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CepMioH
Cknap:
Airo4ya peqyoBuHa: HiueprosiH;

1 TabneTtka MicTuUTb HiueproniHy 30 Mr;

AOMOMDKHI ~ pe4YOBMHM: KanbLito rigpodocearty  aurigpar, uenso3a
MiKpOKpUCTaniyHa, MarHito CcTeapaT, HaTpilo KapboKCHMMeTUILentono3a,
rigpokcunponinMeTunuentonosa, Tutany giokena (E 171), nonieTmneHrnikonb
6000, 3aniza okcmpg xoetnn (E 172), CUNiKoH.

Jlikapcbka cpopmMa. TabneTkun, BKpUTI NIiBKOBOK 060/I0HKOLO.

OCHOBHI @i3nKO-XIiMiYHI B/1aCTMBOCTI: KpPyrAai ABOONyKAi Tabnetky, BKpPUTI
HEeNpO30poto MNIBKOBOK 060M0HKOK XKXOBTOMO KOLOPY.

dapMmakoTepaneBTM4YHa rpyna. 3acoby, WO BMAMBaKTbL Ha CepueBo-
CyOMHHY cuctemy. [lepudepuyHi Basogunatatopu. AnKanoign pixkis.
HiueproniH. Kog ATX CO4A EO2.

dapMaKo/IoriyHi BJ1aCTUBOCTI.
®apmakognHamika.

HiueproniH € noxiaHWM eproniHy 3 anbda-l-agpeHepriyHow 6/10KYyHYO00
aKTUBHICTIO, Yy pasi Woro napeHTepanbHOro 3acTtocyBaHHA. [licns
rnepopasibHOro 3aCTOCYyBaHHA HiUueprosiiH Mig4a€TbCa WBUAKOMY i 3HAYHOMY
mMeTaboniamMy 3 yTBOPEHHSM psany MeTaboniTiB, 3a paxXyHOK SKMX TaKOX
CMOCTEPIra€ETbCA AKTUBHICTb Ha PI3HUX PIBHAX LUEHTpanbHOI HEpBOBOI
CUCTEMMN.

Mpwn nepopasnbHOMY 3aCTOCYBaHHi Cep™mioH® nposBnsie YNCNEHHI
HenpodapMaKkoNoriyHi edekTn: BiH He TiNbKW NIABULLYE HAAXOLAXEHHS Ta
CNOXMBAHHA TJIIOKO3W B MO3KY, Migcuntoe 6iocmHTes 6inka Ta HyKNeiHOBUX
KMCNOT, afie TaKoX BMJIMBAE Ha Pi3Hi HEMPOTPAHCMITEPHI CUCTEMMN.

CepMioH® nokpallye uepebpanbHi XoniHepriyHi dyHKUiT y cTapux TBapuH.
TpuBane 3aCTOCYBaHHA HiUeprosliiHy Yy CcTapux LWypiB nepewwKkoaXano
NnoB'si3aHOMY 3 BIKOM 3HWMXXEHHIO PpiBHSA aueTunxoniHy (y Kopi ronoBHOro
MO3KY Ta Yy CMyractomMy Tifi), a TakOX npu3BOAUIO A0 3MEHLIEeHHS
BUBINbHEHHSA aueTunxoniHy (y rinokamni) B ymoBax in vivo. licna Tpueanoro
nepopasnbHOro 3acTocyBaHHA npenapaTy CepMioH® Takox crnocTtepiranocs
niaBULLEHHS AKTUBHOCTI XONiH-aueTunTpaHcdepasmn Ta WiNbHOCTI
MYCKapuMHOBMUX peuenTtopiB. binbw TOro, y AOCNIAXEHHAX $AK in vitro, Tak
i in vivoHiueproniH iCTOTHO 3HWM)XXYBaB AaKTUBHICTb aueTunxosiiHectepasun. Y
unx eKcrnepuMeHTanbHUX AOCNIAXKEHHAX HENPOXiMiYHi edekTH
cnocTepirannucs o4HOYaCHO 3i CTIMKMM MNOAIMWEHHAM MNOBeAiHKOBUX peakLuin.



Hanpuknag, y TecTi 3 nabipyHTOM y 3pinnX TBapWH, SKMM 3acTOCOBYBasu
CepMioH® NpoTAroM TpMBaNoOro 4acy, Crnocrepirann po3BUTOK peakLi,
CXOXWX Ha peakuii y MOSioaAnX TBapUH.

