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Cknao:

Oioua pevoguna. cungeHadin;

1 Tabnerxa mictuts 25 Mr a6o 50 mr, a6o 100 Mr cunaeHadiny;

OONOMIDICHI peuoguHY: TiNPOKCUTIPOIIIETION03a, KPOCIOBI/IOH, KalbIl{l0 CHIIIKAT, MarKilo cTeapar,
HEOTeCIePUINHY JAerinpoxanbkoH, acmapram (E 951), mawmir (E 421), apomaruszatop M’situ
KYy4epsBOI, apoMaTH3aTop M’ATH HepLeBoi (MicTuts copGit (E 420)! a6o myxposy?).

Unns nosu 25 mr

s nosysass 50 mr ta 100 Mr

Jikapcska popma. TabneTkn, Mo IHCIEPryIOTHCS Y POTOBi# MOPOXKHHUH].
Ocnosni gisuxo-ximiuni enacmusocmi: Xpyrii, anerka ABOOIYKJII TabNeTKH Bix Oimoro mo maibie
GLIOT0 KOJEOPY, 3 MOMIIMBHME TEMHUMHY BKITFOUEHHSM.

®apMaKoTepaneBTHYHA Ipyna. 3acobu, o 3aCTOCOBYIOTECS IPM EPEKTHIbHIN muchyHKmil.
Cunpenadin. Kox ATX G04B E03.

Dapmaxonoziuni enacmusocmi.

Dapmakoounamixa.

Cunznenadin — ne nepopansHuil TepaneBTHYHMH 3a¢i6, 1110 3aCTOCOBYETHCA IS TIKYBaHHS [IOPYILIECHD
epeKNii y 4onoBikiB. V mpupomHoMy cTaHOBHII, 30KpeMa MpH CTaTeBiit CTUMYIIALIL, BiH BiZHOBIIOE
NOPYIIEHY EPEKIII0 IUIXOM IOCHIICHHS IPUTOKY KPOBi ZI0 CTATEBOr'O WIICHA.

@izionoriunnit MexaHi3M epeKxIii CTATEeBOro uneHa MOMSrae y 3BinbHeHHI oxucy asoty (NO) y
KaBEpHO3HOMY TuTi IpM cTaTeBidt crumynsamii. NO aKTHBYE (DEPMEHT IyaHINATUMKIA3Y, IO
CIPHYMHAC MiJBUINCHHS pPiBHA IUKITIYHOLO ryanosuamoHoochary (uI'M®), poscrabnenns
TNAJIKUX M’ 3B KaBEPHO3HOTIO TiNla i MOCHIIEHHS MPUILTMBY 4O HUX KPOBI.

Cunzienadin — noTyxuuii Ta cenexTUBHUIL iHriGiTop crenudiunoi gochoniecrepasu tany 5 (OJE-
5) uM® y xaBepHO3HOMy Tini, ne ®JIE-5 ~ Bignmosizansua 3a posman ul'M®. Cunmenadin mae
nepudepuynnit XapaKTep BILIUBY Ha EPEKLIIO. Cuanpenadinn He Mae IPAMOro MOCIAGIOBANLHOrO
eeKTy Ha i30/IbOBAaHE KABEPHO3HE TiJO JIOAUHH, ale 3HAYHO NOCHIIIOE po3cnabnoBanbHui epekT
NO na mo Tkanuny.

Ipu axtusanii masxy NO/uI'M®, sxuit mac mice Npu cTaTeBidt CTUMYIANi], npurnivenns OJE-5
32 JIONOMOTOI0 CUIACHADINY IPU3BOUTE 10 30UIbIIeHHs piBHiB (I M® y KaBepHO3HOMY Titi. Tomy
1 HeoOXisHe crateBe 30yUKeHHS, 06 cuigeHadin 3miMCHUB  OiTBOBMH  MO3UTMBHHMI
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(bapMakoIOTiUHuiA BIUTHB.

Hocrmimkenns in vitro moxasamu, mo cunaenadin e cenextusrnm Bigocuo ®JIE-5, sxuit 3anyueHui
10 npouecy epexuii. Moro BB e cunsHimum ra ®E-5, mix Ha immmi Bigomi dbocdoaiecTepasn.
Icaye 10-pasosa cenexrtusmicTh Hany OJIE-6, sikwii 3amyueHmit y mpomec doTonepeTBOpeHHs Y
citkisui. [Ipy MakCHMaIBbHO PEKOMEHIOBAHUX /032X iCHye 80-pa30Ba CeNIeKTHBHICTh HAT OJE-1 Ta
Ginsme mix 700-pasosa nag ®JIE-2, 3, 4, 7, 8, 9, 10 Ta 11, 3okpeMa cunaeHadin Mae Oinpuie Hix
4000-pasoBy cenexTuBHicTh BimHocHO ®JIE-5 mHam OJE-3, ul'M®-cnenudiunoi izopopmu
docdoniecrepasn, sixa Gepe y4acTs y KOHTPOII 32 CKOPOYESHHSM cepus.

Dapmarxokinemuxa.

Abcopbyis.

Crngenadin msuako aGecopGyeTses. MakcumansHi KOHIEHTpaL, mo CIOCTEPIrancs, JOCATINUCS
npotarom 30-120 xunua (y cepemusoMy 60 XBUIMH) Tic/s #OTO TMepOpaBHOrO 3aCTOCYBAHHS Y
crani Hatme. CepemHst aGcomoTHa GiONOCTYNHICTD micis NEPOPaNBLHOTO 3aCTOCYBAHHS CTAHOBUTH
41 % (miamazom 25-63 %). Ilicns mepopanbHOro 3acrocyBanHsa cuwineHadiny AUC Tta Cuax
30LIBILYIOTBCS HPONOpHiHO A0 3GinbIIEHHS HO3M y pamkax PEKOMEHJIOBAHOTO  [iana3oHy
Jo3yBaHHA (25-100 mr).

Ilpn mpuiiomi cunnenadiny pasom 3 Dreto mBuakicts abGcopbuii 3HIDKYETBCSL 3 CEPENHBOIO
3aTPUMKOIO B tmax 60 XBUIUH Ta 3 cepeHiM 3MeHIEeHHAM Crax Ha 29 %.

Posznooin.

Cepenniit 06’em posnoziny y craGineromy crani (Vq) mist cunnenadiny craHoBuTh 105 11, BKazyoun
Ha posnozin y TkanuHu. Ilicns nepopaisHOro 3acTocyBaHHS ofHopasosoi no3u 100 Mr cepeams
MaKCHMalbHa 3arajlbHa KOHIEHTpawist cunueHadiny y mmasmi KpoBi craHoBHTH mpuGmusmo 440
Hr/Mi (koedinient papianii 40 %). Ockinbku cunnenadin (Ta #oro ocHOBHMI MeTaGOIT N-nmeameTun
y 3araJlbHoMy XpoBoo0iry) Ha 96 % 3B’s3yerncs 3 Ginkamu IwIasmu KpOBi, Il NIPH3BOIUTH 10
CepeIHBE0l MaKCHMAIBHOI KOHIEHTpalil BinbHOTO cuimeHadiny y miasmi kposi — 18 ar/ma (38
HMOIb). 3B’ A3yBaHH 3 GilkaMK HE 3aJIEKWTH Bi 3araapHoT KOHICHTpaii mpemnapary.

Y 310poBuX JOOPOBONBIIB, AKi MpHitMaTK cunpenadin (100 Mr — ogHopasosa [03a), MeHIIE Hix
0,0002 % (y cepenupomy 188 Hr) BBemEHOT 1031 GyNO HASBHUM B eaKyIaTi yepe3 90 XBunmH micns i
3aCTOCYBaHHS.

Memabonism.

Cunnenabin roloBHEM YMHOM IEPETBOPIOETHCA 32 JAOMOMOTOK) MIiKpOCOMAIIBEHHX i30(epMeHTiB
nedinky CYP3A4 (ocuosmmit msx) Ta CYP2C9 (mpyropsanumit mursx). OcHoBHUH MeTaGouiT y
3aralbHOMY KpPOBOOOITY YTBOPIOETHCA IUIAXOM N-IeMETHIIALii cunpeHadiny. ekt meraGomit mae
npodine cenextuBHOCTI hocdomiectepasu, nomiGuuit 10 cuneHadiny, Ta NOTYXHICTD in Vitro ms
DIIE-5 npubmuszuo 50 % Tiel, mWo Mac mepBUHHMM npenapar. KonuenTpanis nporo merabomnity y
TJ1a3Mi KpOBi CTaHOBUTE IpuOIN3HO 40 % THX KOHUEHTPALH, o crocTepiramues juis cuiaeHadisy.

MeraGomnit N-ne3MeTnn nam MeTabomi3yeThes 3 KiHIEeBuM IEPIOIOM HAMiBBUBEAEHHS puOIM3Ho 4
TOIUHHU.

Bugeoenns.

3aranbHuit Knipenc cunieHadiny 3 opramismy cranosuts 41 n/rox 3 KiHneBoo aszoro mepiomy
HamiBBUBeNeHHs 3-5 romms. [licms mepopamsHOro 460 BHYTPIIIHBOBEHHOTO  3aCTOCYBaHHS
CHJICHA(DIT BUBOJAMTBCS Y BUIIISAI METaGOMITIB, FOIOBHMM YMHOM 3 Gexamismu (npubiamsso 80 %

BBEJICHO] NIEPOPANTBHOT J031) Ta MEHIUOK MipoIO i3 ceuero (mpubnusHo 13 % BBeseHOT MEpopanbHOT
J03H).

