3ATBEP/J’KEHO
Haxka3 MinicTepcTBa oXopoHH
310poB’sa YKpaiHu
22.10.2018 Ne 1920
PeecTpaniiine nocBigueHHs
Ne UA/13299/01/01
Ne UA/13299/01/02
Ne UA/13299/01/03
Ne UA/13299/01/04

THCTPYKIIISL
JJISL MEIUYHOTO 3aCTOCY BAHHSA JIKAapCHKOro 3acoly

POMA3UK

(ROMAZIC)
Cknao:
Oiroua peuoguna: rosuvastatine;
1 TabreTKa, BKPUTA IUIBKOBOIO OGOJIOHKOIO, MICTHTh posyBacTatrHy 5 Mr a6o 10 mr, abo 20 mr, abo
40 mr, mo exBiBaneHTHO 5,2 Mr a60 10,4 Mr, a6o 20,8 Mr, a6o 41,6 Mr po3yBacTaTHHY KallbILiO;
OONOMiJICHi peyoeunu: JIAKTO3M MOHOTIApar, THI 1; JAKTO3M MOHOTIJpar, THII2; UeI0I03a
MiKpOKpHCTaTi9Ha; HATPIlO [MTPAT JUTiApaT; KPOcHoBiXoH THIl b; KpemHil KonoinHuit Ge3BofHAN;
MarHiio creapat; o6oonka (6apsauk Opadry II 6imuit 33G28523, rimpomenosa, T1aKTO34 MOHOTI/PAT,
MaKpOroJ, TpuareThH, TuTany giokcuz (E 171)).

Jlikapebka ¢popma. Tabnerku, BKPUTI INTIBKOBOIO 000IOHKOIO.

OcHogni pizuxo-ximiyHi 61aCMUEOCMI.:

5 Mr: KpyTJIi JBOOIYKII TaGIeTKH, BKPHTI IUTiBKOBOIO 0GOJIOHKOI0, 6ioro abo Maibke 6110ro Kombopy,
3 THCHEHHSIM «5» 3 OTHOTO OOKY;

10 Mr: Kpyrii JBOONYKIH TabNeTKH, BKPHTI IIIiBKOBOIO OOOIOHKOW, Ginoro abo Mamxe 6inoro
KOJIbOPY, 3 THCHEHHsM « 10» 3 o;1HOrO GOKY; Ve e
20 MI: KpyTJi JBOOIYKIi TaGleTKu, BKPUTI NNiBKOBOIO 00010HKOIO, Gimoro abo maitxe 61J10ro
KOJIbOPY, 3 TACHEHHSM «20» 3 OTHOTO OOKY; P
40 MT: IPOJOBryBAaTi JBOOIYKII TaGIeTKH, BKPHUTI IIBKOBOIO 060I0HKOIO, Giftoro abo maixe '6inoro
KOJIBODY.

dapmvaxoTepaneBTHYHA rpyna. [imonimigemiyni 3acobu. Inribitopu 'MI'-KoA penykrasu.
Kox ATX C10A AO07.

E

Dapmaronoziuni enacmusocmi.
DapmarxoouHamika.
PoayBaCTaTHH 3HWKye minBuiieHi piBHI xonecrepuny-JIITHIL[, 3arampHOro XOJMECTEPHHY .
TPHUIIILEPUAIB, a TAKOXK ntHmye p1BeHr> xonectepuny-JITIBIL] (;rimonpoTeidyd BUCOKOT Il[lJIBHOCTl)
[Ipemapar Takox SHIDKYE piBHI anmorlpmemy B (AnoB) xonectepuny-HeJIITHIL], xonecTepuHy-
JITIJHIN, tpurminepuxis-JITIAHIN i mixeumgye piBeHs amoninomporeiny A-I (AmoA- I) (JI[I/IB
TabJIHLIO).

Po3yBacTaTHH TAK0X 3MEHIIY€ OKA3HUK ciiBBinHomeHHs xonectepun-JIITHII/xonectepun JIIBLII,
saranpHud  xXonectepun/xonecrepur-JIIIBIL], Xonectepun HeI[l'IBIJ.Uxonec:Tean—I[HBH_l i
AnoB/AnoA-I.




Ta6mums 1.
Jlo303aieKHA BIANOBiAB Y TAIli€HTIB 3 MCPBHHHOIO rinepxonecrepuremicro (tun Ila i IIb)

(CKOpHTOBAHHMI cepelIHil BiICOTOK 3MiH MOPIBHAHO 3 MOYATKOBAM 3HAYCHHSAM) :

Jloza N [ X- 3aragbHUN X- TrC | weJINIBII-X | AnoB | AmoA-I -
JITTHIIL xonectepud | JITIBII]

[Tnane6o | 13 -7 -5 3 -3 -7 -3 0
5 17 -45 -33 13 -35 -44 -38 4
10 17 -52 -36 14 -10 -48 -42 4
20 17 -55 -40 8 -23 -51 -46 5 '
40 18 -63 -46 10 -28 -60 -54 0

TepamepTuunui e(heKT AOCATAETHCS TNPOTArOM 1 TIDKHA micas modarky JikysaHHA, a 90 %

MAKCHMATBHOTO e(eKTy TOCATAETHCS Yepes 2 TIKHI. MakcHMalbHu# eeKT, K IIPAaBUIO, JOCAIa€ThCs
" . . . : 4 I

gepes 4 TIOKHI i B HOAaIBIIOMY 30€piracThesl. R ek

Tt
T i
e :

Dapmaroxinemuxa.
Bemoxmyeanus ,
MakcHMATBHA KOHIEHTpALlS PO3yBaCTATHHY y ILIa3Mi KPOBi JOCATAETECS NPUOIM3HO Yepes S TOJTHE:
TTic/Is EpOPATBHOTO 3aCTOCYBaHHS. AGCOMOTHA 6i0I0CTYHICTh CTAHOBHTE npu6musno 20 %.. ;
Po3znooin , _
Po3yBacTaTHH €KCTEHCHBHO MOTIMHAETHCS IEUIHKOIO, Ka € OCHOBHIM MICIIeM CHHTE3Y XOJIECTEPUHY
i xnipency xonectepuny-JIITHII. O6’eM po3moziny po3yBacTaTHHY CTaHOBHTH npubau3Ho. 134 1.
Bamssxo 90 % po3yBacTaTUHy 38’ A3y€ThCA 3 GiIKaMy IIa3MH KpOBi, TOJIOBHUM YHHOM 3 a_JIBGY_Mi_HOM_,Ig
Memaboniam O
Po3yBacTaTHH MigmacTbes OOMexeHoMy MeTabomisMy (HIPHGIH3HO 10 %). In vitro HOCIIIKEHHS
MeTaboNi3My 3 BUKOPUCTAHHSM [eIaTOIMTIB JIOIMHA BKa3yiOTk Ha T€, IO PO3YBACTATHH € crabKuM
cyGeTpaToM It MeTaboIIi3sMy, OIIOCEPEIKOBAHOTO UTOXpoMoM P450. CYP2C9 € TONOBHAM 33/TiTHHAM
isobepmenToM, a 2C19, 3A4 i 2D6 3anisHi MeHmO0 Miporo. OCHOBHHMH ineHTH(hIKOBAHUMY,
MeTabomTaMK € N-nmucmernn i JTaKTOHOBI MeTaboIIITH. Mera6omir:
N-mucmerniy mpubnmsno Ha 50 % MEHII aKTHBHHH, HDK pO3yBAacTaTHH, a JNaKTOHOBI ‘PopMut
BBAKAIOThCA KIiHiuHO HeakTBHUME. Ha posypactatun npunagae Ginsine 90 % aKTHBHOCTI imri6iropy
I'MI KoA y uupKyJooiit KpoBi. |
Bugeoennsa
IIpu6msao 90 % 103U PO3yBACTATHHY BHBOIUTLCS y HE3MiHEHOMY BUTJIAAL 3 KalIoM (BKJI:I(‘)‘I'aI'('):T-I'I//IV
aGcop6oBany i HeaGcopGoBaHy JiF0dy PEYOBHHY), a PEIITa BUBOJUTHCS 13 CeUero. SUOK
[Ipu6u3HO 5 % BUBONMTECS i3 cedero y HesMiHeHOMY BHIUIsAL. Ilepion HaniBBUBEJICHHS 13 TIIa3MHK
KpoBi cTanoBuTH Npubau3Ho 19 roymuH. [Tepion HamiBBUBEICHHS HE IIOJIOBKYETECS [IPH 3aCTOCY BaH
pumux 103. Cepe/Hiii TeOMeTpUUHMI MOKa3HHK KIipeHCY ILTa3MH KPOBi CTAHOBHTH IpUOTU3HO
50 n/ropuny (xoedimient Bapianii 21,7 %). Sk i y Bunaaky immmx iari6iropis 'MI’ KoA-pemykrasn,
y Iporeci Ne4iHKOBOTO 3aXOIUICHHS po3yBacTaTuHy Gepe y4acTh MeM6pannuii mepeHocHuK OATP-C:
I{eit mepeHOCHUK Biflirpac BaXIMBY POJIb y NE9iHKOBIH eliMiHalii po3yBacTaTHHY. T
Jiniunicmo N
CHCTEMHa eKCIIO3MI[is PO3yBACTATHHY IOCHIIOETECS Npornopuiiino no mosu. ITicns Gararopazosoro
IOJEHHOTO 3aCTOCYBAHHS HE CIIOCTEPITaeThCs 3MiH (apMaKOKiHETHIHMX MOKa3HHKIB.
Oxpemi epynu
Bix ma cmamo
Bik i craTh He BIUIMBAIOTh KIiHIYHO 3HAYYIIAM YMHOM Ha (apMaKOKiHETHKY PO3yBAaCTAaTHHY Y
nopociux. dapMaxoKiHeTHKa PO3yBacTaTHHy y JiTell i MiAMITKIB i3 reTepoO3HroTHOIO cimeﬁn'ogti
rinepxonecTepuHeMicro Gya aHANOTIYHOIO TaKiif ¥ JOpoCIHX TOOPOBONBLIB (XUB. po3ALl «/liTi»). 1
Paca MRS L
®apMaKOKiHETHYH] TOCIIIKEHHS AEMOHCTPYIOTh 30iNbIIEHHS CEPenHiX nokasHukiB AUC i Cpax 'y
IIPE/ICTABHHKIB MOHIOJNOIAHOI pach (SMOHNIB, KUTaimiB, QimnmiHmiB, B’€THAN jBde KOPEHLIIB)
HOPIBHSHO 3 IPEACTABHWMKAME €BPOIICOINHOI pacH; y IIPEJCTABHUKIB asiaj \ﬁjcof& &?%fo:ﬂﬂi
e
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aHANI3 CBIOYMTH HpPO BifICYTHICTH KIiHIYHO 3HAYYMMX BiIMIHHOCTEH Y (bapMaKomHeTnul MI)K
€BPOIEOINHOIO i HETPOITHOIO pacaMu. i
HopymeHHﬂ @yHKYIT HUPOK -
V xoi JOCTiKEHHS 3 ydJacTIO MALI€HTIB i3 pi3HUMH CTyTEHAMH nopyureHHst GyHKIii HUPOK, TIpH
3aXBOPIOBAHHSAX HUPOK JIETKOTO Ta HOMIpPHOTO CTYIEHIB TSXKKOCTI HE CIIOCTGplI‘aJIOCﬂ BIUIMBY Ha
IIa3MOBi KOHIEHTparii posyBacraruiy i N-mucMermn MetaGomiTy. V HallieHTIB i3 TOHKKAMHU
OPY ICHHAMA (I)yHKuu mupok (KK <30 MJI/XBI/IJ'II/IHy) CIIOCTEpIranocs 30UIBIIGHHS IUIA3MOBOL
KOHIIEHTpanil y 3 pasu i 3GiIbIICHHS KOHIEHTpanii N-aucMeTHn MeTa60JIITy y 9 pasiB IOpiBHSHO 3i
3(0POBUMH JIOOPOBOIBIIAMH. KOHueHTpanu pO3yBaCTATHHY Yy ILTa3Mi KPOBi IIpH plBHOBa)KHOMy CTaEt
y NAIi€HTiB, IKUM POBOAUTHCA IeMoziani3, Gymm npuGmusHo Ha 50 % GiBImIMu, HDX y 310POBHX
JOOPOBOJIBILIB.

