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 rocmitanbHIX XBOPUX, MOXKIIHBO, Takoxk Clostridium difficile.

E3oMenpa3zon 0yB OinbIll e(eKTUBHUM ITOPIBHSIHO 3 PAHITUAMHOM IIPH JIiKyBaHHI BUPA30K
IIJIYHKA V TaIli€eHTiB, sKi nikyBanucs HII33 (HecTepoimiHUMU MPOTH3alaIbHUMK 3ac00aMu),
BKJTIOUAIOYM CeJIeKTUBHI iHridiTopu L1OT-2.

E3oMenpa3on 0yB eheKTUBHUM IpHU MPoGiTakKTHI BUPA30K IIUTYHKA Ta ABaHAALSTUIIAIIOI
KUIIKY y Malli€HTIB, SKi JIIKyBaIuCsI HECTEPOITHUMU IIpoTu3ananbHuMu 3acobamu (HII33) (y
maIfieHTiB BikoM Bif 60 pokiB Ta/ab0 3 BUPA3K00 B aHAMHE3i).

dapmakoKiHemuka.
Abcopbuis.

AbGcopO11ig e3oMenpa3oiTy BimOyBaeThCs IIBUAKO, IMiKOBI KOHIIEHTpAIlil y IIJla3Mi KpPOBi
MOCSTalOThCS MPUOIM3HO Yepe3 1-2 roOuHY Micls MPpUioMy 0o3u. AGcomoTHa Gi0MOCTYIHICTh
CTaHOBUTH 64 % micns pa3oBoi mo3u 40 Mr i 3pocTtae 1o 89 % micns moBTOpHOro npuiiomy 1 pa3 Ha
noOy. s 20 Mr e3oMenpa30iy BinmoigHi 3HaueHHST - 50 % i 68 %.

[TpuiioM ixi ynoBiNbHIOE Ta 3MeHIIye abcopObilito e30Mernpa3oily, ONHaK Iie He BIIJINBAE Ha
ebeKT e30MenpPa3oy 00 KUCIOTHOCTI Y TIOPOXKHUHI IUTyHKA.

Po3nodi.

O6’eM pO3MOMiNy Y 3MOPOBUX NOOPOBOJIBLIIIB V CTaHi piBHOBAru CTaHOBUTH 0,22 JI/KT Macu
tina. E3omenpason Ha 97 % 3B’SI3yETHCS 3 MPOTEIHAMU IJTa3MHU KPOBI.

Memaboaaism.

E3oMenpa3oJ MOBHICTIO MeTabo0ITi3yETHCS 3a AOMIOMOro0 nuToxpoMHoi cuctemu P450 (CYP).
OcHOBHa YacTHHaA MeTaboIi3aMy e30Menpa301y 3anexkuTh Bifg monimopdproro CYP2C19, o
BifTIOBifa€ 3a BUHUKHEHHS TiIPOKCH- i me3aMeTunMeTabosIiTiB e3oMemnpa3ony. IHIIa YacTuHA
3aJiexXuTh Bif apyroi cnenudiynoi isopopmu, CYP3A4, ska BigmoBigae 3a BAHUKHEHHS
€30Menpa3oJicyIbGOHY - TOJIOBHOT'O MeTAOO0JIITy V IIy1a3Mi KPOBi.

BusedeHHs.

[TapameTpu, HaBe[eHi HUXK4Ye, TOJIOBHUM YMHOM BifoOpaxkaioTh (hapMaKOKiHETHKY B 0Ci0 i3
dbyukuionansauM hepmerToM CYP2C19 (eKCcTeHCHMBHUX META001i3aTOPIB).

3aranbHUM KITipeHC IIa3Mu KPOBi CTaHOBUTE 6/1M3bK0 17 n/roguny Iicis pa3o0Boi [03U Ta
67113bKO0 9 1/TOofuHY MiCTIA IOBTOPHOTO IpuiioMy. [lepion HamiBBUBEEHHS 3 MJIa3MU 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 PYHKUIU NeviHKU.

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 poxiB).

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;

IOBTOTPUBAJIE JTiKyBaHHS 3 BUIIKYBaHHUM €30()ariTOM 3 MeTO0 3am00iraHHs peluiuBy;
- CUMIITOMATHYHE JIIKyBaHHS racTpoe3odareanbHoi pedmokCcHOI XBOpoOu.

Y noedHaHHi 3 8ionogiOHUMU aHmMubakmepiansbHUMU AiIKYy8adAbHUMU 3acobamu 015
epadukauii Helicobacter pylori:

- JMiKyBaHHST BUPA3KM [BaHAAISITUIIAN0l KAIIKY, ITOB's13aH0i 3 Helicobacter pylori;

- 3amo0iranHHs peuuguBy MENTUYHUX BUPA30K Y MAlli€HTiB 3 BUPa3KaMu, 3yMOBJIEHUMHU
Helicobacter pylori.

JIikygaHHA ma npodinakmuka 8upas3ok, CNpuYUHeHUX MPuBaIuM 3aCMOCYyB8aAHHAM HECMepoiOHUX
npomu3sananvHux 3acobig (HI133):

- JIIKyBaHHS BUPa30K, CIpUu4YuHeHux Tepaniero HII33;

- npodinakTiKa BUPa30K IIIyHKa Ta OBaHAMIATUIIAN0] KAIIKY, 3yMOBJIEHIX 3aCTOCYBAHHAM
HII3II, y nauieHTiB, 9Ki HanexaTh J0 ITPYIU PUUKY.

Tpusase niky8aHHA NicA5A BHYyMpPIiWHbOBEHHO20 3ACMOCYBAHHA npenapamy 0141 Npogiiakmuku
peuudusy Kpogomeui 3 nenmu4Hux 8UpPasox.

JlixysanHa cuHOpomy 3oa1iHzepa-EanicoHa.

Ilitu BikoM Bifm 12 pokiB

r'acmpoe3ogazeanvHa pepaokcHa xgopoba (I'EPX):

- IIKyBaHHS €PO3UBHOT0 pedJIoKC-e30(¢ariry;

- HOBrOTpUBAaJIe JIiKyBaHHA Malli€eHTiB 3 BUIiIKyBaHUM e30(ariToM 3 MeTol0 3arnobiraHHs peluguBy;
- CHMIITOMaTH4He JIiKyBaHHS racTpoe3odareanbHoi pediokcHoi xBopobu (I'EPX).

Y noedHaHHi 3 anmubiomukamu npu aAiKyeaHHi supa3ku 08aHaduAMunNaoi Kuwku, 3ymMoeeHoi
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 €30MeIpa30JIy MOBiAOMIISIN IPO 30i/IbIIeHHS PiBHS TAKPOJIMyCy y
cupoBaTli KpoBi. [ToTpiOHO MPOBOAXUTU NMOCUJIEHUIM MOHITOPUHT KOHIIEHTPAIil TAKPOJIiIMyCYy, & TaKOXK
GbyHKIII HUPOK (KJTipeHC KpeaTHHiHY); pu HeOOXimHOCTI - BiTKOPUTyBaTH [03YBaHHS TaKPOJIIMYCY.

