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Cknao:

0il04a pe4o6UHA: CAMBACTaTHH;

1 TaGneTKa, BKpUTA ILTiBKOBOIO 000I0HKOI0, MICTUTB 10 Mr a60 20 Mr cuMBacTaTHHY,

OONOMIJICHT peuo6éunu: TTAKTO3W MOHOTIAPAT, KPOXMalb NPEXeNTaTHHi30BaHMH, OyTHIiIpoKCiaHi3oxn
(E 320), xucrmora JHMMOHHA, KHCIOTa acKOpOIHOBAa, KpPOXMaib KYKypYyJ3sHHH, IEI0n03a
MIKpOKpHCTATiYHa, MarHito cTeapar;

ITiBKOBA 0OOJIOHKA: TITPOMEII03a, TAIBK, IPOILICHTIIKOb, THTaHy aiokcun (E 171).

Jlikapcoka ¢popma. TaGrieTKH, BKPHUTI IITIBKOBOIO 0OOIIOHKOIO.
Ocnoeni isuxo-ximiuni enacmusocmi: Kpyrii, 37€rka JBOOMYKJi, OGLIOro KONsOpY TabAETKH, BKPHTI
ITiBKOBOIO 000JIOHKOIO, 31 CKOIIEHUMHU KPasMHU.

dapMaKoTepaneBTUIHA Fpyna.
Tinoninigemiuni 3aco6u, MoHoKoMIoHeHTHi. [HribiTopn ' MI'-KoA-pemykrasu.
Kon ATX C10A AO1.

DapmaronoziyHi é1acmuéocmi.

Dapmaxoounamika.

ITicas mepopaJbHOTO IPUMOMY CHMBACTATHH i3 HEAKTHBHOTO JAKTOHY TifpOMi3y€ThCs y HEYiHNi 10
Bi/IOBiHOT akTHBHOI 6GeTa-TiIpOKCHKUCIOTHOI GOpMH, siKa Ma€ MOTYXKHY aKTHBHICTh y rajbMyBaHHI
I'MTI-KoA-penykTasu (3-rizpokci-3-meTun-riaytapui KoeH3uM A peayxrasu). Let depmenT karamisye
nepetBopenns [ MI'-KoA Ha MeBaonar (mo4aTkosa i nimMiTyioda cTaiii 6i0CUHTE3y XOIECTEPHHY ).
[linTBEp/IXEHO, 0 CMMBACTATHH 3HUKYE SK HOPMaJbHi, TaK i MiIBHINEHI KOHIEHTpAIil JIIONIpOTeiliB
Hu3bkoi mimpHOCTi (JITTHIID). JIITHIL[ yTBOprOIOTHCS 3 JIMNOMPOTEIAiB OyXe HHU3BKOI IIIIBHOCTI
(JITIJTHII) i mepeBaxHO KataGoii3yloThest BucCOKocmopiiHenumu penentopamu JIITHII. Mexanizm
JITTHII-3HMmKyBaIBHOTO eheKTy CUMBACTATHHY MOXKe OyTH [IOB’S3aHHUM K 31 3HH)KEHHSM KOHIEHTpAIi
xonectepuny JITIJTHIL] (X-JITIJIHIL), Tak i 3 imgykuiero penentopis JIIHIL, mo mnpu3somuts 10
CKOpOYEHHS IIPOyKyBaHHs Ta IiABHIIEHHS kaTabonisMy xonectepuny JIITHIL  (X-JIITHIM). Takox
OpU 3aCTOCYBaHHi CHMBACTaTMHy ICTOTHO 3HHXKYEThCSA piBeHb amoninmomporeiny B. Kpim Toro,
CHMBACTAaTHH TIOMipHO 30i/BIIye PiBEHb XOJECTEPUHY MimompoTeiniB Bucokoi minsHocTi (X-JIIBII) i
3HMKY€E PiBeHb TPUIILLEPHIIB y IUIa3Mi KpoBi. Y pesy.abrari HUX 3MiH 3MEHITYIOThCS CIIBBIIHOLIEHHS
saraapHOro Xonectepuny o X-JITBIL i X-JITTHII] xo X-JITIBIILI.
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Dapmaroxinemuxa.

CumBactaTHH — HEaKTMBHUM JIAKTOH, (1 Vivo JIerKO TiIpONi3ye€Tbes, YTBOpIOOYM OeTa-
TApOKCUKHUCIOTHHH MOTYXHuM iHribitop I'MI-KoA-penykraszu. [igponi3 BimOyBa€ThCS TONOBHUM
YHHOM Y II€YiHIl; IIBUAKICTD TiAPONi3y y IIa3Mi KPOBi JIOAMHHU Ty)XKe HA3BKA.

dapMakoKiHETHYH] BJIACTUBOCTI ONIHIOBAIA 3 Y4acTiO JopociuX. PapMakoKiHETHYHI JaHi oJ0 JiTeH
Ta MiJUITKIB BiICYTHI.

Abcopbyis

CumBacTaTuH 100pe BCMOKTYEThCS 1 MiIAETHCS €KCTEHCHBHIM €KCTpaKiil y ImediHIl Py MePBHHHOMY
npoxokeHHi. EkcTparyBaHHs y HEYiHIl 3alIeXUTh Bi Me4iHKOBOro KpoBOTOKY. IlediHka € OCHOBHMM
MicmeM Jii axTuBHOI (opmu. Ilicis mepoparsbHOro NpHHAOMY CHMBACTATMHY HasgBHICTH OeTa-
TiIPOKCHKUCIOTH Y CHCTEMHOMY KPYTOOGiry cTaHOBUTHL MeHIIe 5 % 1031. MakcHMalbHa KOHIEHTPaLis
AKTMBHHX iHTIGITOpIB y miasMmi KpoBi JOCATa€ThCs TpHOIH3HO depe3 1—2 TOAMHH IICIA TpHAOMY
cumBacraruy. CymyTHE B)KHBaHHS DKi He BIUTMBae Ha abcopOuilo mpemnapary.

dapMaKoKiHETHYHI TOCIIHKEHHS TpuiioMy ofHiel abo KiNBKOX 03 CHMBACTaTHHY IIOKA3alH, IO MiCIs
6araTopasoBoro NpHuioMy TIpenapary He BiZ0yBaeThCs HAKOMMUCHHS JIKapChKOTo 3aco0y.

Posznooin

3B’s13yBaHHS CHMBACTaTHHY T4 HOr0 aKTHBHHX MeTabOIIITIiB 3 GilkaMu INTa3MHU KPOBi CTAHOBUTE > 95 Y.
Bueeoenus

Cumpacratul € cyberpatom CYP3A4. OcHOBHMMH MeTaboNiTaMH CHMBACTATHHY Yy IUIa3Mi KpOBi
MIOAMHH € GeTa-TiIpPOKCUKMCIIOTa Ta 4 ToJaTkoBi akTHBHI MeTabomnitu. Ilicns mepopaibHOro nmpuitoMy
CHMBACTaTHHY, MiYEHOTO pajioakTHBHUM i3otomoM, 13 % mpenapary BHBOZHTBCS i3 cedero i 60 % 3
dexanismu npotarom 96 roauH. Peuosuna, 3HaiineHa y dexaiisx, sBisge coboro 4aCTHHY aacopOoBaHOTO
JTiKapchKOro 3acofy, 0 BHBOAUTBCA 3 XOBUIO, Ta YaCTHHY IIpenapary, mo He abcopOysanace. Ilicis
BHYTPIIIHFOBEHHOTO BBEJCHHA MeTabojiTy Oera-TiApOKCHKHUCIOTH HOoro Iepioj HamiBpo3Namy
craHoBHTH 1,9 rogunu. ¥V cepexupomy nmine 0,3 % BHYTPIIIHHOBEHHOI JO3M BHBOJMTHCS 13 CEYECIO Y
¢dbopmi iHTIGITOPIB.

CHUMBacCTaTHH aKTHBHO 3aXOILTIOETHCS TeNaTOMTaMHu 3a goromororo Hocis OATP1BI1.

CumBacTaTyH € cy6cTparoM eIIFOKCHOroO HOCis OiKa pe3ucTeHTHOCTI paKky MoJodHoi 3an03u (BCRP).
[TanienTy 0coBIUBHX TPy

THonimopgizm SLCOIBI
V mociiB aneni ¢.521T>C reny SLCO1B1 cnocrepiractecst 3MeHIeHa akTuBHiCTh O6inmka OATP1BI.
Cepenns excnosuiiss (AUC) rojoBHOro akTHBHOTO MeTabOJIITY — CHMBacTaTHHOBOI KHMCIOTH —

cragoButh 120 % y rereposurotaux HociiB (CT) anmeni C i 221 % y romosurotaux (CC) Hociis,
MIOpIiBHSHO 3 MHAIli€HTaMH, SKi MaroTh Hafmoumwperimuidi resotun (1T). Anens C y eBpomelcChKiM
HOITyJIALIi BUHUKAE 3 4acToTor0 18 %, mpu uboMy romo3urotHuit resorunn CC BHUABISIOTH i3 YaCTOTOIO
1,5 %. Y mnamientiB i3 momimopgismom rema SLCOI1B1 icHye pH3MK MiIBHINEHO EKCHO3HIII
CHMBACTaTHHOBOI KHCIJIOTH, IO MOXKE 30iIbIIyBaTH pH3MK PO3BUTKY pabiomionidy (ZuB. po3mil
«OcobOMMBOCTI 3aCTOCYBAHHS» ).

Kniniyni xapakrepucTuKH.

Ilokazanna.

IinepxonecrepuHeMis

JlikyBaHHS IepBHHHOL TinepxoyecTeprHeMii a6o 3Milmanol quciininemii, K JOTOBHEHHS O TI€TH, KOJIHA
BiIIOBiZp Ha Ai€Ty Ta iHIN HEMEIMKAMEHTO3HI 3aco0W NiKyBaHHs (HampHKiai, GisuuHi BOpaBH,
3HHXKEHHSI MacH Tijia) € HeZJOCTaTHBOIO.

JlikyBaHHS TOMO3HIOTHOI CIMEHHOI TrimepXoJieCTEpUHEMIi, SK JOMOBHEHHA A0 JI€TH Ta iHIIOTO
NN O3HMKY BAILHOTO JIKyBaHHs (HaIpuKiaj, adbepesy JMigiB HH3BKOI IIIBHOCTI), AKIIO TaKi METOJH
HiKyBaHHS HE € NPUHHATHUMHU.

CepieBo-cyunna npodiiaKTuka

3HMXEHHS ~ CEpLEBO-CYJWHHOI CMEPTHOCTI Ta  3aXBOPIOBAHOCTI y  IANIEHTIB 3 SBHOIO
aTepOCKIEPOTHYHOIO CEPIIEBO-CYJUHHOI XBOpoOOI0 a00 IyKpOBHM HiabeToM, 3 HOpMaIbHHMH abo
i BHIIIEHAMH PiBHAMH XOJIECTEPUHY, IK JOJATKOBA TEpAIisl A KOpeKIii iHmux ¢GpakropiB pHU3HKy Ta
JI0 i1HIIOT KapAiOMpOTEKTHBHOT Teparii (JiuB. po3ain «PapMaKkonoriuHi BIaCTHBOCTI).
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Ilpomunoxaszanun.

e [imepdyTIMBICTB J0 CHMBAcTaTHHY abo 10 OyIb-sKOro iHIIOro KOMIIOHEHTa IIPenapary.

e 3axBOPIOBAHHS [EYiHKM y TOCTpili ctafil abo cTilike mifBUINCHHS DIiBHA TpaHCaMiHA3 y CHPOBATII
KpOBi HEBiZZOMOTO I€HE3Y.

e CynyrHiit npuiiom motyxuux iari6itropis CYP3A4 (npenaparis, mo 36insuryiors AUC npubmusHo B
5 pasiB a0 Gilblme), TAKHX K iTPaKOHA30J], KETOKOHA30JI, IIOCAKOHA301, BOPHKOHA30L, IHTibiTOpH
BUJI-niporeasu (Bampuxiaj, Hendinasip), Golenpesip, Teranpeip, ePUTPOMILIHH, KIAPATPOMILHMH,
TeniTpoMminmH, HehasomOH, Ta IIKApChKUX 3acoliB, IO MICTATH KoGimucTaT (IMB. PO3ALIH
«B3aemozis 3 IHIDTMMH JiKapchKUMH 3acofamu Ta IHIDI BHAM B3aEMOLiN» Ta «OcobnuBOCTI
3aCTOCYBaHHN) ).

e CynyTHilf mpuifoM remoibposmty, IMKIOCHOpAHY abo Ianasonmy (muB. posmimm «Bsaemonis 3
{HITEMY JTiKapchKUMU 3ac06aMy Ta iHOT B B3aeMOAii» Ta  OCOBIMBOCTI 3aCTOCY BAHHS ).

e Baritaicts a6o Tepiox TOAYBAHHS TPYITIO (MUB. PO3AiN «3acToCyBaHHA y HeEpioj| BariTHOCTI abo
TOIYBaHHS I'PYIUTIO»).

e TlamieHTaM i3 rOMO3HUrOTHOIO ciMeiiHoO rinepxonecrepuremieto (I'oCI'), AKi 0JHOYACHO OTPUMYIOTH
noMiTamiz i cuMBacTaTHH y 03ax 6inbine 40 Mr (auB. po3uinm «BzaeMogis 3 iHITMMHE JHKAPCKHUMH
3acobaMd Ta iHII BHIH B3aeMojii», «OcobmuBocti 3actocyBaHHs» Ta «CHoci6 3acTOCYyBaHHA Ta
JTO3WN).

B3aemodia 3 inwumu nikapcokumu 3acobamu ma inuii 6UOu 63a€MoOiil.

JlekinbKa MexaHi3MiB Mii JiKapchKoro 3aco0y MOXYTh CIHPUATH HOTEHIiNHIM B3aeMoil 3 iHribiTopamu
I'MI'-KoA-penykrasu. Jlikapchki 3aco6H Ta nperapaTi pOCIMHHOTO MOXO/DKEHHS, SKi ralbMyloTh JIesAKi
nii gepmenTi (wanpuxman, CYP3A4) ta/abo Tpancnoprepa (sanpuxiat, OATP1B), MoxyTh 361nbmuTH
KOHI[EHTpPAIIl0 CHMBACTATHHY T4 CHMBACTaTHHOBOI KHCJIOTH y IIa3Mi KpOBi Ta IpPH3BECTH O
ITiABMINEHHS PH3HKY MiomnaTii/pabaomionisy.

