3ATBEP/UKEHO
Haxa3s MiHicTepcTBa 0XO0POHH
310poB’s YKpainu
17.08.2020 Ne 1896
PeecTpaniiine mocBigyeHns
Ne UA/18253/01/01

3MIHHU BHECEHO
Haxa3 MinicTepcTBa 0XOpPOHH

RO 5

IHCTPYKIIA
AJI MEHYHOIr0 3aCTOCYBAHHA JiKapchKOro 3acody

Kcanrodair®
(Xultophy®)

Cknao:

Oioyi penoguny: THCYIIH AETTIONEK, TIparinyTH;

1 s posunny mictuts 100 Ol incyminy mermrogex™ ta 3,6 Mr iparayTumy ™.

| nonepeaHbo 3alOBHEHA MINPHI-pyyka MICTHTh 3 M, 110 ekBiBanenTHO 300 OJI iHCYMIHY AETmOAEK
Ta 10,8 Mr miparnyTuay;

OonomincHi peqosuHi: THLepUH, eHOI, HHHKY aleTaT, KHCI0Ta XJI0pHCTOBOAHEBa (Uit Kopekuil pH),
HaTpito rigpokcua (ansg xopekuii pH), Boga i iH’eKiiid.

*Bupobneni 3a TexHonoriew pexomOinantHoi JHK B Saccharomyces cerevisiae.

Jlikapebka dopma. Po3uun s in’ exuiid.
OcHoeni gizuxo-ximiuni enacmusocmi: Mpo30puii, 6e30apBHUH, I30TOHIYHHIE PO3UHH.

PapmaxoTepaneBTHYHa rpyna. Jlikapceki 3aco0M, 10 3aCTOCOBYIOTBCS IPH IIyKPOBOMY Jia0eTi.
[Hcyninu Ta aHanoru TpHBAIOI All AN iH EKUiH,
Kon ATX A10A ES56.

Dapmaxonoziuni enacmueocmi,
DapmakoouramiKa.

MexaHizm fii.
Keanrodail® € xoMOiHOBaHMM JiKapChKHM 3ac060M, IO CKIAJAETLCA 3 IHCYMHY AerIogex i

niparyTHay, MeXaHisMy [l SIKUX AOMOBHIOIOTH OAWH OAHOTO, TOKPAIIYIOYH TTKEMIYHHH KOHTPOIb.
[acynin permonek — e GasanbHUM HCYTIH, AKHE TCHS MiMIKIpHOT iH €Ki yTBOPIOE PO3IMHHHIA
MyIbTuTeKcaMep. B pesyasraTi hopmyeTses A€no, 3 SKOro iHCYJIH JermoueKk 0e3nepepBHO 1 IOBINBHO
BCMOKTYETBCS B KPOBOTOK, 1[0 CIIPUYHMHSE PIBHHA Ta CTIHKUNA eeKT 3HHKEHHS PIBHS TJIFOKO3HU B KPOBI
3 HU3BKOK 1L{OJICHHO0 BaplabeabHICTIO Oii iHCYIIiHY.

Ineynin nermroziex cnenudigHo 38’ A3YETEHCS 3 PELENTOPOM IHCYIIHY JIFOANHH, 3a0e3neuyoun Takuil xe
dbapmakonoriuaui edexr, mo i iHCyIiH TIOAUEH.
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Llykpo3HmKyBanbHUE eheKT IHCYNIHY AernarofeK MONATac B CHPHAHHI TOIIHHAHHA [NIIOKO3M Micis
3B’A3yBaHHA IHCYNIHY 3 pelenTopaMu M SA30BUX 1 KHPOBMX KJIITHH, a TakoX B OJHOYAaCHOMY
MPUTHIYEHH] BHIINEHHA TIIOKO3H 3 TIEYiHKH.

Jliparnyrua e anasorom riokaroHonoaiouoro nentumay-1 (I'TIIN-1) 3 mocniioBHICTIO aMIHOKHCIIOT, TIO
Ha 97 % romonorigra ['TII1-1 mropuun, Bin 38’a3yerses 3 peuentopom [TII1-1 (I'TIII-1P) Ta axTuBye
iioro. llponorropana mis BBEAEHOr0 MiAIIKIPHO IipariyTHZy OOYMOBICHA TpPhOMa MEXaHIZMaMH:
camoacoLiali€ero, 1O YIOBUILHIOE BCMOKTYBaHH, 3B’ I3yBaHHAM 3 a1s0yMIHOM KPOBI i IiABHILEHOO
crifikicTio fo aii pepmentie qunentununnentuaasu 4 (AI1T1-4) i nedirpansroi enmonentuaazu (HEIT),
110 3abesnedye TPHBAINH Iepiox HaNliBBUBEICHHA TKApPCHKOTO 3aC00Y 3 MITa3MH.

His niparnytuay BinOyBaeThcst 3a paxyHOK iforo cremudiunoi B3aemonii 3 penentopamu I'TITI-1 Ta
CTIPHSE TOKPANIEHHIO INIIKEMIYHOT0 KOHTPOIIIO MIIXOM 3HH)KECHHS PIBHIB IIIOKO3H Y KPOBI HaTIeceplie
1 micna ijau. JliparmyTua CTHMYJIIOE CEKpEIlil0 IHCYJiHY 1 3MCHINYE HaJMIPHO BHCOKY CEKpELi0
TJIFOKAroHy TIIHOKO303al1€KHAM HUIAXOM. TakuM YHHOM, KOJNH PiBEHb INIIOKO3M Y KPOBI € BHCOKHM,
BLIOYBa€ETHCA CTUMYJIFOBAHHS CeKpelil 1HCYNIiHy i NpUrHIYeHHsA CeKpeuil IoKarony. I HaBmaku, npu
rinorJiikemii JipariyTu DocIadaioe CeKpelliio THCYIHY 1 He MepenikomKae ceKpeliil rokarony. Kpim
TOro, MEXaHi3M 3HIKEHHS DIiBHSA TUIIOKO3M Y KPOBI Tako OOYMOBIEHHMH HE3HAYHOIO 3aTPHMKOIO
CnopoxHeHHs wiayHKy. JliparmyTun 3Hukye macy Tifla i 3MEHIIYE MAacy JKUPOBOI TKAHUHH 3aBASKH
MeXaHI3MaM, 10 BKIIOYAI0Th 3MEHIICHHS BIAYYTTA FOIOMIY 1 3HIKCHHS CIIOYKHBAHHSA CHEPTL.

['TITI-1 e dizionoriyHuM peryasTopoM AIleTUTY i CIIOKMBAHHA DKi, OMHAK TOYHHH MeXaHi3Mm Horo mii
MOKM 10 HE 3’5COBaHO MNOBHicTI0O. B Xomi mocmimkens Ha TBapuHax mnepudepilie BBemeHHS
MiparayTHAy IPU3BOAMIO N0 MOIVIMHAHHA TIpernapary crenddigHuMu IiIsHKaMHU TONOBHOTO MO3KY,
3a/liTHMX B IpoOlLIECaX PErymaLii aneTuTy, y SKuX JiparmyTai depes cnemudiuny axrusarito ['TIIT-1P
MOCUITIOBAB CHTHAIM HAacHYeHHA |1 mocnaliioBaB CHTHANHM TOJNOLY, THM CaMHM CIPHYMHSIOYH
3MEHIIIEHHA MacH Tina.

PeuenTopu I'TII-1 mpeacrasnexi Takox 1 y cnenuivaux AUIAHKAX cepud, CyIuH, IMyHHOI CHCTEMH i
HHUPOK. B excriepHMeHTaIbHUX MOICTIAX aTepOCKISpO3y Ha MHUILAX JIIPAariayTH 3ar00iras MoAaIbIoMy
PO3BUTKY aopTanbHOI ONslIKM i 3HIKYBAB CTYMNiHb 3amaneHHs y Omawid., Kpim Toro, miparmyTtua
CHOPUATIMBUM YMHOM BIUIMBAB Ha JIMiAM TUtasMu Kposi. JliparmyTHn He 3MEHIIyBaB pO3Mip BiKe
HasiBHUX OJIALIOK.

dapmakoanHaMigHI edexTH.

Kcantodait® mae crabinsumii Gpapmakonunamiuauii mpodins i3 TpuBamicTIO Aii, O € Pe3yJILTATOM
kombGiHOBaHOI [l IHCY/IHY AErOzeK i JiiparayTHy, [0 A03Boage 3acTocopysath Keanrodait® onun
pa3 Ha o6y y Oyue-sikuil Yac HesalexHo Big npuiiomy ixi. Kcamrogait® moxpamrye raixemigmmuit
KOHTPOIIb LLJIAXOM CTiHKOIo 3HKKEHHS PIBHIB [VIIOKO3M ¥ KPOBI HATILECepLe 1 micas BCix npuitoMiB Txi.
3HMKEHHS PIBHA TJIIOKO3H Miciis mpuioMy DKi OyJI0 MiATBEPAKEHO B XOi OMOMIKHOTO JOCTIHKEHHS
TPUBAIICTIO 4 NOIMHH MiC/IsA CTAHAAPTH30BAHOTO IPHITOMY DKi y IAIliEHTIR 3 HE3aIOBIIEHIM KOHTPOJIEM
MpH 3aCTOCYBAaHHI MOHOTepamii Merdopmitom abo Horo xombinawii 3 miormirazoHom. Kcantodaii®
CpUYNHAB OUTBII 3HAYHE 3HIKEHHS PIBHS IMOKO3M Y IUIa3Mi KpOBi mmicis mpuiiomy ki (cepemmiii
piBeHb 3a 4 roaMHM), HDK IHCYIiH Jeriiofek. PesynbTaTé 3acTOCYBaHHA ITiKAPCHKOTo 3acoly
Kcantodaii® ta niparnytuay 6ynm oqHaKOBIMH,

Kniniyna epexTuBHicTs i Ge3mexa.

Besneka Ta edeKTHBHICTS JiKapehkoro 3acoby Kcantodai® oninrosamucs B xoji 6 panioMizoBannx
KOHTPOJILOBAHHUX JAOCHTIKEHD (hasw 3 y mapalleNbHUX rpynax 3a yYacTiOo Pi3HUX MOMYJIALIN MALEHTIB 3
niabetom 2-ro THIy 3aNeXHO Bia momnepeaHsoi nporugiabernunoi Tepanii. Tepamis npenaparamu
NOPIBHAHHSA BKJIIOYaa 3aCTOCYBaHHs 0a3albHOro iHCy/iHy, aromictis peuenrtopis I'TIII-1, mnane6o i
OaszanbHo-00mr0CHOTO pexuMy. BumpoGysanms Tpueamu 26 THXHIB 13 paHzomisamieio Biax 199 mo
833 nauientie 11 npuifomy nikapcekoro 3acody Kcantodait®. Onme nocmimkenns Gymo nami
HOAOBKEHE 0 52 TWKHIB. B ycix AocmifyKeHHAX MOYaTKOBA 1034 JIKapChKOro 3acoly BH3HAYaIacs
3T1IHO 3 IHCTPYKITICIO A7 MEIHYHOTO 3aCTOCYBAHHS; 1 ABIYl HA TIDKICHB 3AIHCHIOBAIOCS THTPYBaHHSA
nosu mikapeebkoro 3acoby Kcantodait® (mme. tabmumpo 1). Takuif ke aaropuTM TUTPYBAaHHS JO3M
BUKOPHCTOBYBABCH 1 NpH 3aCTOCYBAaHHI IperapariB NOpiBHAHHA — OasaibHuX iHcyaiHiB. B xoxi 5
nocnipkens  Kcanrodait® npomeMoHeTpyBaR KIHIMHO | CTATHCTHYHO 3HAYyIIE MOKPALIEHHS
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TITiKeMiYHOr0 KOHTPOITIO TIPOTH TpEenaparis MOPiBHAHHSA 32 PiBHEM ITiKO3WILOBAHOI0 IreMornobiny Aie
(HbA\c), Toai K B OAHOMY JOCHDKEHHI 6YI0 MPOIEMOHCTPOBaHO oHaKoBe 3HHKeHHA HbA e B 000X

rpymax JiKyBaHHS.
TaGnuus 1. TutpyBanss 1034 jgikapeskoro 3acoby Keantogaii®.

PiBeHb IJ110KO3H Y
nJaa3smi KpoBi mepen Kopexuis no3u (aBivi Ha THIKIEHDb)
cHipaHkoM™,
MMOJIB/JI Mr/ i Kcantodaii® (kpoku 1031)
<40 <72 -2
4,0-5,0 72-90 0
>5,0 > 90 +2

* PiBHi r110K03H, BIMIPAHI TALIEHTOM caMocTiiiHo, B X0 Aocni/IKenHA 3aCTOCYBAHHA iKapenkoro sacody Keantodait®, sknft sonasasca no
Npenaparis cyNb(HOHINCCHOBUHN, NiNbOBHI piBcHb cTanoBuE 4,0-0,0 Mvons/a,

[MnikeMIYHHIA KOHTPOJIB.

Hooasanns 0o nepopanbHux yyKpOIHUNCYGATLHUX TIKAPCOKUX 3ac00i8.

Jonasanus nikapeskoro 3acoby Kcantodai® mo merdopminy abo mo xomGinauii merdopminy i
MONIITa3oHy B X0I1 paHAOMI30BaHOTO KOHTPOIBLOBAHOTO JOCTIIKEHHSA BiIKPUTOTO THILY TPUBAIICTIO
26 TrkHIB H03BONHIO 60,4 % TanienTis, Axi 3actocosyBau Kcantodai®, 1ocsarHyTH ninsoBoro piBHs
HbAc <7 % 06e3 miaTBepIKeHUX €mi30/iB rinormikemii gepes 26 TuxkHIB iikyBaHHA. Llg gacTka
nauieHTiB Oysia cyrTeBo OUNBIIOK, HIXK MPH 3acTOcyBaHHI iHCYmiHY aermoaek (40,9 %; siaHomenHs
wanciz (BII): 2,28; p <0,0001), Ta cX0XO010 3 YacTKOIO IIaLIEHTIB NPH 3aCTOCYBAHHI JpariyTHIY
(57,7 %; BLI: 1,13; p=0,3184).

Kiro4oB1 pe3yisTaTH DOCHIIKEHHA HaBeeH! Ha pUCYHKY | Ta y Tadmui 2.

YacroTa BUNAAKIB MiATBEPKEHOT TimoriikeMii Oyia HUKYE MPH 3aCTOCYBAaHHI JTIKapChKOro 3acody
Kcanrodait®, Hix npu 3acTocysaHHi iHCYNiHYy JerONeK, HE3aNEXHO Bifl CTYMEHS TITIKEMiuHOTo
KOHTPOMO (AMB. pUCyHOK 1).

Yacrora BMIAAKIB TAKKOI rinmoriikemii (1o Bu3HAYanacs sK enizol, IIpH AKOMY icHye morpeba y
nonomo3i 3 60Ky 1HIIOT JIFOAMHM) Ha ONMH MAUIEHTO-PIK eKCro3umil (YacTKa MalieHTiB Y BIACOTKAX)
cragoeuia 0,01 (2 3 825 mawicHTiB) NpH 3acTOCYBaHHI JIIKapCHKOTo 3aco0y l{canToqnaﬁ@, 0,01 (23412
NauieHTIiB) TPH 3acTOCyBaHHi iHCYMiHy aermonek Ta 0,00 (xoxnuit i3 412 manieHTiB) MpH 3aCTOCYBAHHI
miparmyTHay. YacToTa BHMAJKIB HIYHOI Timormikemii Gysia CX0KOK TIPH 3aCTOCYBaHHI JIIKAPCHKOTO
3acoby Kcantodait® ta incyniny mermoex.

Bsarani, mauienty, axi npuiimanu Kcanrodaii®, manu menme nobiunux edexrip 3 60Ky HUTYHKOBO-
KHIIKOBOT'O TPAKTY, HIK Ti, XTO OTpUMYBaiu JiparnyTua. Lle moske O6yTH HacaigxoM OiIbIl MOBUIEHOTO
(y nopiBHsSHHI 3 MOHOTEpamiero JiparayraaoM) 30UILLISHHS OO3M JIparayTHay SK KOMIIOHEHTA
nikapeskoro 3acoby Keanrodaii® nporarom nepiosy mouatky mikyBaHHs.

PiBenb edexTHBHOCTI Ta GesnekH Tikapehkoro 3acoby Kcantodait® samumanca cTabiasHuM IpoTAroM
nepioy 10 52 THKHIB MiKyBaHHS. 3HIKCHHS 11okazHuka HbA ¢ BiJ1 mouaTkoBOro piBHs /10 52-r0 THM#KHS
nikysanHs ctaHoBuno 1,84 % npu 3acrocysausi jikapeskoro 3acoby Kcantogait® nipu pospaxopaniit
pi3HHLI MiXK rpynamu nikysanss — 0,65 % y NOpIBHAHHI 3 Pe3yJIbTaTaAMHU 3aCTOCYBAHHS JTipariyTHIy
(p<0,0001)Ta—0,46 % y HOpiBHAHHI 3 pe3ynbTaTaMy 3aCTOCYBaHHs 1HCYIiHY gerirogek (p < 0,0001).
Maca tina smenimnack Ha 0,4 Kr 3 po3paxoBaHoI0 PI3HALIEI0 MK pe3yIbTaTaMH JIiKYBaHHA TIKapCLKUM
sacobom Kcanrodait® ta imcymimom mermomex — 2,80 kr (p < 0,0001), a wactoTa miaTBepmkeHHX
BHUMAJIKIB TIMOTTiKeMiT 3amumianacs #a pigti 1,8 sBUIa Ha OMH NALIEHTO-PIK EKCIO3MULIT, IO CBIYHTE
Mpo 3HAYHE 3HHKEHHA 3arajlkHOI0 PU3HKY IITBEPIXKEHO] rirorikeMil y opiBHAHHI 3 3aCTOCYBAHHAM
IHCYITIHY IE€TTIIONEK.
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Puc. 1. Cepemni pisni HbA 1 (%) mo TiokHAX niKyBaHHA (JIIBOpYY) Ta 4aCTOTa MiATBEPKEHUX
BHUMAJIKIB TiTOTiKeMii Ha OJIMH TIallieHTO-PiK eKCTIO3HIT 3a1ekHO Bix cepenHix pisHiB HbAic (%)
(mpaBopyH) y MaIieHTiB 3 IyKPOBUM HiabeToM 2-To THITY 3 He3aI0BLILHUM KOHTPOJIEM NpH
3acToCyBaHHI MoHOTeparii merhopminom abo foro KoMOiHAII] 3 IIOIIITA30HOM.
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Kpusi noSynopasi Ha ocHOBI MNOTCTHYHHX NOKATHHKIR YACTOTH,
OTPHMAHHX 3 HeraTaHol GiHoMiaTEHOT MoIeml 3 ORpeMHMH
THTETPANLITHMH KPHEMMI iKY RAHIS, & CHMBOITH € (JKTHMHHMH
FiNOTCTHYHHME NOKA3HHKAMH YACTOTH B 3ATERHOCTI BIA cepeHix

nokaaamukis HbAj: no keapmunax

rate — 3apeecTposata yactota; PYE — nagjienTo-pix excnosuuii.

3acrocysanHs nikapeskoro 3acoby Keanrodai® cymicHo i3 cynsdonincedosunoro abo 3 kombinamiero
cyJib(pOHIICEHOBHHY 3 MeThHOPMIHOM BMBUYANOCS B X0l paHI0MI30BaHOTO Mianedo KOHTPOIbOBAHOTO
[IOJIB1HHO CHINOro JOC/IDKCHHSA TPUBANICTIO 26 THIKHIB.
Ki11040B1 pe3yabTaTH AOCTiKEHHS HaBeAeH] Ha PHCYHKY 2 Ta y Tabmui 2.