Dapmaxoxinemuxa 6 ocobrusux a2pynax nayicumie

Ocobu nimuvo2o gixy

3moposi 106poBosbLI TiTHROrO Biky (BikOM Bif 65 POKIB) Manu 3HIKeHUH Kiipenc cunieHadiny,
npusBoAAM A0 Oimbuiux (mpuGiusHo Ha 90 %) KOHNEHTpauiil cunaenadiny merabomiry N-
JE3METHIYy y IUlasMi KpOBi MOPIBHAHO 3 THMH, wLIO CIIOCTEPIraJIUCh Y 340POBHX MOJOIUIUX
nobpoBonbLiB (Bikom 18-45 pokis). Uepes BikoBy pizmumio Yy 3B’s3yBaHHi 3 GinKaMu [1a3Mu Kposi

BiAOBi/HE 36ibIIECHHS KOHIEHTpaLil BiIbHOTO cuienadiny y miasmi cranosuno mpubmusao 40
%.

Hupkosa nedocmamuicme YaromxeHo 3 MaTepianamu

K peecTpauiHoro Aocke




Y )06POBONBLIB 3 JIETKUMY Ta IOMipPHUMH MOpYIIeHHAMA GyHKUiT HUpOK (KmipeHe KpeaTuniny 30-
80 mu/xB) dapmaxoxineruxa cungeHadinty me Gyna aMinena micis mpuitomy SO Mr 0mHOPA3oBOL
nepopansHoi mo3u. Cepemni AUC ta Cmax MeTaGomity N-gesmeruiy 36inpIIuMmvcs BiAmoBigHo Ha
126 % Ta 73 % nopiBHAHO 3 BiANOBIAHMME BIKOBMMH rpynmamMu NOGPOBOIBIUB G€3 MOPYILEHHS
dynxuii mupox. OnHak uepe3 BHCOKY iHAWBimyanbHY BapiaGenbHICTs I BimMiHHOCTI He Oym
CTATHCTUYHO 3HAYYIIUMH. Y HOOPOBONBUIB 3 TKKMM TNOPYHICHHSM (GYHKUil HMpOK (KmipeHc
kpeatnhiny < 30 wmu/xB) wmipeHc cuimeHadily 3HWKyBaBCS, NPU3BOAAYM N0 CEPEAHBOO
36inbmennss AUC Ta Cmax Biomosinso Ha 100 % Ta 88 % mOpiBHSHO 3 BiAMOBiZHMMM BiKOBHME
rpynamu o0poBosbiiB Oe3 nopymeHHa yukmii Hupok. Kpim Toro, 3nagenns AUC Ta Cmax
Merabomnity N-feameTriny 6ynu 35auHo 36iIbIeHi Bignosigao Ha 79 % Ta 200 %.

[leuinxosa nedocmamnicms

Y 100poBoNBLIB i3 IUPO3OM IEYiHKH JIErKOro Ta NOMipHOro cTymeHs (knacis A Ta B za
kracudikauicro Yaiinna-I1"s0) xnipeHc cuipeHadiny 3HIKYBABCS, IO NPHU3BOAMIO [0 IHABUICHHS
AUC (84 %) ta Cmax (47 %) nOpiBHSHO 3 JOGPOBOMBLSIMH TAKOTO X BiKy 63 MOpyIIeHb (ByHKLii

neyinky. QGapmMakoKiHeTHKy cunfeHadiny y nanientis i3 mopymeHHsMy QYHKIiH TEUiHKI TIKKOrO
CTYII€Hs HC BHUBYAJIH.

KniniyHi xapakrepuctuxu.

Iloka3zanna.

[lpemapar Bisapcun® Q-Tab® pexomenmyerscs 3aCTOCOBYBATH 4YOJNOBIKAM 3 E€PEKTUJILHOIO
JMCYHKUIEIO, SIKA BU3HAYACTBCH AK HE3JATHICTH JOCATTH a60 IiATPHMATH EpEKI{I0 CTATEBOrO
4neHa, HeoOXiNHy JIsl YCIIIHOrO CTATEBOTO aKTY.

Hns edexruBroi Aii npenapary Bisapcuu® Q-Tab® motpi6re crarese 36y mxenns.

®

IIpomunokazannus.

lixBHIneHa 9y TAMBICTD M0 aKTHBHOI pe4OBHHA 260 6yTb-AKOi 3 LOMOMIXHAX PEUOBHH npemnapary.

— Onmoyache sacTocyBanns i3 moHopamu NO (TakuMH K aMiTHITPUT) aGo HiTpaTaMu y Oyab-saKiit
opmi mpoTHNOKa3aHe, OCKINBKY BiZOMO, Mo cumaeHadin Mae BIUIMB HA HLIIXH metabonizmy NO/
LMKI9HOTO ryaHo3uHMoHobochary (MI'M®) Ta MOTEHMIOE riloTeN3UBHME edext HiTparis (iuB.
po3ain «DapmaxogHHaMiKay)

— Onmouacue 3acrocysanns iuri6iropis ®JE-5 (y Tomy wgmcii cuigeHadiny) 3i cTumynsTopaMu
TYaHITATUMKNIA3H, TaKMMH $K PpIONMIYaT, NPOTHIIOKA3aHe, OCKLIBKH MOKe NpPU3BECTH IO
CHMITOMATHYHOI rimorensii (nus. po3min «Bszaemoxis 3 immmmu mikapchkuMu 3acobamu Ta iHmm
BUJM B3aEMOJiii»).

— Crany, npu sKuX HE PEKOMEHIOBAHA CTATEBA AKTHUBHICTH (HAPHKIAZ TSDKK CEPLEBO-CYAUHHI
po3nanu, Taki sk HecTabinbHA cTeHOKap/is a6o cepliera HEMOCTATHICTE THKKOTO CTYIICHS).

— Brparta 30py Ha onHe 0KO BHACIIZOK HeapTepiabHOl MepeaHBOT imeMiuHOT Helponatii 30poBoro
HEpBA HE3ANEKHO Bif{ TOTO, UM IOB’SI3aHA ISl MIATONOTIS i3 MOMepeaHIM 3aCTOCYBAHHAM iHribitopin
OJE-5 (aue. posain «OcobmuBocTi 3acTOCYBaHHSAN)

— HasBHicTb Takux 3aXBOpIOBaHb K MOpYHIEHHS (GYHKI[] MEYiHKM THKKOTO CTYIEHsl, apTepiaibHa
rinotensis (aprepiansruit THCK HKue 90/50 MM pT. CT.), HCIIOAABHO MEPCHECEHMH iHCYNBT abo
iH(apKT MiOKap/ia Ta BiZOMI CIIaKOBi AET€HEPATHBHI 3aXBOPIOBAHHS CITKiBKH, TaKi K MirMeHTHuit
PETHHIT (HEBENUKA KiBKiCTh TAKMX NAIIEHTIB Mae reHeTHUH] posiaiu ocdoniectepas citkiBkm),
ocKinbKu Ge3neky cunneHadiny He JOCTIHKYBATH y TaKuxX IiArpynax naiicHTiB.

B3saemooin 3 inmumu nikapcokumu 3acoéamu ma inwi eudu 63aemodii.

Bnaue inwux nixapcorux 3acobis na cundenagin

Hocnidoceunsn in vitro

MertaGomnisam cungeHadiny omocepenxoByeTbCS TOJOBHAM YHHOM isopopmamu 1mTOXpOMY Piso
(CYP) 3A4 (ocnosmmit uutsax) ta 2C9 (apyropsamuit uisx). OTke, iHriGitopu uux isohepmentis

MOXKYTP 3MCHIIMTH BUBEICHHS CUIIeHadiy, a iHAyKTOpH UK i30(hePMEHTIB MOKYTh ITiABHLLYBaTH
KrnipeHc cunaenadiny.

Hocnidocenns in vivo Y3romkeHo 3 Marepianamu
PeeCTpaLlitHoro fgocke
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MaHi {oCITiKEHb IPOAEMOHCTPYBANM 3MEHIIEHHS KIIPEHCY CUTAeHADITy PH CYTYTHBOMY IpHHOMI
inri6itopin CYP3 A4 (KeTOKOHA30I, epUTPOMIlIH, THMETHIHH).

Xoua npu onHOYacHOMY 3acTocyBaHHi cuimeHadiny Ta imriGitopie CYP3A4 3pocTanus 4acToTH
MOGIYHUX SBULL HE CIIOCTEPIraNocs, CIIifl PO3TISHYTH MOXIMBICTH 3aCTOCYBAHHS IIOYATKOBOI 034
cunnenadiny 25 mr.

Oznnovacre 3acTocysanns iHriGitopy BIJI-nporeasu putoHasipy, Kyxe MOTYXHOTO inriditopy P450,
y crai piBHOBaxcHOi KoHmenTpanuii (500 Mr 2 pasu Ha m06y) Ta cunmeHadiny (pasosa no3a
100 Mr) npusBomuno mo migsumenHA Cmax cuizenadiny ma 300 % (y 4 pasu) Ta migsumeHHs
mnasmosoi AUC cunmenadiny ma 1000 % (y 11 pasis). Uepes 24 romunm mnasMoBi piBHi
cuniexaginy Bce e cTaHOBWMM Mpubnu3Ho 200 HI/MI MOPIBHSAHO 3 piBHEM MpuOM3HO 5 HI/MmuI,
XapaKTCPHMM M4 3aCTOCYBaHHsS CHIIeHadilly OKpemMo, INO BiINOBiNae 3HAYHOMY BILTHBY
pUTOHABIpY Ha mmMpokuii cektp cyberparie P450. Cungenadin e BILMBac Ha (bapMaxoKiHETUKY
putoHaBipy. 3 origy Ha Wi (apMakoKiHETHYHi AaHi OIHOYACHE 3acTOCYBaHHA cuieHadiny Ta
PUTOHABipy HE PEKOMEHAYETHCS (muB. po3ain «OcobmuBocTi 3aCTOCYBaHHA»); Y OyAb-IKOMY
BATIAJKY MaKCHMallbHa 1032 CUAeHadiny 3a :XOAHUX 0GCTABUH He TOBMHHA IIEPEBHILYBATH 25 MI
npotsaroM 48 roaus.

