IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

IOIUHAKAJIBIOET-BICTA

CINACALCET-VISTA

CKnao:
Oitoua peyosuHa: TUHAKAIBIIET;

1 TabneTka, BKpHTa IUTiBKOBOIO 000710HKOI0, MicTUTh 30 MT IMHaAKabIETY, 10 eKBiBajmeHTHO 33,06
MT IIMHAKAJbLIETY Timpoxaopuny, abo 60 Mr 1uHaKasbleTy, [0 eKBiBaleHTHO 66,12 Mr IMHAKaIbIETy
rigpoxnopupny, abo 90 Mr 1MHaKaIbIeTy, 10 eKBiBaseHTHO 99,18 MT 1MHAKATBIETY TiIPOXIOPULY;

donoMidcHi peyosuHu: KPOXMaJllb IIpexKenaTuHI30BaHUM, KPOCIIOBIIOH
(BHYTPIIIHLOTPAHYJISIPHUM), ITOBITOH, LIe/II0JI03a MIKPOKPHUCTaJliuHa, KPEMHIIO OIOKCHUL
KOJIOigHMY 0e3BOMHUM, MarHiio creapar;

000/10HKa: TIOTIiBiHINIOBUY CIIUPT YaCTKOBO TifpomnidoBanui, Tutany miokcup (E 171), makporor,
TaNbK, iHOUrokapmin amominieBuit nak FD&C Blue#2 (E 132), 3amiza okcup xoBTuit (E 172).

JIikapcbka ¢opma. TabneTKy, BKPUTI IJTiIBKOBOIO 000I0HKOIO.
OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi:

30 Mr: oBasnbHi ABOONYKJIi TaOlIeTKYM, BKPUTI ITIBKOBOIO 000JI0HKOIO, 3€JIEHOT0 KOJILOPY, 3
rpasitoBaHHIM «C9CC» 3 ogHOTO 60Ky Ta «30» 3 iHIIOrO;

60 Mr: oBasnbHi ABOONYKJIi Ta0lIeTKYM, BKPUTI ITIBKOBOIO 0007I0HKOI0, 3€JIEHOT0 KOJILOPY, 3
rpasitoBaHHIM «C9CC» 3 ogHOTO GOKY Ta «60» 3 iHIIOrO;

90 Mr: oBasnbHi ABOONYKJIi TaONIeTKY, BKPUTI IJTIBKOBOIO 000JI0HKOI0, 3€JIEHOT0 KOJILOPY, 3
rpasitoBaHHIM «C9CC» 3 ogHOTO 60Ky Ta «90» 3 iHIIoro.

dapmakoTepaneBTHUYHA rpyna. [IpenapaTty TOPMOHIB [AJi CUCTEMHOTO 3aCTOCYBaHHA (3a
BUHSATKOM CTaTEBUX FOPMOHIB Ta iHCyniHy). [IpenapaTy, 1110 peryoloTh 00MiH KaJbliio.
IamIi anTHIApaTHpeoinHi 3acobu. LlunakansueT. Kom ATX HO5B X01.

dapmakon102iuHi e1acmueocmi.

®apmakoOuHamika.



MexaHi3M mil.

KanbuituyTnusi penenTopy, o 3HaX0AsAThCS Ha II0OBEPXHi TOJIOBHUX KTITHH MapalldTOBUAHOL
3aJ1034, € OCHOBHUMH PETYIISITOPaMH Cekpellil mapatupeoinHoro ropmony (ITTT). LluHakambleT
YUHUTH KaNbLiiMiMeTHYHY miio, mo 6e3nocepenHro 3uUKYe piBens [1TT, migBuIyoun 4yTIuBiCTh
KaJIbL[IMYyTIMBOI0 PELENTOpa OO0 PiBHS MO3aK/IITUHHOTO KasbLii. 3HuKeHHS piBHA [ITT
CYIIPOBOAXYETHCS 3HUKEHHSIM BMICTY KaJlbIlil0 B CUpOBaTLi KpoBi. 3unKeHHA piBHA [ITT" Kopentoe 3
KOHIIEHTPaIli€lo IMHaKanbueTy. [licag mocaraeHHs cTtabinbHOI a3y KOHIIEHTPALlis Kablliio B
CHPOBATI]i KPOBi 3aJIMIIAETLCS Ha IIOCTIMHOMY PiBHI IPOTSATOM YChOTO iHTEPBaly MiX IIpuAOMaMu
JiKapchKOro 3aco0y.

dapmakoKiHemuxka.

AGcopOiis.

[Ticna mepopanbHOTO PUMOMY MaKCHMasibHa KoHIleHTpalisd (C,,.,) IMHaKalbIeTy B IIJla3Mi KPOBi
[oCsATaeThCs MPUOIN3HO Yepes 2-6 roguH. AGcomoTHa 6i00CTYIHICTh IMHAKABLETY IPU IPUHoMi
HaTIlle, BCTAHOBJIEHA Ha MifiCTaBi MOPiBHAHHS Pe3yJ/IbTaTiB Pi3HUX AOCHIAXKEHb, CTaHOBUIIA
npubnusno 20-25 %. [IpuitoM IIMHAKaNbLIETy pa3oM i3 ixKero 30inbIinyBaB #oro 6i0goCTyIHICTh
npubnusno Ha 50-80 %. [TogibHe mifBUIleHHS KOHIEHTPAlll IMHAKaJBIETy B IIJ1a3Mi KPOBi
CIIOCTepiranocs He3aslexkHOo Biff BMICTy KUpY B 1Xi.

[Tig yac BBepmeHHs 03 noHaA 200 Mr morauHaHHSA 0y/10 HACUUeHUM, KMOBIPHO, Yepe3 HU3BKY
PO3YMHHICTb.

Po3noopmin.

BimsHavaeThcst BUCOKuM 06’eM po3nominy (mpubmausuao 1000 ), 110 BKasye Ha MIUPOKUN PO3IIOMIN.
Luuakanbuet npubnu3Ho Ha 97 % 3B’sA3yeThcs 3 G6iKaMu 1y1a3MU KPOBi i PO3MOAiNSIEThCSA Ha
MiHIMaJIbHOMY PiBHI B €PUTPOLUTAX.

[Ticns mornuMHAHHS 3HUKEHHS KOHIIEHTpallil IMHaKaIbIeTy BiIOyBa€ETLCA B IBa €TAIlX; T0YATKOBUMI
mepion HaliBBUBEEHHS CTAHOBUTH MPUONMM3HO 6 TOOWH, OCTAaTOYHUM MEPiof HalliBBUBEOEHHS
cTtaHoBUTH Big 30 0o 40 ronuH. PiBeHb IMHAKAIBIETY B CTAHI PIBHOBATU OOCATAETHCS IIPOTATOM 7
[HIB 3 MiHIMaNIbHOW0 KyMyJauieo. PapMaKOKiHeTHYHI BJIaCTUBOCTI IMHAKAJIbLIETY He 3MIHIOIOTHCS B
OUHAaMIII.