Min 4yac 3acTtocyBaHHA npenapaTy CepMioH® y TBapuH TakKoX BAanocs
3MEHLWMUTU NPOSIBU HEAOCTAaTHOCTI KOMHITUBHOI YHKLUIi, aka 6yna iHaoyKoBaHa
KillbkOMa areHTamu (rirnokcCielo, enekTpo-KOHBYNbCUMBHOK Tepanietwo (EKT),
ckornoniamiHoM). MepopanbHe 3acTocyBaHHA npenapaty CepMioH® y HU3bKUX
nosax 36inbwye ™MetaboniaMm godaMiHy y 3piniMX TBapWH, 30KpemMa Yy
Me30MiMBiYHIN  AaingHui, IMOBiIpHO, WASXOM Moaynsauii  godaMiHepriyHux
peuenTopiB. CepMioH®NoKpalllye MexaHi3M1 TpaHCAYKLii CUrHaniB y KNiTUHAX
y 3pifiuX TBapuH. AK npu ogHOpa3oBOMY,TakK i
npu TpyUBasOMy nepopasibHOMY 3aCTOCYBaHHI nNpernapaTy cnocTepiraaocs
niasnweHHsaMeTaboniamy 6asanbHOro Ta aroHiCTY4yTAIMBOro ocdoiHo3nTMAY.
CepMioH® TakoX  MiABULIYE AKTUBHICTb |  MNEpeHeceHHs A0  AiNAHKM
MeMbpaHun KanbuinsanexHux isodpopmM npoTeiHkiHazn C. Ui depmeHTn 6epyTb
yydacTb Yy MeXaHi3Mi cekpeuil pOoO3YMHHOro amifnoigHoOro nonepeagHMKa
MpoOTEiHY, WO NPpU3BOAUTb A0 MOCUAEHHS MOr0 BUBINIbBHEHHS i A0 3HMXEHHS
npoaykuii nartonoriyHoro 6eTta-aminoigy, wo 6yno NpoAeMOHCTPOBAHO Ha
KynbTypi H0ACBKOT HenpobnacTtomu.

3aBASKM CBOEMY QaHTMOKCUAAHTHOMY edeKkTy Ta 34aTHOCTI aKTUBi3yBaTu
dbepMeHTH AeToKcumkauii CepmioH® 3anobirae 3arnbeni HepBoOBUX
KNITUH, CMPUYNHEHY OKCUAAHTHUM CTpecoMm Ta anonTo30M.
CepMioH® nocnabnioe BikoBe 3MeHLleHHa ekcnpecii MPHK HelpoHanbHOoi
CMHTa3M OKcuAy as3oTy, WO TakKOX MOXe BMJAMBaTM Ha MNONIMNWeHHS
KOrHITUBHOI (DYyHKL,T.

JocnigpxeHHs  apMmakoguMHaMmikm B nwoaguMHuM  6ynnm npoBedeHi 3
BMKOPUCTAHHAM MeToauK KoMmn'toTepHoi EEI 3a yuactio ao6poBonbuiB
MOJIOA0ro Ta CTapLworo BiKy, @ TaKOX MALIEHTIB NITHbOMO BiKY 3 KOrHITUBHUMU
posnagamu. CepMmioH® HopManizyBaB pe3ynbtatv EEl y mauieHTiB NiTHLOro
BiKY | OPOCNMX Maui€HTIB MOOALLONO BiKy B YMOBaX rinOKCIil, NigBMLLYO4YM a-
i B-aKTUBHOCTI Ta 3HUXYLOUYM O- i B-aKTMBHOCTI. Y MaUIiEHTIB 3 AeMeHLUIE
nerkoro abo NOMiIpHOro CTyrneHsa Ta Pi3HOro NOXoAXeHHSA (CeHinbHa AeMeHLUis
anburemMMepiBCbKOro  TUMNy  Ta MY/bTUIH(dapKTHa AeMeHuis) npu
JIOBroTpUBanoMy 3actocyBaHHi npenapaty CepMioH® (npotarom 2-6 Micauis)
crniocrtepirannuca no3uTUMBHI 3MIHW BUKJIMKAHOrO noOTeHuiany Ta BiAMoBi4i Ha
noApasHEeHHs; Ui 3MiHM KOPenTb 3 NMOKPALWEHHAM KAiHIYHUX CUMMNTOMIB. 3
ornaay Ha BuWEBKasaHe, 04eBUAHO, WO HiueproniH gie wnaxoM moaynsauii 3
LWMPOKMUM CMNEKTPOM KIITUHHUX | MOJIEKYNIAPHMUX MeXaHi3MiB, wWo 6epyTb
y4yacTb Yy natoreHesi geMeHuii. ¥ noaBinHO cninux nnauebo-KoOHTPO/bOBaAHMX
KNIHIYHUX gocnigaxeHHsax 6pano yyacTtb 6inbwe 1500 nauieHTiB i3 AeMeHUieto
(anburemMmepiBCbKOro TMNy, CYAMHHOK Ta 3MilWlAHOro TUNy), SIKi OTpMMyBann
HigeproniH y aosi 60 mMr Ha poby abo nnauebo. [llicna AOBroCTpoOKOBOro
NiKyBaHHA HIiLeproniHoOM CrnocTepirasoca TpuBasie 3MEHLWEHHS TMposBiB
KOrHITUBHUX | NOBEAIHKOBMX MNOpYLIEHb, MOB'A3aHUX i3 JAeMeHLUi€l.
MokpalleHHs CTaHy nauieHTiB 3'aBnsanoca 4yepes 2 Micsaui NiKyBaHHS i
YyTPUMYBanocs npoTaroM O4HOM0 pPoOKYy NiKyBaHHSA.

