IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JIIKAPCHKOI0 3aC00y

JIEPKAMEH® 20
(LERCAMEN® 20)
Bei uinn na npenapar JIEPKAMEH® 20 moxHa 3HaiiTi Ha caiiti doc.ua

Cknao:

oitoua pewosuna: lercanidipine;

1 TabneTka, BKpUTAa ITIBKOBOK 000JI0OHKOI0, MICTUTD JIEPKaH1AUIIHY Tiapoxiopuay 20 Mr, 110 BiJOBi1ae
nepkaHiguminy 18,8 mr;

O00NOMIJICHI peyo6uHU: JTAKTO3U MOHOTIIpaT, IETI0I03a MIKPOKpUCTaIidyHa, HATPIF0 KPOXMAIBTIIIKOJIAT
(turt A), moBigon K 30, marHito creapar;

obononka: Opadry 02F25077 (rimpomeno3a, Tanbk, Tutany aiokcua (E 171), makporon 6000, 3amiza
okcun (E 172)).

Jlikapcbka gopma. TabineTKy, BKPUTI IJIIBKOBOK 000JIOHKOIO.

Ocnogui  hizuko-Ximiyni 61acmueocmi: POKEBOTO KOJIBOPY KPYINI JBOOIMYKJII TaOJIETKH, BKPHUTI
TUTIBKOBOIO OOOJIOHKOIO, 3 PUCKOIO IS MOJILTY 3 OJHOTO OOKY.

TaGneTky MOKHA pO3AUTUTH Ha PiBHI JT03H.

®apmakoTepaneBTHYHA rpyna. CelleKTUBHI aHTaroOHICTH KaJIBIIO 3 MEPEBAKHOIO JII€I0 HA CYAUHHU.
[Moximui gurigponipununy. Kog ATX CO8C A13.

Dapmakono2iuHi enacmueocmi.
Dapmarxoounamixa.

MexaHni3m aii
JlepkaHiMIIIH — 11€ aHTArOHICT KaJbIII0 JUT1IPONIPUAUHOBOI IPYIIH, 1110 IPUTHIYYE TpaHCMEMOpaHHUM
MOTIK KaJbIlil0 y KIITUHU Cepls Ta TMaAki M’s3u. MexaHi3M aHTUTINepTEeH3UBHOI Ail JIepKaHIAUITIHY
3yMOBJIEHUN TPSMOIO PENAaKCYIOUOI0 €0 Ha TIaJKi M S3M CYJIHWH, BHACIIJIOK YOTO 3HUKYETHCS
3arajibHUM CyTMHHUNA nepudepudHuii omip.

dapmakoarHaMiuH1 eheKTr

He3Baxatroun Ha KOPOTKUH MepioJ] HaMiBBUBEJICHHSA JIEPKAaHIAMIIIHY, BIH Ma€ IPOJIOHTOBaHY
AHTUTINEPTEH3UBHY [0 32 paXyHOK BHCOKOI0 KoeQillieHTa MeMOpaHHOro PO3MOJLTY 1 030aBIeHUMN
HEraTUBHOI IHOTPOIMHOI Jii 3aBASKH HOT0 BUCOKIN Cy/IMHHIN celeKTUBHOCTI. OCKITbKU Ba30MIaTallis,
CIpUYMHEHA JIEPKaHIUIIIHY TIAPOXJIOPUIOM, BIIOYBAETHCS IOCTYIOBO, TO ToCTpa apTepiajbHa
rinoTeHsis 3 pedueKTOPHOI TaxiKapAi€lo Yy XBOPHUX Ha apTepialbHy TiNEpTEH31I0 CHOCTepIiraeThes
plaKo.

SIK 1 B IHIIUX aCUMETPUYHHUX |,4-TUriaponipuanHiB, aHTUTIIEepTEeH3UBHA /1is JIEPKaHITUIIHY 3yMOBJICHA
TOJIOBHUM YHHOM HOTO (S)-€HaHTIOMEPOM.

Kniniuna eekTUBHICTh Ta Ge3mneka

Kuiniuna edexktuBHICTD 1 6€3neKka iepkaniauminy B 7031 Big 10 1o 20 Mr oauH pa3 Ha 100y Oyiia omiHeHa
B XOi MOJBIMHOTO CIIMOT0, MIane00-KOHTPOIBLOBAHOTO KIIHIYHOTO MOCHiHKeHHS (3a ydactio 1200
MAII€HTIB, AKI MpUWMaIW JIepKaHiaumiH, 1 603 mamieHTiB, AKi MpuiMany 1iamnedo0), a TaKoX B XOJIi
aKTUBHOKOHTPOJILOBAHUX 1 JOBMOCTPOKOBHX HEKOHTPOJIBOBAHUX KJIIHIYHUX JOCIIKEHHAX 33 Y4aCTIO
3676 naiieHTiB, K1 CTpaXX/1al0Th Ha apTepialibHy TIepPTEeH3IIO.

BinbicTh KIHIYHUX TOCTIIKEHb OyJIU MPOBE/IEH] 3a Y4acTIO MAIIEHTIB 3 ECEHL1ATBHOIO apTepiaIbHOI0
rifnepTeH31€l0 BiJ] JETKOTo JI0 CEPEeIHBOT0 CTYNEHS TSHKKOCTI (BKJIFOUAIOUH MAalll€HTIB MOXHIOTO BIKY 1
MAIIE€HTIB 3 I[yKPOBUM J1iabeToM), SIKi MPUIMaIH JIepKaHiIMIIiH OKpeMo a0o B O€AHAHHI 3 IHT1OiTOpaMu
aHrio0TeH3MHIEepeTBOproBanbHOrO hepmenty (AIID), niypetukamu abo H6era-60kaTopamu.

Ha nogatox 10 KIiHIYHUX JOCHTIKEHb, IPOBEJACHUX IS MIATBEPAXKEHHS TePareBTUYHHX [TOKa3aHb, 111e
OJIHE HEBEJIMKE HEKOHTPOJIHOBAHE, ajie PaHAOMI30BaHE JIOCII/DKCHHS TAIIEHTIB 3 TSHKKAM CTYIIEHEM
apTepianbHOI TinepTeHsii (cepeHe 3HAUEHHS + CTaHJapTHE BIAXWJIEHHS A1aCTOJIYHOTO THCKY KpOBI
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ctaHoBUTh 114,5 + 3,7 MM pT.CT.) MOKa3ajo, 10 apTepiaibHUi TUCK HopMmauizyBaBcs y 40 % 3 25
MAI€HTIB MPH TpUHOMI JIEPKaHIIUIIHY TiApoxyopuay B 1031 20 Mr oauH pa3 Ha 100y, 1y 56 % 3 25
TMali€HTIB pU MPUHOMI JIBa pa3u Ha 100y 1o 10 Mr mpemapary.

VY noaBiiHOMY CIIIIOMY paHAOMiI30BaHOMY KOHTPOJIbOBAHOMY JOCIII/PKEHHI IPH MOPIBHAHHI 3 I1a1e60
y TMAIi€HTIB 13 130JIbOBAHOK CHCTOJIIYHOK TINMEPTEH3IE€I0 JIEPKAHIIUIIIH TiAPOXJIOpHa e(HEKTUBHO
3HMKYBAB CHUCTOJIIYHHH apTepiaibHUI TUCK BiJl CEPEAHBOTO MOYATKOBOTO 3HaueHHS 172,6 + 5,6 mm
pT.cT. 10 3HaueHHs 140,2 + 8,7 MM prT.CT.

