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IHCTPYKIIA
A MEIHYMHOTO 3CTOCY BAHHS JIKAPCHEKOro 3acoby

PAHEKCA™ 500/PAHEKCA"™ 1000
(RANEXA™ S00/RANEXA® 1000)

Craao:

ditova pevosuna: ranolazine;

I TabneTka, BKpUTa NAIRKOROID 0GONOHKOIO, MICTHTE padonazuny 500 mr;

donoMixcni peypeunu. LEMON03a MIKPOKPHCTANIMHA, COMOMIMEP METAKPHIOBOT KHCIOTH Ta
erunakpunary (1:1), rinpomencsa, marsii creapar, HaTpilo TiAPOKCHI, MOAICTHIEHITIKONL
3350, cnupT noniBiHiNoBMH YacTKOBO rigponizoaHui, Tanek, THTaHy aioxenn (E 171), saniza
oxcun xoeTHiH (E 172), 3aniza okenn yepponuii (E 172), Bick kapHayGchKRii;

| TabneTka, BKpUTa NNIBKOBOIO 0G0I0HKOW, MICTHTE padonasuy 1000 Mr:

QonomiNcni pevosuHu: UENKON03a MIKPOKPHCTaNniyHa, cOMmoliMep MeTakpuiaoBol KMCIOTH Ta
etHaakpunary (1:1). rinpomenosa, marnilo creapart, HaTpilo riApOKCHI, TNilepHHY TpHAaLeTaT,
JIAKTOIM MOHOriapar, nonietunenrnikone 3350, Tutany aiokcun (E 171), 3anisa okcuj oBTHi
(E 172), pick KapHayOCchKHi,

Jikapeska dopma. TabneTku npononropatol aii.
Ocnoani ghizuro-xiviuni eracmusocmi;

—  madremxy no 500 a2 ciTno-opaHmesi, BKpUTI NiBKkoRoK 000N0HKOW, onykai 3 0Dox
Ookip TabneTku oBankHOi opMM, 3 THCHeHHam «500» 3 ogHoro Goky, iHmMIE Gik
raaKHie;

- mabremku no 1000 me: Gaigo-xOBTI, BKPUTI NAIBKOBOK 060JOHKOIO, onykidi 3 ofox

Ookie Tabnerkn opanbHoi dopMu, 3 THcHeHHAM «1000» 3 omHoro Goky, iHwmMi Gik
rIaaKHi.

PapmarorepanesTHyna rpyna. [Hwi kapaionoriyni 3acotu. Panonazun.
Koa ATX COLE B18.

Dapyaroroziuni eaacmugocmi,

Dapmarodunamixa.

Mexanizw oii.

Mexadism 0if paHoNazHHyY 3HAYHO MIPOID 3a0HIACTECA HEBIIOMHM,. PaHOIA3HH MOMKE YHHHTH
ACAKY AHTHaHTIHANBHY [0 WNAXOM NPUTHIYEHHS Mi3HBOTO MOTOKY IOHIB HATPIO Y KIITHHH
miokapaa. Lle 3HmKye BHYTPILIHBOKAITHHHE HAKOMHYEHHS HATPIIO i, BIANOBIIHO, 3MEHUIYE
HAUTHIIOK BHYTPIIHBOKITHHHUX 10HIB Kanbuilo. Panonazuy 3a paxyHOK 3HHKEHHA Mi3HLOTO
MOTOKY IOHIB HATPil0 3MEHIIYE BHYTPIHBOKNITHHHMH ioHHMH aucOananc npu iwemii. Lle
IHHIKEHHA HAQMHILKY BHYTPIUHBOKIITHHHOIO Kanbuiw Oyie cripusti poscnaldiedHio Miokapia
I, TAKHM YHHOM, 3HIKYBATH JiacTONiYHE HANpy:KeHus nisoro wayHouka. Kniniuei nokasu
ranbMyBAHHA MI3HBOr0 HATPIEBOTO MOTOKY PaHONAZHHOM MPOYBIANNHCA 3HAYHHM CKOPOUYEHHAM
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inteprany QTc ta nokpamennam aiactoniunoi penakcauil, wo Oyno BMABNEHO mWij wac
BIIKPHTOrO [OCHIGKEHHSA 32 Y4acTio 5 MaiieHTiB i3 CHHAPOMOM NonoBKeHoro intepeany QT
(nauieHTH i3 CHHAPOMOM LQT3, y axux € myTauis rena SCNSA AKPQ). Lli edextn npenapary
HE 3ajiexars BIA 3MIHM  HacTOTH CEPLEBMX CKOpOYeHb, apTepiaibHoro Tucky abo Bin
PO3LIMPEHHS KPOBOHOCHHX CYJTHH.

Papmarodtnanivia i,

Briue Ha reMoauHaMiky.

[Mpoeeneni Kninivui A0CHIMKEHHA 3aCBIMHIN, 110 ¥ XBOPHX. AKI 3aCTOCOBYBAM PAaHOMA3HH
OKpeMo afo B NOCAHAHHI 3 IHLMMH AHTHAHTTHANLHUMM 1iKapoLKMMK 3acobamMH, cnoctepiranocs
IMCHLUIEHHA CEePElHLOl YacTOTH CEpPUEBHX CKOpOYeHb (< 2 yaapie/Xe) Ta cepeaHbOro
CHCTONIIYHOTO apTepianbHOro THeKy (< 3 MM prT. CT.).

Edexru., mo eugapnaoThes npu enexrpokapaiorpadii (EKD).

Y xpopux, aki sactocopyeamm npenapar Panexca®, cnocrepiranocs noaoBskeHHs inTepeany
QTe. wo sanemano Big 1034 Ta KoHueHTpauil B mnasMi kpoei (mpubamswo 6 mc npu
zactocyBadui 1000 mr 2 pasu va nofy), 3ummenns amnuityan 3y6us T Ta, y Aeakux BHNaaKax,
agoropbi 3ybui T. Beawaersca, wo uell enave panonasuHy Ha xapaktepucrurku EKI €
Pe3yNLTATOM TIPHTHIYEHHA WIBMAKOrO pekThikauiiiHoro Kaniesoro notoky, WO NoOJOBKYE
LTYHOUKOBHIT noTeHuian i, a TAKOK NPUIHiYeHH Mi3HEOTO HATPIEBOTO NOTOKY, WO CKOPOMYE
wnyHoukoeHi notexuian ail. [onynsuifinuii ananiz of’eqHanux JaHux, otpumannx y 1308
natlieHTiB i 3710poBHX 10GpOBONLLIE, MOKa3ae cepeate noosxkeHds QTe pignocHo Gazororo
pieds Ha 2.4 mc Ha 1000 wr/mn panonasuHy B nnasmi. lLle 3Havenus BignoBigac gaHHM,
OTPHMAaHHM ¥ XO[I OMOPHHX KNHIYHMX J0CHiKeHB, 3TiAHO 3 AKMMH cepeani sminm QTcF
NOPIBHAHO 3 MOYATKOBMM pikHem (kopekuis 3a dopmynoto @pigepivis) nicna sactocysanns
no3u 500 Ta 750 Mr agidi va no6y cknaganu eignosigdo 1,9 i 4,9 mc. Haxun npamol Gye Brimm
¥ MALICHTIB i3 KINIHIYHO 3HAYYLMM NOPYILEHHAM (DYHKLIT neuinku.

3a peaynsratamu penukoro aocnimkenHs (MERLIN-TIMI 36), nposegesoro 3a yuactio 6560
nauienTis i3 I'KC (necrabineHa credokapais/ indapkr miokapaa 6e3 nigiiomy cermenta S-T), He
Dy10 BHABIGHO BiAMIHHOCTEH MK NiKapebkum 3acobom Panexca® ta nnaueBo cTocoBHO pH3MKY
CMEPTHOCTI 3 YCIN NpHYHH (BIOHOCHMH PH3IMK NPH 3aCTOCYBaHHI PaHONA3HHY NOPIBHAHO 3
nnauebo cravoede 0,99), pantoeoi cepuesoi cMmepti (BIAHOCHMH PHIHK NPH 3acTOCYBaHHI
paHonasuHy nopisHano 3 naauedo cranosus 0.87) abo 4acToTH BHHHKHEHHS 3apeeCcTPOBAHHX
CHMNTOMATHYHHX apuTMii (3.0 % nporu 3.1 %).

Y nocaimrenni MERLIN-TIMI 36 y 3162 nauientie, aki oTpuMyBany NiKyBaHHA JIKapChKHM
sacofom Panexca® B pamiax 7-gensoro Xontepischkoro criocTepeskeHHs, He Gyno 3adikcopano
WOLHMX NpoapuTMiuHuX edextie. ¥V nauienTie, ski oTpuMyBann nikapebkuit 3acit Pamnekca®,
Oyia BiaMideHa 2HAYYILO MEeHUA YacTOTa BHHHKHEHHA apHTMiH NopiBHAHO 3 THMH, XTO
orpumysas nnauebo (80 % npotw 87 %), BKIFOMAIOYM IITYHOMKORY Taxikapaito = 8§ vaapis (5 %
npotH 8 %).

Kniniuna ediexruenicts | Oeznexa,

Kniniuni gocnijkenHs npojaeMoHcTpyBanu edexktveHicTs | Oe3neky nikapckkoro 3acoy
Panexca™ npu 3actocyranni iioro sk MoHoTepanil mpH XpoHiuHil cTeHokapmil, a Takom npH
JECTOCYBAHHI ¥ pa3i OTPUMAHHA HENOCTATHROT KJAIHIYHOT BiANORIAI Ha Tepaniio iHWHMH
TKAPCLKMMH 3acobamu, 110 NpU3HAYeHi 114 JIKYBaHHA CTEHOKapIiT. _

[lin yac kmovoeoro nocnimxenns CARISA nikapcbkuii sacit Panexca™ nopasanu no Tepanii
archononoM ¥ gosi 50 mr 1 pas na noGy abo amnoauninoM y no3i 5 mr 1 pas na noby. abo
nunTiazemom v 103i 180 mr | pas ua noGy. 823 nauicutu (23 % KiHok) Gyau pangoMizosani vy
FPYIH, AKI OTpUMYBanH npotarom 12 TiKkHiB nikapebkuii 3acid Panexkca™ mo 750 mr agiui na
no6y, no 1000 mr geiui Ha 106y abo nnaueGo. Jlikapcehkuii 3aciG Panexca™ nokasas
eiekTHBHiCTE, WO nepeprwgyBana  edexkrusuicts nnauebo, WONO  NOJOBMKEHHH  4acy
nepedocUMuX  isMyHHMX HapaHTaxeHb npoTAroM 12 THKHIB NpH 3acTocyBaHHI B 000X
JOCHiKYBAHMX J03aX, WO BHKOPUCTOBYBAIMCA fK Jojarkoea Tepanid. [lpore e Gyno
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BIAMIYEHO PI3HHLUI ¥ TPHBANOCTI  nepeHocHMMX  ISHYHHX  HABAHTAMEHbL MiX¥  JBOMAa
AozyeanHaMu (24 cekyHan nopieHaHo 2 nnanebo; p < 0,03).

