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IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPChKOI0 3ac00y

BLJIATIC
(BILAGIS)

Cknao:

Oitoua peyoguna: OINACTHH;

1 TabneTka MicTuTh Oimactuny 20 mr;

OONOMICHI peyosuHy: TISTIONI03a MIKPOKPHCTAIIYHA, HATPII0 KPOXMAIBIIIKOIAT (THIT A), KPEMHIIO
JIOKCH/T KOJIOiTHUI O€3BOIHMIA, MarHito creapar.

Jlikapcbka gopma. TabneTku.
OcnosHi @izuko-ximiuni racmusocmi. TabneTku O6ioro abo maibxe O17I0r0 KOJIBOPY, TBOOMYKIII,
npoJ0BryBatoi Gopmu, 3 THCHEHHsIM B20, 3 pHCKOIO 3 0THOTO OOKY.

dapMakoTepaneBTHYHA Ipyna.
AHTHUTICTaMIHHI 3acO0HM 1T CHCTEMHOTO 3acTOCyBaHHS. [HII aHTUTiCTaMiHHI 3aco0u s
cucremHoro 3actocyBanns. binactun. Kog ATX RO6A X29.

Dapmakono2iuni enracmueocmi.

Dapmarxoounamixa.

binacTuH — 11e HeceaTUBHUI aHTArOHICT TiCTaMiHy TPUBANOI /i, BUCOKOCENEKTUBHUN OJIOKATOP
nepudeprnunnx Hi-penenTopis, 1110 He 3B’SI3y€ThCS 3 MyCKapUHOBUMH PELIETITOPAMHU.

ITicns  oIHOPa30BOrO 3acTOCYBaHHS OUTACTUH MPOTATOM 24 TOAMH TPUTHIYYE PO3BUTOK
CHPUYMHEHHX TICTaMIHOM IIKIPHUX PEaKIlii, 10 MPOSBISIOTHCSA MyXUPSIMUA Ta TOYEPBOHIHHSM.

VY KIIHIYHMX JOCHI/PKEHHSX, MPOBEACHUX 3a Yy4acTI0O JOPOCIMX 1 MNAMITKIB 3 aJepriyHUM
PUHOKOH FOHKTUBITOM (CE€30HHUM 1 HUIOPIYHUM), TpuiioM 20 mr OiacTuHy 1 pa3 Ha 100y BIIPOJOBXK
14-28 nHiB BUsBUBCS €()EKTUBHUM Y MOJIETIICHHI TAKUX CUMITOMIB, SIK UXaHHS, BUIUIEHHS 3 HOCA,
CBepOIXX y HOCI, 3aKJIaJICHICTh HOCA, CBEPOIK OUei, CIIbO30TeYa Ta MOYEPBOHIHHS o4eil. CuMnroMu
e(peKTUBHO KOHTPOIIOBAIUCS OLTACTUHOM MPOTATOM 24 FOJMH.

VY 1BOX KIHIYHUX AOCTIHKCHHSX, B SKUX Opajii y4acTh MAIlI€EHTA 3 XPOHIYHOKO 1710TATHYHOIO
KpOIIUB’ THKO10, 3acTocyBaHHs 20 Mr OinactuHy 1 pa3 Ha 100y nmpoTsarom 28 aHiB 0yino epeKTUBHUM
y mocnabiieHH] 1IHTEHCUBHOCTI CBEpOEXY Ta 3MEHILIEHHI KUIBKOCTI 1 po3Mipy IyXHUpIB, a TaKOX
TUCKOM(pOPTY, BUKIMKAHOIO KPOMMB’SHKOI. Y TAlli€HTIB CHOCTEpiragocs MOKpalleHHs CHY Ta
SIKOCT1 KUTTSI.

VY KIHIYHUX JOCHIIKeHHAX OIacTHHY KIIIHIYHO 3HAUYYIIOTO MoAoBkeHHs iHTepBamy QTc abo
SIKOTOCh 1HIIOTO BIUIMBY Ha CEPIIEBO-CYIMHHY CUCTEMY HE CIIOCTEPIranocs, HaBITh PU 3aCTOCYBaHHI
y 1031 200 mr Ha 100y (110 B 10 pa3iB mepeBUINye KIIHIYHY J03Y) NPOTATOM 7 IHIB y 9 y4aCHHKIB
a00 y pasi OJHOYACHOTO 3acTOCyBaHHsA 3 i1HTIOITOpamu P-rmikomporeiny (P-gp), Takumm sk
KETOKOHa30JI (24 yyacHMKH) 1 epuTpominuH (24 yuacauku). Kpim Toro, 6ysio npoBezieHO peTenbHe
nociimkeHHs QT 3a ygacTio 30 10O6pOBOJIBIIIB.

Y KOHTPOJIbOBAHMX KITIHIYHHUX JOCIIPKEHHSIX 3aCTOCYBaHHS B peKOMeH10BaHii 1031 20 Mr 1 pa3 Ha
100y mpodias Oe3meku OiacTuHy Ta Tianedo BiAHOCHO meHTpaiabHOT HepBoBOi cuctemu (ITHC)
Oy/ln CXOXXMMH, a YacToTa MOSBM COHJMBOCTI Ha TJII NpUHOMY OLTaCTUHY CTAaTUCTHYHO HE
BiJIpI3HsIIACS BiJ TaKO1 IPH 3aCTOCYBaHHI miane0o. bimactun y qo3ax no 40 Mr Ha 100y HE BILJIMBAB



Ha NICUXOMOTOPHI MOKAa3HUKH Y KJIIHIYHUX JOCIHIHKEHHSX Ta Ha 3/1aTHICTh KEPYBAaTH TPAHCIIOPTHUMU
3aco0aMu y CTaHIapTHOMY TECTI Ha BOJIHHS.

