Ckian

Oitova peuosuHa: lercanidipine;

1 TabreTka, BKpUTa IIJIiIBKOBOIO 000JIOHKOIO, MiCTUTh JIepKaHIAuITIiHy rigpoxnopuny 20
MT, 110 BiAmnoBiae nepkKaHigumniny 18,8 wmr;

OONOMINCHI peuoB8uHU: TaKTO3U MOHOTIApAaT, [eJIl0jIo3a MiKPpOKpUCTaJlidyHa, HaTpilo
KpoxManbrimikomnaT (tun A), moBigmoH K 30, marsito cteapar;

000/10HKA: TOTOBA CYMIIII IJIsI TJTiIBKOBOT'O ITIOKPUTTS, MO CKJIAAy SIKOI BXOIOSTh:
rimpomeno3a, TanbK, TuTaHy giokcupn (E 171), makporon 6000, 3amniza okcup (E 172).

JIikapcbKa ¢opMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OCHOBHI (Pi3UKO-XIMIUHI 8/1aCMUBOCMI: POXKEBOTO KOJILOPY KPYTJIi ABOOMYKIIi
TabJIeTKX, BKPUTI MIIiBKOBOIO 00O0JIOHKOIO, 3 PUCKOIO AJIS OOy 3 OOHOTIO OOKY.

TabneTKy MOKHa PO3[iJIUTH HA PiBHI JO3MU.
®dapMaKoTepalleBTHUYHA Ipyna

CeJleKTUBHI aHTArOHICTU KaJIblil0 3 IlepeBaXHOM fieto Ha cyquHu. [loxigHi
nurigponipununy. Kog ATX C08C Al13.

®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmaKkoduHamika.

MexaHi3M mil

JlepKaHIiOUIIiH - I1e aHTaroHiCT KalbIlil0 OUTiOPONipUONHOBOI IPYNIH, 110 IPUTHIYYE
TpaHCMeMOpaHHUY MOTIK Kabllilo y KJIITUHYU CEPIT Ta I'Tafgki M’ sa3u. MexaHi3M
QHTUTINEPTEH3UBHOI il JIEPKaHIANIIHY 3yMOBJIEHUU IIPSIMOIO peJIaKCyl04olo i€l Ha
rjagki M’si3U CyQUH, BHACJIIIOK YOr'0 3HUXKYETHCA 3arajlbHUN CyOUHHUUI
nepudepuyHUU Omip.

dapMakoouHaMiuHi edbekTu

He3Baxkaouu Ha KOPOTKUY IIepiof HalliBBUBEOEHHS JIEPKaHiOUIIIHY, BiH Ma€
IIPOJIOHTOBaHy aHTUTINIEPTEH3UBHY Oil0 3a PaXyHOK BUCOKOT0 KoedillieHTa
MeMOpPaHHOT'0 PO3MOMHiny i mo36aBIeHud HeraTUBHOI iHOTPOMHOI Iil 3aBOSIKYU MOT0



BUCOKIU CYOQUHHIN cesleKTUBHOCTI. OCKIIbLKY Ba3ogusaTtalis, CIpu4YnHeHa
JIEPKAHIAUMIIHY TigpoXI0opumoM, BimOyBa€ThCsI IIOCTYIIOBO, TO TOCTPa apTepiaiabHa
rimoreH3isa 3 pedIeKTOPHOIO TaXiKapOi€lo Y XBOPUX Ha apTepianbHy rinepTeH3iio
CIIOCTEPIra€ThCA PiOKoO.

Ak i B iHIIUX acuMeTpuYHUX 1,4-OUTIOPOIiPUANHIB, aHTUTiIEePTEeH3UBHA Ois
JIepKaHiguIIiHy 3yMOBJIeHa I'OJIOBHMM YMHOM MOTO (S)-eHaHTiOMEepPOM.

Kriniuna ebeKTHBHICTh Ta 6e3meKa

Kniniuna epekTuBHICTE i 6e3meKa nepkKaHiguiriny B go3i Big 10 go 20 Mr oouH pa3 Ha
noOy Oyila olliHeHa B XOIi MOABIMHOTO CIimoro, miaanet0-KOHTPOJIbOBAHOT 0 KITIHIYHOTO
mociigkeHHd (3a ydacTio 1200 mailieHTiB, SKi npuiManu JepKaHigumnid, i 603
Malli€eHTiB, SIKi MpuiiManu 1maiebo), a TaKoXK B XO[li aKTUBHOKOHTPOJILOBAHUX i
OOBTOCTPOKOBUX HEKOHTPOJILOBaHUX KJIIHIUHUX OOCIIiAXKEHHAX 3a y4acTio 3676
Malli€eHTiB, Kl CTpaXKgalOTh Ha apTepiabHy TillepTeH3ilo.

BinplricTes KIiHIYHUX OOCITigXKeHb OyJiM ITPOBEeIeHi 3a y4acTiO MalliEHTIB 3
€CeHIliaJIbHOI0 apTepiaJbHOIO TillepTeH31€10 Bif JIETKOTO 0 CEPEeIHbOI0 CTYIIEHS
TS2KKOCTI (BKJTIOYaIO4U MAIliEHTIB MOXUJIOTO BiKYy i MaIliEHTIB 3 IyKPOBUM fiabeToM),
SIKi MpuiiMasnu nepKaHiguiriH okpemo abo B IMoegHaHHi 3 iHTibiToOpaMu
aHTiOTeH3UHIIeEPEeTBOPIOBaIbHOTO hepMeHTy (AIID), miypeTukamu abo GeTa-
0JI0KaTOpaMH.

Ha momaTok [0 KITiHIYHUX OOCIHIIOXKEeHb, IPOBEeOeHUX OJId HiATBEPOXKEHHSI
TepaleBTUYHUX [IOKa3aHb, Ille OJHEe HeBeJIMKe HEKOHTPOJIbOBaHe, ajie paHOgOMi30BaHe
OOCITiIKeHHS IallieHTiB 3 TAXKKHUM CTyIIeHeM apTepialbHOI rinepTeH3il (cepenHe
3HAQUEeHHs *+ CTaHJapTHE BiOXWJIEHHS AiaCTOJIIYHOI0 TUCKY KpPOBi cTaHOBUTH 114,5 +
3,7 MM PT.CT.) IOKa3aJio, 110 apTepiaJbHUU TUCK HOpMajidyBaBca y 40 % 3 25
MallieHTiB IPU NPUNOMIi ITepKaHIiOuIiHy rigpoxnopuny B Ao3i 20 Mr oguH pa3 Ha mo0y, i
y 56 % 3 25 mallieHTiB npu nmpuiioMi aBa pa3u Ha goOy 1mo 10 Mr mpenapary.

Y nopgBitHOMY CIHIIIIOMY paHOOMi30BaHOMY KOHTPOJILOBAHOMY HOOCIIIAXKEHHI IpHU
MIOPiBHSHHI 3 nalebo y MalieHTiB i3 i307IbOBaHOI0 CUCTOJIIYHOIO TillepTeH3i€r0
JIEPKaHIONIIIH TigpoxIopuln e(peKTUBHO 3HUKYBaB CUCTOJIIYHUM apTepialbHUMN TUCK
Bif cepeOHbOro II04YaTKOBOI0 3Ha4YeHHsd 172,6 = 5,6 MM pT.CT. o 3HaueHHA 140,2 =
8,7 MM PT.CT.