Konuux kaiHIYHUX BUIPOOYBaHb y JiTeH HE MPOBOAUIIOCH.

Dapmaxoxinemuxka.

Abcopbuis

JlepkaHiauIiHy riAPOXJIOPUA TOBHICTIO BCMOKTYEThCS MICIIA epopasibHOro 3actocyBanHsa 10-20 wmr, a
MaKcHMajbHa KOHIICHTpAIlisl Y IUIa3Mi KpOBi, sika cTaHoBUTH 3,30 £ 2,09 ur/ma ta 7,66 = 5,90 Hr/mn
BIJIMTOBI/THO, AOCATAETHCS Yepe3 1,5—3 ToauHu micis mpuiiomy.

JIBa eHaHTIOMEpHU JIEPKaHIJUITIHY JEMOHCTPYIOTh CX0KUU MPOo(ib KOHIEHTpAIIil y rmia3mi KpoBi: yac
JOCSITHEHHS! MAaKCUMaJIbHOT KOHLEHTpALlii y IJ1a3Mi KPOBI € OJHAKOBUM, MaKCUMaJIbHA KOHLIEHTpALlisl y
mia3mi Ta AUC B cepenapoMy B 1,2 pasa Buie y (S)-eHaHTIOMEpa, a MepioJl HaIliBBUBEACHHS JIBOX
CHAHTIOMEPIB B OCHOBHOMY OJIHAKOBHil. B3aeMonepeTBOpeHHS CHaHTIOMEPIB y JOCHIIIKEHHIX N ViVo
HE CTIOCTEPIranoch.

Buacnigok Bucokoro wmetabonizMy Mpu TMEpHIOMY MPOXOHKEHHI dYepe3 TMediHKy abcoitoTHa
010OCTYIHICTh JICPKAHIAWIIHY TiAPOXJIOPHIY, NPUHHATOrO TALI€HTOM IMCIs 10U, CTaHOBUTH
npubmuszno 10 %, mpu 1pOMY BOHA 3MEHIIyBajlacs 1O '3 LbOrO 3HAYEHHs, SIKIIO Ipernapar
3aCTOCOBYBAJIM 3JIOPOBUM JOOPOBOJIBIISIM HATIIIE.

biogocTynHicTh JiepKaHIAUIIHY TAPOXIOPUIY MicIs EPOPAILHOTO MpHUiioMy 301IbIlIyeThes B 4 pasw,
SKIIO MOro mpUiMaTH HE paHille HiK 4yepe3 2 TOAMHU MICIs BXXHUBAaHHS MY)XKE JKUPHOI 1Ki, TOMY
JiKapChKUH 3aci0 Ciijf mpuiiMaTH rmepes] IpuHoMoM iXKi.

Posnozin

Po3nopin 3 miia3mMu KpoBi y TKAHMHM Ta OPTaHU € MIBUAKUM Ta OOILIUPHUM.

Crymine 3B’s13yBaHHs JIEPKaHIIUIIIHY 3 OLIKaMH CHPOBATKH KpoBi nepeBuinye 98 %. OcKUIbKH BMICT
O1UIIKIB TUIa3MH y MAIEHTIB 3 TSHKKUM CTYIICHEM MOPYIISHHs (PYHKIIT HUPOK a00 MEeYiHKU 3MEHILICHUH,
TO BUIbHA (DpakKiis JIKapChbKOro 3aco0y Moke OyTH 30UIbIlIEHA.

biotpancdopmartis

JlepkaHiaumiHy riApoOXJIOpUA aKTUBHO MeTabomi3yeTbess pepmenToM CYP3A4; He3miHeHuit npenapar
y ceui Ta KaJli He BUSBISAEThCS. BiH mepeTBOPIOETHCA TOJIOBHUM YMHOM Y HEAKTHUBHI MeTaOosiTH, 1
61m3pK0 50 % MPUKUHATOT 03U BUBOJUTHCS 3 OPTaHI3MY 3 CEYEIO.

ExcniepumenTH in Vitro 3 MrOACHKHME MIKPOCOMaMHU TEYiHKU MPOAEMOHCTPYBAIH, LIO JCPKAHIAUIIH
nemo npurHiaye CYP3A4 ta CYP2D6 npu konuentpanisix, y 160 1 40 pa3iB BIAIOBIIHO BULIUX, HIXK
Horo mikoBi KOHIEHTpalii y Iula3Mi KpOBi, sIK1 JJOCSATAIOThCS Micis 3acTocyBaHHs 1034 20 mr. Kpim
L[bOTO, BUBYEHHS B3a€MOJII y JIIOJIEH JI0BENO, L0 JIEPKAHIIUIIH HE MOAU(]IKYE pIBEHb MiAa3ojamy,
tunosoro cyocrpary CYP3A4 y mna3mi kpoBi a6o meTonposiony, TunoBoro cyocrpary CYP2D6. Takum
YUHOM, IIPU 3aCTOCYBaHHI JIEPKAHIIUIIHY TIAPOXJIOPUIY y TepalneBTUYHHUX J103aX OiloTpaHchopmarii
npemnaparis, o Metabomnizytorbcst CYP3A4 ab6o CYP2D6, ouikyBaTtu He ciif.

Eniminarist

Eniminarist BigOyBaeThbcs TOJTOBHIUM YHHOM 4epe3 OioTpaHchopMaIlito.

Cepennii miepio/l HaIiBBUBEICHHS CTaHOBHUTH 8—10 roawH, a TepameBTUYHA Misl TpuBae 24 TOAWMHU
BHACIIIJIOK BHCOKOTO CTYIEHs 3B’S3yBaHHS JIEpKaHITUMIHY 3 JiMigaMu KITHUHHUX MeMmOpan. Ilpu
MMOBTOPHOMY 3aCTOCYBaHH1 KyMYJISIIiSl HE CIIOCTEpIraiach.

JliHiiHICTh/HENIHINHICTD

[Ipu nepopanbHOMY 3aCTOCYBaHHI1 JIEPKaHIAUIIHY TAPOXIOPUAY HOTO KOHLIEHTPALlisl y TU1a3Mi KpOB1 HE
€ TIPSMO IPONOPLIKHOIO 10 MPUHHATOI 103U (HemiHiiHa kiHeTuka). Ilicnsa npuitomy 10, 20 aGo 40 mr
MaKCUMaJIbH1 KOHIIEHTpAIlll y Tu1a3Mi, skl CIIOCTEPITaiCh, MaIM CIiBBiIHOMIEHHS 1:3:8, a momti mifg
KPUBUMHM 3aJIe)KHOCTI KOHIIGHTpalii BiJl 4acy y Iula3Mi Maiu crhiBBigHoueHHs 1:4:18, mo Bkazye Ha
MOCTYIIOBE HACHYEHHSA MeTaboi3My HpH MEepIIOMY MNPOXOMKeHHI. TakuMm 4YMHOM, O10J0CTYIHICTH
JIepKaH1UMIHY 301IbIIYETHCS 13 MiABUIIEHHSIM J103H.