VY maimieHTiB JTHBOTO BiKy (=65 pokiB), siki Opamu yuacts y nociimkenasx II 1 I ¢asn,
e(eKTUBHICTH 1 Oe3MeKa mpenapary He BIIPI3HIMCS Bl TAKUX Y MAIIEHTIB MOJIOJIIIOTO BIKY.

VY micnspeecTpaiiiHoMy JOCTiIKEHHI, MPOBEICHOMY 3a y4acTio 146 mMmaiieHTiB JITHBROTO BIKY, B
MOPIBHSHHI 3 THITUMU JTIOPOCITMMH YYaCHUKaMH BIIMIHHOCTEH B mpodisii 0€31eKu BUSBICHO HE OYJI0.
Hitu. Ilignitku (Bikom 12—17 pokiB) Oynu BKJIIOYEHI B Mporpamy KIIiHI4HOI po3poOku. 3 Hux 128
0ci0 oTpuMyBaJK OUTACTHH Mij Yac KIIHIYHUX JOCTIIKEeHb (81 — B MOJABIMHO CIINMKUX AOCTIIHKEHHIX
QJIEPriYHOTO PHHOKOH IOHKTHUBITY), pemTa 116 yuyacHuMKiB Oynau paHIOMIi30BaHi B TpyNH, SKi
OTPUMYBAJIM aKTHBHI TpenapaTtd MOpiBHAHHSA abo rurame6o. BimMiHHOCTEH B €(pEKTHBHOCTI Ta
6e3merni MK JJOPOCIMMH 1 MiJUTITKAMU HE CIIOCTEPIraaocs.

Dapmarokinemuxa.

BemoktyBanns. Ilicnst mepopaibHOTO 3acTOCYBaHHS OiTaCTUH HIBHAKO BCMOKTYETHCS, a HOTO
MaKCUMaJlbHa KOHLEHTpallisl y I1a3Mi gocsraerbes npubinsHo uepes 1,3 ronnnu. HakonuueHHs He
crioctepiranocsi. CepenHiii mokasHUK 010AOCTYIMHOCTI O1TaCTUHY MPHU NMEPOPATHHOMY 3aCTOCYBaHHI
cTaHOBUTH 61 %.

Posmopin. Jlocmimkenns in Vitro ta in vVivo nokasaiu, 1o Oinactul € cyocrparom Pgp (nuB. po3nin
«B3aeMomis 3 KETOKOHA30JI0M, €PHTPOMIIMHOM Ta guiaTtiazemMom») Tta OATP (mamB. posmin
«B3aemopis 3 rpeitndpyroBum cokom»). binactun, oueBuIHO, He € cyocTpaTtoM nepeHocHrka BCRP
a00 uupkoBux nepenocHukisB OCT2, OAT1 ta OAT3. Jlaui gocmimkens in Vitro He 1ar0Th MMiacTaB
BBAXATH, IO B CHCTEMHOMY KpOBOTOKY OIiJaCTHH NpPUTHIYYE aKTHUBHICTh TaKWX OLIKiB-
nepeHocHukiB, sk P-gp, MRP2, BCRP, BSEP, OATP1B1, OATP1B3, OATP2B1, OAT1, OATS,
OCT1, OCT2 Ta NTCP, ockinbku #oro 3aatHicTh iHrioyBatu P-gp, OATP2B1 Ta OCT1 He3nayHa i
XapakTepu3yeThbes mokazHUKoM I1Csp > 300 MkM, 1110 3HA4YHO MEPEBUIIYE PO3PAXYHKOBHM MOKa3HUK
MaKCHMaJIbHOI KOHILIeHTpawii B mia3Mi (Cmax) y pa3i KIIHIYHOrO 3aCTOCYBaHHsA OinacTuHy. Takum
YUHOM, MOJI0HI B3aeMOJii HE MAaTUMYTh KIIHIYHOTO 3HadyeHHs. [IpoTe pe3ynpTaTH aHANOTIYHHX
JOCTIPKeHb BKa3yIOTh Ha Te, IO 1HT10yBaHHS 0171aCTUHOM O1TKiB-IIEPEHOCHUKIB, 10 3HAXOASTHCS B
CIIM30BIM 000OHII KUIIeYHUKY (Hanmpukian P-gp), Bukmountu He MoxkHa. [lpu 3acTtocyBaHHI y
TepaneBTHUHUX 033X 84—90 % OinacTuHy 3B’ SI3y€ThCs 3 OLIKaMH TTa3MH KPOBI.
Biorpanchopmariisi. YV aocmipkeHHAX IN VItro OinacTMH He BUSIBHUB 37aTHOCTI 1HIyKyBatu abo
MPUTHIYYBAaTH aKTUBHICTH 130(hepmenTiB CYP450.

Busenenns. Y gociimkeHHi 6amaHCy MacH, IPOBEIEHOTO 32 yYacTIO 3J0POBHX JOOPOBOIIBIIIB, MIiCHS
0JTHOPA30BOTO 3acToCyBaHHS *C-6inacTury B 1031 20 Mr Maitke 95 % NMpHIHATOT 1031 BUABIIAINACS
B ceul (28,3 %) Ta kami (66,5 %) y BUIIAAI HE3MIHEHOrO OLIACTHHY, 3 YOTO MOXHa 3pOOUTH
BHCHOBOK, II[0 B OpraHi3Mi JIIOAUHHU O1TaCTHH METabOTI3yEThCS HE3HAYHUM YHHOM. Y CEpeIHbOMY
Nepiol HalmiBBUBEIEHHS OUTACTUHY Y 3/I0POBUX JOOPOBOJIBIIIB CTAHOBUTH 14,5 rof.

