IHCTPYKIIA
JJIS1 MEAUYHOT0 32CTOCYBAHHA JiKapChKOro 3aco0y

BAZITIITI®

(VASILIP®)
Cknao:
diloua peuo8uHa: CUMBACTATHH;
1 TabyieTka, BKpUTA TUTIBKOBOIO 000JIOHKO0, MICTUTH 10 Mr a0 20 M CHMBaCTaTHHY;
00NOMIdICHI PEUOBUHU: JIaKTO3U MOHOT1paT, KpOXMaJlb IpeKeIaTUHI30BaHUM,
Oy THIITIIPOKCiaHi3071 (E 320), xucnora TuMOHHA O€3BO/IHA, KUCIOTa aCKOPOIHOBA, KPOXMAIIb
KyKypYI3sTHUH, LIETI0JI03a MiIKPOKPHUCTAIIIYHA, MarHilo cTeapar;
TUTIBKOBA 00OJIOHKA: TIIPOMEN03a, TaJbK, MPOMUICHTIIKONb, TuTaHy Aiokcun (E 171).
Jlikapcbka ¢opma. TabneTku, BKPUTI TUTIBKOBOIO 0O0JIOHKOIO.
Ocnosni @izuxo-ximiuni eracmugocmi: KpyTili, 3J€TKa IBOOMYKIi, OLIOr0 KOJBOPY TaOIeTKH,
BKPHTI ITIBKOBOIO 00OJIOHKOIO, 31 CKOIICHUMH KPasiMU.
dapmakoTepaneBTHYHA Ipyna.
lNnoxinigemiuni 3acodbu, MoHokoMnoHeHTHI. [HTi0iTOpH ' MI'-KOA-penykrasu.
Kox ATX C10A AO1.

Dapmakonoziuni eracmusocmi.

Dapmaroounamika.

[Ticna mepopanbHOTO MPUHOMY CHMBACTATHH 13 HEAKTHBHOTO JIAKTOHY TiAPOII3YETHCS y MEUiHII
70 BIAMOBIHOI AaKTUBHOI O€Ta-TiAPOKCHKHUCIOTHOI (OpPMH, SIKa Ma€ MOTYKHY aKTHUBHICTH Y
ranpmyBaHHI [ MI'-KoA-penykTasu (3-rigpokci-3-MeTHiI-rayTapuil KoeH3uM A pexaykrasu). Llen
depment katamizye mneperBoperHs ['MI-KoA Ha meBanoHar (mouyaTkoBa 1 JiMiTyroda crafil
010CHHTE3Yy XOJIECTEPHHY ).

[TinTBEepKEHO, IO CHMBACTATUH 3HUXKYE SK HOPMaJIbHI, TaK 1 IIJIBHINEHI KOHICHTpAIii
ninonpoteiniB Hu3bKoi mimpHOCcT (JITTHIL). JITTHIL] yTBOPIOIOTHCS 3 TIMONPOTEiAiB 1y’Ke HU3BKOT
mineHOCTi (JITIIHILY) i mepeBaskHO KaTaboMi3yI0ThCsl BUCOKOCTIOpinHeHMMH penenTopamu JITTHILI.
Mexanizm JIITHIL-3HMKyBanbHOTO €(EeKTy CHMBACTaTHHY MOXe OyTH TOB’s3aHUU 5K 31
3HWKEHHSM KoHIeHTpauii xonecrepuny JIITIAHIL (X-JIIIAHIL), Tak i 3 iHAYKLi€0 penenTopiB
JITTHILL, oo mpu3BOIUTH 10 CKOPOUYCHHS MPOIYKYBAHHSI Ta ITiIBUIIEHHS KaTaboIi3My X0JIeCTepUHY
JITTHIIY (X-JITHILL). Takoxx mpu 3acTOCYBaHHI CHMMBACTATHHY ICTOTHO 3HIDKYETHCS PiBEHb
anomnonporeiny B. Kpim TOro, cumBactaTHH TOMIpHO 30UIbIIyE pPIBEHb XOJECTEPHHY
ninonpoteiniB Bucokoi miapHocTI (X-JITIBIL) 1 3HMKY€E piBEeHD TPUTIIILNEPHUIIB Y TUIa3Mi KPOBi. Y
pe3yJIbTaTI WX 3MiH 3MEHIIYIOTHCS CITIBBIIHOIICHHS 3arajabHoro xoiecrepuny a0 X-JITIBII i X-
JITHILL no X-JITIBIL,.

Dapmakokinemuxa.

CuMBacTaTUH — HEAaKTUBHHMW JIAKTOH, i1 VIVO JIETKO TiJIPOJI3yEThCs, YTBOPIOWOUYM OeTa-
T1IPOKCUKUCIOTHUN MTOTYxHUH iHTi06iTOp ' MI'-K0A-peaykrasu. ['inpomi3 BinOyBa€eTbCs TOIOBHUM
YMHOM Y TEYiHIIi; IIBUIKICTh TiAPOIII3Y Y TIa3Mi KPOBI JIFOWHU JTy’KE HU3bKA.

®apMaKOKIHETHYHI BIACTUBOCTI OLIHIOBAIM 3 y4acTiO Jopociux. PapMakOKiHETUYHI JJaHi MI0A0
JITEeH Ta MiTITKIB BiACYTHI.

Abcopoyia

CumBacTatuH J00pe BCMOKTYETBCA 1 MIiNJA€THCS EKCTEHCHBHIM EKCTPAaKIii y MeYiHmi Npu
NEPBUHHOMY TPOXOJUKEeHHI. EKCTparyBaHHsS y IMEYiHIN 3aJIe)KUTh BiJl MEYIHKOBOTO KPOBOTOKY.
[ledinka € ocHOBHUM MicnieM aii akTuBHOI hopmu. Ilicis nmepopasbHOro MpUHOMY CHMBACTaTHHY



HasBHICTh O€Ta-TIPOKCUKUCIOTH Y CHCTEMHOMY KpYrooOiry CTaHOBHTb MeHIe 5 % 03H.

MaxkcumainbHa KOHIIEHTpallisd aKTUBHUX 1HT101TOPIB Yy TU1a3Mi KPOB1 JOCATAE€THCS MPUOIU3HO Yepe3
1-2 roaunu micns npuiioMy cumBacTatuHy. CymyTHE BXKMBaHHS X1 He BIUIMBa€ Ha abcopOIito

npemnapary.

dapMaKOKIHETHYHI JOCIIIKEHHsS MPUHOMY O/IHI€T a00 KIIBKOX J03 CUMBACTaTHHY MOKa3alu, 110

miciisg 6araTopa3oBOro MpUioMy mpenapaTy He BiIOYBAa€ThCsl HAKOMMYEHHS JIIKAPCHKOTO 3ac00y.

Posnooin

3B’A3yBaHHs CUMBACTaTHHY Ta HOT0 aKTUBHHUX METa0OJITIB 3 O1JIKaMu IUIa3MU KPOB1 CTAHOBUTH >

95 %.

Buegeoenns

CumBacrarus € cyoctpatom CYP3A4. OcHoBHUME MeTa0oJiTaMM CUMBACTaTUHY Yy TIa3Mi KpOBi

TIOOUHU € OeTa-TiApOKCUKUCIoTa Ta 4 AoJaTKOBi akTuBHI Mertabomitu. Ilicias mepopanbHOTO

NpUHOMY CHMBACTaTHHY, MIY€HOTO paliOakKTMBHHUM i30TomnoM, 13 % mpemnapaTy BHBOAMTHCS 13

ceuero 1 60 % 3 ¢ekanisimu npotsiroM 96 ronuH. PedoBuHa, 3HalizieHa y (ekanisx, sBise coboro

YacTUHY a7IcOPOOBAHOTO JIIKAPCHKOTO 3aC00Y, 1110 BUBOAUTHCS 3 )KOBUIO, Ta YACTHHY Ipenapary, 1o

He abcopOyBanack. Ilicis BHYTpilIHBOBEHHOT'O BBEICHHS META00IITy OeTa-TiJpOKCUKUCIOTH HOro

nepios HamiBpo3naxy cTaHoBUTh 1,9 ronunu. ¥ cepennbomy nuie 0,3 % BHYTpIIHBOBEHHOI 103U

BUBOJIUTHCS 13 cedero y Gpopmi iHTi0iTOpiB.

CuMBacTaTUH aKTUBHO 3aXOIUIIOETHCS TeaToUTaMu 3a gonomororo Hocis OATP1BI.

CumBactatuH € cyOcTpaToM e(IIOKCHOTO HOCis OlIKa Pe3sMCTEHTHOCTI paKky MOJIOUHOI 3aJI03U

(BCRP).

I[TarieHTH 0COOIMBUX TPyl

Honimopghizm SLCOIBI1

VY HociiB azneni ¢.521T>C reny SLCO1B1 cnocrepiraerscs 3MeHIeHa akTuBHIcTb Oinka OATP1B1.

Cepenns excnozullis (AUC) ronoBHOr0 akKTMBHOTO METabONITy — CUMBACTATMHOBOI KUCIOTH —

cranoBuTh 120 % y rereposurotHux HociiB (CT) ameni C i 221 % y romosurotaux (CC) HOCIIB,

MOPIBHSHO 3 MallieHTaMu, 5K MaroTh Hainomupenimuii renotun (TT). Anens C y eBponelchKii

HOMyJIALil BUHUKAE 3 YacToToo 18 %, mpu npomy romo3urotHuil reHotun CC BUSABIAIOTH 13

gacrororo 1,5 %. Y mamientiB i3 momimopdizMom rema SLCOIB1 icHye pu3uK miBHILEHO]

€KCIO3HU1lii CHMBaCTaTUHOBOI KUCIIOTH, 1110 MOXK€ 301IbIIyBaTH PU3HK PO3BUTKY pabIoMioizy (IUB.

po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

KuiniuHi XapakTepucTHKH.

Ilokazanns.

I'inepxonecrepuHeMis

JlikyBaHHsI IEPBUHHOI rinepxosiecTepuHeMii a00 3MilaHoi AUCTIMiIeMil, IK JOOBHEHHS /10 T1€TH,

KOJH BIAMOBiIb Ha €Ty Ta 1HIII HEMEAUKAMEHTO3HI 3aco0M JiKyBaHHs (Hampukian, (i3udHi

BIIPABH, 3HI)KEHHS MACH TiJla) € HEJJOCTAaTHHOIO.

JlikyBaHHSI TOMO3HMIOTHOI CIMEHHOI TilnepXxojieCTepruHeMIi, SIK JONOBHEHHS 0 JIE€TH Ta 1HIIOTO

JIM1I03HIKYBAJIBHOTO JIIKYBaHHs (Harpukiaa, adepesy JiMigiB HU3bKOI LIUIBHOCTI), SKIIO TaKi

METO/M JIKYBaHHS HE € MPUHHATHUMHU.

CepiieBo-cyirHHA TpoGiTaKTUKA

3HWKEHHS CEepLEBO-CyIMHHOI CMEPTHOCTI Ta 3aXBOPIOBAHOCTI Yy TAIE€HTIB 3 SBHOIO

aTepOCKIEPOTUYHOIO CEPLIEBO-CYANHHOIO XBOPOOOI0 200 LYKPOBUM A1a0€TOM, 3 HOpMAIbHUMU 200




iIBUIIIEHUMU PIBHAMH XOJIECTEPUHY, K JOATKOBA Teparis sl KOPEKIil iHIUX (PaKTOpiB PU3HKY

Ta J10 1HIIOI KapIiONPOTEKTUBHOI Tepamii (AuB. po3ain «DPapMaKoIoTiyHi BIACTUBOCTI»).

IIpomunokaszanna.

e [imepuyTnuBICTH A0 CUMBACTaTHHY a00 10 OyAb-IKOr0 1IHIIOTO KOMIIOHEHTA Mpernapary.

e 3axBOpIOBaHHS MEUIHKH Y TOCTPIii cTajii abo cTiiike MiABUIIEHHS pIBHS TpaHCaAMiHa3 y CHpOBATIIi
KpOB1 HEB1JJOMOT'O T€HE3Y.

o CynyTtHaiit npuiiom notyxHux iHri0iTopiB CYP3A4 (mpemnapariB, mo 30umsmytors AUC
npuOIM3HO B 5 pasiB abo Oinblne), TaKuX SK ITPAaKOHA30J, KETOKOHA30J, IOCAKOHA30,
BOpUKOHA30J], iHribitopu BLJI-mporeasu (Hampukiaza, HendiHnasip), Oomenpesip, Temamnpesip,
EPUTPOMIIIMH, KIAPUTPOMIIIMH, TSIITPOMIINH, HE(a3010H, Ta JIIKAPCHKUX 3aC00IB, 110 MICTATH
KoOimucTar (auB. po3ninu «B3aemopis 3 IHIIMMH JTIKAPCBKUMHU 3aco0aMu Ta 1HIN BHIU
B3aeMoIii» Ta «OCOOIMBOCTI 3aCTOCYBAHHS).

e CynytHill npuitom remdpiopo3niTy, HIUKIOCTOPUHY abo maHa3ony (auB. po3ainu «B3aemomis 3
IHIIUMU JIIKapChbKUMHU 3ac00aMHM Ta 1HIII BUIU B3a€MOI» Ta «OcoOIMBOCTI 3aCTOCYBAHHS).

e BariTHicTb 200 mepio roayBaHHs IPyAAt0 (AUB. po3/ii «3acTOCyBaHHS y NEPioj] BariTHOCTI a0o
TOJTyBaHHSI TPYIAI0»).

o [TamieHTaM 13 TOMO3WUTOTHOW ciMmeitHOI0 TimepxonectepuHeMiero (I'oCI'), ski ogHOYACHO
OTPUMYIOTh JIOMITAITI]T 1 CHMBACTaTHH Yy 103ax OinbIne 40 mr (uB. po3aiinu « B3aemois 3 iHIIMMEI
JIKapChKUMHU 3aco0aMM Ta 1HII BUIU B3aemMomii», «OcobauBocTi 3acTocyBaHHs» Ta «Crocio
3aCTOCYBaHHS Ta JIO3W»).

B3aemooia 3 inwumu nikapcoKumu 3acovamu ma inuwii 6u0U 63acmooiil.