HopymeHH;z @yHKyii nevinku

Y XoJi HOCTi[PKEHHS 3 Y4acTIO MAMIEHTIB 3 Pi3HUMH CTyIeHAMH IOpYIIeHHs QYHKI] NeIiHKY TIpH
nokasHuKy 7 abo Hmxkde 3a mKkamoro Yatinna-I'io cucremHa €KCITO3UILA p03yBaCTaTHHy He
rocumoBanack. OxHaK y 2 HaIieHTiB 3 mokasHukamd 8 ta 9 3a mkanoro Yaiinn-IT'to crocTepiranocs
[OCHJICHHS CHCTEMHOI €KCImo3uiuii npuHaiMmHi y 2 pasut HOpIBHAHO 3 HALlieHTaMH 3 HIDKYAMH
nmokasHuKaMu 3a mkanoro Yaina-ITro. Hemae mocBimy 3aCTOCYBaHHS Ipenapary l'IaI.Il€HTaM 3
HOKa3sHUKOM BHiIIe 9 3a mkaoro Yaina-IT"1o. , :
imu STNEINEENY
d)apmalcomnemqm MOKa3HHUKHU Y OiTel i3 reTepo3UroTHOIO CiIMEHHOIO rlnepxoneCTeaneMleIo y' Biiit
Bix 10 1o 17 pokis mo kinug He BuBueHi. Hepemuke dapMakoxiHETHIHE JOCITiIKCHHS: 3aCTOCYBaHHS
pO3yBaCTATHHY (y Buriszi TabneTox) y 18 mitei mpojeMOHCTpyBajo, IO EKCIIO3UIIis npenapamw
NiTef CIIBCTABHA 3 TAKOKIO y JOPOCIHX NamieHTiB. KpiM TOro, pe3yiIbTaTH BKa3yloTh Ha BilICYTHICTh
BHPA’KEHOTO BiIXHUIIEHHS BiJ A030IPONOPIiHHOCTI.

KiiniuHi XxapaKTepHCTHKH.

Ilokazanna.

Jlikysanus zznepxmecmepuuemn

Jlopocium, TiTiTkaM Ta AiTAM BikoM Bif 10 pokiB i3 IEpBHHHOIO rmepxoneCTepHHemeIo (Tuny 1la,
B TOMY YHCIIi i3 TETEPO3HTOTHOIO CIMEHHOIO I‘ll‘IerOJIeCTepI/IHeMIE:IO) a60 3MilIaHOO JUCIiNmigeMicro
(tumy 1Ib) sK fOmOBHEHHS XO Mi€TH, KOMM JOTPEMAHHS Ji€TH Ta 3aCTOCYBaHHI lHIIII/IX
HeMeIUKaMeHTO3HHX 3ac00iB (Hanpmcnan GbiznuHEX BIIPaB, 3MEHIICHHS MaCcH TiJa) € HETOCTATHIM: -
Ilpy TOMO3HMIOTHiff ciMeiimili rimepxonecTepuHeMii AK IOMOBHEHHA MO JHi€TH T2 1Hmﬁx
NI OSHIKYBATEHUX 3aco6iB JiKyBaHHs (Hanpukiax apepesy JIITHII) abo y Bunagkax, KOJIK Take
NiKyBaHHS € HEJOPEIHHM. Aok
IIpoghinakmuxa cepyego-CyOuURHUX NOPYUIEHD

3ano6irasHs 3HaIHAM CEpIEBO-CYAMHHAM HOPYLICHHSM y NAIlieHTiB, IKAM, 38 ONiHKaMH, 3arp0)1<ye
BHCOKMI{ PH3HK IIEpIIOTO  BHIALKy  CEpLEBO-CYAMHHOTO  TOpyINeHHs  (IuB. poszun
«DapMaKoIMHAMIKA») K JOMOBHEHHI 10 KOpEKI iHmmx GakTopis pH3HKY.

IIpomunoka3anua.

InepuyTimBicTs 10 po3yBacTaTHHy abo J0 OyAb-AKOi 3 JOMOMIXKHUX PEYOBHH Ipenapary;

3aXBOPIOBAHHS He4iHKY B aKTMBHIM CTafil, BKJIIOYAIOUHM CTiiiKe IIiIBUINECHHA aI(mBHocTi

TpaHcaMiHa3 CHPOBATKH KpOBi HEBiZIOMOI €TioJIOrii, 8 TAKOX MiIBHINECHHS aKTHBHOCTI 6y)11>-

Kol TpaHCaMiHAa3H CHPOBATKY KPOBi Giibiue HiX y 3 pa3sH BHINE BEPXHBOI MEXKI HopMpt (BM[ ﬂ

TSDKKI OPYIIEHHS GyHKITT HUPOK (KIipeHe KpeaTuHiny < 30 MiI/XBHIHHY); ' 7

Miomaris;

OJIHOYACHE 33CTOCYBaHHS 3 HUKIOCIIOPHHOM, -

mepiof BariTHOCTI a00 roJlyBaHHS TP, & TAKOXN KiHKaM penpoxyKTHBHOTO Ble, AKi He

3aCTOCOBYIOTE HAJIEXHI TPOTH3AILTIHI 3ac00H.

[Ipenapar y mo3i 40 Mr mpoTHmokasaHmi mamieHTam i3 ¢akTopamy, mo [

mionarii/pa6aomionizy. Taki pakTopu BKIIOYAIOTE! 7
e roMipHe nopymeHHst QyHKUiT HUPOK (KIipeHe kpeaTHHiHy < 60 Mi1/XB1
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e TINOTHPEO3; :
¢ CIaIKOBi 3aXBOPIOBAHHS M’S30BOI CHCTEMH B 0COGHCTOMY 860 ciMeitHoMy aHaMHe3i;
B aHAMHe31 — MiOTOKCHYHICTB TIPH 3acTocyBaHHi iHimoro inriGiropy 'MI" KoA-penykrasu abo
hibpary;
3JI0B:KUBAHHS aJIKOTOJIEM;
CTAHM, IPH SKUX MOJXYTh 3pOCTATH PiBHi pemapary y Iiasmi KPOBI;
HaJIEXHICTH O MOHT'OJIOITHOIL pacH;
e cymyTHe 3actocyBaHHs (ibpaTis
(muB. po3aimu «OcoGIUBOCTI 3aCTOCYBaHHA, «B3aeMois 3 IHIIMMHY JTiKapChKUMH 3aco0aMu Ta iHmi
BUIM B3aEMOIii» Ta « PapMaKOKiHETHKaY ).

B3aemodin 3 inwumu NikapcbKumu 3acobamu ma inuwii 6uou 63aemooiil.
Bnnue cynymHix npenapamie Ha po3y8acmamun

Ineibimopu mpancnopmuux 6inkie

PosysacratuH € cyGcTpaTtoM IV ASIKHX TPAHCIOPTHHX GinkiB, y TOMy 4YHMCHIi NEYiHKOBOTO
Tpancroprepa 3axomrenHs OATP1B1 Tta edmokcHoro Tpascnoprepa BCRP. OmHOUaCHE
3aCTOCYBaHHS PO3yBACTATHHY 3 JIKAapChKUMH 3acobamu, IO IPUTHIYYIOTh Li TPaHCHIOPTHI Ginky,
MOJKe NPH3BOMMTH OO MiABHUINEHHS KOHIEHTpALili po3yBacTaTHHY Y TiasMi KpoBi Ta 36iMbIieHHS
pusuky miomatii (IuB. po3AinH «Croci® 3acToCyBaHHS Ta JO3W», «Oco6IMBOCTI 3aCTOCYBAHHS,
«B3aeMoyIist 3 iHIIMMHE JHKapCHKUME 3aC00aMHU Ta IHIII BH/IM B3aeMOZiiy», TaGIHIO 2). I
Huxnocnopun R
TIpH OIHOYACHOMY 3aCTOCYBAaHHI PO3yBacTATHHY i IUKIOCIOPUHY [OKA3HUKH AUC posyBacTaTuny
6yau B cepefHBOMY y 7 pasiB BUINMME 32 IIOKA3HWKH y 3[0POBHX no0poBonbLiB. PozysacTaTuH
NPOTHIOKA3aHWH INalieHTaM, fKi OJHOYACHO OTPHMYIOTH  IHMKIOCIOPHH (nuB. poO3ALT
«ITpOTHUIIOKA3aHHAY ).

OjHOYACHE 3aCTOCYBaHHS HE BIUTMBAE HA KOHIEHTPANIIO (UKJIOCIOPHHY Y 11a3Mi KpoBi.

Ezemumib AAT .
OnHouyacHe 3acTOCYBAaHHS po3yBacTaTHHy B Jio3i 10Mr Ta eserumify 10 Mr mamiemtam i3
rinepxonecTeprHeMi€io mpu3BomiIo 1o 3poctanns AUC posyBacTaTvHy B 1,2 pasza (Tabmuus 2):
OxnHax hapMaKoMHaMidHy B3aEMOJIIIO MXK PO3yBacTaTHHOM Ta €3eTUMiOO0M, 10 MOXKe IIPH3BECTH [0
BHHMKHEHHS TOGIIHHIX peaKilili, BAKTIOIUTH He MOXHA (B, PO3iI «OcobIMBOCTI 3aCTOCYBAHHS)! -
Tem@ibposun ma inwi 2inoninioemiuni npenapamu

OjHOYACHE 3aCTOCYBaHHS PO3yBacTaTHHY i reM}iGpo3uiy MPHU3BOUTE 10 36iIBIIECHHS TOKa3HHUKIB
Cmax i AUC posysacTatumy y 2 pasu (zuB. po3zin «Oco6mauBocTi 3aCTOCYBaHHS»). : il
BUXO/S9H 3 JAHUX CICLaIBHUX JOCHIIPKEHb B3a€MOJII, 3HAUYLIOL (bapMaKOKiHETHYHOL B3aEMOZIIT 3
(enodiOpaToM He 04iKy€eThCA, ale MOXKe BUHHKATH dapmakoquHaMiUHa B3aEMOL.

