IHCTPYKIIIA
IJIsI MEJUYHOT 0 3aCTOCYBaHHS JIiIKapChKOI'0 3aC00y
BA30OCTAT-310POB’'A

(VASOSTAT-ZDOROVYE)

Cknao:

ditoya pevosuHa: simvastatin;

1 Tabnetka micTuTth cuMBactatuy 10 mr a6o 20 mr, a6o 40 mr;
0ONOMIJCHI PEUOBUHU:

no3yBauHs 10 mMr abo 20 mr: Oytunrigpokcianizon (E 320); kucnora ackopOiHOBa; KMCIOTa IMMOHHA,
MOHOTIIpaT; IeJlakTo3a (CyMilll JaKT034, MOHOTipaTy, Ta 1[eJlf0JI03U MOPOIIKOMIOAiOHOI (75:25));
KPEMHiI0 TiOKCH[ KONOigHUM 0e3BOMHUM; KPOXMallb KapTOIJISHUM; MarHilo cTeapaT; TimpoMesnno3a;
KaHOypuH (CpiOHM 6IUCK), 1[0 MiCTUTh aTIOMOCHITIKAT Kaito, TuTany miokcup (E 171); 6apBHUK
«Cermicniepc cyxu# K0oBTUY R», 1110 MiCTUTH rinpoMesniosy, 1eoj103y MiKpOKpUCTalIiuny, pubodnaBin
(E 101); nonietunenrmnikonb 4000; tutany miokcup (E 171);

mo3yBauHs 40 mr: 6yTunrigpokcianizon (E 320); kucnoTra ackopOiHOBa; KUCTIOTa TUMOHHA,
MOHOTIApaT; 1aKT03a, MOHOTiApAaT; MarHiio cTeapaT; TiIPOMEN03a; I[e/I0I03a MIKPOKPUCTalidHa;
KOIIOBiIOH; HaTPil0 KpocKapMesio3a; KaHTypuH (CpiOHMM 6/IKCK), 1110 MiCTUTh aTlOMOCHUIIIKAT KaJIilo,
tuTaHy miokcup (E 171); 6apBruK «Cemicmepc cyxuid xK0BTUM R», 110 MiCTUTH TiTpoMesnosy,
11eJ1I01103y MiKpokpucTaniuny, pudodnasin (E 101); nomietunenrnikonb 4000; tutany miokcup (E
171).

JIikapcbka ¢opma. TabmeTKH, BKPUTI IIiBKOBOIO 000JI0HKOIO.

OcHogHi ¢i3uko-ximiyHi 81acmueocmi: TabneTKY, BKPUTI IJIiIBKOBOIO 0060JI0HKOI0, KPYT10i hopMu 3
[BOOIIYKJIOKO ITIOBEPXHEIO Bifl CBITJI0-KOBTOT'0 [0 KOBTOT'0 KOJILODY.

®apMmakoTepaneBTHYHA rpymna. [Hriditopu I'MI-KoA-penykTa3u. Kog ATX C10A AO01.

dapmakono2iuHi e1acmueocmi.
®apmakoduHamika.

[licns npuiioMy BHYTPILIHBO CUMBACTATHH, 110 € HEAaKTUBHUM JIaKTOHOM, TiIPOJIi3y€E€ThCS B IE€YiHII 3
YTBOPEHHSIM BifiMOBiAHOTO GeTa-TifpOKCUKKUCIOTHOTO MTOXiAHOT0, 1[0 Ma€E BUCOKY iHTiOy0uy
akTuBHICTH moao 'MI'-KoA-penykTasu (3-Tigpokcu-3-MmeTunrinioTapui-KoA-pegykrasu) - GepMeHTy,



1110 KaTanisye nepetBopeHHss MI-KoA B MeBajlOHAT, TOYaTKOBY Ta HaubiIbII 3HAYYIY CTaAil0
6iocuHTE3Y X0NIeCTepuHy. [10BeIeHO, 1110 CUMBACTAaTHH 3HUKY€E HOPMaIbHUM Ta MigBUIIEHUN PiBeHb
X0JIECTEPUHY JIMOMPOTEIHIB HU3bKOI ITinbHOCTI (XC JIITHIL). JITTHII] yTBOPIOETHCS 3 NMIMOMPOTEIHY
nyke HU3bKOI minbHOCTI (JITITHII]) Ta KaTabomi3yeTbCs TOJIOBHUM YHHOM PEIENTOPaMM 3 BUCOKOIO
criopigaenictio 3 JITTHII. Mexaniam JIITHII-3H1KyBansHOro epeKTy CHMBaCTaTUHY MOXKe
CKJIaflaTHCh K 3i 3HMKeHHs KoHIeHTpalil XC JITIOHII, Tak i 3i ctumynsuii peuenTopis JIITHIII, 1o
IPU3BONUTH OO 3MEHIIEHOT0 IPOAYKyBaHHS Ta 30inbineHoro KatabomniaMy xonectepuny JITTHIII.
PiBenb anomnminonpoTreiny B TakoX 3HaYHO 3HUXKYETHCS ITiJ] YaC 3aCTOCYBaHHS CUMBacCTaTUHY. Kpim
TOT0, CUMBacTaTUH 1nmoMiTHO 36inmbirye XC JITIBII] Ta 3HUKY€E PiBeHb TPUTIiNEPUAIB y ma3mi. B
pe3ybTaTi IUX 3MiH 3MEHIIYEThCS CHiBBigHOIIEHHA 3aranbHoro XC po XC JIIIBIL ta XC JITIHII o
XC JITIBII.

dapmMaxkoKiHemuxka.

CuMBacTaTUH € HEAaKTUBHUM JIAKTOHOM, III0 JIETKO TigpOJIi3yeThCsI, TePETBOPIOIOYUCE in Vivo y GeTa-
TiAPOKCUKUCIOTY, OTyKHUH iHTi6iTOp [MI-K0A-penykTa3u. I'inponi3 BinOyBaeTLCS, TOOBHUM
YWHOM, y IeYiHli; IBUAKICTE TiAPOIi3y y IJIa3Mi KPOBI JIIOAUHY OyKe MaJla.

dapmMakOKiHETUYHI BJIaCTUBOCTI OLIHIOBAJIKCSA 3 y4acTio fopocinux. PapMakOKiHETUYHI [IaHi 100
niTel i miAiTKiB BiACYTHI.

Abcopbuis. Y mioguHY CUMBACTaTUH J00pe BCMOKTYETHCS T IPOXOOUTh €KCTEHCUBHUY TEPBUHHUN
Ne4iHKOBUY MeTa0o1i3M. BupinieHHs B MeYiHKY 3a/Ie3KUTh Bifl KDOBOTOKY B mediHIi. [TediHKa €
TIEPBUHHUM IIEHTPOM Aii akTUBHOI popmu. Byso BUSBIEHO, 110 HAAXOOKEHHS 6eTa-TiIPOKCUKUCIIOTH
10 CHCTEMHOTO KPOBOOOITry micist mepopaibHOi f03K CUMBACTaTUHY CTAHOBUTDL MeHIIe 5 % M03H.
MaxkcuMasnbHa KOHIIEHTPAllisl akKTUBHUX iHTIOITOPIB Y mIa3Mi JocsAraeThCs IPUOIU3HO Yepes

1-2 ropuHM micns npuiioMy cuMBacTaTAHY. CyIyTHE BXKUBaHHS 1Ki He BIIMBA€E Ha abcopOIriio.
dapmakoKiHeTHKa OTHOPa30Boi Ta 6araTopa3oBoi 403 CHMBACTaTUHY IIPOAEMOHCTPYBaa, 10 He
BimOyBa€eThCS HIIKOT0 HAaKONIMYEHHS JIiKapChKOro 3aco0y micyisg 6araTopa3oBoro 3aCTOCYBaHHS.

Po3no0din. 3B’si3yBaHHS CUMBACTaTHHY Ta HOTO aKTHBHOT'0 MeTaboJIiTy 3 OijlkaMu Ijla3MU CTaHOBUTD
> 95 %.

BueedenHs. CumBacTtatu € cyoctpatoM CYP3A4 (mnuB. po3pinu «I[IpoTunokasanHs» Ta «B3aemogis 3
iHIIMMHU NTiKapCbKUMM 3aco0aMu Ta iHII BUOM B3aeEMopii»). Halbinbmumu MeTabomiTaMu
CUMBACTaTUHY, IIPECTaBIEeHUMHY y IIa3Mi IIOAuHY, € OeTa-TifpPOKCUKUCIIOTa Ta YOTUPH [O0JATKOBI
aKTHBHI MeTaboitu. [Ticyisg BBeIeHHS JIIOOUHI TepopasbHOI 103U PafdioaKTUBHOTO CUMBACTAaTHHY 3a
96 romuH 60 % MiueHOTro mpemnapary 0yio BusBiaeHo ¥ dhekanisix i 13 % - y ceui. BusiBneHa y
dbexkarisax KimbKiCcTh MpeACcTaBise eKBiBaleHTHUYN abcopOoBaHu TiKapChKUi 3acib, 110 BUMINISETHCS 3
JKOBYIO, & TaKOXK HeabcopOoBaHU JTiKapchkui 3acib. [licig BHYTPIITHEOBEHHO] iH'€K1Iii MeTabOoJIiTy
6eTa-TiTPOKCUKUCIIOTH HOT0 mepiof HaliBBUBEIEHHS CTAHOBUTH V¥ cepenHboMy 1,9 rogunu. ¥ dopmi
inribiTopiB i3 ceuero BUBOOUTHLCS B cepemHboMy Tinbku 0,3 % mo3u.

CuMBacTaTUHOBA KUCJIOTA aKTUBHO 3aXOIIIOETLCS FeNaTOUTaMHU 3a SOIIOMOI00 IIePEHOCHUKA
OATP1BI1.

CuMBacCTaTHH € CY6CTpaTOM e(I)J'IIOKCHOI"O IIepeHOCHUKa 6inka peBI/ICTeHTHOCTi paKky MOJIOYHOI 3aJ1031
(BCRP).

Ocob.uei epynu nayieHmis.

ITonimopgpiam SLCO1BI1.



Y Hociis anens c.521T>C rena SLCO1B1 cnocTepiraetbcs 3MeHIeHa akTuBHICTE 6inka OATP1B1.
CepepnHs IJIOIIA I KPUBOI «KOHIIEHTPaIlis - 4ac» (AUC) To/10BHOT'0 aKTUBHOTO MeTabO0IiTY -
CHMBACTaTUHOBOI KUCIOTH - CTaHOBUTH 120 % - y retepo3urotHux HociiB (CT) aneni Ci 221 %y
romo3uroTHux HociiB (CC) mopiBHSHO 3 MallieHTaMu 3 HaunowmupeHimuM regotunom (TT). Anens Cy
TIIalliEHTiB €BPOIEOIgHOI pacy 3yCcTpidyaeThes 3 4acToToio 18 %. Y marienTiB i3 momiMmopdizmom rena
SLCO1B1 icHye pu3uK HigBUIIEHOI €KCIO3HUIlii CHMBAaCTaTHHOBOI KMCJIOTH, 1[0 MOXKe 30iJbIIyBaTH
PHU3UK PO3BUTKY pabmomionidy (auB. po3min «OcoONIMBOCTI 3aCTOCYBaHHSA»).

KrinigHi xapaKTepHCTHKH.

IToxka3auns.

linepxonecTepuHeMis

JIikyBaHHS MePBUHHOI TinepxosiecTeprHeMil a0o 3MiltaHo1 AUCTimigeMii SK JOIOBHEHHS [0 Hi€TH,
KOJIY BifTIOBib Ha Mi€Ty Ta iHII HeMeOWKaMeHTO3Hi 3aco0u TiKyBaHHS (Hanmpukiaf, GpisudHi Bopasu,
3HUZKEHHS MAcCH Tijla) HeJOCTaTHS.

JIikyBaHHSI TOMO3UTOTHOI CIMEHMHOI TinepxojieCTepuHeMil K JOIOBHEHHS [0 OIETH Ta iHILIOTO
Tinigo3HMKYBaIbHOTO JTiIKyBaHHS (Hanpukiiaf, abepesy JinifiB HU3bKOI MiTbHOCTI) abo SKIIO Taki
METO[H JIIKyBaHHS He € IPUUHATHUMU.

Cepl1ieBo-cyouHHA IPodilakTUKa

3HUKEHHS CeplieBO-CYAUHHOI CMEPTHOCTI Ta 3aXBOPIOBAHOCTI y NAIli€HTIB 3 IBHOIO
aTepOoCKJIEPOTUYHOI0 CEPIIEBO-CYIMHHOI0 XBOPOOO0I0 ab0 IyKpPOBUM AiabeToM 3 HOpMa/IbHUM abo
IiABUIIEHUM PiBHEM X0JIECTEPHUHY, SIK IOAATKOBa Tepallis [ KOpeKIlil iHmuxX (paKTopiB pU3UKY Ta
[0 iHII0l KapAioMpPOTEKTUBHOI Teparmii (auB. po3ain «®apMakoioriyHi BIaCTUBOCTI.
dapmakoguHaMiKa»).

IIpomunoka3saHnus.

e ['inepuyTnuBicTh MO CHMBACTATHHY a60 [0 Oyab-sIKOi CKIIagoBOi IIpermapary.

» 3axBOpIOBaHHA IEeYiHKM B aKTHBHIN (a3i abo He3po3yMine Ta CTiliKe migBuUIeHHS PiBHIB
TpaHCaMiHa3 CUPOBATKHU.

e CymyTHilt npuiioM notyxkHuux iHridiTopis CYP3A4 (mpemnaparis, 1o 36inpuryiors AUC
npubnu3HOo y 5 pasis abo GinbIlle), TaKUX K iTpaKOHA30J, KETOKOHA30J1, I0CaKOHAa3071,
BOPUKOHA3071, iHribiTopu BlJI-nmpoTea3u (Hanpukiaf, HendiHasip), 6o1enpesip, Tenanpesip,
E€PUTPOMIIINH, KJIIaPUTPOMILIMH, TeTITPOMiIuH Ta Heda30moH, i TikapchKux 3aco0iB, sIKi MiCTITh
KoOirucTaT (OuB. po3minu «B3aeMopmis 3 iHIMMMH JTiKapChbKUMK 3aC00aMM Ta iHIII BUOK
B3aeMofii» Ta «OCoBIUBOCTI 3aCTOCYBaHHSI»).

e CymyTHill npuiioM reM¢piopo3uny, IUKI0CIOPUHY abo maHa301y (OuB. po3minu «B3aeMofis 3
iHImMUMY TiKapchKUMU 3acobaMu Ta iHII BUAM B3aeMOAi» Ta «OcoOIMBOCTI 3aCTOCYBaHHS»).