B3aemogito BUBYaNu Juile y JOPOCIUX.

Jlexibka MeEXaHi3MiB Jii JIIKQpChKOTO 3ac00y MOXYTh CHPUATH TOTEHIIMHIN B3aeMOil 3

irioiTopamu 'MI'-KoA-penykrasu. Jlikapchki 3aco0u Ta mpenapaTd POCIUHHOTO TMOXOJKEHHS,

K1 TaIbMYIOTh Jeski aii GpepmentiB (Hanpukian, CYP3A4) ta/abo Tpancmoptepa (Hampukiaj,

OATP1B), MoxyTh 301IBIINTH KOHIICHTPAIIF0 CHUMBACTAaTHHY Ta CHMBACTaTHUHOBOI KHCJIOTH B

TJ1a3Mi Ta MMPU3BECTH 0 MIIBUILIEHHS PU3UKY MiomaTii/padbmomionizy.

3BepHITHCA A0 IHCTPYKUIN 1JIA MEIUYHOT0 3aCTOCYBAHHS BCiX OJIHOYACHO 3aCTOCOBYBAHUX

JiKapcbKHUX 32c00iB VISl OTPMMAHHS 10ATKOBOI iH(popMaIlii mpo iX NoTeHUiiiHy B3a€MO/IIO0 i3

CHUMBACTATHHOM Ta/a00 3MiHH, AKi MOKYTh Bil0yBaTuCH 3 (pepMeHTAMH 200 TPAHCTIOPTEPAMM,

Ta MOKJIMBE KOPUT'YBAHHA /1034 il pe:KUMIB 3aCTOCYBAHHS.

DapmakoOuHamiuti 63a4Emo0ii

Bszaemooia 3 zinoninioemivnumu nikapcekumu 3acobamu, AKi npu NPutiomi OKpemo MONCYMb

CHPUYUHUMU MIONAMIIO

Pusuk po3BuTKy Miomarii, BKJIIOYAIOYM PpadAOMiofi3, 3OUIBIIYETHCS TPHU OJHOYACHOMY

3aCTOCYBaHHI CHMBAcTaTuHy 3 (pibpaTtamu i1 HiallMHOM (HIKOTHHOBA KHcioTa) > 1 1/mo0y. Okpim

TOTO, iICHY€ (papMaKOKIHETUYHA B3a€MOIs 3 TeM(10pO3HIOM, IO TPU3BOIUTH 110 301TBIIICHHS PIBHS

CUMBACTaTHHY Y Tuia3Mmi KpoBi. Hemae >xomgHOTO 10Ka3y, 1o MpH OJHOYACHOMY 3aCTOCYBaHHI

cuMBacTatTuHy 1 (heHodiOpaTy pHU3MK PO3BUTKY MIOIMATii BHUINHMH, HIK NMPU 3aCTOCYBaHHI IHX

npenapatiB okpemo. lllomo iHmmx ¢iOpaTiB — HeMae HaleXHUX NaHUX 3 (hapMaKoOHArJSAAy 1

(hapMaKOKiHETHKH. Y MMOOJMHOKHMX BUIAJKaX BUHUKHEHHS MiOIaTii/padoMiofi3y acoIitoeThCA 13




CYMICHMM 3aCTOCYBAaHHSIM CHMBACTAaTUHY Ta JIiMi03HIKYBAJIBHOI 1034 > 1 1/100y HiauuHy (IUB.
po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

DapmaxokinemuyHi 83a€mMo0ii

Pexomenaartii a1s1 3actocyBaHHs 3aC001B, 1110 BCTYNAIOTh Y B3a€EMO/1i10, HABECHO y TaOIMIII HUXKYE
(muB. Takox po3ainu «IIporunokazanusay», «Oco6iMBOCTI 3acTocyBaHHs» Ta «CrociO 3acTOCYBaHHS
Ta JI03U»).

B3aemoniss 3 iHIIMMHU JiKapChbKMMM 3ac0o0aMH, IO AaCOIHIOETHCA 3 MiJABHUIICHUM PU3HKOM
miomnaTii/pabmomionizy

PedoBuHU, 10 BCTYMAIOTH Y Pexomennarii
B3aEMOII0

[ToryxHi iuri6iTopu CYP3A4: MIPOTUIIOKA3aHE 3aCTOCYBAHHS Pa30M 13 CHMBACTaTUHOM
1TpaKOHAa30J1
KETOKOHA30J1
MI03aKOHA30J1
BOPUKOHA3011
€pPUTPOMILIMH
KJIAPUTPOMILIUH
TETITPOMIITIH

iHriditopu BlJI-nporeasu
(nendinaBip)

Oouenpesip

Tenanpesip

Hedazomon
LUKJIOCTIOPUH

JTaHa301

remdi0po3un

Iami  ¢iGpat (32 BHHATKOM | HE MEPEBUIYBATH IIOJICHHO1 103U 10 MI cCHMBacTaTUHY
dbenodidparty)

Dy3uaAMHOBA KUCIOTA HE PEKOMEHYEThCS 13 CHMBACTaTHHOM

Hianus (HIKOTUHOBA KUCIIOTA) He pekoMeHy€eThCsl IpU3HAYATH Pa3oM 13

(> 1 1/mo0y) CUMBACTaTHHOM TAI[i€EHTaM MOHTOJIOITHOI pacH

AmiogapoH He nepeBulryBaTy 20 MI' CUMBACTaTUHY Ha 100y

aMJIOTUTIH

Bepamnamin

IHIITIa3eM

enbacBip

rpazonpesip

JlanToMinuH He pekoMeHIy€eThCsl IPU3HAYATH 13 CHMBACTATHHOM

JlomiTamizg [Tamientam 13 ['oCI” cuMBacTaTHH IPU3HAYAIOTH Y 71031 HE BHIIIE
40 mr Ha 100Yy.

['petindpyToBuii cik PEKOMEHJIOBAHO YHHKATH B)KWBAHHS

Bnaues inwux nikapcvkux 3aco0ise na cumeacmamum

Bzaemooii 3 yuacmio CYP344

CumBactatul € cyocrtparom nuroxpomy P450 3A4. IlotyxHi iHribitopu muroxpomy P450 3A4
MiJBUIIYIOTh PU3UK BUHUKHEHHSI Miomatii Ta paOoMioni3y BHACHTIIOK 3pOCTaHHsS KOHIEHTpaIii
I'MTI'-KoA-penykrasu y mia3mi mif yac Tepamii cumMmBacTaTHHOM. [lo TakuX iHTi0ITOpPiB HaNEKaTh
ITpaKOHa30J, KETOKOHA30JI, IIOCAKOHA30J, BOPUKOHA30Jl, EpPUTPOMILIMH, KJIAPUTPOMILIUH,




TemiTpoMinuH, iHri6iTopu BlJI-npoteasu (nampukiazn, HendiHasip), Oouenpesip, Tenamnpesip Ta
HedazonoH. CymnyTHiH nOpudOM  ITPaKOHA30Jy MPU3BOAUTH JO 3POCTAHHS  EKCHO3MIIi
CHUMBACTaTHHOBOI KUCJIOTH (AKTUBHOT'O METa00IiTy OeTa-riIpOKCUKUCIOTH) Outble HiX y 10 pa3sis,
TeNITPOMIIUHY — OiibIe HiXK y 11 pasis.

Komb6inaris 3 iTpakoHa30710M, KETOKOHA30JI0M, MMO3aKOHA30JI0M, BOPUKOHA30JIOM, iHTiOiTOpaMu
BlI-npoteasu (Henginagip), 601enpeBipom, TeIanpeBipoM epUTPOMILIMHOM, KIAPUTPOMILIMHOM,
TENITPOMIIIMHOM, He(}a30J0HOM, a TaKoX 13 reM(iOpo3WIOM, HUKIOCIOPHUHOM Ta JIaHA30JI0M
npoTHIoKa3zaHa (auB. po3ain «lIpoTunokasaHHs»). SIKIIO JTiKyBaHHS MOTYXHHMMHU 1HTiIOITOpaMu
CYP3A4 (npenapatamu, mo 36inbmrytote AUC y 5 pa3iB abo Ouiblie) HEMOXKIUBO YHUKHYTH,
Teparilo CHUMBACTaTHHOM IMOTPIOHO MPHUINMHUTH HA 4Yac MPOBEACHHS KypCy JIIKyBaHHS.
3acTocyBaHHS CHMBACTaTHHY 3 JAESIKMMHU IHIIMMU MEHII MOTYKHUMH iHriditropamu CYP3A4
((prroxoHa307I0M, BEpamamilioM 1 TUITia3eMOM) CIIiJl TMPOBOJUTH 3 OOEPEKHICTIO (AUB. PO3IITH
«Oco0mMBOCTI 3acTocyBaHHs» Ta «CrociO 3aCTOCYBaHHS Ta JO3M»).

Dnioxonason

3piaKa MOBIIOMIISIIOCS MPO BUIAAKKM BUHUKHEHHS pabIoMiONi3y, IO acOILOBABCS 13 CYIyTHIM
NpUHOMOM CHUMBACTaTHHY Ta (PIIOKOHA301y (IUB. po3aii «OCOOINBOCTI 3aCTOCYBAHHS).
Luxnocnopun

Pusuk po3BUTKY Mionarii/paboMiofizy 3pocTa€e MpH MOEIHAHOMY 3aCTOCYBaHHI IIUKJIOCTIOPUHY 3
CUMBAaCTaTHHOM, TOMY TaKe 3aCTOCYBaHHs MpOTUIOKa3aHe (nuB. po3ainu «IIpoTumnokazanHs» Ta
«Oco0nMBOCTI  3aCTOCYBaHHs»). Xoda MeXaHi3M Jii He TMOBHICTIO 3pO3yMiIHi, Oyio
IPOJAEMOHCTPOBaHO, 1o IuKiocnopud 30utbmrye AUC  inriGitopie I'MI-KoA-penykrasu.
3outbmenHss AUC cumBacTaTuHy BiOyBaeThest Hacammepes yepe3 npurHiueHHss CYP3A4 ta/a6o
6inka OATPIBI.

Hanazon

UYepes pu3uK po3BUTKY Mionatii 1 pabaomMioizy, 1110 301IbIIY€ETHCS PU CYIyTHBOMY 3aCTOCYBaHHI
JaHa3oly 31 CHMBACTaTMHOM, TaKe 3acCTOCYBaHHS  IPOTHUIOKa3aHe  (OUB.  PO3IUIH
«IIporunokaszanus» Ta «OCOOIMBOCTI 3aCTOCYBAHHS»).

Temgbioposun

I'emi6po3ui 361mb11ye AUC cMBacTaTUHOBOI KUCIIOTH Y 1,9 pa3a, MOXKIIMBO, Yepe3 ralbMyBaHHs
Kackaay peakiiil rmokypoHigaiii ta/abo 6inka OATP1B1 (mauB. po3ainu «lIpoTunokazaHHs» Ta
«Oco0mmBoCTI 3acTocyBaHHs»). CyIyTHE 3aCTOCYBaHHS 3 reM(piOpO3UIOM IPOTUIIOKAa3aHE.
Dy3uounosa Kucioma

Pusuk mionarii, BKJIIOYa0uu pabaoMioni3, MOXKe MiJBUILYBATUCA MiJ Yac CYMYTHBOTO MPHHOMY
cUCcTeMHOi (y3UIMHOBOT KHCIOTH Ta cratuHiB. CynyTHil mnpuifom wiei koMOiHamii Moxke
CIPUYMHUTH TMIJBUIICHHS KOHLEHTpalii o00X mpemapariB y Iuia3Mi KpoBi. MexaHi3M Takoi
B3aeMoJlii poTenep HeBigoMuil. [Ipu 3acTocyBaHHI CHMBAacCTaTHHY MOBIIOMIISIIOCS PO MOOJMHOKI
BUMAJKH PO3BUTKY pabAOMIiONi3y (BKJIIOYAIOYM JI€TalbHI BHUMAJKH). SIKIIO BBAXKAETbCA 32
HEOOXiJJHEe 3aCTOCYBaHHS (Y3UIUHOBOI KUCIOTH, JIIKYBaHHSI CUMBACTaTUHOM CIIiJl IPUITUHUTH Ha
el gac Teparii (auB. po3ait «OcoOIUBOCTI 3aCTOCYBAHHSD).

Amiodapon

Pusuk mionatii Ta pabnomioni3y MiJBUILYETHCS MiJ Yac CYMyTHBOI'O NMPHIOMY CHMBAcCTaTHHY 3
amioapoHoM (IuB. po3ail «OcoOIUBOCTI 3aCTOCYBaHHS»). Y MpoOILECi KIIHIYHOTO JOCHTIIKEHHS
PO MioNaTio NoBiOMUIH 6 % Mali€eHTiB, ki npuiiManu cumBactaTu 80 mMr Ta amiogapoH. Tomy



71032 CUMBACTaTHHY He MOBUHHA NepeBUIyBaTy 20 Mr Ha 0Oy /7 MAIEHTIB, SIKi IPUIMalOTh el
npernapar CynyTHbO 3 aMiOJJapOHOM.

Ernokamopu kanbuyiesux KkaHarie
* Bepanamin

Punauk BMHMKHEHHST MionaTii i pabgomionisy 36inbLlyeTbCA Npyu CynyTHbOMY 3aCTOCYBaHHi
Bepanaminy i3 cumsactatmHom y fosi 40 abo 80 mr (gus. posgin «OcobnusocTi
3acTocyBaHHA»). dapmakoKiHETMYHI  AOCMIMKEHHA  nokasanu, WO  OAHoYacHe
3aCTOCyBaHHA Bepanaminy npu3BoauTb A0 36inblUeHHS eKcrno3uuil cMmBacTaTUHOBOI
kucnotn B 2,3 pasa, Hacamnepen udepe3 npurHiyeHHs CYP3A4. Takum 4mHOM, [oO3a
cuMBacTaTUHY He NoBWHHA nepeBulyBaTn 20 Mr Ha Aoby ANnda nauieHTiB, SKi npunMaloTb
uen npenapar CynyTHbO 3 Bepanamisiom.

