IHCTPYKIIA
JJISI MEJUYHOT0 32CTOCYBAHHSA JiKapPChKOro 3aco0y

E30JIOHT™®
(EZOLONG®)

Cknao:

ditoua peuo8uHa . €30MeTpasod,

1 rakoH MiCTUTH e30Merpa3ony HaTpito 42,60 mr, 110 €KBIBAJIGHTHO e30Merpa3ony 40 mr;
OdonomidicHi peuogunu: nuHatpiro exerat (Tpunon b), HaTpiro rigpokcu.

Jlikapcbka ¢opma. [Topormok ams po3unny ams iH’ ekuiid ado iH)y3iit.
OcHosHi ¢hizuxo-ximiuni eracmueocmi: TIOPUCTHA Ta OMHOPIAHHMK JT10(]UII30BaHUN TTOPOIIOK
61510ro abo Maiixke 01710r0 KOJIbopy.

dapMaKoTepaneBTHYHA rpyna.
3aco0u JuIs JTIKyBaHHS TENTHYHOI BHPAa3KU Ta ractpoe3odareanbHOi pedIroKCHOT XBOPOOH.
[uribitopu nporonnoi nomnu. Ezomenpazon. Kox ATX A02B CO05.

Dapmakonoziuni eracmueocmi.

Dapmaroounamika.

E3omenpason € S-i3oMepoM omenpasony, M0 MPUTHIYYE CEKPEIiI0 KHCIOTH MUTYHKOBOTO COKY
3aBASKA crienu(iYHOMY HampaBiIeHOMY MexaHi3my nii. Bin € crnenudiuamm iHTIOITOpOM
KUCIIOTHOT Tommnu mapietanpHux kmituH. [ R-, 1 S-i3omMepu omemnpaszony MawTh MOAIOHY
(dhapMaKkoJIOTiYHY aKTUBHICTb.

Mexani3Mm nii. E3omenpason sBisie co6or cnadky ocHOBY. Ilicis HaaXxoKEHHS 10 OpTraHi3My
€30Menpa3oi KOHIEHTPYEThCS Ta TEPETBOPIOETHCS HAa aKTUBHY (OPMY y CHIIBHO KHCIOMY
Cepe/IOBUIN CEKPETOPHUX KaHAJbI[IB MapieranbHUX KIiTHH. Came TaMm icHye moTpeba y
npuraivenni Gpepmenty H'K™-AT®-a3u — «npoToHHOi moMmmy. 1le mpu3BOIUTE 10 IPUTHIYEHHS
K 0a3anbHOI, TaK 1 CTUMYJILOBAHOI CEKpelii KUCIOTH Y IIUTYHKY.

BruiiB Ha ceKkperriio NUTYHKOBOTO COKy. Yepes 5 aHiB nepopainbHOro npuitomy mo 20 mr ta 40 mr
e3oMernpa3oiy piBeHb pH mumyHka Bumie 4 30epiraBcsi BIOIOBITHO Y CEPEIHBOMY HPOTITOM
13 rogun Ta 17 roguH mpoTAroM 24-TOJWHHOTO IHTEPBANY y MAIIEHTIB 31 CHMITOMaTHYHOIO
ractpoe3odareanbHoo pedurokcHo0 xBopoooto (IEPX). Ctymine BUpa3HOCTI TEparieBTUYHOTO
edhekTy He BaJCKUTh B NUIAXY MNPU3HAYEHHS €30MEIpa3zoly — MepopaibHO abo
BHYTPIIIHBOBEHHO.

[Ticns mpoBeneHHsS OMIHKKA TUTOHI MMia (apMaKOKIHETUYHOK KPHUBOKO «KOHIICHTpAIlISI-4ac)
(AUC) six omocepeakoBaHOTO MapameTpa KOHIIGHTpallii mpernapary Oyjio MpoJIeMOHCTPOBAHO
3QJIKHICTh MK TPHUTHIYEHHSM CEKpeIlli KHUCIOTH Ta EKCIO3WINE TICIs IMepOpabHOTO
3aCTOCYBaHHS €30MEIpa3oy.

[Ipy BHYTpIIIHBOBEHHOMY BBEJCHHI €30MEIpa3oiy 3J0POBUM JOOPOBOJBISAM Yy 1031 80 Mr y
BUTTISAL GomrocHO1 1H(Y3ii TpuBaiicTio 30 XBUJIMH 13 MOJAIBIIMM 3aCTOCYBAaHHSAM Ipernapary y
BUTJISIZII TPUBAJIOi BHYTPINTHBOBEHHOI 1H(Y31l 31 MBHUAKICTIO 8 MI/TOAMHY TpHUBajiicTio 23,5
roauHu piBeHb pH nutyHka Buiie 4 Ta Buile 6 30epiraBcst BiIOBITHO Y CEPEIHBOMY MPOTITOM
21 ronunu Tta 11-13 roaun npoTsroM 24-roIWHHOTO IHTEPBAIY.

TepaneBTuyHe 3HaueHHs edeKTy NpHUTHIYEHHS cekpelii kucmotu. llpu mepopambHOMY
3acTOCyBaHHI e3oMernpa3ony B 1031 40 mr npubnusHo y 78 % mnamieHTiB 13 pedIroKCHUM
e3zodariToM uepe3 4 TixkHi Ta 'y 93 % yepes 8 THKHIB JIKyBaHHS BiA3HAYAETHCS OyKAHHS.
3riHO 3 OmyOJIKOBAaHUMH PE3yJIbTaTaMH PAHJIOMI30BAaHOTO TIOJBIHHOTO CIIIIOTO TIuIane0o-
KOHTPOJILOBAHOTO KIJIIHIYHOTO JOCIIPKEHHS MAlli€HTIB 13 €HAOCKOMIYHO JOBEJCHOIO MENTHYHOIO
Bupaskoro kiacy la, 16, Ila um 116 (9 %, 43 %, 38 % Tta 10 % BinmoBigHO) 3a PopecTom




BIJI3HAYECHO 3HM)KCHHS YaCTOTH IMOBTOPHOI KPOBOTEY1 y mepini 72 ToANHU Maike y 2 pa3u Ha Tl
3aCTOCYBaHHS €30MEIPa30ly BHYTPIIIHBOBEHHO Y MOPIBHSAHHI.
Inmn  edextu, TOB’sA3aHI 3 TPHUTHIYEGHHSIM  ceKperii  kuciaoTu. [lim wac JiKyBaHHSA
AHTHCEKPETOPHUMHU 3ac00aMHU piBeHb FaCTPUHY B CUPOBATIL KpoBi 3pocTae. Lle € ¢izionoriuHoro
peaKIli€ero Ha 3HWXKEHHS cekpemii kuciaoTu. PiBenb xpomorpaniny A (CgA) Takox 3pocTae
BHACITIIOK 3MEHIIIEHHS KUCIIOTHOCTI IUTYHKOBOTO COKY.
VY JesKkuxX mMaIi€eHTiB I Yac JOBTOTPHBAJIOTO JIIKYBaHHSA MEpPOpATbHUMH  (opMamMu
€30MeIpa3ody BiA3HAYAIOCHh IMIJBUINEHHS KUIBKOCTI EHTEpOXpoMadiHOMOMIOHUX KIIITHH,
MOXJIUBO TIOB’si3aHE 31 30UIBIIEHHSM pIBHS TacTpUHY. Takok Mae Micle JesKe 3POCTaHHS
YacTOTH YTBOPEHHS Yy CIM30Bid OOOJIOHILI [UIyHKAa THaHAydspHUX KicT. Lli 3MiHH €
(b1310JIOTIYHMM HACHIIKOM BHPAKEHOTO TPUTHIYCHHS CEeKpelii MITyHKOBOTO COKY, MaroTh
JIOOpOsIKICHY Ta 000POTHY MIPHPOTY.
3MEHIIICHHS! KUCIOTHOCTI IUTYHKOBOTO COKY 13 OyIb-SKMX NMPUYWH, Y TOMY YHCJ1 BHACIIIOK
3actocyBaHHs iHTiOITOpiB mpoToHHoi mommu (IIIIT), mpu3BOIUTH MO 30UIBLICHHS Yy LUTYHKY
KUTBKOCT1 OaKTepiil, 1Mo 3a3BU4Yail HasBHI y IUTYHKOBO-KHIIKOBOMY TpakTi. JlikyBanus IITI1
MOXeE JIemo 301MbIIYyBaTH PU3MK IUTYHKOBO-KHIIKOBUX 1H(EKIiH, 3yMOBICHHMX, HAIPHUKIIA,
Salmonella ta Campylobacter, ta y rocmitangi3oBaHMX NAaIli€HTIB, MOXIJIMBO, 3yMOBIICHHUX
Clostridium difficile.