OnnovacHe 3actocysanus iHriGitopy BIJI-mpoteasu caxpinapipy, imriGitopy CYP3A4, ma craxii
piBHOBaXHUX KoHIeHTpauiit (1200 Mr 3 pasm Ha 106y) i3 cunaeradinom (100 mr omxopasoso)
NpU3BOIUTH 10 30inbmenHs Ha 140 % Cmax cunmeHadiny ta o 36imemenns za 210 % AUC
cunieHadiny. He Buseneno BrumBy cunnenadiny Ha dapmakokiHeTHKY CaKBiHABIpy (OMB. PO3MiN
«Crioci6 3actocysanns Ta no3u»). [lepenGadaeTnes, wo Gibim MOTyXH imri6itopu CYP3A4, Taki six
KETOKOHA30J1 Ta iTpakoHa301, GyoyTh MaTy GiblI BUPaXKEHHUIT BILTUB.

Ilpu pBenenHi onHOpasoBoi no3u 100 Mr cunzenadiny 3 epUTPOMIMMHOM, MOMIPHIM 1Hri6iTOpOM
CYP3A4, y crabineromy crami (500 mMr 2 pasu Ha m06y momoG0BO IPOTATOM 5 IHIB) BinOyBanocs
36inbluenns Ha 182 % cucremuoi excnosumii cumaenabiny (AUC). V 3JI0POBUX JOOPOBOJILIIIB
HOJIOBIYOl CTaTi HE cHocTepiranocs BIUIUBY asutpoMimmay (500 mr Ha noby mporsarom 3 ni6) Ha
AUC, Cmax, Tmax, KOHCTaHTY IIBHAKOCTi emiMiHamii Ta momamsuimii NEPioa HAIiBBUBEICHHS
cunneHadiny aGo Horo ocHOBHOro MetaboniTy B KpoBoobiry. Ilumernmun (iHriGiTOp MUTOXpOMY
P450 rta necnenudiunmit inriGirop CYP3A4) y nosi 800 Mr mpu OHOYAaCHOMY 3aCTOCYBaHHi i3
cuifeHadinom y n03i 50 Mr y 310poBuxX I0GPOBONBINB IPH3BOAUB A0 Ii/BUINEHHS IIA3MOBHX
KOHUEHTpanit cunaeHadiny Ha 56 %.

I'peiingpyrosuii cix € cnabxum inriGiropom CYP3A4 y criHmi KuumeuHmKy i Moxe CIIPAYUHUTH
IOMIPHE i ABUINEHHS PiBHIB cHieHadiny y mia3mi Kposi.

OnHoKpaTHe 3aCTOCYRaHHS aHTAlMAIB (MATHIIO MifPOKCHIY/aIOMiHi0 TIIPOKCHIY) HE BILIMBAJIO HA
GiomocTymnHicTh cunnenadiny.

Xoua pocmimkens cnemudivHoi B3aemonii 3 ycimMa mixapcekumu 3acoGamu He IIPOBOAUIOCS, 3a
J2HUMH TIOMyJAUIHHOTO ~(apMaKOKIHETHYHOrO aHamizy, (apMaKOKiHeTHKa cwigeHadiny He
3MIHIOBaacs MpH HOro OJHOYACHOMY 3aCTOCYBAHHI 3 MIKAPCHKUME 3ac00aMu, IO HATEKATH JI0
rpymu inribitopie CYP2C9 (tonGyramin, Bapdapunm, denitoin), rpymu iaribitopis CYP2D6
(cenexTuBHi iHriGiTOPH 3BOPOTHOIO 3aXOIMIEHHS CEPOTOHIHY, TPUIMKITIYHI aHTUAETIPECAHTH), TPYITH
Tia3HIHUX Ta TIa3UIOMONIOHKX AiypEeTHKIB, HETIHOBHX Ta Kanii36epiraroumx IiypeTukis, iHriGiTopis
AHT1OTEH3VHIEPETROPIOBANLHOTO  (DEPMEHTy,  AHTATOHICTIB  KaTbIilo,  AHTACOHICTIB B-
ajipeHOpenenTtopis abo inaykTopi MetaGonismy CYP450 (pudamminuy, Gapbitypatn).

Y XOAl NOCMIKEHHS 3 Y4acTIO 34OPOBHX JOOPOBOIBLIB-YONOBIKIB OJHOYACHE 3aCTOCYBaHHS
aHTArOHICTa €HHOTeNiHy OoceHTtaHy (momipuuit immykrop CYP3A4, CYP2C9 Ta, MOXJIHBO,
CYP2C19) y pisroBaxcnoMmy crani (125 mr agiui Ha g06y) Ta cungeHadiny y piBHOBaXHOMY cTaHi
(80 mr Tpuui Ha 106y) mpusBoamIo Ko 3HMWKeHHS AUC T2 Crax cungenadiny Ha 62,6 % 1a 55,4 %
BiAnosiano. ToMy ogHOYAcHE 3aCTOCYBAHHA TAKMX IOTYXKHUX innyxTopie CYP3A4, ax pudammin,
MOXE NPU3BOAUTH 10 GiNBUI BUPAKEHOTO 3HIXEHHS KOHIIEHTpAN cunaenadinty y miasmi Kposi.
Hixopanaun — ne ribpun axtusatopa KabLieBHX KaHaNiB Ta HiTpary. Yepes HITpaTHHI KOMIIOHEHT
BiH Ma€ OTEHIHa 10 CEpHO3HOT B3aeMoIil i3 cuaeHaditom.

Bnaue cunoenaghiny na inwi rixapewki 3acobu T ————

Hocnidacenns in vitro YarogweHo 3 MaTepianamu
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Cunpenadin — cnabkwuit inribitop isodopm 1A2, 2C9, 2C19, 2D6, 2E1 ta 3A4 umuroxpomy P450
(IKso > 150 Mmxmons). Ockinbku mKOBI INMasMOBi KoHIeHTpamii cunaeHadiny mOpiBHIOIOTH
npu6aM3HO 1 MKMOJB, BILTHB NIpENapaTy Ha KIIipeHe cyOcTpariB Hux i30epMeHTiB MaToiMOBipHHUiA.
Bincyrni mani mono B3aemoniil cunaeHadiny Ta Takux Hecneuudiunux inribitopis pochomiecrepasu
K TeodiNiH Ta IUIipuIaMOII.

Hocnidocenns in vivo

Ockinpkn  Bimomo, 1m0 cungeHadgin Mae BoIMB Ha  MerabomisM  NO/IMKIiYHOTO
ryanosuamMonopocdary (' M®), 6yno BCTaHOBIIEHO, IO CHZieHA(IN MOTEHIIIOE TiIOTEH3UBHY k0
HITpATiB, TOMY #OT0 OJHOYACHE 3acTOCyBaHHs 3 foHOopamu NO aGo 3 Hitpatamu y 6yab-akii Gopmi
npoTtunokasane (auB. po3ain «[Ipotumoxazanusy).

Pioruryat. JloxniHiuHI JOCHiDKEHHS NIPOAEMOHCTPYBAIN aNUTUBHMIA CHCTEMHHUN eheKT 3HMKCHHS
apTepianbHOro TUCKY M OJHOYACHOMY 3acTocyBaHHi inriGitopin ®JIES 3 pionuryatom. Kminidmi
JOCTi/KEHHS IPOJEMOHCTPYBANH, IO PiOLMIyaT MOCUIIOE [NIOTEH3UBHY Jifo iHribiTopis ®JIES. V
NAi€HTiB, AKi Opalu y4acTh y JOCHIMKEHHI, HE CIOCTEPIranioch MO3UTHBHOIO KIHIYHOTO e(heKTy
Ipd OJHOYACHOMY 3acTOCyBaHHi imri6iTopis ®JIES 3 pioummryarom. IIpoTumnokasaHe opHOUYAcHE
3aCTOCYBaHHs piomuryary 3 iHribitopamu ®JES (y Tomy uueni i3 cunnemadinom) (mus. pozain
«IIporunoxazanusy).

OnHouacHe 3acTocyBaHHs cuicHadiny Ta GIOKATOPIB 0-aAPEHOPEHENTOPIB MOXKE IPH3BECTH [0
PO3BUTKY CHUMIITOMATHYHOI TilOTEH3il y MeSKMX CXUJIBPHMX OO IbOTO MamieHTiB. Taka peakiis
HalyacTille BUHUKANA IPOTAroM 4 TOIMH MICHs 3acTOCYBaHHs cwigeHadiny (quB. po3ain «Croci6
3aCTOCYBaHHs Ta 103u» Ta «OcoGNUBOCTI 3aCTOCYBaHHS»). Y X0l TPHOX JOCHiKeHb crenudiugof
B32€MOJIi JIKApCHKHUX 3aco0iB OIIOKATOp O-afApeHOpeLenTopiB Aokca3o3uH (4 Mr ta 8 mr) Ta
cunpenadin (25 mr, 50 Mr ta 100 Mr) 3acTOCOBYBANKMCS OJHOYACHO MALIEHTaM i3 JOOPOSKiCHOW
rimepnuasiero nepeAMiXypoBoi 3amo3m, crabimizanis ctany skux Gyna JOCATHYTA NPH 3aCTOCYBAHHI
NOKCa303uHy. Y LUX MOMYJAIifX CIIOCTEPIrallocss CepeHE AOMATKOBE 3HIKEHHS apTepiabHOro
THCKY y TIOJIOXKEHHI J1€3xauu Ha 7/7 MM PT. CT., 9/5 MM PT. CT. T2 8/4 MM PT. CT. Ta CEpeNHE 3HINKEHHS
apTepiabHOrO TUCKY Y TONOXEHHI CTOS4M Ha 6/6 MM pr. cr., 11/4 MM pr. cT., 4/5 MM pT. cT.
BinnosinHo. Ilpu onHOUAacCHOMY 3acTOCyBaHHI CrifieHadimy Ta /JOKCA303MHY Y MAIi€HTIB,
cTabinizauis cTaHy sxux Oyna NOCATHYTa IIPH 3aCTOCYBaHH| JIOKCA303MHY, iHOAI MOBiJOMIISIHN PO
PO3BHUTOK CHMIITOMATHYHOI OPTOCTATHYHOI MiIIOTEH3il. ¥V X MOBiAOMIEHHSAX HIIIOCA IPO BUIALKH
3aI1aMOPOYEHHA Ta CTaH Hepe]] HENPUTOMHICTIO, alle 63 CHHKOIIE.

