Ckian

Oitova peuosuHa: lercanidipine;

1 TabreTka, BKpUTa IIJIiIBKOBOIO 000JIOHKOIO, MiCTUTh JIepKaHiAuIiHy rimpoxnopuny 10
MT, 110 €eKBiBaJIeHTHO JiepKaHiguminy 9,4 mr;

OONOMINCHI peuoB8uHU: TaKTO3U MOHOTIApAaT, [eJIl0jIo3a MiKPpOKpUCTaJlidyHa, HaTpilo
KpoxMmanbriikonaT (tun A), moBimon K30, marHito cteapat, 000JI0HKa: TOTOBa CyMilll
IJIs1 IIJTIBKOBOTO IIOKPHUTTS, OO CKJIAAy SKOl BXOOSATh: TilIpoMesio3a, TajlbK, TUTaHy
miokcupn (E 171), monmieTuneHriaikony, 3aixi3a okcun (E 172).

JIikapcbKa ¢opMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OcCHOBHI (pi3uko-ximMiuHi 81acmu8ocmi: JKOBTi KPYTJIi OBOONYKJIi TaOJIeTKM, BKPUTI
IIJIIBKOBOIO 000JIOHKOIO, 3 PUCKOIO [JIs MOMiTy 3 ogHOro 00KYy. Pucka gns mominy
Mpu3HadeHa JIUIle OJIS Po3JilaMyBaHHS 3 METOIO ITOJIETIIEeHHS KOBTaHHS TaOlIeTKH,
BOHA He ITpH3HaYeHa s IMoainy TableTKy Ha PiBHI Jo3u.

@apMaKOTepaneBanHa rpyiia

CeJleKTHBHI aHTAroHiCTU KaJbllil0 3 OCHOBHOIO [i€l0 Ha cyquHu. [loxigHil
purigpomnipuauny. Kog ATX C08C A1l3.

®dapMaKoJI0riuHi BJ1acCTUBOCTI

dapmakoduHamika.

MexaHi3M mil

JlepKaHIiOUIIiH - IIe aHTaroHiCT KaJbIlil0 OUTiOPONipUONHOBOI IPYNIH, 1[0 IPUTHIYYE
TpaHCMeMOpaHHUY MPUIIIUB KalbIlilo y KJIITUHYU Ceplisd Ta I'JlafeHbKUX M I3iB.
MexaHi3M H0Oro aHTUTIIEePTEH3UBHOI il 3yMOBJIEHUY NPSIMOI0 PETAaKCYI0YO0I0 €0 Ha
riIafKi M’'si3W CyOUH, BHACJIIOOK YOr0 3HUXKYETHCA 3arajJbHUN ITepu@epudHu OImip.

dapMakoouHaMiuHi edbekTu

He3Baxkaouu Ha KOPOTKUY IIepiof HalliBBUBEOEHHS JIEPKaHiOUIIIHY, BiH Ma€
IIPOJIOHTOBaHy aHTUTINIEPTEH3UBHY Oil0 3a PaXyHOK BUCOKOT0 KoedillieHTa
MeMOpPaHHOT'0 PO3MOMiny i mo36aBIeHuN HeraTUBHOI iHOTPOMHOI Iil 3aBOSIKHU MOT0
BUCOKIU CYOQUHHIN CcesiIeKTUBHOCTI. OCKIJIbLKY Ba3ogusaTalis, CIpu4YnHeHa



JIePKaHIOUIiHY TigpoxIopuaoM, BimOyBa€ThCs IIOCTYIIOBO, TO TOCTPA TilIOTEH3is 3
pedIeKTOPHOI TaXiKapai€o y XBOPUX Ha apTepialbHy TillepTeH3il0 CIOCTEPIiraeTbCs
pigko.

Ak i B iHIIMX acuMeTpuYHUX 1,4-OUTiOPOIiPUANHIB, aHTUTiIEePTEH3UBHA Ois
JIepKaHiAuIIiHy 3yMOBJIEHA I'OJIOBHUM YMHOM HOT0 (S)-eHaHTioOMepOM.

Kriniuna ebeKTHBHICTh Ta 6e3meKa

KninigyHa edekTuBHIiCTh i Oe3neKa nepkaHiguminy B go3i Big 10 go 20 Mr ouH pa3 Ha
noOy Oyia olliHeHa ITiZl Yac IIOABIMHO CIIinmuX mnianebo-KOHTPOIbOBAaHUX KITIHIYHUX
mocaigXkeHb (3a ydacTio 1200 mailieHTiB, Ki oTpuMYyBaiu jJepKaHigumoid, i 603
MAITiEHTIB, SKi NpUMMainu maaiedo) i B XoOi JOBroCTPOKOBUX HEKOHTPOIbOBAHUX
KJIIHIYHUX OOCIiAXKEeHb 3 aKTUBHUM IIperapaToM MOPIBHAHHSA 3a y4acTio 3676
Halli€eHTiB, AKi CTpaxKOalOTh Ha apTepiaibHy TillepTeH3iio.

BinpuricTe KIiHIYHUX OOCTiAXKeHb OyIU IPOBEMEeH] 3a y4acTIO IMMalliEHTIB 3
eCeHLiaJIbHOIO IilepTeH3i€r0 Bif JIETKOI'0 10 CePEenHbOI0 CTYyIIeHA TAXKKOCTIL
(BKJTIOYAIOYU MAlIliEHTIB JIITHLOTO BiKy Ta IAIliEHTIB 3 I[yKPOBUM fiabeToM), SIKi
OTPUMYBAJIU JIePKaHIOUIIIH y BUTISAi MOHOTepaIril abo y koMmbiHa1iil 3 iHribiTopamMu
ATI®, miypeTtukamu abo 6eTa-6710KaTOpaMu.

Y DOnOBHEHHS OO0 KIIIHIYHUX OOCIIiAXKEHb, IIPOBEeNEHUX I HiATBepOXKEeHH
TepaleBTUYHUX M0Ka3aHb, OyJIO IIPOBENEHO 111e OfiHe HeBeJIMKe HEKOHTPOJIbOBaHe, ajle
paHIOOMi30BaHe OOCIIOXKEHHS 3 y4acCTIO HalliEHTIB 3 TSIXKKHUM CTyIeHeM rinepTeHsil
(cepenHe 3HaYeHHS *+ CTaHOapTHE BiOXWIIEHHS OiaCTOIIYHOIO THUCKY KPOBi CTAHOBUIIO
114,5 = 3,7 MM PT. cT.). ¥ X0l IbOTO OOCHIAXKEHHS apTepialbHUUN THUCK
HopMastidyBaBcsa y 40 % 3 25 nalieHTiB IIpU 3aCTOCYBaHHI 03U JIEpKaHIOAUIIIHY
rigpoxnopuny 20 Mr 1 pa3 Ha mo06y i y 56 % 3 25 mallieHTiB IIpuU 3aCTOCyBaHHi 2 pa3u
Ha moOy 10 Mr nmepkaHiguniny rimpoxiopuny. Y moOBiiHOMY CIIiToMy
PaHOOMi30BaHOMY KOHTPOJIBOBAHOMY OOCIIIAXKEHH] Y Malll€HTIB i3 CUCTOJIIYHOIO
rinepTeH3i€l0 NepKaHiguIiny TigpoxiIopun epeKTUBHO 3HNKYBaB CUCTOJIIYHUN
apTepianbHUM TUCK Bifl cepegHbOro 3HaueHHs 172,6 £ 5,6 MM pT. CT. 4O 3HAaYEHHSA
140,2 = 8,7 MM pPT. CT.