ITH
Pe3ynbraTH, OTpUMaHi y MpoLeci AOCIIPKEHb 3 YJYacTIO MAI[iEHTIB JUTSYOTO BiKY, MOKa3YIOTh,
mo no3u e3omMenpaszony 0,5 mr/kr i 1,0 Mr/kr y HemoBiaT BikoM < 1 micsmst 1 1-11 micsiis
BIZIMIOBIJTHO 3HMXKYIOTh CE€peHii BincoTok vacy 3 pH < 4 y ctpaBoxoi.
[Tpodins Ge3nekun 3acTocyBaHHS Mpenapary BHSIBUBCS MOMIOHUM JI0 TOTO, IO CIIOCTEPIraBcs y
JOPOCIIHX.
Dapmaxokinemuxa.
Posnonin. E3omenpazon Ha 97 % 3B’s3yerhcss 3 OiTKaMu IUIa3MU KpOBi. YSBHHHA 00’eM
pPO3MOTY y CTAIlllOHAPHOMY CTaHi y 3J0POBUX JOOPOBOJBIIB CTAaHOBUTH Npubau3Ho 0,22 i/kr
MacH Tija.
Mertab6onizm. E3omenpa3on moOBHICTIO MeTa0omi3yeThesi cucteMoro nuroxpomy P450 (CYP).
OcHOBHa yacTWHA MeTaboNi3My e30Menpasoily 3anexuTh Bia noiimopduoro CYP2C19, mo
BIJINOBI/Ia€ 32 YTBOPEHHs TIIPOKCHU- Ta JIECMETUIMETA0OJITIB e30Mernpa3ony. Pemra
MeTabomi3My 3abe3neuyerhes iHmow cnenudiynoio izopopmoro, CYP3A4, mo Bignosigae 3a
YTBOPEHHSI €30MENPa3ory CyJlb(POoHY, OCHOBHOTO METaOOIITY Y TIa3Mi KpOBI.
HwxuenaBeneni mnapameTpu BiZoOpakaioTh IEpPEeBaXHO (apMakokiHETUKY B oci0 i3
dyakmionansHuM  pepmertom CYP2C19, T0oO6TO y sKHX METabOJI3M  €30Menpa3ony
BiJI0OYBA€ThHCS MIBHUIIIIE.
3aranpHUNA TUTA3MOBUN  KJIIPEHC CTAHOBUTH NpHOMM3HO 17 J/romMHy TMicCis TpUiHoMy
OJTHOPa30BOi 103U Ta MPUONM3HO 9 J/TONMHY MiCIS MOBTOPHOTO 3aCTOCYBAHHS JIIKAPCHKOTO
3aco0y. [lepion HamiBBUBEACHHS MpernaparTy i3 I1a3Mu KPoBl CTaHOBHUTH TpHOIM3HO 1,3 roauHu
IpY TOBTOPHOMY 3acTocyBaHHi 1 pa3 Ha 100y. AUC 3pocTae mpu MOBTOPHOMY 3aCTOCYBaHHI
esoMenpasony. Ile 3pocTanHs 3aNeXUTh Bl A03M Ta MPHU3BOIUTH JI0 YTBOPCHHS HEIHIHHOL
3anexHocTi Mix 103010 Ta AUC micist MOBTOPHOTO 3acToCyBaHHs. Taka 3alIe)KHICTh BiJl 4acy Ta
JI0O3W 3YMOBJICHA 3HWKEHHSM IIPECHUCTEMHOTO MeETa0oMi3My Ta CHCTEMHOTO KIIIPEHCY,
CIPUYMHEHOTO, BiporigHo, npurHideHHsM ¢epmenty CYP2C19 e3omemnpasosnom Ta/abo ioro
CyJIb(OHOBHM METAOOTITOM.
BuBenenns. E3omenpazon mMOBHICTIO BUBOJUTHCS 3 TUIA3MH KPOBI MK MpHIIOMaMu, 1 TEHACHIIIT
JI0 HOT0 HAKOTIMYEHHS B OpTraHi3Mi Mpu 3acTocyBaHHiI 1 pa3 Ha 100y HE CIIOCTEPIraeThCs.
[Ipu moBTOpHOMY 3acTOCyBaHHI mpemnapary B no3ax 40 Mr y BUIVISAI BHYTPIIIHbOBEHHUX
1H€KINN cepeaHss MaKCMMajbHa KOHIICHTpAIliS MOro Yy Ila3Mi KpPOBI CTAaHOBHUTH IPHOIU3HO
13,6 wmxmonw/n. CepemHss MakcMMaibHa TJIa3MOBa KOHIIGHTpALiS ICHS  BiJMOBIIHHX
nepopagbHUX J103 CTAaHOBUTH MpUOIM3HO 4,6 MKMOJB/JI. MeHmie 3pocTtaHHs (NMPUOIH3HO HA
30 %) 3aranpHOI €KCIO3MLIT BiJ3HAYAETHCS MTPH BHYTPIIIHEOBEHHOMY 3aCTOCYBaHH1 MOPIBHSHO 3




nepopajbHUM TpUoMOM. Bin3HaueHo JiHIMHE 10303aj€KHE 3POCTAaHHS EKCIO3MINT MpH
BBEJICHHI €30MENpa3oily y BUIIISAII BHYTPIIIHBOBEHHOI 1HQY3ii TpuBaicTio 30 xBuinH (y 7031
40 mr, 80 mr a6o 120 mr) i3 momajabIIUM HMOTO BBEAEHHSAM y BUIISAL TpuBajioi iHDy3il (31
MIBUAKICTIO 4 Mr/roz abo 8§ mMr/ron) mpoTsirom 23,5 ToAuH.

OcHOBHI MeTa0oJIITH €30MENpa30ly HE BIUIMBAIOTH HA CEKPEII0 IITYHKOBOTO COKY. Maiike
80 % mepopasibHOI 103U €30Menpa3oly BUBOJUTHCS Y BUTIISAI METa0OMITIB 31 ceyero, perira — 3
kasioM. Menmie 1 % mo4aTkoBO1 CIIOJTYKHA BUBOJUTHCS 31 CEUCHO.

HarienTn ocobnmBux rpym. [Tpubmuzuno 2,9 + 1,5 % nHaceneHHs He Mae (QYHKIIOHATBLHOTO
depmenty CYP2C19 1 Ha3uBaeThcs MOBUIBHUMH MeTabomizaropamMu. Y 1ux ocid MeTadosrizm
€30MeIpa3oiy, iIMOBIpHO, KaTaizyeTbes nepeBaxHuM ynHOM CYP3A4. Ilicns G6araropazoBoro
nepopajbHOTO TMpuioMy e3omernpa3zony B A031 40 mr 1 pa3 Ha noOy cepemaHs 3arajibHa
excnio3uuig Oyna npubausHo Ha 100 % BHUIIOIO Y MOBUIBHUX METa0OJi3aTOpPiB, HiX B OCi0 13
dynakuionansHuM dhepmenTom CYP2C19 (mBunkux mertadomizatopiB). CepemnHs MakcuMaabHa
KOHIIEHTpaIlisd y Tuia3mi KpoBi Oyna miaBumieHa mpuOmuzHo Ha 60 %. [lomiOHI BigMiHHOCTI
CIIOCTEpIrajucs 1 MpH BHYTPINTHLOBEHHOMY BBEACHHI e3oMemnpasony. Lli maHi He BUMararoTh
3MiH y J03yBaHHI €30Menpa3oiy.

MeTtabo:1i3M e30Menpa3oily He3HaAYHUM YMHOM 3MIiHIOETHCS B 0Ci0 JIiTHROrO BiKy (71-80 pokiB).
[Ticnsa omHOpa30BOrO MEpopasbHOrO HMpUHOMY e30Menpasony B 1031 40 Mr cepeiHs 3arajibHa
€KCIOo3HUI1A Y >KIHOK npubnn3Ho Ha 30 % BuIla, HIXK Y YOJIOBIKIB. 3aJIeXHOT BiJ CTaTi PI3HHULI HE
BiJ[3HAYAEThCSA MIPU OBTOPHOMY 3acTOCyBaHHI npenapary 1 pa3 Ha no0y. IloaiOHi BigMiHHOCTI
CIIOCTEpIrajucs Ipy BHYTPIITHLOBEHHOMY 3aCTOCYBaHHI e3omenpa3ouny. Lli gani He BIUIMBAIOThH
Ha JI03yBaHHS €30MENpa3oiy.

MeTtabosi3M e30Menpas3oly B MAIIEHTIB 13 JISTKUMH a00 TMOMIPHUMH TOPYIICHHSIMHU (PYHKITI
NEYiHKU MOK€ OYTH MOpYIIEHHM. Y TAI€HTIB i3 TSHKKUMHU TMOPYIICHHSMH (YHKLII MMEYiHKH
MIBUIKICTh METa0O0I3My 3HUIXKYETHCS, BHACHIJIOK YOTO 3arajlbHa E€KCIIO3UIliSA €30MEeNpasoiy
3pocrae BaBiui. Tomy manientam i3 'EPX Ta TSDKKMMM MOpyIIEHHSIMH (QYHKIIT TEYiHKH HE CIIij
MEepEeBUIyBaTH MakCUMalibHy 103y 20 Mr. Y pa3i BUpa3Ku, 10 KPOBOTOUWTH, Ta TSHKKHX
nopymieHb (GyHKIIi TEediHKH TICls BBEACHHS MOYaTKOBOi O0rocHOi 103U 80 Mr BBEIEHHS
mpenapary y BUIJIAII TPUBaJOi BHYTPINIHBOBEHHOI 1H(QY3ii 31 MBHAKICTIO MaKCHUMyM
4 mr/ronuny npotaroM 71,5 roguHu mMoxe Oytu nocraTHiM. E3omenpazon abo Horo ocHOBHI
MEeTa0OoJIITH HE BUABJISIOTH TCHJICHIIIT 10 HAKOMTMYCHHS TIPH 3acToCyBaHH1 1 pa3 Ha 100y.
JlocmiKeHHs 32 y4acTiO MAIi€HTIB 31 3HIKEHOI0 (PYHKIIEI0 HUPOK HE MPOBOAMIUCS. OCKIIbKH
HUPKH BIJIMOBIIalOTh 32 BUBEJECHHS METa0OJIITIB €30MENpa3oily, aje He 3a BUBEJACHHS OCHOBHOL
CTOJYKH, Y MaLli€HTIB 13 MOPYIIEHHAMH (DYHKIIIT HUPOK 3MiH METa00Ji3My HE OYIKY€EThCSI.

KuiniuHi XapakTepucTHKH.
Iloxkazanns.
[opocni
e AHTHCEKpETOpHA Teparis y pa3i, KOJIH HEMOMJIMBO BUKOPUCTATH MEPOPATHHHIA IIISIX
BBEJICHHS, HATIPUKJIA!
- ractpoe3odareanpHa peduIIOKCHa XBOpoOa y MamieHTiB 3 e30(aritoMm Ta/abo TSHKKUMHU
CUMITTOMaMHU pPeITIOKCY;
- JIKyBaHHS BUPA30K LIUTYHKA, ITOB’S3aHUX 13 TEPaAIi€l0 HECTEPOIAHUMH MPOTU3ANIATBHUMHI
3acobamu (HII33);
- TMONEepeKCHHsI BUPA30K INUTyHKA Ta ABAHAALATUIIAIOI KUIIKHU, TIOB I3aHUX 13 TEPaIi€io
HII33, y nartieHTiB, IKi BXOASTH JI0 TPYIH PU3HUKY.
e [IpodimakTuka MOBTOPHOI KPOBOTEUI y TMAIEHTIB MICIS €HIOCKOIIYHOTO JIIKyBaHHS
roCTpoi KPOBOTEU1 BHACIIOK BUPA3KHU IUTyHKA a00 IBAHAIISATUIIAIO! KUIIIKH.
Himu gixom 6i0 1 0o 18 pokis:
e AHTHCEKpETOpHa Tepalis y pas3i, KOJIM HEMOXJIMBO BUKOPUCTATHU MEPOPATbHUNA NUISIX
BBEJICHHS, HATIPUKJIA:




['EPX y narieHTiB 3 epo3uBHUM pedirokcHUM e30(]aritoM Ta/ado TSHKKUMU CUMITTOMaMU
pedrokcey.

