMiHOM.

Memaboaism. TTanTonmpa3os 3arajmoM MeTabosi3ye B medinii yepes cucrtemy nutoxpomy P450 (CYP).
MeTabo0J1i3M ITaHTOMPA30JTy He 3aJIeXKUTh Bif crioco0y 3acToCyBaHHS (IepopanbHO YK B/B). OCHOBHUMI
MeTaboIiYHuM MUISIX - Ile AuMeTuMoBaHHs 3a y4acti CYP2C19 3 noganbimM cynbdaTyBaHHIM;
OCHOBHi MeTabomiyHi IUIsAXU BKITIO4YaloTh OKUCHeHHS CYP3A4. [TokasiB moMiTHOI (papMaKoIIorigyHol
aKTHBHOCTI MeTa0OJIiTiB TaHTONPa30Jly He OTPHMaHO.

BusedenHs. Ilicnsa ogHOPa30Boi mepopabHoi abo B/B [03M MAaHTONpPa30iy, MiueHoro '“C, y 370poBuX
noOpPOBOJIBIIIB 3 HOPMATbHUM 00MiHOM peuoBHH npubnu3no 71 % mo3u BuUBomUIOCS 3i ceuer0 i 18 % 3
KaJIoM missxoM OimiapHoi ekckperii. Y He3MiHeHOMY BUTJISIII TAHTOMPA30JI 3i ceyeio He BUBOOUBCS.

Ocobausi epynu nauieHmis

ITauienmu aimHbo20 8iKy. Y 00OPOBOJIBIIB TITHROTO BiKY (BiKoM 64 - 76 poKiB) Ipu 6araTopa3oBoMy
IpuioMi TiKapchKoro 3aco0y 3adikcoBaHo ullle Ha3HayeHe abo nmoMipHe 3pocrtanus C,,, (26 %) Ta
AUC (43 %) maHTOIIPa30Jy IOPiBHIHO 3 IIOABMHU MOJIOALIOTO BiKy. TOMY MmallieHTaM JIiTHBOTO BiKY
PEKOMeHI0BaHO NTpUu3HavYaTU CTaHAAPTHI 03U TaHTOIPa30Jy.

ITopyweHHA PyHKUil HUPOK. Y TIAlliEHTIB 3 TSIKKO0I0 HUPKOBOIO HEIOCTATHICTIO TapaMeTpu
(dbapMaKOKiHETUKHM MTAaHTOIPa30Jly TakKi XK, K i y 3M0poBuUx f06pOBOJIbIiB. TOMy malieHTaM 3
HUPKOBOIO HEIOCTATHICTIO, K 1 lTallieHTaM Ha reMofiai3i, KOpUI'yBaHHSA [NO3U He BUMaraeThCH.

ITopyweHHs pyHKUii neviHku. Y MaLliEeHTIB 13 Ie4YiHKOBOIO HEOCTATHICTIO JIETKOT'0, CEPegHbOT 0
Ta TSXKKOTO CTyIleHs (IKMpo3 nedinky, Kinacu A - C 3a knacudikariero Yaunga-I1'vo) C,,.,
TIaHTOIIPA30J1y felo Buia (B 1,5 pasa), HiX y 3m0poBuxX J0OPOBOIIBIIB. X04a Y MaIlieHTIB 3
IIEeYiHKOBOIO HEIOCTATHICTIO IIepiof HalliBBUBEOEeHHS 31 CUPOBAaTKHU KPOBi 3pocTae [0 7-9
roguH, a AUC - y 5-7 pa3iB, 1Ii 3HaUeHHS He BUIL, HiX y NTI0feH i3 gedinuToM ned4iHKoBOro
dbepmenty CYP2C19. Tomy KopuryBaHHS JO3H IJId MAIli€HTIB 3 IeYiHKOBOIO HEJOCTATHICTIO
He BUMara€ThCs. 3a3HaueHi 3MiHM (papMaKOKiHETHKH Y MallieHTiB 3 ocnabieHon QyHKITIE0
MeYiHKY IPU3BOAATH A0 MiHIMaJIbHOTO HaKONMUYEHHS IIPY TpUBajaoMy npuiiomi 1 pa3 Ha
noOy. [TarieHTaM 3 MeYiHKOBOIO HEJOCTATHICTIO JIETKOI'0, CEPEeIHhOT0 Ta TSXKKOTO CTYIEeHS
IPU3HAYAlOTh CTAHJAPTHI 103U NMiKapchKoro 3acoly, asne He Buile 40 Mr Ha 00y, OCKinbKU
Il 3HaYeHHS He OCJIIXKYyBaJUCs Cepeq Malli€HTIB 3 [IeYiHKOBO HEJOCTAaTHICTIO.

Himu. Y nemgiatpuusiit nonynsuii papMaKoKiHeTHKa IaHTONIPa30JIy OOCIigXKyBaiach y OiTed Ta
IiATiTKiB BiKOM [0 16 pOKiB 3 MigTBEPHKEHO0 (MMOBIPHOI0) racTpoe3odareaabHO Pe@IIOKCHOI
xBopo6oto (F'EPX). 3aranpHuit KIipeHC 3p0oCTaB BigIOBIIHO [0 30ibIIIEHHS MacH Tijla 3a HeliHiiHO0
3aJIeXHICTI0. 3arajJbHUM KJIiPpEeHC 3POCTaB 3 BIKOM JIHIIIe ¥ OiTel BiKOM [0 3 POKiB.



IliTi Ta DiAmiTKA BiKOM Bifg 6 o 16 pOKiB

Y pmiTe¥ Ta migmiTKiB BiKOM Bif 6 0o 16 pokiB 3 kiiHiyHUM aiarHo3oM EPX napamerpu
(bapMaKOKiHETHKH ITiCJIsT OQHOPA30BOT'0 IEPOPAIbHOTO MpuiioMy TabIeToK ITaHTOIIPa30j1y B [03i 20
Mmr ab6o 40 MT BUPi3HAKCS 3HAYHOI0 MiHTUBICTIO (iana3oH KoedirieHTa Bapiatii %CV - Big
40 % mo 80 %). 3rigHo aHami3y ¢papMakKOKiHETUKH B MONYJIALiIX CEpegHbOr€OMETPUYHI
3HaueHHd AUC micnsa npuiiomy TabneTok maHTonpa3ony 40 Mr y mite 6-11 poki Gynu Bui
Ha 39 %, y nignitkiB BikoM Bif 12 1o 16 pokiB - Ha 10 %, NOpPiBHSIHO 3 HOPOCIUMU.

KrinigHi xapaKTepHCTHKH.
IToka3zannus.