[TegiaTpu4yHa rpymna mnali€HTiB

KitiHiuHi fOCTiAXKEHHSA 3a y4acCTIO OiTed He IIPOBOOUIIUCS.

dapmakoKiHemukda.

AGcopbiiist



JlepKaHIOUIIIHY TigpPOXJI0OPU IIOBHICTIO BCMOKTYETHCS IIiCJISA IIePOPaIbHOTO
3actocyBaHHA 10-20 Mr, a MakCHMaJibHa KOHIIEHTpAaLlid y IIJIa3Mi KpPOBi, sIKa
ctaHoBuTh 3,30 Hr/™Mn * 2,09 cTaHOapTHOTO BigxujieHHsd Ta 7,66 Hr/Mia + 5,90
CTaHOAPTHOTO BiOXMIEHHS BiAMNOBIOHO, mocAraeTbcsa yepel 1,5-3 roguHu micis
IpUKUOMY.

I[IBa eHaHTiOMepHU IEPKaHIOUITIHY IEMOHCTPYIOTh CX0XKHUK NPOdisib KOHIIEHTPAIlil Y
IJ1a3Mi KpPOBi: 4ac JOCATHEHHS MaKCHUMaJlbHOl KOHIIEHTpalIlil y Ij1a3Mi KpPOBi €
OJHaKOBMM, MaKCuMaJibHa KOHIleHTpallis y rnaa3mi ta AUC y cepegaroMy B 1,2 pa3a
BHUIIlEe V (S)-eHaHTiOMepa, a Iepioq HalliBBUBEOEHHS JBOX €HaHTiOMepPiB B OCHOBHOMY
OOHAKOBHUM. B3aeMoIniepeTBOPEHHSI €HaHTiOMEpPiB y OOCIiAXKEHHSX in Vivo He
CIIOCTepirasnaocs.

BHacmigmok BuCOKOro MeTabos1i3My Ipu IepIIoMy IIPoXoaKeHHi abcomoTHa
0i0OCTYIIHICTh JTIEPKaHIIUNIIHY TiOPOXJIOPUAY, TIPUNHSITOrO IalliEHTOM ITiC/s 1oH,
CcTaHOBUTH NMpubIu3Ho 10 %, mpu 11bOMY BOHA 3MEHIIIyBajlach A0 1/3 bOT'O 3HAYEHHSI,
SIKIIIO TIpelapaT 3aCTOCOBYBAJId 3[0POBi HOOPOBOJIBLIII HATIIIE.

BiogocTynHICTh NepKaHigUIIiHY TiAPOXJIOPUAY IIiCJId IIepOopPaaIbHOI0 MIPUUOMY
30imbIIyETHCSA B 4 pa3u, SIKIIO MOTro IpUMMaTH He ITi3Hile K 4yepe3 2 TOOUHU MHicis
BXKMBaHHS Ay2Ke XKUPHOI 1Ki, TOMY JIEPKaHIOUIIIHY TiAPOXJIOPUAY CIif IpuiMaTH
nepen NpuMoOMOM 1Xi.

Pos3nonin
Posmopin 3 nyma3Mu y TKAHUHU Ta OPTaHU € MIBUAKUM Ta OOUIUPHUM.

CTyninb 3B’s13yBaHHS JIEpKaHIOUNiHY 3 OinKaMu cupoBaTKM KpoBi nepeBuilye 98 %.
OcCKinbKyM BMICT OiNKiB mIa3Mu y HAIi€HTIB 3 TAXKKHUM CTyIIeHEeM IOPYIIeHHS QyHKIIi1
HUPOK ab0 MmediHKU 3MEeHIIIeHUH, TO BilbHA Ppakilisi JIikapCchKOro 3acoby Moxke OyTu
30inblIeHa.

BioTpaHcdopmMmaliisa

JlepkaHIiguMIiHy rigpoxaopun akTUBHO MeTabonidyeTbesi hepmerHToM CYP3A4;
He3MiHeHUU IpenapaT y cedi Ta KaJli He BUABJISAEThCA. BiH mepeTBOPIOETHCS T'OJIOBHUM
YHUHOM Yy HeaKTUBHiI MeTabotiTu, i 61u3bK0 50 % mpUMHSATOL 403U BUBOOUTHCS 3
OpraHiaMy 3 ceuer.

ExcnepumMmenTH in vitro 3 JJI0OOCHKUMHU MIKPOCOMaMU IIEYiHKU IIPOLEMOHCTPYBaIH, 110
nepkaHigumiH geino npurHiuye CYP3A4 ta CYP2D6 nipu KoHueHTpaniax y 160 140
pasiB BiIMOBigHO BUIIXX, HiXK MOT0 MiKOBi KOHIIeHTPAallil y mya3Mi KpoBi, sKi
OOCATal0ThCSA MicNg 3acTocyBaHHS 03U 20 Mr. KpiM 11bOoro, BUBYEHHS B3a€EMOIil y
JIIOAEeU JOBeJio, 10 JIepKaHIouIliH He MOau(diKy€e piBeHb Mija301aMy, TUIIOBOTO



cyoctpaty CYP3A4, y mna3Mi KpoBi abo meTonposiony, TumoBoro cyocrpary CYP2DG6;
TAaKKWM YKMHOM, IIPY 3aCTOCYBaHHI JIEPKaHIOUIIIHY TIAPOXJIOPUAY V TepaleBTUYHUX
mo3ax nNpurHiuyeHHs 6ioTpaHcdopmMaliii mpenaparis, 110 MeTtabomnisyoTbest CYP3A4 a6o
CYP2D6, ouikyBaTu He CIIif.

EmiMmiganisa
Eniminarisa BigOyBa€eTbCSI TOJTOBHUM YHMHOM 4Yepe3 OioTpaHcdopMalrio.

CepepnHili Yac TepMiHaAJIBHOI eJTiMiHaIlll, 3a po3paXyHKaMu, CTaHOBUTH 8-10 rogus;
yepe3 BUCOKY CIIOPimHEHICTh 3 JmimgHuMu MeMOpaHaMu TepalleBTUYHA aKTUBHICTD
TpuBae€ 24 roauH. [1icjig MOBTOPHOTO 3aCTOCYBaHHS KyMYJIsllil He CIIOCTepiranocs.

JIiHiMHICTH/HEeTiIHINHICTD

[Tpu nepopanbHOMY 3aCTOCYBaHHI JIEpKaHIOUIIIHY TigpOXJIOPUAY MOr0 KOHIIeHTpalisd y
I1J1a3Mi KpPOBi He € IPSAMO IIPOIOPILIINHOI 00 IPUUHATOL A03U (HeJliHiliHa KiHeTHUKa).
[Ticnsa npuriomy 10, 20 i 40 Mr MmakcuMasbHI KOHIIEHTpAaLil y mj1a3Mi KpPOBi, SKi
CIIOCTepirasjaucs, Majid CIiBBigHOIIEeHHA 1:3:8, a oIl Oig KpUBUMHU 3aJ/IeKHOCTI
KOHIIeHTpallil Bif Yacy y mjia3Mi Manu cruiBBigHomeHHs 1:4:18, 10 BKa3ye Ha
IMOCTYIIOBE HaCU4YeHHS MeTab0JIi3aMy IIPU IePIIOMY IIPOXOAXKeHHi. TaKuM 4uHOM,
06iomoCTyITHICTh 30iNMbIIYETHCS 3 MiABUILIEHHSIM JO3U.