Ilpomunokaszanna.

[limBuIIeHa YyTJIMBICTH 10 €30MEMPa3oily, 1HIITNX 3aMIIeHUX O0CH3UMITa301iB a0o 10 Oyab-IKOi
3 TOTIOMI)KHUX PEYOBHUH JIIKAPCHKOTO 3ac00Yy.

Jlikapcekuii 3aci6 E3omonr® He citif 3acTocoByBaTH 0JHOYAcHO 3 HelI(DiHABipOM, aTazaHaBipoM
(muB. po3nin «B3aemois 3 iIHIIMMH JTiIKapChKUMU 3ac00aMU Ta 1HIII BUIU B3a€MOIIN»).

B3aemooia 3 inwumu aikapcokumu 3acodamu ma inuii 6uou 83aEmooiil.

JlocmiKeHHs B3a€MOIi1 MPOBOAMIIH JIUIIE Y JOPOCIIHX.

Bnaue ezomenpazony na papmaxokinemuxy iHuux 1iKapcyKux 3acoois

JlikapchKi 3ac00M, BCMOKTYBaHHS SIKMX 3alnekuTh Bil pH. [IpurHiueHHs MUTYHKOBOI CeKperlii Ha
T Teparii e3omernpazosoM Ta iHnmmMu IIT Moxxe mpu3BoAUTH A0 TOCIa0IeHHs a00 MOCUIICHHS
BCMOKTYBaHHS JIIKAPCHKUX 3ac001B, aOCOPOIIis SIKUX 3aJIeKHUTh BiJ piBHSA pH IITYHKOBOTO COKY.
SIK 1 mpu 3aCTOCYBaHHI 1HIIMX JIIKAPCHKUX 3ac00iB, 110 3MEHIIYIOTh KMCJIOTHICTh HUTYHKOBOTO
COKY, BCMOKTYBaHHSI TaKUX IpenapariB sSK KETOKOHA30J, ITPaKOHA30J Ta €pJIOTHHIO MOxke
nocIa0IoBaTUCs, a BCMOKTYBAaHHS JWTOKCHHY — TIOCHIJIIOBATHUCSA Y TEpioJ] 3aCTOCYBaHHS
e3oMernpasony. [lpu cymyrHboMy 3acTocyBaHH1 omernpazony (20 Mr Ha 100y) Ta AUTOKCHHY Yy
3I0POBUX JTOOPOBOJBIIIB O10IOCTYNHICTh AUTOKCHHY 3poctana Ha 10 % (mo 30 % y aBox i3
JecsATH ydacHUKIB). TokcmuyHi e(exkTH IUrOKCMHY Bim3Havanucs 3pigka. OmHak — coif
TOTPUMYBATHUCA OOEPEKHOCTI MPH 3aCTOCYBaHHI BHCOKHX JI03 €30MENpas3oily NallieHTaM
JiTHBOTO BiKY. CJIiJ1 TOCHIMTH MOHITOPUHT KOHIICHTPAIII1 IUTOKCUHY y KPOBI MaIli€HTa.
Bsaemonis omenpaszony 3 AeIKMMH iHTiOiTopamu nporeasu. KimiHiyHa 3HAYYyLIICTh Ta MEXaHI3MH
IIUX B3a€EMOJIIA HE 3aBXKau Bimomi. [linBuimenns piBHs pH nuryHKOBOTrO COKy y mepion Teparnii
OMEIPA30JIOM MOXKE 3MIHIOBATH BCMOKTYBAaHHS 1HTIOITOpPIB mpoTea3u. IHIII MexaHi3MH
B3aemonii MoxauBi uepe3 mnpurHideHHs CYP2C19. 3HmwKeHHs CHPOBATKOBOTO PIiBHSA
aTa3aHaBipy Ta Hel(]iHaBipy BiJ3HAYAIOCS NMPH OAHOYACHOMY 3aCTOCYBaHHI OMENpPa3oiy, TOMY
OJIHOYACHO 3aCTOCOBYBATH Il Mpemapatd He pekoMeHayeTbes. CymyTHE 3acTOCYBaHHS
omenpazony (40 mr 1 pa3 Ha no0y) 3 arazanaBipom 300 mr/puronaBipom 100 Mr y 370poBUX
JTOOpPOBOJIBIIIB CINIPUYUHSIO 3HAYHE 3HIKCHHS eKCrmo3ullii arazaHaBipy (3HmwkeHHs AUC,
MakcuMaibHOI KoHIEHTpaIlil (Cmax) Ta MiHiMaabHOI KOHIIeHTpaIlii (Cmin) mpubimu3uo Ha 75 %).
[TinBumenHs 1031 aTa3zaHaBipy 10 400 MT HE KOMIIEHCYBAJIO BILJIUB OMEIIPA30JIy Ha €KCITO3HIIIIO
atazanaBipy. CymnyTHe 3acTocyBaHHs omenpazony (20 mr Ha n00y) 3 ara3aHaBipoM
400 mr/putonaBipom 100 Mr y 310poBHX JOOPOBOJIBIIB 3HM)KYBAJIO €KCIIO3MIIIIO aTa3aHaBIpy
npubim3Ho Ha 30 % MOPIBHSHO 3 E€KCIO3UINE0, BiA3HAYCHOIO NMPHU 3aCTOCYBaHHI aTa3aHaBipy
300 mr/putonaripy 100 mr 1 pa3 Ha 100y 0e3 3acTocyBaHHs oMenpa3oiry B 1031 20 Mr Ha A00y.
CynytHe 3acrocyBaHHS omemnpa3zony (40 mr Ha m00y) 3MmeHmryBajio cepeani 3HaueHHs AUC,
Cmax Ta Cmin HendinaBipy Ha 36-39 %, a cepeani 3HaueHHS AUC, Cmax Ta Chin
(apMakoIOTriYHO aKTUBHOTO MeTaboutity M8 — Ha 75-92 %.

[linBUIIIEHHS] KOHIIEHTpAIlli cakBiHaBipy (110 3aCTOCOBYBABCS OJHOYACHO 3 PUTOHABIPOM) Yy
cuposaTtii kposi (80—-100 %) cmoctepiranocs mpu CyImyTHbOMY 3aCTOCYBaHHI omerpasoiny (B
no3i 40 mr Ha 100Yy). OMemnpazon y 1031 20 Mr Ha 7100y HE BIJTUBAB HA €KCIIO3MIIIIO JapyHABIPY
(110 3aCTOCOBYBAJIM OJHOYACHO 3 PUTOHABIPOM) Ta aMIIpeHaBipy (y MO€JHAHHI 3 PUTOHABIPOM).
Ezomenpazon y 1031 20 mr Ha 100y HE BIUIMBAB HA €KCIIO3MIIIIO aMIpeHaBipy (y MOEIHAHHI 3
puTOHaBipoM abo okpemo). 3acTocyBaHHS omernpa3ony B 1031 40 mr Ha 100y HE 3MIHIOBAJIO
€KCIIO3HILi10 JIoMmiHaBipy (y MOEIHAHHI 3 puTOHaBIpoM). Uepes moaiOHICTh (papMakoIMHAMIYHUX
edpexTiB Ta (apMaKOKIHETUYHUX BIIACTHBOCTEH OMEMpaszoily Ta €30MEeIpas3oiy OJHOYACHO
3aCTOCOBYBaTH €30MEINpa3zoji Ta aTa3aHaBip HE PEKOMEHAYETHhCS, a CYIYTHE 3aCTOCYBaHHS
€30MeIpa3oiy Ta Hes(hiHaBIpy MPOTUIIOKA3aHE.




JHixapcoki 3acobu, wo memabonizyiomocsi CYP2C19

E3omenpazon npurniuye CYP2C19 — ocHOBHU# (epMeHT, 110 MeTadomizye e3omenpaszoi. Tomy
MpU TOETHAHHI €30MeMNpa3oily 3 JIKapChbKUMHU 3acobamu, 1mo Meradomizyiotbes CYP2C19,
TaKUMH SIK Jia3ernaM, IUTAIoNpaM, IMimpamiH, KIOMINpamMiH, (EHITOiH, KOHIIEHTpAIis IuX
mpenapariB y Ijia3mi KpoBi MOXKE 3pOCTaTH 1 MOKe OyTH MOTpPIOHMM 3MEHIICHHS iX 03.
CynytHiii nepopansHuii npuitom 30 Mr eszomenpa3ony NPHU3BOAWB 10 3HIDKEHHS KIIPEHCY
cyocrpary CYP2C19 niazenamy Ha 45 %. Ilpu cynyrHpoMy nepopaibHOMY 3acTocyBaHH1 40 mMr
€30MeIpa3oidy Ta (EeHiTOIHY MiHIMalbHA KOHIEHTpalis (EeHITOiHy Yy Mmiia3Mi KpoBi XBOPHX Ha
enuienciio 3poctana Ha 13 %. PekoMeHIyeThCs KOHTPOJIIOBATH KOHIEHTpalilo (EHITOIHY Y
TUIa3Mi KpOBI1 Ha MOYATKY Teparlii €30Merpa3oaoM Ta IpH ii IPUIHHEHHI.

3actocyBanHs omemnpazony (40 mr 1 pa3 Ha moOy) cnpuumHsuio 3pocTaHHS Cmax Ta AUC:
BopukoHazoiy (cyoctpaty CYP2C19) nHa 15 % Ta 41 % BianoBigHo.