TemdiGposun, derodibpar, inmi ¢ibpaty i Hianus (HiKOTHHOBA KHCIIOTa) Y JIiNiJO3HUKYBAJIbHUX
no3ax (mo3m Bume aGo expiBaneHTHI 1T/700y) MABUILYBaTM PH3MK BMHMKHCHHS Miomaril mpu
OJIHOYAacHOMYy 3acTocyBanHi 3 ixriGiropamu I'MI" KoA-pexykrasu, MOXIIHBO, y 3B’S3Ky 3 THM, IO
OCTaHHI MOXYTh CIPHUMHSATH PO3BHTOK Miomarii npu MoHoTeparii. Jloza 40 Mr IpOTHUIIOKa3aHa IpH
O/IHOYAacHOMY 3acTocyBani @ibpariB (muB. posminu «IIpoTHmokasanHs» Ta «OcobauBocTi
3acTOCYBaHH» ). TaKo JiKyBaHHS MALli€HTIB CIi/l PO3MOYNHATH 3 JIO3H 5 MT. R
Inzibimopu npomeasu : “aal
Xoua TOUHHI MeXaHi3M B3acMOJii HEBIIOMHIL, O/JHOYACHE 3aCTOCYBAHHS iHTiGiTOpiB IpoTeasH MOXeE
3HAYHO 3GIMBIIYBATH EKCIIO3MI0 po3yBacTaTwHy (auB. Tabmuwo 2). Hanmpuknan, y JOCIT JUKEHHI
hapMaKoKiHETHKM OXHOYACHE 3acTocyBaHHs 10 MI' po3yBacTaTWHY Ta KOMOiHOBaHOTO JIIKaPCHKOTO
3aco0y, 1o MicTHB JBa iHri6itopu mporteasu (300 mMr atasanasipy/100 Mr puTOHaBIpY), ¥ 3A0pOBHX
106poBonsIiB cympoBowKyBanocs misumeHHsM AUC ta Cmax pO3yBacTaThHy npuGmsHo B 3 Ta 7
pasiB BigmosimHo. OmHOYACHe 3aCTOCYBaHHS PO3yBACTaTHHY Ta ICAKHX KoMOiHarriit iHri6iTopis
IPOTEa3Hd MOXUIMBE THCIS PETENBHOrO OOMipKyBaHHS KOPEKIii JO3HM PO3YBACTATHHY, BUXOIH 3
04iKYBAHOTO 3POCTAHHS EKCIIO3MUIIil PO3yBACTATHHY (IHMB. PO3/IIK «Cmoci0 3acTgyBaANH Tay;
«OcoBIHBOCTI 3aCTOCYBaHH), «B3aeMonis 3 iHIIAMH JiKapChKUMH 3aC N 75T N:
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Aumayuou :
OJHOUACHE 3aCTOCYBAHHS PO3YBACTATHHY Ta aHTAUMIY Y BHIJIS CyCIIeH3ii, Mo MICTHTH AMOMIHIO i
MarHif0 TiJpOKCHA, NPHU3BOAUTH JO 3HIDKCHHA KOHLEHTpaIlii po3yBacTaTHHy y IIasMi KpOBi
npuGmusno Ha 50 %. Taxuit edexr OyB MEHIIEC BHPAXCHHM, KOJIH aHTAIMA 3aCTOCOBYBAJIM depes
2 roauHy micis mpuitoMy posyBacTaTuy. KiiHiuHe 3HaUCHHS TaKoi B3aeMOIil He BUBYAIIH.
Epumpomiyun
OHOuACHE 3acTOCYBaHHS PO3yBACTATHHY T4 CPUTPOMIIIMHY HPU3BOIUTE [0 3HIDKCHHA AUC (0-1)
posysactatuy Ha 20 % i Cmax pO3yBacTaTHHY Ha 30 %. Taka B3aeMO/Iis MOXE BUHUKHYTH BHACIIIOK
IOCHJIEHHSI MOTOPHKHM KMINEYHHUKY B PE3yJIbTaTi 3aCTOCY BAaHHA €pUTPOMIIHHY.
®epmenmu yumoxpomy P 450
PesynsTaTi JOCIIIDKEHB in Vitro i in vivo IOKa3ajd, IO po3yBacTaTUH HE iHridye i He iHIYKy€
isodhepmentu nmroxpomy P 450. Kpim Toro, posyBacTaTuH € cabkuM cyOcTpaToM st TAKKX
isobepmentin. He cmocrepiranocs KIiHIYHO 3HAYYIIUX B3aEMOJiM MiX pO3yBacTaTHHOM i
diyxonasonom (iuri6itop CYP2C9 i CYP3A4) Ta KeTOKOHA30JI0M (imri6itop CYP2A6 i CYP3A4). .
B3aemodii, wo eumazaiome Kopexyii 003U po3yeacmamuny |
Tpu Heo6XigHOCTI 3aCTOCYBaHHS MpenapaTy Pomasuk 3 iHIMMMH JTiKapChKUME 3ac00aMH, 3TATHAMY
TTi[BMIITY BaTH eKCIIO3MUIIIT PO3yBaCTaTHHY, 103y NpenapaTy NOTpiGHO CKOPUTYBaTH. SIxmo ouikyeThes,
mo excriosuuist mpenapary (AUC) 3pocTe npubausHo B 2 a60 GinbIue pasiB, 3aCTOCYBaHHS PoMasyKy
ciig posmoumHaTH 3 #o3W SMr 1 pas Ha J00y. MakcumMansiy A060BY H03y IpeHapary Ciiii
CKODHT'YBaTH TAaKUM HYHHOM, mo0 O4iKyBaHa EKCIIO3MIli PO3yBacTaTHHY He IEPCBUITYBaIA
eKCIIO3HINIIO, IO Bi3HAYAeThCs IMpH puitoMi fo3u 40 Mr/no0y Ge3 3acToCyBaHHS NiKapChKHX 3ac00iB,
0 B33EMOMIIOTH i3 IpEHapaToM; HANpHUKIaj, IPH 3aCTOCYBaHHI 3 rempibpo3mnoM 103a
posyBacTaTuHy CcraHoBuTHME 20 Mr (36LIBIICHHS excriosunii B 1,9 pasa), mpu 3acTOCYBaHHi -8
xkomGiHamiero puTOHaBip/aTazaHasip — 10Mr (30inplIeHHS B 3,1 paza), Ilpu omHOYacHOMY.
3aCTOCYBAHHi 3 UKJIOCIIOPHHOM — 5 MT (301IBIICHHS B 7,1 paza). -
Tabmiiis 2
BIuIMB CYIyTHIX JIKapCHKUX 3ac00iB Ha €KCIIO3ULIIO PO3YBAaCTATHHY
(AUC; y mopsiKy 3MeHIICHHs BEIUYKUHH) 38 onyOTiKOBAHUMH JJAHUMH KITiHITHAX JIOCHIJKEHE

PexxuM [03yBaHHA JIIKapchKOTo 3aco0y, 110 PexxuMm j103yBaHHs 3mian AUC -~
B3a€EMOJIE pO3yBacTaTHHY pO3yBacTaTHHY ¥’
e

[TukIocIopyHE Bix 75 Mr msiui Ha moGy Ao 200 mr|10 Mr 1 pas Ha 100y, 10 gais |1 7,1 pasa
nBidi Ha NOGY, 6 MicAIiB -

Arasanasip 300 mr/putonasip 100 mr 1 pa3s na 100y, [ 10 Mr, onHOpasosa Jj03a 1 3,1 paza
8 mHiB
Cumenpusip 150 Mr 1 pa3 Ha 106y, 7 1HiB 10 Mr, omHOpAa30Ba 1034 12,8 paza

Jloninasip 400 mr/putonasip 100 mMr asiui Ha 100y, |20 Mr 1 pa3 Ha 106y, 7 nuis |1 2,1 pasa "¢
17 nuiB

Temdibposmn 600 Mr asidi Ha 1006y, 7 IHIB 80 mr, oHOpa30Ba J103a 11,9 paséi: -

Enrpom6onak 75 mr 1 pa3 Ha 100y, 5 IHIB 10 mMr, ogHOpa30Ba 1034 11,6 paza | o

Tlapysagip 600 mr/prrorasip 100 mMr aidi Ha 100y, |10 Mr 1 pa3s Ha no0y, 7 naiB |1 1,5 pasa
7 oHIB

Tunpanapip 500 mr/putonasip 200 Mr msiui Ha|10 M1, oxHOpa3OBa 1032 1 1,4 paza

100y, 11 nuiB

Jponenapon 400 Mr aBidi Ha 106y He Bizomo 1 1,4 pasa

Itpakonason 200 mr 1 pa3 Ha 1106y, 5 AHIB 10 mr, oxHOpa3oBa 103a 1 1,4 paza *k

Ezetumi6 10 mr 1 pas na 106Gy, 14 qHiB 10 mr 1 pa3 Ha 106y, 14 muiB_{f-12:pasa i
=
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®ozammpenasip 700 mr/putonasip 100 Mr aiui Ha|10 M, onHOpasoBa 103a ﬂ*‘ :
7106y, 8 nHiB & Lg‘/?xﬁﬁ




Anernitasap 0,3 mr, 7 1HiB 40 Mr, 7 aHiB «

CuniMapun 140 mr Tpuui Ha 100y, 5 qHIB 10 Mr, omHOpa3oBa Ho3a «

denodiGpar 67 Mr Tpudi Ha 100y, 7 THIB 10 mr, 7 qHiB —

Pudammnin 450 mr 1 pa3 Ha 100y, 7 fHiB 20 Mr, 0oHOpPa30Ba 1034 « i
Kertoxonazon 200 mr aBivi Ha 100y, 7 AHIB 80 mr, ogHOpa3zoBa no3a > i
®myxonason 200 mr 1 pa3 Ha 1006y, 11 1HiB 80 Mr, onHOpa3oBa A03a «
Epurpominun 500 mr 4 pa3u Ha 1006y, 7 qHiB 80 mr, onHOpa3oBa 1034 120 %
Baitkasnin 50 mr Tpudi Ha 100y, 14 nHIB 20 MT, 0ZJHOpa30Ba 034 1 47 %
Peropadeni6 160 mr, 1 pa3 Ha 500y, 14 nHiB 5 Mr pasosa J103a 13,8 paza
Bemmaracsip 100 mr, 1 pa3 Ha 106y 10 mr pasosa j03a 12,7 paza
OmGitacsip 25 mMr/mapuTanpesip 150 mr/ 5 Mr pasoBa f03a 12,6 paza
Putonasip 100 mr 1 pa3 Ha noGy/ nacabysip

400 mr apiui Ha 706y, 14 nHIiB

I'pasompesip 200 mr/ En6acsip 50 mr 1 pa3 na 10 Mr pa3oBa mo3a 12,3 paza
100y, 11 guiB

I'nexanpesip 400 mr/niGperTacsip 120 Mr oaun 5 Mr ofHH pa3 Ha 100y, 7 nHis |1 2,2 pasa

pa3 Ha 100y, 7 IHIiB -

* JlaHi, mpelCTaBlIeHi K 3MiHa B X pa3iB, SIBJIIOTH COOOIO CHIiBBiHOMIEHHS MK 3aCTOCYBaHHSIM
posyBacTaTHHy y KoMGiHamii Ta okpemo. Jlani, mpeacTapnieHi y BUIIAN % 3MiHH, ABIIOTE CO60I0 %
DI3HHMINIO BiJHOCHO ITOKA3HUKIB IIPH 3aCTOCYBaHHI PO3yBACTATUHY OKPEMO.
36ibIIeHHS HO3HAYEHO 3HAYKOM |, BIICY THICTE 3MiH <>, 3MEHIIEHHS — | .
** Byjio IPOBENEHO KillbKa JOCTIUKEHB B3a€MOAIl IPH DI3HMX [03aX PO3yBAacCTATUHY, B TabHIl
[OJJaHO HAKMOIIBII 3HAUYIIIE CITiBBIIHONICHHS. !
Bnnus posysacmamury Ha cynymui 1ikapcoki 3acobu e
Anmazonicmu gimaminy K

Sk i mopo inmmx iHri6iTopis 'MI'-KoA- -Pe/yKTasy, Ha IO9aTKy 3aCTOCYBaHHS p03yBaCTamHy abo
IpY TIiJBUIICHHI MOTO N03M y MAamieHTiB, AKi OJHOYACHO 3aCTOCOBYIOTH AHTATOHICTH BlTaMlHy I\'
(mampukiany BapbapuH aGo iHIMH K}’MapI/IHOBI/II/I AHTHKOATYIISHT), MOXIIHBE IIi[BUIICHHS:
Mixnaponmoro HopmamizoBanoro cmiBBimHomeHHS (MHC). IlpunmHenHs 3acTocyBaHHS
po3yBacTaTHHY a00 3MEHIIEHHS HOro Jo3u Moe npu3secTH fo 3umkenHs MHC. V Takux Bunagkax
Oaxanuii HanexxHuit Mmonitopuar MHC.