IlegiaTpyu4yHa rpyna Dalli€HTiB

KopgHux KiHiYHUX BUNIPOOyBaHb y AiTel He ITPOBOOUIIOCS.

dapmakoKiHemukKa.



AGcopOiris

JlepkaHIOUIIIHY TiAPOXJIOPU[ IOBHICTIO BCMOKTYETHCS IIIC/ISA IIEPOPaIbHOIO
3actocyBaHHA 10-20 Mr, a MakcuMaJIbHa KOHIIEHTPAllifa y IIj1a3Mi KpPOBi, sKa
ctanoBuTh 3,30 * 2,09 Hr/mma ta 7,66 = 5,90 Hr/MII BiAOBIOHO, OOCATAETHCS Yepe3
1,5-3 roguHM micnas IpumuoMy.

I[IBa eHaHTiOMepHU IEPKaHIOUITIHY IEMOHCTPYIOTh CX0XKHUK NPOdisib KOHIIEHTPAIlil Y
IJ1a3Mi KpPOBi: 4ac JOCATHEHHS MaKCHUMaJlbHOl KOHIIEHTpalIlil y Ij1a3Mi KpPOBi €
OJHaKOBMM, MaKCuMaJibHa KOHIeHTpallis y rmaa3mi Ta AUC B cepeguboMy B 1,2 pa3za
BHUlllEe V (S)-eHaHTiOMepa, a Iepioq HalliBBUBEOEHHS JBOX €HaHTiOMepPiB B OCHOBHOMY
OOHAKOBHUM. B3aeMoIniepeTBOPEHHSI €HaHTiOMEpPiB y OOCIiAXKEHHSX in Vivo He
CIIOCTepirasnaocs.

BHacmimok BUCOKOTo MeTabo1i3My IpU MEPIIOMY IIPOXOAXKEHHI yepe3 MediHKy
abcomoTHa 6i0OCTYIIHICTh JTIEPKaHIANNIIHY TigpPOXI0pUAY, MPUNHSATOTO IalliEHTOM
micsis igu, cTaHOBUTD NTpubnu3Ho 10 %, mpu 11bOMY BOHA 3MEHIITyBajiacs g0 %5 IIbOTO
3Ha4YeHHS, AKIIO IIpernapaT 3aCTOCOBYBaJu 3TOPOBUM AOOPOBOJIBIISIM HATIIIE.

BiogocTynHICTh NepKaHigUIIiHY TiAPOXJIOPUAY IIiCJId IIepOopPaaIbHOI0 MIPUUOMY
30imbITy€eTHCSA B 4 pa3u, SIKIIO MOro IpUiMaTH He paHillle HiX dyepes3 2 TOOUHU ITics
BXKMBaHHS Ay2Ke XKUPHOI 1XKi, TOMY JIEPKaHIAUIIIHY TiAPOXJIOPUL CIif IpUUMaTH IIepeq
IPUKXOMOM 1Xi.

Po3nopin
Posmopin 3 nyia3mMu KPoBi Y TKAHUHU Ta OPraHy € IIBUAKUM Ta OOIIMPHUM.

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 Ppakilis JIikapCchKOro 3acoby Moxke 6yTu
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.

ExcnepumMmeHnTH in vitro 3 JII0OOCHKUMHU MIKPOCOMaMU IIEYiHKU IIPOLEMOHCTPYBaJIH, 110
nepkaHigumiH geino npurHiuye CYP3A4 ta CYP2D6 nipu koHueHTpaniax, y 160140
pa3siB BiOMOBigHO BUIIXX, HiXK MOT0 MiKOBi KOHIIeHTpAallil y nma3Mi KpoBi, sKi
OOCATal0ThCSA MicNg 3acTocyBaHHA 03U 20 Mr. KpiM 11bOoro, BUBYEHHS B3a€EMOil y



JIIOAEU JOBeJIo, 10 JIepKaHIouIliH He MOogu(diKy€e piBeHb Mija301aMy, TUIIOBOTO
cyoctpaty CYP3A4 y nna3Mmi KpoBi abo MeToIrpoony, TunoBoro cyocrtpaty CYP2DG6.
TakuM 4YMHOM, IIPU 3aCTOCYBaHHI JIEPKaHIOUIIIHY TigpOXJIOpUay y TepaneBTUYHUX
mo3ax OioTpaHcdopmarliil mpemnaparis, 1m0 MetabonizyoTbcsi CYP3A4 a6o CYP2DG6,
O4YiKyBaTH He CIIiA.

Eniminarlis
Eniminarnisa BigOyBa€eTbCsI TOJTOBHUM YMHOM 4Yepe3 OioTpaHcdopMmalriio.

CepepnHiu nepion HaliBBUBeOeHHA CTaHOBUTH 8-10 roguH, a TepalneBTUYHA [id TPUBAE
24 roOvHY BHACJIIIIOK BUCOKOI'O CTYIIeHS 3B’ I3yBaHHA JIEPKAHINUITIHY 3 JIiligaMu
KJIiTUHHUX MeMOpaH. [Ipu mOBTOPHOMY 3aCTOCyBaHHi KyMYyJISllisi He CIIOCTepiranacs.

JIiHiHICTh/HEeTiHIHHICTD

[Tpu nepopaslbHOMY 3aCTOCYBaHHI JIEpKaHIAUIIIHY TigpOXJIOpUAYy MOr0 KOHIIEHTpalis y
IJ1a3Mi KpPOBi He € MPSAMO IIPONOPLIiNHOI 00 IPUUHATOL 03U (HeJliHiiiHa KiHeTHUKa).
[Ticns nputiomy 10, 20 a6o 40 Mr MakCcUMaJllbHI KOHIIEHTPAIlil y I1a3Mi, saKi
CIOCTepiraaucCh, Majiu CHiBBigHOLIEeHHA 1:3:8, a 11011 ITig KpUBUMU 3aJ/IeKHOCTI
KOHIIeHTpallil Bif 4acy y Ijia3Mi Manu cruiBBigHomeHHS 1:4:18, 110 BKa3ye Ha
IIOCTYIIOBEe HAaCU4YeHHS MeTaboJIi3aMy IIpHu IeplioMy IIPOXOoaXKeHHi. TaKuM 4YUHOM,
6i0OCTYIIHICTh JTepKaHiguIiHy 30iMbUIyETHCS i3 MiABUINIEHHSIM TO3H.

Oco6uBi rpynu MaIieHTiB

Byno noka3aHo, 110 (papMaKOKiHETHKA JIEPKAHIOUIIHY y HDalli€HTiB JIITHBOTO BiKy Ta y
Malli€eHTiB i3 mopylIeHHAM (YHKIII HUPOK abo nmediHku cinabkoro abo cepegHboTro
CTYIEHS TSIKKOCTI IofibHa O0 TaKol, II[0 CIIOCTEPIra€eThCA Y 3arajibHil MOMyJIsAlil. Y
XBOPUX i3 TAXKKUM CTyIIeHeM OAUCHYHKIII HUPOK ab0 Yy XBOPUX, IKUM IPOBOASTHCS
ceaHCH remofianily, KOHIeHTpallil JIikiB Oynu Buiumu (mpubiu3ro 70 %). ¥
MalieHTiB i3 cepenHiM ab0 TIXKKUM CTyIIeHeM MOPYIIeHHA (QPyHKIIl Ie4YiHKU CUCTEeMHa
0iomOCTYyIIHICTh JIepKaHiauMIiHy, iMOBipHO, 30iIbIITYETHCS, OCKIJIBKY BiH
MeTaboi3yeThCSI TOJIOBHUM YMHOM Y ITE€YiHIIi.