[Ipu cynyTHROMY TepOpalibHOMY 3acTocyBaHHI 40 MI €30Memnpasoiy MalieHTaMm, sKi TpruiMaIn
BapapuH y pamKax KIIHIYHOTO JOCHIDKEHHS, 4ac 3CiaHHS KpPOBI 3alMIIaBCS Yy Meax
1HTEpBally IPUIYCTUMHUX 3HaueHb. OJIHAK y MOCTMApKETUHIOBHI MEpioj Ha Tl 3aCTOCYBaHHS
NEpOPAILHOTO €30MeNpa3oly OyiH BiJI3HAYEHI KUIbKa OKPEMHUX BUIAJKIB KJIIHIYHO 3HAYYILIOTO
nigsumenas MHC npum  cymyTHbOMY 3acTOCyBaHHI ITMX TIpemnapariB. PekoMeHmyeThes
IIPOBOJUTH MOHITOPUHT Ha MOYATKYy Ta HANIPUKIHII CYIYTHHOI'O 3aCTOCYBAHHS €30MENpa3oily Ta
Bap(hapuHy a00 1HITMX KyMapUHOBHX MOX1HHX.

[Ipu opHOYAacCHOMY 3acCTOCYBAaHHI €30MENpa3oily MOBIAOMIIIIOCS TMPO MiJBUIIEHHS PIiBHA
TaKpOJIIMYyCYy B CHPOBATIIl KPOBI.

Heo0xiHO MPOBOAUTH MOCHJICHUH MOHITOPHMHI KOHIEHTpAIl TaKpOIiMycCy, a TaKoX (YHKIIii
HUPOK (KJITIPEHC KpeaTHHIHY) 1, 332 HEOOX1THOCTI, KOPUTYBATH 103y TAKPOJIIMYCY.

Owmenpasodn, sk i ezomenpasod, € iHridiropom CYP2C19. ¥V 310poBuX JOOPOBOIIBIIIB Y MpoLeci
MEPEXPECHOTO JOCIIIKEHHS 3aCTOCYBaHHS OMeNpa3oiy B 1031 40 Mr mpU3BOAUIIO 10 3pOCTAaHHS
Cmax Ta AUC mmnocrazony Ha 18 % Ta 26 % BiImoBiAHO, a OMAHOTO i3 HWOTO AKTUBHHX
MeTabomiTiB — Ha 29 % 1a 69 %.

CynyTHiil nepopansHuii npuitom 40 Mr e30Mernpas3oiy Ta HU3anpUIy y 370pPOBUX JOOPOBOJIBLIIB
npusBoauB a0 30utbiienHss AUC uHa 32 %, a nepioay namiBBuBeneHHs (T12) — Ha 31 %, ane
3HaYHOTO MiABUINEHHS Cmax IU3ampuay y miasMi KpoBi 3adikcoBaHo He Oyno. Heenmke
nojoBkeHHs iHTepBany QTc, mo BiA3HAYaIOCSd TPH 3aCTOCYBaHHI ITU3ANpUIly OKPEMO, He
301IBIIIYBAJIOCS TIPU 3aCTOCYBaHHI IIM3ANPUAY Y KOMOIHAIIT 3 €30Menpa3oioM.

JloBeaeHo, MO0 e30Memnpa3oi  KIHIYHO 3HA4yylle HE BIUIMBAB Ha (PapMaKOKIHETHKY
AMOKCHITWITIHY a00 XiHIUHY.

JocaimkeHHs 3 OLIHKOIO OJHOYAaCHOTO 3acCTOCYBaHHS €30MENpa3oily Ta HAMpPOKCEHYy YU
podekokcnudy He BHSBHIN OyAb-SKHUX KIIHIYHO 3HAUYYIIUX (PapMaKOKIHETUYHUX B3AEMOMIN Iif
4ac KOPOTKOCTPOKOBUX JIOCITIIKEHb.

JocmimkeHHs: B3aeMoIii iN VIVO 31 3aCTOCYBaHHSAM (OPMH IMpenapaTy JUisi BHYTPITHBOBEHHOT'O
BBEJICHHS Yy BenWKHX fo3ax (80 mMr + 8 Mr/ronuHy) He NMpoBOAWIW. BITMB e30Menpas3only Ha
Jikapceeki 3acobu, mo merabonizytoteesi CYP2C19, Ha T Takoro pexuMy JIIKYBaHHS MOXKe
OyTH O1IbII BUPKEHHUM, 1 32 MAIIEHTAMHU MPOTATOM TPUIAECHHOTO TEPIOy BHYTPITHHOBEHHOTO
BBEJICHHS IIpenapaTy CJIiJ MUIbHO CTEXHUTH 100 PO3BUTKY NOOIYHUX PEaKIIii.

PesynpTat AochipkeHb 3a y4acTiO 3J0POBUX JOOPOBOJIBIIB TOKazaiu (hapMaKOKIHETHUHY
(®K)/bapmakoaunamiuny (D) B3aemonito mix kiomigorpenem (300 Mr HaBaHTaXKyBaJbHOI
n03u/75 Mr Ha 100y MATPUMYIOUOT 103H) Ta e3omenpa3zony (40 Mr Ha 100y), 110 TPU3BOIUTH J0
3HIDKEHHS BIUIMBY AaKTHBHOTO METa0OdiTy Kiomijorpento B cepeanbomy Ha 40 %, 1o
MPU3BOJIUTh IO 3HWKEHHS MaKCUMalbHOTrO TmpurHideHHs (iHaykoBanoi AJI®) arperartii
TPOMOOIHTIB y cepenqHboMy Ha 14 %.

Konu kmomimorpens 3acTOCOBYBaliM pa3oM 13 KoMOiHami€r (iKCOBaHMX J103 €30MeIpa3oiy
20 mr + ACK 81 Mr mopiBHSHO 3 MOHOTEpami€l0 KJIOMJAOTPEN0 B JIOCTKEHHI 32 y4acTio
3I0POBUX JOOPOBOJIBINIB, CIOCTEPITANIOCA 3HI)KCHHS EKCIIO3WINI aKTUBHOTO METabomiTy
kJomnigorpemto mMaike Ha 40 %. [IpoTe MakcuManbHui piBeHb NpurHiueHHA (iHayKoBaHoi AJ1D)



arperaifii TPOMOOIIMTIB y IMX TAaIl€eHTIB OyB OJHAKOBHM Yy Tpymax KIOMIJOTPENII0 Ta
KJIOMIZOTpento + KoMOiHOBaHUX Mpemnaparti (e3omenpason + ACK).

Sk mig yac obcepBaliitHUX, TaK 1 B KJIHIYHUX JAOCTIIHKEHHSIX OYJI0 OTPUMAHO CyNepewInBi daHi
II0JI0 KJIIHIYHUX HACIIJIKIB B3aeMOJIi1 e3oMernpa3zony 3 6oky OK/D/I mon0 cepito3HUX cepLeBo-
CYIUHHUX 3aXBOPIOBAHb.

Hesimomuii MexaHi3M B3aeMojii 3 MeToTpekcaroM. [Ipu 3acTocyBaHHI METOTpEKCaTy pa3oM 3
ITIIT #oro piBeHb MIABHINYBaBCS y ACIKHX MaIi€eHTiB. Moxe OyTu mHOoTpiOHE THUMYACOBE
NPUMTTHEHHS TPUHOMY €30MENpa3oily MpH 3aCTOCYBaHHI METOTPEKCATy y BEJTHKUX J03aX.

Bnnue inwux nikapcokux 3aco0i6 Ha hapmMakoKiHemuKy e3omMenpasoiy

E3omenpazon merabomnizyerbess CYP2C19 ta CYP3A4. CynytHe mepopajbHe 3aCTOCYBaHHS
esoMernpasony ta iHrioitopa CYP3A4 knapurpominuny (500 mr 2 pasu Ha 100y) TIPU3BOIUIIO
no nonBoerHst AUC e3zomenpazony. CymyTHE 3aCTOCYBaHHSI €30MEIpa3oily Ta KOMOIHOBaHOTO
iari6iTopa CYP2C19 ta CYP3A4 Moke mpuU3BOAUTH 0 3pOCTaHHS €KCIO3UIIIT €30Merpa3oiny
oinpmre Hix yasivi. [Hriditop CYP2C19 ta CYP3A4 Bopukonason 36imemryBaB AUCT
omenpazony Ha 280 %. Kopekiist 1031 e3oMenpa3oily He 3aBXKAM MOTPIOHA B TAKUX CHUTYaIlisX.
OpHak BOHAa MOXe OyTH HEOOXiTHOIO JJs MAIl€HTIB 13 TSDKKUMHU TMOPYIICHHAMH (QYHKIIT
MEYiHKYU Ta y BUMAaJIKaX, KOJIM MOKa3aHe JOBrOTPUBAJIE JIKyBaHHS.

[Ipenaparu, 3patHi crumymioBath CYP2C19 un CYP3A4 abo oOuaBa mi ¢epMmeHTH
(pudpamminue Ta 3BipoOiif), MOKYTh 3HH)KYBAaTH KOHIICHTPAII0O €30MEMpa3oily B CHPOBATIN
KPOBI IIIIXOM ITOCHJICHHSI HOT0 MeTalboI1i3My.

Ocobaueocmi 3acmocy8amnns.

VY pa3i Oyab-sIKUX TPUBOXXHUX CHMITOMIB (HANpUKIIAI, 3HAYHE HEMepea0adyBaHe 3HIKCHHS
MacH Tija, mepioguyHe OyoBaHHsA, Aucdaris, remareMe3nc abo MeJeHa) Ta MpH Mi03pi Ha
BHUPA3Ky IUIYHKA YW TPH i1 HASABHOCTI CIIiJI BUKIIOUNTH 3JI0SIKICHE 3aXBOPIOBAHHS, OCKIJIBKH
nikapcbkuii 3aci6 E3010Hr® Moke MpUXOBYBAaTH CHMIITOMH Ta 3aTPMMYBATH BCTAHOBJIEHHS
JI1arHO3Y.

Tepamist II1II Moxe ngemio 30UTbIIYBAaTH PHU3MK NUTYHKOBO-KHIIKOBUX 1H(EKIIN, TaKuX K
ingexuii, 3ymosneni Salmonella ra Campylobacter (nuB. po3nin «®apmakoguHAMIKAY).