[pu 3acTocypauni nikapcekoro zacoby Panekca® 3HauHO 3MeMIUMnach KinbKicTe Hanamis
CTCHOKApil NpOTArOM THAHA Ta norpeba B 2acToCcyBaHHI HITpoOraiuepuHy kopotkoi Aaif
NOPIBHAHO 3 TaKHMHK Npu npuitomi naauebo. TonepanTHicTs A0 panofasuHy nia vac NiKyBaHHA
HEe PO3BMHYNACH, T4 He OVI0 BIIMIYEHO NiJBULIEHHS YACTOTH HanajliR CTEHOKapnil nicns
Pi3KOro MNpHIHHEHHA 3acTOCYBAaHHA fikapchkoro 3sacoby. [lokpawenHa oo TpHBazocTi
NEPEHOCHMHMX HABAHTAXKEHb Y JKIHOK cTaHoBuno Onuseko 33 % Big NOKa3HWKa, AKHI
cnocTepiraBes y YONOBIKIB, NpH 3actocyeanui 1o3u 1000 mr aeivi va noGy. MpoTe i y yonoeikie,
i v WIHOK criocTepiranock OIHAKOBE 3HWIKEHHS YacTOTH HamaliB CTEHOKpalil T4 3acTocyBaHHA
HITpOrAiLEpHHY.

[Min uac apyroro gocnigmenus ERICA nikapenknii 3aci6 Panexca® Gyno aosano go nikyeanus
amaoaunidom y a03i 10 mr 1 pa3 va nody (MakcuManbHa peKOMeHAOBaHa /103a). 565 mauieHTia
Oy/u paHaoMi30BaHi ¥ TPYIH, SIKI 3aCTOCORYBANN Nikapcekuil 3acit Panexkca™ v nouarkosiii noai
500 mr agiui Ha aoby uM naauebo nporaroM 1 THKHA, 8 MoTiM — v 1031 1000 Mr agiui va noby
abo nnauebo npotaroM 6 THAHIE Ha A0aTOK 710 OJHOYACHOTO NIKYBAHHA AMIOAHIIHOM Y 103
10 mr 1 pa3 na noGy. Kpim toro, 45 % nocnimkysanol nomynsuii Takox npuiimanu sitpat
TpuBanoi ait. Ilpu 3actocyBaHHi nikapcekoro sacofy Pamexca™ Gyno mocardHyto suauyme
IHMMKEHHSA KINBKOCTI Hanaiie cTeHokapaii Ha Tixaens (p = 0,028) ta notpebu B 3actocysanHi
HiTporaiuepuuy kopotkoi amii (p=0.014) nopigHaHo 3 Takumu npu npuitomi nnauebo. Sk
cepeHA KifbKicTh Hananis cTeHokapail. Tak i Kinbkicts npuiAHATHX TabNeToK HiTpOrniuepuHy
IMEHILMIIACE OPIEHTOBHO HA | OJHHHLIO B THAICHS.

B nocnigxenni MARISA — ocHOBHOMY J0CTIIKEHHI, MPHCBAYEHOMY BH3HAUCHHIO ONTHMANBHOT
7I03H, — PAHONA3MH 3ACTOCOBYBATIH AK MoHOTepanito. 191 nauienT OVE paHnoMizoBaHui ¥ rpynu,
AKi OTpuMyBaTH Nikapeskuii 3aci6 Panexca® y nosi 500 mr agiui sa no6y, 1000 mr ggivi Ha
06y, 1500 mr aeiui Ha 100y i naanebo: KokKeH i3 JikapebkuX 3aco0iB npoTaroM | THKHA 3a
nepexpecHolo cxemoro. Jlikapcekuii 3aci6 Panewxca® mnpoeMocTpyBaB 3Hauyuly mnepepary
MOPiBHAHO 3 MAanebo CTOCOBHO MOJOBKEHHA Yacy NEpPeHOCHMHX (Di3HYHMX HABAHTAMXKEHL. Yacy
10 Hanazxy creHokapail Ta yacy 1o noseu aenpecii cermenta ST Ha 1 MM ana Beix
JocnimkyeaHux  no3;  0Oyno  zadikcoepaHo  3anekHicTs  «ao3za—edexts. [lopiBHaHo i3
3acTocyBaHHAM nuauebo 36inblieHHs TpUBANoOCTi (i3MYHHUX HABAHTAKEHL OYI0 CTATHCTHYHO
IHAYYIIHM ¥ pasi 3acToCYBAHHA PAHONA3HHY B YCIX TPLOX J03aX i CTAHOBMIO BiA 24 cexkyHa npH
no3i 500 mr geidi va goby go 46 cexyua npu gosi 1500 mr gsidi va gody, DeMOHCTPYOUM
nozozanexuuii edexr. Y upomy aocnijpkeHHi TpuBanicTh (PI3MUHMX HapaHTaxeHb Oyna
Haiibinemow B rpyni npuiiomy aozH 1500 wMr; oaHak npH  1BOMY  CHIOCTEpIranocs
Henponopiliiie nocuieHns nodivnux peakuifi. Tomy noza 1500 mr aeivi Ha noby Gyna
BUKJIIOUEHA 3 NOJANBIION0 A0CTITAKEHHS.

3a pe3yiLTATAMH BEJIHKOIO JIOCHI/DKEHHS 3 HOPCTKUMHM KiHueBumM Toukamu (MERLIN-
TIMI 36}, npoeeaeroro 3a ydactio 6560 nauientis 3 NKC (necrabinena crenokapais/ indapkr
Miokapaa Oe3 mimiiomy cermenta S-T), He Dyno eusBneHO BiAMiHHOCTEH MIEK NiKApCEKHM
sacobom Panekca®™ Ta niauefo cTOCOBHO PH3IMKY CMEPTHOCTI 3 YCIX NPHYHH (CHHEBIAHOWEHHS
PU3HKY NpPH 3aCTOCYBAHHI PAHONA3MHY 10 PH3HKY NPH 3acTocyeanHi nnauedo cranosuno 0,99),
panToBOl CMEPTi ¥ 3B'A3KY i3 CEPUEBHMH 3aXBOPIOBAHHAMHU (CMIBBIJHOWIEHHSA PH3HKY INpH
3aCTOCYBaHHI PaHONA3MHY [0 PU3UKY NMpu 3acTocyBanHi ninauebo cranosuno 0,87) abo yactoTu
BHHHMKHEHHA ApHTMiil, cuMnToMH akux Oyau 3amokymenTorani (3.0 % nporu 3.1 %) npu
J0JIaBaHHI [10 CTAHJAPTHOT MeTMKaMeHTo3HOT Tepanil (Bnouatoun Hera-Gnokatopu, GnokaTopH
KanbLiEBHX KaHATIB, HITPATH, AaHTHArPEraHTH, NiKaperKi 3acobu A8 3HMMKEHHS PIBHA Ninigie Ta
inriGitopun AllD). [lpubausno y nonoeuun nauientie y aocnimxenni MERLIN-TIMI 36 6yna
cTeHOKapis B aHamuesl. PesyabTaru NOKasylOTh, WO TPHBATICTE NMEPEHOCHMHX (i3HYHHX
HaBaHTaxeHb 30inblmMmacs Ha 31 cekyway y nauicHTiB, SKi 3aCTOCOBYBANW paHONA3HH,

o

NopiBHAHO 3 NallieHTaMK, Akl oTpumyeanu mauebo (p = 0,002). CieTncbkuil ONUTYBATBHHK /118
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XBOPMX Ha CTEHOKApAilo MNOKazap 3Ha4YyIIMA BIVIME PAHONA3HHY HA [Jeaki napameTpu,
BKIIOYAIOUH YACTOTY Hanajis crenokapaii (p < 0.001). nopiexano 3 naaueso,

Y koHTponeoBaHi KIiHIYHI gocnigmeHHs Gyia BKIOYEHa NHINE HEBEHKA rpyna naiieHTie, aki
HE Halewars J0 €BPONEOIIHOI pacH. TOMY BHCHOBKH wWoAo edektvBHOCT] Ta Oesneku
3aCTOCYBaHHA NIKAPCLKOro 3acofy Ana uiel rpynu nauientis ne Moxyts 6yt spofineni.