JlikyBaHHs pediiokc-e30dariTy, moB’s13aHOTO 3 TacTpoe3odareaabHO0 pPedITIoKCHOI XBOPOOOIO
(TEPX).

[TinTpuMaHHS peMicil epo3uBHOTO e30¢ariry.

JIikyBaHHS IATOJIOTIYHUX TillePCeKPETOPHUX CTaHiB, Yy TOMYy 4UCJIi CUHAPOMY 30JUTiHrepa-EnmicoHa.

IIpomunoka3aHHs.

[TinBuIeHa YyTNUBICTh 0 aKTHBHOI PEYOBUHH, MOXiMHUX OeH3UMiA3011y, @ TAKOXK [0 OyAb-5KOI 3
IOMOMIKHUX PeYOBUH JTiIKapChKOT0 3acoly.

Jlikapcekuii 3aci6 [TaHTompa3on-I'eTepo TPOTUIIOKA3aHUM MMallieHTaM, SIKi MPUIMaIOTh IIpenapaTH,
[0 MICTSATh PUITIBIPHUH.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.

B3aemo0ia 3 anmupemposipycHot mepanieto. He peKOMeHAy€eThCA OMHOYACHUN TPULAOM
aralaHaBipy a6o HesdiHaBipy, ab0 pUMiBipHHY 3 TAHTOIPA30JI0M, OCKIJIbKY IIPHU I[bOMY MOXKe
3HUKYBATHUCS KOHLIEHTPALlis IIUX aHTUPETPOBIPYCHUX MPemnapariB y mia3Mi KpoBi 3 HACTYITHUM
3HUKEHHSM IX TEPANeBTUYHOTO e(DeKTy Ta BUPOOIEHHSIM PE3UCTEHTHOCTI.

AHMuUKodeyAAHMU HA OCHOBI KyMAapuHY. B paMKax cuCTeMHU IIOCTMapKeTUHTOBOT'O
CIIOCTepeXKeHH Yy MAallieHTiB, AKi 0OgHOYacHO npuiMany Bapdapul Ta II1I1, 30KkpeMa i maHTONPA307I,
3adircosano migsumerHs MHB/INR Ta npoTpoM6iHOBOTO Yacy. 3poCcTaHHs MPOTPOMOIHOBOTO Yacy Ta
MHB/INR Moxe MpU3BOAUTH OO0 KITiHIYHOI KPOBOTEYi Ta HaBiTh [I0 I€TAJILHOT'O HACIAKY. ToMy
nalieHTy, SKi OMHOYAaCHO MPUMaloTh JlikapchKuil 3aci6 ITanTompason-T'eTepo Ta BapdapuH,
0TPeOyIOTh MEOUYHOTO CIIOCTEPEkKEHHS, 11100 BYaCHO MOMiTUTH MoXkyuBe migBuiiileHHss MHB/INR Ta
IpOoTpoMOiHOBOTO 4acy.

Knonidozpeab. Y 300poBux oOPOBOIIBIIB OMHOYACHUY TPHUMOM IIAHTOIIPA30JIy Ta KJIOMiOrpeio He
BUKJTMKAE KIiHIYHO BaXkTUBUX e(hEKTiB eKCIIO3UIlil aKTHBHUM MeTaboIiToM KIomigorpesto abo
inribyBaHHS KiomigorpesieM arperatii TpoM6o1uTiB. ToMy Ipu IpuiioMi peKOMeHI0BaHUX 103
[IAaHTOINIPAa30Jly KOPUTYBaHHS [03U KJIOMAOTPENTI0 He BUMara€eThCs.



®apmakoaoziuHi npenapamu, 6io0ocmynHicme aKux 3asexcums 8i0 pH wayHka. Yepe3 3HUKEHHSA
CeKpellii KUCTIOTH y IITYHKY ITaHTOIIPa30J1 MOXKe I0CIabIoBaTH BCMOKTYBaHHS
(bapMaKoJIOTiYHUX TIpenapaTiB, 6i0IOCTYMHICT IKUX 3aeXuTh Big pH mmyHka. [pu
IIPUIOMI ITaHTONIPO30JIy MOXKE 3HUKYBAaTUCSI BCMOKTYBaHHS TaKUX IIperaparis, K
KeTOKOHA30J1, CKJIafgHi edipu ammiiuiiny, aTa3aHaBip, CoJIi 3ai3a, eplnoTuHi6 Ta
MikopeHomaTy Mopetun (MMO).

[Tpu ogHOYACHOMY 3aCTOCYBaHHi 3[[0pPOBUM [OOPOBOJIBIIAM Ta IMallieHTaM i3 mepecaiKeHuMU
opraHaMu InaHTonpa3ony i MM® 3adikcoBaHO 3HUKEHHS €KCIIO3UIlil aKTUBHAM MeTab0JliTOM
MiKO(eHOJI0BOI0 KHCIOTOI0, HacaMIlepes 4Yepe3 3HUKEHHS po34MHHOCTI MM® npu nigBuineHoMy
3HaveHHi pH nuiyHKa. YV nauieHTiB 3 TpaHCIJIaHTaTaMy, Kl OQHOYACHO IpuiManTs MMO ta
TIAHTOIIPa30J1, KJIiHiuHy HeOe3neKy 3HMKEHHS eKCIO03uUIil MiKOpeHO0I0BOIO KUCIOTOIO Ta
BiITOPTHEHHST OPTaHiB He BCTAHOBJIEHO. PEKOMEHIYEThCS 3 00ePEeKHICTIO 3aCTOCOBYBATH
IIQHTOIIPA30JI TUM MalliEHTaM i3 IepecafikKeHUMHU OpraHaMu, SIKi OMHOYaCHO NpuiMaiTh MMO.

XubHono3umueHi pe3yabmamu aHani3y cedi Ha mempaziopokaHabiHoa (TT'K). Hagxomunu
TIOBiIOMJIEHHS ITPO XMOHOTIO3UTUBHI Pe3yIbTaT! CKPUHIHTOBUX TECTiB Ha TeTparimpokaHabinon (TTK)
y nanuieHTiB, ski npuiimanu ITII1. ToMy y Takux manieHTiB HeoOXigHO MiATBePAXKyBaTH O3UTHUBHI
pe3ynbTaTy iHIMUMU, OiNTbINn HagiiHUMU, METOOAMH.