3BepHiThCH M0 IHCTPYKWili IS MeIMYHOro 3aCTOCYBaHHsl BCiX OJXHOYACHO 3aCTOCOBYBAHMX
JiKapchKHX 3aco0iB IS OTpUMAaHHA A0ZaTKoBOI indopmanii mpo ix NOTeNIiiiHy B3aemMofilo i3
CHMBACTATHHOM Ta/a6o0 3MiHH, AKi MO:KyTh Bii0ysaTucs 3 depmeHTaMu a00 TpaHcHOpTEpaMHu, Ta
MOK/IMBE KOPHTYBAHHS I03H i pe;KMMiB 3aCTOCYBaHHSA.

B3aeMoIif0 BUBYAIHM JIMIIE Y JOPOCIIUX IAMi€HTIB.

Dapmakxodunamivni 63aemooii

Bzaemodis 3 zinoninidemiunumuy iKAPCoKUMU 3dco6amu, AKi npu  NPUtiomi OKpemo MOdiCymb
CNPUYUHUMU MIONAMil0

PH3nK pO3BUTKY Miomarii, BKIIOYAIOYH pPa0IOMioNi3, 301NBIIYETLCS TPH OJHOYACHOMY 3aCTOCYBaHHI
cuMBacTaTuHy 3 (i6paramu i miamumoM (HikoTHHOBa Kucmora) > 1 r/mofy. Oxpim Toro, icmye
(papMaxokiHeTHYHA B3a€MOZiA 3 reMQiOpO3HIOoM, IO IPU3BOAUTH 1O 301IbIICHHS PIBHS CUMBACTaTHHY
y miasMi kpoBi. Hemae KOIHOTO J0Ka3y, IO HPH OJHOYACHOMY 3aCTOCYBAHHI CHMBAacTaTHHY i
derodibpaTy pu3MK PO3BUTKY MiONATii BUIIKIA, HIX IIPH 3aCTOCYBaHHI X Tpemaparis okpemo. Illogo
iHmux (ibpaTiB — HeMae HANSKHMX JaHUX 3 (apMaKoHarisAmy i GapMakKOKiHETUKH. Y MOOIMHOKHMX
BAMANKAX BUHUKHEHHS MionaTii/pabaoMionizy acomiroeThbes i3 CyMiCHEM 3aCTOCYBaHHSIM CUMBACTaTHHY
Ta Jii03HIKYBAIBHOI 1038 > 1 /106y Hianuay (;uB. po3ain «Oco6IMBOCTI 3aCTOCY BAHHS).
Dapmarokinemuynii 63acmooil

PexoMeHmanii I 3aCTOCYBaHHS 3acO0iB, IO BCTYMAIOTH Y B3a€EMOJIIO, HABEICHO Y TAOJHUIl HIKYE
(muB. Takox posgimu «IIpoTumokasanusy», «OcobnuBocTi 3acTocyBanHs» Ta «Cnoci0 3acTocyBaHHS Ta
JIO3H»).

Bzaemozis 3 IHIMMH JTiKapchKMMHM 3aco0aM¥, IO ACOLIIOETHCS 3 MJBMINCHAM PH3HKOM
Miomnarii/pabioMioizy
PedoBuHM, 110 BCTYIIAIOTE ¥ PexomMenpaarii
B3a€EMOJIIIO
IMoTyxHi iari6iTopn CYP3A4: NPOTHIIOKA3aHE 3aCTOCYBaHHS Pa30M i3 CHMBACTaTHHOM
iTpaKoHa30JI
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KETOKOHAa30JI
M03aKOHAa30J1

BOPHKOHA30JI

€PUTPOMIIIUH

KJIAPUTPOMIIIMH

TEJIITPOMIITHH

inriditopu BlJI-mporeasu (uendinapip)
Oorenpesip

TEeNanpeBip

HedazoioH

IUKIIOCIIOPHH

JaHa301

remdiGpo3u

[ami  ¢ibpatm (32  BHHATKOM | He EPEBHINYBATH IIOJAEHHOI 1034 10 MI CHMBacTaTUHY
benodibpaty)

dy3uauHOBa KHCIOTa HE PEKOMEH/IYETHCS 13 CHMBACTATHHOM

HianwH (HiKOTUHOBA KUCIIOTA) He pexoMeH Ty €ThCS IPU3HAYATH Pa3oM i3

(> 1 r/moby) CHMBACTAaTHHOM IAIli€HTaM MOHTOJIOIJHOI pacH
AwmionapoH He nepepunryBatu 20 MI CHMBAacTaTHHY Ha 100y
aMJIIOUITiH

Bepanamia

IUIITiazeM

enbacBip

rpasonpesip

Janrominux Ci1ia po3IJIsHYTH IUTaHHS PO THMYACOBE PHITHHEHHS

3aCTOCYBaHHS CAMBACTATHHY Y MAlli€HTIB, AKI
IpUIMAIOTh JAITOMINKH, AKIIO KOPHCTH Bif
OIHOYACHOTO 3aCTOCYBAHHS HE HIEPEBHIIY€E PH3UK (JIUB.
po3ain « OcobIHBOCTI 3aCTOCYBAHHSY )

JlomiTarij MMamicoram i3 ToCI' cuMBacTaTHH IPU3HAYAOTh Yy A031
"e Buine 40 mr Ha 700y

Tukarpenop Jo31 CUMBACTaTHHY, IO mepeBUIyoTs 40 Mr Ha 100y,
HE PEKOMEHIYIOTHCS

I'peitndpyToBwmii cik PEKOMEHIOBAHO YHHKATH BXXUBAHHSI

Brnue inwux nixapcorux 3acobieé na cumeacmamun

Bzaemooii 3 yuacmio CYP3A44

CumBactatuH € cy6GerpatoM nmroxpomy P450 3A4. Tloryxsi iHribitopm muroxpomy P450 3A4
Ti[BUINYIOTh pU3HK BHHMKHEHHS Miomarii Ta pabaoMiolidy BHAcCHiZOK 3pocTaHHs KoHuentpauii I'MI-
KoA-penyKTasu y IIa3Mmi mij yac Tepaii cumBacTariHOM. JIo TakuX iHTiGiTOpiB Halexarh ITPAKOHA30I,
KETOKOHA30J1, TOCAKOHA30J, BOPMKOHA30], EPUTPOMIIAH, KIAPATPOMILHH, TEITPOMIIlWH, iHIiGITOpH
BlJI-poteasur (Hampukian, Heldinasip), Gouemnpesip, Temampesip Ta Hedasomon. CynyTHii mpuiioM
{TpaKOHAa30ITy TPH3BOIMTH JIO 3POCTAHHS EKCMIO3MI] CHMBACTATHHOBOI KUCIOTH (aKTMBHOTO METabOIITy
6eTa-rinpokcukucaoTh) 6inbire Hixk y 10 pasis, Tenirpominuny — Ginbme Hix y 11 pasis.

KomOiHamist 3 ITpakoHa30JI0M, KETOKOHA30JI0M, M03aKOHA30JI0M, BOPHKOHa307I0M, iHribitopamu BIJI-
mpoteasd  (HendiHaBip), OGOLENpPEBIpOM, TENANpPEBIPOM  EPHTPOMIIMHOM, KIAPHTPOMILHHOM,
TENTPOMIMHOM, He(pa30J0HOM, a TaKoX i3 TeM(iOpo3wIOM, NHUKIOCIOPHHOM Ta JaHa30]I0M
mpoTHIIOKazaHa (muB. posfin  «[IpoTumokasamus»). SIKuwo JKyBaHHA MOTYXHHAMH iHTiGiTopamu
CYP3A4 (upenapatamu, mo 36imsmyiors AUC y 5 pasis aGo Giible) HEMOXIIHBO YHUKHYTH, TEPAIIO
CHMBACTATHHOM MOTPiOHO TPUIMHATH Ha UYac MpPOBEACHHS Kypcy JIKyBaHHS. 3acTOCYBaHHS
CHMBACTaTHHY 3 JEAKMMH iHIIMMH MEHW NOTyXHumH iHriGitopamu CYP3A4 (dmoxonaszomom,
BepanmaMiioM 1 JWITia3eMOM) CHif TPOBOAUTH 3 OOEPEKHICTIO (muB. posmimun  «Oco6IMBOCTI
3acTocyBaHHs» Ta «Croci0 3acTOCYBaHHS Ta JO3K»).
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Daroxonason
3pifKka MOBIOMILIOCS IIPO BHNAIKH BMHMKHEHHS DabaoMiONi3y, IO acoLiloBaBCA 13 CYNyTHIM
IIPHOMOM CHMBACTATHHY T2 (IIOKOHA3011y (JUB. po3zin « OcoBMMBOCTI 3aCTOCY BAHHSD ).
Iuxnocnopun
PH3HK pO3BUTKY MiomaTii/paGaomionisy 3pocTac IpH IOEJHAHOMY 3aCTOCYBaHHI IMKIOCIOPUHY 3
CHMBACTATHHOM, TOMY TaKe 3acTOCYBaHHsS IPOTHIOKa3aHE (AuB. posiainu «lIpoTHIOKa3aHHM» Ta
«Ocob6MBOCTI 3acTOCYBaHHY ). X0Ua MeXaHi3M Ail He IOBHICTIO 3po3yMinmii, OyJ10 IPOJEMOHCTPOBAHO,
wo nukIocnopuH 36insmye AUC inri6itopis ['MI'-KoA-penyxrasn. 36insmenns AUC cuMBacTaTHHY
Bin6yBaeThcs Hacamnepen vepes npuraidenss CYP3A4 ta/abo 6imka OATP1BI.
Jlanaszon
UYepes pHM3MK PO3BHTKY Miomarii i pabmomionizy, mo 301LIbLIYETHCS HPU CYMyTHHOMY 3aCTOCYBaHHI
JaHa30JIy 31 CAMBACTATHHOM, TAKE 3aCTOCYBAaHHS IPOTUIIOKA3aHe (JMB. PO3AiIA «IIpOTHIOKA3aHHA» Ta
«OcobIMBOCTI 3aCTOCYBAHHN).
T'emepibpo3zun
Temibposun 36inemye AUC cHMBacTaTHHOBOI KMCOTH y 1,9 pasa, MOXUIMBO, Y€PE3 IalbMyBaHHS
KacKajy peakmiii rmokypoHimamii Ta/a6o Gimka OATPIB1 (muB. posaimu «lIpoTmmoxasaHHsS» Ta
«OcobmBocTi 3acTocyBanHsy ). CyIMyTHE 3acTOCyBaHH: 3 TeM(iOPO3HIOM IIPOTHIIOKAa3aHe.
dy3uounoea xucroma
Pusuk Mionarii, BKIOYAOUM pabaoMioini3, MOXe MiJBHIIYBATHCA MiJ 4Yac CyIyTHBOTO IPHAOMY
cHcTeMHOl (Qy3uAMHOBOT KUCIOTH Ta craruHiB. CymyTHil mpuitom i€l komOiHaIli MOXE CHPHIHHUTH
i/(BHINCHHS KOHIEHTpanil 060X IpemapariB y Iuiasmi kposi. MexaHi3M Taxoi B3a€eMOAii JOTeHep
neBigomuit. IIpu 3acTOCYyBaHHI CHMBACTATHHY IIOBIIOMIIUIOCS IIPO MOOAMHOKI BHIIGAKH PO3BHTKY
pabmoMionisy (BKIIOYAIOYM JiETANbHI BHIA[KK). SIKIIO BBaXAEThCS 32 HEOOXIOHE 3aCTOCYBAHHSA
(y3uIMHOBOI KHMCIOTH, TiKyBaHHS CHMBACTATHHOM CIiJ NPUIMHUTH HA Uel Jac Tepamii (IuB. pO3ain
«Oco0IMBOCTI 3aCTOCYBAHHSY ).
Amiodapown
Pm3uk wmionarii Ta paGmomiosi3y MifBHINYETHCS Mif 4Yac CyNMyTHHOTO MPHUAOMY CHMBACTaTHHY 3
amiozaposoM (muB. po3min «OcoONHBOCTI 3aCTOCYBaHHS»). ¥ Hpoueci KIiHIYHOTO JOCIIKEHHS IIPO
MiomaTiio moBimommm 6 % marieHTiB, ski npuitvamu cumpactaTuH 80 Mr Ta amiogmapon. Tomy mosa
CHMBAcTaTHHy He IOBHHHA NlepeBuIryBatd 20 Mr Ha 100y JUIS ANIEHTIB, AKi NPUHMAIOTH Lied npenapat
CYIyTHBO 3 aMiOJIapOHOM.
Bnoxamopu xanvyiesux xananie

e Bepanamin
PH3KMK BAHVKHEHHS MionaTii 1 pa6ioMionisy 36iIbIIy€ThCS IPH CYIyTHEOMY 3aCTOCYBAHHI BEpaNaMily
i3 cumBacTaTEHOM y 031 40 a60 80 Mr (muB. po3ain «OcoGmBocti 3acTocyBaHHsY ). PapMaKOKiHETHYHI
JOCHIDKEHHS [OKA3aiy, IO OJHOYACHE 3acTOCYBAaHHs BepalaMily IpH3BOAUTH N0 30LIbIICHHS
eKCIIO3MIII CMMBACTATHHOBOI KHUCIOTH B 2,3 pa3sa, Hacammepen 4epe3 npurHidesHs CYP3A4. Taxkmm
4MHOM, [03a CHMBACTATHHY He NOBHHHA NMepeBuntyBaty 20 Mr Ha 100y [ DallieHTiB, sSKi NPUAMAIOTh
el Ipenapar CymyTHBO 3 BepanaMilloM.

o Jlunmiazem
PU3KK BUHUKHEHHS Mionartii # paGaoMionisy 36iNbIIy€ThCs IPK CYNyTHHOMY 3aCTOCYBAHHI JuITia3eMy
Ta cumBacTaTHHy Y 1031 80 Mr (auB. posain «OcoGIHBOCTI 3aCTOCYBaHHA»). Y (apMaKOKIHETHIHOMY
JOCHIIXEHHI CyIyTHili TIpHMHOM JHITia3eMy CIIPHYMHSB 3POCTaHHS EKCNO3MILI CHMBACTATHHOBOL
KHCJIOTH y 2,7 pa3a, HacaMmIepen uepes npurdiveaas CYP3A4. TakuM 49uHOM, M HAIi€HTIB, $Ki
OTPYMYIOTh CYIIyTHE JiKyBaHHS JMJITIa3eMOM, 1032 CHMBACTATHHY He IOBUHHA IepeBUIyBaTh 20 MI Ha
100y .

e Amnoounin
Mamientn, sxi NpHAMarOTh aMIOUIIH CyIYTHBO i3 CHMBACTATHHOM, MAiOTh IIJIBHIICHAN DPH3HK
pO3BUTKY MiomaTii. V (apMakoKiHETHYHOMY AOCIIKECHHI CYHMyTHI# mpuiioM amiIOAHIIHY CIPHIMHSIB
3POCTaHHA EKCIO3HUIlil CUMBACTaTHHOBOI KHCIOTH Yy 1,6 pasa. ToMy /o3a cHMBAaCTaTMHY HE NMOBHHHA
nepesuinyBaTk 20 Mr Ha J06Y A7 MAIi€HTIB, AKi OIPUIMAIOTH Iei Ipenapar CyyTHBO 3 aMIIOUIIHOM.
Jlomimanio

Y3roMKero 2 MartepianaMu
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Pusux wmiomarii Ta pabpomionisy NiIBHINYETHCS MPH OJHOYACHOMY 3aCTOCYBAHHI JIOMITalmlimy Ta
cuMmBacTaTuHy (mnuB. posainu  «lIpotunokasanss» Ta «OcobiamBocti 3acTocyBaHHs»). Omke I
nanienTiB i3 [oCTl' mpu oaHOYacHOMY HpH3HAYEHH] 3 JIOMITANJIOM JI03a CHMBAacTaTHHYy HE IIOBHHHA
nepeBuuryBat 40 Mr Ha J100y.

