Ckian

Oitoua pevyosuHa: OilaCTUH;
1 TabeTKa, 110 AUCIIEPTYETHCS B POTOBiY IMMOPOXKHUHI, MiCTUTh OimacTunHy 10 MT;

OONOMIJCHI peuoB8uHU: MaHIT, HaTPil0o KpOoCKapMeJio3a, HaTpilo cTeapuidgymapar,
caxapasno3a (E 955), apomaTtu3aTop 3i CMakKOM Y4epBOHOT0O BUHOTpany (OCHOBHI
KOMIIOHEHTU: T'yMiapalik, eTUnOyTUpaT, TpUalleTUH, MeTUJIaHTPaHinaT, etraHosn, D-
JIIMOHEH, JIIHAJI00JI).

JIikapcbKa ¢popmMma

TabeTKH, 110 AUCTIEPTYIOTHCS B POTOBiM ITOPOXKHUHI.

OcHOBHI (pi3uKo-xiMiuHi 81acmuBoCcmi: KpPyTili, 37IerKa OBOOMYKJIi Oini TabnmeTKu
oiaMeTpoM 8 MM.

®dapMaKoTepalneBTHYHA Irpyna

AuTuTricTaMiHHI 3aco0u OJIg CUCTEMHOI'O 3aCTOCYBaHHSA. [HII aHTUTiICTaMiHHI 3acoOu
oy cucteMHOro 3actocyBaHHs. Kog ATX ROGA X29.

dapMakogHHaMiKa

Mexani3m fil. binacTuH - 1le HecegaTUBHUYM aHTAroOHICT ricTaMiHy TpHUBasol Iil,

BUCOKOCENIEKTUBHUM OJI0KaTOp IepudepudHmx H, -perieniTopis, 1o He 3B’A3y€ThCS 3
MYCKapUHOBUMMU PeLIETITOPaMMU.

[Ticrss ogHOPA30BOT'0 3aCTOCYBaHHSI 0illaCTUH IMPOTATOM 24 TOOUH NPUTHIYYE PO3BUTOK
IIKIPHUX Peakilii 3 NyXUpPsSMHU Ta IOYEPBOHIHHAM, CIPUYMHEHUX IiCTaMiHOM.

Krniniuna edekTuBHiCTh. EpeKTUBHICTS OinnacTuHy Oysia DOCHiaKeHa Yy HOPOCIHUX i

migIiTKiB. 3rifHO 3 peKoMeHAaliIMu OHoBefeHa e(eKTUBHICTh Y JOPOCIINX 1 HiIIiTKIB
MOZKe BBaXKaTHUCS NPUNHATHOIO OJIS OiTel 3 ypaxyBaHHSIM TOTO, 1110 CUCTEMHUY BIIJIUB
10 mr GimacTtuny y miTew BikoM Bim 6 mo 11 pokiB 3 macoto Tina He MeHIne 20 Kr
BiITIOBiga€ BIJIMBY y HOPOCHUX ITpu mpuiiomi 20 Mr 6imacTuHy (OUB. PO3MIin
«@apMaKOKiHeTHKa»). EKCTpanonsilis faHuX, OTPUMaHUX y JOPOCIIUX 1 MiAJIiTKIiB,
BBaXKa€ThCS OOT'PYHTOBAHOIO [JIsI MAHOTO JIiKapChKOT0 3ac00y, OCKiTbKU
nato@izionoris aneprivyHOro puHOKOH IOHKTHUBITY i KPOIIMB'SHKM € OOHAKOBOIO Y BCiX
BIKOBUX rpylax.



Y KIIiHIYHUX OOCHIOXKEHHAX, IPOBEIEeHUX 3a Y4acCTI0 JOPOCIIUX 1 MiIiTKIB 3
aJIeprivHUM PUHOKOH IOHKTUBITOM (C€30HHUM i 1inopiynum), nputiom 20 Mr 6iracTuHy
1 pa3 Ha moOy BrpoOoBxK 14-28 gHiB BUSIBUBCS e(PEKTUBHUM [IJIS ITOJIETIIEHHS TaKUX
CUMIITOMIB, SIK YXaHHS, BUMIJIEHHS 3 HOCa, CBepOixkK y HOCi, 3aKIafieHiCTh HOCa,
cBepOiXK oUel, CIb030Teda Ta MOYEPBOHIHHA o4yel. CUMIITOMU e(PeKTUBHO
KOHTPOIOBanuUCsA 6ilaCTUHOM MPOTATOM 24 TOOUH.

Y oBOX KITiHIYHUX OOCIiOXKEHHSX, B SKMX Opajiu y4acTh NalliEeHTU 3 XPOHIYHOIO
imiormaTUYHOIO KPONUB THKOIO0, 3acTocyBaHHs 20 Mr OimacTuny 1 pa3 Ha moby
nmpoTsaroM 28 mHiB O0yn0 epeKTUBHUM MJIsI ITOCIabIeHHsT iHTEeHCUBHOCTI cBepOexXy Ta
3MEHIIEeHH KiJIbKOCTI 1 po3Mipy NyXHUpiB, a TAaKOXK AUCKOM(OPTY, BUKIIMKAHOTO
KPOIIUB ' IHKOIO. Y MAalll€HTIB CIIOCTEPIrasoCcsa MOKPAIeHHS CHY Ta AKOCTL XKUTTH.

Y KniHIYHUX DOCHigXKeHHIX 0iIacTUHY KIiHIYHO 3HAYYIIOTO MOI0OBXEHHS iHTepBaIy
QTc a6o Oyap-IKOTO iHIIOTO BIIJIMBY Ha CEPIeBO-CYAUHHY CUCTEMY He CIIOCTepiramocs,
HaBiTh ITpU 3acTocyBaHHi y 0o3i 200 Mr Ha goOy (110 B 10 pa3iB mepeBUIllye KITiHIYHY
oo3y) IpoTsroMm 7 OHiB y 9 ydyacHUKIB ab0 y pas3i 0MHOYaCHOT0 3aCTOCYBaHHS 3
iHribiTopamMu P-rmi, TakKUMU SIK K€TOKOHA301 (24 y4aCHUKHU) i epuTpoMmituH (24
yuyacHuku). Kpim Toro, 6yno npoBefeHo petesnbHe gociigxkenHs QT 3a ygacTtio 30
I0OPOBOIIBIIIB.

Y KOHTPOJIbOBaHUX KIIIHIYHUX JOCIIAXKEHHIX Y peKoMeHnoBaHiu go3i 20 mr 1 pa3 Ha
noOy mpodins 6e3nmeku OimacTuHy Ta nnanebo BigHocHo ITHC Oynu cxoXKuMH, a
YacToTa ITOSIBU COHIUBOCTI Ha TJIi mpuiioMy OijlacTUHY CTAaTUCTUYHO He Bigpi3Hsaiacs
BiZl Takol IMpu 3acTocyBaHHI nnanebo. bimactuH y go3ax mo 40 Mr Ha mo0y He YUHUB
BIIJIMBY Ha IICUXOMOTOPHI IOKa3HUKYU Y KJIIHIYHUX OOCIIiAXKEHHAX 1 He BIIJIUBaB Ha
3[ATHICTh KePYyBaTH TPAHCIIOPTHUMHU 3aco0aMM y CTAaHOAPTHOMY TeCTi Ha BOMOiHHS.

Y nanieHTiB MiTHBROTO BiKYy (= 65 pOKiB), Ki Opanu y4acTh y gociimkeHHsx 1T i I11
das3u, edhekTuBHICTE i 6€31eKa IIpenapaTy He Bigpi3HAINCS Bifl TAKUX y IAIli€HTIB
MOJIOAIIIOTO BiKY.