Memompekcam. Ony6nikoBaHi y 3BiTax peTPOCIEKTUBHUX aHali3iB Ta MOMYISALiNHNX
(hapMakKOKiHETUYHUX NOCIIIXKEHb ONMKUCHU KIiHIYHUX BUMAOKIB ITOKA3yIOTh, IO V Pa3i 0qHOYAaCHOTO
npuiioMy II1IT i3 MeTOTpeKkcaToOM (3a3BUYail y BUCOKUX [03aX, AUB. IHCTPYKIIIO 31 3aCTOCYBaHHSA
METOTPEKCaTy) MOXKe ITigBUIIYBATUCS CHPOBAaTKOBUM pPiBeHb METOTPEKCATY Ta Oro MeTabortiTy
rigpokcumeToTpekcaTy. OnHak GpopMaibHi AOCTiAXKEeHHS B3a€EMO/Iil IUX IIperapaTiB He IPOBOAUIIHCE.

B3aemoodia 3 iHwumu nikapcbkumu 3acobamu. MeTtaboJ1i3M maHTONPa30i1y BifOyBA€THCSI B OCHOBHOMY
3a y4acTi pepmenty CYP2C19, menmowo mipomo - pepmenTiB CYP 3A4, 2D6 ta 2C9. B in

Vivo [IOoCifiKeHHi B3aEMOIi¥ MiXK JTiKapChKUMU 3ac06aMu ¥ 300POBUX NOOPOBOJIBIIB BUBYAIIH
cyoctpatu CYP2C19 (mia3enam [Takoxk € cyoctpatom CYP3A4], denitoin [Takox iHmykTOp CYP3A4]
Ta KJIomiforpens), Hibegumnin, Migaszonam i knaputpoMinus (cy6ctpatu CYP3A4), MmeTomnposon
(cyocrpat CYP2D6), nuknodeHak, HampokCceH Ta mipokcukam (cyoctpat CYP2C9), a Takox Teodinin
(cybctpat CYP1A2). 1li mpenmapaTu CyTTEBO He BIIMBAIX Ha (hapMaKOKiHETHKY IaHTOIIPA30y.

IHwi 83aemo0ii. Y TallieHTiB AUTAYOTO BiKy 3 reHeTUuUHUM Aedinurom CYP2C19 (CYP2C19 *2/*2)
croctepirasnocs mectupa3oBe 30inbmeHHss AUC nopiBHSHO 3 miThMu 3 HOpManbHUM (CYP2C19 *1/*1)
ta npoMixkHUM (CYP2C19 *1/*x) reHOTUIIOM TTI€YiHKOBOTO MeTaboJIi3My. Y mallieHTiB 3 ocinabieHuM
MeTab01i3MOM ITaHTOIIPa30Jly YSIBHUM IepopaibHuil KiipeHc ¥ 10 pa3iB MeHIIUH, HiXK 1Ipu
HOpManbHOMYy MeTabomni3mi. ToMmy o miten i3 renetTuynuM gedinurom CYP2C19 nHeoOxigHe
BigIIOBigHEe 3MeHIIEeHHS N03U.

Oco006.1ueocmi 3acmocye8aHHs1.

IopywenHs pyHkuii nevinku. [TarieHTaM i3 TIXKKUMU MOPYIIEHHAMY QYHKINI IeUiHKY
HeoOXigHO PerynsipHO KOHTPOJIIOBATH PiBeHb MMeYiHKOBUX (PepMeHTiB, 0COOIMUBO IIifl Yac
INOBTOTPHBAJIOTO 3aCTOCYBaHHS JIiKapchKoro 3aco0y [TanTomnpasomn-I'eTepo. V pasi migpuiueHHs
piBHS ne4iHKOBUX (DepPMEHTIB 3aCTOCYBaHHS IIpenapaTy HeoOXimHO MPUIUHUTH (OuB. po3min «Crocid
3aCTOCYBaHHS Ta JO3W»).



KombiHogaHa mepanis. I1if yac KoMGiHOBaHOI Teparlii MOTPiOHO JOTPUMYBaTUCh iIHCTPYKIIiI
U1 MEOUYHOT'0 3aCTOCYBAHHS BiATIOBIIHUX JTiKapChKUX 3aC00iB.

Lloszompuease snikysaHHA. [1pu HOBroTprBajoOMy JIiKyBaHHi, 0c00IMBO Oinbille 1 POKy, MaIliEeHTH
IIOBUHHI 3HAXOAUTHUCS IIifl PeryIsIPHUM HarIsaA0M JIiKaps.

3n0skicHi ymeopeHHs wayHka. [locnabneHHsT CUMIITOMaTUKY IIPHY JIiKyBaHHI ITAaHTOIIPa30JI0M
He BUKJII0Ya€ MOXKJIMBOCTI 3JI0KICHUX YTBOPEHD Yy LITYHKY. TOMYy BUMara€eTbCsa SOOATKOBE
CIIOCTEpPEXEeHH Ta OiarHOCTUYHI NOCIiIXKEeHHS JOPOC/IUX Nalli€HTiB 3 HEAOCTaTHbO
OTITMMaIbHOIO Peakili€io abo 3 paHHIM CUMIITOMAaTUYHUM PEIUANBOM ITiCIIs 3aBEpIICHHS
JiKyBaHHS MMAHTOIPa30JioM. [IJ1s1 MallieHTiB TiTHBOTO BiKy TaK0XK MOxKe OyTH IMOoKa3aHa
€H[I0CKOIIif.

IH2ibimopu npomea3u BIJI. He peKOMEHIY€ETLCSA CYMiCHE 3aCTOCYBAHHS MAHTOMIPA30JIy 3
inribiTopamu mpoteasu BIJI (Takumu sIK aTa3aHaBip), abcopOilis TKUX 3a7neKUTh Biff
BHYTPIIIHBOIITYHKOBOTO pH, Yepe3 CcyTTeBe 3HUXKEHHS iX OiogocTymHOCTI (TuB. po3min «B3aemofis 3
iHIITUMM JTiKapCbKUMM 3aC00aM¥ Ta iHIIM BUOM B3aEMOIii»).

TI'ocmputl inmepcmuyiaavHut Hegpum. Y nauieHTiB, ski npuiiMany II1I1 (30kpema i
IaHTONIPa30), 3a)iKCOBaHO BUIaKU BUHUKHEHHS IOCTPOTO iHTEPCTHULiaTbHOTO HEe(QPHUTY.
[ocTpuit iHTepcTUliaTbHUM HEPPUT MOKe BUHUKATH Ha OyOb-IKOMY eTalli Teparil
IIaHTOIPA30JI0M 1 3a3BUYail OSICHIOETHCS 1IONATUYHOI0 PEaKIN€I0 MiABUIEHOl Yy TINBOCTI.
Y pasi BUHUKHEHHS TOCTPOT0 iHTePCTHULiaTbHOTO He(PPUTY HEOOXIIHO MPUIMHUTH TiKyBaHHS
[IaHTOIIPA30JI0M.

