IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

E30JIOHI*-20

(EZOLONG®-20)

E30JIOHT®-40

(EZOLONG®-40)

Cknao:
0itoua peyosuHa: esomeprazole;

1 TabneTka, BKpUTa IIiBKOBOIO 000JIOHKOIO, MiCTHTh €30MEIPa30JIy MarHilo TPUTigpaTy
eKBiBaJIeHTHO e3oMerpa3oiry 20 Mr abo 40 wmr;

O0ONOMIJCHI PeYOBUHU: LIeJII0I03a MiIKPOKPUCTaliuHa, HAaTPito rigpokapOoHaT, KPeMHit0 TiOKCH
KOJIOimHUY 0€3BOJHUM, KPOCIIOBIIOH, MarHilo CTeapaT, Tajlbk;

obonoHKa (omappau O6inui 58901 (Opadry White), mosigon (K-30), TanbK, 3asiza OKCUT
xKoBTHUM (E 172) - HassBHUY y TabeTKax, BKPUTUX IUTiIBKOBOIO 000JIOHKOIO, 10 20 MT, 3aj1i3a OKCH[
yepBoHuii (E 172) - HasiBHUY y TabneTKaX, BKPUTHX IIJIIBKOBOIO 000JI0HKOM0, 10 40 MT', apoMaTU3aTop
M'SITHHUH).

JIikapcbKa ¢opmMa. TabneTku, BKPUTI ITiBKOBOXO 000JIOHKOIO.
OcHo8HI (pi3uKo-XiMiYHI 81aCMUBOCMI: OBAJIbHi, MBOOMYKII TaOIeTKH, BKPUTI ITiIBKOBOIO

000710HKOI0 pokeBoro (amst 40 mMr) abo CBiTI0-2kK0BTOrO (A71st 20 MI') KOJILOPY, 3 PUCKOIO IS Oy 3
OIHOTO OOKY.

dapMmakoTepaneBTHYHa rpyimna.

3acobu [g MiKyBaHHS MENTUYHOI BUPAa3KU Ta racTpoe3odareanbHoi pedIioKCHOI XBOPOOHu.
[uribiTopu mpoToHHOTO Hacoca. Esomenpa3zon. Kog ATX A02B CO05.

dPapmakono02iuHi e1acmusocmi.



®apmakoOuHamika.

E3oMernpason € S-i3oMepoM oMeIpa30i1y, SKUM 3HUXKYE CEKPELil0 LIJTyHKOBOTO COKY 3aBOSKHU
crenupiyHO HapaBIeHOMY MexaHi3My mil. Bid € crnernudiuauM iHriGiTOPOM MPOTOHHOTO
Hacoca B ITapieTanbHiu KiIiTuHi. R- Ta S-i3oMepu oMenpa3oiy MalOTh OTHAKOBY
(dhapMakKogrHaMiUYHY aKTHBHICTb.

E3omenpa3or € c1abKol0 0CHOBOIO, BiH KOHIIEHTPYETLCS Ta IEPEXONUTH B aKTUBHY QopMy y
BHCOKOKHCJIOTHOMY CEPeLOBUIIi CEKPETOPHUX KaHAbI[iB ITapi€TalbHOI KITiTUHHY, [€ BiH
inrioye dpepmenTt HK-AT®a3u - KUCTTOTHOTO HACOCA, a TAKOXK MPUTHiYye 6a3anbHy Ta
CTUMYJIbOBaHY CEKpeEL[it0 KUCJIOTH.

[Ticnsa nepopanbHOro npuiioMy 20 mr i 40 Mr e3oMenpasoiiy fis HacTa€ NPOTATrOM TOOUHU.
[Ticns moBTOpPHOTrO MpuoMy 20 Mr e3oMemnpa3ony 1 pa3 Ha fo0y MPOTATOM 5 [IHIB cepenHii
iK BUKHAY KUCIIOTHU IIiC/S CTUMYIALI] IeHTaraCTPUHOM 3HUXKYEThCS Ha 90 % mpu
BU3HAUYEHHI LIbOT0 OKAa3HUKA Yepes3 6-7 TOOUH IIiC/d NPUKAOMY [03U Ha 5-U OEeHb.

Yepes 5 guiB npuiiomy e3omenpa3sony mo 20 mr i 40 Mr nepopanbHO piBeHb pH myHKa OyB
Oinbire 4 y cepequabomy npoTsarom 13 i 17 rogus BigmoBigHO Ta Oinbiile 24 TOOWH Y MallieHTIB
i3 cuMnToMaTUYHUM pedirioKkc-e30¢aritoM. YacTka MallieHTiB, y SIKuX piBeHb pH mmyHKa OyB
6inbie 4 nmpotsrom 8, 12 i 16 rogun nicng mpuitoMmy 20 MT e30Menpa301y, CTaHOBUIIa
BimmoBigHO 76 %, 54 % Ta 24 %. BignosigHi mpomopiiil gias e3oMenpa3ony 40 Mr CTaHOBUIIA
97 %, 92 % Ta 56 %.

[Tpu BukopucTanHi AUC y SKOCTi HeIpsIMOT0 TTOKa3HMKA 7Ia3MOBOi KOHIIEHTpaIlii Oy/a moKa3aHa
3aJIeXKHICTh IPUTHIYEHHS CEeKpellil KUCIOTHU Bif eKCIIO3UIlil Ipenapary.

TepanesmuyHi e(pekmu npueHiueHHs cekpeuii coasaHoi Kuciomu.

JlikyBaHHS pedmniokc-e3odarity eaomenpa3onom 40 mMr Oyno ycmimmauM npubausao y 70 %
XBOpUX Iicis 4 TUXKHIB JIiKyBaHHA Ta y 93 % - micig 8 TUXKHIB JIiKyBaHHS.

3acTocyBaHHs e3oMenpa30ay 20 Mr OBidi Ha fOOY MPOTSITOM OJHOTO TUXKHS pPa3oM i3
BigmoBimHUMM aHTUOIOTMKAMU ITPHU3BOOUIIO [I0 YCIHilIHOI epagukarii Helicobacter pylori
npu6nu3Ho y 90 % xBopux. [Ticis Takoro JiKyBaHHS IPOTSTOM OOHOTO THXKHS He 0yI10
HeoOXigHOCTI y MpoBeieHHi IMOabllIol MOHOTEPaIlil aHTUCEKPETOPHUMHU IIpenapaTaMu Ojis
YCIIITHOTO 3arOEHHST BUPA3KK Ta YCYHEHHSI CUMIITOMIB HEYCKJIafHEHOI BUPa3KHu
OBAHAOLSATUIIAIO] KUIIIKH.

THwi e(pexmu, no8’A3aHi 3 Npu2HiYeHHAM ceKpeuii CoAAHOI Kucaomu.

Y nepion 3acTOCyBaHHS aHTHUCEKPETOPHUX IIpelapaTiB KOHIIEHTPALlis TaCTPUHY Y MIa3Mi
KPOBi 30i/bIIYETHCSA YV BiAIIOBiAL Ha 3HUKEHHS CeKpellil KucnoTu. XpomorpaHin A (CgA)
TaKOXK IiABUIIYETHCSA Y 3B I3KY 3i 3HUKEHHSIM IIIYHKOBOI KMCIIOTHOCTI.

MoxmuBo, 30inbiieHHs KinmbKocTi ECL-KIITHH IOB’s13aHO 3 MiABUILIEHHSM PiBHS TaCTPUHY Y
I1J1a3Mi KPOBI, 110 CIIOCTEPIrasoCch y AesAKUX IallleHTiB IIpU JOBrOTPUBAJIOMY 3aCTOCYBaHHI
€30MeIpasory.

Bynu oTpuMaHi IOBITOMJIEHHS [IPO AEKiJIbKa BUIIAAKIB MiABUIIIEHHS YaCTOTU BUHUKHEHHS



TPaHyISPHUX KiCT y IUIYHKY IIpU TPHUBAJIOMYy 3aCTOCYBaHHI aHTHUCEKPETOPHUX IIpenaparis.
Lli siButia € piziomorivHUM HaACTigKOM TPUBAJIOT0 IPUTHIYEHHS CeKpellil KUCIOTH i MaloTh
noOposiKiCHUM Ta 000POTHUY XapaKTep.

3HUKEHHS KHUCJIOTHOCTI IIIYHKOBOTO COKY BHACIOK 3aCTOCYBaHHSA OyIb-IKOT0 iHTibiTOPY
IIPOTOHHOI TOMITK 30iNbIIy€E y MITYHKY KiTbKiCTh 6aKTepil, MPUCYTHIX y MITYHKOBO-
KHUIITKOBOMY TPaKTi B HOpMi. JIiKyBaHHS iHTi0iTOpaMu MPOTOHHOI ITIOMITA MOXKe ITPU3BOAUTHI
[0 MiABUIEHHS PU3UKY IIIYHKOBO-KHIIKOBOI iH(EKIIil, 1110 CIpuYnHEeHa, HallpUKJIaf,
Salmonella a6o Campylobacter Ta, y TOCHITaJIbHUX XBOPHUX, MOXKJIUBO, TaKOXK Clostridium
difficile.

E3oMenpa3zon 0yB OinbIll e(eKTUBHUM ITOPiBHSIHO 3 PAHITUAMHOM IIPH JIiKyBaHHI BUPa30K
IIJIYHKA V Talli€eHTiB, ki nikyBanucs HII33 (HecTepoimHUMU MPOTH3aaIbHUMU 3ac00aMu),
BKJTIOUAI04M CeJIeKTUBHI iHridiTopu LIOT-2.

E3oMenpa3zon 0yB eheKTUBHUM IpHU MPodiTakKTHIl BUPA30K IIUTYHKA Ta ABaHALSTUIIAIO]
KUIIKY Y MaIli€HTIB, SKi JIIKyBaIuCsI HECTEPOIGHUMU IIpoTu3ananbHuMu 3acobamu (HII33) (y
nalieHTiB BikoM Bif 60 pokiB Ta/abo 3 BUpa3K0Oi B aHaMHE3i).

dapmakoKiHemuka.
Abcopbuis.