* [unmiazem

Pun3unk BUHUKHEHHSA MionaTii 1 pabaomionisy 36inbLIYETbCSA NPU CYNYyTHBOMY 3aCTOCYBaHHi
auntiazemMy Ta cumBacTaTuUHy y o3i 80 mr (amB. po3agin «OcobnuBoCTi 3aCTOCYBaHHA»).
Y dpapmakoKiHeTUMHOMY OOCAIAXKEHHI CYNYTHIN NPUWOM annTiasemMy CNpUYMHSAB 3pOCTaHHSA
eKcrnosuuili cCMMBacTaTUHOBOI KUCNOTW Yy 2,7 pasa, Hacamnepen 4epe3 MNPUrHiYeHHs
CYP3A4. Taknm 4nmHOM, AN nauieHTiB, SKi OTPUMYIOTb CYNyTHE NiKyBaHHA OMMATIa3eMoM,
A03a cuMBacTaTUHY He NoBuHHA nepesuwysaty 20 Mr Ha goby.

o Amnoouniu

MauieHTn, aki npynMaroTb amnoguniH CynyTHbLO i3 CMMBAcTaTUHOM, MakOTb NiABULLEHUI
pU3NK po3BUTKY Mionatii. Y dapMakoKiIHETUYHOMY [LOCHIIKEHHI CYNyTHIN NPUAOM
amMnoauniHy CNPUYNHAB 3POCTaHHS EKCNO3ULLil cMmBacTaTMHOBOI kucnotny 1,6 pasa. Tomy
Ao3a cumBacTaTUHY He noBuHHa nepesuwyBatn 20 mMr Ha JoOy ANs nauieHTiB, SKi
npuMmatloTb Len npenapart CynyTHbO 3 aMNOAUMNIHOM.

Jlomimanio

Puauk wmionatii Ta pabgomionidy nigaBMWYETbCA MpPUM  OAHOYACHOMY 3acTOCYBaHHI
nomitanigy Ta cumBacTaTuHy (guB. po3ginn «[lpoTunokasaHHs» Ta «OcobnmBoCTi
3actocyBaHHa»). OmTxe gna nauieHtiB i3 ToCl npu ogHOYacHOMY MpU3HAYeHHi 3
nomitanigom go3a cuMBacTaTUHY He NoBMHHA nepesuyBaTtn 40 mr Ha JoOy.

Tomipni incioimopu CYP3A4

[TamienTy, sSKi NpUIMalOTh 1HII JIIKAPCHKI 3ac00H, 110 MAlOTh MOMIPHUNA 1HTiOy0uUMid edekT Ha
CYP3A4, cynyTHbO i3 CHMMBAacCTaTMHOM, OCOOJHMBO 3 BHUILMMH J03aMH CHUMBACTATHHY, MalOTh
MiIBUIICHUN PU3UK MOSIBU MiomnaTii (AuB. po3ais «OcoOIUBOCTI 3aCTOCYBAHHSD).

Ineioimopu mpancnopmuozo 6inka OATPIBI

CumBacTaTuHOBa KUCIOTa € cyocTparoM TpaHncnoptHoro Oinka OATP1B1. CynyTHe 3acTocyBaHHS
JKapChKUX 3ac001B, SIKI BioMi K 1HTi0iTopH TpancnopTHoro Oinka OATP1B1, Moxxe npusBouTH
710 301JIBIIEHHS KOHIIEHTpallii CAMBAaCTaTUHOBOI KMCJIOTH Y TUIa3Mi KPOBI i 10 MIABUILIEHHS PU3HUKY
po3BUTKY MiomnaTii (auB. po3ninu «[Iporunokazanus» Ta «OCOOIUBOCTI 3aCTOCYBAHHS).
Ineibimopu 6inka pezucmenmuocmi paxy monounoi 3anozu (BCRP)

OnnouacHe 3actocyBaHHs 3 iHri0iTopamu BCRP (Bkitowaroum Jikapchki 3aco0H, SIKI MICTATh
enbacBip abo rpa3zonpeBip) MOKe MPU3BECTH A0 MiABUILEHHS KOHLEHTpAIlll CAMBACTaTHHY Y IJ1a3Mi



KpOBI Ta MiIBULIIEHHS PU3UKY PO3BUTKY Mionartii (IuB. po3aiim «OcoOIMBOCTI 3aCTOCYBaHH» Ta
«Criocib 3acToCyBaHHSA Ta JO3M»).

Hanmomiyun. Bunanku mionatii Ta/abo pabaomioftizy cocTepiraiucs nNpu CylmyTHbOMY MpUHOMI
iarioitopie I'MI'-KoA-peaykrazu 3 mantominumHoM. CiiJ JOTPUMYBATHCS OOEPEKHOCTI NpHU
npusHadenHi iHrioitopis ' MI'-KoA-penykTasu 3 4anTOMILIMHOM, OCKIIBKHU OY/Ib-SIKHH 3 HUX MOXeE
BUKJIMKATH M10TaTio Ta/abo pabaomiosi3 npu 3acTocyBaHHI okpeMo. [larienTam, siki 3aCTOCOBYIOTh
JAaNTOMILIMH, CJIi1 TAMYACOBO NMPU3YNUHUTH 3aCTOCYBaHHSA CUMBACTATHHY.

Hiayun (nikomunosea xucioma)

Pigkichi  Bumaaku  Miomatii/paOAoMionizy  acouiloBalMCsi 13 CYNyTHIM  NPUHOMOM
minigomoaudikyBaabHuX 103 (=1 1/100y) HianuHy (HIKOTMHOBOI KHCIOTH). Y mporeci
(bapMaKOKIHETUYHOTO TOCIPKEHHS CYIyTHIH NPUHOM OJTHOPA30BO J103H 2 I' HIKOTUHOBOI KMCIIOTH
MIPOJIOHTOBAHO1 A1ii 13 cuMBacTaTuHOM 20 MT IpUBiB J10 moMipHoro miaBuieHHs AUC cuMBacTaTuHy
1 CUMBaCTaTMHOBOI KUCJIOTH Ta MOKa3HUKa Cypx CHMBACTaTUHOBOI KUCJIOTH Y TIa3Mi KPOBI.
I'pevinghpymosuii cik

Cik rpeiindpyTa npurHiyye akTuBHICTh uTOXpomy P4503A4. BxuBaHHS BENIMKUX KUIBKOCTEH
(6impmie 1 1 Ha 100Yy) TpeiindpyTOBOro COKy y MOEAHAHHI 3 NPUHOMOM CHMBACTaTUHY MOXE
MPU3BECTH 1O MIABMILEHHS [Jii CHUMBAcCTaTMHOBOI KHUCIOTH Yy 7 pasiB. BixuBanus 240 wmn
rpeindpyToBOro COKy 3paHKy Ta 3aCTOCYBAaHHS CHMBACTaTHHY BBEUYEpl TAKOX MPU3BOJIWIO JI0
30umbmieHHa Al y 1,9 pasa. Tomy HeoOXiHO yHHMKaTH BXXMBaHHS COKy rpeindpyra npu
3aCTOCYBaHHI CHMBAaCTaTHHY.

Konxiyun

[Ipu cynmyTHROMY NpPHIOMiI KOJXIIWHY Ta CUMBACTATHHY Y XBOPHUX Ha HHUPKOBY HEIOCTaTHICTh
criocTepirajiucs BUNaJAKU BUHUKHEHHS MiomaTii Ta pabaomionizy. 3a nauieHTamu, siKi IpuiiMaroTh
TaKy KOMOIHAIIIO JIKapChKUX 3aC001B, PEKOMEHIYETHCSI PETEIIBHO HATJISIIATH.

Puchamniyun

Ockinpku pudamminud € notyxHuM 1HaykTopoM CYP3A4, y maiieHTiB, siKki TOBruil 4ac Horo
NpUiMaloTh (HaNpHUKiIaA, Tepamis TyOepKyibo3y), MOXE BHUHUKHYTH BTpara e(eKTHBHOCTI
CUMBAcTaTHHy. Y (apMaKOKIHETUYHOMY JOCHKEHHI Yy 3a0poBux ao0poBoisblisB AUC
CUMBACTaTMHOBOT KUCJIOTH 3MeHIImacs Ha 93 % npu cynyTHbOMY MPHUIOMI 3 pUpaMIILITHOM.
Bnaue cumeacmamuny na ¢papmaxoxinemuxy iHuux 1iKapcokux 3acoois

CuMBacTaTUH HE YUHUTH PUTHIYYBAJIBbHOT 1111 Ha IUTOXpoM P450 3A4. Takum 4nHOM OYIKY€ThCS,
10 CUMBACTaTUH HE BIUIMBATUME Ha IIa3MOBI KOHIEHTpALlli pEYOBUH, K1 MeTabO0MI3yIOThCs 3a
nonomoror nuroxpomy P450 3A4.

Ilepopanvni anmukoaynanmu

VY ABOX KIIIHIYHUX JOCIIIKEHHSX, B OJHOMY 3 SIKUX OpaJii y4acTh 310pOB1 JOOPOBOJIbLI], B IHILIOMY
— XBOp1 Ha TiNepxojecTepruHeMito, O0yJi0 BCTAHOBIIEHO, II0 CUMBAcTaTUH Yy 1031 2 —40 Mr/mpo0y
MOMIPHO MOCHJIIOE /110 KYMapUHOBHX aHTUKOATyJISHTIB: MPOTPOMOIHOBUH Yac, BUPAKEHUH 3r1AHO
3 MDDKHApOJHUM HOpMalli30BaHUM BijHomeHHsM (MHB), 3011bmmBces 3 6azoBoro 3HaueHHs 1,7 10
1,8 y 3mopoBux 100poBOBIIB 13 2,6 10 3,4 y marieHTiB. JlyXe piko TOBIJOMIISIIOCS TIPO BUTIAKH
nigsumieHHs MHB. V' nanienris, siki npuiiMaoThb KyMapUHOBI aHTHUKOAryJsSHTH, O IOYaTKY
JIIKyBaHHS CHMBAaCTaTUHOM HEOOX1THO BHU3HAUMUTH MPOTPOMOIHOBHUI 4Yac, a MOTIM JOCIIKYBaTH
HOro mpoTsSromM mo4aTkoBOIO MEPIOy JIKYBaHHS 3 METOIO BUSIBJICHHS MOMJIMBHX ICTOTHHUX 3MIiH
poTpoMOiHOBOTO yacy. [licis miaTBepKeHHS CTa01IbHOCTI MPOTPOMOTHOBOTO YaCy JTOCIIIKEHHS
MPOBOJAATH uepe3 I1HTepBaid, PEKOMEHJOBaHI Ul TMall€HTIB, SKI MNPUIMalOTh KyMapHUHOBI
AHTUKOATYJISIHTU. SIKIIO 103y CUMBACTaTHHY 3MIHEHO ab0 HOro mpuiioM NMPUIIMHEHO, HEOOX1AHO
3HOBY MIJTBEPAUTH CTAOUIBHICT, NPOTPOMOIHOBOro wyacy. JIiKyBaHHS CHMBAacTaTUHOM He



MIOB’13yBaJIOCs 3 BUHUKHEHHSM KPOBOTeY ab0 31 3MiHaMH NPOTPOMOIHOBOIO Yacy Yy MAIli€HTIB, SKi
HE NMPpHUIMaIl aHTUKOATYJISIHTIB.

Ocobueocmi 3acmocyeanns.

Mionamis/paboomionis. CumBactatuH, sk 1 iHm ixri0itopu I'MI-KoA-penykrasu, Moxe
CIPUYMHUTH MIOMNATIIO, 1[0 MPOSBISIETBCS Yy BHUIVISAI M’S30BOTO OOJIO, XBOPOOIMBOCTI abo0
CJIa0KOCTI Ta CYIIPOBOKYETHCS 3pPOCTAHHSAM aKTUBHOCTI KpEaTUHKIHA3HM OlIbIIIe HIXK Y A€CATh pa3iB
BUIIlE BepxHHOi Mexi HopMu (BMH). Miomnaris iHoni HaOyBae (gopmu pabmomionizy 3 abo 6e3
rOCTPOi HUPKOBOI HEJOCTATHOCTI, 00YMOBIIEHOT MiOTTIO0IHYPi€I0; Iy’Ke PIAKO MOBIIOMIISIIOCS TIPO
JeTanbHI BUNAAKH. Pu3nuk Mionatii 301bIIy€THCS] BHACTIAOK BUCOKOT 1HT10YI0Y01 aKTHBHOCTI IIOJI0
I'MI'-KoA-penykTa3u B Iuia3mi KpoBi (TMiJBHIIEHHS PiBHS CHMBACTaTHHY Ta CHUMBAaCTaTHMHOBOI
KHUCJIOTH B IIa3Mi KPOBi), 110 YAaCTKOBO MOXe OyTH MOB’s3aHE 13 B3a€MOJIEI0 3 JIKAPChbKUMHU
3aco0amH, sIKi MEePeNIKoKaI0Th OOMIHY PEYOBHMH Ta/ab0 TPAHCIOPTY CUMBACTATUHY (IUB. PO3ILI
«B3aemois 3 IHITUMU JTIKAPCHKUMH 3acO0aMHU Ta 1HII BUAW B3a€EMOJII).

Sx 1 y Bumaaky 3 iHmmMu iHrioitropamu I'MI-KoA-penykrasw, pH3HK pPO3BUTKY
MiomaTii/padaoMioni3y 3aIeKUTh BiJ JJO3H Ipernapary. Y 6a3i JaHuX KIIHIYHUX TOCTIHKEeHb, Y SKHX
41413 mnauieHTiB npuitManu cumBacTatuH, 24747 (mpubnuzno 60 %) 3 skux Oynu 3alydeHi J0
JOCIIJKEHb 13 CepeHIM MepioJIoM CHOCTepEeKEeHHS MpUHAMHI 4 pOKH, 4acTOTa MOSBM Miomartii
cranoBuna mpubmuszHo 0,03 %, 0,08 % ta 0,61 % Bignosiano npu go3ax 20, 40 ta 80 mr Ha 100Y. [Tig
Yac [UX JOCHIHKEeHb 3a MalliEeHTaMH PETEeNIbHO CIIOCTepiraiu Ta OyJin BUKIIOUYEHI JesKi JTIKapChKi
3aco0u, 110 BCTYIAIN Y MOTEHIIIIHY B3a€EMOJIIO.