Metabomi3m.

llnHakanbieT MeTabomi3yeTbcs uncneHHuMu pepmenTamu, nepeaxHo CYP3A4 i CYP1A2 (ponb
CYP1A2 He Gyna nigTBepaXkeHa KiiHiuHUMEU MeTonaMu). OCHOBHI LIMPKYJTI00Yi MeTaboiTn
HeaKTHUBHi. 3rigHO 3 JaHUMU AOCTiAXKEHb in Vitro, MMHAKAJbLET € MOTyKHUM iHTiOiTopoM CYP2D6,
OJHAaK NpX KOHIIEHTpPAligX, [0 AOCATaNKCs B KIiHIYHMX YMOBaX, IMHAKaJbIET He € iHribiTopoM
inmux ¢pepmenTis CYP, y T. u. CYP1A2, CYP2C8, CYP2C9, CYP2C19 i CYP3A4, i TaKOX He €
ingyktopom CYP1A2, CYP2C19 i CYP3A4.

BuBenmeHHd.

[Ticrst BBeIEHHS 3[MOPOBUM JOOPOBOJIBIIM OO3K 75 MT, MideHOI paflioi30TOIITHUM METOLOM,
IIMHAKalblleT 3a3HaBaB IIBUOKOTO i 3HaYHOT0 OKMCHIOBAIbHOT0 MeTa00/1i3My 3 IO0aJIbIIO00
KOH'10Talielo. BuBeneHHs pagioaKTUBHOCTI BigOyBanocs B OCHOBHOMY B Pe3yJIbTaTi BUBEEHHS
MeTabomiTiB HupKamu. [Ipubnusno 80 % BBemeHOI 103U BUSBISAIOCT B cedii 15 % - y dhekamisx.

JIiHiVHICTL/HEemiHINHICTD.



30inbINeHHS TI0MII mif hapMaKOKiHeTUYHOIO0 KPHUBOIO «KOHIeHTpallisg-yac» (AUC) i C,,,, BinOyBaeThCs
IPaKTHYHO MIiHiMHO B miama3o#xi 703 Big 30 mMr mo 180 Mr mpu mputiiomi 1 pa3 Ha go0y.

B3aeMo03B’130K napamMeTpiB papMaKOKiHETUKY/PapMaKOIUHAMIKH.

HeBpmoB3i micns BBemeHHS IMHaKanbleTy piBeHs [1TT mounHae 3HUKYBATUCS i [OCSITa€ HAMHUKYOL
TOYKHY NMPUOIN3HO Yepe3 2-6 rofuH, 10 BignoBifae nepiony mocsaruenus C,,, IMHaKammbIeTy. [Ticns
ITbOT0 KOHIIEHTpAIlisl IMHaKaIbIeTy NOYMHAE 3HUKYBATUCS, a PiBeHb [ITT 30iMblUIyeThCS MPOTATOM
12 ropuH micnst BBemeHHS no3u, npurHivenHs [1TT 3anumaetbcs TpubIM3HO Ha TOMY CaMOMY PiBHi
o KiHIst ;oO0BOTr0 iHTEpBasy pu pexuMi mo3yBaHHs 1 pa3 Ha moOy. Pisens ITTT y mpotueci
KJIIHIYHUX [OCHiAXKEHb [IMHaKaIbl[eTy BUMIPIOBaBCsA HAIIPUKIHIII iHTepBaly HO3yBaHHSI.

ITauieHmu aimHb020 8iKy. Y hhapMaKOKiHEeTHIli IMHaKaJbLeTy He 3adiKCOBaHO KITIHIYHO 3HAUYIIUX
PO3XOOKEeHb, IOB’I3aHUX i3 BIKOM XBOPHX.

Hupxkosa Hedocmamuicmb. ®apMaKOKiHeTUYHUY MPOGib XHAKABIETy B MAIiEHTIB i3 HUPKOBOIO
HEJIOCTaTHICTIO JIETKOTO, CEPEeIHBOI0 Ta TSXKKOTO CTYIIeHS Ta B IAlli€HTIB, sIKi mepebyBaioTh Ha
reMopianisi abo mepuToHeaIbHOMY Aiani3i, He Ma€e 3HaYHUX BiIMiHHOCTeH 3 TaKUM Yy 300POBUX
nOOPOBOIIBIIIB.

ITeuinkosa HeOocmamHicmeb. I1py MeYiHKOBiYM HENOCTATHOCTI JIETKOTO CTYIEHs He CIIOCTEePiraEThCs
IIOMIiTHOTO BIJINBY Ha (papMaKOKIHETHKY LIMHAKaJbIeTy. [IopiBHIHO 3 MallieHTaMu 3 HOPMaJlbHOI0
dyHKIieo nmedinku cepenHi nokasduuku AUC Oynu npuGnu3HOo B 2 pa3u BUIIl Y MAlli€HTiB 3
IIOMipHUMU TOPYIIeHHSIMHU GYHKIII Me4iHKK Ta TPUOIU3HO B 4 pa3u BUII IPH TAXKKiM Gopmi
IIe4iHKOBOI HegocTaTHOCTi. CepenHil Mepiof HaliBBUBeeHHS IMHAKAIBIETY Y MAlli€HTIB 3
IIeYiHKOBOI HEJOCTATHICTIO IOMIPHOTO Ta TAKKOTO CTyIIeHs IIPOJIOHTYETHCS BiANOBiAHO Ha 33 % i
70 %. IleyinKoBa HEOCTATHICTh He BIIJIUBA€E Ha PiBeHb 3B'SI3yBaHHS LIMHAKAJBIETY 3 OinkaMu
nna3Mu KpoBi. OcKinbKy migdip 403 s KOKHOT0 XBOPOT'0 IPOBOAUTHCS Ha MiICTaBi TapaMeTpiB
e(eKTUBHOCTI Ta 6e3MeKH, I XBOPUX 3 IIEYiHKOBOIO HEJOCTATHICTIO He MTOTPIOHO TPOBOAUTH
IOIaTKOBOI KOPEKIIil M03M.

Cmamy. KnipeHc IMHAKaNbIETy MOXKe OyTH HUXKYUM Y XKiHOK, HiXK Y 4oJoBikiB. OcKinbku mindip no3
IIPOBOAMTLCS iHAMBIMyaIbHO, He TIOTPiIOHO 3iMCHIOBATY NONATKOBY KOPEKIIif0 MO3HU 3aJIe’KHO Bif cTaTi
natienTa. [I71g OLiHKYU BIIJIUBY fieMorpadidyHuX XapaKTepHUCTUK OyJI0 MPOBEeHO MOMY I}
(dapMmakoKiHeTHYHUM aHasi3. Llen aHasi3 He IT0Ka3aB 3HAYHOI'0 BIJIUBY CTaTi, pacH, IJIOIIi TIOBEPXHi
TiJla Ta MacH Tila Ha ¢GapMaKOKiHETUKY IMHAKAIBIIETY.

KypiHHA. KnipeHC MHaKanbLeTy BALIUY Y KYPLiB, HiX y HEKYPLiB, UMOBIPHO, Yepe3 iHAYKIIiI0
onocepenkoBanoro CYP1A2 mertabomidmy. fAKIIO MallieHT KUOa€ MaauT a00 MOYUHAE ATUTH, PiBeHb
ITMHAKAJIBLIETY B I1JTa3Mi KPOBi M0OKe 3MiHUTHCS, TOMY MOXKe 3HAgOOUTHCS KOPEKIlis T03H.