JliHiHICTE. Y AochiiKyBaHOMy aiana3zoHi 103 (Big 5 po 220 mr) OUTacTHUH BUSIBISIE JIHIMHY
(bapMaKOKIHETHKY 3 HU3bKOIO MIXKCYO’ €KTHOO BapiaOenbHICTIO.

HopymienHsa GyHKIIT HUPOK. J{OCHIKEHHS 3a y4acTIO MAI[IEHTIB 3 PI3HUM CTaHOM (QYHKIIT HUPOK
MOKa3aJio, M0 y pa3i HOpManbHOI (GYHKIII HUPOK (MIBHAKICTH KiyO0oukoBoi dinprpamii (LKD) >
80 m/xB/1,73  m?)  cepemnss  AUCo. (£  craHmapTHe  BIIXWJICHHS)  CTAaHOBHTH
737,4 (£260,8) Hrxroa/mi, 3a HasgBHOCTI MOPYIIEHb (YHKIII HUPOK JIETKOTO CTYHEHS TSKKOCTI
(IIK® = 50-80 mn/xB/1,73 ™M?) 1eit mokasHHK cTaHOBUTH 967,4 (£ 140,2) uHrxrom/mm, y pasi
MOpYIIeHb ~ cepeAHboro  crymeHs Tsokkocti (KD = 30-<50 wma/xB/1,73  ™?)
1384,2 (£263,23) urxroa/mi, a y pasi nopyiieHs Tshkkoro crymens (IIIK® <30 mi/xs/ 1,73 m?) —
1708,5 (£ 699,0) Hrxroa/mim.

VY mnaii€eHTiB 3 HOpPMalbHOIO (YHKIIE0 HUPOK CepedHiil (+ CT. BiJIX.) Mepioj HaIiBBUBEIEHHS
OimacTuny ctaHoBuB 9,3 (+ 2,8) roa, y maui€HTIB 3 HOPYIIEHHSMH JIETKOTO CTYMEHS TAKKOCTI —
15,1 (= 7,7) rox, y nami€eHTiB 3 MOPYIIEHHSIMHU CEPEIHBOTO CTymeHs TsxkocTi — 10,5 (+2,3) rox, a
y TAalli€HTIB 3 MOPYHICHHAMH TsokKoro crynens — 18,4 (+ 11,4) rox. [IpakTuyHO y BCiX MaIli€HTIB
gepe3 4872 TOmWUHU TicAA TpUHoMy OuLTacTMH B cedl He BUABIABCA. [lomiOHI 3MiHK
(bapMakOKiHETUKH HE MOBHHHI MaTW KJIIHIYHOTO 3HAY€HHs Ta BIUIMBY Ha O€3MeEKy 3acTOCYBAaHHS
011aCTUHY, OCKUIBKM MOro KOHIEHTpalii B IUIa3Mi Yy MAlll€HTIB 3 MOPYUIEHHSAMH (QYHKIII HUPOK
3aJIMIIAIOTHCS B OE3MEUHUX MEKaX.




Hopymenns QyHkIii nevinku. PapMakoOKiHETHYHI JAaHi IOJ0 MALIE€HTIB 3 MOPYIICHHAM (PYHKIIT
MeYiHKH BIJACYTHI. B opranizmi moanan O11acTHH HE MeTa0oMi3yeThes. Pe3ynbratu JoCiiKeHHs, B
SAKOMY Opasii y4acTh MaLi€HTH 3 MOPYIIEHHAM (PYHKII HUPOK, IMOKa3aiH, M0 OLTACTUH TOJOBHUM
YUHOM BHBOJUTHCS HUPKAMH, a 3 KOBYIO, BIPOTiTHO, BUBOJAMUTHCS JIUIIIE HE3HAYHOIO Mipor0. 3MiHM
¢GyHKLIT E4iHKY HE MAIOTh KJIIHIYHO 3HAYYIOTO BIUIMBY HA (hapMaKOKIHETHKY O1JIaCTHHY.
[MTamieHTH JiITHBOTO BiKY. JlaHi po hapMakOKIHETHKY Iperapary y Nalie€HTiB BIKOM MoHaA 65 poKiB
obmexeHi. dapMaKkOKiHETHYHI MapaMeTpu OiTacTUHY y MAalli€HTIB BIKOM MOHaX 65 poOKiB 1 y
namieHTiB 18—35 poKiB CTATUCTUYHO 3HAYYIIEC HE BiAPI3HIIOTHCA.

Hitu. [lani 3 papMakokiHeTHKH Y TiamiTKiB (12—17 pokiB) BiACYTHI, OCKUIBKH JUISI IIBOTO JTIKAPCHKOTO
3ac00y BBaKAETHCS JOPEUHOIO EKCTPATIOIIALIS TaHUX, OTPUMAHUX Y JTOPOCIHX.

KuiniyHi XapakTepucTHKH.

Ilokaszannusa.

JJIs cCMMIITOMATUYHOTO JIIKYBaHHS JIEPTiYHOTO PHHOKOH FOHKTHUBITY (CE30HHOTO Ta IIJIOPIYHOTO) 1
KpOIIMB THKU.