Jlikapcoki 3acobu, BCMOKMYBAHHA AKUX 3anexcumy 8i0 pH

[TpurHiyeHHS NUTYHKOBOL KMCIIOTHOCTI Iif Yac JIiKyBaHHS €30MeIpa30JI0M Ta iHIMNMU
npenapaTtamu rpynu IT1TT Moxke 3HMKYBaTH a00 MiABUIIyBaTH abCOPOIIii0 TiKapChKUX
3ac00iB, BCMOKTYBaHHS SIKUX 3aJI€KUTh Bifl pH IIIyHKOBOTO COKY.

4K iy BUllaAKy 3 IHIIMMHU JTiIKapCHKUMHU IIpernapaTaMy, 110 3MEHIIYI0Th BHYTPIITHbOUITYHKOBY
KHUCJIOTHICTh, abcopO1Iisi TaKUX IIpernapariB SK KETOKOHA30JI, iTpaKoHa30J1, a TaK0X epJIOTUHIO Moxke
3MEHIIYBAaTUCS, TOLl AK BCMOKTYBAaHHSI TaKUX IIpenapaTiB K JUTOKCUH MOXKe IiABUIIYBATUCS IIifi 4ac
niKyBaHHS e30Mempa3onoM. OmHOYacHe 3aCTOCYBaHHS oMerpa3ony (20 Mr Ha fo0y) Ta QUTOKCUHY Y
3IOPOBUX MOOPOBOJIBIIIB MiABHUINYBAIO 6i0MOCTYIHICTh DUTOKCHHY Ha 10 % (y OBOX i3 mecsaTH
OOCIiIXKyBaHUX 0cib - 1o 30 %). Pimko peecTpyBamucst BUMIAOKKA TOKCHYHOCTI, CIPUYUHEHO]
3aCTOCyBaHHSIM OUTOKCHHY. [IpoTe crnig moTpuMyBaTUCs 00epeKHOCTI IpU MPU3HaYeHHI BUCOKUX 03
€30Menpa30JIy MalieHTaM JIiTHLOro BiKy. HeoOXiIHO MOCUNIUTY TepaneBTUYHUN JTiIKapChbKUM
MOHITOPUHT OUTOKCUHY.

Jlikapcuki 3acobu, w,o memaboaizyromscsa CYP2C19

E3omenpas3orn € inribitopom CYP2C19, ocHoBHOrO epMenTy, 1m0 MeTaGoIi3ye e30Mempaso.
BipmosigHo, mpu KoMOiHallii e30Menpa30i1y 3 IpenapaTaMH, 1[0 MeTabo0li3yI0ThCs 3 Y4acTio
CYP2C19, Takumu K fgiasenam, IKXTaloNpaM, iMinpaMiH, KioMinpaMil, GeHiTOIH TOI0, KOHIIeHTpalil
IIUX TIperaparTiB y maa3Mi KpoBi MOXKYTh 3pOCTaTH Ta MOXKe BUHUKHYTH NOTPeba y 3MEHIIeHH] iX
no3u. lle, 30KkpeMa, C/Iil MaTH Ha yBa3i, KOJIX €30Melpa30Ji IpUu3HavaTU [AJiT 3aCTOCYBaHHS B peXUMi
«3a 1oTpeboio».

Hiazenam.

CynyTHE 3aCTOCyBaHHSA €30MeIpa30i1y B 0o3i 30 Mr IprU3BOOUIIO N0 3HUXKEHHS KJIIPEHCY Hdia3enamy,
cyoctpaty CYP2C19, Ha 45 %.

deHimoiH.

[Ipu cynyTHBOMY 3aCTOCYBaHHI €30Menpa3o0i1y B 1031 40 Mr y XBOPUX Ha eMijIernciio Big3Havyaaocs
3pocTaHHS MiHiMaNbHOI KOHIIeHTPallil (heHiToIHY y m1a3Mi KpoBi Ha 13 %. PekoMeHOyeThCS
KOHTPOJTIOBATH piBeHb (DeHiTOIHY Y IIJ1a3Mi KPOBi Ha ITOYATKY Tepallii e3oMernpa3oiioM abo y pasi ii
CKaCyBaHHSI.

BopukoHa3zoa.

3acTocyBaHHs oMmerpa3ony (40 Mr oguH pa3 Ha goby) 36inbmryBano C
BopuKoHa301my (cyoctpaty CYP2C19) Ha 15 % Ta 41 % BigmoBigHO.

Ta AUC,

max

Iusnocmaso.

OMenpa3or, a TaKOXK €30MeIpasoI AitoTh gk inribitopu CYP2C19. ¥V xofi nepexpecHoro
MOCTiMKEHHST 3aCTOCYBAaHHS OMenpa30i1y ¥ no3i 40 Mr 3mopoBUM q0OPOBOIBISAM ImigBuiysano C,,. Ta



AUC nunocrasony Ha 18 % Ta 26 % BigmoBimHO, @ OMHOTO 3 MOT0 aKTUBHUX MeTaboIIiTiB - Ha 29 % Ta
69 % BimImoBimHO.

IMusanpuo.

Y 3mopoBux H06GPOBOJIBIIIB IIPU CYIIyTHHOMY 3aCTOCYBaHHi 3 e3oMemnpa3onoM (40 Mr) moiia mif
KPHUBOIO 3aJIe2KHOCTI KOHI[EHTpALii I[u3anpuay y Ija3Mi KpoBi Big yacy (AUC) 3poctana Ha 32 %,
a mepiop 1oro HamiBBUBeOeHH: (tY2) 3poctaB Ha 31 %, ane 3HAYHOTO 3POCTAaHHSA
MaKCHMaJIbHOT0 piBHSA IIU3ANPUAY Y IIJIa3Mi KPOB1 He criocTepiranocs. HeaHauHOTo
nofioBxKeHHs iHTepBanmy QTc, sike crocTepiranocs Mpu MOHOTepaIil U3anpuaoM, IIpu
CyIyTHbOMY 3aCTOCYBaHHI IIU3aIpUAy 3 €30Menpa30JioM He Bif3Hadasiocs (OuB. TAKOXK
po3min «Ocob6IUBOCTI 3aCTOCYBAHHS»).

BapgpapuH.

Y xomi knmiHiYHUX moCimKeHb 0yJ10 MOKa3aHo, 10 MIPX CYIYTHHOMY 3aCTOCYBaHHiI €30MeIpa3oy B
mo3i 40 Mr y marfieHTiB Ha T/i Tepallil BapdhapruHOM Yac KOoaryJssilil 3a/IUIIaBCcs y MPURHITHUX
Mexkax. OgHaK y MicasgpeecTpaliiHOMY Mepiofii IOBIZOMIISIH PO AeKiTbKa OKPEMUX BUMAIKIB
KJTiHIYHO 3HAYYLIOTO MiJBUIIEHHS iHIeKCy MiXKHAapOOHOT0 HOPMalli30BaHOTO criBBigHomeHHsS (MHC)
Iifl 4aC CyIyTHbOTO 3aCTOCYBaHHS I[UX JIiIKapChKUX 3aC00iB. PEKOMEHIOBaHO MOHITOPUHT Ha
TIOYATKY Ta IiC/s 3aKiHYEeHHS CIiJIbHOTO 3aCTOCYBaHHS €30Menpa3osly Ha T Tepallil BaphapruHOM
a00 IHIKYMY OXiTHUMU KyMapuHY.