¢ V pa3si roMO3Ur0THOI CiMENHOI TinepxoJiecCTeprHEMil allieHTaM, SKi OTPUMYIOTh JIOMiTallig,
CHMBACTATHH Yy fo3ax 6inpine 40 Mr mpoTUIIOKa3aHo (OuB. po3minu «B3aemois 3 iHIIUMu
nMiKapCbKUMU 3aco0aMu Ta iHII BUAU B3aeMOfin», «Oco0IMBOCTI 3acToCyBaHHS» Ta «Cocio
3aCTOCYBaHHS Ta JO3W»).



B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

IexinbKa MexaHi3MiB fiii 1iKapchKoro 3aco0y MOXKYTh CIPUSTH IOTEHILINHIN B3aeMofii 3 iHTiGiTopaMu
I'MT-KoA-penykrasu. JlikapcbKi 3acobu Ta mpernapaTy POCIMHHOTO IIOXOOXKEHHS, SIKi TaTbMyOTh
nesiki mil hepmenTiB (Hanmpuknan, CYP3A4) Ta/a6o TpaHcnopTepa (Hanpukian, OATP1B), MoXyTb
30iNBIIUTY KOHILIEHTPAI[il0 CMMBaCTaTUHY Ta CUMBACTAaTHHOBOI KHMCJIOTH B IIJIa3Mi Ta IIPU3BECTH [0
IiABUINIEHHS PU3UKY MiomaTil/pabmoMionisy.

3BEepHITLCA [0 IHCTPYKIIil AJIT MEIUYHOT0 3aCTOCYBAHHS Ha BCi OTHOYACHO BUKOPUCTOBYBaHI
mpenaparTy IOJIsg OTPUMaHHS OOJaTKOBOI iH(popMallii mpo iX MOTeHIINHY B3aEMOIiI0 i3 CUMBAaCTaTUHOM
Ta/ab0 MOXKIUBICTb 3MiH, SIKi MOXKYTh BinOyBaTucs 3 hepMeHTaMu ab0 TPAaHCIIOPTEPAMHU, Ta MOXKJ/IHBE
KOPUT'YBaHHS 03U i peXKUMIB 3aCTOCYBaHHS.

IcHYIOTh maHi B3a€MOfIil TiTbKU Y TOPOCTIUX.

dapmakoOuHamiyHa 83aemoois

B3aemo0ii 3 1ini003HUNCYBANbHUMU AIKAPCbKUMU 3aCOOaMu, AKi npu nputioMi OKpemo MoHicymb
cnpuyuHumu mMionamiro. Pu3uk miomnartii, BKtoyarouu pabmomiosnis, 3pocTae mpu 0HHOYAaCHOMY
BBeIeHHi 3 pibpaTtamu. Kpim Toro, cnocrepiraerbcsi hapMakoKiHeTHUYHa B3aEMOIS 3 reMdpibpo3unom,
110 TPU3BOAUTD [0 30iNbIIeHHS PiBHIB CUMBACTaTUHY B IIJIa3Mi KPOBi (OUB. Iigpo3min
«PapMaKoOKiHeTHYHA B3aEMOisT» HUKYe Ta po3minu «ITpoTunmoka3anHsa» Ta «OcoOIUBOCTI
3acTtocyBaHHS»). [llogo koMmbiHallii cuMBacTaTUHY i peHOdiOpaTy, TO HEMae MiATBEPAXKEHD TOTO, III0
PU3UK MiolaTil IepeBUIlye CyMy iHAUBiAyaTbHUX PU3UKIB KOXKHOTO penapaTy. CTOCOBHO iHIMX
¢bibpariB amekBaTHi faHi papMakoHarIany i GapMakKOKiHETUUHUX JOCIiAXKEHD BiICYTHi.

[HOmi BUMagKu Miomatii/pabmoMioni3y acouiroBanucs i3 CynmyTHIM IPHXOMOM CUMBACTaTUHY 3
ninigomomudikyrouumu go3amu (= 1 r/moby) HiamuHy (DuB. po3min «OcoOIUBOCTI 3aCTOCYBAHHSI»).

dapmakoKiHemu4yHa 83aemo0is

PexomeHpatii 1ogo omHOYaCHOTO 3aCTOCYBaHHS JTiKapChKUX 3ac00iB, 10 B3aEMOIIOTS i3
CHMBACTATHHOM, y3arajJbHeHO B Tabnulli HuXK4Ye (IUB. TAKOXK Po3minu «[IpoTUIIOKA3aHHSI»,
«0Oco6muBOCTi 3acToCyBaHHS» Ta «CIoci0 3aCTOCYBaHHS Ta JO3MU»).

B3aemoqist 3 iHIIUMY TiKapPChKUMU 3aco0aMu, IO aCOIIOETHCS 3 MiIBUIEHUM PU3UKOM
Mmionarii/pabromionisy

[TpenapaTu B3aeMoqmil BinmoBimHi pekoMeHarril

[MTotyxHi inribitopu CYP3A4, Hanpukian [TpoTunokasaHi pu NPUKAOMi CUMBaCTaTUHY
iTpakKoHa30JI, KETOKOHA30JI, I0CAaKOHAa30J1,

BOPUKOHA30JI, EPUTPOMIIMH, KIIAPUTPOMILIUH,

TeJniTpoMinuH, iHriditopu BlJI-mpoTea3u

(Hanpuknag, HendiHaip), 6o1enpesip,

Tenamnpesip, Heda3omoH, KoOiIucTar,

ITUKJIOCIIOPYUH, HaHa30J, reM(pidbpo3un

[ami ¢ibpaTu (3a BUHATKOM (peHodibpaTy) He nepesuinyBatu 10 Mr cuMBacTaTHHY Ha
no0y

®y3uamHOBa KMCI0Ta He peKoMeHOYy€eThCS i3 CUMBACTaTUHOM

Hiauus (HikoTrHOBa KucnoTa) (= 1 r/moby) He pexoMeHOyeThECA IpU3HAYaATHA Pa3oM i3

CUMBAaCTaTHMHOM IIalliEHTaM a3iliCbKOTr0
ITOXOOXKEHHSA



AMionapoH, aMIOfuIiH, BepanaMis, aunTtiazeM, He nepesumiysatu 20 Mr cuiMBaCTaTHHY Ha

enbacsip, rpa3omnpesip no0y

JlomiTamin IMamienTtam i3 I'oCI' cumMBacTaTuH
IpU3HavaloTh y 7031 He Buire 40 MT Ha 100y

[MTan6ouukmni6 OpHOYacHe 3aCTOCYBaHHS He
PEKOMEHAYEThCS

Pubonuxkmi6o Crip yHMKaTH OJHOYACHOI'0 3aCTOCYBaHHS

['perndpyToBuii Cik [Tpu mpuiioMi cCuMBaCTaTUHY YHUKATH

BXKMBaHHS IPEUTIHPYTOBOTO COKY

Bnaue iHwux aikapcvkux 3acobis Ha cuMeacmamuH

B3aemoodia 3 ineibimopamu CYP3A4. CuMmBacTaTuH - 1ie cybctpat uutoxpomy P450 3A4. TToTyxHi
inri6itopu muToxpomy P450 3A4 36inbIny0Th PU3UK MiomaTil Ta pabmoMioni3y BHACTITOK MigBUIIEHHS
inribyrouoi aktuBHOCTI oo 'MI'-KoA-penyKkTa3u B Iyla3Mi KPOBi Iifl Yac Teparii ciMBacTaTHHOM.
o Takux iHTiGiTOPIB HalexXaTh iTPAaKOHa30JI, KETOKOHA30JI, I0CAaKOHa30JI, BOPUKOHA3071,
€PUTPOMIINH, KJIaPUTPOMILIMH, TeliTpoMiluH, inribitopu BlJI-npoTea3u (Hanpukiap, HendiHasip),
Oorernpesip, Tenanpesip, Heda3o0moH Ta TiKapCchKi 3acobu, 110 MicTaTh KobinucTaTt. CynyTHIN IpUioM
iTpakoHa30J1y TPU3BOAUB IO MigBUINEeHHS Oinbie HiXK y 10 pa3iB eKCIIo3ullii ciMBacTaTUHOBOI
KHMCJIOTH (AKTHBHOT'0 MeTaboriTy 6eTa-rinpokcukucnaotu). TemiTpominuH npu3BiB no 11-pa3oBoro
MigBUIIIEHHS €KCIIO3UIlil CMMBACTaTUHOBOI KHCIIOTH. KoMOiHalris 3 iTpakoHa30710M, KETOKOHA30JI0M,
II0CaKOHa30JI0M, BOPUKOHAa3010M, iHribiTopamu BlJI-npoTea3u (Hanpuknaz, HeldiHaBipoM),
Oo1enpeBipoM, TelanpeBipoM, epUTPOMIIIMHOM, KITapUTPOMIIITHOM, TeTITPOMIIIMHOM Ta
Heda30q0HOM, a TaKOXK i3 JiKapChKUMHU 3ac0o0aMu, 10 MiCTSITh KOOIMCTAT, MPOTUIIOKA3aHa, SK i
KoMOiHaIlisg 3 remMdpiOpo3uIioM, IUKIIOCIIOPHHOM Ta HaHA30JI0M (OuB. po3min «IIpoTUIIOKa3aHHS»).
fAkmo Tepanito notyxkuuME iHTi0iTopamu CYP3A4 (npenapaTtamy, 1o 36inemryioTs AUC mpuOnu3Ho y
5 pasiB abo 6inbinie) HEMOXKJIMBO BiIMIHUTH, CHIifl MIPU3YIUHUTH TePallil0o CAMBaCTaTUHOM Ta
PO3TISIHYTH BapiaHT 3aCTOCYBaHHS allbTEPHATUBHOTO cTaTUHY. Crim 3 00epexkHicTI0O KOMOiHYBaTH
CHMBACTATHH 3 iHIIMMHU, MeHII noTykHuMHU iHTiOiTopamu CYP3A4: dnykoHazonom, Bepamnaminom abo
munTiazemMoM (muB. po3minu «Ocob6nMuBOCTI 3acToCyBaHH», «CI10Ci0 3aCTOCYBaHHS Ta JO3U»).

@ 1yKoHa30.1. 3pifKa MOBiqOMIISITIM PO BUIAOKK PabmoMioidy, 10 acollitoBalMCs i3 CyIyTHIM
IPUHAOMOM CUMBACTATUHY Ta (GIyKOHA301y (quB. po3min «Oco6IUBOCTI 3aCTOCYBaHHS»).

IuknocnopuH. Pu3uk po3BUTKY MionaTil/pabmoMioni3y 3pocTae pu OENHAHOMY 3aCTOCYBaHHi
IIUKJIOCIIOPUHY i3 CUMBaCTaTUHOM, TOMY 3aCTOCYBaHHS 3 IIUKJIOCIIOPUHOM IIPOTHUIIOKa3aHe (OuB.
po3minu «IIpoTunoka3aHHsa» Ta «OcoONMMBOCTI 3aCTOCYBaHH»). X04a MeXaHi3M [il HETTOBHICTIO
3po3yminuii, O6ysi0 TPogeMOHCTPOBAHO, 110 uKIocnopuH 30insimye AUC inribiTopis
I'MTI'-KoA-penmykTasu. 36inbinennss AUC cuMBacTaTUHY BigOyBa€eThCSI HacaMIlepe[l BHACIITOK
npurHivennss CYP3A4 Ta/a6o 6inka OATP1B1.

[ana3o.. Pu3uk po3BUTKy MionaTil Ta pabgoMionidy 3pocTae IIpy IOEAHAHOMY IIpH3HaY€eHHi
[laHa30Jly 3 CHMBaCTaTUHOM, TOMY 3aCTOCYBaHHS i3 JaHa30JI0M IPOTUIIOKa3aHe (JUB. PO3Ainu
«[IporunokasanHsa» Ta «OCOOMUBOCTI 3aCTOCYBAHHT»).

I'em@ibposus. F'emdibpozun 36inbimye AUC ciMBaCTaTHHOBOI KMCIOTH B 1,9 pa3a, MOKIIKBO,
BHACJIIIOK NMPUTHIYEeHHS IIJIAXY TII0KYPOHi3allii Ta/a6o 6inka OATP1B1 (guB. po3minu
«IIpoTunoka3aHHsI» Ta «OcobIUBOCTI 3acToCcyBaHHS»). CyIyTHE 3aCTOCYyBaHHS 3 reM¢pibpo3unom
IIPOTUIIOKA3aHe.

®y3uduHosa Kucsoma. Pu3uk miomartii, BKTo4ao4u pabaomiosti3, Moxke MigBUIITYBaTUCS IIifl Yac



CYIYTHBOTO IIPHUMOMY CHCTEMHOI Py3UIMHOBOI KUCIIOTH Ta CTAaTHHIB. MexaHi3M TaKoi B3aeMOIil
(bapmakomuHaMmika abo papMakokiHeTHKa, abo o0umBa MexaHi3Mu) HeBimoMul. By moBimoMIeHHs
mpo paboomiosni3 (BKI0Yaouu JeKimbKa JeTalbHUX BUIAKIB) V MALi€HTIB, SIKi IpUAMau 1o
kKoMOiHarito. CynyTHil mpuiioM 11iel KoMmOiHaIlil MoXKe CIPUYUHUTY IiABUIIEHHS KOHIIEHTpallil 060X
IpernapariB y mi1a3Mi KpoBi. AKIo HeoOxiflHe cucTeMaTUYHe JiKyBaHHS Qy3UAMHOBOIO KMCIOTOIO, Ha
11el Yac Tepariio CUMBaCTaTUHOM CJIifi IPUNMHUTH (IUB. po3ain «Oco6IUBOCTI 3aCTOCYBAHHS»).
CynyTHi#t npuiioM 1iel KoMOiHalll MoXke CIPUUYMHUTH MiIBUIIIEHHS KOHIIeHTpallil 000X IpemnapariB y
IIJIa3Mi.

