IHCTPYKUIA
NS MeIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

BA3OCTAT-3[JOPOB’S
(VASOSTAT-ZDOROVYE)

Cknag:

Aitoya peyosmHa: sSimvastatin;

1 TabneTka MicTUTb cumBacTatuHy 10 mr a6o 20 mr, a6o 40 wr;

[OMOMI>KHI PeYOBUHM:

fo3yBaHHA 10 mr a6o 20 mr: 6ytunrigpokciaizon (E 320); kucnoTta ackopbiHOBa; KMC/I0Ta IMMOHHA, MOHOriApaT; Lenakrosa (Cymill nakTo3u, MoHorigparty, Ta
LIe/1t0N103M MOPOLLKONOAIOHOT (75:25)); KpeMHIto [IOKCWU, KOMOTLHWIA 6e3BOAHMI; KPOXMasib KapTOMISAHWUIA; MarHitlo cTeapar; rinpomMenosa; KaHAypuH (cpibHwii
611CK), WO MICTUTb antoMocunikat Kanito, TutaHy fgiokewg (E 171); 6apBHUMK «Cenicnepc Cyxuil XOBTUA R», WO MIiCTUTb FiNpomMenosy, Lentnosy
MiKpoKpucTaniyHy, puéognasiH (E 101); nonietuneHrnikons 4000; TutaHy giokewg (E 171);

fno3yBaHHA 40 wmr: 6ytunrigpokciadizon (E 320); kucnoTa ackopbiHOBa; KMCNOTa IMMOHHA, MOHOriApaT; NakTo3a, MOHOriApaT; MarHito creapart; rinpomenosa;
LLeNt0N103a MIKPOKpUCTasTiuHa; KOMOBIOH; HAaTPIt0 KpOCKapMenosa; KaHAYpUH (CpiGHMA 6/11CK), O MICTUTbL a/IloMOCUAIKaT Kanito, TuTaHy giokewg (E 171); 6apBHUK
«Cenicnepc cyxuii >XOBTUIA R», WO MiCTUTb rinpomenosy, Lenono3y MmikpokpuctaniuHy, pubodnasid (E 101); nonieTuneHrnikons 4000; TutaHy giokeug (E 171).

JlikapcbKa thopma. TabneTku, BKPUTI NTIBKOBOK 060/IOHKOHO.
OCHOBHI (0i3VKO-XiMiYHI BNacTUBOCTI: TabneTKun, BKPUTI MIIBKOBOKO 0060/IOHKOK, KPYrnoi hopMu 3 ABOOMYK/OK MOBEPXHED Bif CBITMI0-)KOBTOrO [0 >KOBTOrO
KONbopy.

dapmakoTepaneBTUUHa rpyna. IHriéitopn FMIM-KoA-peaykTasn. Kog ATX C10A AOL

dapmMakosoriyHi BnacTmeoCTI.

dapmakognHamMika.

Micnd NpuinoMy BHYTPILWHBLO CUMBACTaTUH, WO € HEaKTUBHWMM NlaKTOHOM, Figponi3yeTbCA B MediHUi 3 YTBOPEHHAM BiAMOBiAHOrO 6GeTa-rigpOKCMKMUCIOTHOIO
NoXigHOro, WO Mae BWMCOKY IHribytouy akTuMBHICTb woao FMIM-KoA-peaykTasn (3-rigpokcun-3-metunrnotapun-KoA-pedykrasn) — (hepmMeHTy, L0 KaTtanisye
nepetBopeHHsi TMI-KoA B MeBa/loHaT, NOYaTKOBY Ta Haibinbll 3HavyLLy cTafito 6ioCuHTe3y XonectepuHy. [loBefeHo, WO CMMBACTaTUH 3HMXKYE HOPMa/lbHUIA Ta
NiABULLEHNI PiBEHb XONECTEPUHY MINONPOTEIHIB HU3LKOT WinbHOCTI (XC JIMHLL,). IMHLL, yTBOpIOETLCSA 3 NINONPOTEIHY Ay>Ke HU3LKOT WinbHocTi (JINAHLL) Ta
KaTaboni3yeTbCs FOIOBHMM YMHOM peLenTopamy 3 BUCOKOK crnopifgHeHicTto 3 JITTHLL,. MexaHi3m JITTHLLL-3H1KYBanbHOro eqiekTy CMMBAacTaTMH MOXKe CKlafaTuCh
AK 31 3HWKeHHA KoHueHTpauil XC IMAHLL, Tak i 3i ctumynauii peuentopis JITTHLL, 1o npn3BoauTb A0 3MEHLLEHOr0 NPOAYKYBaHHA Ta 30i/bLLEHOro Katabosnizmy
xonectepuHy JIMHLL,. PiBeHb anoninonpoTeiHy B Tako)K 3HaYHO 3HMXKYETLCS MNif Yac 3aCTOCYBaHHA CMMBAacTaTMHY. Kpim Toro, cumeactaTiH NOMITHO 36i/biye XC
NMNBLL, Ta 3HWKYE piBeHb TpUrniuepnais y nnasmi. B pesynbTtaTi UMX 3MiH 3MeHLLYETLCA CniBBigHOLWEHHS 3aranbHoro XC go XC JIMBLY, ta XC JIMHL, go XC
JNBLL.

PapmakoKiHe TuKa.

CuMBaCTaTUH € HEaKTMBHUM NIAKTOHOM, LLLO NErKo rifponi3yeTbes, NePeTBOPIOOYMCH iN ViVo Y 6eTa-TifpOKCUKUCNOTY, NOTYXKHUIA iHri6iTop TMI-KoA-peaykTasu.
igponi3 BigbyBaeTbCA, FOIOBHUM YMHOM, Y MeYiHLi; WBMUAKICTb MAPONI3y Y niasmi KPoBi NIOAVMHN AyXKe Masa.

dapmakoKiHETUYHI BNaCTUBOCTI OLLiHKOBaNINCA 3 y4acTio Aopocnnx. PapmMakoKiHETUYHI faHi WoAo AiTel i NigniTKIiB BIACYTHI.



Abcopbuis. Y NoaMHN cuMBacTaTUH 406pe BCMOKTYETLCS Ta NMPOXOAWUTb EKCTEHCUMBHUIA NEPBUHHUIA NEYiHKOBMIA MeTaboni3mM. BMAineHHs B MeYiHKY 3aneXWTb Bif
KPOBOTOKY B MeYiHui. MeviHKa € NepBUHHUM LEeHTPOM Al aKTUBHOI (hopMn. Byno BUABNEHO, WO HaaXOMKeHHS 6eTa-rigpoKCUKNCIOTH L0 CUCTEMHOIO KPOBOOOLIry
nicns nepopanbHOi 403U CMMBACTaTUHY CTaHOBUTL MeHLe 5 % fo3n. MakcrMaibHa KOHLEHTpaLisa akTUBHUX IHFIBITOPIB Y Niasmi AOCAraeTbCA NpubansHo yvepes
1-2 roguHK nicns npuinomy cumeacTaTuHy. CynyTHE BXMBaHHS Ki He BNMBaEe Ha abcopbuito. PapMaKoKiHETVKa 04HOPa30BOI Ta 6araTopa3oBoi 403 CUMBACTaTUHY
NPOAEMOHCTPYBaA, L0 He Bif0YBAETLCA HIAKOr0 HAKOMWUYEHHS JTIKapCbKOro 3acoby nicnis 6aratopasoBoro 3acToCyBaHHS.

Posnogin. 38’A3yBaHHs CUMBaCTaTMHY Ta AOro aKTUBHOIO MeTaboniTy 3 6inkamu Nnasmu CTaHoBUTb >95 %.

BueeaeHHs. CumBacTaTuH € cybctpatom CY P3A4 (amB. po3ainu «MpoTunokasaHHs» Ta «B3aeMogis 3 iHWMMKU NiKapcbK1MK 3aco6aMu Ta iHLWI BUAM B3aEMOAI»).
HainbinbwyMm metabonitaMym CMMBAcTaTUMHY, NPeACTaBNeHUMW Y NaasMi NANHK, € 6eTa-rifpoOKCUKMCIO0Ta Ta YOTUPWU [OAATKOBI aKTMBHI MeTabonitw. llicns
BBELEHHSA NIIOAMHI NepopasibHOT 403U PafioaKTMBHOIO cumBacTaTUHy 3a 96 rogmnH 60 % MiveHOro npenapary 6yn1o BUsABeHO Y ekaniax i 13 % — y cedi. BuasneHa y
(hekanisax KinbKicTb NpeAcTaBNse eKBiBaleHTHUIA abcopboBaHMIA NiKapCbKUA 3aci6, WO BUAINAETLCA 3 XKOBYIO, a TaKOX HeabcopboBaHMIN NiKapcbKuin 3aci6. Micns
BHYTPILLUHbOBEHHOT iH’€KLiT MeTaboniTy 6eTa-rigpoKCUKNCIOTY AOro Nepiof HaniBBUBEAEHHS CTaHOBUTL Y cepefHboMy 1,9 roamHn. Y hopmi iHribiTopis i3 ceveto
BMBOANTBLCA B CepejHbOMY Tifnibkn 0,3 % [03N.

CurMBacTaTMHOBA KMCNOTa aKTUBHO 3aXO0MNJIKETLCA renaTouuTamm 3a fonomoroto nepeHocHuka OATP1B1.

CumBacTaTuH € cybcTpaTom eth/IFOKCHOO NepPeHOCHMKa 6ifika Pe3VCTEHTHOCTI paky MO0YHOT 3a1031 (BCRP).

Oco6mBi rpynu nawyieHTIB.

Monimopdpiam SLCO1B1.

Y HociiB anena ¢.521T>C reHa SLCO1B1 cnocTepiraetbCs 3meHLUeHa akTMBHICTL bifika OATPIB1. CepegHsa nnoLwia nif KpUBOK «KOHUeHTpauis—4ac» (AUC)
rO/IOBHOI0 aKTMBHOIO MeTabosiTy — CUMBACTaTUHOBOT KUC/OTK — cTaHOBUTb 120 % — y retepo3uroTHux Hociie (CT) aneni C i 221 % y romo3nroTHux Hociis (CC)
MOPIBHAHO 3 NauieHTamy 3 HannowwmpeHiwnm reHotunoM (TT). Anenb C y nauyieHTiB €BPOMNEOIAHOI pacy 3yCTpivaeTbcsl 3 4acTtoTo 18 %. Y nauieHTiB i3
nonimopiamom reHa SLCO1B1 icHYe pU3nK MiABULLIEHOT EKCMO3ULLIT CUMBACTATUHOBOT KUCMOTH, LLLO MOXe 30iN1bLLYyBaTh PU3NK PO3BUTKY pabaomionisy (aue. posgin
«OCc0061MBOCTI 3aCTOCYBaHHS).

KniHIYHI XapaKTepuUCcTUKMN.

Noka3aHHA.

["inepxonecTepuHemisi

JlikyBaHHS MepBUHHOI rinepxonecTepuHeMii abo 3milLaHoi gucninigemii AK JOMNOBHEHHSA [0 AI€TW, KOMW BIAMOBIAb Ha AIETY Ta iHWI HeMeAMKaMeHTO3HI 3acobm
NiKyBaHHA (Hanpuknag, PisnyHi Brpasu, 3HVXEHHA Macy Tina) HeLOCTATHS.

NiKyBaHHA rOMO3UIOTHOI CIMEWHOI rinepxonecTepuHeMii SK [OMOBHEHHS [0 AIETU Ta IHLIOro NiNigo3HWXYBaNbHOrO fliKyBaHHS (Hanpuknag, adepesy ninigis
HM3bKOT LWLiNIbHOCTI) ab0 AKLLO TaKi METOAM NiKYBaHHSA He € NPUAHATHUMM.

CepLeBo-CcyiMHHA NPOiNaKTUKa

3HWKEHHSA CepLeBO-CYANHHOT CMEPTHOCTI Ta 3aXBOPHOBAHOCTI Y MaLieHTIB 3 ABHOK aTepOCK/IePOTUYHOID CepLEeBO-CYANHHOK XBOPOOO abo LyKpoBUM fiabeToM 3
HOpMa/ibHUM ab0 MiABULLEHNM PIBHEM XONECTEPUHY, K AoAAaTKOBa Tepanis Ans KOpeKuiT iHWMX (haKTopiB PU3MKY Ta [0 iHWOI KapaionpoTeKTUBHOI Tepanii (auB.
po3ain «®apmakonorivyHi B1acTMBOCTI. PapMakoAMHAMIKa).

IMpoTnnoKasaHHA.
e [iNepuyTAMBICTb O CMMBACTaTUHY abo A0 OyAb-SKOTCKNaA0BOT Npenapary.
o 3aXBOPHOBaHHS MEYiHKN B aKTUBHIiA (hasi abo He3po3yMine Ta CTillke NiJBWLLEHHS PIBHIB TpaHCaMiHa3 CUPOBATKM.
o CynyTHii npuiioMm noTyXHux iHri6iTopis CYP3A4 (npenapatis, wo 36inbwy0Te AUC npubnmsHo y 5 pasie abo 6inblue), Takmx fK iTpakoHasor,



e KETOKOHA30/1, NMOCaKOHa30/1, BOPMKOHA30/, iHri6iTopu BlJ1-npoTeasu (Hanpuknag, HendiHasip), Gouenpesip, Tenanpesip, epUTPOMILUH, KIapUTPOMILMH,
TeNiTpoMiuMH Ta Hetha3ofdoH, | NiKapcbKUX 3acob6iB, AKi MICTATb KobiuucTaT (AMB. po3ginn «B3aemogis 3 iHWMMK NiKapcbKMMKU 3acobaMmn Ta iHWI BUAK
B3aeMOiin» Ta «OCcOBMMBOCTI 3aCTOCYBaHHS»).

e CynyTHiin npuitom remibpo3nny, LMKIOCNOpUHY abo AaHa3ony (AmB. po3ginn «B3aeMogis 3 iHWMMK NiKapCbKMMKM 3aco6amuy Ta iHLWI BMAW B3aEMOAiN» Ta
«OCc0061MBOCTI 3aCTOCYBaHHS).

e Y pasi romMo3uroTHOI CiMENHOT rinepxonecTepuHemii nawieHTam, fKi OTPUMYHOTb IoMiTanif, CMMBacTaTuH y fo3ax 6inblwe 40 Mr npoTUNoKasaHo (4uB.
po3ainu «B3aemogis 3 iHWMMKN NiKapCbKNUMK 3aco6amu Ta iHLLI BUAM B3aEMOiN», «OC06IMBOCTI 3aCTOCYBaHHS» Ta «Cnocit 3aCTOCyBaHHS Ta 4031»).