Knaonidoepenv.

Y 3mopoBux ocib Bim3Havanacsa GpapMakoKiHeTHYHa/PpapMaKOAMHAMIYHA B3aEMOIisT MixX
KJIomigorpesieM (HaBaHTaxyBasbHa fo3a 300 mr/mo6oBa migTpuMyioda fo3a 75 Mr) Ta
e3oMernpa3soinoM (40 mMr Ha o0y IepopaIbHo), 10 TPU3BOAUIIA 0 3HUKEHHS €KCIIO3UIlil aKTUBHOTO
MeTaboIiTy Knomigorpeny y cepenrboMy Ha 40 % Ta 3HUKEHHS MaKCHMaJbHOI iHTiOy04oi
aktuBHOCTI (AIl®-iHmyKOBaHOI) 1I0M10 arperariii TpoMOoIUTIB y cepequbomy Ha 14 %.

Y mocmimKeHHi 3 y4acTio 370pOBUX JOOPOBOJILIIIB, KOJIK KIIOMIiOIpesib 3aCTOCOBYBAIK Pa3oM i3
€30MeIpa3oJioM i areTusncaninuioBoio kucnoroo (ACK) y dikcoBanit komOinaii o3 (20 Mr 81 mr
BiIIOBiOHO) MOPIiBHSIHO 3 3aCTOCYBAHHSM KJIOIIIOTPEIII0 Y BUTTISIAI MOHOTEpAIlii, Bim3Hayanocs
3HUKEHHS €KCIIO3UIil aKTUBHOT'0 MeTaboiTy Knomigorpento Maiixke Ha 40 %. OgHaK MaKCUMaJbHi
piBHi inribyBanHug (imgykoBaHol AII®) arperanii TpoMOOIUTIB y 1UX 0Ci6 Oy OMHAKOBUMHU B TPYIIi
3aCTOCYBaHHS KJIOIIAOTPEII0 IK MOHOTepaIIil i B I'PyIli 3aCTOCyBaHHS KIIOMiIOTPEN0 pa3oM 3
e3oMenpa3sosnioM i ACK. Psap cmocTepeXHUX Ta KTIHIYHUX JOCTigXKEeHb IPOAeMOHCTPYBau
CyTiepeusuBi gaHi mopgo KiiHiyHux acnekTiB ®K/®]] B3aemoil e30Menpa30ily CTOCOBHO OCHOBHUX
CEeplLeBO-CYAMHHUX SIBUIIM. K 3amobiKHMH 3aXig 0QHOYACHOTO 3aCTOCYBAHHS €30MeIpa30ily Ta
KJIOMigorpeso HeoOXiTHO YHUKATH.

IlocaidxcyeaHi nikapcvki 3acobu 6e3 KAiHIYHO 3Ha4yw,0i 83aemo0ii
AMokcuyusnin abo xiHiOuH

Byno Big3HaueHo, 110 €30Menpa30Jl He YUHUB KIIIHIYHO 3HAYYIIOT0 BIJIUBY Ha (apMaKOKIHETUKY
aMOKCUIMIiHy abo0 XiHifuHYy.

Hanpoxkcex abo pogekokcud

[TpoTAroM KOPOTKOYaCHUX OOCTIIKeHb CYIIYyTHHOTO 3aCTOCYBaHHS €30MeIpa30ly 3 HallpoKCeHOM abo



podekokcrboM KOgHOI papMaKOKiHETUYHOI B3aEMOZil ToMidueHo He GyI1o.
Bnaue iHwux nikapcvkux 3acobig Ha (hapmakokiHemuky e3omenpasony
Jlikapcwvki 3acobu, siki npueHivyroms akmusHicms CYP2C19 ma/abo CYP3A4

E3oMenpa3on MmeTtaboni3yeThes 3a gornomoroio ¢pepmenTiB CYP2C19 ta CYP3A4. CynyTHe
3aCTOCyBaHHS e30Menpa3ony Ta iuribitopy CYP3A4 knapurpominuny (500 Mr aBidi Ha mo6y)
IIPU3BOMUIIO 10 TogBOoeHHS eKcmo3uilil (AUC) e3omenpa3ony. CylyTHE 3aCTOCYBaHHS €30MeIpa3oiy
Ta KoMOiHoBaHoro iuribiTopa CYP2C19 Ta CYP3A4 MoXkKe mpu3BOAUTH 0 OiNbII HiK IBOKPATHOTO
3pocTaHHs ekcro3uiii eaomemnpasony. IHribitop CYP2C19 ta CYP3A4 BoprKOHa30:1 30ibITyBaB
AUCT omemnpasony Ha 280 %. Kopekiris mo3u e30Menpa30i1y He 3aBXKOu MOTPiOHA B TaKUX
cutyatisx. OgHaK BoHa Moxe OyTH HeoOXimHOIO [JIs MallieHTiB i3 TAXKKUMU IOPYIIeHHIMU
GYHKIII MeYiHKY Ta y BUIIafKaX, KOJIM II0Ka3aHe NOBrOTPUBAJIe JTIiIKyBaHHS.

Jlikapcuki 3acobu, ski iHOykytomb akmusHicms CYP2C19 ma/abo CYP3A4

[Tpemapary, 1110, K BifoMo, iHAyKyoTh akTuBHICTE CYP2C19 a60 CYP3A4 a6o o60x ¢pepMeHTiB (Taki
K pudaMminuH Ta 3Bipobiit), MOXKYTh MPHU3BOJUTH [0 3HUKEHHS PiBHIB €30MeNpa3oy y CUPOBaTIi
KPOBIi IIISIXOM IIPUCKOPEHHS MIBUAKOCTI #oro MeTabomiamy.

ITediampuyHa nonyaauisa

HocmifkeHHS JTiKapChKOl B3a€EMOIil TPOBOAMIIM TiIbKY 3 y4aCTIO JOPOCIIHX.

Oco06.1ueocmi 3acmocyeaHHsi.

[Tpu HasIBHOCTI OyAb-SKUX TPUBOXKHUX CUMIITOMIB (TaKUX K, HallPpUKJaf, 3HauHe HemepenOadyBaHe
3HUKEHHS MacCH Tina, nepioguyne 6moBaHHs, Aucdaris, remateMesuc abo MeneHa) Ta Ipu migo3pi
Ha BUPA3Ky IUIYHKa YU IIPHU 11 HASIBHOCTI CJIifl BUK/IIOYUTH 370SKiCHEe 3aXBOPIOBAHHS, OCKiJIbKU
E3070HT MOXe IPUXOBYBaTH CUMIITOMU Ta 3aTPUMYBAaTH BCTAHOBJIEHHS [1arHO3Y.

ﬂoeeocmpoxoee 3dCmoCyB8dHHA npenapamy

[MamienTy, sIKi IpuMarOTh IIpenapaT MPOTATOM TPUBAJIOTO epioay (0coONMMBO MaIliEHTH, SKi
OTPUMYIOTH JIiKyBaHHS MpernapaToM Oifbille pOKY), TOBUHHI TepeOyBaTH IIifl peryIsipHUM HATISg0M
JIKapH.