Oco01MBI1 rpyny NaIli€HTIB
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Byno mokazano, mo ¢gapmMakoKiHETHKA JEPKaHIIUITIHY Y TAaIll€HTIB JITHHOTO BIKY Ta y MAIIEHTIB 13
nopyuieHHsIM (yHKII{ HUPOK a0 MEeYiHKU CIaOKoro abo CepeAHbOTO CTYMEHs TSHKKOCTI MofiOHa /10
TaKoi, 10 CIIOCTEPIrae€ThCs y 3arajibHIN MOMYJALiil. Y XBOPHUX 13 TSHDKKUM CTyIeHeM AUCHYHKINT HUPOK
a00 y XBOpHUX, IKMM IIPOBOJATHCS CEAHCH IeMo/liaii3y, KOHIeHTpalii JiKiB OyJin BUIIUMU (TIPHOIU3HO
70 %). Y mnaiieHTiB 13 cepeqHiM a00 TSKKUM CTyINEHEM MOpYIIEHHS (QYHKIII MEYiHKH CHCTEMHa
010OCTYIHICTh JIEPKaHITUIIHY, IMOBIPHO, 30UIBIIYETHCS, OCKUIBKH BiH METa0O0II3YEThCS TOJIOBHUM
YUHOM Y TICYiHIII.

®apmMakoJIOTiuHi JOCIIPKEHHS 3 0€3MeKH, SKi POBOIWIN Ha TBAPHHAX, TOKA3aJIU BiACYTHICTh BIUIUBY
Ha BETETAaTHBHY HEPBOBY CHUCTEMY, Ha IEHTPAJIbHY HEPBOBY CHCTEMY a00 Ha ILIYHKOBO-KHIIKOBY
(GYHKIIIIO TPH aHTUTINEPTECH3UBHUX J103aX.

JlaHi, oTpuMaHi y XOi JOKIIHIYHMX CTaHAAPTHUX (DApMaKOJOTIUHMX JOCHIKEHb 3 OE3IMeKH,
JOCTIPKEHb 3 TOKCUYHOCTI 0araTopa3oBUX 03, T€HOTOKCHUYHOCTI, KAHIIEPOTEHHOTO MOTEHIialy, a
TaKOXX PENPOTYKTUBHOI TOKCHUYHOCTI, BKa3ylIOTh Ha BIJICYTHICTh OCOOJMBOI HEOE3NMEKH JIIKapChKOTO
3ac00y /sl JIFOIUHU.

3HavHl e(eKTH, SIKI CIOCTEpITaICS y TPUBAIUX OCIIDKEHHAX Ha Iypax 1 cobakax, mpsmo abo
no0iyHo OyNu TMOB’sA3aHiI 3 BIJOMUM BIUIMBOM BHCOKHX JI03 AHTAroHICTIB Kajbllifo, TOOTO Oynu
HACJIIIKOM HaJMIpHO BUCOKOI (hapMaKoAMHAMIYHOI aKTUBHOCTI.

JlepkaHiguIiH HE € TEHOTOKCHYHHUM Ta HE TPOSIBIISIE KAaHIIEPOT€HHOT HEOE3MEeKH.

Ha depTunbHicTh 1 3arajgbHy penpoayKTUBHY 3/aTHICTh y UIYPiB JIEPKaHITUIIIH HE BIINBAB.
JlikyBaHHS JIEpKaHIIUIIIHOM HE MaJIO HISKOTO BILTUBY Ha TEPATOTEHHICTH y IIYpIB Ta KPOJIiB, IPOTE, Y
IIypiB BBEJEHHS BUCOKUX /103 MPHU3BOAMUIIO JI0 3aru0eni MOTOMCTBA Yy Mepe- 1 MOCTIMILTaHTAIHUIA
nepioJl, a TAKOXK J0 YHOBUTbHEHHS BHYTPIIIHEOYTPOOHOTO PO3BHUTKY.

3acTocyBaHHsSI BUCOKHX 103 JIEpKaHiIuMiHy rigpoxiopuny (12 mr/kr/mo0y) mij vac MOJOriB MOXe
npu3BoAUTH 110 aucrtolii. [Ipomec po3moniny lepkaHigumiHy i/abo Horo MeTabomiTiB B OpraHizmi
BariTHUX TBAapHH Ta iX MPOHUKHEHHS Y MOJIOKO HE BHBYAJIH.

OmiHKy MeTabOoMITIB Y TOKCUKOJIOTIYHUX JOCITIKEHHSIX OKPEMO HE TIPOBOIHIIH.

Kuiniuni xapakrepuctuku.
Ilokasanna.
EceniianbHa rinepreH3is Jerkoro abo NOMIpHOTO CTYTEHSI TSAKKOCTI.

Ilpomunokaszanns.

- IligBuiieHa 4yTJIHBICTH 0 AIF0YOi PEUOBMHU UM IHIIUX AWUTIAPOMIPUINHIB a00 10 Oyab-sKoi
JOTIOMI>)KHOI PEYOBHHH JIIKAPCHKOTO 3ac00y (AuB. po3ait «CKiamy).

- OOcTpyK1ist CyAHH, 10 BUXOATH 3 JIIBOTO IIUTYHOUKA.

- HenikoBaHna 3acTiliHa ceplieBa HEJOCTaTHICTb.

- HecrabinbHa creHokapnis abo HemoAaBHO NepeHeceHUil (mporsarom 1 wicsaus) iHpapKT
MioKap/a.

- Tsoxka neuiHKoOBa HETOCTATHICT.

- Tsxka HupkoBa HenoctatHicTh (IIIK® < 30 mu/xB), BKIIOYAIOUX NAIIEHTIB, K1 IPOXOAAThH
miais.

- OpnHouacHe 3acTocyBaHHS 3 cuibHUMU 1Hr161Topamu CYP3 A4, nukiocnopuHom, rpeindpyrom
abo cokxom rpeindpyra (auB. po3ain «B3aemomis 3 IHIIMMH JTIKQpCHKUMH 3ac00aMU Ta 1HIII
BHJIA B3aEMOIII).

B3aecmooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63acMO0Ill.

Oomnouacne 3acmocy8anus NPOMUNOKA3aHo

IariGiTopu CYP3A4

Binomo, mo nepkanigumin metadoinizyeTbes mif BiauBoMm ¢epmeHty CYP3A4, 1 Tomy iHriGitopu
depmenty CYP3 A4, 1110 3aCTOCOBYIOTHCS pa30M 13 JIEPKaHITUITIHOM, MOXYTh BILUTMBATH Ha MPOILIEC HOTO
MeTabo1i3My Ta eliMiHalii.

Hocnimkenuss B3aemoxii 3 cuibHUM iHTIOITOpoM CYP3A4, KEeTOKOHA30II0M, IOKa3allo 3HAYHE
MIJBUIICHHS Y IJIa3Mi KpOBI KOHIEHTpauli jepkaHiguniny (15-pasose 30unbienHs 3HaueHHs AUC
(TuTotmi M KpUBOIO) Ta 8-pa3oBe 30imbIeHHs 3HaUeHHS Cmax €yTOMepa S-JIepKaHiTUuIiHy).

