3ATBEPIKEHO
Haxa3 MinicrepcTBa 0XopoHn
310pOB’sl YKpaiHu
09.11.2021 Ne 2465
PeecTpaniiine mocBigueHHst
Ne UA/19043/01/01

IHCTPYKIIA
AJIS1 MEAUYHOT'0 32CTOCYBAHHSA JIiIKAPCHKOI0 3ac00y

BLIATIC®
(BILAGIS)

Cknao:

diroua peyogura: O1TACTHH;

1 Tabnerka MicTuTh Oinactuny 20 mr;

OONOMIICHT pewosuHU: TISTI0I03a MIKPOKPUCTAIIYHA, HATPII0 KPOXMAIBIUIIKOJAT (THI A), KPEMHIIO
TIOKCHJT KOJIOiTHUH O€3BOTHUM, MarHito cTeapar.

Jlikapcbka ¢opma. Tabierku.
OcnosHi @izuko-ximiuni énacmusocmi. TabneTku 6110ro abo Maiixe O17I0r0 KOJIbOpY, JTBOOIMYKIII,
POIOBTYBaTOi (hopmH, 3 TUCHEHHSM B20, 3 pHCKOIO 3 0JJTHOTO OOKY.

dapmakoTepaneBTHYHA Ipymna.
AHTHTICTaMIHHI 3aco0M i1 CHCTEMHOTO 3acTOCyBaHHS. [HINI aHTUTicTaMiHHI 3aco0u s
cuctemHoro 3acrocyBanHs. bimactua. Kog ATX RO6A X29.

Dapmakonoziuni eracmusocmi.

Dapmarxoouramixa.

binactuH — 11e HeceaTUBHUI aHTArOHICT TiCTaMiHy TPUBAIOI i, BACOKOCEICKTHBHHUN OJIOKATOP
nepupepuyHux Hi-penentopis, M0 He 3B A3Y€ThCS 3 MYCKaPUHOBUMHU PELIENITOPAMHU.

[licnss oaHOpPa30BOTO 3acTOCYBAaHHS OUIACTUH NPOTAroM 24 TOAUH MPUTHIYYE PO3BUTOK
CIPUYMHEHHX TICTaMIHOM LIKIPHUX PeaKIiil, 10 MPOSBISIOTHCS MMyXUPSIMU Ta MOYEPBOHIHHSM.

VY KIHIYHUX JOCHIKEHHSX, MPOBEIEHHX 3a Y4YacTH0 JOPOCIAMX 1 MIUNTKIB 3 alepriuHuM
PUHOKOH FOHKTHUBITOM (CE30HHMM 1 IUTOpIYHUM), Tpuiiom 20 mr OinactuHy 1 pa3 Ha 100y BIPOIOBXK
14-28 nHiB BUSBUBCS €()EKTUBHHUM Y TMOJIETIICHH] TAKUX CUMIITOMIB, SIK YXaHHS, BUIJICHHS 3 HOCA,
cBepOIX y HOCI, 3aKJIa/IeHICTh HOCA, CBEpOIK OueH, Clib030Te4a Ta MOYepBOHIHHA ouel. CuMOTOMU
€(EeKTUBHO KOHTPOIIOBAIUCS O1TACTUHOM MPOTATOM 24 TOAMH.

VY ABOX KIHIYHMX JOCTIKEHHSX, B SIKUX Opald y4yacTh MAIIEHTH 3 XPOHIYHOK 1110MaTHYHOIO
KpONUB’SIHKOI0, 3acTocyBaHHs 20 Mr 6u1acTuHy 1 pa3 Ha 100y npotsrom 28 nHIB 0yi0 epeKTHBHUM
y nocnabieHHl IHTEHCUBHOCTI CBepOeXy Ta 3MEHIIEHH! KUJIBKOCTI 1 PO3MIpy MyXHpIB, a TaKOX
TUCKOM(OPTY, BUKIMKAHOTO KPOIMHB’SIHKOIO. Y TMAII€EHTIB CIOCTEPITAIOCs TOKPAIICHHS CHY Ta
SKOCT1 JKUTTSL.

VY KJIHIYHUX JOCTIDKEHHSIX OUTaCTHHY KJIIHIYHO 3HAYYIIOTO TOAOBXKEHHs iHTepBay QTc abo
SIKOTOCh 1HIIOTO BIUTMBY Ha CEPLEBO-CYJUHHY CUCTEMY HE CIIOCTEPIranocs, HaBiTh P 3aCTOCYBaHHI
y 1031 200 Mr Ha 100y (1o B 10 pa3iB nepeBullye KIIHIYHY 03Yy) NPOTIAroM 7 JAHIB y 9 ydacHHKIB
abo y pa3i ogHOYACHOTO 3acTOCyBaHHS 3 iHTiOiTOpamu P-rmikomporeiny (P-gp), Takumu sk
KETOKOHa30J1 (24 ydacHUKH) 1 epuTpoMiluH (24 yuacHuku). Kpim Toro, 6ysno npoBeseHo peTenbHe
nocmixenns QT 3a yyactio 30 106pOBOJIBLIIB.