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3AEMOLIA.

[ekinbka MexaHi3miB Ail NikapcbKoro 3acoby MOXYTb CNpUATM NOTEHUIHIA B3aemoaii 3 iHribiTopamm TMI-KoA-peaykrasn. JlikapcbKi 3acobu Ta npenapaTut
POC/IMHHOIO MOXOMKEHHS, SKi ranbMyloTb fAesdki Aii depmeHTis (Hanpuknag, CYP3A4) ta/abo TpaHcrnopTepa (Hanpuknag, OATPLB), MOXyTb 36ifblunTH
KOHLLeHTpaL,it0 CMMBacTaTUHY Ta CUMBaCcTaTUHOBOT KUC/IOTW B N/ia3Mi Ta NPU3BECTM A0 NiABULLEHHS pU3MKy MionaTii/pabgomionisy.

3BepHITLCA 0 IHCTPYKLUIT 471 MeAUYHOr0 3aCTOCYBaHHA Ha BCi O4HOYACHO BUKOPUCTOBYBaHI Npenapaty Ans OTPUMaHHA L0AAaTKOBOI iIHpopMaLiT Npo X NOTeHUinHY
B3aEMOZI0 i3 CMBACTaTUHOM Ta/abo MOX/IMBICTb 3MiH, fKi MOXYTb BifoyBaT/CA 3 (PepMeHTaMn abo TpaHCrmopTepamu, Ta MOX/IMBE KOPUTYBaHHSA LO3U | PEXUMIB
3aCTOCYBaHHS.

ICHYIOTb jaHi B3aeMOSii TifIbKW Y AOPOCNX.

dapmakoanHaMivyHa B3aEmMomist

B3aemogii 3 ninigo3Hn>KyBasbHUMU NiKapCbKUMK 3acobamu, SKi nMpy NPUtoMi OKPEMO MOXKYTb CNIPUYMHUTY MionaTit. PU3nK mionaTil, BKIOYatoun pabaomionis,
3pocTae npu OAHOYaCHOMY BBefeHHI 3 ibpatamu. Kpim Toro, cnoctepiraetbca apmakoKiHeTUYHA B3aEMOZist 3 remMidpo3niom, WO NpU3BOANTL A0 30i/bLUEHHS
PIBHIB CMMBACTaTVHYy B Mna3mi KpoBi (4MB. Nigpo3ain «PapmMakoKiHETUYHA B3aEMOLIA» HUXKYE Ta po3ainv «[1poTunokasaHHa» Ta «OCo6IMBOCTI 3aCTOCYBaHHSA»).
LLlogo kom6iHaLiT cumBacTaTUHY i heHOoibpaTy, TO HEMaE MiATBEPIKEHb TOrO, L0 PU3NK MIOMATIT NepeBULLLYE CyMY IHAMBILYaNbHUX PUSMKIB KOXHOMO Npenapary.
CTOCOBHO iHLUMX (hibpaTiB afeKBaTHI AaHi (hapMakoHarnagy i papMakoKiHETUYHUX LOCMIIKEHb BIACYTHI.

IHoAi BUNaaku mionaTii/pabaomionidy acouitoBanncs i3 CynyTHIM NPUIAOMOM CUMBACTaTUHY 3 ninigoMoandikytoummn gosammn (= 1 r/go6y) HiaumHy (amB. posain
«OCc061MBOCTI 3aCTOCYBAHHS).

dapmakoKiHe TUYHa B3aEMOSIiS

PekomMeHfauii LLOA0 0AHOYACHOMO 3aCTOCYBaHHSA NiKapCbKUX 3ac006iB, L0 B3aEMO/iOTb i3 CUMBAcTaTUHOM, y3ara/lbHeHO B Tabnuui HKYe (AMB. TaKoX po3ginm
«[poTunokasaHHs», «Oco6MBOCTI 3aCTOCYBaHHA» Ta «Cnocib 3aCTOCYBaHHA Ta f03U»).

B3aemopis 3 iHLWMMK NTIKaPCbKMMK 3ac06amu, LLLO acOLLitOETLCS 3 NiABMLLEHMM PU3MKOM MionaTii/pabhomionisy

Mpenapaty B3aeMoAiT BignosigHi pekomeHzauii

MoTyXHi iHri6iTopy CYP3A4, Hanpuknag iTpakoHa3on,lpoTunokasaHi Npy NpuMitoMi cuMBacTaTuHy
KeTOKOHa30/1, NMOCaKoHa30/1, BOPUKOHA30/1, epUTPOMILNH,
KNapuTPOMILUH, TeNITPOMIUMH, iHri6iTopyn BlJI-npoTeasu
(Hanpuknag, HendiHasip), 6ouenpesip, Tenanpesip,
He(ha3odoH,  KObGiuuMcTaT,  LUMKNOCMOPWH,  [aHason,
remgioposnn




IHLWWI (hibpaTy (3a BUHATKOM heHogiopaTy) He nepesuuyBaTyt 10 Mr cumBacTaTuHY Ha Aoy

dy3nanHoBa KI1cnoTa He peKoMeH/yeTbCs i3 CUMBACTATHOM

HiauunH (HikoTuHOBa K1cnota) (= 1 r/goby) He  pekomeHAyeTbCA  Mpu3HayatM  pasom i3
CUMBACTaTUHOM MNaLieHTaM asiicbKoro NOXO4XKEHHS

AMiofapoH, amnogunid, Bepanamin, gnntiaszem, enbacsip,|He nepesuyBaT 20 M cMBacTaTUHY Ha 06y
rpasonpesip

NomiTanig MauyieHtam i3 ToCIT cumBacTaTUH MNpuU3HavatoTb Yy
A03i He BuLe 40 Mr Ha foby

I"peindpyToBUIA CiK Mpy nNpuiiomi CMMBACTaTVHY YHUKATU BXUBaHHS
rpenndpyToBOro COKy.

BnavB iHLWKX NnikapcbKmx 3aco6iB Ha CUMBACTaTUH

B3aemogis 3 iHridiTopamn CYP3A4. CumBacTaTvH — Lie cybcTpart umTtoxpomy PA50 3A4. TToTy>kHi IHri6iTopu umMToxpomy P4A50 3A4 36inbLUYOTh pU3MK Mionartii Ta
pabomioni3y BHaCNifOK MifBULLEHHS THTiGYOU0T akTUBHOCTI Wwoao MTMIM-KoA-pefyKTasn B niasMi KPoBi Mig vac Tepanii cMMBacTaTMHOM. [o Takux iHri6iTopis
HanexaTb ITPakoHa30/, KETOKOHa30/, MOCaKOHa30/, BOPMKOHA30/, epUTPOMILMH, KNapuTPOMIUMH, TeniTpoMiuuH, iHriéitopu BI/1-npoTeasn (Hanpuknag,
HeniHagip), 6ouenpesip, Tenanpesip, Heda3oLoH Ta JliKapCbKi 3acobm, Lo MICTATL KobiumcTaT. CynyTHI NpuiioM iTpakoHa3ony NpU3BOAMB A0 MiABULLEHHS
6inbLue HiX y 10 pasiB eKcnosuuii cuMBacTaTUHOBOI KMCNOTU (aKTUBHOIO MeTaboniTy 6eTa-rigpoKCcmMKmucnoTn). TeniTpoMilymH npussiB 4o 11-pa3oBoro nigBuLLEHHS
eKCno3uLii cCMMBacTaTUHOBOT KMUCNOTU. KOMOBIHALLiA 3 ITPaKOHa30/10M, KETOKOHA30/10M, MOCAKOHA30/10M, BOPMKOHA30/10M, iHri6iTopamun BlJ1-npoTteasun (Hanpuknag,
HendiHasipom), 6ouenpesipoM, TenanpesBipom, epuUTPOMILMHOM, KNapUTPOMILMHOM, TENITPOMILMHOM Ta Hega3ofoHOM, a TakoX i3 NiKapCbKumK 3acobamu, Lo
MICTATb KOGIUMCTaT, NPOTUMNOKa3aHa, AK i KoMOGiHauis 3 remibpo3niom, LMKAOCMOPMHOM Ta [aHa3o/oM (aumB. po3fin «IMpoTUnoKasaHHS»). AKWO Tepanito
noTy>kHumu iHrieiTopamn CYP3A4 (npenapatamu, wo 36inswyote AUC npubnusHo y 5 pasis abo 6ifibLie) HEMOX/INBO BIAMIHWUTK, CMIA NPU3YNVHUTY Tepanito
CYMBACTaTUHOM Ta PO3r/IAHYTU BapiaHT 3aCTOCYBaHHA abTEPHATUBHOIO CTaTuUHY. Cnif 3 06epeXxHICTI0 KOMOIHYBaT! CUMBACTATUH 3 IHLUMMW, MEHLU MOTY>KHUMU
iHriditopamn CY P3A4: thnykoHa3010M, Bepanamisiom abo auntiazemom (ame. Po3ainm «Oco6nmMBOCTI 3aCTOCYBaHHS», «Cnoci6 3aCTOCYBaHHA Ta [103M1»).
®nykoHasos. 3pifka MOBIJOMAANM NPO BUMAAKM pabAomionisy, WO acouitoBaincs i3 CynyTHIM MNPUAOMOM CMMBAcTaTMHY Ta (yKoHas3ony (4uB. po3fin
«Oc061MBOCTI 3aCTOCYBaHHS).

LiMknocnopuH. Pu3uK po3BUTKY MionaTii/pabaomionisy 3poctae npu MNoegHaHOMY 3aCTOCYBaHHI LMKIOCMOPUHY i3 CUMBACTATUHOM, TOMY 3aCTOCYBaHHSA 3
LIMK/IOCMIOPMHOM MPOTUMOKAa3aHe (AWB. po3ginv «poTunokasaHHa» Ta «OCO6NMBOCTI 3aCTOCYBaHHA»). Xoya MeXaHi3Mm [ii HEermoBHICTIO 3po3yMminunii, 6yno
NPOAEMOHCTPOBAHO, WO LmKnocnopuH 36inbwye AUC iHri6iTopis T'MIM-KoA-peaykTtasu. 36inblieHHs AUC cumBacTaTUHY BiflbyBaETbCA Hacamrnepes BHACiA0K
npurHiveHHa CY P3A4 Ta/a6o 6inka OATP1B1.

[JaHazon. Pusuk po3BuTKYy MionaTii Ta pabaomionisy 3poctae npu MOeAHAHOMY MPU3HAYEHHI [aHa3o/ly 3 CMMBAacTaTMHOM, TOMY 3aCTOCYBaHHS i3 [aHa30/10M
npoTunokasaHe (AMB. po3ginv «MpoTunokasaHHs» Ta «OCo6/IMBOCTI 3aCTOCYBaHHS).



emcpibposun. Memdibposnn 36inbwye AUC cumBacTaTMHOBOI KMCNOTK B 1,9 pasa, MOXIMBO, BHACNILOK NMPUTHIYEHHA LUNAXY [/IHOKYPOHi3auii Ta/abo OGifnka
OATPI1BL1 (auB. po3ainu «IMpoTunokasaHHsA» Ta «OC06/IMBOCTI 3aCTOCYBaHHS»). CyNyTHE 3aCTOCYBaHHSA 3 reMibpo3niom NPoTUNoKasaHe.

dysmanHoBa kucnoTa. Pusmk mionatii, BKAHOYaroum pabaomionis, Moxke MiguLLyBaTUCS MNif 4Yac CynyTHbOrO MPUIAOMY CUCTEMHOI (OY3VMAMHOBOT KUCNOTU Ta
cTaTuHiB. MexaHi3m Takoi B3aemogii ((hapmakogvHamika abo (hapmMakoKiHeTMKa, abo 06maBa MexaHi3mu) HeBigomuii. Bynu NoBigOMAEHHS Npo pabaomionis
(BKMOYatoUM Aekinbka netanbHUX BUNAfKiB) Y MauieHTiB, SKi npuiiMany Lo KombiHauito. CynyTHIA NpuidoM Liel KOMOGIHaUIT MOXe CIPUYMHUTK MiABULLEHHS
KOHLeHTpaLii 060x npenapaTiB y nniasmi KpoBi. AKWO HeobXxifHe cucTeMaTuyHe NliKyBaHHA (DY3UAMHOBOK KWUC/IOTO, Ha Liei Yac Tepanito CMMBACTaTUHOM Chif
NpUIMHNTK (AMB. po3ain «OcobNMBOCTI 3aCTOCYBaHHS»). CynyTHIN Npuitom Liei KOMGIHaLT MOXEe CNPUYMHUTM MiABULLEHHS KOHLEHTpaLil 060X npenapaTis Y
nnasmi.