JlikysaHHA 3a nompeboro

[MamienTu, siKi mpuiiMai0Th E30/10HT ¥ pas3i moTpebu, moBUHHI 6yTH IPOiHCTPYKTOBAHI PO
HeoOXiIHICTh 3B’sI3aTHUCS 3i CBOIM JIiKapeM IIpu 3MiHi XapaKTepy CHUMIITOMIB.

Epadukauisa Helicobacter pylori

[Tpu mpu3HaYeHH] e30Menpa3ony ans epapukatii Helicobacter pylori CIIifi BpaXyBaT! MOXKJIABICTh
JMiKapChKMUX B3AEMOIill MiXK yciMa KOMIIOHEHTaMH MOTPiXHOI Teparii. KimapuTpoMiliuH €
MOTYXKHUM iHTi6iTOpoM CYP3A4, ToMy Ipu NpH3HaYeHHi MOTPiiHOI Teparil marfiesTam, siKi
OTPUMYIOTS iHIIIi Tpemapary, 10 MeTabomi3ywTscs 3 yuacTio CYP3A4 (HanpuKiaf 1U3anpun),
HeoOXiTHO BpaxOByBaTH MOXKJIMBI TPOTUIIOKa3aHHS i B3aEMOil KJTapUTPOMIIIUHY 3 IUMHU
JiKapChKUMHU 3ac0baMu.



LI ayHKO0BO-KUWKOBI iHpeKuil

3acTocyBaHHS iHTi0iTOPiB MPOTOHHOI MTOMIIYN MOXKe HEel0 MigBUAIIUTH PU3UK PO3BUTKY LITYHKOBO-
KUIIKOBUX iHdeKil, Takux sk Salmonella ta Campylobacter (nus. po3min «®apMakoguHaAMIKa»).

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

IHI’iﬁiTOpI/I HpOTOHHOi IIOMIIH, 0CO0IHBO IIpu 3aCTOCYBaHHi Y BEJIMKHUX O03aX Ta IIPOTATOM TPHUBAJIOTO
JIiKyBaHHA (> 1 poKy), OesKOK MipOX MOXKYTh MiIBUIIYBATU PU3UK IIE€PEJIOMY CTEeTHa, 3all’sCTKa Ta
xpe6Ta, TOJIOBHUM YMHOM Y TAIi€HTIB JIiTHHOTO BiKy ab0 IIpu HasIBHOCTI iHIKUX (aKTOPiB PU3UKY.
IaHi, oTpuMaHi y X0fi CIIOCTepeKHUX MOCiIKeHb, CBiqYaTh IPO Te, IO iHTi0iTOpH
IIPOTOHHOI IOMITM MOXKYTh IiABUIIYBaTH 3arajibHUl pU3uK nepenoMis Ha 10-40 %. Jesxi
BUIIAKM TAKOro 30ibIIIEHHS KiJTbKOCTI ITepejIoMiB MOXKYTh OyTH TOB’S13aHi 3 iHIIUMU
(dbakTopamu pu3uKy. [1amieHTH 3 PU3UKOM PO3BUTKY OCTEOIIOPO3Y MOBUHHI OTPUMYBaTH
JIIKyBaHHS BiIIOBIAHO [0 Ai0YUX KJIIHIYHUX PEKOMEHAllil Ta afieKBaTHY KiJIbKIiCTh BiTaMiHy
D i KabIIizo.

ITi0deocmputl wWKipHUll Yep8oHUl 808YAK

3acTocyBaHHS iHTi0iTOPiB MPOTOHHOI TOMIIY OB’ I3YIOTH i3 fyKe PiAKiCHUMU BUIIafKaMHi PO3BUTKY
HiArOCTPOTO IIKiPHOTO YEPBOHOTO BOBYAKaA. SKIIO BUHMKAE YpaKeHHs, 0COOIMBO Ha [iNsHKAX, 10
3a3HAIOTH BIIJIUBY COHSIYHOT'O CBIiT/Ia, i IIe CYIIPOBOOKYETHCS apTPAJITi€lo, MalieHTy HeoOXimHO
HeraHO 3BEPHYTUCS [0 JIiKaps, SKUU PO3TJIsHe HeoOXiMHICTh NPUNMHEHHS 3aCTOCYBaHHS IIpenaparTy
E3zononr. BUHUKHEHHS HiATOCTPOro WIKIPpHOr0 YePBOHOTO BOBYAKa Yy Ialll€HTIB IIiJ Yyac
TIoTIepeNHbol Teparil iHribiTopamMu MPOTOHHOI ITIOMITH MOXKe IiABUIIUTHA PU3UK HOTO PO3BUTKY
IIPY 3aCTOCYBaHHI iHIMX iHTi6iTOPiB MPOTOHHOI TOMIIH.



[Ipo cepiio3Hi mKkipHi mobivyHi peakil (CILIIP), Taki sk MmynsTHd@opMHa eputema (ME),
cuagpoM CriBeHca-IIxxoHcoHa (CC]II), TokcuuHuil emigepManbauil HeKponi3 (TEH) i peakitis
Ha JTiKkapchbKi 3acobu 3 eo3uHodiniero Ta cuctemuumu cumntomamu (DRESS), siKi MOXKYTb
OyTy HeOe3rmeyHUMU AJIs XKUTTS. [[yKe PigKo MOBIJOMIANOCS y 3B’ A3KY 3 JIiIKyBaHHSIM
€30MeIpa30JIoM.

[NauieHTiB crig moiHGOpPMyBaTH PO 03HAKM Ta CUMIITOMHU TSKKOI IIKiPpHOI peakiiil
(ME/CCI/TEH/DRESS) i HeraitHO 3BEpHYTHUCS 3a MEIUYHOI0 JOIIOMOTOI0 OO CBOTO JIiKaps
IIPU T0SIBi OyOb-IKUX 03HAK ab0 CUMIITOMIB.

3acToCyBaHHS €30MeIpa30ily CiIif HerauHo IPUIIMHUTY [IPU MOSABl 03HAK i CUMIITOMIB
CepHO3HUX IMKIPHUX peakIliii Ta 3a MoTpedu HagaTH MOOATKOBY MEIUYHY OOIIOMOTY/IIPOBECTH
peTeNbHU MOHITOPHUHT.

[Mamientam 3 ME/CCII/TEH/DRESS noTpi6HO YHUKATH IIOBTOPHOTO 3apazkKeHHS.
Brinus Ha HUpPKU

TCocTpuit TyOynoinTepcrutianbuuii Hedput (TIH) criocTepiraBcs y nalieHTiB, SKi TpuiManu
ImpenaparTy, 10 MICTSITh €30MeIpPa30J1 i HAlTPOKCEH, i MOXXe BUHUKHYTH B OyOb-IKUY MOMEHT ITifl 4ac
Teparil nikapcbkuM 3aco00M E30710HT.