Clostridium difficile-acouitiosana diapes. Omy6ikoBaHi 00cepBalliliHi JOCTiAKEHHS ITOKa3yIOTh,
mo teparid 1111, 30KpeMa ¥ MaHTOIPa30JI0M, MOXKe MigBuIyBaTu pu3uk Clostridium
difficile-acorifioBaHoi fiiapel, 0CO6IMBO IIPY CTallioHAPHOMY JIiKyBaHHi maiieHTiB. Lle
IiarHO3 PO3TIISJaEThCS IPHU CTiMKiM miapel (muB. po3min «ITo6iuHi peakiii»).

[TamienTaM Ciig npu3HadYaTy MiHIMaaIbHO MOXKJIMBI A03Y [TAHTOMPA30J1y MPOTATOM HaKOPOTIIIOTO
nepiofy NiKyBaHHS, 1110 3a0e3Meyye MOCTaB/IeHi TepaneBTUYHI 3aBIaHHS.

ITepesnomu Kicmok. Hu3ka ony0nikoBaHuX o0cepBalliiHUX OOCIIIXKEeHb Ja€ MigCcTaBu
BBaXKaTH, 110 Tepamis ITII1 moxe OyTu 1oB’si3aHa 3 MigBUILIEHHIM PHU3UKY OCTEOIIOPO3HUX
IIepesioMiB CTerHa, xpeOTa Ta 3am’siCTKa. PU3UK IepeioMiB BUIIUY Y TAIi€HTIB, SKi
IpUIMaloTh BUCOKi m0o3u (ToO0TO mekinbka npuiiomiB Ha no0y) ITIIT abo 3acTocoBytoTh ITIIT
IIPOTSATOM TPUBAJIOro Yacy (pik abo Ginbire). ToMy malieHTaM HEOOXiIHO MpU3HAYaATH
MiHIMaJIbHO MOXKJIMBI [JIs BiATIOBIIHUX ITIOKa3aHb [03U [IAHTOIIPA30J1y IPOTArOM
HaMKOPOTIIOTOo Nepioay Teparil. TallieHTiB i3 pU3UKOM OCTEOMOPO3HUX IIEPEJIOMIB JIIKYIOTh
BiZITIOBITHO IO BCTAHOBJIEHUX TEPAIIeBTUYHUX IIPOTOKOIIIB (IuB. po3min «I106iuHi peakiii»).

TscKi wKipHi nobivHI peakuii

[ToBimoMmusiiocst PO TSAKKi MKipHi mo0iYHi peakiii, BKII04al0Yyd MyIbTU(GOPMHY €PUTEMY, CHHIPOM
CriBeHca-JI2KOHCOHA, TOKCUYHUM elliepMaTbHUN HEKPOJIi3, peakilito Ha JIiKapChKi 3aco0u 3
eo3uHOdinieo i cucteMaumu cumnromamu (DRESS) Ta roctpuii reHepasi3oBaHl eK3aHTeMaTO3HUN
nycTynbo3 npu 3actocyBanHi ITIIT (muB. po3pin «Ilobiuni peakiii»). HeoOxigHO IPUIMHUTY IPUUOM
TIAHTOIIPA30J1y IIPY MEePIINX 03HaKaX ab0 CUMIITOMAax Cepio3HMUX IKipHUX MOGIYHUX peakilii abo
iHIIMX O3HAaK TiNepYyTIUBOCTI T PO3TISHYTH MOXKJIUBICTh IIOAAIBIIOT0 006CTEXKEHHS.
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IIIKipHUt ma cucmeMHUU YepsoHUlU 808YdK. Y Tali€HTiB, AKi 3acTocoByBanu II1II, 30KpeMa
IIAHTOIPAa30J1, 3a(pikCOBAHO BUMAAKN BUHUKHEHHS IIIKIPHOTO YePBOHOI0 BoB4aka (IIIYB) Ta
CUCTeMHOT0 4epBoHOro BoBYaka (CUB). Lli mob6iuHi peakiiii BUHMKaJH K BIIEpIIe, Tak i K
3aroCTpeHH BXKe ICHYI04Oro ayTOIMyHHOI0 3axBopioBaHH4. [Ipu nmikyBanHi II1IT yacTimne
BUMHUKAJA WIKipHa (popMa YepBOHOTO BOBYAKA.

Haunoumpesrimo:o ¢popmoro IITYB, 110 cnocTepiranacs y mauieHTiB, ki 3actocoByBanu II1I1, 6yB
migroctpuu II4YB (TTIIYB), BiH BUHKUKAB Y MalLliEHTiB Pi3HOTO0 BiKYy (Bif AEKITBKOX MICSAIB OO CTapIle
60 pokiB). LI moOiuHa peakilisi MOTJIa BUHUKATH SIK Yepe3 [IeKilbKa TUXKHIB, Tak i yepe3 meKinbka
POKIB IiCJIg [IOYATKY JIIKyBaHHSA. 3arajoM AaHi IiCTOJIOTIYHUX JOCTIiXKeHb He IT0Ka3yBau ypaXkeHHs
BHYTPIIlIHIX OpraHis.

CYB cnoctepirascs pipire, Hixk [IT4YB, y mamienTis, siki 3acTocoByBanu IIII1. CYB, mo 6yB noB's3aHuM
3 II1I1, 3a3Buyay MaB Oinbin cnaOkuii mepelir, Hixk HeMeguKaMeHTo3Hi ¢popmu CUB. CYB mir
3’ABIIATUCH K Yepes3 [JeKiIbKa OHIB, Tak i Yepes JeKiJIbKa POKiB IIiC/IsA I0YaTKYy JIIKYBaHHS ITalli€HTIiB
Pi3HOTO BiKy - Biff MOJIOOTO JOPOCJIOTO 10 cTapedoro. Y 6inbinocTi nanierTiB CYB nposBnsascs
BHUCHUIIAHHSIMH, OOHAK TaK0XK 3a¢ikKCOBAHO apTpaIriio Ta HUTOIEHIO.

TpuBamnicTs IpuioMy IiKapChKOTo 3ac00y Ma€ TOYHO BiATIOBimAaTH MEOUYHUM ITOKa3aHHSIM. AKIIO y
Malli€HTiB, SKi IPUUMAalOTh MAHTOIPa30J1, 3’ IBIAITHCSA 03HAKU YX CUMIITOMH, 1110 HaragywoTs [ITYB
abo CYB, mpuitom mpemnapaTy HeoOXifHO MPUIUHUTY i HAlTpaBUTH IallieHTa Ha OTJIS A0 JIiKaps
BigmoBigHOTO ITpodinto. ¥ GinbIIOCTi malieHTiB CTaH MOKPAIIYETHCS BXKe yepe3 4 - 12 TUXKHIB Mics
IPUIIMHEHHS IPUUOMY JTiKapcbKoro 3acoby ITaHTorpa3on-I'eTepo. [To3uTuBHi pe3ynbTaTu
ceponoriyHux TecTiB (Hampukian, ANA) Ta migBuileHi MOKa3HUKY CEPOJIOTIYHOTO OOCTiIXKEeHHS
MOXKYTb 30epiratucs e gesiKui 4ac Iicyis 3HUKHeHHS KJTiHiYHUX TIPOSBIB.