Oco6uBi rpynu MalieHTiB

Byno nmoka3saHo, 110 (papMaKOKiHEeTHKaA JIEPKAHIAUIIHY y NaIli€HTIB JIITHBOTO BiKy Ta y
Malli€eHTiB 31 3HMXKEHUMHU NOKa3HUKaMU (YHKII1 HUPOK abo ImeviHKu 1erkoro abo
ITOMIipHOTO CTYIIEHS TSKKOCTi mofiOHa [0 TaKoi, III0 CIIOCTEPITa€ThCS y 3arajabHin
MOMyJIAIil. Y XBOPUX i3 TAKKUM CTyIIeHeM OuCPYHKI1 HUPOK ab0 y XBOPHUX, SKUM
ITPOBOISATHCS CeaHCHU reMofianily, KOHIIeHTpallil nikiB Oynu BumuMu (mpubausxHo 70
%). Y xBOpUX i3 mOMipHUM ab0 TAXKKUM CTyIIeHeM IOPYIIeHHS QPyHKIIil mediHKu
cucteMHa 6i0OOCTYIIHICTh TepKaHIOUIIiHYy, iIMOBIpHO, 30iIbIIYETHCSA, OCKIIbKU
3a3BUYall BiH eKCTEHCUBHO MeTab0JIi3yEThCA ¥ IEeYiHIIi.

HoxkmiHiuHi gaHi 6e3nmeKu

IaHi, oTprMaHi y XOAi AOKTiHIYHNX CTaHOapPTHUX (papMaKOJIOTiYHUX OOCIIiAXKEHb 3
Oe3meKy, OOCIiAXKeHb 3 TOKCUYHOCTI 6araTopa3oBUX 03, TeHOTOKCUYHOCTI,
KaHIIEPOTEeHHOT 0 IIOTEHIlialy, a TaKOXK PEeNpPOOyKTUBHOI TOKCUYHOCTI, BKa3ylOTh Ha
BimCyTHICTH 0cO6IMBO1 HEOE3IEKHU JIIKapChKOTO 3acOo0y OIS JIIOOEN.

dapmakooriuHi mocimxeHHs 3 6e3IeKH, IKi IpOoBOOUIIN Ha TBapHHAaX, ITOKa3alu
BiICYTHICTh BIIJIUBY Ha BereTaTUBHY HEPBOBY CUCTEMY, Ha LIEHTPAJIbHY HEPBOBY
cuctemMy ab0 Ha ITYHKOBO-KUIIIKOBY (PYHKIIiIO ITPY aHTUTIIEPTEH3UBHUX A03aX.



3HauHi eeKTH, sIKi CIIOoCTepiranucs y TpuBaaux OOCITiIXKEHHSIX Ha ITypax i cofakax,
npsiMo abo mo6iyHo Oy MOB’si3aHi 3 BiJOMMM BIIJIMBOM BUCOKMX 103 aHTArOHIiCTiB
KaJblIlifo, ToOTO OyJIM HacCIigKOM HaaMipHO BHCOKOI (papMaKOoOUHAMiYHOI aKTUBHOCTI.

JlepKaHiouIIiH He € TEHOTOKCUYHUM Ta He IIPOSIBIISIE€ KaHIIEPOTreHHOl HeOe3MeK!.

Ha ¢epTunpHICTh i 3aranbHy PeNpPOAyKTUBHY 30aTHICTD Yy LIyPiB JTepKaHigUMIiH He
BIIJIUBAaB.

JIikyBaHHS JT€pKaHIOUIIIHOM He MaJio HiIKOr0 TepaTOTreHHOIr'0 BIIJIUBY Yy LIYPiB Ta
KPOJIiB, IIPOTEe BBEEHHS BUCOKHUX 03 Yy IIyPiB MPU3BOAUIIO [0 3arubesii IoTOMCTBa y
nepep- i IOCTIMIIJIAaHTALIWHUY IIE€PIiOM, a TAKOXK A0 YIIOBIIbHEHHS
BHYTPIIIITHbOYTPOOHOT O PO3BUTKY.

3acTocyBaHHS BUCOKMX [03 JIepKaHiguminy rigpoxmopuny (12 mr/kr/mo0y) mig dac
IIOJIOTiB MO2Ke IMMPU3BOOUTHU 0 aucTolii. [Tpoliec po3nominy repKaHiguminy ta/abo
1oro MeTaboJIiTiB B OpraHi3Mi BariTHMX TBapHWH Ta iX IPOHUKHEHHS Y IPyAHE MOJIOKO
He BUBYAJIU.

OuiHKy MeTaboIiTiB Y TOKCUKOIOTIYHUX OOCIiIXKEHHSIX OKPEMO He ITPOBOOUIIH.
IToxa3aHHsA

EceH1lianbHa rinepTeH3isd 1erkoro abo IIoMipHOTO CTYIEeHS TSIKKOCTI.
IIporunnoka3aHHs

e ITigBHUINlEHA YYTIUBICTH [0 MiI040l pe4oBUHU ab0 [0 Oyab-siKOl, HOIIOMiXKHO1
PEYOBUHU JTiKAPCHKOT0 3aco0y (muB. po3minn «CKaao»).

e OOCTPYKIIig CyOuH, 110 BUXOOSATH i3 JIIBOTO IIIJTYHOYKA.

e HenikoBaHa 3acTiliHa ceplieBa HEJOCTATHICTh.

e HecTabinbHa cTeHOKap[ist abo HellogaBHO (IpoTsaroM 1 Micslist) mepeHeceHuu
iHpapKT MioKapza.

e TsaXKe NOPYIIeHHS (QYHKI1 IeYiHKN.

e Tsxxke nopymeHHs GyHKII HUPOK (IHIK® < 30 Mi/xB), y TOMY YHCIIi y AIi€HTIB,
sIK1 3HAXOOAThCS Ha Oiajisi.

e OgHOYaCcHe 3aCTOCYBaHHA i3: cunbHUMU iHTiOiTOpamMu CYP3A4, 1IMKIOCIIOPHUHOM,
rpeindpyroMm abo cokoM rpeundpyra (OuUB. po3ain «Blaemoodisn 3 iHWumMu
AiKapceKuMu 3acobamu ma iHwi sudu 83aemooill»).

B3aemMoaisi 3 iHOIMMH JTiKapChbKHMH 3aCo00aMHu

IIpomunokKa3aHHs 00 00HO4YACHOZ20 3dCMOCyYB8AHHA




Iariéitopu CYP3A4

Bigomo, 110 nepkaHiguin meTtabomnidyeTrbes ming BriuBoM pepmenTy CYP3A4, i Tomy
inridiTopu ¢pepmenty CYP3A4, 1110 3aCTOCOBYIOTHCS Pa30M i3 JIepKaHioumiHoM,
MOXKYTh BIIJINBATHU Ha ITPOIleC MoTro MeTaboJIiaMy Ta eiMiHalrii.

ocnigkeHHs B3aeMofil 3 cunbHUM iHridiTopom CYP3A4 KeTOKOHA30JI0M ITOKa3alio
3HaYHe IMiABUILIEHHS Y IIJIa3Mi KpOBi KOHILIEHTpallil nepkKaHigumniny (15-pasose
30inbirenHsa 3HaveHHss AUC (molti mig KpuBoio) Ta 8-pa3oBe 306inbllleHHs 3HaueHHsa C

max €yTomepa S-nepkaHiguIiHy).

Cnig yHUKaTH OOQHOYACHOTO 3aCTOCYBaHHS JiepKaHigumniny 3 iHribitopamu CYP3A4
(HanpuKJilag KEeTOKOHA30JI0M, iTpaKOHA30JI0M, PUTOHABIpOM, ePUTPOMIIITUHOM,
TPOJIeaHAOMIIIMHOM, KJIIaPUTPOMIIIUHOM) (OUB. PO3Oin «IIpomunoKa3aHHs»).