TCocTpuit TyOyn0iHTEpCTUIiaTbHNM HeQPUT MOXKe ITPOrpecyBaTh J0 HUPKOBOI HEIOCTATHOCTI.
E3omnoHr crnig npunuHuTH ¥ pasi nigo3pu Ha TIH Ta HerailHO po3moYaTy BigIOBiAHE JTIKyBaHHS.

KombiHauis 3 iHwumu aAikapcbKkumu 3acobamu

CyMiCHe 3aCTOCyBaHHsI €30MeIpa3oiy 3 aTa3aHaBipOM He PEKOMEHAYETHCS (OUB. PO3MiN
«B3aeMopis 3 iHMMMY JTiKapChbKUMHU 3aco0aMu Ta iHIII BUAM B3a€EMOfii»). AKio KoMOiHaIlil
aTalaHaBipy 3 iHri6iTOPOM MPOTOHHOI TOMIY YHUKHYTH HEMOXKJIMBO, PEKOMEHOYETHCS PETEIBHO
HarJad4aTy 3a [allieHTaMy B yMOBax CTalliOHapy, a TaKOXK IMiABUIIUTYA 403y aTa3aHaBipy Ao 400 Mmr 3i
100 mr putoHaBipy; K03y e3omenpa3oiy 20 Mr nepeBulllyBaTH He CIIif.

E3omemnpa3zon € inribiTopom CYP2C19. HanmouyaTKy a60 HampuKiHIN JTiKyBaHHS €30MeIpa30JIoM CJIif
PO3TISOATH MOTEHITIMHO MOXK/IMBY B3a€MOIII0 3 penapaTaMu, sKi Metabomnisyotscs CYP2C19.
B3aeMopisi criocTepiraeTsCs MiXK KJIOMIAOTpesieM i e30Menpa3oioM (IuB po3ain «B3aeMopis 3 iHmmmMu
JiKapChKUMH 3ac00aMu Ta iHIIi BUOKW B3aEMOIIN»).

KrniHiyHa 3HQYYINICTh ITi€l B3aEMOi] 3a/IMIITAE€THCS HEBU3HAYEHOIO. SIK 3amo0iXKHUM 3aXif
OIHOYACHOT'0 3aCTOCYBaHHS €30MeIpPa3oily Ta KIIOMigorpenio HeoOXiqHO YHUKATH.

[Tpu3Hava4y e30Menpa3ol AJs 3aCTOCYBaHHS B peXKUMi «3a M0oTpe00i0», y 3B'A3KY 3 KOJIMBaHHSIMU
KOHIIEHTpAIlil e30MeNpa30i1y y IJa3Mi KPOBi CIlifi BpaXOByBaTH HaCIiIKKA B3a€MO{il Tpemapary 3
IHIMMY JTIKapCHKUMHM 3aC00aMu, JuB. po3min «BlaeMopmis 3 iHmMKMME JTiKapChbKUMHU 3aco0aMu Ta
IHIIII BUOAU B3a€EMOMIN».

Bnaue Ha pe3yabmamu 1a60pamopHux 00CAi0HCeHb

Yepes ninBuineHHs piBHSA xpoMorpaHiny A (CgA) MOXKIUBHUY BIIJIUB Ha pPe3yIbTaTH 1ab0paToOpHUX
MOCTiAKEeHb 3 BUSIBIIEHHS HEWPOEHOOKPUHHUX MyXJIuH. [1[06 YHUKHYTH TaKOT'0 BIJIUBY, TiKyBaHHS
€30MeIpa30JIoM NOTPiOHO MPUNMHUTH IIOHaMMeHIIIe 3a 5 OHiB 10 BUMipioBaHHS PiBHIB CgA (OuB.



po3min «PapMaKogrHaMIiKa»).

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

V maHu# 4ac HeMa€ JOCTaTHBOI KiJIbKOCTi JaHUX PO 3aCTOCYBaHHS €30Menpa3ony y mepioq
BariTHocTi. [e1ro Oinbila KiMbKiCTh MaHUX €IigeMioIoriYHUX JOCiaXKeHb 3aCTOCYBaHHS
paleMigHOl CyMillli OMeIpa30Jy y mepiof BariTHOCTI CBiMYUTH PO BiICYTHICTh BPOMKEHHUX Baf Ta
(eTOTOKCUYHOTO BIIMBY. B mOCTiIKEeHHSIX €30Menpa30ly y TBapuH He 0yJI0 BUABIEHO PSMOro abo
0TI0CEePEeKOBAHOT0 MIKiAIMBOTO BIIMBY Ha eMOpioHanbHUN/(PeTaTbHUM PO3BUTOK. Y
MOCTIKeHHIX pPaleMiyHol CyMilI Ha TBapuHaX He 0yJI0 BUSBIEHO IPsMOro abo omocepenKoBaHOro
BIUIMBY Ha IepeOir BariTHOCTI, OIOTY Ta MOCTHATaIbHUM PO3BUTOK. Cifl 3 00epekHiCTIO
[Ipr3HaYaTH IpenapaT BaTiTHUM XKIiHKaM.

[TomipHa KiNbKiCTh JaHUX CTOCOBHO BariTHuX XkiHOK (Bim 300 o 1000 BumagKiB BariTHOCTI) BKa3ye Ha
BifICYyTHiCTh ManbhopMaTUBHUX e(deKTiB a60 TOKCHYHOT0 BIJIUBY €30MeINpPa3ojly Ha CTaH
IIJT0f1a/300POB’ ST HOBOHAPOIXKEHOI MTUTHUHH.

Pe3ynbTaTy DOCIIIXKEHb Ha TBAPUHAX CBiTYaTh PO BimCyTHICTH mpsiMoi ab0 omocepenkoBaHOi
IMIKi/INBO1 Oil mpenapaTy Ha PeIpONyKTUBHY (YHKIIiI0 32 paXyHOK HOT'0 TOKCUYHOTO BIIJIUBY.

ITepiod 200ys8aHHA 2pydoHo0.

HesimoMo, v e30Menpa30/ IPOHUKAE ¥ TPYAHE MOJIOKO IoauHu. [HhopMallil Ipo HACTiAKX BILIUBY
€30MeINpa30Jly Ha HOBOHAPOIXKEeHUX/TPYIHUX OiTel HeJoCTaTHLO. E30Mernpa30i1 He Clif
3aCTOCOBYBATH y Iepiof rogyBaHHsA I'PYAAIo0.

depmuabHiCMb.

PesynbraTu mocmigKeHb palieMiuHOl CyMillli OMenpa30/ly Ha TBapHHaX BKa3yIOTh Ha BiICYTHICTb
BIIJINBY OMeNPa30jly Ha (PepTUNIbHICTD y pa3i IepopalbHOr0 BBEEHHS IIpenapary.

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

E3omemnpa30i YUHUTE MiHiManbHUM BIJIMB Ha 30ATHICTh KEPyBaTH TPAHCIOPTHUMHU 3acobaMu abo
PAIloBATH 3 iHIMMMK MeXaHi3MaMu. [1oBigoMisanu nmpo Taki HebaxkaHi peakilii K 3araMOpOYeHHS
(HewacTo) i HewiTKiCTh 30py (pimko) (muB. po3min «ITobivyHi peakiii»). AKIo Taki po3namu
CIIOCTepiraloThCs, MallieHTaM He CJIifl KepyBaTu TPAHCIOPTHUMU 3aco0aMu a0o ImpalioBaTé 3 iHIIUMU
MeXaHi3MaMu.