HoxmiHiuHi maHi 6e3neku

IMaHi, oTprMaHi y X0Oi HOKIiHIYHNX CTAaHOAPTHUX (PapMaKOJIOTiYHUX OOCITiIXKEeHD 3
0e31eKH, OOCIimXKeHb 3 TOKCUYHOCTiI 6araTopa3oBUX 103, TeHOTOKCUYHOCTI,
KaHIIEPOTeHHOI' 0 MOTEHIlally, a TaKOXK PeNpOayKTUBHOI TOKCUYHOCTI, BKa3ylOTh Ha
BiZICYyTHiCTb 0C0O0/IMBO1 HEOE3MEKH JIIKapChKOTO 3ac00y [ TIOOen.

dapMmakooTiuHi mocimxeHHs 3 0e3IeKH, IKi IPOBOOUIINM Ha TBapHHAaX, ITOKa3alun
BiICYTHICTH BIIJIUBY Ha BereTaTUBHY HEPBOBY CUCTEMY, Ha LIEHTPaJIbHy HEPBOBY



cucteMy ab0 Ha HITYHKOBO-KUIIKOBY QYHKIIIO IIPU aHTUTINIEPTEH3UBHUX 103aX.

3HauHi e)eKTH, SIKi CIIOCTEpIraaucs y TpUBaIUX OOCTIAXKEeHHIX Ha ITypax i cobakax,
npsiMo abo mo6iyHo OynuM MMOB’sI3aHi 3 BiJOMMM BIIJIMBOM BUCOKMX 103 aHTArOHIiCTiB
KaJbllifo, TOOTO OyJiM HacIigKOM HagMipHO BHCOKOI (papMaKOOUHaAMi4YHOI aKTUBHOCTI.

HepKaHiJII/IHiH He € TEHOTOKCHUYHHUM Ta HE IIPOSABIIAE K&HHGpOl‘eHHOi HeOe3MeKH.

Ha depTunpHicTh i 3aranbHy penpoayKTHUBHY 30aTHICTh y IIyPiB JIepKaHigUIIiH He
BII/JIUBaB.

JIikyBaHHS JIEpKaHIIUIIIHOM He MaJlo HiSKOI'0o BIIJINBY Ha TePaTOreHHICTh y IIypiB Ta
KPOJIiB, IIPOTeE, Yy IIypiB BBEJEHHS BUCOKUX 03 MIPU3BOAUIIO A0 3arudesii moToMcTBa y
rnepep- i oCTIMIIJIaHTAL[IMHUM I1epiof, a TAaKOXK 0 YIIOBIJIbHEHHS
BHYTPIIIHBOYTPOOHOT O PO3BUTKY.

3acToCcyBaHHS BUCOKHUX 03 JIepKaHiguniny rigpoxmnopuny (12 Mmr/kr/mo0y) mig dac
TIOJIOTiB MOKe IIPU3BOOUTHU A0 AUCTOIil. IIpoliec po3mnopiny nepKaHiguminy i/abo #oro
MeTalboJIiTiB B OpraHi3Mi BariTHUX TBapUH Ta iX IIPOHUKHEHHS Y MOJIOKO He BUBYAJIH.

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
PEYOoBUHU JTIiKapPCHKOTr0o 3aco0y (muB. po3min «Ckmam»).

e OOCTPYKIIisg CyOuH, 110 BUXOOSATH 3 JIiBOTO MIJTYHOYKA.

e HenikoBaHa 3acTiliHa ceplieBa HEJOCTATHICTh.

e HectabinbHa cTeHOKap[iss abo HeIlloaBHO NepeHeceHu (mpoTsaroM 1 Micsiis)
iHpapKT MioKapza.

e TsKKa IMeYiHKOBa HEOOCTATHICTb.

e TskKa HUpPKOBa HegocTaTHICTh (IIIK® < 30 mii/XB), BKIIOYalO4YM MAlli€HTIB, AKi
IPOXOOATh Oiai3.

e OgHO4YaCcHe 3aCTOCyBaHHSA 3 CUJIbHUMU iHTiOiTopamu CYP3A4, IUKJIOCIIOPUHOM,
rpeindpyromMm abo cokoM rpeimndpyra (ouB. po3nin «Blaemomis 3 iHIIUMU
JIiIKaPChKUMHU 3aco0aMU Ta iHIIN BUOM B3a€EMOMiM»).

B3aemMoaisi 3 iHOIMMH JTiKapChbKHMH 3aCo00aMHu

OO0HouacHe 3dCMOCYBAdHHA NpPOMuUNOKA3dHO



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.

MocnigkeHHs B3aeMofil 3 cunbHUM iHridiTopom CYP3A4, KeTOKOHA30JI0M, ITOKa3aJio
3HaYHe IMiABUILIEHHS Y IIJIa3Mi KpOBi KOHILIEHTpallil nepkKaHigumniny (15-pasose
30inbirenHsa 3HaveHHss AUC (molti mig KpuBoio) Ta 8-pa3oBe 306inbllleHHs 3HaueHHsa C

max eyToMepa S-nepkaniguminy).

Cnim yHUKaTH OOQHOYACHOTO 3aCTOCYBaHHS JiIepKaHiguminy 3 inriditopamu CYP3A4,
TaKMMHU SIK KETOKOHA30JI, iTPaKOHAa30JI, PUTOHAaBIp, EPUTPOMILIMH, TPOI€aHOOMIIIUH,
KJIapUTPOMILIMH (OUB. pOo3ain «IIpoTUIIOKa3aHHI»).

[IuKIOoCIOpHUH

Cnocrepiranocs 30inbllIeHHS KOHIIEHTPAllil B IIJIa3Mi KPOBi K JIepKaHIAUNIiHY, Tak i
LIMKJIOCIIOPUHY IIPH 1X OOHOYACHOMY 3aCTOCyBaHHI. [[OCHiaAKEeHHS 3a y4acTI0O MOJIOOUX
3M0POBUX OJOOPOBOMBIIIB ITOKA3aslo, I0 SKIIO ITPUINOM LIUKJIOCIIOPUHY BifOyBaBCs
4yepe3 3 TOOVHY HiC/Isg NPUUOMY JIEPKaHIAUIIiIHY, TO KOHIIeHTpallis JIepKaHiguIIiHy y
T1a3Mi KpoBi He 3MiHIOBanacs, Tomi ik 3HaueHHss AUC IIUKJTOCTIOPUHY 30iIbITyBaIoCcs
Ha 27 %. OgHak ogHOYaCHe 3aCTOCYBAaHHSA JIEPKAHIOUIIIHY Ta LIUKJIOCIIOPUHY
CIpuunHs€e 30iIbIITeHHST KOHIIEHTpPAIlil IepKaHiguIiny y mi1a3Mi Kposi y 3 pa3u, a
3HaueHHs AUC 1muKiIocnopuny 30inburyetses Ha 21 %.