KniniuyHi xapaKTepHCTHKH.
Iloka3aHnHs.

JlikyBaHHSI BTOpUHHOTO Trinepnapatupeo3y (I'TIT) y mopocnux maiji€HTiB 3 TEPMiHAIBbHOIO CTagi€l0
HUpPKOoBOI HegocTaTHOCTI (TXIIH), siki nepebyBaioTh Ha HiATpUMYyO4YOMYy reMofiani3i.-JlikapcbKui
3aci6 llunakanbueT-BicTa MOXKHa 3aCTOCOBYBaTH K YaCTHHY KOMIIJIEKCHOI Tepartii, 1[0 BKII0Yae
dbocdarT-3B’s13y104i peuoBuHU Ta/abo cTepuHM BiTaMiny D, 3amekHo Bif He0OXimHOCTI (TUB. po3min
«®apMaKoI0riyHi BJIaCTUBOCTI»).



KapiuzoMa nmapaiuToBUOHOI 3a/103U Ta IEPBUHHUY TileprapaTUpPeos y JOPOCUX.
3HUXKEHHS TillepKabllieMil y TOPOCTIUX MAIli€HTIB 3:
* KapIIMHOMOIO ITapalldTOBUIHOI 3a/I03H;

» nepBuHHUM ['TIT, KONMU 3 METOI0 3HUKEHHS PiBHS KaJbIlil0 B CHPOBATII KPOBi IT0Ka3aHa
IIapaTUpeoifieKToMis (BiTTOBIAHO IO BU3HAHUX CXEM JIiIKyBaHHS), ajie 3a CTAHOM ITallieHTa
apaTUPEOINeKTOMiss HeMOXI1MBa ab0 IPOTUIIOKA3aHa.

IIpomunoka3aHHsA.

[TigBuIieHa YyTIUBICTh OO0 aKTHBHOI pe4oBUHU ab0 00 Oyab-sIKOI 3 IOMIOMiKHUX PEYOBHH,
3a3HavyeHux y po3aini «Ckmam».

['imokaneiieMid.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

JlikapceKi 3ac0o0u, SKi 3HUXKYIOTh PiBeHb KalbIlil0 B CHPOBATII KPOBi

OpHoYacHe 3aCTOCYBaHHS JIiKapChKHUX 3ac00iB, sIKi 3HUKYIOTh PiBEHDb KaJlbllil0 B CHPOBATIIi KPOBi Ta
IIMHAKableTy, MOXKe IIPU3BECTHU 0 MMiIBUILEHHS PU3UKY TiloKanbiliemil. [TaienTam, AKi
3aCTOCOBYIOTh IIMHAKATBLET, HE CMi IpH3HadYaTy eTelKalbleTuL.

BrnnuB iHmuX miKapChKUX 3aCc00iB Ha ITMHAKABIET

[luunakanbueT MeTabomnizyeTbes 3a yuacTio pepmenty CYP3A4. OnHouyacHe 3acTocyBaHHS 200 mr
KETOKOHa30:y, CubHOTo iHribitopy CYP3A4, cipuunnmio 30i/blIeHHS PiBHS I[MHAKAIBLIETY
npuOIu3HO y 2 pa3u. KopuryBaHHs 03U MHAKANbIETY MOXKe OyTH MOTPiOHe, SKIIO XBOPUU, SKUU
3aCTOCOBY€ LIMHAKAJIBIIET, TOYNHAE a00 IPUIKHSIE JIIKYBaHHS CUJIBHUM iHTi6iTOpOM (HampuKiam,
KETOKOHA30JI0M, iTPaKOHA30JI0M, TeTiITPOMIIIMHOM, BOPUKOHA30JI0M, PUTOHABipoM) abo iHIyKTOpOM
(Hanpukiag, pupaMIiliiHOM) IEOTO (PEPMEHTY).

Hasi in vitro mokasyoTb, 10 IMHAKa/IbLIeT YaCTKOBO MeTaboi3yeThcs 3a monomorow CYP1A2.
[Maninus ctumynioe CYP1A2; piBeHb IMHAKATBIETY, 1110 CIIOCTEPIraBCs y KypliB, OyYB BUIIUM Ha
36-38 %, Hix y HeKypuiB. Brinus inriditopis CYP1A2 (nampuknag, ¢piayBoKCaMiHy,
unpodIIoKcaliHy) Ha PiBeHb I[MHaKaIbIETY B I1JIa3Mi KpPOBi He BUBYaIu. KopuryBaHHS 003U MOXKeE
3HAMOOUTHCS, SIKIIIO XBOPUI MMOYKMHAE a00 MPUNMHSIE MaTUTH ab0 KON IIOYMHAETHCS abo
IPUIMHSETHCS CYIYTHE JIIKYBAHHS 3 BUKOPUCTAHHSM cuiibHOrO iHribitopy CYP1A2.

KapboHam kKaavuiro. OmHOYaCHe 3aCTOCYyBaHHS KapOOHATY Kasbllilo (0OHHOpPa30Ba [103a CTAaHOBUTH
1500 mr) He 3MiHIOE (PapMaKOKiHETHKY IIMHAKAJIbLETY.

Cesesnamep. OmHOYACHE 3aCTOCyBaHHS ceBennamepy (2400 Mr 3 pa3u Ha [00y) He IOPYIIyBaso
(bapMaKOKiHETUKY [IMHAKATbIETY.

ITaHmonpasoa. OgHOYacHe 3acTOoCyBaHHA nmaHTompa3ony (80 mMr 1 pa3 Ha m00y) He 3MiHIOE
(hapMakKOKiHETUKY LIMHAKaIbIETY.



BnnuB nyHaKanbleTy Ha iHI TiKapchKi 3acobu

Jlikapcuvki 3acobu, wo memaboaizyromucs pepmenmom P450 2D6 (CYP2D6). LluHaKambIIET €
cunbHUM iHTi6iTOopoM CYP2D6, TOMy MOXKe BUHUKHYTH I0Tpeba y KOPUTYBaHHI HO3U CYIYTHIX
nmikapchKkux 3aco06iB, SIKi MalOTh By3bKUil TePalleBTUYHUY Aiana30H i 3me6inbinoro Metabomi3yoThCs
dbepmenTom CYP2D6 (Hanpukiag, ¢pekaiHiny, npomnadeHOHY, METOIIPOJIONY, Ae3UllpaMiHy,
HOPTPUIITUIIIHY, KJIOMIIIpaMiHy).

Hesunpamin. [TapanensHe 3acTocyBaHHS 90 Mr nuHakanbueTy 1 pa3 Ha go0y 3 50 Mr me3unpaminy
(TPUUMKITIYHUY aHTUEIPECAHT, 110 MeTabomi3yeThcs, roioBHUM ynHOM, CYP2D6) 3HAUHO
30inbIIMIIO BIIJIUB Oe3utpaMiny - B 3,6 pa3a (90 % mosipuuti intepsan ([I) 3,0) mpu aKkTUBHOMY
MeTtaboiizmi CYP2D6.

[excmpomemopgpaH. BaraTtopa3osi fo3u 50 Mr 1uHakanbieTy 30inpmyBanu AUC gekctpoMeTopdaHy
B 11 pasiB (MeTabomnisyeTscsa nepeBaxuo CYP2DG).