AmiodapoH. Pusuk miomnarii Ta pabmomionisy migBUIMYETHCS Mif Yac CYIyTHHOTO IIPUMOMY
CHMBACTATHHY 3 amiogapoHoM (ouB. po3min «OcoONMMBOCTI 3aCTOCYBaHHS»). Y Ipoleci KIiHiYHOT0
OOCIIIAXKEHHS IIPO MioaTiio oBigoMuiu 6 % malieHTiB, AKi IpUuMMad CUMBacCTaTUH Y f03i 80 Mr Ta
amiomapoH. ToMy m03a CHMBacCTaTUHY He ITOBUHHA IepeBulyBaTu 20 Mr Ha [00y [7Ig HallieHTiB, SKi
IpUUMAalOTh 1el IpenapaT CyyTHbO 3 aMiofapOHOM.

Baokamopu Kaavuiesux KaHais.

* Bepanamia. Pu3uk Mmiomnartii Ta pabmomioni3y migBULTYETHCS i YaC CYIyTHHOT'O MIPUOMY
Bepanaminy 3 cumBacTaTiHoM 40 mMr abo 80 Mr (muB. po3ain «Ocob6NIUBOCTI 3aCTOCYBaHHA»). ¥
npotieci papMaKOKiHETUUHOTO JOCTiIKEeHHS CYNyTHil IPUKOM i3 BepamnaMiioM pu3BiB [0
2,3-kpatHoro 30inpmenHss AUC cuMBacTaTUHOBOI KUCJIOTH, HacaMIlepes BHACIINOK IPUTHIYeHHS
CYP3A4. Tomy mo3a CHMBacTaTUHY He ITOBUHHA NepeButiyBatu 20 Mr Ha fo0y AJIg HallieHTiB, sSKi
IIPUMMAIOTh L[eH IIpemnapaT CYIIYyTHRO 3 BepamnaMiioM.

* [Tunmiazem. Pu3uk mionarii Ta paGmoMioni3y migBUINYETHCS il Yac CYyIyTHbOTO IPUAOMY
muntiazemy i3 cumBactatuoM 80 Mr (OuB. po3min «OcoO0MMBOCTI 3aCTOCYBaHHA»). Y mpolieci
(hapMakKOKiHETUYHOI0 JOCTIAKEHHS CYIyTHIM IPUIOM 3 AUITia3eMOM IIPU3BiB A0 2,7-KpaTHOTO
nigsuieHHs AUC cuMBacTaTUHOBOI KMCJIOTH, HacaMmIiepen BHacHifok npurHideHHs CYP3A4. Tomy
I03a CHMBACTAaTUHY He ITOBUHHA nepeBulllyBatu 20 MT Ha qo0y [JIs MAIlieHTiB, SKi MPUAMAIOTh Liel
mpernapaT CYIyTHBO 3 AUITia3eMOM.

* AMao0uniH. T1atienTy, sIKi IpUMaTh aMJIOOUITIH CYIIYTHBO i3 CUMBACTaTUHOM, MalOTh
IiABUIIEHNY PU3UK PO3BUTKY MiomaTil. Y mpoueci ¢papMaKOKiHETUYHOTO JOCTIKEHHS CyIyTHIN
IPUHOM 3 aMJIOTUITIHOM ITPU3BiB 00 1,6-KpaTHOrO0 306inbiieHHsT AUC cUMMBACTaTHHOBOI KUCITOTH. ToMy
[03a CUMBACTaTHHY He MTOBUHHA NepeBuilyBaty 20 Mr Ha 0o0y OJIs MallieHTiB, AKi MIPpUUMAIOTh el
mpenapar CyIyTHBO 3 aMJIOOUITIHOM.

Jlomimanid. Pu3uk miomnarii Ta pabnoMionizy migBUINYETHCS IPU OJHOYACHOMY 3aCTOCYBaHHI
JIOMiTaIlifly Ta CUMBACcTaTHAHY (OuB. po3minu «Ocob6IuBOCTI 3acTOCyBaHHSI», «[IpOTUIIOKa3aHHSI» Ta
«Cmocib 3acTocyBaHHs Ta mo3u»). OTxke, oys narienTis 3 ['oCI' mpu omHOYaCHOMY 3aCTOCYBaHHI 3
JIOMiTaIligoM J03a CMMBACTATHHY He IMMOBUHHA mepeBuiyBaTt 40 Mr Ha m006y.

ITomipHi iHeibimopu CYP3A4. TlamieHTH, sIKi MpUAMar0Th iHII JIiKapchKi 3ac00H, 1110 MalOTh MTOMipHUN
inribyrouuit Brnus Ha CYP3A4, cynyTHRO i3 CUMBaCTaTUHOM, 0COOIMBO 3 BUILIUMU 103aMU
CHMBACTaTHHY, MalOTh ITiIBUILIEHUH PU3UK MOSBU MiomaTii (muB. po3min «OcobmuBoCTi
3aCTOCYBaHHS»).

IH2i6bimopu 6inka-nepeHocHuka OATP1B1. CuMBacTaTUHOBA KUCJIOTa € CyOCTpaTOM
6inka-nepenocurka OATP1B1. CymyTHe 3acTOCyBaHHS JTiKapChKUX 3ac00iB, SKi BimoMmi sk iHTi6iTOPH
6inka-mepenocHuka OATP1B1, Moxe mpu3BOOUTH 0 30iMbIIEHHST KOHIIEHTPAIll CKMBAaCTaTHHOBOI
KHCJIOTH y TIJIa3Mi KPOBIi i [0 MiABUIIEHHS PU3UKY PO3BUTKY MiomaTil (QUB. po3minu
«IIpoTunoka3aHHsI» Ta «OCOOIUBOCTI 3aCTOCYBAHHSI»).



IH2i6imopu 6inka peaucmeHmHocmi paky mMmoa04Hoi 3asn03u (BCRP). OgHoYacHe 3aCTOCYBaHHS 3
inri6iTopamu BCRP (BK/TI0Yar04u JTiKapchKi 3acobu, siKi MicTSTh enbacBip abo rpa3omnpesip) Moxe
IIPHU3BECTH [0 MigBUILIEHHS KOHIIEHTPallil CUMBACTaTUHY B IIJIa3Mi KPOBI i MiABUIIIEHHS PU3UKY
PO3BUTKY MiomarTii (muB. po3minu «OcobIuBOCTI 3acToCyBaHHSI» Ta «Croci6 3aCTOCYBaHHS Ta I03U»).

HiauuH (HikomuHoea xucsioma). PigkicHi Bumagku miomatii/pabmomiostidy acoiitoBanucs i3 CymyTHIM
npuiioMoM JimigoMmonudikyouyux 0o3 (= 1 r/noby) HianuHy (HiIKOTMHOBOI KMCIOTH). Y mpolieci
(dbapMaKOKiHETUYHOTO [IOCIIi[I>KEHHS CYIyTHIN MPHUAOM OJHOPA30BO 2 T HIKOTUHOBOI KUCJIOTH
IIPOJIOHTOBaHOI Ail 3 20 MI cHMBacCTaTUHY NIPX3BiB f0 oMipHOTOo migBuineHHd AUC cuMBacTaTHHY Ta
CHMBaCTaTUHOBOL KMCJIOTH Ta MaKCHMalbHOl KOHIIEHTpalii y mia3wmi kposi (C,,,) CHMBacCTaTUHOBOI
KHCJIOTH.

Cik epeungpyma. Cik rpeundpyTa NpUrHidye akTUBHICTh nuTOoxpoMy P450 3A4. OgHOoUacHe
BXKMBaHHS BEJIMKUX KiJTbKOCTEM COKY rpeindpyra (moxan 1 1 Ha go0y) i cuMBacTaTUHY BUKJIMKAJO
ceMHUKpaTHe 30i/IbIIeHHSI aKTUBHOCTI Tpenaparty. BxkuBauHsS 240 MJI rpedndpyToBOro COKYy 3paHKy i
CHMBaCTaTUHY BBedepi TaK0OXK IIPHU3BOAMIO A0 30inbieHH Ail B 1,9 pasa. ToMy mif 4yac niKyBaHHS
CHMBaCTaTHHOM CJIi[] YHUKaTH BXXKUBAHHS COKY rpeundpyTa.

KoaxiyuH. Bynu noBigoMeHHs po MionaTito Ta paboMiosni3 mpyu CymyTHbOMY IIPUHOMi KONXiLUHY
Ta CUMBaCTaTUHY Yy MalLli€HTIB 3 HUPKOBOIO HEJOCTAaTHICTI0. PEKOMEHYEThCI pPEeTEeNbHUM KITIHIYHUN
MOHITOPHUHT IMAIi€HTIB, SKi MPUAMAIOTh 1110 KOMOiHaIIi0.

PugamniyuH. Ockinbku pudaMIilyH € NoTyKHUM cTuMynaTopoM CYP3A4, y naIfi€HTiB, AKi
IIPOXOMOSATH MOBIOTPUBAITY Tepariio pudaMminrHoM (HalpuKiaz, IPH TiKyBaHHI TyOepKyIbh03y),
MOXKJIMBa BTpaTa e(peKTUBHOCTI CUMBACTaTUHY. Y Mpoleci GpapMaKOKiHETUYHOI O JOCTiAKEeHHS 3a
ydacTio 300poBux noodpoBonbliB AUC cuMBacTaTUHOBOI KUCJIOTH 3MeHIIUacs Ha 93 % mpu
CYIyTHbOMY BBeIeHHi pudaMIminuny.

Bnaue cumeacmamuHy Ha papmakokiHemuky iHwux aikapcbkux 3acobie. CAMBaCTaTHH He Ma€
inribyrodoro BmiuBy Ha uutoxpom P450 3A4, ToMy He OUiKyIOTh, 1[I0 CUMBACTaTUH BIIJIUBaTUME Ha
KOHIIEHTPAIIiI0 B IJTa3Mi KPOBi PeYOBHH, 1110 MeTa00i3yI0ThCs 3a yuacTio uutoxpomy P450 3A4.

ITepopasavHi aHmukoazyaaHmu. Y OBOX KJIiHIYHUX AOCTiAKEHHSX, B ODHOMY 3 SIKWX Opasy y4acThb
3MOPOBi MOGPOBOJIBI, @ B iHIIIOMY - XBOPi 3 rimepxojieCTepUHEMIEI0, CHMBACTAaTHH V 103aX

20-40 mr/moby moMipHO 36inbIyBaB eheKT KyMapUHOBUX aHTUKOATYJISHTIB: MPOTPOMOiHOBUH Yac,
SIKAY BU3HA4alM SK MiKHapogHe HOpMaJli3oBaHe chiBBimHOmeHHs (MHC), 3pocTaB 3 m04aTKOBOTO
3HaueHHsd 1,7 o 1,813 2,6 0o 3,4 y 3mopoBux K0OPOBOJIBLIIB Ta XBOPUX BiANOBiAHO. Y AyXkKe pigKicHUX
BUMAJKaX CIOCTepiranucs migsuilneHi nokasuuku MHC. V xBopux, gKi TiKyHOTbCS KyMapuHOBUMU
aHTUKOATYJISTHTAMH, CJIi[l mepeBipsaTH MTPOTPOMOiIHOBUY Yac nepeq IMoYaTKOM Teparlii CUMBaCTaTUHOM
i mocuTh YacTo - Ha OYaTKYy Teparii, 106 yneBHUTUCH  BiICYTHOCTI 3HAYYIIIO0l 3MiHU LILOTO
noKa3HuKa. [Ticnsa mocsarHeHHs crabinizallii TpoTpoM6iHOBOTO Yacy MOTro MOXKHA MepeBipsaTy yepes
iHTepBaix 4acy, gKi 3a3BU4Yall PeKOMEHAYIOThCS AJIS XBOPUX, IO JIIKYIOThCA KyMapHHOBUMU
aHTHKoAarynsHTamu. [1pu 3miHi mo3u abo mpu BifMiHi CUMBaCTaTHHY 1110 IPOIeAyPy HeoOXimHO
noBTOpHUTH. [lig 9ac Teparii CMMBaCTaTUHOM y IAlli€HTIB, SIKi He MPUUMAIOTh aHTUKOATY/ISHTH, HE
CIIocTepiranocst KpoBoTed abo 3MiHM MPOTPOMOIHOBOTO Yacy.

Oco6 1ueocmi 3acmocyeaHHs1.

YV moomuHOKUX BUIIAAKaX MOBIIOMIISIIOCS, II0 CTAaTUHY iHOAYKYIOTh «de novo» abo 3aroCTpoTh BXe
icuytouy miacTenito rpaBic abo ouHy MiacTeHito (oquB. po3min «IIo6iuHi peakii»). ¥ pasi 3arocTpeHHs



CUMIITOMIB CJIifl IPUTIUHUTY IIPUIOM JTiKapChKOro 3acoby. [ToBimoMIISI0CS PO PelUAUBY IPH
TIOBTOPHOMY 3aCTOCyBaHHi TOI0 caMoro abo iHIIOro CTaTUHY.

Mionamis/pabdomioniz. CumBacTaTuH, 5K i iHmi inriéitopu 'MI-KoA-penyKTasu, MOXe CIPUYNHUTH
MioImarTiio, 10 MPOSIBNISIETLCS Y BUTTIAMI M'130BOTr0 007110, XBOPoO/IMBOCTi abo cabKocCTi Ta
CYTIPOBOMIZKYETHCS 3POCTAHHSIM aKTUBHOCTI KpeaTUHKiHA3U Oi/bIl HiXK y IecsSTh Pa3iB BUIIE BEPXHBOI
Mexi HopMmu (BMH). Miomnatis iHoni HaOyBae dhopmu pabmomionizy 3 abo 6e3 rocTpoi HUPKOBOI
HEeJ0CTaTHOCTi, 00yMOBJIEHO] MioTI00iHypi€to; MyKe PiAKO IOBIIOMIISIN PO JIeTaIbHI BUTTaAKHU.
Pu3uk Mmiomnarii 36i/bIIy€eTHCS BHACTIOK BUCOKO] iHTi0yi0401 aKTuBHOCTI momo ['MI-KoA-penyKTasu y
n1a3Mi KpoBi (IiABUINEHHS PiBHS CUMBACTaTHHY Ta CUMBACTaTMHOBOL KMCJIOTH Y IIJIa3Mi KPOBi), 110
YaCTKOBO MOKe OyTH IOB’si3aHe i3 B3a€MOfIi€lo 3 TiKapChbKUMU 3aco0aMu, 5IKi IepeIIKoXKaloTh
0o0MiHy pe4oBUH Ta/ab0 TPAHCIIOPTY CUMBACTATUHY (OUB. PO3Min «B3aeMopmis 3 iHIMMMY TiKapChKUMU
3aco0aMH Ta iHII BUOU B3a€MOLIN»).

