IHCTPYKIIA
OJI METUYHOI'O 3ACTOCYBAHHA IIPEITIAPATY

INIECTA30JI

Cxuap: ditoua pevosuHa: 1unoctasof; 1 Tabnerka MicTuTh nunocrasony 50 mr a6o 100 mr;
0ONoMIdICHI peyo8uUHU: KpOXMaJlb KYKYPYA3SHUY, TillpoMeno3a, LeJli0jI03a MIKPOKpUCTalliuHa, MarHito
cTeaparT, Kalbllilo KapMeo3a.

JIikapcbka ¢opma. TabneTku.

OcHoBHi ¢i3uko-xiMmiuni BracTuBocTi: TabneTku mo 50 Mr: TabIeTKH MIOCKOIUITIHAPUYHOI
dbopmu 3 packoro, 6inoro abo maiixke 6inoro Konbopy; Tabmetku mo 100 Mr: TabmeTKu
IIJIOCKOIMTIHAPHUYHOI hopMu 3 pacKoio Ta PUCKOI0, 6iToro abo Matizke 6isIoT0 KOILOPY.

dapMakoTepaneBTHYHA rpyna. AHTUTPOMOOTHYHI 3aco0u. AHTHATPETAHTH.
Kog ATX BO1A C23.
®apMaKoI0riyHi B1aCTHBOCTI.

®@apmakoduHamika. LlunocTa3on € iHribiTopoM arperatii Tpom6o1uTiB. [IpemapaT mokKpairye
3M0ATHICTDb MepeHoCUTH (Di3nyHi HaBaHTaXKeHHS, Ky OI[iHIOIOTh 3a aOCOJIOTHO JUCTAHIIEI0 IIPU
nepeMixkHi# KynbraBocTi (a00 MaKCHUMaJbHOIO AUCTaHIIIE X0ap0u (MIIX)) Ta MOYaTKOBOO
IUCTaHIIi€l0 TepeMizkHOoi KyIbraBocTi (a6o 6e360micHo0 gucTaHIieo xonbs0u (BIIX)) y TecTyBaHHI Ha
6iroBilt mopixili. 3a pe3ynbTaTaMu JOCIIIXKEHb IIPU Pi3HUX HaBaHTaXKEeHHSX OyI0 BCTaHOBIIEHO
3HayHe a0COIIOTHE MOKpaIlleHHs Ha 42 MeTpy MaKCHMaJIbHOI AucTaHIlii xogpbu (MIX) mopiBHSHO 3
nyarne6o. Ile BigmoBigae BimHOCHOMY mokpatieHH0 100 % Big nnanebo. el edekT OyB melro
HUXKYHMM Y XBOPUX Ha LyKpoBu# miabet. LlumocTa3on Ma€ Ba3ogunaTaTOPHUM edekT, 1o 0ymo
MigTBEPAKEeHO BUMipIOBaHHSIM KPOBOTOKY HUXKHIX KiHITIBOK 3a JOIIOMOI'00 TEH30METPHAYHO1
nnetusMmorpadii. LlumocTason Takox iHribye nposmideparnito KIiTHH I'Magkux M’s3iB Ta iHTiOye
peaxtiiio BUBiIbHEHHS TPOMOOLUTIB TpoMOoLMTapHOTo PpaKkTopa pocty Ta PF-4 y TpoMOoirTax
moauHY. [oCHiKeHHS TPOeMOHCTPYBAJIH, 10 IIAI0CTa30J1 CIPUYNHSE 3BOPOTHE IPUTHIYeHHS
arperariii TpoM6o01uTiB. [HTi0yBaHHS e(peKTUBHE NPOTH PSALY arperaHTiB (BKI0YaOUU apaxiqoOHOBY
KUCIIOTY, KonareH, AII® Ta ampeHartiH), y namieHTiB iHribyBanHs TpuBae [0 12 rofuH, a micius
3aBeplleHHs IPUHOMY ITUI0CTa30JTy BiTHOBIEHHS arperariil mpoxoauno y Mexax 48-96 rogus, 6e3
edekTy pukoinety (rineparperaiiii). Takoz BCTaHOBJIEHO BILJIUB I[MJIOCTA30Jy Ha JIimigu, sSKi
[UPKYJIIOIOTH B IIJ1Ta3Mi KpoBi. [IpuiioM npenapaTty 3HUXKY€E PiBeHb TPUTJIILEPUIB Ta MiABUIIYE PiBEHb
HDL-xomnectepony. TpuBaje 3aCTOCyBaHHS IIpenapaTy He CIPUYNHSIO 30i/IbIIeHHS PiBHS
JIeTaJIbHOCTI cepef MallieHTiB MOPiBHAHO 3 I1a1e6o.