Bapgapur. Kinpkapa30Bul nepopaabHUN IPUXOM LMHAKAIbIETY He BIJIMBaB Ha (hapMaKOKIiHETHUKY i
dhapmakoguHaMiky BapdapuHy (110 6y10 BU3HaY€HO Ha OCHOBI MPOTPOMOiHOBOTO Yacy Ta ¢hakTopa
3ropTaHHs VII).

BigcyTHicTh BIIMBY IMHAKaJbIETy Ha (papMakoKiHeTHKY R- i S-BapdaprHy i BifCyTHICTh aBTOIHOYKIIi1
y MaIieHTiB mpu 0araTopa3oBOMY HO3yBaHHI ITOKA3Ye, 110 IXHAKAIbIET He € iHmykTopoMm CYP3A4,
CYP1A2 i CYP2C9 y nmroguHu.

Midasosam. OgHOYACHE 3aCTOCYyBaHHA IIMHaKamnbleTy (90 Mr) Ta nmepopanbHOro Migasonamy (2 Mr),
cyoctpaTty CYP3A4 Ta CYP3AS, He 3MiHIOIOTH papMaKOKiHETHKY Mifa3onamy. Lli maHi gatoTs 3mMory
IIPUITYCTHUTH, 1110 IIMHAKAJIbLIET He BIIJIMBAE Ha (papMaKOKiHETUKY IIUX KJaciB JTiKapChbKuX 3aco0iB, sKi
MeTabomizyioTbcst CYP3A4 ta CYP3AD, 30KkpeMa gesiKux iMyHOOenpecaHTiB, y TOMY YHUCIIi
IIUKJIOCIIOPUHY i TaKPOIIMYCYy.

Oco06.1ueo0cmi 3acmocyeaHHsi.

PiBeHb Kalbllil0 B CUPOBATIII KPOBI.

He cnig mounHaTy niKyBaHHS LIMHAKaIbIIETOM ITAIliEHTIB i3 piBHEM Kallbllil0 B CHPOBATII KPOBIi (3
IIOTIPABKOIO Ha ajmbOyMiH) HUKYe HUKHBOI MeXKi HOpMaJIbHOT'O [iara3oHy.

Hapxomunu noBigoMIeHHS PO SIBUIA, AKi CTAHOBUJIM 3arpo3y AJIS KUTTS, Ta PO JIeTaslbHi BUaJKU
y DOPOCIHX Ta AiTei, IKi OTPHMYyBa/IM Tepallilo HMHaKanbleTOM. [I0TeHIIiiHI TPOsBU TimOKalbIieMil
BKJIIOHAIOTh ITapecTe3iio, M’s130Bi 60J1i, clla3Mu, TeTaHilo Ta CyAOMHU. SHUKEHHS PiBHS KaJbIliio B
CHPOBATIIi KPOBi TAaKOXK MOKe IIPU3BECTHU [0 IIPoJIoHTallil inTepBany QT, 110 MOTEHLINHO MOXKe
BUK/IMKATH IIUTYHOUKOBY apUTMil0 Ha TJIi rimokanblieMii. Bunagku nposnonrartiil inTepsany QT i
IIJTyHOYKOBOL apUTMil PeECTPYBaINUCh Yy MAlli€HTIB, SKi OTPUMYBa/IM Tepaliio IMHAKaJbIeTOM (IUB.
po3min «ITo6iuHi peakirii»). Ciig 3 06epekHiCTIO MPU3HaYaTH JTiKapChkui 3aci6 IIuHakanbieT-BicTa
malfieHTaM 3 iHIKUMY (paKTopaMHy PU3UKY IposoHralil inTepBany QT, 30KkpeMa naii€eHTaM i3 BifoMUM
BPOJ;KEHUM CHHIPOMOM ITOOBXKeHO0To iHTepBany QT abo maiieHTaM, SKi OTPUMYIOTh JTiKapChKi
3acobu, BifoMi 3[aTHICTIO CIPUYUHATH NIposoHTanio iHTepBany QT. OcKinbKy IIMHAKaNbLET 3HUKYE
piBEHB KaJlbllilo B CUPOBATIIi KPOBI, MallieHTH MOBUHHI mepebyBaTy Iifl peTeIbHUM HarasgoM III0[0
BUHUKHEHHS TirmoKasbllieMil (quB. po3min «Cmoci0 3acTocyBaHHs Ta q03u»). PiBeHb Kasbllilo B
CHPOBATIIi KPOBi CJIifi BUMIpPIOBATU MPOTATOM 1 TUIKHS IiCJIS TOYATKY MPUtoMy ab0 KOPUTYBaHHS
[03Y LIMHAKAJIbLIETY.



Iopocmi

JIiKyBaHHS LIMHAKAJIBI[ETOM He CJIi[l pO3IIOYMHATHU IaljieHTaM i3 BMICTOM KaJIbIlil0 B CUPOBATLi KPOBIi
(3 mompaBKOI0 Ha anb0yMiH) HUKYE HUKHBOI MeXKi HOPMU.

[Mpu6nusso y 30 % marienTiB i3 XHH, gki nepeOyBanu Ha gianisi Ta npuiimMany I[MHaKalbIET,
IpUHANMHI OIWH pa3 BU3HayaJld KOHIIEHTPAIIil0 Kalbllifo B CHPOBATIII KPOBi MeHIIIe HiX 7,5 Mr/aon
(1,9 mmomb/m).

[Namientu 3 XHH, 9Ki He mepebyBaloTh Ha miamisi.

lluHakanbleT He MOKa3aHuy nauieHnTtaM i3 XHH, gki He mepebyBaioTh Ha mianisi. KiiHiusi
MOCTimKEeHHS IMoKa3au, 110 gopocii namientu 3 XHH, ski He mepeOyBaioTh Ha miasmisi i 3aCTOCOBYOThH
IIMHAKaIblleT, MalOTh MiOBUINEHNY PU3UK TinoKanblieMil (piBeHb KaJbllilo B CHPOBATLi KPOBi < 8,4
mr/gn [2,1 Mmornb/n]) nopiBHAHO 3 naniedTaMu 3 XHH, gKi 3aCTOCOBYIOTh IMHAKAIBIIET i
nepebyBaloTh Ha [liaisi, 1110 MoxKe OyTH IOB’SI3aHO 3ii 3HMKEHHSIM BUXITHOTO PiBHS Kasbllito Ta/abo
HasIBHOCTI 3aJIMIIKOBOI (QDYHKIIil HUPOK.

Cymomu

[ToBimoMIIsinOCS PO BUIMIAAKW BUHUKHEHHS CY[OM Y Malli€eHTiB, SKi 3aCTOCOBYBa/IM IIMHAKaJbLET (IUB.
po3min «ITo6iuni peakiiii»). [Topir cygoMm 3HUKY€EThHCS Yepe3 3HaYHe 3HUKEHHS PiBHS KaJIbIlilo B
cupoBaTii KpoBi. ToMy B Ialli€eHTiB, SKi 3aCTOCOBYIOTh JliKapCchkui 3acib L{uHakanbieT-BicTa, ciifg
peTenbHO KOHTPOJIIOBATH PiBEHb KaJIbIlil0 B CUPOBATIIi KPOBi, 0COONIMBO y MAIi€HTIB 3i CyJOMHUM
po371aZioM B aHaMHEe3l.