4k i y pasi 3acTocyBanHs iHmuX iHTi6iTOpiB [MI-K0OA-penyKTa3u, pu3uK PO3BUTKY
MiomaTii/pabmoMioni3y 3aexKuTh Bif 03U IpemnaparTy. B 6a3i maHuX KIiHIYHUX OOCTiAXKEHb, V AKUX
41413 nanieHTiB npuiiManu cuMBacTaTuH, 24747 (mpubnusno 60 %) 3 skux Oynu 3anydeHi 1o
OOCIIKEeHb i3 cepemHiM IepioloM CIIoCTepekKeHHs MPUHAWMHI 4 POKM, YaCTOTa IOSBU MiomarTil
craroBuia npubmu3nao 0,03 %, 0,08 % ta 0,61 % BigmoBigHOo mpu mo3ax 20, 40 ta 80 Mr/mo0y. ITig wac
IIUX DOCTiAKEeHb 3a MalliEHTaMU PeTeIbHO CIIoCTepiranu Ta Oyau BUK/IIOUEHi IesKi, OMHOYacHO
BMKOPUCTOBYBAaHI JIiKapChKi 3aco0u, 110 BCTYIalIK y IOTEHIIINHY B3a€MOII0.

Y nporeci KiHIYHOTO AOCTIXKEHHS, B SKOMY IaIli€eHTH 3 iHGapKTOM MioKapha B aHaMHe3i IpuiMaiu
cuMBacTaTuH y no3i 80 mr/moby (cepenHilt mepiof criocTepexXeHHs - 6,7 POKY), 4aCcTOTa Miomarii
craHoBuia npubausHo 1,0 %, nopiBHSHO 3 0,02 % y namieHTis, ki npuiiManu 20 Mr/no0y.
[Tpu6nIM3HO MOJIOBUHA 3 IIUX BUMAMKIB MioIaTil CITOCTEpIiranucs MpoTsATroM MEPIIOro POKY TiKyBaHHS.
YacToTa IOSIBY MiomaTii MpOTSAToM KOXKHOTO HAaCTYIIHOTO POKY JIiKYBaHHS CTAHOBHUJIA MPUOIU3HO

0,1 % (muB. po3minu «®apMaKoIOTiuHi BIacTUBOCTI» Ta «I106iuHi peakirii»).

Pu3uk nosiBu Mionarii GinbiInil y nauieHTiB, ki npuitMaioTh 80 MI CUMBaCTaTUHY, TOPIBHSIHO 3
TAKUM Y NAL€HTIB, SIKi OTPUMYIOTh Tepallilo, 3aCHOBaHy Ha iHIIWX CTaTHHaX 3 MOAiOHO0
eekTuBHICTIO 000 3HUXKEHHS xonectepuny JIITHII. Tomy no3y cumBactatuny 80 Mr moTpibHo
3aCTOCOBYBaTHU TIJIbKY MALl€eHTaM i3 TAXKKOIO TillepXoJieCTepUHEMIE0 Ta 3 MiIBUIIIEHUM PU3UKOM
CepleBO-CYAUHHUX YCKIIafHEHb, SIKi He JOCATNIH e(PeKTy JIiKyBaHHSA HUKUYUMU [03aMU, Ta KOIU
OYIKY€ETHCS, 1110 KOPUCTD NlepeBakaTuMe MOTEeHLiHI pu3uKHU. [ Mali€HTiB, IKi IpUNMalTh
cuMBacTaTuH 80 Mr i SKMM He0oOXiqHO OHHOYACHO 3aCTOCOBYBATH JIIKAPCHKUM 3acib, 110 MoxkKe
TIOTEHIINHO B3aEMOMISATH, CITiT] 3aCTOCOBYBATU HUKYY N03y CUMBACTATHHY a00 albTepHAaTUBHUMN
CTATHH 3 MEHIIKUM IOTEHITiaJIOM B3aEMOII 3 iHIIMMH JTiIKapChKUMHU 3aco0aMu (OUB. HUXKYE «3aX0Ou
[JIs1 3HUKEHHS PU3UKY MOSBYU MiolaTil, CHPUYMHEHOI B3aEMOII€I0 3 iHITMMU JTiKapChbKUMUI
3acobamu», «IIpoTunokalanHs», «BlaeMomis 3 iHIMKUMU TiKapChKUMU 3acobaMu Ta iHIII BUOU
B3aeMofii» Ta «Croci0 3aCTOCyBaHHS Ta JO3M»).

Y kniHiYHOMY [OCTigXKEHHi, B IKOMY TalliEHTH 3 BUCOKUM PU3UKOM CEPIIEBO-CYOAUHHUX 3aXBOPIOBAHb
OTPUMYBAJIM CUMBACTATHH y 103i 40 Mr/go0y (MemiaHa mepiomy criocTepexKeHHs CTaHOBHIA 3,9 POKY),
YacTOTa PO3BUTKY Miomartii cranoBuia mpubnusuo 0,05 % y marieHTiB-HekuTan1iB (n=7367)
nopiBHAHO 3 0,24 % y mamieHTiB-KuTauiB (n=5468). He3Baxawyu Ha Te, 110 ¥ LIbOMY KJIIHIYHOMY
IOCTiIKeHH] a3ilicbKa Monynsiisa Oyia mpefcTaBiieHa Juile KUTalllsIMHU, CITif 3 00epeKHICTIO
3aCTOCOBYBaTH CHMBACTaTHH NallieHTaM a3ifiChKOro MOXO[KEHHS i Tpru3HadaTy IM HalMeHIIy 403y .

3HudiceHa gyHkuia biakis-nepeHocHukie. ITpu 3HUKEHiN QyHKIIII TeYiHKOBUX OiKiB-TIEPEHOCHUKIB

OATP mozxke 30i/bIIyBaTUCS CUCTEMHA €KCIIO3HUIlis CHMBAaCTaTUHOBOL KUCJIOTH i MigBUIITYBaTUCS
pU3MK MiomaTil Ta pabgomioni3y. 3HMKEHHS GYHKIII MOXKIMBE K Pe3ysbTarT iHribinii B3aemopirounx



3aco0iB (HampuKiaj, IUKIIOCIIOPUHY) abo y namuieHTis, ski € Hocismu SLCO1B1 (¢.521T>C)
TeHOTHUILY.

Y namnienTiB-HociiB anens reda SLCO1B1 (c.521T>C), u1o xkonye MeH1 akTuBHUM 6imok OATP1B1,
Bi3HAYa€THCS 30ibIIeHa CUCTEMHA €KCITO3UIlis CHMBACTATHHOBOI KUCJIOTH i HiIBUIIEHUHN PU3UK
MionaTil. be3 mpuB’sSI3KK [0 TeHETUYHOTO TECTyBaHHSA PU3UK PO3BUTKY MioOIaTii, OB’sI3aHO1 3
BHCOKMMHU fo3amu (80 MI) cuMBaCTaTUHY, CTaHOBUTE mpubnu3Ho 1 %. Pe3ynmbraTul HOCTiKEHHS
SEARCH noka3syloTh, 110 Yy TOMO3UTOTHUX HOCIIB ajens C (SKux mo3HadaioTs K CC), sSKi mpuiiMaloTh
CMMBacCTaTHH y 103i 80 MTI, pU3UK PO3BUTKY MiolaTil IPOTSITOM POKY CTaHOBUTH 15 %, TOAi SIK PU3UK
y retepo3urotHux HociiB anens C (CT) ctanoButs 1,5 %. BinnmoBigHu# MOKa3HUK PU3UKY V MAIiEHTIB
3 HabinbI po3noBcomxkeHuM reHoTunoM (TT) cranoBuTs 0,3 %. 3a MOXKIUBOCTI, EPII HiK
IIpUu3HavyaTyA CUMBACTaTHH y H03i 80 Mr okpeMuM namieHTaM, CJIif BBaXkKaTy JOLIIbHUM IIPOBENEHHS Y
HUX FeHOTUIIYBAaHHS Ha HasgBHICTH ajiesig C y paMKax OL[iHKHU CIIiBBIJHOIIEHHS KOPUCTD - PU3UK 1
YHUKaTH IpU3HAYEHHS BUCOKUX 03 HOCisAM reHotuny CC. OpHaK BifCyTHICTh IIbOTO T€Ha 3a
pe3ynbTaTaMy F'eHOTUIYBaHHS HE BUKI/TI0YA€ MOXKJIMBOCTI PO3BUTKY MiomaTil y IMX IAIli€HTIB.

BumipweaHHA KpeamuHkiHa3u. PiBeHb KpeaTHHKIHA3Y HE CJIiJ BUMIPIOBATH IiCJIsl €eHepriiHuX
¢bisuyHUX BIpaB ab0 3a HAsIBHOCTI OyAb-KO1 UMOBIpHOI albTepHATUBHOI IPUYNHY MiABUIIIEHHS
KpeaTUHKIHa3¥, OCKINIbKY Ile YCKIagHIOE TlyMayeHHsI HagBHUX 3Ha4eHb. [Ipy 3HaUHOMY MIifBUILEHHI
piBHS KpeaTuHKiHa3u (0inbie HiX 5-KpaTHe mopiBHSHO 3 BMH) ciif mpoBecTu mOBTOPHE
BUMIpIOBaAHHS 4yepe3 5-7 OHIB O HiATBEPOAXKEHHS Pe3yJIbTaTiB.

Ileped snikyBaHHAM. YCix TaLi€HTIB, SIKi IOYMHAIOTh TEPAIil0 CHMBACTAaTHHOM, a TaKOXK ITAI[i€HTIB,
KM Oy10 30i/bIIIEHO 103y CUMBACTATUHY, TOTPIOHO IOTEPEOUTH PO MOKIIUBICTh BUHUKHEHHS
MiormarTii Ta HeoOXigHICTh HeralHOT0 3BEPHEHHS [0 JIiKaps Y pa3i BUHUKHEHHS Oyab-KOT0 M’ S30BOT0
007110 HESICHOT'O XapaKTepy, XBOPOOIUBOCTI y M’s13ax ab0 M’'130Boi cimabkocTi. Crif moTpuMyBaTUCS
00epexkHOCTI 100 MALEHTIB 31 CIPUATIUBUME (HAKTOPAMU PO3BUTKY padmoMionisy. 3 MeTomw
BCTaAHOBJIEHHS BIATIOBIGHOI'0 ITI0YaTKOBOI'0 3HaYE€HHS PiBeHb KpeaTUHKIHA3M CIIi[l BUMIPATHU OO
[I0YaTKYy JIIKyBaHHS y TaKUX CUTyaLlidX:

e JIiTHiH BiK (BiK = 65 POKiB);

e JXXiHOYa CTaTh;

e TIOpYyIIeHHS QYHKII] HUDPOK;

* HEKOHTPOJIbOBAHUY TilIOTUPEO3;

e HasSBHICTH B 0coOUCTOMY ab0 CiMeiiHOMY aHaMHe3i CTIagKOBUX IIOPYIIEHb 3 00Ky M’s3iB;
e HasABHICTh B aHaMHe3i M’30B0i TOKCUYHOCTi, CIPUYMHEHOI cTaTHOM abo ¢dibpaTom;

¢ 3JI0BXKUBAHHS aJIKOTOJIEM.

Y Takux CUTyalisix PU3UK JiKyBaHHS CIIifl pO3TIsAfaTH BiTHOCHO MOXKJIMBOI KOPHCTIi, TAKOXK
PEKOMEHIYEThCS KITiHIYHUY MOHITOPUHT. fKIIO paHile y naiieHTa 6yno mopyiieHHs 3 60Ky M’s3iB
npu nputiomi ¢pibpaTy abo cTaTHHY, NNiKyBaHHS iHIIMM 3ac060M IIOTO KJIacy IOTPiOHO MOYKMHATH 3
obepexHicTio. [Ipy 3HAUHOMY BUXiTHOMY IiiBUILIEHH] PiBHS KpeaTuHKiHa3u (Oinblne HiXK y 5 pa3iB
BMH) nikyBaHHS He CJlif pO3IOYUHATH.

ITi0 yac aikyeaHHA. Ilpu BUHUKHEHHI 007110, c71abKOCTi abo cra3MiB Iif Yac MpuiioMy mali€eHToM
CTaTUHY CJIiT] BUMIpSTH PiBeHb KpeaTUHKIHA3U. AKI0 BUSBIEHO, 110 LieX pPiBeHb, 3a BiICYTHOCTI
cepio3HuX (Pi3MYHKUX HaBaHTaXKeHb, 3HAUHO MifBUIIeHuM (> 5 pasiB BMH), mikyBaHHS crif
IPUMUHUTH. AKII0 CUMITOME 3 6OKY M’sI3iB TSXKKi Ta BUKIUKAIOTh IOAEHHUM IUCKOMGOPT, HaBiTh
SIKIIO PiBeHb KpeaTHHKIHA3U < 5 pa3iB BMH, To MOXHa pO3TIgHYyTA MOXKJIUBICTh IPUNIMHEHHS
JiKyBaHHS. AKIIO MiI03PI0ETHCA MiomaTis 3 OyOb-9KOl iHIIO0l ITPUYUHY, JIIKYBaHHS CIIifl MIPUIAHUTH.
Hyxe pigko mig 9ac abo micis NmiKyBaHHS CTaTUHAMU CIIOCTepiraaucs BUIagKu
iMyHOOTIOCEepeAKOBaHOl HeKpoTu3yoo4ol mMiomnaTil (IOHM), moB’s13aHo1 i3 3aCTOCYyBaHHSAM CTATHUHIB.




IOHM kniHiYHO XapaKTepu3y€eThCS CTiMKO CIa0OKiCTIO MPOKCHMATbHUX M’ 3iB i MigBUIIEHHSIM PiBHS
KpeaTUHKiIHa3MW B CUPOBATLI, SIKi HEe 3HMKAalOTh, He3BaXKal04y Ha MPUIKHEHHS IPUKAOMY CTaTUHIB
(muB. po3min «ITo6iuHi peakirii»).