AmiofapoH. Pusuk Mionatii Ta pabomionisy nigBuLlyeTbCA Nif Yac CynyTHbOro MpUOMY CUMBAcTaTUHY 3 amiofapoHoM (auB. po3gin «OcobnmBocTi
3aCTOCYBaHHS»). Y Mpoueci KNiHIYHOro A0CNiKEHHS Npo MionaTito nosigomMmnnn 6 % nauieHTiB, SKi NpuiiMan cumBacTaTiH y f03i 80 Mr Ta amiogapoH. Tomy f03a
CYMBaCTaTUHY He NOBMHHa NepesuLLyBaTy 20 Mr Ha 400y ANa NauieHTiB, SKi NpUAMatoTb Ll npenapar CynyTHLO 3 aMio4apOHOM.

BnokaTopy KasbLieBNX KaHaniB.

» Bepanamin. Pu3nk mionatii Ta pa6aomionizy nigsuLLyeTbCs MNif 4Yac CynyTHbOro npuitiomy Bepanaminy 3 cumsactaTHom 40 mr a6o 80 Mr (guB. po3gin
«OCc06/MBOCTI 3aCTOCYBaHHA»). Y npoueci (hapMakoKiHETUUYHOIO LOCNIMKEHHA CYMyTHI NpuiAoM i3 BepanamifnioMm npussiB fO 2,3-KpaTHOro 36inbweHHs AUC
CUMBACTaTUHOBOI KACNOTK, Hacamnepes BHacNifok npurHiveHHs CY P3A4. Tomy fio3a cMmMBacTaTUHY He NMOBMHHaA nepesuLyBaty 20 Mr Ha o0y AN nauieHTiB, AKi
NpUAMatoTb LI NpenaparT CynyTHLO 3 Bepanamisiom.

 [unTiaseM. Pu3nk mionatii Ta pabgomionisy nigBuLLyeTbCA MNif Yac CynyTHbLOrO NpuUitoMy AunTiasemy i3 cumsacTaTuHoM 80 Mr (gvB. po3gin «Oco6/MBOCTI
3aCTOCYBaHHSA»). Y npoueci apMakKOKIHETUYHOIO AOCMIIKEHHS CYNYTHIN NPUInOM 3 AnNTiazeMoM NpPU3BIB A0 2,7-KpaTHoro nigsuiieHHs AUC cumBacTaTUHOBOI
KMUCNOTK, HacaMmnepes BHacigoK npurHiveHHs CY P3A4. Tomy fio3a cMMBacTaTUHY He NMOBUHHA nepesuyBaTy 20 Mr Ha 400y Ana nauieHTiB, SKi NpUiiMatoTh Leid
npenapar CynyTHbO 3 AU/ITia3eMOM.

o AMnoauniH. MNauieHTn, SKi NPMMaroTb aMnoAUNIH CYNyTHLO i3 CMMBACTaTUHOM, MatOTb MiABULLEHMIA PU3MK PO3BUTKY MionaTii. Y npoueci gapMakoKiHETUUYHOIO
[OCNIKEHHSA CYNYTHIMA NpWitoM 3 amaoamniHOM npu3BiB A0 1,6-kpaTHoro 36inbweHHss AUC cumBacTaTMHOBOI KUCNOTU. TOMY 403a CMMBAcTaTMHY He NMOBMHHA
nepesuLLyBati 20 Mr Ha o6y A4Na NauieHTiB, SKi NPUAMalOTb Lieil npenapaT cynyTHLO 3 aM/IOAMUNIHOM.

e JlomiTanig. Pu3nk mionatii Ta pabaomionizy MigBMLLYETLCA NPV OAHOYACHOMY 3aCTOCYBaHHI flomiTanigy Ta cumBacTaTuHy (avB. Posginn «OcobnmneocTi
3acTocyBaHHsA», «l1poTunokasaHHsA» Ta «Cnoci6 3acTocyBaHHs Ta [03u»). OTxe, A1 nauieHTiB 3 FToCIT npn ogHOYaCHOMY 3aCTOCYBaHHI 3 fioMiTanigoM fo3a
CYMBACTaTUHY He NOBMHHA NepeBuLLyBaTy 40 Mr Ha f00y.

MomipHi iHriiTopn CYP3A4. MayieHTu, AKi NPMAMaOTb iHLWI NiKapCbKi 3aC00M, L0 MatoTb MOMIPHWIA iHri6ytounii Bnane Ha CY P3A4, cynyTHLO i3 CMMBACTaTUHOM,
0Cc061BO 3 BULLMMU [03aMW CUMBACTaTVHY, MatoTb NiABULLEHWIA PU3MK MOsSBM MionaTii (4uB. po3ain «OCc06/IMBOCTI 3aCTOCYBaHHS).

IHri6iTopK 6inka-nepeHocHnka OATP1B1. CuMBacTaTMHOBa KMUC0Ta € cybcTpaTom 6inka-nepeHocHnka OATPLB1. CynyTHE 3aCTOCYBaHHS NiKapCbKMX 3ac06iB, AKi
BiZOMI K iHri6iTOpY Binka-nepeHocHka OATPLB1, MoXe Npu3BOAUTMU A0 30iNbLUEHHA KOHLEHTpaLii CMMBACTaTUHOBOT KUC/MOTW Y Mia3Mi KPOBI i [0 NiABULLEHHSA
PU3MKY PO3BUTKY MionaTil (AvB. po3ainun «poTmnokasaHHsA» Ta «OCco6MBOCTI 3aCTOCYBaHHS»).

IHriGiTOpPK 6iNKa PesncTEeHTHOCTI paky MonoyvHoi 3ano3n (BCRP). OgHouacHe 3acTocyBaHHS 3 iHribiTopamy BCRP (BKntouatoum nikapcbki 3acobu, ski MIiCTATb
enbacsip abo rpasonpesip) MOXe MPU3BECTN 40 NiABULLEHHSA KOHLEHTpaL T CMMBAcTaTUHY B Nia3mi KPOBi | MigBULLEHHS PU3MKY PO3BUTKY Mionartii (4uB. po3ginm
«0Oc06MBOCTI 3aCTOCYBaHHS» Ta «Cnoci6 3aCTOCyBaHHSA Ta 403U»).

HiauuyH (HikoTWHOBa KucnoTa). PigkicHi Bunagku mionaTii/pabaomionisy acouitoBanncs i3 CynyTHIM NpuiioMoM flinigomoangikyounx o3 (= 1 r/goby) HiauuHy
(HIKOTMHOBOI Ku1cnoTun). Y npoueci  (hapMakOKIHETUUYHOIO AOCNIKEHHS CYNyTHIN MPUIAOM O4HOPA30BO 2 I HIKOTUHOBOI KWUCMOTU MPOSIOHroBaHol Aii 3 20 mr
CUMBACTaTUHY NpW3BiB A0 MOMIpHOro nigsuileHHs AUC crmMBacTaTUHy Ta CMMBAcTaTMHOBOI KWUC/IOTW Ta MakCMMasibHOT KOHUeHTpauil y naasmi KpoBi (Ciax)

CUMBACTAaTUHOBOT KMUC/IOTMW.



Cik rpeiinpyTa. Cik rpeingpyTta NnpurHivye akTuBHicTb LuToxpoMy PA50 3A4. OHoYaCHe BXMBaHHA BE/IMKMX KiNlbKOCTeW coky rperndpyTa (noHag 1 n Ha foby)
I CMMBAaCTaTUHY BUK/VKaIO CeMMKpaTHE 30i/IbLUeHHS aKTUBHOCTI npenapaty. BxxuBaHHs 240 M rpeiindpyTOBOro COKy 3paHKy i CMMBACTaTUHY BBEYepi TaKoX
NpK13BOAMNO0 A0 36inbLueHHs 4iT B 1,9 pasa. ToMmy nif vac NikyBaHHs CUMBACTATUHOM CAif, YHUKATUN BXXMBaHHSA COKY rperngpyTa.

KonxiuyH. Bynv noBifgomMneHHs Npo mionaTito Ta pabaomionia npu CynyTHbOMY NPUIAOMI KONXIUMHY Ta CMMBAcTaTUHY Y NaUi€eHTIB 3 HUPKOBOK HEAOCTATHICTHO.
PeKOMeHAYETLCA PETENbHMIA KNiHIYHWUIA MOHITOPUHT NaLieHTIB, SKi NPUAMAKOTb L0 KOMOiHaLLit0.

PucpamniyuH. Ockinbku puamniumH € nNoTy>KHUM ctumynsatopom CY P3A4, y nauieHTiB, AKi MPOXOAATb 4OBroTpUBasy Tepanito pucamniuymHom (Hanpuknag, npu
NiKyBaHHI Ty6epKynb03y), MOX/MBa BTpaTa e(DeKTUBHOCTI CMMBACTaTMHY. Y npoueci (papmMakoKiHETUYHOIO AOC/IIKEHHSA 3a Y4acTHo 340poBuX fobpososbuisa AUC
CYMBACTaTUHOBOI KMCNOTY 3MeHLWwmNacs Ha 93 % npu cynyTHbOMY BBeLEeHHI pudamniuuHy.

Bname cuMBacTaTVHY Ha (DapMaKOKIHETUKY IHLUMX NIKapCbKMxX 3ac0obiB. CMMBaCcCTaTVH He Mae IHribyro4oro BrMBY Ha LUTOXPoM PA50 3A4, TOMY He OYiKYHOTb, LLO
CUMBACTaTVH BMNIMBaTUME Ha KOHLIEHTpaLito B M1a3Mi KPOBi PEYOBUH, LLLO MeTab0o/Mi3yThCA 3a y4acTio umToxpomy P450 3A4.

MMepopanbHi aHTUKOArynaHTW. Y [BOX KAIHIYHUX [OCNIMKEHHAX, B OAHOMY 3 AKMX 6pany ydyacTb 3[40pOoBi [J0OpOBOSbLi, & B IHWOMY — XBOpi 3
rinepxonecTepuHeMieto, cMmBacTaTuH y fo3ax 20-40 mr/go6y noMipHO 36inbLUyBaB e(ieKT KyMapyuHOBMX aHTUKOArynsHTIB: NPOTPOMOGIHOBMIA Yac, SIKUIA BU3HaYaIn
AK MDXHapoAHe HopmasizoBaHe cniBBigHoweHHs (MHC), 3pocTaB 3 MoO4aTKOBOro 3HadeHHst 1,7 go 1,8 i 3 2,6 o 3,4 y 340poBUX A0OPOBO/BLIB Ta XBOPUX
BIANOBIAHO. Y [y>Ke PIAKICHMX BUMagkKax cnocTepiranmca nigsuleHi nokasHukn MHC. Y xBopuX, fKi MiKYHOTbCA KYMapvHOBMMW aHTUKOArynsHTamu, chif
nepeBipATM NPOTPOMOIHOBMIA Yac Neped NoYaTKoM Tepanii CMMBaCTaTUHOM i JOCUTb YacTO — Ha MoYaTKy Tepanii, Wo6 YNeBHUTUCH Y BIACYTHOCTI 3HaYyLOi 3MiHK
LbOro nokasHuka. icng focAarHeHHs ctabinisauii NPOTPOMOBIHOBOIO Yacy MOro MOXXHa NepeBipATU 4Yepe3 iHTepBa/n Yacy, AKi 3a3BMYail PEKOMEHAYHOTLCS ANA
XBOPUX, LLO MTIKYHOTLCA KYMapUHOBUMY aHTMKoaryngHTamu. Mpu 3miHi o3y abo npu BiAMIHI CMMBACTaTUHY LIKO NMpoLeaypy HeobXigHo nosTopuTtw. Mg yac Tepanii
CUMBACTaTUHOM Y NaLieHTIB, AKi He NPUIAMaLOTb aHTUKOArynsaHTU, He CNOCTePIranocs KpoBoTey abo 3MiHM MPOTPOMOIHOBOIO Hacy.

Oco6MBOCTI 3aCTOCYBaHHSA.

MionaTis/pabaomionis. CumBacTaTvH, SK I iHWI iHri6iTtopu TMI-KoA-pefyKTasn, MOXe CIPUYMHUTIA MioNaTito, WO NPOABNAETLCA Y BUrNALI M’S30BOro 60510,
XBOPO06/MBOCTI ab0 CMabKoCTI Ta CYMNpPOBOMXKYETLCA 3POCTAHHAM aKTMBHOCTI KpeaTUHKIHA3M Oifibll HIX Yy [ecATb pa3iB BULLE BepXHbOi Mexi Hopmu (BMH).
Mionaris iHogi HabyBae (hopmum pabaomionidy 3 abo 6e3 rocTpoi HUPKOBOT HeLOCTAaTHOCTI, 06YMOBEHOT MIOrI0BIHYPIED; Ay>XKe PiAKO NOBIAOMAANN MPO NeTalbHi
BUNaAKW. PU3nK mionaTii 36i/bLLYETLCA BHACNIAOK BUCOKOI iHTiBYOYOT akTMBHOCTI oo MMI-KoA-peaykTasu y nnasmi KpoBi (NiABULLEHHS PIBHA CUMBACcTaTUHY
Ta CMMBACTaTMHOBOI KMCNOTKU Y Mia3Mi KPOBI), LLIO YaCTKOBO MOXKe Oy TI NOB’A3aHe i3 B3aEMOZIEL0 3 /TiIKapCbKUMUM 3ac06amu, SKi NepeLlKogKaoTb 06MiHY pe4yoBUH Ta
/abo TpaHCNopTy CMMBACTaTUHY (AMB. Po3ain «B3aemogis 3 IHLLMMU NIKaPCbKUMK 3ac06amu Ta iHLLI BUAM B3aEMOAIN).