dapmakokiHemuka. IIpu perynsapHoMy mpuiioMi numocTasony y go3si 100 mr gBiui Ha moby y
TIAIiEHTIB i3 3aXBOPIOBAHHSIMHU NepudepUIHUX CYOUH CTabiTbHUM CTaH NOCSITAEThCS MPOTATOM 4 [HIB.
Cmax IIUI0CTa30Jy Ta WOTo MepPBUHHUX MeTa0OoJIiTiB MigBUIIYETHCS MEHIII ITPOTIOPIIINHO 3
migBuieHHIM 0o3u. [Ipote AUC 1umocTa3omny Ta #oro MeTaboiTiB 30ibIyeTHCS TPUOIU3HO
IIPOIOPLINHO OO0 N03yBaHHA. BHUY Nepiof HalliBBUBENEHHS LUI0CTa301y ckiiagae 10,5 rogunu.
IcHY€ OBa rolIOBHUX MEeTAabO0IiTH - HEerifpoIuiI0CcTa3o Ta 4'-TpaHC-TiTPOKCULIMIIOCTA30, 1110 MaloTh
67113bKi TOKa3HUKY HaliBBUBEeHHS. [lerinpoMeTabomniT Mae B 4-7 pasiB BUILLy aHTUTPOMOOTUYHY
aKTHBHICTh, HiXK IMOYATKOBA PeYOBUHA, a 4'-TpaHC-rigpokcuMeTabomiT - 1/5 Bim akTUBHOCTI
unocTa3ony. KoHileHTpallil y miaa3Mi KpoBi (oTpumaHdi 3a gonoMoroio AUC) merimpo- Ta 4'-TpaHc-
rigpokcumeTabomiTiB mpubnau3Ho cTaHOBIATE 41 % Ta 12 % Big KOHIIEHTpAIlil IIUT0CTa30Iy



BigmoBigHO. LIM10CTa3071 BUBOOUTHCS IIEPEBAXKHO 3@ MOIIOMOI010 MeTab0i3My Ta IOaIbIIoro
BUBeMIeHHs Horo MeTabomiTiB i3 ceueto. [TepunHi i3opepmenTu nutoxpomy P450, siki 6epyTh y4acThb
y #oro mertabomizmi, - CYP3A4, meHmioio mipoio - CYP2C19 Ta 1me mMenmo:o Mipoio - CYP1A2.
T'onoBHUY LIISAX BUBEIEHHA - i3 ceuero (74 %), 3a/IMIIKOBI KiJIbKOCTI BUMIISIOTECS 3 KaJloM. He3HauHi
KiTbKOCTi HE3MIHEHOT'0 IIUI0CTa30Jy BUAISAIOTECA 3 Cedel0, @ MEeHII HixX 2 % U0ro J03U BUAIISAETHCS
y BUTTIAAi merigpouusnocTtasony. [Tpubnusno 30 % Bifg mo4aTKOBOI 103U BUOINISAETHCS 3 cedelo gK 4'-
TPaHC-TigPOKCUMEeTa0O0IIiT. 3aIUIITKOBa KilbKiCTh BUMINSIETHCSA K CyMa MeTa0OiTiB, JKOHEH 3 IKUX He
nepeBumye 5 % Bif 3araibHOI KinbKoCTi. LlunocTa3on 3B’13yeThest 3 Oinkamu Ha 95-98 %, mepeBaxHO
3 anpOyMminoM. [lerigpoMeTaboriT Ta 4'-TpaHC-TiTpoKCUMeTaboIIiT 3B’ s13y10ThCs 3 Oinkamu Ha 97,4 %
Ta 66 % BignosigHO. HeMae mifTBepAXKEHHS 30aTHOCTI IUI0CTa301y iIHAYKYBaTU MIKpOCOMaJIbHI
bepmenTu nedinku. PapMaKOoKiHETHKA IIMIOCTA30JTy Ta oro MeTabomiTiB He 3aiexkara 3Ha4HOI0
Mipoto Bif Biky abo ctaTi nanienTiB 50-80 pokiB. B 0cib i3 TSKK0I0 HUPKOBOI HEJOCTATHICTIO BiJibHa
dpaxkiis mnoctasony 0yna Ha 27 % Buio, a Cmax Ta AUC 6ynu BignoBigHo Ha 29 % Ta 39 %
HUXKYMMHU, HiXK B 0Cci6 3 HOpManbHOIO QyHKIIiE HUPOK. Cmax Ta AUC merimpomeTtabomity Oymu
BignoBigHO Ha 41 % Ta 47 Y% HUKYMMHU y NAL€HTIB 3 TAKKUMU IOPYLIEHHSIMY HUPOK IIOPIBHSAHO 3
nalieHTaM{ 3 HOpMaJbHOI0 QyHKIlielo HUpoK. Cmax Ta AUC 4'-TpaHC-TiIpOoKCHUIMIOCTa30iy OyIu Ha
173 % Ta 209 % BumuMu B 0Ci0 i3 TAKKOI0 HUPKOBOIO HEJIOCTATHICTIO. HeMae maHuX 10710 MAIliEHTIB
3 IIOMIPHOIO Ta TAXKKOI0 IIeYiHKOBOI HeOOCTaTHICTI0. KITiHiYHI XapakKTepUCTUKH.