339



Crnig yHUKaTH OJHOYACHOTO 3aCTOCYBaHHS JiepkaHiaumiHy 3 iHriOiTopamum CYP3A4, Takumu sk
KETOKOHA30J1, ITPaKOHA30J1, PUTOHABIP, EPUTPOMILIMH, TPOJIICAHAOMIIMH, KIAPUTPOMIIMH (IUB. PO3ALIT
«[IpoTumnokazaHHs»).

[{uKI0CHOPHH

Crnocrepiraiiocs 301IbIICHHS KOHIICHTpAITl B IJ1a3Mi KPOBI SIK JIEPKaHITUIIIHY, TaK 1 IUKJIOCIIOPUHY TIPH
iX oIHOYAaCHOMY 3acTOCyBaHHI. JloCTiPKEHHS 32 Y9aCTIO MOJIOUX 3J0POBUX JOOPOBOJIBIIIB ITOKA3AII0,
10 SIKIIO NMPHHOM IHMKJIOCIIOPUHY BiAOyBaBCs 4epe3 3 TOAWHU IICIs MPUHOMY JIEPKaHIIUITIHY, TO
KOHIIEHTpAIlis JICPKAHITUIIHY y TUla3Mi He 3MiHtoBasacs, Toai sk 3HadyeHHS AUC HIUKIOCTOpPHHY
30impryBaniocs Ha 27 %. OgHak oOJHOYAcCHE 3acTOCYBaHHS JIEPKAHIAUIIHY Ta LHUKIOCHIOPHHY
CIIpUYMHSE 30UTBIICHHS KOHIEHTpAIii JEpKaHIUIIHY Yy mia3Mi KpoBi y 3 pasu, a 3HaueHHs AUC
LUKIIOCTIOpUHY 3011blyeThes Ha 21 %.

[{ukmocopyH Ta JIEpKaHITUIIIH HE CIIi/1 3aCTOCOBYBATH pa3oM (auB. po3ain «IIpoTurnokasanas»).
I'peitndpyt abo cik rpeindpyra

SIk 1 B IHIIMX JOUTIIPOMIPUAMHIB, META0ONI3M JIEPKAHIAWIIIHY YIOBUIBHIOETHCS TiJ BIUTHBOM
rpeindpyra abo Ccoky Tpeundpyra 3 TMOJAIBIIMM ITJABUIICHHIM CHCTEMHOI JOCTYIMHOCTI
JIEpKaHIAMITIHY Ta MOCHJICHHIM TiNMOTeH3UBHOI Aii. JIepkaHiAUIH HE CIIiJ MpUiiMaTu 3 rperndpyTom
abo cokoM rpeindpyra (auB. po3ain «lIpoTunokazanusny).

OonouacHe 3acmocy8aHts He PeKOMEHOYEMbCS

Ingykropu CYP3A4

Cuiz 3 06epexHICTIO 3aCTOCOBYBATH JiepKaHiauiH 3 iHxykTopamMu CYP3 A4, TakuMu sIK MPOTUCYAOMHI
3aco0u (Hampukman, ¢eHiToiH, (eHobOapbOiTan, kapOamaszeriH) Ta pUGAMITIIUH, OCKUIBKH MOXE
3HU3UTHUCS AHTHTINEpTeH3UBHUHA edekT. Takoxk cmijg yacrime, HDK 3a3BHYail, KOHTPOJIOBATH
aprepiaibHUN TUCK (AUB. po3ia «OcoO0IMBOCTI 3aCTOCYBAHHS).

AJIKOTOJIb

Crnig yHMKaTH B)KMBAHHS aJKOTOJII0, OCKUIbKM BiH MOXE MiJICHIIOBATH [0 Ba30JMIATYIOUHX
AHTUTIMEPTEH3UBHUX JIiKiB (IUB. po3aii «OCOOIMBOCTI 3aCTOCYBAHHS»).

3axoou be3neku, 6x0uarOuU KOpUSy8aHHA 003U

Cy6ctpatn CYP3A4

Cnig 6yt oOepexHUM IMPU OJHOYACHOMY 3aCTOCYBAaHHI JIEPKAHITUIIHY T1APOXIOPUAY 3 IHIIUMU
cyoctparamu CYP3A4, takumu sik TepdeHaans, acteMi3ol, aHTuaputMmiumi 3acodamu 11 knacy (taxi
SK aMi0JJapOH, KBIHITUH, COTAJION).

Minazosam

OnHouacHe 3aCTOCYBaHHS Mifa301aMy Ta JIEpKaHITUMiHY y 1031 20 MT y 10OpOBOJIBIIB JITHBOTO BIKY
MPU3BOAMIIO JI0 30UIBIIEHHS] BCMOKTYBaHHS JiepKaH1quniHy (mpubnusHo Ha 40 %) Ta 10 3MEHIIEHHS
MBUAKOCTI HOT0 BCMOKTYBaHHS (Tmax 3 ronunu 3amicts 1,75 roguHm), a KOHIIEHTpAIlis Miga3olamMy He
3MIHIOBaJach.

Meronponon

OpnHovacHe 3aCTOCYBaHHS JIEPKAHIIUIIIHY Ta METOIPosoiy (B-010KkaTop, 1110 BUBOJUTHCS 3 OPTaHI3MY
NEepeBaXHO Yepe3 MeUiHKy) He BUSBUIIO 3MIHU 0100CTYIHOCTI METONPOJIONY, TOJ1 K 010JOCTYIHICTb
nepkaHiauminy 3HuKyBaacs Ha 50 %. Lleit edekt moxke OyTH 1MOB’sA3aHUH 31 3SMEHIIICHHSIM IIEY1IHKOBOTO
KPOBOTOKY, IO CIIPUYUHAETHCS B-aaApeHOOI0OKaTOpaMu Ta MOXe BUHUKATH MPU 3aCTOCYBaHHI 1HIIMX
npenapaTiB 1boro kiacy. OTke, JepKaHIAUMIH MOKHa 0e€3 3acTepe’keHb 3acTOCOBYBAaTH 13 [3-
a/ipeHo0I0KaTOpaMHu, aje Ipu I[bOMY MOKe MOTpedyBaTHCS KOPUT'YBAaHHS HOTO JTO3H.

EI/IFOKCI/IH

OpHoyacHe 3acTOCyBaHHS JepKaHIAWMIHY y A031 20 Mr mamieHTam, siKi MOCTiHHO mnpuiimanu f3-
METWJIJIMTOKCHH, HE BUSBUJIO HisIKOT (papMakoKiHETHYHOI B3aeMoii. OHAK BiAMIYAIOCS MiABUIICHHS
Cmax nurokcuny Ha 33 %, Tozi sk He BinOyBasiocs 3Hauymux 3MiH HI AUC, HI HUPKOBOTO KIIIPEHCY.
[TarmienTH, sIKi 0JTHOYACHO 3aCTOCOBYIOTh JIEPKAHIIUIIIH Ta IUTOKCHH, IIOBUHHI Iepe0yBaTH i CyBOPUM
KOHTPOJIEM II10/I0 MO>KJIMBOI MOSIBH O3HAK 1HTOKCUKAIIT JUTOKCHHOM.

Tnwi 63aemo0ii

PuyoKceTHH

JlocnipkenHs moo B3aemoii 3 guryokcerrHoM (iHriditopom CYP2D6 ta CYP3A4), mo npoBoauau
3a y4acTIO JOOPOBOJIBIIIB BIKOM 65 + 7 poKiB (Cepe/lHe 3HAUCHHS + CTaHapTHE BIIXUJICHHS) TTOKA3aIn
BIJICYTHICTb KJIIHIYHO 3HAUYIIMX 3MiH (papMaKOKIHETUKH JIEPKaHITUITIHY.