AprepianbHa rinoren3ia Ta/abo DOTIPIIEHHI CepleBol HeqOCTATHOCTI

Y npoiieci micnsipeecTpaliiHOro Haragaay 3a (hapMakooridHo0 0e3MeK0I0 TiKapchKoro 3aco0y 0ymu
3apeecTpPoBaHi OKpeMi BUIIAOKK apTepialbHOI rinoTeH3ii Ta/abo moripineHHs cepleBoi HeIOCTaTHOCTI
y HalieHTIiB 3 MaTOJIOTiE0 Cepls, IIPU [IbOMY He MOXKHa IIOBHICTIO BUKJIIOUUTH IPUUYUHHO-
HAaCJIiIKOBUU 3B’I30K MiX 3aCTOCYBaHHSM I[MHAKaJIbLETy Ta 3a3HaY€HUMU [1aTOJIOTIYHUMU
IIPOSIBaMH, 1110 MOXKYTh OyTH 06yMOBIIeHi 3HUKEHHSIM PiBHS KaJIbIlil0 B CUPOBATIIi KPOBI.

OpmHoYacHe 3aCTOCYBAHHS 3 iHIMMMU TiKapChKUMU 3acobamMu

3 00epexKHICTIO CIIif MpU3HaYaTH UXHAKaIbLET MallieHTaM, SKi OTPUMYIOTh Oyab-sKi iHIIi TiKapchKi
3acobu, 1o SKi BimoMo, 110 BOHM 3HUKYIOTH PiBEHb Kasbllilo B CHPOBATIi KPoBi. TakK0oXK MOTPiGHO
peTenbHO KOHTPOJIIOBATH PiBEHB KallbIlil0 B CHPOBATI KPOBi (AuB. po3min «B3aeMomia 3 iHIIMMHU
JiKapChKUMHU 3acobaMu Ta iHIIi BUAKM B3aEMOiN»).

[TamieHTaM, gKi 3aCTOCOBYIOTH IMHAKAJIBIET, HE CJIiT IpA3HadaTy eTenkanbpleTn. OgHoyacHe
3aCTOCYyBaHHS MOXKe IIPU3BECTU [0 TSAXKKOI TimoKasblieMil.

3arabHi
[Tpu xpoHiuHOMY npurHideHHi KoHueHTpalil [1TT mo piBHg, mo y 1,5 pa3a HUXKYUYN 3a BEPXHIO MEXKY
HopMu Ay ITITT, MoKe PO3BUHYTUCH afiHaMiyHa xBopoba KicTok. fAkimio ITTT 3HM3UTLCS HUKYE

PEKOMEHJ0BaHOTO Aiana30Hy y NallieHTiB, sIKi 3aCTOCOBYIOTh I[MHAKAJIBIET, HO3Y JIiIKapChKOTO 3aco0y
[lunakanbueT-Bicta Ta/a6o Bitaminy D He0OXigHO 3MEHITUTH a00 MPUIMHUTHU TEpaIliio.

PiBeHb TECTOCTEPOHY




PiBeHb TECTOCTEPOHY HaW4aCTillle HUXKYUY Bil HODMa/lIbHUX 3HAaUYEHb ¥ XBOPUX 3 TePMiHAIbHOIO
HUPKOBOIO HE[OCTaTHICTIO. [laHi KITiHIYHOTO JOCIiAXKeHHS 3a y4acTio nauienTis 3 TCXH, ski
nepeOyBanu Ha Oiamisi, mokasaiu, 110 KOHIEHTPALlisl BiIbHOTO TECTOCTEPOHY 3HUXKYBaacs B
cepepnboMy Ha 31,3 % y naijieHTiB, sSKi IpuMMany MHaKaabLeT, i Ha 16,3 % - y malieHTiB rpynu
nnaie6o yepes 6 MicsIiB micns nmoyaTky Teparii. BinkpruTa npogoBxkeHa ¢a3a HaHOTO AOCTiAKEHHS
He T0Ka3aJla IoJablIoro 3HMKEeHHS KOHI[eHTpallil BiIbHOTO i 3arabHOT0 TECTOCTEPOHY B MAIli€HTIB
3a 3-piuHui Nepiof NMiKyBaHHS IIMHaKanblleToM. KiliHiYHe 3HaYeHHS IUX 3HUKEHb PiBHSA
TeCTOCTEPOHY B CHPOBATLII KPOBi HEBiTOMe.

[TeyinKOBa HEIOCTATHICTD

Y 3B’43Ky 3 NOTEHLIVHUM MiBUIIEHHSIM PiBHSA [IUHAKaJbLETY B IJIa3Mi KPOBi y 2-4 pa3u y NallieHTiB
3 IOMIpHOIO Ta TSXKKOI0 IIe4iHKOBOIO HEOCTaTHICTIO (3a kinacudikauieto Yannga-I1'10), UM XBOPUM
IIMHAKAJbIIeT IOTPiOHO 3aCTOCOBYBATH 3 00EPEKHICTIO Ta YBAaXKHO KOHTPOJIIOBATH IXHil CTaH (OUB.
po3minu «®apMakokiHeTHKa» Ta «Croci0 3aCTOCyBaHHS Ta JO3U»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BariTHicTb

HeMmae xopHUX KITIHIYHUX JaHUX I[ON0 3aCTOCYBAHHS LIMHAKAJIbLETY BariTHUM. [HOCIiIXeHH Ha
TBapuUHaX He CBig4aTh PO MPsAMi WIKIAIKUBI HACTIOKY LIOA0 BariTHOCTI, IIOJIOTIB Ta MiCISAI0I0T0BOTO
po3BuTKy. He Oymo 3apeecTpoBaHo eMOpioHanbHOI/PeTarbHOI TOKCUYHOCTI B JOCITIIXKEeHHSIX BariTHUX
TBapHH, 3a BUHATKOM 3HMKEHHS MacCH Tijla II0da IPH O03aX, IOB’I3aHMUX 3 TOKCHUYHICTIO OJIS MaTepi.
ToMy LrHaKanbleT MOXKHA 3aCTOCOBYBATU IPOTATOM BariTHOCTI JIAIIE TOAI, KOJIM O4YiKyBaHa KOPUCTh
[JI1 MaTepi epeBUIlye MOTEHI[INHUN PU3UK OJ1S IJI07aA.

[Iepion rogyBaHHA TPYOOI0

HesigoMo, 41 IpoHUKAE LMHAKaAIbIET Y TPyOHE MOJIOKO. LIMHaKanbLeT BUBOAUTHCSA Y TPYLHE MOJIOKO
TOyIOUMX IIypiB, IPU LIbOMY Big3HA4Ya€THCS BHCOKE CITiBBiTHOIIEHHS KOHIIEHTpAIlil B MOJIOLi 10
KOHIIeHTPaIlil B 171a3Mi KpoBi. [licyig peTenbHOl OLiHKY KOPUCTI/PU3UKY MOTPIOHO YXBANUTH PillleHHS
PO IPUNIMHEHHS a00 roAyBaHHS rpyamaio, abo 3aCTOCyBaHHS IMHAKAIbIETy. PepPTUALHICTD

HeMmae XKOmHUX KITiIHIYHUX [aHUX OO0 BIJIMBY IIMHAKAbLETY Ha PepTUIIbHICTD. Y JoCHifax Ha
TBapUHaX BIUIMBY Ha (PEPTUNBHICTL HE CIIOCTEpiranu.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi asBmompaHcnopmom abo iHwumu
MexaHiamamu.