INoka3anHs. [1151 30inblIeHHST MaKCUMaJibHOI 6e300TiCHOI gUCTaHIIi X0ap0H1 y MaIlieHTiB 3
nepeMiKHOIO Ky/IbIaBiCTIO, IKi He MaloTh 0oJiel y CTaHi CIIOKOI0 Ta 03HAK HEKPO3Y NnepudepudHux
TKaHWH (3aXBOPIOBaHHA NepudepuyHux apTepin, cragis Il 3a QoHTEHOM). 3aCTOCOBYBATH K
Tepariio ApyTol MiHil A/ MallieHTiB, y SIKUX 3MiHa CTUIIIO KUTTS (BK/II0Ual0YU BiIMOBY Bifl KypiHHS Ta
KOHTPOJIbOBaHI MpOorpaMu 3aHATh CIIOPTOM) Ta iHIII BigMIOBiAHI 3aX0AM He MIPU3BEJIU A0 3HAYHOTO
nocyabeHHs: CUMIITOMIB IepeMiXkHOI KyJIbIaBOCTi.

IIpoTunoka3aHHs. Bifoma rimepuyTnauBicTh 00 HKTI0CTa30/1y abo 0o Oyob-IKOro KOMIIOHEHTA
JiKapchbKOro 3aco0y, TsKKa HUPKOBa HEJOCTATHICTh (KJIipeHC KpeaTuHiny [] 25 Mi/xB), moMipHa abo
TsKKa IeYiHKoBa HEeJOCTaTHICTh, 3aCTiliHa ceplieBa HEJOCTATHICTh, BaTiTHICTE, Oy[b-sKa BigoMa
CXUJTBHICTD IO KPOBOTEYi (HalpuKiaf, BUpa3Ka IUIyHKa a00 ABaHaAISATUIIAN0l KAIIKY Y CTafii
3aroCTpeHHs, HelllolaBHil reMopariYHuy iHCyIbT (0o 6 Mic4IiB), npoiipepaTuBHa popma
niabeTuyHOI peTUHOMNAaTii, c;1ab0o KOHTPOJIbOBaHa TinepTeH3ist). I[IpoTuioka3aHo malieHTaM 3i
IIJTYHOYKOBOIO TaxiKappi€io, IUTYHOYKOBOIO Qibpusiiiero abo MyIbTUIIOKYISPHOIO IITYHOYKOBOIO
eKTOIIi€l0, 110 TTpoXonuiu abo He MPOXOOUIIN BiiTIOBIgHY Teparliio; MallieHTaM 3 MOAOBXKEHHIM
inTepBany QT; TAXKKa TaxiapuTMis; HecTabillbHa CTeHOKapHis, iHpapKT MioKapaa MPOTITOM OCTaHHIX
6 Mics11iB a6o KOpoHapHe BTPY4YaHHS IIPOTSATOM OCTaHHIX 6 Mics1iB; ofHOYaCHe JTiKyBaHHS JBOMa a0o
OinbIlie HOOATKOBUMHU aHTUTPOMOOIMTAaPHUMHU 3aco0aMu a00 aHTHKOATYISTHTaMU (HallpuKiIaL
alleTUICATIIIIMIIOBa KMCIIOTa, KJIOMilorpeb, TenapyH, BapdbapuH, alleHoKyMapos, fabiratpas,
puBapokcabaH abo amikcabaH).

B3aemofisi 3 iHIIMMH JTiKapCLKUMH 3aC00aMH Ta iHIIi BUIH B3a€MOid. AHTUTPOMOOTHYHI
3aco6u. LinmocTasorn € inribiTopoM docdorniectepasu I1I 3 aHTHTPOMOOLKTAD-HO0 aKTUBHICTIO. Foro
3aCTOCYBaHHS 30OPOBUM 0co0aM y mo3yBaHHi 150 MI mpoTsroM 5 gHIB He IPU3BOOUIIO IO
IIOIOBKEHHS Yacy KpoBoTedi. Auetuncarninunosa kucnota (ACK). CymicHe 3acTocyBaHHS 3 ACK
IIPOTSITOM KOPOTKOTO 4acy (mo 4 mHiB) Oyso moB’s3aHe 3 MifABUIIEHHAM Ha 23-25 % NpUTHIYeHHS
All®-ingyKoBaHOI arperatiii TpoMOoIUTiB opiBHAHO 3 mpuiioMmoM TinbkKu ACK. He cmocTepiranocs
OYEBUIHUX TEHOEHIiH [0 30iNbIIeHHS PiBHS reMopariyHux mobiyHux eekTiB y MallieHTiB, IKi
IpHUiMany acIipuH Ta IUJIOCTa30J1, IOPIiBHSAHO 3 MallieHTaMu, SIKi npuiiManu mianebo Ta
ekBiBanenTHi o3u ACK. Kmomigorpens Ta i antutpomborutapHi 3acobu. CyMmicHuM mpuiiom
IIMJI0CTA30J1y Ta KJIOMiZOTPesTio He BIJIMBAB Ha KiJIbKiCTh TPOMOOIUTIB, mpoTpoMbiHoBul yac (IT49)
abo0 aKTMBOBaHUY YaCTKOBUI TpoMOommacTuHoBUM 4ac (AYTY). Yci 3mopoBi y4acHUKY [OCHTiXKEHD