¥ (hazi 3 noasiiino cainoro niauedo-KOHTPOALOBaHOTO KiiHiuHoro nocnimkenns (RIVER-PCI),
ﬂpiEHTDBEHGTD Ha [OCATHEHHA KIHIEBMX TOYOK, 3a yyacTio 2604 nauienTis sikom = 18 pokie,
AKI MalM B alaMmHe3l XpOHIMHY CTEHOKapAilo Ta HENoBHY peBacKyIApHialiio nichs
YEPEILKIPHOro KOpoHapHoro Brpy4anua (UKB), nosa 6yna nineuwena go 1000 mr agiui va
Aedy. ¥ neperHHIA cKNanoBiil KiHLEBOT TOMKH (vac 0 MEPLIMX 03HAK peBacKynapu3auil nia
BIIHBOM 1eMIT YH rocmitanisauil, mwo nmoe’s3aHa 3 iIEeMi€ld, AKa HE CYNpPOBOIKYBalach
peBackyaapuzauicio) He OyN0 BHABIEHO CTATHCTHYMHO 3HAYYILIOT Pi3HML Mi% rpynow, aka
npuiimana panonasui (26,2 %), Ta rpynoio, aka npuiiMana naaneto (28,3 %). cnisgigHowenns
pusuky 0,95, 95 % JII 0,82-1,10, p=0.48. Pu3ux netansHocTi 3 yCiX MPHUYMH, CMEpTi 4epes
CEPLEBO-CY/IHHHI 3aXBOPIOBAHHA. BHHUKHEHHA THKKMX HeDamKaHMX CepLEeBO-CYANHHHX HBMIL
(MACE). rocniTanizauii 3 npHYHHH CepLEBOT HEOCTATHOCTI OYB CXOMKHM V BCIX TPYNax: ojHaK
TAKKI HeDaikaHi cepleBO-CYIHHHI SBMILA YaCTilIe CMOCTEpiralmMcs y NauieHTis pikom > 75
POKiB, fKi OTPUMYBAIH PAHONA3IWH, MOPIBHAHO 3 nauicHTamu rpynu mmauebo (17,0 % npotw
1.3 % pignoeinHo); okpiM WBOrO., croocTepiraliocs 3HadHe 20iNblIEHHA CMEPTHOCTI 3 YCix
NPUYKHH Y NAEHTIB BikKoM = 75 pokie (9.2 % npotu 5.1 %. p = 0,074).

Dapuaroxinemuxa.

[icns nepopansHoro 3actocysands Panekca™ Makcumansua kontentpais (Cua) PAHONAZHHY B
nnasMi Kpoei, 1K Npaeuno, cnocrepiractees uepes 26 roauu. [pu sactocyeanni 2 pasu na no6y
PIBHOBaKHMI CTAH, AK NPaBHIIO, A0CATAETECH NpoTaroM 3 aid.

BeMokTyRanHa.

Cepenna abcomoTHa DIONOCTYINHICTE PAHONAZHHY NICAA NEPOPANEHOTO 3ACTOCYBAHHA TabneTok
3 HeralHWM BHBUILHEHHAM ctaHoeuTe 35-50% 3 BHMCOKHM CTyneHeM iHAMBiAyalbHOI
papiatuenocti. Jlia jikapeekoro 3acoby Panekca® nocumoerthes sanexuo Bin mosn. Ipu
niaeuumendi aosu 3 500 o 1000 mMr asa pasu Ha 100y cnocrepiraerses 2,5-3-pazose
niauienHs AUC y pisHopaxHoMY cTadi. Y dapMakokiHeTHYHOMY JOCHixeHHi 3a y4acTio
310POBHX 100POROALIIE PIBHOBAKHA KOHUEHTPaid Crax CTAHOBHIA B CEPelHBOMY NMPHOIH3HO
1770 (SD 1040) ur/mn, y pieHoBaxHoMy cTaHi AUCo. 2 cTaHoBHAa B CEpPEIHBOMY
13700 (SD 8290) vr = ron/mMn nicas 3acTocyBaHHA Jikapckkoro sacofy no 500 mr agiui va
no0y. IpuiioM i He BNAMBAC HA WIBHAKICTE T4 NOBHOTY BCMOKTYBAHHA PaHOIa3nHY,

Poznogain.

[MpuGnusno 62 % paHonazvHy 3B A3VETLCA 3 NpoTelHaMH NAasMH KpoBi, NepesaxHo 3 anbda-1
KHCIHM TikonpoTeiHoM i cnabo 3 ansOyminoM. Cepennii ob'eM posnoainy B piBHOBAMKHOMY
ctadi (Vss) cTaHoruTE npubansno 180 .

Bupenenus.

PaHona3nH BMBOOMTLCA TOJOBHMM 4YHHOM McTabomiyHuMm wwnaxoM. Menme 5% no3u
BHALIACTECA i3 ceyero | Kanom y HesmineHomy euraazi. ITicns nepopaJbHOro 3acTOCYBaHHSA
oauopasosoi go3u 500 mr miuenoro pagioaktusnum syrieuem ['“C] paHonazdny y 370poBux
nobpoeoneuie 73% paaioakTHEHOCTI BUIHAYAeTECA B cedi Ta 25 % y kani. KnipeHc panonasHny
JANEHNTE Bl 03M | 3HMKYETBCA npM 1 nineuensxi. Ilepion nHanizpMBeaeHHA CTAaHOBWTE
npubauzHo  2-3 TOAMHH MIiCHA  BHYTPIUHBOBEHHOrD BBefcHHA. TepMiHaneHil  nepiog
HAaNiBBMBENEHHA Y PIBHOBAKHOMY CTaHi micns NepopanbHOro 3acToCyBaHHA PaHONa3HHY
CTAHOBWTEL NpHOAK3HO 7 rogHH uepes odOMexkeHy weHaKicTs abeopbuii.

BioTpancdopmais.

Panonasuy 3asHae WBHIKOT Ta macwTabHol metabonizauil. ¥ Monoaux 310poBHX JOPOCIHX
micna OJHOPazoBOTO MepopaikHoro sactocysanus 500 mr [Cl-panonazuny nputausko 13 %
pafioaKTHBHOCTI BHABIACTRECS Y MAa3Mi.
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Benuka kinekicte merabonitie G6yna BHABlNeHa vy nuaimi kpoBi moauin (47 metaBonitie). ceui
(= 100 meraGonitie) ta kani (25 merabonirtie). Byao eusnaueno 14 ocHoBHMX MeraBomiMHUX
wasxie, cepea  axux  O-gemerwmoBanus Ta  N-Jealkinyeawus ¢  HailBadmIMBilLIMMK.
Hocniprenna, nposedeHi in vifro 3 BAKOPHCTAHHAM MIKPOCOM JIFOJCEKOT NE4iHKH, 3acBiIqHIIN,
wo paHonasid  Metabonisyerees rosoewum unHom CYP3A4, a takom CYP2D6. Ilpu
sactocyeaddi 500 mr panonazuay 2 pasu Ha poby y mojell 3 HENOCTATHBOID AKTHBHICTIO
CYPZD6 (noeineHi merabonizatopu) nokashuk AUC nepeeuwye avanoriuumwii y mogeii 3
HOpManeHOWO akTHBHICTIO CYP2D6 (weuaki meraGonizatopu) nva 62 %. Bignoeigna pizawus
s 1o3u 1000 mr agivi Ha nody cranoenna 25 %.

Ocodaual zpynn nayicnmie.

Brume pisnux drakrtopie va dapmakokiHeTHKY paHonasuHy Gyno ouiHeHo B nonynsuiiHOMY
hapmakokineTHuHoMy Jocnimienni 3a yuyacrio 928 nauieHTie 31 CTEHOKapIicld Ta 3M0POBMX
ocib.

Brnnue crarti.

Crath HE Mac HIAKOTO KIiHIYHOTO BILIHBY Ha (papMaKoKiHETHYHI mapaMeTpH.

TMaticHTH JITHEOTO BiKY,

Jluuie oamMH BiK He Mae HIAKOTO KNIHIMHOTO BIUIMBY Ha (papMaKOKIHETHUHI MapaMeTpH. OfHaK ¥
XBOPHX JNITHBOTO BIKY MOMK/IMBE NMOCHIEHHA i1 PaHONa3MHY “epe3 BiKOBe 3HMMeHHA dyHKuil
HHPOK.

Maca Tina.

B ocid 3 macolo Tina 40 kr Bnume padonazuHy npubauzHo B 1,4 paza Ginwswmii, Hix v ocif 3
macoo Tina 70 kr.

JacTiiiHa cepuera HepoctaTHicTs (3CH),

3CH knacie NYHA 1=V npu3goauTs 10 NiJBHILEHHA KOHHEHTpAUil paHONaiHHY B NJasmi
KpoBi npubnusdo 8 1.3 pasa.

HupKkoBa HEAOCTATHICTD.

[lporesneni nocnipkeHHsa BrnAWMBY HUpKOBOT (yHKIIT Ha (dapMakoKiHETHKY paHOMa3HHY
FACBIMMIM, WO ¥ XBOPUX 3 JIETKOK, NOMIpHOK ab0 TAKKOK HUPKOBOK HEMNOCTATHICTIO
nokazHuk AUC panonazuny 6ye y cepennboMmy B 1,7-2 pa3u BHIUMM, HIK B 0Ci0 3 HOpManbHOIO
thynkuielo Hupok. Takox Oyna BiaMiueHa 3Ha4Ha iHAMBIAYyanbHa BapiaTHBHICTE Bennunun AUC
¥ ocaijyeaHux ocib 3 Hupkoeow HepocratHiero. AUC merabonitie nijBHIYeTECH NpH
sHiAeHHI ¢ynkui’ Hupok. [lokasnuk AUC opsoro 3 ¢apmakonorivHo akTHBHEX MeTabomiTie
paHona3MHY Y MalicHTIB 3 TAXKKOK HUPKOBOIO HEAOCTATHICTIO OyB nmifBHILEHNH Y 5 pa3ie.

[Min uyac nonynauiiiHoro gapMakoKiHETHYHOTO aHanizy OyJ10 BMABIECHO NMOCHICHHA BIJHBY
panonazuuy B 1.2 pasa y XBOpHX 3 NOMIPHOIO HHPKOBOIO HEAOCTATHICTIO (KMiPEeHC KpeaTHHIHY
40 mn/xs). V moaei 3 TAKKOI HHPKOBOIO HelocTaTHicTIo (KnipeHce kpeatuHiny 10-30 mn/xg)
Oy710 BHARTEHO MOCHNEHHA BIUVIHBY paHonasuHy B 1,.3-1.8 pasa.

Bnnue mianizy Ha hapMaKoKiHETHKY paHOTa3HHY HE OLLIHIOBABCA.

[leuinkoBa HEIOCTATHICTE.