439



! !I/IMGTI/IQ[I/IH

OnHouacHe 3aCTOCYBaHHS IIUMETUANHY y 1000BiH 1031 800 Mr Ha 700y HE COPUYHHSE CYTTEBUX 3MiH
KOHIICHTpAIii JIpKaHIAUIIHY B KPOBI, ajie TP OUTBIIIN 1031 Tpeba OyTH 00epeKHUM, OCKUTBKH MOXKE
30UIBIIMTHCS 610OCTYIHICTD 1 AHTUTINEPTEH3UBHA Jis JEPKaHIAUIIIHY.

CumBacTaTuH

Komm nepkanimumin y mo3i 20 Mr moBTOPHO OJHOYACHO 3acCTOCOBYBaliu i3 40 Mr CHMBAacTaTUHY,
nokasHuk AUC JnepkaHITuIiHYy 3MiHIOBaBCS HE3HA4HO, TOoAl K mokazHuk AUC cHUMBacTaHTHUHY
30inprryBaBcs Ha 56 %, a mokazHuk AUC HOro akTHBHOTO MeTa0oIIiTy B-TiIPOKCUKUCIOTH — Ha 28 %.
MaoiiMOBIpHO, 0 TaKi 3MiHH € KJIIHIYHO 3HAYYIUMU. He 04iKyeThbCsl B3a€EMOIi1, SKIIO JepKaH1TUIIIH
npuiiMaTH BpaHIli, a CHMBACTaTHH BBEUEPI, SIK 116 PEKOMEHJ0BAHO JIJIsl 3aCTOCYBaHHS I[LOTO JIIKAPCHKOTO
3aco0y.

Jiypetuku Ta iHrioitopu AIID

JlepkaHiaumin MOXHa Oe3MeYHO 3aCTOCOBYBATH Pa3oM 3 JiypeTukami i 3 inridiropamu AIID.

[Hmi JikapcbKi 3ac00u, 1110 BIUTMBAIOTH Ha apTepiadbHUN THCK

SIK 1 pu 3aCTOCYBaHHI 1HIIMX TMOTEH3WBHUX JIIKAPCHKUX 3aC001B, MOCUIICHHS TIMOTEH3UBHOI Ji1 MOXKe
CIIOCTEpIraTUCs MPU CyMICHOMY 3aCTOCYBaHHI JIEPKAHIIUITIHY 3 IHIIUMH JIIKQPCHbKUMHU 3aco0aMu, 1110
BIUIMBAIOTh HA apTepiajbHUIA THUCK, TAKUMH SIK anb(a-O0I0KaToOpH, IO 3aCTOCOBYIOTH IS JIKYyBaHHS
CHUMITOMIB 3 OOKY CEUOBUX IUISAXIB, TPUIUKIIYHUMU aHTHACTIPECAHTAMHU, HEHPOJIENTUKAMH. 3 1HIIIOTO
00Ky, ocnmabieHHs TINOTEH3UBHOI i MOXE CIOCTepiraTHcs MpH OJHOYACHOMY 3aCTOCYBaHHI 3
KOPTHKOCTEPOiaMHu.

Ocobausocmi 3acmocy8amnHs.

CuHAPOM CIIabKOCTi CHHYCOBOTO BY3JIa

Tpeba O6ytu 0cobmuBO 00EpEKHMM MPH 3aCTOCYBaHHI JIEPKAHITUIIHY NaIlleHTaM 13 CHHAPOMOM
CJIA0OKOCTI CHHYCOBOT'O BYy3J1a, IKMM HE IMIITAHTOBAHUH KapaiOCTUMYJISTOP.

JuchyHKILis JiBOTO NUTYHOYKA

3 00epexHICTIO MpU3HAYaTH NpU AUCHYHKIII JIIBOTO NUTYHOYKA CEpIls, HE3BAXKAIOYM HAa Te€, IO
reMOJMHAMIYHO KOHTPOJILOBAH1 IOCIIKEHHS HE BUSBHIIN KOJHUX NOPYILIEHb (DYHKIIIT IITyHOUKIB.
Imemiyna XxBopoOa ceprist

[TpumyckaeThcest, M0 ASSIKI UT1IPONIPUIMHNA KOPOTKOYACHOT /111 aCOIIIOIOTHCS 3 MiABUILIEHUM CEpILIEBO-
CYIMHHHUM PU3HMKOM Y HAIIEHTIB 3 1IIEMIYHOI0 XBOopoOoto cepis. He3Baxkarouu Ha Te, 110 JepKaH1IUIIH
€ IpernapaTroM JOBrOTpUBANO] JIii, MPOTE TAaKUM XBOPUM JIKapChKUH 3aci0 CiiJ 3aCTOCOBYBAaTH 3
00€pexKHICTIO.

Jlesiki AUT1APONIPUIMHE MOXKYTh y TIOOJJMHOKHUX BUIA/IKAX COPUYMHUTH BUHUKHEHHS OOJIO Y AUIAHII
cepust abo creHokapaii. Jly)e piaKo MAIll€eHTH 3 YXKE€ HAsSBHOIO CTEHOKAapJI€I0 MOXYTh BiJI3HAYATH
301IbIIEHHS YaCTOTH, TPUBAJIOCTI Ta TSDKKOCTI 11 HamaaiB. B okpeMux BUMagkax MOXKe CIIOCTepiraTucs
1H(apkT Miokapaa (quB. po3aun «Ilo61uHI peakiii»).

INarieHTH 3 HUPKOBOIO a00 MEYIHKOBOIO HEJIOCTATHICTIO

[Ipu nikyBaHHI MALIEHTIB 3 AUCPYHKIIEI0 HUPOK CIAOKOr0 YM MOMIPHOTO CTYIEHS CIiJI BUSBIATU
oco0MBY o0OepexHicTb. He3Baxaroun Ha Te, 1110 3a3BUYail pekoMeHA0BaHa 103a 10 Mr Ha 100y Moxe
HOPMaJIbHO MEPEHOCUTHUCS L1€I0 TPYIOI0 MAlli€HTIB, 10 301IbIIeHHS 103U 10 20 Mr Ha 100y NOTpPiOHO
HiAXOIUTH 3 00epeXHICTIO. ['INOTEeH3UBHA J1is TIKApChKOT0 3ac00y MOXKE IMOCUITIOBATHCS Y MALIEHTIB 3
TUCHYHKIIEIO MTEYIHKU MOMIPHOTO CTYMEHs TSHKKOCTI1; OTXKe, B TAKMX BUIAJKaX MOXe MoTpedyBaTucs
KOPUT'YBaHHS J103H.

JlepkaHiauIiH TPOTHIOKA3aHO 3aCTOCOBYBATH MAalllEHTaAM 3 TSKKOI IEYIHKOBOIO a0 TAKKOIO
HupkoBoto HenoctaTHicTio (IIK® < 30 mi/xB), BKIIOYaIOYM HAIli€HTIB, SKI MPOXOJATH JAiaii3 (AuB.
po3main «Crocib 3actocyBanHs» Ta «IIpoTUTIOKa3aHHS»).

