IHCTPYKIIA
JJIS1 MEIUYHOT0 3aCTOCYBAHHS JIKAPCHKOI0 3aC00y

BIATPA®
(VIAGRA®)

Cknao:

dioya pevoguna. cunaeHadi;

1 Tabnerka mictuth 70,225 Mr cunaeHadiny UUTpary, o ekBiBaieHTHO 50 Mr cunaeHadity;

1 Tabnerka mictuth 140,450 mr cungenadiny murpary, mo ekBiBajgentHo 100 mr cunneHadiny;

00NOMIDICHI peyoguHU: TIETI0I03a MIKPOKPUCTANIIYHA; KaNblIiio rigpodocdat 0€3BOHUIT; HATPIIO KPOCKapMeso3a;
marHiro creapar; Opadry® 6makutauii (OY-LS-20921): rimpomMernosa; JakTo3a, MOHOTIIPAT; TIIIEPOJI TPHALIETAT;
tutany giokcun (E 171); innurokapMiny amOMiHI€EBUN JTaK

(E 132); Opadry® nposzopwii (YS-2-19114-A): rinpomenosa; TIilepoI TpHareTar.

Jlikapcbka ¢gopma. TabneTkn, BKPHUTI TUTIBKOBOIO 000JIOHKOIO.

OcnosHi hizuxo-ximiuni enacmusocmi. TAOIETKU, BKPUTI IJIIBKOBOIO 000JIOHKOIO OJIAKUTHOTO KOJIBOPY, Y hopmi
JiaMaHTy, i3 32a0KPYTICHUMH KpasiMu, 3 TUCHEHHsM «Pfizer» 3 ogHOTO OOKY Ta, BiAMOBIAHO 10 n103yBaHH:, « VGR
50» a6o «VGR 100» — 3 inmoro.

dapmakoTepaneBTHYHA rpyna. 3acodu, 1110 3aCTOCOBYIOTHCS MPH epeKTHIbHIN nucynkuii. Cungenadin. Koa
ATX G04B EO03.

Dapmakonoziuni e1acmueocmi.

Dapmaroounamika.

Mexani3m aii. Cunnenadin € mpenapaToM AJis IEpOPATLHOTO 3aCTOCYBAHHS, IPU3HAYCHUM IS JTIKYBaHHS
epektunbHOI quchyHKIii. [Ipu cexcyansHoMy 30yIKEHHI penapat BiTHOBIIOE 3HIKEHY €PEKTHIIbHY (PYHKIIIIO
[UISIXOM TTOCHJICHHSI IIPUTOKY KPOBI 0 TEHica.

di3ioa0riuHUN MeXaHi3M, 1110 3yMOBIIIO€ €pPEKIIiI0, BKIIIOUAE BUBIIbHEHHS OKcuy a30Ty (NO) y KaBepHO3HHX Tijax
ITiJ] 9aC CEKCYaTbHOTro 30yKeHHs. BUBITbHEHUI OKCHT a30Ty aKTUBYE (DEPMEHT Tr'yaHUIATIIKIA3Y, [0 CTUMYJTIOE
MiBUIICHHS PIBHS IUKIIYHOTO TyaHo3uHMOHOochary (ul MD), 1o, y cBOO uepry, BUKIUKA€E PO3CIa0IeHHS
TJIA/IKOT MYCKYJIATYPH KaBE€PHO3HUX TiJI, CIPUSIOYH IPUTOKY KPOBI.

Cunnenadin € HOTyKHUM Ta ceIeKTUBHUM iHTi6iTOpoM ul M®-cnenmdiunoi pocdoaiecrepasu 5 (PLES) y
KaBepHO3HUX Tinax, e ®JIES Bignosinae 3a posnax ul M®. Edextn cunnenadiny Ha epexIiiro MaoTh
nepudepuyHuii xapakrep. CunaeHadin He YUHUTH Oe3MOoCcepeIHbOT peslakCyroUoi JIii Ha 130/1b0BaH1 KaBepHO3HI Tijla
JIOJIMHU, aJie TIOTY>KHO MOCWITIOE po3ciadmiorouy airo NO Ha gany TkanuHy. [Ipu aktuBariii MeTaboIIqyHOTO IUISAXY
NO/ulI'M®, 110 Bin0yBa€eThCs MPU CEKCYallbHINM CTUMYIISAIIT, iHr10yBaHHs cunaenadinom OJIES npusBoauTs 10
nigumeHas piBas 1l M@ y kaBepHO3HHX Tiax. TakuM 4uHOM, /IS TOTO, 00 cruiaeHad i BUKINKAB MOTPiOHUI
dapmakonoriuauii eext, HeoOXiHE ceKcyallbHe 30y IKEHHS.

BB Ha dapmakonmHamiky./[ocipKeHHS in Vitro TIPOAEMOHCTPYBAIH, IO CHIIIEHA(IT € CEIICKTHBHHIM [0
@®JIES, mo 6epe akTuBHY y4acTh y npotueci epekiii. Epext cunnenadiny na @J[ES noTykHimmii, HiX HA 1HII
BinoMi pochomiectepasu. Leit egexr y 10 pasiB moTyxuimmii, Hix epext Ha @JIE6, mo 6epe yyacTs y nmporecax
doroneperBopeHHs y citkiBil. [Ipu 3acTocyBaHHI MaKCHUMaIbHUX PEKOMEHIOBAHUX J03 CEJICKTUBHICTh
cunenadiny 1o ®JIES y 80 pasis nepesurrye ioro cenektuHicTh 10 OJIE1, y 700 pasis Buma, Hixk 10 OJIE2,
OJIE3, ®/IE4, DAE7, ®JAES, ®JIE9, ®JIE10 ta ®JIE11. 30kpema, cenektuBHicTh cunaeHadiny no GES y 4000
pa3iB mepeBuIye oro celeKTuBHICTh 10 DJIE3 — nAM®-crienndiunoi i3odpopmu pocdomiecrepasu, mo depe
y4acTh Yy peryJisiii cepreBoi CKOPOTIMBOCTI.

Dapmakoxinemuxa.

Abcopbuis. Cungenadin mBuako abcopOyeTbes. MakcuManbHi IU1a3MOBI KOHLEHTpAIlii penapary J0CAraroThes
npotsirom 30-120 xBuiwuH (i3 MeniaHoro 60 XBUIMH) IMicIs HOTO MEpPOpaIbHOTO 3acToCyBaHHs HaTiie. Cepeans
a0cooTHa 610JOCTYITHICTb MICHIS NEPOPATBHOTO 3aCTOCYBaHHs CTaHOBUTH 41 % (3 lana3oHOM 3Ha4YeHb BiJ 25

10 63 %). YV pexomenmoBanomy miama3oni 103 (Bix 25 go 100 mr) mokasauku AUC Ta Gy cuaeHadury micis
HOT0 MepopaibHOTO 3aCTOCYBAaHHSI ITiABUIYIOTHCS TIPOMIOPLIHHO 10 JO3H.