KninigyHa Oe3neka. Y 12-TukHeBOMY KOHTPOJIBOBAHOMY KIIIHIYHOMY OOCIiOXKEHHI y

miTeu BikoM Bifg 2 mo 11 pokis (Bcroro 509 miteu, 3 sskux 260 orpumMmyBanu 10 mr
OinmacTuny: 58 BikoM Bifg 2 mo < 6 pokiB, 105 BikoM Big 6 mo < 9 pokiB i 97 Big 9 mo

< 12 pokiB, a 249 miTelt oTpuMyBanu 1iaane6o: 58 BikoM Big 2 mo < 6 pokis, 95 BikoM
Big 6 mo < 9 pokiB i 96 Big 9 mo < 12 pokiB) Ipu 3aCTOCyBaHHI Y peKOMEeHI0BaHil
neniaTpuyHii mo3i 10 mr 1 pa3s Ha mo0y npodink 6e3neku Oinactuny (n = 260) 6yB
aHaJIOTiYHUY npodinio 6e3neKU MPU 3aCTOCyBaHHI mamnebo (n = 249), nobiuHi peakiril
cunoctepiranuca y 5,8 % i 8,0 % mairieHTiB, ski npuiiMmanu 10 Mr GinacTuHy Ta Iaanebo
BinmosigHo. [Tputiom i 10 Mr GinacTuny, i mnamnebo IPU3BiB MO HE3HAYHOTO
3MEHIIIeHHSI COHJIMBOCTI Ta CeJaTUBHOTO e(PeKTy IIPHU OIliHIII 3a aHKETOIO PO AKICTh
MmemiaTpUYHOTr0 CHY, CTaTUCTUYHO 3HaUyllla Pi3HUIS MiXK rpynaMu JIiKyBaHHS Oyia



BimcyTHs. Y miTed BikoM Bim 2 mo 11 pokiB micnst 3acTocyBaHHsS 10 Mr 6imacTuHy Ha
no0Oy He OyJI0 BUSIBJIEHO 3HA4yIOl pisHuili B QT'c mMOpPiBHSIHO 3 TUMM, XTO 3aCTOCOBYBaB
mane6o. CroelrianbHa aHKeTa IIPO SKIiCTh XXKUTTS OiTel 3 alleprivHuM

PUHOKOH IOHKTHUBITOM a00 XpOHIYHOIO KPOIIUB THKOIO IIPOJIEMOHCTPYBaJsla 3arajlbHe
MMigABUIIIEHHS ITOKAa3HUKIB 3a 12 TUXKHIB 6€3 CTAaTUCTUYHO 3HAYYIIO] Pi3HUII MiXK
rpynaMu Y4aCHUKIB, sIKi mpuiiMmanu OinacTul i nnaie6o. Bcboro B mocnimkeHHi Opanu
yuyacTb 509 miTeu, y Tomy uucii 479 y4aCHUKIB 3 aJleprivHuM PUHOKOH IOHKTUBITOM 1
30 y4yaCHUKIB 3 ilarHOCTOBAHOIO XPOHIYHOIO KPOIUB AHKOI. 260 OiTer oTpuMyBaiu
6inactuH, 252 (96,9 %) - ons MiKyBaHHS aJIeprivHOro PUHOKOH TOHKTUBITY i 8 (3,1 %) -
071 TiKyBaHHS XPOHIYHOI KpONUB THKU. AHanoriuHo, 249 gitTeir oTpuMyBanu 1ianedo:
227 (91,2 %) - ona niKyBaHHS aJlepridvHOro pUHOKOH IOHKTUBITY i 22 (8,8 %) - onsa
JIIKyBaHHS XPOHIYHOI KPOITHUB' SHKU.

[NemiaTpuyHa NODyJIsIlisi. EBpPONeRchbKe areHTCTBO 3 JIiKapChKUX 3aC00iB BimMOBUIIOCS

Bizl 3000B’s13aHHS MOaBaTH Pe3YJIbTAaTU OOCIiAXKeHb 0iJlTacTUHY Y BCiX y4YaCHUKIB
nemiaTPUYHOI IOIYJIALil BiKoM A0 2 poKiB (auB. po3min «Crnocid 3acTocyBaHHS Ta
mo3u», iHgopMallis 040 3aCTOCYBaHHS OiTSAM).

dapMaKOKiHEeTHKA

BcMmokTyBaHHsA. I[Ticist mepopanbHOTO 3aCTOCYBaHHS 0iJTaCTUH IIBUIKO BCMOKTYETHCS,

a oro MakcuMaJibHa KOHIIEHTpallisl y mJ1a3Mi mocaraeTbcs npubiau3uo yepes3 1,3
roguHu. HakonudeHHs He criocTepiranocsa. CepenHii mokKa3HUK O0i0mOCTYIIHOCTI
OinmacTUHY IIpU IepOoparIbHOMY 3aCTOCyBaHHI CTaHOBUTH 61 %.

Poznopin. [locmim»keHHs in vitro Ta in vivo mmoka3sanu, 110 6inacTuH € cyoctpaTtoM P-roo
(muB. po3min «B3aeMomisa 3 iHIIUMHU JTiKapPChbKUMM 3aco0aMU Ta iHIII BUOM B3aEMOMiM»:
«B3aeMomist 3 KeTOKOHA30JI0M ab0 epUTPOMiIIMHOM» Ta «B3aemopmisa 3 guiaTiazeMoM»)
Ta OATP (muB. po3min «B3aemopist 3 iHIIMMHU JTiIKAPCLKUMU 3aco0aMU Ta iHIIN BUOU
B3aeMofii»: «B3aemopisa 3 rpednpyToBUM COKOM»). [Ipu 3acTOCyBaHHI y
TepaneBTUYHUX g03ax 84-90 % GimacTuHy 3B'I3y€ThCS 3 OiTKaMU IIJTa3MHU.

BioTrpancdopMmalis. Y mocaigzKeHHsIX in vitro 6i1acTUH He BUSIBUB 3[AaTHOCTI

iHOyKyBaTu ab0 IpUTrHidYyBaTH aKTUBHICTE i30epmeHTiB CYP450.

BuBeneHHs. Y mociigkeHHi 6amaHCy MacH, IIPOBEIEHOTr0 3a y4aCTIO 3MOPOBUX
OOpPOCJINX OOOPOBOJIBIIIB, ITiCJIA OHOPA30BOT0 3aCTOCyBaHHS 20 Mr 14C-61HaCTI/IHy
Marixke 95 % IpUUHATOL 403U BUSIBISAIUCA B cedi (28,3 %) Ta Kami (66,5 %) y Burnsami

He3MiHeHOoro 06iJlacTHHY, 3 YOTr0 MOKHa 3PO0UTH BUCHOBOK, ITII0 B OPTaHi3Mi TIOOUHYT
OinacTuH MeTab0ITi3yeThCI HE3HAYHUM YUHOM. Y CEpeIHbOMY IIepiod HalliBBUBEIEHHSI
Yy 3II0POBUX NOOPOBOJIBIIIB CTAHOBUTL 14,5 roguHu.



JliHi#iHicTh. ¥V mocmimkyBaHoOMY mOiama3oHi o3 (Big 5 mo 220 Mr) 6ilaCcTUH BUSIBIISIE
JIiHINHY (apMaKOKiHETHUKY 3 HU3bKOI0 MiXKiHIUBiOyaIbHOIO BapiaGenbHIiCTIO.

[MopymenHs yHKIII HUPOK. EdekTu GinmacTuHy y pasi nopyineHHsS QYHKIII HUPOK
OyJI0 DOCHiAXKEeHO y MOPOCIUX 0Cib.