VY mpoueci KIHIYHOTO AOCHIDKEHHS, B SKOMY MallieHTH 3 iH(GApKTOM MioKapJa B aHaMHeE3l
npuiiManu cuMBactaTuH 80 Mr Ha 100y (cepenHiil mepiof croctepexeHHs 6,7 poky), 4acTora
Mionarii cranoBmia npudnusHo 1,0 %, nopisasiHO 3 0,02 % Ans narmieHTis, ki npuitmanu 20 mr
Ha 100y. [Ipubnu3HOo MosoBMHA 3 IUX BUIAAKIB MIOMaTii Mana MiCHEe HPOTATOM IEPLIOTO POKY
nikyBaHHsA. YacToTa MosBM Mionatii MpOTSAroM KO>KHOTO HACTYMHOT'O POKY JIIKyBaHHsS CTaHOBMJIA
npubsmzno 0,1 % (quB. po3ainm «PapMakonoriyHi BIacTUBOCT» Ta «I1o6iuHi Ta peakiii»).

Pusuk nosiBu miomnartii OUIbIINI y MaIi€HTIB, sKi NpuitMaoTh 80 MI' CUMBAacTaTHHY, HOPIBHSIHO 3
TaKUM Yy MaLi€HTIB, SIKI OTPUMYIOTh TEPaMilo IHIIUMH CTATUHAMHU 3 OJIOHOI0 e(DEeKTUBHICTIO 11010
3HmkeHHs xonecrepuny JIITHIL. Tomy mo3y npenapaty 80 Mr moTpiOHO 3aCTOCOBYBAaTH TUIBKU
NalieHTaM 13 TSDKKOIO TiNepXOJIECTepUHEMIEI0 Ta 3 MiJBUILEHUM PU3MKOM CEpLIEBO-CYAUHHUX
YCKIJIQJHEHb, SIKI HE OOCATNIM e(eKTy BiA JIKyBaHHS HIKYMMHU J[03aMH, KOJIM OUIKYETHCS, IIO0
KOPHUCThH NepeBakaTUMe MOTEHIIMHI pu3uKH. [ namieHTiB, AKi npuiiMaioTs cumMBacTaTHH 80 MT 1
SKUM TIOTpiOHA CYNMyTHS Teparis, CJiJ 3aCTOCOBYBAaTH HMXKYY J03y CHUMBACTaTHHY a0o0 I1HIIMA
CTaTUH 3 MEHIIUM MOTEHIIIaJIOM B3a€MOJIT 3 JIKapChbKUMHU 3ac00aMHu (IUB. HIDKYE «3aX0Iu II0A0
3HWKEHHST PHU3MKY PO3BUTKY MiomaTii/padnomionizy», 1uB. po3aimu «lIpoTumokazanusy»,
«B3aemois 3 iHIIMMH JTIKapCHKUMH 3ac00aMH Ta iHII BUAM B3aeMOoii» Ta «Croci0 3acTocyBaHHS
Ta JI03U»).

VY KIIHIYHOMY JOCT/DKEHHI, B SKOMY MAI[leHTH 3 BHUCOKHM pPH3UKOM CEpLIEBO-CYAUHHUX
3aXBOPIOBaHb OTPUMYBAJIM CUMBACTAaTUH Yy 11031 40 Mr Ha 100y (MeziaHa Mepiogy CHOCTEPeKESHHs
craHoBmia 3,9 poKy), yacTOTa pO3BUTKY MiomnaTii ctaHoBmiIa npubiausHo 0,05 % cepen naiieHTiB
HE KHUTalchKoi HamioHanpHOCTI (n=7367), mopiBHsHO 3 0,24 % cepen NAalli€eHTIB KUTaiCbKOi
HalioHasbHOCTI (n=5468). He3Baxaroun Ha Te, 10 y I[bOMY KIIHIYHOMY JOCII/PKEHH] MOMYJISALis
MOHTI'OJIOIZTHOT pacu OyJa MpeacTaBieHa JIUIe KUTalChbKOI0 HAI[IOHAIBHICTIO, CIIiJ 3 00epeXHICTIO
3aCTOCOBYBATH CUMBACTAaTHH MallieHTaM MOHIOJIOITHOI pacH 1 MpU3HAYaTH iM HAWMEHIIy J103Y.
3uuoicena ghynkyia mpancnopmuux OLIKi6

[Tpu 3HmwKeHIN QyHKIIT TpaHCHOPTHUX OUIKIB mediHku cimerictBa OATP Moske 301UIbIIyBaTHUCS
AUC cuMBacTaTMHOBOT KMCIIOTH 1 MIZABHMILYBATUCS PU3MK Miomartii Ta pabmomioni3y. 3HHMKEHa




GyHKLIS MOXe BUHHMKHYTH SK pe3yJbTaT iHriOimii B3aeMofitouux 3aco0iB (HAmpUKIan,
[UKIIOCTIOPHHY) a00 y Mami€eHTiB, siki € Hocisimu SLCO1B1 (¢.521T>C) renotumy.
VY mamieHTiB, siki HecyTh anens reHa SLCOIBI (¢.521T>C), mo koaye MEHII aKTUBHHIA O1IIOK
OATPI1BI1, Bim3Hauaetscs 30utbeHa AUC CHUMBAcCTaTMHOBOI KHCJIOTH 1 MiJBUIICHUH PU3ZHK
Mmiomnartii. be3 mpuB’sA3KM 10 T€HETUYHOTO TECTYBAHHS PHU3MK PO3BUTKY Miomarii, MOB’s3aHOI 3
BUCOKMMH J103aMH (80 MTI') cHMBacTaTUHY, CTAHOBUTH NMpuOIM3HO 1 %. Pe3ynbraTtu nocmikeHHs
SEARCH mnoka3zytoTs, 1o romo3urotHi Hocii aneni C (CC), ski npuiiMaloTh CUMBACTaTHH y 1031
80 mr, MaroTh 15 %-ii pu3nK po3BUTKY MioNaTii HPOTSITOM POKY, TOAL SIK PU3HK Y T€TEPO3UTOTHUX
HociiB aneni C (CT) cranosurs 1,5 %.
BinnmoBigHWil MOKa3HWK PU3MKY Yy MAli€HTIB 3 HaWOUIbImI po3moBciomkeHuM renoturnoM (TT)
cranoButh 0,3 % (muB. posnin «®Dapmakonoriuni BmacTUBOCTI»). [lomiOne cmenudiuHe
TCHOTUITYBaHHA HE PO3MOBCIO/DKEHE y KIIHIUHIA MpakTuli. Y pa3i MOXJIMBOCTI, MepIl HiX
NpU3HAYaTH CUMBACTATUH y 1031 80 MI' OKpeMUM MalfieHTam, cJiiJi BBaXXaTH JOLUUIbHUM ITPOBEACHHS
y HMX T€HOTUITYBaHHS Ha HasBHICTH aneni C y paMKax OLIHKU CHiBBIJHOIIEHHS KOPUCTh-PU3UK, 1
YHUKATU TPU3HAYEHHS BUCOKMX 103 HocisM renoruny CC. OpHak BiZICYTHICTH I[bOI'O T'€Ha 3a
pe3yJbTaTaMy FeHOTUITYBAaHHS HE BUKIIIOUAE MOXKIIMBOCTI PO3BUTKY MIOMATIl y IIUX MAaLli€HTIB.
Bumiprosannsa kpeamunkinasu
PiBeHb KpeaTHHKIHA31 HE CJI1/1 BUMIPIOBATH IICJIA €HEPriiHUX (i3UYHUX BIIpaB a00 y pa3i HasiBHOCTI
Oyab-KO1 1HIIOT MPUYMHM MiJBUIIEHHS KpEaTHMHKIHA3M, OCKUIbKHM 1€ YCKIAJHIOE TIyMaueHHS
pe3yabTatiB. [Ipu 3HAaUHOMY MiJBUILEHH] PIBHIB KpeaTHHKIHA3U HA OYaTKy (Oliblie HIX y 5 pa3iB
nopiBHsHO 3 BMH) piBHI ¢111 TOBTOPHO BUMIPATH Yepe3 5—7 IHIB IS MIATBEPIKEHHS pe3yJIbTaTiB.
Ilepeo nixysannam
VYcix mamieHTiB, SKi MOYMHAIOTH TEpaIild CHUMBACTATUHOM, a TAaKOXX MAIlEHTIB, SKUM Oyio
30UIBIICHO 7103y CUMBACTAaTHHY, HOTPIOHO MOMEPEAUTH PO MOXJIMBICTh BUHUKHEHHS Miomnarii Ta
HEOOXI1JHICTh HErafHOTO 3BEpHEHHS 710 JIiKaps y pa3i BAHUKHEHHs Oy 1b-sIKOTO He3  ICOBAHOTO OO0
3 00Ky M’s131B 200 M’30BOi CIIa0KOCTI.
Crig noTpumyBaTUCs 00€pEKHOCTI 11010 MAIIEHTIB 13 (PaKTOpaMU PU3HKY PO3BUTKY pabaoMioNizy.
PiBeHb KpeaTHHKIHA3U CIIi1 BUMIPSITH 0 MOYATKY JIIKYBaHHS B TAKUX BUIA/KAX:

e  TiTHIiH BiK (BiK > 65 pOKIB) MAIlI€HTA;
JKIHOYA CTAaTh;
nopyueHHs: QyHKII{ HUPOK;
HEKOHTPOJIbOBAHHH T1IIOTHPEO3;
HasIBHICTh B 0COOMCTOMY a00 CiIMEHHOMY aHaAMHE31 CIIaJKOBUX MOPYIIEHB 3 OOKY M’s3iB;

® HasABHICTh B aHAMHE31 TOKCHYHOT'O YPAXXKEHHS M’ sI31B, CHPHUYUHEHOT'O CTATHHOM a00 ¢idpaTom;

®  3JIOBKMBAHHS aJKOTOJIEM.
VY Takux cHUTyalisix pU3MK JIKYBaHHS CIIJ PO3MJISIIaTH BIJHOCHO MOJKJIMBOI KOPHUCTI, TaKOXK
PEKOMEHAYETHCSI KJITHIYHUM MOHITOPUHT. SIKIIIO paHille y nanieHTa Oyyo nopymeHHs 3 00Ky M’s31B
npu mnpuiiomi ¢idbpaty abo cTaTuHy, JIKyBaHHS IHIIMM 3aco00M IIbOrO0 Kjacy HOTpIOHO
PO3MOYUHATH 3 O0EPEKHICTIO.
[Ipu 3HaYHOMY TOYATKOBOMY MiJIBUILIIEHH1 PIBHS KpeaTHHKIHA3U (Ou1ble HIX y S pa3is Buiie BMH)
JIKyBaHHS HE CJIiJ] pO3NOYMHATH.
11i0 uac nixysanns
[Tpu BUHMKHEHH1 060110, cTaOKOCTI a00 cra3MiB i Yac NpUHOMY MalllEHTOM CTaTUHY CJI1/1 BUMIPATH
PiBHI KpeaTHMHKIHA3W. SIKIIO BHSIBIEHO, IO Il PiBHI, Y pa3l BIICYTHOCTI CEpHO3HUX (I3MYHUX
HaBaHTa)XeHb, 3HAUYHO MiABUIIEHI (OU1blIe HIX y 5 pasiB nepesuirytoTe BMH), nikyBanHs ciin
MPUNUHUATHU. SIKIIO CUMOTOMHU 3 OOKY M’SI31B € TSDKKMMHM Ta BUKJIMKAIOTh HIOJEHHUHN AUCKOMDOPT,
HaBITh SKIIO PIBHI KpeaTMHKIHa3W MeHIIle HiK y 5 pasiB Bumie BMH, To cmig po3riasHyTH




HEOOXIHICTh NPUITMHEHHS JIIKYBaHH. SIKIIO MiA03PIOEThCS MionaTist 3 Oy/Ib-AKOi 1HIIOT MPUYHHH,
JIKYBaHHS CJIiJ IPUITUHUTH.

Jly»e piiKo crocTepiraiucs BUMAAKH iIMyHOONocepeakoBanoi HekpotuyHoi mionatii (IOHM) min
yac abo micas JikyBaHHS cratuHamMud. IOHM KiiHIYHO XapaKTepH3yeThCsl CTIMKOIO CIa0KICTIO
MPOKCUMAJIbHUX M SI31B 1 MiIBUILIEHHSM PiBHS KpEaTHHKIHA3M B CHPOBATIII KPOBI, SIKi HE 3HUKAIOTb,
HE3BaXXKAI0OUM HA MPUITMHEHHS NpUioMy cTaTHHIB (AuB. po3aii «[1o0iuni peakmii»).

SIKIIO CMMITOMM 3HUKIM Ta PiBHI KpEaTHMHKIHA3W MOBEPHYIMCS 0 HOPMH, CIiJ PO3IIISIHYTH
JOLUIBbHICTh TTOBTOPHOTO MPUHOMY TOTO K CTaTUHY a00 aJbTepHATUBHOTO CTATHHY Y HU3bKIH 1031
Ta MiJl PETEJIbHUM KOHTPOJIEM.

Bumumii BiicoTok Miomnartii criocTepiraBcs y HAlli€HTiB, SKUM 30U1blIyBanu 103y 10 80 mr (auB.
po3nin  «®Papmakosyoriuii  BiracTuBocTi. PapmakonuHamika»). PekoMeHJ0BaHO MPOBOIUTH
NepioiMYHEe BU3HAYEHHS PIBHSA KPEAaTUHKIHA3M, OCKUIBKM II€ JOIOMOXKE BUSBUTH CYOKIIiHIUHI
Bunaaku Mionarii. OfHaK HEMae OCTOBIPHHMX JAaHUX PO Te€, IO TAKH MOHITOPUHT 3JaTHUN
3aroOIirTi pPO3BUTKY MiOMATIi.

Tepamito cuMBacTaTHHOM MOTPIOHO THMYAcCOBO MPUIUHUTH y MAII€HTIB 3a KUIbKa THIB /10
BUKOHAHHS BUOIPHHUX BEJTMKUX ONEPATUBHUX BTPYUYaHb, @ TAKOXK MiCIs MEIUYHUX a00 XipypriuHux
BTPY4YaHb.