LIMKJIOCTIOPUH Ta JIepPKaHIOuIIiH He CJIig 3aCTOCOBYBAaTH Pa3oM (OUB. PO3min
«[TpoTUIIOKa3aHHI»).

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
mpuiiMaTu 3 rpeundpyToM abo cokoM rpeundpyra (OuB. po3min «IIpoTUIIOKa3aHHSI»).

OdHoYyacHe 3acmocCy8aAHHs1 HE peKOMeHOYEMbCsl

IagykTopu CYP3A4

Cnig 3 00epexkHiCTIO 3aCTOCOBYBaTHU JiepKaHigumin 3 ingykropamu CYP3A4, Takumu
sIK IPOTHUCYOOMHi 3acobu (Hanmpukiag, deHiToiH, peHoOapObiTan, KapbamMa3eniH) Ta
pudaMITiliiH, OCKITBPKN MOK€e 3HU3UTUCS aHTUTINEePTeH3UBHUM e(eKT. TaKoXK CITif
YacTillle, Hi’K 3a3BU4Yal, KOHTPOJIIOBATU apTepialbHUM TUCK (OUB. PO3MiN
«OCcOoOIUBOCTI 3aCTOCYBAHHS»).



ATKOT0JIb

Crig yHMKaTU BXKUBAHHS aJIKOTOJII0, OCKIJIBKM BiH MOXKe MiACUJIIOBATU Oif0
Ba30QMUJIATYIOUNX aHTUTINIEePTEH3UBHUX MiKiB (OuB. po3din «OcobIUBOCTI
3aCTOCyBaHHS»).

3axodu 6e3neKu, 8K/1104ar04u KOPUu2y8aHHs1 003U

Cyoctpatu CYP3A4

Cnig 6yTu 00epeXKHUM IIPU OOHOYACHOMY 3aCTOCyBaHHi JIepKaHIiANNOiHY 3 iHITUMHI
cyoctpatamu CYP3A4, TakuMu siK TepdheHanuH, acTeEMi30JI, aHTUapUTMiuMi 3acobaMu
IIT knacy (Taki K amiogapoH, KBiHiQUH, COTAJION).

Miga3onaMm

OmHouyacHe 3aCTOCYBaHHS Mifla3ojaMy Ta JiepKaHiguminy y go3i 20 Mr y moOpoBOJIbIIiB
JIITHBOTO BiKy MPU3BOAMIIO OO0 30iNbIlIeHHSI BCMOKTYBAHHS JIEPKAHIAUIIHY (TPpuOIU3HO
Ha 40 %) Ta DO 3MEHIIIEeHHS IBUOKOCTLI MOTO0 BCMOKTyYBaHHS (Tmax 3 rogvHU 3aMiCThb
1,75 roguHu), a KOHIIEHTpaLid Mifa3ojaMy He 3MiHIOBajlach.

MeTonposion

OpHOYacHe 3aCTOCYyBaHHS JIEPKaHIgUIiHy Ta MeTonposiony (B-61okaTop, 10
BHBOOUTHLCS 3 OpPraHi3My IlepeBaKHO Yepes MeUiHKy) He BUSBUJIO 3MiHHA
0i0OCTYITHOCTi METOIIPOJIONY, TOAL K OI0MOCTYIIHICTD IePKaHIAUITIHY 3HUXKYyBaJlacs
Ha 50 %. Lleit edekT MoKe OyTH ITOB’I3aHUU 31 3MEHIIIEHHSAM II€4YiHKOBOI'O KPOBOTOKY,
III0 CHPUYUHSAETHCA B-agpeHo0I0KaToOpaMy Ta MOKe BUHUKATH IIPU 3aCTOCYBaHHI
IHIIMX IIpenapartiB boro Knacy. OTKe, TepKaHigumiH MoxkKHa 0e3 3acTepeXeHb
3aCTOCOBYBaTH i3 B-agpeHo06I0KaTOPaMu, aje Ipu oMYy MOXKe IToTpebyBaTuCs
KOPUT'YBaHHSA MO0 IO3HU.

EI/IFOKCI/IH

OpHoO4YacHe 3aCTOCYyBaHHSA JIepKaHIOUIIIHY y 0o3i 20 Mr naijieaTaM, sIKi HOCTiMHO
npur¥Manu B-MeTUIOUTOKCHUH, He BUSIBUIIO HisIKOl PapMaKOKiHETUYHOI B3aEMOII.
OpgHak BimMivasnocs MigBUILEHHS Cmax ourokcuny Ha 33 %, Tomi K He BimOyBasocs
3Hauymux 3MiH Hi AUC, Hi HUPKOBOTO KilipeHcy. [TallieHTH, sIKi OGHOYacHO
3aCTOCOBYIOTH JIEPKAHIOUMIIH Ta OUTOKCUH, TOBUHHI ITepe®yBaTH IIil CYBOPUM
KOHTPOJIEM LIOO0 MOXKJIMBOI ITOSIBU O3HAK iHTOKCHUKAIlil AUTOKCUHOM.

OdHouacHe 3aCmocCy8dHHs 3 IHWUMU JAiKapcbKumMu 3acodamu

DIIYOKCETUH




IocmimxeHHs 11000 B3aeMofii 3 pnyokceturHoM (iHridiTopom CYP2D6 ta CYP3A4), 1o
ITPOBOOUJIN 3a y4aCTIO JOOPOBOIIBIIB BikoM 65 * 7 poKiB (cepeqHe 3HAUYEHHS *+
CTaHOApTHE BiAXWJIEHHS) NOKa3aJu BiACyTHICTh KJIIHIYHO 3HAYYIIUX 3MiH
(papmMakoOKiHETUKHY TEePKaHIOUITIHY.

HuMmeTugux

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

CuMBaCTaTUH

Konu nepkanigumid y 1o3i 20 Mr HOBTOPHO OJHOYaCHO 3aCTOCOByBaid i3 40 Mr
cuMBacTaTUHY, moKa3HUK AUC nepKaHiguIiHy 3MiHIOBaBCS HE3HAYHO, TOMO1 K
noka3HuK AUC cuMBacTaHTHUHY 30inbiryBaBcs Ha 56 %, a moka3Huk AUC #oro
aKTUBHOT'O0 MeTalbomiTy b-rimpokcukucmaoTu - Ha 28 %. ManoiMoBipHO, 10 TaKi 3MiHN
€ KJIiHiYHO 3HauyniuMu. He o4iKyeThCS B3a€MO[Iil, AKIIO JIEPKaHIOUMIIH IpUiMaTu
BpaHIIi, a CMMBacTaTUH BBeUYepi, SIK 1le peKOMEHI0BaHO AJIs 3aCTOCYyBaHHS I[bOTO
JIiIKapCchKOTO 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 il MOXKe CIIOCTepPiraTUcCs NpPU CyMiCHOMY 3aCTOCyBaHHI TepKaHIOUITIHY
3 iHIIMMU JTiKapChbKUMU 3aco0aMu, 1110 BIIJIMBAIOTh Ha apTepialbHUN TUCK, TAKUMU SK
anbda-010KaTOPH, 1110 3aCTOCOBYIOTH [JIS JIIKyBaHHS CUMITOMIB 3 O0KY CE4OBHUX
IIJISIXiB, TPUIIMKIIIYHUMHU aHTUAEIpecaHTaMi, HeMpoJielITuKaMu. 3 iHII0ro 00Ky,
ocnabyieHHS TiMMOTEH3UBHOI Ail MOXKe CIIOCTepPiraTUCs IMpPU OJHOYAaCHOMY 3aCTOCYBaHHi
3 KOPTUKOCTEPOigaMu.