IlepuToHeanbHUi Jiani3

[Tpuitom nepkaniauminy OyB acoliioBaHHM 3 MOMYTHIHHSM Jiani3aTy y Halll€HTIB HA IEPUTOHEATTbHOMY
miamizi. IToMyTHiIHHS OOYMOBJIEHO MiJBUIICHOI KOHIEHTPAI€I0 TPUIIIILEPUIIB Yy AiaiizaTi, L0
3ITUBAETHCS. X0Ya MEXaHi3M PO3BHTKY IIbOTO SIBHINA HE 3’sSICOBAHWH, MOMYTHIHHS 3HHUKAE He3abapoM
micIis BiAMiHY JepKaHiaumniny. Cii BpaxyBaTH 1[I0 0COOIMBICTh, OCKUIBKH IIOMYTHIHHS J1iaji3aTy MOXKe
OyTH TOMMJIIKOBO MPUHHATO 3a 1H(QEKUIMHUN MEpPUTOHIT, a 1€ MOXe MPU3BECTH 10 HEMOTpiOHOT
rocritaiizamii i npu3HaYeHHs eMIIPUYHOT aHTHO10TUKOTEpAITii.

Innykropu CYP3A4
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Ingyktopu CYP3A4, Ttaki sk mpoTHCyAOMHI 3acoOu (Hampukiaa (eHiToiH, KapOamaszemiH) i
pudaMITinuH, MOXKYTh 3HI)KYBATH KOHLIEHTPAIIO JIEPKAHIJUITIHY Y IJ1a3Mi KPOBi, 1 TOMY e€(pEeKTHBHICTh
Tl JIEpPKaHITUIIIHY MOKE BHUSBHUTHCS HWXKYE OUIKYBaHOI (muB. po3min «Bzaemomis 3 iHIIUMU
JKapChbKUMHU 3aC00aMHU Ta 1HII BUIU B3aEMOJIIN).

AJKOroJip

Crain yHUKaTH OJHOYACHOTO BXKMBAHHS AJKOTOJI0, OCKUIBKH 1€ MOXE IMPH3BECTH IO MOCHIICHHS
CYJIMHOPO3IIMPIOBATILHOT aHTUTINEPTEH3UBHOI il JIKapChKUX 3aco0iB (muB. po3min «Bzaemomis 3
IHIIMMU JIIKapCHKUMHM 3aCO0aMHM Ta 1HII BUIW B3aEMOZIN»).

JlakTo3a

Lle#t nikapchKuil 3aci® MICTUTH JIAKTO3y, TOMY HOro HE CIiJ] MpUHAMAaTd MallieHTaM i3 piAKICHUMHU
CITIaIKOBUMH 3aXBOPIOBAHHSIMH: HENEPEHOCHUMICTIO TaJlaKTO3HM, BUPAKEHOK HEIOCTATHICTIO JIAKTa3u
a00 MaTbabCOPOII€0 TTFOKO3U-TAIAaKTO3H.

3acmocysanns y nepiod eazimuocmi ado 200y8anHs zpyooro.

Bacimuicmes. Jlani mpo 3acTocyBaHHS JISPKaHIIUITIHY BariTHUM BiJCYTHI. JlOCTiKEHHS HA TBapHUHAX HE
BUSIBIJIM TepaTOreHHUM edekT (auB. «OcoOIUBI TPYIH NAIIEHTIBY Y po3aitl «DapMaKkOKiHETHKAY), ajie
IHII TUTIAPONIPUANHN BUSBIIM TEPATOTCHHHH €dEeKT y I0Ciijax Ha TBapuHax. JIepKaHIIUIIH HE
PEKOMEHIOBAHO 3aCTOCOBYBATH TiJ Yac BariTHOCTI abo >KiHKaM PErnpoIyKTHBHOTO BiKY, SKIIO BOHHU
MaroTh Oa’kaHHs 3aBariTHITU Ta HE 3aCTOCOBYIOTh KOHTPAIEHIIiIO.

Tooysanns epyoorw. HeBimoMo, 4 MPOHUKAE JICPKAHITUIIH a00 HOTO METabOoNITH B TPYIHE MOJIOKO
moauHd. He MOXHA BUKITIOYMTH PU3MK JUII HOBOHAPO/DKEHUX a00 TPYAHMX IiTel. JlepkaHiquiiH He
CJIiJT IPUIMATH 1]l Yac TOXyBaHHS TPYIIO.

@epmunvuicms. KiliHIuHI aH1 1100 JepKaHiauminy BiacyTHi. [ToBigoMisiocs npo BUMAIKU, KOIU Y
JSSIKUX TAIIEHTIB OJIOKATOPU KaHAJIIB BUKJIMKAIA 00OPOTHI 010XiMiuHI 3MIHH B TOJIOBIII CIIEPMATO301/1a,
3MaTHI HETaTHBHO BIUIMBATH HA MPOIEC 3aruligHeHHsA. [IpM TOBTOPHUX HEBIAIUX CIPOOax
eKCTPAKOPIIOPAIILHOTO 3aIUTITHEHHS 32 BiJICYTHOCTI IHIIMX TOSCHEHb CIIiJl B3STH JO YyBard, IIO
MPUYMHOIO MOXKYTh OyTH OJIOKATOPHU KaJlbIIEBUX KaHAMTIB.

30amuicms  enaueamu Ha WEUOKICMb peakyii npu KepysawHi asmompaHcnopmom abo iHuuUMU
MexXanizMamu.

JlepkaHiaumiH Mae He3HAYHWI BIUIMB Ha 3JaTHICTh KEpyBaTH aBTOTPAHCIOPTOM abo MpaloBaTH 3
iHImMMH MexaHi3MaMu. [Ipote ciig 6yt 00epeXHUM, OCKUIBKM MOXYTh BUHHMKATH 3allaMOpPOYEHHS,
aCTEeHisl, BTOMJIIOBAHICTh, a B PIAKICHUX BUIAJKaX COHJIUBICTD.

Cnoci6 3acmocysannsa ma 0o3u.

3acmepedicenns

Jlepkaniaumiz ¢ mpuiiMaTy BpaHIll MpuHaAiiMHI 3a 15 XBHUIMH 10 CHIIaHKY.

[e#t mikapcbkuil 3acid He cii NpUMaTu 13 cokoM rpeitngpyra (auB. po3aun «lIporunokazanus» Ta
«B3aemois 3 IHITUMU JIIKAPCHKUMHU 3aC00aMHU Ta 1HII BUIU B3a€MOJIIN»).

/Jlo3zyeanns. PekoMmennoBaHa n1o3a ctanoBuTh 10 Mr 1 pa3 Ha 100y, Ky ciif NpuiiMaTu IpUHAlMHI 3a
15 xBunnH A0 inu. Jlo3y MokHa miABUIIUTH 10 20 Mr, 3aJ€KHO BiJl 1HAUBIAyadbHOI YyTIUBOCTI
namienta. [1igbip n03u Mae OyTH MOCTYMOBUM, OCKUIBKA MaKCHUMallbHa aHTUTITIEPTEH3UBHA [T MOXKE
MPOSIBUTHCA Yepe3 2 THXKHI MiCIs M0YaTKy JIKyBaHHS.