Cnoci6 3acmocyeaHHs1 ma do3u.

Lopocai

I'acmpoe3ogpazeanvHa peparokcHa xeopoba (I'EPX)



- JIikyeaHHs epo3usH020 pedatoKc-e3opazimy
40 mr oguH pa3 Ha f00y MpoTaroM 4 THXKHIB.

[TamieHTaM 3 HeBUIIKyBaHUM e30(]ariToMm abo CTIMKMMU CHMIITOMaMi PEKOMEHAYETHCS NOOATKOBO
3aCTOCOBYBaTH IIpemnapaT IpoTAroM 4 TUXKHIB.

- [logeompuedase aikyeaHHs nauieHmis 3 8U/NiKYy8aAHUM €30(pa2imoM 3 Memor 3anobieaHHA
peyudusy

20 Mr omuH pa3 Ha Ho0y.
- CumnmomamuyHe AiKy8aHHA 2acmpoe3opazeanvHoi pepatokcHoi xeopobu (I'EPX)

o3a gns naifieHTiB 6e3 e30¢arity ctaHoBuTh 20 MT ofuH pa3 Ha f00y. fAKimio micns 4 TUXKHIB
JIIKYBaHHSI KOHTPOJIIO Hafl CUMIITOMaMU JOCATTH He BOAJIOCH, MallieHTy CJIif IPOUTU OOJaTKOBE
oOcTexenHs. [Ticnsi 3HUKHEHHSI CUMIITOMIB [I7Is iX ITOaJIbIIIOro KOHTPOJIIO MOXe OyTH HOCTAaTHIM
3actocyBaHHS 20 Mr ofguH pa3 Ha H00y. [Ipu HeoOXimHOCTI MOXKHA IIepelTH Ha NMPUoM IIpernapary B
pexuMi «3a moTpe6oio», TO6TO 3aCTOCOBYBaTH Ipemnapar 1o 20 Mr onuH pa3 Ha go0y. He
PEKOMEHIYEThCS 3aCTOCYBaHHS IIpelapaTy «3a MoTpeboio» [AJisd MOAaIbIIoro KOHTPOIIO 3a
CHMIITOMAaMH IalliEHTaM 3 PU3UKOM PO3BUTKY BUPA30K IITyHKA Ta OBAHAMISATUIIAJO] KUIIKHU, SKi
npuimarnTs HIT3IT.

Y xombiHauii 3 8i0nogiOHUMU AHMubaKkmepianbHUMU AiKyB8aAbHUMU 3acobamu 045 epadukauii
Helicobacter pylori, a makooc 015

- IKYBAHHA 8UpaAsku 0saHadusmunaaol Kuwku, cnpuvyuHeHoi Helicobacter pylori, ma

- 3anobizaHHA peyudusy nenmu4yHUX 8UPA30K y NAUiEHMI8 3 BUPA3KAMU, 3yMO8/1eHUMU
Helicobacter pylori:

20 mr E3omonry 3 1 r amokcunuiiny Ta 500 Mr KnapaTpoMiluHy ABidi Ha goOy mpoTsarom 7
[HIB.

ITayieHmu, aAki nompebyomb MpuBasn020 3aCMOCY8AHHA HeCMepoiOHUX NPOMU3ANAaAbHUX
npenapamie (HII3I1)

- JIiKy8aHHA 8UpA30K WAYHKA, 3yMO8AeHUX 3acmocysaHHAm HII3I1

3BUYalHa 103a CTaHOBUTL 20 MTr OfivH pa3 Ha fo0y. TpuBaicTh NiKyBaHHS CTAHOBUTH 4-8
THAXKHIB.

- [Ipoghinakmuka 8upas3ok wayHka ma 08aHaduamunaioi KUuwKu, 3yMo8aeHuUX 3aCMoCy8aHHAM
HII3II, y nauienmis, AKi Hasiexcambsb 00 2pynu pusuky

20 Mr opivH pa3 Ha Ho0y.

Tpusase niky8aHHA NicA5 BHYMPIiWHbOBEHHO20 3ACMOCYBAHHA npenapamy 0451 NpogiiaKkmuku
peyudugy Kpogomeui 3 nenmuyHuUx 8upa3ok

40 Mr onuH pa3 Ha [00y MpoTaroM 4 THUXKHIB Iic/s BHYTPIITHROBEHHOTO 3aCTOCYBaHHS IIpernapary
151 TPO(iTaKTUKY pPeluAuBY KPOBOTEUi 3 MEeNTUYHUX BUPA30K.



JlixyeaHHAa cuHOpomy 3oaniHzepa-EnnicoHa

PEKOMeHI0BaHa I10YaTKOBa f03a E3ononra craHoBuTh 40 Mr [Bidi Ha mo0y. Y momanbiiomMy go3y
IperapaTy KOPUT'yIOTh IHAUBIAyaIbHO; JIIKyBaHHS TPUBAE TaK OOBIO, K I[bOI'0 BUMaralmTh KIiHIUHI
noKa3aHHS. Buxoasguu 3 HasBHUX KJTIHIYHUX JaHUX, Y OiNBIIOCTI MaIlieHTiB KOHTPOJIb CTAHy MOXKe
OyTu mocarayTtuii npu go3ax Big 80 mo 160 Mr e3omemnpa3ony Ha foby. AKIo 103U nepeBuIyioTs 80
MT Ha [00Yy, D03y CITiJ PO3[iNIUTH i 3aCTOCOBYBATH ABidi Ha m00Yy.

ITayieHmu ocobaugux 2pyn
ITauieHmu 3 nopyweHow HUPKOBOK (PYHKUIED

[MaifieHTaM 3 MOPYIIeHHSIM HUPKOBOI (DYHKIIII KOpeKilis 103k He moTpi6Ha. Yepe3 06MeXKeHiCTh
[OCBioy 3aCTOCYBaHHS Ipenapary MallieHTaM i3 TIKKOK HAPKOBOI HEOCTATHICTIO IIPU JIiKyBaHHI
TAKWX TAI[iEHTIB CIIif OTPUMYBaTUCS 00epexkHOCTi (OquB. po3min «PapMaKoKiHETHKA).

ITauieHmu 3 nopyweHow NevYiHKo8ow (hYHKUIEW

[TalfieHTaM 3 MOPYIIeHHSIM MTe4iHKOBO1 (YHKIIi Bif c1abKOro m0 IOMipHOTO CTYTIEHS TSIKKOCTi
KOPEKIIisd 03U He noTpibHa. MakcumasnbHa f03a E30710HTY [JIS MaIlieHTiB 3 MOPYIIEHHSIM ITe4iHKOBOI
GbyHKIIl TSIKKOTO CTYyIeHs He MOoBUHHA nepeBuinyBatu 20 mr (guB. «PapMaKOKIHETUKAE»).

ITauyieHmu AIMHbBO20 BiKY

[MaifieHTaM MTHBOTO BiKy KOPEKIIist {031 MpemnapaTy He moTpibHa.
IlediampuyHa nonyaauisa

[liTu BikOM Big 12 poKiB.