AK i y pasi 3acTocyBaHHs iHLWMX iHri6iTopis TMI-KoA-pefyKTasu, pusvk po3BUTKY MionaTii/pabaomionisy 3anexuTs Big fo3u npenapaTy. B 6asi gaHuX KNiHiYHUX
JOCNiMKeHb, Yy AKX 41413 nauieHTiB NpuiMann cumBacTaTuH, 24747 (npubnmsHo 60 %) 3 akux Oynu 3anyyeHi 00 [OCNILKEHb i3 cepefHiM nepiogom
CMOCTEPEXEHHS NPUHANMHI 4 POKM, YacToTa NosiBM MionaTil ctaHoBMMa NpubnnsHo 0,03 %, 0,08 % Ta 0,61 % BignosigHo npu go3sax 20, 40 Ta 80 mr/goby. MNig vac
UMX [OCNifKeHb 3a NauieHTamMmn peTesibHO CrocTepirann Ta Oynv BUK/IKOYEHI AesKi, 0AHOYaCHO BUKOPWCTOBYBaHI /likapcbKi 3ac06u, WO BCTyNasm y NOTEHUiHY
B3aEMOLt0.

Y npoueci KNiHIYHOro AOCNIMKEHHS, B SIKOMY NaLjieHTU 3 iH(hapKTOM MioKapAa B aHamHe3i npuimann cumBacTaTvH Yy Ao3i 80 mr/go6y (cepefHin nepiop
CMOCTEPEXEHHS — 6,7 POKy), YacToTa MionaTii ctaHoBMAa npnbamsHo 1,0 %, nopiBHAHO 3 0,02 % y nauieHTiB, sKi npuiiMann 20 mr/go6y. MNprubansHo nonoBuHa 3
UMX BMNafKiB mMionatii cnocTepiraimcs NpoTArom rnepLioro poky fikyBaHHA. HYacTtoTa nossy mionatii MPOTAroM KOXHOr0 HaCTYMHOro POKY JliKyBaHHA CTaHOBWA
npuénnsHo 0,1 % (gme. Po3ginm «PapmakonorivyHi BacTUBOCTI» Ta «[106IUHI peakuii»).

Pr3nK nosisu mMionatii 6inbLUMi y nauieHTiB, aki npuiimMatoTs 80 M cMMBACTaTUHY, NMOPIBHAHO 3 TaKUM Y NaUieHTIB, AKi OTPUMYIOTb Tepanito, 3aCHOBaHY Ha iHLLIMX
cTaTmHax 3 NoAi6HOK etheKTUBHICTIO LWOAO0 3HMXKEHHSA xonecTepuHy JITTHLL,. Tomy o3y cumsactatrHy 80 Mr MOTPIGHO 3aCTOCOBYBATY Ti/IbKM NaLieHTaM i3 TAXXKOI
rinepxonecTepuHeMiero Ta 3 MiABULLEHUM PU3MKOM CepLEBO-CYAUHHUX YCKNaAHEHb, AKI HE JOCATV e(EKTY NiKYBaHHA HXUYMMU [03aMW, Ta KOW OYIKYETLCH, L0




KOPWCTb NepeBaXkKaTMMe NOTEHLiNHI pU3MKK. N4 nauieHTiB, SKi NpuiiMaroTb cumBacTaTH 80 Mr i AKMM Heo6XiAHO OAHOYACHO 3aCTOCOBYBATM NliKaPCbKMIA 3acib, Lo
MOXXe MOTEHLIAHO B3aEMOZIATH, CNif 3aCTOCOBYBATM HWXKYY 03y CMMBACTATMHY ab0 a/bTepHATMBHUIA CTaTMH 3 MEHLUMM MOTEHLia/loM B3aEMOAIT 3 IHWUMUK
NiKapCbKMMK  3acobamu  (AMB. HWKYe «3ax0gu LN 3HWKEHHA PU3UKY NOABM MIOMATil, CNPUYMHEHOI B3aEMOIED 3 IHWWMK NIKapCbKMMKM 3acobamMm»,
«[poTMNOKa3aHHs»,«B3aemogist 3 iHLLIMMK NiKapCbKMK 3ac06amMu Ta iHLLI B B3aeMOAIV» Ta «Cnocib 3acToCcyBaHHS Ta 403U»).
Y KNiHIYHOMY JOCNIIKEHHI, B SKOMY NaLi€EHTN 3 BUCOKUM PU3NKOM CEPLIEBO-CYAMHHINX 3aXBOPIOBaHb OTPUMYBaM CUMBACTaTVH y f03i 40 Mr/go6y (mefiaHa nepiogy
CMOCTEPEXEHHA CTaHoBMNa 3,9 poOKy), yacToTa PO3BUTKY MionaTii cTaHoBMna npubnmnsHo 0,05 % y nauieHTiB-HekuTanuis (n=7367) nopiBHAHO 3 0,24 % y
nauieHTiB-K1TanuUiB (n=5468). He3Baxaroun Ha Te, WO Y LUbOMY KNiHIYHOMY AOCNIMKEHHI asiiicbKa nonynsuisa 6yna npeAcTaBneHa nue Kutanusamu, cnifg 3
06epeXKHICTHO 3aCTOCOBYBATM CUMBACTAaTMH NalieHTaM a3iiCbKOro NOXOMKEHHS i NpMU3HaYaTV iM HaliMeHLWy 03y .
3Hm>KeHa (hyHKUIS BiNKiB-NepeHOCHWKIB. Tpu  3HWKEHIA (YHKUIT neyiHKoBUX O6ifKiB-nepeHocHuKiB OATP MoXe 36inbluyBaTUCA CUCTEMHA eKCro3uuis
CUMBACTaTUHOBOI KWUCNOTW | NiABWLLYBaTUCA PU3MK Mionatii Ta pabAomionisy. 3HVDKEHHA (YHKLIT MOXMBE K pe3ynbTaTt iHribiyii B3aeMofitoumx 3acobis
(Hanpuknag, UMKNOCNopuHY) abo y nauieHTiB, AKi € HocismMn SLCO1B1 (¢.521T>C) reHoTuny.
Y nauieHTiB-HOCiiB anensd reHa SLCO1B1 (c.521T>C), wo kKoaye MeHW akTuBHuii 6inok OATPIB1, Big3HauyaeTbCA 30i/blUeHA CUCTEMHA €EKCMo3uuis
CUMBACTaTUHOBOI KMUCNOTW | NiABULLEHNI PU3NK MionaTii. be3 NnpuB’A3KM A0 reHeTUYHOro TeCTyBaHHSA PU3NK PO3BUTKY MIoMaTii, MOB’A3aHOT 3 BUCOKMMM [03aMU
(80 mr) cumBacTaTuHy, CTaHOBUTL NPn6an3HO 1 %. PesynbTtaty gocnigpkeHHs SEARCH nokasytoTb, L0 Y FrOMO3UIroTHUX HociiB anens C (akux nosHadvaroTs 9K CC),
SKi NpUiAMatoTb CMMBACTaTWH Yy 03I 80 Mr, pU3NK PO3BMTKY MionaTii MPOTAroM poKy CTaHOBWUTbL 15 %, ToAi IK pU3MK Yy reTepo3uroTHUX Hociie anensa C (CT)
cTaHoBUTb 1,5 %. BignoBigHWA MOKa3HUK PU3NKY Y NauieHTIB 3 Halibinbll po3noBCopKeHUM reHoTunom (TT) ctaHoBUTb 0,3 %. 3a MOXIMBOCTI, MepLU HiX
npu3Ha4aTn cMmBacTaTiH y f03i 80 Mr OKpeMuM nauieHTam, C/ig BBaXKaTu AOLINIbHAM MPOBEAEHHS Y HUX FeHOTUMNYBaHHA Ha HasBHICTb anend C y paMKax OUiHKK
CMiBBiJHOLLEHHS KOPUCTb-PU3UNK | YHUKATN NPU3HAYEHHS BUCOKMUX 03 Hocisim reHoTuny CC. OfHak BIACYTHICTb LbOro reHa 3a pesysibTatamvi reHOTUMYBaHHS He
BUK/IKOYAE MOX/IMBOCTI PO3BUTKY MIOMATITy LMX NaLieHTIB.
BuMiptoBaHHs KpeaTWHKiHA3M. PiBeHb KpeaTWHKIHA3W He Cchif BUMIptoBaTU MNicNs eHeprinHMX (isnyHMX BrpaB abo 3a HasBHOCTI OyAb-KOI WMOBIPHOI
a/IbTePHATUBHOT NMPUYMHM NIABULLEHHA KpeaTUHKIHA3M, OCKINIbKU Lie YCKMaAHIOE TNyMavyeHHs HasBHMUX 3Ha4veHb. Mpy 3HaYHOMY MiABULLEHHI PIBHA KpeaTUHKiHA3M
(6inbLe HiX 5-KpaTHe nopiBHAHO 3 BMH) cnif npoBecTn NOBTOPHe BUMIPHOBaHHSA Yepe3 5—7 AHIB ANA NILTBEPXKEHHA Pe3y/bTarTis.
Mepef NiKyBaHHAM. Y CiX NauieHTIB, AKi NOYMHAKOTL Teparito CMMBACTaTUHOM, & TaKOXX MaLieHTIB, SKUM 6yn0 36i/bLUeHO 03y CMMBACTaTMHY, NOTPIGHO nonepeanTu
MPO MOX/IMBICTb BUHUKHEHHA MiONaTii Ta HeobOXiAHICTb HeralHOro 3BepHeHHs A0 Nikaps y pasi BUHWKHEHHS Oyab-AKOro M’S30B0Oro 6010 HEACHOro XapakTepy,
XBOPO6/IMBOCTI Y M’A3aX abo M’A30BOI cnabkocTi. Cnif 4OTPUMYBATUCA 0OEPEXXHOCTI WO40 MaUieHTIB 3i CNPUATIMBMMU (haKTOpamy PO3BUTKY pabgomionisy. 3
METOHO BCTAHOBJ/IEHHA BiAMOBIAHOMO NMOYaTKOBOIO 3HAYEHHS PiBEHb KpeaTUHKIHA3W CNif BUMIPATY L0 NoYaTKy /liKyBaHHS Y TakuX CUTyaLisax:

e NiTHIN BiK (BiK = 65 poKiB);

e )XiHOYa CTaThb;

e MOPYLUEHHA DYHKLiIT HUPOK;

e HEKOHTPO/bOBaHWI FiNoTMPEO3;

e HasBHICTb B 0COBMCTOMY ab0 CiMEMHOMY aHaMHe3i CNafKoBMX MOPYLUEHb 3 60KY M’A3iB;

e HasIBHICTb B aHaMHe3i M’S30B0OI TOKCUYHOCTI, CNPUYMHEHOI CTaTUMHOM abo (hibpaTom;

* 3/10BXXVBaHHA &/IKOTrO/IEM.
Y Takux cUTyaLisaX pU3nK NiKyBaHHA CNif po3rnsagaTvt BigHOCHO MOXK/IMBOT KOPUCTI, TAKOX PEKOMEHLYETLCA KNIHIYHWIA MOHITOPUHI . AKLLO paHille y nauieHTa 6yno
MopyLUeHHs 3 60Ky M’A3iB Npu npuitomi ¢ibpaTy abo cTaTuHy, NiKyBaHHS IHLIMM 3aCO60M LbOro Knacy NOTPiGHO noymHaTy 3 0bepexkHicTio. Mpu 3Ha4YHOMY
BUXIZHOMY NiABULLEHHI PiBHA KpeaTuHKiHa3n (binblie HixXX y 5 pasis BMH) flikyBaHHSA He cnif, po3noYnHaTul.
[Mig vac nikysaHHs. MNpy BUHUKHEHHI 60/1t0, cnabkocTi abo cnasmiB nif vyac NPpUnoMy nawieHTOM CTaTUHY Cif BUMIPATY PiBeHb KpeaTUHKIHA3M. AKLLO BUSB/EHO, WO
LLei piBeHb, 3a BiACYTHOCTI CEPMO3HNX (i3NYHMUX HaBaHTaXEeHb, 3HAYHO NiABULLEeHWIA (>5 pasis BMH), nikyBaHHSA cnif NnpUnUHATA. AKLLO CUMNTOMU 3 60Ky M’S3iB




TXKKI Ta BUK/MKAKOTb LLOAEHHWUIA AUCKOMMOPT, HaBiTh AKLLO piBeHb KpeaTuHKiHa3nM <5 pasis BMH, T0O MOXHa po3rnsHyTU MOX/IMBICTb MPUNUHEHHS NTIKYBaHHS.
AKWO Nifo3proeTbes Mionatis 3 6yab-AKOT IHLWOT NPUYMHK, NiKyBaHHA CNif NpUnvHUTA. [y>XXe pigko nig 4yac abo nicns NMikyBaHHA cTaTMHaMy crniocTepiranmcs
BUMaAKM iMyHOOMNOCepeAKoBaHOT HeKpoTuaytouoi mionatii (IOHM), nos’s3aHoT i3 3acTocyBaHHAM cTaTUHIB. IOHM KiHIYHO XapaKTepu3yeTbes CTINKOK CNabKicTio
NPOKCUMaNbHMX M’A3iB | NiABULLEHHAM PIBHS KpeaTUHKIHa3W B CMPOBATLi, SIKi He 3HMKAKOTb, HE3BAXKAKUM Ha NPUMNMHEHHS NPUIAOMY CTaTUHIB (AMB. po3ain «MobiyHi
peakuii»).