Jnst  nmesikux  ocid, y SKMX HE BIAEThCS aJCKBATHO KOHTPOJIOBATH PIBEHb THCKY OJIHUM
AHTUTINEPTEH3UBHUM IIPENIapaToM, MOXKe OyTH JOUIIBHUM JIIKYBaHHS JIEPKAHITUITIHY T1IPOXJIOPHIOM
pazoM 3 OokaTopoM [-ampeHopenenTtopiB (aTeHooi), MiypeTHKOM (TiZpoxjopoTiasum) abo
1HT16ITOPOM aHT1O0TEH3UHIIEPETBOPIOBAILHOTO (DepPMEHTY (KarnTonpuil abo eHanarpui).

OcCKiTbKM KpHBa 3aJIe)KHOCTI «/103a-BIJMOBIAB» KpyTa Ta Mae Iato npu jo3ax 20-30 wr,
MaJIOMMOBIPHO, 110 €peKTHUBHICTh OyJe BHUILA MPH 3aCTOCYBaHHI OUIBII BHCOKUX J103; Y TOH Yac K
4acToTa MOOIYHUX €PEKTIB MOKE 301IbIIYBATHCS.

Tayienmu nimnvo2o 6iKy: xoua (papMaKOKIHETUYHI 1aH1 1 KIIIHIYHUH JOCBiJ CBIIYATh, 110 KOPUTYBAHHS
1000BOi 103M HE MOTPIOHE, CIIiJl MPOSBISATH OCOOJIUBY yBary Ta 0OEpeXHICTh Ha MOYATKY JIKyBaHHS
MAI[I€HTIB JITHHOTO BIKY.

Tayienmu 3 Hupkoeoio abo neuinkogor Hedocmamuicmio: ¢l OyTH 0COOIMBO 0OEPEKHUM Ha TOYATKY
JIKYBaHHS MAIIEHTIB 3 MOPYUICHHAM (YHKIIIT HUPOK 200 MEUiHKU BiJl JIETKOTO A0 MOMIPHOTO CTYIEHS
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TsoKKoCTi. He3Bakatoun Ha Te, 10, SIK MPaBWJIO, I1i TAIIEHTH TMEPEHOCITh MpernapaT HOPMAJbHO,
30uTbIIeHHS 1000BOi 103U 10 20 MI' CITiJl MPOBOAUTH 3 OOEPEKHICTIO. AHTHUTINEPTEH3UBHUN ePeKT
MOXe OyTH MOCHJICHWW Y TAII€HTIB 3 MOPYIICHHSAM (YHKIIT MEYiHKH, OT)K€ B TAaKMX BHUIAJKaX
HEOOXiJHe KOPUT'YBAaHHS JI03H.

JlepkaHiuIiHY T1APOXJIOPHU MPOTUITIOKA3aHO 3aCTOCOBYBATH IMAIlIEHTaM 3 TSIKKOKO MEYiHKOBOK abo
TSOKKOI0 HUPKOBOIO HepocTaTHICTIO (ILIK® < 30 mi1/XB), BKIIOYAaOUU NAli€HTIB, sIKI IPOXOAATH Aiaii3
(muB. po3ain «IIpoTunokazanas» Ta «OCoOIUBOCTI 3aCTOCYBAHHS»).

Jlimu. 3acTOoCYBaHHS JIEPKAHIIUITIHY JITSAM BIKOM 710 18 pOKiB HE peKOMEHAYEThHCS, OCKIIBKH BIACYTHIM
KIIIHIYHUH TOCBi.

Ilepedosysanns.

[IpoTsiroMm mepiony MiCISIpeECTPaIifHOTO 3aCTOCYBaHHS JICPKAHIAMIIHY IMOBIIOMIISUIOCS TIPO JEsKi
Bunaaku nepenozyBanss (Big 30—40 mr no 800 mr), y Tomy umcai cripoba cyinumy.

Cumnromu

SIK 1y BUMAJKy TIepei03yBaHHsI 1HIINX JUT1APONIPHINHIB, IEPEA03yBaHHS JIEPKAHIIUIIIHY CIIPUYNHUTD
HaAMIpHY nepudepruHy Ba3z0AUJIATALIIO0 13 TOMITHOIO apTepialibHOIO TIMOTEH31€10 Ta PedIIeKTOPHOIO
taxikapaiero. OHaK Ipy Ty’Ke BUCOKUX J103aX MOKE OyTH BTpaueHa nepudepuyHa CeIeKTUBHICTB, 10
CIPUYMHHUTH OpaJMKapAil0 Ta HETaTUBHHUHA IHOTpONHUN edekT. HaWmomupeHimmuMu MoOIYHUMEI
peaKiisiMi, TIOB’SI3aHUMH 13 BUIAJKaMU [EpeNo3yBaHHS, OynM aprepiadbHa TilOTEH3is,
3araMOpOYEHHSI, TOJOBHHM O11b Ta MOCUIICHE CEPLIECOUTTS.

JlikyBaHHs

KniniyHo 3Hauy1a apTepiaibHa ToTeH3is, CIPUYMHEHA [Tepe103yBaHHIM, BUMarae akTHBHOI CepIIEBO-
CYAMHHOI MIATPHUMKH, BKJIIOYAIOYM TaKi 3aXOJU: CHOCTEPEKEHHS 3a CEpIEBOI0 Ta JAUXAIBHOIO
GyHKIISIMU, MAHATTSA KiHIIBOK, KOHTPOJIb 00’ €My LUPKYIIIOKYO01 PIIMHU Ta I1ype3y.

3BakalouM Ha TpUBAIMK (apMaKoJOTIYHUN e(eKT JepKaHIAUIiHy, HEOOXiIHO IPOJOBKHUTH
CIIOCTEPEXKEHHS 332 CTAaHOM CEPILIEBO-CYJIMHHOI CUCTEMH Malli€eHTa MPOTArOM He MeHuie 24 roauH. 3
OISy Ha BHUCOKHH CTYHiHb 3B’sI3yBaHHS Tpemnapary 3 Oiakamu mependadaeTscs, MO diami3 €
HeedekTuBHUM. [Ipu mi103pi HA OTPYEHHS CEPETHBOTO a00 BAXKKOTO CTYMEHS MOTPIOHO criocTepiratu
3a CTAaHOM MAalll€HTa Y BIAAUIEHH] IHTEHCUBHOI Teparii.

Io6iuni peaxuii.

besneka 3actocyBaHHs JepkaHiaumiHy B 1031 Big 10 mo 20 Mr oxuH pa3 Ha 100y OLiHEHa B XO[i
MOJIBIHOTO CIIINOT0, MI1a1e00-KOHTPOIbOBAHOTO KIIIHIYHOTO AOCHIIKeHHs (3a yyacTio 1200 naiieHTis,
o npuiiManu JepkaHinunid, 1 603 mnamieHTiB, sAki npuiimManu mianebo), a TaKoX B X0l
aKTUBHOKOHTPOJIbBAHUX Ta HEKOHTPOJIHOBAHUX JOBIOCTPOKOBHX KJIIHIYHUX JOCHIHKEHb 3 aKTHBHUM
IpernapaToM MOPIBHSIHHA 3a y4yacTio 3676 Malli€HTiB, AKi CTpaXJald Ha apTepialbHy TilepTeH3io 1
OTPUMYBAJIU JICPKaH1TUIIIH.