OcCo0/IHBOCTI 1010 3aCTOCYBaHHS

CunpgpoM ci1abKOoCTi CHHYCOBOT'O By3Jjia

Tpeba 6yTu 0coO6/IHMBO 00EPEKHUM ITPU 3aCTOCYBaHHI TepKaHigUIiHy ImallieHTam i3
CUHOIPOMOM CJIaOKOCTi CHHYCOBOTO By3Jia, IKMM He iMIJIaHTOBaHUM
KapOioCTUMYJISITOP.



[IrcdyHKITIS TiBOro IIJIYHOYKA

3 obepexHiCTIO MprU3HaYaTU Npu OUCOYHKIII JTiIBOro IIITYHOYKA CepIlsi, He3BaXKaluu
Ha Te, 1110 TeMOAWHaMIi4YHO KOHTPOJIbOBAaHI NOCHIAXKEeHHSI He BUSIBUJIN XKOTHUX
MopyIIeHb QYHKIIIl IITYHOUYKIB.

ImemiuHa xBopoOa ceplis

[TpunyckaeThCs, 10 AesKi OUTiAPONipUANHYN KOPOTKOYaCHOI1 Ail acOLil0I0THCA 3
MMiOBUIIIEHUM CEPLIEBO-CyIUHHUM PU3UKOM Y IAIliEHTIB 3 illleMigyHOI0 XBOPOOOIO CEPIIA.
He3Baxawouu Ha Te, 110 JIEePKaHIOUIIIH € ITpellapaToOM JOBTOTPUBAIOI Oil, ITPOTe TaKUM
XBOPHUM JIiKapChbKUM 3acib CIifi 3acTOCOBYBaTU 3 00EPEKHICTIO.

HesaKi DUTigpoImipuguHEN MOXKYTh YV IIOOAUHOKUX BUIlaJKaX COIPUYMHUTA BUHUKHEHHSA
0oto y gingHui cepusg abo cTeHOKapHil. [yKe pigKo MalieHTH 3 y2Ke HasiBHOIO
CTEeHOKaPMHi€I0 MOXKYTh Bil3Ha4YaTHU 30i/IbIIIEHHS YaCTOTH, TPUBAJIOCTI Ta TSIXKKOCTI 1i
HamapfiB. B okpemMux BuUIlafKax MOXKe CIocTepiratucs iHdpapKT Miokapaa (OuUB. po3in
«ITobiuHi peakirii»).

3acToCyBaHHSA IIPU MOPYHIEHHI DYHKITII HUPOK a00 NeUiHKU

[Tpu nmiKkyBaHHI MaIli€HTIB 3 AUCHYHKIIIEI0O HUPOK CJIAOKOT0 UM IIOMipHOTO CTYIIEHS CJIif
BUSIBIISITU 0COONUBY oOepexkHicThb. He3Baxkaiouu Ha Te, 110 3a3BUYall peKOMeHI0BaHa
mo3a 10 Mr Ha moOy MOzKe HOpPMaJIbHO ITePEeHOCUTHCS IIi€l0 IPYIIO0 MalliEHTIB, [0
30inbimenHs no3u o 20 Mr Ha mo0y moTPiOHO ImigXoouTy 3 00epeKHiCTIOo.
limoTeH3uBHa [is JIiKapChbKOT0 3aCO0y MOKe ITOCUIIOBATHUCS Y IAIliEHTIB 3
OUCQYHKIIEIO IIeYiHKYU TOMIPHOTO CTYIIE€HS TAXKKOCTi; OT2Ke, B TAaKMX BHUIIaJKaX MOXKe
notpebyBaTHCSA KOPUTYBaHHS [O3H.

JlepKaHIigUIIiH IPOTUNOKA3aHO 3aCTOCOBYBATH ITAIliEHTaM 3 TSIKKOI0 IIEeYiHKOBOIO abo
TSI2KKOI0 HUPKOBOIO HepmocTaTHiCcTIO (ITK® < 30 M1/xB), BK/IIO4YalO4M ITAIiEHTIB, SIKi
MTPOXOAsiTh TeMofiani3 (quB. po3min «Crocié 3acToCyBaHHS Ta JO3U» Ta
«[TpoTUIIOKa3aHHI»).

I[TepuTOoHEeanbHUM Oiasi3

[MTpuiioM nepKaHiguniHy OyB acoLiloOBaHWU 3 MOMYTHIHHSAM [iajli3aTy y HalliEHTiB Ha
nepuToHeanbHOMY Aianisi. [ToMyTHIHHS 00YMOBJIEHO ITIiABUIIIEHOIO KOHIIEHTPAIIi€I0
TPUTJIiLEPUAIB y Oiani3aTi, 1110 3/IMBAa€ThCI. X04a MeXaHi3M PO3BUTKY LILOTO SABUIllA HE
3’sICOBaHUM, TOMYTHIHHS 3HUKA€E He3abapoM ITicyis BimMiHU nepKaHigumniny. Cin
BpaxyBaTH II0 OCOOJIMBICTh, OCKiJIbKY ITIOMYTHIHHS Aiani3daTy Moxke OyTH IIOMUJIKOBO
MPUMHSITO 3a iHPEeKIIMHUN IEePUTOHIT, a 1Ile MOXKe IPU3BECTH OO0 HEeImOoTPiOHO1
rocmiTasnizaiiil i TpUu3HaYeHHSI eMIIpUYHOl aHTUOIOTUKOTEepaIril.



IagykTopu CYP3A4

IngykTopu CYP3A4, Taki SIK IpOoTUCYOOMHI 3acobu (Hanpukian GeHiToiH,
Kap0OaMa3seriH) i pudaMoinuH, MOXKYTh 3HUKYBAaTU KOHIIEHTPAIiI0 JIEPKaHigUIIiHy y
1J1a3Mi KpoBi, i ToMy e(peKTUBHICTD il JIEPKaHIAUIIIHY MOXKe BUSIBUTUCS HUXKYE
O4iKyBaHOl (OUB. po3Min «B3aeMomisa 3 iHIIUMHU JTiKapChbKUMM 3aco0aMu Ta iHIII BUOHU
B3aEMOOIN»).

ATKOT0JIb

Cnig yHMKATH OOHOYACHOTO BXKMBAHHS aJIKOT'0JIIO0, OCKIJIbKY 1le MOXKe MPU3BECTHU IO
ITOCUJIEHHS CyOUHOPO3IINPIOBAJIbHOI aHTUTIIEPTEeH3UBHOI [il TikapChKUX 3aco0iB (OUB.
po3min «B3aemopis 3 iHIIMMH JTiIKAPCHKUMU 3aco0aMU Ta iHIIN BUOM B3a€EMOiN»).