AKLLO CUMMATOMM 3HUK/N Ta PiBeHb KpeaTMHKIHa3W MOBEPHYBCA A0 HOPMU, CMif PO3rISAHYTU NOBTOPHWIA NPUIAOM TOMO XK CTaTUHY abo aflbTepHaTMBHOIO CTaTUHY Y
HM3bKIl 031 Ta Nif peTenbHUM KOHTPOoieM. Buwimii BiACOTOK MionaTii cnocTepiraBcs y NawieHTiB, SKMm 36inbwyBani o3y 4o 80 Mr (aue. po3ain «PapMakonoriyHi
BNaCTUBOCTI»). PEKOMeHA0BaHO NPOBOANTY MEPIOANYHE BU3HAYEHHS PIBHSI KpeaTUHKIHA3W, OCKINIbKM Lie A0MNOMOXE BUSIBUTI CYOKNIHIYHI BUNagku mionatii. OgHak
HeMage JOCTOBIPHUX [aHWX NPOo Te, L0 TaK1iA MOHITOPUHT 34aTHUIA 3an06irTv po3BUTKY Mionaril.

Tepanito cMmMBacTaTMHOM NOTPIGHO TUMYACOBO NMPUMMHUTM 3a KifibKa AHIB 40 BE/IMKUX ONepaTUBHUX BTPYYaHb, & TaKOX MiC/A MeANYHUX a0 XipypriyHmx BTPyYaHb.
3axoan Ans 3HMXKEHHS PU3UKY PO3BMTKY MIionaTii, CNPUYMHEHOT B3aEMOJIE 3 IHLWIMMM NIKAPCbKMMKU 3acobamu (TakodK AMB. po3ain «B3aemofist 3 iHWUMK

NiKapCbKMMM 3aco6amu Ta iHWi BUuay B3aEMOZAIN»). PU3NK po3BMUTKY MionaTii Ta pabgomMionisy 3Ha4HO 36iNbLUYETLCSA NPU CYMYTHLOMY 3aCTOCYBaHHI CUMBACTaTUHY 3
NOTYXXHUMK iHriGiTopamn CYP3A4, TakuMK 5K iTpakoHa30/1, KeTOKOHa30/1, NOCaKOHa30/1, BOPUKOHA30/1, EPUTPOMILMH, KNapUTPOMILMH, TeNITPOMILUH, iHriGiTopK
BlJl1-npoTteasn (Hanpuknag, HengiHasip), bouenpesip, Tenanpesip, Hea3ooH, NMiKaPCbKMMK 3acobamu, WO MICTATb KOBILMCTAT, a TakoX i3 remibposnnom,
LIMKIOCMOPMHOM Ta aHa30/10M. 3aCTOCYBaHHSA LMX iIKapCbKMX 3aC06iB NPOTMNOKAa3aHO (AMB. po34in «1poTUNOKa3aHH:A).

Pu13nK po3BUTKY Mionatii Ta pabaomionisy TakoxX 36i/bLUIYETLCS NPU CYMYTHLOMY 3aCTOCYBaHHI amiofapoHy, amnoauniHy, Bepanaminy abo aunTiazemy 3 NeEBHUMU
[03aMK cMMBacCTaTUHY (auB. Po3ginv «B3aemogisi 3 iHWMMM NiKapCbKUMK 3ac06aMu Ta iHLLI BUAWM B3aEMOAI» Ta «Cnocib 3aCTOCyBaHHSA Ta J03W»). PU3NK PO3BUTKY
mionarii, BKIOYaloun pabaomionis, 30iNbLIYETLCS NPU CYNYTHLOMY 3acTOCyBaHHI (DY3MAMHOBOI KUCNOTK 3i cTaTMHamu (AMB. po3fin «B3aemogisi 3 iHWUMUK
NniKapcbK1MmM 3acobamu Ta iHLWI BUAM B3aEMOAiN»). Y nauieHTiB 3 MOCIT npy ogHOYaCHOMY 3aCTOCYBaHHI noMiTanifgy i CUMBacTaTUHY Lieid pU3MK 3pOCTaE.

Takum YMHOM, 3aCTOCyBaHHA CuMBAacTaTUHy 3 iHri6iTopamm CYP3A4, iTpakoHa30/10M, KEeTOKOHAa30/10M, MOCaKOHAa30/10M, BOPUKOHA30/10M, iHribiTopaMu
Bl/1-npoTeasn (Hanpuknag, i3 HendiHaBipom), 60LenpeBipoM, TenanpeBipoM, epUTPOMILMHOM, KNapUTPOMILMHOM, TeNITPOMILMHOM, He(ha3040HOM Ta /liKapCbKUMU
3acobamu, WO MICTATb KobiumcTaT, MPOTUNOKa3aHo (AMB. po3ainv «poTUNoKasaHHA» Ta «B3aemMogis 3 iHLWMMW NiKapCbKUMM 3ac06aMm Ta iHLWWI BUAN B3aEMOLIN»).
AKwo Tepanito NOTYy>XXHUMKM iHriGiTopamn CYP3A4 (npenapatamu, wo 36inbwyote AUC npubnmnsHo y 5 pasiB abo 6Gifblue) HEMOX/IMBO BIgMIHWUTK, Chif
MPUMUHATK Tepanito CMMBACTaTUHOM Ha Yac 3aCTOCYBaHHA JaHWX MpenapaTtiB Ta po3risHyTW BapiaHT 3aCTOCYBaHHA albTEPHATUBHOIO CTaTUHY. binbLue Toro, cnig 3
06epeXxHICTIO 0jHOYaCHO 3aCTOCOBYBATW CMMBACTATWH I3 MEBHUMMW MeHLU NOTYXXHUMW iHri6iTopamu CY P3A4: dykoHa3oniom, Bepanaminom, guntiaseMomM (avB.
po3ainn «B3aemogia 3 iHWMMKU NiKapCbKMMK 3ac06aMu Ta iHWI BUAWM B3aeMoAii» Ta «Cnoci6 3acTocyBaHHS Ta [403w»). Cnif yHMKaTW CynyTHbOrO Mpuiiomy
rpengpyToBOro COKy Ta CUMBaCTaTUHY.

3acTocyBaHHS CMBacTaTUHY 3 reMgibpo3naiom NpoTUnoKasaHo (AMB. po3ain «MpoTunokasaHHsA»). Yepes NiABULLEHNI PU3MK PO3BUTKY MionaTii Ta pabaomionisy
[103a CMMBACTaTMHY He MOBUHHA NepeBuLLyBaTV 10 Mr Ha A06Yy Ans NauieHTiB, SKi NPUAMalOTb CUMBACTAaTMH 3 iHLIMMK pibpaTamu, KpiM deHodibpaTy (anBs. poainu
«B3aemogisa 3 iHWMMKN NiKapCbKMMK 3acobamu Ta iHLWI BUAM B3aEMOfin» Ta «Cnoci6 3acTocyBaHHS Ta J03u»). Cnig 3 06epeXxHICTIO npu3HavaTy eHodibpaT i3
CUMBACTaTUHOM, OCKI/IbKN KOXKEH i3 LIX NpenapartiB MOXe CNPUYMHUTI MiONaTito.

CumBacTaTUH He Cnif npuvimMati OAHOYACHO i3 CUCTEMHUMW MpenaparaMu, WO MICTATb (PYy3MAMHOBY KWUCNOTY, abo MpoTAroM 7 AHIB Micns MPUMUHEHHS
3aCTOCyBaHHA (hy3VAMHOBOT KWUCMOTW. AKLO 3aCTOCYBaHHA (DY3VMAMHOBOI KWC/MIOTUM € HEOOXiZHUM, NiKYBaHHA CTaTUHaMW MOTPIOHO MPUMMHUTK Ha BECb Mepiof
npuinomy (y3mamMHOBOI KUCNOTW. Bynu NoBIAOMMEHHS Npo pabgomioni3 (BKNOYaKOUM AeKiNbKa NeTanbHUX BUNafKiB) Yy NauieHTiB, AKi npuiiManm KomGiHauito
(hy31aNMHOBOT KUCNOTW | CTaTUHIB (AMB. po3ain «B3aemogis 3 iHWMMKM NiKapCbKMMK 3acobamu Ta iHLWI BUAW B3aEMOAiN»). MayieHTy cnij nopekoMeH4yBaTn HerainHo
3BEPHYTUCA [0 NiKaps y pasi NosiB1 Y HbOro CUMMTOMIB C1abKocTi abo 60/1t0 y M’A3ax, 60/1t0 abo XBOPO6/IMBOCTI. Tepanito CTaTMHOM MOXKHa BiHOBUTW Yepes 7 JHIB
nicna NpuMoMy OCTaHHLOI 403U (DY3UAUHOBOT KUCNOTU. Y BUHATKOBMX BUMAAKax, KON HeobXifHe AOBroTpuBasie CUCTEMHE JliKyBaHHA (DY3UAMHOBOK KUCNOTOH,
Hanpuknag, AN NikyBaHHA THXKKUX iH(eKLin, HeO6XiAHICTb CyNyTHLOr0 NPUINOMY CUMBACTaTUHY Ta (DY3UAMHOBOI KUCNOTW NOTPIGHO PO3rNsaLaTh TiIbKN Y KOXXHOMY




OKpeMOMY BMNafKy Ta MPOBOANUTK Nif PETENbHUM MeANYHMM CMOCTEPEXKEHHSIM.

KoM6iHOBaHOr 0 3aCTOCyBaHHSI CMMBAacTaTMHY B f03ax rnoHag 20 Mr Ha fo6y pa3oM i3 amiofapoHOM, aM1oAMMiHOM, BeparnamMiioM abo AnnTia3eMoM CNif YHUKaTW.
MauieHTam i3 MOCIT NpoTMNOKa3aHO OfiHOYACHe 3aCTOCYBaHHS NoMiTanigy i cMMBacTaTUHy B fo3ax 6inblue HiXX 40 Mr Ha goby (AMB. po3ainn «poTUNoKasaHH:,
«B3aemogis 3 iHW1MKM NiKapCbKUMM 3ac06aMK Ta iHLWI BUAW B3aEMOAiN» Ta «Cnoci6 3aCTOCYBaHHSA Ta 403W»).

MayieHTn, AKi NpuiAMaloTb iHLWI NiKapcbKi 3aco6K, WO MarTb MOMIPHWIA iHriGyounii Bnane Ha CYP3A4, cynyTHbO i3 CMMBacTaTUHOM, OCOG/IMBO 3 BMCOKMMMU
[03aMM  CMMBAaCTaTWHY, MOXYTb MaTW MiABULLEHWIA PU3MK PO3BUTKY Mionatii. Mpyu cynyTHbOMY MPUIAOMI CMMBAcTaTUHy 3 MOMipHUM iHri6iTopom CYP3A4
(npenapatu, sKi 36inbwyoTs AUC npnbnmsHo y 2-5 pasiB) Moxe 6yTh MOTPiGHe KOpPUryBaHHA 403U CUMBACTaTUMHY. Y pasi CynyTHbOro 3aCTOCYBaHHSA MEBHMX
nomipHmuX iHri6iTopis CY P3A4, Hanpuknag AuntiaseMy, PeKOMEHLYETbCA MaKCMasbHa f03a — 20 M cMMBacTaTuHY (AMB. po3ain «Cnoci6 3acTocyBaHHS Ta A03n»).
CumBacTaTuH € cybcTpaTom e(ItOKCHOrO NnepeHOCHNKa 6ifika pe3ancTeHTHOCTI paky MonoyHoi 3an03m (BCRP). OgHovacHe 3actocyBaHHA 3 iHribitopamym BCRP
(Hanpwknag, enbacsip i rpasornpesip) MOXe MPU3BeCTM A0 MiABMLLEHHS KOHLUEHTpauil cuMmBacTaTUHy B nniasMi i NigBULLEHHA PU3NKY PO3BMTKY MionaTii. Tomy
3a/1e)XKHO Bif Mpu3HaveHoi fo3n iHriditopis BCRP HeobOxigHO kopuryeaTu [o3y cumMBacTaTuHy. OfHOYacHe 3acToCyBaHHA enbacBipy i rpasonpesipy i3
CYMBACTaTMHOM He BMBYa/IOChb, OfHaK [0060Ba [03a CMMBACTaTUHY He MOBWHHA nepeBulyBaTy 20 MI 418 NAUiEHTIB, AKI OTPUMYIOTb CYMNyTHIO Tepanito
npenapatamMu, WO MIiCTATb enbaceip abo rpasonpeip (AvB. po3ain «B3aemogisi 3 iHWNMK NiKapCbKMMK 3aC06aMK Ta iHLLI BUAM B3aEMOLIN»).

PigkicHi BMnagkn MionaTii/pabgomionisy acouitoBannch i3 CynyTHIM npuitoMoM iHri6iTopie TMK-KoA-peaykTasu Ta ninigoMoauikytoumx o3 (= 1 r/gooy)
HialuMHy (HIKOTMHOBOT KMUC/IOTW); KOXKEH i3 LiMX NnpenapariB MOXe BUK/MKaTK Mionarito.