[Tpu 3actocyBanHi cunaeHadiTy i 9ac IpuiioMy iXKi CTyIiHb aOcopOLii 3HIKY€EThCA 13 CepeIHIM MOIOBKEHHIM T
max 10 60 XBWINH 1 cepeHiM 3HIKEHHIM Cpyax Ha 29 %.

Posnonin. Cepenniii piBHOBaXXHUN 00’ €M po3noiny (Vg) ctanoButh 105 miTpiR, 110 CBIAYUTH PO PO3MOILT
npernapaTty B TKaHHHAX oprafizmy. [licist oJHOKpaTHOTO epOPANLHOTO 3aCTOCYBaHHA cuieHadiny B 1031 100 mr
cepeiHs MaKCUMallbHa 3arajibHa IJ1a3MOBa KOHIIEHTpaLlis cCuiAeHadTy CTaHOBUTh pubau3Ho 440 Hr/mi
(xoedimient Bapiarii craHoBUTE 40 %). OCKUTbKH 3B’ sI3yBaHHS criieHadTy Ta HOro roloBHOro N-IeCMeTHII-
MeTabomiTy 3 Oikamu 1a3Mu aocsirae 96 %, cepeHs MakcMMallbHa TUIa3MOBa KOHIIEHTpallis BUTLHOTO
cwineHadiny gocsrae 18 ur/mut (38 amons). CTyniab 3B’ A3yBaHHS 3 OUTKaMU IUIa3MH HE 3aJICKUTH BiJ] 3aTajIbHUX
KOHIIEHTpallii cuiiaeHadiy.

VY 310poBUX JOOPOBOJIBIIIB, SIKi 3aCTOCOBYBaIH cHuieHadin ogHoKpaTHO B 1031 100 Mr, yepe3 90 xBUIMH B
esKyJaTi Bu3Havyanocs mexue 0,0002 % (B cepennboMy 188 Hr) 3acTocoBaHOi 103H.
biorpancdopmartis.MeTabo:mi3m criaeHad Ty 3MiHCHIOETHCS TOJIOBHUM YHHOM 32 YYaCTIO MIKPOCOMAITBHUX
130¢epmentiB nevinku CYP3A4 (ronosuuit muisax) Ta CYP2C9 (npyropsaauii nuisx). I'ogoBHUN HHPKYITIOI0OYHNA
METa0OJIT YTBOPIOETHCS IUISIXOM N-eMeTritoBaHHs cuieHadiny. CenektuBHicTh MeTadoumity BimHOocHO DJIES
MOPIBHSHHA 3 CEJICKTUBHICTIO cHieHadiTy, a aKTUBHICTh MeTa0omiTy BimHocHO DJIES cTaHOBUTH MPUOIU3HO

50 % akTUBHOCTI BUXiJHOI pedoBUHU. [11a3MOBI KOHIIEHTpAIIiT IIFOTO META0OIITY CTAaHOBIATH pUOIM3HO 40 %
KOHIEHTpallli cunaeHadiny y mia3mi Kposi. N-IeMeTUILOBaHHM MEeTa0O0IT 3a3Ha€ MOAAIBIIOT0 MEeTaboIi3My, a
nepio1 KOro HaIIBBUBEICHHS CTAHOBUTH NMPUOIM3HO 4 TOJIMHHU.

Eniminattis.3aransHuii KJipeHc cuiieHaduy ctaHoBUTh 41 1/To1, 3yMOBIIIOIOUH MEepio]] HOTro HalliBBUBEICHHS
TPUBAIICTIO 3-5 ToAMH. fIK Miciis NepOpaIbHOro, TaK 1 MIC/sI BHYTPIIIHBOBEHHOTO 3aCTOCYBAHHSI €KCKPELIis
cuneHad Ty y BUTIISAI METaOOMITIB 3IHCHIOETHCS TOJIOBHUM YMHOM 13 KaioM (mpubnusHo 80 % BBeaeHOT
NepOpaIbHOI 1031) Ta MEHIIIOK MIpoo 3 ceueto (mpubnusHo 13 % BBeneHOI nepopalibHOT 103H).
Dapmaxokinemuxa y 0cooIueux epyn nayieHmis.

[NarieHTH JITHHOTO BiKY.Y 30POBUX JOOPOBOJIBIIB JIITHHOTO BiKYy (BIKOM Bij 65 pOKiB) Bil3HAYANIOCs 3HMKEHHS
KIIIpeHCy cuieHadiny, o 3yMOBIIOBAJIO MiABUIICHHS I1a3MOBUX KOHIICHTpAIlii cuiaeHadiny Ta HOro akTHBHOTO
N-nemeTunboBaHOro MeTadboIiTy mpubian3Ho Ha 90 % nopiBHSAHO 3 BIANOBIIHUMU KOHIIEHTPALISIMU Y 3I0POBUX
J0OPOBOJIBINB MOJOAIIOrO Biky (18-45 pOKiB)|V 3B’SI3KY 13 BIKOBUMHM BiIMIHHOCTSAMHU V 3B’ A3yBaHHI 3 6inKa1\Jm
BIJIMTOBITHE ITiBUIIICHHS IJIA3MOBO1 KOHIIEHTPAIii BUTEHOTO CHIIICHA(D1TY CTAaHOBWIIO TIPUOTH3HO
40 %.

HupxoBa He1oCTaTHICTD. Y A0OPOBOJIBLIB 13 MOPYLIEHHIMH (YHKIIIi HUPOK JIETKOTO Ta OMIPHOT'O CTYIIEHS
(xmipenc kpeatuniny 30-80 Mi/xB) hapmakokiHeTHKa cuiiaeHadTy 3aiauiaiacs He3MIHEHOO MicHs Horo
OJIHOKPATHOTO TepopaibHOro 3actocyBanHs y 1031 50 mr. Cepenni AUC Ta Gy ax N-1€eMeTUIIOBAaHOTO META00IIITY
nigBuiryBaiucs Ha 126 % ta 73 % BiAMOBIAHO MOPIBHSHO 3 TAKUMH MOKa3HUKAMHU Y JOOPOBOJIBIIIB TAKOTO XK BIKY
0e3 mopymens QyHKIIT HUpoK. OIHAK Yepe3 BUCOKY 1HIHMBITyalbHy BapiaOelbHICTh i BiAMIHHOCTI HEe OyJIH
CTaTUCTUYHO 3HAUYIIUMHU. Y T0OPOBOJIBLIB 13 TSHKKMMHU HOPYIIEHHAMH (PYHKIIT HUPOK (KJIIpEeHC KpeaTUHIHY
Hiwk4e 30 MI/XB) KITipeHC cuiieHadiry 3HIDKYBABCS, IO MPU3BOAMIO 10 cepenHix miaBuiierb AUC Ta fax Ha
100 % Ta 88 % BiANOBIAHO MOPIBHAHO 13 JOOPOBOJIBISIMU TAKOTO K BiKy 0€3 nopyieHb QyHkKIii Hupok. Kpim
toro, 3HaueHHd AUC Ta Cpax N-IeMeTHIL0BAaHOTO META00MITY 3HaUYyIIE TiaBuIyBaiucs Ha 79 % ta 200 %
BIJIIIOBITHO.