Ilpomunokazanuna.
[TigBuIieHa YyTAUBICTH 10 A1F0Y0T PEYOBHHH a00 10 OyIb-SKO1 3 JOMOMIKHHUX PEYOBHH.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma inuwii 6uOU 83a€MO0Iil.

Bzaemoois 3 ixncero. Txa samkye Ha 30 % 6i010CTYHHICTb GiNacTHHY, IPHIHATOTO BCEPEIUHY.
Bzaemoois 3 epeiinghpymosum coxkom. Y pasl omHOUacHOro mpuiiomy OinactuHy B 1031 20 Mr i
rpeingpyroBoro coky 6iogocTynHicTh Oimactury 3HIKYBanacs Ha 30 %. [longiOHuit edexT mMoxe
TAKOXX CIOCTepiratucst W y pasl 3acTOCYBaHHsS IHIIMX (QPYKTOBUX COKiB. CTyMiHb 3MEHIICHHS
0100CTYITHOCTI MOXK€ PI3HUTHUCS 3AJIEXKHO BiJ] BUPOOHUKA COKY Ta (pyKTiB. MexaHi3M 1i€l B3aeMoIii
nosiArae 'y npurHideHHi Oinka-nepenocHuka OATP1A2, nis skoro 6imacTuH € cyOcTpaToMm (IUB.
po3ain «DapmakokiHeTHKay). Jlikapchki 3acobwm, mo € cyoctparamu abo iHriditopamu OATP1A2,
Taki K pPUTOHaBIp ab0 pudaMmilKH, TaKOX MOXYTh 3MEHIIYBaTH KOHIIEHTpalil0 Ol1acTUHy B
Ia3Mi.

Bzaemoois 3 kemoxonazonom abo epumpomiyurom. Y paszi 0IHOYACHOTO MpUHOMY OLIacTUHY i
KeTokoHazoury abo epurpominuny AUC OinactuHy 30imbiryBanacst BABidi, a Cmax — y 2—3 pasm.
IToni6HI 3MiHM MOXKHA MOSICHUTH B3a€EMOJII€I0 Ha PiBHI OUIKIB-IIEPEHOCHHUKIB, 1110 BiJNOBIJAIOTH 32
BUBEJICHHS JIIKApPChKUX 3aco0iB 13 KJITUH KUIIEYHUKY, OCKIJIbKU OULIacTUH € cyOcTtpaTtom s P-
riikonpoteiny 1 He Meralomizyerbes (auB. po3nain «PapmakokiHeTnkay). Ha mpodins Oesznexu
01J1acTUHY, 3 OJJHOTO OOKY, Ta KETOKOHA30JIy a00 epUTPOMILIMHY, 3 1HILIOTO, 111 3MIHH, HMOBIPHO, HE
BIUIMBAIOTh. [HII JiKapchbki 3acobu, mo € cyOcTpatamu abo iHribitopamum P-gp, Taki sk
LUKJIOCTIOPHH, TaK0K MOXKYTh 30UIbIIIYBaTH KOHLIEHTPAILl110 O1JTaCTUHY B IIa3Mi.

Bzaemoois 3 ounmiazemom. Y pazi oqHodacHoro npuitomy 20 mr Oinactuny 1 60 mMr qunrtiazeMy Cmax
Oinactuny 30u1bmryBanacs Ha 50 %. [TogiOHMI eekT MOKHA OSICHUTH B3a€MOJII€I0 Ha PiBHI O1JIKIB-
MEePEHOCHUKIB (AuB. po3ain «DapMakoKiHETHKay»), IO BIANOBIIAIOTH 32 BUBEACHHS JIKAPCHKUX
IpenapaTiB i3 KIITUH KUIIEYHUKY; Ha Mnpoduip Oe3nexku OutacTUHY el eQekT, HMOBIpHO, He
BILIMBAE.

Bszaemoois 3 emunosum cnupmom. Ilicnst oqHOUACHOTO 3aCTOCYBAHHS JIKOTOJIO 1 O11aCTHHY B 71031
20 Mr ICUXOMOTOPH1 (DYHKIII1 3HAXOAMINCS HAa TOMY K PiBHI, 110 ¥ IICJIsl OTHOYACHOT'O 3aCTOCYBAHHS
AJIKOTOJIIO 1 11are0o.

Bzaemoois 3 nopazenamom. Y pazi 3aCTOCyBaHHS OUTaCTHHY Y 71031 20 MI' 0IHOYACHO 3 JIOpa3enaMoM
y 1031 3 M yrpoJIoBXk § JTHIB MOCUJIEHHS MPUTHIYYBalbHOI 11i opasenamy Ha [IHC BusiBieno ne
Oys1o.

Himu. JlocnikeHHs B3a€MO/IIT 3 IHIIMMHU JIIKapChKUMU 3ac00aMu TPOBOAMIIUCS TUIBKH Y TIOPOCIIHX.
OuikyeTbes, IO CTYMIHb B3a€EMOJII 3 1HIIMMH JIKapChKUMHU 3aco0aMu Ta iHIN (OpMH B3aeMOIIT
OynyTh MOMIOHUMH Y miTeH BikoM Bix 12 1o 17 pokis.



Ocobnueocmi 3acmocysanns.