Y mocnigzkKeHHi 3a y4acTIO IMallieEHTIB 3 MOPYIIeHHAM (QYHKIIil HUPOK CepenHE
3HA4YeHHS AUCO_¥ (CB) 36inbimuiocs i3 737,4 (x 260,8) Hreron/mi B ocid 3
HOpMaJbHOIO QyHKHi€o HUpOK (IHK®: > 80 mn/xB/1,73 M2) mo 967,4 (= 140,2)

HI *TOI/MJI y IALliEHTIB 3 MOPYIIEHHSAM JIETKOTO CTyIeHs TsKKOCTL (IITK®: 50-80
mi1/x8/1,73 M2), 1384,2 (x 263,23) Hreroa/mMi y Halli€EHTIB 3 HOPYIIEHHSAM CEPEOHBOTO
cTtyneHs TaKKoCTi (IHK®: 30-< 50 mn/xB/1,73 M2) i1708,5 (= 699,0) urerog/mn y
Nali€eHTiB 3 MOPYLIEHHAM TAXKKOTO0 cTyneHs (IIK®: < 30 mn/xs/1,73 M2). B oci6 3
HOpPMaJIbHOI0 (YHKIII€EI0 HUPOK CEPENHE 3HAaYEHHS MePiony HamliBBUBENeHHS 0illaCTUHY
(CB) ctanoBumno 9,3 rox (*+ 2,8), y naIfi€HTiB 3 HOPYLUIEHHSAM JIETKOTO CTyII€HS
TAKKOCTi - 15,1 ropg (£ 7,7), y IalliEHTIB 3 IOPYILIEHHSIM CEPEIHLOTO CTYIIEHS
TA2KKOCTi - 10,5 ropg (£ 2,3), a y Halli€eHTiB 3 HOPYIIEHHAM TSA2KKOI'O CTyIieHs - 18,4
rofg (+ 11,4). Y Bcix nauienTiB yepe3 48-72 rop micns nmpuitomy 6inacTuH B cedi
Malike He BUSBIABCA. Lli 3MiHM papMaKOKiHETUKM He IMOBUHHI MaTH KIIiHIYHO
3HAYYIIIOTO BIIUBY Ha 0e3meKy 0ilacTUHY, OCKiIbKY PiBeHb OilacTUHY Y IIIa3Mi y
Malli€eHTiB 3 IMOPYIIIeHHSIM (QYHKIII HUPOK 3aJIUIIAETHCSA B O€3MeYHUX MexKaX.

[MTopyimeHnHs GYHKII nedviHKY. PapMaKOKiHETHYHI OaHi 100 IAIliEHTIB 3

MMOopyIIeHHSAM (YHKIII1 IeYiHKU BifcyTHi. B oprani3mi moguHu O6inacTuH He
MeTabomi3yeThcsa. Pe3ynbTaTy OOCITiOXKEHHS, B SKOMY Opau y4acTh ITalliEeHTH 3
MMOPYIIEeHHSIM (YHKII1 HUPOK, IMOKa3au, 1110 0iJlaCTUH IOJIOBHUM YMHOM BUBOIUTHCS
HUPKaMU; a 3 JKOBYIO, BipOTiHO, BUBOOUTLCS JIUIIIE HE3HAYHOIO Mip0o0. 3MiHU QYHKIIi1
MMeYiHKY He MaloTh KJIiHIYHO 3HAYYIIOT0 BIIJIMBY Ha (papMaKOKiHETHKY OillaCTHUHY.

[MemiaTpuuHa nonynsiisi. PapMaKoKiHETUYHI faHi 11omo miTel Oynu oTpuMadi y dpasi
IT papMaKOKIiHETUYHOTO OOCIHIAXKEHHS, 110 OXonoBano 31 guTuHy BikoM Big 4 mo 11

POKiB 3 aJIeprivyHUM PUHOKOH IOHKTHUBITOM a00 XPOHIYHOIO KPOITUB THKOIO, SIKa
npuiiMana 1 TabrneTKy 6ilacTUHY, 110 AUCTIEPTYETHCSA B POTOBiM MOPOXKHUHI, 10 10 Mr
1 pa3 Ha moOy. AHani3 ¢papMaKOKiHETUYHUX OAaHUX IIIOI0 KOHIIEHTpallii 6iTacTuHY B
IJ1a3Mi ImoKa3sas, 1o ITicsig nmpuitioMy OimacTtuny y go3i 10 mr 1 pa3 Ha gooy,
PEeKOMeHO0BaHOI AJId MiKyBaHHS IefiaTPUYHUX MalliEHTIB, HOT0 CUCTEMHUM BIIJIUB
BIIIOBiIa€ BIIJIMBY, 110 CIIOCTEPIra€ThCA y OOPOCIIUX 1 HIAJIITKIB ITiC/IA 3aCTOCYBaHHSA
npenapaty B 0o3i 20 mr, a cepenHe 3HaueHHsa AUC y giten BikoM Bifg 6 7o 11 pokis
ctaHoBuTh 1014 Hrerop/mn. Lli pe3ynbraTtu 6y B OCHOBHOMY HUXKYE MaKCHUMaJIbHOTO
0e3I1eYHOoro PiBHS, BCTAHOBJIEHOTO HAa OCHOBI [JaHUX ITPO 3aCTOCYBAHHS ITperaparTy
popociuM y mo3i 80 mr 1 pas Ha moOy BifIoBigHO mo Ipodismo 6e3meKu IiKapChKoro
3aco0y. 1li pe3synbTaTH MiATBEPOUIH, 1110 o3a Oinmactury 10 Mr OJis mepopanbHOTO



nmpuiiomy 1 pa3 Ha moOy € oOTI'PyHTOBAHOIO TePAIIeBTUYHOIO 03010 [JIS MediaTpuYHUX
HalfieHTiB BiKOM Big 6 mo 11 pokiB 3 Macoro Tina He MmeHIie 20 Kr.

ITokaiHiuHI OaHi 6e3neku.

IMoxkmiHiuHi maHi, oTpUMaHi B XOdi CTaHOAPTHUX OOCIiXKeHb (papMaKOIOTiuHO1
0e31eKyu, TOKCUYHOCTI ITPY IIOBTOPHOMY 3aCTOCYBaHHi, TeHOTOKCAYHOCTI Ta
KaHIIepPOTeHHOT0 ITOTeHIliany 0ilacTuHY, He BUSBUIIM 0COOIMBOI HEOE3IeKH s
JTIOOWHU.

Y mocnimXeHHSX PEeNpPOayKTUBHOI TOKCUYHOCTI BIIKUB OiacTUHY Ha Min (mpe- i
MMOoCTiMITJIaHTalliliHa 3arubersb IIIoaa y IIypiB Ta HEeImoBHA ocudikallisa KiCTOK depera,
CcerMeHTa 'PyAHUWHMU 1 KiHIIIBOK y KPOJIiB) CIIOCTEPiraBCcs TUIbKM IIPU 3aCTOCYBaHHI B
mo3ax, TOKCUYHUX IJIA MaTepi. Y pa3si 3aCTOCyBaHHA Yy [03aX, 10 He CIPUYUHAIOTH
BuUpaxeHoi mobiunoi aii (NOAEL), cucTeMHUI BIIMB 3HAYHO HepeBuIlysas (> 30
pa3iB) CUCTEMHUU BIIJIUB y JIIOOWHU MIiC/Is 3aCTOCYBaHHS B PEKOMEHI0BaHI
TepamneBTUYHIN O03i.

Y mocnimkeHHi, 1110 CTOCYEThCA mepiony nakTailii, 6imacTuH OyB BUSIBIEHUU Y MOJIOIIL
roAyIO4YHuX LIyPiB ITiCIs BBEOEHHS 0JHOPa30BOl mepopanbHoi go3u (20 Mr/Kr).
Kon1eHnTpatiis 6imacTuHy B MOJIOL CTaHOBUJIA O/TM3HKO ITOJIOBUHYU MOT'0 KOHIIEHTpallil
B MaTE€PUHCHKIN I1a3Mi. 3HaYyIIiCTh 1IUX Pe3yIbTaTiB OJid JIIOOUHU HeBimoMa.

Y mocnimxeHHi GepTUIILHOCTI Y IIIypPiB ITepopaibHe BBeOdeHHs 0ilacTuHY B O03i 40
1000 Mr/kr/mo0y He BUSIBISIIO XKOQHOI'O BIJIMBY Ha KiHOYi Ta YOJIOBidi penpoayKTHUBHI
opraHu. IHOeKcu craproBaHHS, GepTUIBHOCTI Ta BariTHOCTI He 3MiHIOBaA/IUCH.

3a JaHUMU OOCIiAXKEHHS PO3IOAiTY y IIypiB, B AKOMY KOHIIEHTpallil IpenaparTy
BU3HAYalX 3a JOIOMOToI0 aBTopamiorpadii, 6imacTur He HakonuuyeThcs B LITHC.

IToka3aHHA

CuMIITOMaTHU4YHE JIIKyBaHHS aJIepridyHOro pUHOKOH IOHKTUBITY (CE30HHOTO Ta
I1iyTopiyHOro) i Kponus'sHKHU. JIiKapcbKul 3acid HiKcap® 10 Mr moka3aHUH OiTAM
BikoM Bif 6 mo 11 pokiB i3 Macoro Tinna He MeH1Ie 20 KrT.