Hegiuum yianokobasaminy (8imamiHy B,,). TpuBanuii mogeHHui npuitoM (Ginbime 3 POKiB)
Ipenaparis, 1[0 IPUTHIYYIOTh CEKPeLil0 KUCIIOTU Y IUIYHKY, MOXKe CTaT! IPUYUHOI0 IIOPYIIEeHHS
BCMOKTYBaHHS IiaHOK0GanaMiny (BiTamin B,,) 3 HacTymHoto rino- abo axyioprigpieto. V mitepaTypi
ny0IiKyBanuCh PigKiCHI MOBigoMIeHHS PO AediuuT HiaHokoOanaMiHy, 10 BUHUKAB IIPU
KHICJIOTOCYTIPEeCOpHiY Teparii. ToMy Ipy BUHUKHEHHI KTiHIYHUX CUMIITOMIB geiluTy
1iaHokoOanaMiHy epeBipsoTh LeH [iarHo3.

I'inomazHiemMiss ma MiHepaavHull 06MmiH. 3adikCcOBaHO PiAKiCHI BUMaIKU CUMITOMAaTUYHOI Ta
ACUMTOIIATUYHOI TimoMarHiemii, 110 iHKOIM BUHUKAJIA Yepe3 TPU MicsIl, a B OiIbIIOCTi BUTIATKIB -
yepe3s pik micyg nodaTky Tepamnil. Cepiio3Hi mobiuHi peakilil BK/II04any TeTaHilo, apUTMiio Ta
KOHBYJIbCUBHI Hamanu. ['imoMaruieMis Moxke MpU3BeCTH [0 TinokasnblieMii Ta/abo o rimokamiemii, a
TaK0X MOXKe I[IOCUIIUTHA OCHOBHY TilTOKaJIbILIEMIIO ¥ MAI[i€HTIB I'PYIIA PUUKY.

Y GinbInoCTi malieHTiB MiKyBaHHS TioMarHieMii BUMarajo 3aMiHM MarHilo Ta IPUNIUHEHHS IPUILOMY
JIiIKapChKOT0 3aco0y.

Ins maIfieHTiB, SKUM mepen0advaeThCs TPUBAJE 3aCTOCYBAHHS TiKapchKoro 3acoby IlaHTompa3son-
['eTepo abo sKi mpuitMaTh HOTO 3 TAKUMHU JIiIKapCHKUMHU 3aC00aMu, SIK QUTOKCHH, a6o 3
miKapChbKUMU 3ac00aMu, STKi MOXKYTb CIPUYMHUTH TillOMarHieMito (Hampukiap, AiypeTUKu), Jikap
Ipu3Hayvae Jikapchkuy 3aci6 [TanTonpa3on-I'eTepo Ha mifcTaBi faHUX aHasi3y PiBHIB MarHiio i
nepioiUYHO MepeBipsi€e I1i PiBHI MmiJg Yyac 3aCcTOCyBaHHS JTiKapchKoro 3aco0y (muB. po3min «I1o6iuni

peakiii»).

Heo6ximHO pO3riIsHYTH MOXKJIUBICTh MOHITOPUHTY PiBHS MarHilo Ta Kasbllilo Iepef Mo4aTkoM
3aCTOCYBaHHS IIAHTOIIPA30J1y 1 IepiOAUYHO IIif Yac JIiKyBaHHS y IAl[leHTiB 3 HAABHUM PU3UKOM
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rimokarnbliemil (Halipukiap, rinomnapaTupeosy). [Ipu HeoOXimHOCTI Ciif momaTt MarHi#k i/abo KambIlid.
K10 rimoKasnbIlieMiss He MONAETHCS JIKYBaHHIO, TTOTPIOHO PO3TIISTHYTH MOKJIMBICTh TPUIUHEHHS
3aCTOCYBaHHS JTiKapChKOTo 3acoby.

KaHuepozeHnHicmyb. Xponiuna nmpupopa IEPX wacTo BUMarae TpUBajIoro IMpUioMy ITaHTOMpPa3o0my. B
TPUBAJIUX JOCIIAKEHHSIX Ha TPU3YHaX IaHTONPa30JjI AEMOHCTPYBaB KaHI[EePOTeHHICTh 1 CHPUYUHSB
PiAKICHI TUNM NUTYHKOBO-KUIIKOBUX IYXJIMH. 3HA4YEHHS [IUX Pe3yJIbTaTiB L[00 KaHIIEPOTeHe3y y
JIF0fel HeBimoMe.

IToainu ¢pyHOanbHUX 3a103

3actocyBanH4 II1I1 moB’g13aHe 3 MigBUIIEHUM PU3UKOM IOJMiB GyHAANbHUX 3aJ103, SKUW 3POCTAE NIpU
moBroTpuBajaoMy 3actocyBanHi II1I1, ocob6nuBo moHap pik. Y GinmbInocTi marieHTis, ski mputimManu ITIT1
Ta y SIKAX PO3BUHYIIKCS MOMINY GYHAAIBbHOI 3a103H1, 1Ii oIy 6ynu 6e3CUMITOMHUMH, iX 6yI0
BUSIBJIEHO BUIIQIKOBO Mif Yac eHpockorrii. [Ipenapar I[TanTonpa3on-I'eTepo He0OXigHO 3aCTOCOBYBATH
IIPOTATOM HAUKOPOTIIOrO IepioAy BIiNIIOBIOHO [0 CTaHy, IKUH JIIKY€EThCS.

XubHono3umusHi pe3yabmamu aHanisy cedi Ha TT'K (ouB. po3min «B3aemopist 3 iHmuMu ikKapChKUMU
3aco0aMu Ta iHIII BUOU B3aEMOMIN»).

OO0HouacHutl nputiom naHmonpasoay 3 memompexcamom. JIiTepaTypHi faHi MOKa3yOTh, 110
opHo4YacHu# npuiioM II1I1 3 MeToTpekcaToM (3a3BUYall y BUCOKUX H03aX; AUB. iHdopMaliiio Ipo
METOTPEKCaT) MOXKe IiIBUIYBaTH CUPOBATKOBUY PiBeHb METOTPeKcaTty Ta (a0o) #ioro MeTabomiTiB,
IO MigBUINYE KMOBIPHICTE IPOSBY TOKCUYHUX e(eKTiB MeTOTpeKcaTy. [IpuiioM BUCOKHUX 103
METOTpPEeKCcaTy MOXkKe BUMaraTi TUMYacOBOT0 IPUIIMHEHHS 3aCTOCYBaHHS JIiIKapChKOT0 3aC00y
[TanTompa3zon-I'eTepo (muB. po3min «B3aemopis 3 iHITMMY JTiKapChbKUMK 3aco0aMu Ta iHIII BUOM
B3aEMOMIN»).