MdapMakokiHeTHKy panonasMHy Oyn0 OUiHEHO ¥ NALieHTIB 3 MEYiHKOBOKY HENOCTATHICTIO Bif
JIETKOr0 10 CepeHLOro cryrens Tsukkocti. Jani 11040 3acTOCYBaHHS PaHOa3HHY NMalicHTam 3
TAKKOW NEYIHKOBOIW HEJOCTATHICTIO BiAcyTHi. Y NauieHTIB 3 MEYiHKOBOK) HEAOCTATHICTIO
NErKoro cTyneHs TaKkocTi BenuuuHa AUC paHonasWHy He 3MIHIOBanack, a y NauieHTie 3
MeYiHKOBOID HENOCTATHICTIO CEPEeNHbOro cryneHs TsukkocTi penuuuHa AUC nigsuilysanach B
1,8 paza. ¥ Takux xgopux byno 6inein Bupaxkere 30inelenns intepeany QT.

PdapMakoKiHETHYHI MapaMeTpH paHonasuuy y aitel (< 18 pokie) He BHBYATHCA.

Howniniuni dani 3 dezneri.
[MoBiuni  peakuii Ha 3aCTOCYBAHHA PAHOMA3WHY, LIO HE CHOCTEPIraNuchk Y KAIHIYHMX
JOCTIDKEHHAX, ale BHABIANMCE Y TBapHH Yy BUrAAni aii, nomibHol A0 KAIHIYHOIO BIUIMBY:
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CYLOMH Ta 30UILILEHHA CMEPTHOCT] ¥ ypie i cofak npu koHueHTpauii paHodasuny v nnasmi
KPOBL, NpHOIH3HO B 3 pasH BHILIA, HIXK 3aNpoNoHOBaHa MaKCHMankHa KiiHiuHa 1o3a.
JocnigKeHHA XPOHIUHOT TOKCHUHOCTI ¥ ULy PIB NOKA3AIM B3AEMO3R A30K NIKYBAHHA 31 3MiHAMY v
HAJHHPKOBHX 3a/03aX OpH eKcnosuiil, mo HeIHavHo MEPERHILYE AHANONYHHA NOKA3HWK v
KNiHiYHUN nauienris. Lleft edext now’ssaumii 3 nigeHieHHaM KoHueHTpalii xonecTepuHy B
nnasmi Kpoei. AHANOTIMHHMX 3MIH Y JIOMHHH HE BUABIEHO, Y NIOIMHH He BigMiveHo #oaHoro
BI/IMBY Ha A/IPeHOKOPTHRAIBHY BiCh.

Y NOBroCTPOKOBHX AOCTIIKEHHAX KAHLEPOreHHOCTI MPH 103aX paHonasuuy 1o 50 mr/krinofy
(150 mMr/m*/no6y) y mumeii Ta 150 mr/kr/no6y (900 mr/m¥mo6y) v wypis He cnocTepiranoca
JHOMHOTO 3HAYYIIOTO MiABHMILEHHA HacTOTH BHHHKHEHHA NyXiuH Oyvae-skoro tany. Lli nosu
cranoenate 0,1 Ta 0.8 pignoeiaHo Big MakcuManbHOI PEKOMEHIOBAHOT 103M JI8 MKOAHHM, HIO
nopiEHIoE 2 T Ha MI/M?, | € MAKCHMATTBHO NEPEHOCHMHMH JI03aMH 1A UUX BHIIB.

Y camuip i camMOK WYpIB NMepopanbHE BEEACHHA PaHONA3ZMHY, L0 COPHYMHANO TiIBMILEHHA
nokazunka AUC pignosigno y 3.6 abo B 6,6 pasza nopiBHAHO 3 OYIKYBaHMM Yy miOneil, He
BIJIHBAJIO Ha (PePTHIILHICTS.

Jocnimuenna emGpioderoTokcHunocTi npoBoanan Ha wypax i kponax. [pu pieni excnozuuii
(AUC) panonazuHy B niasMmi KpoBi caMK, NMofidHOMY [0 O4iKyBaHMX PiBHIE Y JIOIHHH,
JKOMHOTO BIUIMBY HA NOTOMCTRBO ¥ KPOJIB He Big3Hawanocs. ¥ wypie npu piexi excnosuuii
(AUC) y camxn, mo y 2 pasu MepeBHILYBAB O4YiKVBaHHI pIBEHE y JOOHHH, He Gyio
saikCOBAHO WOAHMX HACHiAKIE N4 NOTOMCTBA, alleé KOJM EKCMO3MLis ¥ caMku y 7.5 pasa
NEePEeBHILYBANa NOKa3HUKH, OTPHMAaHI Yy Jiojeil, crocrepiraiocs 3MEHIIEHHA MacH IUIoja Ta
ocnabnenna npouecy ocudikauii. Koam excnosuuia y rogywounx camok B 1,3 pasa
NEPEBHILYEaNa o4iKyBaHHH pibeHb y mojel, NOCTHATANRHOT CMEPTHOCTI MOTOMCTEA He Gylo
3adikcoBaHo, TONI #K MNpH  3-pa30oBOMY NepeBHIEHHI  excnosuuii Gyno  3adikcosano
NOCTHATANLHY CMEPTHICTL | OHOYacHO OyN0 N0BEIEHO NOTPANIAHHA PAHONAZMHY B MONOKO
uypie. AoaHHX nobiuHux peakuill y HOBOHAPOIKEHOTD MOTOMCTRA LLYPIB HE cnocTepiranocs
pH piBHAX eKeno3nuil, noaIOHHX 10 TAKHX ¥ Toaeii.

Kainiuni xapakTepHcTHER.
Hokazanna.
JlikyeanHa cTabinkHOl cTeHOKApPIIT,

Hpomunorxazanns.

— Tlinepuytaueicte Ao Aiodoi pewoBMHd abo go Gyae-Akol JONOMIKHOT pPevOBHHH
npenapary. wo nepenidedi y po3aini «Crnany.

~  Tamki uupkoei nopywenHs (knipedc kpearnniny < 30 ma/xe) (ame. poszging «Crnocid
3ACTOCYEBAHHSA Ta 103Uy Ta « DapMakokiHeTiran ).

— TleviKkopa HEOOCTATHICTE cepeldHbLOro afo TAMKOro cryvneda (aMe. poadind «Cnocid
JACTOCYBAHHA Ta 103H» Ta «DapMakokiHeTHKan ).

— OpHouacHe 3acTOCYBaHHA NOTYKHHMX iHriGiTopie CYP3A4 (Hanpuknan iTpakoHason,
KeTOKOHA30/, BOPHKOHA30M, no3akoHazon, iHriGitopn BIJT-mpoTeazu, KnapHTpOMILLHH,
TeniTpoMiunH, HedazogoH) (aue. pozaini  «Cnoci® 3acTocyBaHHA Ta  JI03W» Ta
«B3acmonia 3 iHILIMMH NiKApCEKUMH 3aco0aMi Ta iHII BHAM B3acMOIiin).

—  OpgHovacHe 3ACTOCYRAHHA aHTHAPUTMidHMX 3acofie knacy la (Hanpuknazn xiviauu) abo
knacy 1l (Hanpuknan goderanin, cotanon), KpiM aMiogapoHy.

Bzaeymodia 3 inmnvu AikapeskuMu 3acofamu ma inui 6uou e3acmooii,

Brutue inwny 1kapebriy 3acoiie Ha panoiasiiy,

Iuribitopu CYP3A4 un P-gp.

Panonasun € cybGerparoM  wmrtoxpomy CYP3A4. luriGitopn CYP3A4  niasHiuyiorh
KOHLEHTPaIlil0 paHoNa3zHHy B ninaiMi. 3 nmiABMumIeHHAM foro koHueHTpauil B nuasmi Mome
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NOCHNIOBATHCA NPOAE NOTEHUIHHNX noOIMHMX peakuiil, 1o zanewatk Big A03m (Hanpuknan
HynoTa. 3anamopovenHs). [lin wac nikyBanHA paHONaIMHOM OJIHOYACHE 3aCTOCYBAHHSA
KeTokoHasony B 103 200 mr agivi Ha nody nigemumye AUC panonazuuy e 3-3,9 pasa.
OgnouvacHe TNpPH3HAYCHHA PaHONAZMHY Ta NOTYxHUX iHriGitopie CYP3A4 (takux sk
ITPAKOHA30Jl,  KETOKOHA30N, BOPHKOHAzonm,  nosakowason, iuriGitopu  BlJl-npoteasn,
KAapHTPOMILIHH, TeniTpoMiunH, Hedazonon) npotunokazade (aus. posain «[lpoTunokasanusy).
Takow nory:xuum iuribitopom CYP3A4 ¢ rpeiindpyTouii cik.

Hunriazem (180-360 mr 1 paz na noGy). nomipuuit inriditop CYP3A4 ninenwye sanexno ein
I03H cepefHi piBHOBaKHI KoHueHTpauii panonazuny B 1.5-2.4 pasa. Jlng nauientie. axi
3aCTOCOBYIOTH AMATiaseM Ta iHwi nomipui CYP3A4 (Hanpuinan eputpomiumy, dawokonazon),
PEKOMEHAYETHCA peTenbHHil Ta obepesuuii nindip no3m npenapary Panexca®™. Moxnupo, 6yne
HeoDXiHO 3HMKEeHHA 1034 npenapary Panekca®™ (mue, posainu «Croci6 sacTocyBanHs Ta 103
Ta «OcobnMBOCT 3acTOCYRAHHAN ).

Panonasun € cybGctpatom P-gp. [uriGitopn P-gp (Hanpukiaj UMKIOCTOpHH, Bepanamin)
MIABHILYIOTE piBeHb paHonazuny B naasmi. Bepanamin (120 mr tpuui na noBy) nigsuiye
PiBHORaXHI KOHLeHTpauii panonazuuy B naasmi B 2,2 pasa. Jlns xBopuX, fKi 3aCTOCOBYIOTH
iHridiTopu P-gp, pekoMEHAYETHCA PETENbHE THTPYBAHHA 103K npenapaty Panexca®. Moiueo,
Oyae HeoOXiHO 3HMKEHHA 103W npenapaty (aus. po3ainu «Cnoci® 3acTocyBaHHA Ta [103M% Ta
«OcobaueocTi 3aCTOCYBAHHAR ).

Ingvkropn CYP3A4.