Y KOHTPOJIbOBaHUX KIIIHIYHUX JOCIIPKEHHSAX 3aCTOCYBaHHS B peKOMeH0BaHii 1031 20 mr 1 pa3 Ha
100y mpodinap O6e3mneku OiTacTUHy Ta manedo BiAHOCHO HeHTpaibHOT HepBoBoi cuctemu (ITHC)
Oyl1M CXOXXHMMH, @ 4YacTOTa MOSBU COHJIMBOCTI Ha Tl HpUOMYy OLTaCTHHY CTaTUCTUYHO HE
BIJIpI3HsIACS BiJl TaKOi MpHU 3acTOCyBaHHI mianebo. binactun y no3ax 10 40 Mr Ha 7100y HE BIUIMBAB



Ha IICUXOMOTOPHI MOKa3HUKH Y KITTHIYHUX JOCTIDKCHHIX Ta Ha 3/IaTHICTh KEPYBaTH TPAHCIIOPTHUMH
3aco0aMM y CTaHAaPTHOMY TECTi Ha BOJIHHS.

VY marieHTiB JITHROTO BiKy (=65 pokiB), siki Opamu ydyacte y pochimxeHHsx 11 1 I dasm,
eeKTUBHICTD 1 Oe3neka npenapaTy He BiAPi3HUIUCS BiJl TAKUX y MAIIEHTIB MOJIOJIIIOTO BiKY.

VY micaspeecTpaliitHOMy JTOCHIKEHHI, TPOBEICHOMY 3a y4acTio 146 maifi€eHTiB JITHHOTO BIKY, B
MOPIBHSHHI 3 IHITUMH IOPOCTMMH YYaCHUKaMH BiIMIHHOCTEH B Tpodiii 6e3rneku BUsBIECHO He 0YII0.
Hitu. Iigmitku (Bikom 12—17 pokiB) Oyiu BKIFOYEHI B IIporpamy KIIHIYHOI po3poOku. 3 Hux 128
0ci0 oTpuMyBaIH OLTACTHH ITiJT Yac KIIHIYHUX AOCITIKEHB (81 — B IOJBIMHO CIIMMX JTOCIIIKSHHSIIX
aJIepriYyHOr0 PUHOKOH IOHKTHUBITY), pemTa 116 ydacHuKiB Oyiau paHIOMI30BaHi B TPymIH, SKi
OTPUMYBAJIM aKTHBHI Ipernapatd MOpiBHSAHHA abo muane0o. BimmiHHOCTEH B eQEeKTHBHOCTI Ta
Oe3Iieri MK TOPOCIMMHU 1 MiTITKAaMU HE CITOCTEPIranocs.

Dapmaxokinemuxa.

BemokryBanns. [licns mepopanbHOro 3acTocyBaHHS OTaCTUH IIBHJKO BCMOKTYETHCS, a HOTO
MaKCHUMaJlbHa KOHIEHTpAIlisl y IJ1a3Mi JocsraeTbes npuonm3Ho uepes 1,3 roaunu. HakonuueHHs He
cnoctepiranocs. CepeHiii MOKa3HUK 0100CTYIHOCTI O11aCTHHY MPH MEPOPaIbHOMY 3aCTOCYBaHHI
cTaHoBUTH 61 %.

Posmosin. Jlocmimpkenns in Vitro ta in vivo mokasaiw, 1o 6iacTuH € cyoctparom Pgp (1uB. po3min
«B3aeMosiss 3 KETOKOHA30JI0M, EpPUTPOMIIMHOM Ta guiaTiazemMom») ta OATP (amB. posmin
«B3aemopis 3 rpeitndpyroBum cokom»). binactuh, oueBuaHO, He € cyocTpaToM nepeHocHrka BCRP
a00 uHupkoBux neperocHukie OCT2, OAT1 ta OAT3. [lani gocmimpkens in Vitro He 1al0Th MMiJCTaB
BBOXATH, 110 B CHCTEMHOMY KPOBOTOKY OIaCTMH NpPUTHIYYE aKTUBHICTb TaKUX OLIKiB-
nepeHocHukiB, sk P-gp, MRP2, BCRP, BSEP, OATP1B1, OATP1B3, OATP2B1, OAT1, OATS,
OCT1, OCT2 ta NTCP, ockinbku ioro 3aaTHicTh iHrioyBatu P-gp, OATP2B1 ta OCT1 He3HauHa i
xapakrepusyerbes mokazHUukoM [Cso > 300 MxM, 1110 3HaUHO NMepeBULIYE PO3paXyHKOBUIN OKa3HUK
MakcuMaibHOI KOHIeHTpamii B 1ia3Mi (Cmax) Y pa3i KIIHIYHOTO 3aCTOCYBaHHS Ou1acTuHy. Takum
YMHOM, TMOMIOHI B3aeMOJii HE MAaTUMYTh KJIIHIYHOTO 3Ha4YeHHA. [IpoTe pe3ynbTaTé aHaJOTidHUX
JOCTIIKEeHb BKa3ylOTh Ha Te, 110 1HT10yBaHHS 0171aCTUHOM O1IKiB-TIEPEHOCHUKIB, 110 3HAXOASTHCS B
CIIM30BiN 00OJIOHINI KWIIEYHHUKY (Hampukian P-gp), Bukmountu He MoxHa. [Ipu 3acTocyBaHHI y
TepaneBTHUHUX 103ax 84—90 % OinacTuHY 3B’ s3y€eThCs 3 OLIKaMU IJ1a3MU KPOBI.
biotpancdopmaritis. Y gocmipkeHHAX IN VItr0 OiacTHH HE BUSBUB 37aTHOCTI 1HIyKyBaTH a0o
MPUTHIYYBaTH akKTUBHICTB 130pepmenTiB CYP450.