FAKII0 CUMIITOMY 3HUKJIA Ta PiBeHb KpeaTMHKiIHA3M IIOBEPHYBCS A0 HOPMHU, CIIifi PO3TIAHYTH
TIOBTOPHMII IPUUOM TOTO XK CTAaTUHY ab0 albTePHATUBHOTO CTAaTUHY Y HU3bKiM 003i Ta il peTebHUM
KOHTpOJIeM. Buinuii BifcoOTOK MiomarTii criocTepiraBcs y mallieHTiB, SKUM 30inbinyBanu 103y Ao 80 mr
(muB. po3min «®apmMakosIOriyHi BIaCTUBOCTI»). PeKOMeHI0BaHO IPOBOOUTH IIePiOANYHE BU3HAUEHHS
PiBHSA KpeaTHHKiHa3M, OCKIJIbKY II€ AOMIOMOXKe BUSIBUTH CYOKJIiHiIYHI BUllagKu Miomatii. OmHaK HEMa€e
IOCTOBIpHUX MAHUX IIPO Te, 10 TaKUil MOHITOPUHT 30aTHUYN 3amo6irTé po3BUTKY MiomaTii.

Tepamito cuMBacTaTUHOM MOTPIOHO TUMYACOBO MIPUIIMHUTH 3a KiJTbKa [HIB [0 BEJTUKUX OMEPATUBHUX
BTPYyYaHb, a TAKOXK ITiC/Is MeOUYHUX ab0 XipypriyHuX BTPy4aHb.

3axo0u 0414 3HUMCEHHA PU3UKy PO3BUMKY Mionamii, Cnpu4uHeHoi 83aeMo0ier0 3 iIHWUMU
AiKapcbKumu 3acobamu (makodc dus. po30ia «B3aemoldis 3 iHWUMU AiKAPCbKUMU 3dcobaMu ma iHwii
guou 83aemMoQitl»). Pu3uk po3BUTKY MiomaTii Ta pabmoMiostidy 3HauHO 30iNbLUIYETHCS NPU CYTyTHHOMY
3aCTOCyBaHHI CUMBACTATUHY 3 MOTyKHUMH iHTiOiTopamu CYP3A4, TakuMu SIK iTpakKOHA30171,
KETOKOHA30JI, T0CAKOHAa30JI, BOPUKOHA30JI, EPUTPOMIIIMH, KITaPUTPOMIIIUH, TeIiTPOMIIUH, iHTi6iTOpn
BlJI-nmpoTea3u (Hanpukiaf, HendiHapip), Oouenpesip, Tenamnpesip, Heda30qoH, TiKapCbKUMHU
3acobaMmu, 10 MiCTSTh KOOIIMCTAT, a TAaKOX i3 reM(pidpO3UIoM, TUKIIOCIIOPUHOM Ta JaHa30JI0M.
3acToCcyBaHHS LUX JIiIKapChbKUX 3ac00iB IPOTUIIOKA3aHO (uB. Po3ain «IIpoTumnoka3aHHs»).

Pu3uk po3BuTKy Miomnaril Ta pabgoMioni3y Takoxk 36iIbIIYEThCS IPU CYIYTHBOMY 3aCTOCYBaHHI
aMiomapoHy, aMJIONUIIiHY, BepanaMiny abo ouiTiazeMy 3 IEBHUMHU [103aMU CUMBACTATHHY (OUB.
po3minu «B3aeMopmis 3 iHIMMMH JTiKapChbKUMHK 3aco0aMu Ta iHIIi Bugu B3aemomin» Ta «Crocid
3aCTOCyBaHHS Ta [03W»). PU3KK PO3BUTKY MiomaTil, BK/II0Uai0uu pabmoMioni3, 30ibLUIyeThCS TIpH
CYIIyTHBOMY 3aCTOCYBaHHi Qpy3uONHOBOI KMCIOTH 3i CTaTHHaMU (OUB. po3[in «B3aemofia 3 iHIKUMU
JiKapChKUMH 3acobaMu Ta iHIIi BUOM B3aeMofini»). Y manienTiB 3 ['oCI mpu ogHOYaCHOMY
3aCTOCYBaHHI JIOMiTalliny i CMUMBaCTaTUHY Liell PU3UK 3POCTaE.

TakuM 4MHOM, 3aCTOCYBaHHS CUMBacTaTUHY 3 iHribiropamu CYP3A4, iTpakoHa3010M,
KETOKOHAa30JI0M, II0CaKOHa30JI0M, BOPUKOHa30J10M, iHribiTopamu BIJI-npoTeasu (Hanpukiafg, i3
HedinaBipom), 60IEIIPEBIPOM, TEIAIPEBiPOM, EPUTPOMIITTHOM, KJIaPUTPOMIIIMHOM, TEJIITPOMIIIMHOM,
Heda30q0HOM Ta JIIKapChbKUMHU 3aC00aMH, 110 MiCTSATh KOOIIIUCTAT, MPOTUIIOKA3aHOo (IUB. PO3MIinu
«IIpoTunoka3aHHs» Ta «B3aemoiis 3 iHIIUMY TiKapChbKUMU 3aco0aMu Ta iHII BUOU B3a€EMOMIN»).
Axmo Tepanito notyxxHUME iHTi0iTopamMu CYP3A4 (npenapaTtamy, 1mo 36inenryioTs AUC mpubnmu3Ho y
5 pa3iB abo 6inbllle) HEMOXKIMBO BiIMiHUTH, CJIil IPUIIMHUTY TEPaIIil0 CKUMBACTaTUHOM Ha 4ac
3aCTOCYBaHHS JaHUX [IpellapaTiB Ta PO3rJIgHYTU BapiaHT 3aCTOCYBaHHS aJbTePHATUBHOIO CTATUHY.
Binbire Toro, ciim 3 06epekHICTIO OHHOYACHO 3aCTOCOBYBATH CUMBACTATUH i3 TIEBHUMU MEHIII
noTyKHUMHU iHribiTopamu CYP3A4: ¢pnykoHa30j10M, BepamnaMiioM, JuiaTiazeMoM (OUB. PO3Oinu
«B3aemogis 3 iHIIEMY JTiKapChbKUMHU 3aco0aMu Ta iHII BUAK B3a€EMOfii» Ta «Crocib 3acToCyBaHHS Ta
no3u»). Ciif yHUKATU CYIyTHHOTO IPUMOMY T'PeUn(pPyTOBOTO COKY Ta CHMBaCTaTUHY.

3acTocyBaHHS CUMBacTaTUHY 3 TeM(}iOpPO3UIOM IPOTUIIOKa3aHo (AUB. po3ain «[IpoTUlIoKa3aHHI»).
Yepes mipBullieHU# pU3UK PO3BUTKY Mionarii Ta pabmomioni3y go3a cMMBAacCTaTUHY He MOBUHHA
nepesuiyBatu 10 Mr Ha go0y A7g MallieHTiB, sSKi IpUEMal0Th CHMBACTaTUH 3 iHIIUMU ¢ibpaTamu,
KpimM peHodibpaTy (muB. po3minu «B3aeMofis 3 iHIMKUMY TiKapChKUMM 3aco06aMu Ta iHIII BUAK
B3aemopiii» Ta «Crocib 3acTocyBaHHS Ta go3u»). Cig 3 o0epexHicTio Mpr3Havyatu GpeHodibpart i3
CUMBACTAaTUHOM, OCKiIbKM KOXKEH i3 X IperapaTiB MoXKe CIPUYUHUTHA MiOIaTio.

CuMBacTaTHH He CJIifi IPUUMaTHA OGHOYACHO i3 CUCTEMHUMHU IIpernapaTaMy, 1[0 MIiCTITh Py3UTUHOBY



KHCJIO0Ty, @00 IpoTSAroM 7 OHIB Mic/ig IPUNUHEHHS 3aCTOCYBaHHS (Qy3UAWHOBOI KUCIIOTH. fAKIO
3aCTOCYBaHHS GY3UAMHOBOI KUCTIOTH € HEOOXiIHUM, JIIKyBaHHS CTaTHHAMU MOTPIOHO MPUIIMHUTH Ha
BECh nepiog mpuiiomMy Gy3uaUHOBOI KUCIIOTH. Byu moBimoMnaeHHs mpo pabmomiosni3 (BKITOYa0un
IeKinbKa JieTaTbHUX BUMAOKIB) y MAIliEHTIB, IKi mpuiimManu KoMmOiHalio Gy3uauHOBOI KUCIIOTH i
CTaTHHIB (mUB. po3min «B3aemomis 3 iHIMUMHK JTiKapCbKUMM 3aCco0aMu Ta iHIIM BUOW B3aEMOMiM»).
[TamieHTy ciif mOpeKOMeHOyBaTh HerallHO 3BEePHYTUCS [0 JIiKaps y pa3i MosiBU Y HbOI'0 CUMIITOMIB
crmabkocTi abo 60i0 y M’'s13ax, 605110 a00 XxBOpoOIMBOCTi. Teparniio CTaTHHOM MOXKHA BiTHOBUTH depes3
7 OHIB IiCA IPUIOMY OCTaHHBLOI 03U (Py3UOUHOBOL KUCTIOTH. Y BUHSITKOBUX BUIIaKaX, KON
HeoOxifIHe IOBroTprBaje CUCTEMHE JIiKyBaHHS (y3UIMHOBOIO KHUCIIOTO0, HAIIPUKIIAM [JIs JIIKyBaHHS
TAKKUX iHDeK1ii, HeoOXiAHICTh CYyIyTHLOTO IPUHOMY CUMBACTATUHY Ta Qy3UOUHOBOI KUCIIOTH
IOTPiOHO PO3TNISINATH TiNIbKU Y KOKHOMY OKpPEMOMY BUIIAAKY Ta IIPOBOAUTH IIifl peTEIbHUM
MeIUYHUM CIIOCTEPEXKEHHSIM.

Kom06iHOBaHOT0 3aCTOCYBaHHSI CUMBACTaTHHY B o3ax mmoHapn 20 Mr Ha 700y pa3oM i3 aMiomapoHOM,
aMJIOOHUITIHOM, BepamnaminoMm abo guntiadeMoMm ciif yHukaTu. [lamienTam i3 'oCI' mpoTumoka3aHo
OOHOYACHe 3aCTOCYBaHHS JIOMITallify i cuMBacTaTUHY B fo3ax Oinbiie Hix 40 Mr Ha 106y (IuB.
po3minu «IIpoTunokalaHHs», «B3aeMopmis 3 iHIMMMU JTiKAapChKUMHU 3aco0aMu Ta iHIIi BUIH
B3aeMofii» Ta «Crocib 3aCTOCyBaHHS Ta JO3U»).

[MamieHTH, sIKi TpUAMalOTh iHII TiKapchKi 3ac00H, 10 MaOTh IMOMipHUM iHTiIOYI0YU BIJIUB Ha
CYP3A4, cynyTHbBO i3 CMUMBacCTaTUHOM, OCOOIMBO 3 BUCOKMMH N03aMU CHMBACTATHHY, MOXKYTh MaTH
IiABUINEHNH PU3UK PO3BUTKY MiomaTii. [Ipy cynyTHhOMY NPUOMi CHMBACTaTUHY 3 TOMipHUM
inribitopom CYP3A4 (mpenapatu, siki 36inbmryioTs AUC npubnu3Ho y 2-5 pa3iB) Moxke OyTu moTpiOHe
KOPHUTYBaHHS [[031 CUMBACTaTHHY. Y pa3i CymyTHLOI'0 3aCTOCYBaHHS MIEBHUX MOMIpHUX iHTi6iTOPIB
CYP3A4, nanpukiapg guiiTia3eMy, peKOMEeHOYEThCS MaKCHMalibHa [03a - 20 MI CuMBacTaTUHY (OUB.
po3min «Croci6 3acToCyBaHHS Ta HO3U»).

CuMBacTaTuH € cy0cTpaToM edIIoKCHOTO ITepeHOCHUKa 0i/lka pe3uCTEHTHOCTI paKy MOJIOYHOI 321031
(BCRP). OpnouacHe 3acTocyBaHHs 3 iHribiTopamu BCRP (Hampukiaf, enbacsip i rpa3ompesip) Moxe
IIPU3BECTH [I0 IiABUIIEHHS KOHI[EHTPAIllil CAMBACTaTUHY B IIJIa3Mi i MigBUIIIEHHS PU3UKY PO3BUTKY
Mmiomarii. ToMy 3a71exkHO Bifl Tpr3Ha4eHol fo3u iHribitopiB BCRP HeoOXigHO KOpUTyBaTU J03Y
cuMBacTaTuHy. OgHOYaCHE 3aCTOCYBaHHS e/10acBipy i rpa3omnpeBipy i3 CMMBACTaTUHOM He
BHBYAJIOCh, OIHAK 00OBa l03a CHMBAaCTaTHHY He IOBHHHA nepeBHInyBaTu 20 Mr njisi
Mali€HTiB, sIKi OTPUMYIOTH CYNIyTHIO T€paliio mpenapaTaMy, Mo MicTATH endacBip ado
rpa3onpesip (nuB. po3ain «B3aeMopis 3 iHIIMMY TiKapChKUMH 3aco0aMu Ta iHIi BUOW B3AEMOTIN»).

PigkicHi Bunmagku miomatii/pabmoMionti3y acomitoBanaucs i3 cynyTHiM mpuiioMmoM iHribiTopiB 'MK-KoA-
penyKTasu Ta JinigoMonudikyodux no3 (= 1 r/moby) HianuHy (HiIKOTUHOBOI KUCJIOTH); KOXKEH i3 X
IpenaparTiB MOXe BUKJIMKATU Miomarito.