Jlikapcekuii 3aci6 LluHakanbleT-BicTa MoXKe CyTTEBO BIIJIUBAaTH Ha 3[aTHICTh KepyBaTH aBTOMOGieM
Ta MpalfoBaTy 3 MeXaHi3MaMH, OCKiJIbKY MallieHTH, SKi IpuiMaiy [MHaKaJbleT, ITOBIJOMIISIN IIPO
3allaMOPOYEHHS Ta CygoMHu (IuB. po3misn «Oco6IMBOCTI 3aCTOCYBAHHS»).

Cnoci6 3acmocyeaHHs1 ma 0o3u.

BTopuHHUM TileprapaTUPeos.



Ilopocai, y m.4. nauieHmu aAimHb020 8iKy (> 65 pokia)

PexomeH0BaHa I0YaTKOBa [I03a JIikapchKoro 3acoby LlnHakanbleT-BicTa il OPOCINX CTAHOBUTD
30 mr 1 pa3 Ha no0y. TUTPyBaHHS [03U LIMHAKAIBIETY CJIifl TPOBOOUTH KOXKHi 2-4 THXKHI 10
IOCATHEeHHS MakcuMasnbHOi o3u 180 mr 1 pas3 Ha go0y, Ipu siKiii y malieHTiB, 110 3HaX0ASITHCS Ha
reMopiaisi, mocsraeTbcsd MOTPiOHA KOHIIEHTPALis mapaTupeoigHoro ropmony (ITTT) B miama3oxi
150-300 nor/mn (15,9-31,8 nmonw/n), IKy BU3Ha4aloTh 3a BMicToM iHTaKTHOTO I1TT (TecT Ha BMicCT
ITTT).

BusnauenHs kKoHueHTpaliii I1TT Heo6xigHO mpoBomuTH Yepe3 1-4 TuxkHi micsa moyaTky Teparii abo
KOpEeKIIil mo3u muHakanbuety. [ITT ciig KOHTpooBaTH MpuOIM3HO KoXHi 1-3 Micsni mig gac
Megu4yHOro ornany. [Ing Bu3HadeHHS KoHueHTpauii [TTT MoxkHa KoHTposmoBaTy BMicT IITTT abo
6ioinTakTHOro IITT (6iITH). JlikyBaHHS IIMHAKA/IbIIETOM He 3MiHIO€ criBBigHOIeHHsS Mix ITTTT Ta
OilTTT .

KopuezysaHHa 003u 3a1edcHo 8i0 piBHA Kaablilo 8 cuposamu,i Kpoei.

[Tepen BBemeHHAM IepIIol 403U LIWHAKAJBIETY CIil BUMipIOBaTH Ta KOHTPOJIIOBAaTH CHPOBATKOBUM
KaJbllifl, AKUY MOBUHEH OyTU Ha PiBHI HUKHbBOI MeXi HOpMaJIbHOTO Aiana3oHy a0o Bullle Hel.
HopMasnbau# fgiama30H Kasblilo MOXKE BiIPi3HATUCS 3aIeKHO Biff METOZIB, IKi BAKOPUCTOBYIOTHCS Y
BigmoBigHiK mabopaTtopii.

[Ipu TUTPYyBaHHI 403U piBEHb KaJIbIIil0 B CUPOBATLi KPOBI CJIi KOHTPOJIIOBATH YacCTillle Ta He Ii3Hille
HiXK yepe3 1 TUXKIEHD MiC/Is MOYATKY JIiKyBaHHS a00 KOPUTYBaHHS NO3U LIMHAKAJbIETY. Ilicis
BHM3HAQYEHHS MigTPUMYI0U0l 1031 KaJbIlili ¥ CHPOBATIi KPOBi MOTPiOHO BUMipioBaTH IPUOIN3HO
momicsans. AKIo piBeHb Kambllil0 B CUPOBATIII KPOBi CTaHOBUTH MeHIle 8,4 Mr/aon (2,1 MMoIb/m)
Ta/a00 BUHUKAIOTh CUMIITOMH TilIOKAJbIIiEMii, pPEKOMEHOYEThCS BXKUTH HUXKYE3a3HAUYEHUX 3aXOiB.

Tabnuis 1
PiBeHb KaJIbIil0 B CHPOBATII KPOBi ab0 KiiHiuHi PexomeHnpgarrii
CUMIITOMH TilTOKaJIbIieMil
< 8,4 mr/gn (2,1 mmonb/n) i > 7,5 mr/on KanbiiiBMicHi ¢ocdaTHi CIIOTyKH, CTEPOIIH
(1,9 mmonb/m) abo 3a HaABHOCTI KITiHIYHUX BiTaminy D Ta/a60 KOPUTYBaHHS KOHIIEHTPAIil

CHMIITOMIB TinOKanblieMil. KaJIbLIil0 B [iasli3Hil piguHi MOXKYTh
BUKOPUCTOBYBATUCS [JIs IiABUIIEHHS PiBHSA
KaJIbllif0 B CUPOBATII KPOBi BiNOBITHO [0
KJTiHI9HOI OITiHKH.

< 8,4 mr/on (2,1 mMonb/n) i > 7,5 Mr/on SMEHIIUTYU 003y a00 IPUIIUMHUTH 3aCTOCYBAHHS
(1,9 mMomnb/n) abo CTiKi CUMIITOMH LIMHaKaJIbLETY.

rimoKasbllieMil, He3BaXKal4u Ha CIipobu
MMiIBUAIIUTY PiBEHDb KaJIbIlit0 B CUPOBATII KPOBI.

< 7,5 mr/gn (1,9 mMmonb/n) abo cTiiiki cuMnToMy  |[IpUDUHUATY IPUMOM LHHAKAIbIETY, JOKU PiBeHb
rimoKasbIlieMil i HECITPOMOXKHICTh MiIBUIITUTH KasblIlil0 B CHPOBATII KPOBi HEe JOCATHE PiBHSA
piBeHb BiTaMiny D. 8,0 mr/on (2,0 MMonib/m) Ta/abo He 3HUKHYTh
CHMIITOMHU TimmoKanbiiiemii. Teparmito cimim
[TOHOBUTH, 3aCTOCOBYIOYH HACTYIIHY HAMHUKYIY
o3y IMHAKaJbIETY.

ITepexio 8i0 3acmocyBaHHA emeakasvyemudy 00 UUHAKAAbUemy.

[Tepexip Big eTenkanbleTUAY A0 LIMHAKAJbLETY Ta BiAMIOBIAHUY epiof BUMUBAHHS HE BUBYABCS Y
nanieHTiB. [lanienTaMm, AKi NIPUIUHUIIY JIIKyBaHHS eTeJIKalIblleTUIOM, He CJIifi PO3IIOYUHATYA IIPUUOM
[[MHAKaJbLETy A0 3aBePLIeHHS IPUHAUMHI TPhOX HACTYIIHUX CeaHCiB reMofiai3y, Micis 4oro CIif



BUMIPSITH PiBEHBb KaJIbllil0 B CUPOBATILi KPOBi. [lepeq moyaTKOM IPUOMY IIMHAKAJIBIIETY MOTPiOHO
TIEpEKOHATHCS, 110 PiBeHb KaJIbIlif0 B CUPOBATII KPOBi 3HAXOAUTHCS B Me3KaX HOPMHU.