Busenenns. Y nocinikeHHI 6amaHCy MacH, MPOBEICHOTO 32 y4acTIO 3JI0POBUX IOOPOBOJIBIIIB, MICIIs
0JIHOPa30BOro 3acTocyBaHHs *C-6inacTuny B 1031 20 Mr Maiixke 95 % NPUHHATOT 103M BUABJIAIUCS
B ceul (28,3 %) Ta xam (66,5 %) y BUIISIAI HE3MIHEHOTO OUTACTHHY, 3 YOTO MOXKHA 3pOOHTH
BHCHOBOK, III0 B OPTaHi3Mi JIOJUHH OLIaCTUH METa0OMi3yeThCsl HE3HAYHUM YHHOM. Y CEpeTHBOMY
1epio/] HalmiBBUBEAEHHS O1IaCTHHY Y 3I0POBUX JTOOPOBOJIBIIIB CTAHOBUTH 14,5 ro7.

JliHiitHicTh. Y AochimKyBaHOMY miama3oHi 103 (Big 5 mo 220 mr) OiTacTUH BUSBISIE JIHIHHY
(hapMaKkOKIHETHKY 3 HU3bKOIO MIXKCYO’ €KTHOIO BapiaOenbHICTIO.

Iopymenns ¢yHkuii HUpokK. JlocmiKeHHs 3a y4acTiO Mall€HTIB 3 PI3HUM CTaHOM (PYHKIIT HUPOK
MOKa3ajo, MO y pa3i HOpMaJIbHOT (QPYHKINT HUPOK (MIBUIKICTH Kiy0oukoBoi dinmprpanii (LKD) >
80 ma/xB/1,73 M?) cepenHs AUCo., €3 CTaHJapTHE BIJIXUJICHHS ) CTAHOBUTH
737,4 (£260,8) HrxTOA/MJI, 32 HAsSBHOCTI MOPYIICHb (YHKIi HUPOK JIETKOTO CTYHEHS TSDKKOCTI
(IOK® = 50-80 mu/xB/1,73 M?) me#t mokasHUK cTaHOBUTH 967,4 (+ 140,2) Hrxrom/mi, y pasi
NOpYyIIeHb ~ cepefHboro  crymeHs Tsokkocti (LK = 30-—<50 wma/xs/1,73  ™m?) —
1384,2 (+263,23) urxrog/mi, a y pasi nopyiieHp Tshkkoro crymens (IIK® <30 mu/xs/ 1,73 m?) —
1708,5 (£ 699,0) Hrxroa/mi.

VY mamieHTiB 3 HOpMaldbHOIO (YHKIIE0 HUPOK CepedHiil (+ CT. BiJX.) Mepioj HaIiBBUBEICHHS
Oinactuny craHoBuB 9,3 (+ 2,8) roj, y Hami€HTiB 3 MOPYIIEHHSMHU JETKOTO CTYIMEHS TSKKOCTI —
15,1 (= 7,7) ron, y Nami€HTiB 3 MOPYIIEHHSIMH CEPETHBOTO CTyHeHs Tskkocti — 10,5 (£ 2,3) rog, a
y Mall€HTIB 3 MOPYIIEHHIMHU TsHKKOro ctyneHs — 18,4 (= 11,4) roa. [IpakTuyHo y BCiX HaIli€HTIB
yepe3 48—72 roauHu micng mnpuifomy OimactTuH B cedul He BUABIABCS. [lomiOHI 3MiHM
(hapMaKOKIHETUKM HE MOBUHHI MaTH KJIIHIYHOTO 3HAYEHHS Ta BIUIMBY Ha O€3MeKy 3acTOCYBaHHS
O11aCTHHY, OCKUIBKM HOro KOHLEHTpAIil B IUIa3Mi y MAI[i€HTIB 3 MOPYUIEHHAMHU (QYHKLII HUPOK
3aJIUIIAIOTHCS B O€3MEUHUX MEXKaxX.




Hopymennsa dbyakiii nedinku. PapMaKOKIHETHYHI JaH]1 1100 MAIIEHTIB 3 MOPYIICHHAM (QYHKITIT
NEYiHKY BiACYTHI. B oprani3mi gtoauHu 6i1acTUH HEe MeTa0omi3yeThes. Pe3ynbraTi JOCiIKeHHS, B
SIKOMY OpaJid y4acTb MAaIi€HTH 3 MOPYIIEHHAM (DYHKIIT HUPOK, MTOKa3aJIH, 10 OLTACTHH TOJIOBHUM
YHHOM BUBOJUTHCS HUPKAMU, a 3 )KOBYIO, BIPOTiTHO, BUBOJUTKCS JIUIIC HE3HAYHOIO MipOr0. 3MiHU
(yHKIIIT TEYIHKK HE MAlOTh KJIHIYHO 3HAYYIIOTO BIUTMBY Ha (DapMaKOKIHETUKY O1JaCTHHY.
[arienTy aiTHHOrO BiKy. JlaHi mpo (hapMakoKiHETHKY IpenapaTy y HalieHTiB BIKOM MOHA 65 POKiB
obmexeHi. dapMakoKiHETHYHI MapaMeTpu OlJacTHHY Y TMAIEHTIB BIKOM IMOHA] 65 pOKiB 1y
narieHTiB 18—35 pokiB CTATHCTUYHO 3HAYYIIE HE BiIPI3ZHIIOTHCS.

Hitu. /lani 3 papmakokineTuku y miamiTKiB (12—17 pokiB) BiICYyTHI, OCKUIBKH JIJIS IBOTO JIIKAPCHKOTO
3ac00y BBAXKAETHCS TIOPEYHOIO SKCTPATIOJISAIIS JAHUX, OTPUMAHUX Y TOPOCIHX.

Kuiniuni xapakrepucruku.

Ilokazannua.

JInsi CHMOTOMAaTUYHOTO JTIKYBaHHSI JIEPTiYHOTO PUHOKOH IOHKTHBITY (CE30HHOTO Ta IJIOPIYHOrO) i
KpPOITUB’ SIHKH.