VY marieHTiB 3 MOMIpHUM a00 TSHKKUM TMOPYHIEHHAM (YHKIT HUPOK OJHOYACHE 3aCTOCYBaHHS
Oimactuny 3 iHTi0iTOpamMu P-riikonpoTeiny (KeTOKOHA30J1, epUTPOMILIMH, TUKIOCTIOPUH, pUTOHABID,
JUJITIa3eM TOIIO0) MOJKE MPU3BOJAUTH JI0 MIABUIIICHHS PiBHS O171aCTHHY B IJIa3Mi KPOBI, 30UIbIIYIOUH
pu3uK Horo mobiyHux peakuiid. Tomy mamieHTam i3 cepeaHiM abo TSHKKUM MOPYIICHHSIM (QYHKIIT
HUPOK CJI1I YHUKATH OJTHOYACHOTO 3aCTOCYBaHHS O1JIaCTUHY Ta 1HT10iTOpiB P-rimikonporeiny.

3acmocyearnns y nepioo sazimuocmi abo 200y8anHsL 2pyoor.

Bazimnicme. Jlani 11070 3aCTOCYBaHHs 0171aCTUHY BariTHUM JKiHKaM BiICYyTHI 200 OOMEXeHi.
JlocimipkeHHsT Ha TBapHHAX HE BUSABWIM TPAMOro abo HENpsSMOro IIKi[UIMBOTO BIUIMBY Ha
PenpoayKTUBHY (YHKIIiIO, TIOJOTH a00 MOCTHATAIbHUNA PO3BUTOK. 3 MipKyBaHb Oe3MeKku Oa’kaHO
YHUKATH MPUHOMY JIIKapChKOTO 3aco0y binaric mig yac BariTHOCTI.

Tooysanus epyooro. JlocnipkeHHs WOAO0 BUAUICHHS OUIaCTHMHY B TPyAHE MOJOKO JIIOJUHH HE
npoBoauincs. HasBHI hapMaKkOKiHETHYHI JaH1 MOKA3aJIH, 10 Y TBAPUH OUTACTHH TPOHUKAE B TPY/IHE
MOJIOKO. PillieHHs po MpoI0BKEHHS/TIPUITUHEHHS TO{yBaHHS TPYAII0 a00 IPUITUHEHHS/yTPUMaHHS
BiJI Teparii JikapchbKUM 3aco00M binaric HeoOXiaHO mpuitMaTH, OEpyyH 10 yBaru KOPUCTh TPYIHOTO
BUTOZIOBYBAaHHS JJISl AUTUHH 1 KOPUCTH Teparlii O11aCTUHOM JJIst MaTepi.

@epmunvuicms. KniHiuni nani odMmexxeHi abo BincyTHi. JlochikeHHs Ha LIypaX HE BHSBHIO
’KOJHOTO HETAaTUBHOTO BIUIMBY HA ()ePTUIIBHICTS.

30amuicms enausamu Ha WBUOKICMb peaxyii npu Kepy8aHHi A8MOmMpaHCnopmom abo iHUUMU
Mexarnizmamu.

JlocitipkeHHs BILTUBY O1TaCTHHY Ha 3/IaTHICTh KEPYBaTH aBTOTPAHCIIOPTOM MPOJEMOHCTPYBAJO, 10
y Jopocnux JiKyBaHHS OigacTUHOM Yy 1031 20 Mr He BIUIMBAJIO Ha 3JaTHICTb KepyBaTu
TpaHCHOPTHUMH 3acobamu. OJIHAK MALIE€HTIB CTiJl iHPOPMYBATH MPO TE, IO B OKPEMUX BHIIAIKaX
Ipernapar MoOXe BHMKJIMKATH COHJIMBICTh 1, TAaKMM YMHOM, BIUIMBATH Ha 3/aTHICTh KepyBaTH
aBTOTPAHCTIOPTOM a00 MPAIFOBATH 3 IHIIUMHU MEXaHI3MaMH.

Cnoci6 3acmocysannsa ma 0o3u.

/lo3yeanHs.

Jopocni ma dimu (sikom 6i0 12 poxis). 20 mr Oinactuny (1 Tabnerka) 1 pa3 Ha 100y AJi OJIETIIICHHS
CHUMIITOMIB aJI€priYHOI'O PUHOKOH FOHKTHUBITY (C€30HHOTO 1 LIJIOPIYHOT0) Ta KPOIUB’ SIHKH.
Tabnetky cnig npuiiMatu 3a 1 rogquHy 10 a0o yepe3 2 TOAMHM Miciis npuiloMy ki ado GpyKTOBOTO
coky (muB. po3ain «B3aemois 3 IHITUMU JIKAPCHKUMHU 3aC00aMHU Ta 1HII BUU B3aEMOII).
Ocobausi epynu nayienmis.

Iayienmu nimnvoco eixy. IlanieHTaM JITHBOTO BIKY KOPUTYBaTH /103y HE MOTPIOHO (IUB. pO3ALT
«PapmakonrHaMikay Ta «DapMaKOKIHETHKAY).

IIpu nopywenni ¢ynkyii nupox. Ilaientam 3 nopymeHHIMU (YHKIIT HUPOK KOPUTYBAaTH 103y HE
noTpi6HO (AUB. po3alT «PapMaKOKIHETHKAY).

Ilpu nopywennsax @yuxyii neyinxu. JI0CBil KIIHIYHOIO 3aCTOCYBaHHS IpenapaTy Nali€eHTaMm 3
MopyleHHAMU (DyHKIIT MediHKu BiACYTHINH. OCKiIIbKM OLIaCTUH HE MiJA€TbCsd METadoJi3My Ta
BUBOJIUTHCS TOJIOBHUM YMHOM HMPKaMHU, MOPYLIEHHs (PYHKIIT eUiHKM HE TOBUHHO MPU3BOAUTHU 10
301IbIIEHHS HOT0 CUCTEMHOI 11T 10 HeOe3neyHoro piBHA. ToMy namieHTam 3 NOpyIHIeHHIMH QyHKIIT
MEYiHKU KOPUTYBATH 7103y HEe NOTPiOHO (AUB. po3aul «PapMaKkoOKiHETHKAY).