MaJIi TIOMIOBXKEHUHN Yac KPOBOTEYi ITPU IPUMOMi KJIOMiIOrpesIio Yy MOHOTEepaIlii Ta CyMiCHOMY
3aCTOCYBaHHI 3 IIUJI0CTA30JI0M, 1110 He IPU3BOAUIIO OO 3HAYHOI'0 CYMapHOT0 BIUIUBY Ha 4ac
KpoBoTeui. [TpoTe ciif goTpuMyBaTHCs 06€peKHOCTI IPU KOMOiHOBaHOMY 3aCTOCYBaHHI IIMJIOCTA30JTy
3 Oymb-IKUMU @HTUTPOMOOTHYHUMHU 3aco0amu. Citif PO3TISHYTH MOXKJIUBICTh IEPiOgUYHOTO
MOHITOPHUHTY 4acy KpoBoTedi. Oco6uBy yBary HeoOXigHO MIPUINIATY NallieHTaM, SKi OTPUMYIOTh
OaraToCKIafioBy aHTUTPOMOOTHYHY Tepariio. [IepopanbHi aHTUKOATYyISHTH (HalpuKiiaf BaphapuH).
[Tpu omHOKpaTHOMY IpuioMi He Oy10 BUSBIEHO MPUTHIYeHHS MeTaboi3mMy BapdapuHy ab0 BIJIUBY
Ha napaMmetpu kKoarynauii (ITH, AYTY, gyac kpoBoTeui). [IpoTe peKOMEeHIOBaHO JOTPUMYBATHUCS
00epexkHOCTI NallieHTaM, SKi IPUUMAIOTh IUI0CTAa30]1 3 OyAb-IKUM aHTHUKOATYIALiMHIM 3ac060M, Ta
IIPOBOAUTY IEPiONUYHUIN MOHITOPUHT AJIST MiHiMi3allii MOXKJIMBOCTI KpoBOTeUi. [HTiGiTOPH HUTOXPOMY
P450 (CYP). Llunocra3on 3Ha4HO0 Mipoio MeTabomnizyeTbcsa hepmentamu CYP, ocobnrBo CYP3A4 ta
CYP2C19, i menmoro mipoio - CYP1A2. lerinpomeTaboiT, IKUM Ma€ aHTUTPOMOOIUTapHY
aKTUBHICTH y 4-7 pasiB BUILlly, HiXK LUJIOCTA30J1, IMOBIPHO, YTBOPIOETHCS TOJIOBHUM YMHOM IIifl Ai€k0
CYP3A4. 4'-TpaHc-rigpokcuMeTaloJIiT, 3 aKTUBHICTIO 1/5 Bif IIMI0CTa307Ty, iMOBIPHO, YTBOPIOETHCS 3@
nomomoroio CYP2C19. Takum unHOM, 3aco0wu, 1m0 npurHiuyiots CYP3A4 (Hanpukian mesiki
MaKpOJIigu, a30JI0Bi MPOTUTPUOKOBI 3aco0u, iuribiTopu mpoteas) abo CYP2C19 (Hampukiap
iHTi6iTOPU MPOTOHHOTO HAcoca), MiABUINYIOTh 3arajibHy (hapMaKoJIoTiYHy aKTUBHICTh Ha 32 % Ta 42
% BiOTIOBIMHO Ta MOXKYTh MifiBUINYBaTHU MM0OiYHI eeKkTH nunocTasony. Moxe O6yTu HeOOXigHUM
3HUKEHHS [03H IIUI0CcTa30iy mo 50 Mr aBiui Ha o0y 3a/ieXHO Bif iHAUBiTyanbHOI e(peKTUBHOCTI Ta
nepeHocumocTi. [Tpuiiom 100 Mr 1iuocTa30iy Ha 7-U AeHb 3aCTOCYBaHHS €PUTPOMIIIMHY (IOMipHUI
inri6itop CYP3A4) 500 mr 3 pa3u Ha go0y npu3Boauio fo migsuiienHs AUC mumocTa3ony mo 74 %,
sKe CyTIPOBOMXKYBanocs 3HuxkeHHIM Ha 24 % AUC #ioro merimpomeTaboiTy, aje 3 MOMiTHAM
nigsuimeHHaM AUC 4'-TpaHc-rigpokcuMeTabosity. CymMicHUY IPUKAOM OOHOKPaTHUX [03