Puc. 2. Cepenni pieni HbA e (y %) no THxKHSX TIKyBaHHS Y NAUIE€HTIB 3 YKPOBHM AiabeToM 2-10
TUITY 3 He3aI0BLIEHUM KOHTPOIIEM TPH 3aCTOCYBaHHI MOHOTEparnii cy/Ib(oHUICeuoOBHHO abo 11
kxomOinamii 3 meTdopminoMm.
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YacTroTa BHOAJAKIB TMKKOI TImOTrmikemil HA OJMH MAIMIEHTO-PIK EKCITO3MINl (YacTKa ITALli€HTiB Y
Bincorkax) cranosuma 0,02 (2 3 288 nanieHTiB) Npy 3acTOCYBaHHI JIikapchKOro 3acofy Kcanrodai® ta
0,00 (xonuwmii 31 146 nauieHTIB) IpH 3acTOCYBaHHI 11auebo.

Tabnuus 2. PesyasTaTn uepes 26 ThkHiB. JogaBaHHs 10 NepOPaIbHUX LYKPOSHIKYBAIbHHX

JIIKapCEKMX 3aco0iB,
. N JlonapaHHs 10 CyJb(OHIICEHOBHHI
£ :
JlonaeaHus 10 MeT(opMiHy + MOrTiTa30H £ geropiH
& Incyi s
Kcamodaaﬁ‘@ HEI JliparnyTtua I{cmo¢aﬁ® TInanedo
JErnmoaex

N 833 413 414 289 146

HbA |, %

[Toyatox — KiHEUb 83—64 8.3—6.9 8,3—7.0 7.9—6.4 7.9—7.4
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JochifKenHa

Cepeans 3uMiHa -1,91 - 1,44 -1,28 -1,45 - 0,46

_ 0’473\3 ol 0,64"“3 _ [,02AB
Pospaxozana pisnuns [-0,58;-0,36] | [-0,75;-0,53] [-1,18;-0,87]
IMauientn (%), axi
nocsaran HbA 1. <7 %
Vi nauienTu 80,6 65,1 60.4 79,2 28,8
Pospaxopanuii NoKasHUK 2,388 3,26° 11,95%
BIMHOILCHHA MIAHCIB [1,78;3,18] [2,45; 4,33] [7,22; 19,77]
[Mauientn (%), fxi
nocsirnu HbA . 6,5 %
Yei nauieHTH 69,7 47.5 41,1 64,0 12,3
Pospaxosanuil MOKazHUK 2,828 3,088 16,36P
BIIHOLICHHSA LIAHCIB [2,17; 3,67] [3,05; 5,18] [9,05; 29.56]
Yactora BHNAJKIE
nigreepazeHol
rinornikeMir™* Ha oJuH
natienTo-pik excnozumnil
(4acTka nauienris y %) 1,80 (31,9 %) | 2,57 (38,6%) | 0,22 (6,8 %) 3,52 (41,7 %) 1,35 (17,1 %)
Pospaxosane 0,684¢ 7,618
CINiBBIIHOLIEHHS [0,53;0,87] [5,17; 11,21] 3,74" [2,28; 6,13]
Maca Tina, Kr
TlouaTok — KIHEIb
JIOCT e HHS 87,2—86,7 87,4—89.0 87,4—84.4 87,2—87,7 89,3—88,3
Cepe/iHa 3MiHa 0.5 1.6 -3.0 0.5 -1.0

~D.2048 2,448
Pospaxosana pisHHLs [-2,64;- 1,80] | [2,02;2,86] 1,488 [0,90; 2,06]
I'lH, mMmone/n
[TouaTok — xinenn
JOCHIKEeHHS 9,2—35,6 9,4—5.8 9,0—173 9.1—6.5 9.1—8,8
Cepe/iHs 3MiHa -3,62 -3,61 - 1,75 - 2,60 -0,31

-0,17 - 1,768 - 2,308
PospaxoBana pizHHIS [- 0,41: 0.07] [-2,0;- 1,53] [-2,72; -1,89]
Jloza B kinui
JLOCIKEHHA
Ineynin nermonex,
OAMHHIE 38 53 - 28 -
JiparmyTia, Mr 1.4 - 1,8 1,0 -

- 14,9048
Pospaxosana piznuus, [-17,14;
J103a [HCYJ1IHY DernioaeK - 12,66] >

3apeccTpoBaHi NOKATHWKH MEPel NOYATKOM, B kinui nikysauus Ta ixun 3mina. OcTandi 3apeecTposani NOKAIHKKH TepeHeceni naneped. 95 % noeipunii
THTEPBAT 3a3HAYEHTH ¥ KRaapaTHUX Tyxkax ([ ).
* TliaTeepmkena rinornikeMis pu3nauacTses AK TsOKKa (Jopma rinornikemii (enizoa, npu skomy noTpibua aonomora 3 Goxy IHwol moguHs) Ta/aGo nerka
rinoraikemis (PiseHs TIIOKO3H ¥ masMi Kposi < 3,1 MMons/I1, HE3aNCHKHD BLL CHMATOMIB),
A Kiuesi Tougl 3 NIATBEPAKEHOIO epesarolo nikapesxoro 3aco0y Keanrodaii® y nopisnanyi 3 npenaparom nopisuauus;

5 p<0,0001;
"< 0,08,

ITIH = pipcus rIOKOIM ¥ NRa3Mi KPORD HATIECEPILE.

[Tepexij Bij Tepamnii arodictamu perenrtopis ['TITI-1.

B xoai paHI0Mi30BaHOTO JOCHIIXKEHHS BIAKPUTOrO TUILY TPHBATICTIO 26 THXKHIB BUBYABCS MEPEXil 3
Tepartii aronictamu penenrtopis I'TITT-1 wa nikysarnua mikapebkum 3acobom Keanrohai® y nopisnsmmi
13 3acTOCYBaHHAM He3MiHHOI Tepamii aronictamu pernentopis ['TIII-1 (zo3yBanHA 3a IHCTPYKIIEIO AT
MEIMYHOTO 3aCTOCYBAHHS) 3a YYacTIO MALi€HTIR 3 IYKPOBHM AiabeToM 2-ro THITY 3 He3aJ0BIIBHUM
KOHTpOJIEM MOpM 3acTrocyBaHHi arodicra penenrtopie I'TIII-1 Tta merdopminy (74,2 %) abo iioro
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komGinamii 3 miormitazonom (2,5 %), 3 cynsbonincedosunow (21,2 %) un 3 oboma npenaparamu
(2,1 %).

KirrouoBi pe3ynbTaTH HOCTIKCHHS HaBeeHI Ha pUCYHKY 3 Ta y Tabmuu 3.

Puc. 3. Cepenniii pisers HbA e (y %) no THXHSIX NIKyBaHHS y NALI€HTIB 3 I[yKPOBHM A1abeTom 2-ro
THUIY 3 HE3aA0BUIBHUM KOHTPOJIEM IIPH 3aCTOCYBaHHI aronicris penenropis I'TII-1.
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Yac 3 MOMCHTY panzoMizauii, Tosc
IDegLira — Kcanro(paﬁ@;_ Unchanged GLP-1 RA — aronict penentopie I'TITT-1, Tepamia Ges sminn.
YacroTa BUMAAKIB TSOKKOT GOpMH TimoriikeMil Ha OOHH MALICHTO-PIK eKCIIO3KLUI] (JacTKa ITaLieHTIiB Y
i : ; i i
BincoTkax) cranosuna 0,01 (1 3 291 nauienTa) npu 3acTocyBaHHi Jikapcskoro 3acoby Keanrodain®™ ta
0,00 (xonuwmii 3i 199 nauienTiB) npu 3acTocyBanHi aronicTiB penenrropis ['TITT-1.

Tabnuusa 3. PesynsraT yepes 26 twkHie. [lepexin 3 Tepanii aronicramu pernenropis I'TII-1.

[lepexia 3 Tepamii aronictoM peuentopin I'TITI-1
Kca.rlTodJaF{@' Aronict penenropis TTITT-1
N 292 146
HbA ., %
TMouarok — KiHeUb N0CALIKEHHS 7,.8—6,4 7.7—74
Cepe/ins 3MiHa -1,3 -0,3
PospaxoBana pisHHLS -0,94*8[-1,11; -0,78]
| TTauientu (%), #xi gocaran HbA . <7 %
VYei mamiesTH 753 35,6
Po3paxoBaHHi OKa3HHUK BiIHOLIEHHS
mauHcis 6.34F [4,28; 10,94]
TMauienTn (%), sxi nocaran HbA . £ 6,5 %
VYei nanieHTH 63,0 22,6
PozpaxosaHuil noxasHuK BIHOLIEHHN
LIAHCIB 7,538 [4,58; 12,38]
YactoTa BUIAAKIB NiATBEPDKEHOT
rinornikeMii* Ha o HH DalieHTO-PiK
EKCTIOSHIT (YacTKka NauieHTiB y %) 2.82 (32,0 %) 0,12 (2,8 %)
PospaxoBaHe CliBBiAHOLIEHHS 25,365 [10,63; 60,51]
Maca Tina, kr
IMTouaTox — KiHEls JOCTIIKEHHS 95,6—97,5 95,5—94,7
Cepenans 3Mmina 2,0 -0,8
PospaxoBaHa pisHuus 2,898 [2,17; 3,62]
I'TTH, MMoms/n
IouaTok — KIHElL AOCHKEHHS 9.0—6,0 0488
Cepeans 3mina -2,98 -0,60
Pozpaxorana pisHHIA -2,648 [-3,03; -2,25]
Ao ? R AL LIS Joza aronicta peuenropis I'TIT-1
lucynin nerniozex, ozuRMLL 43 MOBMHHA OyJia 3AIULIATHCS
JliparayTua, mr 1.6 HE3MIHHOIO 3 [I04MaTKY
Pozpaxopana pizHHI, 1023 THCYTIHY JOCHTIIKeHHs
JEernicK
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3apeecTpoBani NOKA3HUKH NEpeil NO4aTKOM, B KIHII JIKYBaHHA Ta ixns smina. OCTARH] 38peECcTpOBaH] N0OKa3HHKY nepeHecen] nanepen. 95 % aosipunii
iHTepBan 3a3HaveHni y kaapatHux ayxxax ([ ]).

* Tlinreepiugena rinorikemin BUIHAYACTRCH AK TXKE (hopma Fnoraikemii (enison, npy skoMy noTpibHa nonomora 3 Goky inwol noauny) Ta/abo Jerka
rinormikeMis (piBEAE TIIOKO3M y 00a3Mi Kposi < 3.1 MMOJIB/I, HE3WIeKHO Bil CHMIITOMIR),

i ; ; . 22 _® ; ; . B
Kiduesi Touxy 3 niaTBepmiteHo0 IEpERArolo Nikapokkoro sacady Keanrodiaii v nopisnanui 3 npenaparom nopisuanns; ® p< 0,001,

[Tepexin 3 Tepanii Ha3anbHUM THCYIIIHOM.

B xoai gocnimkeHHs TpueamicTo 26 THXKHIB BHBUABCS Iepexin 3 Tepamil iHCYJIIHOM riapriu
(100 OJT/mn) Ha sikyeanHs mikapcekum 3acobom Kcanrodait® y nopiemsHEi 3 inTeHcudikanieio
3aCTOCYBAHHS IHCYJIIHY IJIapriH HauieHTaM 3 He3aIOBINEHMM KOHTPOIIEM IPH 3aCTOCYBaHHI 1HCYIiHY
raaprie (20-50 oameEuus) Ta MeThopMiHy. 3acTocoBaHa B XOHi IBOTO TOCHIIKEHHS MaKCHMAaTEHO
JI0IyCTHMA 1032 JIIKapChKOTo 3aco0y Kcanroq)ai'r@ craHosuna 50 KpokiB 103H, TOJI MaKCHMaJbHa J[03a
iHCy/liHy rnaprin He BcTaHoBmioBanacs. Y 54,3 % nauiedtis, ski npuiimamu Kcarrodait®, 6yno
NOCATHYTO UinboBUH piBeHs HbA e < 7 % 6e3 niaTEEp/OKEHNX €M30IE TINOIIKEMIT, Y HOPIBHSHHI 3
29,4 % naui€euTiB, AKi IpuiiMany IHCYIiH raprid (BinHoutenss wancis: 3,24; p < 0,001).

Kitouosi pesynsratn a0CHIKEHES HaBeAeH] Ha pUCYHKY 4 Ta vy Tabnuui 4.

Puc. 4. Cepeani pisni HbAic (y %) 1o TkHAX TiKyBaHHS y MAI[iEHTIB 3 I[yKPOBHM [iaGeToM 2-ro
THTTY 3 HE3a10BUIBHUM KOHTPOJIEM NPX 3aCTOCYBAHHI 1HCYITIHY I7apriH.
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Hac 3 MOMeENTY panmoMizatil, THAHI

IDegLira — Kcantodai™; [Glar — incynin rnapris.

Hacrota BMMamkiB TaxKOI TimoriikeMil Ha OAMH NALIEHTO-PIK €KCTO3MINI (YacTKa MAIEHTIB V
BIICOTKAX) CTaHDBHna 0,00 (xomuuit 3 278 mnauieHTIB) npu 3aCTOCYBaHHI JiKapCEKOTO 3ac06y
Kcanmdaa ta 0,01 (1 3 279 naniexTis) npu 3acTOCyBaHHI iHCYNiHY rnaprid. YacToTa BUNAAKIB HIYHOT
rinornikeMii Oyna 3HaYHO HHXKTOIO MPH 3aCTOCYBaHHI Jlikapeekoro 3acoby Keanrodait® y nopipHsuHi
i3 3aCTOCYBaHHAM IHCYNiHY Trmaprid (po3paxoBaHe BiJHOIICHHS 3aleXHO Bix Jjikysanus: 0,17;
p <0,001).

B xozi apyroro nocaigkenHs, mo 6y10 paH1OMi30BaHUM MOABINHO CIIIAM JOCHTIIKEHHAM TPUBATICTIO
26 THXKHIB 3a y9acTIO NANi€HTIB 3 HE3a10BIILHUM KOHTPOJEM IPH 3aCTOCYBaHHI 6a3agbHOro iHCYTiHY

(2040 onuHuIe) Ta MOHOTepanii MeT(pOpMiIHOM abo foro KomOiHarii i3
cynb(}mmﬂceqoaﬂﬂow/mmmamu BUBYaBCA Mnepexia 3 HasaneHOro iHCyniHy Ha mxapcaxnﬁ 3acib
Kcanrodait® abo  imcynim  mermorex. 3acTocyBaHHA OazanpHOro  iHCyniHy — Ta

Cy/Ib(DOHIICETOBUHM/TIHIAIB OYII0 IPHITHHEHO i Yac paHAOMizauii, MakcuMalbHO J0MyCTHMA 1032
cranoBuia 50 kpokis 1o3u sikapeskoro 3acolby Keanrodai® ta 50 omunuue ma incyniny aerntonex. Y
48,7 % nauientiz, sxi orpumysany Keanropai®, 6yno mocarnyto ninsoswuit pizens HbA e < 7 % 6e3
MIATBEP/UKCHUX €Mi301iB rimormikemii. Ll vacTka 6yma 3HayHo GinbiIor, HK NpH 3aCTOCYBaHHI
iHcyTiHy aermonex (15,6 %; signowenus wancis: 5,57; p < 0,0001).

Kitio4oBi pesynsTaTi n0oCHiKeHHs HaBe/IeHi Ha PUCYHKY 5 Ta y Tabnuui 4.
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Puc. 5. Cepenni pisni HbA e (y %) no THxHSX JTiKyBaHHS Y NALIE€HTIB 3 HYKpOBUM giabeToM 2-10
TUIY 3 HE3a10BITLHUM KOHTPOJICM IIPH 3aCTOCYBaHHI 0a3a/IbHOTO IHCYIHY.
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IDegLira - Keanrodaii®; [Deg — incynin nermozex.

Yacrora BUNAAKIB THKKOI TIiMOIIiKeMii Ha ONMH MAIiCHTO-pIK eKcrosulii (YacTka MalieHTiB y
BincoTkax) cranosmia 0,01 (1 3 199 marienTis) npu 3acrocysanHi stikapebkoro 3aco0y Kcanrodait® ta
0,00 (xomen 31 199 mamieHTiB) MpW 3acTOCYBaHHI iHCYJNiHy xermogek. UacToTa BHNAIKiB HiYHOT
rinoraikemii Gy/na cx0xor0 npu siKkyBaHHi dikapcykum 3acodom Keantodait® ta incyninoM aermonex.

Tabawms 4. PesynsraTi depes 26 Tmkuis. [Mepexin 3 Tepanii 6asaisHUM IHCYIIHOM.
[lepexin 3 Tepanii 6a3anpHuM iHCYIIHOM
[HITX-izcynin (HeHTpaabHUI NpOTaMiH

IMepexiz 3 Tepariii iHCcyniHOM raprin XarefopHa), IHCYIIiH AeTeMip, iHCYIiH
(100 O[1/™mn) rinaprie|
Iucynin germognex,
MaKCHMaJIbHa
) Incynin raapriu, Ges JI03BOJIEHA 1038 —
Kcan‘rocpaﬁ@ 0OMEKEHHS 103K Kcanro¢aﬁ® 50 onMHHIIE
N 278 279 199 199
HbA .. %
IMouaTok — KiHels
JOCAIIKEHHA 8,4—6,6 8.2—7.1 8,7—6,9 8,8—8.0
Cepenns 3mina -1,81 .13 -1,90 -0,89
PospaxoBaua pisHnmg -0,39%8[-0,74; -0,45] -1,054B[-1,25; -0,84]
[Mauientu (%), axi
aocarm HbA . <7 %
Vei nauientu 71,6 47,0 60,3 23,1
Pospaxosanwit
NOKa3HUK BiAHOLIEHHA
1ancis 3,458 [2,36; 5,05] 5,448 [3,42; 8,66]

MawienTn (%), gKi
nocsaran HbA . £6,5 %
Vel naiicHTn 55.4 30,8 452 13,1
PoszpaxoBanuit
NOKA3IHUK BiIHOIIEHHS
LIaHcis 3,298 [2,27; 4,75] 5,66% [3,37: 9,51]
YacroTra Bunaixie
HIATBEPIKEHOT
rinornikeMii® Ha ofuH
NauieHTo-piK

eKenosuLi (yacTka 2,23

natieHTis y %) (28,4 %) 5,05 (49,1 %) 1,53 (24,1 %) | 2,63 (24,6 %)
Poapaxosane

CHIBBIIHOLICHHS 0,438 [0.30; 0,61] 0,66 [0,39; 1,13]
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Maca Tina, KT

TToyaTox — KiHelb 88,3—R86.9 87.3—89.1 95,4—927 93,5—93,5
JIOCIIJIKEHHS

CepenHa 3MiHa 14 1,8 2.7 0,0

PospaxoBaHa pisHULA _3,20AB [_3,77; -2,64] -2,518[-3.21; -1,82]

TTIH, mMouns/a
IMovaTrox — KiHELb

OCTITKEHHS 8.9—6,1 8,9—6,1 9,7—6,2 9.6—7,0

Cepents 3MiHa 2,83 2,77 -3,46 -2.58

Po3paxoBaHa pisHHLS -0,01 [-0,35: 0,33] -0,73¢[-1,19; -0,27]
Jo2a B kiHLi

AOCHIZKEHHS

Incynin, ogMHHLL 41 66P 45 45

JiparnyTuz, Mr 1,5 - 1,7 =

PozpaxoBaHa pisHung,

n03a DazansHOTO
iHcyniny 25,478 [-28,90; 22,05] -0,02 [-1,88; 1,84]
3apeccTpoBAHi NOKA3HKHKH NEped NOYATKOM, B KilUi JiKyBanHA Ta TxH4 3MiHa. OCTaHHI 3pecCTPOBAMI NOKASHUKN epexeceni vanepen. 935 % aosipunit
iHTepBAN 3a3HAYCHITT ¥ KRagpaTHHX ayxxax ([ ]).