Bnaue Ha pe3yabmamu 1abopamopHuUX aHai3ie. 3aCTOCyBaHHS MAHTOIPA30JTy MOXKe 30iTbIIUTH
piBeHb XxpoMorpaHina A (CgA), 110 MoxKe BIIMBAaTH Ha Pe3yJIbTaTH OOCHIIKEHHS HEMPOEHOOKPUHHUX
nyxyiuH. [[1o0 YHUKHYTH IIbOT0 BILIMBY, 3aCTOCYBaHHS JIiKapChKOT0 3ac00y HEOOXigHO MPUNUHUTH 3a
14 guiB mo BuMiproBaHb piBHA CgA.

ILlonomidcHi peuoguHu. Jlikapcekuii 3aci6 ITanTompason-I'eTepo MicTuTh TakTo3y. Y pasi
BCTaQHOBJIEHHSI HEIIEPEHOCUMOCTI OesKUX I[yKPiB He0OXiMHO TPOKOHCYIbTYBATUCA 3 JIiKapeM,
TepI HiXK IpuAMaTH 11ed JTiKapCcbKui 3acio.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

BaeimHicmb. [locnigKeHHS BIUIMBY Ha PEIPONYKTUBHY (QYHKIIi0, IKi IPOBOAUIIKCS Ha TBapUHaX, HE
BUSIBIJIM 03HaK 0oclIabieHHs GepTUIbHOCTI a00 ypazkeHHs IJI0fia i BIUIMBOM IaHTONpa3ony. OgHak
aJleKBaTHI KOHTPOJIbOBaHI JOCIIIIXKEeHHS 3a y4acTi BariTHUX KiHOK He IIPOBOAUIIKACA. X04a
pe3ybTaTé PENPOAYKTUBHUX OOCIIIXXEHb Ha TBAPUHAX He 3aBXIY CIIIBIIafal0Th 3 PEaKLi€ y
JIIOfieN, el TipemapaT y Iepiof BariTHOCTI CIlif Ipu3HayvaTH JIUIIe Y pa3i KpaiHboi HeoOXiTHOCTI.

ITepiod 200ysaHHA 2py00t0. [JOCTigXKeHHS Ha TBapUHaX IT0OKa3aJiid eKCKPeLlilo MaHTOIPa30I1y
B TPyIHE MOJIOKO. € maHi Iog0 eKCKpellii MaHToIpa30iy B PyAHe MOJIOKO TIOOUHU. BiTbIIiCTh
JiKapChKUX 3ac00iB, 10 BUMAINMSIIOTHCS Y TPYOHE MOJIOKO, 3aTHi CIPUYNHSATHA CEPHUO3Hi
no0iyHi peaklii y giTeir Ha TpyAHOMY rofyBaHHi. [IoTeHIiMHa KaHI[ePOT€HHICTh
TIaHTOIIPA30J1y, BCTaHOBJIEHA B JOCIIIXXEeHHi KaHI[ePOT€HHOCTi Ha TBapuHax, 3MyIIye abo



BiIMOBUTUCS Bif] HpHﬁOMy ObOT0 IIpemapaTty abo X, SIKIIO CTaH MaTepi IIbOT'0 HE NO3BOJISIE,
IepeBeCTu IUTHUHY Ha MITYyYHE XapYyBaHHS.

®epmuabHicmb. [TaHTOMPA30/ HE TOPYIIyBaB GEePTUTBHICTD ¥ HOCTIIKEHHSIX Ha TBapUHAX.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MeXaHizMamu.

[oTenep He HAAXOOUIIO JAHUX IIPO BIIJIUB IAHTOIPA30JIy Ha 30aTHICTh KepyBaTU aBTOTPAHCIOPTOM
abo mpalroBaTy 3 iHIIMMU MexaHi3MaMu. OgHAK Taki MoTeHMi#HI moOiuHi peakiril Ha mpemapar, K
3alaMOpPOYEHHS Ta HEUITKICTh 30py, MOXKYTb ITOCIa0/MI0BaTH PeakKIliio Ta YBaXKHiCTh.

Cnocid 3acmocyeaHHsi ma do3u.

JIixyBaHHs pediokc-e30¢arity, IoB’13aH0ro 3 racrpoe3odareanbHO0 pPedII0KCHOI0

xBopo6oto (F'EPX)

Jlikapcekuii 3aci6 ITanTompa3osn-I'eTepo moKa3aHUU JOPOCIUM KOPOTKOYACHUM IIPUHOMOM (He OBIIIe
8 TMXKHIB) [d JIIKyBaHHS Ta MOJIETIIeHHS CUMIITOMIB pedoKc-e30darity. [JopocauM naiieHTam, y
SKUX TiCs 8-TUKHEBOT0 KypCy JiKyBaHHS He NOCATHYTO BUIIKOBYBaHHS, MOXe OyTH NMpHU3HaYeHUH
me oguH 8-TuxkHeBUHU Kypc [lanTonpa3ony-I'eTepo. be3neuyHicTs Apyroro 8-TuKHEBOT0 KypCy
JIIKYBaHHS 714 OiTell He BCTaHOBJIEHA.

[TanTomnpa3on-I'eTepo 3aCcTOCOBYBATU OIiTSAM BIKOM Bifi 5 POKIB A1 KOPOTKOCTPOKOBOTO JIIKYBaHHS
epOo3uBHOTO e30darity, mos’s3anoro 3 'EPX (gus. Tabmuino 1).

[ligTpuMyloYye NiKyBaHHS €pPO3UBHOTO e30darity

[TaHTOmpa30/ oKa3aHUuy s MiATPUMYIOYOro JIiKyBaHHS €pPO3UBHOTO €30¢ariTy Ta AJjisi 3MeHIIeHHS
YacTOTY OEeHHUX 1 HIYHMX CUMIITOMIB Iedil y mopocnux nauieHTis 3 [EPX. ¥ KoHTponboBaHUX
OOCIIIXKEeHHSAX TPUBAJICTh IPUNOMY [TIAHTOIIPAa30Jly He IepeBulllyBaa 12 micais.