Ilpomunokazanns.
[TigBuieHa 9y TJIMBICTh 10 JIF0Y0i PEYOBUHU a00 A0 OyIb-sSKO1 3 TOMOMIKHUX PEYOBHH.

B3aemooia 3 inwumu nikapcoKumu 3acovamu ma iHuii 6UOU 63aAcMO0Ill.

Bsaemoois 3 icero. Txa 3sumxye Ha 30 % 61010CTYHHICTh Gi1aCTHHY, IIPHIAHATOIO BCEPEIUHY.
Bzaemoois 3 epetinghpymosum coxkom. Y paszi omHOYACHOTO TpuiiomMy OimactuHy B 7031 20 MT i
rpeingpyroBoro coky 6i040cTynHICTh OinacTuHy 3HIKYBanacs Ha 30 %. [longiOHuit egexT mMoxe
TaKOXX CIIOCTEpIiraTucs W y pasi 3acTOCyBaHHsS IHIIMX (QPYKTOBUX COKiB. CTyMiHb 3MEHIICHHS
010I0CTYITHOCTI MOK€ PI3HUTHUCS 3aJIEKHO B1Jl BAPOOHHKA COKY Ta PpyKTiB. MexaHi3M L€l B3aeMOIi1
noJisirae 'y mpurHideHHi Oinka-nepenocHnka OATP1A2, mis sikoro 6imactuH € cyOcTparom (IuB.
posain «PapmakokiHeTHKay). Jlikapceki 3acobwu, mo € cyoctparamu abo iHriditopamu OATP1A2,
Taki SIK pUTOHaBip a00 puaMMIIMH, TAaKOX MOXYTh 3MEHINYBATH KOHIEHTpAII0 OiIaCTHHY B
TUIa3Mi.

Bzaemoois 3 kemokonazonom abo epumpomiyunom. Y pa3i 0JHOYACHOTO NPHUIHOMY OiaCTHHY i
KeTokoHazony abo epurpominnny AUC Oinactuny 30iibinyBanacs BABiUl, @ Cmax — y 2—3 pasi.
[Toxi6H1 3MiHM MOKHA TTOSICHUTH B3a€MOJIIEI0 HAa PiBHI OLIKIB-TIEPEHOCHUKIB, IO BiJIMOBIIAIOTH 32
BUBEJICHHS JIIKAPCHKUX 3aCO0IB 13 KIITHH KUIIEYHHUKY, OCKUIBKU OlLTacTHH € cyOcTpatom Juist P-
[JIIKONPOTEiHy 1 He MeTabomi3zyeTbesl (quB. po3ain «PapmakokiHeTnka»). Ha mpodins Gesnexu
011aCTHHY, 3 OAHOTO OOKY, Ta KETOKOHA30Jy a00 epUTPOMIIIUHY, 3 1HIIOTO, 111 3MiHH, HMOBIpHO, HE
BIUIMBAIOTh. [HII JiKapchKl 3acobu, 1o € cyOcrparamu abo iHrioiTopamu P-gp, Taki sk
LUKJIOCTIOPHH, TAKOXK MOXKYTbh 30UIbIIIYBaTH KOHLEHTpPAIIil0 O171aCTHHY B TIA3MI.

B3zaemoois 3 ounmiazemom. Y pasi oqHouacHoro npuitomy 20 mr 6imactuny 1 60 mr quntiazemy Cmax
6inactuny 30ubryBanacs Ha 50 %. [ToniOHuit eekT MOKHA MOSICHUTH B3a€MOJIIE€I0 Ha PiBHI O1IKIB-
MEPEHOCHUKIB (IUB. po3ain «PapMakOKiHETHKa»), MO BIAMOBIJAIOTh 32 BUBEACHHS JIKAPCHKUX
IpenapariB i3 KIITUH KUIIEYHUKY; Ha npodinp Oe3meku OinacTuHy Hed edekt, HMOBIpHO, He
BILIMBAE.

Bzaemooia 3 emunosum cnupmom. Ilicns 0AHOYACHOTO 3aCTOCYBaHHS aJIKOTOJIIO 1 O17aCTUHY B J1031
20 Mr ncuXxoMOTOpPHI (PYHKIIIT 3HAXOAUIIMCS HAa TOMY % P1BHI, IO 1 MiCIIs OAHOYACHOTO 3aCTOCYBAHHS
aJIKOTOJTIO 1 Tu1ane6o.

Bzaemooia 3 nopazenamom. Y pasi 3acToCyBaHHS O11acTUHY Y /1031 20 MT OTHOUYACHO 3 JIOpa3eraMOM
y 1031 3 Mr ynpoaoBXk 8 JIHIB MOCHUJICHHS MPUTHIYYBaNbHOI i Jopasenamy Ha [JHC BusiBieno ne
Oyro.

Himu. JlocnipKeHHs B3aEMO/IT 3 IHIIMMU JIIKAPCHKUMH 3ac00aMH TPOBOAMUINCS TUIBKH Y JOPOCIHUX.
OuikyeTbesl, 10 CTYMIHb B3a€MOJII 3 1HIIMMHM JIKapChbKUMHU 3aco0amu Ta 1HII (OpMH B3aeMOJIT
OyayTh moiOHUMH y AiTelt BikoM Bix 12 o 17 pokis.



Ocoobnusocmi 3acmocy8anusi.