IHomipmi inzibimopu CYP3A4

ITanieHTH, sIKi OpHHAMANOTH iHIN JHKapchki 3aco0W, IO MAIOTh MOMipHHH iHriOyroumii edext Ha
CYP3A4, cynyTHRO i3 CHMBAacCTaTMHOM, OCOONHMBO 3 BHUIIMMH J03aMH CHMBAcCTaTHHY, MAalOTh
HiIBHINEHNH PU3UK IIOSBU Mionartii (IuB. po3ai «OCOOINBOCTI 3aCTOCYBAHHS).

Inzibimopu mpancnopmuoezo binka OATP1BI

CuMBacTaTuHOBa KHcaoTa € cyberpatom TpancnoptHoro 6inka OATPIB1. CymytHe 3acTocyBaHHS
NiKapchKMX 3acobiB, sKi BigoMi sk iuriGitopu TparcnoprHoro 6Oinka OATPIBI, Moxe nmpusBomuTe 10
36iNBIIEHHS KOHIEHTpAIli CHMBACTATHHOBOI KHCJIOTH Y IUIa3Mi KpOBi # 10 MiJBHIIEHHS DPHU3HMKY
PO3BUTKY MiomaTii (muB. po3ainu «IIpoTumnokasasas» Ta «OcoOIMBOCTI 3aCTOCYBAHHS ).

Inzibimopu 6inka peaucmenmuocmi paxy morounoi 3ano3u (BCRP)

OnHouacHe 3acTocyBaHHs 3 iHriGitopamu BCRP (BKioYaroud JKapchKi 3acobH, sKi MiCTATH enbacBip
ab0 Tpa3ompeBip) MOXE NPH3BECTH [0 IMiJBUIICHHS KOHIECHTpAIii CMMBACTaTHHY y ILIa3Mi KpoBi Ta
HiZBHUINEHHS DHM3MKYy PO3BHTKy Miomarii (muB. posuimm «Ocobmmsocti 3actocyBanHs» Ta «Croci6
3aCTOCYBaHHS Ta O3 ).

Jlanmomiyun. Bunankm Mmiomarii Ta/abo pabmomionisy cmocrepiranucs NPH CYIyTHOMY IpHUHOMI
inri6itopi  ITMI-KoA-penyxrasu 3 gantominuaoMm. Clix  JOTpEMyBaTHCS OOEpEXHOCTI M
npusHadeHHi iHribiropis I'MI'-KoA-peaykrasu 3 JanTOMiIMHOM, OCKIIBKHM OyIb-AKHM 3 HAX MOXe
BUK/IMKAaTH MiomaTiro Ta/a6o pabmomioni3 mpu 3acrocyBaHHiI okpemo. [JamieHTam, siki 3aCTOCOBYIOTH
JAITOMIIUH, CJIiJl TAMYaCOBO IPU3yTMHATH 3aCTOCYBAHHS CHMBACTaTHHY.

Hiayun (nixomunoea xucnoma)

Pinkicui BUIIAJIKA Miomarii/pabomMionizy ACOIIFOBAJTACS i3 CYITyTHIM npuioMoM
nimigomMomudikysansHEx g03 (31 1/moby) mianmHy (HIKOTHHOBOI KMCIOTH). Y  OpOIECI
($apMaKOKiHETHYHOIrO AOCII/DKEHHS CyIMyTHii MpUHOM OXHOPa30BO JO3H 2 I' HIKOTHHOBOI KHCIIOTH
IIPOIOHTOBAHOY Jii i3 cumBacTaTrHOM 20 Mr HpuBiB 10 nomipHoro migsumieHHs AUC cHMBacTaTHHY i
CHMBACTATHHOBOI KHCJIOTH Ta MOKa3HMKA Cmax CHMBACTATHHOBOI KMCIIOTH Y IIJIa3Mi KpPOBL.

Tuxazpenop
OnxHOYacHE 3aCTOCYBAHHS THKAIPENOpy 3 CUMBACTATHHOM miaBuirye Cmax cHMBacTaTHHY Ha 81 % i
AUC Ha 56 %, a cuMmBacTaTHHOBOI KHCIOTH Cmax — Ha 64 % i AUC — nHa 52 %, 3 nmedxumu

iHIUBiMyILHUMH BHIIAJKaMK 3G1TBIIEHHS BKa3aHUX MTOKA3HUKIB y 23 pa3u. OHOYacHe 3aCTOCYBaHHS
THKArpenopy 3 J03aMH CHMBACTATHHY, 10 TepeBuInyioTs 40 Mr Ha 100y, MOXE CIPHYMHATH MOOIUHi
peakii CHMBacTaTHHy, TOMYy pillIeHHS IIPO OAHOYACHE 3aCTOCYBAHHS IIPENApaTiB y 3a3HAYEHUX 038X
CIIifi IpUMAaTH HA OCHOBI MOPIBHSHHSA PU3HKIB 3 IIOTEHIIHOIO KOPHCTIO. BIMB cuMBacTatMHy Ha
piBEHB THKArpenopy y IutasMi KpoBi He criocTepiraBcs. OJTHOYacHE 3aCTOCY BAHHS THKArpenopy 3 Jo3amMu
cuMBacTaTuHy noHaj 40 M He peKOMEHAYE€ThCH.

I peiingppymosuii cix

Cik rpeiindpyTa npuraidye akTHBHICTh uuToXpoMy P4503A4. BkuBaHHS BEIMKHX KilbKocTeH (Oinbure
1 n Ha 100y) rpeindpyToBOro COKy y MOENHAHHI 3 NPHHOMOM CHMBACTATHHY MOXE IPU3BECTH [0
HiBUIIEHHS [ii CHMBACTAaTMHOBOI KUCIOTH y 7 pasiB. Bixusauns 240 M rpeitndpyToBoro coxy 3paHky
Ta 3aCTOCYBAaHHSA CHMBACTATHHY BBEYepi TAaKOX HpH3Boamio 10 36impmenHs ail y 1,9 pasa. Tomy
HeoOXiIHO YHUKATH BXMBAHHs COKY TpeindpyTa IIpy 3aCTOCYBAHHI CHMBACTATHHY.

Konxiyun

IIpu CymyTHBOMy NpHHOMi KOJXINMHY Ta CHMBACTATHHY y XBOPMX HAa HMPKOBY HENIOCTATHICTH
CIIOCTEPIraNKcs BHIAJKA BUHHKHEHHS MionaTii Ta pabmomionisy. 3a mamieHTaMu, sSKi NpUAMAIOTh Taky
KOMOIHAIIIIO JIIKapCHKUX 3aC001B, pEKOMEHAYEThCS PETEJIBHO HATIIAJATH.

Pugpamniyun

Ockinbku pudamminue € noryxauM iHgykropoM CYP3A4, y DarlieHTiB, sIKi JOBrHH 4Yac #oro
OpUiiMaloTh  (HampuKnajd, Tepamis TyOepKylbo3y), MOXKe BHUHHKHYTH BTpaTa e(eKTHBHOCTI
cuMBacTatuHy. VY  (dapMakoKiHETHYHOMY MOCIIKeHHI y 3J0poBux Jgob6posomeuis  AUC
CHMBACTATHHOBOI KMCJIOTH 3MEHIIMUIacs Ha 93 % npu CymyTHROMY IIpHHOMI 3 pudaMITiuHOM.

Y3rofIKeHo 3 matepianamu , '
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Bnnue cumsacmamuny na apMaxKoKkinemuky iHWux nikapcokux 3acobie

CHMBacTaTHH HE YMHWTH IPHIHITYBaIbHOT Aii Ha ruroxpoM P450 3A4. Takum 9MHOM OYIKYETHCH, IO
CHMBAacCTaTHH He BILUIMBATHME Ha IIa3MOBI KOHIIEHTPAIL1 peYOBHH, SKi META00Ii3yI0TECA 3@ JOIIOMOT OO
nuToxpomy P450 3A4.

Ilepopaneni anmuxoazyrsanmu

V 1BOX KJIiHIYHMX JOCTIIDKEHHAX, B OJHOMY 3 SKHMX Opalli y4acTbh 30pOBi TOOpOBOIIbI, a B iHIIOMY —
XBOpi Ha TiNEPXOJECTEPUHEMIIO, OyJI0 BCTAHOBIEHO, IO CHMBAcTaTHH y A03i 2 —40 Mr/no6y momipHo
HOCUIIOE [il0 KyMapMHOBHX aHTHKOATYJIHTIB: NPOTPOMOIHOBHiI dYac, BHUpaXX€HMH 3rigHO 3
MIDXHAPOJHUM HOpMatizoBanuM BigHomenssM (MHB), 36insmmBes 3 6asoBoro 3nadenns 1,7 no 1,8 y
310poBUX J0OpoBONBLIB i 3 2,6 mo 3,4 y mamientiB. J{yXe piako NOBiIOMIISIIOCH NpPO BHIIAJIKH
migsummensss MHB. V nauieHTiB, ki OpaiMalOTh KYMapHHOBI AHTUKOATYJITHTH, 10 IOYATKYy JiKyBaHHS
CHMBACTATHHOM HEOOXiJIHO BH3HAYMTH NPOTPOMOIHOBHI Yac, a MOTIM JOCHTIJDKYyBATH MOTO MPOTArOM
HOYAaTKOBOrO HEPioy JIKYBAHHS 3 METOKO BHSBJICHHS MOXUIMBHX iCTOTHHX 3MiH IIPOTPOMOIHOBOTO 4acy.
ITicns miATBEp/HKEHHS CTabIbHOCTI MIPOTPOMOIHOBOTO Yacy NOCTIIKEHHS IIPOBOJATE YEPE3 IHTEPBAIIH,
PEKOMEHIOBAHI IS  IAli€HTiB, sKi OpUIMAlOTh KyMapHHOBI AHTMKOAryJLIHTH. SIKmo xo3y
CHMBACTaTHHY 3MiHEHO a0 HOro MpHifoM MPUIMHEHO, HEOOXiTHO 3HOBY IiJTBEPIUTH CTaOLIBHICTH
npoTpoM6GiHoBOro yacy. JIiKyBaHHsS CHMBACTATHHOM He IIOB’S3yBalocs 3 BAHMKHEHHAM KPOBOTeY a0o 3i
3MiHAMHM IIPOTPOMOIHOBOTO Yacy y NAIli€HTIB, SKi He MPHHMaIH aHTUKOATyJISHTIB.

Ocobnueocmi 3acmocyeanua.

Mionamis/paboomioniz. CumBactatus, sk i iHmi iHriditopu ['MI'-KoA-penykrasu, MOxe CUIPUIUHUTA
MiOmaTiio, IO MNpOSBISETLCA Yy BUMNSL M’s30Boro Gomo, xBopobmmBocTi abo cmabkocti Ta
CYIIPOBOIXKYETBCSA 3POCTAHHSM aKTHBHOCTI KpeaTHHKiHA3W GiNbIe HDK y JecATh pa3iB BHINE BEPXHbBOI
Mmexi Hopmu (BMH). Mionatis imoni maGyBae ¢opmm pabGmomionizy 3 abo 6e3 rocrpoi HUPKOBOL
HEIOCTATHOCTI, 0OYMOBJIEHOI MiOIIOGiHYpi€r0; Ay’e PiaKo MOBIIOMIANIOCS IIPO JIETANbHI BHIAJIKH.
Pusuk miomarii 361IbIIY€THCS BHACIIIOK BUCOKOI iHriOyrodol aktusHOCTI moao I'MI'-KoA-peykrasu B
m1a3Mi KpoBi (IiZBUINEHHA PIBHS CHMBACTATMHY Ta CAMBACTATHHOBOI KHCJOTH B ILIa3Mi KpPOBi), IO
9aCTKOBO MOXe OYTH IOB’S3aHE i3 B3a€MOJICIO 3 JIKAPCHKEMM 3ac00aMH, SKi MEPEITKOKAIOTh OOMIHY
pedoBHH Ta/ab0 TPAHCIOPTY CUMBAcTaTUHY (IUB. po3ail «B3aeMozis 3 iHIIMMM JIIKapCHKHUMH 3aco00aMH
Ta 1HIIOI BUIA B3aEMOJIIH» ).

Sk i y Bumaaxy 3 inmmmu inri6iropamu I'MI'-KoA-pemykra3u, pu3suK pO3BUTKY Mionarii/pabaoMionisy
3aJIeXUTh Bif A03u npemapary. Y 6a3i JaHuX KIHIYHEX JOCH/DKeHb, y sSkuX 41413 mnamientis
NpuiMany cumBacTatH, 24747 (nupubmusno 60 %) 3 skux OyIH 3aTydeHi J0 AOCHTIDKEHb i3 CepeHIM
TepioJIoM CIIOCTEPEKEHHS IpUHaiMHi 4 pOKH, 4acToTa HNOSBH MionaTii craHoBmiIa mpubnusno 0,03 %,
0,08 % T1a 0,61 % BignosigHo mpm moszax 20, 40 ta 80 mr Ha moOy. ITix yac mux mocmKeHn 3a
NallieHTaMH PETENBHO CHOCTepirany Ta Oyiu BHKIIOYEHI OeAKi MiKapchKi 3acoOM, INO BCTYNATH Y
MOTEHIIHHY B3aEMOJIIIO.