MpenapaT NO3UTMBHO BMJIMBAE HA PiBEHb yBarn, KOHUEHTPALUiO Ta eMOLiNHNIK
CTaH. [lpenapaT CNpUATIMBO BIMJIMBAE HE TiSIbKW HA KOTFHITUBHY AiSANbHICTDb,
ajle TakoX Ha NOpPYLUEHHS HACTPOK Ta NOBELIHKMN.

dapMaKkoKiHeTUKA.



BcMmokTyBaHHSA. licng nepopasnibHOro 3aCTOCYBaHHA HiLeprosiiH WBUAKO Ta
ManXe MNOBHICTH BCMOKTYETbCSA. MaKCMManbHUA MOKa3HWUK pPafioaKTUBHOCTI
nicna npumMoMy 340pOBMMWU A06POBOMBUSAMU  HU3bKUX A[03 (4-5 Mr) H3-
MiYeHoro Hiueproniny BM3Ha4aBCA yepes 1,5 rOAVHM. OpHak
nicna nepopasibHOro 3acTocyBaHHA TepaneBTuYHux Ao3 (30 mr) C**-miyeHoro
HiLeproJsliiHy340pOBUMM A06poBONLUAMN MaKCUMaNbHUN NOKa3HUK
pafioaKTUBHOCTI Yy CupoBaTui KpOBi Big3HayaBca 4yepe3 3 roAUHW nicnsd
npunomy po3u. [licna nepopanbHOro 3acTtocyBaHHSA HiueproniHy (15 mr)
y 340poBMX A06pOBOMbLIB NaoWa nig KpUBOK paioaKTUBHOCTI CUPOBATKMU
KpoBi cTaHoBuna 81 % i 6 % Big 3HAUYEeHHs, poO3paxoBaHOro And ABOX
OCHOBHWMX MeTabonitiB HiueproniHy - MDL i MMDL BignoBigHo. T[likoBiI
KOoHUeHTpauii MDL y nna3mi KpoBi gocaranncanpnbnmnsHo udepes 3-5 rogumH
nicnsa ogHoKpaTHOro abo 6aratopa3oBOro 3actocyBaHHsA Tabnetkm 30 mr.
NMikoBa KoHUeHTpauis MMDL y nna3mi KpoBi gocsranacsa npumbnmsHo 4epes
0,5-1roanHy nicns o4HOKPATHOro 3acTocyBaHHA Tabnetku 30 Mr.

Ab6contoTHa 6i0A0CTYNHICTb HiueproniHy nicnsa nepopanbHOro 3acToCyBaHHS
CTaHOBUTb NpubnmnsHo 5 % BHacnigok edekTy nNepworo npoxXoaXeHHd. 3a
pe3ynbTaTtamMmm BU3HAUYEHH4 piBHIiB  ronoBHoro ™Metabonity MDL 6yno
BCTAHOBMEHO, WO B 340poBMX A06poBOMbLIB  Micia  nepopasbHOro
3actocyBaHHA A03nm 30-60 Mr dapMakoKiHeTUKa HiueproniHy € niHinHoL.
[Micha ogHOKpaTHOro rnepopasibHOro 3acToCyBaHHA HiueproniHy B aosi 30 Mr
3Ha4YHOro BMAMBY iXi Ha dapMakokiHeTuky MDL Ta MMDL Bu3HayeHO He
6yno.