VY mnami€eHTiB 3 MOMIpHUM a00 TSXKKUM TMOPYIICHHSIM (YHKIII HUPOK OJHOYACHE 3aCTOCYBAHHS
OimactuHy 3 1HTI0iTOpaMu P-riikonpoTreiny (KeTOKOHA30I1, €PUTPOMIIIMH, TUKJIOCIIOPUH, PUTOHABID,
JHUIITIa3€M TOI0) MOXKeE MPU3BOIUTH 10 MiABULIICHHS PiBHS OIaCTHHY B IJ1a3Mi KPOBI, 301IBIIYIOUH
PHU3HMK HOro mMoOIYHUX peakiid. ToMy marieHTaMm i3 cepelHiM abo0 TSHKKHUM MOPYIICHHSIM (YHKIIIT
HUPOK CJIiJ] YHUKATH OJJHOYACHOTO 3aCTOCYBaHHA Ol1acTHHY Ta iHrioiTopiB P-riikonpoteiny.

3acmocysanus y nepiod gacimuocmi abo 200y8anHs 2pyooro.

Bacimuicme. Jlani moao 3acTocyBaHHS O1JTaCTUHY BariTHUM >KiHKaM BiJICYTHI a00 0OMeXeHi.
JlocnipkeHHsT Ha TBapyHAX HE BUSBWIM MPSMOTO a00 HENpPSMOro IIKiJIMBOTO BIUIMBY Ha
pPENpONYKTUBHY (YHKIIIIO, IMOJOTH a00 MOCTHATAILHUNA PO3BUTOK. 3 MIpKyBaHb O€3IEeKH OakaHO
YHHKATH TIpuiioMy Jikapchkoro 3aco6y Bimaric® mig uac BariTHOCTI.

looyeanns epyoor. JIoCHipKEHHS 100 BUIIJICHHS OIaCTHHY B TPYAHE MOJIOKO JIFOJUHU HE
npoBoamincs. HasBHi hapMakoKiHEeTHYHI JaHi OKa3aid, 10 Y TBAPUH OLIaCTHH MPOHUKAE B TPYAHE
MOJIOKO. PillieHHS PO NIPOIOBKEHHS/TIPUITUHEHHS TO{yBaHHSI TPYAII0 a00 PUITUHEHHS/yTPUMAaHHS
Bij Tepamii likapchkuM 3aco6oM Binaric® HeoOximHo puitMaTh, Gepydu 10 yBark KOPUCTH TPYIHOTO
BHUT'OJIOBYBAHHS JIJISL TUTUHU 1 KOPUCTH TepaIrii OTACTUHOM JJI MaTepi.

Depmunvuicms. KiiniuHi nani oOMexeHi abo BiAcyTHi. JlOCHIDKEHHS Ha IIypax HE BHSIBHIIO
’KOJJHOTO HETAaTUBHOTO BILUIMBY Ha (DEPTUIIBHICTb.

30amuicms énausamu Ha wWEUOKICMb pearkyii npu Kepy8aHHi asMOmMpAHCHOPMOM AOO0 THUUMU
MexauizMamu.

JlociakeHHs BIUIMBY O1TaCTUHY Ha 3/1aTHICTh KEPYBAaTH aBTOTPAHCIIOPTOM MPOAEMOHCTPYBAIIO, 110
y JOpOCIIMX JIiIKyBaHHS OimacTHHOM Yy 031 20 Mr He BIUIMBJIO HA 3JaTHICTh KepyBaTH
TpaHCIOPTHUMHU 3acobamu. OAHAK MAlli€HTIB Cia 1HGOPMYBATH MPO Te, IO B OKPEMHX BHUIAIKAX
mpermapaT MOXKE BUKIWKATH COHJIMBICTH 1, TAaKMM YWHOM, BIUIMBATH HAa 3JATHICTh KEpyBaTH
aBTOTPAHCIOPTOM a00 MPALIOBATH 3 IHIIUMHU MEXaHI13MaMH.

Cnocio 3acmocysanna ma 0o3u.

Ho3zyeanns.

Hopocni ma oimu (ixom 6i0 12 pokis). 20 mr 6inactuny (1 Tabnetka) 1 pa3 Ha 700y JUI MOJIETTLEHHS
CUMIITOMIB aJIepri4YHOr0 PUHOKOH FOHKTHUBITY (C€30HHOTO 1 LIJIOPIYHOI0) Ta KPOIUB’ SIHKH.
Tabnerky cnia npuiimaru 3a 1 ronuHy 10 ab6o yepe3 2 FOJUHM Micis MpUiioMy ki a00 PpyKTOBOrO
COKY (uB. po3ain «B3aeMoist 3 IHITUMU JIKAPCHKUMU 3aC00aMU Ta 1HII BUIH B3a€EMOJIIN).
Ocobauei epynu nayicumis.

Iayienmu nimnvoeo 6iky. IlanieHTaM JITHBOTO BIKY KOPUTYBaTH 103y HE MOTPIOHO (IMB. PO3ALIT
«PapMmakonuHamikay Ta «DapMakoKiHETHKAY).

Ipu nopywenni ¢ynxyii nupox. IlamienTaM 3 nopymeHHsIMU (QYHKIIT HUPOK KOPUTYBaTH /103y HE
noTpiOHO (AUB. po3 i «PapMaKOKIHETHKAY).