Ilepopanvni konmpayenmueu/zopmonozamicua mepanis (I'31)

OpHOYacHe 3aCTOCYBAHHS pO3YBaCTaTHHY 1 NEpOPaIbHUX KOHTPALENTHBIB NPH3BOJUTL JIO
36inpmenHs mokasaukiB AUC ecTpamiony i moprectpenmy Ha 26 % i 34 % simmosimHo. Taxe
IiJIBUINEHHS KOHIEHTpALilil y 1miasMi KpoBi HeoGXiIHO BpaxoBYBaTH IIpH Mif6Opi 03 MEPOPATBHHX;
KOHTparenTuBis, OapMaKOKiHETUYHMAX NAHUX CTOCOBHO IIAIi€HTIB, SKi OJHOYACHO 3aCTOCOBYIOTL
posysactarud i I'3T, Hemae, ToMy moziGHu# ebekT BUKIIOIUTH He MoxHa. OlHaK Taky KOMGiHAMIIO
IMMPOKO 3aCTOCOBYBAJIM TIiJ Yac KIHIYHUX JOCTIIKEHB, i MalieHTKY MepeHocuH ii fo6pe. '
Inwi aixapcoki 3acobu

Buxo/s14y 3 NaHuX CHEATEHUX JOCIIDKEHD B3a€MOIi, KIiHIYHO 3HAdyInol B3aeMOI 3 ,I[I/II“OKCI/IHOM
HE OYiKy€ThCH. .
Jloninasip/pumonagip ,
V dapMakosoriyHoMy JOCIIIXKEHHI CymyTHE 3aCTOCYBaHHS pO3yBacTaTHHY Ta KOMOGiHOBaHOIO
Tpemnapary, o MiCTHB JBa iHribiTopu mporeasu (yoninasip 400 mr/putonasip 100 mr), y 310poBHX
JIOOPOBOIIBITIB aCOIIFOBATIOCS 3 MPHOIN3HO JIBOPA3OBHM Ta 11 ’SATUPA30BUM 301IBIICHHAM MOKa3HHKIBR
pisHoBaxkHOT0 AUC(0-24) Ta Crax 7181 pO3yBacTaTHHY BiJNOBiHO. B3aeMomiro M /m@TﬂT}IHOM Ta
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PH3nK PO3BUTKY MiomaTii, BKIOUArOuM pabaoMionis, Moxe OyTH MiABHINCHUN IPH OI[HO‘-IaCHOMy
CHCTEMHOMY 3acTOCyBaHHi (y3MEOBOI KHCIOTH 3i CTATHHAMH. MexanismM i€l B3aeMoaii
(papMaxoaUHAMIYHYH, cbapmaxomuemtmun a6o sk  (apMaKoJHMHAaMiUHHH, ., TaK.. - 1
(bapmaicomﬁemqﬁnn) noci HesizoMuii. Bynn moBimoMiieHHS Ipo pabaoMioni3 (BKIIOIAI0TH leIKlCHl
JCTATHH] BUNAJKK) Y TAI€HTIB, SKi 3aCTOCOBYIOTH IO KOMOGIHAIIIO. &
SIKINO CHCTEMHE 3aCTOCYBaHHS (y3UIOBOI KUCIOTH € HEOOXiHIM, JIKyBaHHS PO3yBacTaTHHOM cIin
IIPANHHATH Ha 9ac 3aCTOCYBaHHs (y3u10BOI KHCIOTH (mmB. posain «OcobnuBoCTi 3aCTOCYBAHH:»). -
Tuxazpenop

TuKarpeop MoXKe CIPHYUHATA HHPKOBY HEJOCTATHICTH 1 MOXE BIUIHBATH Ha HHPKOBY €KCKpeIito
po3yBacTaTuHy, 30iIbIIyIOYM PU3HK HOro HAKOMUYICHHS. V nesxuX BHMAIKaX CILIBHHH HpHHOM
THKArpejopy T4 pO3YBAacTaTHHY INPU3BOAWB [0 3HUKCHHS (yHKIi HUPOK, MiABHINCHHS PiBHA
eramH(boctbomHasn (K®K) Ta pabromiomisy. PeKomeHJ.[yeTch TIPOBOJUTH KOHTPOJIb (byHKuu HI/IpOK
Ta piras KOK mpu ofHOYaCHOMY 3aCTOCYBaHHI THKArpejopy Ta po3yBacTaTHHY. SRS

Limu S
I[ocmmKeHHﬂ B3a€EMOJIil IIPOBOAMIIN JIMHIE y popocnux mauieHtiB. Crymine B3aeMoil y Z[lTeI/I
HEBIIOMHIA, o T

Ocobnusocmi 3acmocy8aHHA. , 2 o e
Bnnue na nupxu .

V namieHTiB, fKi OTpHUMYBaH J'IleBaHH}I po3yBacTaTHHOM Y HAWBHINHUX H033X, 30erma 40 MT,

crocTepiragacs IMpoOTEiHypis (anIBJIeHa i3 3aCTOCYBAaHHSM TECT-CMY’KOK), 3a3BH4Yail KaHAIBUCBOTO
TOXOJDKEHHS, KA Y GLIbIIOCTi BENaAKiB Oylla THMYACOBOIO ab0 HETPHBAIIOL. Tpoteinypis He Oyna
IIPOTrHO3yF04EM (GAKTOPOM BHHHKHEHHS rocTporo abo TPOrpeCyIoOro 3aXBOPIOBAHHS HHPOK, TOMY
CITiji PO3TIISHYTH IUTAHHS TIPO O0CTEKEHHS q)yHKuu HUPOK MAIi€HTIB, IKi OTPUMYIOTh npenapaT y 11031
40 Mr.

Bnnusg na ckenemui m’a3u =
TTOBiIOMIISUTH TIpO BILIHB Ha CKENETHI M’si3u1 (Mianrilo, Mionarito i pifko — pa6omioni3) y malienTin;
AKi OTPUMYBaH NiKyBaHHS PO3yBacTATHHOM y Oyb-sKili 103i, 1 0cOOMBO — Y J03aX BUIIE 20 mr.
Jly>e piKo TOBIIOMISIIA TIPO BHNAIKH pabnoMionisy Ipy 3acTocyBaHHi e3eTuMily B KoMOiHarii 3
inri6itopamu ['MI" KoA-penykTasu. He MoxHa BHKITIOYATH hapmakouHaMIUHY B32EMOJII0; cm,u 3
o6epe>l<chTIo IPOBOWTH Take KOMOIHOBaHE JiKYyBaHHSL. ,
Sx i momo immmx imriGitopis I'MI" KoA-pemykrasu, y XOmi OCTMapKETHHIOBOIO 3acrocyBaHHﬂ
npenapary 3 OLIBIIOI0 YacTOTOK MOBIOMJILIH NP0 BUHHKHEHHS pabmomionizy, acouifioBaHoro 3
JKyBaHHSIM PO3yBACTATHHOM, IIPH 3aCTOCYBaHHi 03U 40 Mr. € HOBiIOMJIEHHS ITPO PiAKiCHI BUIAAKA
lMyHOOHOCCpeZ[KOBaHOI HCKpOTI/ISyIOT-IOI miomatii, 1m0 KIIiHIYHO TPOSIBIISETHCS cnmcom
IPOKCH3MATBHOKO M * 930BOIO CIAGKICTIO 1 MiBUIEHHAM PiBHS CHPOBATKOBOI KpEaTHHKIHA3H, I1iJ1 Jac
nikyBaHHS ab0 MiCII IPUIMHEHHS meBaHH;I CTaTHHAMH, BKIFOUAIOYN PO3yBaCTaTHH. V TakoMy pasi
MOXYTh OyTH HEOOXiIHWMH HOJAaTKOBi HeiipoM’a3oBi i ceponorivdi JIOCJIi[)KEHHS, meBaHmI
iMyHOCYTIpECHBHUMH npernapaTaMy. AR
[Micns 3aCTOCYBAHHS CTATHHIB MMOBiIOMIIAIOCS PO BHIIAJKY BUHUKHCHHS de novo abo aarompeHHﬂ
yiKke HasBHOI MiacTeHii rpagic 4i ouHOi MiacTeHil (I.[I/IB posain «IlobiuHi peaKuu») 3acrocyBaHH;1
n11<apcm<oro 3acoGy PoMasmK CJIi NpUNMHATH y pasi mochieHHs cumnToMiB. IloBifoMisiocs npo
PeLMIMBH MiCisl IOBTOPHOTO 3aCTOCYBaHHA TOTO CaMOTo a0 IHIIOTO CTATHHY.

Buznauenns pzemz eramuHmHa3u
BusHaueHHS piBHA eraTI/IHKlHaSI/I (KK) He cmig OpOBOAWTH INiCHA IHTCHCHBHHX (1)13numnx
HaBaHTAXEHb a00 IPH HAIBHOCTI iHINMX BlpormHHx npuuuH nigsumenns KK, mo Moxe Ipr3BecTH
J0 HenpaBHanm iHTepnperarii pesympTatis. Slkmo nouatkosi piBHi KK 3nauno migsumieni (6isbime
HiX y 5 pa3iB nepeBHILy€ BEPXHIO MEXyY HOPMH), CJIii IPOBECTH IOBTOPHHH TECT T Hepes 5-7 nHiB!
Tepamniro NpenapaToM He CIIii PO3MOYMHATH, SKIIO MOBTOPHHH TECT HlJl‘I‘BCp o,t;a'x KORI
pisenb KK Ginbiie Hix y 5 pa3iB IEpeBHINYE BEPXHIO MEXY HOPMH. $

. ALlng ﬂogwemia '
Ileped nikyeanHam m\w.m/ﬂ



PosyBactatuH, sk i iHmi inriGitopy I'MI' KoA-pemykrasu, cmif 3 00epexHICTIO NpH3HAHATH
nalfi€HTaM i3 GaKTopaMu CXUIBHOCTI 10 PO3BUTKY Miomarii/pabmomionisy. Taki GpaxTopu BKIFOYAIQTE:

e nopymeHHs QYHKII{ HUPOK; \

e TilOTHPEO3;

e  CIIaIKOBI 3aXBOPIOBAHHS M’A30BOI CHCTEMH y BiacHOMY a6o ciMeHHOMY aHaMHesi;

e B aHAMHE31 — MIOTOKCHYHICTB IIPH 3acTocyBaHHi inmIoro inri6iropy IMI" KoA-peaykrasu a6o

dibpary;

® 3JIOBXXMBAaHHS aJIKOTOJIEM;

e Bix > 70 pokiB;
CTaHH, IPH AKAX MOXYTH 3pPOCTaTH plBHl npenapary y IU1a3Mi KpoBi IuIasmi (Z[I/IB posgimu «Criocié
3aCTOCYBaHHS Ta JI03W», «B3aemois 3 IHIMMY JiKapchKUMH 3ac00aMH Ta iHIII BUIH B3a€MOI(1H>> T
«®DapMaKOKiHETHKAY );

e OJHOYACHE 3aCTOCYBaHHs (b16paT113
V Takux HamieHTiB pU3UK MpH J11KyBaHH1 CIIiJi CIiBCTABHTH 3 IMOTEHIIHHUME HepeBaramy, a TaKO)K
PEKOMEHIOBAHO IPOBOAUTH KJIiHiYHHI MoHiTOpHHT. SKimo modaTkosi piBHi KK 3HauHO minsuineHi
(6inpIne HiX y 5 pasiB MEPEBUILYIOTh BEPXHIO MEXY HOPMH), HE CJIiJl pO3NOYMHATH JIiKyBAHHS, ‘