JlakTO3a

Lle# mikapcbKul 3aci® MiCTUTH JTaKTO3y, TOMY MOT0 HE CJIif mNpuiiMaTH ImallieHTaM i3
PIOKICHMMY CIIaJKOBUMU 3aXBOPIOBaHHSAMU: HEIIEPEHOCUMICTIO raJIaKTO3H,
BHPaXKeHOI0 HeJOCTATHICTIO TaKTa3u abo ManbabCopOIli€ro TITI0KO3U-TalTaKTO3MU.

1 TabneTka 20 Mr, BKpUTa MJIiBKOBOIO 000JIOHKOIO, MiCTUTL 60 MTI' JTaKTO3U
MOHOTIZpary.

Hatpii

Lie#t mikapcbkui 3acid MicTuTh MeHie 1 Mmmonb (23 Mr)/TabneTKy HaTpio, TOOTO
IIPakKTUYHO «BIJIbHUM BiJl HATPilO».

[TegiaTpryHa NOMYJIALlis

Be3neky Ta eeKTHUBHICTh 3aCTOCYBaHHS JIEPKAHIAUIIHY y AiTel He OyJI0 JOBEEHO.
3acmocysaHHsA y nepiod sazimHocmi abo 200y8aHHs 2py0010.

BaritHicTh

IaHi 1po 3aCTOCyBaHHA JIEPKAHIOUIIIHY BariTHUM BifcyTHIi. [ToCIigXKeHHs Ha TBapUHaXxX
He BUSIBUJIM TepaTOTeHHUX epeKTiB (IMB. MOKTiHiUHi maHi 3 6e3neKu), omHaK BOHU
CIIOCTepirajaucs IIpu 3aCTOCyBaHHI IHIMKUX noxigaux gurinponipuaury. JIEPKAMEH®
He peKOMeHA0BaHO 3aCTOCOBYBATH Mifl Yac BariTHOCTI abo XXKiHKaM penpoayKTUBHOTO
BiKy, sIKi HEe 3aCTOCOBYIOTH KOHTPAIIEIIIiI0.

T'ogyBaHHS I'PYOOIO

Hesigomo, yu npoHUKae nepKaHigumid abo #oro MetaboJIiTH B TPyAHE MOJIOKO
mioaguHU. He MOKHa BUKJTIOUUTHU PU3UK [J151 HOBOHAPOIXKEHUX ab0 IpyaHUX OiTeu.



JIEPKAMEH® He ciig npuyMaTy Oif 4ac TOAyBaHHS T'PYALIO.

QOepTUNBHICTD

KiiniuHi maHi mopo nepka”iguniny BincyTHi. [ToBimoMiisinocs npo BUIagKu, KOJIU Y
oessKUX MallieHTiB OJI0KAaTOPU KaHalliB BUKJIMKAJIM 000POTHi OioxXiMiuHi 3MiHU B I'OJIOBIIi
criepMaTo30ifa, 37aTHi HeraTUBHO BIJIMBATH Ha IIPOIleC 3amligHeHHa. [Ipu HOBTOPHUX
HeBHa/JIuX CIIpofax eKCTPaAaKOPHOPaIbHOTO 3aMJTiTHEeHHS 3a BilCYTHOCTI iHIIIMX
MMOSICHEHbB CJIi B3SITH [0 YBaru, 110 IPUYUHOIO MOXKYTb OyTH GJIOKAaTOPU KaJIbIiEBUX
KaHaJliB.

30amHicmb 8nausamu Ha weuodKicMb pedakuii npu kepye8aHHi asmompaHcnopmom abo
[HWUMU MexaHi3mMamu.

JIEPKAMEH® Ma€ He3HaYHMU BIJIUB Ha 30aTHICTh KepyBaTH aBTOTPaHCIOPTOM abo
ITpalfoBaTH 3 iHIMUMU MexaHi3Mamu. [IpoTe ciig 6yTu 00epeskHUM, OCKiJTbKH MOXKYTh
BUHUKAaTHU 3allaMOPOYEHHS, aCTeHisi, BTOMJIIOBaHICTh, a B PIOKICHUX BUIIagKax
COHJIMBICTB.

Cnocid 3acTocyBaHHsS Ta 03U

Cnocib 3acTOCyBaHHSA

JlepKaHIOUIIIH CJIig NpU¥MaTU BpaHIli IPUHAUMHI 3a 15 XBUJIVH OO CHIOAHKY.

Llew mikapcbKui 3acib He ciifg mpuiiMaTH i3 COKOM rpeundpyTa (OUB. PO3MIin
«[IpoTunoka3saHHsa» Ta «B3aemMomisa 3 iHIMMMHU TiKapCbKUMHU 3aco0aMu Ta iHII BUOU
B3aEMOIIN»).

IlosysaHHs. PekoMeHOoBaHa mo3a ctaHoBUTh 10 Mr 1 pa3 Ha moOy, Ky Ciif npuiMaTH
npuHaWMHI 3a 15 xBUMKH 0o igu. [1o3y MozKHa ImiaBuiuTu go 20 Mr, 3ajIekKHOo Bif
iHOUBigyanmbHOI YyTIMBOCTI nailieHTa. [1igbip mo3u Mae OYTU MOCTYIIOBUM, OCKiTbKHU
MaKCHuMaJibHa aHTUTIIepTEeH3WBHA i1 MOXKe IIPOsIBUTUCS Yyepe3 2 TUXKHI Iicisa
II04YaTKYy JIiIKyBaHHSA.

g gesskux ocib, y SKMX He BOAEThCS aJleKBaTHO KOHTPOJIIOBATH PiBEHb TUCKY OOHUM
AHTUTITIEPTEH3UBHUM IIPETapaToM, MoxKe OyTH HOIINbHUM JIIKYBaHHS JIePKaHIgUITiHY
rigpoxjopumoM pa3oM 3 GJI0OKAaTOPOM B-ampeHopenenTopiB (aTeHOJI0), OiypeTUKOM
(rimpoxnopoTia3un) abo iHriGiTOpoM aHTiOTEH3WHIIEPETBOPIOBAIBHOTO (DEPMEHTY
(kanTompun abo eHaTaAIPUII).

OcCKinbKU KpHBa 3aJIe2KHOCTI «103a-BiANOBiAL» KpyTa Ta Mae€ maaTto npu go3ax 20-30
MT, MaJIOUMOBIPHO, 1110 e(eKTUBHICTh OyHe Bullla IIPU 3aCTOCYBaHHi OiNTbII BUCOKUX
[03; Y TOM 4ac sIK 4acToTa MobiyHuX eheKTiB MoKe 30i/IbITyBaTUCH.



ITauienmu nimHb020 B8iKY: X04a (hapMaKOKiHETUYHI JaHi i KIiHIiYHUY JOCBi[ CBig4YaTh,
110 KOPUTYBaHHS MOOOBOI MO3U He MOTPiOHEe, CIIig MPOsBASITH 0COOJIMBY yBary Ta
00epeXHICTh Ha IMOYaTKY JIiKyBaHHS Malli€EHTIB JIITHHOTO BIiKY.