* Tliarsepaxena rinornikeMis BUSHAYACTECR AK TAxKA GopMa rinormikemil (emizon, npu sxoMy moTpidHa gonomora 3 Goxy inwoi mounu) Ta/abo nerxa
rinornikemis (PiBeHE CIRKO3H Y Mna3Mi kposi < 3,1 MMONL/T, HE3ANEKHO Bi CHMITOMIB).

A Kinues! Toukn 3 MIATBEPILKEHOIO Neperarolo Aikapckkora sacodby KeanTtodaii™ y nopisussui 3 npenapatom nopiBHAHHS,

B <0,0001; € p<0,05;

" gepeans 103a IHCYAINY TNAPTIH, 1[0 38CTOCYBANACK TEPE/L IOYETKOM A0CIIKeHHs, CTA0BUAA 32 DANHNLI.

PesynsTaTH HOCTIHKEHHS TPUBATICTIO 26 THKHIB, B XOA1 AKOTO BUBYATOCA 3aCTOCYBAHHA JIIKAPCLKOI'O
3acoby Kcanrodaii® y nopisusiuni 3 nikysannam 6a3ansHO-60IF0CHHM PEXMMOM iHCYITIHOTeparTil, 110
BKJIFOUana GasanbHuit iHeynin (imcynin rmaprin 100 OJl/mn) y xom6inanii 3 60m0CHEM iHCYNIHOM
(IHCYJIH acrapT), 3a y4acTHO NaLi€HTIB 3 LYKPOBUM AiabeToM 2-T0 THUITY 3 HE3a0BIIbHUM KOHTPOJIEM
MpH 3aCTOCYBaHHI IHCYJIIHY TJIaprid 1 MeThOopMiHy, IPOLEMOHCTPYBAJIM CX0XKe 3HIKeHH:A piBHA HbA e
y 060X rpynax gikysauus (cepenniit mokasuuk B 060x rpynax cranosus Bix 8,2 % no 6,7 %). B 0box
rpynax y 66—-67 % mnauienTis 6ymo nocarnyto piBeHb HbAic <7 %. ¥V MOpiBHAHHI 3 JaHUMH TIEPEI
MOYATKOM JTIKYBaHHA CITOCTEPITANOCA 3MEHILIEHHA MacH Tia y cepenuromy Ha 0,9 Kr mpu 3acTocyBaHHI
sikapebkoro 3acoby Kcanrodait® ta 3GinsiicHns Ha 2,6 kr y nauieHTis, sKi 3aCTOCOBYBaH 0a3abHO-
OomocHIi pexkuM IHCYJIIHOTEPAITil, NPHYOMY PO3PaxXOBaHa PI3HHULS 3AJIEXKHO B NIKYBAHHSA CTAHOBUIIA
-3,57 xr (95 % nosipunii intepsan: -4,19; -2,95). Yactka nauieHTiB y BIACOTKaX, y AKUX CrIOCTEpiranacs
TSDKKa Tinornikemis abo MiATBEpIXKEHA CHUMITOMHA rimorjiikemis, craHouna 19,8 % y rpymi
nikapepkoro 3acoby Keanrodail® ta 52,6 % — y rpyni jiKyBaHHs i3 3aCTOCYBAaHHSM OasaimbHO-
OONMIOCHOTO peXKUMY IHCYIIHOTEparii, 2 po3paxoBaHe BiTHOLISHHS TOKA3HHKIB YAaCTOTH cTaHoBH10 0,11
(95 % Al: 0,08—0,17). Cymapna goboBa 1o3a IHCYIIHY B KIHIN AOCTIPKeHHs cTaHoBHna 40 oqHHHLE Y
MAaLIeHTIB, AKI 3aCTOCOBYBAIN Kcanm(])aii””’ Ta 84 opunuili (52 opuuui 6a3aTEHOTO HCYJIHY Ta 32
OaWHMIL OONICHOrO IHCYNIHY) — Yy MNaUieHTIB, sKi OTpuMyBanu 0a3anbHO-O0MIOCHHMN DPEXHM
1HCyriHOTepamii.

CepueBo-cyaunHa de3neka.

JIoCTi [IKEHHS CTOCOBHO CEPIEBO-CYIHHHIX HACIIIKIB 3aCTOCYBaHHA JiKapcekoro 3acoby Kcantodaii®
HE MPOBOANITHCA,

Jliparnyruj

Hocnimxenns "PesynpTaTy OLIHKM CEpLEBO-CYAMHHUX HACHIJKIB BIUIMBY Ta Jii JNipariyTuay mpu
aiaberi" Oyno GaraTOUEHTPOBMM  Naue0OKOHTPOJIBOBAHMM  NOABIHHO  clinuM  KIIHIYHHM
nochigxeHHaM. 9340 nanieHTiB Oyau paHjA0Mi30BaHUM YMHOM PO3NOAINEH] M0 IPyax 3aCcTOCYBaHHS
niparaytiay (4668 manienTis) ado niaanedo (4672 nauwientu), B 000X rpynax mnpenapat A0JaBaiucs
710 cTaHAapTHOT Teparii, ska BrMBana Ha piseHs HbAjc Ta haktopu ceprieso-cyaunnux (CC) pH3uKis.
[Hpopmanis npo nepeuHHI pesynstath abo CTaH 340POB’sl HANPUKIHLI HOCTiIKeHHa 6yna OTpuMaHa
crocoBHO 99,7 % Ta 99,6 % yuacHHKIB IOCIIIKCHHS, PaHIOMI30BAHMM YHHOM PO3MNOTIUIEHHX IO
rpynax 3acTocyBaHHS JjipariyTtuay abo rianeGo BinmosiHO. TpUBAIICTe NEPIOY CIOCTEPEHKCHHA
9
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cTaHOBMNA He MeHe 3,5 poky i He Ginbiue 5 pokis. Koroprta focmiKeHHS BKII0YA/IA HALIEHTIB BIKOM
> 65 pokis (n =4329) ta > 75 pokis (n = 836) i nauienris 3 nerkum (n =3907), nomipauM (n = 1934)
abo TakKkuM (n = 224) nopywenHsm (yukuii Hupok. CepeHilt Bik MallienTiB CTaHOBHB 64 pOkH, a
cepenniii IMT (immexc macu Tima) — 32,5 kr/m?. Cepensst TpHBAmICTh 3aXBOPIOBAHHA Ha Aiaber
cranosuna 12,8 poky.

[TepRHHHOK KiHIIEBO TOYKO JIOCTIKEHHS OyB Yac micis paHIoMi3allil 10 NOABH NEPITHX CePHO3HUX
no6iunmx cepiieso-cynunnux seuil (CIICCS) a came: cMepti 3 npuurHy CC naronortii, HeJaeTaIEHOro
indapkTy Miokapna abo HeleTambHOro iHCYIIBTY. 3aCTOCYBAHHA JTIPArdyTHAY a0 Kpauli pe3yabTaTH B
sano6iranni CIICCS y nopieasHHI 3 muraiedo (IUB. pHCYHOK 6).

Puc. 6. JliarpamMa JaHux aHanisy OKpeMHUX THIIB CepLeBO-CyAMHHMX BHIL. [TomynALis mamicHTis 3
NOBHHM [AKSTOM JaHHX I aHami3y.

Cnissinnowenns Jipa

. Gt R ey 30 ) NG R b
FAS 4668 4672
(100) (100)
Me a ki . MACE 0,87 608 694
CpBHITA RKINUEBA TOYKD — (0,?8-9,9?} (13’0) [14,9)
Cknanosi MACE:
C ¢ S 0,78 219 278
eplueB0-cYANHHA CMEpTh (0,66-0,93) .7 (6,0)
Heneransnuii iHCyasT m‘?[!I,_Si 11) (f:) (33;)
i i iz P ge—— 0,88 281 317
eaeTaannnil indaprr (0,75-1,03) (6,0) (6,8)
0,88 948 1062
]\ 2
Posmnpena MACE — (0,81-0,96) (20,3) 22,7
JlonaTkoei cknanoei posmupenoi MACE:
N 124
Hecradinsua crenoxkapaia (rocniranizauin) - (ﬂ’.;;?ﬁ 26) (I;é) @n
; 4 441
Pepackyinpusanisa KOpoHAPHUX apTepiii e (0.8(:]-91],04) (3?.?} (9,4)
248
Cepuena HenocTaTHicTs (Tocnitanizauis) S (0!703’_82 05) (?If‘f} (5:3)
Inwi Bropunni KiHuesi Toukn:
0,85 381 447
3araabna TeTATBHICTE —— (0,74-0,97) 8.2) (9.6)
He-cepueno-cyannua jeraibHicrs ( 70_;915 18) 1‘652 e
V77-1, (3,9 (3.6)
¥ Ll Ll T T

FAS: rtony.‘lfuix Ans ROBHOrO ar:anis_v . 0,7 08 09 1 1,1 1.2
MACE: cepiioail HECAPHATANB] COPUCBO-CYAHHHI ABH LA
il M RE RNIERTIS 3 nonie

N KLIBKICTE TLUEHTIB

Ha xopucts aiparayrua  Ha kopuers nuane6o

[Tpu 3actocysanHi miparayTuiy y nopiBHsHHI 3 nuane6o npu iX ZogaBaHHi N0 CTAHZAPTHOI Tepanii
crioctepiranocs 3suMKeHHA piBHa HbA 1 Big nowarky nocimimpkerss 4o 36-ro micsait nikysanna [-1,16 %
y nopisuanyi 3 -0,77 %; pospaxopaHa pisHuis Mk rpynamu gikysaunas -0,40 % (-0,45; -0,34)].
Incynin deenodex

Hocniyxennas "DEVOTE" 6ymo pannoMizoBaHHM MOJBIHHO CIIMAM 30CE€PEAKEHHM Ha [IEBHUX ABHIIAX
KIIHIYHAM AOCHI/DKEHHAM TPUBANICTIO 2 POKHM 3 METOI0 MOPIBHAHHSA CEpPIEBO-CYAMHHOI OE3NCKH
3aCTOCYBAHHS IHCYNIHY aermofek Ta incyniny riaprie (100 OJl/Mm) y 7637 namieHTiB 3 LYKPOBHM
niaGeToM 2-r0 THITY 3 BUCOKHM PH3HKOM CEPLERO-CY/IMHHUX ABMIIL,

[TepBHHHOIO KIHLIEBOK TOYKOK AOCIIKeHHs OYB Yac micis pasaomisaiii 10 epuioi moasu 0yab-aKoro
3 TPBOX Cepio3HMX NoliuHuX cepueBo-cyauHuux sBum (CIICCS), mo Bnu3Hadanucs K CMepTh 3
MPHYMHH CEPUEBO-CYAMHHOI MATONOTIT, HeneTanbHuil inapkT Miokapaa abo HenerTansHuil iHCynsT. Lle
JI0CTIiDKeHHS TUIAHYBAIOCA SK JOCITIKEHHA Ui JOBeAeH s He Oimpiroro pusuky possurky CIICCHA
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TIPH 3aCTOCYBAHHI 1HCY/IiHY JAENIHOAEK y NOPIBHSAHHI 3 IHCYTIHOM TJIApTiH 3 ypaxyBaHHAM MOIEPEHBO
3aaHoro mopora BimHoweHHs pusukie (BP) wa pieri 1,3. Byma miarBeppkeHa CepLEBO-CY/HHHA
Gesreka iHCYTiHY ETTIONEK V NOpiBHsHHAI 3 incysiHomM riuaprin [BP: 0,91 (0,78; 1,06)] (ane. pHuCyHOK
7,

B oGox rpynax nikysans piseHs HbA i repery mouaTkoM JocHikeHHs cTaHosuB 8,4 %, a uepes

2 pokn —7,5 % npu 3acTOCYBaHHi AK iHCYNiHY JerOeK, TaK i iHCyiHy riaprit.

Puc. 7. liarpama narux ananizy kommiekcnoi kinnesoi touku CIICCS, wo cxianaeTses 3 TphoxX
KOMIIOHEHTIB Ta OKPEMHX CEPIICBO-CYIMHHUX KiHIIEBHX TOUOK y gocaimkenni "DEVOTE".

Cniesignomenn IHcyain Eicyuin paprin
; _pH3NKiB HeraaeK N (%)
Ocnomnuit ananiz (3-xoMnonenTim | (95% 11I) N (%a)
noxazkiny MACE) el 0,91 (0,78-1,06) 325 (8,51) 356 (9,32)
Cuepth 3 6-¢ e e 0,96 (0,76-1,21) 136 (3,56) 142 (3,72)
npryRn |
Hedaransnuil incyast & f 0,90 (0,65-1.23) 71 (1.86) 79 (2,07}
Hedatansumii IM ———— -—j»—— 0,85 (0.68-1,06) 144 (3,77) 169 (4,43)
CuepTh 3 Gy ab-AKiix —'—i— 0,91 (0,75-1,11) 202 (5,29) 221 (5,79
NPHHUH i
 Fal i 1 T i
qa.7 79 1 Ll 1.3
Ha koprers Heyainy Ha goprers Heyniny
Acrnwaek raapris

N — KinbKiCTh MAUIEHTIB 3 NepLIoto Nonieio, niarsepukencio EAC, fka BUHMKIA M Yac JOCTiIKeHHA.

% — BIACOTOK NAUICHTIB 3 TIEPLIOO Nodicio, miarsepmkenoo EAC, Bia saranskol KinekocTi paHI0Mi30BaHHX MAILIEHTIR,
EAC — KOMITET 3 €KCNepTHOT OLIHKM.

C-¢ — ceplero-cyNHHHNIA,

IM — inhaprt mMiokapza.

J1 — 95 % posipuwnit inTeppan.

Cexkpeuis incyniny / dyskiiis Gera-kiiTHH

Y nopisHsHHI 3 iHcysiHOM nermionek, Kcantodail® nokpamye QyHkio GeTa-KIiTHH, Mpo N0 CBiA4aTh
pe3ylbTaTH BUMIpIOBaHHS, OTpUMani Ha MOAenl romeocrasy mms OwiHkH (yHKiii GeTa-KITiTHH.
[ToxpareHa cekpemis iHCYIIHY y TOPIBHAHHI 3 IHCYIIHOM Aerjtoaexk OyJja IpoJEeMOHCTPOBaHA Yepes
52 TuxHi mikysanHg y 260 nawieHTis 3 niabeToM 2-T0 THITY B XOi AOCIIIHKSHHS 31 CTaHJapTH30BaHUM
npuiomom ki, Jani 3a nepion micns 52 THKHIB TIKYBaHHS BIACYTHI.

AprTepiansHU THCK

YV nauieHTiB 3 HE33J0BLILHMM KOHTPOJEM I[IPH 3aCTOCYBaHHI MOHOTeparii MeTdopMinom abo Horo
KoMGiHawii 3 MOrTA30HOM 3aCTOCYBaHHS Jikapchkoro 3acoly Kcanrtopai® cnpuano 3HWKEHHIO
CepeAIHbOro CHCTOMIUHOTO aPTepianbHOTO THCKY Ha 1,8 MM PT. CT. y HODIBHAHHI 31 3HIDKEHHAM Ha
0,7 MM PT. CT. NPH 3aCTOCYBAaHHI HCYNiHY Aermoaek i Ha 2,7 MM PT. CT. — JiparnyTuay. Y namiesTis 3
HE3/I0BIIBHUM KOHTPOJIEM MPH 3aCTOCYBaHHI MOHOTepanii cynsdoHiacedoBuHOI0 a0 Ti koMOinauii 3
MeTQOPMIHOM TAKe 3HHIKEHHS CTAHOBMIIO 3,5 MM PT. CT. TNPH 3aCTOCYBAaHHI JiKapCLKOro 3acoly
Kcanrodaii® ta 3,2 My pt. cT. npu npuiioMi niaue6o. Pisuuis ve 6yna craTueTudHo 3HaTymoo. B xomi
TPHOX AOCIHIKEHb 13 3aIyd4eHHAM MALiCHTIB 3 HE3aJOBUIBHMM KOHTPONEM TPH 3aCTOCYBaHHI
6a3a7LHOr0 IHCYIIHY CHCTOMIIHUA apTepianbHii THCK 3HHAKYBABCS Ha 5,4 MM PT. CT. IPH 3aCTOCYBAHHI
nikapcekoro 3acoby Kcantodait® Ta na 1,7 MM pT. CT. — IpH 3aCTOCYBaHHI iHCYNiHy AErMIOEK MpH
CTATHCTUYHO 3HAYYIIIA PO3PaxoBaHiil pi3HMIN PE3yNbTaTiB MK TpyNaMH JiKyBaHHA -3,71 MM pT. CT.
(p = 0,0028); aprepiansHuii THCK 3HHKYBaBCA HA 3,7 MM PT. CT. TIPH 3aCTOCYBaHHi JiKapcLKOro 3acoly
Kcanrodait® y nopipnsiaai 3 0,2 MM pT. CT. NpH 3acTOCYBaHHI IHCYNiHY TJIapriH IPH CTATHCTHYHO
3HauyLIiif po3paxoBaHii Pi3HUII pe3yibTaTiB MK rpynamu nikyBanHs 3,57 MM pT. cT. (p < 0,001) Ta
Ha 4,5 MM PT. CT. TIpH 3aCTOCYBaHHi JTikapchkoro 3acofy Kcanrogait® y nopieusaui 3 1,16 MM pT. CT.
npy 3acTocyBaHHi incyminy raaprin 100 OJI/mMn pa3oM 3 iHCY1iHOM acHapT IPH CTATHCTHYHO 3HAUYILIH
pospaxoBaHiil pisHUII pe3ynsTaTiB MK rpynamu JikyBaHus -3,70 My pt. cT. (p = 0,0003).
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DapmakokiHemura

Bsarauni, cpap\aamrcme'rmca iHCYTiHY JerirofieK 1 niparnyTuay npu 3aCTocyBaHH1 mxapcmoro 3aco0y
Kcantodaii® knminivno 3Hauymo He BiapisHsuiacs y NOPIBHSHHI 3 OKPEMHMHM iH’€KUiSMH IHCYIiHY
JIErIH0AeK 1 MipariayTHIY.

Huxue naBeaena iHGopMalia npo cbapwai{m{memqm BJIACTUBOCTI mxapcbmro 3aco0y Kcantodaii®,
SIKIIO HE 33a3HAYCHO, 10 TIpeICTABAEH! JaHi OTPUMaH] IIPH 3aCTOCYBaHHI OKPEMO IHCYIIHY HErII0AeK
a0 OKpeMoO JiparayTHay.

BcMOKTYBAHHS.

3arampbHa eKCTIO3MIS iHCYJNIHY [eriojiek Oyjia OJIHAKOBOKO IMiCIs BBEACHHA IiKAPCHKOro 3acoly
Kcantoait® i oxpemoro Beeaenns incyniny gernroaek, Toai sk Cmax Oyna suine Ha 12 %. 3aranLHa
EKCIIO3MILIA mpamymzry 6yna O7HAKOBOIO TMiC/s BBEACHHA JIKApCHKOTO 3aco0y Kcantodaii®
oKpeMoro BBejeHHs miparmytuny, Toai Ak Cmax Oyma Hmwkde Ha 23 %. Taxa plSHHHH BBaXKa€TLCS
KIIHIYHO He3HauyLI0i0, OCKITBKM MOYATKOBA 71032 JTKAPCBKOTo 3acoly Kcanroc}JaH Ta T KOpeKuis
0BHPAIOTLCS 1HAMBIIYaNbHO BIANOBIAHO A0 LINBOBOrO PiBHS TTIOKO3H Y KPOBI KOXKHOIO OKPEMOTO
MaricHTa.