[IuKIOoCIOpHUH

JAK nns nepKaHigumiHy, Tak i OIS MUKIIOCIIOPUHY CIIOCTepiramocs 30inbIIIeHHS X
KOHIIEHTpallil B IIJlTa3Mi B pe3yJIbTaTi CYMiCHOTO 3aCTOCyBaHHA. [[OCHiAXKeHHSs, 110
ITPOBOAUJIN Ha MOJIOAUX 3[IOPOBUX AOOPOBOJIBIISAX, ITOKA3ao0, 110 SKII0 TPUHOM
LIMKJIOCIIOPUHY 3[iMCHIOBABCA Yepe3 3 TOOUHU IIiCJIsA IPUUOMY JIepKaHIOUIIiHYy, TO
KOHIIEHTpAllid JIepKaHiguMIiny y Ij1a3Mi He 3MiHIOBasacs, Toai K 3HaueHHsa AUC onsa
IIUKJIOCTIOpUHY 30inbIityBasnocs Ha 27 %. OgHak CyMiCHUM IIPUMOM JIepKaHIiguMIiHy 3
IIMKJIOCIIOPUHOM CIPUYMNHSIE TPUPA30Be 30iIbIIIeHHST KOHIIEHTpPallil IepKaHiouIliny y
I1a3Mi KpoBi i 30inbitenHs 3HavyenHss AUC muknocnopuny Ha 21 %.

LIMK/IOCTIOPHH i IepKaHIOUIIiH He CJIif 3aCTOCOBYBAaTHU pa3oM (OUB. PO3AiI
«I[Ipomunoka3aHHA»).

I'perindpyT abo cik rpeundpyra

4K i B iHmux gurigpomnipuanHiB, MeTabo01i3M JIepKaHiIuIiHy YIOBITbHIOETHCS ITifT
BIUIMBOM T'peundpyTa abo coky rpeundpyra 3 NOoaaabIINM ITiIBUIIEHHSIM CUCTEMHOI
OOCTYITHOCTI JIEPKaHIOUIIiHY Ta MOCUJIEHHSM TillOTeH3UBHOI mil. JIepkaHigumtin He cif
nmpuiiMaTu 3 rpeundpyTom abo cokom rpeundpyra (Ous. po3min «I[Ipomunoka3aHHa»).

OdHoYyacHe 3acmocCy8aAHHs1 HE peKOMeHOYEMbCsl

IagykTopu CYP3A4

1o 0mHOYaCHOTO 3aCTOCYBaHHA JIepKaHinuminy 3 iHpykTopaMu CYP3A4, TakuMu K
MMPOTUCYOOMHI 3acobu (Hanmpuknapn ¢geHiToIH, peHoOapbiTasn, KapbaMaserin) i
pudaMIIinyH, CiIig TigxXoouTH 3 00epPeKHiCTI0, OCKiJIbKA MOXKe 3MEeHIIUTHCH
QHTUTINIepTEeH3UBHaA [is1, a apTepiaJbHUU TUCK CJIi KOHTPOJIIOBATU 4YacTillle, HiXK
3a3Buvay (OuB. po3min «Ocobausocmi 3acmocy8aHH»).



ATKOT0JIb

Crip yHMKaTU BXKUBAHHS aJIKOTOJII0, OCKIJIBKM BiH MOXKe IIOCHUJIIOBATH Hil0
CYOUHOPO3NIIUPIOBAIbHIUX aHTUTINEPTEH3UBHUX JIIKapChKUX 3aCc00iB (IUB. pO3min
«0Ocobausocmi 3acmocy8aHHs»).

3axodu 6e3neKu, y momy 4uc.ii Kopu2yeaHHs1 003U

Cyoctpatu CYP3A4

Cnig poTpuMyBaTUCh 00€PEXKHOCTI IPU OJHOYACHOMY 3aCTOCYBaHHI JIEpKaHIOUIIIHY 3
inmuMu cyoctpatamu CYP3A4, TakuMu ik TepdeHaguH, acTeMi3o0I, 3
aHTHapuTMigyHUMU 3acobamu Il Kiacy, TaKUMU SIK aMiofapoH, XiHiWH, COTaJIoJ.

Miga3onaMm

OmHouyacHe 3aCTOCYBaHHS Mifla3ojaMy Ta JiepKaHiguminy y go3i 20 Mr y moOpoBOJIbIIiB
JIITHBOTO BiKy IPU3BOOUIIO A0 30inbineHHs npubiu3Ho Ha 40 % BCMOKTYBaHHS
JIEPKAHIONNIHY Ta 3MEHIIEeHH MIBUOKOCTL MO0 BCMOKTYyBaHHSA (3 roguHU 3aMicTh 1,75
TOOWHHU OO ONOCATHEHHS MaKCHMMalbHOl KOHIIeHTpalii). KoHlleHTpallis Miga3sonaMy He
3MiHIOBaJIacCk.

MeTonpoJsion

OmHOYacHe 3aCTOCYBaHHS JIepPKaHIgUITIHY Ta MeToIpoony (B-610kaTop, 1110
BHBOJOUTHLCS 3 OPraHi3My IepeBaxKHO Yepe3 MNeYiHKy) He BUSIBUIIO 3MiHU
0i0JOCTYIIHOCTiI METOITPOJIONY, TOAI SK Oi0OOOCTYITHICTh TepPKaHIOUITIHY 3HUKYyBaacs
Ha 50 %. Lle#t edbeKT MOKe OyTHU ITOB sI3aHUU 3i 3MEHIIEHHSIM II€YiHKOBOTO KPOBOTOKY,
III0 CIPUYUHSIETHCSA B-agpeH00I0KaTopaMM Ta MOXKe BUHMKATHU ITPU 3aCTOCyBaHHI
iHIIUX IMpenapariB 1boro Kiacy. OTxKe, TepKaHiguIliH MoxkHa 0e3 3acTepekeHb
3aCTOCOBYBATH i3 B-agpeH00I0KaTOPaMH, ajle P IIbOMY MOKe OTpeOyBaTUCS
KOPUT'YBAaHHS MO0 IO3H.

EI/IFOKCI/IH

OpHO4YacHe 3aCTOCyBaHHS JIepKaHIOUIIHY y 0o3i 20 Mr narmieaTaM, IKi HOCTiMHO
npuiiManu B-MeTUIOUTOKCUH, He BUABUJIO (papMaKOKiHETUYHOI B3aeMopil. OgHak
CIIOCTepirasaocs MiABUIIIEHHS Cmax OUTOKCUHY B cepenHboMy Ha 33 %, Toni gk AUC i
HUPKOBUM KJIIPEHC 3HAYHO HE 3MIHUJIKCS. XBOPIi, IKi OQHOYACHO 3aCTOCOBYIOTh
JIEPKAHIOWIIIH i MUTOKCUH, TOBUHHI mepe0yBaTH Mii CyBOPUM KOHTPOJIEM IIIOMO
MOZKJIMBO]1 IIOSIBH O3HAK iHTOKCHKAIIil JUTOKCUHOM.

O0HouYacHe 3aCmMOCY8AdHHs 3 iHWUMU JAiKapCbKumMu 3acodamu

OJIYOKCETHH




IocmimxeHHs 11000 B3aeMoil 3 ¢pnyokceTuHowM, inribitopom CYP2D6 ta CYP3A4, sike
ITPOBOAUJIN 3 yYaCTIO 3[IOPOBUX AOOPOBOJIBIIIB BiKOM 65 + 7 POKiB (cepenHe 3HAaYEHHS
+ CTaHOApPTHE BiOXUJIEHHS) He BUSABUIIO KIIIHIYHO 3Ha4yIlol Mogudikariil
(papmMakoOKiHETUKHY TEePKaHIOUITIHY.