He croctepiraocs »xouux 35a4yIMuxX B3aeMOAIM IPH 0JHOYACHOMY 3aCTOCYBaHH cumaeHadiny (50
Mr) i TonbGyraminy (250 mr) abo Bapdapuny (40 mr), mo metabomisyorscst CYP2C9.

Cunnenadin (50 mr) He OpU3BOXMTH [0 30LIBIIEHHST TPMBAIOCTI KPOBOTEUi, CIIPUYMHEHOL
ALETHICATILIMIOROIO KUCTOTOO (150 MT). '

Cunnenagin (50 Mr) He HOTEHNIIOBAB IiMOTEH3UBHY A{I0 ATKOTOMIO Y 370POBUX NOOGPOBONBLIR IpU
CepeNHiX MaKCUMAIBHUX PIiBHAX eTaHoIy Kposi 80 mr/a.

Y nauieHTiB, fKi 3aCTOCOBYBamM cHIAeHadiN, He CIOCTEpIranocs >KOMHUX BiAMiHHOCTE# mpodimo
nobiuanx edexTiB MOpiBHIHO 3 mnaneGo NPU OJHOYACHOMY 3ACTOCYBAHHI TAKHX KIACIB
TIOTCH3UBHUX JKAPCHKUX 3ac0o0iB, SIK JiypeTHKH, GIoKaTopH B-aapeHopenentopiB; iHriGiropu
ATI®, anraronictu anriotensuny I, anturinepreHsusHi nikapchki 3aco6m (CyIMHOPO3MIMPIOBANIBHI
T4 UEHTPaIbHOI .ii), OMOKAaTopy ampeHepriyHuX HeWpoHiB, GNOKATOPH KANBLIEBUX KaHATB Ta
Onoxaropu O-afpeHopenenTopis. Y CHEmiaNbHOMY HOCTIMKEHHI B3a€EMOJil IPH OXHOYACHOMY
3acTocyBanHi cunfeHapiny (100 mr) ta ammoumiHy nanieHTam 3 apTepialbHOIO TiMepTEH3I€I0
CIIOCTEPIrajiocs JOJATKOBE 3HIDKEHHS CHCTONIYHOTO apTepiaibHOTO THCKY Y MOJIOKEHH] JeXadn Ha
8 MM pT. cT. BianoBifHe 3HMKEHHS iaCTONIYHOIO apTepianbHOrO THCKY CTAHOBHIO 7 MM PT.CT. 3a
BE/IMYUHOW Wi JOJATKOBi 3HIKCHHA apTepialbHOrO THUCKY Oymy IOPIBHSHHUMH i3 THMH, IO
CIIOCTepiraucs MpU 3acTOCYBaHHI JMIue cCHAfeHadiny y 340poBUX AOOPOBONBILIB (AMB. PO3AL
«®DapMaKoIOTi4HI BIaCTHBOCTIN).

HomaBarHs pasoBoi nosu cungeHadimy no cakyGiTpuiy/BancapTany B piBHOBaXXHOMY CTaHi y
NAIEHTIB 3 apTepialbHOI0 rimepreHsico 6yn0 MOB’A3aHO 31 3HAYHO OUIBIIAM 3HIIKCHHAM
apTepiaibHOTO TUCKY MOPIiBHSHO i3 3aCTOCYBaHHAM cakyGiTpHiy/BancapTaHy okpemo. ToMy CHiA 3
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OOEpeXHICTIO  PO3MOYMHATH  3aCTOCYBaHHA  cwijeHadily maumieHtaM, sKki — OTPUMYIOTBH
cakyOiTpr/BacapTaH.

Cunpenadin y nosi 100 mr He BinuBas Ha dapMakoxiHeTH4HI TOKa3HUKH iHTiGiTopis BlJI-nporeasy,
CaKBiHaBipy Ta pUTOHAaBipy, fiki € cy6cTpatamu CYP3A4.

V 3popoBux 106GpoBONBLIB Y0IOBiYOL cTaTi 3acTocyBaHHs cuiugeHadiny y piBHOBaxHOMY cTaHi (80
mr 3 pasu Ha 006y) npussoauno no nigsumeHHs AUC Ta Cmax Gocentany (125 mr 2 pasu Ha 106y)
Ha 49,8 % Ta 42 % BignosigHo.

Ocobaueocmi 3acmocyeanns.

Hns  [iaTHOCTHKH NOpYIIEHh €PEKLil, BH3HAYEHHS MOMUIMBMX I[IPHYMH 3aXBOPIOBAHHS Ta
NPU3HAYEHHS HANEKHOTO JiKyBaHHS HEOOXiMHO peTeNbHO BUBYMTH iCTODIIO XBOpoOHM MamicHTa Ta
IIPOBECTH PETENIBHE MEAUYHE OOCTEIEHHS.

Daxmopu pusuxy cepyeso-cyOunnux 3axeopiogans. Ilepen moyaTkoM Oyab-AKOTO JiKyBaHHS
NOPYIIEHD epeKnii HeoOXiHO BPaXOBYBATH CTaH CEPLEBO-CYMHHOI CHCTEMM MALIEHTIB, OCKLIbKY
icHye meBHHI pU3MK 3 GOKY CepUEBOi CHCTEMH, OB’ S3aHMUI 31 CTATEBOKO AKTHBHICTIO. Cunnenadin
Ma€ CyAMHOPO3LIMPIOBAIBLHI BIACTUBOCTi, IO MPU3BOJUTL 10 JETKOTO Ta MHHYIIOTO 3HIKEHHS
aprepianbHoro Tucky. Ilepen npusHauenusm cunpenadity Jikap MOBUHEH PETENBHO 3BAKUTH PH3HK
HEO@KAHUX TIPOSIBIB  CyIMHOPO3UIMPIOBANBHOI MAii y WAIli€HTIB 3 NeBHHMH CyIYTHIMH
3aXBOPIOBaHHIMH Ha TJIi CTATeBOT aKTMBHOCTI. [TifBUINeHa Yy TIMBICTD KO CyAMHOPO3IIHPIORATBHUX
34C00IB CIIOCTEPIraeThCs y XBOPUX i3 MiBOILTYHOUKOBOK OGCTPYKIHEO (HANPHKIAM CTEHO3 A0PTH;
oOCTpykTHBHA Tineprpodiuna KapmiomiomaTis) aGo maiieHTiB i3  piAKiCHEM  CHEIPOMOM
MYJIBTHCUCTEMHOI arpodii, oqHMM i3 IpOoABIB AKOT € TSHKKE MOPYMIEHHS PETYIALT apTepianbHOro
TUCKY 3 OOKY BET€TATUBHOI HEPBOBOI CUCTEMH.

Bizsapcun® Q-Tab® nocumoe rimorensusny niio Hitparis (nuB. posain «IIporumoxasanusy).

Y mepion micns BOPOBa/DKEHHA CHIieHabily y IIHPOKY MENMYHY MpPAKTHKY NOBITOMISUIA IO
CepHO3HI CepUeBO-CYNMHHI  yCKNAJHEHHs, BKIIOYAOUM iHQApKT Miokapaa, HecTabinmpHy
CTEHOKApAIiIO, PANTOBY CEPLEBY CMEPTh, BEHTPUKYIAPHY apUTMiO, HepeOpOBacKyIAPHY reMoparito,
TPaH3UTOPHY iMEMiUHY aTaKy, apTepiaibHy rinepTeHsiio Ta apTepialbHy rinmoTensico. Binburicts, ane
HE BCl, 3 IUX NAUi€HTiB MaJy TOMEPEH] CepLeBO-CyunHI (pakTopu pusmky. [lepeBaxHa KinbKicTh
TaKUX BUIAJIKIB CIOCTEpiranacsi IpOTAroM abo Ofpa3sy IICIA CTATEBOTO HABAHTAXKEHHS, HE3HAUHA
HacTMHA — dYepe3 KOPOTKMH mepion micng mpuifomy cunzeHadiny 6Ge3 cTaTeBOI aKTHBHOCTI.
HemOXIIHBO BCTAHOBHTH IpPSMy 3aJIEXKHICTh TAaKMX BHIAAKIB i3 3acTOCYBaHHAM cHnzeHadiny,
CTATeBUM HABAHTAXKEHHAM, i3 CYNMYTHIMH CEPLEBO-CYIMHHAMY 3aXBOPIOBAHHIME, KOMOIHAIIEO 11X
dbaxTopiB abo inmumu axropamu.

Ilpianizm. Tlpenapary, Npu3HaveHi As NTiKyBaHHS IOPYIIEHb epeKuii, y ToMy umcri i cunmenabin,
HeOOXIIHO 3aCTOCOBYBATH 3 OOEPEXKHICTIO Nami€HTaM 3 aHATOMIYHOK AedopMaliclo meHica
(aurynsiuis, kasepHo3Huit Gi6pos abo xBopoba Ileitponi) a6o maunientam 3i craHamu, o CIPHUAIOTH
PO3BHTKY Tpianismy (ceprnonoibHOKIITHHHA aHeMis, MHOXUHHA Mieioma a0 neiKemis).