Po3noain. Po3noain npenapaTty y TKaHMHAxX WBUAKMA Ta WUPOKUNA, LWO
BiAOOpaxKaeTbCs KOPOTKOK as30l po3noainy panioakTUBHOCTI CUpPOBATKU
KpoBi. O6’eM po3noginy HiueproniHy B LEHTpasibHOMY KOMMAPTMEHTI
(npnbnunsHo pO3paxoBaHUi LLSTAXOM AineHHs Ao3n Ha
KOHLEeHTpaUuitoHiLueprosliiHy B nsa3Mmi KpoBi B MepwoMy nepioai onsa B34TTH
3pa3ka nicns BHYTPIWWHbOBEHHOro BBeAEHHS HOMIHANbHOI A03M 2 Mr) €
MopiBHAHO BUCOKUM (224 n), o NOTEHUINHO Bigobpaxae
po3noAin HiueproniHy B K/AiTMHaAxX KpoBi Ta/abo TkKaHuHax. HiueproniH i3
BMCOKOI CrOpiAHEHICTIO3B A3yeTbCs 3 6ilkaMm nsiasMu KpoBi JIIOAMHKU, NpwU
UbOMY CMNOPIAHEHICTb 3 a-KUCAUM T[NiKONPOTEIHOM Yy 4OoTUpWM pa3n BUlla,
Hi>K 3 anbbyMiHOM cMpoBaTKM KpoBi. BiacoTok 3B'A3yBaHHA € BiAHOCHO
MOCTIMHUM, KONIN KOHUEHTpauia HiueproniHy 36inbwyerbcsa Big 1 MKr/mMn ao

500 Mkr/mn. O6uasa mMeTabonitu HiyeproniHy, MDL ta MMDL,
XapaKTepU3yTbCA HU3bKMMWU PIBHAMU 3B’'A3yBaHHs, npunbnusHo 14,7 % Ta
34,7 % BiANOBIAHO, y Aiana3oHi KOHLEeHTpauin

50-200 Hr/mn.

MeTabonisam Ta ekckpeuis. lNepeBaxXHUM UYMHOM npenapaT BUAINSAETbCA i3
ceyeto. MNMpoTarom 120 roanH nicns 3actocyBaHHA NnpubnmsHo 82 % 3aranbHoi
KiJIbKOCTi MiYeHOro pazioi3oTornoM HiueprosiiHy BMBOAUTLCA HMpKamu, a 10 %
— i3 kKanom. HiueproniH 3a3Ha€e 3HaA4YHOro MeTtaboniamMy nepeBakHO LWASIXOM
rigponizy edipHux 3B'a3KkiB 3 yTBOpeHHsAM MMDL, a notiMm - MDL wnaxom
AeMeTuNoBaHHA (3a A0NOMOrokw KaTanitudHoi aii isodpepmeHTy CYP2D6).
ToMy ¢dapMakoKiHeTMKa HiueprofniHy Ta Moro metaboniTiB 3a3Ha€e BM/INBY B
MauieHTiB i3 reHeTudHum pediuntom CYP2D6. AKTUBHI MeTabonitn, wWwo
yTBOptotoTbcst (MMDL Ta MDL), KOH'OrylOTb i3 T/IIOKYPOHOBOK KWC/IOTOHO.
YacTtka ronosHoro Metabonity MDL ctaHoBuUTb 51 % 3aranbHoi Ao3n Ta 76 %
pafioaKTUBHOCTI, BU3HAYEHOI B Cedi Micna nepopasibHOro 3aCTOCyBaHHSA 403U
15 mr. CepegHe 3Ha4YeHH4 KiHLEeBOro nepioay
HaniBBMBegeHHss MDL 3HaxoanTbCsa y diana3oHi npmbnnsHo 11-20 rogmH.