AGcopbiIrist e3oMenpa3oiy BimOyBaeThCs IIBUAKO, MiKOBI KOHIIEHTpAIlil  Iy1a3Mi KPoBi
IOCSTalOThCS MPUOIKU3HO Yepe3 1-2 roOOuHY Micls MpUuiioMy H03u. AGcomoTHa 6i0MOCTYIHICTD
CTaHOBUTH 64 % micns pa3oBoi mo3u 40 Mr i 3pocTtae 1o 89 % micns moBTOpHOro npuiiomy 1 pa3 Ha
noOy. s 20 Mr e3oMenpa3oiy BifmoigHi 3HaueHHST - 50 % i 68 %.

[TpuiioM ixi ynoBiNbHIOE Ta 3MeHIIye abcopObilito e30Menpa30oily, ONHAK Iie He BIIJINBAE Ha
eheKT e30MenpPa3oy 00 KUCIOTHOCTI Y TIOPOKHUHI NUTyHKA.

Po3nodia.

O06’eM pO3MOMiNy Y 3MOPOBUX NOOPOBOJIBbIIIB V CTaHi piBHOBAru CTaHOBUTH 0,22 JI/KT Macu
tina. E3omenpaszomn Ha 97 % 3B’SI3y€ThCS 3 MPOTEIHAMU IIJTa3MHU KPOBI.

Memaboaism.

E3oMenpa3o1 MOBHICTIO MeTabo0ITi3yETHCS 3a MOMOMOI010 MUTOXpPoMHOI cuctemu P450 (CYP).
OcHOBHa YacTHHa MeTabomi3aMy e30Menpa301y 3anexkuTh Bifg monimopproro CYP2C19, o
BiTIOBifa€ 3a BUHUKHEHHS TiIPOKCH- i me3aMeTunMeTabosniTiB e3oMemnpa3ony. [HIIa YacTuHa
3aJIekuTh Bif Apyrol cnenudignoi isopopmu, CYP3A4, ska BigmoBigae 3a BAHUKHEHHS
€30Menpa3oJicyIbGOHY - TOJIOBHOT'O0 META0O0JIITY y IyTa3Mi KPOBi.

BuseOeHHs.

[TapameTpu, HaBe[eHi HUXK4Ye, TOJIOBHUM YMHOM BifoOpaxkaioTh (hapMaKOKiHETHKY B 0Ci0 i3
dbyukuionansHUM pepmerToM CYP2C19 (excTeHcrBHUX MeTab0/1i3aTOPiB).

3arasibHUM KJIipeHC MIa3M1u KPOBi CTaHOBUTH OJIM3bKO 17 1I/TOOUHY micis pa3oBoi [03u Ta
6u3bK0 9 y1/ropuHY MICIISA IIOBTOPHOIO IIpunoMy. [lepion HamiBBUBeNEeHHS 3 IIJla3MU KPOBI



CTAHOBUTD OIM3BKO 1,3 TOOUHM MiCIIs MOBTOPHOTO puitoMy mo3u 1 pa3 Ha moby. E3omenpason
TIOBHICTIO BUBOIUTHCS i3 MTa3MU MiX IpriioMaMu 103 6e3 TeHOeHIlii 40 KyMyIsllii mpu mpuiiomi
npemnapaty 1 pa3 Ha go0y.

OcHOBHi MeTa00JIiT! €30MeNnpa30ily He BIJIMBAIOTh Ha CEKPELlilo MIIYHKOBOTO COKY. BIu3bK0
80 % mepopaIbHOI 03K €30MeNpa30ily BUBOTUTLCS Y popMi MeTaboIiTiB i3 ceuero, i -
KuiedyHuKoM. MeHntie 1 % 1moyaTkoBol JTiKapChKOl pe4OBUHU BUSBISETHCS Y CEUI.

Ocobaugi epynu nauieHmisa.
ITosinvHi Memaboaizamopu.

[Tpu6nu3no 2,9%+1,5 % momynsirii namieHTiB MaloTh HegocTaTHICTh hepmenTy CYP2C19 (ix
Ha3WBAIOTh MOBIMbHUMHU MeTabomizaTopaMu). Y 11ux oci6 MeTabo1i3M e30Menpa3oiy 37e0iIbiIoro
3piticHioeTbesas CYP3A4. Tlicns moBTOopHOTO mpuiioMy 1 pa3 Ha mo6y 40 Mr e3oMenpa30ily CepenHe
3HauYeHH] IO, 00MeKeHO0l KPHUBOIO 3aIe2KHOCTI KOHIIeHTpallil y I1a3Mi KpoBi Bif 9acy, y ciabKux
MmeTabosizaTopis mpubau3no Ha 100 % Buile, HiX B 0ci6 3 HOpMaIbHUM QYHKIIOHYBAaHHSIM (HEPMEHTY
CYP2C19 (mmBupkux MmeTtabosnizaTopiB). CepeqHs miKoBa KOHIEHTPAIIiS y M1a3Mi KPOBi 30i/IbLIYETHCS
npubnu3no Ha 60 %. Lli pe3ynbTaTé HE MalOTh KOJHOTO BIIJIUBY Ha NO3yBaHHS €30Mempa3oy.

ITayienmu 3 nopyweHHAM PYHKUIl neyviHKu.

MeTabomi3M e30Menpa3oiy y MallieHTiB 3i c1abKoio Ta MOMipHOI0 AUCHYHKITEIO TeYiHKT
Moxe OyTu mopymeHuM. [IIBuaKicTh MeTab0Ii3My 3HUXKYETHCS Y MAIIIEHTIB 3 TIKKUM
OPYIIEeHHAM QYHKIIM MeYiHKH, 1110 IPHU3BOOUTD O0 30iNbIIeHHS II0LIi, 00MeXeHO0l KPUBOIO
3aJIe’KHOCTI KOHIIeHTpallil y Ij1a3Mi KpoBi Bifl yacy, B 2 pa3u. TakKuM YMHOM, MaKCUMaJlbHa
[03a [Jis MAIi€HTIB i3 CepUO3HUM MOPYILIEHHAM QYHKIIN IeYiHKN CTaHOBUTD 20 MT.
E3oMenpa3os Ta #10T0 MeTalO0IiTH He MaloTh TEHAEHII] [0 KyMYyJIAllil i 4ac mpuiomy
npenapaty 1 pa3 Ha m00y.

ITauienmu 3 nopyweHHAM GYHKUIU HUPOK.

HocmimXeHb 3 y4acTIO [aHOl KaTeropii malfieHTiB He mpoBoauan. OCKiIbKY HUPKH
BiTIOBiMalOTh 3a BUBENEeHHSI MeTa0OoJIiTiB e30Menpa30i1y, a He TOJI0BHOI TOYaTKOBOI CIIOJTYKH,
3MiH MeTab0mi3My y MallieHTiB 3 MOPYIIeHHIM GYHKIIIN HUPOK He 0YiKy€eThCH.

ITauieHmu AiMHbLO20 BIKY.

MeTaboJi3M e30Menpa30iy He 3a3Ha€ CYTTEBUX 3MiH Y MallieHTiB TiTHLOTO BiKY (Big 71 mo
80 pokis).

ITediampuyHi nayieHmu.

[Ticnst 6araTopa3oBoro 3actocyBanHs 20 Mr Ta 40 M e30MeInpa30iy 3arajbHUMN BIIJIUB Ta
Yyac [OCSITHEeHHS MaKCUMaJlbHOI KOHIIeHTpallil mpemapary y 1mi1a3Mi KpoBi y miTe# Bikom 12-18
POKiB OyB TaKUM XKe, IK V TOPOCIIUX.

I'eHOepHi ocobausocmi.

[Ticns pa3oBoi mo3u e3oMernpa3ony 40 Mr cepenHe 3HaYEHHS I11011i, 00MeXKeHO0l KPUBOIO
3aJIe’KHOCTI KOHIIeHTpallil y Ij1a3Mi KpoBi Biff 4yacy, y XkiHoK Bumnii Ha 30 % mopiBHIHO 3



yonoBikamu. 2KogHOI pPi3HULI, ITOB’I3aHO01 3i CTATTIO, HE CIIOCTEPIrasocs Ipy MOBTOPHOMY
npuiioMi npemnapaty 1 pa3 Ha noOy. Lli pe3ynbTaTy He BIJIMBAIOTh Ha JO3YBaHHS
€30MeIpas3ory.

KitiHiuHi XapaKTepHuCTHKH.

Iloka3aHHs.

Hopocmni

I'acmpoe3ogazeanvHa peparokcHa xeopoba (I'EPX):

- TiKyBaHHST €PO3UBHOT0 pediiokc-e30¢arity;

- [IOBrOTpHBasIe JiKyBaHHS 3 BUIIKyBaHUM €30(QariToM 3 MeTOI0 3arobiraHHs peluanBy;
- CUMIITOMATHYHE JIiIKyBaHHS racTpoe3odareanbHoi pedIoKCHOI XBOPOOH.

Y noedHaHHi 3 8ionogidHUMU aHmubakmepiasbHUMU AiKy8aabHUMU 3acobamu 015
epadukauii Helicobacter pylori:

- MiKyBaHHS BMpA3KHU [BAHANLSTUIIATIOI KUIIIKH, TOB's13aH0i 3 Helicobacter pylori;

- 3amobiraHHs peuuauBY MENTUYHUX BUPA30K y MAL[€HTIB 3 BUPa3KaMH, 3yMOBJIEHUMH
Helicobacter pylori.

JIikysaHHA ma npogiarakmukKa 8upa3ok, CnPUYUHEeHUX MPuU8AAUM 3ACMOCYBAHHAM
HecmepoioHux npomu3sanaavHux 3acobie (HI133):

- JIIKyBaHHS BUPa30K, COpUYMHEHUX Tepamniero HII33;

- npodinakTiKa BUPa30K LITyHKA Ta OBaHAAUSATUIIANOL KUIITKY, 3yMOBJIEHUX
3actocyBanHaM HII3II, y marieHTiB, sKi HajlexXaTh [0 IPYIU PUIUKY.