ITauieHmu 3 HUpPK0B8ow abo nevdiHK080 HedocmamHicmio: ciim 6yTH 0CcoBIUBO
00epeXHUM Ha Mo4YaTKy JIiIKyBaHHS IAlli€HTIiB 3 MOPYIIeHHSIM (QyHKIIiI HUPOK abo
MeYiHKHU Bifl JIETKOTO [0 IIOMIPHOTO CTyHeHs TSIXKKOCTi. He3Baxkarwyuu Ha Te, 110, K
ITPABUJIO, IIi MAIliEHTHU IIePEHOCATH IIpenapaT HopMaJibHO, 30iTbITIeHHsT 0O0BOI M03HU OO
20 MTr ciig TpoBOOMTHU 3 00ePEekKHICTI0. AHTUTIIEPTEeH3UBHUM epeKT MoxKe OyTHU
ITOCUJIEHUH Y TAlli€HTIB 3 MOPYIIeHHSIM (PYHKIIII Me4iHKY, OTKe B TaKUX BUMNAAKaX
HeoOXigHe KOPUTYBaHHS OO3U.

JlepkaHIAUIIIHY TiAPOXJIOPUL IPOTUIIOKA3aHO 3aCTOCOBYBATH Malll€eHTaM 3 TSAXKKOI0
MMe4iHKOBOIO ab0 TSIXKKOI0 HUPKOBOIO HemocTaTHicTO (IIIK® < 30 Mi/XB), BKITIOYAIOYH
Mali€eHTiB, sIKi IpoXoAsaTh Aiaini3 (gquB. po3nin «IIpoTunoka3aHHs» Ta «OcoOIMBOCTI
3aCTOCyBaHHS»).

itk

3acToCyBaHHS JIEpKaHIQUIIHY OiTIM BiKOM A0 18 POKiB He PEKOMEHAOYETHCS, OCKIIIBKU
BICYTHIU KJIIHIYHUM OOCBIf.

Ilepego3yBaHHA

[IpoTsarom nepiony micasgpeecTpaLiiHOro 3aCTOCYBaHHS JIEPKaHIAUIIHY
MOBIDOMIIAJIOCSA PO AesKi Buragku nepeno3yBaHHsa (Big 30-40 mr go 800 mr), y Tomy
yucii cupoba cyinumy.

CumMnoToMu

fK 1y BUmagKy nepeno3yBaHHS IHIINX OUTIAPOIIIPUAKHIB, ITIepeno3yBaHH A
JIEpKaHIOUIiHYy COPUYUHUTH HagMipHY IlepudeprudHy Ba3ogusaTalliio i3 mIOMiTHOIO
apTepianabHOIO TIMMOTEH3i€10 Ta pedIeKTOPHOIO Taxikapaieo. OgHaK Py Ay>Ke BUCOKUX
mo3ax Moxke OyTH BTpadeHa nepudepruyHa CeIeKTUBHICTb, 10 COPUYUHUTD
OpapuKappilo Ta HeraTUBHUM iHOTponHUM edeKT. HaumomupeHimuMy mo6iyHuMu
peaxkirisiMu, OB’ I3aHUMH i3 BUIIAIKaMU Iepeno3yBaHHs, OynIu apTepianbHa
rirmoTeH3isi, 3alrTaMOpPOYEHHsI, TOJIOBHUM Oiflb Ta MOCHUIeHe CepleOuTTs.

JIikyBaHHSA

KrniHiuHO 3Hauyllla apTepiajibHa rinoTeH3is, CIpUYrNHEeHa lIepeqo3yBaHHAM, BUMarae
aKTHBHOl CEPIEBO-CYAUHHOI ITiATPUMKHU, BKIIIOYal04YM TaKi 3aX0OU: CIIOCTEPEkKEHHS 3a
CepLIEBOIO Ta AMXaJIbHOIO QYHKIIIMU, IMiHATTS KiHIIIBOK, KOHTPOJIb 00’ €My



LI PKYJIIOI0Y01 PiAUHU Ta Oiype3y.

3Baxkalo4u Ha TpuBanui ¢papMakosorivHum edeKT JIepKaHIiIuIiny, HeoOXimHO
IIPOAOBXKUTH CIIOCTEPEKEHHS 3a CTAHOM CEPILIeBO-CyAUHHOL CUCTEMHU HallieHTa
IPOTATOM He MeHIe 24 TOOuH. 3 OrJIAAy Ha BUCOKHUM CTYIIiHb 3B’sI3yBaHHS Ipenaparty
3 OinkamMu nepenbada€eThCs, M0 miali3 € HeeheKTUuBHUM. [1pu migo3pi Ha OTPYEHHS
cepenHbOT0 ab0 BaXKKOT'O CTYIIEHS ITOTPIOHO CIIOCTEPIraTU 3a CTAHOM TMallieHTa Y
BiggisleHHi iIHTEHCHUBHOI Teparril.

ITo6iuHi epexkTHn

3aranpHui npodinb 6e3nmeKu

Bes3mneka 3acTocyBaHH JiepKaHiguminy B mo3i Big 10 go 20 Mr oguH pa3 Ha mo0y
OlliHeHa B XOfIi MOABIMHOTO CIIIMOro, miuamnebo-KOHTPOIHLOBAHOTO KITiHIYHOTO
mocaigKeHHd (3a ydacTio 1200 maifieHTiB, 1o mpuiMaiy 1epKaHigui, i 603
MAIi€HTIiB, SKi NpuManu miaamedo), a TaAaKOXK B XO/li aKTUBHOKOHTPOJIbBAHUX Ta
HEKOHTPOJIbOBAHUX JOBIOCTPOKOBHUX KJIIHIYHUX OOCIIIXKEHb 3 aKTUBHUM IIpernapaToM
MIOPIBHSIHHSA 3a y4acTio 3676 mallieHTiB, Kl cCTpaXpalu Ha apTepiajbHy TinepTeH3ito i
OTPUMYBaJIU JIEPKaHIOUIIIH.

Hai6inbin yacTuMu nOoOIiYHUMHY PeakIlisiMHU, ITOBiMOMIIEHHS PO AKi OyJiM oTpUMaHi B
XO[Ii KJITiHIYHUX OOCIIiAXKeHb, a TaKOXK B XO[i ITiC/ITpeeCTpalliiHOro Harisaay, Oyau:
nepudepudHi HaOPSAKYU, TOJTOBHUM Oifib, IPUIIJIMBU, TaXiKapmis i mocusieHe
cepieduTTs.

Tabnauis no0iYHMX peakKlin

Y HuXKYeHaBeIeHil Tabnulli mpeacTaBiieHi mobiuyHi peakiiii, 111010 SKUX BCTAHOBJIEHO
IIPUYUMHHO-HACJIIAIKOBUU 3B’A30K 13 3aCTOCYBaHHSIM IIpenapary B pe3yJibTaTi KJIIHIYHUX
OOCIIiI?KEeHb Ta MiCIIAPeeCcTPalilHOr 0 Harjisaay B Pi3HMX KpalHaX CBITY.