Jlimu. 3acTocoByBaTH OUTACTHH NP AJIEPTIYHOMY PUHOKOH FOHKTHUBITI Ta KPOIKB SHIII AITSIM BIKOM
BiZ 0 10 2 poKiB HENOLIbHO. be3neka i epeKTUBHICTh 3aCTOCYBAaHHS JITSM BIKOM 110 12 pokiB Ha
CHOT'OJIHI HE BCTAHOBJIEHI.

Tpueanicme nixyeanns. IlalieHTam 3 ajJepridyHUM PUHITOM JIKapChKUM 3aci0 CIliJl 3aCTOCOBYBATH
TUIBKU B MIE€P10J KOHTAKTy 3 ajiepreHamu. [lamieHTam i3 C€30HHUM ajepriuyHuM PUHITOM JIIKYBaHHS
MO>KHA MPUMMHUATH MiCIIs TIOM’SIKIIEHHS! CUMIITOMIB Ta IOHOBHUTH Iicis iX moBepHeHHs. [lamienTam
3 LUIOPIYHMM allepriyHUM PHHITOM Mpenapar MoKHa Oe3lepepBHO 3aCTOCOBYBATH BIIPOAOBIK
nepioy KOHTAKTY 3 aJiepreHaMu. Y TAIli€HTIB 3 KPOMUB’ THKOIO TPUBAICTh JTIKYBaHHS 3aI€KUTH BijI
XapakTepy Ta TPUBAIOCTI CHMIITOMIB, a TAKOXK B1JT iX JUHAMIKH.



Cnocib 3acmocysanus.
JI7st mepopaibHOTO 3aCTOCYBAHHS.
TaGnerku cinij 3anuBatu Bozok0. JJ000BY 103y peKOMEHIYEThCS TPUHMATH 33 OJTUH MIPHIOM.

imu.

besmneka ta eexTUBHICTH OUTACTUHY AJIA JIITEH BIKOM 10 12 pOKIB HE MiITBEPHKEHI.

Ilepeoo3ysanns.

[ndopmarliss cTOCOBHO roCTpOro mnepemo3yBaHHsA OinacTUHOM Oyia OTpUMaHa B XOJi KIIIHIYHUX
BUIIPOOYBaHb, MPOBEACHUX I1]] 4aC PO3POOKHU Ta TOCTMAPKETUHTOBOT'O CIIOCTEPEKEHHS. Y KIIIHIYHUX
JOCTIDKEHHSX IMICIs TMPU3HAYEHHS JOPOCIHM 3JI0POBUM JOOPOBOJIBISM OLTaCTUHY B J03aX, IO
nepeBuiyBaiu tepaneBTuuHy B 10—11 pasi (220 Mr y Burisiai ogHopa3oBoi n1o3u abo 200 mr Ha
100y mpoTAroM 7 AHIB), 4aCTOTa BUHUKHEHHS MOOIYHMX peakiii Oyna BABIUI BHILOIO, HDK HA TIi
3acTocyBaHHs Twtane6o. Jlo moOGiYHMX peakiiii, mpo sIKi HaWdYacTime MOBIIOMIISIIOCS, HaJlekKaJH
3araMOpOYEHHs, TOJIOBHUN 011k 1 HynoTa. [ToBimoMieHs Tpo cepiio3Hi MOOIYHI peakiii Ta 3Ha4yHe
nogoxeHHs iHTepBany QTc He Oymo. Indopmaris, 3i0paHa mig 4Yac NOCTMApKETHHTOBOTO
CIIOCTEPEKEHHSI, BI/INOBIIa€ JAaHUM, OTPUMAHUM YIIPOJIOBK KIIHIYHUX BUIIPOOYBaHb.

VY perenbHOMY niepexpecHomy nociimpkenHi inTepBaniB QT/QTc 3a yuacTio 30 310pOBUX AOPOCITHX
JI0OpOBOJIBIIIB KPUTHYHA OI[iHKA BIUIMBY Oaratopa3oBoi jgo3u Outactuny (100 mr X 4 nni) Ha
penonspu3aliiio NUTyHOUKIB HE BUSBUJIA 3HAYHOTO MOJ0BXKeHH iHTepBany QTc.

V pasi nepeno3yBaHHS PEKOMEHIYETHCS CHMITOMATHYHE Ta MiATPUMYBAIbHE JIIKYBAaHHS.
Crneuundiuynuit aHTUOT OLTACTUHY HEBITIOMHUIA.

Ilo6iuni peaxuii.