KaplivHoMa napaliuTOBUOHUX 3aJ103 i MEPBUHHUY TillepnapaTUpens.
Lopocai, y m.u. nauienmu AimHb020 8iKYy (> 65 pokia).

PekoMeH0BaHa IMOYaTKOBA [I03a IMHAKAIBIETY [/ JOPOCIUX CTaHOBUTHL 30 Mr 2 pa3u Ha fo0y.
o3y nMHaKaIbLeTy CIIif TUTPYBaTUA KOXHI 2-4 TUXKHI y Takiil OCIiTOBHOCTI MiABUIIEHHS OO3MU:

30 mr 2 pa3u Ha go0y, 60 Mr 2 pa3u Ha go0y, 90 Mr 2 pa3u Ha fo0y Ta 90 Mr 3 a6o 4 pa3u Ha goby 3a
noTpeOu [ 3HUXKEHHS KOHIIEHTPallil KasbIlilo B CHPOBATIi KPOBi 10 BEPXHKOI Mexki HOpMu abo
HUXK4e I[boro piBHS. MaKcuMalbHa 034, 1[0 3aCTOCOBYBAJIACs IIifl Yac KITiHiYHUX BUIPOOYBaHb,
craroBuia 90 mr 4 pa3u Ha f00y.

PiBeHB KaslbIliio B CUPOBATII KPOBI CITifl BUMipioBaTH MPOTATOM 1 THXKHS IIiC/s MoYaTKy Teparii abo
KOPUTYBaHHS 03U IMHaKanbleTy. [1icis moCATHEeHHS PiBHS HiATPUMYOY0l 03U KaJbllill Y CHPOBATII
KPOBi MOTPiOHO BUMipioBaTu KOXKHi 2-3 Micsti. [Ticns 3aBepieHHS Mepiofgy TUTPYBaHHS [0
MaKCHMaJIbHOI 1031 PiBEHb KaJbIlil0 B CUPOBATIIi KPOBI CJIif IepioguYHO KOHTPOJIIOBATH; SKIIIO
KJIIHIYHO 3HAYYIIOTO PiBHS 3HMKEHHS KaJlbllil0 B CUPOBATII KPOBi HE IOCATHYTO, OTPiOHO
PO3TISIHYTHU IUTaHHS IPUNMHEHHS Tepallil HMHaKaableToM (OuB. po3ain «PapMakoguHaMika»).

Himu.

Besmnexka Ta e()eKTUBHICTh 3aCTOCYBaHHS MHAKAJBILETY Y OiTEX OIS JTiIKyBaHHS KapLIMHOMMU
apalMTOBUIHUX 3aJI03 i IEPBUHHOIO IineprnapaTupeo3y He BCTaHOB/eHI. HeMmae nanux. [IeyiHKoBa
He[OCTaTHICTb.

3MiHIOBATU [TOYATKOBY 003y He MOTPiOHO. LIMHaKambIeT cif 3 060epekHiCTI0 3aCTOCOBYBaTH

IaljieHTaM i3 MOMIPHOIO Ta TSAXKKOI IeYiHKOBOI HeJoCTaTHICTHO. I1ig yac TUTpyBaHHSA [03U 1
TPUBAJIOTO JIiIKyBaHHS HEOOXiOgHO YBaKHO KOHTPOJIIOBATH CTAH TAaKUX IAIli€HTIB (OUB. PO3Oinu
«PapMakoanHaMmika» Ta «OcoOIMBOCTI 3aCTOCYBaHHI»).

Cnocib 3acToCyBaHHS.

II71s mepopabHOTO 3aCTOCyBaHHS. [[uHaKanblleT PEKOMEHAYEThCS MIPUUMAaTH IIif yac igu a0o Bigpa3y
micysa BXKMBaHHS 1XKi, OCKIJIbKY [OCTiAXKEHHS IM0Ka3aiu, 110 0i0g0CTyIHICTh IMHAKAJIBIETY
30iNTBIIYETHCS, IKIO IPUMMATH UOr0 OMHOYACHO 3 ikelo (auB. po3min «PapMakoguHamika»). Crin
IpUUMaTH 11l TabneTKu, He po371aMylout Ta He MOAPiOHI0I0YY iX.

Himu.

Jlikapcekuit 3aci6 LluHakanbleT-BicTa He MoKa3aHUM OJIsl 3aCTOCYBaHHS [iTIM. be3meka Ta
e(eKTUBHICTb 3aCTOCYBaHHS MOTO 1Iili KaTeropil naiieHTiB He 6yIM BCTAHOBIIEHI.

ITepedo3yeaHHus.

Tutposasi go3u mo 300 Mr 1 pa3 Ha goOy 6e3meyHO 3aCTOCOBYBAJIHY IallieHTaM, sKi mepe0OyBanyu Ha
miasmisi.



[Tepeno3yBaHHS IMHAKAJBLIETY MOXKe IIPU3BECTH OO TilloKalbIllieMil. Y pasi mepeno3yBaHHS Malli€HTIB
NoTPiOHO MEePEBIPUTH Ha HAIBHICTh CUMIITOMIB TillOKabLieMil, a TiKyBaHHS Ma€e OyTu
CUMITOMaTUYHUM Ta MigTpuMyoyuM. OCKiIbKY IMHaKaIbLET OyXKe JIETKO 3B’I3yEThCA 3 OiikaMy,
reMmopiani3 He € epeKTUBHUM 3aC000M [IJig JTiKyBaHHS ITepefo3yBaHHS.

ITo6iuni peakuii.

BTopuHHNM TilepnapaTHPeo3, KapliMHOMa HapalluTOBUIHNX 3a/103 i HePBUHHNY TieprnapaTupeos

Ha ocHOBIi moCTymHUX pPe3yIbTaTiB I1ane60-KOHTPOJILOBAHUX OCTIIIXKEHb 3a Y4YacCTIO Malli€HTiB, SKi
3aCTOCOBYBaJIM IIMHAKAJIbLIET, HAUTIOMKUPEHIIUMY TOOIYHUMY peakuisiMu OyIu HymoTa i 6/1t0BaHHS
JIETKOTO Ta IIOMIpPHOTO CTYIIeHSs, sIKi B GiNIbIIOCTI BUMIAAKiB MaIy HETPUBAIUM XapakTep. [IpunuHeHHS
Teparil B pe3y/ibTaTi pO3BUTKY MOOIYHUX peakllii 0y10 BUKJIMKaHe, TOJIOBHUM YHUHOM, HYOOTOIO i
OITI0BaHHSIM.