Iicnst BUXO/y Ipenapaty Ha PMHOK MOBIOMIISIIOCS TIPO BUTIAAKH TIOIOBKEHOT epeKiiii Ta npiarmismy.
Akmo epexuis TpuBae GiNpl HiX 4 roAMHM, NAIIEHTaM CIiJ HeraHO 3BEPHYTHCH 3a MEIUUHOIO
AOTIOMOTOk0. 3a BIICYTHOCTI Heraif{HOro JIKYBaHHS NpiamisM MOKE MPHU3BECTH A0 NOLIKOKEHHS
TKaHWH [IEHICa Ta 0 CTiiKOI BTpaTH NOTEHII].

Oonovacue sacmocyeanna 3 inwumu in2ibimopamu @IE-5 abo inwumu npenapamamy O
MKYSAHHA  epekmunvHoi Ooucynxyii. besmexa Ta e(QEKTHBHICT OJHOYACHOTO 3aCTOCYBAHHS
cunnesadiny 3 inmmmu inribiropamu OJIE-5 aGo iHmmmu mpenaparaMu ist JHKyBaHHS rineprensii
JIETCHEBOI apTepil, sKi MiCTATE cunneHadin aGo 3 IHWMMHM BHAAMH JIKYBAHHS UL €pPEKTHIbHOT
AnChyHKUIT He BUBYAH, TOMY 3aCTOCOBYBATH Taki KOMOIHAIIT HE peKOMEHIYETHCA.

Brnnue na 3ip. Hagxonanm cnoHTaHH] MOBIIOMIICHHS PO BUHUKHEHHS Ae(heKTiB 30py acoIiioBaHo i3
3aCTOCYBaHHAM CunaeHadiny Ta immux iHriGitopis ®JES (muB. posmin «Ilo6iuui peakuii»). IIpo
BHIa/IKH HeapTepialbHOI epeAHbO] iMmeMiuHOl HeBpOmaTii 30pOBOro HepBa, IO € PiAKICHAM CTAHOM,
HaIXOMMIM CMOHTAaHHI MOBIOMICHHA Ta MOBIMOMIANOCS Y HAIVIAZOBOMY OCTIUKEHHI SK IO
acouiioBaHi i3 3acTocyBaHHsAM cuixeHadiny Ta immmx iwriGitopis ®ES (aus. po3ain «IToGiuni
peakuii»). IlamieHTaM PeKOMEHAYETHCA y BUIAAKY PAITOBOTO postiany 30py HNPUNMHUATH OpUHOM
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cungeHadiny Ta HeraitHo 3BEPHYTHCS IO JiKaps (AUB. po3ain «[IpOTUIIOKA3aHHS»).

Pumonasip. OnHouacue 3acTocyBanHns cuiAeHadiny Ta pUTOHABIpY He PEKOMEHAYEThC (B, PO3ALT
«B3aemogis 3 iHIMMY TiKapChbKUMU 3aCO00aMH Ta iHIII BUAK B32aEMOAINY).

Bnoxamopu a-adpenopeyenmopis. Cunnenadin pekoMeHOyeTbCS 3aCTOCOBYBATH 3 OGEPEIKHICTIO
NanieHTaM, AKi OJHOYACHO 3aCTOCOBYIOTh O-aAPEHOOIOKATOPH, OCKINBKM B JESIKMX BHIIANKAX IIE
MOXe MNpPU3BECTH JO CHMIITOMATHYHOI TiNOTEH3il y OeIKMX CXMJIBHHX [O LBOTO IMALIEHTIB.
CumnroMaTvyHa TimOTeH3is 3a3BHYalf BMHMKae mnpoTsaroM 4 TOAMH TNCNS  3aCTOCYBAHHS
cunnenadiny. Jlns toro, mo6 MiHIMI3yBaTH pU3MK PO3BUTKY MOCTYPANbHOT TIIIOTEH3IT, CIix HOCITTH
crabinizauii MOKA3HHMKIiB apTepialbHOrO THCKY 32 JOMOMOTrOI0 0-GIOKATOPIiB 1O 3aCTOCYBAHHS
cungenadiny. Takox CIif PO3TIISIHYTM MO/IMBICTH 3aCTOCYBAHHS ITOYATKOBOI 103 25 Mr (nuB.
pos3ain «Croci6 sactocysanns Ta n03m»). Kpim toro, cnix npoindopmysatu namientis, 1 aista y
pasi IIOSBU CHMITOMIB OPTOCTATUYHOI IHOTEH3IT.

Bnaue na xposomeui. JlocmimxeHHs TpoMGONMTIB MIONMHHU in Vifro CBiguaTh, w0 cwigenadin
TIIOCUJTIOE aHTHArperauidnui edext Hatpiro HiTponpycuay. Hemae sxopmoi inpopmanii 3 Gesnexu
CTOCOBHO NpHU3HAYCHHS CHACHadimy mamieHTaM 3i CXHIBHICTIO OO KpoBoTedi abo 3 rocTporo
BUPA3KOIO IITYHKA, TOMY Uil Py mamienTiB cunneHadin cix mpusHaYaTé TiNBKH MCIS PETETbHOT
OI[iHKY KOPUCTI Ta PU3UKY.

Ilicns sactrocyBamns nosum 100 Mr 3mopoBuM mOGPOBONBLSM HE CIIOCTEpiranocs BIUIMBY Ha
Mop¢oorito a6o pyxoMicTs criepMaTo30iAiB (XUB. po3ain «DapmaxomuHAMiKay).

Bmpama cnyxy. Jlixapsm ciif mopaguTH NauieHTaM NPUNHHATH 38CTOCYBAHHS inribiropis ®IE-5,
BK/IIOYarouH mpenapar Bisapcun® Q-Tab®, Ta meraiiHo 3BepHYTHCS 33 MEIMUHOTO JOTMOMOFOIO y
BUMAJIKAX PANTOBOTO 3HIKCHHS UM BTPATH CIyXy. Lli sBuLIa, SKi TAKOK MOXYTE CYHPOBOIKYBATHCS
AA3BOHOM y ByXaX Ta 3allaMOpPOYCHHsM, Oynu moB’s3aHi y uaci i3 3acrocysanusm inri6Gitopis ®JIE-53,
BKJtO4aroyy cunieHadin. BusHauuty, um ui gBuIa OpsaMo TOB’s3aHi i3 3aCTOCYBAHHAM iHTiGiTOpiB
QJIE-5 un 3 iHmUMHU QakTopaMu, HEMOXKIIUBO.

Oonouacne sacmocysannsa i3 zinomensusnumu npenapamamy. Bisapcun® Q-Tab® uunuTts CUCTEMHY
CYIMHOPO3MIMPIOBANBHY 0 T2 MOXE y MOJATBIIOMY 3HHXKYBATH apTepiaNbHU# THCK y TAIleHTIB,
SIKi 3aCTOCOBYIOTb TiMOTEH3HMBHI JTiKapchki 3aco0H. B oxpemomy jocmimKerH] TiKapeskoi B3aemMogii
OZIHOYACHE 3aCTOCYBaHHs amyoaumiHy (5 mr abo 10 mr) ta cunnenadiny (100 Mr) mepopaibHO
CLIOCTEPIraliocs. CEpefHE MONATKOBE 3HWKEHHS CHCTONIYHOTO THCKY Ha 8 MM pr. CT. Ta
RIACTONIYHOro — HA 7 MM PT. CT.

3axeoprosanns, wo nepedalombCs CMamesuM uNsSXoM. 3aCTOCYBAHHS npenapary Bizapeun® Q-Tab®
He 3aXHINAE Bijl 3aXBOPIOBAHE, IO NEPENAlOTECS CTaTeBMM LTAXoM. CITiZ POSIISHYTH MOMIUBICTD
TIIPOiHCTPYKTYBATH MALIEHTIB IOJ0 HEOOXiMHIX 3am001KHIX 3ac06iB Mg 3aXMCTY BiJl 3aXBOPIOBAHB,
IO NEPEAAIOTECS CTATEBUM NUIAXOM, BKIIFOYAIOUHX Bipyc iMyHOREPIMTY HMIOAHHYL.

I[Ipenapar Bizapcun® Q-Tab® wmictuts actapTaMm (E 951), sxwmit € mxepenom (Qeninanaginy.
IIpenapat moxe GyTH IIKiUTHBUM IS HYONOBIKIB 3 GeHiTKeTOHYpiEro.

Ipenapar Bizapcur® Q-Tab®, TaGnerxu, wo AUCIEPTYIOTECA Y POTOBIM MOPOXHUHI, 1O 25 Mr
micTuth copbit (E 420). Yonosikam 3 pifkuMe cOAIKOBUME 3aXBOPIOBAHHAME HEIEPEHOCUMOCTI
(GpyKTO31 HE CITiA 3aCTOCOBYBATH IIpENApAT.

ITpenapar Bisapcua® Q-Tab®, tabmerxu, mo JUICTIEPTYIOTBCS Yy POTOBIN MOposKHKHI, 10 50 Mr ta 100
MI" MiCTHTB 1ykpo3y. [lamienTam 3i ciaKoBMMy CTaHAMH, IO CYTPOBOIKYIOTHCS HEIEPEHOCUMICTIO

bpykTO31, MaMBaGCOPOLIEi0 TIIOKO3N-TANAKTO3M T4 HEAOCTATHICTIO LYKpa3H-i30ManbTasy He CIIij
3aCTOCOBYBATH JIiKapchKuii 3aci0.

3acmocyeanna y nepioo eazimnocmi abo 200yeanns 2pydoio.
IIpenapat Bizapcun® Q-Tab® ne npusnauenuit s 3aCTOCYBAHHS XiHKaM.

30amuicmy ennusamu na wisudxicme peaxyii npu KepyBawHi asmompancnopmom abo iHuuMu
MeXanismamu.