Tpusase niky8aHHA NicA5A BHYMPIiWHbOBEHHO20 3dCMOCYBAHHA npenapamy 0151 Npogiiakmuku
peyudusgy Kpogomeui 3 nenmuyHux 8upasox.

JlixyeanHa cuHOpomy 3oaniHeepa-EnnicoHa.

Ilitu BikoM Bifm 12 pokiB

racmpoe3ogazeanvHa peparokcHa xeopoba (F'EPX):

- IiIKyBaHHSI €PO3UBHOT0 pedIloKC-e30¢arirty;

- HOBroTpUBaJie JTiKyBaHHS Malli€HTiB 3 BUIIKyBaHUM e30(]ariToM 3 MeTo0 3arnobiranHs pelugusy;
- CUMIITOMaTH4He JIiKyBaHHS ractpoe3odareanbHol pedokcHoi xBopobu (I'EPX).

Y noedHaHHi 3 aHmubiomukamu npu AiKy8aHHi uUpasku 08aHAOUAMUNAA0I KUWKLU,
3ymosneHoi Helicobacter pylori.



IIpomunoka3sanHus.

Bigoma mifBuIleHa YyT/IUBICTE IO €30MeINpa3oily, 4o 3aMileHnx 6eH3uMina30iiB abo 1o
IHIIMX KOMIIOHEHTIB penapary. E3oMenpa3osn He CIlil 3aCTOCOBYBAaTH OOJHOYACHO 3 aTa3aHaBipoM,
HesdinaBipoM (ouB. po3min «B3aeMopis 3 iHIMMME TiKapChKUMU 3ac00aMu Ta iHIIi BUOW B3AEMOTIN»).

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.
Bnaue e3zomenpasony Ha (papMakokiHemuky iHWux aAikapcvkux 3acobia.
IHeibimopu npomeasu.

BimsHavasnacsi B3aEMOfisi OMeIpa3oiy 3 AeIKUMU iHribiTopaMu IIpoTeasu (aHTUPETPOBIPYCHUMHU
npemnapaTtamu). KimiHiyHa 3HAYyIIiCTh Ta MEXaHi3MU TaKUX B3a€EMO/iN He 3aBXKAYU BiIOMi.
[ligBuiieHHs MUTYHKOBOr0 pH IpOTATroM 3aCTOCYyBaHHS OMeNpa30jly MOXKe 3MiHIOBaTU BCMOKTYBaHHS
inri6iTopiB mpoTeas3u. [HII MexaHi3MH B3aEMO[il, MOXKJIHMBO, ITOB'g3aHi 3 mpurHiuenusm CYP2C19. Y
pasi 3acTocyBaHHS [IesIKUX aHTUPETPOBIPYCHUX 3ac00iB, TaKUX SIK aTa3aHOBip Ta HemndiHagip,
BiI3HAYAJIOCS 3HUXKEHHS PiBHS OCTAHHIX Y CUPOBATI] KPOBI IIPU ONHOYACHOMY 3aCTOCYBaHHI 3
omenpa30y10M. Yepes 1ie CyIIyTHE 3aCTOCYBaHHS OMEINPAa30Jly Ta TaKUX IIpemnapariB K aTa3aHOBIp Ta
Hesn(diHaBip, He PEKOMEHOYEThCS. 3aCTOCYBaHHS oMernpa3ony (40 Mr oguH pa3 Ha go0y) pa3oMm 3
arasanasipom 300 mr Ta putoHaBipoM 100 Mr y 3m0poBUX JOOPOBOJIBIIIB CIPUYUHSITIO CYTTERE
nocnabnenHs fii atazanasipy (mpubnusuo 75 % 3menmmenus AUC, C,.,, C...). [lifBUIIIeHHS 003U
aTtasaHaBipy g0 400 MT He KOMIIEHCYBaJIO BIIMBY OMeIpa3oily Ha eeKTUBHICTh aTa3aHaBipy.

CymyTHE 3acTOCyBaHHS oMelnpa3oiy v fo3i 20 Mr Ha o6y 3 aTa3aHaBipoM 400 mr/putoHasipom 100
MT y 3[[0POBUX 0OPOBOJIBLIB 3HUKYBaIO €KCIIO3UIIiI0 aTa3aHaBipy npubnu3no Ha 30 % MOPiBHSAHO 3
€KCIIO3UIIi€0, BU3HAUYEHOI IPHU 3aCTOCyBaHHI aTa3aHaBipy 300 mr/putoHaBipy 100 Mr oguH pa3 Ha

no0Oy 6e3 3aCTOCyBaHHS OMeIpa3ony y mo3i 20 Mr Ha go0y.

Y xomi cynyTHBOI Teparii omemnpa3osoM (40 Mr Ha Ho0y) MOBiqOMIISIIH, 110 IIPU 3aCTOCYBaHHI
cakBiHaBipy (y moemHAHHI 3 pUTOHABIPOM) HOT0 PiBHI B CHPOBATI KPOBi 3pocTanu. JIIKyBaHHS
oMenpa30y0M y 103i 20 Mr Ha go0y He BIJIMBAJIO Ha €KCIIO3UIIiI0 fapyHaBipy (V moemHaHHi 3
PUTOHABIPOM) Ta aMIpeHaBipy (y IOEOHaHHI 3 pUTOHaBipoM). JIiKyBaHHS €30MeInpa30yioM Y
no3i 20 Mr Ha mo0y He BIIJIMBAJIO HA €KCITO3UIIiI0 aMIIpeHaBipy (y oeqHaHHI 3 pUTOHABIpOM
ta 6e3 Hboro). JIiKyBaHHS oMemnpa30yioM y 1031 40 Mr Ha o6y He BIIJIMBAJIO HA €KCIIO3UIIi0
JoniHaBipy (y moefHaHHI 3 pUTOHABIPOM).

3Bakalouu Ha nopiOHiCcTh hapMakoguHaMiyHUX ePeKTiB Ta papMaKOKiHETUYHUX
BJIACTUBOCTEN OMEINPA30Jly Ta €30Melpa30ily, He PEKOMEeHYEThCS 3aCTOCOBYBATH
€30MeIpa30Jjl OFHOYaCHO 3 aTa3aHaBipoM. OgHOYacHe 3aCTOCYBaHHSA €30Menpa3oy 3
HeJl(piHaBipoM MPOTUIIOKa3aHe.

Memompexcam.

[ToBimOMIISANIM IIPO MiABUIEHHS PiBHA METOTPEKCaTy Y KPOBi Y OesKUX Malli€HTiB IIPU OHHOYACHOMY
npuiiomi 3 iHribiTopamMu TpPoTOHHOI moMmnu. [Ipy MpHU3HaYeHHI MEeTOTPeKCcaTy V BUCOKUX [103aX CIIif
PO3TIISHYTHU MOXKJIMBICTH TUMYACOBOI BiIMiHM €30MeIpa3oiy.



Takpoaimyc

[Tpu ogHOYACHOMY 3aCTOCYBaHHI €30MeNpa30Ily MOBiHOMIISIH PO 30inblieHHS PiBHS TAKPOIIMYCY
y cupoBaTii KpoBi. [I0TpiOHO MPOBOAUTH MOCUJIEHNY MOHITOPHMHT KOHI[EHTpallil TaKpPOJIiMyCy,
a TakoX (PyHKIII HUPOK (K/TipeHC KpeaTUHiHy); Ipu HEOOXigHOCTI - BiAKOPUTYBaTH
[03yBaHHS TaKPOJIIMYyCY.

JlikapcuKi 3acobu, 8CMOKMYBAHHA AKUX 3aiedxcums 8i0 pH

[TpurHiyeHHS NUTYHKOBOL KACJIOTHOCTI ITif Yac JIiKyBaHHS €30MeINpa30Ji0M Ta iHIMUMU
npemnapatamu rpynu ITIIT Moxke 3HUKYBaTu abo mimBuiyBaT abcopOilito mTiKapchKux
3aco0iB, BCMOKTYBaHHS SKMX 3aJIe3KUTh Bif pH IIJIyHKOBOTO COKY.

4K i y BUNaAKy 3 iHIIMMHU JTiKApCHbKUMH NIpeliapaTaMy, 0 3MEHIIYIOTh BHYTPIITHLOUIIYHKOBY
KHUCJIOTHICTh, abcopO11isi TaKUX IIpernapariB SK KETOKOHA30JI, iTpaKoHa30J1, a TaK0X epJIOTUHIO MoxKe
3MEHIIIYBAaTHUCS, TOOI IK BCMOKTYBaHHS TaKUX IIPerapaTiB K AUTOKCUH MOXKe IIiABUITYBaTUCS IIif 9ac
TiKyBaHHS e30Memnpa3oioM. OmHOYacHe 3aCTOCYBAaHHs oMenpa3oiy (20 Mr Ha 1o0y) Ta JUTOKCUHY Y
3[0POBUX TOOPOBOIIBLIIIB MiABUIYBaIO 6i0fOCTYNHICTS AUTOKCUHY Ha 10 % (y mBOX i3 mecsitu
LOCIIIXKyBaHUX ocib - 1o 30 %). Pimko peecTpyBanucs BUIAgKXA TOKCHYHOCTi, CHPUYHUHEHO]
3aCTOCYBaHHSIM OUTOKCHHY. [IpoTe ciig moTpuMyBaTHCs 06epeKHOCTI TpH MPHU3HaYeHHI BUCOKUX 03
€30MeIpa3oly MallieHTaM JTiTHROTO BiKy. HeoOXiqHO MOCUIUTH TepaneBTUYHUHN JTiKapChKUN
MOHITOPUHT OUTOKCHUHY.