[laTomoriyHa rimepcekpenis KUCIOTHU Y IIIYHKY, BKIIIOYal04Yu CUHAPOM 3onniHrepa-EnmicoHa

Jlikapcekuit 3aci6 [TaHTOnpa3on-I'eTepo moKa3aHU [JI TPUBAJIOTO JiKYBAHHS MMATOJIOTiYHOI
rinepcekpeliii KHCIIOTY Yy IIUIYHKY, BKIIOYHO 3i CHHApoMoM 3oJinrepa-Enmicona.

PexomeH0BaHi 003U HaBefeHi y Tabmui 1.
Tabnuus 1
[Toka3aHHA Ilo3yBaHHA YacToTa 3aCcTOCyBaHHSA

JIikyBaHHS pediioKc-e30(ariTy, moB’s3aHOro 3 racTpoe3odareasbHoK0 pedIIioKCHO
xBopo6oio (I'EPX)

Hopocmni 40 mr 1 pa3 Ha moby BIpOmOBXK 8 TUXKHIB*
[liTu BiKOM Bif 5 pOKiB

= 15 kr < 40 kr 20 mr 1 pa3 Ha o6y BIPOOBXK 8 TUKHIB
= 40 kr 40 mr 1 pa3 Ha o6y BIPOJOBXK 8 TUKHIB

[TinTpuMaHHS peMicil epo3uBHOTO e30¢arity
Mopocmni 40 mr 1 pa3 Ha moby



[loka3anHus Ilo3yBaHHs YacToTa 3aCTOCYBaHHA

JIikyBaHHS aTOJIOTIYHUX TillePCeKPETOPHUX CTaHiB, Y TOMY YUCJIi CHHAPOMY 30JITiHrepa-
Ennicona

IMopocmni 40 mr 2 pa3u Ha go0y **

*TlopocuM TallieHTaM, SKi He oflyKaJlu Micyis 8 TUXKHIB JTiKyBaHHS, MOXe OyTH NpH3HaYeHUH
NOOAaTKOBUM 8-TUXKHEBUU KypC JIiKyBaHHS npemnapaTtoM [laHTonpason-T'etepo.

**KpaTHiCcTh IPUHOMY Ta 103y OTPIOHO CKOPEryBaTH BigIOBIIHO [0 MOTPeO MallieHTa.

[TpomoBXKyBaTH Tepaliio IOTPiOHO, TOKM € KITiHiYHI MoKa3aHHs. [Ipu3Havanucs no3u go 240 Mr Ha
no0y.

Coocib mpuriomy

[HCcTpyKIil oo criocoOy mpuiiomy mpemnaparty [laHTonpa3on-I'eTepo, TabaeTok
racTPOPe3UCTEHTHUX, HaBeleHi B Ta0OmuIIi 2.

Tabmnuig 2

Jlikapcbka hopma MImsax BkagziBku*
TabneTky,

. [TepopansHuii  TabneTKy KOBTAIOTH IIiJI0I0, He3a/Ie3KHO Bifl BXKHWBaHHS 1XKi
raCTpOpe3UCTEeHTHI

*TTa1rieHTiB iHCTPYKTYIOTH, 110 [TaHTONpa3os-I'eTepo, TabmeTKU racTPOPE3UCTEHTHI, HE MOXKHa
pO371aMyBaTH, KYBaTH YU iHITMM YMHOM IOAPiOHIOBATH.

[TanTompa3son-I'eTepo, TabaeTKY raCTPOPE3UCTEHTHI, KOBTAIOTH I[IIMMU, He3aJIe3KHO Bifl BXKHUBaHHSI
ixi. [TauienTaMm, sKi He MOXYTb TPOKOBTHYTH 1ij10t0 TabneTky 40 Mr, Mpu3Haya0Th MPUNAOM II0 [Bi
tabnetku 20 mr. CynyTHi# npuiioM aHTALUKIIB He BIJIMBAE€ Ha BCMOKTYBAHHS JTiKAPCHKOTO 3aC00y
[TarTompa3son-I'eTepo.

ITauieHmu aimHb020 iKY He MOTPeOYI0Th KOPETYBAHHS HO3H.

ITauienmu 3 nopyweHHaAMU ¢pyHKUii nevinku. Cepeq Malli€eHTiB 3 MEeYiHKOBOI HEJOCTATHICTIO HE
IOCIigXKyBanuch o3u moHan 40 Mr Ha mo0y.

Himu.

Besnexka Ta eeKTUBHICTH 3aCTOCYBaHHS IAHTOIIPA30J1y AJIsI KOPOTKOCTPOKOBOTO JIiKyBaHHSA (IO
BOCHMU THKHIiB) ep03UBHOTO e30¢arity, mos’s3anoro 3 'EPX, Oynu oriHeHi y miTei BikoM Big 1 go 16
pokiB. EdeKTUBHICTE ITPU epo3uBHOMY e30¢ariTti He Oyia IPOIEeMOHCTPOBaHa Y XBOPUX BikoM mo 1
poky. Kpim Toro, 15 marfieHTiB BiKOM [0 5 POKiB HEMa€ JOCTYIIHOL BiATIOBITHOI JTIKApChKO1 popMu 3
ypaxyBaHHSM BikKoBUX 0cobnuBocTed. Tomy nmpemnapat [TaHTompas3on-I'eTepo peKOMeHI0BaHUM [
KOPOTKOCTPOKOBOTO JIiKyBaHHS €pO3UBHOT0 e30¢arity, nos’sisanoro 3 'EPX, y nami€eHTiB BikoM Bif 5
pokiB. be3mneka Ta eeKTUBHICTh 3aCTOCYBaHHA IIpenaparTy y AiTel IpH JIiKyBaHHI 3aXBOPIOBaHb, KPiM
€pO3UBHOTO e30(¢arity, He olLiHoBanuCcsA. [10BifoMIISI0CS PO Te, IO MiCA 3aCTOCYBaHHS IpenapaTry
nitsaM BikoM Bif 1 7o 16 poKiB AisT KOPOTKOCTPOKOBOTO JTiIKyBaHHS (0 BOCBMU TUXKHIB) €DO3UBHOTO
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e3odarity, nos’g3anoro 3 ['EPX, cnoctepiranocs ofyKaHHS MAaI[i€HTIB Biff Ep0O3UBHOTO €30(QariTy.
[Tpote edexTUBHICTEL IpenapaTy A JiKyBaHHS cuMnToMaTuyHol ['EPX y miTelr octaTtouHOo HE
BCTAHOBJICHA.

ITepedo3yeaHHs.