3a pesynapTaTaMH MOMYIAUIHHOrO cl;apmaxoxmemqnom aHaANI3y, EKCTO3HIisA 1HcymHy JICTTIFO/EK 1
niparnyTuay 30inblIyBanacs TPonopLiiiHO 1031 NikapchKoro 3acody Kcantodait® B ycsomy nianazoxi
03,

dapmakokiHeTHaHEH Tpodins Tikapeskoro 3acoby Keanrodait® noseonse BBoauTH itoro ouH pas Ha
700y, a piBHOBaXHA KOHIEHTpAIlis iHCYNiHY AETTIOAEK i JparayTHAy AOCAraeThcs vepes 2—3 jmi
OZEHHOIO BBEIEHHS JIIKAPCHKOrO 3ac00Yy.

Po3snozin.

IHCYNiH JermIofeKk i JipariiyTHi akTWBHO 3B’sA3yloThes 3 Ginkamur mmasmu (> 99 % ta >98 %
BI/INOBIIHO).

MeraGouizm.

Incyain decnodex.

Posnaz incyniny aermonex Binbyraerhes noaibHo aerpajanii iHCyaiHy JIOAMHH; YCi MeTa00IiTH, 1O
[pH ULOMY YTBOPIOKTECS, € HEAKTHBHHMH,

Hipazaymuo.

lMpoTarom 24 romuH micis BBeleHHs OAHOpasoBoi nosu [H]-mideHoro miparmyTwmy 300pPOBHM
BOJIOHTEPAM, TOJIOBHHM KOMIIOHEHTOM TIPETapary y [U1asMi KpOBi 3aIuIaBcs He3MiHeHHH TipariyTh.
Bynu Busieieni asa apyropsanii merabosniti y nnasmi (S 9 % ta < 5 % cyMapHOi paJioakTHBHO MiYeHO]
1031 y mnasmi), JliparmyTun mMetabosizyeThes aHATOriYHO BENMKHM 3a PO3MipoM Oimkam, 1 xOAHUH
KOHKPETHUH OPraH HE € FONOBHUM LUIJIAXOM BHBEJCHHA 3 OPraHi3My.

Bupenenns.

[lepion HamiBBUBELEHHS IHCYIIHY JACTIIOJCK 3 OpraHisMy CTaHOBMTh TPHOIM3HO 25 TOAMH, a
niparnyTHay — npubnusno 13 roaus.

OcobmiBi TPy MAIEHTIB.

THayienmu noxunozo 6iky.

3a pesysibTaTaMn nonynﬂuii‘moro (hapMaKOKIHETHYHOTO aHawi3y, MO0 OXOIUIIOBAB [aHi M0pOCIHX
nauicHTiB BIKOM 40 83 poKiB, fKI 3aCTOCOBYBAIH Kcaumq;a“@ BIK HE BIUIMBAB KIIHIYHO 3HAYYLLMM
YHHOM Ha (hapMaKOKiHeTHKY Jikapcbkoro 3acofy Keanrodaii®.

Cmame.

3a pesynbTaTaMM TOMYAUIAHOTO (apMaKOKIHETHYHOrO aHani3y JaHHX, CTAaTh HE BIIMBAIA KNIHIYHO
3HAUyIMM 9HHOM Ha (apMaKoKiHeTHKy Tikapchkoro 3acoby Keanrodai®.

Emniune noxodoicenns.

3a pesyiapTaTaMd IOMYJSALiIHHOTO (bapmaxoxiﬂcmqnom aHamizy, 100 OXOMIIOBAB JaHi NalieHTIB
CBPONE0iNHOT, HErpoOiAHOL, IHAIACEKOT, a3ilicbKOl Ta icIAHCHKOT ETHIYHUX TPYT, €THIYHE HOXO,ZI)I(CHH)]
He BIIMBAIIO KIIHIYHO 3HAYYIIMM YHHOM Ha (hapMaKOKIHETUKY JiKapCchKOTo 3aco0y Kcanrodaif®,
[TopyiienHs hyHKIT HUPOK.

Incynin deznodex.

He BuspieHo pisHuili y (apmakokiHeTHili iHCYTiHY OermiOgeKk MiXK 310pPOBHMH BOJIOHTEpaMH |
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NALiEHTAMHE 3 TIOPYLIEHHAM QyHKIIIT HUPOK.

Jipazaymud

V mauienTiB 3 nopymeHHsM (QYHKII HUPOK eKCIIO3HLisA JiparmyTnay Oyiaa HIK90I0, Y [OPiBHSAHH] 3
MOALMH 3 HOPMAIBHOI HHPKOBOK (yHKIi€0. Y TAIieHTiB 3 JerkuM (KIPEHC KpeaTHHIHY CrCl
50-80 ma/xs), momipanm (CrCl: 30-50 m/xs), Takkum (CrCl < 30 M/XB) nopymerHsM GyHKIIT HEPOK
Ta i3 TepMIHANLHOI CTAIi€H0 3aXBODIOBAHHA HHPOK, IO BHMAarama IeMojiaiisy, CIOCTepiranocs
3HUIKEHHS eKCITO3HULIT TiparnyTuay Ha 33 %, 14 %, 27 % T1a 26 %, BIAMOBIAHO.

Takox B X0 KTIHIYHOTO TOCTIIKEHHS TPHBANICTIO 26 TIKHIB Y MALIEHTIB 3 ITyKpPOBUM JiabeToM 2-ro
THITYy | 3 nopymerHsM GyHKiT HEpok noMipHoro crynens Tskkocti (CrCL: 30-59 MJI/XB) CKCNIO3HILiA
niparnytity Gyna Ha 26 % HuKYe, HiXK y 3any4eHHX A0 {HIIOTO JOCHi/UKEeHHS NallieHTIB 3 LYKPOBHM
niaGeToM 2-r0 THITy 3 HOPMANBHOI HUPKOBOIO (YHKIIEI0 aG0 3 IerkuM NopymeHHsM QyHKuil HHPOK.
Mopyurenns ¢pyHKIIT HeYiHKH.

Incynin oezmodex.

He susieneno pisHuui y dapmaxokineruui IHCYIiHY AErmoOAeK MDK 3J0POBUMH BOIIOHTEPAMH i
MauieHTaMHy 3 TIOPYIIeHHAM QYHKIIT MeTIHKH.

Hipaznymuo.

DapMaAKOKIHETHKY JipariyTHy OL[iHIOBATH Y MALUEHTIB 3 PI3HAM CTyNEHeM MopywierHs (yHKuii
MeYiHKH B XOAl MOCILUDKEHHS i3 3aCTOCYBaHHAM OJHOPa30BMX HO3 Ipenapary. Y MNali€HTiB 3
nopyueHHsM GYHKIIT IEUiHKA TErkoro 41 NoMipHOTO CTYNEHs THKKOCT] eKCIIo3 s AiparnyTuny 6yma
Menure Ha 13-23 %, Hik y 3700pOBHX Aofeit. Y MamieHTiB 3 TSHKKAM MOPYIIEHHAM QYHKLIT NEYiHKH
(> 9 6anis 3a mxanoro Yainaa-I1'10) excrozuuis Gyna sHayHo MeHMmO0 (44 %).

it

Jlocnikenns 3acTocyBaHHS Tikapehkoro 3acoby Kcanrodaii® y aiteit Ta mijuritkis Bikom 1o 18 pokis
HE [IPOBOJIMINCS.

Horniniuni oani 3 besnexi.

[porpama JOKIiHIYHOT po3pobKy IHCYTiHY Aok / NiparTyTHY BKIIOYATa OCHOBHL AOCILIDKCHH
KOMBIHOBAHOT TOKCHYHOCT] TpuBanicTio 10 90 [HIR HAa €AMHOMY BiITIOBIIHOMY BUMOraM BUi TBAPHH
(mrypu mimii BicTap) 3 MeTol0 OTpMMAHHS NAHMX A8 MIATPUMKHA [POTPaMH KITiHI9HOI PO3POOKH
nikapebKkoro 3acofy. JIoKansHy MepeHOCHMICTD OLIHIOBAIH Ha KPOJIAX 1 CBHHSAX.

3a pesy/ibTaTaMu JOCTIKEHs TOKCHYHOCTI TOBTOPHHX 103, NOKMiHIYHI dani 3 Ge3meky 3acBiTTHiIN
BiACYTHICTE npobiieM 3 Oe3meKH 111 NOAUHHU.

Peaxuii TKaHHH B MicLi BBEIEHHS Jikapchkoro 3acofy, 3apeecTpoBaHi B XOIi JBOX OCHIIKEHbL Ha
KPOJIAX Ta CBHHAX BilIIOBiZHO, 0OMEXKYBAINCE PEAKIlisIMH 3AMTATCHHS TTKOTO CTYIEHs TAKKOCTI.
JlochizkeHHs 3 OLIHKM KAaHLEPOreHHocTi, MyTareHHocti abo mnopymeHHs (epTHILHOCTI [pu
3acToCYBaHHi KOMGiHamil iHCY/IiHy Aernioex 3 JipariyTuaom He nposoutics. Hapeneni nuwkye Aaui
OTpUMaHi M 9ac JOCTiHKeHb OKPEeMO 1HCYIiHY JETJIONEK i OKPEMO JIIParIyTHAY.

[HeyaiH dezaiodex.

3a pesyabTaTaMy TOKTIHIYHMX MOCHiKeHs (apMaKonoridHoi Ge3rneKky, TOKCHYHOCTI TOBTOPHHUX /03,
MOYKTHBOI KAHIIEPOTEHHOCTI Ta PENpOAYKTMBHOI TOKCHYHOCTI HE BHABJICHO 3arposu s Oesnekn
JIIOJIHHH.

CriiBBiIHOIEHHS MiTOTEHHOT Ta MeTaboMiuHOT AKTHBHOCTI iHCYJIiHY AErmo/ieK He BiIpi3HAECTLCSA Bil
IHCYJIIHY TIOJIHAHA.

Jipazaymuo.

3a pesy/ibTaTaMu JAOKTIHIYHUX 0CTiIkKeHs (HapMakonoTiuyHOi 6e3MneKH, TOKCHYHOCTI NOBTOPHNX 103
a60 TeHOTOKCHYHOCTI HE€ BHABIEHO 3arposu /uis Oesmeku JrOgWHE. B Xoai  HOCHiIKeHb
KaHIIEPOTEeHHOCTi TPHBATTICTIO 2 POKH Y LIypiB 1 MUIICH criocTepiranocs yTBOPEHHS HeCMepTenbHuX C-
KITHHHMX TYXJIHH IMHTOTIOAIOHO! 3ano3u. ¥V wypie He Oyio BHM3HAHEHO /03y, AKa He BHKIHKAE
BUANMMX Hebaxanux edexTis. Taki myxnunu He Oy BHsABIEH] y MaBII, AKI OTPMMYBAIH JIKYBaHHA
nporsrom 20 micsmir. Taki pesynbTaTH 3aCTOCYBaHHs JKapChKOTO 3aco0y y IPU3YHIB CHIpHIMHEHI
HEreHOTOKCHUHMM crienudigHuM MexaHismoM 3a ywactio peuentopie I'TIII-1, mo sikoro rpusyHH €
0c061HBO HyTIUBUMHE, CXOXKE, 10 PEIeBAHTHICTH TAKHX HACTIKIB A1 OpraHi3My JIFOAHHH € HU3BKOIO,
ofiHaK Ti He MOKHA BUK/TIOUMTH 10BHicTIO. He 610 BUSBICHO IHITHX MYXJIHWH TIOB SI3aHAX 3 JTIKYBAHHAM.
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V X0z eKCTIEpUMEHTIB Ha TBApUHAX He 0YJ10 BHSIB/IEHO IPSIMOTO LIKITTMBOTO BILTHRY HA PEPTUITBHICTD,
[poTe NpH BBEACHHI HAMBUINMX [03 BIA3HAYANIOCH HE3HAYHE TIABUILCHHS paHHBOI eMOpioHanbHOI
CMepPTHOCTI. 3acTOCYBaHHS JiparTyTHIY B CepeiHHi nepiody BariTHOCTI HPU3BOAKIIO IO 3MEHIICHHS
MacH Tijia CAMOK 1 YNMOBiIbHEHHS PO3BHTKY IIO/A 3 HESCHUM BIUIHBOM Ha pebpa y 11ypiB i nopyleHHs
ckenery y kpomis. Ilpum szacrocysaHni Hai6inbmioi mo3wm miparmyTHay y HIYpIB CIOCTEPIranocs
YNOBUILHEHHS. POCTY HOBOHAPO/DKCHHX, SKE 3IMIIANOCSH | MPOTATOM MEpiony Ticas BiITy4eHHs Bij
MAaTEPUHCHKOro rogyeants. Herizomo, 4MM came CHOpHYMHEHE TAaKe YNOBITbHEHHS POCTY LIypAT —
3MEHLIEHHSM CIIO’KMBaHHS HUMHU MAaTEPHHCHKOTO MOJIOKA BHACTIIOK GesrocepeHboro Brimusy I'TIT-1
ab0 3MCHILEHHAM YTBOPEHHS MOJIOKA Y MaTepiB BHACIII0K MEHIIIOTO CHOKHBAHHA KallOPIii.

Kainiuni xXapakTepUcTHKH.

Ioxazanms.

Jlikapcwkuii 3aci6 Kcantodait® 3acTOCOBYIOTH IpH HEAOCTATHRO KOHTPOJIEOBAHOMY LYKPOBOMY TiaGeTi
I tuity y 10pOCINX 3 METOO [TOKPAILEHHS [N1IKEMIYHOI0 KOHTPOJIFO SK JOMOBHEHHA 10 AI€TH, (PI3UUHHX
BIIPAB TA IHIIKX NEPOPAILHUX JIKapCLKHX 3ac00iB MUIst MiKyBaHHS LYKpOBOro agiabery.

ITpomunoxazantis.
[TigBHIeHa YYTIHBICTE A0 AiFOYMX pedoBuH abo A0 IHIIMX KOMIOHEHTIB, AKI BKa3aHl y CIIHCKY
JIOTIOMIKHUX PEYOBHH.

Ocodnuei 3ax00u 6eznexu.

[TonepeaHeo HanoBHeHa WNPUI-PYYKA MPU3HAYECHA AN BUKOPHUCTAHHA 3 OJHOPA30BHMM TOJIKAMH
HoeoTeict® a6o Hoso®aitn® momxunoro 1o 8 Mm kani6pom 32G.

[TonepenHLO HaNOBHEHA IIMPUI-PYIKA IPU3HAYEHA JTUIIE /NI IHAUBITYalIbHOTO KOPHCTYBAHH.
Kcantodaii® He MOKHA BUKOPHCTOBYBATH, AKIIO PO3YHH HENPO3OpHH i He Ge30apBHHIL.

KcanTohait® He MOXHA BUKOPHCTOBYBATH, SKIIO BiH OYB 3aMOPOXCHHIA.

Jns xoucnol i1 ekl HeoOX1HO 3aBXK,/1M BHKOPUCTOBYBATH HOBY rojiKy, BUKOpUCTaHI MO/IKH HE MOKHA
sactocoByBaty BApyre. ITicns KomHol 11 €KUIT NAUIEHT MOBUHEH BUKMIATH BUKOPUCTAHY I'OJIKY.

Y pasl 3aKynoproBaHHs FOJIKH NAICHT MOBHHEH AOTPUMYBATHCS PeKOMeHIaIliH, HaBeeHHX HUKYeE.
HesuxopHucTaHuit mikapcsKuit 3aci® abo BIAXOAM €Al YTHITIZYBATH 3THO 3 MICIIEBHMH BUMOTAMH.
JIuB. feTanbHy IHCTPYKIIFO 3 BHKOPHCTAHHA IIIIPUI-PYYKH JIIKapChKOro 3acoby, MO CYMpPOBOIKYC
nikapcbkuit 3acid.

Biaemodin 3 inwiumu aikapeokumu 3acodamu ma inui euou 63aemooiil.

DapmaroOuHamivHa 63a€mo0is.

Jlocnimkenns B3aemoxii mikapeskoro 3aco0y Keantodaif® 3 iHmmmu gikaMu He POBOAMIACS.

Huszka pevyoBHH MOPYIIYVIOTH METabOMi3M TJIIOKO3M | MOXKYTh BUMAaraTH KOPEKIlii A03M JIKapchKOTO
3acoby Kcantodaii®.

PeuosuHM 3/aTHI, NPU3BOAMTH 10 3MEHILICHHS NOTpebM y JjikapcekoMy 3acobi Kcanrodaii®:
npoTuiiadeTnyHi Jikapceki 3acobu, ixriGitopm moHoaminokcupasuw (MAQ), Onokatopu Oera-
agpeHopeLenTopis, 1HriGiTopu aHrioTeHsuHnepereoproroyoro Gepmenty (AIID), camiuunary,
aHaboIMHI CTEPOinH 1 cyIbdhoHaMITH.

PevoBuHM, 37aTHi TPU3BOAMTH 1o 36imbmieHHs ToTpebm y mikapckkomy 3acobi Kcamrodai®:
nepopaisHi  KOHTPALUENTHBM, TiasuAM, [JIOKOKOPTHKOIAW, TOPMOHM IIMTONOAIOHOT 3al103H,
CHMITATOMIMETHKH, TOPMOHH POCTY 1 IaHA30]1.

baokaropu GeTa-aapeHOpeUenTopis 31aTHI MACKyBaTH CUMITOMH TiITOTIKeMI].
OKTpeoTH1/NaHPeOTHI, MOXKYTh NPH3BOIUTH K MO 30IMBIIEHHA, Tak 1 JO 3MEHIIEHHA MOTpedH y
nikapcbkomy 3aco6i Keantogait®.

ANKOTONE MOYKE TIOCHIIOBaTH abo 3MEHUIYBATH TIMOTITiKeMi9HUH ediekT il JiKapchkoro 3acoly
Kcantodait®.

DapmuakoKinemuyHa 63aemoois.

JlaHl excniepMMEHTIB in vitro cBigYaTh MPO T€, MO MOKIHBICTE (apMaKOKIHETHYHOT B3aeMOJAIl NiKiB,
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MeTaGosi3m skux 1o’ s3anuit 3 CYP 1 38’ 13yBanuam 3 GinkaMu IU1asMu KpoBi, € Jy»Ke HU3BKOIO0 AK [
NiparayTHAY, TaK 1 Juist iHCYJIHY JerTioeK.

HeBelrvka 3aTpUMKa CHIOPOXKHEHHS NLTYHKY, LIO CIOCTEPIracThes TPH 3aCTOCYBaHHI TiparmyTHAY,
MO’Ke BIUIMBATH HA BCMOKTYBaHHA OJIHOMACHO BBE/ICHHX IIEPOPAIBHMX IIiKApChKHX 3aCO0IB.
JlocaigkeHHs B3a€MOI1 JIKIB HE 3aCBIAYMIIM JKO/IHOI KIIHIYHO 3HATyIOI 3aTPHMKH BCMOKTYBaHHA.
Bapdapun ma i nOXIOHI KyMApuHy.

JlocaigkeHHs B3aeMoaii He mposoipunucs. He MOXHA BHKIHOYHTH MOXKIHBICTL KIIHIYHO 3HAYyu1of
B3aeMoil 13 cr1abOpO3YMHHUMM JAIF0OUMMU pedoRHMHaMU abo 3 AIOYAMH PEUYOBHHAMH 3 BY3BKHM
TepaneRTHYHNM iHJeKcoM, TakuMmu sk Bapdapu. Ilicms mowaTky miKyBaHHA JIKApCLKHM 3ac000M
Kcanropait® namienram, ski npuiimatots Bapdapun aGo iHuI MOXigHI KymapHHy, PeKOMEHIYEThCS
6inbm yactuii korTpone MHB (MixkuapoaHe HOpMani3oBaHe BiTHOIIEHHS).