[leuiHKOBa HEJIOCTATHICTE. Y TOOPOBOJIBIIIB 13 IIMPO30M MEUIHKH JIETKOTO Ta MOMipHOTO cTyneHs (kinaciB A ta B 3a
knacudikamiero Yaiinaa-I110) kiipenc cunaeHadiny 3uuxkyBascs, mio npussoauio no nigsumienas AUC (84 %) ta
Cmax (47 %) mopiBHSHO 3 TOOPOBOJIBISIMHA TAKOTO K BiKy 0€3 mopymens QyHKIiH nevinkn. @apMakoKiHETHKA
cuneHad Ty y MalieHTIiB i3 MOPYIIeHHAMHU (QYHKIIIH TEUiHKH TSHXKKOTO CTYIICHSI HE BUBYAJAC.

KutiHivyHI XapaKTepUCTHKH.

Ilokazannusa.

I[penapat Biarpd® pekoMeHIy€eThCs 3aCTOCOBYBATH YOJIOBIKaM i3 €pEKTHIBHOIO AUC(YHKIIE, SIKa BH3HAYAETHCS
SIK HE3JIaTHICTh JOCITTH a00 MIATPUMATH €PEKIIII0 CTATEBOTO WICHA, HEOOXITHY JJIsl yCHIIIHOTO CTATEBOTO aAKTY.
Jns ebextrBHOI ail mpenapaTy Biarp® motpibHe cexcyaibHe 30YKCHHS.

Ilpomunokaszanns.
— [ligBuIlIeHa Yy TAUBICTH 10 aKTUBHOI pEYOBUHU a00 OY/Ib-KO1 3 TOMIOMIXXHUX PEYOBUH IIpemnapary.



— OtHOYacHE 3aCTOCYBAHHS 13 IOHOPAMHU OKCHUJY a30Ty (TaKUMHM K aMUTHITPUT) a0o HiTpaTaMu y OyIb-aKiil hopmi
MIPOTUTIOKA3aHe, OCKUTBLKH BiJIOMO, 1110 CHIZACHA]LI Ma€e BIUIMB Ha IUISTXH META00I3My OKCHITY a30TY/ITUKIIYHOTO
ryaHo3uaMoHodocdarty (ul M®D) Ta mOTEHIIiI0€ TIMOTEeH3UBHUHN ePEeKT HITPaTIB.

— CraHu, IpH SIKMX HE PEKOMEH/I0BaHa CEKCyalbHa aKTUBHICTD (HANIPHUKIIA, TSHKKI CEpIIeBO-CYANHHI pO3IIaH,

Taki K HecTaOlnbHA CTEHOKap/Iis abo ceplieBa HEAOCTATHICTD TAKKOTO CTYIICHS).

— BTpata 30py Ha oJlHE OKO BHACHIIOK HeapTepiabHOI epeAHbO]1 ieMiuHOl HeBpOonaTii 30poBOro HepBa
He3aJIeKHO BiJ] TOTO, OB’ s3aHa 115 ATOJIOTIs 13 onepeaHiM 3acTocyBaHHsIM iHT101TOpiB ®JIES un Hi.

— HasiBHICTB TaKHMX 3aXBOPIOBAHb, SIK MOPYIICHHS (PYHKIIIT IEYiHKH TSHXKKOTO CTYIICHS, apTepiajibHa TMOTeH31sa
(aprepianpHuii THCK HIKYEe 90/50 MM PT. CT.), HEMIOAABHO MIEPEHECEHUH THCYIBT a00 1HPAPKT MiOKapaa Ta BiAoMi
CIaJIKOBI JIETEHEPATUBHI 3aXBOPIOBAHHS CITKIBKH, TaKi K MNIMEHTHUH PETUHIT (HEBEMKA KITBKICTh TAKUX
MAIi€HTIB Ma€ TeHETUYH1 po3iaau ¢pocdoiectepas CiTKIBKU), OCKUTEKH Oe3Meka cuinieHadiay He JOCHiIKyBanacs y
TaKUX MiArpynax namieHTiB.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHuwii 6UOU 63acMo0ill.

Edexmu inwux nikapcokux 3acobie na cundenagin.

Jocnimkenns in vitro. Metabo:mi3Mm crineHadiry Biq0yBa€eThCs IEPEeBaXHO 3a ydacTio i30opmu 3A4 (TooBHUI
nusx) Ta i3opopmu 2C9 (apyropsanuiil nuisx) muroxpomy P450 (CYP). Tomy iHribitopu 1ux i3o(epmMeHTiB
MOXYTb 3HI)KYBATH KIIIPEHC cuiieHadiny, a iIHIyKTOpH X 130()epMEHTIB MOKYTh ITiABHIILYBAaTH KJIIPEHC
cuneHadiy.

Hocnimkenns in vivo. [Tonynsidauii papMakOKIHETHYHUH aHAI3 JAaHUX KITHIYHUX JTOCIIKCHb
MIPOJIEMOHCTPYBAB 3HIDKEHHS KIIipeHCy cuiiieHadily mpu oro 0IHOYaCHOMY 3aCTOCYBaHHI 3 1HT10ITOpaMu
CYP3A4 (TakumH SIK KETOKOHA30JI, EpUTPOMILIMH, IUMETHIUH). X04a P OJHOYACHOMY 3aCTOCYBaHHI
cungeHadiny Ta iHrioitopiB CYP3A4 3pocTanHs yacTOTH MOOIYHUX SIBUIL] HE CIIOCTEPIraocs, CIil po3rIsHyTH
MOJKJTUBICTh 3aCTOCYBaHHS TIOYATKOBOI JJ03H cHiieHairy 25 Mr.

OpnnouacHe 3actocyBaHHs iHr10iTopy BlJI-npoTeaszu puronasipy, nye NoTyxkHoro iHridiropy P450, y crani
piBHOBaXkHOi KoHueHTpatlii (500 mr 1 pa3 Ha 100y) Ta cunnenadiny (pa3oBa g03a

100 mr) npuzBoauiio 1o miaBuieHHs Cpyax cunaenadiny Ha 300 % (y 4 pas3u) Ta niasumeHHs mwia3moBoi AUC
cuinenadiny Ha 1000 % (y 11 pasiB). Uepes 24 roauHu 11a3MOBI piBHI cHiIeHa(UTy BCe e CTAHOBWIIH
npuban3Ho 200 HI/MII, MOPIBHSAHO 3 piBHEM MPUOIU3HO 5 HI/MJI, XapaKTepHUM JIJIs 3aCTOCYBaHHS cHIAeHa(LTy
OKpEeMO, 110 BiJIMOBiIa€ 3HAYHOMY BIUIMBY PUTOHABIPY Ha MIMPOKHIA ciekTp cyoctpariB P450. Cunnenadin He
BIUIMBA€ HA (papMaKOKIHETHKY PUTOHABIpY. 3 oMLy Ha Li (hapMaKOKIHETHYHI J1aH1 OJHOYACHE 3aCTOCYBaHHS
cuieHad Ty Ta pUTOHABIPY HE PEKOMEHITYEThCs (AHB. po3aul «OcoOIUBOCTI 3aCTOCYBaHHS); B OYIb-SIKOMY
BUIAJIKy MaKCUMaJbHa J03a CUieHa(Ty 3a )KOJJHIUX OOCTaBUH He MOBHHHA MEPEBUILYBAaTU 25 MI POTAroM 48
TOJIVH.