Ocobnuei _nonynauii__nauieHTis. Bnave nopyweHHS @YHKUIT HUPOK Ha
apMakoKiHETUKY HILeproniHy OUuiHIOBanM B MauUi€EHTIB i3 NOpPYLUEHHSM
dyHKUiT HMpok nerkoro (knipeHc kpeaTuHiHy (Clcr) 60-80 mn/xB),
cepeaHboro (Clcr 30-50 mn/xB) Tta Tsaxkoro (Clcr 10-25 mn/xB) ctyneHa. Y
NauiEHTIB i3 NOpywWweHHAM dyHKUIi HMpoK nerkoro (n=5), cepeaHboro (n=5)
Ta Taxkkoro (n=4) CTyneHs cnocTtepirainmca  3Ha4yHi  BIAMIHHOCTI B
KinbkocTi MDL, sakun BMBOAMBCA i3 cedyeto B Mexax 120 roguH nicng
nepopasibHOro 3acTtocyBaHHS HiueproniHy B ao3i 30 mr (38,1 %, 42,6 % Ta
25,7 % BBegeHoi A03mM BignosigHo); Ana MMDL BignoBigHi 3Ha4deHHS
ctaHoBunn 1,7 %, 0,6 % T1a 0,2 %. Y nauieHTiB i3 nopylweHHAM QYHKUiT
HUPOK  TSXKOro  cTtyneHsas  6yno0  BM3HA4YeHO  3HayHe  3MEeHLEHHS
BuBegeHHa MDL i3 ceyelo NMOpiBHAHO 3 iHWKMMU ABOMa rpynamu. Kpim Toro, y
NaUiEHTIB i3 NOpPYLEHHAM (PYHKLUIT HUPOK Nerkoro, cepefHboro abo TSXKOro
CTYMeHsa crnocTtepiranocs cepegHe 3MeHWeHHS BuBeneHHs MDL i3 ceveto (0-
72 roanHn) Ha 32 %, 32 % Ta 59 % BianoBigHO MOPIBHAHO 3 NauUieHTaMK 3
HOPpManbHOK (YHKUIE HUPOK, SKi Bpanu y4dyacTb B iHWOMY AOCAIAXEHHI i3
3aCTocyBaHHAM Tabnetok no 30 mr.

dapMaKoKiHeTHKa HiueproniHy y Naui€eHTIB i3 NOPYLIEHHSAM (PYHKUIT NeYiHKu
He gocnig)ysasacs.

dapMaKkoKiHeTUKa HiueproniHy He gocnigXXysanacs y AiTen.

Brname Biky (y Maui€eHTiB NiTHbOro BiKy) Ha (apMaKOKIHETUKY HiLueprosiny
NOBHICTO HE BUBYEHUMN.

KniHiuHI XapaKTepUuCTUKMU.
lMoka3zaHHs.

MOCTIHCYNbTHI CTaHW, CyaAuMHHa JAeMeHuis (MynbTUiHdapKTHa AeMeHUid),
AereHepaTMBHI CTaHW, noB’d3aHi i3 AeMeHuielo (CeHinbHa Ta npeceHinbHa
AeMeHuis Tuny AnburenMmepa, aeMeHuis npm xsopobi MNMapkiHcoHa).

lMporunoka3zaHHs.

MiaBuweHa 4yTnuBICTb A0 HiLeproniHy, A0 ankanoiais pixkie abo Ao 6yab-
SIKOro iHWOro KOMMoHeHTa npenapaTy. HewoaaBHO nepeHeceHun iHdapKT
MioKapAa, roctpa KpoBoTeuda, opToCTaTU4Ha rinoTeH3ia, TsHxka bpagmkapais.

B3aemogis 3 iHWMMH NlikapCbknMyn 3acobamu 1a iHWI BugN B3aEMogin.
NMpenapaT cnig 3actocoByBaTn 3 06EpeXHICTIO pa3oM i3:

rinoTeH3uBHMMM  3acobamu: HiLeproniH MOXe niacunoBaTU TXHIO
Aito. HiueproniH Moxke nigcunwoBatu BrMB beTa-agpeHobnokaTopiB  Ha
cepue;

cumnatomimeTukamn  (asnbga- Ta  b6eTra-):  HiueproniH MOXe  YMHUTKU
@HTAroHICTUYHY Aito woAao CYAVHO3BYXXYBallbHOIro edekTy
CMMMaToOMIMETUYHMX 3acobiB BHaACNiAOK 6/10KyBaHHSA anbda-aapeHepriyHux
peuenTopiB (AnB. po3ain «OcobnmnBOCTI 3aCTOCYBaHHNA»);

JliKkapcbkumy  3acobamun, sKki  metabonizyotbcsi  i3ogpepmeHToM CYP2D6:
OCKiNbKW HiueproniH Metaboniszyerbcsa i3odepmeHToM CYP2D6, He MOXHa
BUKJ/IIOYATM MOXJIMBICTb B3aEMOAIN 3 iHWWMKM fiKapCbKMMKU 3acobamu, SKi
MeTabonizylTbCa TUM CaMUM LUSXOM;



aHTuarperaHTamMm 1a aHTuKoarysassHTamu (Harnpuvkiaag 3 auetnsicasiynioBoro
KWC/IOTOK): NIACUNIOE BMJMB Ha remMocTas, BHACcNIAOK 4Oro Moxe
36inbWwyBaTUCA Yac KpoBOTEui;

JliKkapCbKnumMmu 3acobamu, siKi BrnMBaKTb Ha MeTabosli3M CeYOBOI KUC/IOTU:
HiLeproniH Moxe Npu3BoaAnUTU A0 6€3CMMNTOMHOrO MiABULWEHHS KOHLEHTpaLUin
CeyoBOI KUCOTU B Ma3Mi KpoBi.