Bizapcua® Q-Tab® Moxe MaTH He3HAUHWi BIUIMB Ha KEepPYBaHHS aBTOTPAHCHOPTOM abo iHIMMU
MeXaHi3MaMHu.

Ockinbkn y Xomi KMHIYHUX NOCTIIKEHL 3aCTOCYBAHHS CHI

‘Q/
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3aamMOpOYCHHA T4 MOPYWIEHHA 3 OOKy OpradiB 30py, mepen KepyBaHHSAM aBTOTPAHCIOPTOM abo
iHIIUME MeXaHi3MaMH MallieHTaM HeoOXiTHO 3’dCyBaTH, KOO € iXHA iHAMBiAyansHA peakumis Ha
3acrocyBaHHs npenapaTy Bizapcur® Q-Tab®.

Cnocib 3acmocysanna ma 0o3u.

IIpenapar nmpu3HAYEHO IS HEPOPATHHOIO 3aCTOCYBAHHS JOPOCIMM YOJIOBIKaM.

TaGneTky Tpe6a MOKIACTH IO POTA HA S3MK, J€ BOHA IBHIKO PO3UMHSETHCS Y CIMHI, ITiCHI 4oro i
MOJXKHA JIETKO IIPOKOBTHYTH. TabieTky MoXHa mpuiiMaTH SK 3 PiMHON, Tak i 6e3 Hel. Bumamuru 3
poTa uinoro TabneTKy, IO AMCIEPryeThes, Baxxko. OCKinbku TabneTka KpuxkKa, fi Clim mpuiHsITH
oApa3y Icns BiAKpuTTA OIicTepa.

TabneTky, mo aUCTIEPryrOTHCA, MOXKYTh GYTH albTEPHATHBOIO NpemapaTy Bisapcuu®, TaGnerxw,
BKPHUTI IUTIBKOBOIO OOOJIOHKOIO, JUIS HAL€HTIB, SKi BiUyBarOTh TPYAHOII NPH KOBTAHHI TabIETOK,
BKPHTHX IUIiBKOBOIO oGononkoro. Ilpu meoGximuocti 3actocysanns go3u 100 Mr apyry tabierky
CTi/i IPUIMHSATH NHILE iC/sA HOBHOTO PO3NAfaHHs NEPUIO] TAGNeTKH.

Hopocni. PexomenoBana o3a npenapary CTaHOBUTSH S0 Mr, SKY CITijl IpuitMaTy y pasi HeoO6xixHoCTi
npubIM3HO 32 1 roguHy 10 craTeBoi akTHBHOCTI. 3aneXHO Bifl €)EKTHBHOCTI Ta MEPEHOCHMOCT,
no3y mMoxHa 36inbmuta 0o 100 Mr a6o 3aMeHmmTH n0 25 Mr. MakcuManbHa peKOMEHIOBaHA 1034
CTaHOBHTH 100 Mr. Makcumanbha pekOMEH/I0BaHa YacToTa npuiiomy — 1 pas Ha 100y. Edextusnicts
npenapary Bisapcun® Q-Tab® moxe mpossratucs misHime mpu npmifomi 3 Diero NOPiBHAHO 3
IpMHOMOM HatulecepIie.

Hayienmu nimnvo20 ixy. [1ns manientis NiTHEOrO BiKy (> 65 pOKiB) 3MiHa J03yBaHHS He NOTpPiOHA.
Hayienmu 3 nopywennsmu @ynxyii nupox. IlanieHTaM 3 HUPKOBOIO HENOCTATHICTIO JIETKOrO Ta
CEPENHBOTO CTYHEHS TSDKKOCTI (KIipeHC KpeaTHHiHy cTaHOBUTH 30-80 MI/XB) pexuM HO3yBaHHS HE
3MIHIOIOTh. OCKiNBKH y NAIi€HTIB 3 TSHKKOK HAPKOBOIO HENOCTAaTHICTIO (KIIpeHC KpeaTuHiny < 30
MI/XB) KnipeHc cuineHadiny 3HIKEHHUH, 3aCTOCYBaHHS MPENapaTy MOTPIGHO MOYUHATH 3 [O3H 25
MI. 3aleXHO Bill eeKTWBHOCTI Ta MepeHOCHMOCTi Mpemapaty Ipu HEeoOXimHOCTI 103y MOXHA
361IbIATH mOCTYIOBO 10 50 Mr Ta 10 100 mr.

Hayienmu 3 nopywennam ynxyii nevinku. OCKINBKM y HAIi€HTIB 3 MEYiHKOBOK HEIOCTATHICTIO
KIpeHe cunieHadiny 3HWKEHHH, HaNpuKial NPH LUPO3i, 3aCTOCYBAHHS Mpenapary MOTPiGHO
NOYMHATH 3 HO3U 25 MI. 3aNeXHO Bif epeKTHBHOCTI Ta MEPeHOCHMOCTI IpenapaTy npu HeOOXiLHOCTI
J03y MO’KHA OCTYNOBO 30unbimTa 10 50 Mr ta 10 100 mr.

Iayienmu, axi 3acmocosyloms inuii rixapcoxi 3acobu. SIKIO MALIEHTH OXHOYACHO 3aCTOCOBYIOTD
inriGitropy CYP3A4 (muB. pospin «B3aemonis 3 iHmEMM NiKapchKMMM 3aco0aMu Ta iHIN BEIH
B32€MOZiH»), €Il PO3MIAHYTH MOXIIMBICTH 3aCTOCYBAHHSA IOYATKOBO! HO3M 25 Mr (3a BUHATKOM
PUTOHABIpy, 3aCTOCYBaHHS SIKOTO OJHOYACHO i3 CHINEHAdiTOM He PEKOMEHIYETHCsH, AMB. PO
«Oco0nuBOCTI 3aCTOCYBAHHAN).

3 MeTOI0 MiHiMi3allii MOXIHBOTO PO3BHTKY MOCTYpPAIBHO! IiMIOTEH31l y MAllieHTiB, SIKi 3aCTOCOBYIOTH
GokaTopu o-afpeHOpenenTopis, iX cram MOTPiGHO cTabimizyBaTh 3a MOMOMOIOK GIIOKATOPIB G-
aZJpEHOPELIENTOPIB /10 MOYATKY 3aCTOCOBYBaHHS cuifeHadiny. TakoX il PO3TISHYTH MOXIIMBICTE
3aCTOCYBaHHS MOYATKOBOI 103U 25 Mr (JuB. po3ainu «OcoGauBOCTI 3aCTOCYBaHHA» Ta «B3aeMoid 3
IHIMMH JTiKapCHKUMHU 3aCO00aMU Ta iHIIi BUIM B3aEMOIiiy ).

Jimu.

Ipeniapar He nokasanuit 1o 3acTocyBaHHs ocobam BikoM 10 18 pokie.

Hepeoosysarnn.

Y XoAl KIHIYHHX JOCHIKEHb 3 y4acTio J0GpOBOMBLIB IiJ Yac 3aCTOCYBAHHS pa3oBoi 103u
cunpenadiny no 800 Mr noGiumi peaxmii Gynu momiGHEME [0 THX, WO criocTepiranicss npH
3aCTOCYBaHHI cuifeHadiny y HIDKYHX 103aX, ale BUHUKATM yacTilte Ta Oyid GUIBII TSXKUMA.
3actocoByBanus cmigeHadiny y mo3i 200 Mr He NPH3BOMMIO AO IIiABHINEHHS edeKTUBHOCTI, ase
CIPH4MHANIO 3POCTAHHA KiNBKOCTI BHMNA[KiB PO3BUTKY NOGIYHMX peakuiii (CONOBHOrO GO,
NPUILTHBIB, 3aIIAMOPOYEHEHS, NUCIENC, 3aK1aeHOCTi HOCa, OpyYIIeHs 3 GOKY OpraHiB 30py).

Q/' YaromkeHo 3 matepianamu ’f/ .
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V pasi nepefosyBaHHs NpH HEOOXiAHOCTI CTiZ BAaBaTCs A0 3BUYAMHMX MIATPUMYHOUMX 3aXOMiB.
[Ipuckopenns kiipeHcy cunaeHadiny npu reMozianisi ManodMoOBipHE BHACTIOK BHCOKOTO CTYIIEHS
3B’s13yBaHHs Npenapary 3 Gilkamu mna3Mu KpoBi Ta BiACyTHOCTI eniminauii cunaenadiny i3 ceuero.

Ilo6iuni peaxuii.

ITpodine Gesmexu mpenapaty cunaeHadiny Ga3yeTbcs HA JAHMX, OTPMMAHHUX Y XoAi 74 moABiiHUX
CNnMX MIanebo-KOHTPONBOBAHMX KIHIYHMX Jocmikens (9570 maunientis). Haituactimumu
NOGIYHAMHE peaKIisMu, Ipo sKi MOBIJOMISIN y KIIHIYHMX AOCTIIKEHHSX cepeX MAIlicHTiB, SKi
npuiivanu cunaeHadin, Oynm ronoBHui Ginbk, NPUILTHBY, AWCIENCis, 3aKnajeHicTh Hoca, Ginmb y
CIVHi, 3a0aMOPOYEHHs, HYNOTa, NOPYIICHHS 30Dy, LIAHONCIA Ta 3aTyMaHeHHS 30py. IHdopmaris
Moo MOOIYHMX peakuif y pamkax MDOCTMAPKETHHTOBOTO —CIIOCTEPEXEHHS 3aCTOCYBAHHS
cunaeradiny 6yna 3i6pana npotsrom Ginbie 10 pokis.