HuMmeTugux

OmHOYacHe 3aCTOCYBaHHS IIMMETUONHY Y mo00Bi# mo3i 800 Mr He CIPUYUNHSIE
CYTTEBUX 3MiH KOHIIEHTpAllil TepKaHiguIMiHy B KPOBi, ane npu 6inbliiit 1o3i Tpeda 6yt
00epexXHUM, OCKiNTbKM MoxKe 30imbIInuTrCs 6i0gOCTYITHICTD i aHTUTITIEPTEeH3UBHA Ois
JIepKaHIoumIiny.

CuMBaCTaTUH

Konu nepkaHiguminy rigpoxaopup y 0o3i 20 Mr moOBTOPHO OOHOYaCHO 3aCTOCOBYBaIn
13 cumBacTaTuHOM y 1031 40 Mr, noka3Huk AUC jiepKaHiguNiHy 3MiHIOBaBCS
He3HayHo, Tomi K noka3Huk AUC cuMmBacTaTuHy 30inbiryBaBcs Ha 56 %, a TOKa3HUK
AUC akTuBHOro MetabomniTy b-rimpokcukucmnoTu - Ha 28 %. MajloMOBipHO, 110 TaKi
3MiHU € KJIiHIiYHO 3HaYyHIUMU. He 04iKyeThCs B3a€EMO[Iil, SKIIO JIEPKaHIAUIIiH
NpUK¥MaTH BpaHIli, a CKMBaCTaTHUH yBedepi, K [e IT0OKa3aHOo OJid LbOT0 JIIKapChKOT' 0
3aco0y.

Hiypetuku Ta inriditropu AITI®

JlepkaHigumiH MoxHa 0e3MMeYHO0 3aCTOCOBYBAaTH Pa30M 3 AiypeTuKaMHu i 3 iHribiTopamu
AIlD.

IHII TiKApCchKi 3ac0o0M, 10 BIJIMBAIOTH HA apTePiaJIbHUU TUCK

4K i mpu 3acTOCyBaHHi iHIIUX TiMMOTEH3WBHUX JIIKapChKUX 3aC00iB, IIOCUIEHHS
TiIOTEeH3WBHOI [Ail MOXKe CIIOCTePIraTUCS IPU 3aCTOCYBaHHI JIEPKaHIOANNIHY 3 iHIIMMU
JIiIKapChbKUMHU 3aco0aMH, 110 BIIJIMBAIOTh Ha apTepialbHUN TUCK, TAKUMU 5K anbda-
OJI0KaTOpHU [JIs1 KYIipyBaHHS CUMIITOMIB 3 00Ky CEYOBUBIIHUX NMIJIAXiB, TPULIUKITIUHI
aHTUOENPeCcaHTU, HEUPONIEeNTUKU. 3 iHIIoro 60Ky, ocjiabieHHs TimoTeH3uBHOI il
MO2Ke CIIOCTEPIraTHUCs NPU CyMiCHOMY 3aCTOCyBaHHiI 3 KOPTUKOCTEPOIAaMMU.

Oco00/1MBOCTi OO0 3aCTOCYBaHHSA

CunapgpoM ci1abKOCTi CHHYCOBOT'O By3Ja

JlepKaHIOUIIiH CiIif 3aCTOCOBYBaTU 3 00€PEKHICTIO XBOPUM i3 CUHOIPOMOM C1abKOCTi
CUHYCOBOTO By3Jia, IKMM He iMIJIaHTOBaHUM KapOiOCTUMYISTOP.

OucdyHKITiS JIIBOT0 HITYHOYKA




3 obepexHiCTIO MpHU3HaYaTU Npu OUCOYHKIII JIIBOro IITYHOYKA CepIlsi, He3BaXKalyu
Ha Te, 110 TeMOOUHaMiYHO KOHTPOJIbOBaHI JOCIIIAXKEHHS HEe BUSABUIIU XKOOHUX
NOpYIIEHb (QYHKIIIl MITYHOYKIB.

ImemiuHa xBopoOa ceplis

[TpunyckaeThCs, IO AEesKi OUTiOPONipUANHYU KOPOTKOYaCHOI Ail acoLilol0ThCA 3
MiOBUIIIEHUM CEPLeBO-CYIUHHUM PU3UKOM Y ITAIliEHTIB 3 illteMigyHOI0 XBOPOOOIO CEPIIA.
HesBaxkarwuyu Ha Te, IO JIEPKAHIOUIIIH € TpellapaToM AOBrOTPUBAJIOL [il, TAKUM
XBOPUM JIiKapChbKUM 3acib CI1ifi 3acTOoCOBYBaTU 3 00EePEeKHICTIO.

HesKi DUTigpomipuguHEN MOXKYTh y IIOOAWHOKUX BUIlaJKaX COIPUYMHUTA BUHUKHEHHS
6omro y minsgHii cepusd abo cteHoKapmil. [lyKe pifKo malieHTH 3 y2Ke HasBHOIO
CTEeHOKapHi€0 MOXKYTh Bil3dHa4YaTU 30iIbIII€HHS YaCTOTH, TPUBAJIOCTi Ta TSIKKOCTI 11
HamapfiB. B okpeMux BuUIlagKax MoOXKe CIocTepiratucs iHpapKT Miokapaa (OuUB. po3min
«ITob6iuHI peakuii»).

3acToCyBaHHS IIPU IMOPYHIEHHI GYHKITII HUPOK a00 NeUiHKU

[Tpu nmikyBaHHI MaIliEHTIB 3 MOPYyIIEHHAM (QYHKIII HUPOK CI1abKOTro YU OMipHOTO
CTYTEHS CJIif BUSIBISITH 0COOJIMBY 00epexkHicTh. X04a 3BUYaliHa peKoOMeHJoBaHa [03a
10 Mr Ha goOy MOKe HOpMAaJIbHO IIEPEHOCUTHUCS, 0 30inmbIlleHHs mo3u mo 20 MT Ha
noOy ciig migxomuTu 3 00epexkHiCTIO.

l'moTeH3uBHA Ois MOXKe IIOCUJIIOBATUCS Y HAIliEHTIB 3 HOMIPHUM MOPYIIEHHAM (QYyHKIIi1
MMeYiHKY; OTXKe, B TAKUX BUITaJKaX MOXKe ITOTPeOyBaTHUCS KOPUTYBaHHS TO3U.

JlepKaHIOUIIiH MPOTUNIOKA3aHUH IalliEHTaM 3 TSXKKUM MOPYHIEHHAM (QYHKIII TeYiHKU
a6o Hupok (IIIK® < 30 mn/xB), y TOMYy YUCJIi NTallieHTaM, SIKi 3HaXOAsThCSA Ha
reMmopmiani3i (quB. po3minu «Cnocibé 3acmocysaHHs ma 003u» i «IIpomunoka3aHHs»).

[TepuTOoHEAIbHUM IOiaTi3

3acToCyBaHHS JIEPKaHIAUIIIHY II0B si3aHe 3 PO3BUTKOM IIOMYTHIHHS II€PUTOHEAIbHOT O
BiIITOKY y IaIli€HTIB, siKi mepeOyBaioTh Ha IIepUTOHeaTbHOMY miani3di. [ToMyTHIHHS
II0B’si3aHe 3 MiABUILEHOI0 KOHIIEHTPALIEI0 TPUTJIILEPUIIB IIEPUTOHEAIFHOT O BIATOKY.
Xoya MexaHi3M pPO3BUTKY HEBIOMUY, IOMYTHIHHA 3HUKA€E HEBIOB31 ITiC/IA BiIMiHU
JepKaHiguniny. Heo6ximHO BpaxXxoByBaTH I1e¥ B3a€MO3B’I30K, OCKiJIbKY ITIOMYTHIiHHS
IIEePUTOHEAaTIbHOTO BiITOKY MOXKe OyTH MOMUJIKOBO IMIPUUHATO 3a iHPEeKIinHnMI
IIEePUTOHIT, 1110 MOKe IPU3BECTHU IO HEMOTPiOHOI rocmiTamisalii ¥ eMITipuYHOTO
MIpU3HaYeHHs aHTUOIOTHKIB.