Y kJiHiYHOMY JOCHTigXKeHHi (MefiaHa epiofy CIocTepekeHHs cTaHOBUIa 3,9 POKy), B SKOMy Opanu
y4acCTh MaIlieHTH 3 BUCOKUM PU3UKOM PO3BUTKY CEPIIEBO-CYIMHHUX 3aXBOPIOBaHb i 3 mobpe
KOHTPOJIbOBaHUM piBHeM xonectepuny JITTHII Ha Tni mpuiioMmy cuMBacTaTuHy B 0o3i 40 Mr/moby
pas3oM 3 e3etTuMiboM y m03i 10 Mr abo 6e3 HbOTO, OAaTKOBa KOPUCTH [JIst CEPIIEBO-CYIUHHOI CHCTEMU
IIpY fofaBaHHi nimigomopudikyounux f03 (= 1 r/moby) HiauuHy (HIKOTUHOBOI KUCTIOTH) He
Big3Hauanacd. Jlikapi, gKi po3rnsigaioTh BapiaHT KOMOiHOBAHOI Teparii CUMBaCTaTHHOM i3
mimigomopudikyounmu go3amu (= 1 r/no0y) HialuHy (HiKOTUHOBOI KUCIIOTH) ab0 IIpernapaTamu, IIo0
MICTSATH HialluH, IOBUHHI f0Ope 3BaXKUTHU NOTEHIIMHY KOPUCTh Ta pu3uKU. [10TpiGHO peTenbHo
CIIOCTEpiraTu 3a NalliEeHTaMH IO0 MOsSIBU 600 V¥ M’'s13aX, XBOPoOIMBOCTi abo crabKocTi, 30KpeMa
IIPOTSITOM TIEPIINX MICAIB Teparii Ta Ipu 36inbIIeHHI [031 OYOb-IKOT0 3 IIUX JIiKapChbKUX 3aco0iB.

Y mocnimkeHHi YacToTa PO3BUTKY MiomaTil cTaHoBuIa nmpubnu3no 0,24 % cepeq NallieHTiB-KUTAKIIIB,



SKi IpuiiManu cuMBacTaTuH y 0o3i 40 mr abo e3etuMib/cumBacTaTtut y 1o3i 10/40 Mr, mopiBHSHO 3
1,24 % marieHTiB-KUTaMIiB, IKUM IIPHU3HAYaId CUMBACTaTUH Y 003i 40 Mr a0o e3eTuMi0O/cuMBacCTaTHH
y mo3i 10/40 mr pa3oMm i3 KoMOiHOBAHMM IIperapaToM Moau(piKOBaHOTO BUBITbHEHHS HIKOTHHOBOI
kucnoru/maponinpanty 2000 mr/40 mr. He3Baxkarwyu Ha Te, 110 Y LIbOMY KJIIHIYHOMY OOCIIIIXKEHHI
asiiicbKa momnynsiig 6yna nmpefcTaBieHa JIMile KATARIIMU, OCKiTbKYA YaCcTOTa PO3BUTKY MiomaTil
cepeq MalliEHTiB-KATAMIIIB BUIIA, HiXK cepefl Malli€eHTiB-HEeKUTaulliB, TPU3HayaTH IallieHTaM
a3ifChbKOTO0 MTOXOMKEeHHS OJHOYACHO CHMBACTAaTHH Ta HinmimoMonudikyiodi no3u (= 1 r/noby) Hialuuy
(HIKOTMHOBOI KUCJIOTH) He PEKOMEHIYETHCS.

AuuniMoOKC 3a CTPYKTYPOIO CXO0XKHii Ha HialuH. He3BaXkatouu Ha Te, [0 allUIIiMOKC He
MOCTiAKyBaBCsI, PU3UK PO3BUTKY M’SI30BUX TOKCUYHUX €(PeKTiB Moxke OYTH CXOXKMM Ha TaKWUM IIpH
IIpUMOMI HiallUHY.

Bnaug Ha neyviHkKy. Y nponeci KIiHIYHNX J0CIiAXKeHb Yy AeKITbKOX JOPOCINX Malli€eHTiB, SKi
OflepKyBaJli CHMBACTaTHH, Bijl3HAYaJIOCS CTiliKe MigBUILEHHS PiBHS TpaHCaMiHa3 CUPOBaTKH (y > 3
pasu BMH). [Tpu nepepsi B npuiioMi cuMBacTaTUHy ab0 BigMiHi mpemapaTy y IUX Halli€HTiB
aKTUBHICTh TpaHCaMiHa3 3a3BU4Yail IIOCTYIIOBO BepTaiacsd 40 BUXIHOTO PiBHA.

[Iepen mo4yaTKOM JIiKyBaHHS, a IIOTIM BifIIOBIIHO [0 KJIIHIYHUX ITI0Ka3aHb yCiM MallieHTaM
PEKOMEHIYEThCS MMPOBOAUTU (PYHKITIOHAIbHI TeYiHKOBI mpobu. [TarieHTaM, SKUM IJIaHYETHCS
MiOBUIIATH [03y cuMBacTaTUHY 0o 80 Mr Ha goOy, momaTKoBi QYHKIIIOHAIbHI IEYiHKOBI Tpodu CIif
IIPOBOJUTH [I0 TIOYATKy TUTPYBaHHS, MOTIM yepe3 3 Micsui micis gocaraenHs gosu 80 mMr Ha noly,
IIiCJIsT YOT0 MepioauYHO IOBTOPIOBATH (Hanpukiaz, 1 pas Ha MiBPOKY) MPOTSATOM IIE€PIIOTO POKY
nikyBaHHs. OCOGIUBY yBary CIifl MPUOIiNATY MaIliEeHTaM, V SKUX ITiIBUILIKABCS PiBeHb CHPOBATKOBUX
TpaHcaMiHa3. [{uM naiieHTaM KOHTPOJIb PYHKIIII MeYiHKY CJIifl TOBTOPUTH HETalHO Ta YacTille
IIPOBOAMTH Hafasi. Y pasi, Koy piBeHb TpaHCaMiHa3 3poCTa€, 0COOIMBO MIPU CTIMKOMY IIepPeBUIIEHH]
B 3 pa3u BMH, mpemnapar HeoOxigHo BigMminuTu. Cif 3ayBaXkuTH, 110 alaHiHaMiHOTpaHCchepa3a
MOXKe BUTIIATUCS 3 M’'130B0OI TKAaHUHU, TOMY IigBUILIEHHS ajlaHiHaMiHOTpaHCcdepas3u 3
KpeaTUHKiIHa3010 MOXe BKa3yBaTH Ha MiomaTiio (ouB. Bulle «MiomaTisg/pabmoMionis»).

Y nocTMapKeTHHT0BUY IIePiof PigKO MOBIIOMIISIM IPO IE€YiHKOBY HEIOCTATHICTE (Y TOMY 9HCIIi
JleTaJibHY) Y MAIli€HTIB, SKi MPUIAMalu CTaTAHY, BPaXOBYIOUM CUMBaCTaTUH. [Ipy mOSBI Cepiio3HOTO
ypaXKeHHs MeYiHKY 3 KJIIHIYHUMHU CUMIITOMaMu Ta/abo rinepbinipyoineMii abo KOBTSHUII ITif Yac
JIiKyBaHHSI CUMBaCTaTHHOM CJIii HEraHO IlepepBaTH Tepaliio. JKIo He 3HaNUAEHO iHII0l TPUYNHU
TaKUX CUMIITOMIB, He CJIiff 3HOBY PO3MOYMHATUA IIPUIOM CUMBaCTaTUHY.

[Tpemapart cif 3 06epekHICTIO 3aCTOCOBYBATH NallieHTaM, SIKi 37I0BKUBAIOTh aJIKOTOJIEM.

[Tpu niKyBaHHI CUMBACTaTHHOM, §IK i iHIIMMU MiMiI03HMKYBaTbHUMU 3ac006aMu, TIOBIJOMIISAIIN IIPO
noMipHe (< 3 pa3iB BMH) 30inbIieHHsT akTUBHOCTI CUPOBATKOBUX TpaHcaMiHas. Lli 3Minu 3'sIBnsinucs
He3abapoM ITicisg MoYaTKY JIiKyBaHHS, YaCTO MaJld MUHYIIWM XapaKTep, He CYIPOBOIXKYBAIUCS OyIb-
SKUMU CUMIITOMaMU Ta He OTpebGyBanu BigMiHU Teparril.

I[Tykposull 0iabem. € mokasu TOTO, LII0 CTATUHU SK Kjlac MiABUIIYIOTh PiBeHb T'JIIOKO3U B KPOBi Ta y
IesIKUX MALi€HTIB i3 BUCOKUM PU3UKOM PO3BUTKY LIYKPOBOTO OiabeTy B MalOyTHHOMY MOXKYTb
CIIPUYMHUTH PiBEHb Tilepriikemil, Ipu SKOMY PeKOMEHOYEThCS PO3MOYNHATH JIiKyBaHHS LIYKPOBOTO
niabety. OnHaK Haj TAaKUM PU3UKOM IlepeBaka€ KOPUCTh 3HUKEHHS CTaTUHAMU CYOUHHOTO PU3UKY,
TOMY BiH He NOBHHEH OyTH IPUYUHOIO 7 IPUIUHEHHS JTiKyBaHHS cTaTuHaMu. CTaH MallieHTiB i3
PU3UKOM PO3BUTKY LIYKPOBOTO HAiabeTy (TI0K03a HaTile 5,6-6,9 MMOIb/J, iHOEKC MacH Tina

> 30 Kr/™’, mifBUILeH] TPUTTiNepUAY, apTepianbHa rinepTeHsisa) IoTPiGHO KOHTPOIIIOBATH K
KJIIHiYHO, TaK i 6ioxiMiuHO BifIIOBIMHO MO HalliOHAJIHFHUX HACTAHOB.



IHmepcmuuiaavHa x8opoba sezers. TIpo BUNAAKYU iHTEPCTHIIaIbHOI XBOPOOH JIeTeHb IMOBiOMIISIIN
IIPU IPUHOMI [IesIKUX CTATHHIB, BKITIOYAI0OUM CUMBACTATHH, 0COOIMBO ITiJl Yac JOBrOTPHUBAJIOI Teparil
(muB. po3min «ITo6iuHi peakirii»). BignoBigHi MposiBY MOXKYTb BKII0YATH OUCITHOE, HEIIPOTYKTUBHUM
KallleJlb Ta MOTIPIIeHHS 3arajbHOr0 CTaHy 3[0POB’S (BTOMa, BTpaTa MacH Tijla Ta rapsdka). AKIIo €
mizo3pa, 110 y mallieHTa POo3BHHYIACh iHTepCTHIliabHa XBopo0a JieTeHb, Tepartiio CTaTUHOM CJIif
IPUIAHUTH.

OgmanemonoziyHe obcmediceHHs. 3a BiICyTHOCTI O6yOb-IKOTO MEIUKAMEHTO3HOTO JIiKyBaHHS
30iNbIIIEeHHS IIJTOLIi TOMYTHIHHS KpUILTaIlKa BBaXKa€eThCs HACIIiAKOM IIpoliecy cTapiHHsA. BigoMi Ha
CHOTOMIHI laHi MOBrOTPHUBAINX KITIHIYHKX BUIIPOOYBaHb He BKA3yIOTh Ha iCHYBaHHS IIKiIJIMBOTO
BIIMBY CUMBaCTaTUHY Ha KPHUILUTAJIUK OKa JIIOOUHM.

3acmocyeaHHA nauieHmam AimHv020 8iKy. EQeKTUBHICTh 3aCTOCYBaHHS CUMBACTaTUHY IS
JIIKYBaHHSI XBOPUX BIKOM Bif] 65 POKiB, IKi OTPUMYBa/IX MOTO IIifl YaC KOHTPOJIbOBAHUX KITIHIYHUX
OOCIIiAKEHb, OLIiHIOBAJIacCs BITHOCHO 3HUXXEHHS PiBHA 3arajibHOTO XOJIECTEPUHY Ta XOJIE€CTEPUHY
JITTHIIT i BuSIBNIAIaCh TAKOIO XK, K i OIS MOMYyJIsil 3aranoM. 30inblIeHHs YaCTOTH MOOIYHUX peakili,
gKi 0 BUSBIIANINUCS KJIiHIYHO a00 3a 1ab0paTOPHUMU ITOKa3HUKaMH, He BiiMiueHO.

[TonomidcHI peyosguHu. [IperapaT MiCTATE J1akTO3y. [lamieHTH 3 PiOKiCHUMU CIIaJKOBUMU PO3JIafaMu,
TaKHMHU SIK HETIePEHOCUMICTh rajlakTo3H, JakKTa3Ha HeloCTaTHICTh Jlanmna abo CHHAPOM TJII0K030-
rajlakTo3HOI ManbaOcopOIlil, He TOBUHHI IPUIMaTH 1€l Ipenapar. fAKIo y nallieHTa BCTaHOBIeHa
HeIlepeHOCUMICTh AedKUX LYKPiB, CJIif IPOKOHCYIbTYBATUCA 3 JIiKapeM, IepIll HiX MIpUuiMaTH eu
niKapchKuUM 3acib.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.
BaeimHicme.
[IpemapaT IpOTUIIOKA3aHUYU BariTHUM.

Beameka 3acTocyBaHHS IIperapaTy BariTHUM He BCTaHOBJIeHa. He 0yy0 mpoBeaeHO KOTHUX
KOHTPOJIbOBaHUX KJIIHIYHUX AOCHIIAKEHb CHMBACTaTUHY 3a Y4aCTIO BariTHUX. Bysu oTpuMaHi pigKicHi
TIOBiIOMJIEHHS ITPO BPOAXKEHi aHOMaJTil micsl BHYTPIIHbOYTpoOHOTO BIKBY iHTiGiTopiB TMK-K0A-
penykTa3u. OgHak aHamni3 npubnu3Ho 200 BariTHUX, 3a SKMMU CIIOCTEpIiraayd MPOCIEKTHUBHO i B AKUX
IIPOTSATOM TIEPIIOTO TPUMECTPY Oyila eKCIIO3HIIist 40 CUMBACTaTHHY abo iHIoro nomidHoro iHribitopa
I'MK-KoA-penyKkTa3y, 4acTOTa BPO[XKEHUX aHOMalii Oysa mOpiBHSHHOIO 3 TAKOIO ¥ 3arajbHil
nomynsiii. Takol KibKOCTi BUIIAAKiB BariTHOCTI 6y/I0 CTaTUCTAYHO HOCTATHLO IJIST BUKITIOUEHHS
30inbINIeHHS KiNTbKOCTI BpOIKeHUX aHOMali# y 2,5 pa3a Ta BHllle IOPiBHSIHO 3 YaCTOTOO Y 3arasbHil
nomnynamii. Xodya HeMa€ XKO[HOT0 J0Ka3y TOTO, 110 YaCTOTa MOSBY BPOIKEHUX aHOMaslill y HallagKiB
NallieHTiB, SIKi 3aCTOCOBYBa/IM CUMBacTaTUH abo inmmi nogibuuit inriditop 'MK-KoA-pengykTasy,
BiIPi3HSETHCS Bif TAKOl y 3arabHiil MOMyJIAIil, TiKyBaHHS MaTepi CHMBaCTaTUHOM MOXe 3HU3UTHU y
710718 piBeHb MEBAJIOHATY, SKUH € IPEKypcopoM Oi0CHHTE3Y X0IeCTepuHy. ATePOCKIEpO3 €
XPOHIYHUM IporiecoM. [IpunuHeHHS MPUUOMY JTillifO3HUXKYBaIbHUX 3aco0iB iyl Yac BariTHOCTI
3a3BMYall He3HAYHO BIIJIMBAE Ha BiilaleHU PU3UK, TIOB'I3aHUM i3 TEPBUHHOIO
rinmepxonecrepuHeMic0. 3 IIUX IPHUYNH CUMBACTATHH He MOXXHa NPH3HA4YaTy BariTHUM, a TaK0OXK
JXKiHKaM, SIKi HaMaralThCs 3aBariTHITH a00 Yy HUX € IMigo3pa, 1110 BOHM BariTHi. CHMBaCcTaTUH CIIif
IPUIYNIMHUTHU Ha BECh TEePMiH BariTHOCTI a00 HOTH, HOKHU He Oy[e MiaTBepAXKeHHs, I0 XiHKa He
BariTHa.