He pexomeHmyeThCs 3aCTOCOBYBATHM €30MEIPa30Jl OJHOYACHO 3 aTa3aHaBipoM (IMB. PO3JILT
«B3aemoisg 3 IHIIUMH JIKAPCHKUMU 3ac00aMH Ta 1HII BUIU B3a€EMOJIi»). SIKIO 3aCTOCYBaHHS
koMmOinamii arazanaBipy 3 IIIII BBakaeTbcss OOOB’SI3KOBUM, PEKOMEHAYETHCS MHIBHO
CIIOCTEpIraTv 3a Mali€eHTOM Ta MiABUIIUTH 103y ara3zaHaBipy n0 400 mr y nmoeanansi 31 100 mr
PUTOHABIpY; 103y e30Mernpa3oay 20 Mr mepeBHIyBaTH HE CIiI.

Ezomenpazon, sk 1 BCi mpemapard, Mo OJIOKYIOTh CEKPEIil0 KHUCIOTH, MOXE MPHUTHIYYBaTH
BCMOKTYBaHHs BiTaMiHy B12 (11ianokoOanamMiny) BHACHIZOK rinmo- abo axmiopriapii. Lle ciix matu
Ha yBa3l IIOJ0 MAIli€HTIB 31 3HIKCHUM 3allacoM BiTaMiHy B OopraHi3mi a0o (akTopamu pHU3UKY
HOTiPIICHOTO BCMOKTYBaHHS BiTaMiHy B12 mpu 10oBroTpuBaiiii Teparmii.

Ezomenpazon — inri6itop CYP2C19. Ha mouaTky Ta HampuKiHIIl Teparlii €30Menpa3ojoM CIIij
BpPaxOBYBaTH MOXJIMBICTh B3a€eMOJil 3 mpemaparamu, o wMetabomizyiotbes CYP2CI09.
Bim3naueHo B3aeMOAil0 MDK KJIOMIZOTPEIEM Ta OMeENpaszojoM (auB. po3min «B3aemomis 3
IHIIUMH  JIIKAPCPKUMU 3aco0aMu Ta 1HOI BUAM B3aeMogii»). KiiHidHa 3HAYyIIiCTh Ii€l
B3a€EMOJIIi TOYHO HE BHU3HAUCHA. SIK 3amoOLKHMN 3axii HE PEKOMEHAYETHCS OJHOYACHO
3aCTOCOBYBATH €30MEMPa30y Ta KIIOMIIOTPEIL.

Bunaaku Tspkkoi TimomarHiemii Bia3Hayanwcs y TamieHTiB, ski npuiiManu [T, Taki sk
€30MeIpa3o, MPOTAroM HIOHalMeHIe 3 MICSIB, @ y OUIBIIOCTI BUNAJAKIB — IPOTITOM POKY.
[imomarHiemiss MOXe€ MaTH CEpHO3HI MPOSBH, TaKi SK BTOMA, TETaHisA, AETIpid, CYIOMH,
3amaMOpOYCHHsS] Ta IUTYHOYKOBAa apuTMis, alie iX pPO3BUTOK MOXE OYyTH IOCTYIIOBUM Ta
JUTIATUCS HETOMIYEHHM. Y OUIBIIIOCTI MAIlI€HTIB 13 TIMTOMArHi€Mi€l0 CTaH MOKPAIIyBaBCs ITICIIS
3aMicHOI Teparnii MarHieMm Ta npunuHeHHs 3actocyBaHHs IT111.

[TamienTam, mJis SIKUX TepeadadaeTbess TPUBAIHN Kypc JiKyBaHHS abo siki npuiimMarots IIIT 13
JUTOKCHMHOM 4YHM TperapaTamu, 3JaTHUMH CIHPUYUHSATH TiMOMardieMmiro (Hampukiajg, 3



JypeTUKaMH), JAOIUIBHAUM MOKe€ OyTH BHMIPIOBaHHS DPIBHS MarHiro Iepej MOoYaTKOM Tepartii
ITIIT Ta mepioAMYHO MPOTITOM JiKyBaHHS.

ITIIT, ocobnmBO MpH 3aCTOCYBAaHHI Y BUCOKHMX J103aX Ta MPOTATOM TpUBAJIOTO Tiepioay (> 1 poky),
MOXYTh JIIIO IIJIBUIIYBaTH PU3HMK IEPEJIOMYy CTEerHa, 3am’siCTs Ta XpeOTa, MEepeBaKHO Y
MaIi€HTIB JITHHOTO BiKy a00 3 iIHIIUMU (pakTOpamMu pu3uKy. Pe3ynbTratu OrisimoBUX TOCIHIIKEHb
cBiguath, mo 1 MoxyTh migBUIYBaTH 3arajdbHUM pu3uK nepenomiB Ha 10-40 %. Jleskoro
MIpOIO II€ TIJBHUINCHHS MOXXe OyTH 3yMOBJIEHO IHIIUMH (hakTopaMu pu3uKy. [laimieHTiB, SIKUM
3arpoKye pU3UK OCTEONOpPO3y, CIiJl JIKYyBaTH BiANOBIIHO MO MIIOYMX KJIIHIYHUX IHCTPYKIH,
TaKOX iM CJIiJ] OTPUMYBATH HaJICXKHY KUIBKICTh BiTamiHy D Ta KabIiito.

3actocyBanna IIIIl moB's3ane 3 1yke PIIKICHUMH BUNAAKAMU MiATOCTPOTO IIKIPHOTO
cucreMHoro uepBoHoro BoBuaka (IIIIICYB). SIkmio BHHHMKAIOTh Yypa)K€HHS, OCOOJHMBO Yy
TUISHKAX IIKIpW, IO MiAJABaJIUCS COHSYHOMY OIPOMIHEHHIO, $IKI CYHPOBODKYIOTHCS
apTPaNTi€l0, TO MAIEHT MTOBUHEH HETaHO 3BEPHYTHCS 38 MEAMYHOIO JTOTIOMOTOIO Ta MPUITUHUTH
3aCTOCYBaHHS JliKapchkoro 3acoby Ezononr®. Jlikyrounii mikap MOBUHEH POIVIAHYTH IHTAHHS
NpO JONINBHICTh 3acTOCYBaHHS mpenapaTy E3omoHr®, BpaxoBYIOUM MONEpEHil IOCBiN
nikyBanns II1I1, sxuit moB'si3anmii i3 po3sutkom ITIIICYB.

ITpo cepiio3ui mkipHi mobiuni peakmii (CLIITP), Taki sk mynstudopmua eputema (ME),
cunaapom CriBenca-/xxoncona (CCJI), Tokcuunuii enigepmanpamii Hekpoii3 (TEH) i1 peakiis Ha
JiKapchbKi 3aco0u 3 eosnHoumiero Ta cucreMHnMu cumntomamu (DRESS), axi MoxyTts OyTn
HeOe3nmeyHUMU it KUTTA.  Jlyxe piako MOBLZOMIISIOCS y 3B’A3KYy 3 JIKYBaHHSIM
€30MeIPa3oJIoM.

[MamientiB cnig moiHGOpMyBaTH NPO O3HAKM Ta CHUMITOMH TSDKKOI MIKIpHOI —peakii
(ME/CCA/TEH/DRESS) i HeraitHo 3BepHYTHCS 3a MEIUYHOIO JOMOMOTOIO J0 CBOTO JIiKapst Mpu
NOsIBi Oy/Ib-IKMX 03HAK 200 CUMIITOMIB.

3acToCcyBaHHsS €30MEMpa3oily CJiJi HETaHO MPUIMHUTA TIPH TI0SB1 O3HAK 1 CHUMIITOMIB
CepHO3HMX HIKIPHUX peakIliii Ta 3a MOTpeOM HalaTH J0JAaTKOBY MEAMYHY JTOTIOMOTY/IIPOBECTH
peTeabHU MOHITOPHHT.

[anientam 3 ME/CCJI/TEH/DRESS notpiOHO yHUKAaTH OBTOPHOTO 3apaXKCHHS.

loctpuii TydymnoiaTepcrumianbanii Hedput (TIH) cnocrepiraBest y marie€HTiB, sSIKI TpHAMaIA
npernapaTH, 10 MICTATh €30MENpPasoll 1 HAPOKCEH, 1 MOYKEe BUHUKHYTH B OYAb-KHII MOMEHT MiJ
yac Tepamii JikapchkuM 3aco6om E3omonr®.

TocTpuit TyOynoiHTepCcTUIIAIBHUN HEDPUT MOXKE MPOTpecyBaTH 10 HUPKOBOI HEIOCTATHOCTI.
Ezononr® cmin mpunmueuTH y pasi migzospu Ha TIH Ta HeraifHO po3moyaTH BiAmoBimHE
JTIKyBaHHS.

Bnaus na pezynomamu 1a60pamopHux anHanizie

[TigBumenuit piBenp CgA Moxe 3aBakaTH IIarHOCTHUIN HEHpPOEHIOKpHMHHUX MyxiuH. 11106
[[bOTO YHUKHYTH, CIIiJ] TUMYaCOBO MPHUITMHUTH 3aCTOCYBaHHS €30MEIPa30Jly MIOHAMMEHIIE 3a
’aTh AHIB A0 BUMiptoBaHHS piBHSA CgA. SIkmo piBeHb CgA Ta racTpuHy HE MOBEPHYBCS 10
KOHTPOJILHOTO JIiarma30Hy ITCJIsi TOYaTKOBOTO BHUMIPIOBAHHSI, BUMIPIOBAHHS CIIiJl TTOBTOPHUTH
yepe3 14 nuiB micns npunuHeHHs JikyBaHHs IT1I1.

Koxen (yakoH 1boro JiKapchbKOTo 3ac00y MICTHTh MeHIe 1 MMoib (23 Mr)/mo3y HaTpito, TOOTO
NPaKTUYHO BUIBHUH BiJ HATPitO.

3acmocysanns y nepiod eazimnocmi abo 200y8anHs 2pyooio.