Y KniHiYHOMY fAochimpkeHHi (MefiaHa nepiofly CMOCTEPEXEHHA CTaHoBMNa 3,9 pOKy), B SIKOMY 6panu y4yacTb NauieHTW 3 BUCOKMM PU3UKOM PO3BUTKY
CepLIEBO-CYANHHUNX 3aXBOPIOBaHb i 3 406pe KOHTPOMbOBaHMM piBHEM XxonecTepuHy JIMHLLL Ha Thi npuiioMmy cumBacTaTuHY B f03i 40 Mr/go6y pa3oM 3 e3eTUMIGoM y
po3i 10 mr abo 6e3 HbOro, 4ofaTKOBa KOPUCTb A/ CepLeBO-CYAUHHOT CUCTEMM NPU AodaBaHHI ninigomoandikytoumnx ao3 (= 1r/goby) HiaumHy (HIKOTMHOBOT
KMUCNOTKN) He Bia3Hayanacs. Jlikapi, fKi po3rnsgalTb BapiaHT KOMOGIHOBaHOI Tepanii cMMBAacTaTMHOM i3 ninigoMoaudikyroummmn gosamu (= 1r/goby) HiauuHy
(HIKOTMHOBOI KMCcNoTK) abo NpenapaTamu, LLO MICTATb HialWH, NOBWMHHI A006pe 3BaXMTW MOTEHLiiHY KOPWUCTb Ta pu3uKWU. MOTpiGHO peTenbHO cnocTepiratv 3a
nagieHTamu oo nosisu 6010 y M’A3aX, XBOPO6/IMBOCTI abo CnabKoCTi, 30KpemMa NPoTAroM nepLumnx micsauis Tepanii Ta Npv 36inbleHHI 4031 BYb-AKOro 3 UmX
NIKapCbKMX 3ac00iB.

Y pocnipkKeHHI YyacToTa pO3BUTKY MionaTii cTaHOBMMa npubnnsHo 0,24 % cepef NauieHTIB-KMTalLiB, AKi NpuilMan cumBacTaTuUH Y Ao3i 40 Mr abo e3eTumib
/cumBacTaTuH y f03i 10/40 Mr, NopiBHAHO 3 1,24 % nauieHTiB-KUTANLLIB, SKUM NpU3Havany cumBacTaTiH y Ao3i 40 Mr abo eseTumib/cumBacTatvH y ao3si 10/40 mr
pasom i3 KOMOGIHOBaHVMM npenapaTtoM MOAUMIKOBAHOIO BUBISIbHEHHA HIKOTMHOBOT Kucnotu/naponinpaHty 2000 mr/40 mr. HesBaxawounm Ha Te, WO Y LbOMY
KNiHIYHOMY focnifkeHHi a3iiicbKa nonynauis 6yna npeAcTaB/eHa Nvwe KUTaiusaMmn, OCKiNbKK YacToTa PO3BUTKY MIOMaTil cepef MauieHTiB-KATANLIB BULLA, HIK
cepef, NauieHTIB-HeKMUTaNMUiB, MpuU3Ha4YaTU nauieHTaM asilicbKoro MOXOPKEHHS OfHOYACHO CMMBACTATUH Ta ninigoMoaudikyrodi fo3v (= 1r1/goby) HiayuHy
(HIKOTMHOBOI KC/OTU) HE PEKOMEHIYETHCS.

AUMMIMOKC 3a CTPYKTYPOK CXOXMI1 HA HiauuH. He3Baxaroum Ha Te, L0 auuniMOoKC He JOCMIAKYBaBCS, PU3MK PO3BUTKY M’A30BMX TOKCUYHUX eEKTIB MOXxe ByTu
CXOXMM Ha Takuid Npy NPUIAOMI HiaLnHy.

Bname Ha neviHKy. Y npoueci KniHiYHMX JOCNIMKEHb Y AEKiNbKOX A0OPOC/AUX MauieHTIB, SKi 0AepXKyBany CMMBACTaTUH, Big3Ha4Yanocs CTilike NiABMLLEHHS PiBHA
TpaHcamiHa3 cupoBaTku (y >3 pasu BMH). Mpu nepepsi B npuiiomi crumBacTaTvHy abo BiAMiHI npenapaTy Yy UMX NauieHTiB akTUBHICTb TpaHcamiHa3 3a3Buyait
MOCTYMOBO BepTanacs [0 BUXiLHOr0 PiBHS.

Mepep NOYaTKOM NiKyBaHHS, a NOTIM BiAMOBIAHO 40 KMIHIYHMX MOKa3aHb YCiM nauieHTaM PeKOMeHYETLCA NPOBOANTM PYHKLIOHA/IbHI NeYiHKOBI Npobw. MauieHTam,
AKUM NJAHYETLCA MIABULLMTI [03Y cMMBacTaTtuHy A0 80 Mr Ha o6y, A0AATKOBI PYHKLIOHa/IbHI NeYiHKOBI NPo6Kn CNif NPOBOAUTY L0 NOYATKY TUTPYBaHHSA, MOTIM
yepe3 3 MicAui nicna focarHeHHs fo3v 80 Mr Ha o0y, Micns Yoro nepioAMyHO NOBTOPLOBaTU (Hanpuknag, 1 pa3 Ha MiBPOKY) NPOTArOM MepLloro PoKy NiKyBaHHS.
Oco6nmBy yBary cnif npuainaty nadieHTam, y SKMxX NiABULLMBCA PiBEHb CUPOBATKOBUX TpaHcaMiHas. LM nauieHTam KOHTPO/b (OYHKLIT NeYiHKK CNif NOBTOPUTY
HerarHO Ta vacTille NPOBOAWUTU Hafani. Y pasi, Konu piBeHb TpaHcamiHa3 3pocTae, 0CO6AMBO NpU CTIMKOMY nepeBuLLeHHI B 3 pasu BMH, npenapat HeobXigHoO




BIAMIHMTK. Cnif 3ayBaXkKunTu, WO aflaHiHamMiHOTpaHcjepasa MOXe BULINATUCA 3 M’A30BOI TKaHWHKU, TOMY MiABULLEHHA anaHiHaMIHOTpaHcgepasn 3 KpeaTUHKIHa30t0
MO>XXe BKasyBaTV Ha Mionartito (auB. BuLLe «MionaTis/pabaomionis»).

Y NOCTMapKeTUHIoBWIA Nepiog PigKO MOBIAOMAANN NPO NeYiHKOBY HefOCTATHICTb (Y TOMY YMCAi NeTanbHy) Y NauieHTiB, AKi NpuiAMann CTaTUHW, BPaxoBYHOUM
crMBacTaTuH. Mpu NosiBi CEPO3HOr0 YpaXKeHHs NeYiHKKL 3 KNiHIYHUMKU CUMNTOMaMu Ta/abo rinep6inipybiHemii abo XXOBTAHML Nif Yac NiKyBaHHS CUMBACcTaTVUHOM
CNif, HeraHoO nepepsaTy Tepanito. AKLWO He 3HaNAEHO IHLLIOT MPUYMHU TaKUX CUMNTOMIB, He C/lif 3HOBY PO3NOYMHATY MPUIAOM CUMBACTATUHY.

Mpenapart c/ij 3 06epeXKHICTIO 3aCTOCOBYBATM NaLjieHTaMm, AKi 3/10BXMBaKOTb a/IKOrO/1EM.

MMpy NiKyBaHHI CMMBACTaTUHOM, AK i IHLIMMW NiNiLO3HMXKYBa/IbHUMKM 3aco06amu, NOBIJOMAANM NPo noMipHe (<3 pasiB BMH) 36inbLUeHHS aKTUBHOCTI CUPOBATKOBUX
TpaHcaMiHas. Lli 3MiHW 3’aBnsnmca He3abapoM Micid NoYaTky fliKyBaHHS, 4acTo Mai MUHYLLMIA XapakKTep, He CYNpPOBOMKYBaNCA OYAb-AKUMM CUMITOMaMN Ta He
noTpebyBanu BiAMIHW Tepanii.

LlykpoBuin fiabeT. € foKa3n TOro, WO CTaTUHM SK Knac MigBuLLYHOTb PiBEHb TIHOKO3M B KPOBI Ta Y [AeSKMX MaLieHTIB i3 BUCOKMM PU3MKOM PO3BUTKY LLYKPOBOIO
AiabeTy B ManbyTHbOMY MOXYTb CMIPUYUHUTY PiBEHb FiNepraikemii, Npy SKOMY PeKOMEHAYETLCA PO3MOYMHATU NiKyBaHHS LyKPOBOro fiabety. OfHaK Hafj TakuMm
PU3NKOM MepeBaXkae KOPWUCTb 3HWKEHHS CTaTMHaMu CYAMHHOIO PY3WKY, TOMY BiH He MOBUHEH OYTU MPUYMHOKO NS NMPUMNUHEHHSA NiKyBaHHA cTaTuHamu. CTaH
NawuieHTIiB i3 PU3MKOM PO3BUTKY LYKPOBOro Aiabety (rntoko3a Hatwe 5,6-6,9 mmonb/n, iHaekc macu Tina >30 Kr/mM2, NigBuLLEHI Tpuraiuepuan, aptepiaibHa
rinepTeHsis) NOTPIGHO KOHTPOOBATU AIK KNIHIYHO, TaK i 6i10XiMIYHO BIAMOBIAHO [0 HALiOHa/IbHMX HACTaHOB.

IHTepcTuUiabHA XBOpO6a fereHb. Mpo BUMNagKy iHTEPCTULiaIbHOI XBOPOOW fiereHb MOBIAOMAAAM NPU MPUIAOMI AeSKUX CTaTWHIB, BK/IKOYAKOUM CUMBACTaTUH,
ocobnmMBO Nif Yac AoBroTpuBanoi Tepanil (amB. po3fin «lMo6ivHi peakuii»). BignoBigHi NposiBM MOXYTb BKAKYATW AWMCMHOE, HENPOAYKTUBHWIA Kallenb Ta
MOTipLUIEHHS 3ara/lbHOro CTaHy 340pOB’sA (BTOMa, BTpaTa Macu Tina Ta rapsadka). FAKWo € nigospa, LWo y nauieHTa po3BUHYNach iHTEpCTULialbHa XBOPOOa NlereHsb,
Tepanito CTaTUHOM CANif NPUNUHUTK.

OdgyTabmonoriyHe 06¢TeXKeHHs. 3a BiACYTHOCTI Oy/b-AKOro MeAnKaMeHTO3HOr0 fliKyBaHHS 30i/IbLUEHHA MO NOMYTHIHHS KPULITa/IMKa BBXKAETHCA HACNiLKOM
npouecy cTapiHHA. BifoMi Ha CbOrofHI faHi JOBroTPpUBaINX KIHIYHUX BUNPOOYBaHb He BKa3YyHOTb Ha ICHYBAHHS LUKIA/IMBOrO BM/IMBY CUMBACTaTUHY Ha KPULLTA/IMK
OKa JI0ANHMN.

3acTocyBaHHA nauieHTam NiTHbOro Biky. EPEKTUBHICTb 3aCTOCYBaHHS CUMBACTaTUHY [/ /liKyBaHHA XBOPUX BiKOM Bif 65 pokiB, fiKi OTpMMYBaau MOro nif vac
KOHTPO/bOBAHUX KMIHIYHUX LOCNILKEHb, OLIHIOBANACA BiJHOCHO 3HVKEHHS PIBHA 3arabHOr0 X0NecTepuHy Ta XonectepuHy JSIMHLL, i BusBnsnach Takow X, AK i
Ansa nonynauii 3aranom. 36ibLeHHs YacTOTM MNOBIYHNX peakLiit, aKi 6 BUSBNAANCA KIHIYHO abo 3a 1abopaToOpHUMM NOKa3HUKaMM, He BiAMiYeHO.

Jonomi>kHi peyoBuHM MpenapaT MiCTUTb NakTo3y. MawieHTy 3 pigKICHMM CNafKOBUMW pO3afamMun, TaKUMU K HENEPEHOCUMMICTb ranakTo3u, lakTasHa HeoCTaTHICTb
Jlanna abo cCMHAPOM rNHKO30-ranakTo3HoManbabcopbLii,He MOBUHHI NPUIAMATK Liein NpenapaT. AKLWO Y nawieHTa BCTaHOB/1eHa HEMepeHOCUMICTb AeSKMX LYKpIB, Crij,
MPOKOHCY/bTYBaTUCS fliKapeM, NepLU HidXK NpuiAMaTULLeA NiKapCbKNiA3acio.

3acTocyBaHHA y nepiof BariTHOCTIi abo rogyBaHHs rpyaato.

BariTHICTb.

MpenapaTt NPOTUNOKAa3aHWIA BariTHUM.

Besneka 3acTtocyBaHHS mpenapaTty BariTHUM He BCTaHOB/IeHa. He 6yn0 NMpoBeAeHO >XOLHUX KOHTPO/IbOBAHUX KNIHIYHWUX LOCNIIKEHb CMMBACTATMHY 3a Y4acTio
BariTHWX. bynu oTpumaHi pigKiCHI NOBIAOM/IEHHSA NMPO BPOMKeHI aHOMauii Nicns BHYTPILWHbOYTPOOHOro BnamBy iHri6iTopis TMK-KoA-pegykTasu. OfHak aHani3
npu6nn3Ho 200 BariTHKX, 3a AKUMU CMOCTepirany NpPoCrnekTUBHO i B AKUX NMPOTATOM NePLUOro TPUMecTpy 6yna ekcnosumuis 4o CUMBACTaTMHY abo iHLLIOro nogibHoro
iHri6iTopa TMK-KOA-pefyKTasu, yactoTa BPOLKEHUX aHOManii 6yna NnopiBHAHHOIO 3 TakOk Y 3ara/ibHiin nonynauii. Takol KifibKOCTi BUNaaKiB BariTHOCTI 6yno
CTaTUCTUYHO [LOCTaTHbO /1 BUK/IHOUEHHS 36i/bLUEHHS KifIbKOCTI BPOMKEHMX aHOManiii y 2,5 pasa Ta BuLle NOPIBHAHO 3 YaCTOTOK Y 3arabHiii nonynauii. Xova
HeMa€e >XXOAHOro A0Ka3y TOro, L0 YacToTa NnosiBv BPOMXKEHMX aHOManii y HallaKiB nauieHTiB, SKi 3aCTOCOBYBa/IM CMMBACTaTUH abo iHLIWIA NOAIGHMIA iHriGITOP
TMK-KOA-pefyKTasn, Bigpi3HAETbLCS Bif Takol y 3araibHiii nonynauii, NikyBaHHA mMaTepi CMMBAacTaTUHOM MOXE 3HU3UTU Y MNoJa PiBeHb MeBasIOHATY, SKWIA €



MPeKypcopoM BIOCUHTE3Y XONiecTepuHy. ATEPOCK/IEPO3 € XPOHIYHMM npouecoM. MpunuHeHH NpUiioMy Ninigo3HWXYBa/IbHUX 3aC06iB Nif Yac BariTHOCTI 3a3BMYall
He3Ha4yHO BMN/IMBAE Ha BiffaneHNi pyU3KK, NOB’A3aHWI i3 MEPBUHHOKO iNepXoieCcTePUHEMIERD. 3 LMX NPUYMH CUMBACTATVH HE MOXXHA MPU3HAYaTK BariTHUM, a TakoX
XIHKaM, iKi HamaratoTbCA 3aBariTHITL abo y HUX € Nigo3pa, Lo BOHW BariTHi. CuMBacTaTuH CNif NpU3ynuUHATA Ha BECb TePMiH BariTHOCTI abo [0TW, JOKWN He byae
NiATBEPAKEHHS, LLIO XiHKa He BariTHa.