VY xoai KIIHIYHUX JOCHI/PKEHB Y MAIliEHTIB, SKI CTPayKAAIH BiJl aJlepridyHOr0 PUHOKOH IOHKTHBITY
abo XpOHIYHOI 1IOMaTUYHOI KPOMHB’SIHKH, MOOIUHI peakilii Mpu 3acTOCYBaHHI O11acTUHY B 7031
20 Mr BUHUKAIIU TPUOJIM3HO 3 TI€I0 K 9acTOTOR0, IO ¥ mpu 3acTocyBanHi mianebdo (12,7 % 1 2,8 %).
Kniniuni BunpoOyBanns Il 1 Il da3u, npoBeneni mig yac KIIHIYHOT po3poOKH, OXOrIoBanu 2525
MAII€HTIB, SKAX JIIKYBAIA PI3HUMH J103aMH OilacTuHy, 3 HUX 1697 oTpumyBanyu OiacTuH y 1031
20 mr. ¥V mux npocnimkeHHax 1362 mamieHTH oTpumyBanu riane6o. [lamientu, siki oTpumyBanu
OuacTuH y 1031 20 Mr 3a MOKa3aHHAM aJlepriYHUl PUHOKOH IOHKTHUBIT YM XPOHIYHA 1/{10aTHYHA
KpOIIMB’sTHKA, HalyacTille MOBIJOMJISUIM MPO Taki MOOIYHI peakiii: rojJoBHUHN Oijb, COHJMBICT,
3alaMOpOYEHHsI Ta BTOMIIIOBaHICTh. Lli moOi4HI peakiii BUHMKaJIM 3 YacTOTOIO, MOPIBHSHHOIO 3
YaCcTOTOI0 PO3BUTKY MOOIYHUX PeaKIlii y MalieHTiB, sIKi OTPUMYBAJIH IJaneoo.

Hwxkue B Tabnuii HaBeneHO MOOIUHI peakilii, 10, WMOBIPHO, OynH TMOB’s3aHl 3 OLTACTHHOM 1
Bii3Hauanuca Outbin HiXK y 0,1 % mamieHTiB, ki oTpuMyBanu OinactuH y 1031 20 Mr mig yac
KJIIHIYHOT po3pooku (N = 1697).

YacToTra BUHMKHEHHS MOOIYHUX peakiliii BU3HaYeHa TaKUM YMHOM: Jyxe yacto (= 1/10); gacrto
(>1/100 — < 1/10); nmewacto (>1/1000 — < 1/100); pizko (> 1/10000 — < 1/1000); myxke piako
(< 1/10000); HeBiOMO (HEMOKIIMBO OLIHUTH 3a TOCTYITHHUMH JTAHHMH).

Peaxkiiii, 1o BUHHKAIOTH PIKO 1 yXkKe PiJIKO, a TAKOXK Ti, YACTOTA AKUX HEBiJOMa, HEe OYJM BHECEHI B
Ta0JHUIIIO.

Opranu i cucreMu oprasis binactun, Bci no3u
. ] 20 mT OlTacTuHy
Yacrora [TobiyHa peaxiiis N = 1697 N = 2525

Inghexyii ma napazumaphi 3ax80pHO6aAHHSL

Hewacrto ['epniec poTOBOT MOPOKHUHU 2 (0,12 %) 2 (0,08 %)

Posznaou 3 6oky obminy pevoeun ma xapyysans
Heuwacrto [TinBuIIeHNIA anleTUT 10 (0,59 %) 11 (0,44 %)
Posznaou 3 6oxy ncuxixu

Heuwacrto TpUBOXHICTD 6 (0,35 %) 8 (0,32 %)




besconnsa

2 (0,12 %)

4 (0,16 %)

Posnaou 3 6oky nepgosoi cucmemu

Yacto COHITUBICTB 52 (3,06 %) 82 (3,25 %)
["ostoBHHMIA OiNb 68 (4,01 %) 90 (3,56 %)

Heuacto 3amaMopOoYeHHs 14 (0,83 %) 23 (0,91 %)

Po3znaou 3 6oky opeanie cnyxy ma nabipunmy

Heuacro Tunityc 2 (0,12 %) 2 (0,08 %)
Beprturo 3 (0,18 %) 3 (0,12 %)

Posznaou 3 boxy cepys

Heuacro brokana npaBoi Hi>kku mydka ['ica 4 (0,24 %) 5 (0,20 %)
CuHycoBa apuTMis 5 (0,30 %) 5 (0,20 %)
Torommems repary O s053% | 1000%
LIZLELI EJIIII[;:(I;;ZH;}; HH;)KaSHI/IKIB EKT Bin 7 (0.41 %) 11 (0,44 %)

Posznaou 3 6oky opeanie ouxanns, epyoHoi Kiimku ma cepe0oCmints

Heuacro 3ajuika 2 (0,12 %) 2 (0,08 %)
Henpuemsi BiguyTTs y HOCI 2 (0,12 %) 2 (0,08 %)
CyxicTh y HOCI 3 (0,18 %) 6 (0,24 %)

Po3znaou 3 60Ky wnynKo80-KUuK08020 mpakmy

Heuwacro Btk y BepXHbOMY BiJIijTi )KHBOTA 11 (0,65 %) 14 (0,55 %)
Binb y %KuUBOTI 5 (0.30 %) 5 (0,20 %)
Hynota 7 (0,41 %) 10 (0,40 %)
JuckoMdopT y KHUBOTI 3 (0,18 %) 4 (0,16 %)
Hiapest 4 (0,24 %) 6 (0,24 %)
CyxicTtb y poTi 2 (0,12 %) 6 (0,24 %)
JNucrencis 2 (0,12 %) 4 (0,16 %)
[Cactput 4 (0,24 %) 4 (0,16 %)

Po3znaou 3 6oky wxipu ma niowKipHo-#CUpo8oi mKaHuHu

Heuacto CBep0Oix 2 (0,12 %) 4 (0,16 %)

3acanvni posnadu ma peaxyii 6 micyi 66e0eHHs

Heuacro BromiroBaHiCTh 14 (0,83 %) 19 (0,75 %)
Crmpara 3 (0,18 %) 4 (0,16 %)
3arocTpeHHs BXKE HassBHUX 3aXBOPIOBAaHb 2 (0,12 %) 2 (0,08 %)
[apstuka 2 (0,12 %) 3 (0,12 %)
AcreHis 3 (0,18 %) 4 (0,16 %)