BariTHicTb

JlaHi 1010 3acTOCYBaHHS €30MENpa3oily y MepioJl BariTHOCTI oOmexeHi. Jlemo Oinbiia
KUIBKICTh JJaHUX €IT1IeMIOJIOTIYHUX JOCTIIKEHb 3aCTOCYBAHHS PalleMivYHOI CyMillll OMeIpa3oiny
B NIEPi0/1 BariTHOCTI CBITYUTH NPO BiJCYTHICTh PU3UKY BPOKEHHUX BaJ PO3BUTKY Ta TOKCHYHOTO
BIUTMBY JIIKAPCHKOTO 3aC00y Ha TUTIJL.

VY mocnipKeHHSX €30MeNpa3olly Ha TBAapUHAX HE BUSBUIIM TMPSMOTO YHM OIOCEPEIKOBAHOTO
IIKIIJTABOTO BIUTMBY JIIKAPCHKOTO 3ac00y Ha pPO3BUTOK €MOpPiOHA/TIOAA.



Janl pochipkeHb palleMidyHOi Cywmilll 'y TBapwH HE CBimyaTh Tpo Oe3mocepenHiii abo
OTIOCEepPEIKOBAaHUM IIKIUTMBHIA BIUIUB HA BariTHICTh, MOJOTH a0O0 MICISAMOJIOrOBUN PO3BUTOK.
[Ipu3HauaTy jikapckkuii 3aci6 E30moHr® BariTHUM 5KiHKaM CITij] 3 00epeXHICTIO.

[TomipHa KiJBKICTh JAaHUX MPO 3aCTOCYBAHHS JiKapchbKoro 3aco0y BariTHuM (Big 300 mo 1000
BUITAJIKIB BariTHOCTI) BKa3ye Ha BiJACYTHICTh PU3UKY BPOJDKEHUX BaJ PO3BUTKY a00 TOKCHYHOTO
BIUIMBY €30MEMPa30Ily Ha CTaH IUI0/1a/310pOB’ sl HOBOHAPOKEHOT TUTHHHU.

PesynpTaTty pgociipkeHb Ha TBapMHAX CBITYaTh MPO BIJACYTHICTH MPSAMOI YM OMOCEPEIKOBAHOL
HIKiATMBOI i1 JIIKapChbKOTro 3aco0y Ha PEeNnpoAYKTHUBHY (YHKIIIO 32 paXyHOK HOTO TOKCHYHOTO
BIUIHBY.

[epion rogyBaHHS TPYIJIIO

HeBinomMo, un mpoHUKae €30Menpasoi y rpyaHe MoJioko. [Hdopmartii mpo BITUB €30Merpa3oiny
HAa HOBOHAPO/KEHUX/HEMOBJISAT HENOCTaTHRO. ToMy JiKapchbKui 3aciod Ezomnour® me ciin
3aCTOCOBYBATH Y IE€Pi0J] TOTyBaHHS TPYIIIO.

DepTUIBLHICT

PesynbpTaTi qociiKeHb paneMivHol CyMilll OMeNpa3oily Ha TBapruHaX BKa3ylOTh Ha BIJICYTHICTh
BIUIMBY OMEMNPa30Jly Ha GepTHIIBHICTD Y pa3i MepopaibHOTO 3aCTOCYBAHHS JIKAPCHKOTO 3ac00y.

30amuicms eniugamu Ha WBUOKICMb peakyii npu Kepy8aHHi a8MOMmMpPAaHCnoOpmom abo iHuumu
MexXarnizmMamu.

E3omMenpa3on mMae He3HaYHMI BIUIMB Ha 3/aTHICTb KEpyBaTH TPAHCIOPTHUMH 3acobamu abo
MpaIoBaTy 3 IHIMUMUA MeXaHi3MaMmH. 3adikCOoBaHO Taki MOOIUHI peakilii, K 3armaMOpOYCHHS
(HeyacTo) 1 HEWIiTKICTh 30py (HeuacTo) (muB. po3ain «Ilobiuni peakmii»). Skmo Taki po3nanu
CIIOCTEPIraloThCs, MAIlieHTaM HE CIIiJI KepyBaTH TPAHCIOPTHUMHU 3aco0aMu Ta TPAIOBATH 3
IHITUMH MEXaHi3MaMHU.

Cnoci6 3acmocysannsa ma 0o3u.

O3YBaHHSI
[opocni
Aumucekpemopna mepanisa y pasi, KOIU HEMONCIUBO GUKOPUCMAMU NEPOPATIbHUU  ULIAX
66e0eHHs
[TamieHTaMm, sIKi HE MOXKYTh TIPUHMATH JIIKApChKUI 3aci0 mepopaibHO, MOXKHA BBOJUTH TIpenapar
napeHTepanbHo y 1031 20—-40 mr 1 pa3 Ha 100y. Jlo3a a7 nmanieHTiB i3 peIIoKCHIM e30(arirom
ctaHoBuTh 40 mr 1 pa3 Ha mo0y. Jlo3a myisg mami€eHTiB, SKi OJEPKYIOTh CHMITOMATHYHE
JiKyBaHHS pedarokcHOi XBopooH, ctanoBUTH 20 Mr 1 pa3 Ha 100y.
[Tpu nikyBaHHI BUpa30K MITyHKA, 3yMOBJIEHUX 3acTocyBaHHsaM HII33, 3BuyaitHa 103a CTaHOBUTH
20mr 1 pa3 wa moOy. [lns 3amoOiraHHs BHWpa3kaMm I[UTYHKAa Ta JBAHAMIATUIANOI KHUIIKH,
3ymoBieHuUM Tepariero HII33, marientam rpynu pu3uKy IpH3HA4YaTH JIKApChKUN 3aci0 y 7031
20 mr 1 pa3 Ha 100y.
3a3Buuaii JIIKyBaHHS 3a JOTIOMOTOKO JIKAPCHKOTO 3ac00y MJisi BHYTPINTHHOBEHHOT'O BBEJCHHS €
KOPOTKOTPUBAJIMM, TMALI€HTIB CJiJ NEpeBOIUTH Ha IEpOpajbHE 3aCTOCYBAHHS JIIKAPCHKOTO
3aco0y sIKOMoOTra IIBU/IIIIE.
Kopomkxompueane niompumanna ecemocmasy ma npo@inakmuxa nosmopHoi Kpogomeui y
nayienmis nicis eHOOCKONIYHO20 NIKYBAHHSA 20CMPOi KPOBOmeyl 6HACIIOOK UPA3KU ULTYHKA aDO
08aHAOYAMUNATIOL KUUKU
[Ticns TepameBTHYHOI €HIIOCKOIN TOCTPOi KPOBOTEUl BHUPA30K NIIyHKA a00 JBaHAAISATHIIAIOL
KAIIKA BBOAUTH 80 MT JTiKapChKOTo 3aco0y y BUTIIAAl OotocHoi iH(Dy3ii TpuBamicTio 30 XBUIUH,
MICTISt YOTO MPOJIOBKYBATH BBEJCHHS MpETapaTy y BUTIISII TPUBAJIOI BHYTPIIIHBOBEHHOI 1H(Y31i
31 MIBUJKICTIO 8 MI/TOMHY BIPOAOBXK 3 1116 (72 ronuH).
[Ticns mapeHTepanbHOTO JIIKYBaHHS TEpamilo CIiJl MPOJOBXHTH 3a JIOMOMOTOI0 TEpOpaTbHUX
3ac00iB, 1110 MPUTHIYYIOTh KUCIOTHY CEKPELIIO.
Cnocib 3acmocysanns



[HCTpYKIIT 3 NPUTOTYBaHHS BITHOBJICHOTO PO3YMHY HABENCHI Yy JaHOMY pPO3IIl HHUXKYE
(«IHCTpPYKIIT 13 3aCTOCYBAaHHS, BAKOPUCTAHHS Ta yTHIIi3awii (Y BIAMOBIIHUX BUITAIKAX)»).
Inghysir

J/lo3a 40 mr

BinHoBneHMd pO34YMH BBOJAWTH Y BUIJIANI BHYTPIIHBOBEHHOI iHGY31i TpuBamictio 10-30
XBUJIHH.

Jlo3a 20 mr

[TonoBHHY BiAHOBJIEHOTO PO3YMHY BBOJUTH Y BUIJISAII BHYTPIIITHBOBEHHOI 1H(Y3ii TpHBAIICTIO
10-30 xBunmH. HeBukopucTaHuil pO34YMH YTHITI3YBaTH.

Jlo3a 80 mr

BinHOBNIEeHMI pPO3YMH BBOAWTH Yy BUTJIANI TPUBAJIOI BHYTPIITHROBEHHOI 1H(Y31i MpPOTATOM
30 XBWIHH.

Jlo3a 8 mr/rox

BinHoBneHMI pO3YMH BBOJUTH Y BHUIVIAJAI TPUBAIOl BHYTPIIIHBOBEHHOI iH(DY3ii mpoTIrom
71,5 ronuHM (po3paxoBaHa MBHAKICTE 1HOY31T 8 MI/TOAUHY; TEPMiH MPUIATHOCTI BIHOBICHOTO
pO3UMHY BKa3aHU# y po3zaiii «TepMiH IpuAaTHOCTI»).

In’exyii

/lo3a 40 mr

S MJ BIZHOBJIEHOTO pPO34YMHY (8 MI/MJI) BBOASTH Y BUIJISAAI BHYTPIITHBOBEHHOI 1H’€KITii
TPUBAJICTIO IOHAMIMEHIIIe 3 XBUJIMHHU.

Jlo3a 20 mr

2,5 M1 a00 TOJIOBUHY BiJTHOBJICHOTO PO3YHMHY (8 MI/MJI) BBOJUTH y BUIJISIAI BHYTPIIITHHOBEHHOT
1H €KIII1 TPUBAJIICTIO IMOHaWMeHIIe 3 XBHJIMHA. HeBUKOpHUCTaHMI pO3YNH YTUITI3yBaTH.
THopywenns ¢ynxyii HUpox

Jlnst marieHTiB 13 MOpYIICHHSIMHU (YHKINT HUPOK KOPEKIliss M03U He € HeoOXigHow. OCKUTBKH
JIOCB1JT 3aCTOCYBaHHs Mperapary MaiieHTaM i3 TSHKKOI0 HUPKOBOIO HETOCTATHICTIO OOMEXKEHUH,
TaKUX IMAIEHTIB CJIIJI JIKYBaTH 3 00EPEKHICTIO (IUB. po3ii «DapMaKOKiHETHKAY).