KeToKoHa3o0y (cunbHuy inriéitop CYP3A4) 400 mr ta nunocta3doiny 100 Mr mpusBOAusIo oo
nigsumenssa AUC uunocrta3ony Ha 117 %, sike CyIIpOBOAXKYBaloCs 3HUKEHHAM Ha 15 % AUC
nerimpomeTtabosmiTy Ta migBuiileHHSIM Ha 87 % AUC 4'-TpaHC-TigpoKCcHMeTaloJIiTy, 110 3araaoM
IigBUIIYBAJIO 3arajabHy (hapMaKOoJIOTiYHy aKTUBHICTL Ha 32 % MOPIiBHSAHO 3 MOHOTEPAIi€lo
munocTa3osioM.3actocyBanHsg 100 Mr munocTa3oiy [ABidi Ha K006y 3 mguinTia 3eMoM (iHri6iTop CYP3A4)
180 mr 1 pa3 Ha moby mpusBoguio mo migsuiieHHs AUC munocTta3ony Ha 44 %. CymicHUM IpuiioM He
BIIJIUBAB Ha €KCIIO3UIIi0 ferimpomeTabosnity, ane migpuiryBaB AUC 4'-TpaHC-TigpokcuMeTabostiTy Ha
40 %. Y nauieHTiB CyMiCHUY IIPUIUOM 3 OUJITIa3€MOM IIPU3BOAUB 10 migsuiieHHs AUC uunocta3ony
Ha 53 %. ITpuitom omHOKpaTHOI 03K 100 Mr unocra3ony 3 240 M rpedndpyToBOro Coky (iHribiTop
KumkoBoro CYP3A4) He IpOsBIAB IIOMITHOTO e(peKTy Ha (papMaKOKiHETHUKY IIHUI0CTa30IIy.
Opuopazosuii npuiiom 100 Mr nunocTa3oiy Ha 7-U IeHb 3aCTOCYBaHHS OMelNpa3oiy (iHribiTop
CYP2C19) 40 mr 1 pa3 Ha no0Oy migBurnyBaB AUC 1unocTa3ony 10 26 %, 110 CYyIpOBOIKYBATOCS
nigBuineHHSIM Ha 69 % AUC pmerimpomeTtabomiTy Ta 3HuxkeHHsIM Ha 31 % AUC 4'-TpaHc-
rinpokcuMeTaboIiTy, 10 B I[i/IOMY IiIBUIYBaJIO 3arajbHy (apMaKonIoriyHy akTUBHICTE Ha 42 %
TIOPiBHSIHO 3 MOHOTepaIi€lo 1unocradonoM. Cyoctpatu pepmenTy nuToxpoM P 450. Byrno Bin3HaueHO
nigBuienHs munocta3onoM AUC noBacratuny (4ytiausuii cyoctpat CYP3A4) Ta iioro B-
rigpokcukuciaoTu 1o 70 %. Crig moTpuMyBaTHCSI 00€PEKHOCTI IPU CYyMiCHOMY IIPHUUOMI LIUJIOCTA30I1y
3 cyoctparamu CYP3A4 3 By3bKMM TEPANEBTUYHUM iHIEKCOM (HAIPUKIIA[ IIU3APUI, raTopaHTPUH,
nmiMo3u, moximHi pixkkis). HeobximHa 00epexXHICTh Y pa3i CyMiCHOTO IPHUHOMY 3 CUMBACTaTUHOM.
IapykTopu dhepmenty uutoxpom P 450. Bonus ingykropiB CYP3A4 ta CYP2C19 (Takux 5K
kKapbaMaserniH, ¢GeHiToiH, pudaMIinuH Ta npenapaTy 3Bipo00io) Ha HhapMaKOKiHETHKY IIMI0CTa30JTy
He OyB gocnmigxeHui. TeopeTUUHO aHTUTPOMOOTUYHA i Moxke OyTH 3MiHEeHa, TOMy He0OXiTHO
IIPOBOOUTY MOHITOPUHT y BUIIaAKy 3aCTOCYBaHHS LUIOCTa30y 3 iHgykTopamu P 450. ITig yac
[OCTiAKeHb TIOTIOHONaMHHES (1Ke iHgykye CYP1A2) 3HUXKyBaso KOHLEHTPALIII0 IIUI0CTa3011y y
m1a3Mi KpoBi Ha 18 %.