OpnHouacHe 3actocyBaHHs iHr10iTopy BlJI-nporeasu cakpinaBipy, inriditopy CYP3A4, y no3i, o 3abe3neuye
piBHOBaXkHY KOHIIeHTparlito (1200 mr Tpuui Ha 100Y), Ta cunaeradinry (100 Mr pa3oBo) MPU3BOIUIO 10
nigBuiieHHs Cyax cungaeHadiny Ha 140 % Ta 36inbmenss cuctemuoi ekcriozuilii (AUC) cungenadiny Ha 210 %. He
BUSIBJICHO BIUTUBY cHIIZieHa(iny Ha (papMaKOKiHETHKY CakBiHaBipy (IuB. po3ain «Crocid 3acToCyBaHHS Ta JI03U»).
[TepenbauaeTnes, mo Oiabi moTyxHi 1Hri0iTopu CYP3 A4, Taki sik KETOKOHA30J1 Ta ITpaKOHA30J1, OyAyTh MaTH OLIbII
BUPAXECHUI BIUINB.

ITpu 3actocyBanHi cunaeHagiry (100 Mr pa3oBo) Ta eputpominuHy, nomipHoro iHri6iropy CYP3A4, y
piBHOBaxxHOMY cTaHi (500 Mr aBidi Ha JOOY MPOTATOM 5 JHIB) CHIOCTEPIraaocs MiABUIICHHS CHCTEMHOI eKCTIO3HIII T
cungeHaginy Ha 182 % (AUC). YV 310poBHUX 100pOBOJIBLIB YOIOBIYOI CTATi HE CIIOCTEPIrajaocs BIUIUBY
azutpominuHy (500 mr Ha 100y npoTsirom 3 1i6) Ha AUC, Ghax Tmax KOHCTaHTY HIBHJIKOCTI eTiMiHAII] Ta
MoIajbIINK TIEPio] HaliBBUBEACHHS cuiieHadiny abo HOro roloBHOro HUPKYIIOYOro Metadomnity. Humeruann
(iaribitop uroxpomy P450 ta mHecnenudiunmii inriditop CYP3A4) y n03i 800 Mr npu o1HOYAaCHOMY 3aCTOCYBaHHI
13 cunaeHadinoM y 103i 50 Mr y 310pOBHX JOOPOBOIIBLIIB MPU3BOAMB JI0 IMiIBUIICHHS IJIA3MOBUX KOHILIEHTpPALIIi
cuineHadiny Ha 56 %.

I'peiindpyrosuii cik € caabkuM iHri6iropom CYP3A4 y cTiHI KMIIEYHUKY 1 MOKE BUKJIMKATH MIOMipHE
iIBUIICHHS PiBHIB cHIIeHa]iTy y 1mi1a3mi KpoBi.



OpnHokpaTHE 3aCTOCYBaHHS aHTALUIIB (MarHio TAPOKCUAY/ATIOMIHIIO T1IPOKCHAY) HE BIUTMBAJIO Ha
01070CTYHICTH cHIeHaADITY.

Xoua gocmiKeHb cuenugiqHol B3aeMoii 3 yciMa JIIKapChbKUMH 3ac00aMH He TTPOBOAMIIOCS, 32 JaHUMU

MOy JISAIHHOTO (hapMaKOKIHETUIHOTO aHami3y, papMaKkoKiHETHKa CHIZieHadiTy He 3MiHIOBaJlacst pH HOTo
0JIHOYaCHOMY 3aCTOCYBaHHI 13 JIIKAPCHKUMHU 3ac00amMu, 110 HaliexxaTh 10 rpynH iHridiTopiB CYP2C9 (TonbyTamin,
Bap(dapuH, ¢peHiToin), rpynu iHri0itopiB CYP2D6 (Takux siK CENEKTUBHI 1HT10ITOPU 3BOPOTHOTO 3aXOIUICHHS
CEPOTOHIHY, TPUIIUKIIIYHI aHTUACTIPECAHTH ), TPYIIH Tia3UTHUX Ta Tia3UAOMONIOHUX J1ypETHKIB, TETIHOBUX Ta
KaJii30epiratounx J1ypeTHKIB, 1HI10ITOPIB aHOTEH3UHIIEPETBOPIOIOUOT0 (PEPMEHTY, AaHTArOHICTIB KajbIIilo,
aHTaroHICTIB

B-appenopenentopis abo iHayKkTOpiB MeTabomizmy CYP450 (Takux six pudamminuH, 6apOiTypartn).

VY xoai JOCHIIKEHHS 32 y4acTIO 3I0POBUX JOOPOBOJIBIIIB-UOJIOBIKIB OJJHOYACHE 3aCTOCYBAHHS aHTAaroHICTa
ernoreniny 0ocenrtany (momipuuii ingykrop CYP3A4, CYP2C9 ta, moxnuso, CYP2C19) y piBHOBa)XHOMY CTaHi1
(125 mr nBiui Ha 100y) Ta cunaeHadiny y piBHOBaxkHOMY cTaHi (80 Mr Tpudi Ha 700y) IPU3BOAUIIO A0 3HIKEHHS
AUC Ta Cyax cunenadiny Ha 62,6 % ta 55,4 % BinnoBinHo. Tomy oHOYacHE 3aCTOCYBAaHHS TAKHX IOTYXHHUX
iHaykTopiB CYP3A4, sk pudamiiii, MoXXe IPU3BOAUTH 10 OUIBII BUPAXKEHOTO 3HUKEHHS KOHLIEHTpALil
cuwieHad LTy B TU1a3Mi KPOBi.

Hikopannun siBisie co00r0 TiOpHI akTUBAaTOpa KaJbI[iEBUX KaHATIB Ta HiTpaTy. HiTpaTHUT KOMIOHEHT 3yMOBIIO€E
MO>KJIUBICTB HOTr0 cepii03HOT B3aeMOii 3 cuiieHa(1IOM.

Egexmu cunoenagpiny na inwi nixapcwki 3acoou.