Jlixapcuki 3acobu, u,o memabonaizyromucss CYP2C19

E3omernpa3orn € inribitopom CYP2C19, ocHOBHOTO (epMeHTY, 1110 MeTaboIi3ye e30Menpa3or.
BigmosigHo, mpu KoMOiHaIlii e30Mempa30iy 3 mpernapaTaMy, 10 MeTa00Ii3yI0ThCS 3 YIaCTIO
CYP2C19, TakuMu 5K gia3lenaM, HATaJIONIpaM, iMinpamid, Kinominpamil, ¢GeHiTOIH TOII0, KOHIIEHTpaIllil
IIUX IIperapariB y mi1a3Mi KPoBi MOXKYTh 3pOCTATH Ta MOXKe BUHUKHYTHU 1oTpeba y 3MeHIIeHHi ixX
no3u. Lle, 30KkpeMa, CIlig MaTy Ha yBa3i, KOJIM e30Menpa30J1 Ipu3HavyaTH [J1s 3aCTOCYBaHHS B PeXKUMI
«3a IoTpeboio».

Hiazenam.

CynyTHE 3aCTOCyBaHHSI €30MeIpa30j1y B 003i 30 Mr IpHU3BOAUIIO [0 3HMUXKEHHS KIIipEHCY fdia3enamy,
cybctpatry CYP2C19, Ha 45 %.

deHimoiH.

[Tpu cynyTHBOMY 3aCTOCYBaHHI e30Melpa30i1y B 0o03i 40 MI y XBOpHUX Ha eIijenciio Big3HavyaIoCcs
3pOCTaHHS MiHIMaIbHOI KOHIIEHTpaIlil GpeHiToiHy y mna3Mi KpoBi Ha 13 %. PeKoMeHOyeThCs
KOHTPOJIIOBAaTH PiBeHb (PEeHiTOIHY Y MTa3Mi KPOBi Ha MOYaTKy Tepailii e3oMernpa30oM abo y pasi ii
CKaCyBaHHS.

BopukoHa3zoa.

3acTocyBaHHs oMelnpa3sony (40 Mr oguH pa3 Ha go0y) 30inkimyBano C,,, Ta AUC,
BopukoHa3oiny (cyoctpaty CYP2C19) Ha 15 % Ta 41 % BipmosigHo.

Iusnocmasoa.



Owmemnpaso, a TaK0XK €30Menpa3ol gitoTk 5K iHribitopu CYP2C19. Y xoni nepexpecHOro
MOCTiMKEHHST 3aCTOCYBAHHS OMempa30i1y ¥ no3i 40 Mr 3mopoBUM qOOPOBOIBISM ImigBuiyBano C, . Ta
AUC nunocra3zony Ha 18 % Ta 26 % BifmoBigHO, a OOHOTO 3 #0r0 aKTUBHUX MeTaboJIiTiB - Ha 29 % Ta
69 % BinIOBINHO.

ITuzanpuo.

Y 3mopoBux 106POBOJIBIIIB IIPU CYIIYTHHOMY 3aCTOCYBaHHi 3 e3oMemnpa3onoM (40 Mr) momia mifg
KPUBOIO 3aJIe’KHOCTI KOHIIeHTpallil u3anpupy y mwia3Mi Kposi Big gacy (AUC) 3pocTana Ha 32 %, a
nepion #oro HamiBBUBemeHHS (t%2) 3pocTaB Ha 31 %, ane 3HAYHOTO 3POCTAaHHS MAaKCHMaIbHOTO PiBHSA
[IM3anpuay y Iy1a3Mi KpoBi He crnocTepiranocs. HesnauHoro nmogosxeHnHd inTepsany QTc, ske
CIIOCTEpirasocs Mpyu MOHOTEpAIil IM3anpuAoM, IIPX CYIyTHHOMY 3aCTOCYBaHHI IIU3anpuay 3
©30MeIPa30JIoM He Bin3Havanocs (AuB. Takox po3min «OcoOMMBOCTI 3aCTOCYBaHHS»).

BapgapuH.

Y xomi knmiHiYHMX moCTimXKeHb 0YyJ10 MOKa3aHo, 10 MPX CYIYTHhOMY 3aCTOCYBaHHiI 30MeIpa3oiy B
no3i 40 Mr y naii€eHTiB Ha TJIi Teparil Bap@aprHOM YacC KOoaryJsllil 3ajMIIaBCcsa y MPUUHITHUX MeXKaX.
OpHax y miciagpeecTpaliiHOMY IIepiofi IOBIHOMIISIIN PO AeKijlbKa OKPEeMUX BUIMAIKIB KITIHIYHO
3HAQYYILIOTO MiiBUIIEHHS iHAEeKCY Mi2KHapOgHOro HopMaJi3doBaHoro criBBigHomwenHs (MHC) mig gac
CYIIyTHBOTO 3aCTOCYBaHHS I[UX JIiKapChKuX 3aco0iB. PeKOMeHI0BaHO MOHITOPUHT Ha ITOYaTKY Ta
icIIs 3aKiHYeHHS CIIiIbHOTO 3aCTOCYBaHHS €30MeIpa30ily Ha Tii Tepallii BapdapuHoM abo iHIIMMU
MOXiTHUMU KyMapuHy.

Knonidozpeo.

Y 3mopoBux 0cib BimdHauanacs papMakokKiHeTHYHa/PpapMaKOAUHAMIYHA B3aEMOIisT MixX
KJIomigorpesneM (HaBaHTaxyBasbHa mo3a 300 mr/mo6oBa migTpuMyioda go3a 75 Mr) Ta
e3omernpa3osioM (40 Mr Ha goOy ImepopasnbHo), 110 MPHU3BOANIIA 10 3HUKEHHS eKCITO3UIlil aKTUBHOTO
MeTabomiTy Knomigorpeny y cepenaboMy Ha 40 % Ta 3HUKEHHS MaKCHMaJbHOI iHTiOyo4oi
akTuBHOCTI (A[I®-iHAyKOBAHOI) OO arperariii TpoMOoIuTIB y cepeguboMy Ha 14 %.

Y mocnigKeHHI 3 y4acTio 3M0pOBUX JOOPOBOIIBIIIB, KOJIK KIIOMiIOTPelb 3aCTOCOBYBaIH Pa3oM i3
€30MeIpa3osioM i aretuncaninunoBoio Kucnoroo (ACK) y dikcoBanit komOinatii o3 (20 mr 81 mr
BiAITIOBigHO) MTOPiBHSHO 3 3aCTOCYBAHHSM KJIOIIIOTPEJIIO0 V BUTJISAI MOHOTEPaIllii, Bif3Havanocs
3HUXKEHHS eKCIIO3UI1 aKTUBHOTO MeTaboMiTy Kiomigorpento Maixke Ha 40 %. OgHaK MaKCHMaJlbHi
piBHi iHribyBanHug (imgykoBaHoil A[I®) arperatii TpoMOOIUTIB y 11X 0Ci6 Oy OMHAKOBUMHU B TPYII
3aCTOCYBaHHS KJIOIiAOTPEIo IK MOHOTepaIIil i B IPyIli 3aCTOCyBaHHS KIIOMiIOrPesio pa3oM 3
e3omenpa3osioM i ACK. Pap criocTepekHUX Ta KIIIHIYHUX AOCHIIAXKEHb IPOAEMOHCTPYBaJIU
CyTiepeusuBi gaHi momo KiiHiynux acnekTiB ®K/®]] B3aemofili e30Menpa30ily CTOCOBHO OCHOBHUX
CeplLeBO-CYAUHHUX IBUII. K 3amo0iKHUM 3aXig 0QHOYAaCHOTO 3aCTOCYBAHHS €30MeIpa30ily Ta
KJIOMiIOrpesnto HeoOXiIHO YHUKATH.

IlocaidacysaHi nikapcvki 3acobu 6e3 KAiHiuHO 3HauyuLo0i 83aemolii
AMoKkcuyusnin abo xiHiOuH

Byno Big3Ha4eHo, 110 e30Menpa30/ He YMHUB KITIHIYHO 3HAYYIIOT0 BIJIUBY Ha (papMaKOKiHETUKY
aMOKCHLUIiHY abo XiHifuHY.

Hanpoxkcen abo pogexokcud



[TpoTAroM KOPOTKOYaCHUX AOCTIXKEHb CYIyTHHOTO 3aCTOCYBaHHS €30MeNpa30ly 3 HallpOKCeHOM abo
podexrorcuboM KomHOI papMaKOKiHETUYHOI B3aEMOii moMiueHo He 6yIio.

Bnaue iHwux aikapcvkux 3acobie Ha (papMakokiHemuky e3omMenpasony
Jlixapcuki 3acobu, saki npueHiuytoms akmueHicms CYP2C19 ma/abo CYP3A4

E3omenpa3on MeTaboni3yeTses 3a gomomoroio ¢pepmenTiB CYP2C19 ta CYP3A4. CynyTHe
3aCTOCyBaHHS e30Memnpa30iny Ta iuribitopy CYP3A4 knapurpominuny (500 Mr gBidi Ha moby)
IIPU3BOIUIIO 10 oAaBOeHHS ekcno3uilil (AUC) esomenpa3zony. CylyTHE 3aCTOCYBaHHS €30MeIpa3oily
Ta KoMOiHoBaHoro iHribiTopa CYP2C19 tTa CYP3A4 Moxke MpU3BOOUTH [0 OiNbII HiXK TBOKPATHOTO
3pocTaHH4 eKcro3uilil eaomemnpasony. [Hriditop CYP2C19 ta CYP3A4 BopuKoHa30:1 306ibIIyBaB
AUCT omenpa3sony Ha 280 %. Kopekirist mo3u e30Menpas3oiny He 3aBXkIU MOTPiOHa B TAKUX CUTYALlisX.
OnHak BoHa Moxke 0yTy HeOoOXiHOIO [/1s MallieHTiB i3 TAXKKUMU MOPYIIEHHIMHU QYHKIII Te4iHKY Ta y
BUIAJKax, KOJHU [T0Ka3aHe JOBrOTpHBaJje JTiKyBaHHS.