HpOTHHOKa3aHHﬂ

[TigBuIleHa YYTJIMBICTh OO Hil0Y0l pe4oBUHU ab0 A0 OyIOb-IKOl 3 MOIIOMiKHHUX PEYOBUH,
3a3Ha4veHux y po3guti «Ckmam».

B3aeMmogisi 3 iHIIEMH JTiKapCHKHMH 3aCO00aMH Ta iHIII BUOIH B3a€EMOIIH

IocnimkeHHsT B3aeEMoii OyJiu ITpoBeeHi TiTbKHU 3a YYacTIO TOPOCIUX.



B3aemogis 3 ixkelo. [’ka 3Ha4YHO 3HMKYE IepopaibHy 6i0OCTYIHICTE GilacTUHY,

30KpeMa npu npuiioMi y dopmi tabnetok mmo 20 mr - Ha 30 %, a y popmi TabneTok, 110
OUCIIEPTYIOTHCS B POTOBiM NOPOXKHUHI, 110 10 Mr - Ha 20 %.

B3aemogisi 3 rpedndpyTOBUM COKOM. Y pa3i ogHOYaCHOTro npuiioMy OilacTUHY B m03i
20 Mr i rpeunpyTOBOTO COKY 0iogOCTYyIHICTh OilacTUHY 3HUXKYyBanacs Ha 30 %.
[TomioHuM epeKT MOXKe TaKOXK CIOCTepiraTucs U y pa3i 3aCTOCyBaHHS iHIIUX

dbpyKTOBUX COKiB. CTYyIIiHb 3MEeHIIIeHHSA 0i000CTYIIHOCTI MOXK€e Pi3HUTUCS 3aJIeXKHO Bif
BUPOOHMKA COKY Ta QPPYKTiB. MexaHi3M I1i€l B3a€MOIil monsrae y npurHiyeHHi 6inka-
nepeHocHuka OATP1A2, nns sikoro OimacTuH € cyocTpaToM (OUB. PO3Min
«®apmakoKiHeTHKa»). JIikapchbKi 3acobu, 110 € cyoctpataMu abo iHTribiTopamMu
OATP1A2, Taki K puTOoHaBip abo pudaMminuH, TaKOXK MOXKYTh 3MEHIIIyBaTH
KOHIIeHTpallito 6ilacTUHY B IIJ1a3Mi.

B3aeMopisi 3 KeTOKOHa30710M ab0 epUTPOMIIIMHOM. Y pa3i 0MHOYaCHOTO IIPUNOMY

20 mr 6inactuny 1 pa3 Ha goOy i 400 Mr KeTokoHa3ony 1 pas3 Ha mo6y ab6o 500 mr
epuTpoMinuHy Tpudi Ha moO0y AUC 6inactuny 36inbiryBasacs BOBidi, a Cmax -y 2-3
pa3u. [TomibHI 3MiHM MOXKHa MOSICHUTHU B3aEMO/I€I0 Ha PiBHi OiNKiB-TepeHOCHUKIB, 110
BimmoBimaioTh 3a BUBEOEHHS JIiIKapChKUX 3aC00iB i3 KIIITUH KUIIIEYHUKY, OCKITbKHU
OimacTuH € cyocTpaToM ans P-ri i He MeTabomi3yeThbCst (OUB. PO3Min
«®apmakokineTuka»). Ha npodink 6e3neku 6inacTuHy, 3 omHOTro 00Ky, Ta
KEeTOKOHa30J1y abo epuUTPOMIIIUHY, 3 iHIIIOTO, IIi 3MiHM, UMOBIPHO, HEe BIJIMBAIOTh. [HIITI
JIiKapchKi 3acobu, 110 € cyocTpaTaMu abo iHribiTopamu P-rm, Taki SK HUKJIOCIIOPUH,
TaKO2K MOXKYTb 30i/IblllyBaTy KOHIIEHTPaIlifo 0iTacCTUHY B IIJ1a3Mi.

B3aemopist 3 punriaseMoM. Y pasi omHowacHoro nputiomy 20 Mr 6imactuny 1 pa3 Ha

noOy i 60 mr gunTtiazemy 1 pa3 Ha goby Cmax 6inactuny 36inpinyBanacs Ha 50 %.
IMomiOoHu# edpeKT MOKHA MOSICHUTHU B3aEMOMIIEI0 Ha PiBHi OiNKiB-mepeHOCHHUKIB, 1110
BiZITIOBigalOTh 3a BUBEOEHHS JTiIKapChKUX 3aCO00iB i3 KIIITUH KUIIEYHUKY (OUB. PO3Mis
«PapmMakKoKiHeTHKa»), ajie Ha podinb 6e3neku 6inacTUHY BiH, iMOBiIpHO, HE BIIJIUBAE.

B3aemogis 3 ankorosieM. [Ticiass ogHOYaCHOTr O 3aCTOCYBaHHA aJIKOT'OJIIO Ta 20 mr

6inmacTuny 1 pa3 Ha goOy IICUXOMOTOPHI GyHKIII OyIu mOmiOHMMU [0 TUX, 110
CIIOCTepiranucs ITicjss TPUMoOMYy aJKOTOJII0 Ta mialebo.

B3aemogisi 3 mopa3enamoM. Y pasi 3acTocyBaHHs 20 mr Ginactuny 1 pa3 Ha gobOy

omHOYacHO 3 3 MT nopa3ernaMy 1 pa3 Ha moOy BOIPOOOBXK 8 MHIB ITOCUIIEHHS
MMPUTHiYyBaJbHOI Oil mopa3enamy Ha LTHC BusiBmeHo He Oyio.

[TegiaTpuyHa ODonyadisa. Y giTed OOCHiAXKeHHS B3aeMofil OinacTury y opmi

TabJIeTOK, 1110 OUCIIEPTYIOTLCS B POTOBiM MOPOXKHUHI, He TpoBoauaucs. OCKiTbKU
KJTIHIYHUM [DOCBif B3aEMOil OilaCTUHY y OiTel 3 iHIIMMMU JIiKapChbKUMU 3acobaMmu,
>keto a60 GPyKTOBUMM COKaMHM BifiCyTHil, IpU MpU3Ha4YeHHi 6iTacTUHY OiTIM CIIif



Hapa3i BpaxoByBaTHU pe3yIbTaTU OOCIiAXKEHb B3aEMO/il, OTPUMaHi y ITOPOCJIIUX.
Kniniuni mani, Ha migcTaBi SKuX MoxkHa 0yJi0 6 3poOUTH BUCHOBOK CTOCOBHO TOTO, UM
BILIMBAIOTh 00yMoOBeHi B3aemomisimu 3minu AUC abo CmaX Ha npodinb 6e3meku
OinacTuHy y OiTeH, BiICyTHi.

Oco00/1UBOCTi 3aCTOCYBaHHSA

[TepgiaTpuyHa nonynsiis. OckinbKu epeKTUBHICTS i 6e3reKka 3acToCyBaHHSA OillaCTUHY

OiTSM BiKOM [0 2 POKiB He BCTAaHOBJIEHI, a JOCBiA KJIiHIYHOI0 3aCTOCYBaHHA OiTAM
BiKOM Biz 2 mo 5 pPOKiB HeBeNIUKUM, OIJTaCTUH He CJIiJ MpHU3HavYaTHU IIUM BiKOBUM
rpymnam.

Y mailieHTiB 3 mOMipHUM ab0 TSIKKUM IMOPYIIEeHHSAM QYHKIII HUPOK OHOYaCHE
3acTocyBaHHs OimacTuny 3 iHribiTopamu P-rimikonpoTeiny, TaKUMU, HallpUKiag, K
KEeTOKOHA30JI, ePUTPOMIIIMH, IIMKJIOCIIOPUH, PUTOHABIp abo AusTiazem, Moxke
MMPU3BOOUTHU [0 MiIBUIIIEHHS PiBHA OiTacTUHY B m1a3Mi Ta, 0TKe, OO0 30iNbIIeHHS
PU3UKYy BUHUKHEHHS IMOOiYHUX peakiliii. ToMy maifieHTaM i3 moMipHUM ab0 TAXKKUM
MOPYIIEeHHSAM (PYHKII1 HUPOK CHIil yHUKATU OOHOYaCHOTr0 3aCTOCYBaHHS 0illaCTUHY Ta
iHridiTopiB P-rmikompoTeiny.