Jlooamkosi memoou 0ocnioxHcenHs

Heuacto Hi}IBI/IH'IeHHﬂ piBHA ramma- 7 (0,41 %) 8 (0,32 %)
riyraminrpanchepasu
[TinButeHHs piBHA anaHiHaMiHOTpaHchepasu 5 (0,30 %) 5 (0,20 %)
gg:gs::;nglTiiic@epam 3(0,18%) 3(0,12%)
[TinBuIIeHHS PiBHS KpEaTHHIHY y KPOBI 2 (0,12 %) 2 (0,08 %)
[TinBUIIIEHHS PiBHS TPUTITILEPUIIB Yy KPOBi 2 (0,12 %) 2 (0,08 %)




301TbIICHHS MaCH TiJia 8 (0,47 %) 12 (0,48 %)

YacTtora HeBizoMa (HEMOXXJIMBO OIIIHUTH HA MIJACTaBl HasBHUX NIaHUX): Y MOCTMApKETHHTOBUI
Nepiojl CHOCTEpIirajancs MOCUICHE CEepHEeOUTTs, TaxiKap[is, peakiii rinepuyyTaIuBOCTI (Taki SK
aHadiakcis, aHTIOHAOPSAK, 3a/JMINKA, BHUCHI, JIOKAJII30BaHUI/MICIICBUH HAOpSK, epUTeMa) Ta
OJIOBaHHS.

Onuc okpemux nobiunux peaxyiu. HaitOuIbII 4acTo MOBIIOMISUIOCS MPO JBI MOOIYHI peakIlii, o
BUHUKAIIM 4YacTO (COHJIUBICTH 1 TOJOBHHWM OiNb), Ta [Bi peakiii, M0 BHHUKAIA HEYACTO
(3armaMopouYeHHsT Ta CTOMIIIOBAaHICTh). BOHM cmocTepiraiuch K y TMAali€HTIB, SKi OTPUMYBAIH
01/1aCTHH, TaK 1 B MaIli€HTIB, SKI OTPUMYBaJIH TuTane0o. YacToTa COHIMBOCTI CTAHOBUIIA BiIMOBITHO
3,06 % npotu 2,86 %; ronosroro 6omo — 4,01 % i 3,38 %; 3anamopouenns — 0,83 % 1 0,59 %;
crommoBanocti — 0,83 %1 1,32 %.

Maiike Bci moOiYHI peakirii, OucaHi BHIIE, 3 OJJHAKOBOI YaCTOTOIO CIIOCTEPITaIiCs y TAlli€HTIB,
SIK1 ipuiiMany OimacTuH B 1031 20 MT, 1 B MAII€HTIB, SKi OTPUMYBAIX TU1AIe00.

[adpopmaris, 3i0paHa BHPOJOBK NMOCTMAPKETHHTOBOTO CIOCTEPEXKEHHS, MiATBepauiIa Tpodiib
0e3IeKH, 0 CIIOCTePIiraBcs Mijl 4ac KJIIHIYHOI pO3POOKH.

Himu. Tlix yac kiIiHIYHOT pO3pOOKH YacTOTa, TUII 1 TSXKKICTh MOOIUYHUX peakiiil y miamitkiB (12-17
POKIB) Oy/nu TakUMH XK, 5K 1 y mopociux. [Hpopmamis, 3i0paHa B miid rpymi (MiUTITKA) MiJ 4Yac
MOCTMAPKETUHTOBOTO CIIOCTEPEIKEHHSI, OyJIa MiAITBEPKCHA pe3yJIbTaTaMU KJIIHIYHUX BUIIPOOYBaHb.
Tlogioomnennsn npo nioosprosani nodiuni peakyii. I1oBiZOMIIEHHS TIPO MMiI03PIOBaHI MOOIYHI peakiii
Micis peecTpauii JiKapchbKOro 3aco0y BiAIrparoTh BaXIUBY poisib. Lle gae 3mMory mpoaoBKyBaTu
CTIIOCTEPEIKEHHSI 3a CITIBBIJHOIICHHSIM KOPHUCTI 1 PH3UKY 3aCTOCYBaHHS JIKapChKOTO 3aco0y.
[IpamiBHUKY Traity3i OXOpPOHH 370POB’S MOBHUHHI MOBIAOMIISATH Mpo Oyab-siKi Mig03proBaHi MOOIYHI
peaxiiii.

Tepmin npuaaTHocTi. 3 poku 3 1aTu BUTOTOBJICHHS in bulk.
He 3acrocoByBatu npemnapar miciisi 3aKiH4eHHS! TePMiHY PUIaTHOCTI, 3a3HAYCHOTO HA YIIaKOBIII.

YMmoBH 30epiranus.

30epiratu B opuriHaibHii ynakosmi. CrerianeHi ymMoBH 30epiraHHs He moTpiOHi. 30epiraté y
HEIOCTYITHOMY JJIS 1iTeH Micl.

Ynakoska. [To 10 tabnetok y 6iictepi. [To 1 abo 3 6xicrepu y mayi.

Kareropis Binmycky. 3a penenrom.

Bupoonuk.

AT «®apmak», Ykpaina

(BupoOHHuIITBO 3 ipoaykiii in bulk dhipmu-BupodHuka Jlaboparopioc Hopmon, C.A., Icnawis).

Micue3Haxo:KeHHs1 BUPOOHMKA Ta aJpeca Micls NPOBA/>KeHHS HOro AisIbHOCTI.
VYkpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.

JlaTa ocrannboro neperasay. 09.11.2021.