V mpormeci KIIHIYHOrO JAOCTi/KEHHS, B IKOMY NAIiEHTH 3 iHpapKkTOM MioKap/a B aHAMHE31 IpHAMaI
cumBacTaTue 80 Mr Ha 100y (cepeaniit nepiox crocrepexeHHs 6,7 poKy), 9aCTOTa MiOHaTii CTAHOBMJIA
npubmazao 1,0 %, nopiBusro 3 0,02 % mis manieHTiB, ski npuiiMamu 20 mMr Ha 100y. IIpuGmusno
[IOJIOBMHA 3 IUX BHIIAKIB Miomarii Majia MicClle MpOTSAroM IEPIIOro pPoKy JIiKyBaHHs. HacToTa ImOSBH
MiomaTil IMpOTSroM KOKHOTO HACTYHHOTO POKy JiKyBauHs craHoBuina npu6immsao 0,1 % (quB. po3aim
«Mapmaxosoriuni BractuBocti» Ta «1o6iuHi Ta peaxiii»).

Pu3ux nosiBu MionaTii GiNpIIMi y HAi€HTIB, SKi npuiiMaroTs 80 MI CHMBACTaTHHY, IIOPIBHAHO 3 TAKHAM Y
HAIi€HTIB, SKi OTPUMYIOTH TEPAIil0 IHIIMMHK CTATHHAMY 3 MOAIOHOI e€PEKTHBHICTIO INOAO 3HMKEHHS
xonecrepuny JITTHII]. Tomy mo3y mpemapary 80 Mr moTpi6HO 3aCTOCOBYBATH TillbKH Nalli€HTaM 13
TSOHKKOIO TiEPXONECTEPHHEMIEID Ta 3 INJABUIICHUM DPU3UKOM CEpLEBO-CYyAMHHMX YCKIIaJIHEHb, AKi HE
pocarnd epekTy Bix JIKyBaHHS HIDKIAMH JIO3aMH, KOIM OYIKY€ThCH, IO KOPUCTH IE€pEeBaXKaTHMe
NOTeHIiHHI pusuku. s mamiedTis, sxi npuiiMaoTe cuMmBacTaTHH 80 Mr i sSKMM HOTpiOHA CYmyTHS
Tepais, CJiJi 3aCTOCOBYBATH HMXJy J03y CHMBACTATHHY a00 iHIIMI CTATHH 3 MEHIIHM MOTEHI[aIOM
B3acMOJii 3 JIKapCLKUMM 3aco0amu (quB. Hik4ue «3aXOAW INOAO 3HIDKEHHS DPH3HUKY DPO3BUTKY
MionaTii/pabmomionisy», muB. posaink «IIporumokasaHss», «Bsaemozis 3 IiHIIMMH JIiKaPCHKMMH
3aco0amu Ta iHui BUAM B3aeMoii» ta «Crocib 3actocyBaHHS Ta T03M»).
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V KIIHIYHOMY JOCTI/PKEHHI, B SKOMY MAIli€HTH 3 BHCOKHM PH3MKOM CEPLEBO-CYMHHUX 3aXBOPIOBaHb
OTPHMYBAlM CHMBACTaTHH y n03i 40 mr wa xo6y (MediaHa mepiofy CIOCTEPEXEHHS CTaHOBWIA 3,9
POKy), 4acTOTa PO3BHTKY Miomarii craHoBuia npubmusso 0,05 % cepel NALli€HTIB HE KATaHCHKOI
HaioHanbHOCTI (n=7367), mopiBHsHO 3 0,24 % cepex naiieHTiB KUTalChKoi HalliOHANBFHOCTI (n=5468).
He3Baxcarousr Ha Te, IO y IbOMY KIIHIYHOMY JIOCII/DKEHHI MOIYNAMis MOHTONOImHOI pacu Oyna
IIpEe/ICTABIIEHA JIMIIE KATAHCHKOIO HAIIOHANBHICTIO, CIiJl 3 00EPEXHICTIO 3aCTOCOBYBAaTH CHMBaCTAaTHH
Hari€eHTaM MOHIOJOIMHOT pacH i IpU3HaYaTH iM HailMeHNIy 103y .
V KiTbKOX BHIIaAKax IMOBIJOMIBIIOCS, MIO CTATHHU CNPUYUHAIOTH de novo abo 3aroCTprorOTh YKe
HagBHY MiacTeHilo rpasic abo miacrenito oueil (nuB. posain «[lo6iuni peaxnii»). ¥ pasi sarocrpeHHs
CHMIITOMIB IpHifoM JiKapchkoro 3acoby Baswmin® cmin npunnanta. IloBigommsnocs mpo pemuausHy,
KOJIH (IIOBTOPHO) BBOJMIIH TOM cammuii ab0 HIIMH CTaTHH.
3uuorcena dyuryis mpancnopmuux Oinkie
Ipu 3EmKeHi# QyHkuii TpaHcmopTHEX Ginkis meuinku cimeiicra OATP moxe 36imbrysatucs AUC
CHMBACTATMHOBOI KHCIIOTH 1 ITi{BHIMYBATHCS PU3MK MiomaTii Ta pabmomionizy. 3HMmKeHa QyHKIIS MOXeE
BHHUKHYTH SK pe3yJIbTarT iHri6inii B3acMoziounx 3aco0iB (HanmpHKiIa, IHKIOCIIOpHHY) ab0 Y NALIEHTIB,
aki ¢ wocismu SLCO1BI1 (¢.521T>C) renotumy.
V marientiB, ski HecyTh anens rema SLCO1B1 (c.521T>C), mo Koaye MEHII aKTUBHMH OiI0K
OATP1BI, Bigsnauaerscs 36impmena AUC cMMBacTaATHHOBOI KHCIOTH i IiJIBUINEHMH PH3UK Miomarii.
Be3 mpuB’ 3Ky N0 FEHETHYHOTO TECTYBaHHS PU3HUK PO3BHUTKY MiONAaTii, HOB’A3aHOI 3 BUCOKUMH J03aMH
(80 Mr) cuMBacTaTHHY, CTAHOBHTE Mpubm3no 1 %. Pesynpratn nocmimxenns SEARCH noka3syoTs, o
romosurotHi Hocii aneni C (CC), sxi npuitMaroTs cuMBacTaThH y J03i 80 mr, marote 15 %-i pusuk
PO3BHTKY Miomarii TIpOTATOM POKY, TOIi SIK pu3HK y rereposurotnux Hociis aneni C (CT) craHOBATH
1,5 %.
BiamnoBigHHUI MOKA3HUK PH3MKY y TIAIIEHTIB 3 HalGLIbI posnosciomkenuM renotunom (TT) cranoButh
0,3 % (muB. posmin «®apmakonoriuni BracTuBocTi»). IlonibHe cremupiune TeHOTHITYBaHHS HE
PO3IIOBCIODKEHE Y KIiHiuHi# mpakTuii. Y pasi MOXIMBOCTI, IIEPII HiX MPU3HAYATH CUMBACTATHH Y 03
80 MI OKpeMuM DIalli€HTaM, CJIiJl BBAXATH JONLIHUM [POBEACHHS Y HUX T'¢HOTHITYBaHHS Ha HaABHICTh
aneni C y paMkax ONiHKM CIiBBIIHOIIEHHS KOPHCTh-PH3HK, 1 YHHKATH MPU3HAYCHHS BUCOKHX /03
gocisM regotuny CC. OgHak BiJICyTHICTh I[LOIO I'€HA 3a PE3yJIbTaTaMH T€HOTHIIYBAaHHS HE BHUKIIOYAE
MOXJIIMBOCTI PO3BUTKY MIOIATil y MUX Malli€HTIB.
Bumiploganms kpeamunkinasu
PiBeHb KpeaTHHKIHA3M HE CIIiJi BUMIpIOBATH Iicis eHepriiHux (isMunMX BOpas abo y pasi HasBHOCTI
OyAb-AKOi iMINOT NPUYMHHM MiABUINCHHS KPEATWHKIHA3M, OCKUIbKA 1€ YCKJIAJHIOE TIyMadCHHS
pesynbTatiB. [Ipn 3HAaYHOMY IiJBMINGHHI piBHIB KpeaTHHK{Ha3u Ha modarky (6imbuie Hik y 5 pasiB
nopisHsHo 3 BMH) piBHi cItii HOBTOPHO BEMipsTH Yepe3 5—7 AHIB IS HiATBEPIKEHHS PE3yIbTaTiB.
Ieped nikysanusm
Vcix mami€eHTiB, SKi MOYHMHAIOTH TEPalilo CHMBACTATHHOM, & TAKOX IAII€HTiB, SKMM Oylo 301IbIIEHO
103y CHMBACTATHHY, NOTPiOHO MOIEPEJMTH PO MOXIIMBICTH BHHAKHEHHS Miomarii Ta HEOOXiNHICTb
HEeraiHoOro 3BEPHEHHS JI0 JTiKaps y pasi BAHUKHEHHS 6y b-SKOro He3’sicCoBAHOro 60mo 3 60Ky M’s3iB a0
M’S130BO1 CJIAOKOCTI.
Cnig morpumyBaTHCS OOGEPEXHOCTI IIOO NMAUIEHTIB i3 (axTopaMu PH3HKY PO3BHTKY pabaomiomisy.
PiBeHB KpEaTHHKIHA3H CJIiJl BAMIPATH IO IIOYATKY JIIKyBaHHS B TAKUX BUMAIKaX:

e IiTHIH BiK (BiK > 65 pOKiB) NamnieHTa;
’KIHOYA CTaTh;
mopyuieHHA GyHKIIT HUPOK;
HEKOHTPOJILOBAHUH T1IOTUPEO3;
HasIBHICTH B 0cOOHCTOMY a60 ciMeifHOMY anaMHe31 CiaKOBHX NOpYILIeHb 3 60Ky M’A31B;
HaSBHICTH B aHAMHE31 TOKCHYHOTO ypaKeHHS M’ 3iB, CIPMYUHEHOTO CTaTHHOM ab0 ¢ibpaTtom;

e  3JIOBXXHBAaHHS JIKOTOJIEM.
V TakkX CHUTYyamisfX pW3MK JHKYBaHHS CJ PO3IJSAATH BiJHOCHO MOXIMBOI KODHCTI, TaKOX
PEeKOMEH/IyeThCS KIiHIYHMI MOHITOPHHT. SIKIIO paHile y mamienTa 6yJio NOpyleHHs 3 60Ky M’53iB TIpU
npuiiomi @ibpary abo craTuHy, JNiKyBaHHS IHIDHM 3aCO00M IBOTO KJAcy MOTPIOHO POSIOYMHATH 3

00epeXHICTIO.
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I[Ipy 3HaYHOMY IIOYATKOBOMY Ii/IBMINEHHI PiBHS KpeaTWHkiHa3u (Oumbme Hix y 5 pasis Bume BMH)
JiKyBaHHS HE CHiJI pO3NOYHHATH.

[1i0 uac nixysanus

[Ipu BUHHKHEHHI 600, c1abKOCTi ab0 cmasMiB mij 4ac MPHIOMY NAIlieHTOM CTaTHHY CIIJi BEUMIpATH
piBHI KpeaTHHKiHa3u. SIKIO BHABIEHO, IO I piBHI, y pasi BiICYTHOCTI CEpHO3HHMX (i3MUHHX
HaBaHTaXeHb, 3HAUHO MijBHmeHi (Gimpme HiX y 5 pasiB nepesmmytors BMH), nmixysanusa ciin
IPUMMHATH. SIKIIO CHMOTOMH 3 GOKy M’S3iB € TSOKKMMH Ta BHUKIHKAIOTh LIOACHHHH IHCKOMGODT,
HABiTh AKINO PiBHi KpeaTHHKIHA3M MEHIIE HIX y 5 pasis Buime BMH, To cif po3risHyTH HEOOXiHICTh
IPUIKHEHHS JTiKyBaHHA. SIKIIO IMiO3PIOCTHCS Miomarist 3 GyAb-SKOi iHINOi IPHYUHM, JiKyBaHHS CIILJ
MPUITUHUTH.

Jyke pimko cmocrepiraiucs BUNAKH iMyHoonocepeakoBaHoi HekpoTHdroi Mionartii (IOHM) mix 4ac
a6o micns nikyBamHs cratmHamd. IOHM  KIHIYHO —XapaKTEpH3YEThCS CTiMKOIO — ClabKicTio
IPOKCHMAJIbHUX M’S3iB i IiJBHINEHHSM PiBHS KPEaTWHKiHAa3M B CHPOBATIi KpPOBi, sIKi HE 3HUKAIOTH,
He3Ba)XKal0uM HA IPUIIMHEHHS MPHHOMY cTaTuHiB (1uB. po3fin «[To6idni peakiiin).

SIKIIO CHMIOTOMH 3HHKIM Ta PpiBHI KpEaTWHKIHA3M MOBEPHYIHCS IO HOPMH, CIiJi PO3LISAHYTH
JOLIBHICT TOBTOPHOTO IPHItOMy TOTO J CTAaTHHy ab0 aIbTEPHATHBHOTO CTATHHY y HH3BKiH 1031 Ta
IIiJ] pETeTEHEM KOHTPOJIEM.