Haii0inp1 yacTuMu nMoOIYHUMHU peakilisiMH, OBIJOMJIEHHS MPO SKI OyJIU OTpUMaHi B XOJII KJIIHIYHUX
JOCIIIKEHb, a TAaKOXK B XOJI1 MICISIpeeCTpallifiHOro Harisaay, Oynu: nepudepudti HaOpsSKH, TOJIOBHUN
O1J1b, IPUIIJIMBH, TaXiKapis 1 HOCUJIEHE CepLEeOUTTS.

VY HwxueHaBeneHId TaONMI NpeacTaBieH! MOOIYHI peakiii, H0J0 SKUX BCTAHOBJIEHO MPUYUHHO-
HACNIAKOBUMA 3B’S30K 13 3aCTOCYBaHHAM TIpenapaTy B pe3yibTaTi KIIHIYHUX JOCTIIKEHb Ta
MICISPEECTPaLlifHOTO HArJIsAy B PI3HUX KpaiHaxX CBITY.

Bonwu posnoaineni cucreMamu opratis 3rigHo 3 MedDRA Ta 3a wactororo: ayxe yacto (> 1/10), vacto
(> 1/100 mo < 1/10), meuacto (> 1/1000 mo <1/100), piako (> 1/10000 mo < 1/1000), ayxe piako (<
1/10000), HeBimoMo (OIiHKA 32 HASSBHUMH JaHUMH HEMOJKIINBA). Y KOXKHIH IpyIi 3a 4acTOTOK MOOiIuH1
peaxiiii, 1110 BUHUKAJIM, 3a3Ha4€H1 y MOPSJIKY 3MEHIICHHS MPOSIBiB.

Cucremu opranis Yacro Heuacro Pinko Hesinomo
3 00Ky IMYHHOL rinep4yyTIuBICTh
CHUCTEMH
3 60Ky HEpPBOBOT TOJIOBHUM 3alaMOpPOYEHHS | COHJIMBICTb,
CUCTEMH O11b CHUHKOIIE
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3 Ooky cepirst Taxikapis, CTEHOKAp/Iis
MOCUJICHE
cepreOnuTTs
3 6oKy cyauH MIPUILINBU aprepiajgbHa
rinoTeH3is
3 OOKY IIUTYHKOBO- JIACTICTICIS, OJIFOBaHHS, rineprpodist  sicen?,
KHILIKOBOT'O TPAKTy HyJO0Ta, OlTb Yy | miapes HOMYTHIHHS
BEpXHIN YacTHHI PIIWHY, 10 BHUTIKAE
KHUBOTA npu
NEePUTOHEATEHOMY
miamizit
3 OOKy NEYiHKH Ta MIJBUICHHS PIiBHA
YKOBUOBHUBITHUX CHPOBAaTKOBUX
NUISIX1B TpaHcaminasz!
3 OOKy WIKipH Ta BHCHUIIAHHS, KpOIMB’SIHKA AQHT10OHEBPOTUYHUI
M ITKIPHO-)KUPOBOT CBepOiK HaOpsK
KIIITKOBUHU
3 OOKY CIIOJIy4HOT Mianris
TKaHUHH, M’ I30BOI Ta
KiCTKOBOI CUCTEM
3 00Ky HHPOK Ta HOJIypist MoJIaKiypist
CEYOBUBIJHUX LUIAXIB
3aranpHi MOpyIIEHHS | mepuQepudHi | acTeHis, OB y TpyasIX
1 IOpyIIEHHS y MicIli | HAOPSIKK BTOMIIIOBAHICTb
3aCTOCYBaHHS

! MMo6iuni peaxwii, ki Gy/M BUABIEHI y NOCTMApKETHHIOBHUI TI€PIOJl, 3TiIHO 31 CTIOHTAHHUMH MOBiJIOMJICHHSAMH 3 Pi3HUX
KpaiH CBiTY.

Onuc okpeMux IMOOIYHUX peaKIiii

[Tin yac mnane6o0-KOHTPOJIbOBAHUX KIIHIYHUX JOCTIPKEHb YacTOTa BUHUKHEHHS MepHU(pEpUIHHX
HaoOpskiB ctanoBuina 0,9 % npu npuiiomi nepkaniguniny B 1031 Big 10 qo 20 mr i 0,83 % npu npuiiomi
iane6o. Beporo y pocnipkyBaHoi momyssiii, BKIOYaOYM JOBIOCTPOKOBI KIIIHIYHI BUNPOOYBaHHS,
yacToTa BUHUKHEHHS jocsraia 2 %.

JlepkaHniaumiH, HMOBIpPHO, HE Ma€ HETAaTMBHOTO BIUIMBY Ha PIBEHb IUIIOKO3M B KPOBI 1 PiBEHb JIMiIB B
CUPOBATIII.

Jlesiki TUT1IpOnipUIMHN P1IKO MOXYTh IMPU3BOANUTH 10 000 y TUISHII ceplist a0o cTeHokapaii. [Jyxe
PLAKO y XBOPHX 3 YK€ HasIBHOIO CTEHOKAPII€I0 MOXKe 301IbIIYBAaTHCS YacTOTa, TPUBAIIICTh 200 TSKKICTD
1UX HamajiB. MOXyTh CIIOCTEPIraTUCs MOOJUHOKI BUNIA/IKU 1H(DAPKTy MioKap/a.

IToBiAOMJIEHHS PO MiJI03PIOBaH1 NOOIYHI peakiii

IToBiomiIeHHS PO MiJO3pIOBaH1 MOOIYHI peakiii Mmicis peecTpallii JIKapchbKoro 3acody Mae BeJHKe
3HaueHHs. lle [103BossiE TPOAOBXKYBaTM MOHITOPMHT CIIBBIAHOIIEHHS KOPUCTI/PU3UKY TpHU
3aCTOCYBaHHI JIiKapcbkoro 3aco0y. [IpaiiBHUKM MeAUYHOI rajry3i HOBUHHI MOBIIOMIISTH PO Oy/Ib-sKi
MOO1YHI peakIrii.

Tepmin npuoamnocmi. 3 poku.

YmoBH 30epiranus.
CrernianbHi yMOBH 30€epiraHHs HE BUMararoThesl.
306epiraTy B OpUTiHAIBHINA YIIAKOBIIl B HEAOCTYITHOMY JUTSI IITEH MiCIIi.

Ynakoska.

ITo 1 6aicTepy mo 7 TabiaeToK, BKPUTHX IUTIBKOBOIO 000JIOHKOIO; 10 1 abo mo 2, abo no 4 6iicTepu 1no
14 TabnmeTok, BKPUTUX TUIIBKOBOIO OOOJOHKOIO; 0 6 ab6o mo 9 OmictepiB mo 10 TabmeTok, BKPUTHX
TUTIBKOBOIO 00OJIOHKOIO, TA IHCTPYKLIS A1 MEAUYHOTO 3aCTOCYBaHHS y KapTOHHiI KOpoOILi.
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Kareropis Bizmycky.
3a peLenTtom.

Bupo0OHuk.
BEPJIIH-XEMI AT
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I'ninikep Ber 125, 12489 bepnin, Himeuunna.

3asiBHUK.
Memnapini [ntepremonan Onepetinonc JIrokcemOypr C.A.

Micue3HaxoxKeHHS 3asiBHUKA.
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