Oco6/1MBOCTIi 3aCTOCYBaHHS.

JocnigxeHHs 3 oAHOKpaTHMM  abo  6aratopa3oBMM  3aCTOCYBaHHAM
HiLeprosliHy BWSBMAM, WO HiLeproaiH MOXe 3HUXYBaTU CUCTONIYHUN
apTepiasibHUM TUCK Ta 3HAYHO MEHLUOK Mipo - AiaCcToMiYHUIA apTepianbHUI
TUCK Y MAUIEHTIB i3 HOpManbHWUM apTepialbHUM TUCKOM | MAUIEHTIB i3
NiABULLEHUM apTepiasibHUM TUCKOM. Lli epekTn MOXYTb BapitoBaTW, OCKISIbKU
iHWi JOCNIAXEeHHA He BUSABWAWM 3MiH cuctonidyHoro abo AiactoniyHoro
apTepiasibHOro TUCKY.

MauieHTaM, sKi NpUAMalOTb HiueprosiH, cnig 3 o6epexHicTio 3acToCoBYyBaTH
cumnatoMiMeTmkn (aroHictu anbda- Ta 6eTa-peuentopis) (AmMB. po3ain
«B3aemogia 3 iHWMMK nikapcbKMMKN 3acobamMu Ta iHWI BMAWM B3aEMOAIN>»).
MpenapaT cnig 3 obepexHicTio 3acToCOBYBATWM MaUi€EHTaAM 3 rinepypukeMiero
abo nopgarpoto B aHamHesi Ta/abo niga 4Yac CynyTHbOro JNiKyBaHHSA
npenapaTtaMun, WO MOXYTb BMAMBATM Ha MeTabonisM Ta eKCKpeuitd ce4vyoBoi
KNcnotu (aue. po3ain «MNobiyHi peakuii»).

BuHukHeHHs @ibpo3y (Hanpuknag ¢ibpo3y nereHb, cepus, cepueBux
KfanaHis Ta peTponepmuToHeanbHOro ¢ibpo3y) acouitoBanocs i3
3aCTOCYBaHHAM AesaKUX ankanoifiB piKKiB, AKUM MpuTaMaHHa aroHiCTU4Ha
AKTUBHICTb A0 5-HTs-peuenTopiB CEpOTOHIHY.

MoBiAOMASANOCA NPO BUHUKHEHHS CUMMNTOMIB €proTusMy (BKIKOYAKUM HYAOTY,
6noBaHHSA, Aiapeto, abaoMiHanbHUM 6inb Ta 3BYXEHHS nepnudepuyHmnx CyamnH)
NMpWY 3aCTOCYBaHHI AeAKUX anKanoigiB pPiXKKiB Ta IXHIX MOXiAHUX.

Mepen nNpu3HAYEHHSIM LbOro Knacy JfikapCbKnx 3acobiB nikapsM HeobxigHo
03HaMOMUTUCA 3 0O3HaKaMU rnepeno3yBaHHS PiXKKIB.

3acrocyBaHHs y riepiog BaritHoCTi abo rogyBaHHS rpyaato.
BariTHicTb

HiueproniH He UYMHWUTb TOKCUYHOI Aii Ha penpoAyKTMBHY (YHKLIiIO BariTHMX
CaMOK LWypiB Ta Kponis. KNiHIYHUX AOCNIAXEHb 3a YYacCTHO BariTHMUX XIHOK He
NPOBOAUNOCA. 3 Ornga4y Ha CxXBasieHi MoKa3aHHA, 3aCTOCYBaHHSA HiLeprosiHy
BariTHUMM XiHKaMW Ta XiHKaMu, aKi roaytoTb rpyanr, ManonmmoBipHe. lig yac
BAriTHOCTI HiueproniH cnig 3acTtocoByBaTW JivWe B TUX BUMAAKaX, KOIU
NOTEeHUiINHA KOPUCTb ANA MauiEHTKU nepeBaXKa€ MNOTEHUiMHI pU3NMKK Ans
nnoaa.

[[oayBaHHSA rpyaaro

HeBiAoMO, UM NMPOHMKAE HiLeproniH y rpyaHe Mosnoko, ToMy CepMioH® He cnia
3aCTOCOBYBATU XiHKAM, AKi roaytTb rpyaaro.