3axo0u 01 3HUOICEHHA PUBUKY PO3GUMKY MIOnamii, CHpUYUHEHOi 63aEMOOIE 3  [HUUMU
JUKAPCLKUMU 3ac00aMU (Makoic Ous. po30in « B3aemodis 3 iHuumu 1iKapcoKumu 3acooamu ma inui
6UOU 83AEMOOILL»)

Pusuk po3BUTKY Miomartii Ta pabIoMioui3y 3HaUYHO 30UIBLIYETHCS MPU CYMyTHHOMY 3aCTOCYBaHHI
CUMBAcTaTHHy 3 MOTYXHUMH iHrioitopamu CYP3A4, Takumu K 1TpakoHa30J, KETOKOHA30Il,
MI0CAaKOHA30J1, BOPHKOHA30JI, E€PUTPOMIIMH, KIAPUTPOMIIMH, TENITpOMIlMH, iHriditopu BIJI-
npoTeasu (Halpukiaa, Heldinasip), 6oenpesip, Tenanpeip, Hea3010H, JIIKAPCHKUMH 3aC00aMH,
1110 MICTATH KOOILMCTAT, a TAKOX 13 reM(i0pO3UIOM, IIMKIIOCTIOPUHOM Ta JaHA30JI0M. 3aCTOCYBaHHS
IIUX JIIKApChKUX 3ac001B MPOTUIIOKa3aHO (UB. po3aia «[IpoTunokazaHHs»).

Pusuk po3BUTKY MiomnaTii Ta pabJoMioiizy TaKoXk 30UIBIIYETHCS MPU CYITyTHHOMY 3aCTOCYBaHHI
amioZlapoHy, aMJIOJMIIIHY, BepanaMiay abo JuiTiazeMy 3 MEBHUMH J03aMU CUMBACTaTHHY (JIUB.
po3ninu «B3aeMonis 3 1HIIMMHU JTIKapCHKUMHU 3ac00aMM Ta 1HII BUAM B3aemofii» Ta «Crocid
3aCTOCYBaHHA Ta J103M»). PU3UK PO3BUTKY Mionartii, BKJIIOYaOun paboMiofi3, 3011bIIy€eThCS IPU
CYIyTHHOMY 3aCTOCYBaHHI (Py3UINHOBOT KUCIIOTH 31 CTATUHAMM (JIUB. po3Aia «B3aeMomist 3 iHITUMU
JIKapchbKMMHU 3aco0aMy Ta iHIII BHIM B3aeMonii»). Y mauieHtiB i3 I'oCI' mpu omHOouacHOMY
3aCTOCYBaHHI JIOMITaliy i CAMBACTaTHHY L€l pU3HK 3pOCTAE.

3acrocyBaHHs cumBactatuHy 3 iHriOiTopamu CYP3A4, irpakoHa3oioM, KETOKOHA30JIOM,
MI0CAKOHA30JI0M, BOPHKOHAa30yI0M, iHri0iTopamu BlJI-mpoteasn (Hanpukian, HendiHaBIpoM),
OolenpeBipoM,  TEJaNpeBipoM,  EpUTPOMILKMHOM,  KIAPUTPOMILMHOM,  TEIITPOMILIMHOM,
He(ha30J0HOM Ta JIKapChKUMHU 3ac00aMU, IO MICTATh KOOIKUCTAT, MPOTUIIOKA3aHO (JIUB. PO3ALIN
«IIporunokazanns», «B3aeMomist 3 1HIIMMH JTIKQPCHKUMH 3ac00aMM Ta 1HII BUIU B3a€MOJIi»).
SIkmo Tepamnito notyxHumu inriditopamu CYP3A4 (npenaparamu, o 30i1bmytors AUC y 5 pasis
a0o O1s1bI1Ie) HEMOJKJIMBO BIIMIHUTH, CJI1J1 IPUIMHUTH TEPAIil0 CHMBACTATHHOM Ha Yac MPUIMaHHS
IIUX [Ipernaparis (Ta po3IISIHYTH BapiaHT 3aCTOCYBaHHA aJlbTePHATUBHOTO cTaTUHY ). KpiM Toro, ciin
3 00EpeXkHICTIO OJHOYACHO 3aCTOCOBYBAaTH CHMBACTaTUH 3 TEBHMMU MEHII IOTYXHUMHU
iari6itopamu CYP3A4: ¢urokoHazonoM, Bepanamiiom, AuiaTia3eMoM (IuB. po3ain «B3aemonis 3
IHIIMMH  JTIKAPCBKUMH  3aco0aMu  Ta IHIN BHUAW B3aeMmofii»). Cmif yHHMKATH BXXHBaHHS
rpein@pyToBOro COKy pa3oM i3 CHMBAaCTaTHHOM.

3acTocyBaHHsS CUMBACTaTUHY 3 reM(iOpOo3UIoM MPOTUIIOKA3aHO (JUB. po3ail «IIpoTunokasaHHs»).
UYepes miABUIIEHUN PU3MK PO3BUTKY Miomartii Ta padaomiosi3zy 103a CUMBACTaTHMHY HE IMOBHUHHA
nepesuiryBaTi 10 Mr Ha 100y U1 NAIIEHTIB, sIKI IPUHAMAaOTh CHMBACTaTUH 3 IHIIUMHU (ibpaTamu,




Kpim ¢enodiOpary (nuB. po3ninm «B3aemonis 3 HIIMMHM JIIKAPCHKUMH 3aco0aMH Ta 1HIII BUAU
B3aeMofii» Ta «Crocid 3acTocyBaHHs Ta 403u»). Ciif 3 o0epekHicTio pu3Havatu ¢peHodiopar i3
CHUMBACTaTHHOM, OCKUIBKM KOXKEH 13 IIMX MpenapaTiB MOXe COPUYMHUTH MIOMATIIO.

CumBacTaTuH He CIiJ OpUHAMaTH OJHOYACHO 31 CHCTEMHHMMHM IIpernapaTtaMi, IO MICTATh
(Gy3UIMHOBY KHCIOTy, a00 MpOTAroM 7 AHIB MICHS NPUIIMHEHHS 3aCTOCYBaHHS (Yy3UIMHOBOT
KHUCJIOTH. SIKIIO 3aCTOCYBaHHA CUCTEMHOI ()y3UJAMHOBOI KHCJIOTH € HEOOXiIHUM, JIKyBaHHS
CTaTMHAMHM CJIiJ] IPUIIMHUTH Ha BECH MepioJ] MpuiiomMy Qy3uIMHOBOI KUCIOTH. Bynu noBigomieHHs
npo pabaomioni3 (BKIOYAIOYHM JIEKUTbKAa JETAIBHUX BUMAJKIB) Yy MAIll€HTIB, SKi MpUiManu
KoMOiHaIito Gy3uAMHOBOT KUCIOTH 1 CTaTUHIB (AUB. po3ain «B3aemomis 3 iHIIMMH JTiKapChKUMU
3aco0aMU Ta 1HII BUIU B3aeMOii»). [lamieHTy ciij HeraitHo 3BepHyTHCS J10 JIiKaps y pasi HOosBU
y HbOro ciabkocti abo 6omo y M’s3ax, 0omo abo xBopoOauBocTi. Teparito CTAaTHHOM MOXHA
BITHOBUTH uepe3 7 JHIB Micis MPUHOMY OCTaHHBOI 03M (PY3UIMHOBOI KHCIOTH. Y BHHSATKOBHUX
BUMAJIKaX, KOJM HEOOXiJHE [OBrOTpUBaJIE CHCTEMHE JIiKyBaHHA (Dy3UJAMHOBOIO KHCJIOTOIO,
HaNpUKIaL U JTIKYBaHHS TSOKKUX 1H(EKii, HeoOX1IHICTh CYITyTHHOTO NPUHOMY CUMBACTaTUHY
Ta (y3uaMHOBOI KUCIOTH MOTPIOHO PO3IJISAATH TUIBKH y KOKHOMY OKPEMOMY BHIIAJKy Ta Mij
peTeabHUM MEIUYHUM KOHTPOJIEM.

Kom0iHoBaHOTr0 3acTOCyBaHHsS CUMBACTAaTHHY B 103aX MoHaA 20 Mr Ha 100y pa3oM 3 aMioAapOHOM,
aMJIOAMITIHOM, BEparaMijioM ado TUITia3eMOM CIil YHUKATH (IUB. po3ainu «B3aemomis 3 iHIIuMu
TKapChKUMU 3aco0aMU Ta 1HIII BUIU B3aeMOZii» Ta «Croci0 3acTOCYBaHHs Ta 1031W»). Y Malli€HTIB
13 ['oCI' npu otHOYaCHOMY 3aCTOCYBaHHI JIOMITaIliy 1 CHMBAaCTaTUHY PU3UK MIOMATIi 3pocTae (IUB.
po3ninu «IIpoTtunokazanus», «B3aemonis 3 IHIIMMU JIKaPCHKUMHU 3aco00aMM Ta 1HII BUAH
B3aeMoii» Ta «Crocid 3acTocyBaHHS Ta JO3M»).

[TamienTy, sSKi NpUIMalOTh 1HII JIIKAPCHKI 3ac00H, 10 MAlOTh MOMIPHUN 1HTiOy0UMid edekT Ha
CYP3A4, cynyTHhO 31 CUMBacTaTMHOM, OCOOJMBO 3 BHUCOKMMH J03aMU CHMBACTaTHHY, MalOTh
HiABUIIEHUNA PU3MK PO3BUTKY Mmiomnatii. Ilpu cymyTHbOMy npuiioMi CUMBAacTaTUHY 3 MOMIpHUM
irioitopom CYP3A4 (nmpenapatu, siki 30u1bmyors AUC y 2—5 pasiB) Moxe norpeOyBaTucs
KOPUT'YBaHHS 1031 CUMBAcTaTUHY. 151 3aCTOCYBaHHS pa3oM 3 OKPEMUMH IIOMipHUMHU 1HT161TOpaMu
CYP3A4, Hanpukiaa JuiTia3eMOM, PEKOMEHIY€EThCSI MaKcHManbHa j103a 20 MI CUMBAacTaTHHY
(muB. po3nin «Croci6 3acToCyBaHHS Ta O3 ).

CumBactatuH € cyOcTpaToM e(IIOKCHOTO HOCis OlIKa Pe3sUCTEHTHOCTI paKy MOJIOUHOI 3aJI03U
(BCRP).

OnnouacHe 3actocyBaHHs 3 iHribitopamu BCRP (Hanpukian, enbacBip 1 rpasomnpeBip) Moxke
MIPU3BECTH 10 MIJBUIICHHS KOHIIEHTpAIlli CHMBACTaTUHY B TUIa3Mi KPOBI 1 MiJBUIIEHHS PU3UKY
PO3BHUTKY MioNarii, TOMy KOPUT'YBaHHS 03U CUMBACTaTHHY MOke OyTu HeoOxinHuMm. OnHouacHe
3aCTOCYBaHHA eN0acBipy 1 rpa3ompeBipy 31 CUMBAacTaTMHOM HE BHBYalM, OJHAK J1000Ba 1032
CHUMBAcCTaTHHY HE MOBHHHA NepeBULTYBaTH 20 M JJIs MALIIEHTIB, SIKI OTPUMYIOTh CYITyTHIO TEpPaIito
npenaparami, IO MiICTATh endacBip abo rpasompeBip (auB. po3ain «B3aemonis 3 IHIIMMHU
TKapChKUMU 3ac00aMHU Ta 1HIII BUIU B3a€EMOIi»).

PinxicHi BUnaaxu Mionarii/padaomiotizy acolitoBaIiCh i3 CyNyTHIM npuiiomoM iHriditropis ' MK-
KoA-penykra3u Ta nimigomoaudikyrouux 103 (> 1 r Ha 100y) HianuHy (HIKOTUHOBOI KHCIIOTH);
KO>KEH 13 IIUX MpenapaTiB MO>Ke CIPUYMHATH MIOMATIIO.

VY KIiHIYHOMY JTOCTI/IKEHH] (Me/liaHa epioly CIoCTepeeHHs cTaHOBMIIA 3,9 poKy), B koMY Opanu
y4acTh MAI[lEHTH 3 BUCOKUM DPHU3MKOM PO3BUTKY CEpLIEBO-CYJAMHHHUX 3aXBOPIOBaHb 1 3 J00pe
KOHTpOJIbOBaHUM piBHeM xousiectepuny JIITHII] Ha 11 nmpuilomy cumBacTatuHy B 71031 40 Mr Ha
100y pa3oMm 3 ezeTuMiOoM y 1031 10 Mr abo 6e3 HbOT0, 0JaTKOBAa KOPUCTH JUISl CEPLIEBO-CYAUHHOT



CUCTEeMH MpH Jo/1aBaHH1 JinmigoMoaudikyrounx 103 (> 1 r Ha 1o0y) HianMHy (HIKOTHHOBOT KHCIIOTH)
HE BiJI3HaYasacs.

Jlikapi, sKi NpU3HAYalOTh KOMOIHOBaHy Tepamil0 CHUMBACTaTHHOM Ta JiMiZOMOAM(DIKYIOUUMH
nozamMu (= 1 r/mo0y) HianuHy (HIKOTUHOBOI KMCIIOTH) a0 IMpenapaTtamMy, 110 MICTATh HialuH,
MOBMHHI JJ00pe 3BaKUTH MOTEHLIIIHY KOPUCTh Ta PU3UKH 1 PETEJIBHO CIIOCTEPIraTH 3a Mali€eHTaMu
Ha MPeIMeT MOsSBU M S30BOro 000, XBOPOOIHUBOCTI a00 C1abKOCTi B M’s13aX, 30KpeMa MPOTAroM
NEPUIMX MICALIB Teparmii Ta Ipu 30UIbIIEHH] 103U OyIb-SKOT0 3 LUX JIKapChKUX 3aC001B.