IngpykTopu CYP3A4




InpykTopu CYP3A4, Taki ik MpoTUCYOOMHi 3acobu (Hampukian GpeHiToiH,
Kap0OaMa3seriH) i pudaMnoinuH, MOXKYTh 3HUKYBATU KOHIIEHTPAIiI0 JIEpKaHigUIiHy y
IJ1a3Mi KpPOBi, i ToMy e(peKTUBHICTH il TepKaHIOUIiIHY MOXKe BUSIBUTHUCS HUXKYE
O4iKyBaHOI (OUB. PO3Oin «B3aemodis 3 iHWuMU aikapcvkumu 3acobamu ma iHwWi sudu
83aemMo0ill»).

AnKOT0JIb

Crmig yHUKaTH OOHOYAaCHOTO BXKMBAHHS aJIKOTOJII0, TOMY IIIO I1e MOXKe IIPU3BECTH OO
ITOCUJIEHHSI CYOINHOPO3IINPIOBAIbHOI aHTUTIIIEePTeH3UBHOI Mil JTikapCchKUX 3ac00iB (OUB.
po3min «B3aemodis 3 iHWUMU AiKAPCbKUMU 3acobamu ma iHWi sudu 83aemMo0iil»).

JlakTo3a

Lleu mikapcbKui 3acid MiCTUTH JTaKTO3y. [TallieHTH 3 PiAKiCHOIO CIagKOBOIO
HEeIlepeHOCUMICTIO rajlaKTO3H, 3arajibHUM AedinuTom nakTa3u abo riiroK030-
raJakKTO3HOIO0 MaJibabcopOIli€ero He CIIif mpuiMaTH IieH JiKapchKui 3acio.

1 TabneTka 10 Mr, BKpuTa IJIiIBKOBOIO 000JIOHKOI0, MiCTUTH 30 MI' TaKTO3U
MOHOTIpary.

Hatpiu

Lle# mikapcbku# 3acid Mictuth MeHIine 1 Mmonb (23 Mr)/TabneTKy HaTpito, TOOTO
NIPaKTUYHO «BiJILHUU Bifl HATPiIO».

[TegiaTpryHa MOMYJIALis

Be3neky Ta eeKTUBHICTh 3aCTOCYBAaHHS JIEPKAHIAUIIHY y miTel He OyI0 OJOBEMEHO.
3acmocysaHHsA y nepiod sazimHocmi abo nakmauii.

BaritHicTb

[aHuX 11000 3aCTOCYBAaHHSA JIEPKAHIOUIIIHY BariTHUM XiHKaM HeMae. [[oCiaKeHHs Ha
TBapHUHaX He BUSBUJIU TepaTOTeHHUX eeKTiB (OUB. HOKJIiHiYHI AaHi 3 6e3meKu), ogHaK
BOHU CIIOCTepirajucs mpu 3aCTOCYBaHHI IHIIUX IMOXIAHUX OUTIAPOIIIPUAUHY.
JIEPKAMEH® He peKOMEHOYETHLCS ITPOTATOM BariTHOCTI abo XKiHKaM
PENPOAYKTUBHOI'O BiKY, 1K1 He 3aCTOCOBYIOTh KOHTPALEIIIIit0.

l'ogyBaHHS I'PYOOIO

HeBimoMo, uu BUIINIAIOTLCS JIePKAHIANUIiH/MeTaboIiTH ¥ TPyAHE MOJIOKO JTIONHHU.
Pu3uK 151 HOBOHAPOOXKEHUX/HEMOBIIAT He MoKe OyTu Bukmiodenuii. IEPKAMEH®
He CJIig 3aCTOCOBYBATH IIif] Yac rOOYBaHHS I'PYLOIO0.



QepTUNILHICTD

KiiniuHi 1aHi CTOCOBHO JIepKaHIOUIIIHY BiICyTHI. Y OesAKUX Mali€HTIB, SKUX JIIKyBalu
6JI0KaTOpaMM KaHaJIiB, OBiOOMIISIIIOCS PO 000POTHi 6ioxiMiuHi 3MiHMU B roJTiBIIi
cIiepMaTo30ida, 3MaTHI HeraTUBHO BIIMBATH Ha 3allyIifHeHHS. [Ipy MOBTOPHUX
HeBOanux cripobax eKCTpaKOpHopasbHOTO 3alJIifHEHHS Ta IPHU BiICYTHOCTI iHIIIUX
MIOSICHEHbD CJIiJl B3SITHU [0 yBaru MOKJIUBICTb TOTO, III0 IPUYMHOIO IIMX HEBOAY MOXKYTh
OyTu GJI0KATOPH KaJIbITiEBUX KaHAJIiB.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWUMU MexaHi3mamu.

JIEPKAMEH® Mae He3HaYHUU BIJIKUB Ha 30aTHICTh KepyBaTH aBTOTPaHCIOPTOM abo
IpalfoBaTy 3 iHMMMU MexaHi3zMamu. [IpoTte ciig 0yt 00epeKHUM, OCKIJTBKM MOXKYTh
BMHUKATHU 3allaMOPO4YeHHs, aCTeHisi, BTOMJIIOBaHICTh, a B PiAKICHUX BUlIaJKaX -
COHJIABICTb.

Cmocid 3acTocyBaHHsI Ta T03H

Cnocib 3acTOCYBaHHSA

3axonau 0e3IeKH, SKUX CIIi JOTPUMYBATHCS IPHU IMIPUMOMi JTikapchbKoro 3acody abo
IIpY IOBOAXKEHHI 3 HUM:

e JIiKapChKMM 3acib ciif npuiiMaTu IepeBaKHO BPaHIli, IpUHaWMHi 3a 15 XBUIUH
IO CHiaHKY.

e Ileit mikapchbKuM 3acib He CIif MpuMaTU 3 COKOM rpeundpyra (OUB. PO3min
«I[Ipomunoka3aHHsa», «B3aemo0dis 3 iHWwumMu AikapcbKumu 3acobamu ma iHwi
suou 83aemMooill»).

ITo3yBaHHA

PekoMeHpOoBaHa fg03a CTaHOBUTHL 10 Mr mepopanbHo 1 pa3 Ha moOy npuHakMHi 3a 15
XBUJIMH [0 104; O03y MOXKHa HigBUIIUTU Ho 20 MT 3ajie’KHO Bif iHOUBiOyanbHOI
YyTAUBOCTI namieHTa. [Tigbip go3u Ma€e OyTH ITOCTYIOBUM, OCKiIbKM MaKCHMaJibHa
QHTUTINIEePTEeH3UBHA [i MOXKe ITPOSABUTUCSA Yepe3 2 THUIKHI MMiCJIg MoYaTKYy JIiKyBaHHS.

s gesikux ocib, y SKMX He BOAETHCS aJleKBaTHO KOHTPOJIIOBATH PiBE€Hb TUCKY OOHUM
QHTUTINIEePTEH3UBHUM IIpenapaToM, Moxke OyTH JOIIIbHUM JIiIKyBaHHS JIepPKaHigUIIiHY
rigpoxjopumoM pa3oM 3 0JI0KaTOPOM B-apeHOoPeNenTopiB (aTeHOJI0J), OiypeTUKOM
(rimpoxnopoTia3un) abo iHTriGiTOPOM aHTiOTEH3WHIIEPETBOPIOBAILHOTO (DEPMEHTY
(kamTompun abo eHaaAIPUII).