¢

\
o

Y nepioo nixyeanns ;
IlauienTiB cmimg mpoindgopMyBatd mpo HeOOXigHICTH HeraiiHO 3BEpHYTHCS 1O JKaps IpH
HECIIO[iIBAHOMY BHMHHUKHEHHI Oomo, ciabkocti aGo cmasMiB y M’d3aX, OCOOJIHMBO SKINO BOHM
TOEHYIOTBCS 3 HE3XyXXaHHSIM abo TapsIIKOIO. V Taxmx mamieHtiB ciig BusHauwth piBeHs KK.
JlikyBanus citig npunuHuTH, sKimo pisHi KK 3nauno migpuimeni (61JIBH.IC HiX y 5 pasiB HepeBUINyIOTh
BEPXHIO MEXy HOpMH) a00 fKIO CHMITOMH CHJIGHO BHPXCHi i NPH3BOAATE 0 IIOJEHHOTO
miackombopry (HaBiTe sximo piBHi KK MeHme HiX y 5 pa3iB MEpeBHILYIOTh BEPXHIO MEXY HOPMH).
SIKIMO cHMITOMM 3HMKAIOTH i piBHi KK moBepTaroThes y MexXi HOpMH, CITiJI pO3IILIHYTH MMTAHHS IIPO
IIOBTOPHE 3aCTOCYBAaHHS pO3yBacTaTHHy a6o ansrepHaruBHoro imriGitopy I'MIT KoA-penmyxrasit B
HAMHUKYHX 038X i MiJl peTeNbHUM CIIOCTEPEKEHHM. W
Perymspao mepesipstu piBai KK B acumnromarnynux mnauieHTiB HeMae mortpebu. [lyxe pimko
HOBIZIOMJISUIM IO BHIIGAKHM iMyHOOIIOCepenKoBaHoi Hekporusyroodoi Mionarii (IOHM) mix wac aGo
miciis Teparii cTaTUHaMU, B TOMY yucii posysacratuHoM. Kniniuaumu mpossamu IOHM e cnabkicTs
NPOKCHMAITBHHEX M ’s3iB Ta IiJBUINEHHS PiBHA eraTmImHasn y CHpOBATIi KpOBi, IO 36ep1raeTLcs{
HaBITh MiCIIL TPUTAHCHHS 38CTOCY BAHHS CTaTHHIB. ‘
Ilig gac gociigKeHb He CIIOCTEpIranocs 03HaK MOCHIICHHS BIUIMBY Ha CKEJIETHI M’S3U Y HEBEIHKO]
KLTBKOCTI MaIfi€HTiB, SKi OTPUMYBAIM pO3yBacTaTHH i CymyTHIO Tepamito. OfHaK 3pOCTaHHs YacTOTH
BHHHKHEHHS MiO3MTY i MiONAaTii crocTepirany y Mali€HTiB, SKi oTpuMyBany iHmi inriGitopi I'MI
KoA-penykrasu ofHOYacHO 3 TOXigHUMH (iOpo€Boi KHCIOTH, BKIIOYAIOYH reM(bi6p03HJi
IUKIOCTIOPHHOM,  HIKOTHHOBOIO  KHCJOTOIO, a30JbHHMH IPOTHTPHOKOBMMH  IpemapaTaMi;
1HI‘161T0paMPI IpoTeasH i MakpoTixHuME aHTHOI0THKaMK. ['eM(biGpO3HII i IBUIITYE PU3UK BHHAKHEHH}
Mmiomatii mmpu OJIHO4ACHOMY 3acTocyBaHHi 3 Jeskumu iHriGiropamu I'MIT KoA-pexykrasu. Tomy
KoMOiHamist po3yBacTaTiHy i reM¢)16p03HJIy HE PEKOMEH/JIOBaHA. s st
ITepeBard MOAANBIINX 3MiH y piBHAX mimigie mpu KoMGiHOBaHOMY 3aCTOCYBaHHI pO3yBacTATHHY ! '3
hibparamu a6o HiAMHOM CIIi/l PETENBHO CIiBCTABHTH 3 ITOTEHIIHHUMH PH3MKaMH 3aCTOCYBAHHS TaKHX
kombinauiii. Jlosa 40 Mr npoTHIIOKazaHa /Uisi OJHOYAaCHOTO 3aCTOCYBAHESA 3 ¢ibpaTamu (auB. pos,uum
«B3aeMois 3 iHIMMMY JIiKapChKUMH 3aco0amu Ta iHIni Buau B3aemoxiity Ta «[To6iuHi peakiin).
PosyBaCTaTHH HE CJIiJ] 32CTOCOBYBATH OJTHOYACHO 3 TpenapaTamMy JUisi CHCTEMHOTO 3aCTOCY BAHH, o
MicTaTh (GY3UOOBY KHCIOTY, Ta MPOTArOM 7 MOHIB ICNI HpUIMHEHHS 3aCTOCYBaHHS (by3pm01301
KHCIOTH. IlamieHTam, 17is SKHX CHCTEMHE 3aCTOCYBaHHS (y3MIOBOI KHUCIOTH € HeoOXimHuM, Ciif
NPUIMHATH IIPHIOM CTATHHIB Ha weif mepioz. IT0BiToOMISIN po BUHanKy paGroMioisy (BKITOHAI0H
pifKicHI NeTanpHI BWIANKW) y MAui€HTiB, ski mpuiiMamu Gy3uIOBY KHCIOTY B KoMOiHamii si
cratuHaMy. [larienTam citif HeraifHo 3BepHyTnc;1 JIO JIiKapsl, K10 BOHH IIOMIi4aloTh y ce0e CUMITTONH
crmaGkocTi M’s13iB ab0 mpu nosBi 00O y M’3aX. . m 2
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Tepamlo CTaTHHOM MOXHa BlI[HOBI/ITI/I qepes 7 JHIB IIICJIA NPHUOMY OCTa ‘!}Lb:@j: : ‘BHHOBOI
KHCJIOTHU. IR




V BUHSTKOBMX BWIIAAKAX, SKIIO MOTpiOHE IPOJIOHrOBaHE CHCTEMHC 3aCTOCYBAHHA dysunosoi
KUCIIOTY, HAIPHUKIAM, I JKyBaHHS TSDKKAX indexuii, HeoOXiAHICTH OJHOYACHOTO 3aCTOCYBaHH
po3yBacTaTHHy Ta (y3HI0BOI KHCTOTH CIiJ ACTANBHO PO3TIIAATH B KOKHOMY KOHKPETHOMY BUITQJIKY
TIiJ peTeNbHIM HaTJIAI0M JIiKapsi. e
Po3yBacTaTHH He CIIiJ 3aCTOCOBYBAaTH NALi€HTaM i3 TOCTpUMH CepHO3ZHHMHM CTaHaMH, IO MOXYTh
BKa3yBaTH HAa MiomaTiio abo IPOBOKYBATH PO3BHTOK HHPKOBOI HEAOCTATHOCTI BHACII/IOK paboMmiomnizy
(TakUMH K CercHc, apTepianbHa rinoTeHsis, oOmmpHe Xipypriuse BTpy4aHHs, TpaBMa, TSOKKI
MeTaBoidHi, eHIOKPUHHI 260 eTeKTPOIITHI OPYIIEHHS; HEKOHTPOIBOBaHI eMNiJIenTHYH] HaMaIn).

Bnaue na neuinky

SIx i immi i#ri6itopu I'MI" KoA-penykrasu, po3yBacTaTHH CIIiZ{ 3aCTOCOBYBAaTH 3 OOEPEXKHICTIO
IamieHTaM, AKi 3TOBKHBAIOTH ANKOToeM i/a60 MajoTh B aHAMHE3i 3aXBOPIOBAHH HEeYiHKH. Lt
PeKkOMEHIOBAHO IIepPEBipATH MOKAa3HUKY QYHKINT IeTiHKY Iepe/l oYaTKoM niKyBaHHs i yepes 3 Micsii
micas mo¥aTKy JiKyBaHHs. PO3yBacTaTHH CIi/l BiIMIHHTH 260 3MEHIIUTH 03y Ipenapary, Ao
piBeHB TpaHcaMiHa3 CHPOBATKHU KpoBi Gibime HDK y 3 pasy MepeBHIIIye BEPXHIO MEXY HOPMHL. Y X0gi
OCTMAPKETHHTOBOTO 3aCTOCYBAHHS IPeTapary 3 GiIIBIIOI0 YACTOTOIO TIOBiJOMJISUTH TIPO BHHUKHEHHS
cepifo3HUX peaKiliif 3 60Ky mediHKu (TOMOBHIM YMHOM, IIPO 3pOCTAHHA piBHIB TpaHCaMiHa3 CHPOBATKH
KpOBi) IpH 3acTOCYBaHHi mo3u 40 M. S
V manieHTiB i3 BTOPHUHHOIO TilEPXOIECTEPUHEMIEI0, IO BHHHKIA BHACHiZIOK rimorupeo3y abo
He(POTHUHOTO CHHJPOMY, CIiJ IPOBECTH JIKYBAHHS OCHOBHOTO 3aXBOPIOBAHHSA MEPE] MOHATKOM
3aCTOCYBaHHS PO3yBaCTATHHY.

V micisipeecTpanifHoMy Nepiofl 3piika MOBITOMILIIM IPO netanpHi a60 HeNeTanbHi BUIAIKH
HediHKOBOI HEIOCTATHOCTI Y MALI€HTIB, SKi MpUAMAIN CTATHHH, Y TOMY ypci po3yBacTaTuH. SIKIo
Ha T JHKYBaHHS PpO3YBAaCTATHHOM DO3RMBAETHCS CEPHO3HE YPAKCHHA HNEYiHKH 3 KIIHIYHOIO
CHMIITOMATHKOIO Ta/aGo rimep6inipyGiHeMicio Ui MKOBTSHUIEIO, CIif HEraiHo IPUNAHATY TPHTonM
nperapary. SIKIIO iHIIi IPUYHHK He BHSBJIEHO, HE CJIiJl HOHOB/IIOBATH NiKyBaHHS PO3yBacTaTHHOM [
Paca o R
®apMaKoKiHETHYH] JOCIIIHKEHHS BKa3yIOTh Ha IIOCHIICHHS eKCIIO3HILIT y IIpeICTABHUKIB MOHTOJIOIHOT
pacH MOPIBHAHO 3 NPEACTaBHUKAMH eBponeoinHoi pacu. J14 TaKUX MAali€HTiB HeoOXifHa KOpeKiIid
[03yBaHHS po3yBacTaTHHy (auB. posaima «Croci6 3acTocyBaHHS T2 JO3WY, «[TpoTUmoxaszaHHsa» T&
«DapmaxokineTrKa»). J[71s1 mallieHTiB asifficbkol pach IOYaTkoBa 038 Pomasuky moBHHHA OyTH 5 MI!
[TiZRHUINEHA KOHIEHTPALIis po3yBacTaTHHy y IuIa3Mi KpoBi Gynia momideHa B a3ifiChKUX MaI[i€HTIB (IHE:
posainu «OcobIMBOCTI 3aCTOCYBaHHS» Ta «®apmakokineTukay). Ciiif B3STH 0 yBard 301IbIICHY
CHCTEMHY eKCIIO3MIIIO TIPH JIKYBaHHI MAIlieHTiB MOHTOMOITHOT pacH, Y AKUX TilepXoJieCTEPUHEMIS HE
KOHTPOJIIOETHCS aIeKBaTHO J03aMH 10 20 M. SN
Inzibimopu npomeasu : o e
[TiZBMIEHA CHCTEMHA EKCIIO3HIlif JO PO3yBacTaTHHY CIOCTepiranacs B ocif, [Ki-3acTOCOBYBATY
PO3yBaCTAaTHH CYNYTHBO 3 pisHMMH iHribiTopaMH MpOTeasu y noequanHi 3  puroHasipom. ‘Cuii
oGMipKyBaTH SIK KOPHCTB BiJl 3HHOKEHHS PiBHS JiMiJiB 33 JOTIOMOTOIO PO3YBAaCTATHHY Y Hali€HTIB 13
BIJI, ski OTpuMyIOTH iHTiGiTop:m NpoTeasH, TaK i MOXIIMBICTH [iBUIIECHHS KOHIEHTpallilf
pO3yBaCTATHHY y TUIa3Mi KPOBi Ha IOYATKy Teparii Ta IpH migBuImeHH] 103u PoMasuky y marieHTis;
AKi OTPUMYIOTH iHriGiTopy mpoTeasu. OxHOYACHE 3aCTOCYBAHHS IIpenapary 3 inribiropamu npoTeasu
HE PEKOMEHIYETRCS, AKIIO K033 PoMasuKy HE CKOPHIOBaHA (nuB. po3nimu «Crioci6 3acToCyBaHHS Ta
n03uy» Ta «B3aeMois 3 iHIIMME TiKapChKAMH 3ac00aMH Ta iHII BUIH B3aEMOJIiH»). '
Inmepcmuyitine 3ax60pI06ANHS Jle2eHb