Ilapayemanon.

JliparmyTna He CHpPHYMHAB 3MIHM 3araibHOi  ©KCIOSHIHi TapameTamMoly MIC/s 3aCTOCYBAaHHS
oaHOpa30Boi 1031 1000 Mr. Cimax (MaKCHMAa/IbHA KOHUEHTpALliA) NapalieTaMoTy 3MeHmysanacs Ha 31 %,
a MefiaHa tmax (9aC 0 JOCATHEHHS MAKCHMAJIbHOI KOHIeHTpalil) 36imbnryBanaca a0 15 xsunuH. Ilpu
0JIHOYACHOMY 3aCTOCYBAHHI 13 TIapareTaMoIoM KOPEeKLLis 1034 He noTpiGHa.

AmopsacmamuH.

JlipariyTuj He COPHYMHSB KIIHIYHO CYTTEBOI 3MIHHM 3aranbHOI eKCHO3HMUil aTOPBACTATMHY IiCis
OHOPA30BOr0 3acTOCYBaHHS artopractatuHy B n03i 40 mr. Takum YHHOM, IPH OJHOYACHOMY
3aCTOCYBAHHI ATOPBACTATHMHY 13 NIparilyTHaoM KOpPeKiis N03H aTOpPBacTaTUHy He MoTpiOHa. Ilpn
0/IHOYACHOMY 3aCTOCYBaHHI aroppactarTuHy i jiparnyTuny Cmax aropBacTaTHHY 3MEHIIYBanacs Ha
38 %, a MeaiaHa tmax 301Mb0IYBaNAcs BiA | TOAMHH 10 3 FOAMH.

T'puseohyansin.

JliparstyTun He CIpHYMHAB KAIHIYHO CYTTEBOI 3MiHM 3arajbHOl eKcHo3uuil rpuseodynbBiHy micis
0JHOPAa30BOr0 3aCTOCYBaHHs rpuseodybsiny B 1031 500 Mr. Cmax rpu3eodyIbBiHy 30LIbIIYBaTACA HA
37 %, Toai K MeiaHa tmax 32IMIIANACS HE3MIHHOW, Kopekuis 1o3u rpu3eodyNsBiHY Ta IHIINX PEYOBHH
i3 cn1a0o10 PO3UHHHICTIO i BHCOKOIO NIPOHMKHICTIO HE NOTPiOHa.

Hueokcun.

OmHOpasoBe 3aCTOCYBAaHHSA AMIOKCHHY B 4031 | M OJHOYACHO i3 JiparayTHIOM TPHU3BOIMIO [0
amenmenns AUC (nmoma mij KpuBoio) aurokcuny Ha 16 %; Cmax 3MeHWyBazacs Ha 31 %. Meniana
qacy [0 AOCSTHEHHS MAKCHMATBHOI KOHIEHTpALii MUTOKCHHY (tmax) 30inpuryBamaca Bim 1roa mo
1,5 roa. TakuM 4MHOM, KOPEKLUS /1034 JIMFOKCHHY He NoTpibHa.

Jlizunonpun.

OnnHopasoBe 3aCTOCYBAaHHA Ji3HHONPHAY B 1031 20 MI OJHOYACHO 13 JIPAriayTHAOM IPH3BOAWIO A0
smenmenns AUC nisunonpuay Ha 15 %; Cmax 3Menmysanacs Ha 27 %. ITpu 3actocyBasHI JiparnyTHIY
MeiaHa tmax JI3MHONPHITY 30iTbIIYBanacs Big 6 roa 10 8 roa. BUxoasuy 3 HUX Pe3ysIbTaTiB, KOPEKIIIA
JI03U NTI3HHOTIPUITY He TOTPIOHAa.

lepopaneni koHmpayenmusu.

Jiparnytua crpuunsss smeHmeHHsn Cmax eTHHITECTpagiomy i neBoHoprectpemy Ha 12 % ta 13 %
BIAMOBIAHO MiCHIS 33CTOCYBAHHS OJHOPA30E0T /103U KOXKHOTO 3 IMX MEepOpanbHUX MPOTH3AILTIIHHX
npenapaTis. 3aCTOCYBAHHS JipariyTHay OPH3BOJUIO 4O 3MEHLICHHS tmax 000X peuoBMH Ha 1,5 rox.
Kniniuno BaskIMBHIA BIIMB Ha 3arajbHY €KCIIO3HLII K €THHIIECTPaAioily, TaK 1 JIEBOHOPTECTPENY HE
crioctepiraBess. TakuM YHHOM, OYIKYETBCSA, IO IPU OXHOYACHOMY 3aCTOCYBAHHI NpPOTH3AIUILIHHX
npernaparie i3 JIiparjiyTHAOM KOHTPaLenTUBHUI eerT He NopyIIy€eThes.

Ocobrueocmi 3acmocyeanus.

Kcantodait® ne cnin 3acToCOBYBATH MallieHTaM 3 LyKpoBHM Aiaberom 1-ro Temy abo A MiKyBaHHS
11a0eTHYHOTO KeTOanuI03y.

[irornikeMis.

Slkmo nmosa nikapeskoro 3acoby Kcantodait® € Ginpmoro 3a HEOOXiZHY, MOXKE PO3IBHHYTHCS
rinornikemis. Ilpomyck npuiomy iki abo HenepenbauyeHa HampykeHa (i3M4HA ALSUILHICTE MOXKE
MPU3BECTH [0 poO3BUTKY rinordikemii. [lpu komGiHOBaHOMY 3aCTOCYBaHHI 3 TperapaTamu
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CYNb()OHIICEYOBUHA PH3NAK PO3BUTKY TIiMOrIiKeMil MOXHA 3HH3WTH IUIIXOM 3MCHLICHHA 103U
cynsonincedoBuHn. HasgBHICTs cymyTHIX XBOPoO HHPOK, nediHky abo 3aXBOPIOBaHb, 110 YPAKaKOTh
HaJIHMPKOBY 3a7103y, Tinois aGo WIMTOMOLIGHY 3aI03y, MOXE BHUMAaraTH 3MiHM J03H JiKapCEKOro
sacoby Kcanroai®. Y mamienTis i3 CyTTEBHM NOKDAIEHHAM KOHTPOJO PiBHs TIOKO3H (HANPHKIAL,
npu iHTeHcuikarii Teparii) MoKe CMOCTEPITaTHCS 3MiHA 3BHYHMX IOMEPE/UKYBAITbHUX CHMITTOMIB
rimornmikemii, mpo mo iM Tpe6a ToBimomHTH. Y MNaUicHTIB i3 AOBroTpuBanEM niaGeToM 3BHUHI
nonepe/KyBaibHi CHMNTOMH Tinorsikemii (mmB. po3in «IToGiumi peakuii») MOXyTh 3HHKHYTH.
IMponokroBaua aisi nikapeekoro sacoby Kcantogait® mMose npusBecTH IO yIOBiILHEHHS O/l KaHHS Bijl
rinormikemii.

Cinepriikemis.

BeejieHHs HEBIAMOBITHMX 103 Ta/ab0 NMPUIIMHEHHA npoTuaiaberyuHoi Tepanii MOXKe MPU3BECTH A0
POZBUTKY TiTepriikemii i, MOYKIMBO, 10 BUHUKHEHHS TIMEpOCMOJSpHOI Komu. Y pasi MpUITHHEHHS
niKyBaHHS JlikapcekuM 3acobom Kcanrodai® nHeobxinno 3a0e3neunTH NOTPUMAHHS IHCTPYKUIH 110710
3aCTOCYBAHHs AaNbTEPHATHBHMX nporuaiabernunnx mikiB. KpiM TOro, BHHUKHEHHs CYNYyTHIX
3aXBOPIOBAHL, OCOBIHBO IHQEKIIHHNX, MOXKe NPU3BECTH /I0 PO3BUTKY TINEPIIiKEMIl i, TAKHM 9MHOM,
CHOPUYMHUTH 30iiblneHHs notpeGu y nporugiabeTnyrii Tepamii. 3aspu4ai, MepI CHUMITOMH
rinepriikemii pO3BHBAIOTHCS MOCTYNOBO, MPOTArOM AEKiNBKOX roauH abo aHiB, BOHH BKIIOHAIOTDH
chpary, MifBHMIIEHY 9ACTOTY CEYOBWIINEHHS, HYZOTY, G/IOBaHHS, COHIMBICTB, TiMEpPEMito I CYXiCTh
LIKIPH, CYXICTh POTa 1 BTpaTy aleTUTY, a TAKOXK 3arnax alleTOHY 3 poTa.

V Bunaaky Taxkoi (opMu rinepritikemii cmifi PO3TISHYTH MOXJIHBICTH 3aCTOCYBAHHA IHCYIIHY
WBMAKOI Aii. 32 BIACYTHOCTI JMIKyBaHHA TiNEpriikeMidHi fBUINA MOKYTh BPEIUTI-PEIUT CIPUYHHHTH
BUHHKHEHHA TillEpOCMOSPHOI KoMmM /miabeTHYHOro KeToauumosy, SKi MOXYTh OYTH CMEpPTCIBHO
HeOe3NneyHnMH.

Posznaau 3 60Ky MIKipH Ta DiKIPHOT KAITKOBUHH.

[lauieaTH MaOTh TIPOATH IHCTPYKT@X MIOAO HEOOXiAHOCTI MOCTIHOI 3MiHM Micus iH’eKOii s
3MEHIICHHS PU3MKY PO3BUTKY Jinoguctpodii Ta aminoinosy mkipu. ¥ pasi saificHeHHs iH’€KLIA y MICuA
3 3a3HAYCHMMM PEAKLisSMH ICHyE TOTEHUiHHWHA PH3UK BiJICTPOYEHOr0 BCMOKTYBAHHSA IHCYIiHY Ta
[OTIPLICHHS [JIIKEMIYHOr0 KOHTPOI0. [[OBIZOMIIAIOCS MPO BHMAAKH TIMOTIiKeMil Micas panToBoi
3MiHM TAKOTO MicLs iH’€Kuii Ha iHwe, He ypax)eHe. PeKOMEH[0BaHO ITPOBOINTH MOHITOPHHT TIIFOKO3H
KpOBI Micjs 3MiHM Micus iH’ €KLl 3 ypaskeHOro Ha He ypaKeHe Ta KOPEeKIIo 031 MpoTHIiabeTHIHHX
JIKapChKHUX 3aCO0IB.

KombinoBane 3acTOCYBaHHA IMOMIITA30HY 13 MpenapaTtaMy IHCYIIIHY.

[osifomiisiiocst MPO BHMAAKE PO3BUTKY CEPIIEBOI HEMOCTATHOCTI IIPH 3aCTOCYBAHHI MIOITITA3OHY Y
KOMOiHaUil 3 mpenapaTamMu iHCYNniHY, 0COBIMBO Y NAUieHTIB 3 hakTOpaMy PU3HKY PO3BHTKY 3aCTIHHOT
cepuesoi HegocTaTHoCT. Le BapTo BpaxoByBaTH, NPU3HAYAKOYH JIIKYBaHHs KOMOiHaIi€10 MIOIIITA30HY
3 nikapebkum 3acofom Kcanrodaii®. IMpu sacrocyeansi Takoi komGiHoBamoi Tepamii HeoGXifHO
crnocTepiratd 3a CTAHOM MNALIEHTA HA MPEAMET BUHUKHEHHS Y HbOIO O3HAaK I CHMMTOMIB CEPLEBOI
HEAOCTATHOCTI, 301MbIIEH s Bary 1 HaOpaKis. ¥V pasi 6yab-aKoro noripmeHHs GyHKii cepis TKyBaHHA
MOTJTITA30HOM CJIi ] TTPUITUHUTH.

[TopyuienHa 30py.

[nTeHcudikaLis Tepamnil iHCYTIHOM, SKHIf € CKIa0BO0 JTikapchkoro 3acoby Kcantodai®, i3 weuakum
MOMIMUIEHHAM TIIIKEMIYHOIO KOHTPOIK MOXKE CYIPOBOUKYBATHCS THMYACOBHM  TOTipLICHHAM
niabeTHYHOI PeTHHOMATII, aje AOBrOTPHBA/E IIOKPAIUCHHS ITiKEMIYHOIO KOHTPOIIO TIPH3BOAHTE J0
3MEHIIEHHs PU3HUKY TIporpecyBanns AiabeTn4Hol peTuHonarii.

Y TBOpPEHHA aHTUTIIL.

3acTocyBaHHs Jikapebkoro 3acoby Kcanrodait™ Modke cipuuMHUTH YTBOPEHHS aHTMTIN JIO iHCYmiHy
aernoek Ta/abo miparnytugy. B piakux BuIaKax TPHCYTHICTh TaKWX aHTHTLT MOKE BMMAaratu
Kopekwii 103u nikapcekoro 3acoby Keanrodait® nns sanobiranus po3suTky rinep- abo rimormixemii. ¥
Ayike HEBEIWKOTO YHCIa TMalicHTIB JiKyBaHHS JIIKapchKUM 3acobom Kcanrohait® crnpuannsio
YTBOPEHHS aHTHTLN, IO € CTIeNU(iYHUME 10 THCYJIIHY JErIofeK, [IePeXPecHuX aHTUTIN 10 iHCymiHy
noanHn abo aHTUTIN K0 AiparnyTday. YTBOPEHHS aHTHTUI HE CYIPOBOMKYBAJIOCH 3HHKECHHAM
edrexTnrHOCTI Nikapchkoro 3acoby Kearrogpait®.
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["ocTpuii MaHKpeaTHT.

[Tpu sacTocysanui aronictis peuentopie [T1I1-1, y ToMy 4uci QiparayTuay, CTIOCTEPIraIuCs BUITAIKH
FOCTPOro MaHKpeaTHTY. TTatieHTaM CiTif posroBiCTH PO XapakTepHi CUMIITOMH NOCTPOTO IAHKPEATHTY.
TIpu ni03pi HA MAHKPEATHT JTiKyBaHHA NiKapChKUM 3aC060M Kcarrohaii® ciij mpUNHAATH; Yy BUNAAKY
NiATBCPIKEHHS JiaTHO3Yy TOCTPOTO IAHKPEATHTY JIKyBaHHS IiKAPCBKUM sacobom Kcanrodaii®
BiJIHOBJIIOBATA HE CIIJI,

[To6iuni Apuia 3 Goky mUTonMoAIOHOT 3a/103H.

B xoai KIHIYHMX [OCTiZKEHb MpH 3acTocyBammi aromicris penentopis I'TIII-1, B Tomy wmcri
niparayTHIY, HOBLIOMIISUIOCS PO BHMNAAKH BHHHKHEHHS M00iYHUX ABHIL 3 GOKY IIHUTONOAIOHOI 3aJI03U
(Taki sk 300), 30KpeMa y TMaLi€HTIB 3 yKe HAIBHUM 3aXBOPIOBAHHAM IMATONOIOHOT 3a71031. Y 3B 43Ky
3 M, Takam manientam Keanrodail® ciia sactocosysath 3 00epekHICTIO.

3ananbHe 3aXBOPIOBAHHS KMIIKIBHUKA i 1ia0€THYHMI racTpomapes.

Jlocin 3acTocyBasHs Iikapchkoro 3acoby Kcantodai®™ mamienTaM i3 3anajibHHM 3aXBOPIOBAHHAM
KHUIKIBHHKA i AiaGeTMYHMM racTpomape3oM BiACYTHiH. V 38’i3ky 3 IMM TakuM [auieHTaM He
pexoMennyeThes npuimaru Keanropait®.

JlerigpaTattis.

B xoni kniHigHMX JOCTIZKEHbL HpHM 3acTocysaHHi aromictie peuentopie I'TII-1, B Tomy wmcni
nipariyTuiy, Mo BXOJUTh A0 CKIady JiKapchKoro 3acody Kcanrodaii®, mosigoMisuiocs Ipo BUIaIKH
BUHMKHCHHS O3HAK | CHMIITOMIB Jerizpatauii, BKIIOYaw4d MOpYNICHHA (QYHKUii HUPOK Ta rOCTpY
HUPKOBY HEI0CTAaTHICTB. [lamieHTH, sKi 33CTOCOBYIOTh JiKapchkHit 3aci0 Kcantodaii®, nosunsi 6yTn
n0iH¢OpMOBaHi TIPO PH3HK Jerimpartali, MoB’s3anui i3 noGiuxuMu epexkTaMu 3 00Ky LUIYHKOBO-
KHIITKOBOTO TPAKTY, | HIOBHHHI BXHBATH 3aX0/TH /1A 3aN00ITaH s riNoBOJIEMIl.

3ano6iraHHs MTOMHIKOBOMY 33CTOCYBAHHIO TKAPCHKOTO 3aC00Y.

[Ma1ieHTIB CTil MPOIHCTPYKTYBATH IIPO HEOOXIAHICTE 3aBX/IH MEPEBIPATH HAIIHC HA ETHKETIIL MIMPHILI-
pYYKH repe] KOKHOIO 1H €KUi€I0, o0 YHUKHYTH BUIIJAKOBOIO MEPETITYTAHHA JKapCBKOro 3acody
Kcantodait® 3 inmmmu i1’ exuifHUME IPOTHAIa0eTHYHUMHE JIIKAMH.

[TaLieHTH NOBMHHI Bi3yasbHO MEPEBIPATH HA MIMMILHUKY WINPHI-PYYKH KiTbKiCTh OXMHHLL HaOpaHoi
n03u. TakUM UHHOM, YMOBOK) CaMOCTIffHOTO BBEEHHs JKapchKoro 3aco0y MamieHTaMH € IXH:
JmaTHICTL NpouMTaTH WPy Ha NiuwTEHHKY 703H. CIIiI IPOIHCTPYKTYBAaTH HE3PAIMX MAliCHTIB abo
MAaieHTiB 31 CIAGKMM 30pOM Mpo HEOOXiMHICTh 3aBKAM KOPHCTYBATHCA IOMOMOTO/MIATPHMKOIO 3
oKy iHIIMX TI07IeH 3 TOGPHM 30pOM, siKi BMIOTh 3aCTOCOBYBATH IPUIA JULL BBCACHHS [HCYIIHY.
[1[06 3aro6irTd NOMHATKOBOMY IO3YBAHHIO i NOTCHLifHOMY MEpENO3yBAHHIO, NALIEHTH i MEAMYHI
daxiBLi He NOBUHHI y HKOJHOMY Pa3i 3aCTOCOBYBATH IHLUIMH MINPHIL A HaOHPaHHS JIIKAPCEKOro 3200y
3 KapTpUaXKa MoNepeHb0 HAMOBHEHOT LUTPUL-PYUKH.

V pasl 3aKynoprOBaHHS TONKH TAIlICHT MOBHHEH IOTPHMYBATHCH pexoMen/iallifi, HaBeJCHUX B
IHCTPYKIIT 3 BAKOPUCTAHH ILIIPHI-PYYKH NIKapCLKOTO 3ac00y.

KaTeropii mamieHTiB, HE OXONIEHUX JOCIKEHHIMH.

JIOCTiKEHHS CTOCOBHO Iepexoy 3 Tepanii GaszansHuM iHCymiHOM B Jo3ax < 20 Ta > 50 oaHHMIB HA
NIKYBaHHS IIiKapceKOro 3acody Kcarrodaii® He npoBoanucs.

Jlocniz nikyBaHHs NAUIEHTIB 13 3aCTIHHOIO CEPIIEBOIO HENOCTATHICTIO Kiacy IV 3a kracudikauiero Hpro-
Hopkebkoi acouiauii xapaionoris (NYHA) BiaCyTHIH, y 3B'A3Ky 3 4iM 3aCTOCYBaHHA J1KapCLKOIro
3aco6y Kcanrodai® Takum nauienram He peKOMEHIYEThCA.