Bunuii BifcoToK Miomnatii criocTepiraBes y MAIi€HTIB, SKAM 301piryBamy go3y Ko 80 Mr (IuB. po3in
«®apmakonoriugi  BAacTuBOCTi. (PapmaxkoivHaMmika»). PeKOMEHIOBaHO IIPOBOJMTH MEPIOUYHE
BHU3HAYEHHS PiBHA KPEATHHKIHA3M, OCKIIBKH I€ JONOMOXE BHSABUTH CyOKIiHIUHI BHIIAIKH miormnarii.
OpHak HeMae JJOCTOBIPHUX JaHUX IIPO T€, IO TAKKH MOHITOPHHT 3[aTHUM 3ano6irTi po3BUTKY MiOMaTii.
Tepanito cHMBACTATHHOM MOTPIGHO THMYACOBO TPUIHHHUTH y HAIli€HTIB 3a KiJlbKa JHIB JI0 BUKOHAHHS
BUOIpPHUX BEHKAX OIEPATHBHUX BTPYUYaHb, a TAKOX IIiC/Is MEAMYHMX a00 XipypriYHMX BTPY4aHs.
3axo0u_Ons 3HUICCHHS. PUSUKY PO3BUMKY MIONAMIi, CHDUYUHEHOT 63AEMO0ICIO 3 THULUMU NIIKADCOKUMU
sacobamu_(maxooc Ou6. po3din _«Bzacmodin 3 inwumu nikapcokumu _3acobamu _ma iHwi euou
83AEMO0ITY)

Pusuk po3BHTKY MiomaTii Ta pabGaomionisy 3HAYHO 3GLIBLIYETHCS NPH CYHyTHBOMY 3aCTOCYBaHHI
CHMBACTAaTHHY 3 NOTYXHHMMH iHriGiTopamu CYP3A4, TakuMm $K iTpPaKOHa30J, KETOKOHA30I,
II0CAKOHAa30J, BOPUKOHA30JI, EPUTPOMIIUH, KIAPUTPOMINKH, TelmiTpoMinuH, inribiropu BlJI-nporeasn
(manpuiiiaz, Hendinapip), Golenpesip, Tenanpesip, Heha3oxoH, NKAPCEKAMH 3ac00aMu, MO MiCTATH
KOOIECTaT, a TakoX i3 reM@iOpo3WIoM, HUKJIOCIOPHHOM Ta [aHA30J0M. 3aCTOCYBaHHS IHX
NiKapchKHUX 3ac06iB IPOTHNOKa3aHo (UB. po3/ain «[IpoTHmokasaHHs»).

Pusuk po3BUTKy Miomarii Ta pa6aoMmionisy TakoX 30UIBILIYEThCS HPH CYIyTHBOMY 3aCTOCYBaHHI
aMiofapoHy, aMIOAHIiHy, Bepanaminty abo mauiriaseMy 3 IEBHUMH A03aMH CHMBACTATHHY (IUB. PO3LIH
«B3aeMois 3 iHIIMME TKapcHKUMH 3acobamu Ta iHII BUAH B3aeMofii» Ta «Cmoci 3acTocyBaHHs Ta
7031»). PusMK po3BHTKy Miomarii, BKIOYA0YM pabGmoMiolnis, 30iMBIIy€THCH MpPU  CYNYTHHOMY
3aCTOCYBaHHI (y3HAMHOBOI KHCIOTH 3i craTuHamu (JMB. po3Ain «Bzaemonis 3 iRIMMME JIKAPCHKUMH
3aco6Gamu Ta iHni BHIM B3aeMoii»). Y nanienTis i3 [oCI' npu ofHOYaCHOMY 3aCTOCYBaHHI JIOMiTaIiLy
i cMMBacTaTHHY e PH3HK 3POCTaE.

3acrocyBanns cumBactatuHy 3  iHrioitopamm CYP3A4, irpakoHa3oioM, KETOKOHA30JIOM,
I0CAKOHA30I0M, BOPHKOHA30j0M, iHri6itopamu BIJI-npoTeasu (Hampuknanm, HeliHaBipom),
GoTenpeBipoM, TeIapeBipOM, EPETPOMIIIMHOM, KIAPHTPOMILMHOM, TETITPOMIIMHOM, HE(DA30I0HOM Ta
NTiKapChKAMHE 3ac00aMH, LIO MICTATH KOOIMCTAT, IPOTHIIOKAa3aHO (IHB. po3iinu «IIpoTHIIOKa3aHH,
«B3aemoJiis 3 iHIIMMHE JIKApCHKMMHE 3ac00aM¥ Ta iHINI BUAX B3aeMOJii»). SIkio TepaIlio HOTYXHUMH
inri6iropamu CYP3A4 (upemaparamu, mo 36impmyiors AUC y 5 pasis abo Oiibllle) HEMOXIHMBO
BIIMIHHTH, CNiJ] NPUIHHATH TEpallil0 CAMBACTATHHOM Ha 4Yac MNpHiiMaHHA IMX mpenapatiB (Ta
PO3IVIAHYTH BapiaHT 3acTOCYBAaHHS albTepHATHBHOrO cratuny). KpiM Toro, cmim 3 0GepexHICTIO
O/THOYACHO 3aCTOCOBYBaTH CHMBACTATHH 3 NEBHUMH MEHIN I[OTYXHHMHE iHribiTopamu -CYP3A4:
(IIOKOHA301I0M, BEpamaMiioM, IWITia3eMOM (AMB. po3ail «Bsaemogis 3 iHIIMME JiKapCBKAMH
3acobami Ta iHII BHIM B3aeMofii»). CIiJl yHMKaTH BXHBAHHA rpeindpyTOBOrO COKY pasoM i3
CHMBACTATHHOM.
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3acTOCYBaHHs CHMBACTAaTHHY 3 reMQiOpo3HIoM IIPOTHIOKA3aHO (AHB. posain «IIpotunokasagssy).
Uepes MifBMINEHHH PH3MK PO3BAUTKY Miomatii Ta paGmomionisy fo3a CHMBACTaTHHY HE NOBHHHA
nepepuntysary 10 Mr Ha 100y JUIsl HaIi€HTiB, AKi NPUAMAIOTH CHMBACTATHH 3 inmmMu Gibparamu, KpiM
derodibpary (muB. po3ainu «Baaemonis 3 iHIIMMHE TiKApCHKAMHU 3aC00aMH Ta iHITi BUJIM B3aEMOAI» Ta
«Crioci6 3actocyBanss Ta m0o3m»). Crix 3 obepexwicTio npusHadatd peHodibpar 13 CHMBACTAaTHHOM,
OCKLJIbKH KOXEH i3 IUX OpenapariB Moxe CIPUYMHHTA MiONaTiio.

CHMBacTaTHH HE CJIif OpUMaTH OJHOYACHO 31 CHCTEMHHMMH IIperapaTami, 1o MiCTATh QY3UIUHOBY
KHCIIOTY, @00 TpoTsroM 7 [HIB IICIS IPUIMHEHHS 3aCTOCYBaHHA ¢Gy3unuHOBOI KHCIOTH. SKINO
3aCTOCYBAHHS CHCTEMHOT (y3uAMHOBOI KUCIOTH € HEOOXiIHUM, JIKYBAaHHS CTATHHAMH CJIiJ] TIPUITUHUTH
Ha BeCh Iepiof mpuioMy (y3uIHHOBOI KHCIOTH. Bynu TMOBiZOMICHHS IPO pabmomioni3 (BKIIOYAKOYH
JeKiNbKa JeTanbHUX BHIAAKIB) y MAIIEHTIB, sKi npaiMany KoMOiHaliio (Gy3uIHHOBOI KHMCIOTH i
crartuHiB (muB. po3min «B3aemonis 3 iHmMME JKapchKHMH 3acobamu Ta iHII BHM B3aEMOMIN»).
[amieHTy cnij HerailHO 3BEpHYTHCS O JIKaps y pasi MOSBH Y HBOIO cirabkocti abo Oomo y M’s3ax,
Gomo abo xBopobamBOCTi. Tepamiro CTaTMHHOM MOXXHA BiHOBHTH 4epes 7 JHIB TiCiHs NpuioMy
OCTAHHBOI M03H (Y3HAMHOBOI KHCTOTH. Y BMHATKOBHMX BHIIAJKaX, KOTH HEOOXi{He NOBrOTpHBae
CHCTeMHE JiKyBaHHA (y3HAMHOBOIO KHMCIOTOIO, HANpHKIA[ Ui JKYBAHHS TSKKHX iHdexmii,
HeOOXiAHICTh CYyNyTHBOTO NPUHOMY CHMBACTATHHY Ta (Qy3MJAMHOBOI KHCJIOTH MOTPiIOHO PO3TILIAATH
TiIBKM y KOXKHOMY OKPEMOMY BHIIaIKy Ta IiJ{ peTeIbHUM MEJUIHUM KOHTPOJIEM.

KoM6iHOBAaHOTO 3aCTOCYBAHHS CHMBACTATHHY B f03ax moHax 20 Mr Ha no0y pasoM 3 aMio/1apoHOM,
aMITOJIMITIHOM, BepamamilioM a0o AWUNTia3eMOM CIIJI YHHUKATH (muB. posaim «B3aeMojis 3 iHIIAME
nmikapchKuMHM 3acobaMu Ta iHm BEay B3aeMofii» Ta «Cmocib 3acTocyBaHHS T2 J031»). Y Talli€eHTIB i3
T'oCI' npi OJHOYACHOMY 3aCTOCYBaHHi JIOMiTamlifly i CHMMBACTATHHY PH3HK MionaTii 3pocTtae (AMB.
poszimu «[TpoTunokasanHsy, «B3aeMois 3 iHIIMMH JIKApCHKUMH 3aco6aMH Ta iHII BUAM B3a€EMOMIN»
ta «Coci6 3acToCyBaHHS Ta H03U»).

TlamienTn, sKi OpUMMArOTh iHIDI JKAPChKi 3acO0W, L0 MAOTh MOMIpHHH IHTiOyOwMH edexT Ha
CYP3A4, cynyTHbO 3i CHMBAacTaTMHOM, OCOOIHBO 3 BHCOKMMH [03aMH CHMBACTaTHHy, MaloTh
iBHIICHAN PU3MK pO3BUTKY Miomarii. Ilpy CymyTHEOMY NpHHOMI CHMBACTaTHHY 3 TIOMipHHM
inriGiropom CYP3A4 (mpemapatu, siki 36umbmyiors AUC y 2-5 pasiB) moxe notpeOyBaTucs
KOpPHMI'YBaHHS JO3KM CHMBacTaTuHy. [l 3aCTOCYBaHHSA pa3sOoM 3 OKpPECMUMH noMipHMMH iHTiGITOpaMK
CYP3A4, HanpuKIan AMITia3eMOM, PEKOMEHIYEThCH MAaKCHMAaTbHA 1032 20 MI CHMBACTaTHHY (muB.
posain «Crocif 3acTocyBaHHS Ta J03U»).

CHUMBACTAaTHH € CyBCTpaToM eIOKCHOrO Hocis Gi/IKa PE3SUCTEHTHOCTI PaKy MOJIOYHOI 331031 (BCRP).
OnHouacHe 3acTocyBaHHs 3 inribiropamu BCRP (manpukiras, en6acsip i rpasonpesip) MOXe IPU3BECTH
IO [iBHINEHHS KOHIEHTpAllii CAMBACTATHHY B IIa3Mi KPOBi i II/IBUMICHHS PU3UKY PO3BUTKY Miomarii,
TOMY KOPHMT'YBaHHS 03U CHMBACTaTHHY MOXe OyTu HeoOXinuuM. OJHOYaCHE 3aCTOCYBAHHS enbaceipy 1
IPa3oNpeBipy 3i CHMBACTATHHOM HE BHBYQlTH, ONHAK Jo0OBa J03a CHMBACTaTUHY HE IOBMHHA
nepeBuuryBard 20 MT JUIs HAII€HTIB, SKi OTPAMYIOTH CYIYTHIO TEpAIilo IpernapaTamu, Mo MICTSITh
enbacpip a6o rpasonpesip (auB. po3ain «B3aeMofis 3 iHIIMMH JIKaPCHKMMH 3acobamMu Ta iHIII BUAIU
B3aEMOJIIIAY ).

Pinxichi BAmamKy Mionatii/paGroMiomi3y acomiroBATMCH i3 CyIIyTHIM NpuioMoM iHIibiTOpIB I'MK-KoA-
pemykTasu Ta gimigomomubikyrounx 103 (> 1 1 Ha q00y) HianuHy (HiKOTHHOBOI KUCIIOTH); KOXKEH 13 IIHX
HpenapaTiB MOXe CIIPUYHHSTH MiOIAaTiIo.

V KiniHi4HOMY JOCIi/UKeHHi (Me/liana mepiofly CIOCTEPEXeHHs CTaHoBwia 3,9 POKY), B sIKOMY Opanu
y4acTh TAUi€HTH 3 BHCOKAM DH3MKOM DO3BHUTKY CEpLEBO-CYIMHHHX 3axXBOpIOBaHb 1 3 ja00pe
KOHTponboBanuM piBHeM xoiectepuy JIITHII[ Ha T mpuifoMy CHMBACTaTHHY B no3i 40 mr Ha K00y
pasoM 3 eserumiOoM y mo3i 10 mr abo Ge3 HBOTO, HOJATKOBA KOPUCTD UL CepIIeBO-Cy AUHHOI CHCTEMH
npy JofaBaHHI yimizomomudikyrourx o3 (> 1 r Ha no0y) HiaumHy (HiKOTHHOBOI KHCJIOTH) HE
BiA3HaYasacs. '

Jlikapi, ki mpu3Ha4aroTe KOMOIHOBaHY Teparnilo CHMBACTATHHOM Ta mimigoMoauGiKyIOUMMH J03aMHU
(> 1 r/noby) nianuuy (HIKOTHHOBOi KHCIIOTH) abo mpernapaTami, Mo MICTATH Hial[MH, TOBMHHiI 10Ope
3BAKATA TOTEHIIHY KOPUCTH Ta PU3HMKU 1 PETENBHO CIOCTEpiraTH 3a Mali€HTaMH Ha IPEAMET MOSBU
M’s130Boro 601110, XBOpoOIMBOCTI a6o crabkocTi B M’43aX, 30KpeMa [IPOTAroM IEPIIuX MicsIiB Tepartii
Ta TIpH 361MBIIEHH] 03U Gy AB-AKOTO 3 IHX JiKapChKHX 3ac00iB.
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Y jocHipkeHH] 9acToTa PO3BHTKY MiomaTii craHoBmiia mpubnusHo 0,24 % cepel NALi€HTIB KUTaiChKOI
HAIIOHATBFHOCTI, AKi HpHiiMany caMBacTaTuH B 1031 40 Mr abo e3eTuMib/cuMBacTaTUH B no3i 10/40 wmr,
nopiBaAHO 3 0,24 % manicHTiB KUTaichKOl HAIliOHANBLHOCTI, SIKAM IPHU3HAYaNM CHMBACTATHH Y JI03i
40 Mr abo esermmi6G/cuMBacTaTHH y 031 10/40 Mr pa3oM i3 KOMOIHOBAaHWM NpENapaToOM
MOAK(iKOBAHOTO BUBLIFHEHHS HIKOTHHOBOT I(I/ICJ'IOTI/I/J'[aPOHinaHTy 2000 mr/40 mr. He3zBaxaroun Ha Te,
00 Y 1bOMY KJTiHIHOMY JOCHiJUKEHHI asiaTchKa HOMyJslis Oyna UpeicTaBieHa JMIIe KATAHIsIMH,
OCKIJIbKM 9acTOTa PO3BHTKY Miomarii cepent HAIEHTIB KATAMChKOI HAIlIOHAIBHOCTI BHINA, HIXK CEPEX
NALiEHTIB HE KHTAWCHKOI HAIIOHAIBHOCTI, NPU3HAYATH TAI[i€HTAM MOHTOJIOIHOI pacH OXHOYACHWH
IIpUHOM CHMBACTATHHY Ta Nimizomomudikyoouux 103 (> 1 T Ha 100y) HialmHy (HiIKOTHHOBOI KHCJIOTH)
HE PEKOMEHAYETHCH.