VY nmocnipkeHHI YacToTa pO3BUTKY Miomartii craHoBuia npubiausHo 0,24 % cepen maiieHTiB
KUTalChKOI HAI[IOHATLHOCTI, SIK1 MpUitManu cuMBacTaTiH B 1031 40 Mr abo e3eTuMib/cuMBacTaTUH
B 1031 10/40 mr, mopiBHsHO 3 0,24 % marieHTiB KUTAChKOI HALlIOHAIBHOCTI, SKUM MPU3HAYAIN
cuMBacTaTHH y 11031 40 Mr abo ezerumi®/cumBactatuH y 1031 10/40 mMr pazom i3 KOMOIHOBaHUM
npenaparoM MoIu(piKOBaHOIO BUBUIbHEHHS HIKOTMHOBOI KucioTH/naponinpanty 2000 mr/40 mr.
Hes3Baxarouu Ha Te, 1110 Y IIbOMY KJIIHIYHOMY JOCJIJKEHHI a31aTChKa MOMYJIALis OyJia mpecTaBieHa
JUIIE KUTAHISIMM, OCKUIBKM YacTOTa pO3BUTKY MiomaTii cepei TMali€HTIB KUTaiChKOi
HAI[IOHAJIHOCTI BUIIIA, HIXK CEpe/] MALlI€HTIB HEe KUTalCbKOi HalllOHAJIbHOCTI, MPU3HAYaTH Malli€eHTaM
MOHTI'OJIOIZTHOI pacu OJHOYACHUI NMPHIIOM CUMBACTaTHHY Ta JinigoMoaudikyrouux 103 (= 1 r Ha
n00y) HialuHy (HIKOTUHOBOI KUCJIOTH) HE PEKOMEHTYEThCS.

AIMIIMOKC 3a CTPYKTYypOIO CXOXMH Ha HianuH. He3Bakatounm Ha Te, IO alUIIMOKC He
JOCIIJKYBAJIM, PU3HK PO3BUTKY TOKCUYHOTO BIUTUBY Ipenapary Ha M s34 HE BUKJIIOUEHUI (MOXe
OyTH CX0XKMM Ha TaKuil NP NPUIHOMI HIaLlUHY).

Pusuk wmiomatii Ta/abo pabromionizy MoXe MiJBHILYBATUCh NPH CYIyTHHOMY 3aCTOCYBaHHI
iarioitopie  I'MI'-KoA-peaykrasn 3 pgantomMinMHoM (AMB. po3ain «Bzaemonis 3 1HIIUMHU
TKapChKUMU 3ac00aMHU Ta 1HINI BUIU B3a€EMOIIiN»).

Bnaue na neuinky

VY KIIHIYHUX JOCHIDKEHHSX Y JEAKUX JOPOCIUX MAaIli€HTIB, fKi OJEpXKYyBajJl CHUMBACTaTHH,
BiJJ3HAYAJIOCH CTiMKe MiIBUIIEHHS PiBHS MEYIHKOBUX epMeHTiB (Oinbie Hix y 3 pa3u Buie BMH).
IIpu BiAMIHI mpemapaTy aKTHUBHICTh TpaHCaMiHa3 3a3BHYail IMOCTYNOBO IOBEPTAETHCS MO
MoYaTKOBOTO piBHSL. [lepen moyaTKkoM JIiKyBaHHS, a ITOTIM BIAMOBIIHO O KIIHIYHHUX [TOKa3aHb yCIM
nalieHTaM peKOMEH]Iy€ThCsl IPOBOJUTH (PYHKIIIOHATIbHI MEYIHKOBI MPOOH. Y MaIl€HTIB, I SIKUX
TUTaHY€THCS MIABUILUTH 103y cUMBacTaTHHy 10 80 Mr Ha 100y, (yHKIIIOHANIbHI MEYiHKOBI Ipoou
noTpiOHO MPOBOJUTH JI0 MTOYATKY TUTPYBAHHS, OTIM uepe3 3 MICsI Miciis TOCSITHeHHS 103U 80 MT
Ha 700y, MICJIA YOro NepioMYHO MOBTOPIOBATH (HANpHUKIal, | pa3 y miBpOKY) MPOTATOM YChOTO
NEepUIOro poky JikyBaHHS. OcoOiMBY yBary BapTO NPHUAUIATH Halli€eHTaM, Y SIKUX MiJABHUIICHUN
piBEHb CUPOBATKOBUX TpaHcamiHa3. LluM mamieHTaMm KOHTPOJIb (YHKIT MEUiHKU CIIiJ TPOBOIUTH
Ha MOYaTKy JIIKyBaHHs, a HaJlaJli — yacTille, HiXK 3a3BUYail. Y BUIA/Kax, KOJIHU piBEHb TpaHCaMiHAa3
3pocTae, 0coOIMBO MPU CTIHKOMY MepeBHILeHH] B 3 pa3u Bix BMH, npenapart noTpiGHO BiIMIHUTH.
Crnin 3ayBaxuTd, IO ajaHiHaMiHOTpaHC(epa3a MOXKe BUXOIUTH 3 M S30BOi TKAaHWHH, TOMY
HiABHUILIEHHS aJaHiHaMIHOTpaHC(epa3u 3 KpeaTHHKIHA30l0 MOXe BKa3yBaTW Ha MIOMAaTiio (AMB.
Bumie «Mionarig/padaomioniz»). Piko moBioMIIsIIOCsS MPoO JIeTalbHY Ta HEJETalbHY IEYiHKOBY
HE/IOCTATHICTh y TAlli€HTIB, SfKI NpUHAMAaNu CTaTHHU, y TOMYy 4Hcii cumBacTatuH. I[lpu mossi
CEepHO3HOTO Ypa)KeHHs IEYiHKM 3 KIIHIYHUMH CHMIITOMaMHu Ta/abo rinepoOinipybineMii abo
’KOBTSIHUIII IT1]] Yac JIIKYBaHHs MPerapaToM Ciiii HeraHo repepBaTH Tepamito. SIKIo He 3HaliaeHO
aJIbTEpPHATHBHOI €TIOJIOril, He CIiJ 3HOBY pO3MOYMHATH NpuiloM mpenapary. Ilpemapat ciif
3aCTOCOBYBATH 3 O0CPEKHICTIO MALlIEHTAM, SIK1 37I0BXKHBAIOTh AJIKOTOJIEM.

[Ipu nikyBaHHI CHMMBAacCTaTHHOM, SIK 1 IHIIMMHM TiNOJIMIAEMIYHUMH 3ac00aMH, CIOCTepiraaocs
nomipHe (MeHIIe HiX y 3 pa3u Buiie BMH) 30inbI1eHHS] aKTHBHOCTI CHUPOBATKOBUX TpaHCaMiHAa3.




L1i 3miHM 3’gBIsUIMCS He3a0apoM Micisl MOYaTKy JIKYBAaHHS, YaCTO Majk MUHYLIMH XapakTep, He
CYIIPOBOJIKYBAIMCS KOAHUMHU CUMIITOMaMH Ta HE BUMarajil CKacyBaHHS Teparii.

Llyxposuii oiabem

Jleski 1aHi BKa3yIOTh Ha T€, 110 CTaTUHM K KJIaC MiJABHUILYIOTh PIBEHb INIIOKO3H B KPOBI, Y JAESIKUX
MAIIEHTIB 13 BUCOKUM PU3UKOM PO3BUTKY IIyKPOBOTO J1iabeTy B MalilOyTHbOMY MOKYTh CIIPHYUHUTH
piBEHb rinepriiikeMii, Ipu SKOMY PEKOMEHIYEThCS PO3MOYMHATH JIIKYBAaHHS I[yKPOBOTO Jiabery.
OnHak HajJ UM PU3UKOM IEpeBa)ka€ KOPUCTb 3HWKEHHS CTaTWUHAMH CyIWHHOTO PU3HKY, 1 TOMY
BiH HE MOBHHEH OyTH NPUYMHOIO JUIS MPUIIMHEHHS JiKyBaHHS cTaTuHaMHu. [1oTpiGHO mpoBoauTH
MOHITOPHHT CTaHy MAIli€HTIB 13 PU3UKOM (TJII0K03a HaTiie 5,6-6,9 MMOJB/1, 1HAEKC MacH Tila >
30 kr/M2, migBHIIEHI TPUIILEPH/N, apTepianbHa rilepTensis), AK KIiHIYHMH, Tak i Gi0XiMidHuii,
BIJIOBIAHO 10 HAIOHAJILHUX HACTAHOB.

Inmepcmuyianvhe 3ax80pI06anHs 1e2eHsb

BUHSTKOBI BHITaKH 1HTEPCTUIIIAIBHOTO 3aXBOPIOBAHHS JICTEHB CIIOCTEPITAUCS IMICIs MPUHOMY
NEsKMX CTaTWHIB, OCOOJMBO TMpU JOBFOTPHBAJIOMY TNpUHOMi. XapaKTepHUMH O3HAKAMU
IHTEpPCTULIIATBHOTO 3aXBOPIOBAHHS JIET€Hb MOXYTh OyTH AMCIIHOE, HENPOAYKTUBHUI Kallelb,
MOTIPIICHHS 37J0POB’ S B LILJIOMY (BTOMa, BTpAaTa MacH TiJia Ta rapsdka). Y pasi mijo3pu Ha pO3BUTOK
y Mani€HTa iHTepCTULIIATBHOTO 3aXBOPIOBAHHS JIET€Hb JIIKYBaHHS CTATHHAMU CIIiJ1 IPUITUHUTH.
Ogmanvmonociune obcmedcenus

VY pasi BiACYTHOCTiI OYyIb-SKOTO MEIUKAMEHTO3HOTO JIIKyBaHHS 30UTBIICHHS TUIOII MOMYTHIHHS
KPHILTAIMKA BBAKAETbCA HACIIIKOM Hpolecy cTapiHHsa. HasBHI KIiHIYHI JOCHIIKEHHS HE
BKa3yIOTh Ha iICHYBAaHHS IIKIJUTMBOTO BIUIMBY CUMBACTaTUHY Ha KPUIITAIHUK OKA JIFOMHH.

3acmocysanna ocobam iimubo2o 8iKy

EdexTuBHICTh 3acTOCyBaHHS CHUMBACTaTHHY JUIsl XBOPHUX BIKOM BiI 65 pokiB mia yac
KOHTPOJIbOBAHMX KIIHIYHUX JOCTIPKEHb OIIHIOBAJIAaCSd IIOJ0 3HIDKEHHS PIBHSA 3arajbHOTO
xonectepuny Ta xojectepuny JIITHII] 1 BusiBumacss Takorw X, K 1 y 3arajJibHIM TOMYJISIII].
301IbIICHHS YaCTOTH MOOIYHUX €(PEKTIB HE Bi3HAYEHO.

Ocobnusi 3acmepedicents Wo0o 0ONOMINCHUX PeUOBUH

[Ipenapar MICTHTh JAaKTO3y, TOMY HAlliEHTaM i3 JIAKTa3HOI HEIOCTaTHICTIO, TaJlaKTO3eMI€l0 abo
CUHJIPOMOM TJFOK030-TallaKTO3HO1 MambabcopOIii He CJTiji Horo 3aCTOCOBYBATH.

3acmocyesanns y nepioo eazimmocmi abo 200y8anHsL 2pyook0.

3acTocyBaHHS CHMBACTaTUHY BariTHUM >KIHKaM MPOTHUIIOKA3aHe.

XKonHUX KOHTPOJLOBAaHUX KIIHIYHUX JOCIIDKEHb 3 YYacTIO BariTHUX KIHOK HE TMPOBOJWIIH,
Oe3mneKa 3aCTOCyBaHHs Hapa3l He BCTaHOBJIEHA. € PiIKICHI TOBIAOMIIEHHS PO BPOXKEHH1 aHOMaJ11
Micisl BHYTPIIHBOYTPoOHOTO BIUIKMBY 1HT101TOpiB ['MI'-K0OA-peaykrasu.

Bynu orpumani piakicHI MOBIJOMJIEHHS MPO BPOJKEHI aHOMalli Micis BHYTPIIIHBOMATKOBOI
excrio3uii 70 1Hri6iTopiB  MK-KoA-penykrazu. Ognak anani3 npu6iausso 200 BariTHUX, 32 SKUMU
CHoCTepirajgy MPOCHEKTUBHO 1 B SKUX MPOTATOM MEPIIOr0 TPUMECTPy Oyia eKCro3ulis a0
cuMBacTaTHHy ab6o iHmioro noaiOHoro iHriditopa I'MK-KoA-penykrasu, dactota BpOIKEHHUX
aHOMaJTii OyJia MOPIBHAHHOIO 3 TAKOIO B 3arajbHii momyJsiii. Takoi KUTBKOCT1 BUTIAIKIB BariTHOCTI
OyJ10 CTaTUCTUYHO JOCTATHHO JJISl BUKIIOUEHHSI 301IbIIEHHS KUTBKOCTI BPOPKEHUX aHOMalil y 2,5
pasa Ta BHIIE MOPIBHSHO 3 YACTOTOIO B 3araJIbHIN MOITYJISAIII.

Xo4a HEMa€ KOJTHUX JOKa3iB, 10 YACTOTA BUMAIKIB BPOHKEHUX aHOMAJTIH y HAIAIKiB TAIli€HTIB,
K1 MIPUMMalOTh CUMBAcTaTUH 4u iHUI iHTi0iTopu I'MI'-KoA-penykrasu, BiApi3HIETbCS BiA Ti€d,
10 CIOCTEPIra€ThCs y 3araibHii MOMyJIsLil, JIKyBaHHS MaTepl CHMBACTaTUHOM MO>K€ 3MEHIIUTU
piBEHb MEBAJIOHATY, 110 € MIPEKYPCOPOM Y CUHTE31 XOJIECTEPUHY Y IJI0/A.

ATepocKiepo3 — I1e XpOHIYHUH mporiec. BiaMoBa Bij rimominiaeMivHuX JTIKapChKUX 3ac001B ITi1 9ac
BariTHOCTI HE TIOBHMHHA 3HAYHO BIUIMBATU Ha PE3yJbTaTU JOBTOTPUBAJIOTO JIIKYBaHHS MEPBUHHOI



rinepxosiectepuHeMii. ToMy CHMBAcTaTHH HE CJIiJl 3aCTOCOBYBATH BAariTHUM KIHKaM Ta XKiHKaMm, sIKi

HaMararThCsl 3aBariTHITH YH MiI03PIOI0Th, 110 BOHU BariTHI.