Keanrodait® mictuts menme | Mmons Hatpito (23 mr) B ommiit 103i, TOMY LEiHl JiKapChKuH 3acio
BBa)KAETHCS TAKAM, 1[0 IPAKTHYHO HE MICTUTHL HATPIIO.

Bidcmedicyeanns,
Hassa Ta cepis jiKapchkoro 3acoby, 10 3aCTOCOBYETHCS, MaloTh OyTH WYiTKO 3a3Ha¥eHi UL
noKpatieHHs BiCTeXYBaHHsA Gi0NOriuHOro NiKapehKoro 3aco0y.

Sacmocysanns y nepiod eazimuocmi abo 200y6anna 2pyoor.
BariTHiCTE.

Y3rompeHo 3 marepianamu
peecTpaLifHore Aocke
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Kniniunmii goceip sacrocysamms Jikapebkoro 3acofy Kcanrodaii®, imcymimy permomek abo
NiparayTHIy BariTHAM XiHKaM BimcyTHid. SIkio mamicHTKa nparHe 3aBariTHiTH abo cTae BariTHOI,
NikyBaHHS Tikapckkum 3acobom Keantodait™ et mpummHuTy.

JlocnimxeHHs penpoayKTHBHOI GpyHKuiT Ha TBAPHHAX i3 3aCTOCYBAHHAM 1HCYJIIHY JCTTII0ICK HE BHABUIHM
KOJIHOT PI3HULI MDK iHCYJiHOM AEIJIOAEK Ta {HCYIiHOM JIIOJMHH CTOCOBHO €MOPiOTOKCHYHOCTI Ta
TepatorenHocTi. JIOCTIMKEHHs JiparinyTuay Ha TBApMHAX 3aCBiTYHIN HAsSBHICTE DPENPOLYKTHEHOI
tokcuuanocti (muB. «Jlokiniuni gani 3 Gesnekn») Buwe. IloTeHUiHHMI PHSHK AN TIOAHHA HEBIAOMUIL.
[ojtyBaHHsA rpyamio.

Kniniunuit j0cBif 3acTocyBaHHs mikapcekoro 3acoly Kcanrodail® mporsrom mepiofy romyBaHHs
rpyaato BincyTHil. Hesinomo, 9u npoHukae iHCYIH geroiex abo AiparmyTHR y TPY/JHE MOTOKO. Y
3B’ 3Ky 3 Opakom nocsiny, Keantodaii® ne ciij 3acTocoByBaTH POTATOM NEPIOLY FOLYBAHHSA TPYULO.
V mypis iHCYiH AErmIONeK IPOHKMKAB Y MOJIOKO; HOro KOHIEHTpallis Y Mool OyJie MEHILOK, HIX y
nnasMi kposi. JloCHimKeHHS Ha TBapUHAX INIPOJEMOHCTPYBATO HMU3BKHH CTYNMEHb HAAXOMKEHHS
niparnyTaay Ta GIH3BKUX HOMY 3a CTPYKTYpoIo MeraGouitTie y monoko. JIOKMiHIUHI JOCIiAKeHHs
3aCTOCYBAHHS MIPArJIyTH/IY 3aCBiTIMIH TIOB’ I3aHe i3 TIKYBaHHAM YNOBUIBHEHHS HEOHATATBEHOTO POCTY
y CHCYHIIB typiB (AuB. «Jloxninigni Aani 3 O0€3MeKn») BUILE.

DepTUNEHICTS.

Kniniuauit gocBin 3acrocysaHHs Jjikapekkoro 3aco0y Kcanrodail® B koHTexcTi BHBUCHHS
bepTHIBLHOCTI BIACYTHIH.

JlocnimKeHHs H4 TBapHHAX CTOCOBHO 3aCTOCYBAHHSA IHCYJiHY JErNOEK He BHABHIM JKOXHOrO
nebaXaHoTo BIUTHBY Ha (epTunpHicTs, OKpIM HE3HAYHOTO 3MCHLICHHA HYMCIA JKHBHX 3apOIKiB,
JOCIIKCHHES Ha TBAPUHAX i3 3aCTOCYBAHHAM JIPArTyTHIY HE BUSBHIIM SKOIHMX CBi4eHb LIKiUTHBOTO
BMINBY HA (PePTHIEHICTS.

30ammicme snausamu na wEUOKicmbs peakyii npu Kepysauui A8MOMPAHCROPMOM abo iHWUMUY
MEXaHizmamu.

[lpu rinorikemii 37aTHiCTH MANicHTa 1O KOHLEHTpAUil yBaru i MIBMAKICTE pEaKmil MOXKYTb
noripumutics. Lle Moyke 6yTH PU3HKOBHEM Y THX CHTYALISX, KOJIU TaKi 3aTHOCTI € 0COOIIMBO BAKITHBHMH
(Hanpukiajl, IpU KEpyBaHHI TPAHCTIOPTHHMH 3ac00aMu abo IpH pobOTi 3 MeXaHi3MaMH).

[TaiieHTamM HeoOXiIHO PEKOMEH IYBAaTH BXKUBATH TIEBHI 3aX0/TH, 1100 3ar06GirTH PO3BUTKOBI IiNOriKemil
P4 KepyBaHHI TpaHcnoprHMMH 3aco0amu. Ile ocoOGnuBO BaXIMBO A8 THX TAIIEHTIB, Y SKHX
CIIOCTEPIracTHCH SHIKEHHS YU BIICYTHICTS YCBIZOMIICHHS 3arpO3/IMBUX O3HAK TIMOTTIKeMIi abo ¥ AKHX
CMOCTEpIraroTECs YacTi emizomu rinoriikeMii, ¥ Takux BHIAJKax CIiJl PO3MNISHYTH THTaHHA MIOAO
JOUITLHOCT] KepyBaHHsA TPAaHCIIOPTHHMHU 3ac00aMu.

Cnocit sacmocygauna ma 003u.

[osvearHs.

Jlikapcokuil 3aci6 Kcantodait® Beoawthes nimmkipHo oaus paz Ha no6y. Jlikapcekuii 3aci
KcaﬂTOQJaﬁ@ MOKHA BBOAUTH Y Oyab-9KHH yac npoTarom aH:A, OaykaHo B OJIMH TOH JKe caMHii yac.
Jlosa mixapeekoro 3acoby Kcanmrodail™ niadupaetbcs i3 BpaxyBaHHSIM iHIWBiAyanbHMX MOTped
nauieHTa. PexoMeHI0BaHO ONTUMI3yBaTH TIiKEMIYHMH KOHTPOIIb LUIAXOM KOPEKUIl 103H, 3aJ1€KHO Bijl
PIBHS IJIIOKO3H B IJIa3M1 KPOBI HATILE.

Kopekuis nosu Moxe Oyru morpibua npu 3mini ¢isuunoi akTHBHOCTI a0 3BHYHOIO PalioHy
XapuyBaHHs MALIEHTA TA [IPU CYIIYTHIX 3aXBOPIOBAHHSAX.

[TamicHTaM, fKi MPOIYCTHIM CBOECYACHO BBECTH H03Y NpPENapaTy, PeKOMEHIOBaHO 3pOOUTH IH €KUII0
0/Ipasy, sK BOHH TIPO II€ 3Tajaiu, MCAd YOro NOBEPHYTHCS 10 3BUYAHHOIO PEKUMY BBCICHHA — OJHH
pa3 Ha 100y, [HTepBan Mik iH’eKIlisMH MOBHHEH 3aBi/IH CTAHOBHTH MIHIMYM 8 roauH. Ile cTtocyernes
TAKOK THX BHMAIKIB, KOJIM BBEICHHS B OAMH 1 TO caMui gac 10OH HEMOKITHBE.

Tikapcokuii 3aci6 Kcanrodait® 3acTocoByeTsest muisixom BBeseHHS KpOKiB 103u. OIUMH KPOK 103H
MicTuTe | oamuuLio iHcyniHy merarogex ta 0,036 mr siparmytuay. [lonepeanso 3amoBHeHa WTPHI-
pyuka 3abe3neuye BBeIEeHHsS Bill OQHOI'O A0 [I'STAECATH KPOKIB J03H B OjHIM iH’€KIIT 3 MOCTYMOBHM
30ITBUIEHHAM 030 Ha OIHH KPOK 103H. MakcuMansHa 1060Ba go3a nperapaty Keanrodaii® craHosuTs
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50 kpokis 1031 (50 oAMHMLE iHCYTiHY nermojex Ta 1,8 Mr miparayTuay). JliMniIbHUEK Ha ITIPUL-PYY Ll
MOKasye KiTbKIiCTh KPOKIB JO3H.

JTooakanms 00 nepoparbHux YYKPOIHUICYBARbHUX NIKAPCHKUX 3aC00IE.

PekoMEHIOBaHA MOYATKOBA 1032 NiKapcLKOro 3acoly Kcanrodait® cramoButs 10 KpOKiB mo3u
(10 onuuHLE iHCYNiHY fermonek Ta 0,36 Mr mipariayTHILy).

Jlikapcpkuit  3acid Kca.nm(pa“@ MOMHA 3aCTOCOBYBATH [0JAaTKOBO [0 BXKE 3aCTOCOBYBAHHX
Lty KPO3HIIKY BAILHIX mKkapeskux 3aco6is. [Ipy OZHOYACHOMY 3aCTOCYBaHHI JiKApCHKOrO 3acoly
Kcantodaii® Ta cynbhoHinceyoBUHH, CIif 3MEHIINTH A03Y CY/Ib(OHIICCYOBHHH (muB. poO3ALNL
«OcoOMMBOCTI 3aCTOCYBAHHS).

ITepexid sid mepanii azonicmom peyenmopie I'TII-1.

IMepex TuM, SK PO3MOYATH NIKYBaHHS mxapcm{m\{ zacofom Kcanrodaif®, sactocysanHs arosicTis
peuernropis ITIT-1 corip mpumisuTy. [Tpu nepexoni Bia Tepanii i3 3dCTOCy'BaHHHM aroHicTa peLenTopis
[TITI-1 PEKOMCH/I0BAHA 1104ATKOBA 71032 NiKapcEKOro 3acoby Kcantodaii® craHoBuTH 16 KPOKIiB 1034
(16 onuunup incyniny permogex ta 0,6 Mr miparmyTuay) (auB. posain «Cbapmaxonﬂﬂawxa»)
PekoMeHIOBaly M[OYATKOBY 03y MEpEeBHUIyBaTH He MOXKHA. IIpu mepexoni Bia NiKyBaHHS i3
3acTocyBaHHAM aronicta peuentopis ITITI-1 Tpusanoi Al (Hampuxmaj, NpU BBSIACHHI OJMH pas Ha
TWHKIEH) HEOOXITHO BPAXOBYBATH HOrO NpPOJIOHroBaHy mil0. JliKyBaHHS JiKapCchKuM 3acoboM
Kcanrodait® cnig po3noyuHaTH B TOH MOMEHT Yacy, Kouu nepejibayascs IpHAOM AroHiCTY peLenTopis
[TI-1 tpuBanoi mii. PexoMermoBaHo 3AiHCHIOBATH peTe/IbHUE KOHTPOITh PiBHS TIIOKO3H KpOB1 IpH
nepexo/i Ta IPOTArOM HACTYITHHX THKHIB .

[epexid 6i0 mepanii’ i3 3acmocysannsiym 6ydb-aK020 pedicumy [Hcyamomepanii, 00 ckiady koo
8x00UML 6A3AALHUL THCYNIH,

[lepen moyaTKOM JTiKYBaHHS JiKapcekum 3acobom Kcanrtodaii® sacTocyBaHHs OyIb-SKOTO PEXHMY
incyninoTepamii cain npunuanTy. [py nepexoxi Big Gyab-sxoro iHIIOTO PeKUMY iHCyIiHOTEpamii, do
cKAaoy m{oeo 6xo0ume 6azaabnuil iHCYAin, PEKOMEHJIOBAHA [0YATKOBA 1032 JIKAPCBKOrO 3aco0y
Kcantodaii® cranosuts 16 kpokis 1031 (16 oauHuLs incyainy Aermogek ta 0,6 Mr miparmyTaay) (aus.
posainu «Ocobaueocti 3acTocyBaHHs» Ta «PapMakOKiHETHKa»). PEKOMEHIOBaHYy MOYATKOBY A03Y
MepeBHIyBaTH HE MOKHA, al€ B OKPEMHMX BHIIAJKax 03y MOXKHA 3MEHLUMTH JUis 3anobiraHHs
rimornikemii. PexoMeHI0BaHO 3iHCHIOBATH peTenbHUIl KOHTPONb PiBHA TIIOKO3H KPOBI IIPH NEPEXO/Ii
Ta MPOTATOM HACTYITHHX THHKHIB.

Ocobnusi epynu nayicnmie.

Hayienmu nimusozo 8iky (=65 poxis). Jlikapcokuil 3acio Kcanrtodaii® moxma 3acTocoByBaTH
nauieHTam JTitHROro Biky. CITiZl TPOBOAUTH GiNbII PETENLHMH MOHITOPHHT PiBHSA TIIFOKO3H B KPOBI 1
KOPEKLIi10 1031 BUKOHYBATH IHIUBIMYyanbHO.

opywennusi ghynxyii nupox. Tlpu sactocyBaHHI TiKapchkoro 3aco0y Kcanrodaii® nauienram 3
MOPYIIeHHAM (YHKLIT HUPOK JErKoro, MOMipHOro a6o THKKOTO CTYMEHS THKKOCTI HeoOXinHo
MOCHIMTH KOHTPOJL PIBHA [VIIOKO3M KpOBI Ta 3abesmeuwTy iHMBimyansHy Kopekuiio aosu. He
PEKOMEH/I0BAHO 3aCTOCOBYBATH MiKapchkuii 3acid Keanrodait® namienTam 3 TepMiHATHHOIO CTai€Io
3aXBOPIOBAHHS HUPOK (IMB. po3zinu «PapMakoIuHaMika» Ta «PapMaKOKIHETHKE).

Topywenns Qynkyii neuinku. Jlikapcskuii 3acid Kcanrodait® MoHa 3aCTOCOBYBAaTH MallicHTaM 3
JIErKo10 a60 IOMIPHOIO TAKKICTIO nopyiienHs GpyHkiii nevinkn. HeoOXiqHO NOCHINTH KOHTPOIb PiBHS
FIIOKO3M KPOBI Ta 3a0e3meunTH 1HIMBIyalbHy KOPEKII JO3M.

He pexoMen10BaH0 3aCTOCOBYBATH nixapeekuii 3aci6 Kcanrodaii® mamientam 3 TOKKHM OPYIICHHIM
(GyHKUii neviHkK, yepe3 BMICT niparnyTuay (IMB. pO3ai «(Ilapmaxomuemxa»)

[imu. [lani npo sacrocyBasss nikapeskoro saco6y Keantodai® y aiteii Bincyri.

Cnocib gsedentisi.

Jlikapewkuit 3aci6 Kcantodait® npushauenuii nume 1st mimmkipnoro seenenns. Jlikapeeknit 3aci®
Kcantodait® me MoKHA BBOAKTH BHYTPILIHBOBEHHO 200 BHYTPIIIHEOM A30B0.

Jlikapesknii 3aci6 Kcanrodail® BBOIMTLCA NAWKIPHO HUISXOM iH’ €Kil y CTETHO, y muiede abo y KHBIT.
[Llo6 3sMeHIMTH PU3NK PO3BUTKY mimomucTpodii Ta aminoigosy wkipn (amB. posmin «OcobnHBOCT
3acTocyBanHa» Ta «I1o6iuni peakuii»), He0OXiAHO MOCTIHO 3MIHIOBATH MiCIIe iH’€KUIT HABITH ¥ TiH Ke
camiil JinsHLi BREmEHHsS NiKapchkoro 3acofy. 3a MOAANBIIMMY IHCTPYKLISMH LIOAO 3aCTOCYBAHHI
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nikapcekoro 3acofy HeobxinHo 38epHyTHCS 10 po3ziny «OcobnuBi 3aX0au Oesnex.

Jikapewkuit 3aci6 Keanrodait® ne Moxna Habupaty TIMPHIIOM 3 KapTPHKA HONEPEAHRO 3aIIOBHEHO]
HWINPUL-pYUKH (IR, po3ain «Ocolnuei 3axoam Gesnex». ).

[TanieHTIiB C1i IPOIHCTPYKTYBATH NPO HEOOXIAHICTE 3aBK/ 1M BHKOPHCTOBYBATH HOBY IojKy. [IoBTOpHE
BUKOPHUCTAHHA IHCYJIHOBHX TOJIOK TNIABHILYE PH3HK 3aKyNMOPKH TOJOK, 110 MOXE IPH3BECTH 10
BBEJCHH HENOCTATHLOI 103K abo [0 BBEJEHHS HaaMipHOI 7034 mikapcekoro 3acoly. ¥ pasi
3aKYMOPIOBAHHS TONKM NALUECHT MOBMHEH JOTPUMYBATHCS PEKOMCH/ALli, HaBeNeHNX B IHCTPYKUIi 3
BHKOPHCTAHHS MIMPHI-PYUKH JKApCHLKOTo 3acoby (auB. po3ain «Ocobimei 3axou GE3meKu». ).
JletansHa indopmariis o0 pe3yabTaTiB KIiHIYHAX AOCIiIKeHb KoMOiHaNil 3 IHIIMMHY TIpernapaTamn,
BIJIMBY HA IIIKEMi4HMII KOHTPONL Ta 3aCTOCYBaHHA Y DI3HHX TONYJIALIAX HagaHa y po3ainax
«OcobnuBocTi 3acTocyBaHHaS», «Bzaemomis 3 iHmMMuU JiKapchKUMHK 3aco0aMM Ta IHMI BHIM
B3aeMo iy, «PapMakoJUHAMIKAY.