Mepiog rogyeaHHsa rpyaato. Heeigomo, Ym BUAINSETLCA CMMBACTATUH ab0 MOro MeTaboniTh y rpyaHe MOMoKo XiHOK. OCKiflbKM 3Ha4YHa KiNbKiCTb NiKiB BUAINAETHCA Y
rpyAHe MOJIOKO, & TaKOX Yepe3 BESIMKUIA PU3MK Cepiio3HMX NOBIYHUX peakLiil XiHKam, AKi NpUiiMatoTb CUMBACTaTWH, CNif YyTPUMATUCS Bif rofgyBaHHA rpyALto.
@PepTUNbHICTL. Hemae aaHnX Npo KNiHIYHI 4OCNi4KEHHS BMNIMBY CMMBACTaTUHY Ha (DEPTULHICTL NOAMHU. CUMBACTaTUH He BM/MBaB Ha epTUILHICTb caMLiB Ta
CaMOK LLypiB

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii Nnpy KepyBaHHIi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.

Mpenapart He BNAMBae abo Mae He3HAYHWI BM/IMB Ha 3[aTHICTb KepyBaTy aBTOMOOGINIEM Ta IHLUMMUK MexaHi4YHUMK 3acobamun. OfHaK Npu KepyBaHHi aBTOMOGIIeM a6o
po6OTi 3 IHWKMMK MeXaHIYHMMK 3acobamu Chif, BpaxyBaTu, WO NPOTAroM Mnepiofy MOCTMApKeTMHIOBOro 3aCTOCYBaHHA 3pigKa HagXOoAWNM MOBILOM/IEHHS MPO
3anamopOYeHHs.

Cniocib 3acTocyBaHHA Ta [03MW.

[ianasoH fo3yBaHHA cumBacTaTuMHY — Bif 5 Ao 80 Mr nepopasibHO 1 pa3 Ha f00y, BBeuepi. Y pasi noTpebun [o3y cuMBacTaTUHY CAif, 36inbLUyBaT 3 iHTEpBasiaMn He
MEHLLIE HIXX 4 TUXKHI A0 MaKCUMasibHOI 406080 403K 80 Mr, Ky npuiimatoTb 1 pa3 Ha o6y, Beeuepi. [lo3a 80 MI peKOMeHAYETLCA TiNlbKW AN NALEHTIB 3 TSHXKOH
rinepxonecTepuHeMIel0 Ta BUCOKUM PU3NKOM CepLEBO-CYANHHUX YCKNAAHEHb, SKi HE AOCATIN Liner NiKyBaHHSA HYKYMMW J03aMK, Ta KON OYIKYETBLCS, LLIO KOPUCTb
nepeBaxxaTume MOTEHLIAHUIA PU3MK (OUB. PO3AINN «DapMakosorivyHi BaCTUBOCTI» Ta «OC06IMBOCTI 3aCTOCYBaHHS).

"inepxonecTepuHeMIs.

MauieHTy cnif NPpU3HaunT CTaHAAPTHY XOECTEPUHO3HMKYBaIbHY AI€ETY, AKOT BiH MOBUHEH JOTPUMYBATUCS NPOTArOM YCbOr0 KypCY /liKyBaHHS CUMBaCTaTUHOM.
3a3Buyali NovaTKoBa fjo3a CMMBacTaTUHY CTaHoBUTL 10-20 Mr Ha fo6Y, AKy NpuiiMatoTb OAHOPA30BO BBeYepi. [/15 nauieHTiB, AKMM HeobXigHe 3HauHe (6inbLue K Ha
45 %) 3HWMKeHHs piBHA XC-J/IMHLL, noyaTkoBa f03a MoXe ctaHoBMTU 20-40 Mr 1 pa3 Ha o6y, BBeuepi. Y pasi Heob6XigHOCTI Nigbip 403 NOTPIGHO 34iNCHIOBATH
CrMoco6oMm, BUKAAEHUM BULLLE.

COMO3MroTHa CiMeliHa rinepxonecTepuHeMis.

3 ornagy Ha pesynbTaTy KOHTPO/bOBAHOIO K/IHIYHOIO [OCMIMKEHHS, PeKOMeHAOBaHa Mo4vaTKoBa f03a cumMBacTaTuHy — 40 Mr Ha o6y OAHOpa3oBO, BBeYepi.
MpenapaT c/if, 3aCTOCOBYBATU SIK JOMOBHEHHS A0 IHLIOr0 Ninig03HMKYBa/IbHOTO fliKyBaHHSA (Hanpuknag, agepesy JINMHLL,) a60 AKWL0 Take NiKyBaHHS HeAOCTYMHE.
[ns nauieHTiB, SKi OAHOYACHO i3 CUMMBACTaTMHOM MPUIAMAaOTb NOMITanif, Ao3a CUMMBAacTaTMHY He MOBWMHHa nepesBuwyBaTn 40 mr/goby (aue. po3ginu
«[poTUNOKa3aHHS», «B3aeMofis 3 iHLUIMMW NiKapCbKMMKM 3ac06aMu Ta iHLWI BUAW B3aEMOfil» Ta «OCc06/MBOCTI 3aCTOCYBaHHS»).

CepLeBo-CcyiMHHA NPODINAKTMKA.

3BnyaliHa fo3a npenapaty CMMBACTaTUHY AN NaLieHTIB 3 BUCOKUM pu3nMKoM po3BuTKy IXC (y noegHaHHi 3 rinepninigemMieto abo 6e3 Hel) ctaHOBUTL 20—-40 Mr Ha
06y 0fHOpa30BO, BBeYepi. MeanKamMeHTO3HY Tepanitd MOXHa noyaT¥ OHOYAaCHO 3 [AIETOK Ta (i3Ky/NbTypok. Y pasi HeobXigHOCTI Mig6ip A03 MOTPIGHO
3AiCHIOBATM CNOCOOOM, BUKNaAEHNM BULLE.

CynyTHs Tepanis.

Mpenapat etheKTUBHUI K MOHOTepanis, a TakoX Yy KOMO6iHaLil i3 ceKBeCcTpaHTaMM XOBYHWUX KMCNOT. [o3y cnif npuiiMati abo 3a >2 rofuHu [o, abo yepes >4
FOAVHKW NiCNs NPUIAOMY CEKBECTPaHTY XXOBYHUX KMUCNOT. AN nauieHTiB, Ki NpuiiMatoTb CMMBACcCTaTWH OfHOYACHO 3 (hibpaTamu, Kpim remdioposvny (ame. po3din
«[MpoTUNOKa3aHHs»), abo 3 (heHoibpaTom, [03a CMMBACTaTMHY He MOBMHHa nepesuwyBatn 10 mr/go6y. Ona nauieHTiB, SKi OAHOYACHO i3 CMMBACTaTMHOM
npuiiMatoTb amiogapoH, amnoAuniH, Bepanamin abo auntiasem, f060Ba [03a CUMBACTaTUHY He NOBMHHA nepesuLlysaT 20 Mr (AuB. Po3ainn «B3aemogis 3 iHWmMmu




NiKapCcbKUMM 3ac06aMu Ta iHLLI BUAW B3aEMOLiN» Ta «OC06/IMBOCTI 3aCTOCYBaHHS).

HunpKoBa HeJOCTATHICTb.

MayieHTam i3 NOMIPHO HUPKOBOK HEAOCTATHICTIO HEMAE HEOOXIAHOCTI 3MIHW A03YBaHHA. 11 NaLieHTIB 3 TAXKKOK HUPKOBOK HeOCTATHICTIO (KNIpeHC KpeaTuHIHY
<30 MA/XB) Cif peTenbHO 3BAXUTU AOLINBbHICTL NMPU3HaYeHHA o3n 10 Mr Ha fo0y. AKLIO Take [03yBaHHS BBaXKAETLCA HEOOXiAHMM, nNpenapaT cfij npusHavaTy 3
06epeXXHICTHO.

3acTocyBaHHA NaLlieHTam JIiITHLOro Biky. Hemae noTpebu B KoperysaHHi LO3N.

3acTocyBaHHs AiTaMm i nignitkam (10-17 poki.).

[na pitel Ta nignitkie (xnonui Bikooil ctagii 11 3a TaHHepoM Ta CcTapLui Ta fiByata, Y AKUX NpUHaMHI OWH PiK HasiBHUIA MEHCTPYa/lbHWI LK) 3 FeTEPO3UTOTHOO
CIMeiHOI rinepxoniecTepuHEMIEId peKOMeH0BaHa 3BMYaiiHa novaTkosa fo3a ctaHoBuTb 10 Mr 1 pa3 Ha foby, BBeyepi. [J0 noyaTKy fiKyBaHHA CUMBACTATUHOM
[ITAM Ta NigniTkam cnif, npyusHayunTN CTaHLAPTHY XONEeCTEPUHO3ZHWKYBa/IbHY AIETY, AKOT CNif AOTPUMYBATMCA Nif Yac NiKyBaHHA CMBACTATUHOM.

PekomeHaoBaHi fo3n — 10-40 Mr Ha fo0y; MakcMMa/ibHa PeKOMeHAOoBaHa fo3a ctaHoBUTb 40 Mr Ha fo6y. [o3y cnif nigéupatn iHAMBigYyasbHO, 3riHO 3 METOD
NiKyBaHHA, 3a pekoMeHAauisMu NiKyBaHHS y negiaTpii (gue. po3ginn «dapmakognHamika», «Ocob6MBOCTI 3acToCyBaHHsA»). IMigbip Ao3v cnif npoBoauTh 3
iHTepBasiamu Y 4 TWXKHI abo 6inbLue. JOocBif 3aCTOCYBaHHA CMMBACTaTUHY AiTAM NpenybepTaTHOro Biky 06MeXeHWiA.

Besneka Ta e(PeKTUBHICTb 3aCTOCyBaHHA 403 NoHafg 40 Mr Ha Jo6Yy AiTAM i3 reTepo3vroTHO CIMEMHOK TinepxonecTepuHEMIE0 He BUBYanmUCA. [L0BrocTpokKoBa
e(heKTUBHICTb Tepanii CMMBaCTaTMHOM Y AUTUHCTBI A4/19 3HUXKEHHS 3aXBOPKOBAHOCTI Ta CMEPTHOCTI Y AOPOC/IOMY BiLli He BCTaHOB/IEHA.

aiTn.

besneky Ta e(PeKTVMBHICTb 3aCTOCYBaHHS CUMBACTaTUHY A15 NauieHTiB BikoM 10—17 poKiB i3 reTepo3nroTHO CiMENHO rinepninigemieto OuiHIOBaNM y NpoLeCi
KOHTPONbOBAHOr0 KNIHIYHOMO AOCAIMKEHHS 3a y4yacTio x/onuyiB BikoBoi ctagii 1l 3a TaHHepoM Ta cTaplumx i fiByat, y SKUX NpPUHaiMHI OAMH PiK HasBHWIA
MeHCTpyaibHUIA UMK, Mpodins No6ivHMX peakLiii y nauieHTiB, AKi NpuilManm cumeacTaTuH, 3arasoM 6yB NofibHMIA O Takoro'y nauieHTiB, SKi npuiimany nnaveoo.
[o3n noHag 40 Mr He AOCNigpKYBanucs y Aadi rpyni nayieHTis. Y UbOMy AoCNifXeHi He 6yno 3ahikcoBaHO BM/IMB CMMBACTAaTMHY Ha PICT Ta CTaTeBU PO3BUTOK
AiTel, a TaKOX Ha TPMBaNiCTb MEHCTPYa/lbHOMO LMKy B AiBYATOK (AMB. po3ginm «dapmakogmHamika» «Cnocib 3acTocyBaHHSA Ta [03u» Ta «lM0o6iuHI peakuii»).
[iByYaToK C/lifi NPOKOHCY/IbTYBATU LLIOAO HAsABHUX METOZiIB KOHTpALUEnLil npu 3aCTOCYBaHHI CUMBACTaTUHY (AMB. po3Linv «1poTUNOKa3aHH:A» Ta «3acToCyBaHHA Y
nepioa BariTHOCTI i rofyBaHHS rpyaaro»). Ans nauieHTiB BikOM A0 18 poKiB eeKTUBHICTb Ta 6e3neKy 3aCTOCYBaHHS npenapaTty He AOCMi[pKyBaiu NpoTArom
nepiogis NikyBaHHA TPUBANICTIO [0BLWE 48 TWXKHIB; BiffaneHWn BNAMB Ha (I3UYHWUIA, PO3YMOBWIA Ta CTaTeBUMIl PO3BUTOK HeBifOMWMIA. CuMBacCTaTUH He
AocnifkyBaBcs Y nauieHTiB Bikom A0 10 poki., y AiTelt npeny6epTaTHOro BiKy, a TaKOX Y [iBYaTOK, Y SKMX Le He NnoYannca MeHcTpyauii.