OcCKinbKY KpPHUBa 3aJIeKHOCTI «03a-BiAIoBiaAb» KpyTa Ta Mae mnnaTto npu go3ax 20-30
MT, MaJIOMMOBIPHO, 1110 e(PeKTUBHICTH Oyae BUIlla IPU 3aCTOCYBaHHI OiIbIIT BUCOKUX
003; Y TOM Yac SIK YacToTa MobiyHuX epeKTiB MoxkKe 30i/TbITyBaTHUCH.

ITauienmu nimHb020 BIiKY: X04a (hpapMaKOKIHETUYHI JaHi 1 KJIiHIYHUK JOCBif CBig4aTh,
III0 KOPUT'yBaHHS A000BO1L [03M He IOTPiOHe, CJIif IPOosBISATA OCOOJIMBY yBary Ta
00epekHICTh Ha MMOYATKY JIiIKyBaHHS IMAIliEHTIB JIITHHOTO BiKY.

ITauieHmu 3 HUpPKoBOw abo neviHKko8ow HedocmamHicmio: ciig OyTH 0COOINBO
00epeXHUM Ha II0YaTKY JIiKyBaHHS IAIliEHTIB 3 NOPYIIeHHAM (GYHKIIII HUPOK abo
IIEeYiHKHU Bifl JIETKOT'O [0 IIOMIpHOTO CTyIEeHs TAXKKOCTi. He3Baxkarwuu Ha Te, 110, AK
IIPaBUJIO, I1i MAIliEHTH IIePEHOCATH IIpellapaT HopMabHO, 30ibIIeHHsT T000BO1 J03U [0
20 Mr ciig TpoBOOUTHU 3 00EPEKHICTIO. AHTUTIIEPTEH3UBHUU epeKT MoxKe OyTHu
IIOCUJIEHUM Y MAli€HTIiB 3 OPYIIeHHSIM (PyHKIIi] Ie4YiHKY, OT2Ke B TAKUX BUNagKax
HeoOximHe KOpUTyBaHHS [O3U.

JlepraHIOUIIIHY TiAPOXJIOPU IPOTUIIOKAa3aHUU IalliEHTaM i3 TAXKKUM IMOPYILIEHHIM
dyHK1Iil Tevinku abo 3 TAXKKUM MOpyIIeHHAM GyHKII1 HUPOK (IITK® < 30 Mi/xB), v
TOMY YHMCJIi TallieHTaM, Ki 3HaX0OsaThCs Ha Aianisi (guB. po3ninu «IIpomunoka3aHHA»
i «Ocobausocmi 3acmocy8aHH»).

itk

3acTocyBaHHSA JIepKaHIgUNOiHY OiTaM (BikoM 70 18 poKiB) He PeKOMEHOYETHCS,
OCKIJIbKHY BiACYTHIiN KJIIHIYHUU OOCBIf.

Ilepemo3yBaHHA

3 micnsipeecTpalinHoro JOCBiAy 3aCTOCYBaHHA JIEPKaHIOUIIIHY BIJOMO IIPO AEKiIbKa
BUIIAJKiB Iepeno3yBaHHA (miama3oH mo3 Big 30-40 mr go 800 mr, y TOMy 4HCITi
MMOBiTOMJIEHHS PO CITpoOy camMoryOCTBa).

CumMnToMu

fK 1y BUIagKy iHIINWX OUTIOPOIMIpUONHIB, IIepeao3yBaHHSA JIepPKaHigUIIiHOM
IPU3BOOUTH OO HaAMIipHOI NepudeprndHol Ba3ogusaTallil i3 BUpaXKeHOI0 apTepiaJbHOI0
rimoTteH3i€m Ta pedIeKTOPHOIO TaxikapAieo. OOHaK IIPpM 3aCTOCyBaHHI IIpenapary B
oy2Ke BUCOKMX [103aX MOXKJIMBa BTpaTa leprudepudHol BuOipKOBOCTI, 1110 BUKITUKAE
Opamukap[ito i HeraTuBHUYM iHOTponHUM edekT. Hanbinpil YyacTUMU ITOOIiYHUMU
peaxiiaMu, BUKJIMKAaHMMU Iepefo3yBaHHsSIM, OyIu apTepialbHa TilnoTeH3sis,
3alaMOpPOYEeHHS, TOJTOBHUM Oinb i BiMUyTTSa CcepleOuTTs.

JIikyBaHHS



[TamieHTH 3 KJIiHIYHO 3HAYYII0I0 apTePiaibHOIO TiloTeH3iel0 moTpebye aKTUBHOI
KapaioBaCKyISPHOIL IIIATPUMKH, III0 BKIIOYAE YaCTUM KOHTPOJIb CEPIIEBOl Ta AUXaIbHOI
(yHKIIil, TOpU30HTaIbHE IIOJI0KEHHS 3 IPUIIITHITUMHN HUXKHIMU KiHIIIBKaMH,
KOHTPOJIb 00’ €My LIMPKYIIIOI0YUO] PiAUHY Ta HOiype3y. BpaxoByio4Yu NPOJIOHTOBAHY
(bapMmakonoriyHy fito 1epKaHiguIIiHy, BaXKJIMBO CIIOCTEPIraTy 3a CTaAaHOM CEepPIIEBO-
CYOUHHOl CUCTEMHU TalliEHTa MpUHaUMHI npoTsaroM 24 roguH. OCKiNbKY TiKapChbKUMI
3acib Ma€e BUCOKMM CTYHiHb 3B’sI3yBaHHA 3 OinmKamwu, fAianis, iMoBipHO, He Oyme
edekTUBHUM. Y pasi mifo3pu Ha OTPYEHHS CepPegHbOro abo TSAKKOTO CTYIIEeHS
CIIOCTEPEXKEHHS 3a CTAHOM IAlli€HTIB CJIi MPOBOOUTH Yy BifdisIeHHI iHTEHCUBHOIL
Teparrii.

IIo0iuni edpexTH

3aranbHui npodins 6e3meKu

Be3neka 3acTocyBaHHS JepKaHimuminy B mo3i Bim 10 mo 20 Mr oguH pa3 Ha mo0y Oyia
OlliHeHa Mif Yac IIOABiMHO CIIIIIoro muamnedo-KOHTPOJILOBAHOTO KIIiHIYHOTO
mociigkeHHsd (3a ydacTio 1200 maifieHTiB, K1 oTpuMyBau JepKaHigumid, i 603
MalieHTiB, sIKi mpuiiManu nnaunebo), a TaKOX Y XO[i JTOBTOCTPOKOBUX
HEKOHTPOJILOBAHUX KJIIHIYHUX OOCIIIOXKEeHb 3 aKTUBHUM IIpenapaToM IOPIBHAHHA 3a
y4acTio 3676 mali€eHTiB, AKi CTpaXAalTh Ha apTepiajbHy rinepTeH3il0 1 OTpUMyBaju
JIepKaHIOUIIiH.

[ToGiuHi peakiiii, MOBimOMJIEHHS PO SKi HaW4dacCTillle OTPUMYBaIX B XO/i KITiHIYHUX
OOCIIiIZKEeHb 1 IMiCIsIpeeCcTpalliiHOT0 HarsAny: nepudeprnddi HaOpsIKU, TOJIOBHUM Oifb,
ITPUIIIIUB KPOBi 10 00/IMYYs, TaxXikap/is i mocuneHe cepuebuTTs.