Ockinbky 3asBHUKOBI IOBiTOMIANOCS He Npo Bei moGiui peakuii Ta He Bei moGiumi peakuii Gymu
BKJIIOUEH] B 0a3y JaHMX 3 Ge3leky, YacToTa TakuX Peakiliii He Moxe OyTH JOCTOBIPHO BU3HAUCHA.
Hrxye Bkasadi Bei kniHigHO BakinuBi MOGIuHi peakuii, AKi Mamyu Micue y KIiHIYHAX JOCTHIKEHHSX
Ipu 4acToTi mosBu Ginmbire, Hix nmpu mpuifomi miane6o, 3a CHCTEMaMH OpPraHi3My Ta 4acTOTOIO:
nyxe 1acto (21/10), gacto (=1/100, <1/10), rewacro (>1/1000, <1/100), pizko (>1/10000, <1/1000).
Takox BKMOYEHa 4acTOTA MOSBM KIiHIYHO BaXIMBUX MOOIYHEX peakIii, mpo SKi MOBIIOMISIIH 3
IIOCTMAapKETUHIOBOTO JOCBiAY K HEBiZIOMI.

Y xoxHiHl rpymi 3a gacToToro noGiusi edexTy 3a3HadeHi y HOPAKY 3MEHIICHHS [POSBIB.

Inghexyitini ma ineazueni 3axeopioanus

Heuacro: punir.

3 boxy imynnoi cucmemu

HegacTo: rinepyyTiauBicTs.

3 6oky Hepsosoi cucmemu

Jyxe 4acTo: roloBHui Gilb.

YacTo: 3aramopodeHHs.

Heuacro: connuBicTs, rinmecresis.

Piztxo: incynsT, TpaH3uTOpHa imeMivHa aTaka, CyioMu*, pEIHAMBH CYIOM*, CHHKOIIE.

3 6oxy opeanie 30py

HacTo: nopymenHs COpuAHATTA KONbOpY**, posiiaau 30py, 3aTyMaHeHHS 30py.

Heuacto: posmamu cnwozoBumineHns***, Gims B ovax, ¢orodobis, doTomcis, rimepemis oueii,
SCKPAaBiCTh 30pY, KOH FOHKTHBIT.

Pinko: meaprepianbHa nepenHs ilemidHa HelpomaTia 30poBOTO HepBa*, OKIIO3if CYAMH CITKIBKH*,
PeTHHANBHUN KPOBOBUIIMB, ApTEPiOCKIEPOTHYHA PETHUHONATIS, NMOPYLIEHHS 3 OOKY CiTKiBKH,
rIIayKkoMa, JeQEeKTH Mo 30Dy, AUIUIONIs, 3HHKEHHA [OCTPOTH 30PY, MiOMHis, ACTEHOIs, IIaBayi
NOMYTHIHHA CKIOBMHOTO TiNla, MOPYIIECHHS 3 GOKy paiiayxHoi 060MOHKH, Mifpias, MOSBA CAIOUMX
KPYTiB HABKOJIO JKEpENa CRITIA (rayio) y Mo 30py, HaGpsK ouell, IPUITYXITicTs Ouelf, MOPYIIEHHS 3
Goky oueil, rimepemis KOH’IOHKTHBH, IIOAPA3HEHHs OUel, aHOMaNbHi BIIUYTTA B 04aX, HAOPSK MOBIK,
3HeOAPBIICHHS CKIIEPH.

3 6oxy opeamnis cryxy ma secmubynsiprozo anapamy

HeuyacTto: 3anamopouenHs, A3BiH Y ByxaXx.

Pinko: riyxorta.

3 boxy cepys

HedgacTo: Taxixapais, MOoCHICHe CEpeOUTTS.

Pinko: panrtoBa cepueBa cmepTh*, iHQapkT Miokapma, UUTyHOUKOBa apuTMis*, QiGpmLis
HIepeCepAb, HeCTAOlIbHA CTEHOKAPAisL.

3 60ky cyoun

YacTo: npuauBu KpoBi A0 0GIUYYSL, IIPHUIIKBY.

Heuacro: rineprensis, rimorensis.

3 6oxy pecnipamoproi cucmemuy, 2pyOHoi KiimKku ma cepedocminns

YacTo: 3aknageHicTs HOCA.

Heuacto: HOCOBa KpoBOTEUa, 3aKIAAEHICTh IPUAATKOBHX MA3yX HOCA.

@/ Y3rogxeHo 3 MaTepianamu
L

PeecTpauiinHoro gocke




Pigxo: Bim4yTTs CTUCHEHHS Y ropii, HaGpsK cIM30BOi 000JIOHKU HOCA, CYXiCTh y HOCH.

3 60Ky WINYHK0BO-KUUIKOBO20 MPAKMY

YacTo: HyROTa, AUCHEICIA.

Heuacto: ractpoe3odareansHa pedrokcHa xBopoda, OmoBauus, Gine y BepXHill yacTuHI KHMBOTA,
CYXICTh y pOTI.

Pigxo: rimecresis poTOBOI HOPOXKHUHM.

3 6oy wikipu ma niOWIKIpHOT MKAHUNY

Heuacro: Bucumnanss.

Pinxo: cungpom CriBeHca-JxoHcoHa*, TOKCHUHMH ermifepMaibHUi HEKpOoTis*,

3 6oy onopro-pyx06020 anapamy ma CHOLYYHOI MKAHUHY

Heuwacto: mianris, 6ins y kiHIiBKax.

3 boky ceuogudinbroi cucmemu

Heuwacto: remarypis.

3 boky penpodykmusHOi cucmemu ma MONOYHUX 3G/103

Pinxo: kpoBoTeua 3i cTaTeBoro uneHa, npiamism*, reMarocnepmis, MOKOBKEHA €PEKITis.

3azanvni poznaou ma peakyii' y micyi 66edenns

Heuacro: 6inp y rpynsx, MifABHIIEHa CTOMIIIOBAHICTE, BITUYyTTS xXapy.

Pinko: moapasuenus.

Ob6cmedicenns

HeuacTo: migBHINeHa YacTOTa CEPIIEBUX CKOPOUEHE.

* TToBimOMIIAIH JIMIIE HiZ 9ac AOCI/UKEHHS TC/IsT BAXOALY TIpeHapaTy Ha PHHOK.

** [lopymieHHs CIPURHATTS KOIBOPY: XJIOPOIICis, XpPOMATOIICIS, HiaHOICis, EpUTPOIICis, KCAHTOMCIS.

*4% TlopymIeHHs CIBO30BUIUICHHS: CYXICTh B Ouax, MOPYLIEHHS CIbO30BUAUICHHS Ta ITiABHILECHHS
CIIBO30BUIIICHHS.

HuxuesasHadeHi fBuila crnoctepiramics y < 2 % mauieHTiB y XOAi KOHTPOIBOBAHMX KIIHIYHUX
JOCTi/KEHb; MPUYMHHKE B32€MO3B’SI30K He BU3HaueHMid. IT0BiOMJIEHHS BKIIOYANH SBHINA, IO
Mand BipOTifHWH 3B’430K i3 3aCTOCYBaHHSM Ipemapary. SIBuuia, sxi He GyiM 3a3HAUeHi, Gyiu
JIETKMMM Ta TIOBIXOMIIEHHS OYJIH y)Ke HETOYHUMH, 100 MATH 3HAYCHHS.

3azanoni. Habpsx obmuys, peakuil GoTouyTauBocTi, WOK, acTenis, 6iib, pantoBe najinus, Ginb y
JKHBOTI, paNTOBE MOLIKOIKEHHS.

3 boxy cepyeso-cyounnoi cucmemu: CTeHOKapzis, AV-0rokaaa, Mirpedb, MOCTYpalbHa TilOTEH3Is,
imemis miokapna, TpomG03 CyIMH TOJOBHOYO MO3KY, DanToBa 3YNMHKA CEPHUA, HOpPYIICHHS
pesynsrartiB Ha EKT', kapaiomionaris.

3 60Ky ulLyHK060-KUWK08020 MpaKmy:. TIOCHT, KOJIT, qucdarist, racTpur, racTpoeHTepHUT, e30darir,
CTOMATHUT, MOPYIIEHHS Pe3yIbTaTiB MEUiHKOBUX PO, peKTaabHa KPOBOTEYA, TiHTIBIT.

3 boky cucmemu kposi ma nim@pamuunoi cucmemu.; aHeMis, TeHKONEHis.

Posnaou memabonismy ma xapuyeanwus: cmpara, HaOpsK, nomgarpa, HecTabinpHME niaGer,
rinepriikemis, nepudepudni HabpsKu, rinepypuKeMis, rinoriikemis, rinepHaTpiemis.

3 Goxy cxenemno-m’a3060i cucmemu. apTPUT, apTPO3, POPUB CyXOXUILIS, TEHOCHHOBIT, Gillb y
KICTKaX, MiaCTeHis, CHHOBIT.

3 6oxy nepsoeoi cucmemu. aTakcis, HEBpanris, HEHPONATIS, APECTe3is, TPEMOP, BEPTHTO, NETPECis,
Oe3CcoHHs1, aHOMANbHI CHOBHIIHHS, 3HIKEHHS pedIIeKciB.

3 6oxy OuxanvHoi cucmemu: acT™a, MUCIHOE, JAPUHTIT, DApUHTIT, CUHYCHT, GPOHXIT, MOCHIEHe
CIIMHOBUIINCHHS, IOCHICHHS KAIILTIO,

3 boxy wiipu: KponHB’sHKa, TepIec, CBepOiX, MITIMUBICTh, BUPA3KK UIKipH, KOHTAKTHHUI JepMATHT,
excomiaTuBHUIM EepMATHT.

Cneyugiuni ¢iouymms: pantose 3HMXEHHA abo BTpaTa Cilyxy, O6ilb y ByXaX, KPOBOBUIHB y OKO,
KaTapaKTa, CYXiCTb B O4ax.
3 Goxy ypozewimanbnoi cucmemu: UMCTHT, HIKTYpid, NifBUINCHA YACTOTA CEYOBHIIYCKAHD,

30iIBIIEHHS MOJIOYHUX 3aJ103, HETPUMAHHS Cedl, IOPYLICHHS eSKyIAMil, HaGPAK CTATEBUX OPraHis,
aHoprasmis.