ITepiod 200yBaHHA 2py00i0. HeBimoMo, YU BUAINSIETHCS CUMBAcCTaTUH abo #oro MeTaboIiT y TpygHe



MOJIOKO XiHOK. OCKIJIbKYM 3Ha4Ha KiJIbKICTh JIiKiB BUAINISAETHCS Y TPYAHE MOJIOKO, a TaKOX 4epe3
BEJIUKUM PU3UK CEPHO3HUX MOOIYHMX peakIliil XKiHKaM, SKi MpUiUMaTh CUMBACTaTHH, CIIif
yTPUMAaTUCS Bifl TONYBaHHS IPYLILIIO.

®epmusbHicme. HeMae maHUX NIPO KJTiHIYHI OCTIOXKEHHS BIJIUBY CUMBACTaTUHYy Ha (ePTUNIBHICTD
mioguHu. CUMBaCTaTHH He BIUIMBAB Ha (GEePTUILHICTh CaMIiB Ta CAaMOK IIypiB.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

[Tpenapar He BryiuBae a0 Ma€ He3HAYHUY BIIJIUB Ha 3[ATHICTh KepyBaTH aBTOMOOiIEM Ta iHITMMU
MexaHiYHUMM 3acobamu. OgHaK Mpy KepyBaHHI aBToMO0OineM a6o po6oTi 3 iHIIUMY MeXaHiYHUMU
3acobaMu CJIifi BpaXyBaTH, 110 MIPOTSATOM IIE€Piofly TOCTMAapPKETHHIOBOTO0 3aCTOCYBaHHS 3pPifiKa
Ha[IXOJOUJIX ITOBiIOMJIEHHS IIPO 3alaMOpPOYEeHHS.

Cnocib 3acmocyeaHHsi ma do3u.

Iiama3oH mo3yBaHHS CHMBACTaTHHY - Bif 5 mo 80 Mr nepopanbHo 1 pa3 Ha mo6y, BBeuepi. Y pasi
noTpebu 103y CUMBACTaTUHY CIlif 30iIbLIyBaTy 3 iHTepBajiaMy He MeHIle HiX 4 TUXHI 10
MaKcuManbHOI mo00Boi no3u 80 Mr, Ky mpuitmMaioTh 1 pa3 Ha 0o0y, BBeuepi. [Tlo3a 80 mMr
PEKOMEHAYETHCS TiMbKYU AJIS MaLliEHTIB 3 TSAKKOIO TillepX0JIeCTEPUHEMIEI0 Ta BUCOKUM PU3UKOM
CepLEeBO-CYAMHHUX YCKIIagHEHb, Ki He JOCATIIH LijieH JTiKyBaHHS HUXYKMMU J03aMU, Ta KOJIX
OYIKYEThCS, 1110 KOPUCTH IlepeBakaTUMe NMOTeHUIMHUN PU3UK (OUB. po3ainu «PapMaKoIorivyHi
BJIACTUBOCTi» Ta «OCOONMMBOCTI 3aCTOCYBaHHS»).

l'inepxonecTeprHEMid.

[TauieHTy Cclif NPU3HAYUTHU CTaHAAPTHY X0JIE€CTEPUHO3HUKYBAJIbHY HOI€TY, SIKOL BiH IOBUHEH
NOTPUMYBATHUCS IIPOTATOM YChOI'O KYpCY JTIKyBaHHS CHMBaCTaTHHOM.

3a3Buyall IOYaTKOBA [03a CUMBACTaTUHY CTaHOBUTHL 10-20 Mr Ha fo0y, Ky NpUAMa0Th OJHOPA30BO
BBeuepi. [I71g maIfieHTiB, SKUM HeoOxigHe 3HauHe (Oinbire K Ha 45 %) 3HuXKeHHs piBHsg XC-JITTHIII,
mo4aTKoBa fo3a Moxe ctaHoButu 20-40 Mr 1 pa3 Ha o6y, BBeudepi. Y pasi HeoOximHOCTI migbip mo3
OTPiOHO 37iMCHIOBATH CII0COOOM, BUK/IaJleHUM BHUIIIE.

T'oMo3ueomHa ciMmeliHa 2inepxosiecmepuHeMis.

3 orJysAny Ha pe3yJibTaTy KOHTPOJIbOBAHOTO KJIIHIYHOIO NOCIIIIXKEHHS, PEKOMEHI0BaHa [104YaTKOBa
mo3a cuMmBacTaTuHY - 40 Mr Ha 000y 0OIHOPa30Bo, BBeuepi. [Ipemapar ciiif 3aCTOCOBYBaTH 5K
IOTIOBHEHHSI [I0 iHIIIOTO MiMigO3HUKYBaIbHOTO JIiIKyBaHHS (Hanmpukiam, adhepesy JITTHII) abo skiio
TaKe JIiKyBaHHS He[OCTYyIIHE.

[lns naifieHTiB, SKi OQHOYACHO i3 CHMBACTaTUHOM IIPUKMAaOTh JIOMITallifl, [03a CUMBAaCTaTUHY He
noBUHHA nepeButryBaTé 40 mr/mody (ouB. po3minu «IIpoTunoka3aHHI», «B3aemogmis 3 iHIIUMHU
JMiKapChKUMU 3aco0aMu Ta iHIIi BUAU B3aeMofit» Ta «OcoOIUBOCTI 3aCTOCYBAHHSI»).

Cep1ieBo-cynuHHa OpodinakTUKa.

3BUYaiiHa [03a IpenapaTy CUMBAaCTATUHY [IJIs MAlliEHTiB 3 BUCOKUM PU3UKOM po3BUTKY IXC (y



MOENHAHHI 3 rimeprnimigeMieto abo 6e3 Hel) cTaHOBUTH 20-40 Mr Ha 100y OMHOPA30BO, BBEUEDI.
MenoukaMeHTO3HY Tepallilo MOXHa II04aTh OJHOYACHO 3 [i€eTor0 Ta (Pi3KymbTypoto. Y pasi
HeoOximHOCTI mimbip mo3 moTPi6HO 3ifiCHIOBATH CIIOCOO0OM, BUKJIafIeHUM BHUIIIE.

CynyTHS Tepaid.

[TpenapaT epeKTUBHUM K MOHOTEPaIlis, @ TaK0XK y KoMOiHallil i3 ceKBeCTpaHTaMM XKOBUYHUX KHUCIIOT.
o3y cnig mpuiiMaTtit abo 3a > 2 rogunu 10, abo Yyepes3 > 4 roguHU IMiCNs IPUMOMY CEKBECTPAHTY
JKOBYHUX KUCIIOT. [I71g TallieHTiB, sIKi IPUIMa0Th CUMBACTaTHH OMHOYACHO 3 pibpaTamu, Kpim
reMmdibpo3uny (guB. po3min «IIpoTunoka3laHHsI»), abo 3 peHodiOpaTOM, J03a CHUMBACTATUHY He
noBUHHA nepeBuiyBaTé 10 mr/mo6y. [15 MallieHTiB, SKi OMHOYACHO i3 CUMBACTaTUHOM IIPUINMAIOTh
amiomapoH, aMJIONMIIiH, Bepanamin abo gquinTia3eM, mo00Ba q03a CUMBACTATUHY He MMOBUHHA
nepesuinyBat 20 Mr (IuUB. po3minu «B3aeMofis 3 iHIMMMY JTiKapChbKUME 3ac00aMu Ta iHIII BUOH
B3aeMofiii» Ta «OCoBIUBOCTI 3aCTOCYBAHHS»).

HI/IQKOBa HEeIOCTaTHICTh.

[TanieHTaM i3 TOMipHOI0 HUPKOBOIO HEJOCTATHICTIO HeMa€e HeoOXigHOCTI 3MiHM [03yBaHHA. [ 714
Malli€HTIB 3 TAXKKOK HAPKOBOI HEJOCTATHICTIO (K/IipeHC KpeaTuHiny < 30 MJI/XB) CIIif peTelbHO
3BaXKUTHU JOOLINBHICTh Mpu3HaueHHs no3u 10 Mr Ha moby. SKIo Take NO3yBaHHS BBaXKa€eThCs
HeoOXigHUM, ITpermapaT CJIif Mpu3HadaTu 3 00epexkHiCTIO.

3acTocyBaHHS MallieHTaM JiTHLOTO BiKy. HeMae moTpebu B KOperyBaHHi 103H.

3actocyBauudg miTam i migmiTkaM (10-17 pokiB).

Ins miTed Ta mimmiTKiB (xmomnii BikoBoi ctapil IT 3a TaHHEPOM Ta CTapllli Ta giBYaTa, V SKUX
IPUHAUMHI OOUH PiK HaSBHUY MEHCTPYa/IbHUM IIUKJI) 3 TEeTEPO3UTOTHOI0 CIMEUHOI0
rinepxonecTepuHeMiel0 peKOMeHI0BaHa 3BMYaliHa 1ToYaTKoBa 4o3a cTaHoBUTh 10 Mr 1 pa3 Ha moly,
BBeuepi. [1o moyaTKy JiKyBaHHS CUMBACTaTUHOM [iTAM Ta MiAJIiTKaM CJIif NIPU3HAUYUTU CTaHAAPTHY
X0JIeCTePUHO3HUXKYBaIbHY HIETY, SKOI CIIi JOTPUMYBATHUC IIifl Yac JiKyBaHHS CUMBACTaTHHOM.

PexomenmoBaHi no3u - 10-40 Mr Ha mo0y; MakKcuMajbHa peKOMeHI0BaHa 103a CTaHOBUTEL 40 MT Ha
no0y. [Jo3y ciip migOupaTy iHOUBiAyalbHO, 3TiIHO 3 METOIO JIiKyBaHHS, 3a peKOMeH alliiMu
JiKyBaHHS y nepgiaTpii (muB. po3pinu «®apmakonrHaMika», «Oco0IMBOCTI 3acTOCyBaHHA»). [1imbip
MO3H CJIif ITPOBOAUTH 3 iHTepBaiiaMu y 4 TuxkHi abo Oinbie. [TocBig 3aCTOCYyBaHHS CHMBACTATHHY
OiTsIM peny0epTaTHOTO BiKy 00OMeXKeHUiH.

Beameka Ta e(peKTUBHICTh 3aCTOCYBaHHS 103 oHaxA 40 Mr Ha H00y iTSIM i3 TeTepO3UTr0THOIO
CiMeHHOIO TillepX0JIeCTEPHHEMi€I0 He BUBYaNUCs. [JOBrOCTPOKOBa e(eKTUBHICTh Teparil
CUMBaCTaTUHOM Yy OUTUHCTBI [JI9 3HUXKEHHS 3aXBOPIOBAHOCTiI Ta CMEPTHOCTI y JOPOCJIOMY Billi He
BCTaHOBJIEHA.

Himu.

Besnexy Ta eeKTUBHICTh 3aCTOCYBaHHSI CUMBaCTaTUHY AJId anieHTiB BikoM 10-17 poxkiB i3
reTepO3Ur0THO CIMEMHOIO rinepiinigemMiero OLiHIOBaIN Y IPOLECi KOHTPOJIbOBAHOTO KITIHIYHOTO
IOCTiAKEHHS 3a Y4acTIO XJIOMIiB BikKoBoi cTafii II 3a TaHHepOM Ta CTapIIuX i fiBUaT, ¥ SKUX
IPUHANMHI OOUH PiK HagBHUW MeHCTpyaIbHUM UKL [Ipodins mobiuHuX peakiiil y MallieHTiB, IKi
IpUMaly CUMBACTATHH, 3arajoM OyB OAiOHMM 10 TAKOTO Y MAIliEHTIB, SIKi MpuiiMany mamebo.
Io3u monan 40 Mr He MOCiIXKYBalIKCS y JaHil Ipymi namieHTiB. Y 1ipoMy mocimxeHi He 6yI1o



3a(ikcoBaHO BIIJIUB CUMBACTaTUHY Ha PICT Ta CTaTeBUM PO3BUTOK [IiTel, a TAaKOXK Ha TPUBAJIICTh
MEHCTPYaJIbHOTO IIUKJTY B [iBYaTOK (OUB. po3minu «dapmMakoauHaMika», «Crocib 3acTocyBaHHS Ta
nmo3u» Ta «I1obiuHi peakiii»). [[iB4aTOK CJIif TPOKOHCYILTYBATH IIOA0 HasBHUX METOMIB
KOHTPpaLleIlil IpXA 3aCTOCYyBaHHI CUMBACTaTUHY (OUB. po3ninu «IIpoTUoKa3aHHSI» Ta «3aCTOCYBaHHS
y Tepiof BariTHOCTI i rogyBaHHS rpyAnao0»). [ naiieHTiB BikoM [0 18 pokiB eheKTUBHICTE Ta
0e3neKy 3aCTOCyBaHHS IIpelapaTy He JOCTIiIXKyBalul IPOTIroM IePiofiB TiKyBaHHS TPHUBAICTIO
noBire 48 TUXKHIB; BifijaleHUH BIIUB Ha (Pi3MYHUM, PO3yMOBUM Ta CTaTEBUU PO3BUTOK HEBIIOMUU.
CuMBacTaTHH He OOCTiAKyBaBCs Yy MaIlieHTiB BikoM 10 10 pokiB, y miTe# mpemybepTaTHOTO BiKy, a
TaAKOXK Y HOiBYATOK, V AKUX IIle He IT0Yalucsa MeHCTpyallil.