Jocmiyukenns in vitro. Cunaenadin — cnadkuit iHrioiTOp 130d0pM 1A2, 2C9, 2C19, 2D6, 2E1 Ta 3Afuroxpomy
P450 (IK50 > 150 Mxmoinb). OcKisIbKY MIKOBI I1a3MOBI KOHIIEHTpaLlii cuiiieHad 1y 1OpiBHIOIOTh IpUOIU3HO |
MKMOJTb, BIUTHB TpenapaTy Biarpd® Ha kiripeHc cyOCTpaTiB muX i30(epMEHTIB MaTOWMOBI pHHIA.

BincyTtHi naHi moao B3aeMoii cuineHadiay Ta Takux Hecnenudiyaux iHridiTopis pocdoniectepasu, gk TeodiiaiH Ta
JTUTIIPUIAMOTL.

Jocnimkenns in vivo. OCKUIbKH B1IOMO, 10 cuiieHad 11 Ma€e BIUTHB HA METa0O0I13M OKCUAY a30TY/IUKIIYHOTO
ryanozuaMoHopocharty (il MD), Oyi10 BCTaHOBIICHO, IO CHIIIeHA( 1T ITOTSHITIIOE TIMTOTCH3UBHY JIif0 HITPATIB,
TOMY HOT0 OJHOYACHE 3aCTOCYBAHHS 3 IOHOPAMH OKCHIY a30Ty a0o 3 HiTpaTaMmu B OyIb-sKiid hopmi
npoTtunokasase (IuB. po3aut «IIpoTunokazanHsmy).

OpHouacHe 3acTocyBaHHs CHiIIeHa(UTy Ta OI0KAaTOPIB O-aIPEHOPELIEHITOPIB MOKE MPU3BECTH JIO PO3BUTKY
CUMITOMATUYHOI TIOTEH31i y IeIKUX CXUIbHUX J0 bOT0 MamieHTiB. Taka peakiiist HaifyacTille BUHUKaIa
HPOTIroM 4 TOJMH MICIIs 3aCTOCYBaHHA cuiieHad ity (IuB. po3ain «Croci6 3acTocyBaHHs Ta 103U» Ta
«OcobIMBOCTI 3aCTOCYBaHHS»). Y X0/ 3 JOCTIKEHb CICIM(IIHOT B3aEMOIIT JTIKapChKUX 3aC001B OJIOKATOP 0.
aJipeHOpeNenTOopPiB J0Kca303uH (4 Mr Ta § mr) ta cuinneHadin (25 mr, 50 mr ta 100 mMr) 3acToCOBYBaJIUCS
0JIHOYACHO MAIIEHTAM 13 JOOPOSIKICHOIO TIMepIUIa3i€lo MepeamMixypoBoi sao3icTabiizauis crany sixux 6yila
[10CsTHYTa IIpH 3aCTOCYBAHHI 10KCa303UHY Y X HOIMYJIALISAX CIOCTEPIragocs CepeiHe 101aTKOBE 3HUKEHHS
apTepiabHOTO TUCKY Y TOJIOKEHHI JIe)kaun Ha 7/7 MM PT. CT., 9/5 MM pT. cT. Ta §/4 MM PT. CT. Ta cepeHeE
3HIDKEHHS apTepiaibHOTO TUCKY Yy MOJIOKEHHI CTOsIYM Ha 6/6 MM pT. cT., 11/4 MM pT. CT., 4/5 MM PT. CT.
B1IMOB11HO. [IpK oyHOYAaCHOMY 3aCTOCYBaHHI CHIIIEHA] Ty Ta JOKCA303UHY Y HaHiCHTil?ICTa6iJ'IiSaHi$I CTaHy snmk
Gy1a 0CSTHYTA DU 3aCTOCYBAHHI JIOKCA303HHY, HOMI IOBLIOMIUIOCS PO PO3BUTOK CHMITOMATHYHA]
OPTOCTATHYHO [IOTeH3Ii. Y 1HX IOBIIOMICHHSX JAILIOCS PO BHIIAAKY 3aIIaMOPOUCHHS T CTAH Iepey
HEIPUTOMHICTIO, ajie 0e3 CI/IHKOHeI.

He cniocrepiranocs »K0JHUX 3HaYYIUX B3a€EMOJII PU OJJHOYACHOMY 3acTocyBaHH1 cuiieHadury (50 mr) 1
TonoyTaminy (250 mr) abo Bapdapuny (40 mr), o metabomizyrorbes CYP2CO.

Cunnenadin (50 Mr) HE TPU3BOIMB 10 MOIOBKEHHS Yacy KPOBOTEUi, CIPUIMHEHOI 3aCTOCYBaHHSAM
aneTuiIcaTinuIoBoi kucaotu (150 mr).

Cunnenadin (50 MT) HE TOTEHITIFOBAB TIMOTEH3WBHY JIiI0 aJIKOTOJIO Y 3I0POBHUX TOOPOBOJIBIIIB MPU CEPEHIX
MaKCHMaJbHHUX PIBHSAX €TaHOMY KpoBi 80 mr/mi.

VY mami€eHTiB, AKi 3aCTOCOBYBAJM CHIIIeHA]1JT, HE CIIOCTEPITraIocs KOIHUX BIIMIHHOCTEH PO isIto MOGIIHNX
e(eKTiB MOPIBHIHO 3 T1a1e00 MPU OJHOYACHOMY 3aCTOCYBaHHI TaKMX KJIACiB T1IIOTEH3UBHUX JIIKAPCHKUX 3aCO01B,
K JIlypeTUuKH, 6510KaTopu B-aapeHopenenTtopis, iHri0iTopu AII®D, anTaroHicTi aHrioreHsuny II,
aHTHUTINIEPTEH3UBHI JIIKApChKi 3aCO0M (CyIMHOPO3UIUPIOBANIBbHI Ta IIEHTPAIBHOI /i1), OJI0KATOPHU aipeHEePriUHUX
HEHpPOHIB, OJIOKATOPH KaJbLI1IEBUX KaHAIB Ta OJIOKATOPHU 0-aJpEHOPELENITOPIB. Y CHELiaIbHOMY AOCTIIKEHH]
B3a€MOJI1 MPU OJJHOYACHOMY 3acTocyBaHH1 cuiaeHadiny (100 Mr) Ta amnoAuIiHy Mali€eHTaM i3 apTepiaibHOI0




riepTeH31€0 CIOCTEPIragocs A0AaTKOBE 3HUKEHHSI CUCTOIIYHOT'O apTepialbHOTO TUCKY B MOJIOXKEHHI JIeKaun Ha
8 MM pT. cT. BinnoBigHe 3HWKEHHS A1aCTOIIYHOTO apTePialIbHOTO THCKY CTAHOBHJIO 7 MM pT.cﬂ3a BE/IMUMHOKO 1|
JOJIATKOBI 3HIKEHHS apTepialIbHOTO THCKY OYJIM MOPIBHAHHUMM 13 TUMH, IO CIIOCTEPIraaucs Mpu 3aCTOCYBaHH1
JMIIe cuineHadury y 310pOBUX JOOPOBOIBLIB (IUB. po3aii «PapMaKoIOTivHI BIIACTUBOCTI).