[To6iuHi peaxiiil, sKi, IK BBaXKa€ThCSA, MOXKYTh OyTU IIOB’SI3aHi 3i 32CTOCYBaHHSIM I[MHAKATIBLIETY Y
11ane00-KOHTPOIbOBAaHUX NOCTIIXKEHHAX Ta HEKOHTPOIbOBAaHUX [JOCTII)KeHHAX, HaBeleHi HUXK4Ye 3a
9acToTOoI0: AyXKe 4acTto (= 1/10); gacto (8ig = 1/100 go < 1/10); HewacTo (Big = 1/1000 mo < 1/100);
pigko (Bim = 1/10000 mo < 1/1000); myxke pimko (< 1/10 000), yacToTa HeBigoMa (He Moxe OyTH
BU3HayeHa Ha OCHOBI HasIBHUX [aHUX).

Tabmu1s 2
Kinac cucTteM opraHiB 3a HacToTa MoGiuna peakmis
MedDRA BUHUKHEHHS
3 6oky imyHHOI cucmemu JacTo Peax1il rinepyyTANBOCTI
3 60Ky 0OMiHY pevyosuH acTo AHOPEKCis,
SHUKEHUU aleTUuT
3 60Ky Hepsosoi cucmemu CymOMH
A CTO 3aIaMOpOYeHHs,
mapecTesis,
rOJIOBHUM 6inb
3 60Ky cepueso-cyOuHHOI MOTipIIeHHS CepleBOl HeOCTaTHOCTI
cucmemu JacToTa HeBimoMa* [mposnonranis inTepBany QT i HITyHOYKOBa
apUTMisl Ha T/ TimoKambIieMil
4acTo CiTOTOHIS
3 6oky OuxaabHoi cucmemu iHdeKkIril BepxHiX qUXaTbHUX IIISXIB,
3agullKa
JacTo
KallleJb,
IMCIIHOE
3 60Ky mpagHo20 mpakmy VIS 9aCTO gyuOTa,
JIIOBAHHS
MUCIIeICis,
miapes,
JacTo 0i71b y XKUBOTI,
6inb y BepXHill YaCTHHI KUBOTA,
3a1op
3 6oky wkipu ma niowkipHoi acTo BUCUIIAHHS
MKAHUHU




3 60Ky onopHO-pyxoeoi cucmemu Mianrisg,

4acTo clia3Mu y M’'g3ax,

6inb y ciuHi

3a2a/1bHI NOPYWeEHHA ma CMaH y acTo acTeHis
Micui 88Be0eHH A
BiOxuseHHA pe3ybmamie rimoKanbIieMis ,
1abopamopHux 0ocaidxceHs 8i0 |dacTo rimepkaniemis,
HOpMU SHIDKEHHS PiBHS TECTOCTEPOHY

** [TuB. po3min «OcoOMMBOCTI 3aCTOCYBaHHS».

* MuB. po3min «Onuc okpeMux MoGiYHUX peakifiin».

Onuc okpeMux moOiYHUX PeaKIli.
Peakuii 2inepyuymausocmi.

Peaxiiil rimepyyTnuBOCTi, BKII0Ual0Y¥M aHTiOHEBPOTUYHUM HAOPSK i KpOoNUB'THKY, Oy BUSBIIEH] mif
Yac IMicsipeecTpalifHoro mepiony 3aCTOCyBaHHS IMHAKANbIETy. YacTOTy OKpeMuX Mo0igyHuX
peaxiiiii, BKIII0Yao4y aHTiOHEBPOTUYHUY HAOPSK i KPOIUB ' IHKY, HE MOXKHA BCTAHOBUTHU 3@
HasIBHUMU [JaHUMU.

ApmepiaabHa 2inomeH3is ma/abo no2ipweHHs cepuesoi HedocmamHocmi.

Hapxomguny moBimoMIeHHS IIPO OKpeMi BUIIAaOKHU apTepialbHOI rinoTeH3sii Ta/abo moripueHHs
CeplieBOi HeIOCTATHOCTI y MAIli€HTIB i3 mMOpyIIeHHIMHU QYHKIIII ceplis, SKi mpuiiMay IMHaKalbleT,
IIPOTATOM MiCIAPEECTPALiitHOTO IIePiofy CIIOCTEePEeXXEHHS; Ha OCHOBI HAIBHUX AAHUX YaCTOTY TaKUX
BUTIA[IKiB BCTAHOBUTU HE MOXKHa.

ITpoaoHeauisa inmepaany QT i wayHOYKO8a apummis Ha mai einokaavyiemii. [IponoHraiia iHTepBany
QT i mIyHOYKOBa apuTMis Ha TJIi rinokanblieMil Oyu BUSBIIEH] Mif Yac MicasipeecTpauiiHoOro
nepiony 3aCTOCYBaHHA LMHAKAJIBLIETY, YACTOTY AKUX He MOXKHA OLIIHUTY Ha OCHOBI HasiBHUX JaHUX
(muB. po3min «OcoBIUBOCTI 3aCTOCYBAHHS»).

iTH.

llmHakanbleT He IpU3HaYEeHUM 719 3aCTOCYyBaHHS AiTAM. [laHi npo 6e3neKy Ta eheKTUBHICTh
3aCTOCYBaHHS IIMHAKabIETy AiTIM BifcyTHi. JleTanbHul BUNagok 6yB 3apeecTPOBaHUM y QUTUHU 3
TSI2KKOI0 (DOPMOIO TilOKaJbITiEMII.

ITogidomaeHHs npo nido3pr8aHi nobiyHi peakuii.

[ToBimomIeHHs PO Mimo3poBaHi Mo6GiYHI peakii micis peecTpariil 1iKapchKoOro 3aco0y € BaxKTHUBOO
npouenyporo. Lle mo3Bosse NPOAOBKYBaTH MOHITOPUHT CIIiBBIHOLIEHHS «KOPUCTh/PUSUK» OJIS
BiATIOBigHOTO TiKapchKOro 3aco0y. Megu4yHUM IIpalliBHUKaM HeOOXiTHO MOBiqOMIISTH PO Oymb-sIKi
nimo3pioBaHi MoOiuHi peakilil Yepes3 HalliOHaIbHY CHUCTEMY IIOBiOMIIEHb.

Tepmin npudamHocmi.

36 MicsIiB.



YMoBu 30epiranHsi.

30epiraTtu B OpuriHanbHi¥ yIaKOBI pu TeMmepaTypi He Buille 25 °C. 30epiratu B HEAOCTYIITHOMY
IJIST OiTed Micti.

YnakoBka.

[To 14 TabneToK, BKPUTHUX IIJIIBKOBOIO 000710HKOI0, y 611icTepi; mo 2 6iicTepu y KapTOHHIM Hayvlli.

Kareropis Bigmycky.

3a pelenTom.

BupoOHUK.

Ciuron Xicmawnis, C.JI./Synthon Hispania, S.L.

CiuToH, c.p.0./Synthon, s.r.o.

Micue3HaxomKeHHsI BUPOOHHKIB Ta agpeca Miclsi MPOBaKEeHHS iX is/IbHOCTI.

Byn. K/Kactenno, n°l, Caut boi ge JIno6perar, bapcemnona, 08830, Icmawnis.

C/Castello, n’1, Sant Boi de Llobregat, Barcelona, 08830, Spain/

Bpuencka 32/cp. 597, bnancko, 678 01, Yecrka Pecny0Oiixa.

Brnenska 32/cp. 597, Blansko, 678 01, Czech Republic/