ANMIIMOKC 3a CTPYKTYPOIO CXOXWi Ha Hiamus. He3paxaroud Ha Te, IO AIUITIMOKC HE JOCIIIKYBaNH,
PH3MK PO3BHUTKY TOKCHYHOTO BIUTHBY IIpelapary Ha M’sS3H He BHKIIOYEHHH (MOXe OyTH CXOXKHM Ha
TaKAH Mpu IIpI/II/IOMl HialluHY ).

Puzuk mionarii Ta/abo pa6;:10M10J113y MOe MiJABHITYBATHCh IIPH CYIYTHBOMY 3aCTOCYBaHHIi iHTIOITOPIB
I'MI'-KoA-pemyKTasy 3 JanTOMII(MHOM (IMB. PO3MLI «B3aeMois 3 iHIDAMH JIIKAPCHKUME 3ac00amMH Ta
iHII BUAK B3aEMOIII» ).

Hanmomiyun

ToBiZOMIISM PO BUITAAKH MiomaTii Ta/a60 pabaoMiosi3y IIpH OJHOYAaCHOMY 3aCTOCYBaHHI iHribiTOpiB
I'MT-KoA-pefykTa3u (HalpyKIaj, CAMBAcTaTHHY) 3 AanToMinuHoM. Ciix 3 0b6epexHICTIO TpH3HAYATH
irTibitopn I'MI'-KoA-pefykTass 3 JaNTOMIIIMHOM, OCKiIbKH 6ym>-;11<1/m i3 IMX TpemapaTiB MOXe
CIIPHYMHHTH MiomaTio Ta/abo pabaoMioi3 IpH OKpEMOMY 3aCTocyBaHH1 Cnin PO3TJIAHYTH THTAHH
IIPO THMYacoBe TIPHIHHEHHS IPUAOMY CHUMBACTATHHY Y TAIliEHTIB, SKi IPUAMAIOTH JTAIITOMILIHH, SKIIO
KOpHCTh BiI OJHOYACHOTO 34CTOCYBaHHS HE TIEPEBHINYE PH3HK. HeobOxigHo o3HalloMuTHCT 3
inpopmaniero 1po TPH3HYCHRS JAITOMIIIMHY, MO0 OTPEMATH JOJAaTKOBY iH(pOpMAI0 Mpo IO
HOTEHIIMHY B3aEMOJIIIO 3 1Hr161TopaMH I'MTI-KoA-penykTasu (HAIpHKIIa], CHMBACTaTHHOM) 1 OTpUMATH
OJATbINI BKA3iBKH 00 MOHITOPHMHIY (IMB. po3fiin «BsaeMois 3 IHIDMME TiKapChbKUMH 3ac00aMu Ta
gl BHAM B3aEMOINY).

Braue na neuinky

V dHIYHEX HOCHUDKEHHSX y JA€SKAX JOPOCIMX MAali€HTiB, fKi OJepXyBajld CHMBAacTaTHH,
BiJ3HAYANOCS CTifKe TiABAINECHHS PiBHA IedinkoBuX (epmeHTiB (Oinpme Hix y 3 pasu suwe BMH).
Hpn BifIMiHI mpenapary aKTUBHICTb TpchaM1Ha3 3a3BHyait NOCTYINIOBO TIOBEPTAETHCS IO NOYATKOBOTO
pisus. Ilepen modaTkoM JKyBaHHs, a MOTIM BIANOBIIHO 1O KITiHiYHMX HOKa3aHb yCiM maljieHTam
PEKOMEHIY€EThCSA TIPOBOJUTH (YHKIiOHANBHI MediHKoBi mpobm. Y NAalleHTiB, IS SAKAX ILUIaHyEThCS
HiABMIIATH 103y cumBactatuHy mo 80 mr Ha 100y, (pyHKmOHanLHl MEYIHKOBI TIpoOH l'IOTp16H0
IPOBOJHTH JI0 HOYATKY TUTPYBaHHS, IOTIM 4Yepe3 3 Micsni micys jocsrrenHs gosu 80 Mr Ha 00y, micus
YOTO TIEpiOAMYHO IIOBTOPIOBATH (HANpHKIAN, 1 pa3 y MiBpOKY) HPOTArOM —YChOTO IEPIIOTO POKY
nikyBanHs. OcOGNMMBY yBary BapTo NMPHUJILUATH HAllieHTaM, y SKHX TiJIBUIIEHUA PIBEHB CHPOBATKOBHX
TpchaM1Ha3 1M mamieHTaM KOHTpPONb (YHKIi IEdiHKH CIIJ IPOBOJUTH HA TOYATKY JIKyBaHHS, a
Hajali — dyacTilme, HiXK 3a3BHyaii. Y BHIAAKaX, KOJIH DIBEHb TpchaM1Ha3 3pocTae, OCOOIHBO IPH
crilikoMy mepesuineHHi B 3 pasu Bim BMH, npemapar norpi6ro BimMimmta. Ciif 3ayBaXHTH, IO
anaHinaMiHoTpaHcdepasa  MoXe ~ BUXONMTH 3  M’530BOi  TKAaHWHHM, TOMY  IIIBHIICHHS
ananinaminoTpaHcdepasd 3 KpeaTWHKIHA300 MOXK€ BKasyBaTM HA Miomariio (AuB. BHINE
«Mionaris/pabnomioniz»). Pigko mHoBiZoMmsnocs [po JIETANbHY Ta  HEJIETAlbHY MIEYiHKOBY
HE/[OCTATHICTD Y TALI€HTIB, SKi MPUMMANH CTATHHY, y TOMY YMCII CHMBAcTaTHH. [Ipy nosBi cepio3HOro
ypakeHHS NEUiHKM 3 KIiHIYHMMH CHMIITOMamH Ta/a6o rinepOinipybiHemii abo YKOBTSAHMIIL MiJ 4ac
NiKyBaHHS NpPENaparoM CNiJl HEraiHO mHepepBaTH Tepamilo. SIKIO He 3HAWACHO AIBTEPHATHBHOL
etionorii, He ciif 3HOBY pO3MOYMHATH TpHiioM mpenapary. IIpemapar cCiix 3acTOCOBYBAaTH 3
00€epEeXHICTIO MaIlieHTaM, SKi 37T0BXHBAIOTh AIKOTOJIEM.

[lpu niKyBaHHI CHMBACTATHHOM, SIK i IHIIAMH TiIOJINieMiYHHMH 3aco0am, CIIOCTEpiraaocs noMipHe
(MeHme HDX y 3 pasu pume BMH) 36ipmenssi akTMBHOCTI CHPOBATKOBHX TpPaHCaMiHas. Li 3miuu
3’gBIUIMCS  He3a0apoM Icid IOYaTKy JIKyBaHHS, 4YacTO MaiM MHHYLIMH Xapakrep, He
CYIIPOBOIKYBATHCS KOJHAMH CAMITOMAMY Ta HE BIMATaJli CKaCyBaHHS TepaIlii.

Ilyxposuti diabem
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Jlesiki mami BKasyloTh Ha Te, IO CTaTHHU SK KJAC [iJABHILYIOTH PiBEHB I'MIOKO3M B KPOBI, y ACAKHX
[AIi€HTIB i3 BHCOKMM PH3HKOM DO3BHTKY IyKpOBOro miabery B MaiOyTHbOMY MOXYTh CIPHYHHHTH
piBeHB rimepriuikemii, Mpu SKOMy PEKOMEHIYEThCS PO3MOYMHATH JiKyBaHHS IyKpoBoro Aiabery. Oxnak
HaJ UM PH3UKOM IEPEBAKAE KOPHCTh 3HMKEHHS CTATHHAMH CyIMHHOTO PU3MKY, i TOMy BiH He
[IOBHHEH OyTH TPUYHHOIO /UL NPHITHHEHIS JTiKyBaHHS CTaTHHAMH. HOTp16Ho HpOBO,ZIPITI/I MOHlTOpPIHF
CTaHY TAIL€HTIB i3 pH3KKOM (TJIIOK03a HaTIe 5,6-6,9 MMoIb/II, injiekc MacH Tina > 30 Kr/M2, TijBuIeni
TpUTIiLEpUIH, apTepiabHa rinepreHsis), sK KIiHIYHWH, Tak i GioxiMiuHHi, BUJITIOBITHO IO
HaI[lOHAJIGHUX HACTaHOB.

Inmepcmuyianvhe 3ax60p106aHHA Nie2eHb

BUHSATKOBI BUNAJKH iHTEPCTHIIAILHOIO 3aXBOPIOBAHHS JIETCHb CIIOCTEPIralucs Micis IPUHOMY JEAKUX
CTaTUHiB, OCOOIMBO TIPH JIOBTOTPHBAIOMY IIpHHOMi. XapakTepHUMH O3HAKAMH iHTEPCTALIANBHOIO
3aXBOPIOBAHHS JIETEHh MOXYTh OYTH IMCUHOE, HENPOAYKTHBHMH KamleNb, TOTIipIIEHHS 3[0pOB’S B
nimomy (BToma, BTpaTa MacH Tiia Ta rapsyka). Y pasi IiJo3pE Ha PO3BATOK Yy MAI€HTA
iHTepCTHIIAEHOTO 3aXBOPIOBAHHSI JICTEHB JIIKYBAaHHS CTATHHAMH CJIiJl IPUIIUHHUTH.

Odmansmonozivne obcmedicenns

YV pasi BigcyTHOCTI 6yB-SKOTO MeJMKAMEHTO3HOTO IiKYBaHHS 30iNbINEHHS IUIOMW IOMYTHIHHSA
KPHINTAITHKA BBAKAECTHCS HACTIIKOM npolecy crapinHs. Hassri KIiHivHI JOCTiKEHHS HE BKa3yIOTh Ha
iCHyBaHHS IIKiJJIMBOTO BILTHBY CHMBACTaTHHY Ha KPHMINTAINK OKa JIOJMHY.

3acmocysanns ocobam 1imub020 6iKy

EdeKTHBHICTh 3aCTOCYBaHHS CHMBACTATHHY JUIS XBOPHX BiKOM Bill 65 DOKIB IiJl 4ac KOHTPOJIBOBAHHX
KIIHIYHAX AOCTIIKEHb OLIHIOBAIACH 00 3HYDKCHHS PiBHS 3arajlbHOTO XOJIECTEPHHY Ta XOJICCTEPHHY
JITTHIL i BHSBHIIACS TAKOIO X, 5K i y 3araybHil momnyJiwii. 361IbIICHHS JacTOTH TOGITHUX edeKTiB He
Bi/I3HAYEHO.

Ocobnusi 3acmepedicentss o000 OONOMIJICHUX PeHOBUH

Ipenapar MiCTHTH JaKTO3y, TOMy MAIHEHTaM i3 JIAKTa3HOIO HEJOCTATHICTIO, TalaKTo3eMieo abo
CHHJIPOMOM TIJIFOK030-TaTaKTO3HOI ManbabcopOIii He CIIijl HOro 3aCTOCOBYBAaTH.

3acmocyeanns y nepiod sazimuocmi abo 200y6anus 2pyooi0.

3acTocyBaHHS CHMBACTATHHY BariTHUM JKIHKaM IIPOTHIIOKa3aHe.

JKOIHHX KOHTPOJIHOBAHHX KIIHIYHUX JIOCII/DKEHb 3 YYacTIO BariTHHX JKiHOK He MPOBOJMIM, Ge3reka
3aCTOCYBaHHs Hapa3i He BCTaHOBNeHA. € piAKiCHI IOBiJOMIIEHHS NpPO BPOIKECHHI aHOMAUi MiCHs
BHYTPilIELOYyTpoOHOTO BIUTMBY iHri6iTopiB I'MI-KoA-pemykrasu.

Byii oTpHMaHi pilIKiCHI MOBiIOMIIEHHS PO BPODKEHI aHOMAJTT MicJis BHY TPilIHbOMAaTKOBOI eKCITO3UIIiT
zo inri6itopis TMK-KoA-pemykTasu. Onnak ananis npuGmusso 200 BariTHEX, 3 IKAMH CIOCTEpIraty
IIPOCIIEKTHBHO i B SKHX IPOTSATOM [EPUIOro TpUMecTpy Oyia eKCIO3MIIs I0 CUMBACcTaTHHY abo IHIIOTO
noxi6uoro inriGitopa TMK-KoA-pemykTasu, 9acToTa BPOKCHHX aHOMaliifi Oyia IMOpPIBHAHHOIO 3
TAaKOIO B 3aralbHil momymsamii. Takoi KiMBKoCTi BUTIaAKiB BariTHOCTI 6yJI0 CTATUCTHYHO AOCTAaTHBO JULT
BUKJIIOYEHHS 301/IbIIEHHS KiTEKOCTI BPO/KEHHUX aHOMAUIH ¥ 2,5 pa3a Ta BHINE NOPIBHAHO 3 YaCTOTOIO B
3arajbHii MOIYJISIii.

Xoua HEMAE KOIHHUX MOKa3iB, IO YaCTOTA BUNAAKIB BPOKEHMX dHOMAJI{l y HAINaIKiB IAIlI€HTIB, sIKi
IPAKMAIOTS CHMBAcTaTHMH 4u iHmi imriGitopu I'MI-KoA-pefykrasu, BipisHseTbCs Bin Ti€l, IO
CIIOCTEPIraeThCs y 3araibHil MOMyNsIlii, TKyBaHHS MaTepi CHMBACTATHHOM MOXE 3MEHIIMTH PiBCHb
MEBAIOHATY, IO € IPEKYPCOPOM Y CHHTE31 XOIECTEPHHY Y ILTOJA.