Oco6uBOCTi 3acTOCyBaHHs. [1allieHTiB HEOOXiIHO MOTIEPENUTH NP0 HEOOXigHICTh 3BEPHYTUCS [0
JiKaps y BUIIafiKax MOSIBA KPoBOTed abo CHHIIIB IIif Yac Tepalii. Y pa3i mosgBU 0YHUX KPOBOTEY



IPUHOM IIMJIOCTa30JTy HeoOXigHOo NpunuHuTH. OCKiIbKY TiKapChKuil 3acib 3maTHUN IPUTHIYYBaTH
arperartiito TpoMOOUXTIB, 36ibIIYETHCS PU3UK KPOBOTEY IIif] Yac XipypriyHUX BTPY4YaHb (BKIIIOYAIOYU
He3HaYHi BTPyYaHHs, HAIPUKJIA[ BUAIeHHs 3y0a). AKIIO0 malieHTy HeoOXigHO MPOBECTH XipypriuHe
BTPY4YaHHS Ta aHTUArperaiiiHui epekT € HeOaxkaHUM, IPUMOM ITUTIOCTA30JTy CIIifl MPUIUHUTH 3a 5
OHIB 0o omepatii. Hagxomuny mMOOOUHOKI IOBiMOMIIEHHS PO I'eMaTOJIOTiuHi BigXUTeHHs, BKITIOYal0Yn
TPOMOOLIUTOIIEHiI0, IEMKOIeHil0, arpaHyJIOUTO3, MAHIIUTOIEHII0 Ta allJlaCTUYHY aHeMio. BinbuicTh
NAIl€HTIB ONYXKYBaJIy [iC/Isl IPUIIMHEHHS IPUUOMY LUI0CTa30y. [IpoTe meKkinbKa BUNAOKiB
MaHIMTOIIEeHil Ta al/laCTUYHOI aHeMil MaIu jeTasbHi Hacmigku. [TalieHTiB CIif monepeguTy Ipo
HeoOXiIHICTh HeraHO MOBIIOMIISATH IIPO OYAb-5Ki 03HAKH, SIKi MOXKYTh CBIIUUTH IIPO PaHHIiH
PO3BUTOK ITATOJIOTIYHUX 3MiH KPOBi, TAKUX K TineprepMis Ta 0inb y ropmii. Heo6xigHo nmpoBecTH
TIOBHUY aHaJli3 KpOoBi, SKIIO € Migo3pHu Ha iHdekIito abo HasBHi Oyab-sIKi iHIII KTiHiYHI 03HaKU
IIATOJIOTIYHUX 3MiH KpoBi. [IpuiioM HKI0CTa30I1y CHIif MIPUNUHUTH, SKIIO € KIiHiyHi abo mabopaTopHi
MI0Ka3M MaTOJIOTiYHUX 3MiH KpoBi. HeobxigHa 00epekHICTb IPU CyMiCHOMY 3aCTOCYBaHHi
1UI0cTa30my 3 iHribiTopamu abo ingykropamu CYP 3A4, CYP 2C19 a6o cy6ectpatamu CYP 3A4.
Heo0OxigHo 3 00epexkHiCTIO MpU3HAYaTH JTIKapChKUM 3acib maIfieHTaM i3 mepemcepmHo0 abo
IIJTYHOYKOBOIO €KTomi€l0, Gpibpunsitiero abo TpinoTiHHIM nepencepnab. HeobxinHa o0epexkHiCTh pu
CYMiCHOMY IIPHUIOMi LIMJIOCTA30/1y 3 OyAb-IKMMHU iHIIUMHK 3aco0aMi, 1[0 MOXKYTh 3HUKYBATU
apTepianbHUN TUCK, OCKIIbKY iCHY€E PU3UK afiUTUBHOIO TiMOTEH3UBHOTO €(PEKTY 3 PePIeKTOPHOIO
Taxikappieto. Crif moTpuMyBaTrCs 00epeXHOCTI TPy MpU3HAYEHH] IUI0CTa30/1y 3 OyOb-IKUMU
iHImMMMY aHTUTPOMOOTHYHUME 3acobamu. EQeKT raapMyBaHHS Hamady iHCYNbTY, 110 IIPOSBIISE ek
IIpernapar, He OOCIiAXYyBaBCs IIPU aCUMITOMAaTUYHOMY IIIeMIYHOMY iHCYJIBTI.

3acmocyeanHs y nepiod eazimnocmi ado 200yeanHs 2pyddo. BincyTHi minTBepaKeHi ganHi
00 3aCTOCYBaHHS LIMJIOCTA30Jly BaTiTHUM, MMOTEHLIMHUYN PU3UK HeBimoMui. JIikapchbKui 3acio He
3aCTOCOBYBaTHU BariTHUM. LIu10CcTa3071 MOXKe IPOHUKATH Yy TPYAHE MOJIOKO, TOYHI JaHi BigCyTHI.
BpaxoByioouu MOXK/IMBUI HETaTUBHUY BIUIMB Ha HOBOHAPOAXKEHUX, 3aCTOCYBAHHS JTIIKapChKOT0 3acoby
y epiof rogyBaHHS I'PYAII0 He PEKOMEHIYETHCS.

3paTHiCTH BIVIMBAaTH Ha MIBHAKICTH peakiil Ipu KepyBaHHi aBTOTPAHCIOPTOM a0 iHITUMH
MexaHi3mamu. Crif goTpuMyBaTHCs 00epeKHOCTi, OCKINIbKY ITPH MIPUUOMI TiKapchKOro 3aco0y
MOZKJIMBE 3allaMOPOYEeHHS.