[Tpuitom cuMBacTaTUHy CJi MPU3YNUHUTH HA BECh TEPMiH BariTHOCTI ab0 JI0 TOTo yacy, OKH He

Oyze miATBep/UKEHHS, 10 JKIHKa He BariTHa. 3aCTOCYBaHHS CUMBACTATHHY CJiJ NPU3YIMHHUTH Ha

BECh TEPMIH BariTHOCTI ab0 MOKH He Oyjae MiITBEp/DKEHHS, II0 XKIHKAa HE BariTHa (IUB. PO3ZILI

«I[IpoTunokazanusy).

Ilepioo 2o0yeanns epyooro

HeBinomo, uu nmpoHHKae cMMBacTaTHH a0o Horo MeTaboutiTi y rpyaHe Mojoko. OCKIIbKH OaraTo

JKapChKUX 3ac001B IPOHUKAE Y TPYAHE MOJIOKO 1 € MOXKIIMBICTh BUHUKHEHHS CEPHO3HNX MOOIYHUX

peaxIiif, )KiHKaM, Kl IpUHAMaroTh CAMBACTAaTHH, CJI1/1 IPUIMHUTH FOAYBaHHS IPYIIO. (IUB. PO3ILT
«[IpoTunokazanusy).

Depmunvricmo

KniHiuHUX TOCTiIKEHb 11010 BIUIMBY CUMBACTaTHHY Ha ()EPTHIIBHICTH JIIOJUHHU HE MPOBOIMIH.

CuMBacTaTuH HE Ma€ BIUIMBY Ha ()epTUIIbHICTh CAMIIIB Ta CAMOK LIYPiB.

30amuicms énausamu Ha wEUOKiCMb peaxyii npu KepyeauHi agmompaHcnopmom abo iHuwumu

Mexauizmamu.

CuMmBacTaTUH HE Ma€ KOAHOTO a00 Ma€e He3HAYHUH BIUIMB Ha 3/IaTHICTh KEPyBaTH aBTOMOOIJIEM Ta

iHIIMMU MexaHi3MaMu. OJlHaK Npu KepyBaHHI aBTOMOO1IeM abo poOOoTi 3 IHIIMMHU MeXaHi3MaMHu

CJIiJ] BpaxyBaTH PiJIKiCHI OBITOMJICHHS PO 3allaMOPOYECHHS.

Cnoci6 3acmocysannsa ma 0o3u.

Jlo60oBi 103 Bazuminy® — Bix 5 Mr (3acTOCOBYBATH JTiKapchKy (OpMy 3 BiAIOBIIHIM 103yBaHHsM)

n0 80 mr mepopambsHo 1 pas Ha 100y, BBeuepi. I1inGip mosu Basmwrimy® crmix 3miiicmioBatu 3
IHTepBaJIaMU HE MEHIIE HiX 4 TIKHI 10 MaKCUMaJIbHOI 1000BOi 103u 80 Mr, 1o npuitmMaerscs 1
pa3 Ha 100y, BBeuepi. Jloza 80 Mr pEKOMEHIYETbCS TUIBKH IS TAIEHTIB 3 TSKKOIO
TiepXoJIECTEPUHEMIEI0 Ta BACOKUM PU3UKOM CEPIIEBO-CYAMHHUX YCKIIQAHEHB, SIKi HE TOCATIIA METH
JMIKyBaHHSA 3a JIOTIOMOTOI0 HW)KYUX [103, Ta KOJH OYIKYETHhCSA, IO KOPUCTHh TEpEBaKaTUME
MOTEHIIHNN pu3uK (AuB. po3ainu «PapmakonuHamikay Ta «OCOOIMBOCTI 3aCTOCYBAHHS).
linepxonecTepruHeMis

[MamieHTy Ccig MPU3HAYUTH CTAaHIAPTHY XOJECTEPHHO3HIKYBAIBHY [IE€TY, SIKOi BiH NOBHHEH
JIOTPUMYBATHUCS TIPOTATOM YCHOTO KypCy JIKyBaHHS PENapaToM.

3a3Buuail moyaTkoBa 1103a cTaHoBUTH 10-20 Mr Ha mo0y, mpuitmMatu omHOpPa3oBO, BBeuepi. s
MAIIEHTIB, SKUM HeoOXimaHe 3HauHe (Oinbire sk Ha 45 %) 3umxkeHHs piasa X-JITTHIL], mogaTkoBa
no3a Mmoxke craHoBuTH 20—40 mr 1 pa3 Ha 100y, BBeuepi. [1indip 103, y pa3i He0OXiqHOCTI, TOTPIOHO
3OIMCHIOBATH, SIK BUKJIAJEHO BUIIIE.

L'omo3ucomna cimeiina einepxonrecmepumnemis

PekoMeH10BaHa modyaTkoBa 103a Basmrimy® — 40 Mr Ha 106y o1HOpa3oBo BBedepi. [Ipemapart ciis
3aCTOCOBYBATH SIK JIOMOBHEHHSI /IO 1HIIOTO JIMII03HWKYBaJILHOTO JIIKYBaHHs (HalpuKiaa, apepesy
JITTHILI) abo sik1o Take JIIKyBaHHS HEIOCTYITHE.

Jlotst maLieHTiB, SIKi OJHOYACHO 3 npenaparoM Baswiin® npuiimMarots nomitariz, 1o3a npenapary He
noBuHHA niepeBuiyBatu 40 Mr Ha 100y (nuB. po3ainu «IIpoTunokazanus», «B3aemomnis 3 iHIIMMHA
JIKapChbKUMU 3ac00aMH Ta 1HII BUIW B3aeMOii» Ta «OCOOIMBOCTI 3aCTOCYBaHHS» ).
Cepuyeso-cyounna npoghinakmuxa

3Buuaiina 103a Bazuminy® s narieHTiB i3 BECOKHM PH3MKOM PO3BUTKY illIeMiuHOT XBOPOGH CepIis
(IXC), y noeananHi 3 rinepiuinigeMiero abo 6e3 Hei, ctanoButh 20—40 Mr Ha 100y 0HOPa30BoO,



BBeuepi. MeIMKaMeHTO3HY Tepalito MOKHa [T0YaTH OJJHOYACHO 3 JII€TOIO0 Ta Pi3KynbTypoto. [1indip
7103, Y pasi HeoOX1qHOCTI, MOTPiOHO 3A1MCHIOBATH, SIK BUKJIAICHO BHIIIE.
Cynymus mepanis

Bazunin® edextuBHui y BUIIIA MOHOTEpAIIIT, 4 TAKOXK Y MOEIHAHHI 31 CEKBECTPAHTAMH JKOBYHHX
kucnot. J{o3y ciix mpuiiMaTé abo He MEHIN SIK 3a 2 TOAWHU JI0, a00 HE MEHII SK 4epe3 4 roJuHu

iCJI NPUHOMY CEKBECTPAHTY KOBYHHMX KHCIIOT.

Jlnst mauientis, sxi npuitMaots Basunin® ogrouacHo 3 ¢ibpatamu, kpiM remdiGposmmy (IuB.

po3ain «lIpoTunokazanus»), abo 3 ¢peHodidpaToM, q03a Ipenapary HE MOBUHHA TICPEBHIYBATH
10 Mr Ha n1o0y. Jlns mamieHTiB, SIK1 OAHOYACHO 3 MpenapaToM NpUiMaroTh aMiofapOH, aMJIOIUIIIH,

Bepanamin abo auriasem, 1060sa 103a Basuminy® He mosunHa nepesniryBati 20 Mr (IMB. pO3/IimA
«Bzaemomis 3 1HIIMMHU JIIKQPCHBKUMM 3aco0aMu Ta 1HIN BUAM B3aemomi» Ta «OcoOauMBOCTI
3aCTOCYBaHHSI»).

Ho3ysanns npu HUpKositi He0oCmamHocmi

J1y1st marfieHTiB 13 MOMIpHOIO HUPKOBOIO HEJIOCTATHICTIO HEMAa€ HEOOX1THOCTI 3MIHH JI03YBaHHS.
Jlis mami€eHTiB 3 TSDKKOIO HUPKOBOIO HEJOCTATHICTIO (KiipeHC kpeaTtuHiHy < 30 muii/XB) ciifn
pETeNbHO 3BAKUTH JOLUIBHICTh NMpU3HAYEHHs mpenapary y no3i 10 mMr Ha 100y 1, SIKIIO Take
JI03yBaHHS BBa)Ka€ThCS HEOOX1THUM, Mpenapar Ciiiji Ipu3HadaTu 3 00epekHICTIO.

3acToCyBaHHsI Malll€HTaM JITHbOTO BIKY

Hewmae nmotpebu B KoperyBaHHi1 J03H.

3acTocyBaHHs miTsaM Ta mimitkam (10-17 pokiB)

Jlnia nitedt Ta miUIiTKiB (XJtomii BikoBoi ctaii TanHepa I 1 crapiii Ta qiByara, y sSIkUX NpUHARMHI
OJIMH DPIK HAsBHUN MEHCTpyaJbHUU LUKI) BikoM 10—17 pokiB 3 TeTepO3UTrOTHOIO CIMEHHOIO
TinepXoJIeCTePUHEMIEI0 PEKOMEHI0BaHa 3BMUaliHa MOYaTKOBa J103a cTaHOBUTH 10 Mr 1 pa3 Ha 100y,
BBeuepi. J[o mouaTky JIiKyBaHHS CHMBACTaTUHOM JITSIM Ta MiUTITKAM CJIiJT TPU3HAYUTH CTaHIapTHY
XOJIECTEPUHO3HWKYBAIBHY JIIETY, SIKOT CJIIJT JOTPUMYBATHCS ITi1 Yac JIIKyBaHHS CUMBACTaTHHOM.
PexomennoBani no3u — 10—40 mr Ha 100y; MakcUMallbHa PEKOMEHIOBaHA J103a CTAaHOBUTH 40 MT
Ha 100y. Jlo3y ciix miadupaTd 1HAUBITyaIbHO, 3TITHO 3 METOIO JIIKyBaHHSA, 32 PEKOMEHIAIlIIMA
JiKyBaHHS y memiatpii (auB. po3auin «@PapmakoanHamikay Ta «OcoOIMBOCTI 3aCTOCYBAHHS»).
[TinGip mo3m cmixg mpoBOAWTH 3 iHTEepBajaMu B 4 TwkHI abo Oumbmie. J{ocBing 3acTocyBaHHSA
npernapary JIiTsM npenyOepTaTHOTO BiKy OOMEKEHUH.

besneka Ta edexkTuBHICTH 3acTocyBaHHS 103 ToHaa 40 Mr Ha 100y AITAM 3 TEeTEPO3UTOTHOIO
CIMEIHOI0 TinepxoyecTepruHeMielo He BuB4Yanuca. JloBroctpokoBa e¢eKTHBHICTh Tepamil
CUMBACTaTMHOM Yy JTUTUHCTBI JUIS 3HM)KEHHS 3aXBOPIOBAHOCTI Ta CMEPTHOCTI y I0POCIIOMY BiIll HE
BCTaHOBJICHA.

Iimu.

besneky Ta e(deKTHBHICTh 3aCTOCYBaHHsSI CHMBACTaTUHY JUIsl mauieHTiB BikoM 10-17 pokiB 13
reTepO3UTOTHOIO CIMEHHOIO TINEPIINiEMIEI0 OIIHIOBAIM Y KOHTPOJHOBAHOMY KIIIHIYHOMY
JOCTIPKEHHI 32 y4YacTIO XJOMYMKIB BikoBoi crtaaii Tannepa II Ta mijumiTkiB-AiBUaT, y SKHX
njoHaiiMenmie 1 pik Tomy movanucs MeHcTpyauii. [Ipodins moGiyHNX eeKTIB y Mali€eHTIB, SKi
npuiiManu cUMBacTaTWH, OyB MOJIOHMI 7O TaKOro y MAIll€HTIB, SKi MmpuiiManu miane6o. Jlo3u
ounbie 40 Mr He JOCIIKYBAIH Y I1{ TPYIIi AIIEHTIB. Y TOCHIKEHHI HE 0yI10 3a()iKCOBAaHO BILJIUB




CHUMBAcCTaTHHY Ha PICT Ta CTATEBHI PO3BUTOK IIJUTITKIB, a TAKOXK Ha TPUBATICTh MEHCTPYaJIbHOTO
LUKy Y [iBUATOK (IuB. po3ainu «Crocid 3acTocyBaHHs Ta 403m», «[1061uH1 peakiiin).

JliBuata MaroTh OyTH NpoiH(OPMOBaHI IIOJ0 HEOOXIAHOCTI KOHTpalenuii Mpu 3acTOCyBaHHI
CHUMBACTaTHHY.

3acTocyBaHHsS CUMBACTaTUHY HE JOCIIKYBAJIM y NMAII€HTIB BikoM 710 10 poKiB, a TAKOX y A1BUATOK,
y AKHX II€ He TOYaJIUCsl MEHCTpyallii.

Jlnst manieHTiB BikKoM 10 18 pokiB eeKTHBHICT Ta Oe3MeKy He JOCTIKYBaIH MPOTATOM MepioiB
JKyBaHHS TPUBAJICTIO AOBIIEe 48 TWXKHIB. BIUIMB TOBroTpMBaIIOro 3acTOCYBaHHS Ha (DI3MUHMIA,
IHTENIeKTYalbHUI Ta CTaTeBUI PO3BUTOK HEBIAOMUIA.

Ilepedosyeanns.

Ha weit yac BijoM0 npo KiJibKa BUMAKIB IIepe03yBaHHs, MAKCUMallbHA MPUIHATA J103a CTAHOBUIIA
3,6 T; pu BOMY Yy >KOJAHOTO 3 TAIIEHTIB HE BUSBJICHO CHEIU(PIYHUX CUMOTOMIB. YCi Malli€eHTH
ony’)kamu 0e3 YyCKIIagHeHb. Y pasi mepeno3yBaHHsS HEOOXiAHO MPOBOJWUTH CHMITOMATHYHI 1
HIATPUMYIOY1 3aX0I1, OCKUIBKH CHEIM(PIYHOrO JIIKyBaHHS HEMAE.