Pudamniuun (600 mr 1 pa3 wa no0y) 3HMKYE 3HaveHHs pPIBHOBAKHHX KOHUEHTpaLiii
paHonasuny npubauzno 1o 95 %. He cnin posnounnarn nikyeanns npenaparom Panexca®™ nin
yac sactocyBanHa iHayktopie CYP3A4 (wanpuxnan pudamniumn, denitoin, denobapbitan,
kapOamaszenin, 3Bipobii) (aus. posain «OcobaMBOCTI 3aCTOCYBAHHAY ).

InribiTopu CYP2D6.

Panonazun yactropo merabonizyersea CYP2D6, ToMy iHriGiTOpH uBOro gepMeHTY MOXKYTh
NiIBMUIYBATH KOHLEHTpallil paHonazuuy B naassmi. Hotysnuil inriGitop CYP2D6 napokcetun
B gozi 20 mr 1 pas Ha noly niaBuulye cepeiHi piBHOBMKHI NOKa3HHKH KOHUEHTpailii
paHonasWHy B njasMmi B cepegiboMy B 1,2 pasa (npu sactocyeauni paonasuny no 1000 mr 2
pasu Ha jnoGy). Kopekuia nosu He notpibua. Ilpn nosi panonazuny 500 mr 2 pazum va pody
OJIHOYACHE 3aCTOCYBAHHA NMOTYAHOro iHriGitopy CYP2D6 MoKe NPH3BECTH N0 MiJBHLIEHHSA
nokaznuka AUC paHonazuny npubanzno Ha 62 %,

Broue panonazuny va intal aikapeski sacoiu,

Panonazuu € inriGitopom P-gp. axkuil Mae norysuicTs ail BiA cepeHLOro 0 BHCOKOTO CTYNEHH,
Ta € cnabkum inriGitopom CYP3A4, i ToMy Moske nineuiyBath koHueHTpauii cyberparie P-gp
ut CYP3A4 vy nnasmi. Mose rtaxos 30inblysaties posnogin nikapeekux 3acobie, 1o
TpaHcnopTyoTees P-gp.

IlpH npH3HaueHHi NiKapcekoro 3acoby Panexca™ mome Gyi notpifna Kopekuia J03M IEAKHX,
ocobnHBD 3anexHux cyberparie CYP3IA4 (Hanpuknaj CHMBACTATHHY, JOBACTATHHY), a TAKOWK
cyvberparie CYP3A4 3 pyabKuM TepaneBTHUHUM  J1anasoHoM (HAIPHKNAL LHKIOCTOPHHY,
TAKPOJIMYCY, cHpOaiMycy, eseponiMycy), ockinbku Panekca® mome nigsuurysati konueHTpauii
BKA34HUX NIKAPCEKUX 3acobiB v nnaMi.

Haseui pani ceiguate, wWo paHonazwH € cnabkum inriditopom CYP2D6. 3actocypanns
Panexcu™ nmo 750 mr 2 pasu Ha 106y MiIBMUIYE KOHIEHTpauilo MeTomponody B naasMi B 1.8
pasa, TOMY TPH X OJHOMACHOMY 34CTOCYBaHHI MOMKE NMOCHMIOBATHCA A Metonponony abo
iHux cyberpatie CYP2D6 (Hanpuknan nponadeHoHy, duexkaininy: MeHwow mipoo e
CTOCYETHCA TPHUMKIIYHHX AHTHACNPECAHTIE Ta HEHPONENTHKIR), BHACHINOK 4Yoro Moxe OyTH
NoTpiOHHM 3HHMKEHHA 03K LIMX NPenaparie.,

[MoTenuian crocopno npuruivedns CYP2B6 ne ouimopabes. IMia yac 3actocypanns PaHekcw
oano4acHo i3 cyGerparamu CYP2B6 (manpuknan Gynpomion, edasipenu, uuxnodocdamin)
PEKOMEHIYETECA JOTPHMYBATHER 0DepeskHoCTI.

irokcun.

®
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€ NaHi Npo NiJBMILEHHS KOHUEHTpaUil AMTOKCHHY B naasMi y cepennsomy B 1,5 pasa npu
OJHOYACHOMY  3actocyBaHHi 3 npenapatom Panexkca®, Tomy mneofxigwo npopenenns
MOHITOPHHTY PIBHA AMTOKCHHY HA MOYATKY Ta NPH 3aBEPLICHHI 3aCTOCYBAHHA Npenaparty
Panekca™.

CumMBacTaTHi,

MeTaboniam Ta KIipeHC CHMBACTATHHY 3HAYHOIO Mipolo 3anexars sin CYP3IA4, 3actocypanus
npenapaty Paxexca® no 1000 mr 2 pasn Ha no6y nigsuuye KOHUEHTPAILI0 B NAasMi NakTody
CHMBACTATHHY Ta CHMBACTATHHOBOI KMCNOTH npubnuzno B 2 pa3w. Takok v pamkax
MOCTMAPKETHHIOBOTO HAMNAAY NOBIAOMIANOCH Npo Bunaaku pabaomionizy y nauiewris, axi
npuiimany npenapar Panexca® i cumpacratun. JIna nauienTis, aki npuiimaiors npenapar
Panexca™ B Gyab-nkiil 1031, 1038 CHMBACTATHHY HE MOBHHHA nepepuulypaTi 20 Mr Ha nody.
ATOpPBACTATHH.

[Mpuiiom npenapary Panexca® no 1000 mr agiui na nofy niaeuiye Ciax i AUC aToppacTtaTny,
akuii npuiiMaioTe B 1031 80 Mr oguu pas Ha 106y, & 1.4 i 8 1,3 paza gianoeigno i sMiHoe Cppay i
AUC mertaboniTie aTopacTaTHHy MeHil Hix Ha 35%. [Ipn npuiiomi npenapary Panexca® mome
GyTH noTpidHO o0MeseHHs [03M aTOpPEACTATHHY | TIPOBEACHHA HANCKHOIO KAiHIYHOrO
COCTEPEKEHHS.

Ilpu npuitomi npenapaty Panexca®™ mome 6yTH noTpiGHO 0OMEKEHHS JI03M IHIIKX CTATHHIB, 11O
seTabonisvioTees CYP3IA4 (nosacrarun),

TakponiMyc, HMKAOCTIOPHH, CHPOMIMYC. EBEPOTIMYC.

JacTocyBaHHA paHONA3MHY TNallieHTaM, AKi OTpuMyBanu Takponmimyc (cybBerpar CYP3A4),
MPU3BOAMI0 A0 TMiABHLIEHHS KOHUEHTpaUiii ocTaHHbOro B naasmi. ¥ pasi npu3HaveHHs
npenapaty Panckca™ nauientam, aKi OTPHMYIOTE TaKponimMyc, PEKOMEHAYETRCA KOHTPOMIORATH
KOHUEHTpauil TakponiMycy B niasMi i B pasi HeoOXiAHOCTI KOPHTYBATH 103y TakpoaiMmycy.
Takuii KOHTpOIL TakoX PEKOMEHAOBAHMI NpH 3acTocyBaHHi immmx cybcTpatie CYP3A4 3
BY3LKHM TEPaNeBTHYHHM [ialaioHoM (HanpHiiaa UMKIOCTOPHH, CHPOTIMYC, eReponiMyc).
Jlikapceki  3acoGu. AKi  TPaHCNOPTYIOTHCH TPAHCHOPTYBANBHHKOM OPraHivHHX KaTioHiB-2
(OCT2). Ipu sactocyeanni npenapary Panexca® B gosi 500 mr i 1000 mr gma pasu na 106y
naiienram i3 uykpoeum giaberom 1l TMmY KOHUEHTpalis 0JHOYACHO 3aCTOCOBAHOIO
metopminy (1000 mr asa pasu wa noGy) y naazmi nigguuyeanacs eignosigno B 1,4 i 8 1,8
paza. Konuenrtpauil immmx OCT2 cyGerpartie, BKIOHAKYH MIHAOMON | BapeHIKIiH, MOKYTB
OyTH 3MIHEHI B OJIHAKOBI Mipi.

IcHye TeopeTHUHHH PHIME, WO [IpH OJHOYACHOMY JIKYBAHHI PAHONAZUHOM T4 iHLWIMMH
npenaparaMd, o  N0a0BKyioTe  inTepean QTc. mome BHHHKHYTH apMakoaMHaMivHa
B3ACMOMIA T NHIABHILMTHCH MOMIIMBUH pH3MK wyHOoukoepuX apurmiil. Hanpuxnan, 1o rakux
npenaparis  Hanemkark fAeski aHTHrictamidni 3acobm  (Taki sk repdeHaauH, actemizon,
MI30MACTHH), Jedki aHTHApHTMiuHi 3acobW (3okpema XiHigWH, AMzonipamiz, npokaiHamia),
EPUTPOMILMH  Ta  TPHUHKIIMHI  AHTHASNpPECAHTH  (HanpHKIan  IMinpamid,  JOKcemniH,
AMITPHOTHIIH).

Ocodineoci 3acmocyeani,
Cnin Oyt oDepeskHuM npu npuzHadedsi ado niiBHUEHH] D034 PaHOIasHHY XBOPHM, ¥ AKHX
MOHRUIHBE NOCHIEHHA Horo Ail, NpH TAKHX CTaHax:

—  oJHoYacHe 3acTocyBanHA inriditopie CYP3A4 nomiprol cunu aii (aue. poaainu «Cnoci6
3acToCyBalHs Ta 103u» Ta «B3aemonis 3 iHUIMMKH NiKapceKHMK 3acobaMu Ta M BHAM
B3aEMOiHR );

~  OAHOYacHEe 3acTocyBaHHA iHriGiTopie P-gp (mme. po3ninun «Cnocid 3acTocypaHHs Ta
nosus Ta «BaacMoia 3 IHIIMMH TiKapchKHMH 3ac00aMi Ta iHIT BHAM B3aEMOJTIHR );

—  NeviHKOBAa HEANCTATHICTE nerkoro cryneds (uue. pos3ainy «Cnoci@ 3acTocyeBaHHA Ta
no3uy Ta «PapMakoKiHeTHEa» );
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—  HHPKOBA HEOCTAaTHICThL Jerkoi abo cepeasboi Tamkocti (knipenc kpeatuniny 30-80
Mi/xe) (aue. posainn «CnociG sactocyanus Ta posun, «lloGiuni peakuiis Ta
whapMakokiHeTHran );

— MNauieHTH NiTHeOro BiKy (nuB. posfinn «Cnoci® zacTocyeanna Ta aoszus, «lloGiuni
peakuin Ta «dapMakokineTHran);

—  NALIEHTH 3 HU3BKOI Macoio (= 60 kr) (mue. posnion «CnociG 3acTocyBaHHA Ta A03HM,
«[loGiuni peakuii» Ta «PapMakoKiHeTHKan );

~  3CH cepennboro ado TA#KOro cryneds TamxkocTi (knack NYHA II-1V) (aue. poszinu
«Cnocid 3acToCyBaHHA Ta no3uy Ta «PapMaKokiHeTHKay ).