Bonu po3snopineHi cucteMamMu oprasiB 3rinHo 3 MedDRA Ta 3a 4aCcTOTOI0: Ay2Ke 4acTo
(= 1/10), gacTto (= 1/100 mo < 1/10), HewacTo (= 1/1000 go <1/100), pinko (= 1/10000
oo < 1/1000), oyxke pigko (< 1/10000), HeBigoMo (OIliHKa 3a HaABHUMHU JaHUMU
HEeMOXKJIMBa). Y KOXKHi¥ I'pymi 3a 4acTOTOIO IMOOiIYHi peakirii, 110 BUHUKAIXU, 3a3Ha4YeHi
Yy HOPSOKY 3MEHILIEHHS IIPOSBIB.



Knacudgikais

MedDRA mono HeuacTto Pinxo
BII/IMBY Ha YacTo HesBigoMmo
CHUCTEMH i
OopraHu
3 60Ky iMmyHHOI ) )
rirnepyyTInuBiCTh

CUCTEMHU
3 60Ky HEPBOBOI |[TOJIOBHUM COHIIHBICTD,

5i 3anaMOpOYeHHS
CUCTEMHU inb CHHKOLIE

Taxikapmis,
3 60Ky cepisa TOCIUICHE CTeHOKapHis

cepueduTTs

apTepiajibHa
3 60Ky CyOouH MTPUTIIUBYU ) )
rirnoreH3is
3 O6oKy OUCIIeIICis, rineptpodis sicen!
IIIJIYyHKOBO- HynoTa, Oinb y GroBaHHs, , IOMyTHIHHSA
KHUIITKOBOTO BEPXHIA JACTHHI |00 nepHTorlleaanoro
TPaKTy KHBOTA BiOTOKY
3 OOKy nediHKU . .
ITiTBUINIEHHS PiBHS
Ta
. CUPOBATKOBUX
2KOBYOBUBITHUX ) 1
) TpaHCcaMiHa3
IIIJISIXiB
3 OOKy LIKipu Ta
HigIIKIPHO- BUCHUIIaHHSA, , QHTiIOHEBPOTUYHUN
. ) KPOIIMB THKa 1

KHUPOBOI cBepOixk HaOpsK

KJIITKOBUHA




3 OOKy
CIIOJIy4YHO1
TKaHUHU, .
, . Mianris
M’s130BO1 Ta
KiCTKOBO1
CUCTEM

3 OOKy HHUPOK Ta
CEeYOBUBITHUX oJiypist IoJiaKiypis
HUTAXIB

3aranbpHi

MOPYILIEeHHA 1 . .
nepudepuyHi|acTeHis,

) 0inb y rpynsax
HaOpsIKu BTOMJTIOBAHiCTh

MIOPYILEeHHA Y
MmicIi

3aCTOCYBaHHS

! Mo6iuni peaxiiil, sKi Oysu BUSBJIEHI Y IOCTMapKETUHTOBUY Nepiof, 3rigHo 3i
CIIOHTAaHHUMM TTOBiJOMJIEHHSIMU 3 Pi3HUX KpalH CBiTYy.

Onuc oKkpeMux NoOiYHUX peakIlii

ITig gyac maaredo-KOHTPOIbOBAHUX KITIHIYHUX MOCHIIXKEeHb 4aCTOTa BUHUKHEHHS
nepudeprnyHux HabpPsKiB cranoBumna 0,9 % npu npuiiomi nepkKaHiguniny B mo3i Big 10
mo 20 mr i 0,83 % npu nputioMi niaie6o. Bcboro y mocmimzKyBaHoO]I MOITY AL,
BKJIIOUAIO4YX OJOBTOCTPOKOBI KJTiHiuHi BUITPpOOyBaHHS, YaCTOTa BUHUKHEHHS Aocsraja 2
%.

JlepKaHiOuIIiH, UMOBIPHO, HE Ma€ HETaTUBHOI'O BIIJINBY Ha PiBE€Hb I'TIOKO3U B KPOBI i
piBEHB JIMifAIB B CUPOBATLI.

Ieski gurigponipuaAMHU PiIKO MOXKYTh ITPU3BOOUTHU M0 OO0 Y OiASHIN cepiis abo
cTeHOKappil. [lyKe pigKo y XBOPHUX 3 y2Ke HasIBHOIO CTEHOKAPOi€ MOXKe
30iyIbIIIyBaTHCA YaCTOTa, TPUBAIICTh a00 TAXKKICTDh IIMX HamafdiB. MOXKYyTb
CIIOCTepiraTucs IOOJWHOKI BUIIaAKHU iHPaApKTy MioKapaa.

IMToBimoMJIEHHS IPO Migo3pIoBaHi MOOiIYHI peakiil

[ToBigoMmIieHHS IIPO Mimo3pioBaHi MoOiuHi peakiiil micsis peecTpatiii TiKapCcbKOTro
3aco0y Ma€e BeJiMKe 3Ha4YeHHs. lle J03BOJIsI€ TPOAOBKYBAaTU MOHITOPUHT
CIIiBBigHOIIIEHHS KOPUCTi/PU3UKY IMPU 3aCTOCYBaHHI TiKapChKOro 3acoby. MeguuyHuM



Ta apMalleBTUYHUM MIpalliBHUKaM, a TaKOXK ITallieHTaM abo iXx 3aKOHHUM
IMpeacTaBHUKAM CJIil ITOBIHOMJISITH IIPO YCi BUIIQAKH ITiMO3PIOBAaHUX ITOOIYHUX pPeaKIlii
Ta BiACYTHOCTi e(peKTUBHOCTI JIikapChKOT0 3aco0y uepe3 ABTOMaTH30BaHy
iHpopMaLiiHy cucteMy 3 (hpapMaKOHATISAOY 3a MOCUJIaHHSAM:

https://aisf.dec.gov.ua abo yepe3 BebG-calT KoMIiaHil https://www.berlin-chemie.ua

TepMiH NpUIAaTHOCTI
3 POKH.
VYMmoBHu 30epiranHs

CnenianbHi yMOBU 30epiraHHs He BUMaralThCH.
30epiraTtu B opuriHaabHiM YIIaKOBIli B HEJOCTYIIHOMY IJIS OiTeM MicCIIi.
YnakoBka

[To 1 GnicTtepy o 7 TabneTOK, BKPUTUX IIJIIBKOBOIO 000JI0OHKOI0; 110 1 a6o mo 2, abo 1o
4 6mictepu o 14 TabGi1eToK, BKPUTHUX IIJIIBKOBOIO 000JIOHKOIO; 110 6 abo mo 9 6icTepiB
o 10 TaGsieTOK, BKPUTUX IJIIBKOBOIO 0O0JIOHKOIO, Ta iHCTPYKIIiS AJII MEOUUYHOTO
3aCTOCYBaHHS y KapTOHHiM KOPOOIIi.

KaTeropist Biagnnycky
3a penemnTomM.
BupooHuK

BEPJITH-XEMI AT'.

Micue3HaxoIKeHHsI BHPOOHHKA Ta aJipeca MicIlsi MIPOBaIKeHHsI HOT' 0
IistIbHOCTI.

I'minikep Ber 125, 12489 Bepnin, HimeuyuuHa.
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