,gocm,g 3aCTOCYBAHHS WIC/Is BHXONY HA PHHOK. 3a3HA4YEHi HIDKYE noGiuni peaxuii Oyu ansnem

TC/Is BUXO/y Tpenapary Ha puHOK. OCKiIbKY po Taki noGiuni pea 911 T10B1 TOMJTST
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Ta TOBIJOMIECHHS HAIXOIATh Bif WONYJSUil HEBCTAHOBIEHOI KiJIBLKOCTI, HE 3aBXOX MOYKHA
JIOCTOBIPHO OL[IHUTH IX YaCTOTy Ta BCTAHOBMTH IPUYMHHAN 3B’A30K 13 €KCHO3HUIIIEIO HKapChKOTo
3aco0y. Lli saBuma Oymu 3a3HaueHi Ak yepe3 IX ceplo3HiCTh, 4ACTOTY MOBiAOMIEHHS, BiACYTHICTH
YiTKOTO aJIFTEPHATUBHOTO 3B’ 3Ky, TaK 1 Yepe3 KoMOiHaIli1o nux GaKTopis.

Cepyeeo-cyounni ma yepebposackynsipui sguiya. IToBimoMIsiu mpo cepio3Hi CepUEBO-CyAMHHI,
uepeOpoBacKylnaApHi Ta Cy[UHHI SBMINA, BKIIOYAIOYHM [epeOpPOBACKYNAPHY  KpOBOTEuy,
cyOapaxHOIZalpHY Ta BHYTPIlIHBOLEPEOpaNbHY KpOBOTEYY 1 JIEF€HEBY KPOBOTEWY, WO OyiIH
HOB’s13aHi y 4aci 3 3acTocyBaHHsAM cuiaeHadiny. BinpwicTs mauientis, ane He Bci, Manu icHyroui
daxTopu cepLEeBo-CyqMHHOro pusuky. [ToBizomisim, mo GaraTo 3 MuX SBMIL BUHHUKIH I 4ac abo
Oflpa3y MiCls CTATEBOI AKTMBHOCTI, TA JCKiNbKa SBUI BHHUKIH OXpasy IIiJ{ 4ac 3aCTOCYBAaHHS
cungeHadiny 6e3 craTeBoi akTUBHOCTI. [HII sIBUINA BUHUK/IM IPOTATOM HACTYIHHX rOOWH aGo NHIB
micis 3acTocyBaHHA cuiieHadiny Ta crateBoi akTMBHOCTI. HEMOMIMBO BCTAHOBHTH, UM MalOTh Ili
SBUINA TIPSIMHUM 3B’430K i3 3aCTOCYBaHHSIM MpEMapary, 31 CTATEBOXO AKTUBHICTIO, i3 HASBHUMH
(axTopamu pusMKy uu 3 KoMGiHanieO 1UX HaKTOpiB, UK 3 IHIIUMH GAKTOPAMH.

Kposonocna ma  nimgpamuyna cucmemu: Ba3oOKMIO3UBHMA Kpu3. Y HEBETMKOMY 3aBYACHO
NPUNIMHEHOMY JOCII/DKEHHI 3aCTOCyBaHHS InpemapaTy Pepamuo (cuingeHadin) mms mamieHTiB i3
JIETEHEBOIO ApTEPIATBHOIO TiNEepTeH3i€l0, BTOPUHHOKI MIOAO CEPHONONIGHOKIITHHEOI aHeMii, mpu
3acTocyBanHi cunaeHadiny mpo po3BUTOK Ba300KIIO3MBHUX KPH3iB, MO HOTpeGyBaIy rocmiTamizanii,
IOBIIOMIISIIM YacCTille, HK TPH 3acTOCOBYBaHHI miane6o. Kniniune snauenns uiel indopmanii mis
TNAIEHTIB, AKi 3aCTOCOBYIOTh CHIZeHadinl 3 MeTOW JiKyBaHHS epeKTHIBHOI auchyHKIi, €
HEBiTOMHM.

Hepeoea cucmema: TpUBOXKHICTE, TPaH3UTOPHA NII00AIBHA aMHE3IS.

Creyugiuni giowymma.

Cuyx. TloBigomusanocs mpo BUIAJK{ PANTOBOrO 3HIKEHHs a00 BTPATH COyXy, NMOB’A3aHi y vaci i3
3aCTOCYBaHHAM cunjieHadiny. Y Desxux BHmagxax HOBiOMIISIIOCS PO HAABHICTH MEAMYHMX CTAaHIB
Ta iHmux (axTopiB, IO MOIMHM BifirpaTé poib y PO3BHTKY MOGIYHEX peakuiit 3 Goky ciyxy. ¥V
Gararbox BHmankax iHdopmamis IOZO NOJANBLIOTO MEIMYHOTO CHOCTEPEIKEHHS BiICYTHA.
Buznaunty, um ni sBua npsAmo mos’a3ani i3 3acrocysanHam cunnenadiny, 3 HasBHMME BaKTOpamMu
PH3HUKY BTpATH CIIyXy, 3 KOMGiHANi€I0 MUX (HAaKTOpiB UM 3 iHIMME GaKTOpamMu, HEMOXKIIHBO.

3ip: TMMYacoBa BTpaTa 30py, MOYEPBOHIHHA OYel, Ie4is B 0uax, IMiABUIICHHA BHYTPIIHBOOYHOTO
THCKY, HaOpAK CiTKiBKH, CYIMHHi 3aXBOPIOBaHHH CiTKiBKM a60 KpoBOTEYa, BiJIIApyBaHHS
CKJIOMOAIGHOI'O Tia.

Ilicns Buxony mpemapaTy Ha PMHOK PiKO NMOBIOMIISIIM PO BUMAJAKH HEAPTEPianbHOI [epeaHbol
imemiunoi Helfpomnartii 30pOBOTO HepBa, WO € NPUYNHOK 3HIDKEHHS 30pY, BKIIOYAIOUM TOCTIHHY
BTpaTy 30py, fAKi Oynm moB’si3adi y vaci ‘3 3acrocysaHHsM iHribitopis ®JIE-5, Brimouarouw
cunieradin. barato 3 nauientis, ane He Bei, Many HasBHI aHaTOMiuHi 260 CynMHHI paKTOpH PH3HKY
PO3BUTKY HeapTepianbHOi mepenupoi imemiuHol Heifponartii 30poBOro Hepsa, BKIIOYAIOUH (aje
HEOOOB’SI3KOBO OOMEXYIOUHCh) TaKi: HH3BKE CHIBBIJHOINEHHS OiaMeTpy eKCKaBallii Ta IHCKY
30pOBOr0 HepBa (3acTifHMHM MMCK 30pOBOTO Hepsa), BiK Oimeme 50 pokis, rimeprensis,
3aXBOPIOBAHHA KOPOHApHMX apTepilf, rimepniminemis Ta namimns. HeMoXIMBO BH3HAUMTH, uM Iii
SBUILA IPSIMO OB’ A3aHi i3 3acTocyBaHHAM iHriGiTopiB ®JIE-5, un 3 HAsABHUMM aHATOMIYHMMHU abo
CyNuHHMMY (GaKTOpaMu PU3KKY, Yu 3 KOMOIHAIi€0 X BCiX GakTopis, uu 3 iHIIEME haKTopamu.
IToBiJoOMIICHHS TIPO I1i/103proBani moGiuHi peakiii

Iosinomnernns npo noGiuni peaxnii micist peectpauii nikapcskoro 3aco6y Mae BaIHBE 3HAUCHHS.
e nae 3Mory mpoBOAWTH MOHITOPHMHI CIIiBBiAHOLIEHHS KOPUCTH/PH3MK HPH 3aCTOCYBAHHI LHOrO
JKApCHKOro 3aco0y. Meauuuum Ta (apManeBTUYHMM IIPAIliBHHKAM, a TAKOXK MALNEHTaM abo ix
3aKOHHHM [PEICTaBHUKAM CJIiJl IOBiMOMJISITH NIPO yCi BUMAAKYU [iZ03PIOBAHKX NOGIYHUX peakwiii Ta
BiICYTHOCTI €)eKTUBHOCTI Nikapchkoro 3acofy uepes ABTOMATH30BaHY iH(OpMALLiitHy CHCTEMY 3
dbapmakonarmany 3a mocunanssm: https:/aisf.dec.gov.ua.

Tepmin npuoamnocmi.
Hns 0o3ysanus 25 m2: 2 poku.
Hna oozysanus 50 me ma 100 me: 3 poxu.
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VmMoBu 30epiranns.
36epiratu npu temnepatypi He Buuie 30 °C B opuriHaNbHIN yIaKoBLi Ais 3aXMCTY Bif Iii BOJOTH.

30epiraTi B HEAOCTYIHOMY AJIS JiTel micii.

Ynakosxa.

ITo 1 Tabnerwi y 6mictepi; o 1 abo no 2 Grictepy y KapTOHHIH KOPOOIT.

ITo 4 Tabnerxu y 6xicTepi; mo 1 abo mo 2, abo no 3 Gnictepu y KapTOHHIM KOpOOIL.

Kareropis Bignycky. 3a pementom.

Bupoonuk.
KPKA, n.11., HoBo Mecto, Cnosenis/KRKA, d.d., Novo mesto, Slovenia.

Micne3naxoaKeHHSI BUPOOHMKA Ta afpeca Micusg NPOBAIKeHH: HOro AigabHOCTI.
MImap’emka uecra 6, 8501 HoBo mecto, Cnosenisi/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.

JlaTa OCTAHHEOTO EPerJIsIy.
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