DepTUNbHICTb

Y pocnifiXeHHi Ha Wwypax HilueprosiH He BNMBaB Ha PEepTU/IbHICTb.




34aTHICTb BM/INBATH Ha LUBUAKICTb peakuil rnpn KepyBaHHI aBTOTPaHCopTOM
abo iHWnMn mexaHiamMamu.

Xoya KiHiYHI  edexkTn npenapaTty CepMioH® BUKOPUCTOBYIOTL A4
NOKpaLlleHHs yBarM Ta KOHUEHTpauii, Moro BMAMB Ha 34aTHICTb KepyBaTwu
TpaHCNOpTHMMKM 3acobamMm Ta npauwBaTM 3  iHWWMKW MexaHi3aMamMu npu
LbOMY HiKOMM He BMBYaBCHA. TOMy HeobXiagHO 3 o0b6epexHicTio npoBoOAUTU
nikyBaHHs, 6epyynM [0 yBarMm OCHOBHEe 3axXBOPHOBAHHA nauieHTiB. lig vac
KepyBaHHA TpaHCNOpTHUMKM 3acobamm abo pobOTU 3 IHWKMMKW MeXxaHi3MaMu
Cnig BpaxoByBaTW Te, WO 4Yac Bi4 4Yacy MOXe BMHMKATM 3anamMopoyeHHs abo
COHNMBICTb (AMB. po3ain «MobiuHi peakuii»).

Cnocib 3acrocyBaHHS1 Ta [O3M.

PekoMeHaoBaHa goboBa ago3a — 1 Tabnetka 1 abo 2 pasm Ha poby (30-60
Mr). 3a3sBumyan gobosa [o03a Ana A0OpPOCAMX CTaHoBUTb 30 Mr. TuM4yacoso ii
MOXHa 36inbwunTtn ao 60 Mr.

3a pe3ynbTaTamMm aocnigkKeHb HapMakKOKIHETUKW i MepeHOCMMOCTI NauieHTaM
NiTHLOrO BiKY KOPEKLUito 403K npenapaTy NpoBOAUTU HE MOTPIObHO.

layieHTV 3 NopyLeHHsIM yHKLUII HUPOK.

OcCKinbKN eKkcKpeuisd HUpKaMn € TFONOBHUM wnaxom BuBedeHHs (80 %)
HileproniHy Ta Woro MeTaboniTie, ANA MauieHTIB i3 NopylweHHAM dyHKLIT
HUpOK (piBeHb KpeaTWHiIHY B cupoBaTuUi KpoBi = 2 Mr/MNn) peKoMeHAYETbCS
3MEeHWUTM ao3y (amB. po3ain «dapMmakokiHeTuka»). EdekT nikyBaHHS
nposiBNSeETbCA noctynoBo. OcKinbkyM 3a3BuMyanm  Tepania 3A4INCHIOETbCS
BMPOAOBX TpMBANOro 4acy, LOHAaMMeHLe Yyepe3 KOXHI 6 Micsauis nikap
Ma€ OUiHOBATU AOUINbHICTb NPOAOBXEHHS JTiIKyBaHHS.

Aditn. bedneka Ta e@eKTUBHICTb 3acTOCYyBaHHS HiLeprosliiHy AiTaM He
BCTaHOB/EHI. JOCTYyNHMUX AaHUX HEMAE.

lMepeno3yBaHHS.

Mpn 3acTOCyBaHHi BUMCOKUX A03 HiLEpProfiHy MOXJ/IMBE TUMUYACOBE 3HMXEHHHA
apTepianbHOro TUCKY. 3a3BuM4Yam TakuMM CTaH He noTpebye crneuianbHOro
NiKYBaHHSA, AOCTAaTHbO MOJEXATU KiflbKa XBWIUH. Y BUHATKOBUX BUNagKax
BMPaXXeHol HefOoCTaTHOCTI MO3KOBOro Ta CepUeBOro KpoBoobiry AOUISIbHUM €
3aCTOCYBaHHS CMMNATOMIMETUKIB i NOCTIMHUIM KOHTPOJIb apTepiasibHOro TUCKY.

lMob6iyHi peakuii.

KaTeropii 4yacTtotn BupaxeHi aK: ayxe yacto (= 1/10); yvacto (Big = 1/100
Ao < 1/10); HevacTo (Biga = 1/1000 go < 1/100); piako (Big = 1/10 000 po
< 1/1000); ayxe piako (< 1/10 000); yactoTa HeBigOMa (4acTOTy He MOXHa
BCTAHOBWUTW 3a HAasBHUMWN OAHUMN).