Lle#t mikapcbKui 3aci® MiCTUTH HEBEJIUKY KiNTbKiCTh eTaHONy (ankorosmio), meHie 100
Mr/mo3y. HeBenmuKa KinbKiCTh aJIKOTOJIIO YV IIbOMY JIiKapChKOMY 3aco0i He MaTUMe
JKOOHUX IMMOMITHUX €(EeKTiB.

3maTHiCTh BIUIMBATH HA IIBHIKICTH peakilili mMpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3MaMHu

IocmigkeHHsI, MpoBeAeHe 3a YY4acTIO JOPOCIUX [JIS OLIiHKY BIIIUBY OilTaCcTUHY Ha
30aTHICTh KepyBaTU aBTOTPAHCIOPTOM, IIPOAEMOHCTPYBAJo, 110 JIIKyBaHHA
OinacTuHOM y m03i 20 MT He BIIJIMBAJIO Ha KePYBAaHHS TPAHCIOPTHUMH 3aco0aMu.
OpHak, OCKiNbKM iHOUWBiAyasibHaA peakxliis Ha JIiKapChbKuM 3acib MozKe BapiloBaTH,
MalieHTaM CJIifi peKOMeHOyBaTU YTPUMYBATHUCS Bil KepyBaHHS aBTOTPAHCIOPTOM abo
poboTHU 3 IHIIMMU MeXaHi3MaMM JOTHU, MOKM BOHU He 3’SICYIOTh BJIaCHY BidNOBiOgb Ha
OisTacTHH.

3acTocyBaHHsA y nepioa BariTHoOCTi a00 rogmyBaHHS Ipyaaio

BaritaicTe. [laHi mjomo 3acTocyBaHHA OilaCTMHY BariTHUM XKiHKaM BigcyTHi abo
oOMeXKeHi.

IMocnigKeHHs Ha TBapUHaAX He BUSBUIIU NPSIMUX a00 HENIPSIMUX IIKiIJIMBUX BIIJIMBIB Ha
PEenpoOnyKTUBHY (MYHKIIiIO, IT0JIOTH ab0 NOCTHaTaJIbHUM PO3BUTOK (OUB. PO3Iia
«JlokmiHiuHi maHi 3 6e3neku»). 3 MipKyBaHb 6e31eKu 6akKaHO YHUKATHU IIPUNOMY



JIIKapChKOT0 3aCo0y HiKcap® 10 mr mig yac BariTHOCTI.

TogyBaHHS rpynnio. ocmigKeHHs 1010 BUAIIeHHS 0ilaCTUHY y TPyaHE MOJIOKO
JIIOOVHY He npoBogunucs. HasaBHi papmMakOoKiHETHYHI JaHi ITOKa3asu, M0 y TBapUH

OiJTacTUH IIPOHUKAE B MOJIOKO (OUB. po3min «JIokIiHiuHI maHi 3 6e3meku»). PimeHHsa
IIPO MPOAOBXKEHHSI/IIPUITUHEHHS TOOYBaHHA IPyaAi0 ab0o IPUNIMHEHHS/YTPUMaHHS Bif
Teparil T1ikapchbKuUM 3aC000M HiKcap® 10 Mr HeoOXigHO mpuMaTH, OepPydH [0 yBaru
KOPUCTDb TPYOHOTO BUTOOOBYBAHHS OJISI OUTHUHU Ta KOPUCTH Teparrii 6inacTUHOM OJIst
MarTepi.

®eprunbHicTh. KmminiuHi mani BimcyTHiI abo oOMexkeHi. [IoCTimKeHHs Ha IIypax He

BUSIBUJIO 2KOOHOT'O HETAaTUBHOT'O BIJIUBY Ha (pePTUIIBHICTE (OAUB. PO3Aia «OKIiHIYHI
OaHi 3 6e3mexKu»).

Cmoci6 3acTocyBaHHSI Ta IO3H

Cnocib 3acmocy8aHHsi.
ITepopasnbHe 3aCTOCYBaHHA.

TabmeTKy, 10 OUCIEePryEThCS B POTOBiM MOPOKHUHI, HEOOXiTHO ITOK/IACTH B
TMMOPOKHUHY POTa, [Ie BOHA IIBUOKO OUCIEPTYEThCS V CJIMHI, TOXK ii IeTKO MOXKHa
ITPOKOBTHYTH.

AnbTepHaTUBHO TabJIETKY, III0 AUCIEPTYETHCS B POTOBiM MOPOXKHUHI, MOXKHA
OUCIIepPryBaTH y BOAi mepen 3acToCcyBaHHAM. ['penindpyToBuil cik abo Oyaob-sKi iHIIIi
(ppyKTOBi COKM He CJIil BUKOPUCTOBYBATHU OJIs OUCIEePTyBaHHSA (OUB. PO3MinI
«B3aeMomis 3 iHmIMMH TiKapChbKUMH 3acoO0aMU Ta iHIII BUOU B3aEMOMIN»).

Ilo3yB8aHHA.

IlegiaTpyyHa IOMVJISIIiS.

e [liTu BikoM Bix 6 0o 11 pokiB 3 Macoo Tisia He MeHIle 20 KT.

10 mr Gimactuny (1 TabneTka, II0 OUCIIEPTYETLCS B POTOBiM MOPOXKHUHI) 1 pa3 Ha
noOy OJisi IOJIETIIEHHSI CUMIITOMIB aJIepridyHoro pUHOKOH IOHKTUBITY (CE30HHOTO
aJIeprivHOr0 PUHITY 1 UJIOPIYHOTO aJepridyHoro puHITY) i KpONIUB SHKHU.

TabneTKy, 1110 IUCIEPTIYETHCS B POTOBiM MOPOXKHUHI, CIIiT 3aCTOCOBYBaTH 3a 1 TOOUHY
mo abo yepe3 2 TOOUHU ITiCJIg IPUMOMY 13Ki a060 PPYKTOBOr0 COKY (OUB. PO3Min
«B3aeMopmist 3 iHmIMMU JTiKapChbKUMHK 3acoO0aMu Ta iHIII BUOW B3aEMOMI»).

e JliTu BiKkOM OO 6 pOKiB 3 Macoio Tina o 20 Kr.



HasaBHi Ha choromHi maHi onucaHo B po3ginax «OcobGnMuBOCTI 3acTocyBaHHA», «I1o6iuHi
peakiiii», «®PapMakonouHaMika» Ta «PapMaKOKiHeTHUKa», ajJle peKOMeHIallil CTOCOBHO
NO3yBaHHS He MOXKYTh OyTH HafaHi. ToMy 0iflaCTUH He CJIii 3aCTOCOBYBaTHU y Ll
BiKOBiM I'pyTIi.

Iopocri Ta migmiTku (BikoM Bif 12 poKiB) MOXKYTh 3aCTOCOBYBaTU Tab/lIeTKU OijlaCTUHY
o 20 mr.

Tpusasiicmb AiKYBAHHA.

[Tpu anepriyHOMy PUHOKOH IOHKTHUBITI JTIKyBaHHS CJIil 0OMEXUTH IIePiogoM BIIJIUBY
ajiepreHis. Y pa3si Ce30HHOI'0 aJjIepridyHOro PUHITY JIIKYBaHHSA MOXKHa IPUIIUHUTU MiCIIA
3HUKHEHHS CUMIITOMIB i BITHOBUTH IIiCJIsI 1X IIOBTOPHOI MOSIBH. Y pa3i IIiJIOpiyHOro
aJIepPrivyHOr0 PUHITY IIPOTATOM II€PIOAiB BIIJIUBY aJIepreHiB malieHTaM MOXHa
3anporioHyBaTH Oe3mepepBHe JIIKyBaHHA. Y pa3i KPOIUB THKY KypC JTiKyBaHHS
3aJIeXXUTh Bif TUNY, TPUBAJIOCTI Ta AUHAMIKU CKapr.