[Ipo BHHATKOBI BHIAIKH iHTEPCTHIIAHOTO 3aXBOPIOBAHHS JICTCHB MOBIIOMJISNIM TIPH 3aCTOCYBaHHI
JesKMX CTATHHIB, OCOGIMBO IIPH TPUBAJIOMY JIKYBaHHI (JIB. PO3ALNT «ITo6iuni peakuii). ITpostBu
MOXYTh BKIIOUATH JHCIHOE, HENPOAYKTUBHUI Kauleb i MOripIIeHHs 3arajlbHOTO CTaHy (cnabxicTh.
SHIDKGHHS MACH Tina i rapsdka). SIKINO y TalieHTa MiZO3DIOEThCS iHTepCTHLliHE 3aXBOPIOBANS!
JleTeHb, JiKyBaHHs CTATHHAMH CJIi IPUITHHKUTH. '
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rilepriikeMifo Takoro piBHs, KolM HeoOXifHe HalexHe NiKyBaHHs AiaGery. Llio 3arposy, OHHAK,
TIEPEBHILY € 3HIDKEHHA PU3UKY CYTHHHUX MOPYIIEHb IPH 3aCTOCYBaHHI CTaTHHIB, i TOMy BOHA HE Ma€
6yTH HiJCTaBOIO IS IPUIMHCHHS Teparii cTaTHHAMH. 3a NalieHTaMu IPyIH PU3HKY (plBGHL LITFOKO3H
narme 5,6-6,0 Mmmons/n, IMT > 30 xr/m?, mnigBuImieHuii piBeHb TPHUITINEPHAIB, apTepianbHa
rimepTensis) ciij BCTAHOBUTH K KIiHiYHUI, Tak i GioXiMidHMH KOHTPOIb 3riIHO 3 HALiOHATBHUMH
HACTAHOBAMH. ' ‘

Sdx 1 momo immmx iHri6itopis I'MI-KoA-pemykrasu, IpH 3acTOCYBaHHi pO3yBacCTaTHHY
cocrepiranocs 3pocranHs HbAlc Ta piBHIB MIOKO3H y CHpOBAaTIli KpoBi. Y N€AKMX BHIaAKax Ui
IOKAa3HHKHA MOXYTh IEPEBUITYBATH TPAHMYHE 3HAYEHHA UL AiaTHOCTHKH I[yKpoBoro miaGety,
HacaMmIepe]l Y Malli€HTiB 3 BUCOKUM PH3UKOM PO3BUTKY HiabeTy.

V KIiHIYHEX JOCTiKEHHAX 6YII0 II0Ka3aHo, pO3yBacTaTHH AK MOHOTEPANis HE CIPHUYHMHSIE 3HIKEHHS
6230801 KOHIEHTpaLii KOPTH30JIy IUIa3MH KPOBi i He BIUIMBAE Ha pe3epB HAJHHPKOBHX _ga.gg:;;
HeoOxinHa oGepexHicTh Y pa3i O/[HOYACHOTO 3aCTOCYBAHHS PO3yBacTaTHHY Ta IHIMNX JTiKapCHKUX
3aco0iB, 3JaTHUX 3HIKYBATH piBHi a00 aKTHBHICTb CHJIOTECHHUX CTEPOITHMX I‘OpMOHlB Hanpnxna;:r
KETOKOHA30JIy, CIIiPOHOJIAaKTOHY Ta IUMETHAMHY. : SRR

Baoicki wikipui nobiuni peaxyii RRRESIC
Baxxi mkipui moGiumi peakmii, Bxmouarounm cmaapom CriBeHca-JXXKOHCOHa Ta iHDyKOBaHY
niKapchKAMH 3acobamu eo3unodinito 3 cuctemuumu cumnroMamu (DRESS-cunapom), ki MOXKyTE
3arpOXKYBATH XKUTTIO a60 IPHU3BECTU A0 JIETATBHOIO Pe3yJbTaTy IIPH 3aCTOCYBaHHI pO3yBaCTATHHY.
ITin wac mpu3HAYEHHS JIKApCHKOTO 3aco0y MalfieHTaM CJif MOBiIOMIIATH IIPO O3HAKH Ta CHMIITOMH
TSOKKMX IOKIpHHX PEakKilifi Ta peTenpHO CHOCTepiraTH 3a HUMH. SIKIMO 3°SBIAIOTBCSA O3HAKH Ta
CHMITOMH, L0 BKa3yIOTh Ha IO PeakIilo, ClIiJi HeraWHO IPUIIMHHUTH IIPUHAOM IIpemapaTy 'Té
PO3IISIHYTH albTepHATHBHE JiKyBaHHs. SIKINO y Malli€eHTa pO3BHHYJIACH TaKa CEpiHo3Ha peaxmis; sk
curzipoM CriBenca-J[’koHCOHA Ta iHOyKOBaHA JIKapCHKUMH 3aco6aMM €03MHOMINIA 3 CHCTEMHUMH
cumrroMamu (DRESS-cur/ipoM) JTiKyBaHHS IpenapaToM HeoOXiqHO HeraifHO IPUIUMHHTH i HIKOJIA HE
3aCTOCOBYBATH HOTO B ITOJAJIBIIOMY.

Mimu

Ominka JiHilHOTrO pocty (3picT), Macu Tina, IMT (iHmekcy mMacH Tina) Ta BTOPHHHUX XapaKTEPHUCTHK
craTeBoro no3pisanHs 3a TanHepoM y jmiteit BikoM Bix 10 mo 17 pokis, sKi mpuiiMann po3yBacTaTHH,
obMexxeHa mepiogom TpuBamicTio 1 pik. ITicns 52 THXHIB JOCTIIKyBaHOTO JIKYBaHHS XOIHOTO
BILIABY Ha picT, Macy Tina, IMT aGo crareBe [03piBaHHS BHSBICHO He Oyio (IHB. ‘PO3NiN
«q)apMaKOI[I/IHaMiKa») [[oc13i,u KITHIYHEX JOCIIIKEHb 3aCTOCYBAHHS MPEMApaTy MiTSM Ta MiZTiKam
obMexeHnii, i JoBroTprBaii eeKTH 3aCTOCYBaHHA po3yBacTaTHHY (> 1 pik) Ha craTeBe I[OSplBaHHﬂ
HEBiIOMI. ta
V KIiHIYHOMY HOCIIDKEHH] y JiTelf Ta MiUTTKIB, SKi MpUAMANTH pO3yBaCTATHH IPOTATOM 52 THXKHIH,
migeumerHs piag KK > 10 pasie sume BHM Ta cumoromMu 3 Goky M’s3iB micis isuunoro
HaBaHTAXXEHHA a00 IMiIBHINEHOI Pi3HYHOT AKTHBHOCTI CIIOCTEPIiraIuCs YacTille IIOPiBHIHO 3 TAKAMH Y
nopociux (nuB. po3ain «I1o6iuni peakuiin).

Henepenocumicme naxmosu
TTamieHTaM 3 TAKAMHM PiAKICHMMH CTaHAMH SK HEIEPEHOCHMICTh FaJIaKTO3H, NeMIluT JaKTasH JIanna
a60 MababcopOIIis TIIOKO3U-TaIakKTO3H He CJIiJl 3aCTOCOBYBATU JAaHHH Npernapar. :

3acmocyeanns y nepioo eazimuocmi abo 200y8anHs 2pyoor. cw et
PosyBactaTtun HpOTI/IHOKaBaHI/Iﬁ y nepio,z( BariTHocTi abo TOTYBAHHS IPY L0 TR
Kinkam PENPO/TYKTHBHOTO Ble CITi/I 3aCTOCOBYBATH HAJICXKHi 3aCO0M KOHTpAIEIIIii. :
OCKIIBKE XOJIECTEPHH Ta iHIII HpoaykTH GiOCHHTE3y XOJNeCTepHHY HEOOXiAHI Iy PO3BUTKY Imo}:[ﬁ
NOTEHIIHHUH pH3HK 1HI‘16yBaHH}I Mr KoA—pe,uyKTazn [IEPEBUINYE MOMXIIUBY KOPHCTH Bif
3aCTOCYBaHHS Npemnapary y Iepion BariTHocTi. JlaHi JOCHiMXEHB HA TBapHHAX IUONO:-LQKCHYHOTO
BIUTHBY Ha PENPONYKTHBHY (byHKuno 0oOMeXeHi. o LR

SIkmio BariTHiCTE HacTae y Mepio]] 3aCTOCYBaHHS JAaHOTO IIpemapary, ng
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OckinpKy iHIMiA TiKapceKuii 3aci® Oro Kaacy TPOHUKAE Y TPy AHE MOJIOKO JIIOHHH Ta Bpaxonyloqu,
1110 mr16rropu I'MI'-KoA- -PeMyKTa3u MOXYTh CHIPHIMHSATH cepuoam HebakaHi peakilii y HEMOBJIAT,
xKiHkaMm, sIKi moTpeGyIOTh JiKyBaHHS IperapatoM Pomasuk, ciifi peKOMEH/yBaTH YTPUMATHCS Bill
TOJLyBaHHS IPYy IO, JlaHuX W00 IPOHMKHEHHS Mpernapary y py/iHe MOJIOKO Y JIFOHY HeMae (JIMB.
posnin «IIpoTHIIOKa3aHH» ).

30amuicmy ennueamu HA WEUOKICMb peakyili npu KepyeaHi asmompancnopmom abo iHuwlumu
MeXanizMamu.

JIOCIiKEHHS 3 BU3HAYECHHs BIUIMBY PO3yBacTAaTHHY Ha 3/ATHICTh KEPYBaTH aBTOTPAHCIOPTOM abo
MPaIfOBATH 3 iHIIMMH MeXaHi3MaMK He IPOBOJIVIIH.

IIpy KepyBaHHI aBTOTPAHCIOPTOM abo iHIIMMH MeXaHi3Mamu HEOOXiNHO BPaXOBYBATH MOMKIIHBICTE
BHHMKHEHHS 3a[IaMOPOYEHHS y TIEPiof] JiKyBaHHS,
Cnoci6 3acmocyeanHa ma 003u.

Tepen moyaTkoM JiKyBaHHS NANiEHTY CJIiJ NPH3HAYUTH CTAHAAPTHY XOJIECTEPUHIHIKYBaIIBHY THETV,
AKol ciij ZIOTPUMYBATHCS TPOTATOM nikysanns. Jlo3y cuig mifgbupard iHIUBITYyalbHO, 3ATI€XHO Bil
METH Tepalii Ta e(eKTUBHOCTI JIiKyBaHHS, KePYIOUHCh JIOUUMH Y3TOIKEHIMH peKomeH,uamﬂMn
IlpenapaT MOXHA 3aCTOCOBYBATH y OyHb-SKHif 4ac JHS, HE3AIEKHO Bil HpHiHOMY xi. Ta6neTKy
KOBTAIOTh LILJIOIO, 3alIUBAIOYH BOJIOIO0. ;
Jlikysanns 2inepxonecmepunemii