Jlikapcuki 3acobu, saki iHOykytomb akmueHicms CYP2C19 ma/abo CYP3A4

[pemaparty, 1110, K Bimomo, iHAyKyooTh akTuBHiCTE CYP2C19 a6o CYP3A4 a6o 060X ¢pepMeHTiB (Taki
K pudaMIIilyH Ta 3Bipo0iii), MOXYTh IPU3BOOUTH 00 3HUKEHHS PiBHIB €30Menpa30ily Y CUPOBaTIi
KPOBI HIJITXOM ITPUCKOPEHHS IIBUOKOCTI 10T0 MeTabomizmy.

ITediampuyHa nonyaauia

HocmimKeHHS TiKapCchKOoi B3aEMOIii TPOBOAMIM TilbKH 3 y4aCTIO JOPOCIHX.

Oco06.1ueocmi 3acmocye8aHHs1.

[Tpu HasiBHOCTI OyOb-IKUX TPUBOXKHUX CUMIITOMIB (TaKUX gK, HallpUKIaf, 3HauHe HenepenbadyBaHe
3HUKEHHS MacH TiNla, nepiogryHe 6ioBaHHSA, Aucdaris, remaTemMe3nc abo MeJleHa) Ta IIpH Migo3pi
Ha BUPA3Ky IUIyHKA YU IIPU 11 HASIBHOCTI CJIifi BUKJIIOUXTHU 3JI05IKiCHE 3aXBOPIOBAHHS, OCKIIbKU
E30710HT MOXKe IIpUXOBYBaTU CUMIITOMYU Ta 3aTPUMYBaTU BCTAHOBJIEHHS [iarHO3y.

I[oeeocmpoxoee 3aCmoCyBdHHA npenapamy

[NTauieHTH, sIKi ITPUIUMalOTh IpenapaT IPOTITOM TPUBAJIOTO Iepiofy (0COONMMBO MallieHTH, AKi
OTPUMYIOTH JIiKyBaHHS IIperapaToM Oifbllle pOKY), TIOBUHHI ITepeOyBaTH Mifl peryisipHUM HaTrIsgoM
JiKaps.

JIixyeaxHs 3a nompeboro

[MauieHTu, siKi npuiiMaioTh E30/10HT ¥ pa3i noTpebu, moBuHHI OyTH IPOiHCTPYKTOBaHI PO
HeoOXimHICTh 3B’g3aTUCA 31 CBOIM JliKapeM IIPH 3MiHi XapaKTepy CUMIITOMIB.

Epadukauis Helicobacter pylori

[Tpu npu3HaueHHi e30Menpa30iy And epagukanii Helicobacter pylori ciif BpaxyBaTy MOXKIUBICThb
JIiIKapChKUX B3a€EMOZIN MiXK yciMa KOMIIOHEHTaMu IIOTPiMHOI Teparil. KinapuTpoMiluH € MOTyKHUM
inrioiTopom CYP3A4, Tomy npu npu3HaveHHi MOTPiHHOI Teparllii mallieHTaM, IKi OTPUMYIOTD iHIIi
IIpemnapary, 1o Metabomi3yoTscs 3 yuacTio CYP3A4 (Hampukian nu3amnpuy), HeoOXigHO BpaxoByBaTH
MOXKJIMBI IPOTUIIOKA3aHHA i B3a€MOZI1 KJTApUTPOMIIIMHY 3 LIMMHU JIiKAPCHbKUMHU 3aco0aMu.



LI ayHKO0BO-KUWKOBI iHpeKuil

3acTocyBaHHS iHTi0iTOPiB MPOTOHHOI MTOMIIYN MOXKe HEel0 MigBUAIIUTH PU3UK PO3BUTKY LITYHKOBO-
KUIIKOBUX iH(eKIi#, Takux sk Salmonella ta Campylobacter (muB. po3nin «®apMaKoouHaMiKa»).

BcmoxmyeaHHAa simamiHy By,

E3oMemnpa3sor, gK i Bci mikapchKi 3acobu, siKi 6I0KYIOTh Hif0 COJITHOI KUCTIOTH, MOXKe 3MeHIIyBaTH
BCMOKTYBaHHS BiTaMiHy B,, (iaHoKoOanamiHy) BHACIigOK PO3BUTKY Timo- abo axmoprigpii. Le cmin
BpaxOBYBaTHU y pa3i IpoBefeHHs JOBIOCTPOKOBOIO JIIKyBaHHA IAI[i€HTIB 31 3HUXKEHUMU 3aliacaMu
BiTamiHy B,, B oprani3mi a6o marfieHTiB 3 paKTOpaMu PU3UKY IOA0 3HUKEHOTO BCMOKTYBAaHHS
BiTaMiny B,,.

I'inomazHiemisn

[Tpo TskKy popMy rimoMarHieMii MoBigOMIISIN y MallieHTiB, SKi OTPUMYyBau JIiKyBaHHS iHTibiTOpaMu
npotoHHOI nomnu (IT1I1), TakuMu SIK €30Menpa3oJi, IoHalMeHIIIe IPOTATOM TPLOX MiCSIiB, a y
OiNBINOCTI BUMIAAKIB - IPOTSATOM POKY. MOXYyTh CIIOCTEPIraTHCS CepUO3Hi IPOSIBU TilloMarHieMii, Taxi
sK BTOMa, TeTaHis, feJipii, CyooOMU, 3allaMOpOYeHH Ta LIJIyHOYKOBa apUTMis, aje i CUMITOMU
MOXKYTh PO3IOYATUCS HETIOMITHO i IX MOXKHA MPOMYCTUTH. Y OiNIbIIOCTi BUIAOKIB CTAH IMAIEHTIB, Y
SKMX CIIOCTepirasacs rimomMarHieMisi, moKpallyBaBCs IicJig 3aMiCHOI Teparlil MarHieM i MpUIUHEeHHS
nikyBaHHA IIII1.

[ITomo matieHTiB, 5Ki, K 049iKyeThCS, OyMyTh 3HAXOAUTUCS Ha TPHBAJIOMY JIiKyBaHHi, ab0 1070
NalieHTiB, Ki OTpUMYyIOTh nikyBaHHS II1I1 cyMicHO 3 OUTOKCHHOM abo0 JIiKapChbKMMU IIpernapaTaMy,
110 MOXKYTh CIIPUUYMHUTH PO3BUTOK TioMarHieMil (Hampukiag 3 AiypeTUKaMu), MEQUYHUM
IpalliBHUKaM CIIif PO3T/ISHYTU MUTaHHS PO BU3HAYEHHS PiBHIB MarHiio nepep mo4yaTkoM JIiKyBaHHS
ITIIT Ta mepiogMYHO IPOTATOM Teparil.

Pusuk BuHUKHEHHA nepeﬂomie

[HribiTOPU MPOTOHHOI ITOMITH, 0COOIMBO TP 3aCTOCYBaHHI Y BEIMKUX N03aX Ta MPOTITOM TPHUBAJIOTO
JIiKyBaHHSA (> 1 pOKY), DeAKO0 MipOro0 MOXKYTh MiABUIYBAaTHA PU3UK II€PEeIOMY CTerHa, 3all’sICTKa Ta
xpeOTa, TOJIOBHUM YMHOM Y TAIi€HTIB JIiITHHOTO BiKy ab0 Py HagBHOCTI iHIIKUX (PaKTOPiB PU3UKY.
IlaHi, OTpMMaHIi y XOfi CIIOCTEPEKHUX OOCIiIXKEHb, CBiqYaTh PO Te, 110 iHTi6iTOPH MPOTOHHOI ITOMITH
MOXKYTb MIBUIIYBATH 3arajbHui pu3ukK nepeaomiB Ha 10-40 %. [Ieski BUMagKu TaKoro 30iIbIIeHHS
KiJIbKOCTi IIepeioMiB MOXYTh OyTH 1OB’g3aHi 3 iHImMUMU haKTopaMu pu3uKy. ITalieHTH 3 pU3NKOM
PO3BUTKY OCTEONOPO3Y IIOBUHHI OTPUMYBATHU JIIKYBaHHS BiIIOBIAHO A0 OiF0YUX KJIIHIUHUX
PEeKOMeHfalliil Ta afleKBaTHY KiNIbKiCTh BiTaMiHy D i KanbLio.

ITioeocmpull WKIPpHUU YepBOHUU 808YAK

3acTocyBaHHS iHTi0iTOPiB MPOTOHHOI TOMIIY OB’ I3YIOTH i3 AyKe PiAKiCHUMU BUIIafiKaMHi PO3BUTKY
IiTOCTPOTO IIKiPHOTO YEPBOHOTO BOBYAKA. SIKIIO BUHMKAE YpaXkKeHHs, 0COOIMBO Ha [iNsHKAX, 10
3a3HAIOTH BIIJIUBY COHSYHOT'O CBIiTJIa, i 1Ie CYIIPOBOOKYETHCS apTPANITi€lo, MalieHTy HeoOXimHO
HeralHo 3BEePHYTUCS [0 JIiKaps, KU po3TisiHe HeoOXigqHICTh MPUIMHEHHS 3aCTOCYBaHHS IIpernapary
E3omonr. BUHUKHEHHS HiATOCTPOro WIKIPpHOr0 YePBOHOTO BOBYAKa Yy Ialli€eHTiB IIiJ yac
TIoTIepegHbol Teparii iHribiTopaMy MPOTOHHOI TOMITM MOXKeE ITiABUIIUTY PU3UK MOT0 PO3BUTKY
IIPK 3aCTOCYBaHHI iHIIMX iHTiOITOPiB MPOTOHHOI ITOMIIH.

Taocki wkipHi nobiuHi peakuii (TLIIIP)



BHacioK 3aCTOCYyBaHHS €30MeIpa30ily AyXKe PIAKO IOBIIOMIIAIOCS PO TAXKKI WIKIPHI
no6iuni peaknii (TIIITP), Taki sk mynbTudopMHa eputeMa (ME), cungpom CTiBeHca-
IxoHcoHa (CC]I), TokcuuHui emigepManbaui Hekponi3 (TEH), inmykoBaHa NMiKapChbKUMU
3acobamu eo3uHOOinig 3 cucteMHuMU cuMniToMaMu (DRESS), siKi MOXKyTb CTaHOBUTH
3arpoay [js XUTTS abo MPU3BECTH [0 JIeTaJIbHOTO HACTIKY.