Cunpenadin B 1031 100 Mr He BIuiMBaB Ha papMaKOKIHETHYHI OKa3HUKH 1HT10iTopiB BIJI-npoTteasu, cakBiHaBipy
Ta pUTOHABIpY, sKi € cyoctparamu CYP3A4.

VY 310poBUX JOOPOBOJIBLIIB YOIOBIYOI CTATi 3aCTOCYBaHHS CUiieHa(ly y piBHOBaKHOMY cTaHi (80 Mr Tpudi Ha
100y ) mpu3Boamiio o migsumieHast AUC ta Gy 00cenTany (125 mr nBidi Ha neds) Ha 49,8 % 42 % BiAMoOBiTHO.

Ocobueocmi 3acmocy8anHs.

Jlo mouatky Tepamii ciill 3i0paTu MeANYHUI aHAMHE3 Malli€eHTa Ta MPOBeCTU (i3HKaTbHE 00CTEKEHHS IS
JIarHOCTUKHU epEeKTHIIbHOT TUC(YHKINT Ta BU3HAYEHHS 11 MOKIIMBHX TIPUYMH.

Daxmopu pusuxy cepyego-cyOuHHUxX 3axeoptoears. OCKUIBKU CEKCyalbHa aKTUBHICTb CYIIPOBOKYETHCS IEBHUM
PHU3UKOM 3 OOKY CepIlsi, A0 TOYaTKy OyIb-sIKOTO JIKYBaHHS €peKTHIIbHOT TUC(YHKIIIT JIIKap Ma€e OLiHUTH CTaH
CepLEeBO-CYIMHHOT cucTeMHU natjienTa. CunaeHadin YMHATh CYAMHOPO3IIUPIOBATIBHY 110, 110 MPOSIBIISETHCS
JIETKUM Ta KOPOTKOYACHUM 3HMKEHHSIM apTepiasibHOTO TUCKY (AuB. po3aut «Dapmakonunamikay). o
NpU3HAYECHHS CHIACHA(LTY JIIKap Ma€e peTesIbHO 3BAKUTH, YU MOXKe TaKui e(peKT HECIPUATINBO BIUIMBATH HA
MAI[IEHTIB 13 ICBHUMHU OCHOBHUMH 3aXBOPIOBAHHSAMH, OCOOTUBO Y KOMOIHAIIIT 13 CEKCYaTbHOI aKTHBHICTIO. 10
MAI[IEHTIB 13 MiABUILIEHOIO YyTJIUBICTIO 10 Ba30AWISATATOPIB HANIEXKATh MAIIEHTH 13 OOCTPYKIIIEI0 BUBITHOTO TPAKTY
JBOTO NITYHOUKA (HAMIPHUKIIAA, CTEHO3 a0pTH, TrinepTpodiyHa 0OCTPYKTUBHA KapAioMionarist) ado MaIlieHTH i3
PILAKICHUM CHHIPOMOM MYJIBTHCHUCTEMHOI aTpoii, OHUM 13 MPOSIBIB SKO1 € TSHIKKE MOPYIICHHS Perysiii
apTeplaJbHOTO TUCKY 3 OOKY BEreTaTUBHOI HEPBOBOI CHUCTEMH.

Biarpa® noteHititoe rimoreH3uBHUi eekT HiTpaTiB (auB. po3ain «IIpoTumokasanHs»).

Y MOCTMapKETHHTOBOMY Tepio/li TOBITOMIISUTIOCS PO TKKI OOIUHI peakiii 3 00Ky cepleBO-CyIMHHOI CHCTEMH,
BKJIIOUYAIOYH 1H(PAPKT MiOKapAa, HeCTaOIIbHY CTEHOKAP/Ii0, PATOBY CEPIIEBY CMEPTh, IINTYHOYKOBY apUTMIiIO,
1epeOpOBACKYIISIPHI KPOBOBHIIMBH, TPAH3UTOPHY 1IEMIYHY aTaKy, apTepiajbHy TillEpPTEH3ii0 Ta apTepiaibHy
TiMOTEH3I0, sIKi 32 YacoM 30iraucs i3 3acTocyBaHHsIM npernapary Biarffa ¥V GinbiocTi maiieHTis, aje He y BCiX,
icHyBaJIM (DaKTOPH PU3UKY CEPIICBO-CYAMHHHUX 3aXBOPIOBaHb. baraTo Takux MOOIYHUX peakiliid crocTepiraiocs mij
vac abo ojpa3y MiCis CTATEBOrO akTy 1 JIMIIIE KijbKa TPAMIOCS HEBIOB31 MiC/Is 3aCTOCYBaHHs mpenapaty BiarPa
0€e3 cekcyaabHOI aKTUBHOCTI. TOMY HEMOKJIMBO BU3HAUYUTH, YU NIOB’I3aHUHM PO3BUTOK TAKUX MOOIYHUX peaKIii
Oe3nocepeiHbo 13 (paKTOpaMu pU3UKY, UM iX PO3BUTOK 3yMOBJICHUH 1HITUMH YUHHUKAMHU.

Ipianizm. 3aco0u TSt TIKYBaHHS €pEeKTHIIbHOT MTUCQYHKIIT, Y TOMY YHCHTi i criiaeHadt, Ciij] Mpu3HadaTH 3
00epekHICTIO MaIllEHTaM 13 aHATOMIYHUMH JedopMallisiMu TMeHica (TaKUMU K aHTYJISIIs, KaBepHO3HUH (10po3 abo
xBopobOa [lefiponi) abo marieHTaM 3i CTaHAMH, IO CIIPUSIOTH PO3BUTKY TpianizMy (TaKHMH 5K
CEepronoIiOHOKIITUHHA aHeMisl, MHO)KMHHA MiesoMa abo JIeHKeMis).

[Ticis BUXO0/My mpemnapary Ha PUHOK ITOBIIOMIISIIIOCS TIPO BHIIAAKH MTOIOBKEHOT epeKii Ta mpiamizmy. ko
epeKIIisl TpuBa€ OLIBII HiXK 4 TOJUHM, MAIlIEHTaM CJIiJl HETailHO 3BEepHYTUCH 32 MEMYHOIO JOMOMOro10. 3a
BiJICYTHOCTI HETAaifHOTO JIIKyBaHHS Tpialli3M MOE MPU3BECTH JI0 TIONTKO/KEHHS TKAaHUH IeHica Ta 10 CTIHKOT
BTpaTH MOTEHIII].