Ocobauei 2pynu nauieHmis.

[MopymenHs ¢GyHKIII HUPOK. be3neka i e(peKTUBHICTh 3aCTOCYyBaHHA OijlTaCTUHY OiTIM

3 TIOpyIIeHHSM (PyHKIIIl HUPOK He BCTaHOBJEHi. [loCIinKeHHs, ITPpoBeAeHi 3a y4acTiO
OOPOCHUX 3 TPYHI OCOOIUBOTO PU3UKY (MAILliEHTH 3 IMTOPYIIEHHSAM QYyHKII1 HUPOK),
IMOKa3asaHu, 1110 HeoOXimMHOCTI KOpuryBaTu 03y OiTacTUHY [JIsT JOPOCIIUX HeMa€ (OuB.
po3main «®apMaKOKiHETHKA»).

[MopymenHs ¢yHKIII nedinku. be3neka 11 epeKTUBHICTL 3aCTOCyBaHHS OilaCcTUHY

OiTSIM 3 MMOPYILIEeHHSAM (YHKII1 NeYiHKKM He BCTaHOBJIEeHi. [JoCBig KITiHiYHOTO
3aCTOCYBaHHS IalliEeHTaM 3 IIOPYIIeHHSIM (QyHKITiI MTe4YiHKY BiACyTHiU SIK IIIOM0
OOPOCJINX, TaK i OO MediaTPUYHUX IallieHTiB. OOgHaK, OCKiIbKH OijTacTHH He
MeTabo0JIi3yeThCsI i BUBOOUTHCS 3 CeYel0 Ta KAaJIOM YV HE3MiHEHOMY BUTJISIII,

MopyIieHHs GYHKIII NeYiHKY He TOBUHHO IIPU3BOOUTH A0 30ibIlIeHHS MOT0 CUCTEMHOI
Oil mo HeOe3MeYHOoro PiBHSA Y AOPOCJIMX IallieHTiB. TOMy mOpOCIUM MalliEHTaM 3
MMOPYIIEHHSAM (YHKIIIl MeYiHKA KOPUTyBaTH A03y He MOTPiOHO (OMB. PO3Mis
«®apMaKOKiHETHKa»).

itk

Ockinbku e(PeKTUBHICTH i 6e3MeKa 3aCTOCyBaHHS 0ilaCTUHY OiTSAM BiKOM [0 2 POKiB He
BCTAHOBJIE€HI, a JOCBIiA KJIiHIYHOT0 3aCTOCYBaHHSA OITAM BiKOM Bif 2 00 5 POKiB
HeBeJIMKUM, OiJTacTUH He CIif Mpu3HadyaTy MM BiKOBUM I'pyIliaM.

Ilepemo3yBaHHA



IaHi 1100 Iepeo3yBaHHSA Y OiTel BiACyTHI.

IHdopMaliist CTOCOBHO I'OCTPOTO Ilepeno3yBaHHs OitacTuHOM Oyjia oTpuMaHa B XOi
KJIiHIYHUX BUNTPOOyBaHb, MPOBEOEHUX i 4aC pO3P0OKM 3a y4acTIO JOPOCIIUX, Ta
IOCTMApPKETUHIOBOT'O CIIOCTEPEXKEHHS. Y KITIIHIYHUX OOCHTIOXKEeHHIX MiCIs
Mpu3Ha4YeHHs 26 JOPOCIUM 300POBUM H0OPOBOJILISAM OilacTUHY B A03aX, 110
repeBuUIllyBanu TepaneBTU4YHy B 10-11 pasiB (220 Mr y BUTJISIAI OOHOPA30BOi 103U abo
200 mr Ha goOy mpoTsAroM 7 OHIB), YaCcTOTa BUHUKHEHHS NOOIiYHUX peakiliii 6ymia
BOBiYi BUIIOIO, HiXK Ha TJIi 3acTOCyBaHHs nialebdo. [1o mobiyHUX peakirii, IIpo sKi
HaWvacTillle TTOBimOMIISAIOCS, HaleXaJjli 3allaMOpPOYeHHs, TOJIOBHUY Oinb i HyOoTa.
[ToBimoMiieHb PO CepPHO3Hi MOOIUHI peakilil Ta 3HaUYHe NMOAOBXKeHHS iHTepBany QTc He
oyno. Indopmariiisa, 3ibpaHa Iig 4ac MOCTMapKETUHTOBOTO CIIOCTEPEKEHHS, BiiTIOBiga€e
OaHUM, OTPUMAHUM YIIPOMOBK KITIHIYHUX BUITPOOYyBaHb.

Y peTtenbHOMY nmepexpecHOMY gociainxkeHHi iHTepsBaniB QT/QTc 3a yuacTtio 30
3[I0POBUX OOPOCIIMX OOOPOBOJIBIIIB KPUTHUYHA OIliHKa BIJIMBY OaraTopal3oBoi 03U
6inactuny (100 Mr X 4 mHi) Ha penonspu3allilo NITYHOYKIB He BUSIBHIAa 3HAYHOTO
nonoBxkeHHd iHTepBany QTc.

y pa31 IIepeago3yBaHHA PEKOMEHOYETBECA CUMIITOMATUYHE Ta Hi)ITpI/IMy'IOqe JIiKy'BaHHH.

Crnenudiuyauit aHTUOOT OiTaCTUHY HEBIOOMMUIA.
IToOiuHi peakmii

3aranpHui npodink 0e3meKy y MallieHTiB nemiaTpuuHoro npodimro. ITim yac xkiaiHivHOL

PO3pO0OKU YaCcTOTa, TUII i TAXKKICTh ITOOIYHUX peaklliil y miaIiTKiB (BikoM Big 12 go 17
POKiB) Oy/IM TaKUMM K, SIK Y mopocnux. [Hdopmatiisi, 3i6bpaHa B i rpymi (migmiTkn)
IIPOTATOM IIOCTMapKEeTUHIOBOI'O CIIOCTEPEXKEHH, IIiATBepauiia pe3yJibTaTu KIIIHIUYHUX
BUIIPOOyBaHb.

BigcoTtok miteit (2-11 pokiB), y IKUX cIiocTepiranucs mobiuyHi peakilil micis JiKyBaHHS
aJIeprivHOro PMHOKOH IOHKTUBITY ab0 XpOHIYHOI ifionaTUYHOl KPOIIMB’ SHKHU
OinactTuHOM y m03i 10 Mr mpoTsirom 12-THXKHEBOT0 KOHTPOJILOBAHOI'O KJTiHIYHOTO
OOCITim»XKeHHsI, OyB MOPiBHAHHUM 3 BifCOTKOM IIAlli€HTiB, sIKi OTpUMYyBaJH I1aiebdo
(68,5 % mpoTtu 67,5 %).

BignoBimui moOiuHi peaxkirii, o HattyacTimie BigMmidanucsa y 291 gutunu (2-11 pokis),
siKa oTpuMYyBaJia OimactuH (y ¢popmi TabJIeTOK, 1110 AUCIIEPTYIOTHCS B POTOBI
MMOPOKHMHI) B XOMi KIiHIYHUX BUTPOOYyBaHb (#260 miteit OTpUMYBaJIu npenapart y
KJTiHiYHOMY gocrigxkeHHi 6e3neku, 31 gUTUHA - Y OOCHIIXeHH] (papMaKOKiHETUKH),
BKJIIOYaJIM T'OJIOBHUM OiNlb, arlepriyHui KOH IOHKTHUBIT, PUHIT i 6inb y xKuBoTi. Li K
moOiuHi peakiril Bim3Havanucs 3 MOPiBHSIHHOIO YacTOTOI0 y 249 mallieHTiB, sKi



OTpUMYBaJH IIaeoo.

Tabnuilsa 3 maHUMU PO NoOiYHI peakiril y mallieHTiB nemiaTpuuHoro npodimo. Huxye

B Tabnuli HaBeaeHO MOOiYHI peakiiii, 1110, BiporigHo, Oyiau moB’si3aHi 3 0iJ1TaCTUHOM Ta

Binm3Hauvanucs Oinei HiXK y 0,1 % mitelt (2-11 pokiB), sIKi oTpuMyBanu OiTaCTUH Mif

Yac KITiHIiYHOl PO3pO0OKH.