Cnoci6 3acTocyBaHHsI Ta TO3H. PeKOMeHI0BaHa [103a JTiKapchkoro 3acoby- mo 100 mMr 2 pa3u Ha
no6y. TabneTku npuiMaTy 3a 30 XBUIMH [0 NPUAOMY 1Xki a60 4epe3 2 TOOUHY IiC/Isa mpuioMy ixi
BpaHIIi Ta BBeuepi. [IpuitoM mikapchbkoro 3acoby Imifg yac ixi Moxke MigBUIIyBaTH MO0 MaKCHMalIbHi
KOHIIEHTPaIlil ¥ IJ1a3Mi KpoBi, 1110 306iibIIye pu3uK MoOivHUX peakili. 3HauHe MOKpaIleHHs CTaHy
MAI€HTIB CIIOCTEPIra€ThCs MiCIA IPUAOMY IIpenapaTy npoTsaroM 16-24 THXKHIB, iHOOI MOKPaIeHHS
Bij3Hayanu BXKe IiCJs JIIKyBaHHS NPOTAToM 4-12 TUXKHIB. fKIIO IPOTAToM 6 MICAIB JIIKyBaHHS HE
Oyn0 eeKTUBHUM, JIiKap TOBMHEH NMPU3HAYUTHU iHIIY Tepalilo. 3MeHIIeHHS 0o3u g0 50 Mr ABidi Ha
noby peKoMeH[IOBaHe [l MallieHTiB, Ki OTPUMYIOTh IIPenaparTy, 0 cuibHo iHTi0yioTh CYP3A4,
HAIMPUKJIIa, OesKi MaKpoJyiou, a3obHi QyHrinuaou, inribitopu nporeasu, abo mpemapaTy, SKi CUIBHO
inri6yrors CYP2C19, Hanmpukiaz oMenpa3on (IUB. po3ain «B3aeMofis 3 iHIMMME TiKapChKUMU
3acobamu Ta iHII Buou B3aeMopili»). [TallieHTH 3 HUPKOBOIO HEJOCTATHICTIO. [ MaIli€HTiB 3
KJTipeHCOM KpeaTHHiHy > 25 MJI/XB CIlellialbHa KOPEeKIlis fo3yBaHHS IIpemnaparty He MoTpibHa.
LunocTa30i1 IPOTUIIOKAa3aHUY MTAllleHTaM 3 KJIipeHCOM KpeaTHHiHYy < 25 MJi/xB. [lauienTu 3
IIe4iHKOBOI HEIOCTaTHICTIO. [IJ1g NalieHTiB 3 JIETKOI0 (pOPMOIO 3aXBOPIOBAHHS MEYiHKM CIellialbHa
KOPEKIIisg o3yBaHHs He MoTpibHa. BigcyTHi maHi 11010 maiieHTiB 3 moMipHO0 ab0 TSKKOI0
IIe4iHKOBOIO HefocTaTHiCTI0. OCKibKY IIMI0CTAa30J1 aKTHUBHO MeTabo0Ii3yeThCsl pepMeHTaMu MeYiHKH,
BiH NMPOTUIIOKA3aHUH MMallieHTaM 3 MMOMipHO0 ab0 TSIKKOI0 MMeYiHKOBOIO HeloCTaTHICTIO. [TamienTu
JiTHBOTO BiKy. HeMae HeoOXigHOCTI y KOpeKIiil Mo3u AJIs i€l KaTeropii malieHTiB.

Himu. Jlikapcbkui 3acib He peKOMEeHIyEeThCS MPU3HAYaTH OiTSAM Yepes BiICYTHICTh JaHUX 10J0



Oe3neku Ta eheKTUBHOCTI 3aCTOCYBaHHS.

Ilepemo3yBaHHsA. [HbopMallis Ipo rocTpe mepeao3yBaHHs oOMexkeHa. MOKIIUBI CUITBHUMN TOJIOBHUN
0inb, miapesi, Taxikap[is Ta cepuesi apuTMii. 3a namieHTaMu HeoOXigHO CIIOCTePiraTv Ta MPOBOOUTH
IiATPUMYyBalbHY Tepatniio. HeoOXigHO CIIOPOXKHUTH IIUIYHOK 3a IOIIOMOTr0t0 iHAYKIIil 6;f0BaHHS ab60
IIPOMHUBAHHS.