Ilpu nopywenusx ¢ynxkyii neuinku. JIOCBiA KJIIHIYHOTO 3aCTOCYBaHHS IpernapaTy MaiieHTaMm 3
NOpYUIEeHHAMHU (QYHKIIi Me4YiHKK BiACYTHIH. OCKIIbKM OUTACTUH HE MiAJA€ThCs MeTaboii3My Ta
BUBOJIUTHLCS TOJIOBHUM YHHOM HHUPKAMH, MTOPYIICHHS (PYHKIIIT IEUiHKM HE TIOBUHHO NMPU3BOIMTH 10
3011bIIEHHS HOTO CUCTEMHOI Aii 10 HeOe3nedHoro piBHs. ToMy naiieHTam 3 MOPYLUIEHHAMHU QYHKIIT
MEYIHKU KOPUTYBATHU J03Y HE MOTPiOHO (IUB. po3ail «DapMaKOKIHETUKAY).

imu. 3actocoByBaTH O1JIaCTHUH MPU aepriYHOMY PUHOKOH FOHKTHBITI Ta KPOIMB SHII JITAM BIKOM
Bix 0 10 2 pokiB HeAONUIbHO. be3neka 1 eheKTHUBHICTh 3aCTOCYBaHHS JITSAM BIKOM J10 12 pokiB Ha
CHOTO/IHI HE BCTaHOBJICHI.

Tpusanicme nikyeanns. llamieHTam 3 ajJepriyHUM PUHITOM JIIKApChKUH 3aci® CIij 3aCTOCOBYBATH
TUIBKH B MIEP10/I KOHTAKTY 3 anepreHami. [larieHTaM i3 Ce30HHUM aJepriyHUM PUHITOM JIIKYBaHHS
MOYXKHA TTPUTTUHUTH TICIIS TTOM IKIIEHHS] CUMIITOMIB Ta MIOHOBUTH MMICIIA iX moBepHeHHs. [lamieaTam
3 IUIOPIYHUM aJIepriyHUM PHHITOM Ipernapar MOXHa Oe3lepepBHO 3aCTOCOBYBATH BIIPOJOBXK
Mepioy KOHTAKTY 3 aJiepreHamMu. Y TAaIli€HTIB 3 KPOIHUB STHKOIO TPUBATICTH JIIKYBAaHHS 3aJICKUTH B
XapakTepy Ta TPUBAJIOCTI CUMIITOMIB, a TAKOX BiJl IX JMHAMIKU.



Cnocib 3acmocyeanms.
J1Jis mepopalibHOTO 3aCTOCYBaHHS.
TabmeTku citij 3anuBaTH BOA00. [[000BY 103y pEKOMEHIYETHCS IPUIMATH 33 OJIUH MIPUHOM.

Himu.

besneka Ta ehekTUBHICTH OLTACTHHY IS iTEH BikOoM /10 12 pOKiB HE MiATBEP/KEHI.

Ilepeoo3ysannas.

[HpopMaIIisi CTOCOBHO TOCTPOTO MeEpeao3yBaHHA OULTACTMHOM Oyrna OTpUMaHa B XOJI KJITHIYHHX
BUIIPOOYBaHb, MPOBEJCHUX IT1/1 Yac po3p0oOKH Ta TOCTMAPKETUHTOBOTO CIIOCTEPEKEHHS. Y KITHIYHUX
JOCIIJDKCHHSX MICIS TPU3HAYCHHS JIOPOCIUM 3I0POBHM JOOPOBOJIBISIM OUIACTHHY B J03aX, IO
nepeuinyBaiu teparneBTuyHy B 10—11 paszi (220 mr y Burisai ogaopazoBoi n1o3u abo 200 mMr Ha
100y mpoTsarom 7 QHIB), YaCTOTa BUHMKHEHHs MOOIYHUX peakiliii Oyia BABIYUl BHUIO, HIK HA Tl
3acTocyBaHHs Iane6o. Jlo moOIiYHMX peakifiii, mpo SKi Hal4acTille MOBIIOMIIIOCS, HANEKalu
3araMOpOYCHHS, TOJIOBHUH OU1b 1 HymoTa. [loBimomiieHs Mpo cepito3Hi MOOIYHI peakilii Ta 3HAYHE
nonosxkeHHs inTepBary QTc ne Oyno. Indopmaris, 3i0paHa miJ Yac HOCTMApKETHHTOBOTO
CIIOCTEPEIKEHHS, BIIMOBIIa€ JaHUM, OTPUMAHHUM YIIPOJIOBXK KIIHIYHUX BUIIPOOYBAHb.

VY perenpHOMY TIepexpecHoMy nociimpkenHi inTepBamiBe QT/QTc 3a yuacTio 30 310pOBUX JTOPOCITHX
JI0OpOBOJIBIIIB KPUTHYHA OIliHKA BIUIMBY Oaratopa3oBoi jgo3u Oimactuny (100 mr X 4 ami) Ha
penospu3aIiio NUTYHOUKIB HE BUSBHIIA 3HAYHOTO TOI0BKEHHS iHTepBairy QTc.

VY pasi nepeno3yBaHHs PEKOMEHIYEThCS CUMIITOMATHYHE Ta MATPUMYBAJIbHE JIIKYBAHHS.
CreniniyHui aHTUIOT OLTACTUHY HEBIIOMHUIA.

IH06iuni peakuii.