Nepeno3yBaHHS.
Ha cborogHi Biomi Kifbka BUNafKiB nepefo3yBaHHs. MakcrMasibHa NpuinHATa Ao3a ctaHoBuna 3,6 r. Bei nauieHTn ogyxanu 6e3 Hacnifkis. He icHye crneyugivyHoro
NiKyBaHHA nepefo3yBaHHsA. Y pasi nepefo3yBaHHA CNif MPOBOAUTY CUMMTOMATUYHI Ta NILTPUMYHOUI 3aX04M.

Mo6iuHi peakuii.

UYacToTa HMKYe3a3HauYeHUX MoBIYHMX peakuiil, Npo fAKi MOBI4OMMAM Nif Yac KNiHIYHWMX [JOCnifKeHb Ta/abo B nepiof MOCTMAPKETUHIOBOrO 3aCTOCYBaHHS,
KnacugikoBaHa 3a OLiHKOK TXHIX PiBHIB Y NPOLECI BENIMKMUX AOBrOTPUBaINX NaLeb0-KOHTPOMbOBaHMUX KAIHIYHKUX AOCNifKeHb, BKAOYaroun HPS Ta 4S 3a yyacTio
BignoBigHo 20536 Ta 4444 nauieHTiB. Y HPS BigMivanucb TifbKM Cepiro3Hi MOBIYHI peakuii, a TakoX Mianris, NiABWLLEHHA TpaHCaMiHa3 CMpOBaTKM Ta
KpeaTuHKiIHa3n. Y 4S 3anucyBaincb yCi 3a3HayeHi HMKYe Nob6iYvHi peakuii. AKLWLO Yy Npoueci uux AOCNILKEHb PIBHI NP NPUIAOMI CMMBACTaTUHY Oy HMXKYI abo
noAibHi 4o TUX, WO i npy npuitomi nnauebo, Ta 6ynn NoAibHI CNOHTaHHI NOBIAOMMEHHS NPO ABMLLIA, SKi Mann 06rpyHTOBaHWUIA NPUUYUHHMWIA 3B’A30K, Ui NOGIYHI
peakLii KnacugikyBasncb AK pigkicHi. Y xogi gocnimpkeHHs HPS 3a yyactio 20536 navieHTis, fki npuiimany 40 mr/noby cumsacTtatuHy (n=10269) a6o nnaue6o



(n=10267), npodpini 6e3neku 6ynn NOPIBHAHHUMU Y NaLieHTIB, AKi NpuiiManu cumeacTatiH 40 Mr, Ta NawieHTiB, AKi NpuiiMann nnauebo B cepeHbOMY MPOTArom 5
POKIB JOCNIMKEHHSA. PiBHI MPUNMHEHHA y4yacTi Yepe3 MOOGIYHI peakuil 6ynn nopiBHAHHUMUK (4,8 % Yy nauieHTiB, AKi npuiiMany cumeactaTuH 40 mr, Ta 51 % y
nauieHTiB, AKi npuiimMann nnayebo). YactoTta mionaTii ctaHoBMNa <0,1 % y nauieHTiB, SKi npuitmany cumeacTtatuH 40 Mr. MigBuLLEHHSA TpaHcaMiHa3 (>3 pasiB BULLE
BMH, nigTBepapkeHe NOBTOPHMM aHanizom) Bigdynocb y 0,21 % (n=21) nauieHTiB, AKi npuiiMmann cumacTaTvH 40 Mr, nopiBHAHO 3 0,09 % (N=9) nauieHTiB, fKi
npuinmann nnaue6o.

YacToTa nobivyHnX peakuiii: gyxe yacto (>1/10), yacTo (= /100, <1/10), HeyacTo (= 1/1000, <1/100), pigko (= 1/10000, <1/1000), gyxe pigko (<1/10000), yacToTa
HeBifoMa (He MOXHa nifpaxyBaTy 3a HassBHUMUW faHUMN).

3 60Ky KpOBIi Ta NiMaTuyHOT cMCTeMU. Pigko: aHemis.

3 60Ky IMYHHOT cucTeMu. [ly>Ke pifKo: aHadinakcis.

[McnxiyvHi nopyLUeHHs. y>Ke pifko: 6e3coHHA. HacToTa HeBigoma: aenpecis.

3 60Ky HepBOBOI cucTeMW. Pifiko: ronoBHUIA Bifb, NapecTesis, 3anaMmopoyeHHs, nepudepryHa Hesponaris. Jy>Ke pifKo: NOPYLUEeHHA Nam’ATi.

PecnipaTopHi, Topaka/bHi Ta MefiaCTUHa/IbHI MOpYLUEHHSA. YacToTa HeBigoMa: iHTepcTuLiasibHa XBopoba fiereHis (auB. po3gin «OcobanBOCTI 3aCTOCYBaHHSA).

3 60KY LLYHKOBO-KMLLIKOBOrO TPaKTy. PifKo: 3anop, abfoMiHaibHWIA 6iflb, METEOPU3M, AUCNENCis, Aiapes, HyAo0Ta, 61t0BaHHS, NaHKPeaTuT.

enartobiniapHi nopyLleHHd. Pigko: renatuT/HKoBTAHULA. y>Ke pigKo: netasibHa Ta HeneTaslbHa NevyiHKoBa HeLOCTATHICTb.

3 60Ky LLUKipK Ta NiAWKIPHMX TKaHUH. PifKo: BUCUMNaHHSA, CBepOIX, anoneLis.

3 60Ky CKeNneTHO-M’5130BOr0 anaparty Ta CnoslyYHOI TKaHUHW. Pigko: mionaris (BKNOYarOUM Mio3unT), pabaomionis 3 abo 6e3 rocTpoi HUPKOBOT HeOCTAaTHOCTI (AMB.
po3in «OcobnnBOCTI 3aCTOCYBaHHS»), Miasris, M’S30Bi Cnasmu.

* T1ig Yac KNiHIYHUX AOCNiMKeHb MionaTia YacTile BUHWKana y MauieHTiB, SKi Nnpuimann cumBacTatvH y o3i 80 mr Ha goby, NOpiBHAHO 3 NauieHTamu, AKi
npuiimanun npenapart y gosi 20 mr Ha goby (0,1 % npoTn 0,02 %, Bi,u,noai&do).

YacToTa HeBifjoma: TeHAMHONAaTIA, IHOAI ycKnaaHeHa po3pueom, IOHM .

** Nlyxe pigko crnoctepiranmcs Bunagkn IOHM, ayToiMyHHOT mionaTil nig vac abo nicns nikyBaHHA cTatuHamn. IOHM KNiHIYHO XapaKTepu3yeTbes CTINKOO
CNabKiCTIO NPOKCUMANTbHUX M’A3iB | MiABULLEHHAM PIBHA KpeaTUHKIHa3M B CMPOBaTL, AKi He 3HUKAOTb, HE3BAXKAKUMN Ha NPUMNMHEHHSA MPUIAOMY CTaTUHIB, 03HaKaMu
HEKPOTMYHOT Mionartii Ha 6ioncii M’a3iB 6e3 3Ha4YHOro 3anaseHHs, MOJIMNLWEHHAM NpPU 3acTOCyBaHHI IMyHOAeNpecuBHUX 3acobiB (AMB. po3gin «OcobnmBoCTi
3acTocyBaHHsA. Mionartis/pabaomionis»).

3 60Ky penpofyKTMBHOI CUCTEMW Ta MOJIOYHMX 3a/103.  YacToTa HeBifloMa: epeKTU/IbHA ANCHYHKLIS.

3arasibHi_NopyLleHHsa Ta MOpYLUEHHS YMOB MpuinoMy. Pifko: acTeHis. 3pigka noBigoMnsaim npo CUHAPOM MifBULLEHOT YYTINBOCTI, SIKWI BKIKOYaB AesKi 3 Takux
MPosBIB: aHTriOHEBPOTUYHMIA HAOPAK, BOBYAKONOAIGHWIA CUHAPOM, peBMaTUYHa NoiMia/ria, 4epmMaToMio3nT, BaCKyNiT, TPOMOOLMTOMNEHISA, e03MHOMINIA, NiBMLLEHA
LLIOE, apTpuT Ta apTparisi, KPONUB’AHKA, CBIT/IOHYYT/IMBICTb, rapsyka, Npunaneu, LUCMHOE Ta CNabKiCTb.

3a _ pocnipkeHHsMU.  Pigko: MiABULLEHHS  PIBHA  CMPOBaTKOBMX  TpaHcamiHaz  (asaHiHaMiHOTpaHcgepasn,  acnapTatamiHOTpaHcepasun |
raMmMa-ratoTaminTpaHcnenTungasu) (ave. po3ginn «OcobanBOCTI 3aCTOCYBaHHA», «BNAMB Ha NeYiHKy»); NiABULLEHHS PIBHS NYXXHOI ocdaTtasu; NigBULLEHHS PiBHS
CYPOBATKOBOT KpeaTUHKIHa3u (AMB. po3ain «Oco6/IMBOCTI 3aCTOCYBaHHS).

Mpy NpUnOMI CTaTUHIB, BK/IKOYAKOUM CMMBACTATKH, NOBIAOMSAAM NPO NigsuweHHs HDALC Ta piBHA I/1HOKO3M CUPOBATKM B CTaHI HaTLLe.

Y npoueci NOCTMapKeTUHroBOro nepiogy 3pigka 6ynv MOBIAOMJIEHHA MPO MOPYLUEHHA KOTHITMBHOI (PYHKUIT (Hanpuknag, BTpata nam’aTi, 3abyAbKyBaTiCTb,
MOPYLLEHHS MaM’sATi, CMAYTaHICTb CBIiJOMOCTI), MOB’S3aHi i3 3aCTOCYBaHHAM CTaTWHIB, BK/KOYalOuM CMMBACTATUH. Y LINIOMY BMNAAKW OYNN HETSHKKMMKU Ta
060POTHMUMM MICAA NPUNUHEHHSA NPUAOMY CTATMHY; Yac A0 NOYaTKy NOsBM CUMNTOMIB (Big 1 AHSA 40 POKiB) Ta 3HUKHEHHS CMMNTOMIB (Y cepeiHbOoMY 3 TUXKHI) 6yB
PI3HUM.

Mpu npuiiomi AesKMX CTaTUHIB NOBILOMANANM MPO TaKi A0AAaTKOBI NOGIYHI peakuii: po3nagm CHy, BKIKOYAKUM HiUHI Xaxn; cTaTeBa AMCHYHKLUISA; LyKPOBUIA [iabeT:
4acTOTa MOSBM 3aNieXXaTuMe Bif, HasBHOCTI ab0 BifACYTHOCTi (hakTOPiB PW3NKY (piBeHb F/HOKO3M KPOBi HaTlle > 5,6 MMonb/n, iHAekc macy Tina >30 Kr/m2,




NiABULLEHWI piBEHb TPUTNiLepUAiB, apTepianbHa rinepTeHsis B aHaMHesi).

Aitn Ta nigniTkm (Bikom 10-17 pokiB)

Y npoueci 48-TMXXHEBOIr0 JOCNIKEHHSA 3a y4acTio AiTeld Ta MigniTKiB (X10M4YMKK BiKoBOI cTadii |1 3a TaHHepoM Ta BuLe Ta AiByaTa, B AKUX OAWH PiK HasBHWI
MEHCTpYyanbHWUIA UMKn) BiKom 10-17 poOKiB i3 reTepo3nroTHO CiMeiHo rinepninigemieto (n=175) npoinb 6e3neku Ta NePEHOCUMOCTI Y NaLieHTiB, Ki npuiimani
cumBacTaTuH, 6yB 3arasiom nofibHWI A0 Takoro y nauieHTiB, fKi npuiimManu nnaue6o. JOBrotpusanunin BNAMB Ha (HisUYHWIA, PO3YMOBUIA Ta CTaTEBUIA PO3BUTOK
HeBIZOMWIA. Hemae 40CTaTHLOT KiIbKOCTi fJaHWX Nicns O4HOr0 POKY NiKyBaHHA (AMB. po3ainu «Cnocib 3acTocyBaHHA Ta [03n» Ta «OC06IMBOCTI 3aCTOCYBAHHS»).

TepmiH npuaaTHocTi. 3 poku. He MOXKHa 3aCTOCOBYBATM Npenapar nicns 3akiHueHHs TepMiHy NPUAATHOCTI, 3a3HA4YEHOr0 Ha YNaKoBLi.

YmoBwu 36epiraHHs. 36epiratvi B opuriHanbHiii ynakosLi npy TemnepaTypi He Bulle 25 °C. 36epiratv y HejoCTYNHOMY Ans fiTed micui.

YnakoBka Tabnetkn Ne 10x3 y 65icTepax y Kopoobu,i.
KaTteropis Bignycky. 3a peLentom.
Bupo6bHMK. ToBapuCTBO 3 06MEXEHOH0 BiAMNOBIAabHICTIO «PapmMaLeBTUYHA KOMMNaHiA «340P0B’ .

MicuLe3HaxoLkKeHHA BUPOOHUKa Ta agpeca MicLs NpoBafpKeHHS NOro Ais/ibHOCTI. YKpaiHa, 61013, Xapkiscbka 06/1., MicTO Xapkis, Bynmus LLieByeHka, 6yAMHOK
22.