PexkoMeH/I0BaHA TOYATKOBA JI03a CTAHOBUTH 5 Mr a6o 10 Mr epOpaIbHO 1 pa3 Ha KOOy IS MALiEHTIR;
SAKi BIEpIIE 3aCTOCOBYIOTH CTATHHH, a TAaKOX I NAI[€HTIB, AKAX ICPEBOIATH 3 HpHHOMy iHIIIX
irri6iTopis 'MI" KoA-pexyxrasu. ITpu migGopi 104aTkoBOI JO3U y KOKHOTO OKPEMOTO MAIiEHTa CITixR
BPaxOBYBaTH piBEHb XOJIeCTepUHy i pHSHK BHHHKHCHHS CEpPIEBO-CY/MHHUX yCKIAIHCHE v
MaiGyTHEOMY, & TAKOX HMOTECHLIHHUN PH3UK PO3BHTKY noGiuanx peaKLun SAxmo HeoOXimHO, NO3Y
MOKHA IOCTYIOBO 36iIbIIyBaTH, ane He paHilme Hix gepes 4 Twxui. Y 3B’SM3Ky 3 HiIBHIIEHOIO
4acTOTOI0 POIBUTKY OGIYHMX peakIliii mpy 3acTocyBaHHi 1031 40 MI IIOPiBHSHO 3 MEHIIUMH J103aMu
(nuB. posmin «IoGiumi peakmii») mATaHHS PO THTIPYBAHHA A0 MakCHMalbHOI fo3u 40 mr b
PO3TIANATH JIHINE CTOCOBHO IAIi€HTiB 3 THKKOK (HopMOIo FIHerOJICCTepHHeMll IpH BHCOKOMY
DUSHKY PO3SBHIKY CEpIIEBO-CY/MHHMX yCKIagHeHb (0coGNMBO y TalieHTiB i3 ciMerHoIO
rmepxonecrepHHeMleIo), y AKUX HE JIOCATHYTO 6aXXaHOTO pe3yJIbTaTy JIKyBaHHS IpH 3acrocyBaHH1
n03u 20 M Ta Ki 3HAXOAUTHUMYThCS Il PETyJAPHUM TOJANBIINM CHIOCTCPEKCHHAM (nus. posmn
«OcobmuBocTi 3acTocyBanusy). [Ipu npu3HadeHHi 1031 40 MI peKOMEHZIOBAHO HATTLAJL cnema.cha
Ipoghinaxmuxa cepyeso-cyOUHHUX 3aX6OPIOGAHL g
V Xozi JOCTi/PKEHHS 3HHXXEHHS PU3HMKY PO3BHUTKY CEpIIEBO- CYAMHHUX 3aXBOPIOBaHb npenamcw
3aCTOCOBYBaIH y 71031 20 Mr Ha 100y. \
3acmocysanns nayicumam Aimnb020 GiKy W
Jlis mamieHTiB BikoM Bix 70 pOKiB peKOMEHIOBAaHA IIOYATKOBA JI03a CTAHOBHUTE 5 ML (L[I/IB posmn
«OcobnmuBOCTI 3acrocyBaHHz»)

Hemae HeoOXigHOCTI B iHIIIH KOPEKIIii 1031 3aI€KHO Bijl BIKY.
Jlo3yeannsi 018 nayicumie i3 NOpYuleHHAM QYHKYIT HUPOK ' il
Hemae HeoOximHOCTI Y Kopexuu IO3K A7 MAlli€HTiB 3 MopylneHHsSM (yHKLIT HAPOK nerKoro Ta
n0M1pHoro CTyneHs TSHKKOCTI. Vi

Jlna manientiB i3 mopyImeHHSM (QyHKIIT HHEPOK MOMIpHOTO CTYIEHs TKKOCTI PEKOMEHIOBaHA
[IOYATKOBA 1032 CTAHOBHTH 5 MT (KIipeHce kpeatuHiny < 60 mi/xBununy). Jloza 40 Mr mpoTuroxasaHa
namieHTaM i3 TopylmeHHAM (yHKOii HMPOK ITOMIPHOTO CTYNEHS TAXKOCTI. Hpomnoxaéaﬁ‘q
3aCTOCYBAHHS PO3YBACTaTHHY y Oyab-AKill 1031 nauieHTaM i3 mopymesHaM QYHKIT HEPOK: TKKS! S
crynens (auB. po3ninu «IIpotunokasans» Ta « PapMakoKiHETHKaY). '
Hosyeanns ons nayienmie. 3 NOPYUWEHHAM PYHKYII neYinKy

V naumieHTiB 3 TOKasHMKOM 7 abo Hmxkue 3a mKaioo Yaitnma-II’'o CHCTEMHA €KCIO3HIIA
po3yBacTaTWHY He HOcHIIoeThes. OnmHak cn00Tep1ranocx TIOCHJICHHS  €KCIIO3 quﬂ%gaulemm 3
Hoxa3HUKOM 8 a6o 9 3a mkanoro Yaiinna-ITo (quB. po3ain « DapMakoKiHETHEAHN Y Ak i'ramel{'rlrs
CHiJi PpO3IJIAHYTH [HUTAHHA [po OOCTeXEeHHS OGYHKIII HHPOK (,[[HBE" D03 SOITo maocn




9 3a mxanomo Yaitnna-IT'to. Po3yBacTaTHH IPOTHIIOKA3aHUH IAIli€HTaM i3 3aXBOPIOBAHHAMY TEHUiHK
B aKTHBHI# cTaii. :

Paca

TlocHIEeHHS CHCTEMHOI eKCIO3HIiI CIIOCTEPIraioch y MAIli€eHTiB MOHIOJOIAHOI PacH. I[Jm TaKWx
NAIi€HTIB PeKOMEHJIOBaHA [IOYATKOBAa 1032 CTAHOBHTH S MT' (IMB. PO3AiNHA «Hpomnoxasanna»
«Oco6IMBOCTi 3acTocyBaHHM» Ta «DapMaKOKiHETHKAY).

IIpenapar y 103i 40 Mr TakUM NalieHTaM IPOTHIIOKA3aHUH.

TI'enemuunuti nonimopgism

[leBHi THOH TEHETHYHOrO NONIMOP(DI3MYy MOXYTh IPU3BOJIATA  JIO TiJ[BUIEHHS eKCIO3UIIiT
posyBacTaTuHy (muB. po3ain «Papmaxokinernkay). IlanienTam i3 BioMOIO HasBHICTIO TAKHX THTIB
roiMopdisMy peKOMEHIY€ETHCS 3aCTOCOBYBATH MEHIIT J1000BY 103y PO3YBOCTaTHHY.

Mo3yeanns o nayicnm:‘s 31 exuibHicmio 00 po3eUmMKY mionamii

JUnst maiieHTiB 3i CXWIBHICTIO O PO3BUTKY MiOmaTii peKOMCHJOBaHA IIOYATKOBA 1033 NPENapary
CTaHOBHTH 5 Mr. TakuM mamienTaM no3a 40 Mr mpoTumokasana (aus. po3zin «[IpoTumokasanHs»).
Cynymue 3acmocy8ants

PosyBaCTaTnH € cy6crpaT0M pisHux TpaucmoptHEX GinkiB (Hanpuknan OATP1B1 ta BCRP). Pusuk
Miomnatii (y TOMY 4HCH paGmoMioisy) 3pOCTac TPH CyNyTHBOMY 3aCTocyBaHH1 PO3YyBACTAaTHHY .3
TIEBHAMH JIKAPCHKUMH 3aC06aMH, 110 MOXYTh I ABHIYBATH KOHIEHTPAIIIO PO3yBACTATHHY Y IUIa3Mi
KpOBi BHACITIZOK B3a€MOJil 3 IMMH TPaHCTIOPTHUMHU Ginkamu (HaUpUKIaN IUKIOCIOPHHOM Ta
IIEBHUMU iHTiGiTOpamMu MpoTeasn, y TOMy quci KoMOiHALissMM pUTOHAaBIpY 3 aTa3aHaBipoM,
nominaBipoM Ta/abo THmpaHasipom; auB. po3gimk «OcobmuBocTi 3aCTOCYBAHH i «B3aemoris:8
{HImMMY TiKapchKHME 3aco6aMM Ta iHIMi BEAM B3aeMOAii»). ¥ pasi MOXCTHBOCTI CIifi PO3IVLIHYTH
3aCTOCYBAHHS ATHTEPHATUBHUX JIKApCHKHX 3acobiB Ta, y pasi HEOOXiAHOCTI, THMYACOBO nepepBaTy
Tepamio mpemapatoM Pomasuk. SIKmo CymyTHROTO 3aCTOCYBaHHS IHX HlKapCBKPIX 3acobiB 13
PO3yBaCTATHHOM YHHKHYTH HEMOXIIIEBO, CITiJi PETENILHO 3BXKUTH KOPHCTH T4 PH3HK Bil CYIyTHBOTO
3aCTOCYBaHHS Ta BiJNOBITHAM YHHOM BuucoperyBam no3y mpemapary Pomasuk (OHB. ‘PO3AiN
«B3aeMoiis 3 iHIIIME JiKapCHKAMY 3acO0aMH Ta iHII BUIU B3aEMOJIINN ).

Himu.

3acToCcyBaHHS IIpenapary JiTsIM Mae TPOBOIHTH JIIIeE CIIEIlialIiCT.
3acTOCOBYBATH AiTSAM Ta IijuriTkaM BikoM Bix 10 o 17 pokiB (xmomumku Ha cTanii po3BuTKy I Ta Bnmé
3a TaHHEpOM Ta JiBYara, B AKAX MEHCTpyalil IoYaincs moHaliiMerme 1 pik ToMmy). ‘ :
3puualiHa MOYATKOBAa 100OBAa 1033 s JiTed Ta MiAMTKIB i3 IeTepo3UrOTHOI CiMeHHOW
TilepXoJIeCTEPUHEMIEI0 CTAHOBHUTE 5 MI Ha 100y. HpenapaT Wihit npnnMam HEePOPAIBHO B 034X B
5wmr go 20 Mr 1 pa3 ma noby. l'Il,uBnmyBam 703y CIiI BiJIOBiAHO OO 1Hnn31z[yam>1{01 Biamosini
OUTHHH Ha meBaHH;I Ta MEPeHOCUMOCTI TIpernapaTy, JOTPUMYIOIHCh peKOMeHIIaIIH/I 111 (i (V] JIleBaHHSI
aiTei (sz p03111n «OcobnuBocTi 3acTocyBaHHA»). Ilepen movyaTkoM Tepann pOByBaCTaTPIHOM THTSIM
Ta MiATTKaM CIifJ NPU3HATHTH CTaHAAPTHY r1noxonec1"epHHeMvmy JieTy, Kol TamieHTH Maroth
JOTPHMYBATHC i IPOTATOM JIiKyBaHHs. Besneky Ta edheKTHBHICTS Tikapchkoro 3acoly y xo3ax Oirbme
20 Mr y 1i#t mormytAnii He JOCTiHKYBaH. :
Ta6meTku mo 40 Mr He 3aCTOCOBYBATHU HITAM.

Mimu eixom 0o 10 pome

Jocsin J'IIKYBaHHH niteit Bikom g0 10 pokiB oOMexeHHMH 3aCTOCYBaHHAM npemapary y HEBEJ KT
KijieKocCTi MamieHTiB (BikoM Bin 8 0 10 pokiB) i3 FOMO3UTOTHOIO CIMEHHOIO IilEpXOTECTEPUHEMIEIO.
TaxuM 4MHOM, IipenapaT PoMasuk He peKOMEHIY€EThCS 3aCTOCOBYBATH JiTAM BikoM 1010 poKiB. O

o6 ”

-

Ilepedosysanna.
Hemae crenudiuHoro JiKyBaHHS y BHMAAKy Iepefo3yBaHHs. IIpu Iepeno3yBaHHi CliJi IPOBOAUTH
CUMIITOMaTH4IHE JIiKyBaHH;I nauieHTa a TaKox Hiz[TpHMyIOqi 3axofM IpU HEOOXiHOCTI. C'Jiiﬂ

IIo6iuni peaxuyii.
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TMo6iuni peakii, mo cn00Tep1raJmc;1 npn 3acrocyBaHH1 po3yBacTaTHHY, OyH 3a3BUYai nerkamu. Y
xomi JociimkeHs Menine 4 % IalienTiB, sKi 3aCTOCOBYBalM PO3yBaCcTaTHH, IPHIMHUIIA JIIKYBaHHSI 3
IPUYMHYA BUHUKHEHHS [TOOIYHHX peaKmi.

HeGaxani peaKuu xiacuikoBani 3a wacToToro Ta cucreMHo-opranauME Kiacamu (COK). Hacrorn
no6iyHux peakiiii knacuPiKoBaHO TAKUM YHHOM:

gacto (Big > 1/100 o < 1/10); U
HegacTo (8ig > 1/1000 no < 1/100);

piaxo (Bix > 1/10000 mo < 1/1000);

nyxe pinko (< 1/10000);

HEeBiZIOMO (HEMOX/IKBO BCTAHOBUTH 33 iCHYIOUHMH JaHUMH).