Ho6iuni peaxuii.

YacroTa HIDKUE3a3HAUCHUX TMOOIYHHX SIBHIILL, IIPO SIKI MOBITOMMIIH MiJ] Yac KIHIYHUX TOCIiIKEeHb
Ta/abo y mepio] MOCTMAapKETHUHIOBOTO 3aCTOCYBaHHs, Kjlacu(]iKoBaHa 3a OIIHKOIO iXHIX PIBHIB Yy
IpoIieci BETUKUX JOBrOTPUBAIUX IJ1a11€00-KOHTPOIbOBAHUX KIIHIYHUX JOCIIIKEHb, BKIIIOYAI0UN
HPS Tta 4S 3 yuactio BianoBigHo 20536 ta 4444 narienriB (auB. po3ain «PapMakoguHamikay). Y
HPS Bim3Hauanucs TibKHU CEpiio3HI MOOIUHI SBUIA, a TAKOX MIialTis, MiJBUIICHHS TpaHCaMiHa3
CHpOBATKM Ta KpeaTHHKiHa3u. Y 4S 3amucyBaluCh yCi 3a3Ha4eHl HIKYe MOoOiuHi sBUIIa. SKIIO y
npolieci KX JOCIIIPKEHb PIBHI MPU MPUHOMI CUMBAcCTaTUHY OyJM HIKYI a00 moAiOHi 10 THX, 10
1 mpu mpuiiomi muane6o, Ta Oynu MOAIOHI CIIOHTaHHI TMOBIOMIIEHHS TPO SIBUINA, SKI Maiu
OOI'pyHTOBaHMN NPUYMHHUH 3B’ SI30K, 11l MOO1UHI SBUILA KIACU(DIKyBAIUCH SIK PIAKICHI.

VY mporeci nocnimkenass HPS (nuB. pozain «®apmakonuHamika») 3 yyactio 20536 maui€eHTiB, sKi
npuiimanu 40 mr/no0y cumBactatuy (n=10269) a6o mrane6o (n=10267), npodini 6e3nexu Oynu
NOPIBHSHHMMH Y TAII€HTIB, SKI NpUAMAalyu CUMBACTaTHH, Ta MALI€HTIB, SIKI MpUHMaNu mianedo y
CepeIHbOMY IPOTATOM 5 pOKiB AOCIHIKEHHS. PiBHI npUnuHEeHHs y4acTi uepe3 nooiuHi eexTH Oynu
nopiBHSHHUMH (4,8 % y maIieHTiB, ki npuiiManu cumBactaTuH 40 mr, Ta 5,1 % y maiieHTiB, sKi
npuiiManu miane6o). Yactora miomarii craHoBuia < 0,1 % y mnaiieHTiB, Aki npuiimManu
cuMmBactaTuH. llinBuiienHs TpaHcamiHaz (>3 pasiB Buime BMH, miaTBepmkeHe MOBTOPHUM



a”aiizom) BinOynock y 0,21 % (n=21) namieHris, sKi NpuiiMaan cuMBacTaTHH, TopiBHIHO 3 0,09 %
(n=9) mauieHTIB, SKi MpUIMaK Taneoo.

Kareropii wactotu mob6iunux sBumi: ayxe gacro (> 1/10), wacto (> 1/100, < 1/10), newacto (>
1/1000, < 1/100), pigko (> 1/10000, < 1/1000), nyxe pigko (< 1/10000), yacTora HeBimoMa (He
MO’KHA MMiJJPpaxyBaTH 3a HASBHUMH JaHUMHU).

3 60Ky KpoOBi Ta JiMPATUIHOI cUCcTeMH. Pioko. aHeMisl.

3 60Ky iMyHHOI cucteMu. /yace pioko: aHadinakcis.

3 GoKy Hcuxiku. [varce pioko: 6e3coHHs. Hegidomo. nenpecis.

3 OoKy HepBOBOi cucTeMH. Pioko. TOJOBHUHN OiNb, MapecTesis, 3allaMOpPOYeHHs, NepudepuyHa
Heiponaris. [[yswce pioko: MOTIpLIEHHS IaM SITi.

PecnipaTopHi, TOpakaJibHi Ta MeliacTHHAIbHI MOpYIIeHHS. Hegidomo: 1HTepCTHLIIaTbHA XBOPOOa
JereHiB (auB. po3i1 «OcoOIUBOCTI 3aCTOCYBAHHS).

3 6OKY IIUTYHKOBO-KHUIIIKOBOT'O TPAKTy. Pioxo: 3amop, abJJoMiHabHUH O171b, METEOPH3M, AUCIICTICIS,
Iiapesi, Hy10Ta, OJIOBaHHS; TAHKPEATHUT.

3 60Ky NEYiHKU Ta 5KOBYOBUBLAHUX NUIAXIB. Pi0Ko: TenaTuT/»KOBTIHULA. [yorce pioKko: AeTanbHa Ta
HeJIeTaJIbHA MeYiHKOBA HEJOCTATHICTD.

3 00Ky HIKipU Ta MIANKIPHUX TKaHUH. Pioxo: BUCHUIAHHSA, CBEpOLXK, anoneuis. /[yswce pioko:
JXEHOITHUH JTIKapChKUN BUCHIIL.

3 00Ky CKeJIeTHO-M’S30BOr0 amapary Ta CHOJIYYHOI TKaHWUHH. Pidko: MiomaTis®* (BKJIIOYAIOUU
Mi03UTH), PabOMi0ITi3 3 HUPKOBOIO HEJIOCTATHICTIO 200 6€3 Hel, Mialris, M S30B1 ClIa3MU, CYJOMH,
MI03UTH, MONIMIO3UTH. [{yoice pioko: po3puB M’ s3iB.

* Mg, yac kniHiYHWMX JocnimKeHb MionaTis YacTille BMHUKana y nauieHTiB, siki npuimanu cumBacTtaTvH B 0o3i 80 mr Ha
no06y, NopiBHAHO 3 nauieHTamu, ski npunmany 20 mr Ha ooy (0,1 % npotn 0,02 % BigNOBIAHO).

Heesidomo: TengmHonaris, iHoAi ycknagHeHa pospusamu, (IOHM)*™.

** Oyxe pigko cnoctepiranucsa sunagku IOHM, aytoimyHHOI mionaTii nig yac abo nicnsa nikyBaHHA ctatuHamu. IOHM
KNiHIYHO XapaKTepu3yeTbCst CTIMKOK CrabKicTio MPOKCUMaribHUX M’A3iB i NiABULLLEHHSIM PiBHS KpeaTUHKIHA3M B cupoBarTLi
KPOBI, sIKi H& 3HUKaIOTb HE3BAXXAOUM Ha MPUMNMHEHHSI MPUAOMY CTATUHIB, 03HAKaMu HEKPOTUMYHOI MionaTii Ha Bioncii M’'s3iB
6e3 3Ha4yHOro 3anasneHHs, NoMiMNweHHAM NpU 3acTOCyBaHHI iMyHoAenpecuBHUX 3acobiB (ouB. po3gin «OcobnueocTi
3aCTOCYBaHHAY).

3 OOKy penpoayKTHBHOI CHCTEMM Ta MOJOYHMX 3ayo03. Jlyxke piako: rinekomactis. Hegioomo:
epeKTUIIbHA TUCHYHKIIIS.

3 60Ky 30py. Pioko: 3aTyMaHeHHH 3ip, MOPYLIECHHS 30Dy .

3aranpHi po3yaau Ta MOPYIIEHHS Y MICI BBeACHHA. Pioko. acTeHis. 3piika MOBIAOMIISUIA TIPO
BUMAJKH BHPAXEHOTO CHHAPOMY TiNEepUyTJIMBOCTI, IO BKJIIOYAB JAEAKlI 3 TaKUX HPOSBIB:
AQHTIOHEBPOTUYHUH  HAOpSAK,  BOBYAKOMOMIOHMH  CHHApPOM,  pEeBMAaTWYHA  IOJIMIajris,
JIepMaTOMIO3HUT, BACKYIIT, TPOMOOLMTOMNEHIs, €03MHOQITis, 30UIBIICHHS MIBUIKOCTI OCiIaHHS
eputpouutiB (ILIOE), apTpurt 1 apTpairis, Kponus’sHKa, GoTOCeHCHOLTI3allis, rapsuKka, IPUILUIUBH,
3aJIMIIKa Ta CIa0KICTb.

BrnuB Ha pe3ynbraTi 71a00paTOPHUX Ta IHCTPYMEHTATbHUX JIOCIIIKEHb.

Pioko: 30inbplieHHs piBHSA TpaHcaMiHa3 y CHpOBaTIi KpoBi (asaHiHaMiHOTpaHcdepasy,
acrmapraraMiHoTpaHcdepasy,  y-TiyTamiiTpaHcnenTtuaasu)  (amB.  po3fin  «OcobauBocTi
3aCTOCYBaHHA. BIUIMB Ha MeviHKY»), MIABUIICHHS PIiBHS JIy>kHOI (ocdaTasu, MiBUILEHHS PiBHS
CHUPOBATKOBOI KpeaTHHKIHA3M (TUB. po3/i1 « OCOOIMBOCTI 3aCTOCYBAHHS» ).

[Tpu npwuiiomi cTaTtuHiB, BKIOYaoun Bazumin®, noBigomiisian npo miasuiieHHs HbAlc ta piBHIB
TJIFOKO3U CUPOBATKU B CTaHI HATIIE.

Bynu mnoBiomiieHHS NpO MOPYIIEHHS KOTHITUBHOI (YHKLIi (Hampukiang, BTpaTa Iam’sTi,
3a0yIbKyBaTiCTh, MOPYLIEHHS MaM’STi, CIUTyTaHICTh CBiJOMOCTI), MOB’s3aHi 13 3aCTOCYBAHHSAM




CTaTHHIB, BKJIIOYAIOYM CUMBACTATHH. Y IIOMY BUMAIKU OyJIM HECEPHO3HUMU Ta 000OPOTHUMH IiCIIs
NPUITMHEHHS NPUHOMY CTaTHHY; Yac JI0 MOYaTKy MOSBU CUMIITOMIB (BiJ] OZHOTO THS 10 KUIBKOX
POKIB) Ta 3HUKHEHHSI CUMIITOMIB (Y CepeHbOMY 3 THKH1) OyB pi3HUM.
JlonaTkoBi 0014H1 ePEeKTH, SKi CIOCTEePIraarcs micis NIpUHoOMy JIeSKUX CTaTUHIB:

- TOpYLIEHHA CHY, Y TOMY 4YHCJi O€3COHHS Ta HIYHI XKaXu;

- cTareBa AUCHYHKIIIS;

- IYKpOBHH JiabeT: yacToTa 3aJeKUTh BiJl HAassBHOCTI/BIICYTHOCTI (PaKTOPIiB PU3MKY (PiBEHb

[JIOKO3M Hatiie > 5,6 mMoius/n, IMT >30 KF/MZ, MiBUIICHUN PIBEHb TPHUIIIICPHUIIIB,
apTepiaibHa TinepTeH3is B aHaMHe31).

Litn Ta nignitkn (Bikom 10-17 pokiB)

Y npoueci 48-TMXXHEBOro AOCHIOKEHHS 3a ydacTo AiTen Ta NigniTKiB (XN1ONYMKU BiKOBOI
ctagii Il 3a TaHHepom i cTapwe Ta AgiByaTa, B GKMX MPUHANMHI OAWH PiK HasiBHUN
MEHCTpyanbHUn uMkn) BikoM 10—17 pokiB 3 reTepo3nroTHO CiMENHOLO rinepninigemieto
(n=175) npodinb 6e3nekn Ta NEPEHOCUMOCTI Y NaLieHTiB, SKi npunMann cumesacTaTuH, bys
3aranom noAibHu Jo Takoro y nauieHTiB, ki npunmanu nnauebo. [losrotpusanuin Bnave
Ha Qoi3NYHMIA, PO3YMOBUIN Ta CTAaTEBUN PO3BUTOK HEBIZOMMUI. HEMaE [OCTAaTHBLOI KifbKOCTI
AaHUX Nicrns ogHOro pokKy nikyBaHHA (auB. po3ginn «OcobnMBOCTI 3acTOCyBaHHA» Ta
«Cnocib 3acTocyBaHHs Ta JO3U»).

3BiTYBaHHS PO IiA03pOBAHI T0OIYHI peakiii.

3BiTyBaHHSA Npo Nigo3ptoBaHi No6iYHI peakuii nicnsa peecTtpadil nikapcbkoro 3acoby mae
Benuke 3HayeHHs. Lle gae amory npoBoanTun 6e3nepepBHe CNOCTEPEXEHHS
CMiBBIQHOLLEHHS MiDXK KOPUCTIO | pU3ankamu, NoB’si3aHMMU i3 3aCTOCYBaHHSAM NiKapCbKOro
3acoby. Cneuianictn y ranysi OXOpoHU 340POB’S1 NOBWHHI NogaBaTh iHhopmMauito Npo
Oyab-siki nigo3ptoBaHi NoBiYHI peakuii 3a 4ONOMOro HauioOHaNbLHOT CUCTEMU 3BITHOCTI.

Tepmin npuoammnocmi.

3 poxu.

YmoBu 30epiranns.

30epiraTu B OpUriHaIbHIN yHakoBIi mpu temneparypi He Buie 30 °C.

30epiratu y HEJJOCTYITHOMY IS 1iTEH MiCIIi.

Ynakoska.

Tabnetku o 10 mr: mo 7 TabneTok y 6mictepi, o 2 abo mo 4 Giictepu y KapTOHHINA KOPOOIIi.
Tabnerku nmo 20 mr: no 7 Ttabaerok y Gmicrepi, no 2 abo mo 4, abo no 12 6xicTepiB y KapTOHHIN
KOpOOIIi.

Kareropis Binmycky. 3a penenrom.

BupoOGHuUK.

KPKA, a.a., Hoso mecto, CnoeHisa/ KRKA, d.d., Novo mesto, Slovenia.

Micue3Haxo/:keHHsI BUPOOHMKA Ta aJpeca Micls NPOBA/I>KeHHS HOro JisIbHOCTI.
[map’emka necra 6, 8501 Hoo mecto, Cnosenist/ Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