[TauieHTiB ciig moiHGOPMYyBaTH PO 03HAKU Ta CUMIITOMH TSXKKHUX IITKiPHUX peakilii
ME/CCI/TEH/DRESS i npo HeoOXigHiCTh HETANHO 3BEPHYTUCS 3a MEAUYHOIO IOIIOMOT0I0 [0
CBOTO JIiKaps MPY MOsIBi OyIb-IKUX 03HAK a0 CUMIITOMIB.

3acToCyBaHHS €30MeIpa30ily CiIif HerauHo IPUIIMHUTY [IPU MOSABl 03HAK i CUMIITOMIB
TSKKUX IMKIPHUX PeakIii Ta 3a moTpedu HafgaTH JONAaTKOBY MEOUYHY NOIIOMOTIY/IIPOBECTH
peTenbHU MOHITOPUHT. He CITif TOBTOPHO TP 3Ha4YaTH €30MeNnpa30l MallieHTam 3
ME/CCI/TEH/DRESS.

Bnaue Ha HUpku

TCocTpuit TyOynoinTepcruiianbuuii Hedput (TIH) criocTepiraBcs y nalieHTiB, sSKi mpuiManu
Ipernapary, o MiCTSTh €30Melpa30l i HallPOKCeH, i MOXKe BUHUKHYTH B Oy[b-IKUN MOMEHT IIif 4ac
Teparil 1ikapcbKuM 3aco60oM E30510HT.

TCocTpuit TyOym0iHTEpCTUIIiaTbHNM He(QPUT MOXKe ITPOrpecyBaTh OO0 HUPKOBOI HEIOCTATHOCTI.
E30/10HT ciif IpUNUHUATY y pa3l migo3pu Ha TIH Ta HeraiiHo po3moyaTy BiANOBigHE NTiKyBaHHS.

KombiHauisa 3 iHwumu aikapcbkumu 3acobamu

CyMiCHe 3aCTOCYBaHHS e30MeInpa30ily 3 aTa3aHaBipOM He PEKOMEHOYETHCS (OUB. PO3MLT
«B3aeMopis 3 iHIIMMY JTiIKapChKUME 3aC00aMM Ta iHIII BUOY B3a€MOfin»). AKImo KoMOiHaIril
aTta3aHaBipy 3 iHTi0iITOPOM MPOTOHHOI IOMIIY YHUKHYTH HEMOXKJIMBO, PEKOMEHIYETHCS
PETENIbHO HarIgfaTy 3a aljleHTaMU B YMOBaxX CTallloHapy, a TaKOXK MiABUIIUTUA A03Y
ata3aHaBipy o 400 mr 3i 100 Mr puToHaBipy; f03y e30Menpa3oiy 20 Mr epeBUIllyBaTU He
CJIifI.

E3omemnpa3sorn € inribitopom CYP2C19. HanouaTky a60 HanpuKiHII JTiKyBaHHS €30MeIPa30JioM CIIif
PO3TIIIAATH MOTEHI[IMHO MOXKIIUBY B3aEMOZIIO 3 ITpemapaTaMu, siki Metabosizyotecs CYP2C19.
B3aeMogis cocTepiraeTbCsl MixK KIOIigOTpPesieM i e30MeInpa30jioM (OUB Po3ain «B3aemopmis 3 iHIIKUMU
JMiKapChKUMU 3aco0aMH Ta iHIII BUOU B3aEMOIIN»).

KniniyHa 3Ha4yIIiCTh ITi€l B3a€MO/Iil 3a/TUIIa€ThCS HeBU3HAUEHOI0. K 3am0o6iKHUM 3aXif
OJTHOYaCHOT'O 3aCTOCYBaHHSI €30MeIPa30J1y Ta KJIOMigorpeo HeoOXiqHO YHUKATH.

[Tpu3Hayaoyy e30Menpa3o’l AJis 3aCTOCYBaHHS B PeXUMi «3a MoTpe6oi0», y 3B's13Ky 3 KONUBaHHSIMU
KOHILIEHTPAIlill €30Menpa30Jly y Ija3Mi KPOBi CJliff BpaxOByBaTX HaCIiIKU B3a€EMOil Ipemnapary 3
IHIIMMY TiKapCHKMMH 3aco0aMu, IuB. po3min «B3aeMomis 3 iHIMKUMY TiKapChbKUMM 3aco0aMu Ta
IHIIII BUOU B3a€EMOMIN».

Bnaue Ha pe3yaemamu 1abopamopHux 00CAi0HCeHb

Yepes nipBuineHHs piBHSA xpoMorpaHiny A (CgA) MOXKIUBHUY BIIIUB Ha pe3yJIbTaTH 1ab0paTopHUX
IOCTiAKEeHb 3 BUSIBIIEHHS HEVPOEHOOKPUHHUX NyxJIuH. [1[00 yHUKHYTU TaKOT0 BIJIUBY, JTiKyBaHHS



€30MeIpa3oJioM MOTPiOHO MPUIIMHUTHY LIOHAMMEHIIIe 3a 5 OHIB 10 BUMipioBaHHA piBHiB CgA (OuB.
po3min «dapMakoauHaMiKa»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
ITepiod sazimHocmi.

YV maHuil 9ac HeMa€ OOCTaTHbBOI KiJTbKOCTI JTaHUX IIPO 3aCTOCYBAaHHS e30Menpa3oiy y mepiomn
BariTHocTi. [e1ro OifbIlla KiTbKiCTh MaHUX €MigeMioIoriYHuX JOCTiAXKeHb 3aCTOCYBaHHS
parneMidyHol cyMillli OMeInpa3oly y mepiof BariTHOCTI CBITYXTH PO BiICYTHICTH BPOMZKEHHUX Bafl Ta
(hEeTOTOKCHYHOTO BIUIMBY. B MOCTIKEHHIX €30MeIpas30ily V TBApUH He GyJI0 BUSBIEHO IPsiMoro ado
0IT0CEePeIKOBaHOTO IIKIIMBOTO BIINTUBY Ha eMOpioHambHMI/QeTanbHUN PO3BUTOK. Y MOCTIMKEHHSIX
pareMigHol CyMillli Ha TBApUHAX He 0YJI0 BUSBIIEHO IPSIMOro ad0 0mocepenKoBaHOro BIIUBY Ha

nepebir BariTHOCTI, IIOJIOTH Ta ITOCTHATAIbHUN PO3BUTOK. CIIifl 3 00epekHiCTIO MpU3HAYaTH
IIpenaparT BariTHUM XKiHKaM.

[TomipHa KiNbKiCTh JaHUX CTOCOBHO BariTHuX XkiHOK (Bim 300 mo 1000 BumagKiB BariTHOCTi) BKa3ye Ha
BiICYyTHiCTh ManbhopMaTUBHUX e(deKTiB a60 TOKCHYHOTO BIIJIUBY €30MeINpPa30jly Ha CTaH
TIJT0/1a/300POB’ ST HOBOHAPOIXKEHOI MUTHUHH.

Pe3ynbTaTyl HOCIIIXEHb Ha TBAPHHAX CBiIYaTh IIPO BIACYTHICTH mpsiMoi a00 omocepeaKoBaHol
IIKiJIMBOI Oil IpemnapaTy Ha PeNpPOAYKTUBHY (QYHKINIO 3a PaXyHOK MOT0 TOKCUYHOTO BIIJIABY.

ITepiod 200ysaHHA 2py0010.

Hesimomo, yu e30Menpa30i IPOHUKAE Y IPyAHE MOJIOKO JTIOAUHYU. [HpopMallil mpo HaCTigKy BIIUBY
€30MeNpPa30Jly Ha HOBOHAPOMXKEHUX/TPYIHUX OiTel HeNOCTaTHhO. E30Menpa3on He ClIif
3aCTOCOBYBATH y Iepion TOONYBaHHSA IPYLLO.

depmuabHicmy.

Pe3ynbpTaTé gocmigKeHb palleMidHOl CyMilli oMepa30/y Ha TBapHHaX BKa3yl0Th Ha BiICYTHICTh
BIIJIUBY OMeINPa30Jly Ha GepPTUIbHICTE ¥ pasi IepopasbHOT0 BBeIeHHS IIpemnapary.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepysaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

E3oMenpa30i YMHUTE MiHiMaIbHUI BIJIUB Ha 30aTHICTh KepPyBaTU TPAHCIIOPTHUMH 3acobaMu abo
IpalioBaTy 3 iHIMKUMY MexaHizMaMmu. [ToBifoMsany npo Taki HebGaXKaHi peakiiil K 3allaMOPOYEeHHS
(nevacTo) i HewiTKicTb 30Dy (pimko) (muB. po3min «ITo6iuHi peakii»). AKIIO TaKi po3nagu
CIIOCTEPiraloThCs, MallieHTaM He CJIiJ KepyBaTu TPAHCIOPTHHMU 3aco0aMu a0o ImpalloBaTH 3
IHIMUMY MeXaHi3MaMH.

Cnocid 3acmocyeaHHsi ma do3u.

Hopocai



I'acmpoe3opazeanvHa pedparokcHa xeopoba (I'EPX)
- JIikysaHHA epo3usHo20 pepatoKc-e30pazimy
40 Mr ofuH pa3 Ha f00y MpoTaroM 4 THXKHIB.

[TamieHTaM 3 HEBUIIKYBaHUM e30(dariTom abo CTIMKMMU CHMIITOMaMi PEKOMEHAYETHCS NOOATKOBO
3aCTOCOBYBATH IIpelnapaT IpPoTAroM 4 TUXKHIB.