3 6oky kposi ma nimgpamuunol cucmemu

Pidko: TpOMGOITUTOIIEHIS.

3 6oky imyHnoi cucmemu

Pidko: peaknii Tinepdy TIMBOCTI, BKIIOYAIOUM aHTIOHEBPOTUYHHMIH HaOpsK.

3 6oxy enOoKkpuHHOI cucmemu

Yacmo: uwykpoBuil aiaGer (qaCTOTa 3aJI€)KHUTh BiZl HASBHOCTI (baK'ropm pu3uKy (piBEHb IFOKO3H HATIIE
> 5.6 mvons/n, IMT > 30 kr/m?, mizBuineni piBHI TpUrIiuepuiiB, aprepianbHa TiMEPTEH3it B
aHaMHe31).

Icuxiuni poznaou

Yacmoma Hegidoma: NEIPeECis.

3 6oxy nepsosoi cucmemu

Yacmo. TOIOBHUH 6iIb, 3aMaMOPOHCHHS.
Jlyorce pidko. moNiHEBPOIATis, BTpaTa aM’ ATi. :
Yacmoma Hesidoma: Tepedepruyuna Helpomaris, po3iagd cHy (y ToMy 4ucii Ge3COHHS Ta HigHi
KOIIIMapH).

3 6oky opaanie OuxanHs, 2pyOHOI KIimKY ma cepe0O0CmIiNHs.

Yacmoma Hegiooma. Kallleib, 3aAINKa.

3 60Ky WYHKOBO-KUUKOBO20 MPAKMY

Yacmo: 3amop, Hy10Ta, abnoMiHaIbHAH OLIb.

Pioko: nankpearTwur.

Yacmoma negiooma: niapes.

3 boxy eenamobiniapnoi cucmemu

Pioxo: NiABUIIEHHS PiBHS IEYiHKOBUX TpaHCaMiHa3,

yoice pioxo: XKOBTSIHUII, TEIATHUT,

3 6oky wkipu ma niowKipHoi KIimKosunu

Hevacmo: cBepOik, BUCHIIAaHHS 1 KPOIIMB’ THKA.

Yacmoma negidoma: curpoM CriBenca-J[KOHCOHA, iHIlyKOBaHa JIIKapCHKIMH 3ac00aMu €03MHO(LITis
3 cucteMEuMH cumaromamu (DRESS-cunapom).

3 6oky ckenemHoi MYCKYIQMYpPU MAa CROAYYHOT MKAHUHU

Yacmo: Mianris.

Pioxo: miomaTis (BKIIOYAIOYH Mio3HT) i paGIoMioi3, BOBYaKO-IOJiOHMH CHHAPOM, PO3PHUB M S3iB.
Myorce pioko: apTpanris.

Yacmoma Hegidoma: TOPYHMIEHHS 3 OOKy CyXOXWIb, IHKOMM YCKIAQAHEHI pPO3pHBAaMH,
iMyHOOMOCEpEKOBaHA HEKPOTH3YIOYa MiOTIaTisl, MiaCTEHis Ipasic.

3 6oky Hupok ma ce4o8uUOiNbHOT cucmeMu
Jyorce pioxo: remMarypis.

3 6oky penpodykmugHoi cucmemu ma MONOYHUX 347103

Hyace pioko: TiHEKOMAcCTis.

Ilopywenns 3a2anbHo20 CIMAKy ma no8 a3aHi 3i cnocobom 3aCmocy6anHs npenapamy

Yacmo: acTeHis.

Yacmoma Hegidoma: HabPSK.

3 boky opzanie 30py

YacToTa HEBigoMa: ouHa MiacTeHid.

Toan




e

Sk i mpm 3acTocyBanHi iHmmx imri6itopis I'MI" KoA-pemykTasu, 4acToTa BUHHKHCHHS o6ivYHUX
Ppeaxiliii 3aJIeXHTE BiJ IO3H IIpenapary.

Brnus na nupxu

V TIaIienTiB, AKi OTPHMYBATH JTIKYBaHHS PO3yBacTaTHHOM, CIIOCTepiranacs HpOTEiHypis (BHSBICHA i3
3aCTOCYBaHHSIM TECT-CMY>KOK), 3a3BHUail KAHATBIIEBOTO IIOXOKEHH. 3MiHy KinbKkocTi Ginka cedi, Bix
BifcyTHOCTI abo cifiB 6inka go ++ abo Gimemme, coctepirami y <1 % MauicHTiB y IeBHI MOMEHTH
yacy IpoTsrom JiKyBaHHf y jgosax 10mr i 20Mr, a Takox npubmasHo y 3 % mHalieHTiB, AKi
otpumyBanu xo3y 40 wr. Ilpm 3acTocyBaHHi mpemapaTy y 703i 20 Mr criocTepiranocs He3HauHe
3GinBIIeHHS KUIBKOCTI 6inka, Bix BimcyrHocTi aGo crmimis Ginmka xo +. YV Ginsmocti BANAAKiB
IpoTeiHypis 3HIKYBalach ab0 3HHKana CIOHTAHHO IIPH NpOJOBXeHH] Tepamii, a Takox He Oyna
IIPOrHO3yIounM (HaKTOPOM BHHUKHEHHS FOCTPOTro a0 MPOrpecyrodoro 3aXBOPIOBAHH HUPOK.
TToBinoMISIK IIPO BHIIAKY FeMAaTypil; 38 JAHHMUM JOCI/DKEHb 9acToTa iX Maa.

Bnnue Ha cxenemui m’a3u . ,
TToBiZOMJISIIM TIPO BILTHB HA CKENETHI M’SI3M: MiaiTiio, MiONaTio (BKIIOYa0ouH MiO3HT) i piIKo — PO
pabaoMioNnis y maiieHTiB, SKi OTPUMYBAIH JIIKyBaHHS PO3YRAaCTATHHOM Y Oynb-sKiit 1031, 0COOIHBO —
y no3ax Bume 20 mr. S
Jlozo3anexue 3pocranns pisuiB KK cmocrepirami y Naii€eHTiB, siki 3aCTOCOBYBalH pO3yBacTaTUH;
GiTBIICTE BUNAAKIB Oy JIETKMMH, ACHMITOMATHIHHMH i TPaH3UTOPHMMH. SIKIIO pieHi KK
migBHLIYIOTECs (Ginblne HDK y S5 pasiB IOPIBHAHO 3 BEPXHBOIO MENKEIO HOPMH), JIKyBaHHSI CHif
IPHNUHATE (AUB. po3in « OCOGIMBOCTI 3aCTOCY BAHHSY). : TR T
Bnnue na newinky T
SIx i npu 3acTocysanHi iHmuX inriGiTopis 'MI" KoA-pemykrasu, 10303a1€KHe 3pOCTaHH AKTHBHOCTI
TpaHCaMiHa3 CIIOCTEpirand y HEBEMMKOi KibKOCTI MaIi€HTiB, sAKi 3aCTOCOBYBAJIM DPO3YyBaCTaTHH,
GiBIIICTS BUIAAKIB OyiIM JETKAMH, ACHMITOMATHIHMMHA 1 TPaH3UTOPHHUMH. [Ipu 3acTocyBaHEHI
pO3yBacTATHHY TAKOX BiJ3HAYaIocs IinBHINEHHS piBHiB HbAlc.

Ha 1u1i 3acTOCYBaHHS JESKUX CTATHHIB BiI3HAJaIHCs Taki HeGakaHi sBHIIA:

posnaj crareBoi QyHKIIT; ="
OKpeMi BHITQJIKH iHTEpPCTHILia)IbHOI XBOPOOH JIET€Hdb, OCOOIMBO MPH TPHUBATIOMY 3aCTOCYyBaHHi (IUB.
po3ai1 «OcoGIMBOCT] 3aCTOCY BAHHY ). R
UacToTa MOBiZOMIICHS IIPO paGIoMiodis, cepiio3Hi mopyeHHs 3 60Ky HEPOK Ta HeYiHKK (mepeBakHO
ITiIBUINEHHS AKTHBHOCTI IE4iHKOBMX TpaHcaMiHa3) Giblia IIpH 3aCTOCY BAHHI IIperapary B no3t 40 wMr:
V mporeci micnspeecTpaniifHoro 3acTocyBaHHs npenapary Pomasuk inenTH(iKOBaHO TaKy HEOaMKaHy
peakmilo SK JeTanbHa Ta HEJeTAIbHA NEYiHKOBA HENOCTATHICTB. OCKIBKH TpO IO PeaKiito
[IOBLIOMISUIH CTIOHTAHHO i3 TIOMYJILi HEBH3HAUEHO! KilBKOCT], HEMOXIIMBO TOCTOBIiPHO OHiHHTH if
4acToTy aG0 BCTAHOBUTH HABHICTh IPHINHHO-HACIIIKOBOTO 3B’S3KY i3 3aCTOCYBaHHAM MpeNapary.
3pigka y micispeecTpauifiHoMy mnepiofi MOBIIOMISUIM IPO MOPYIICHHS KOTHITUBHMX (YHKIIi
(HAIpHKJIaJ TOTipIIeHHs Ham’sTi, 3a0yApKyBaTiCTh, aMHE3is, MOTipIICHHS maM’sdTi, CIUIYTaHiCTh
CBiOMOCTI), IO AacOIIIOIOTBCA i3 3acToCyBaHHAM cTaTHHIiB. IIpo Taki KOTHITHBHL IIpoOsieMH
TOBiIOMISUIA ¥ 3B’S13Ky 3 yciMa cTaTuHaMu. SIBHINA, PO sKi HNEThCS y NOBIZOMICHHSAX, 3a3BHYai
MAIOTh JIETKHil XapakTep i MHUHAIOTH Micis BiAMIHM CTATHHIB, a TAKOX MAIOTh Pi3HHIl Yac [0 HOABY
CHMITTOMIB (Bix 1 JHS 10 POKiB) T I0 3HUKHEHHS CHMIITOMIB (Me/liaHa — 3 THKHI). !

,ZZimu . T
TlinBuIneHHs piBHS KpeaTHHKiHasu > 10 pasie Bume BMH Tta cummromu 3 GoOKy V3B HidH
hisuumoro HapaHTakeHHs ab6o migBHmeHoi Gi3WYHOI aKTHBHOCTI crocTepiramucs dacTimie! Y
52-THKHEBOMY KIIHIYHOMY JIOCTI/KEHHI 3 y4acTio [iTell Ta mifUIiTKiB OPIiBHAHO 3 JOPOCTUMHK (s
po3in «Ocobmusocti 3actocyBanusy). [Ipore mpodine Gesnexu po3yBacTaTUHY y-AiTeli Ta TIUTITKIB
OyB OAIOHUM J0 TaKOro y JOPOCIHX. -

Tepmin npudammuocmi. 2 pOKH.
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YnakoBka.

ITy1st o3yBanHs S Mr, 10 mr, 20 Mr

Tlo 10 tabneTok y GricTepi, no 3 GricTepH y KapTOHHilH KopoOwi.
Tlo 15 Ta6ieTox y GuicTepi; mo 2 6aicTepH y KapToHHiH KopoOii.

st nosyBasaus 40 MT

Ilo 10 Tabnetok y 6micTepi, 1o 3 GuictepH y KapToHHi# kopo6ui.
Kareropin Bigmycky. 3a pelienToMm.

Bupo0uuk.
®apmanepTianuii 3asox «Ilonsdapma» C. A, Tonbma/
Pharmaceutical Works «Polpharma» S. A., Poland.

MiciesHAX0/PKeHHsI BHPOGHHKA Ta fioro agpeca MicliA IPOBAIKEHHS AisILHOCTI.
By Hensmmmnscka 19, 83-200, Craporapa I'narecky, TTonsma/
19, Pelplinska Str., 83-200 Starogard Gdanski, Poland.

JlaTa ocTaHHBOTO meperJsry. 25.12.2025.
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