Tabnuilss moOiYHUX PeakIlii

Y HuK4eHaBefeHil TabnuIli MpeacTaBiIeHo M00iYHI peakiiii, TOBimOMJIEHHS PO SKi
OTPHUMAaHO B XO[i KJIiHIYHUX OOCIiAXKEHb 1 OCBiOy HiCIspeecTpaLiiHOro Harjasaay B
YCbOMY CBITi i IIOJO SIKUX iCHy€ OOT'PYHTOBAHUM IIPUUYUHHO-HACIITIIKOBUHM 3B’ I30K i3
3aCTOCYBaHHSIM IIpernapaTy; BOHU PO3IMO/iJIeH] 3a opraHaMy 1 CHCTeMaMU OpPraHiB
3rigHo 3 MedDRA Ta 3a 4acToTolO: OyxKe 4acTto (= 1/10), gwacTto (= 1/100 mo < 1/10),
HedacTo (= 1/1000 go < 1/100), pigko (= 1/10000 mo < 1/1000), oyxe pigko (<
1/10000), HeBimoMO (OILliHKa 3a HaIBHUMU JaHUMM HEMOIKJIMBA). Y KOXKHIU I'PyIIi 3a
4acTOTOIO IMOOiIYHi peakirii, 110 BUHUKAIU, 3a3Ha4Y€eHi Y MMOPAAKY 3MeHIIIeHHS CTyIIeHs
TSI2KKOCTI.



Knacudgikais
MedDRA

moao BuiauBy (Yacrto HeuacTto Pigko HeBigomo
Ha CHCTEMH i
OpraHu
Posnanu 3 60Ky
iMyHHO1 nep4yTnuBiCTh
CUCTEMHU
Posnapu 3 Goky COHNHUBICTS,
HEPBOBO1 T'omoBHUM Oink |3amaMOpPOYEHHS
CHUCTEeMHU HEIIPUTOMHICTH

Taxikapmis,
Posnanu 3 60Ky C )

cepleouTTs
Poznagu 3 60Ky |[IpumnuB KpoBi | _ _

l'moTeH3isa
CyOuH o0 00Uy Ys
, lmepTpodis
Posnanu 3 60Ky Iucnerncis, 1
. sICEH",
IIIJIYHKOBO- HynoTa, O0inb y |BiioBaHHS4, _
o _ TIOMYTHIHHS
KHUIIIKOBOTO BEPXHIiU Oiapes
. IIEPUTOHEAIbHOT O
TPaKTy 4YaCTHHI XXKUBOTa ) 1
BiITOKY

Poanagu 3 60Ky [TigBuIIIeHHSA
IEeYiHKU Ta KOHIIEHTpallil
2KOBYOBUBIOHUX CUPOBaTKOBO1
HIISAXIB TpchaMiHa3I/Il




Posnanu 3 60Ky

HIKIPpH Ta Bucunauus,

MiOIKipHO- Kponus’'sHka AHriOHa6ps{K1
JKUPOBOI cBepOix

KJIITKOBUHU

Posnamu 3 60Ky
CIIOJIy4YHO1
TKAHUHH, .
, . Mianris
M’sI30BOi Ta
KiCTKOBO1
CUCTEM

Posnanu 3 60Ky
HUPOK Ta L e
) [Tomiypis [Tomaxkiypisa
CEYOBUBITHUX

IIJISIXiB

3arainbpHi
IIOPYILIEeHHA 1
MIOPYLIEHHSA Y
MicIi

[Tepudepuunuii AcTeHis, ,
_ Bins y rpygsax
HaOpPsK BTOMJIIOBAHICTh

3aCTOCYBaHHS

! MoGiuni peaxiiil, OTp¥MaHi CHOHTAHHO Yy XOAi MicIgpeecTpaliiHOro Hariasaoy B
YyCbOMY CBITI.

Onwuc okpeMux nobigyHUX peaxIin

Y xopi nare60-KOHTPOIbOBAHUX KITIHIYHMX MOCITIIXKEeHb YaCTOTa BUHUKHEHHS
nepudepuyHoro HabpsKy crtaHoBusna 0,9 % mpu 3acTOCyBaHHI TepKaHIOUIIIHY B 031
Big 10 mo 20 mr i 0,83 % mpu 3acTocyBaHHi Iamebo. Y cyMapHii OOCTimHUIIBKIN
MOMyJIsALil, BKJII0Ual04X JOBTOCTPOKOBI KJTiHiUHI JOCTiAXKEHHS, YaCTOTa BUHUKHEHHS
ctaHoBumna 2 %.

JlepkKaHiguniH He Ma€ MOOIYHOTO BIJIUBY Ha PiBeHb LIYKPY ¥ KPOBi abo nimifis y
CHpPOBAaTIIi KPOBI.



Ieski gurigponipuaAuHU PiIKO MOXKYTh ITPU3BOOUTHU 0 OO0 YV OiASHIN cepiis abo
cTeHOKapmil. [ly>Ke pigKo y XBOPHUX 3 y2Ke HasIBHOIO CTEHOKAPOi€ MOXKe
30iyIbIITyBaTHCS YaCTOTA, TPUBAIICTh a00 TAXKKICTD IIMX HamamdiB. MOXyTb
CIIOCTepiraTucs IOOJWHOKI BUIIaAKHU iHPaApPKTy MioKapa.

IToBigOMJIEHHS IIPO MigO3PpIOBaHi MOOiYHi peakiril

[ToBigoMIieHHS IIPO Mimo3pioBaHi MoOiuHi peaxiiil micss peecTpatiii TiKapcbKOTro
3aco0y Ma€ BeJlMKe 3HaYeHHs. Lle J03BOIsiE MPOAOBXKYBAaTH MOHITOPUHT BiIHOIIEHH S
KOPUCTBL/PU3HUK JTiKapPChKOro 3aco0y. MenuuuHuM Ta papMalleBTUYHUM ITpalliBHUKAM, a
TaKOXK MallieHTaM abo iXx 3aKOHHUM ITpeACcTaBHUKAM CJIifl ITOBiMOMJISITH IIPO yCi
BUIIQAKM ITiMO3pIOBAaHUX ITOOIYHUX peaklliii Ta BilCYTHOCTI e()eKTUBHOCTI JIiIKapChKOTO
3aco0y yepe3 ABTOMaTH30BaHy iHQopMalliliHy cucTemMy 3 hapMaKOHarIsaoy 3a
IIOCUJIaHHAM:

https://aisf.dec.gov.ua abo yepe3 BebG-cauiT KoMmasii https://www.berlin-chemie.ua

TepMiH npHIaTHOCTI

3 POKHU.

He 3acTocoByBaTu npenapar IIiCJigd 3aKiHUYeHHs TePMiHY IIPUOaTHOCTI, 3a3Ha4Y€HOI'0
Ha yInakoBIi!

VYMmoBHu 30epiranHs

CnertianbHi yMOBU 30epiraHHs He BUMaraloThcs. JIikapcbKkuli 3acib 30epiratu B
opuTiHambHiM ymakoBili. 30epiraTu y HEJOCTYITHOMY [OJIS OiTe# micti!

YnakoBKa

ITo 7, ab6o mo 14, abo mo 15 TabneTok y 6nictepi; 1 6micTtep nmo 7 Tabnetok, abo 1 uu 2
osictepu o 14 tabneTok, abo 4 4yu 6 6sicTepiB Mo 15 TabneToOK y KapTOHHIN KOPOOIIi.

Kareropis Bignmycky
3a peLienTomM.
BupoOHUK

BEPJITH-XEMI AT'.

Micue3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IPpoBaJaXKeHHSI
IisIIHLHOCTI.


https://www.berlin-chemie.ua/

I'minikep Ber 125, 12489 Bepnin, HimeuuunHa.