VY xoai KJIHIYHHUX JOCIHIIKeHb Y MAaIll€HTIB, SIKI CTPa)Jajil Bl alepriuHOro pUuHOKOH IOHKTHUBITY
a00 XpOHIYHOI iAIONaTHYHOI KPONMB’ SHKH, TMOOIYHI peakiii mpu 3acTOCyBaHHI OiacTUHY B 11031
20 Mr BUHUKAaIU TPUOIU3HO 3 TIEIO K 9YacTOTO, IO i mpu 3acTocyBaHHi miane6o (12,7 % 1 2,8 %).
Kniniuni BunpoOysanns 11 1 111 ¢asu, nmpoBeaeHi mix yac KIiHIYHOI pO3pOOKH, OXOIUTIOBAIH 2525
MAIIEHTIB, AKUX JIKYBaJIU PI3HUMHU J103aMHU OinacTuHy, 3 HUX 1697 oTpumyBanu OinacTuH y 1031
20 mr. ¥ mux gocmimpkeHHsx 1362 mamieHtd otpumyBanu rane6o. IlamienTtu, ski oTpuMmyBaiu
OimacTuH y 1031 20 MI 3a NOKa3aHHAM aJepriyHUi pUHOKOH FOHKTHUBIT YM XPOHIYHA 1J[10MAaTHYHA
KpONUB’sIHKA, HalyacTillle MOBLAOMIISUIM MPO Taki MOOIYHI peakilii: TOJIOBHUN Ol1b, COHJIUBICTb,
3araMOpOYeHHsl Ta BTOMIIIOBaHICTh. Lli moOiyHI peakuii BUHUKaIM 3 4acTOTOIO, MOPIBHSAHHOIO 3
4acTOTOIO PO3BUTKY MOOIYHMX PEaKIIiil y Malli€HTIB, K1 OTpPUMYBAIH MJaneoo.

Hwxdae B Tabnuii HaBeneHo MOOIUHI peakiii, 110, WMOBIpHO, OynH MOB’si3aHI 3 OLaCTUHOM 1
Bi3Havanuca Outbin HIX y 0,1 % mnamieHTiB, sKi OTpuMyBanu OutacTuH y 1031 20 Mr mig yac
KJiHI4HOi po3poOku (N = 1697).

YacToTra BUHUKHEHHS TOOIUYHMX peakiliii BU3HAUE€HAa TaKUM YHUHOM: Ayxke yacto (= 1/10); wacto
(>1/100 — < 1/10); mewyacto (>1/1000 — < 1/100); piako (>1/10000 — < 1/1000); myxe piako
(< 1/10000); HeBiTOMO (HEMOKIIMBO OIIIHUTH 32 TOCTYITHHUMH JTAHHMH ).

Peaxuii, 110 BUHUKAIOTh P1IKO 1 TyXe PiIKO, a TAKOXK Ti, YaCTOTa AKMX HEB1JIOMa, HEe OyJIM BHECEHI B
TaOJIULIIO.

Opranu 1 cucTeMu OpratiB binactun, Bcei no3u
i i 20 mr OimacTUHy
Yacrora [ToGiuHa peakiis N = 1697 N = 2525

Inpexyii ma napasumapui 3ax60pro8anHs

Heuacto ['epriec poTOBOT MOPOKHUHH 2 (0,12 %) 2 (0,08 %)

Po3znaou 3 6oky oominy peuosun ma xapuysanmus
Heuacro [TinBUIIEHWIT aTIeTUT 10 (0,59 %) 11 (0,44 %)
Po3znaou 3 6oky ncuxixu

Heuacto TpUBOKHICTB 6 (0,35 %) 8 (0,32 %)




be3connsa

2 (0,12 %)

4. (0,16 %)

Posnaou 3 6oky nepgosoi cucmemu

Yaeto COHJIUBICTD 52 (3,06 %) 82 (3,25 %)
["onoBHMIA 61116 68 (4,01 %) 90 (3,56 %)

Hewacro 3amaMopovYeHHS 14 (0,83 %) 23 (0,91 %)

Posznaou 3 boxy opeanie ciyxy ma 1adipurnmy

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

Po3znaou 3 6oky cepys

Heuwacro biokana npaBoi Hixkku mydka ['ica 4 (0,24 %) 5 (0,20 %)
CuHycoBa apuTMis 5 (0,30 %) 5 (0,20 %)
oo pary 0T 005% | 1040%
LI;L;I;I E}i;f;?;i HH}:)KaSHI/IKlB EKT Bin 7 (0,41 %) 11 (0,44 %)

Po3znaou 3 6oky opeanie ouxanns, epyonoi Kiimku ma cepedoCmiHus

Heuacro 3aaumika 2 (0,12 %) 2 (0,08 %)
HenpuemHi BiguyTTs y HOCI 2 (0,12 %) 2 (0,08 %)
CyxicTb y HOCI 3 (0,18 %) 6 (0,24 %)

Po3znaou 3 60Ky wnyHKo80-KUUK08020 Mpakmy

Heuacro Binb y BepXHbOMY BiJIijIi )KHBOTA 11 (0,65 %) 14 (0,55 %)
Binb y )KuBOTI 5 (0.30 %) 5 (0,20 %)
Hymora 7 (0,41 %) 10 (0,40 %)
JrckoMpopT y KUBOTI 3 (0,18 %) 4 (0,16 %)
Hiapest 4 (0,24 %) 6 (0,24 %)
CyxicThb y porti 2 (0,12 %) 6 (0,24 %)
Jucriencis 2 (0,12 %) 4 (0,16 %)
[actput 4 (0,24 %) 4 (0,16 %)

Po3znaou 3 6oky wikipu ma niowKipHo-Jcupo8oi mKaHuHu

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

3aeanvui posnaou ma peaxyii 6 micyi 66e0enHs

Heuacro BromiroBaHicTh 14 (0,83 %) 19 (0,75 %)
Crpara 3 (0,18 %) 4 (0,16 %)
3arocTpeHHs BKe HasBHUX 3aXBOPIOBAHb 2 (0,12 %) 2 (0,08 %)
[apstiuka 2 (0,12 %) 3 (0,12 %)
AcTeHis 3 (0,18 %) 4 (0,16 %)