Iocsin mpuiioMy nallieHTaMH OyzKe BHCOKMX 03 aHTompa3ony (> 240 mr) obMmexenuii. HasBHi gaHi
IIPO Ilepefo3yBaHHS 3a3BUYall Y3roAKyBalucs 3 BifoMuM npodinem Oe3neKy IaHTOIPa30Iy.
[TanTOMpPA30J He BUBOOUTHCS 3 OpraHiaMy remopianizoM. [Ipu nepemo3yBaHHiI TpHU3HAYalOTh
CHMIITOMaTU4He Ta MiATPUMYBaJIbHE JTiKyBaHHS.

ITo6iuni peakuii.

[ToGiyHi peakiiii 3a 4aCTOTOI0 BUHUKHEHHS PO3IOMiJIeHO 3a TaKUMHU KaTeropiaMu: AyxKe 49acTo (=
1/10), gacto (= 1/1001i < 1/10), HewacTo (= 1/10001i < 1/100), pigko (= 1/10000i < 1/1000), my=xe
pinko (< 1/10000), yacToTa HEBimoOMa (YacToTa He MOXKe OyTH BU3HauYeHa 3a HassBHUMU OaHUMU).

3 6oky Kposi ma aimpamuyHoi cucmemu

Pigko: arpanynouuTos.

Iyxe pigko: TefKONeHist, TPOMOOIIMTOIEeHis, TaHIIUTOIIEHi.

3 6oky imyHHOI cucmemu

Pigko: aHadinakTiyHi peakiii (BKIIOYHO 3 aHa(iTaKTUYHUM IIIOKOM), GPOHXOCIIa3M, CHCTEMHUI
YepBOHUH BOBYAK.

Memaboaizm ma po3nadu 06MiHY pe4o8uH

Pigko: rinepmimigemist i migBuIleHHS PiBHS MiMigiB (TPUTIIiIIePUOY, XOJIECTUPOI), 3MiHa MacH Tila,
IiABUINEHHS PiBHS KpeaTHHiHKiHA3M, TeHepai3oBanuii HaOpsK.

YacToTa HeBigoMa: TilTOHATPieMis, TiMoOMarHieMis, TimoKamnbIiEMis, TimokamieMis, meginuT
miaHokoOanaMiny (BitaMminy By,).

ITcuxiyHi po3aadu

HeuacrTo: po3nanu cHY.

Pigko: menpecis (y ToMy 4uCIIi 3arOCTPEHHS).

Iye pigKo: MpPOCTOpPOBa Ae30pi€eHTalis (y TOMY YHCIIi 3aTOCTPEHHS).

YacToTa HeBioMa: raoLUKHallil, CITyTaHiCTh CBiOMOCTi (0CO0GIMBO y NAlli€HTIB 31 CXUIBHICTIO 10
TaKUX PO3MafiB).

3 60Ky Hepsogoi cucmemu

HeuacTo: ronoBHu# 6inb, 3alTaMOPOYEHHS.



Pigko: po3nagu cMaky.

YacToTa HeBigoMa: ImapecTesis.

3 6oky opaaHis 30py

Pigko: mopyieHHsa 30py/3aTyMaHeHHS 30Dy .

3 60Ky mpagHoi cucmemu

YacTo: mominu 3 GyHOaNIbHUX 3a7103 (H0OPOsKicHi).

Heuacro: Clostridium difficile-acouifioBana miapesi, HygoTa, 6I0BaHHS, 3OYTTS XXKUBOTA, 3aII0P,
CyXicTb y poTi, abmominanbHUM 0inb i mUCKOM@OPT.

YacToTa HeBifoMa: MIKPOCKOIIIYHUN KOJIIT.

3 boky 2enamobisiapHoi cucmemu

HeuacTo: mifBuInieHHS piBHS Me4iHKOBUX (epMeHTiB (TpaHcaminas, g-I'T).

Pigko: nigBuinenHs piBHS OinipybiHy.

YacToTa HeBijOMa: ypaxKeHH relaTOLUTIB, JKOBTSIHULS, [I€YiHKOBA HEJOCTATHICTh, T€NaTuT.
3 60Ky wkipu ma nidwKipHUX MKAHUH

HeuacTo: mKipHi BUCUIIaHHS, eK3aHTeMa, CBephix.

PigKo: KpomuB'siHKa, aHTi0HeBPOTHYHUH HaOpsik (HaOpsk KBiHke).

YacToTta HeBigoMa: (POTOUYTIUBICTh, TAKKI A€PMATOJIOTiYHI peakiil, BKI4anuu cuHapoM CTiBeHCa-
I>xoHCOHa, cuHapoM Jlatenna, MynbTudopMHYy eputemy, [IIYB (muB. po3min «OcobnuBoCTi
3aCTOCYBaHHS»).

3 60Ky KicmKkogo-M’ 30801 cucmemu ma Cnoay4HOI MKaHUHU

HeuacTo: mepenomu cTerHa, 3am’acts, xpedTa (muB. po3nin «OcobIUBOCTI 3aCTOCYBAHHSI»).
Pigko: apTpasnris, mianris.

YacToTa HeBifoMa: clia3M M’'g3iB (BHACTIIAOK NOpPYyIIeHHS OalaHCy eIeKTPOJIiTiB).

3 60Ky HUPOK ma cevyosudinbHOI cucmemu

YacToTa HEBiloMa: TOCTPUM IHTEPCTUIiATbHUY HeGPHUT (3 MOKIIMBUM PO3BUTKOM HUPKOBOI
HeOgoCTaTHOCTI).

3 6oky penpodykmugHoi cucmeMu ma MO/A0YHUX 3dA03
Pigko: rinekomacris.
3azanvHi po3aadu

HeuacTo: acTeHis, BToMa, He30yKaHHS.



Pigko: nmigBuIeHHS TeMIlepaTypH TiNla, nepudepudHi HaOPSAKY.

Tepmin npudamuocmi. 2 poxu.

YmoBu 30epirannsi. 36epiratu mpu Temnepatypi He Buite 25 °C B opuriHaibHiil yIakoBIli, B
HeIOCTYIIHOMY [JIS OiTe’ MICLii.

YnakoBka. [1o 10 ta6nerok y 6mictepi, 1o 1 abo 1mo 3 GmicTepy B KapTOHHI# KOPOOIIi.

Kareropis Bigmycky. 3a peLentom.

Bupoonuk. 'etepo J1a63 JlimiTen / Hetero Labs Limited.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MicCIsi IPOBaIkKeHHs HOro Jis/IbHOCTI.

FOHiT-V, brok Vi V-A, TCIIC - ®opmyneimn CE3, C. NeNe 439, 440, 441 1 458, Tlonenani Binemx,
Ixamuepna Manpan, Tenanrana Creit, 509301, Iupis / Unit-V, Block V and V-A, TSIIC -
Formulation SEZ, S. Nos 439, 440, 441 & 458, Polepally Village, Jadcherla Mandal, Telangana
State, 509301, India.