Y KOXHiM rpyni 4yactotu nobiyHi peakuii npeacraBneHo y nopsiaky
3MEHLWEHHS CepMO3HOCTI.

llcuxiyHi po3naaun. Heyacto: TpUBOXHE 30y[)KEeHHS, ChyTaHIiCTb CBiAOMOCTI,
6e3COoHHS.



Poznaan 3 60Ky HepBOBOI cucTtemMn. HeyacTo: COHMUBICTb, 3anNaMOPOYEHHS,
rofoBHMI 6iNb; YacTOTa HEBiAOMA: BiAUYTTS Xapy .

Posnaaun 3 60Ky cyanH. HeuacTo: apTepianbHa rinoTeHsisa, rinepeMis.

Posnagn 3 60Ky  LWJIYHKOBO-KULLUKOBOro  TpakTy. Yacro: BIiAYYTTSA
ANCKOMMOPTY Y XKMBOTI; HeYacTo: giapes, HyaoTa, 3anop.

Po3nagn 3 60Ky LWKipy Ta NigLwKipHOI KJ1iITKOBMHU. HedacTo: cBepbixk; yacToTa
HeBiAoOMa: BUCMMAHHS .

3arasibHi po3naau Ta peakuii y micyi BBegeHHs. Hesipomo: ¢ibpos*.

Pe3ynbratn gocnigxeHb. HeyacTto: nNiABULEHHA  KOHUEHTpauil ce4oBol
KMUCTIOTU B KPOBI.

‘OuiHKa 4acTtoTM nobivyHMX peakuin 6asyBanaca Ha AOCNIIXKEHHAX B
KoMmnnekcHOMy pe3toMe 3 6e3nekn (peakuii, WO BUHWUKAM MicAs nodatky
NiKyBaHHA 3 6yab-aKoi NnpuunHm). Llen ob6’egHaHmni aHaniz 6e3nekn BKKOYAE
AaHi BOCbMKU (8) MoABIMHO CMiNMX KOHTPOJZIbOBAHUX AOCAIAXEHb 3a Yy4acTio
nauieHTiB 3 fierkoto abo NOMipHOK AeMeHUie, cepen Akux 1246 nauieHTiB
npumMann HiyeproniH. «lpaBuao TPbOX» HE 3acCTOCOBYBASIOCH, OCKiNIbKU B
6a3i naHnx KomnnekcHoro pestoMe 3 6e3nekn HiueproniHy 6yno meHwe 3000
nauieHTIB.

lToBigomeHHs rpo nigo3proBaHi rnobidHi peaxkui.

MoBigoMsieHHA nNpo nigo3ptoBaHi MobivHi  peakuii y nicnapeecTpauinHum
nepiog € Bax/IMBMM 3axoAoM. Lle pga€e 3Mory npoAoBXyBaTU MOHITOPUHI
CNiBBiAHOWEHHSA  KOPWUCTb/PU3NK  3aCTOCYBaHHS npenapaty. Jlikapam
MPOMNOHYETLCS MOBIAOMAATM NMpPo byab-aKi Nigo3ptoBaHi Nob6iuHI peakuii.

TepMiH NpnaaTHOCTI.
3 poKMu.

YMoBM 36epiraHHs.
36epiratn npun TemnepaTypi He Bule 25 °C.

YnakoBka.

Mo 15 Tabnetok y 6nictepi; no 2 6nictepn y KapTOHHIN kKopobui.

KaTteropis Bignycky.
3a peuenTom.

Bupo6HuMK.
MNdanzep Itania C.p.n./Pfizer Italia S.r.l.

Micuye3Haxoa)keHHA BUPOGHMKA Ta MOro agpeca Micus npoBaa>XeHHSA
AiANbHOCTI.



Nokanita MapiHo penb TpoHTO - 63100 Ackoni [iceHo (AN),
ITanis/Localita Marino delTronto - 63100 Ascoli Piceno (AP), Italy.

IHCcTpyKuia npenapaty CepMioH npeacTaBleHa BUK/IKOYHO 3 O3HAWOMYOIO
mMeToto. KsanigikoBaHy pornomory B npu3HayeHHi CepMioHy 3 MeTo
NiKyBaHHS, MOro A03yBaHHS, CXEMY JliKyBaHHS, MPOTUMNOKA3aHHS i CYMICHICTb
3 iHWKMMKM MegunKaMeHTaMu, MoOXe HagaTu TiNlbKM Baw ococbucTuin nikap.
MNam'aTtanTe, camonikyBaHHS Hebe3rneyHe Ans BawoOro 340pos's!