Jlooamkosi memoou 0ocnioxHcenHs

Heuacto HiI[BI/IH_'IeHHH piBHS ramma- 7 (0.41 %) 8 (0,32 %)
riyTamiuiTpaicdepasu
[TixBuieHHS PiBHS ajdaHiHAMIHOTpaHChepa3u 5 (0,30 %) 5 (0,20 %)
R — 3018%) | 3(0.12%)
[TigBuIieHHS PiBHS KpEaTHHIHY y KPOBi 2 (0,12 %) 2 (0,08 %)
[TinBuIIEHHS PiBHS TPUTITILEPUIIB Y KPOBI 2 (0,12 %) 2 (0,08 %)




301IbIICHHS MACH Tija 8 (0,47 %) 12 (0,48 %)

YacTora HeBijoMa (HEMOJXJIMBO OI[IHMTH Ha MiACTaBl HAasBHUX JAaHUX): y TMOCTMAapKETHHTOBHM
Mepioj CIOCTEpIraivcs IMOCUJICHE CEepHEeOUTTs, Taxikapjis, peakiii TimepyyTauBOCTI (Taki SK
aHadinakcisi, aHrioHaOpsK, 3aJWINKa, BUCHUII, JIOKATI30BAaHHI/MICIICBUI HAOpsK, epuTemMa) Ta
OJIFOBaHHS.

Onuc oxpemux nodiynux peaxyii. HaitOinbpI 9acTo MOBIIOMIISIIOCS PO ABI MOOIYHI peakilii, 1o
BHHHUKAJIM 4YacTo (COHJIMBICTH, 1 TOJIOBHMM OUIb), Ta JBI peakiii, 10 BHUHHUKAJIM HEYACTO
(3amaMopoueHHsI Ta CTOMIIIOBaHICTh). BOHM cmoctepiranuch SK y MAIli€HTIB, SKi OTPUMYBaIU
OlTacTHH, TaK 1 B MAIIIEHTIB, sIKI OTPUMYBaJIH TuTane0o0. YacToTa COHIMBOCTI CTAHOBMIIA BiJIIOBITHO
3,06 % mpotu 2,86 %; ronosuoro 6omo — 4,01 % 1 3,38 %; 3anamopouenns — 0,83 % 1 0,59 %;
crommroBanocti — 0,83 % 1 1,32 %.

Maifxe Bci mo6iuHi peakilii, OnmucaHi BHUIIE, 3 OJHAKOBOIO YACTOTOIO CIIOCTEPITraIuCs y MAIli€HTIB,
SIK1 TpUiiMai 611acTuH B 1031 20 Mr, 1 B TIAIIEHTIB, SKI OTPUMYBAJIH I1a1e0o0.

Indopmarris, 3i0paHa BHPOJOBXK MOCTMAPKETHHIOBOTO CHOCTEPEKEHHS, MiATBEpAWIa Hpodinb
0e3I1eKH, 1110 CIIOCTEPIraBcs il Yac KITHIYHOT po3pOOKH.

Jimu. Tlix yac kIiHI9HOT pO3pOOKH YacTOTa, THII 1 TSKKICTh MOOIYHUX peakiii y mimmiTkiB (12-17
pOKiB) Oynu TakuMu X, K 1 y gopocnux. [Hpopmaris, 3i0pana B wiid rpymi (IiATITKH) Mg 4ac
MOCTMAPKETHHTOBOTO CIIOCTEPEKEHHSI, OyIa MiATBEpKEHA pe3ylIbTaTaMU KIIHIYHUX BUIIPOOYBaHb.
Tlogioomnenns npo nioosprosani nodiuni peaxyii. I1oBiHOMIICHHS TIPO IT1103pIOBaH1 MOOIYHI peakiii
HiCHIA peecTparii JIIKapchbKoro 3aco0y BiMirparoTh BaXIHMBY poiib. Lle 1ae 3Mory mpojoBKyBaTh
CIIOCTEPEIKEHHS 3a CITIBBIJIHOIICHHSIM KOPHUCTI 1 PHU3HMKY 3aCTOCYBaHHs JIIKaQpChKOTO 3aco0y.
[IpamiBHUKY TaiTy3i OXOPOHU 370POB’S MIOBUHHI TMOBILAOMIISATH PO Oyab-sIKi MMiJ03prOBaHI MOOIYHI
peaxiii.

Tepmin npuaaTHOCTI. 3 pOKH 3 1aTH BUTOTOBJICHHS in bulk.
He 3acrocoByBatu nmpemnapar micisi 3aKiH4eHHS! TEPMiHY PUAAaTHOCTI, 3a3HAYSHOTO HA YIIAaKOBII.

YMmoBu 30epiranus.

30epiratu B opuriHaibHii ynakosuli. CremianbHi ymMoBH 30epiraHHsi He moTpiOHI. 30epiratu y
HEJOCTYIHOMY JUIsl IITEN MICIIl.

Ynaxoska. [To 10 Tabnetok y Omictepi. [To 1 abo 3 6mictepu y maymi.

Kareropis Binmycky. 3a peuenrom.

Bupoonuk.

AT «®apmak», Ykpaina

(BupoOHUITBO 3 mpoaykiiii in bulk ¢pipmu-BupodHuka Jlaboparopioc Hopmon, C.A., Icnanis).

Micue3HaxoakeHHsI BUPOOHUKA Ta ajpeca Miclsi NPOBA/KeHHS HOro AislJIbHOCTI.
VYkpaina, 04080, m. Kuis, By:n. Kupumnisceka, 74.

JlaTta octanHboro neperasny. 22.04.2025.