THopywenns ¢ynxyii neyinxu

I'EPX: mamieHTaMm i3 JeTKMMHU a00 MOMIPHUMHU MOPYIIECHHSAMH (PYHKITIT MEUIHKH KOPEKIlis 103U
He notpiOHa. [lamieHTaM i3 TSDKKMMHU MOPYIICHHSAMHU (DYHKINI NEYiHKWA HE CIIiJ] NepeBUILYBaTH
MakcuMabHy 7103y 20 M (uB. po3ain «DPapMaKOKIHETHKAY).

Bupasku, 1mo KpoBOTOYaTh: MallieHTaM i3 JIETKUMU a00 MOMIPpHMMHU MOPYIIEHHSAMH (YHKIii
MEYIHKM KOPEKIIisl J03W HE MOTpiOHA; MAIiEHTaM 13 TSHKKUMH MOPYIICHHAMU (YHKITIT TEeYiHKA
Ticis BBEJIEHHs OYaTKOBOI 60Mr0CHOT 103U npenapaty Ezononr® mns ingysiit 80 Mr mogansie
BBEJICHHS TIpemapary y BUTIISAI TPUBAJIOT BHYTPIIIHHOBEHHOT 1H( Y311 31 IIBUIAKICTIO 4 MT/TOIUHY
npoTtsirom 71,5 roguHu Moxe OyTH JOCTaTHIM (IUB. po3ail «DapMaKOKiHETHKAY).

llayienmu nimuvo20 8iKy

Kopekuist 1o3u He noTpiOHA.

imu

Himu sixom 6i0 1 0o 18 pokis

Ak 3acib 018 npueHivenHs WIYHKO80I cekpeyii y pasi, Kolu nepopaibHUull Nputiom npenapamy
HEeMOACTUBUL

[Mamientam, ski HE MOXYTh NpUIMATH Hpenapar NepopalibHO, B paMKax Iepiogy MOBHOTO
nikyBanHs ['EPX moxHa BBOAMTH mpemapar mapeHTepanbHO 1 pa3 Ha 100y (mo3u BKaszaHi y
TaOJIMII HUXKYE).

3a3Buyail JIIKyBaHHS 3a JOINOMOIOI0 Nperapary AJis BHYTPIIIHbOBEHHOTO BBEICHHS TpPUBAE
HenoBro. IlamieHTiB ¢ mepeBoUTH Ha NEpOpaIbHUI MPUMOM JTIKApChKOTo 3aco0y sIKOMOTa
HIBULLE.




PexomenoBaH1 1031 €30MeNpa3oily i BHYTPIITHLOBEHHOTO BBEICHHS

BikoBa rpymna JlikyBaHHS €pO3HUBHOTO PE(IIFOKCHOTO CumnTomMaTHyHe JiKyBaHHS
e3zodarity I'EPX
1-11 pokiB Maca Tina < 20 kr: 10 mr 1 pa3 Ha 100y 10 mr 1 pa3 Ha 100y
Maca Tina > 20 kr: 10 mr a6o 20 mr
1 pa3 Ha 100y
12-18 pokis 40 wmr 1 pa3 Ha 100y 20 mr 1 pa3 Ha 100y

Crioci0 3acTocyBaHHS

[HCTpyKIIT 3 NPUTOTYBaHHS BITHOBJICHOTO PO3YMHY HABENICHI Yy JaHOMY pPO3IiIl HHUXKYE
(«IHCTpPYKIT 31 3aCTOCYBAaHHS, BAKOPUCTAHHS Ta yTHiIi3awii (Y BIAMOBIIHUX BUITAIKAX)»).
In’exyii

J/lo3a 40 mMr

S MJ BIIHOBICGHOTO PO3YMHY (8 MI/MJI) BBOJAWTH y BHUIJISAI BHYTPINTHBOBEHHO! 1H’€KITIi
TPUBAJICTIO LOHAIMEHIIIe 3 XBUJIMHHU.

Jlo3a 20 mr

2,5 M1 a00 MOJIOBUHY BiJTHOBJICHOTO PO3YMHY (8 MI/MJI) BBOOUTH y BUIJISIAI BHYTPIIITHHOBEHHOT
1H €KIII1 TPUBAJIICTIO IMOHaWMeHIIe 3 XBHJIMHA. HeBUKOpHUCTaHMI pO3YHH YTUITI3yBaTH.

Jloza 10 mr

1,25 ™1 BIZHOBJIEHOTO pO3uYMHY (8 MI/MJ1) BBOAWUTH Y BUIJISAI BHYTPIIIHBOBEHHOI 1H’€KIT
TPUBAJICTIO IOHAiiMeHIIe 3 XBUIMHU. HeBUKOPUCTaHUH pO3YMH yTHIII3YBaTH.

Inghysir

J/lo3a 40 mr

BinHoBreHMd pO34YMH BBOJWTH Y BUIJIANI BHYTPIIHBOBEHHOI 1HGY31i TpuBamictio 10-30
XBUJIHH.

Jlo3a 20 mr

[TonoBHHY BiAHOBJIEHOTO PO3YMHY BBOJUTH Y BUIJISAII BHYTPIIITHBOBEHHOI 1H(Y31i TpUBAIICTIO
10-30 xBunuH. HeBukopucTaHuii pO34rMH yTHITI3yBaTH.

Jloza 10 mr

UBepTh BIJHOBJICHOTO PO3YMHY BBOJWTH Yy BUTJIAMI BHYTPINIHBOBEHHOI 1H(Y31i TPUBAIICTIO
10-30 xBunuH. HeBuKOpHUCTaHMH PO3YMH YTUITI3yBaTH.

ITnempykuyii' 31 3acmocy8anis, GUKOPUCMANHS Ma ymuaizayii (y 8i0n08iOHUX 8UNAOKAX)

[Tepen 3acTocyBaHHSIM BIJIHOBJICHUW PO3YMH CJIIJI Bi3yaJIbHO OTJISHYTH Ha HAsSBHICTh YacTOK Ta
3MiHK 3a0apsieHHs. CiiJl BUKOPUCTOBYBATH JIMIIE MPO30pHHA po3uuH. Po3uMH mpu3HaueHHi
JIMILIE U1 OTHOPA30BOI0 3aCTOCYBaHHS.

SIkmo Bech BiAHOBIEHUI BMICT (rakoHa He TOTPiOEH, HEBHUKOPHCTAHUM PO3YMH  CIIiJ
YTHITI3yBaTH BIIMOBIIHO 0 MICIICBUX BUMOT.

Po3unH s iH’eknii mo 40 mr

lotryBatu po3umH nans iw’ekmii (8 mr/mu), momaroum 5 mu 0,9 % HaTpio XJopumy s
BHYTPIIITHBOBEHHOT'O 3aCTOCYBaHHs 10 (hjIaKoHa e3oMernpaszoiy 40 mr.

BinHoBneHmit po3umH JUIs iH’ €KLil po30puii Ta 6e30apBHUI a00 TPOXHU KOBTYBATOT'O KOJILOPY.

Pozuun ans indy3ii no 40 mr
['otyBatu po3umH st iHDY31i, po3unHsaodr BMIcT 1 ¢makona ezomenpazony 40 mr y 100 mi
0,9 % xyopuay HaTpirO I BHYTPIIIHEOBEHHOT'O 3aCTOCYBAHHA.
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Po3uun ans iHdy3iii o 80 Mr

l'otyBatn po3uuH i iHQY3id, po3uuHAOYM BMICT 2 (UIakoHIB e3omernpazony mo 40 mr y
100 M1 0,9 % xsopuay HaTpito AJig BHYTPIIIHBOBEHHOT'O 3aCTOCYBaHHS.

BinnoBnenwuii po3unH [uis iHQY3ii mpo3opuit Ta 6e30apBHUI 00 TPOXH KOBTYBATOTO KOJIBOPY.

imu.
3acTOCOBYIOTH MITSIM BIKOM BiJl 1 pOKy sIK 3aci0 uisi aHTHCEKPETOPHOI Teparii y pasi, KoJu
IepopaIbHUN IPUIOM IIperapaTy HEMOXKIUBUN.

Ilepeoosysanns.

JlocBiT HAaBMHCHOTO HEepelo3yBaHHS JOTenep ayke oOMexeHui. CHMOTOMaMH, IO BUHUKAIN
BHACIIIZIOK MepopajbHOMY mpuiiomy a03u 280 mr, Oyau mposiBu 3 00Ky HIUTYHKOBO-KHIIKOBOTO
TpakTy Ta cnabkicte. OmaHOpa3oBUi TmepopanbHuid mnpuiiom 80 Mr e3omMenpaszoily Ta
BHYTpIIIHbOBEHHE BBelAeHHS 308 Mr e3omMemnpaszony MpoTsAroM 24 TOXWH HACHiIKIB He
cpuunHsu. Crienndivanii aHTUAOT HeBigoMuid. E3omenpas3on 3HaYHUM YHHOM 3B’S3Y€THCS 3
O1JIKaMU TUTa3MU KPOBi, TOMY MTOTAHO BUBOAMUTHCS 32 JOMIOMOTOIO Jianizy. Sk 1 y Bunaaky Oyab-
SKOTO TIepEeJO3yBaHHS, CIiJ HagaTH CHMITOMATHYHE JIKYBaHHA Ta BXKHTH 3arajibHUX
HiATPUMYIOUHX 3aXO/IiB.

Il06iuni peaxuii.

Hwxye HaBeneHi mobiuHI peakiii Ha mpernapaT Oy BUSBIEHI a00 IMiI03pIOBAIKCS y TIporpami
KJIHIYHUX JIOCTI/KEHb €30MeNpa3oily MpU HOro MepopaibHOMYy ab0 BHYTPIIIHbOBEHHOMY
3aCTOCYBaHHI, a TaKOX i Yac TIOCTMApKETHUHIOBOIO CIOCTEPEKEHHSI 3a MepopaibHUM
3aCTOCYBaHHAM THpenapaty. Peakuii posmojisieHi 3a KaTeropisiMH 3a YacTOTOIO: TyXe YacTo
(>1/10); gacto (> 1/100 — < 1/10); mewacro (> 1/1000 — < 1/100); pigko (> 1/10000 — < 1/1000);
nyxke pigko (<1/10000); gactora HeBigoMa (HEMOKIMBO BU3HAYUTH 332 HASBHUMHU JAHUMH).