Y XBOpHMX, AKi MalOTh Kilbka 3a3HaueHWX BHIIE (aKTOPiB, MOKHA OMIKYBATH IOMATKOBOFO
nocuneHna ail. Moxnuee BHHMKHeHHA noOiuHuX peakuiil, wo szanemats eig gozu. llpu
3acToCYBaHHi Nikapeskoro 3acoby Padexca™ y XBOPHX 3 NOCIHAHHAM KiNBKOX 3a3HAMEHNN BHILE
(pakTOpiE NOBMHEH NPOBOAMTHCA HaCTWIl MOHITOPMHI MOGiUHMX peakuiil, a 3a neobxigHocTi
J103Y PaHONA3MHY CiJ 3HN3HTH 260 NPHNHHKATH NiKYBaHH.

Puauk nocunenns dapmakonorivnoi ail paHonasHHy, WO OPH3BOAKTE 10 30iNbIIEHHS YacTOTH
nobiYHUX peakuiif y 3asHaueHHX BHLUE IPYNax, MiABHLIYETRCA ¥ XBOPHX 3 HENOCTATHBLOKO
aktuedicTio CYP2D6 (xBopi 31 cnopibHeHHM meTabonizMOM) MOPIBHAHO 3 XBOPHMH 3
noTyxHOW aktueHicTiIo CYP2D6 (xBopi 2 npuckopenum metabonizmom) (IMB. posain
«MapmakokineTnkar ). BuilesazHaueni sacrepesenns pozpobieHi 3 ypaxyBaHHAM MOMKIHBOTO
PH3HKY 108 XBOPHX 31 cnoeiuibHeHum metabonizmom CYP2D6 Ta MaroTe BpaxoeyBaTHcd Y
BHNaiKy. koau crarye smeraboniamy CYP2D6 wnepimomuii. Jlna XBopHX 3 NpHCKOpEHHM
merabonismom CYP2D6 Taki 3acTepeseHHs MaioTh MEHILE 3HAYEHHA. XBOpPUM, ANA AKHX
BH3HAYEHHH (Hanpuknan, WaaxoM TEeHOTHNMYBaHHA) abo  BiZoMMH  IHTEHCHBHHIT craTyce
metabonismy CYP2D6, Panekca® moxua 3acTocoByBaTH 3 o0epemHIicTIO ¥ pasi HasBHOCTI v
nauienra koMOiHaWiT KiZbKOX 3a3HaYE€HUX BHILE (haKTOpiB PHIKKY.

[Mojnopxacenua inTepeany OT.

bnoxkyeanua lkr | nogoRkenns intepeany QTc 3anexath Big go3u panonasuuy. IHonynauiiinmnii
ananiz of’cAHAHWK JaHMX, OTPHMAaHMX Mij Yac NOC/IDKEHHA 3a YHACTIO NAlicHTIE Ta 3IOPOBHX
n0GpoBOLLIB, MOKA3aB, WO 3aiekdicTs nogoskenus inrepeany QTc ein koHuenTpauii
nikapepkoro sacofy B nuasmi moxe OyTH ouideno gk 2.4 mc na 1000 wr/mn, wo npubanzno
NOPIBHIOE NiIBHMWEHHO Bin 2 no 7 Mc ang QianasoHy NOKaiHHKIE KOHUEHTPALIT paHomasHHy B
niasmi npy npuzHasedni foro B gosi eig 300 mo 1000 mr aeivi va noGy. Tomy Tpeba OyTi
oOeperHUM NTPH NIKYBAHHI XBOPHX i3 CHHIPOMOM BPO/UKEHOIO nojoexenHs inreppany QT B
aHamHesi abo 31 cnagkoBHM nojoekeHHaM intepeany QT B poaMHHOMY aHaMHe3i 4H 3 BIIOMHM
HaOyTHM nojoexeHHaM iHTepeany QT. a Takox XBOpHX, AKI OTPUMYIOTE NIKYBaHHHA
NpenaparaMu, 1o BNIHBAKITE Ha TpHBanicTh inTepeany QTc (aue. pozain «Baacmoain 2 iHumMu
NiKApChKHMH 3aco0amMy Ta iHI BHIM B3aeMoniiin).

Baaemonis 3 jikapcbKHMH 3acobamu.

OnnovacHe sactocysanus 3 iHgykropamu CYP3A4 Moike nNpH3BecTH 10 3HHKCHHA
edextTHBHOCTi nikapebkoro 3acody. Jlikapcskmit 3aci6 Panmexca™ we cninm sactocosyeaty
naticHTam, fki OTPHMYIOTH fikyBaHHA iHayktopamu aktueHoctTi CYP3A4  (nanpuxnan
pudamninuy. denitoin, denobapbitan, kapbamazenin, 3eipobiit) (aue. pozgin «Baaemonin 3
IHIIHME JHKapceKHMH 3aco0aMi Ta THUII BMIH B3aeMOiin ).

Hupkosa HeAoCTaTHICTD.

HupkoBa yHKUiS 3HHKYETLCA 3 BIKOM, | TOMY B&KIHBO NMPOBOJIMTH PErYIApHY MNEpPeBipKy
hyHKLUIT HHPOK NijJ 4ac NKYBAHHA PAHONAZHHOM (1B, po3ainy «Cnocid 3acTocyBaHHA Ta 103H»,
«lTporunokazannsy», «[loGiuni peakuiin Ta «DapMakoKiHeTHKa» ).

Jlaktosa,

Panexca® 1000 mictute naxtosy. Jlikapebkuii 3acié He cnig 3acTocoByeBaTH mauieHTam i3
PIIKICHOK BPOIKEHOK) HENMEPEHOCHMICTIO TMUIAKTO3H, BPOUKEHOIO HENOCTATHICTIO NakTain abo
nopyueHHAM adcopbilil rIIOKO3M Ta ranakToid.
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Harpiii.
Llei nikapcbknii 3acid mictuTe MeHine | MMoib Hatpito (23 Mr) na TabneTky nponoHroBaHoi i,
TOOTO NPAKTHYHO BINLHUEH Bi HATPiO.

3acmocyeanna y nepiod eazimuocnti abo rodveanns spyodio.

BaritHicTs.,

Jani npo sacTocyBanns paHonazuny BaritHum obmeskeni. Jlocnimxenns Ha TBApHUHAX BUABMIN
emOpioToKCHYHiCTs (auB. posznin «/lokniniuni aaui 3 Gesnexun). IMoTeHuiHHui pHauk s
moauHd Hepigomuil. Tlpenapar Panexca®™ me cnia sactocoysatw nim uac BaritHocti, 1a
BHHATKOM KpaiiHeol HeoOXiqHoCTI.

lNoayeanua rpyvaoao.

Hemigomo, 4M  npoHMKac  paHonasWH  y  TPyAHe  Monoko  moauud.  Hasewi
dhapMakoAHHAMIMHI/TOKCHKONOTIYHI  Janl AochijpkeHb Ha UIypax cCBig4aTh 0po Te, IO
paHonasHH BHAIAETBCA ¥ TIPyAHE MONOKo (meTanbHilue aue. posain «Jlokniniuni nawi 3
Dezmexu»). He MOKHa BHKNIOYATH PHIMK 18 JIHTHHHM, SK3 3HAXOIMTECA HA IpYIHOMY
BHro/i0ByBanHi. Ilpenapar Panekca™ me cnif 3actocoBysatd SKiHKam y nepiof rolyBaHHs
rpyamio.

DepTHILHICTS.

Jocnijmenns Ha TBapHHaX He BMABWIH HIAKOrO WKIAAHBOrO BIUIMBY JiKapchkoro 3acoby Ha
tpeprrnenicTs (aue. pozain «lokninivyni nani 3 Geanexu»). Bninue panonasuny Ha depTHabHicTs
¥ MIOJAHHH He BiIOMMUil.

Idamuicmes ENIUGAMY Ha WEHOKICMb pearyil npu Kepyeanti asmompancnopmom ado fHuumu
MEXAHTIMAMU,

Hocnimaenna snauy PadexkcH™ Ha 3aTHiCTL KepyBAaTH ABTOTPAHCIOPTOM YH  IHIUHMH
MexaHizMaMi He nposoguauca. Panexca™ mMoe cnpHuHHATH 3aNaMOpOYEHHS, POIMHTICTD 30pY.,
ABOTHHA B 044X, CIJYTAHICTR CBIIOMOCTL, NOpYLIEHHA KoopauHauil Ta ramouuHanii (aue.
poznin  «[loGiuni peakuii»), mwe MoXKe HEraTHBHO BNJMHYTH HA 3JATHICTE KEpyBaTH
ABTOTPAHCHOPTOM Ta iHIUHMH MEXaAHIZMaMH,

i

Croci 3acmocysainis ma 0oz,

Hopocni.

Pexomenorana nouarkosa nosa npenapary Panexca®™ cranosuts 500 mr 2 pasu na no6y. Yepes
24 Tikni go3a 3a HeoOXinHoCTI Moxe 6vru 36insmwena ao 1000 mr 2 pasu va g0y (aue. posain
whapMakogiHaMikar ). PexoMenioBana MakcHMankHa 103a eranoButh 1000 mr 2 pasu Ha noGy.
Ao v XBoporo CnocTepiraloTeed nodiyHi ABMILEA, CIPHYHHEH] 3ACTOCYBAHHAM JIKapChKOro
3ac00y (HANPHKIA JANAMOPOMCHHS, HY10Ta, GII0BAHHA), TO 1034 likapcskoro 3acoby Panexca®™
Mode OYTM 3HMMeHa (TMTpyBaHHA). JIIKYBaHHA TNPHUNHHAKOTh, AKWO nobiuHi peakiil He
NPOXOAATDL MICHA 3HHIKEHHS 103H.