- [logeompuedase aikyeaHHs nauieHmis 3 8U/AiKYyBaHUM €30(pha2imoM 3 Memo 3anobieaHHA
peyudusy

20 Mr oguH pa3 Ha f00y.
- CuMnmomamuyHe aiKyB8aHHs 2acmpoe3opazeanvHoi pegatokcHoi xaopobu (I'EPX)

Io3a pmns matienTtiB 6e3 e3odarity ctanoBuTh 20 Mr oguH pa3 Ha moby. AKIo micns 4 TUXKHIB
JIIKyBaHHSI KOHTPOJIIO Haf] CUMIITOMaMy OOCATTU He BOAJIOCS, IALleHTY CIIif IPOUTHU AOJaTKOBE
obcTexeHHs. [licg 3HUKHEHHST CUMIITOMIB [IJIs IX IIOJAJbIIIOT0 KOHTPOJII0 MOXKe OyTH JOCTaTHIM
3actocyBaHHS 20 Mr ofguH pa3 Ha f00y. [Ipu HeoOXigHOCTI MOXKHa IIepeiTH Ha MPUioM IIpernapary B
pexuMi «3a moTpe6oi0», TO6TO 3aCTOCOBYBaTH Ipemnapar 1no 20 Mr ofnuH pa3 Ha goOy. He
PEKOMEHYEThCS 3aCTOCYBaHHS MPelapaTy «3a MoTpeboio» AJIs MOJalbIIoro KOHTPOIIIO 3a
CHMIITOMaMH IalliEHTaM 3 PU3UKOM PO3BUTKY BUPA30K IIJTyHKA Ta ABAHAMUSATUIIAJO] KUIIKHU, SKi
npuriMaioTs HIT3II.

Y kombiHauii 3 8i0nosiOHUMU aHMubakmepiasbHuUMuU AiKy8aabHUMU 3acobamu 015
epadukauii Helicobacter pylori, a makodc 014

- IKyBaHHA 8upa3ku deaHadusamunanaoi Kuwku, cnpuyuHeHoi Helicobacter pylori, ma

- 3anobieaHHA peuudusy nenmuyHUX 8UPA30K Y nauieHmis 3 supa3kamu, 3ymosseHumu Helicobacter
pylori:

20 mr E3zononry 3 1 r amokcunuainy ta 500 Mr Ky1apuTpoMilliHy ABidi Ha mo0y mpoTsarom 7
OHIB.

ITauienmu, aki nompebyomb MpuBasn020 3aCMOCYy8AHHA HeCmMepoiOHUX NPOMU3AnNaabHUX
npenapamis (HII3II)

- JIIKyBaHHA 8UPA30K WAYHKA, 3yM0O8/eHUX 3acmocy8aHHAaM HII3IT

3BUYaliHa fo3a cTaHoBUTHL 20 MT ofguH pa3 Ha mo0y. TpuBasicTh NNiKyBaHHS CTAHOBUTH 4-8
THUKHIB.

- [IpoghinakmuKa 8upasok wayHka ma 08aHadyAmMunanoi KUWKuU, 3yMo8eHuUX 3dCMOCY8AHHAM
HII3II, y nauienmis, AKi Hasexicambsb 00 2pynu pusuky

20 Mr omvH pa3 Ha Ho0y.

Tpuease niKkyB8aHHs NicAs 8HYMPilWlHLOBEHHO20 3ACMOCYBAHHS npenapamy 05
npogisakmuku peyudusy Kpogomeui 3 neNMuU4YHUX BUPA30K



40 mr oguH pa3 Ha fo0y npoTaroM 4 THUXKHIB IiCs BHYTPIITHROBEHHOTO 3aCTOCYBaHHS IIpenapaTry
[J1s TPO(ITaKTUKY PelUANBY KPOBOTEUi 3 MEeNTUYHUX BUPA30K.

JIikysaHHA cuHOpomy 304iHeepa-EanicoHa

peKoMeHI0BaHa IMoYaTKOBa No3a E3ononra cTaHoBUTL 40 Mr ABiui Ha mo0y. V momabIioMy
[03y IIpelapaTy KOPUI'yIOTh iIHOUBIAyaIbHO; JIIKyBaHHS TPUBAE TaK AOBIO, K LIbOTO
BHMMaralTh K/TiHiYHi TOKa3aHHs. Buxonsauu 3 HasBHUX KJTiHIYHUX OAHUX, Y OiNbIIOCTI
TNIallieHTiB KOHTPOJIb CTaHy MOXke OyTU JOCATHYTUM Ipu mo3ax Big 80 mo 160 Mr
e3oMenpa3oiy Ha go0y. fAKino no3u nepeBuinyioTh 80 Mr Ha g00y, K03y CHif PO3MiNUTH i
3aCTOCOBYBaTH OBidi Ha m00Y.

ITauienmu ocobausux 2pyn
ITayienmu 3 nopyweHo HUPKOBOH (PYHKUIED

[MaifieHTaM 3 MOPYIIeHHSIM HUPKOBOI (DYHKIIII KOpeKilis 103k He moTpi6Ha. Yepe3 06MeXKeHiCTh
[OCBiQy 3aCTOCYBaHHS Ipenapary MallieHTaM i3 TIKKOK HAPKOBOIO HEOCTATHICTIO IIPU IiKyBaHHI
TAKUX MALEHTIB CIIi] HOTPUMYBATUCS 06epeKHOCTI (quB. po3min «dapMaKOKiHETHKAY).

ITayienmu 3 nOpyweHo NevyiHKoB8oW (pYHKUiEH

[MalfieHTaM 3 MOPYIIEHHSIM MTe4iHKOBO1 (GYHKIIi Bif cTabKOro m0 IOMipHOTO CTYTIEHS TSIKKOCTi
KOPEKIIisd 103U He noTpibHa. MakcumasnbHa f03a E30JI0HTY [ NaAlli€HTIB 3 MOPYLIEHHSIM ITe4iHKOBOI
GbyHKIIIT TSIKKOTO CTYIIeHsT He MoBUHHA mepeBuinyBaTt 20 Mr (nuB. «OapMakKOKiHETHKA»).

ITayieHmu AiMHBO20 8iKY

[TalrieHTaM JTiTHHOrO BiKY KOPEKIIisl 103U IIpernaparTy He MoTpidHa.
[lediampuy4Ha nonyaauis

Hitu BikoM Big 12 pokKiB.

I'acmpoe3sopazeanvta pepaokcHa xeopoba (I'EPX)

- JIikysaHHA epo3usHO20 pepatokc-e30pazimy

40 Mr ofuH pa3 Ha J00y MPOTIroM 4 THXKHIB.

[TamieHTaM 3 HeBWIIKyBaHUM e30(]ariToM abo CTIMKMMU CHMIITOMaMi PEKOMEHAYETHCS NOOATKOBO
3aCTOCOBYBaTH IIpelnapaTt IpoTAroM 4 TUXKHIB.

- [TosBezompuasasie nikyeaHHs nauieHmia 3 8UNIKYy8AHUM e30(phazimom 3 Memor 3anobieaHHs
peyudusy

20 Mr omvH pa3 Ha Ho0y.
- CuMnmomamuyHe aiKy8aHHsA eacmpoe3opazeanvHoi pepaokcHoi xaopobu (I'EPX)

Io3a gns narfieHTiB 6e3 e3o¢arity ctaHoBUTh 20 MT ofuH pa3 Ha f00y. AKiio micns 4 TUXKHIB
JIIKyBaHHSI KOHTPOJIIO Hafl CUMIITOMaMU JOCATTH He BOAJIOCH, MAllieHTy CJIif IPOUTH OOJaTKOBE



obcTexkeHHs. [Ticns KymipyBaHHS CUMIITOMIB ITOAAIbIINY KOHTPOIb HAaJl HUMU MOXKe OyTH
IDOCSTHYTHM IITISIXOM 3aCTOCYBAHHS IIpemapaTy B 703i 20 Mr oguH pa3 Ha mo0y.

JIlixyeaHHA supasku 0saHadusamunanoi Kuwku, cnpuyuHeHoi Helicobacter pylori
[Tpu BuGopi BigmoBigHOI KOMGiHOBAHOI Teparil cirig BpaxoByBaTu odilliliHi 3arasbHONEPKABHI,
perioHanbHi Ta MicleBi pekoMeHallil 1momo 6akTepiarbHOI PE3UCTEHTHOCTI, TPUBAJIOCTI JTiIKYBaHHS

(3a3Buyaii 7 gHiB, asne iHomi o 14 OHIB) Ta HaIe’KHOTO 3aCTOCYBAaHHS aHTUOAKTEpialbHUX
npemnaparis. JIikyBaHHS MIOBUHHO ITPOBOAUTHUCS IIifi HATISAA0M (axiBI.

PexomeHpa1ii 111000 J03yBaHHS IIpenapary:

mpu Maci Tina 30-40 Kr: y Kom6iHarii 3 ;BoMa anTubioTHKamu: E3omonr 20 MI, aMOKCHUIIUIIIH
750 Mr i knapuTpomiluuH 7,5 MI/KT MacH Tijla - BCl IIpernapaTy 3aCTOCOBYBATH OMHOYACHO [IBa
pas3u Ha fo0y IPOTSATOM OOHOTO TUXKHS;

npu Maci tina > 40 Kr: y Kom0iHarlil 3 gBoMa aHTubioTKaMu: E30moHT 20 MI, aMOKCHLIMIIIH
1 r i kmaputpoMminuHs 500 Mr - BCi ITpertapaTé 3aCTOCOBYBATH ONHOYACHO [BA Pa3u Ha J00y
IIPOTATOM OOHOTO THUXKHII.

Ilimu 8ikom 0o 12 pokia

E30710HT He C1ifg 3aCTOCOBYBATH HiTSIM BiKOM 0 12 pPOKiB, OCKiNIbKU AaHi 1040 TaKOTO 3aCTOCYBaHHS
BifCyTHI.

Cnocib 3acmocyeaHHs

TabeTKy Cif KOBTATH IIiJI010, 3aNnuBaioyu piguHoi0. TabneTku He CJIif po3:K0OBYBaTH abo
mopiOHIOBATH.

Himu.

E30510HT He CJ1ifg 3aCTOCOBYBATH HiTSIM BiKOM 00 12 pPOKiB, OCKIiNIbKU [aHi 1040 TaKOTO 3aCTOCYBaHHSI
Bi[ICYTHI.