Oonouacne 3acmocygans 3 inwumu ineioimopamu @/ES5 abo inwumu npenapamamu 015 iKy8aHHs
epexmunvHoi oucghynxyii. besneka Ta eheKTUBHICTh OJJHOYACHOTO 3aCTOCYBaHHS CHIIAeHA(TY 3 IHIIUMHU
iaridiTopamu @JIES abo iHmmMu npenapaTamu 1151 JIIKyBaHH TiepTeH3i1 JIereHeBoi apTepii, sSKi MICTITh
cunneHadin (Hanpukian Pesaiuo), uu 3 IHIIMME NpenapaTaMu A7 JIIKyBaHHS epeKTHIIbHOI AucyHKIIT He
BUBYaNHCs. TOMy 3acToCyBaHHS TaKuX KOMOIHAIII HE peKOMEH/JOBaHE.

Bnnue na 3ip. CHOHTaHHI OB1IOMJICHHS TPO BUHUKHEHHS Ae(PEKTiB 30py HAJAXOIMIH acOIiiiOBaHO 13
3aCTOCYBaHHSAM crieHad ity Ta inmux inriditopis ®JIES (muB. posnin «Ilobiuni peakmiin). [Ipo Bunaaku
HeapTepiaibHOT MepeHbOI IIEMIYHOT HEBpOnaTii 30pOBOT0 HEPBA, L0 € PIAKICHUM CTaHOM, HAJAXOJAUIU CIIOHTaHH1
TTOB1JIOMJICHHSI Ta TIOBIIOMJISITOCS Y HATJISZIOBOMY JIOCTIIPKEHHI aCOIIHOBAHO 13 3aCTOCYBaHHAM CHIACHA(TY Ta
inmux iHriditopiB ®AES (nuB. po3nin «[1obiuni peakuii»). [TamieHTiB ciig monepeanTH, MO Y pa3i panToBOro
HOPYIICHHS 30y 3aCTOCOBYBaHHS mpernapary Biarp® cimix mpunuHUTH Ta HEeTaHO 3BEPHYTHUCS 10 JKaps (IHB.
poznin «IIpoTunokasanus»).

Oonouacue 3acmocyganus 3 pumonagipom. OJHOYACHE 3aCTOCYBaHHS CHIIIeHA]ITy Ta pUTOHABIPY HE
peKoMeHny€eThbes (AUB. po3ain «B3aemois 3 IHITUMU JTIKAPCHKUMHU 3aC00aMHU Ta 1HIII BUIU B3a€MOJII»).



Oonouacne 3acmocysanus 3 brokamopamu o-aodperopeyenmopie. [lanieHtam, sKi 3aCTOCOBYIOTh 0JIOKaTOPH 0.
aJIpEHOPEIICTITOPIB, 3aCTOCOBYBATH CHIIICHADIT CITiJ] 3 00EPEKHICTIO, OCKUTBKH Taka KOMOIHAIiS MOYKE TIPU3BECTH
JI0 CUMIITOMATUYHO]I MIOTEH311 Y AEIKMX CXWIBHUX J0 IIbOro nauieHTiB. CUMOTOMaTHYHA TIOTEH31s 3a3BUYai
BUHUKA€E MPOTATOM 4 FOJIMH MicClis 3aCTOCYBAaHHA cuiieHaduTy. 3 METOI0 MiHIMI3alli MOKIIMBOTO PO3BUTKY
MOCTYpPaNbHOI TIMOTEH311 y MaIli€HTIB, K1 3aCTOCOBYIOTH OJIOKATOPH 0-aIpEHOPEIENTOPIB, X CTaH MOTPIOHO
cTabuTi3yBaTH 3a JOMOMOTOI0 OJIOKATOPIB O-aAPEHOPEIENTOPIB 0 OYATKy 3aCTOCOBYBaHHS cuiieHadiny. Takox
CJIIJI PO3TJISTHYTH MOKJIMBICTD 3aCTOCYBAaHHS IOYATKOBOI 103H 25 MT (1uB. po3aii «Croci0 3aCTOCyBaHHS Ta
no3u»). Kpim Toro, citig mpoiagopMyBaTH MaIi€HTIB, SIK TISITH y pa3i MOSBUA CAMIITOMIB OPTOCTATUYHOI T'OTEH31.
Bnnue na kxposomeui. JlocnigxeHHs: TPOMOOIIMTIB JIOUHH MPOIEMOHCTPYBAIIH, 1110 i1 Vitro cuiaeHadin
MIOTEHIIIFOE aHTHArperamiiHi e)eKTH HATpiro HiTponpycuy. Hemae sxoaHOT iHpOpMaIIii oo 6e3nexu
3aCTOCYBaHHS CHJACHA( LTy Mali€eHTaMHU 13 HOPYIIEHHAMH 3TOPTaHHs KPOB1 200 TOCTPOIO MENTUYHOIO BUPA3KOIO.
TakuM 4MHOM, 3aCTOCYBaHHS CUIACHA]UTY MalllEHTaMU L€] IPYNU MOXJIMBE JIUILIE MICIS pETENIbHOT OLIHKH
CIIBBIIHOIIICHHS KOPHCTI Ta PU3HKIB.

[TiniBkoBa 060I0HKa TabJIETOK MICTHTH J1akTO3y. [Ipemapar Biarp¥ He ¢t 3aCTOCOBYBATH YOJIOBIKAM i3 TAKUMH
PIAKICHUMH CNIaJKOBUMU MOPYIIEHHSIMH, SIK HEMEPEHOCUMICTh TaJaKTO31, HEJJOCTaTHICTh JlakTa3u Jlanma abo
MaJThaOCOPOITis TITIOKO3H-TAIAKTO3H.

[icnst 3acTocyBaHHs 1031 100 MI 310pPOBHMH 1OGPOBOIBLIIMH HE CIIOCTEPIralocs BILIUBY Ha MOP(OIIOTito il
PYXOMICTh CIIEPMATO30111B (JUB. PO3HII <<d>apMaK0nHHaMiKa>l).

Bmpama cnyxy. Jlikapsm cii nopaauTy NarieHTaM MPUIIMHATY 3acTocyBaHHs iHTi0iTOpiB DJIES, BKIIOYaroun
npemnapat Biarpa®, ta HeraiiHO 3BEpHYTHCS 32 MEIUYHOTO JOTIOMOTOI0 Y BUTIAIKAX PAIITOBOTO 3HIKCHHS UM
BTpaTu ciayxy. [Ipo 1i sBuINa, sKi TAKOXX MOXKYTh CYIIPOBOJIKYBATHCS J3BOHOM Y ByXax Ta 3allaMOPOYEHHSIM,
HOBIZIOMITSIIOCS 3 aCOINaIli€r0 y Yaci i3 3acrocyBanHsaMm inriGiropis ®JIES, Bxiroyaroun npenapar BiarPa
BusHaunTy, uu 11i SIBUIIA MPSIMO MOB’s13aHi 13 3acTocyBaHHAM 1HT16iTOpiB OJIES un 3 iHmumMu dakropamu
HEMOXITUBO.