[HCMPYKYiA 3 GUKOPUCTIAHHA WRPUY-PYYKU Nikapcbrozo 3acoby Keanmopait® 100 Of/ma + 3,6 ma/mn,
PO3YUH 014 iH €KYl
Byae nacka, yBaskHO TpouHTaiiTe 110 iHCTPyKHil0 mepen 3acTocyBaHHsM Bauwioi morepe/Hso
HATMORHEHOT INPHI-PYHKH 3 TiKapchkum 3acobom Keantodait®.
He 3acrocoByiiTe mnpuu-py4ky, qokn Bam nikap abo mejacectpa He HapyaTh Bac mpaBuibHO
KOPHCTYBATHCS HElO.
[MouHiTs 3 MepeBipkH MApKyBaHHS HA CBOIil LWINPHL-PYYLi, 100 MEPEKOHATHCS, 110 BOHA MIiCTHTH
cave Keanrodaii® 100 OJ/ma + 3,6 Mr/MiL, micis 49Oro YBaKHO IPOJAMBITECS HABEJCHI HIDKUE
imrocTpanii, mobd 03HaHOMHUTHCSA 3 PI3HUMH YacTHHAMH BaIrol mpHI-pyyYKH 1 TOJIKOI.
Axuo Bu wespswi a6o macte cnadkuit 3ip i we 6aunmTe UHPpPH HA JIYMIBLHHKY A03HM, He
BUKOPHCTOBYHTE WK MNOPHI-PYYKY 0e3 CTOPOHHBOI JOMOMOrH. 3BEPHITLCA MO JOMOMOry [0
JIKOJMHHU 3 HOPMAJILHUM 30pOM, K2 HABYMIIACH IPABHIBHOMY KOPHCTYBaHHIO IONEePeHE0 HAaNlOBHEHOIO
LWINPHL-PYUKOIO 3 JTikapchkuM 3acobom Keanrodait®.
Kcantogaii® € nikapcsKnM 3aco60M, 1m0 MIiCTHTS incyin geraogex i aiparayrua. Keanrodpaii®
BBOAUTLEA 3 "Kpokom 1031". OquH Kpok 103K MicTHTh | oguHMIKO iHCYNiHy Aermogek Ta 0,036 mr
AiparnyTHAY.
Batua nonepeiHr0 HaNOBHEHA MITIPHI-pyUuKka 06Ta/IHAHA CEeNeKTOPOM 7031, BoHa MiCTHTE 3 M1
nikapcekoro 3acoby Kcantodait® y surnsai posunsy. Lnpui-pyuxa 103B0sie 31iiCHHTH BBEEHHS
TAKMX 103
- OJIMH KpOK 103H;
- 10 50 kpokiB 7031 Makcumym (110 Bianosizae 50 oguHULAM IHCYNIiHY Aerarogek + 1,8 Mr

JIparTyTHIY).
Bama mmpui-py4ka 103BONA€ BBOIUTH JIO3H MOPIIISAMHE TIO OJHOMY KPOKY JO3H.
He nepepaxosyiite cBow o3y, Habpane Bamu uncno kpokis 1031 Bifnosiaae Tiit uudpi, 1o nmoxaszana
Ha JIIYMITBHUKY 103U INPHL-PYYKH.
Bawa wnpuu-pyyka NpusHauyeHa UL BUKOPHUCTAHHS 3 OJHOpasoBumM romkamu HosoTsicT
Hopo®aitn® nosxunoio 10 8 Mm kaniopom 32G. TokH 10 KOMIUIEKTY YIAKOBKU HE BXOIATh.
A Baxnuso!
3BepHITH OCOOIMBY yBary Ha KOMEHTApI, 10 NOMIYEH] TAKHM CHMBOIIOM, TOMY IO BOHH € BaXKIIHBUMH
A5 6e3MeYHOro 3aCTOCYBaHHS IUIPHL-PYIKYL,
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Honepeanso HANOBHEH2 WNPHU-PYHKA 3
aixapenkum 3acobom Keanrodaii® ra romxa

(3pazok)

Kosnavok JoHinuii
LInpHi- KOBIAHYOK
PYYKH FOJKH
[ ' Buyrpiumii
s_é._a KOBIIAYOK

=== TAnKH

ITamneposa
Haginka

Ernxkerka INNPHI-PYYRHI

JIHMHABLHMEK 1031
NoxaxunK qo3u

flycxosa
KHOOKA

y s

; ragaxoIe
NOBEPXHEN

CenexTop
n03H

- )
= Mycxora
KHONK2R

1. MiaroryiiTe CROK INPHI-PYYKY 3 HOBOIO I'OJIKOO.

. IepesipTe Ha3BY i KOJILOPOBY €THKETKY Ha CBOIH LIMPHLI-
Py, 106 TIepeKoHATHCS, o BoHa MicTHT: came Keantopair®,
[le ocobnuBo BOKITHBO, AKIO By NpuiMaeTe HE OTHH
in’ekuiiiHui nikapcekui 3aci6. [IpuifoM HEBiANOBIAHOTO
NikapceKoro 3aco0y MOXKe 3aKONTH BalioMy 3710poB’o.

. 3HiMiTL KOBNAYOK WINPHI-PYUKH.
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IepexonaiiTecs, mo po34uH y Bamiii mnpuu-py4ui nposopuii
Ta Ge36aprumii. [lomMBITECA KPi3h BIKHO WIMPHI-PYYKH. AKIIO
PO34MH MYTHHH, He BHKOPHCTOBYHTE IO IIIPHI-PYIKY.

BizbMiTh HOBY FOJIKY, BilipBITE MATIEPOBY HATIMKY.

HaniabTe roaxy Ha mmpui-pyuky. [IposepHiTs roaxy, 10K
BOHA He (y/le WiJBHO TPUMATHCS HA MINMPHAL-PYYUi.

3HiMiTh 30BHINIHIN KOBIAYOK rOJIKY i 3ajMuiTe Horo AJs
nojansmoro sukopucranns. ITicas in’exuii Bin Bam
3Han00HTHCA, 1100 6e3meuHo 3HATH TOJIKY 31 WIPHLI-PYUKH.

3uiMiTL BHYTPiUIHii KOBIAYOK rOJKH | BHKHABTE HOro. SIKiuo
Bu cnipobyeTe HagiTh Horo Haszan, Bu Moxere BUIIAIKOBO
YKOJIOTHCSA TOJIKOIO.

Ha kiHuMKY rOSIKH MOJKe 3’ ABUTHCA KpaIuls pozuuny. Lle
HOPMAJILHO, aJie By Bce % Taky MOBUHHI MPOBECTH NEPEBIPKY
TOKY JIIKApCHKOTO 3ac0By, 110 HAIXOANTE 31 LIIMPUL-PYYKH.

He najgigaiiTe HORY rOJIRY Ha CBOIO IITIPHI-PYUKY, JOKH Bu He
Oynere roToBi 3po0uTH iH’€KLIO.

A 3apxaM BUKOPHCTOBYIiTE HOBY FOJIKY IS KOXKHOT i’ exuil.
Ile mo3BOMUTE 3aMOOIrTH 3aKYTIOPIOBAHHIO [ONIOK, 3a0pyIHEHHIO,
iH(IKYBaHHIO | BBE/IEHHIO HENPABHIILHOT IO3H.

4 HikoM He BUKOPHCTOBYHTE OJIKY, K10 BOHA NOrHYyTa ado
NOIIKOAKEeHA.

YaromKeHo 3 MaTepianamu
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2. IeperipTe TOK JiKAPCHKOro 3aco0y 3i WUNPHI-PYYKH.

. [TpoBepHITE CENEKTOP Ho3K /1A HaGopy ABOX KPOKiB 103H.
[TepexoHalTeCs, WO JIYMIBHUK JI03H TTOKA3ye A

. JIi9AIEHAK TO3H 1 MOKAXKUHK 1031 MOKAXKYTh, CKUIBKH KPOKIB
1031 nikapeskoro 3acoby Keanrodaii® Bu nabupacre.

Obpano
2 KpOKH
031

. TpumaiiTe WINPHL-PYUYKY TONKOHO [0TOPH.
JlerenbKo mocTyKakTe 10 BepXHiil yacTHHi IIMPUL-PYYKH
nekinbka pasis, 1106 yci Gynp0alkn NoBITPS MIAHATHCS HaBEPX.

. Haruchits nyckoBy KHONKY i yTpuMmyiite ii y Takomy
NOJOKEeHHI, JIOKM NYMILHHUK JIO3H HE NMOBEPHETLCS 10 HYJIS.
[MTosnauka "0" noBuHHA OyTH posTallioBaHa TOYHO MPOTH
MOKaK9MKa 1034,

Ha KiHYWKY TOIKH MTOBHUHHA 3" IBUTHCS KParis PO3YHHY.

Ha kiH4¥MKy TOJTKM MOJKe 3aJIMILIATHCs HeBEJIMKa Kparrt po3duHy,
ajze BoHa He Oy/1e BBEIIEHOTO i vac i1’ eKii.

SIKII0 KPAILIS PO3YMHY HA KIHYHKY FOJIKH He 3’ IBHJIACD,
noBTOpiTE eTaru 2A — 2C o mecTH pa3iB. AKIIO Kparis
PO3UHHY TaK i He 3’ ABHJIACH, 3aMiHITh FOJIKY i 3HOBY IOBTOPITb
ertaru 2A — 2C.

Slkuro Kpan/s po3YHHy HA KiHUMKY FOJIKM TaK i He
3’SBIMETHCS, BUKUHBTE L0 WINPHL-PYUKY 1 BHKOPHCTAHTE HOBY.

A Tepex xoxuOMW0 i’ exIicI0 3aBKIM MePeKOHANTECS B TOMY,
110 Ha KIHUMKY TOJIKM 3'SBASIEThCH Kpanas po3uuny. e
rapaHTye HaAXOKEHHs PO3UHHY.

SAxmio kpars He 3°ABIAEThCA, BaM He BAAaCTbCs BBECTH
nikapeekuii 3aci6, HaBITh AKLIO NUYHILHHK 1031 PYXaTHMETHCH.
Ile MouKe CBiIYMTH TIPO Te, IO TOJKA 3aKyNopeHa abo
NOLUKOIAKEHA.

A BakauBO 3aBAKIM NEPe KOKHOK iH’€KIicI0 MepeBipaTH TOK
nikapeskoro 3acody 3i mmpHu-pyuKH. fAxmo By ve
[EPERipUTEe TOK PO3UMHY 3i MNPHI-Py4KH, BH MOXKETE BRECTH
HEIOCTATHIO KLIBKICTh Jikapcekoro 3acoby abo He BBECTH HOTo
30BciM. Lle MOKe NPU3BECTH 10 HaTO BHCOKOTO PIBHS IyKPY B
KPOBI.

e
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3. ObepiTb cBOIO 103Y.

. [IpoeepHiTh ceseKTOp A03H A5t BHOOpY noTpibHoi Bam 1034,
JIiuMIBHUK 1031 TIOKA3YE 103y Y KPOKax J03H.
Sxuo By BCTaHOBUIIM HETIPABMIILHY O3Y, MOKHA [TOBEPHYTH
CeIeKTOp [03M BIEPEL UM Ha3aJ, TOKH He BHOEpEeTe [IPaBHIIbHY
J103Y.
MakcHMATBHA 033, SKY MOJKHA BCTAHOBUTH Ha WIIPHL-PyYLl,
ctaHoBUTH 50 KPOKIB JO3H.
CenekTop JI03H 03BONAE 3MIHIOBATH KIIBKIiCTh KPOKIB JO3H.
TiabKY TUHIBHUK 1034 | TOKAKUMK H03H NOKAXKYTh KilbKICTh
KpOKiB 1031 y 0Opaniit Bamu no3i.
Bu Mmoxkere HabGpatu o 50 KpokiB 1031 Ha OTHY 103Yy. SIKIO Yy
Bawiit wnpuu-pyuui Micturees mexie 50 Kpokis 1034,
TYHIBHAK 3yTIMHATECA HA NO3HA4Ui Tiel KUTBKOCTI KPOKIB 1034,
1110 3a7TULIHITACS.
Konu cenekTop M034 MPOBEPTAIOTEL BIEPE], Ha3a/ abo KOIH
o0pana 103a IEPEBHIILYE KITbKICTL KPOKIB 103H, IO 3aIUIIHIACc
y wnpuu-pyuni, Bu uyete pisue knaunansas. He paxyiite KUIbKICTb
KJalaHb.

A Tlepen xoskHor0 in’exuieio Jikapebkoro 3acody 3aBkIH
NOAMBITHCA HA JIMHILHAK 1034 i HA NOKAKYHK JO3H, 100
neperipuTH, AKY camMe KibKicTb KpokiE 1031 Bu o6pann.

He paxyiire KiIbKiCTh KIallaHb MMPUI-pYYky. SKimo Bu
HaGepeTe i BBeICTE HENPAaBMIIbHY /103y, PiBEHb IIYKPY Y KPOBI
MOYKE CTATH HAATO BUCOKHUM UM HHU3bKHUM.

He opienTyiTecs Ha IOKA3HUKH LIKaN{ LINPHL-PYHIKH, TOMY 1O
BOHA MOKA3Yye JTHIIE TPUONH3HY Ki/ILKICTE PO3YHHY, IO
sanuInkBCs y Bamiit mmprn-py4ui.

Obpano
S xpoxiz
Ae3u

Obpano
24
KpPOKH
03K

L9

CKiJILKH PO34HHY 3aJIHIITHI0CH?

. LIkaaa WNpHU-pyYKH MOKasye NpulIn3Hy KiTbKICTh PO3YHHY,
o 3anuImKBCs y Bamiii wnpun-pyyul.

(A] .

Hpudansko +
ckimbKE [ ]

PO3UMAY -

. {06 ToYHO BH3HAYHMTH, CKIJILKH PO3YUHY 3aJHIIHI0CH,
3aCTOCYHTE NIMMIBHUK JO3H.
J{715 LBOTO MOBEPHITE CEAEKTOP A03M 10 3YNMHKH JTYHIbHHKA
no3m.
Sxuto nivmmeHUK mokazye "50", To y Bauwiii mmprm-py«i
3auiIMIocs MpuHARMHI 50 KPoKiB 103K, SIKWO BiH [10Kasye
undpy meniue 50, To ue i € Tico KITLKICTIO KPOKIB 103H, 110
sanuunIacs y Bamil mmpui-pyqii.

. Sxmo Bam notpi6uo Ginpuie sikapcekoro 3acody, HK
sanummnocs y Bamidt mmpui-pyuui, Bu Mmoxere BBECTH
HeoOxigHy Bam 103y, BUKOPHCTABILH [BI IIITPHI-PYIKH.

TABHEEK
’;,{[03"
3YMHHABCRS
{32HLIII0CH
i4z KpPOKH

E,’Iﬂfill
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A Sxmo Bn posnoginsiere morpiony Bam 103y TakuM YHHOM,
OyabTe JAysKe YBasKHUMH MPH Ti pO3paxyHKy.
SAxnio Bu He BneBHeHi, BBediTh Banly mosHy 103y,
BHKOPHCTABIIHM HOBY LUNpPHU-PY4Ky. SKino Bi HelpaBHILHO
posmoinuTe noTpiGHy Bam no3y, Bu Beenete 3amaio abo
sabaraTo jgikapcbKoro 3aco0y. Ile Moske npu3secTH 10 HAATO
BHCOKOTO 260 HAITO HU3LKOTO piBHA LyKpy y Bac B xposi.

4. BeeniTe noTpiGry Bam 103y.

. BeeiTh roaky nix mkipy, sk Bac usomy Hapuue Bain siikap ato
MejcecTpa.
. TlepexoHaiiTeCh, IO JiYHILHHK 1031 PO3TAIIOBAHMHA Y MOJII

Bamroro 30py. He Topkaiirecs Horo najasisgamMe, TOMY 10 1E MOXKE
NPU3BECTH JI0 MIEPEepUBAHHA iH’ CKLil,

. HaTucHITBL MyCKOBY KHONKY 110 YIOPY Ta YrpuMYyiiTe il ¥
TAKOMY NOJIOKeHHi, T0KH JiYNILHIK 1031 He mokaxe (",
[Mosnauka "0" noBHHHA OYTH PO3TALIOBAHA YITKO MPOTH
nokax4uka 103u. [pu pomy B MoxkeTe nouyTu abo Biauy T

KJ1aL@aHHs.

. Micas Toro, K NIYMIBHUK 1034 TOBEPHYBCA 10 no3Hayku "0", ne PaxyiiTe moBlibLHO:
BHiiMaiiTe roJky 3-nig wkipwm i noBinibHO mopaxyiire 10 6.

. Slknio Bu BuiimeTe ronky pasiuie, Bu moxere nobaunTu

CTPYMiHE PO3YHHY, IO BUTIKAE 3 KIHUMKA TOJIKH. Y TaKOMy
BHMaAKy Oy/ie BBEICHA HE BCS 1034 JiKapchkkoro 3acofy 1 Bam
Gyae noTpiGHO "acTilie nepeBipATH piBeHs LyKpy y cebe B KPOBi.

. BuiimMiTh roaky 3-nix wkipu.
Sxmo B micii i1’ eKkuii 3’ IBUIACH KPOB, 3]1€TKa HATHCHITH Ha 1€
micue. He TpeOa TepTH 110 AIASHKY.

[Ticns 3agepiuenss is’exiii B MoxeTe ModaunTH KpPaIio
pO3uMHY Ha KiHYMKY rosku. Lle HopmankHo i He BIMBAE Ha 00CHT
BBesieHOi Bamu no3u.

A 3arxan crexTe 32 NOKA3AHHAMH HA JiYHILHUKY J03H, 1100
3HATH, CKIIBKH KPOKIB X031 Bu BBeH. YTPUMYHTE MYyCKOBY
KHOIIKY, JOKH JIHYMIBHHK 034 He nokaxke nosnauky "0". Sxkmo
JTIYHIBHHUK MO3H HE MOBEPHYBCS 0 HyJIs, TOBHA 1032
niKapchKOro 3aco0y He Oyna BBEIEHA, 110 MOKE NPU3BECTH IO
HaJTO BUCOKOTO PiBHS LYKPY B KPOBI.

SIK BUSIBUTH 3aKYNOPIOBAHHS 260 TOMIKOIAKEHHSA FOJKH?
. SIKIIO MiC/IA TPHBANLOro HATHCKAHHA Ha ITyCKOBY KHOMKY Ha
JIYHIIEHUKY JH03H He 3 ABJISeThC nosHauka "0", me Moxke

Y3ropkeHo 3 MaTepianamu

peecTpaLifHoro ﬂOCbEé%‘;ﬂﬂ - é,%




03HAYATH, 1[0 TOIKa, AKy B1 3acTocoByeTe 3aKynopeHa, abo
TOIIKO/IKEHA.

. Ile o3nauae, mo Bu 30BciM e oTpuMani TiKapchKuii 3acib,
HABITH SKILO JIYMIBHHK JIO3H 3PYIIMBCA 3 Ti€l MOYaTKOBOI
11034, iKYy BY BCTAaHOBHIIH.

1{o poduTH i3 3aKYNOPEHOI0 I0/iKokH?

3aMiHiTh TONKY, Ak 3a3HAYEHO Y MYHKTI 5, Ta MOBTOPITH yci
eranu, noyuHawuu 3 myHKTY | "TIAroTyHTE CBOIO INPHL-PYYKY
3 HOBOW rojkorw". Ilepekonaiitecs B ToMY, 110 By BCTaHOBHITH
oBHY rnorpibny Bam nozy.

Hikou He TOpKaiiTech JiYWILHUKA 1034 B Xoi in’exuii. [e
MOYKE TIPU3BECTH [0 TIepepUBaHs iH €KLl

5. Ilican 3aBeplIeHHs iH’ €Kil

. BeeliTh KiHYHK I'0JKH BCepeHHY 30BHIIIHLOT0 KOBNAYKA
r'OJIKH, 10 JIE)KHATE Ha IUIACKii TOBEpXHI, HE TOPKAIOYHCh MTPU
IILOMY @HI OJIKH, aHi 30BHIIIHLOIO KOBIAYKa.

. Ko rojika OMHHHTBCS BCEpPEeAMHI KOBIIAYKa, 00epeKHO
MOBHICTIO HANIHBTE HA Hel 30BHILIHIA KOBNAYO0K IOJIKH.
. ObepeskHO BUKPYTITH TFOJIKY | BUKHHETE 11, JOTPUMYIOYHACH

BKa3irok Baioro nikaps abo meacecTpH.

. [Micnsg xoxuoI 160’ exuil HAZIBAKTE HA IIMPHI-PYUKY Ti
KOBIAYOK, W00 3aXUCTHTH BiJ CBIT/I4 PO3YMH, 110 MICTHTHCA B
Hif.

3aBan BUKHAATTE FOJIKY Mic/as KomKHOI il eruii, mob
3a0e3MEYUTH 3aCTOCYBAHHA TOCTPOT TOJIKH 1 3aII00IrTH
3aKyMOPKBAHHIO TOJIOK. SIKI0 ronka 3akynopena, Bu Biaraii He
3MOJKETE BBECTH JIIKAPCHKHIT 3aci0.

Konu mnmpui-py4Ka HOPOXKHA, BAKMHBTE 11, 3HABUIN 3 HEl FONKY,
3riIHO 3 peKOMeHIamiaMu Batuoro jiikaps, MeacecTpH,
(papmariesta abo 3 odinifiHuMu MicleBHMH BUMOTaMH.,

4y Hixouu He HamaraiiTecst HaAiBaTH BHYTPilIHIi KOBIAY0K
HA3a/1 HA roJKY. Bu MOXKETE YKOIOTHCS TOJIKOIO.
A 3apxan micas Koxuoi in’exuii 3nimaiite roaxy 3i mmpuu-
PYYKH.
[e 103BOMUTE 3aMOGIrTH 3aKYITOPIOBAHHIO FOMIOK, 3a0PYAHEHHIO,
iH(IKyBaHHIO, BUTIKAHHIO PO3YHHY | BBEJACHHIO HENIPABUILHOL
J03H.
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A Bawaugo!