Atepockiepo3 — e XpoHiuHME Iporec. Biamosa Bin rimoimiieMidHIX JIKApCHKUX 3aco0iB Mim 9ac
BAriTHOCTI HE MOBMHHA 3HAYHO BIUIMBATH HA pe3ylbTaTH AOBrOTPHBAIOLO JIIKYBaHHS INEPBHHHOL
rimepxosnectepuneMii. ToMy CHMBACTATHH He CIIiZ 3aCTOCOBYBATH BaTiTHAM JKiHKaM Ta XKIHKaM, SIK1
HaMaraloThCs 3aBariTHITH YM ITi03PIOIOTh, 1110 BOHU BariTHI.

IIpuitoM CHMBACTAaTHHY CIIiJ IPU3YIHHATH Ha BECh TEPMiH BariTHOCTi ab0 O TOTO 4acy, IOKH HE 6y11e
HllITBepI[)KeHH}I 110 KiHKA HE BariTHAa. 3aCTocyBaHH51 CHMBACTATHHY CIIiJ NPH3YTMHATH Ha BECh TEPMiH
BaritHOCTi a60 TOKY He Oy/e MiATBEpIKEHHS, IO KiHKa He BariTHa (IuB. po3in «[IpoTunokasasHs» ).

IHepiod 2o0ysanns 2pyooio
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HeBizomo, 4M TpOHHKac CHMBAacTaTHH abo #oro meraboiité y rpyase Monoko. Ockinbkn 6arato
NTiKapcHKUX 3acobiB IIPOHHKAE y TPYJHE MOJIOKO 1 € MOXIIMBICTH BHHHKHEHHS CEPHO3HUX IOOIYHHX
peakmi#f, XKiHKaM, SKi NPUMMAIOTh CHMBACTATHH, CJil NPUIHHHUTH TOAYBAHHSA IPYIUNO. (IWB. PO3.iN
«IIpoTunokazanusa»).

DepmunvHicmsb

KniHiYyHEX [OOCHIDKEHb WIOAO BIUIMBY CHMBAcCTaTMHY Ha (epTWIBHICT JIOJMHHM HE IIPOBOJIMIIM.
CHuMBacTaTHH He Mac BIIMBY Ha (DEPTHIHHICTH CAMIIiB Ta CaMOK IIypiB.

30amuicme enaueamu Ha wWEUOKicmb peaxyil npu Kepyéawwi AGMOMPAHCHOPMOM abo HUUMU
MEXAHIZMAMU.

CHMBACTATHH HE Mac XOJHOro ab0 Mae He3HauHWi BIUIMB HA 3JAaTHICTH KepyBaTH aBTOMOOIIEM Ta
iHmuME Mexanismamu. OIHAK TIpH KepyBaHHI aBToMOOiIeM a6o poGoTi 3 HIIMMH MEXaHi3MaMHd CIIiJ
BpaxyBaTH PiJIKiCHI HOBIJIOMJIEHHS IIPO 3aaMOPOYEHHS.

Cnocib6 3acmocyeéanna ma 003u.

Jo6oBi no3u Basmriny® — Big 5 Mr (3acTocoByBaTH JikapcbKy ¢opMy 3 BiAIOBiIHUM J0O3yBaHHSM) JIO
80 Mr nepopanbHo 1 pas Ha 106y, BBevepi. ITin6ip no3u Basmniny® cnix 3aificHioBaTH 3 iHTepBanaMu He
MeHIIe HiK 4 THXHI o MakcHMabHOI J060Boi n03u 80 Mr, mo mpuitMaetses | pa3 Ha 00y, BBedepi.
Jloza 80 Mr peKOMEHy€ThCS TINBKH JUISl TIAIIEHTIB 3 TSOKKOIO TilEPXOJECTCPHHEMIEI0 Ta BUCOKHM
PH3HMKOM CEPLIEBO-CYIMHHUX YCKIIAHEHb, SKi He JOCSIIIM METH JKyBaHHs 3a JOIIOMOTOI0 HIXYUX /103,
Ta KOIH OUIKyeThCcA, IO KOPHCTh MepeBaXarTuMe HOTEHIiMHUH pH3MK (IMB.  PO3JLIH
«®DapmakoauHamika» Ta « OcoOIUBOCTI 3aCTOCYBAHHIN ).

['inepxosiecTepuHeMis

TlamieHTy cliJ OPM3HAYUTH CTaHIAPTHY XOJECTEPUHO3HIDKYBANBHY Mi€TY, AKOi BiH MOBHHEH
JIOTPUMYBATHCSH MPOTATOM YChOTo KypCy JIiKyBaHHS IIPENIAPATOM.

3a3BuYaif mouaTKOBa M03a cTaHoBUTh 10-20 Mr Ha 100y, mpuitMaTH OJHOpa3oBO, BBeuepi. [l
Hami€eHTiB, SKUM HeoOXine 3HauHe (binbiue sk Ha 45 %) 3HmwkeHHs pipaa X-JIITHILL, moyarkoBa mo3a
Moxe craHoBHTH 20—40 Mr 1 pa3 Ha m06y, BBedepi. IlimGip 703, y pasi HeoOXimHOCTI, IOTPiOHO
3IACHIOBATH, SIK BUKJIAI€HO BHIIE.

T'omosucomna cimelina 2inepxojiecmepunemis

PexoMenoBaHa modarkoBa go3a Basmmimy® — 40 mr Ha 106y ommopasoso BBedepi. Ilpemapar ciix
3aCTOCOBYBAaTH SK JOMOBHEHHS JIO IHIIOTO JIIiZO3HIKYBAIBHOTO JiKyBaHHs (Hampuknaj, adepesy
JITTHIII) aGo AKIo Take JIKyBaHHS HEJOCTYITHE.

Jns manieHTiB, SKi OJHOYACHO 3 IperaparoM Baswnin® mnpHiMaroTh JOMITalil, 103a Ipemapary He
noBuHHA TepeuinyBatd 40 Mr Ha n00y (muB. posnimu «IIpoTHnokasaHHs», «Bsaemoxis 3 IHIHMA
NiKapchKUMHM 3aco0aMu Ta iHIII BUAM B3aeMozii» ta « OcOOIMBOCTI 3aCTOCYBAHH)).

Cepyego-cydunna npoginaxmuxa

3Buuaiina no3a Basmminy® mis mamieHTIB i3 BHCOKMM PH3MKOM DPO3BHIKY ilDeMiuHOi XBOpoOH ceprs
(IXC), y moeHanHi 3 rinepiminemiero abo 6e3 uei, cranoButs 20—40 Mr Ha 100y 0IHOPa30BO, BBEYCPI.
MeMKaMEeHTO3HY TepaIliio MOKHA [OYaTH OJHOYACHO 3 Hi€Too Ta ¢iskyapTyporo. Ilinbip 103, y pasi
HEOOXiHOCTI, TOTPIOHO 3MIMCHIOBATH, K BUKIAJCHO BHIIE.

Cynymus mepanis

Basunin® edexTuBHME y BUITIAAI MOHOTEpANii, & TaKOX Yy MOEMHAHHI 31 CEKBECTPAHTAMH JKOBYHHX
xuciot. JIo3y ciin mpuiiMaTi ab0 He MEHIN K 3a 2 TOAMHM 10, ab0 He MEHII K 4epe3 4 TOAMHHU IiCIs
IPHIAOMY CEKBECTPAHTY KOBYHHUX KHCIOT.

Jlns mamienTis, ski npumitMarors Basmwnin® ommodacHo 3 ¢ibparamu, xpiM reMdi6posmiy (IuB. po3min
«ITpoTunokasasHs»), a60 3 heHodibpaToM, 103a Ipenapary He IOBHHHA NepeBuITyBaTH 10 mMr Ha 100y.
Jl1s marieHTiB, SKi OAHOYACHO 3 NpelapaToM NpPUHMAIOTH amioJapoH, aMIOAMIIH, Bepanmamin abo
JutTtiaseM, moboBa mosa Baszuniny® e moBmHHa mepesminyBatu 20 mr (AuB. po3finm «Bsaemomist 3
iHmMMY TikapchKuMH 3aco0amu Ta iHImi BUAK B3aeMOii» Ta « OcOOIHBOCTI 3aCTOCYBaHH»).
Hosyeanns npu Hupkogein nedocmamuocmi

JI)ist ati€eHTiB i3 TOMiPHOK HMPKOBOIO HEJIOCTATHICTIO HEMae HEOOXiTHOCTI 3MIHH 103y BaHHS.

Y3romKero 3 marepianam
NEECTRALIIHOIC JOChE Mg/
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JInst Iani€eHTiB 3 TSHKKOIO HUPKOBOIO HEJOCTATHICTIO (KIipeHc KpeaTHHiHy < 30 MIJUXB) CILI PETEIBHO
3B&XUTH IOLLUIGHICT TpU3HAdeHHs npernapary y o3 10 mMr ma mo0y i, SKW0 Take J03yBaHHS
BB@XXAEThCA HEOOXiAHUM, TIpenapar Cliiji Ipu3HadaTH 3 06epexkHICTIO.

3acTocyBaHHs MAIEHTAM JITHBOTO BIKY

Hemae motpe6u B KOperyBaHHI JO3H.

3acTocysagns fiTam Ta nijutitkam (10-17 pokis)

Jlnst niTedt Ta nimmiTKiB (xmommi Bikooi ctazii Tannepa 11 i crapii Ta AiBuaTa, y sSKux IpUHAAMHI OXMH
pik HasBHMH MeHCTpyansHMi mmKi) BikoM 10-17 poOKiB 3 TIeTepO3HUIOTHOIO ciMeitHOI0
TiIIepXOIECTEPHHEMIEI0 PEKOMEHIOBAHA 3BUYAlHA ITOYATKOBA J03a cTaHOBUTH 10 Mr 1 pa3 Ha 100y,
BBedepi. J[0 TMOUYATKy JiKyBaHHS CHMBACTATHHOM MiTSM Ta MiUTKaMm CHiJ IPH3HAYMTH CTAaHAAPTHY
XOJIECTEPHHO3HIKYBAIbHY JI€TY, SIKOT CIIi/l JOTPHMYBATHCA ITiJl 4aC JKYBaHHS CHMBACTaTHHOM.
PexomenmoBani o34 — 10—40 mMr Ha m00y; MakCHMalbHa PEKOMEHIOBAaHA 1032 CTAHOBHUTH 40 Mr Ha
106y. Jlo3y cia miaGupat# iHAMBiTyansHO, 3TIAHO 3 METOIO JIKyBAHHS, 32 PEKOMEHJALUsMH JiKyBaHHS
y meniatpii (muB. po3simm «®apmakomuHamikay Ta «OCOBIMBOCTI 3aCTOCYBAHHS). ITig6ip no3m cain
IpOBOAMTH 3 iHTepBanamu B 4 TikHI a6o Oimbme. JlocBin 3actocyBaHHS IIpenapaTy JUTSIM
npenyoepTaTHOro Biky OOMEKEHUH.

Besrexa Ta eeKTHBHICTb 3aCTOCYBaHHS 103 MOHA 40 Mr Ha 100y JITSAM 3 TETCPO3UTOTHOIO ciMeitHOIO0
rimepxoiecTepuHeMicio He BHBYANHCA. J[OBrOCTpOKOBAa €(EKTMBHICTH Tepamil CHMBACTATHHOM Y
JIATHHCTBI [T 3HIDKEHHS 3aXBOPIOBAHOCT] Ta CMEPTHOCTI y IOPOCIIOMY Billl HE BCTAHOBJICHA.

Himu.

Besmeky Ta e(eKTHBHICTH 3aCTOCYBAHHA CHMBACTaTHHY A mHaiiedtis Bixom 10-17 pOKiB i3
TeTEPO3HTOTHOIO CIMEMHOIO TiMEPMIMiIEMi€0 OLIHIOBAIM Y KOHTPOIbOBAHOMY KILHITHOMY JOCITIDKEHH1
3a y4acTio XJIONUMKiB BikoBol crazii Tannepa II Ta HiUTiTKiB-AiBYAT, y SKUX IoHadiMeHIIe 1 pik Tomy
novamicst MencTpyauii. 1Ipodins mobiunux edexTiB y mnauieHTiB, AKki mpuiMand CUMBACTAaTHH, OyB
noiGHM 10 TAKOTO y TAIi€HTIB, sKi npuitmMany wianebo. Jlo3u Ginsie 40 Mr He NOCIIUKYBaNId Y mid
rpymi mamieHTiB. Y mocmifkeHHi He Oyno 3adikCcoBaHO BIUIMB CHMBACTAaTHHY HA picT Ta cTaTeBHH
PO3BHTOK TIUTITKIB, 4 TAKOX HA TPHUBATICTH MEHCTPYANBHOTO IHKITY y JiBYaTOK (JIUB. pozaimm «Croci6
3acTOCYBaHHs Ta 103u», «[100iuHI peakimii»).

JliBuata MaroTh OyT mnpoindopMoBaHi IIOZO HEOOXiAHOCTI KOHTpaUenuii MpH 3aCTOCYBaHHI
CHMBAaCTATHHY.

3acToCyBaHHS CHMBACTaTHHY HE JOCII/PKYBAIH y IAIieHTiB BikoM 0 10 pOKiB, a Takox y JIiBYATOK, Y
SKUX 1€ He MOYaINCsS MEHCTPYaIlii.

Jlns manienTiB BikomM Mo 18 pokiB edexrrBHICTS Ta Gesmeky HE MOCIIDKYBAIM MPOTATOM nepiois
JNiKyBaHHS TpPHBANiCTIO oBIIEe 48 TKHIB. BIIMB JOBrOTPHUBATOrO 3aCTOCYBAHHS Ha ¢bi3udHuH,
iHTEeIeKTyaIbHIM Ta CTATEBHH PO3BHTOK HEBITOMMH.

Ilepeoo3yearnnn.

Ha me#f yac BiJoMO IIpO KijbKa BHIAIKIB IEpe03yBaHHS, MaKCMMalbHA IPHHWHATA J103a CTAHOBHIA
3,6 I; IPU LEOMY Y XKOJHOIO 3 MAIEHTIB He BUABICHO CICIM(IUHIX CHMITOMIB. Y ¢l NAUIEHTH Oy KaTH
6e3 yckiagHeHb. V pasi Tiepeo3yBaHHs HeoOXiHO NPOBOAMTH CUMIITOMATHYH] 1 OiATPUMYIOUL 3aX0.1H,
OCKIIBKH crienu(iYHOTO JNiKyBaHHS HEMAE.