3aCTOCOBYBATH OiTAM BIiKOM Bif 12 pOKIB IpU TakKUX IIOKa3aHHAX:

r'acmpoe3ogazeanvHa peparokcHa xeopoba (I'EPX)

- IiIKyBaHHSI €PO3UBHOT0 pedIioKC-e30¢arirty;

- IOBTOTPHBAJE JiKyBaHHS MAlliEHTiB 3 BUIIKyBaHUM €30(ariToM 3 MeTO0 3anobiraHHs PeluguBy;
- CUMIITOMaTH4He JIiKyBaHHS ractpoe3odareanbHol pedmokcHoi xBopobu (I'EPX).

Y noedHaHHi 3 aHmubiomukamu npu AiKyBaHHI 8UpPasku 08aHAOUAMUNAA0I KUWKU,
3ymosneHoi Helicobacter pylori.

Ilepedo3yeanHns.



Ha pmanwit yac maHi 11010 HaBMUCHOTO TIepeNo3yBaHHs Oyxe o0MexkeHi. CHMIITOMY, ONUCaHi mpu
npuiioMi mpenapary B go3i 280 Mr, BKJII04aal CUMIITOMY 3 O0KY IUTYyHKOBO-KUIIKOBOTO TPAKTy Ta
cnabkicTe. Pa3oBuii mpuiioM e3oMenpas3ony B f03i 80 Mr He CIpUYUHSAB KOTHUX HETaTUBHUX
Hacnipkie. CieuupiyHui aHTUAOT HeBimoMuii. E3oMenpa3os 3HaYHUM YHHOM 3B’ SI3YETHCS 3
OinkaMu Iy1a3Mu KPOBi, TOMY BUBE[I€HHS 3a JOIIOMOTI0I0 Jiasi3dy He3HauHe. fK i mpu Oyb-
SIKOMY IIepeqo3yBaHHi, CIIil HagaTy CUMIITOMAaTAYHE Ta 3arajbHe MiATPUMYyIOUe JTiKyBaHHS.

ITobiuni peakuii.
Pestome npogiaiwo 6e3nexu

Cepen Tux HeOaxkKaHUX peakllid, SKi Hal4yacTille BUHUKAIOTh Y XOMi TPOBeleHHS KIiHIYHUX
OOCIiI2KEeHb (a TAKOXK Y Iepiof MicIsIpeeCTPalliiHOro0 3aCTOCYBaHHS €30MeIpa3oily), Bii3HaualoThCs
roJIOBHU#M Ginb, 6inb y KuBOTI, miapes i HymoTta. Kpim Toro, npodint 6e3meKku 3aCTOCyBaHHS
€30MeIpa3oiy € OOHAKOBUM [JIS Pi3HUX TiKapChKUX (POpM Mpemnapary, oKa3aHb AJIs
IpU3HauYeHHd JIiKyBaHHS, BIKOBUX TPYI Ta MOMYJIALil nauieHTiB. [lo303anexxHuX HebaKaHUX

peaxiriii BUsiBleHo He 0yI10. HeGaxaHi siBuIna KiaacubiKyBalu 3aeKHO Bifl 4aCTOTH BUHUKHEHHS:
yacTto (>1/100, <1/10); HeuacTo (>1/1000, <1/100); pigko (>1/10000, <1/1000) Ta myxe pigko
(<1/10000).

3 6oky kposi ma aimpamuyHoi cucmemu:
PigKoO: JIEHKOIEeHisT, TPOMOOITUTOIIeHis;

MyXe PidKOo: arpyHOJIOKTO3, MTAaHIUTONEHis.
3 6oky imyHHOI cucmemu:

PifKo: peaxiiii rimepyyTNIUBOCTi, BKII0Yal0UU rapsiykKy, aHTiOHeBPOTHYHUM HAOPSK, aHadinakTHYHi
peaxIrii/IoxK.

3 60Ky 0O6MiHY PEUOBUH i XAPUYBAHHA:

HeYacTo: nepudepryiHi HabpPIKY;

PiOKoO: TiTOHATPiEMIs;

YyaCTOTa HeBifoMa: rimoMarHieMis; TSxKKa TilloOMarHieMis Moxe IIPU3BECTHU [0 TiIOKabIlieMil.
ITopyweHHA ncuxiku:

He4YacTo: OE3COHHY;

pinko: 30ymKeHHs, Oepecisi, CITyTaHiCTh CBiOMOCTi;

OyXKe pigKo: arpecis, raaiolyHallil.

3 60Ky Hepeosoi cucmemu:

YaCTO: TOJIOBHUH Oifb;



HEYacTO: 3allaMOPOYEeHHs, CIMabKiCTh, MapecTe3is, COHNMMUBICTD;

PIOKO: IIOPYIIEHHS CMaKy.

3 60Ky opaaHis 30py:

PiOKO: HEUITKiCTh 30pYy.

3 60Ky opaaHis cayxy ma aabipuHmMHi NOPYWeHHs:

HEYacTO: BEPTUTO.

3 60Ky duxaabHOI cucmemu, opaaHie 2py0HOI KAimKu ma cepedoCcmiHHA:
pigko: 6poHXOCTIa3M.

3 6oxy mpasHo20 mpakmy:

yacTo: Oifib y KUBOTI, 3aII0pH, fiapes, 3MyTTs XKUBOTa, Hy[I0Ta, O/II0BaHHS, 3aJI03UCTI IIOJIIMK JHA
HTyHKa (MoOposKicHi);

HeYyacTo: CyXiCTh Yy pOTi;

PigKO: CTOMATUT, KaHAXUO03 IIYHKOBO-KUIIKOBOTO TPAKTY;
Oyke PiaKo: MIKPOCKOIIIYHUY KOJIIT.

3 6oky eenamobiniapHoi cucmemu:

He4YacCTo: MiIBUILIEHHS PiBHIB EYiHKOBUX ()EPMEHTIB;
pigko: renaTtut 3 ab6o 6e3 KOBTSIHUII;

IyKe PifKo: MeYiHKOBI peakilii, BKJII0Yaoun eYiHKOBY HEJJOCTAaTHICTh, eHIledaonaTiio y mamieHTiB 3
yKe HasiBHUMU 3aXBOPIOBAaHHSIMU IIEYiHKU.

3 6oky wkipu ma niOwWKipHUX MKAHUH:
HEYaCTO: IePMaTuT, CBep0ixkK, KPOIIUB’ THKA, BUCHII;
pigko: amomnenisi, GOTOYYTIUBICTh;

nyXe pimko: MynpTU(GOPMHA epuTteMa, cuHApoM CTiBeHCa-I[2KOHCOHA, TOKCUYHUY elifjlepMalbHUN
HEKpOJIi3, iHgyKoBaHa JlikapChKuMU 3acobamu eo3uHodinis 3 cucremuumu cumnromaMu (DRESS);

YacTOTa HeBigoMa: MiATOCTPHUY IKipHUM YepBOHUM BOBYAK (OuB. po3min «Oco6auBOCTi
3aCTOCYBaHHSI».

3 60Ky ckesemHo-M'13080i ma cnoAy4YHOI MKAHUHU:
HEeYacCTo: IIepesioM CTeTHa, 3am’ sicTs abo xpebTa (OuB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»);
PimKoO: apTpanrisa, Mianris;

nyxe pifmko: M's30Ba ClabKiCTh.



3 60Ky HUPOK ma ce4osudinbHOI cucmemu:

nyKe pimKo: TyOynoiHTepCTHUIliaTbHUN HePPUT (3 MOKIIMBUM IIPOrPECYBaHHSIM 00 HUPKOBOI
He[oCTaTHOCTI).

3 6oky penpodyKkmugHoi cucmemu ma MO/AOYHUX 3A/N03:
ny¥e PigKo: TiHeKoMacTid.

3azanvHi po3aadu i nOpyweHHA y Micli 68e0eHHA:
PiOKO: He3oyKaHHS, IIOCUJIEHHS ITIOTOBUAIIEHHS.

[ToBigomiieHHs PO MOGiYHi peaktii micysg peecTpaliii TikapcbKoro 3acoby Ma€e BaXKJIUBe
3HaueHHd. Lle mae 3MOry NpoBOOUTYU MOHITOPUHT CIIiBBIAHOIIEHHSA KOPUCTL/PU3UK IIPU
3aCTOCYBaHHI IIbOT0 JIIKaPCHKOTO 3aco0y. MequyHUM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a
TAKOX TallieHTaM a0o ix 3aKOHHUM IMIPefCcTaBHUKAM CJIif] TIOBiIOMIISITH IIPO yCi BUMTAOKK
igo3proBaHUX MOGIYHUX peakIlii Ta BiACYTHOCTI e(eKTUBHOCTI JTikapChKOTO 3aco0y dyepes
aBTOMaTH30BaHy iHpopMaliiiHy cucteMy 3 (hapMaKOHATrISAAY 3a IOCHAJIaHHSIM:
https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 15 micsiis.

YMoBH 30epiraHnHsi.
30epiratu B OpUTiHaIbHIN yIIAaKOBIIi IpU TeMIepaTypi He Bulie 25 °C.

30epiraTy y HEJOCTYITHOMY IJIs [iTeH MiCIIi.

YnakoBka.

[To 7 TabneToK B amoMiHieBoMy OmicTepi, mo 1 abo 2 6micTepu B KapTOHHIN KOPOOIIi.

Kareropis Bigmycky. 3a perenTom.

BupoOHHUK.

Esepromxen Jlaig Caencus Jlimiten/Evertogen Life Sciences Limited.

Micue3HaxoKeHHsI BUPOOHHKA Ta ajipeca MicCIsi MPOBaIXKeHHsI HOro Tis/IbHOCTI.

ITrnot Ne: Ec-8, Ec-9, Ec-13/I1i ta Ec-14/I1i Ti Ec A#x A Ci, ®apma Ec I 3et, I'pin IngacTpian



[Tapk, ITonmenanmi (Bi), Eguepna (Em), Maxabybnarap, Tenmanrana, [H-509 301, Iamist/

Plot No: S-8, S-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V),
Jadcherla (M), Mahabubnagar, Telangana, IN-509 301, India.