YacToTa BUHUKHEHHS ITOOIYHUX pPeakIlifi PO3NOOiIS€TbCS TAKUM YHMHOM: IyKe YacTo
(= 1/10); gacTo (= 1/100 - < 1/10); HeyacTo (= 1/1000 - < 1/100); pigmko (= 1/10000 -
< 1/1000); oy=xe pigko (< 1/10000); HeBigoOMO (HEMOZKJIMBO OIIHUTHU 3a JOCTYIHUMHU

OAHUMHU).

Peakirii, 110 BUHUKAIOTh PiIKO i Iy’Ke pifKo, a TaKOXK Ti, YacTOTa SAKUX HeBigoMa, He

Oyniu BHecCeHi B TaOIHUIIIO.

OpraHu i cucTeMHu oprasiB

BimacTun, 10

IIn
MI
. . # (n
YacroTa ITobGiuHa peakiist (n = 291)
IHgeKuiliHi ma napa3umapHi 3aX80PHOBAHH A
YacTo Punit 3 (1,0 %) 3(
Posnadu 3 60Ky Hepesosoi cucmemu
YacTo I'onmoBHUM 0intb 6 (2,1 %) 3(
3armaMoOpoOYeHH 1 (0,3 %) 0 (!
HeuacTto
Brpata cBimomocTi 1 (0,3%) 0 (
Po3nadu 3 60Ky opa2aHie 30py
YacTto AnepriyHui KOH IOHKTUBIT 4 (1,4 %) 5 (
HeuacTo I[Togpa3HeHHs o4Yen 1 (0,3 %) 0 (!




Po3aadu 3 60Ky W/AYHKOBO-KUWKOB020 Mpakmy

YacTto Binb y )KUBOTi/0isIb Y BEpXHBOMY Bifdisli 2KMBOTa 3 (1,0 %) 3(
iapes 2 (0,7 %) 0 (
HeuacTo
Hymora 1 (0,3 %) 0 (
HabGpsk ry6 1 (0,3 %) 0 (
Po3siadu 3 60Ky wKipu ma niOwWKipHUX MKAaHuH
Ex3ema 1 (0,3 %) 0 (
HeugacTto
Kponus’ssHKa 2 (0,7 %) 2 (
3azanvHi po3s1adu ma peakuii 8 micui 88e0eHHA
HeuacTo BTromMmmoBaHiCTB 2 (0,7 %) 0 (

#260 miten OTpUMYBaJIU IIpelapaT B XO4i KITiHIYHUX OocaimkeHb Oe3neku, 31 guTtuHa
OoTpHUMYyBaJlla IIpemnapar B xofdi papMaKOKiHETUYHUX OOCIIIXKEHb

Onwuc okpeMux MoOiYHUX peakllill y nemiaTpuuHii nonyisirii. I'onoBHU 6inb, 6inb y

JKUBOTI, aJIepriyHui KOH IOHKTUBIT 1 PUHIT CIIOCTEPIrajaucs sK y OiTeu, SKUX JIIKyBalu
OinmactTuHOM y mo3i 10 Mr, Tak i B miTei, SKi oTpuMyBanu miane6o. YacToTa, 110
Bim3Hauamnacs: 2,1 % nmpotu 1,2 % pns romosHoro 6omio; 1,0 % npotu 1,2 % minst 6o:io
B XKuBOTi; 1,4 % nipotu 2,0 % Ojisa anepridyHoro KoH roHKTUBITY 1 1,0 % nipotu 1,2 %
LJIs1 PUHITY.

3aranbHui npodink 6e3mMeKH V JOPOCINX HalliceHTiB i mallieHTiB migIiTKOBOTO BiKy. ¥V

KJIIHIYHUX OOCIIIXKEeHHAX Y HOPOC/INX ITalli€HTIB 1 MallieHTiB HiAJIiTKOBOI'O BIKY, SKi
CTpaxpgaly Bifl aieprivHOro pUMHOKOH IOHKTUBITY UM XPOHIYHO] iiomaTU4HOI1

KPONUB STHKU, YaCTOTa BUHUKHEHHS MOOIiYHUX peaklliii Ha (oHi JTiKyBaHHS OiTacTUHOM
y 0o3i 20 Mr OyJsia 3iCTaBHOIO 3 TAKOIO y MAalli€eHTiB, sIKi oTpuMyBainu mniaiebo (12,7 %



npotu 12,8 %).

Kniniuni Bunrpo6yBanss 11 i III ¢pa3u, mpoBeneHi nig yac KIiHiYHOI po3po0KH,
OXOILTIOBaIU 2525 JOPOCIUX IMAll€HTIB 1 MAIl€HTIB MiJIITKOBOI'O BiKYy, SKUX JIIKyBall
pisHuMU go3amu OimacTuHy, 3 HUX 1697 oTpuMyBanu OimacTuH y go3i 20 mr. Y nux
mocnimxkeHHsaX 1362 mailieHTy oTpuMyBanu nnaunebo. [lamienTy, sKi oTpuMyBasu
OimacTuH y mo3i 20 MT 3a ITOKa3aHHSIM aJIepriyHui PUHOKOH IOHKTHUBIT UM XpPOHIiUYHAa
imiomaTuyHa KponuB'THKA, HaW4YacCTiIllle ITOBiMOMIISIIIN IIPO TaKi MoOiuyHi peakirii:
TOJIOBHUM Oiflb, COHIUBICTD, 3allaMOPOYEHHS Ta BTOMIIIOBaHiCTh. L1i mob6iuHi peakiril
BUHUKAJIU 3 YaCTOTOIO, 3iCTaBHOIO 3 YaCTOTOIO PO3BUTKY IOOIYHUX peakliu y
Malli€eHTiB, SIKi OTpUMYyBau MJaiebo.

Tabnuis 3 JaHuMM IPo noOiYyHi peakxilil y JOpPOCIuX HallieHTiB i IaITieHTiB

miIiTKOBOro BiKy. Huxk4ye B TaOsuili HaBegeHo 1mo0iuHi peaxiiii, 1110, ¥MOBipHO, OyIu

IoB’s13aHi 3 OinacTuHOM i Bim3Hauvanucs 6inbil HixK y 0,1 % mallieHTiB, IKi oTpUMyBaIu
OinactuH y mo3i 20 Mr mig 4yac KaiHiguHOI po3podku (N = 1697).

YacToTa BUHUKHEHHS ITOOIYHUX peaklliii PO3NOMdiNIS€EThCSA TaAKUM YMHOM: IyKe YacTo
(= 1/10); gacTto (= 1/100 - < 1/10); HewacTo (= 1/1000 - < 1/100); pigko (= 1/10000 -
< 1/1000); ny=xe pigko (< 1/10000); HEeBigoOMO (HEMOXKJIMBO OLIHWTHU 3a OOCTYIIHUMU
OAHUMH).

Peaxkiiil, 110 BUHMKAIOTh PiOKO i OyKe pigKo, a TAaKOXK Ti, YaCTOTa SAKHUX HEBigoMa, He
Oynu BHeceHi B TaOIHUIIIO.