. 3aBxaH MaiiTe npu cobi 3anacHy WNPHI-PYYKY i HOBI roJKH
Ha BHNIAOOK iX 3ary0OJeHHS a00 IOMIKOKEHHSL.

. 3aBau 30epiraiiTe CBOIO IINPHL-PYUKY i TOIKH Y IPHXOBAHOMY
it HEeTOCAKHOMY A iHIIMX 0ciG, 0co0MBO 115 AiTel, micui.

. Hixonn ne naBaiiTe ¢cBOIO IITIPHI-PYHKY IHIINM JirogsaM. Bami
JIKH MOXKYTh 3alIKOIHTH IXHEOMY 3I0POB’10.

. Hixoun He naBaiiTe ¢Boi roaxn inmum moasM. [le moxe
[PH3BECTH A0 HEPEXPECHOrO IHPIKYBaHHH.

. Ocobu, AKi JOrIaaaTh XBOPHX, NOBUHHI 6yTH qyiKe

ofepesKHHMH NPH MOBO/XKEeHH] i3 BUKOPHCTAHMMH rOJKAMH,
11006 3anm00IrTH YIIKOIKEHHIO TOJIKOIO0 1 IIepeXpecHoMy
iH(iIKYBaHHIO.

Horasa 3a Bamorw mmpuu-pyvKoio.

. He zanumaiite mnpuu-pydxy B agromo6ini abo B inmomy
Micui, e BOHA MO¥Ke meperpiTucs ado NepeoxonoauTHC.

) He 36epiraiiTe cBOI0 IWNPHL-PYYKY NIPH TeMuepaTypi moHan
30 °C.

. 3axumaiiTe CBOIO IINPHI-PYYKY Bill NOTPANISTHHSA HA Hel
nmuay, 6pyay ado pignam.

. He mMuiiTe CBOW MINPHI-PYYKY, He 3aHyptoiiTe Ti y piguny i ne

3mauyiTe ii, 3a noTpedu 17 MOXKHA OYHCTHTH 3BOI0KEHOI0
TKaHUHOIO 3 M AKHM MHIOUYHM 3aCO00M.

. CrexTe 32 THM, 100 Bama mmpun-py4yxa He najana i He
funacs 0d TREpY MOBEPXHIO.
Skuro BoHa nanana aGo Bu maete cymuisy om0 ii pobory,
NPHENHANTE HOBY TOJIKY 1 IEPEBipTE TOK JTiKapchKkoro 3acoby 3i
IUNPUL-PYUKH NIEPE] TUM, SIK 3p0OHTH 1H €KL,

$ He namaraiitecs BApyre HalOBHHTH WNPHU-PYUKY. [TopoxHo
IMPHUI-PYUKY CJTiA BHKHHYTH.

. He namaraiiTecsi peMOHTYBATH WIPHU-PYYKY abo po3Ouparn
11 Ha YaCTHHH,

Iimu,
Jlikapcbkuii 3aci6 He 3aCTOCOBYIOTh B Nemiatpuuniil npaxtuui. Jlocsiny 3acTOCyBaHHA JIIKapCHKOTO
3acoby Kcarrogpait® aitam Ta mignitkam sikom 10 18 pokis He icHye.

Ilepedoszysanna.

[HdopMaLis MO0 Mepeno3yBaHHs TiKapekkoro 3acoby Kcanrodait® € o6MexeHo1o.

SIKILO NALieHT OTPUMYE T03Y Jikapeskoro sacoby Kcanrodaii®, sika € Bumoio, HiXK MOTpiOHO, y HLOIO
MOJKe PO3BHHYTHCS TiNOITIiKEMI:

—  rimormikeMmiio JIErKoro CTYTIEHS TSKKOCTI MOXKHA JIKYBATH LIJIAXOM NEPOPAIBHOrO MpHHOMY
roKo3u abo iHumx 3aco6is, wo MicTaTs mykop. ToMy nauieHTaM PEKOMEHAYETLCS 3aBKAN MATH 11PH
co0i NPOAYKTH, 10 MICTATh LYKOP;

- y pasi BUHMKHEHHS 30118 TsKKOT rinorinikemii, KOIM NalieHT He 37aTHHH CaMOCTIHHO 3apaiuTy
cobi, floMy MOKe JOTIOMOITH BBEIEHHS 0cO00H, KA MPOIIIUTA Bi AMOBIAHNH iHCTPYKTaK, TIIIOKAaroHy (B
no3i Bia 0,5 1o 1 Mr) BHYTPILIHEOM A30B0 YM IIIAMIKIPHO, a00 BHYTPIIIHEOBEHHE BBEACHHS IIIOKO3H
MeUuHHM (axisiem. [oko3y Takoxk HeoOXiZHO BBECTH BHYTPIIIHBOBEHHO, AKIIO TAICHT MPOTATOM
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1015 xBummMH He pearye Ha BBeAeHHMil rmokarod. Ilicis BiTHOBIEHHS CBiZOMOCTI Nali€HTOBI
PEKOMEH/IYEThCS MPUHHATH IEPOPaTbHi BYTJIEBOAH 3 METO0 NPOMITAKTHKH PEIUAUBY rinoraixkemii.

Ho6iuni peahuu.

Jlo ygacTi y KaiHiuHii nporpami po3pobku .rnxapcmcoro 3acoby Kcanrodaii® Gy:o 3amydeHo mpuOIM3HO
1900 nauienTiB, axi npuitmanu Kcanrodait®.

HaifuacTiliHMKM  3apeeCTPOBAHHMH [OOIYHMMH DPEAKIliAMH MpPH JKYBaHHI JIIKapChbKHM zacobom
Kcanrohait® Gynu rinormikemis i mo6iuni peakuii 3 Goxy IITyHKOBO-KHIIKOBOIO TPAKTY (IHEB. HIDKIE
«Omnuc OKpeMux ModigHuX pea[cum»}

Hukue HaBeneHi noGiuni peaxuii, Axi mOB’s3aHi i3 3aCTOCYBAHHAM JTIKAPCHKOTO 3aC00Y Kcanrodaii® i
fKi HABEEH] 33 CHCTEMAMH OPTaHIB, a TAKOK 3@ 4aCTOTOIO BUIA/IKIB IX BUHUKHEHH:. Kateropii 4acToTH
BM3HAYEH] TAKMM HHHOM: myxke uacto (> 1/10); wacro (=1/100 mo <1/10); newacro (= 1/1000 mxo
< 1/100); 3pimka (> 1/10000 mo < 1/1000); ayske piako (< 1/10000), nepinomo (HEMOXKIMBO OLIHHTH Ha
OCHOBI HAABHHX JTaHHX).

TaGuuus 5. [To6iuri peakilii, 3apeecTpoBaHi B X01i KOHTPOJIOBAHKX JOCTUDKEHb (asy 3.

Cucremu oprauis 3a kinacudixaniero MedDRA YacroTa [ToGiuna peakiis Ha
BUIA/KIB TiKapCLKHH 3acib

[MopyueHHs 3 O0KY IMyHHOI CHCTEMH Hewuacto Kponug’sinka
Heuacto I'inepIyTAHBICTh
Hesizomo AnadinakTHyHa peaxilis

[TopyueHHs 3 60Ky 00MIHy pEHOBHH Ta Jlyxe gacto | I'inornikeMis

XapuyBaHHS Yacro 3HHKEHHA aleTUTY
Heuacro Jeriaparauis

[opyiuenns 3 60Ky LUTYHKOBO-KHIITKOBOTO TpakTy | Hacto Hynora, niapes, 6mioBaHns,

3aKpill, AMCIENCis, TaCTPHT,
6inp y 5KUBOTI,

ractpoesodareainbHa
pedmrokcHa xBopoba, 34y TTs
JKHBOTA
HeuacTto Bigpmskka, METEOPHU3M
Heginomo IMankpeaTuT (BKIIOYAIOUH
HEKPOTHYHUH MAHKPEATHT )
[MopyuieHHs 3 60Ky MEYiHKH Ta KOBUOBUBIIHHX HeuacTto JKosyHokam’siHa xBopoba
IIAXIB Heuacto XoneuucTur
[MopyureHns 3 60Ky WKIPH Ta MAMKIpHUAX TKanuH | Hewacro Bucun
Heuacrto Ceepbiisiuka
Heuacto Habyra minoauctpodis
Hegrigomo AM1101103 LIKipu
3araneHi po3nanu i mopyimeHHs y Micul Beeaenda | Hacto Peaxiig B mici i’ €Kil
Hesigomo Tepudeprynnii HAOPAK
| [lokaznuku 1aOOpPaTOPHEX TOCTIANKEHE YacTo TTiBHINEHHS PiBHA JiNa3K
YacTo ITixBuuICHHS piBHA aMinasH
Heuacto [1iBHILIEHHA 9aCTOTH

CepueBHX CKOPOYEHB

idus. indopMmaltiio 3a JaHHMH NOCTMAPKETHHIOBUX CIIOCTEPEKEHb.

Onuic OKpeMHX N00IUHHX peaKitii.
Tinoanikemis.
Timornikemis MOXE pPO3BHHYTHCH, JKILO 1032 JiKapchbKOro 3acody Kcantodait® € Bumow, Hixk
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noTpi6ro. Tspkka GopMa rinormkemii MojKe NMPU3BECTH 10 BTpaTH cBizoMocTi Ta/abo N0 BHHHKHCHHA
CYZOM i CIPHYMHWTH THMHacose abo rocTiiiHe MOpymeHHst (GYHKI1 IOJIOBHOI0 MO3KY YH HaBiTh
CMepThb. 3a3Buuail CHMTITOMH TiNorjikeMii BHHUKAIOTE ParToBo. BOHM MOXXYTh BKJIHOUATH XOJIOAHUH
miT, 67idy XONOAHY IWIKipy, BTOMY, HEPBOBICTh TH TPEMOp, BIIyTTA TPUBOXKHOCTI, HE3BUYHY
BTOMJIIOBAHICTE 9M ciabKicTh, CIUIYTAHICTH CBIJOMOCTI, TPYAHOLI TIPH KOHLCHTpAIii yBaru,
COHIMBICTb, HAIMIDHHI TOTOM, MOPYLICHHs 30Dy, TONOBHHH OLIb, HYHOTY i CHIBHE CcepleOHTT.
CTOCOBHO YACTOTH BHMNALKIB rirmormikemii, aus. po3ain "®@apmakoauHamika'.

Anepziuni peaxyii.

TIpu 3acTOCYBaHHi TiKapchKOro 3acoly KcanTodait® noigoMisnocs Npo BANAAKH anepriyHuX peakuin,
AKi NOSABMSAIMCS Y BUTMAAI O3HAK | cuMnTOMiB, Takux sk kporus’sHKa (y 0,3 % natieuTiB, AKi
npuiiManu Kcanrogpait®), sucun (0,7 %), crepbmsika (0,5 %) Tta/abo wnabpak obmuaus (0,2 %).
[TporaroM miciaspeecTpalifHOro mepiody 3acTOCYBaHHS niparayTHAy MOBIZOMIAIOCS HPO JIEKLIbKA
BUTIAKiB aHAQLIAKTMYHUX peakii, Mo CyNPOBOKYBANNCA MOAATKOBIMH CHMIITOMAMH, TAKUMH K
rinoTensis, CHiIbHe cepuebuTTa, 3amuIIKa i HabpsK. AnadimakTuuni peaxiii MOXyTb OyTH
3arpO3ITHBUMH 1 JKUTTSL.

Hobiuni pearyii 3 GOKY WAYHKOBO-KULKOBO20 MPAKMY.

TToGiuni peakiii 3 GOKY ILTYHKOBO-KMIIKOBOTO TPAKTY MOXYTh BHMHHKATH Oifiblll 4acTO HA MOYATKY
MKyBaHHS JIIKapCHKUM 3ac000M Kcanroaii® BoHH, AK PABAII0, CHA0IIAIOTE MPOTATOM ACKITBKOX JIHIB
a60 THKHIB TIPH MPOsIOBKeHHi TikyBanus. ¥ 7,8 % nauieHTis criocTepiranacs Hy0Ta, sika y Ginbmocti
3 HUX Oyna THMUYAcOoBOK. YacTka ManienTiB, AKi NOBILOMIIAIH TPO HASBHICTh HYJIOTH Y OyIb-SKHH Yac
NPOTArOM JIKYBaHHS, CTAHOBHIIA MeHIIE 4 Y% HA THXKICHb. Jliapes i 6mioBanHs Oy 3apeEcTPOBaHi y
7.5 % Ta 3,9 % mamicnTip Bigmosinso. YacToTa BHMAAKIE HYAOTH i Aiapei Gyina BigHeceHa 110 KaTeropii
"yacTo" MPH 3aCTOCYBAHHI JIKapChKkOTo 3aco0y Keantodait® i "myskxe 4acto" — mpH 3acTOCYBaHHI
niparmytuny. Kpim Toro, y mafixe 3,6 % nauieHris, AKI MpuiiManu Kcanrtogaii®, Gyio 3apeecTpoBaHo
3aKpil, AMCIEINCiK, TacTpuT, OUb y >KMBOTI, racTpoesogarcaibHy pedtokcHy XBOpoOy, 3AyTTA
KHBOTA, BIAPHIKKY, METCOPU3M 1 3HWKEHHS alleTUTY.

Pearyii y micyi in "exyii.

V 2.6% mnamicuTis, ski orpmmysanu Kcantodail®, cmocrepirammesa peakuii y micii iH ekl
(BKmIOualuW reMaToMy y Micui im’exumii, OUIb, KpPOBOBWIMB, EPHUTEMY, BYSJIHKH, HaOpsAKaHHA,
sucGapBiIeHAS, CBEPOIIKY, rillepemiio i 3aTBepAiHHA y Micui i’ ekuii). Sk MpaBuio, i peaxitii oynu
JIErKOr0 CTYNeHs TSHKKOCTI, THMYACOBHMH | 3a3BHYai 3HUKANH 11pH OPOOBKEHHI TIKYBAHHS.
Hopywienns 3 60Ky WKipw ma niOWKIPHUX MKAHUH.

Y wicmi in’exuii Moke BUHMKATH Jimoguctpodis (BKmoualouH ginorineprpodiro, ninoatpodir) Ta
aMif0i03 MIKIpH, WO BLACTPOUYE BCMOKTYBAHHS IHCYJIIHY 3 MICLA in’exuii. Ilocrilina 3MiHa MICLL
iHexmii B MeXax OIHOI AUJISHKM BBEIEHHS IIKapChKOro 3aco0y CIpHs€ 3MEHIUICHHIO PH3UKY abo
3a1100iraHHI0 BUHHKHEHHS TakMuX peakiiil (aus. po3nin «OcobmueocTi 3aCTOCYBaHHM).

ITidsuwena uacmoma cepyesux CKopoieHts.

B xox1i KIiHIgHEX 10CTiKeHs TiKapesKoro sacoby Keantodaii® crnocrepiranocs 301IbMEHHS 9aCTOTH
CeplEeBHX CKOPOUEHb Ha 2—3 y/IapH 33 XBHJIMHY IOPIBHAHO 3 MOKa3HHKOM NEPE] MOYATKOM JIKYBaHHS.
B xo/1i nocmimkenns "LEADER" i3 3actocyBauHst fipariy Ty (10 € CK/IaA0BOK MKapChKOTO zaco0y
Keanrtodaii®) He cnocTtepiranocs A0BrOTPUBAJIOTO KIIHIYHO 3HAUYIIOTO BILIKBY [iABUIIIEHOT YaCTOTH
CEpLEBMX CKOpOYEHb HA DH3HK BHHVWKHEHH KapUiOBACKYIAPHAX  SBHIL (omB.  po3min
«DapMaKoIMHAMIKA»).

[MosizomaenHs npo nobiuni peakiii Ta BiACYTHICTh edeKTHBHOCTI JIIKAPCHKOTro 3ac00y

TToBioM/TeHHs PO NOGIYHI peaKiii mes peecTpalii TiKapchKoro 3ac00y Ma€e Ba)UIHBE SHATCHHL. Ie
JA€  3MOTY TPOBOAMTH — MOHITOPHHT  CITIBBIAHOLICHHS KOPUCTH/PU3MK ~TIPH  3aCTOCYBaHHI
BOTO JiKapepkoro 3acoby. MemnunuM Ta (papMaLEBTHYHMM NPAlliBHUKAM, & TaKOK narfieHTaM abo
iXHiM 3aKOHHEM NPEICTABHMKAM CIil HOBLIOMIATH PO yCi BUIIAAKH ITII03PIOBAHKX 00IYHKUX peaKiin
Ta BigcyTHOCTI ed)eKTHBHOCTI Hikapchkoro 3acofy uepe3 ABTOMaTH3OBAHY indopMauiiiHy cHcTeMy 3
thapmakonarsiLy 3a rocHnanHaM: https:/aist.dec.gov.ua.

Tepmin npudamnocmi.
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2 porm,

Vaiosn 30epiranud.

Jo AEPLIOTO BUKOPHCTAHHA: 30epiratit y XONOANALHHKY (IPH TeMIEpaTy pl 2-89C). 30epiraTH He HAATO
6M3bKO Bia MOposuabHol kamep. He samoponysari. [lis saxucty 8ia 71iT coHsuHoro ceitna 3depiraty
WIPHL-PYHKY 3 HATITHM KOBMAaUKOM.

IMicas nepworo BHROPHCTAHHI: AIKApCBKI 3acid MOAHA weplrfmi npotarom 21 Hst nipk TeMepatypi
e prwme 30 °C ado y xoaoauasHmky (nipi temnepatypi 2-8°C). Hikapcexisii 3acif oAl yTHaizyRaTH
yepes 21 aeHs Nicns nepworo BUKOpHeTatHa. He 3aMOpoky 8aTi. Jlna zaxuety 2ia aif coHauHoro ceiTaa
20epirati WAPHI-PYYKY 3 HAAITHM KOBRAYKOM,

3Gepirati y HeJOCTYMHOMY 214 diTeii micui.

Hecymicnicms,

l'lpn 101aBAKHI PEHORKH 10 AIKapebEOro 3acody Keanrodaii® soxke sindysarncs posnai Horo
;LiHJ‘WI.\ Pt‘:‘-IOBHH.

Jlixapebknii 3acié Keaarodail” He MonHa 10338214 B IHDY31HHI POIUMHK.

Lleit Aikapebruit 3acil He MoacHa MY BATH 3 IHINEME TIKApCEKHMH 3aco0amu.

¥Ynawoswa,

Mo 3 posudy v kapTpumki (ckno Taay 1) 3 nopmsem (3 ranoSytuay) Ta npodxow (3
ranody THAY/MOMIi3onpeny ), SKuil MICTHTHCS B nonepeaHbo 3anmoBHeHIl GaraTono30r0l 01HOPA3OBIH
WNIPHU-PYHL 8 KapToHHift kopobui. o . 3 aGo 5 nonepeiHBO HANOBHEHHX WINPHU-PYHOK B KapTOHHIH
Kopodui

Kaveropis Binnvery.
3a peuernTon.

Bupoluug.
A/T Hoso Hopaick.

Micuespaxoq:Kenna BHPOSHEKA T4 aapeca Micus Nposakesns fioro JiaabHoCTi.
Haoso Aane, barcsaepa. 2880. Hanis.

Jdara ocranHsora Heperisiay.
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