Knacu cucrem opratis [ToGiyHi peakiii
3 6oxy kpoei ma aim¢pamuunoi | Pioko: nefiKkomneHis, TPOMOOIUTONCHIS.
cucmemu Jyorce pioko: arpaHyIIONHMTO3, MAHIIUTOICHIS.
3 60Ky imyHHOI cucmemu Pioko: peakuii TinepuyyTiIMBOCTI, HAMPHUKIAI Tapsuka,
AHTIOHEBPOTUYHUN HaOpsK Ta aHa(UIAKTHYHI peakiiii/
IIOK.

3 boky memabonizmy ma xapuysanns | Heuacmo: nepudeprudanuii HaOpsK.

Pioko: rinoHarpieMis.

Yacmoma Hesidoma. TINOMarHiemiss (IMB. PO3ALI
«Oco0IMBOCTI 3aCTOCYBaHHS»); TSDKKa TiOMarHieMis
MO>KE KOPEJTIOBATH 3 T1MOKAIBI[IEMIEIO.

lNmomaruiemiss TakoXX Moke OyTH TIOB’si3aHa 3
TIOKaTIEMIEIO.

Tcuxiuni poznaou Heyacmo. 6e3coHHs.
Pioko: axwuTartis, CrulyTaHiCTh CBIZJOMOCTI, JETPeCis.
Hyace pioko: arpecis, TaTIOIIHALII.

3 b6oky Hepeosoi cucmemu Yacmo: TONOBHUH O1JIb.
Heyacmo: 3anamopoyeHHs, mapecTe3is, COHIUBICTb.
Pioxo: mopylieHHs] CMaKOBHX BiTYYTTIB.

3 boky opeanis 30py Heyacmo. HEUITKICTB 30DY.

3 boky opaanis cnyxy ma pisHosacu Heuacmo: BepTHrO.

3 6oky ouxanvHoi cucmemu, opeawis | Pioko: OpoHXOCIa3M.
2PYOHOI KimKU ma cepe0oCminHsl
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3 6oky mpasnoi cucmemu Yacmo: Oinb y >KUBOTI, 3amop, Aiapesi, METEOpU3M,
HynoTa/0NMfoBaHHsA, Tominu  (QyHHanpbHOI  3aJ103u
(oOposikicHi).

Heuacmo: cyxicth y poTi.

Pioko: ctomMaTuT, IUTYHKOBO-KHIIKOBUH KaHIU103.
Yacmoma Hegiooma. MIKPOCKOTIIYHHI KOJIT.

3 6oky eenamobiniapnoi cucmemu Heuacmo: 30inb11eHHS piBHS MEYiHKOBUX ()EPMEHTIB.
Pioko: renatut 13 )KOBTSIHHUIIEIO a00 Oe3 Hel.

Hyoace pioKo: NeYiHKOBa HE/IOCTaTHICTb,
eHnedanonaris y MaIri€HTIB 13 TOMEPeIHbO HAsSBHOIO
XBOPOOOIO MEUiHKH.

3 6oky wxipu ma niowxipnoi | Yacmo: peakuii y Miciii BBEACHHS ™.

KATMKOBUHU Heuacmo: JEpPMaTur, CBepOIK, BHCHUIIAHHS,
KpOIHB’ STHKA.

Pioko: anonenisi, pOTOUYTIHBICTS.

Ilyoice  pioko: momiMoppHa  epuTeMa, CHHAPOM
CriBeHca-J[>KOHCOHA,  TOKCHYHHUU  eMigepMaabHUI
HEKpOJi3, JiKapchka peakilis 3 e03uHO(pUIiE0 Ta
cucreMuumu cumntomamu (DRESS).

Yacmoma nesiooma: MATOCTPUNA MIKIPHUH CHCTEMHUN
YEPBOHHI BOBYAK.

3 6boky ckenemnoi myckyramypu ma | Heuacmo: mnepenmoMu crTerHa, 3am’sacTss abo xpeOra
CNOMYYHOI MKAHUHU (muB. po3ain «OcoOIUBOCTI 3aCTOCYBAHHSY).

Pioko: aptpanrisi, MiaJris.

Hyarce pioko: M’s130Ba CIIaOKICTb.

3 6oxy Hupok ma ceuosudinvHoi | [yoice pioko: TyOynoiHTepcTUlliabHuid Hedput (3
cucmemu MO>KITUBUM MPOrpecyBaHHIM hi (o) HUPKOBOI
HEJIOCTaTHOCTI).

3 6oky penpodykmusHoi cucmemu ma | [[ysice pioko: TTHEKOMACTIsL.
MOJIOYHOI 3a7103U

3acanvhi poznaou ma peaxyii y micyi | Pioko: He31yXaHHS, TOCUJICHE TIOTOBHUILICHHS.
88e0eHH s

*Peakiii y MiCIli BBEIEHHS CHOCTEpIrajucs MEPEeBaXHO Y MOCTIIKEHHI 31 3aCTOCYBaHHSIM
BUCOKHX 7103 mpoTsiroM 3 1i6 (72 rogun). Y mporpamMi JOKIIHIYHOTO JOCIIIKEHHS HpenapaTy
€30Menpa3oi Ui BHYTPIIIHLOBEHHOI'O 3aCTOCYBaHHS HE CIIOCTEpIrajgocs MOApa3HEHHs CYAMH,
npore Oyna 3adikcoBaHa HE3HayHa peakilis 3amajJeHHs TKaHUHM Y JOUISHIN IJIKIpHOT
(HaBKOJIOBEHO3HO1) 1H €KIii. Pe3ymbratu AOKITIHIYHOTO JOCIHIIPKEHHS BKa3yBaJIM Ha Te, IO
KJIiHIYHE MPOSBICHHS MOIPAa3HEHHs TKAHUHU OYJI0 MMOB’A3aHE 3 KOHIICHTPALIIETO.

HeoOopoTHi mopymieHHs 30py BiA3HAYaIUCS y MOOJUHOKUX BUIAJKaX Y KPUTHYHO XBOPHX
NAIli€HTIB, SKI OTPUMYBAIM OMEIpa3oi (pameMaT) Yy BUIJISAI BHYTPIIIHHOBEHHOI 1H’ €KIIii,
0COOJIMBO Y BUCOKHX J103aX, OJTHAK MPUYNHHO-HACIIIIKOBUH 3B’ 130K HE BCTAHOBJICHUH.
Ilediampuuna nonynayis

PannmomizoBaHe BigKpuTe MDKHApOIHE MOCTIIKEHHS OyJIo TPOBEICHO 3 METOI0 OI[IHKH
(apMaKOKiHETHKH 0araTopa3zoBOro BHYTPILIHLOBEHHOTO 3aCTOCYBaHHS €30MENPa30ily MPOTATOM
4 nuiB npu BBeneHHi 1 pa3 Ha o0y y miteir Bikom Bim O g0 18 pokiB (auB. po3min
«DapmakokiHeTHKa»). BChoro 10 OIIHKM Oe3meKku JKapChKOro 3acoly Oymno 3amydeHo 57
namieHTiB (8 mited Bikom 1-5 pokiB). Jlani 3 Oe3neku mpenapary y3roJKYIOThCS 3 BiJIOMUM
npodineM Oe3nekn e30Menpas3oiy, i HOBUX 3arpo3 Oe3rerli namieHTiB BUIBICHO He 0YII0.
[ToBimomyieHHST MPO TMOOIYHI peakiii MiChs peecTparlii JIKapchbKOro 3aco0y Mae BaKIMBE
3HayeHHA. lle Jae 3MOry NpOBOAWTH MOHITOPUHI CIIBBIJIHOIICHHS KOPHUCTH/PU3UK IPH
3aCTOCYBaHHI IHOTO JIIKAPChKOro 3aco0y. Meauvynum Ta ¢dapMaleBTUYHUM TMpalliBHUKAM, a
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TaKOXX TallieHTaM a0 i1X 3aKOHHHUM IMPEJACTAaBHUKAM CIIiJ TOBIIOMIISTH TPO YCi BUITAJIKH
[i03pIOBAaHUX MOOIYHUX peakiiii Ta BiACYTHOCTI €(EeKTUBHOCTI JIKapChKOro 3acoly depes
aBTOMaTu30BaHy  iHdopmaliiiHy cucremy 3 ¢dapMakoHarsimy  3a  [MOCHUJIAHHSM:
https://aisf.dec.gov.ua.

Tepmin npuoamnocmi. 2 poxu.

Tepmin 30epicanns niciisi NPUeOMY8aHHS PO3YUHY

CrabinbpHICTH ¢bi3uKo-XiMIYHUX BJIACTUBOCTEN IIPUTOTOBAHOTO pO3UHHY Oyna
MpOoJIEeMOHCTpOBaHa BIpoaAoBXK 12 romun mpu 25 °C. OmHak, 3 TOYKH 30py MIKpOOioJIoTii,
PO3UMH CIIiJ] 3aCTOCYBaTH HETalHO.

YmoBu 30epiranns.

TpumaTtu ¢aakoH y 30BHINHIA mTayill npu Temmeparypi He Bumie 25 °C. dmakoHU MOKHA
30epiratu 6€3 BTOPUHHOI YITAKOBKY MiJ I€10 3BHUAHOTO KIMHATHOTO OCBITJICHHS 10 24 TOIWH.
306epiraTu B HEJOCTYITHOMY ISl TITEH MICIT.

Hecymicuicme.

Jlanuii nikapchKuil 3aci® He CiJl 3aCTOCOBYBATH 3 IHIIMMHU JIIKAPCHBKUMH 3ac00aMH, OKpiM
3a3HayeHUX y po3auti «Crmoci0 3acTocyBaHHS Ta JO3W».

YnakoBka. [1o 1 a6o mo 10 ¢akoHIB 3 TOPOIIKOM Y TayILl.

Kareropis Binmycky. 3a peuentom.

Bupoonuk.

Codapimekc — Ingycrpia Kimika e @apmacprorika, C.A./
Sofarimex — Industria Quimica e Farmaceutica, S.A.
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