Opnoyache nikysanHa inriditopamu CYP3A4 Ta inriditopamu P-gp.

Perentwuuii nigGip 103M peKOMEHIYETLCA NallicHTaM, AKI OTPHMYIOThH JIIKYBaAHHA TOMIPHMMH
inriGitopamu CYP3A4 (nanpuknan aunriaszem, dunokonason, eputpomiumn) aGo inriGitopamu
P-gp (nanpuknag sepanamin, umisocnopu) (aus. posninn «OcoGnMBOCTI 3acTOCyBaHHA» Ta
«B3aeMomia 3 iIHINKMMH NTiKapchKUMH 3acobaMK Ta IHLT BHAM B3aeMOiiin).

OnHouacHe 3acTOCYBaHHA 3 noTyaHuMHK inriGitopamu CYP3A4 npotunokasase (OMB. po3iinu
«l[lporunokazanua» Ta «Bszaemonis 3 imwMMK  nikapeekumu  3acobamu Ta ML BHIM
B3aeModiiin).

Huprosa nejocTaTHicTk.
XBOpHM 3 HMPKOBOIO HEAOCTATHICTIO NETKOTO Ta CEPElHLOr0 CTYNEHA THKKOCTI (KiipeHe

kpeatuniny 30-80 wMa/xe) pekoMmeHOyeThea obepewHui  miabip aosu  (IMB. pr:rzﬂinu_
«Ocobnueocti  3actocyBanHa», «[ToGiuni peakuii» Ta «®@apMakoKiHETHKa»). Panekca®™
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NPOTHNOKA3AHA NMALICHTAM i3 TAKKOI HUPKOBOK HELOCTATHICTIO (KaipeHc KpeartHHiny < 30
MA/XE) (AME. pozainm «llpotunokasannay Ta «DapmaKokiHeTHKa» ).

IleuinkoBa HEAOCTATHICTD.

XBOPHM Ha MEYiHKOBY HEJOCTATHICTE JIETKOr0 CTYNEHS THAKOCTI PEKOMEH IVETLCS obepexHui
niabip aoau (aue. posainn «Ocobaupoeti sactocypanna» Ta «@DapmakokineTnkar). Panexca®
NMPOTHNOKA3AHA MallicHTaM i3 NeYiHKOBOI HENOCTATHICTIO CEpPelHBOrD Ta THIKKOrD CTYMEHS
TAKKOCTI (AHE. posfinu «[lporunokazannay ta «@apmakokineTkan).

[MattieHTH JITHLOTO BIKY.

[inGip nosm ana nauieHTie NiTHBOrO BiKy cnig nporomuTH 3 oBepemuicTio (IuB. pozmin
«Ocobnusocti 3actocypania»). ¥ AiTHBOMY Bili Aif paHONasMHY MOMKE NOCHAMTHCA Yepes
MOMIHBE BiKOBE 3HMmeHHA yHKUil HHpOK (MMB. poiain «DapmakokiHeTHkan)., VY XpBopux
NITHBOTO BIKY BIAMIMAETHCA MIJBHILEHA YAaCTOTA BMHUKHEHHS noOiuYHMX peakuiil (1ue. posain
wlToBiuni peaxuiin).

Husbka maca Tina.

Yactora BunHkHeRHA NoGiYHHX peakiiil nigsuileHa y NauieHTiB i3 HU3BKOIO Macolo Tina (< 60
kr). I1in6ip no3u ang nauicHTie i3 HU3BKOK MACOID TiNA MAE NPOBOJHTHCH 3 obepekHICTIO (THE.
posainu «Ocobansocti sactocyeannsy, «[loGiuni peakuiin Ta «DapMakokineTHran).

3actiiina cepuesa Hegocrardicrs (3CH),
[linGip nosu nosunen npoeoauTHca 3 obepemuicTio nns xsopux i3 3CH cepeannoro afo
TamKoro crynens (knach NYHA I-IV) (aue. pozainn «OcoGnueocti sactocyeadns» Ta
wPapMakokiHeTHaR ).

Crnocid 2actocyBanHg.

Panexcy", TaGneTkn nponoHroBaHol ail, il KOBTaTH LiNHMK, He NOAPIGHIOINH, He NaMatoun
Ta He poKoryovM. JlikapcekHii 3acid MomHa npuiimarty 3 Tkew abo Ges i,

i,
He pexomeHayeThea 3acTocoBysatd npenapar Pauexca™ pitam (mikom mo 18 pokis) uepes
HENOCTATHICTE JaHHX Nnpo Geanexy Ta eeKTHBHICTE.

Hepedozyeanna.

[Ipy BUBYEHHI NEPEHOCHMMOCT] MIJIBHILIEHHA J03H MPENapary, 10 3aCTOCOBYETHCA MEPOpanbHO
XBOPHM HAa CTEHOKApAilo, 4YacToTa BMHHUKHEHHS 3anaMOpOvYEHHsA, HYJOTH Ta GIOBaHHA
sbinbulyBanacs 3alekHO BiA O03H. Y JocniIAeHHAX BOAMBY Mepeio3yBaHHA NP
BHYTPIlUHBOBEHHOMY BBEAEHHI Y 3M0pPOBHX H0OpoBONLUiB, KpiM uUMX NOGIYHMX SBHL,
BiAMIYATHCA JMMIONIA, 3arafbMOBAHICTE Ta HENMPHTOMHICTB. Y pasi mepenosyBaHHs 3a
NalieHToM Ccnif NPOBOJAWTH PETEbHE CMOCTEPEKEHHS; PEKOMEHIYEThCA CHMATOMATHYHA Ta
nigrpumyioda tepanig. Ockineku npudmuzHo 62 % paHoNazMHy 3B'43VeThCA 3 NpoTeiHaMM
NJIa3MH, MOBHE BHEEAEHHSA B NMPOLEC] TeMOianizy ManoiiMoBIpHE.

[TpoTAroM MOCTMAPKETHHTOBOTO HArAALy TMORINOMIANOCA MPO HABMHCHE TMEPE03yBaHHA
nikapcekum 3acobom Panexca®, axmil 3acTocoeypanu oxpemo abo B komGiHauii 3 iHmMMHM
npenapataMi, Lo MAaI0 JeTanbHHA Haci 10K,

Hodiuni peakuit. _

[oBiuni peaxuii y nauienrtip, saki 3acTocoyots Jjikapchkui 3aci6 Pauexca®, 3assuuaii
XapaKkTepH3yTeCA JerkuM afo cepeliHiM CTYMEHeM BHPAKEHOCTI T4 YACTO POIBMBAIOTHCH
NPOTATOM MEPIINX ABOX THKHIE NikyeanHa, [lani npo nobiuuni peakuii 6yno orpuMano B paMKax
KaiHiveux pocnigwens ¢azm I, go axkux Gyno szamyyeno 1030 nauientis i3 xpoHivHOM0
CTEHOKAPIE, AKI OTPMMYBAIH TEPArilo TikapcbkuM 3acobom Panekca®.

Huxue napenedo nobiudi peakuil, noe’s3aHi i3 3acToCyBaHHAM INPENapaty. 3a CHCTEMaMH
OpraHiaMy, KnacaMu opravie Ta abco/OTHOK dacToTorw. HacroTy BM3HAYalH TakHM YHHOM:
oyxe uacto (= 1/10), wacto (= 1/100 mo <1/10), Hewacto (= 1/1000 no < 1/100), pigko
(= 1/10000 go < 1/1000), ay:xe piako (< 1/10000).
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3 Goky oOMIHY PEYOBHH T XAp4yBAHHA,

HewacTo: aHopekcis. sHMiKeHHs aneTuTy, eriaparais.

Pinko: rinonatpiemia.

3 DOKY MCHXIKH.

HeuacTo: TpHeora, Ge3coHHs. cNNYTaHICTh CBIAOMOCTI, ranioUHHAaLil.

Piako: nesopicHTauis.

3 DoKY HepBROBOT CHCTEMMH.

YacTo: sanaMopoueHHA, ronoBHHE Ginb.

Heuacto: 3aransMoBaHicTb, HENPHTOMHICTB, rinecresid, COHAMBICTh, TPEMOP, MOCTYpalnbHE
3anaMopoueHHA, apecTesis,

Pinko: amuesis, nNOMYTHIHHA CRIIOMOCTI, BTpaTa CBiAOMOCTI, NOPYIUEHHS KOOPAHHALIT,
NOPYILEHHA X0/, NapocMis.

YacToTa HERIZIOMA: MIOKAOHIA.

3 Goky opradis 3opy.

Heuacto: poaMuTIcTs 20py, 30pOBI pO3NAIH, AHIIIOMI.

3 Doy opradis ciiyxy Ta pIBHORATH.

HeuacTo: ronoBokpysiHH, WYM ¥ ByXax.

Pinko: 3HMKeHHs cayxy.

3 DOKY CVIHHHOT CHCTEMH,

HewacTo: npHNAKEN, TinoTeH3iq.

Pinko: nepudepruite NOXonoaiHHA, OPTOCTATHYHA IIOTEH3id.

3 DOKY AHXANLHOT CHCTEMM.

Heuacro: 3aauiuka, Kaueib, HOCOBI KPOBOTEYI (€MiTakcuc).

Pinko: Big4yTTs CTHCKAHHA ¥ TOpII.

3 GOKY TPARHOT CHCTEMH.

YacTo: 3anopu, OIroBaHH, HYIO0TA,

Heyacto: aGpominaneHuil  Gink, cyxicTe Yy poTi, JMcnencis, MeTeopH3M, IIIYHKOBRHI
nuckoMdopT.

Piako: naHKpeaTHT, epo3HBHI AYOAEHIT, opanbHa rinecresia.