Ilepedo3yeanHns.

Ha croropsi Bigomi KinbKa BUNAIKIB [lepefo3yBaHHA. MakcuManbHa IPUUHATA [03a CTaHOBUIa 3,6
r. Bci marnientu omyxkanu 6e3 HacminkiB. He icHye crerugiyHoro MiKyBaHHS ITepefo3yBaHHS. Y pasi
[Iepefo3yBaHHS CJIif IPOBOLUATY CUMIITOMATHUYHI Ta MIATPUMYIOUi 3aX01H.

ITo6iuni peakuii.

YacToTa HUXKYe3a3HaUeHUX MOOIYHMUX PeakIlil, Ipo sKi MOBIMOMUIIH ITifl Yac KIiHIYHUX OOCITiIXKEHb
Ta/ab0 B IIepiofl IOCTMapKEeTUHI0BOI'0 3aCTOCYBaHHS, Klacu(piKoBaHa 3a OIIHKOIO IXHiX PiBHIB y
IIpolieci BeTMKUX HOBTOTPUBAJIUX ITaIe00-KOHTPOIbOBAHUX KITIHIYHUX JOCITiIXKeHb, BKIovaouu HPS
Ta 4S 3a yuacTio BignosigHo 20536 Ta 4444 namnientis. Y HPS Bigmivanucek Tinbku cepito3ni mobiusi
peakiiil, a TaK0K MiaJris, MiIBUINeHHS TPaHCaMiHa3 CUPOBATKY Ta KpeaTHHKiHa3u. Y 4S
3aMuCyBaMCh yCi 3a3HavYeHi HUKYe 1mo0iuHi peakiril. AKImo y mpoleci IIUX AOCTiAkKeHb PiBHI pu
npuioMi cuMBacTaTUHY Oynu HUKYi abo mogibHi go TUx, 110 i npu npuitoMi nnauebo, Ta 6ynau mogibHi
CIIOHTAHHI MOBiAOMJIEHHS IIPO ABUINA, SKi Maau 00T PyHTOBaHUY IPUUYUHHNY 3B’S30K, IIi T00i4Hi
peaxilii KnacugpikyBanuch K pigkKicHi. Y xomi mocmigxkenHs HPS 3a yyacTio 20536 maifieHTiB, sKi
npuiimanu 40 mr/mo6y cumBacTaTury (n=10269) abo nnamedo (n=10267), npodini 6e3nexu Oymu
TIOPiBHSHHUMM Y TAIli€HTIB, SKi MpuiiManyu cuMBacTaTul 40 Mr, Ta MallieHTiB, dKi npuiimManu mauebo
B CepeHbOMY IIPOTATOM 5 POKiB AOCTinKeHHs. PiBHI mpunuHeHHs y4acTi yepe3 mobiuHi peakii Oymu
nopiBHIHHUMU (4,8 % y maii€eHTiB, AKi npuiiManu cuMmBacTatul 40 mr, ta 5,1 % y nauieHTis, ki
npuiitmMany miane6o). Yactota miomarii cranoBuna < 0,1 % y nmauieHTiB, SKi IpuiiMany CUMBaCTaTUH
40 mr. [ligBuileHHs TpaHcaMiHa3 (> 3 pasiB Buille BMH, migTBepaKeHe IOBTOPHUM aHali30M)
Bimbynock y 0,21 % (n=21) marienTis, ki npuiimanu cuMmBactaTul 40 mr, mopiBHsAHO 3 0,09 % (n=9)
MaIliEHTIB, SKi MpuiiMany nnaamneoo.

YacToTa nobiyHUX peakilii: myxke vacto (> 1/10), gacto (= 1/100, < 1/10), HevacTo (= 1/1000,
< 1/100), pigko (= 1/10000, < 1/1000), oy=xe pigko (< 1/10000), gyacToTa HeBifoMa (He MOXKHa
IifpaxyBaTH 3a HaSBHUMHU JaHUMMU).

3 60Ky KpOBi Ta nimMbaTu4HOoi cucTeMu. PidKo: aHeMis.

3 60Ky iMyHHOI cucTeMu. [Jyxce pidko: aHadinakcis.

[Ncuxiuni nopymenss. Jysce pioko: 6e3conHs. Yacmoma Hegidoma: Ienpecisi.

3 60Ky HepBOBOI cuctemu. Pi0K0: TONOBHUM 0ifb, MapecTesisi, 3allaMopoyeHHs, nepudepuiHa
HeBpomarTis. [[ysce pidKo: OpyIleHHs maM’sTi. Yacmoma Hegidoma: MiaCTEHis rpasic.




3 6oky opraHiB 30py. Yacmoma Hegidoma: OYHA MiaCTeHis.

PecmipaTopHi, TopakalnbHi Ta MeiaCTUHaIbHI IOPYIIeHHA. Yacmoma Hesidomda: iHTepCTUllianbHa
xBopo0a JiereHiB (quB. po3Min «Oco6IUBOCTI 3aCTOCYBAHHS»).

3 60Ky IIIYHKOBO-KHUIITKOBOTO TPAKTY. PidKo: 3amop, abmoMiHanbHMM 6inb, METEOPHU3M, OUCIIETICIs,
miapes, HygoTa, 6/10BaHHS, ITAaHKPEATHT.

lenaTtobGiniapHi mopyIneHHs. Pi0ko: TenaTUT/XKOBTSAHUIIA. [[yace piOko: TeTaabHa Ta HelleTalbHa
IIeYiHKOBa HEOOCTATHICTb.

3 6OKY LIKipK Ta HigIIKipHUX TKAaHWH. Pi0KO0: BUCUIIAHHS, CBepOikK, anomerris.

3 60Ky CKeJIeTHO-M SI30BOT'0 alapaTty Ta CIIOAYYHOI TKAaHWHU. Pi0Ko: MiomaTis* (BKII04Ya0uu MiO3UT),
pabmomionis 3 abo 6e3 rocTpoi HUPKOBOI HEIOCTATHOCTI (IuB. po3minn «OcoOMUBOCTI 3aCTOCYBAHHS»),
Mianris, M’s30Bi CIla3Mu.

* [1ig yac KIIiHIYHUX OOCTIIgXKEeHb MiolaTisl YacTillle BUHUKasla y Mali€HTiB, Kl IpuiMaiu
cuMBacTaTHH y no3i 80 Mr Ha mo0y, IOPiBHSHO 3 MallieHTaMU, SKi MpuiiMany mpenapar y 103i 20 Mr
Ha 700y (0,1 % mpotu 0,02 %, BinmoBigHO).

Yacmoma Hesidoma: TEHAWHOIATIs, iHOAI yCKIafgHeHa po3puBoM, IOHM**,

** Tlyxke pimko crnoctepiranucs sunagku IOHM, ayToimyHHOI MiomaTil mifm yac abo micns nikKyBaHHS
cratuHamu. IOHM KITiHiYHO XapaKTepU3y€eThCS CTiMKOI0 C1a0KiCTIO MPOKCUMaIbHUX M’SI3iB i
MIIBUIIIEHHAM PiBHS KpeaTHHKIHA3U B CUPOBATL, AKi He 3HUKAIOTh, He3BaXKalyy Ha [IPUNUHEHHS
IPUHOMY CTaTHHIB, 03HaKaMU HEKPOTHUYHOI MiomnaTil Ha Oiormcii M'g93iB 6e3 3HAYHOT0 3alajieHHs,
TIOJTIMIIIEHHSIM IIPY 3aCTOCYBaHHI iMyHOmempecuBHUX 3aco0iB (quB. po3min «Ocob6auBOCTI
3acTocyBaHHS. Mionarisi/pabgomioniz»).

3 60Ky PenponyKTUBHOI CUCTEMU Ta MOJIQUHMX 3a/103. Yacmoma Hegidoma: epeKTunbHa AUCHYHKILiS.

3arasibHi IOPYINEHHS Ta MOPYIIeHHS YMOB npuiioMy. PidKo: acTeHis. 3pigKa MOBiIOMIISIN PO
CUH[IPOM IIigBUINEHO]l YYTIUBOCTI, AKUU BKIIIOYAB [esKi 3 TAKUX IIPOSBiB: aHTI0HEBPOTUYHMIM HaOPSIK,
BOBYAKOMOAIOHMI CHHAPOM, PEBMaTHUYHA IOJIiMiasnTis, [epMaTOMiO3UT, BaCKYJIiT, TPOMOOLUTOIEHIs,
eo3uHo(inis, migpumeHa IIOE, apTput Ta apTpairisi, KpONIUB'THKA, CBITIOYYTIUBICTE, Tapsg4Ka,
IIPUIIIMBY, OUCITHOE Ta ClIabKiCTh.

3a mocrmimKeHHIMU. Pi0ko: MiaBUIIeHHS PiBHSI CUPOBATKOBUX TpaHCaMiHas3
(ananiraminoTpaHchepa3H, acllapTaTaMiHOTpPaHCcGepa3y i raMMa-TII0TaMiITPaHCIeNTHaa3H) (OUB.
po3minu «OcobnMMBOCTI 3aCTOCYBaHHS», «BIIMB Ha MeYiHKY»); MigBUIIIeHHS PiBHS TykHO1 dhocdhaTaszy;
IiBUIIIEHHS PiBHS CUPOBATKOBOI KpeaTUHKiHa3u (OuUB. po3xin «Oco6IMBOCTI 3aCTOCYBAHHS»).

[Tpu npuiioMi CTaTHHIB, BKIII0Yal0U CUMBaCTaTHH, TOBifoMIsaan Ipo migsuineHHsa HbAlc Ta piBHA
TJIFOKO3U CUPOBATKU B CTaHI HATIIE.

Y npoteci mocTMapKeTUHTOBOTO Tepiofy 3pigka Oyiu IOBifOMIIEHHS IIPO IOPYIIEHHS KOTHITUBHOI
GbyHKII (HampuKiaa, BTpaTa mam’sTi, 3a0yIbKyBaTiCTh, MOPYILIEHHS I1aM ST, CIIJIyTaHiCTh
CBiTOMOCTI), IOB’sI3aHi i3 3aCTOCYBaHHAIM CTAaTUHIB, BKIIOYAlOYXd CUMBACTaTHH. Y LIJIOMY BUIIa[KU
Oyny HEeTSXKKUMU Ta 000POTHUMH IiCJIA NIPUNKUHEHHS IPUHOMY CTaTUHY; Yac 0O IT0YaTKy I0SBH
CUMIITOMIB (Bif 1 OHS [0 POKiB) Ta 3HMKHEHHS CUMIITOMIB (Y cepeqHbOoMY 3 TUXKHi) OyB pi3HUM.

[Tpu npuiiomi fesIKUX CTAaTHHIB ITOBIMOMJISIIM IIPO TaKi JOJATKOBI m00iYHi peakiiii: po3nafu CHY,



BK/IIOUAIOYH HiYHI )KaX¥; cTaTeBa AUCHYHKIIiF; I[yKPoBUi fiabeT: 4acTOTa MOSBY 3ajiexkKaTUMe Bif
HasIBHOCTi a0 BigcyTHOCTI haKTOPiB pU3UKY (piBEHB I'NIIOKO3U KPOBi HaTIIE = 5,6 MMOJIb/M, iHOEKC
MacH Tina > 30 Kr/M’, IifBUIe K piBeHb TPUTIIiLePH/iB, apTepiaabHa TinepTeH3ia B aHaMHe3si).

ity Ta mimmitky (BikoMm 10-17 poxkis)

Y nporeci 48-TuXHEBOT0 JOCTIIXEHHS 3a Y4aCTIO [IiTel Ta MigIiTKiB (Xmomyuky BiKoBoI cTapil II 3a
TaHHepoM Ta BUllle Ta [iBYaTa, B IKUX OOUH PIiK HasABHUU MeHCTpyajbHUM 1K) BikoM 10-17 pokis
i3 reTepo3uroTHO0 CciMeiHOIO rinepinifgemieo (n=175) npodins 6e3neku Ta IEPEHOCUMOCTI Y
NAllieHTIB, SIKi IpUiManyu CUMBacTaTHH, OyB 3arajoM MOAiOHKY OO TAKOTO y MAllieHTiB, SKi mpuiimManu
nnaie6o. [IoBroTpuBanuii BIIUB Ha (pisuuHmMM, pO3yMOBUIL Ta CTAaTEBHY PO3BUTOK HeBimoMui. Hemae
IOCTaTHBOI KiTbKOCTi AAaHUX IIiCNIsI OMHOTO POKY JIiKyBaHHS (AUB. po3pinu «Crocib 3acToCcyBaHHS Ta
no3u» Ta «Oco0IUBOCTI 3aCTOCYBAHHS»).

TepMiH npupaTHOCTI. 3 poku. He MOKHa 3aCTOCOBYyBaTH IIpenapar Micis 3aKiH4eHHS TEPMiHy
IIPUOATHOCTI, 3a3HA4YEHOr0 Ha YIIaKOBIIi.

YmoBu 36epiranss. 30epiraTyd B OpuriHaabHiM yIIaKoBIi Ipu TeMmrepartypi He Buiie 25 °C. 36epiratu
y HEJOCTYIIHOMY [JId AiTel MiCIIi.

YnakoBka. Tabnetku Ne 10x3 y GmicTepax y KopoOiii.

KaTeropis Bigmycky. 3a peLenToMm.

Bupo6uuk. TOBAPHMCTBO 3 OBME2KEHOIO BIJITOBIJAJIBHICTIO «KOPITOPAIIIA «3[TOPOB’f».

ToBapucTBo 3 00MexkeHoI0 BinmoBiganbHicTio «OAPMEKC I'PYII».

Micue3Haxo/KeHHsI BHPOOHHKA Ta aJpeca MicIllsi MpOBaXKeHHsI HOro Jis/IbHOCTi. YKpaiHa,
61013, XapkiBcbka 0011., MicTo XapkiB, Bynuiis [lleBueHka, 6yaIuHOK 22.

(TOBAPHUCTBO 3 OBME>XEHOIO BI[IIOBIJAJIBHICTFO «KOPITOPALISA «3[JOPOB’f»)
Vkpaina, 08301, KuiBcrka 0671., micTo Bopucmine, Bynuns [lleByenka, 6ymurok 100.

(Tosapucmeo 3 obmedceHow gionosidansvHicmio «PAPMEKC I'PYIT»)