I'acmpoe3ogazeanvHa peparokcHa xeopoba (I'EPX)

- JIikysaHHs epo3uBHO20 pepatoKc-e30(pazimy

40 Mr onuH pa3 Ha f00y MpoTaroM 4 THXKHIB.

[TamieHTaM 3 HeBUIIKyBaHUM e30(]ariTom abo CTIMKMMU CHMIITOMaMi PEKOMEHAYETHCS NOOATKOBO
3aCTOCOBYBATH IIpemnapaTt IpPoTAroM 4 TUXKHIB.

- [logeompuedase aikyeaHHs nauieHmis 3 8U/NiKYyBaAHUM €30(pa2imoM 3 Memor 3anobieaHHA
peyudusy

20 Mr omvH pa3 Ha Ho0y.
- CumnmomamuvyHe AiKy8aHHA 2acmpoe3opazeanvHoi pepatokcHoi xeopobu (I'EPX)

Io3a gns narfieHTiB 6e3 e3o¢arity ctaHoBuUTh 20 MT ofuH pa3 Ha [00y. AKiio micnsa 4 TUXKHIB
JiKyBaHHSI KOHTPOJIIO Hafl CAMIITOMaMHU JOCSTTH He BOAJIOCS, MAIliEHTY CJIif] IPOUTH OOIaTKOBE
obcTexenHs. [Ticng KymipyBaHHS CUMIITOMIB ITOaIbIINNA KOHTPOIb HAal HUMU MOXKe OyTH
INOCSATHYTHM WITISIXOM 3aCTOCYBAHHS IIpemnapaTty B 703i 20 Mr oguH pa3 Ha mo0y.

JlixyeaHHA supa3ku 0eaHaduamunaaoi Kuwku, cnpuduHeHoli Helicobacter pylori



[Tpu Bu6GOpi BigmoBigHOI KOMOGiIHOBAHOI Teparil citif BpaxoByBaTu 0oQilliliHi 3arajibHOAEPKaBHI,
perioHanbHi Ta MicieBi pekoMeHpartil o0 6akTepianbHOl PE3UCTEHTHOCTI, TPUBAJIOCTI JTIIKyBaHHS
(3a3Buuait 7 gHiB, ane iHomi Mo 14 OHIB) Ta HAJIE’KHOTO 3aCTOCYBAHHS aHTUOAKTEPiaTbHUX
npenapariB. JIikyBaHHSI IOBUHHO IIPOBOJUTUCS Iif HArlIsAmoM (axiBIis.

PekxoMeHpamii oo Jo3yBaHHS Ipenapary:

npu Maci tina 30-40 kr: y komOiHarii 3 mBoMa aHTubioTKamu: E3omonr 20 Mr, amokcuIumia 750 mr i
KJIAQPUTPOMILIMH 7,5 MT/KT MacCH Tijla - BCi IpemapaTy 3aCTOCOBYBaTH OMHOYACHO [Ba pa3u Ha go0y
IIPOTSITOM OTHOT'O TUXKHS;

mpu Maci Tina > 40 Kr: y Kom6iHarii 3 ;BoMa aHTHOioTHKaMu: E30510HT 20 Mr, aMOKCHIIMIH 1 T i
Kyaputpominys 500 Mr - Bci mpenapaTu 3aCTOCOBYBATH OJHOYACHO ABa Pa3u Ha HoOy MPOTSATOM
OIHOT'0 TUXHS.

Ilimu sixom 0o 12 pokis

E3070HT He cTig 3aCTOCOBYBATH HiTSIM BiKOM 00 12 POKiB, OCKiNIbKM [aHi 00 TaKOTO 3aCTOCYBaHHS
BigCyTHI.

Cnocib 3acmocyeaHH s

TabeTKy Cif KOBTATH I[iJI010, 3aNMBaloyu piguHoi0. TabneTku He CIIif po3:KOBYBaTH a0
OpiOHIOBATH.

Himu.

E30510HT He cJ1ifg 3aCTOCOBYBATH AiTSAM BIKOM 10 12 pOKiB, OCKIJIBKY [aHi 11040 TAKOT0 3aCTOCYBaHHS
BI[ICYTHI.

3aCTOCOBYBATH HITAM BIKOM Bifi 12 pOKIB IIpU TaKuX IIOKa3aHHAX:

r'acmpoe3ogazeanvHa pepaokcHa xgopoba (I'EPX)

- IIKyBaHHSI €PO3UBHOT0 pedJIoKCc-e30(¢ariry;

- IOBrOTpUBAJle JiKyBaHHS MAIliEHTIB 3 BUIIKYBaHUM €30(ariToM 3 MeTOI0 3arno0iraHHs pelugusy;
- CHMIITOMaTH4He JIiKyBaHHS racTpoe3odareanbHoi pediokcHol xBopobu (I'EPX).

Y noedHaHHi 3 aumubiomukamu npu AiKy8aHHi 8UPA3KU 08AHAOUAMUNAAO0T KUWKU, 3yMO8/1eHOT
Helicobacter pylori.

Ilepedo3yeanHs.

Ha manui yac maHi 11000 HaBMUCHOTO IIepefo3yBaHHs qyxKe o0MexeHi. CHMITOMHU, ONIMCaHi Ipu
npuiiomi mpemnaparty B 7031 280 Mr, BKITI0YaIu CUMITOME 3 60Ky IITYHKOBO-KUIIIKOBOT'O TPAKTY Ta
cnabkicTh. Pa3oBuil mpuiioM e30Mernpa3oiy B f03i 80 MI He CIPUYMHSAB KOJHUX HETATUBHUX
HacnigkiB. CnenudiyHuil aHTUAOT HeBigoMuii. E3oMenpa3os 3HaUHUM YHUHOM 3B’S3YETHCS 3 OiTKaMu
IJIa3MU KPOBi, TOMy BUBELEHHS 3a LOIIOMOT0I0 fianidy He3HauHe. K i mpu Oyap-aKoMy



HepenosyBaHHi, CHiJI HagaThl CUMIITOMATHUYHE Ta 3arajibHe HiJZ[TpI/IMy'IO‘-Ie J'IiKy'BaHHH.

ITobiuni peakuii.
Pestome npoginto 6esnexku

Cepen Tux HebaxXaHUX peakliil, sSKi HalyacTillle BUHUKAIOTh Y XOMIi TPOBeeHHS KITiHIYHUX
OOCIiKeHb (a TAKOXK y Iepiof MiCIsIpeeCTPalliiHOr0 3aCTOCYBaHHS €30MeIpa3o0ily), Bii3Ha4aloThCs
roNIoBHUH 6ink, 6inb y XKuBOTI, miapes i Hymorta. Kpim Toro, mpodinst 6e3meku 3aCTOCYBaHHS
€30MeIpa3oily € OMHAKOBUM [JI Pi3HUX JTiKapChKUX GOpPM IpernapaTy, ToKa3aHb [JIg IPU3HaAUYEeHHS
JiKyBaHHS, BIKOBUX I'PYII Ta MOMYIALiN malieHTiB. [Jo303anexxHux HebaKaHUX peakiliii BUSIBIIEHO He
6yno. HebGaxaHi sBuia KnacudikyBasy 3ajie’KHO Bil 4aCTOTH BUHUKHEHHS: YacTo (>1/100, <1/10);
HevacTo (>1/1000, <1/100); pioko (>1/10000, <1/1000) Ta myxe pigko (<1/10000).