Opranu i cucremu opranis binacTus, ]
Bci 038 |[Tjrame6o

20 mr oimacTtuny
N = 2525 [N =1362

Yacrora |[[IoOiuHa peakirisi N = 1697

IHpexuiliHi ma napa3umapHi 3aXx80PHBAHH A

HeuacTo I'epriec poTOBOI MOPOXKHUHU 200,12 %) 120,08 %) 1|0 (0,0 %)

Po3siadu 3 60Ky 06MiHY peuos8uUH ma Xap4y8aHHs:

HeuacTto [TigBUIIIEeHUI AlI€TUT 10 (0,59 %) (11 (0,44 %) |7 (0,51 %)




Po3saadu 3 60Ky ncuxiku

TPUBOXKHICTH 6 (0,35 %) [8(0,32 %) |0(0,0 %)

HeuacTo
be3conHsa 20,12%) |4 (0,16 %) |0 (0,0 %)

Po3nadu 3 60Ky Hepeosoi cucmemu

COHIUBICTB 52 (3,06 %) (82 (3,25 %) |39 (2,86 %)
YacTto

T'onoBHUM OiNb 68 (4,01 %) |90 (3,56 %) |46 (3,38 %)
HeuacTto 3arnaMoOpoOYeHH 14 (0,83 %) (23 (0,91 %) |8 (0,59 %)

Po3siadu 3 60Ky opaaHis cayxy ma aabipuHmy

[ITyMm y Byxax 2(0,12%) (2(0,08%) |0 (0,0 %)

HeuacTo

Bepturo 3(0,18%) [3(0,12%) |0 (0,0 %)

Po3nadu 3 60Ky cepus

FiJ'(I.:(;KaJIa IIPAaBO1 H12KKHY IIy4YKa 4 (0,24 %) 5 (0’20 %) 3 (0'22 %)

CuHyCcoOBa apUTMis 50,30 %) |5(0,20 %) (1 (0,07 %)

HeuacTo

ITomoBxke IHTEepBa T na
pomaKenn lnreppany QTHA g o 5300) 110 (0,40 %) |5 (0,37 %)
€JIEKTPOKapalorpaml

THITI BinXUIEeHHY IIOKA3HUKIB
_H ) 70,41 %) (11 (0,44 %) |2 (0,15 %)
EKI' Big HOpMaIbHOTO PiBHSA




Po3siadu 3 60Ky opaaHi8 OuxaHHs, 2pYyOHOI KAIMKU ma cepedoCmiHH

3apumika 2(0,12%) |2(0,08 %) |0(0,0 %)
Heuacto HenpueMmHi BinuyTTsa y HOCI 20,12 %) [2(0,08%) |0(0,0 %)
CyxicThb y HOCI 3(0,18%) [6(0,24 %) |4 (0,29 %)
Po3aadu 3 60Ky WAYHKOB0O-KUWKOB020 Mpakmy
Bine y Bepxabomy Biggini xkusoTa|ll (0,65 %) |14 (0,55 %) |6 (0,44 %)
Binb y KUBOTI 5(0.30 %) 1|5(0,20 %) |4 (0,29 %)
HypoTta 7 (0,41 %) |10 (0,40 %) |14 (1,03 %)
IuckomMpOpT y KUBOTI 3(0,18%) |4(0,16 %) |0 (0,0 %)
HeuacTto
Hiapes 4 (0,24 %) 60,24 %) |3 (0,22 %)
CyxicTh y poTi 200,12%) 160,24 %) |5(0,37 %)
Hucnerncis 2(0,12%) 140,16 %) |4 (0,29 %)
Factput 4 (0,24 %) 40,16 %) |0 (0,0 %)
Po3nadu 3 60Ky wKipu ma niOwkKipHuUXx mKaHuH
Heuacto CBepbix 2(0,12%) |4 (0,16 %) |2 (0,15 %)

3azanvHi po3aadu ma peakuii 8 micui e8e0eHHs

Heuacto

BToMII0OBaHICTD

14 (0,83 %)

19 (0,75 %)

18 (1,32 %)




Cmpara |3 (0,18 %) 4(0,16 %) |1 (0,07 %)
3arocTpeHHs
BXKe
S R012%) 2(0,08%) |1 (0,07 %)
3aXBOPIOBaHb
apsiuka 2 (0,12 %) 3(0,12%) |1 (0,07 %)
AcTemist |3 (0,18 %) 40,16 %) |5 (0,37 %)
JTooamkosi memoou 00CAIOHCEeHHA
. . _
IHB:”JFGH;I: T(;zarjm 70041 %) 18(0,32%) 20,15 %)
FHYT MI1JIT H n
. .
HABHINEHHA PIBHA 50,30 %) |5 (020 %) |3 (0,22 %)
ajlaHiHaMiHOTpaHCepa3u
. .
HABHIIEHHA PIBHA 3(0,18%) [3(0,12%) |3 (0,22 %)
aclapTaTaMiHoTpaHcdepasu
HeuacTo
. . .
I;J(I)BI'/IU_IGHHH p].BHH eraTHHlHy y 2 (0,12 %) 2 (0108 %) 0 (0,0 %)
K Bl
. .
IBUINEHHA PIBEA 200,12 %) [2(0,08%) |3(0,22 %)
TPUTIILIEPUIIB Y KPOBi
30inbIIeHHSI MacH Tinla 80,47 %) (12 (0,48 %) |2 (0,15 %)

YacToTa HeBigoMa (HEMOXKJIMBO OIIHHATH 3a HJOCTYITHUMH JaHUMH). Y

IMOCTMAaPKETUHTOBUM MEPiof CIIOCTEPIraaucs nmocuaeHe cepueduTTs, Taxikapmis,

peaxiril rimepyyTauBOCTi (Taki K aHadinakcis, aHTioHaOpPsSK, 3aAuIIIKa, BUCHII,

JIOKaJIi30BaHUM/MicIIeBUM HAOPSK Ta epuTeMa) Ta OJII0BaHHSI.




Onwuc okpeMux MoOIiYHMX peakiiil y JOPOCIMX MAIli€HTIiB i mallieHTiB migIiTKOBOTO BiKY.

COHIUBICTD, TOJTOBHUM 0Oiflb, 3aIIaMOPOYEHHS i BTOMIIOBAHICTh CIIOCTEPITranuch SIK y
MallieHTiB, IKUX JIiKyBa/Ju 0ilaCTUHOM y [03i 20 Mr, TakK i B IalLli€eHTiB, IKi OTPUMYyBaIu
mname6o. IxHs wacToTa cTaHoBuUIIA BimmoBinHO 3,06 % npotu 2,86 % Oiasi COHJIUBOCTI;
4,01 % npotu 3,38 % pgns romoBHoro 6omio; 0,83 % npotu 0,59 % n1s 3amaMOpPOYeHHS
10,83 % npotu 1,32 % 11 CTOMJIFOBAHOCTI.

[Hpopmaliisi, 3ibpaHa BIPOOOBK MOCTMapKETUHTOBOT'O CIIOCTEPEXKEHHS, IIiATBEpAUIa
npodink 6e3ImeKH, 0 CIIOCTepPiraBcs I Yac KIIiHiYHOl pO3pPOOKH.

IMoBigoMJIEHHS IIPO MMimo3pIoBaHi mobiuHi peaxirii. IToBimoMiIeHHS IPoO Iigo3poBaHi

moOiuHi peakiril Iicyiss peecTpaliil TiKapCchKoro 3aco0y BifirpaioTh BaxKJIUBY poJib. Lle
Ja€e 3MOT'y IPOJOBXKYBaTH CIIOCTEPEKEHHS 3a CIIiIBBIIHOIIIEHHSIM KOPUCTI Ta PU3UKY
3aCTOCYBaHHS JIiKapChKOro 3aco0y. [TpalliBHUKY rajly3i OXOPOHU 30POB’sI MTOBUHHI
MMOBiMOMJISATY ITPO Oyab-sSKi mimo3pioBaHi Mo0iuHI peakIlii yepe3 HalliOHAJIbHY CUCTEMY
IIOBIIOMJIEHB.

TepMmin npuagaTHOCTI

5 POKiB.

VYMoBHM 30epiranas

CnenianbHi yMOBUY 30epiraHHs He MOTPiOHI.

¥YnakoBka

ITo 10 TabneTok y OsicTepi; mo 1 6icTepy B KApTOHHIM KOPOOIIi.
KaTeropist Bignycky

3a penemnTomMm.

BupooHuKk

A. Menapiri Manydaxktypiur Jlorictikc eaqg Cepsicec C.p.JI.

Miciie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IPpoBaaXKeHHSI
IisTTBHOCTI

Bia Kawmrmo ai I'Tine, 67100 JI’AkBina (AK), ITamisa.

[Ixepeso iHCTPYKIIil



[HCTPYKIIiio JTiKapChKOro 3aco0y B3siTO 3 oQilifiHOTOo mxkepesa — [lepKaBHOTO PEECTPY

JIiKapChKUX 3ac00iB YKpaiHu.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