Ilobiuni peakuii.

YacToTa HIKYE3a3HAYCHHX TOOTIHHUX SIBUII, PO SKi MOBIIOMUITH ML 9ac KIIHIYHAX ocIiKeHs Ta/abo
y Iepiofl MOCTMAPKETHHIOBOTO 3acTOCYBaHHs, Kiack(ikoBaHa 32 OUIHKOI IXHIX piBHIB y mporeci
BEJIMKHX [OBTOTPHBATHX TLIANEe60-KOHTPOIBOBAHMX KIIHIYHUX JociiKens, Brinoyaoun HPS Ta 4S5 3
y4acTio Bianosiaao 20536 Ta 4444 narieHTis (aus. posuin «@apmakoanHaMika»). Y HPS Bi3HAYAINCS
TiIBKE cepiiosni mOGIYHI sBMINZ, a TAKoX Mianris, INiJBHMINEHHS TpaHCaMiHa3 CHPOBAaTKH Ta
kpeatuHkinasu. YV 4S sanucysamuch yci 3a3HadeHi Hmkue moGiumi suina. SIkmo y poreci X
JOCIiIXEeHb PiBHI IIpM NpHiioMi cHMBAcTaTHHY Oyid HiK4i aGo momiOHi 0 THX, IO 1 NpH npuiiomi
Tane6o, Ta 6y MoiOHI CIIOHTAHHI TIOBiIOMIIEHHS TIPO SBHINA, AKi Manu oOIPYyHTOBAHUH IPUIHHHHK
3B’ 530K, I OOi4H] SBMINA KIach(iKyBalHCh SK PiAKICHI.

YarsI#ane 3 matepianami M
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V npoueci pocmimxenns HPS (auB. po3ain «®apmaxoauHamika») 3 ydactio 20536 mamieHTis, sKi
npuiivamn 40 Mr/no6y cumsactatudy (n=10269) a6o mmanebo (n=10267), mpodini Gesnexu Oyiu
OpIBHSHHUMHM y TAII€HTIB, SKi NpUilMaTH CHMBACTATHH, Ta Nali€HTIB, aKi mpuiiManu miane6o y
CepefHbOMY MpPOTATOM 5 POKIiB JOCIIUKCHHs. PiBHI NpHOMHEHHS y4acTi depes nobiuni edexTu Oynm
nopiBusiEHuMu (4,8 % y namientis, ski npuiiMamm cumsactartey 40 mr, Ta 5,1 % y nartieHTiB, sKi
npuitmMan miane6o). Yacrora mionarii crasoBuna < 0,1 % y mawieHTis, sIKi pUiiMany CUMBacTaTHH.
[TigBumenHs: TpaHcaminas (>3 pasiB Bume BMH, niarsep/oxeHe NOBTOPHHAM agaiizoM) BiIOYNOCH Y
0,21 % (n=21) maiienTiB, fAKl IpUAMaNd CHMBACTATHUH, nopiBHsHO 3 0,09 % (n=9) marienTiB, fKi
npuiiMam ianebo.

Kareropii yactorn mo6iuaux seum: xyxe dacto (> 1/10), sacro (> 1/100, < 1/10), megacro (> 1/1000, <
1/100), pimko (> 1/10000, < 1/1000), nyxe pimko (< 1/10000), gacroTa HeBiioMa (HE MOXHA
IiIpaxyBaTH 32 HASBHUMH JaHUMH).

3 Goxy kpoBi Ta miMdaTHuHOT cucTeMH. Pioxo: aHEMI.

3 6oKy iMyHHOI cucteMu. Jyoice pioko: aHadinakcis.

3 Goky ncuxiku. [Jysce pioxo: Gesconns. Hegioomo: aempecis.

3 Goky HepBOBOi cucTeMu. PiOxo: TonoBHHE OiNb, Mapectesis, 3amaMoOpodeHHS, TepudepuIHa
Heitpomnaris. [Jysce pioxo: TOTipIIEHHs 1aM’ ATi, MiacTEHis TPaBiC.

PecripaTopHi, TOpakagsHi Ta MeAiACTHHAIBHI nopymenHs. Hegidomo: iHTepCTHNiaibHa XBOPoGa
nereniB (MuB. po3xin «OcOOIMBOCTI 3aCTOCYBAHHS» ).

3 GOKY ILIYHKOBO-KMIIKOBOTO TPakTy. Pioko: 3arop, abnoMiHanbHuH Oilb, METEOpHU3M, JCIIETICis,
niapes, HyoTa, OJIOBaHHS; IaHKPEATHT.

3 GoKY NEYiHKM Ta JKOBYOBMBIIHHMX HLISIXiB. Pidko: TenaTUT/ KOBTAHHI. [[yoice pioko: neranbHa Ta
HeJleTaJbHA IIEYiHKOBAa HEAOCTATHICTD.

3 Goky IOKipH Ta MifIIKipHMX TKAaHWH. PiOko: BUCHIIAHHSA, CBEpOLK, anonenis. /ysce pioko:
JXEeHOTMHWI TKapChKUHA BUCHIL.

3 GOKY CKEJIeTHO-M’S30BOTO anapary Ta CIOJIyYHOI TKaHUHH. Pioko: Miomaris* (BKIIOYAIOYM MiO3UTH),
pabroMioniz 3 HUPKOBOIO HEIOCTaTHICTIO abo Oe3 Hel, Mianris, M S30B1 CIIa3MH, CYJOMH, MiO3HTH,
nonimMiosutH. Jysice pidko: po3pHB M SI31B.

* TJing wac KNiHIYHWX AOCHIIKEHb MIOMATis YacTille BUHMKAIA Y MAIieHTIB, AKi OpHiMaNl CUMBAacTaTHH B no3i 80 Mr Ha
106y, NOpiBHAHO 3 ManieATamy, Aki npuitMany 20 Mr Ha 506y (0,1 % mpoti 0,02 % BiINOBITHO).

Hegidomo: TeHIAHONATIS, iHOMI ycknannena pospusamu, (JOHM)**.

** Jlyxe piako cnocrepiramucs sunanku IOHM, ayToiMyHHOT Miomarii mx wac abo micna miKysauus cratgHamu. JOHM
KIiHITHO XapaKTepH3yeThCs CTINKOW CHAGKiCTIO NPOKCHMATEHEX M’ 3B i IiABUIICHHAM piBHsA KpeaTHHXIHa3W B CHPOBATIi
KPOBI, fKi He 3HUKAIOTH HE3BAXKAIOUH HA NPHIMHEHHS NIPUAOMY CTATHHIB, O3HAKAMH HEKPOTHIHOT Mionarii ra Gioncii M’ 51318
Ge3 3HAYHOTO 3aNafeHss, NONIMIEHHAM TP 3acTOCYBAaHHI IMYyHOIENpPECHBHMX 3acobiB (1uB. posmin «OcobnmBocTi
3aCTOCYBAHHM).

3 GOKY PEenpoJYKTMBHOI CHCTEMH Ta MOJOYHHX 3ano3. Jlyxe pigko: rinexomactis. Hesioomo:
epeKTIIbHA TUCHYHKITIS.

3 Goky oprauis 30py. Pioko: 3aTyMaHeHHs 30Dy, TIOPYIIEHHS 30py. Jyoice pidko. OUHA MiacTeHis.
3arabHi Po3IajM Ta MOPYINEHHs Y Micii BBeieHHs. Pidko: acTeHis. 3pilKa MOBiIOMIISUIM PO BUNAIKH
BHPAKEHOTO CHHIPOMY TilEpYyTIMBOCTI, IMO BKIIOYAB AEAKi 3 TaKUX IpOsBiB: AHTiOHEBPOTHYHMI
HaOpsAK, BOBYAKONMONIOHWM CHMHIPOM, peBMaTHYHA momiMiayris, JEepPMaTOMIiO3WT, BACKYJIT,
TpoMGonuToneHis, e€o3uHO(iNis, 36IIBIIEHES MBUIKOCTI OCITaHHI epurporuTis (IIIOE), aprput i
apTpailris, Kponus’sHKa, Gorocencubinisantis, rapsgka, IPHILUIMBY, 32HIIKa Ta c1a0bKiCTB.

BIuiMB Ha Pe3yJibTaTy JIa00paTOPHUX Ta IHCTPYMEHTAIBHAX JIOCII/DKEHb. -

Pioko: 30inpimeHHss piBHA  TpaHcamiHas y  CHPOBATHi  KpOBi (ananinaminorpancdepasy,
acrnaprataMinoTpaHchepasd, y-IIyTaMiITPaHCIENTHAA3U) (AMB. PO3ALT «OcoOIUBOCTI 3aCTOCYBaHHS.
BB Ha NEYiHKY»), MiIBMINEHHs piBHS JyXKHOI (ocdaTasn, MiJBUIICHHS pIBHS CHpPOBAaTKOBOI
KpeaTHHKiHAa34 (uB. po3zin « OCOGIHBOCTI 3aCTOCY BAHHSY).

[Ipy mpuiioMi CTAaTWHIB, BKIOYaloud Basunin®, MOBIAOMISIM IIPO mineumenHs HbAlc Ta piBHIB

TJIIIOKO3H CHPOBAaTKH B cTaHi HaTLIEC.
Yarompreno 3 matapianamu o/
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Bymn DOBiTOMIIEHHS TIpO MOpYINeHHs KOTHiTHBHO! (yHKIil (HampuKiIaja, BTpara mam’sTi,
320y IbKYBATICTE, TTOPYIIEHHS MaM’4Ti, CILTyTAHICTh CBiJIOMOCTI), TOB’43aHi i3 3aCTOCYBAaHH;IM CTaTHHIB,
BIJTIOUAIOYH CHMBACTATHH. Y LiJIOMY BHNAAKH OyliM HECEPHO3HMMH T2 OOOPOTHUMH MHicCHIsl IPUIIUHEHHS
IpUHOMY CTATHHY; Yac JIO MOYaTKy IOSBH CHMITOMIB (BiZl OMHOTO JHSA IO KLTbKOX POKIiB) Ta 3HUKHCHHS
CHMITTOMIB (y cepeMHbOMY 3 THXHi) OyB pI3HHM.

Jomatkosi nobiuni edexry, sKi criocTepiranmcs michs IpUHoMy ASsKHX CTaTHHIB:

- MOpYUIEHHS CHY, Y TOMY UMCIi O€3COHHS Ta HiUHI XKaxH;

- craTeBa qUCHYHKIIIS;

- HyKpoBHH miabeT: 9acTOTa 3aleXHUTh BiJl HASBHOCTI/BIACYTHOCTI (axTOpiB pPH3HKY (PiBEHB
rmoko3d Hatme > 5,6 mmons/n, IMT >30 kr/mM?, miBummeHuil piBeHb TPUITHLEPHIIB,
apTepiaNbHa rinepreHsis B aHaMHE3]).

Jitu Ta mijuritku (Bikom 10—17 pokis)

V mponeci 48-THXHEBOTO JOCTIDKEHHS 3a YYacTIO JiTell Ta MiIMITKIB (XIOMYUMKH BikoBoi1 craxii 11 3a
TamHepoM i crapiie Ta JiBYara, B AKMX IPUHAWMHI OJMH PiK HasBHHH MEHCTPYaNbHHH MUKI) BIKOM
10-17 pokiB 3 TIeTepO3HIOTHOK ciMmeliHow rinmeprimifiemielo (n=175) mnpodins Oeszneku Ta
HEPEHOCHMOCTI Yy WAIi€HTIB, fKi NpHMMalM CHMBAcCTATHH, OyB 3arajioM MNOMIOHME JO Takoro y
naimieHTiB, gki npuiiManu Tuiane6o. Jlororpusanmii BIUIMB Ha (i3uunui, po3ymoBui Ta crateBUi
PO3BHTOK HeBimoMumii. Hemae OCTAaTHBOT KiBKOCTI JAHUX MICJIA OJHOTO POKY JiKyBaHHS (JIAB. PO3ALIA
«OcobmuBocti 3acTocyBanHsa» Ta «Croci6 3acTOCyBaHHS Ta JIO3H»).

[ToBiioMiIeHHS TIPO Mijio3pioBani nobiyni peakiii

Tosigomnenns npo noGidni peaxmii micis peectpawil TikapchKoro 3aco0y Mae BaxUuBe 3HaueHHs. Lle
Ja€ 3MOTYy MPOBOJUTH MOHITOPHHT CITiBBiJHOINEHHS KOPHCTH/PH3HK IIPH 3aCTOCYBaHHi IBOTO
nikapcekoro 3aco0y. MeauunuM Ta (apManeBTHYHHM IpaliBHAKaM, a TaKOX namieHTaM abo ix
3aKOHHHM IIPEICTABHHKAM CJIiJ IIOBiIOMIISTH MPO yCi BHIAAKH II03PIOBAHMX ITOOIYHMX peakiid Ta
BiZICYTHOCTi e(eKTHBHOCTI JKapchKoro 3acofy dyepe3 ABTOMAaTH30BaHy iHQoOpMamiiiHy cuctemy 3
bapmakoHarsay 3a mocunasHsaM: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi.
3 poxu.

YmoBu 30epiranss.
36epiraTe B opuriHaIbHIA yakoBil npu remneparypi He Bume 30 °C.
36epirarta y HeIOCTYIHOMY JJISL HiTeH MiCIIi.

YnaxoBka.

Ta6nerkn no 10 mr: o 7 TabneTok y 6micTepi, mo 2 abo 1o 4 GnicTep y KapTOHHiH KOpoOi.

Tabnerku no 20 Mr: mo 7 tabiaeTok y 6micTepi, mo 2 a6o mo 4, abo mo 12 GmicTepis y KapTOHHiH
KOpoOIIi.

Kareropis Binmycky. 3a penentom.

Bupob6unk.
KPKA, z.x., HoBo Mecto, Ciosenis/ KRKA, d.d., Novo mesto, Slovenia.

MicuesHaxo/KeHHs BUPOOHMKA Ta ajpeca Micusi NPOBAKeHHS Horo AisIbHOCTL
IIImap’emka necta 6, 8501 HoBo Mecto, CrnoBenis/ Smarjeska cesta 6, 8501 Novo mesto, Slovenia.

JlaTa 0cTaHHLOTO IeperJaaxy. "/ / /0/ , m{ﬁ @
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