3 Goky WKIpH T4 NIAWKIPHO-AUPOBOT KITITKOBUHH,

Hevacro: ceepbis, rineprigpos.

Piako: anrionabpak. anepriviui IepMaTHT, KPONHE' FHKA, XOAOIHKI MiT, BHCHITAHHA.

3 GoKY ONOPHO-PYXOBOTD ANAPATY TA CNOAYYHOT TKAHHHH,

Heuacto: Bink v KiHuiskax, M's308i cnasmu, Halpsak cyrnoie, M a30Ba cnabKicTs.

3 DOKY HHPOK T4 CEYOBHBITHHX LILTAXIE.

Hevacto: au3ypis, reMatypis, XpoMarypis.

Pinko: rocTpa HHPKOBA HEAOCTATHICTb, 3aTPHMKA CeMi.

3 GoKY penpoAyKTHEHOT CHCTEMM Ta MOMOHHHX 32103

Pinko: epekTHIbHA THCHYHKILIA.

CHcTeMHl NopyUIEHHS.

YacTo: acTeHid,

HeuacTo: ETOMAIOBAHICTE, NepuiepryHi HabpsKK.

Jani JONATKOBMX J0CTIKEHE,

Hewacto: nigeuiueHuii piBeHb KpEeaTHHIHY B KPOBI, NiiBMleHWH piBeHL CEYOBHHM Y KpOBI,
nofopAends KopuroeaHoro intepeany QT, mnigeuueHHs kiaskocti TpombouuTie abo
NefKOUMTIB, SHHIKEHHA MACH Tina.

Pinko: nigeumenss pisas depmeHTiB nedinku.

Mpodine nobivnux sedul B uinoMy cxoxuii 3 npodinem, oTpUMaHHM Nij 4ac AOCHILKEHHS
MERLIN-TIMI 36. B upoMy A0BrocTpOKOBOMY JAOCTIIKEHHI TMOBIIOMIANOCE TAKOH [P0
BHHHKHEHHA rocTpol HHpKOBOT HejocTaTHOCTI 3 vacToTol menwe [ % ¥ nauiedTis, gki
oTpHMYyBani naauebo i panonasud. OuiHIOBaHHA, NPOBENEHI CTOCOBHO NMAUIEHTIB, AKI MOKYTh
GyTH BiaHeceHi M0 TPyNM NMiABHWEHOrO PH3UKY BUHHKHEHHA NODIMHUX ABHLL npu Tepanii
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IHIIHMH  AHTHAHTIHATEHHMH  TKApCLKUMM  3acobaMu, Hanpukian nanienTtie iz aiaGertom,
cepueBolo HepocTathicTio | Ta I knacip aGo oBGCTPYKTHBHMMH 3aXBOPIOBAHHAMM IHXANBHHX
WIIAXIE, MIATBEPANN, WIO i cTaHH He DYIIH MOB A3aHi i3 KNIHIYHO 3HAYMMMMH NiIBHILCHHAMMN
HACTOTH BHHHUKHEHHA NODIMHUX ARKIL,

[ligpHineHHA 4acTOTH BHHHMKHEHHS MOGIMHHX ABWLI CMOCTEpPIranock ¥ NALIEHTIR, AKI
JACTOCOBYBANH  paHONa3sWH  min uac  jpocnimxenHs  RIVER-PClL  (aume.  poamin
«Papmakoaunamikan). ITin yac uLOro J0CHIKEHHS NALIEHTH 3 HENOBHOK PeBACKYIApH3aLiEI0
Mic/is 4epe3lKIPHOro KOPOHAPHOTO BTPYYaHHs OTpiMyBan o 1000 Mr panonasumny aea pasu
Ha 00y 4 nnanebo nportarom 70-tw Tuwwaie, [lin yac ULOrO AOCHIIKEHHA wacTime
NORIAOMIANOCE NP0 3aCTifHY CEPUEBY HEJOCTATHICTH ¥ IPyMi, WO 33CTOCOBYRANA paHONA3HH
(2.2 % nopienado 3 1,0 % B rpyni nnauebo).

Takosk Tpan3uTOpHI ileMidHi ataku TpanagaKca YacTille v NauieHTis, Aki sacrocopyeany 1000
MI paHoNasHHy Aeidi na 1oy, NopiBHAHO i3 NalieHTaMM, AKi 3acTocoByBanu nnauedo (1.0 %
nopiedano 3 0,2 % BIANOBIAHO); OJHAK HACTOTA BHHHKHEHHA IHCYJIBTY HE BiApizHanack y 1MX
TepaneBTHYHKX rpyn (1,7 % B rpyni 3acTocoByBaHHA paHONazuHy, nopiBHgaHO 3 1.5 % B rpyni i3
nnawedo).

JliTHiii BiK. HHPKORA HEOCTATHICTE TA HH3LKA MAaca Tina.

Y uinomy, nobiuni peakuil BHHMKanM vactiwe y nauieHTis AiTHLOrO BiKY Ta nalieHTiB 3
HHPKOBOI HEIOCTATHICTIO, OJIHAK THIM ABHL Y UMX niarpynax GyNH CXOMHMH 3 THMH, 110
cnocTepiranica B 3aranbHil rpyni nauientis. YV nauienTie nitHeOrO BiKY (= 735 pokis)
NOpiBHAHO 3 Giabl MOMOAMMK XBOpuMHM (< 75 pokiB) npu 3acTocysanni npenapary Panexca®
(mnanebo-cKOPHIoBaHa 4acToTa) yacTiue 3yetpivanucs Taki nobiudi peaxuil, ax 3anop (8 % i
5 %), nyaota (6 % i 3 %), rinotensia (5 % i 1 %) i Gmoranny (4 % 1 1 %).

Y XBOpHX 3 HHPKOBOIO HEAOCTATHICTHO Nerkoro abo MOMIPHOTO CTYNEHA TUKKOCTI (KiipeHc
kpeatuHiny = 30-80 Mn/xB) NOpiBHAHO 3 XBOPHMH 3 HOpMaNbHOK (yHKUiE0 HUpoK (KiipeHc
kpeatuniny > 80 Mn/xe) 3 ypaxypaHHaM nnaueGo-cKOPUrOBaHO! YacTOTH NPH 3aCTOCYBAHHI
npenapaty yacTiie BHHUKAnH 3anop (8 % i 4 %). sanaMopouenns (7 % i 5 %) ta uynota (4 % i
2 %).

Ak npaeuno, THN Ta YacToTa NOGIYHUN peakuii. WO BIAMIYAIHCA ¥ XBOPHX 3 HHIBKOK MAacOm
Tina (=60 kr), OyaM cxoxki 3 NoAIDHUMH peakuisMu vy XBOpUX 3 0kl BMCOKOI Maco Tina
(= 60 kr), oHAK ¥ XBOPHX 3 HH3IBKOK MAacow Tina nnauefo-cKopHroeaHa HacToTa Oynia BHILOK
JUIA TAKMX PO3NOBCIO/KEHUX ABMW, AK Hyjaota (14 % Ta 2 %), dmosanna (6% ta 1 %) Ta
aprepianeHa rinotenzia (4 % ta 2 %).

JlaboparopHi NOKA3HUKK.

Y 370poBMX N0OPOBOJLIIE T4 Y XBOPHMX, fAKi 3acTocoByBanu mnpenapar Pauexca®, Gyno
BiAMiYeHO He3HauHe 0BOpOTHE MIABWINEHHA PIBHA KpeaTHHIHY CHPOBATKH KPORI, 1O HE Mae
KniHiyHoT 3HauymiocTi. 3 UMM ABMuIeM He OyJa MoR’A3aHa HUPKORA HENOCTATHICTH.
Jocnimrenns HUpkosol dyHKU ¥y 300poBHx A00pOBOIIBLUIE MNOKAZAN0 IHHMEHHA KIIpeHCY
KpeaTHHIHY NpH BiACYTHOCTI 3MIH weMAKoCcTE KayDoukoeol dineTpadii, WMo norofmyerses 3
ralbMYBAHHAM HUPKOBOT KaHakUEeBOT CeKpenil KpeaTHHiny.

[NopinoMaeHHS NPo MoxaKBi NoGiuHi peakilir.

[MoBinoMieHHS Npo MOXIKBI TOGIYHI peakuil y nicagpeecTpauliiiHuii nepion NKapceKoro
saco0y € myxe BakIAHBUM. Lle mae sMory NpoJoBAYBATH CNOCTEPEKEHHS 33 CHIBBIIHOEHHAM
KOPHCTR/PMIHK 3acTocyBaHHa Nikapeskoro 3acofy. [Jlo mnpauiBHHKIB OXOpoHH 370poB’S
IBEPTAIOTHECS i3 NPOXaHHAM NOBIAOMAATH npo Oyab-sKki MOMIMBI nobidi peaxuii 4epes
HAIIOHANILHY CHCTEMY MOBiIOMIIEHb.

Tepmin npudamnocmi. 5 poxie.
He zactocoryBaTH npenapar nicis 3aKiH4eHHA TepMiHY NPUIATHOCTI, 3a3HAYEHOTO HA YNAKOBL.

¥Ywmosn 3bepiranna.
CneniansHi yMoBH 30epiradns He BumaraioTecs. 30epirati B HelocTYNHOMY A8 AiTel Micui.
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VYnakoBra.

[To 10 Tabnerok ¥ Gnictepi; no 6 Gaictepie y kapToHHid kopobui; no 15 abo 20 rabnerok ¥

tnictepi, no 4 abo 3 GnicTepn y KapToHHIH Kopobui.

Kareropis Bianyeky.
3a peuentom.

Bupodnuk.
Menapini-Pon Xeiigen I'MEX.

Micue3naxokeHHa BHPOAHHKA Ta aapeca Micus nposakenns ioro QigabuocTi.

Jedinuirep wrpace 7-13, 01097 Jlpesnen, Himeuuuna.

3aaBHUK.
Menapini Intepremonan Onepeiione Jhokcembypr C.A.

MicuesnaxoneHns 3as BHHKA.
1, Agento ge na [ap, L-1611 JlrokcemGypr, Jhokcembypr.

JlaTa 0CTAHHBLOIO NEPerasay. /j @f Mj 5
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