3 60Ky Kposi ma aim¢pamuyuHoi cucmemu:
pigKo: TeNKOoNeHisT, TPOMOOIUTOIEHIs;

nyXke pifKo: arpyHOIOIUTO3, TTaHI[UTOEHis.
3 boky imyHHOI cucmemu:

pimKo: peaxiiii rimepyyTNMBOCTI, BKII0YAl0UX rapsiyKy, aHTi0OHeBPOTUYHMUM HAOPSK, aHadinakTHYHi
peaxIrii/Iox.

3 60Ky 0OMiHY pevo8uH i Xapuy8aHHA:

HevacTo: nepudepuyHi HaAOPAKY;

PiOKO: TiTOHATPIEMIS;

yaCTOTa HEeBifloMa: TrilmoMarHieMis; TsSKKa TilloMarHieMis MOxKe MPU3BECTHU OO0 TillOKalbIiEMil.
ITopyweHHA ncuxiku:

He4acTo: 6e3COHHS;

pigko: 30ymKeHHs, Ielpecis, CITyTaHiCTb CBiIOMOCTI;

IyKe PifKo: arpecis, rajionuHallii.

3 boky Hepeosoi cucmemu:

YaCTO: TOJIOBHUY Oinb;

HEYaCTO: 3allaMOPOYEeHHS, CIa0KiCTh, mapecTesis, COHIUBICTE;
PiOKO: IOPYIIEHHS CMaKy.

3 60Ky opaaHis 30py:

PigKO: HEUiTKiCTh 30pYy.



3 60Ky opaaHis cayxy ma AabipuHmMHi NOPYWeHHs:

HEYaCTO: BEPTUTO.

3 6oky OuxanbHOi cucmemu, opa2aHie 2py0HOI KaimKu ma cepedoCmiHHA:
pigko: 6poOHXOCIA3M.

3 6oxy mpasHo20 mpakmy:

yacTo: Oifib y KUBOTI, 3aI0PH, fiapes, 3MyTTs XKUBOTa, HyI0Ta, OJII0BaHHS, 3aJI03KUCTI IOJIIMK JHA
IITyHKA (M0OposKicHi);

HEeYacCTO: CyXiCTh Y POTi;

PiAKO: CTOMATUT, KAHOU03 IUIYHKOBO-KUIIIKOBOTO TPAKTY;
OyXe pigKo: MIKPOCKOIIIYHUY KOJIIT.

3 6oky 2enamobiniapHoi cucmemu:

HeYacTo: MABUIIEeHHS PiBHIB Ie4iHKOBUX (PEPMEHTIB;
pigko: renaTtut 3 ab6o 0e3 KOBTSTHUII;

OyXKe pigKo: MeYiHKOBi peakllii, BKJII0Ual0YU MMeYiHKOBY HEIOCTATHICTh, eHIledanonariio y Mali€HTiB 3
yKe HasiBHUMHU 3aXBOPIOBAaHHSIMU IIEYiHKHU.

3 60Ky wkipu ma niOwWKipHUX MKAHUH:
HEYacCTO: IePMaTUT, CBepOiXK, KPOIUB' THKA, BUCHUII;
pigko: amomnenisi, GOTOYYTIUBICTh;

nyXKe pimKo: MynbTHU(GOPMHa epuTteMa, cuHapoM CTiBeHca-[[2KOHCOHA, TOKCHUYHUY ellifjepMabHUH
HEKPOJIi3;

YacTOoTa HeBigoMa: MiATOCTPUY IKipHUM YePBOHUM BOoBYaK (OuB. po3min «Oco0amBOCTI
3aCTOCYBaHHS».

3 60Ky ckesiemHo-M'3080i ma cnoAy4YHOi MKAHUHU:

HeYaCTO: IIepejioM CTerHa, 3am’ sicTs abo xpedTa (muB. po3min «Oco6IMBOCTI 3aCTOCYBAHHSI»);
PiOKO: apTparis, Mianris;

nyKe PimKo: M’s130Ba CJ1abKiCTk.

3 60Ky HUPOK ma cevyosudinbHOI cucmemu:

nyKe PimKo: TyOynoiHTepCTUIliaTbHUN HePPUT (3 MOKIIMBUM IIPOrPECYBAHHSIM OO0 HUPKOBOI
HEeOOoCTaTHOCTI).

3 6oky penpodyKkmugHoi cucmemu ma MO/AOYHUX 3A/N03:



Oy¥e PigKo: TiHeKOMacTis.
3azanvHi po3aadu i nOpyweHHA y Micli 88e0eHHA:
PiOKO: He3oyKaHHS, IIOCUJIEHHS [I0TOBUMIIEHHS.

[ToBimoMmeHHs mpo mMoOiYHiI peakilii micis peecTpaliil TiKapcbKoro 3aco0y Ma€e BaK/IUBe
3Ha4eHHs. Lle Jae 3MOry IPOBOAUTY MOHITOPUHT CIIiBBiIHOIIEHHS KOPUCTH/PU3UK IIPU
3aCTOCYBaHHI LIbOTO JTIKapChKOTO 3aco0y. MequyHUM Ta ¢apMalleBTUUHUM IpalliBHUKAM, a
TAKOX TallieHTaM a0o iXx 3aKOHHUM IMIpefCcTaBHUKAM CJIifl TIOBiIOMIISITH IIPO yCi BUTTAOKK
nifmo3poBaHuX M00IYHUX peakKlliit Ta BiCyTHOCTI eeKTUBHOCTI JTiKapChKOTO 3aco0y yepes
aBTOMAaTH30BaHy iHpopMaliiHy cucteMy 3 (hapMaKOHArIsAAy 3a IOCHAJIaHHSM:
https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 15 Micsiis.

YMmoBH 30epiranHs.
30epiraTtu B OpUTiHaIbHIN YIIAaKOBI IpU TeMmepaTypi He Buile 25 °C.

30epiraTy y HEJOCTYITHOMY OJIs [iTed MiCIIi.

VYnaxoBka.

[To 7 TabneTok B anmoMinieBoMy 6icTepi, mo 1 abo 2 6icTepu B KapTOHHiM KOPOOIIi.

Kareropis Bigmycky. 3a perenTtom.

BupoOHUK.

EBepronxeH Jland Caencus Jlimiten/Evertogen Life Sciences Limited.

Micue3HaxoKeHHsI BHPOOHHKA Ta ajfipeca Miclsi IpoBaIXKeHHs HOro Jis/IbHOCTI.

[Trnot Ne: Ec-8, Ec-9, Ec-13/I1i ta Ec-14/I1i Ti Ec A#x Aui Ci, ®apma Ec I 3eT, I'pin IHmacTpian
[Mapk, ITonmemanmi (Bi), Equepna (Em), Maxaby6uarap, Temanrana, IH-509 301, Iapmis/

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.