ITo6iuni peaxkuii. ITig yac 3acToCyBaHHS IIUJIOCTA30JTy iHOMI MOXKYTh BUHUKHYTU HebaxaHi eeKTH,
II0 IIepepaxoBaHo HuxK4Ye. 3 60Ky KPOBOHOCHOI Ta TiMGaTHYHOI CUCTEMHU: CUHIT; aHEeMis;
IIOIOBXKEHHUH Yac KPOBOTEYi, TPOMOOIMTO3; IOOTUHOKI - CXHUJIbHICTE MO KPOBOTEYi, TPOMOOITUTOIEHI,
TPaHyJIOUTOIEHIS, arpaHyIOLUKTO3, JTIEUKOIeHis, TaHIUTOIEHis, allylaCTUYHa aHeMis. 3 60Ky
iMyHHOI cHCTeMu: ajiepriuHi peakiiii. 3 60Ky CUCTEMHU TpaBIeHHS Ta MeTaboJi3My: HaOpsK
(mepudeprunnit abo HabpsAK 06/IMYYS); TimepriaikeMis, IyKpoBul AiabeT; aHOpeKcid. 3 00Ky
TICUXiYHOI CUCTEMHU: TPUBOXKHICTh. 3 GOKY HEPBOBOI CHCTEMM: TOJIOBHUH 6ilb; 3alIlaMOPOYEHHS;
0e3COoHHS, He3BUYalHi CHOBUAIHHS; MTapes, rinecresis. 3 60Ky opraHiB 30py: KOH IOHKTUBIT. 3 OOKY
OpraHiB CiIyXy: IIyM y ByxaX. 3 60Ky CepIlieBO-CyIMHHOI CHCTeMU: CepuebuTTs, Taxikapmis,
CTEeHOKapHis, apuTMis, IITYHOYKOBI €KCTPaCUCTONH; iHGapKT MioKapaa, Gpibpumsilisa nepencepns,
3aCTiiiHa ceplieBa HeJOCTaTHICTh, HAALUITYHOUYKOBA TaxikKapAis, IJIyHOYKOBa TaxXiKapfis, BTpaTa
CBiOMOCTI, 0YHI KPOBOBUJIMBY, HOCOBI KPOBOTEUi, LIJTyHKOBO-KUIIIKOBI KPOBOTEYi, HEBU3HaY€eHI
KPOBOTeYi, OPTOCTATU4YHA TiOTEH3is; IPUIIUBY, TiepTeH3isd, rinoTeH3is, MO3K0OBI KDOBOBUJIUBY,
JIeTeHEeBl KPOBOBUIIMBY, M’ I30Bi KDOBOBUIMBY, KPOBOBUIMBY B TUXaIbHUX IIIIXaX, MiAMKIpHI
KPOBOBUIUBHU. 3 O0KY AUXaTbHUX IUISAXiB: PUHIT, PapUHTIT; AUCIHOE, THEBMOHIS, Kallleb;
iHTepcTUIlianbHa THEBMOHIS. 3 GOKY IITyHKOBO-KMIIIKOBOT'O TPAKTY: Aiapes, IOPYIIeHHS
BUIIOPOKHEHHS; Hy[I0Ta, O/II0BaHHS, AUCIENCis, MeTeopu3M, Oisib ¥ JKUBOTIi; racTpuUT. 3 00Ky
rematobiiapHoi CUCTeMU: TeNaTUT, MOPYIIeHHS QYHKINI MeYiHKY, XKOBTAHULA. 3 O0KY IIKipH i
MiOIKipHUX TKAHUH: BUCHUII, CBepOikK; ek3eMa, cuHgpoM CTiBeHCa [I2KOHCOHA, TOKCUYHUN
eligepMaIbHUN HEKPOJIi3, KPONuB'siHKa. 3 00Ky CKeJIeTHO-M's30BOi CHCTEMH Ta CIIOJTyYHOI TKAHUHMU:
Mmianrisg. 3 60Ky HUPOK Ta CEUOBUBITHUX LIISXiB: HUPKOBA HENOCTATHICTD, MOPYIIEHHS QYHKII1
HUPOK; TeMaTypis, IoJlakiypisi. 3aranbHi po3nanu: 6inb y Tpyasax, acTeHis; 03HOO, rineprepmis,
He3nyxKaHHS, 0inb. JTabopaTOpHi OOCHiIXKeHHS: MigBUILIeHHS PiBHIB CEY0BOI KUCIIOTH, CEYOBUHU B
KPOBi, KpeaTuHiny. 306iNbIIeHHS KiIbKOCTI BUMIAJKIB CepLebuTTs Ta nepudepuyHnx HaOpsKiB
CIIOCTepirasnocs, SKINO IUI0CTa30JI 3aCTOCOBYBATU CYMiCHO 3 IHIIIMMU Ba30fuIaTaTopaMu, Ki
MOXKYTb CIIPUUMHUTHU pedIIeKTOPHY TaXikapziio, HampuKIIak 3 OUTIAPONipuAMHOBUME GII0KaTOpaMu
KaJIbIIiEBUX KaHAJIiB.

TepMiH NpUgaTHOCTI. 2 POKH.

YmMmoBH 30epirannsi. 30epiratv B OpUriHaabHIN yIIaKOBLi Tpy TeMmepaTypi He Buiie 25 °C.
30epiratu y HEJOCTYIIHOMY IJISI OiTe# Mici.

YnaxkoBka. [To 10 tabneTok y 6mictepi; mo 3 abo 6 6micTepiB y madiii.
Kareropis Bigmycky. 3a perenTom.
Bupo6uuk. AT «<KUIBCHKUN BITAMIHHUU 3ABO[I».

Micue3HaxoKeHHsI BHPOOHHKA Ta afjpeca Miclsi MpoBaJXKeHHs Horo aisutbHocTi. 04073,
Ykpaina, M. Kuis, Byn. Konumiscbka, 38.

Web-caut: www.vitamin.com.ua. [Jama ocmaHHvo20 nepezasdy. 11.01.2019



M_Wm gw
LR

L