OonouacHe 3acmocyeanHs i3 einomenzueHumu npenapamamu. Biarpd® 4uHUTH CHCTEMHY CyTHHOPO3IIUPIOBATIbHY
JIIO Ta MOXE B MOJAJIBLIIOMY 3HUKYBATH apTeplaJIbHUN TUCK Yy MAIIEHTIB, sIK1 3aCTOCOBYIOTh T1IIOTEH3UBHI
JKapchKi 3ac00u. Y oKpeMOMy TOCHIKEHHI JIIKapChbKOi B3a€MO11i 0OJHOYACHE 3aCTOCYBAaHHS aMJIOJUIIHY (5 Mr abo
10 mr) ta npemnapaty Biarp® (100 Mr) mepopaibHO CIIOCTEPITanocs: CEpeIHE J0IATKOBE 3HIKECHHS CHCTOIYHOTO
TUCKY Ha 8 MM PT. CT. Ta J1aCTOJIIYHOTO — Ha 7 MM PT. CT.

3axeopiosanns, wjo nepedaromvbCsi CMmamesuM uisxom. 3acTocyBaHHs mpenapary Biarpd® He 3axuinae Bin
3aXBOPIOBaHb, 1110 MEPENAIOTHCS CTaTeBUM HUIAXOM. CIifi pO3IIISIHYTH MOJIMBICTh POIHCTPYKTYBATH MAaLlIEHTIB
1010 HEOOX1THUX 3arm001HHUX 3aC00iB IS 3aXHCTY BiJl 3aXBOPIOBAHb, 110 MEPEIAIOTHCS CTATEBUM IILISIXOM,
BKJIIOUYAIOYH BipyC IMyHOAEPIIUTY JIOAUHU.

3acmocysanns y nepioo eazimnocmi abo 200y8anHs 2pyooro.
Ipenapar Biarpd® He npu3HavYeHUit 1151 3aCTOCYBaHHSI KIHKaMH.

30amuicmo enaueamu Ha WEUOKICMb peaKkyii npu Kepy8anHi asmMompancnopmom abo iHUUMU MEXAHIZMAMU.
JocnimkeHsb BIUIMBY MpemnapaTy Ha 3JaTHICTh KepyBaTH TPAHCTIOPTHUMHU 3aC00aMHU Ta MPAIIOBATH 3 IHITUMU
MexaHI3MaMu He TpoBOoAMIOCa. OCKUIBKY y XOA1 KITHIYHUX JTOCIIIKEHb 3aCTOCYBaHHS CHIAeHADLTY
MOB1AOMJISIIOCS TIPO BHUIMAJIKH 3alIaMOPOYCHHSI Ta IOPYIIEHHS 3 O0OKY OpraHiB 30py, MEpe.l THUM SIK CiIaTh 32 KEpMO
TPAHCIIOPTHOTO 3aco0y abo MpaIroBaTy 3 MEXaHi3MaMH, Malli€HTaM HEOOXiTHO 3’ ICyBaTH, KOO € TXHSI
IHAMBIAyaTbHA PeakIlist Ha 3aCTOCYBaHHs mpenapary Biarp®.

Cnocio 3acmocysanna ma 0o3u.

[IpenapaT 3aCTOCOBYIOTH IEPOPAIBLHO.

Hopocni. PekomenoBaHa 103a npemnapary Biarps&® cranoButh 50 MI Ta 3aCTOCOBYETBCS Y pa3i HEOOXIAHOCTI
PHUOJIM3HO 32 TOJIMHY JI0 CEKCYaTbHOI aKTUBHOCTI. 3aJIeXKHO BiJl €EeKTUBHOCTI Ta IEPEHOCHUMOCTI TIperapary Ja03y
MoskHa 301TpIKTH 10 100 Mr abo 3HU3UTH 110 25 Mr. MakcumanbHa peKOMEHI0BaHa 7103a cTaHOBUTH 100 mr.
YacToTa 3aCTOCYBaHHS MaKCHUMAJIbHOI pEKOMEHI0BAHOI 1031 TIpenapaTy CTaHOBHUTH | pa3 Ha 100y. [Ipu
3aCTOCyBaHHI npenapary Biarp® mia gac mpuitomy TKi [ist mpenapaTy MOKe HACTaBaTH Mi3Hillle, HK TIPH HOTO
3aCTOCYBaHHI HATIIIE.

Tayienmu nimuvoco 6iky. HeoOX1AHICTh y KOPEKIIii JO3M MallieHTaM JIITHBOTO BiKY (> 65 pOKiB) BiACYTHSI.



Tayienmu i3 Hupkosoio Hedocmammuicmio. I1alieHTaM 13 HUPKOBOIO HEIOCTATHICTIO JIETKOTO Ta IOMIPHOTO
CTymeHs TSOKKOCTI (kiipeHe kpeatuHiny 30-80 Mir/XB) pekoMeHI0BaHa 71032 IpenapaTy € Takolo X, SIK HaBEICHO
BHUIIE Y po3aimi «Jlopocii.

OCKUTBKH y MAIIE€HTIB 3 HAPKOBOKO HEJIOCTATHICTIO TSHKKOTO CTYTEHs (KITipeHe kpeaTuHiHny < 30 MIJI/XB) KITIipeHC
cuiieHa iy 3HHKEHUH, CITiJT pO3TIITHYTH MOXKIIUBICTD 3aCTOCYBaHHA 703U 25 Mr. 3ajie)KHO Bijl €peKTUBHOCTI Ta
MIEPEHOCUMOCTI IIpenapaTy npu HeoOX1AHOCTI 103y MOXHa 30UTbIIMTH 1TocTynoBo 0 50 mr ta g0 100 mr.
Tayienmu i3 neuinkogoro Hedocmamuicmio. OCKUIBKY Y TAIIIEHTIB 13 TIEUIHKOBOIO HEAOCTATHICTIO (HAMTPHUKIIA]
IIUPO30M) KITIpeHC CHIIeHa( iy 3HMKEHUH, CITiJT pO3TIITHYTH MOXKITUBICTD 3aCTOCYBaHHS 03U 25 MT. 3alIe)KHO Bil
e(eKTUBHOCTI Ta MEPEHOCUMOCTI Tpernapary npu HeoOX1HOCTI 103y MOKHA 30UTBIINTH MOCTYNOBO A0 50 MT Ta 10
100 mr.

Tayienmu, axi 3acmoco8yroms iHWi TIKapcobKi 3acobu. SIKIO Mali€eHTH 0JJHOYACHO 3aCTOCOBYIOTH 1HT10iTOpH
CYP3A4 (nuB. po3ain «B3aemoist 3 iHIIMMH JTIKAPCHKUMH 3aC00aMU Ta iHIII BUAM B3a€MOIii»), CITiJT pO3TISTHYTH
MOJKJIMBICTh 3aCTOCYBaHHS I10YAaTKOBOI J03U 25 MT (32 BUHATKOM PUTOHABIPY, 3aCTOCYBAaHHS SIKOTO OJTHOYACHO 13
cuiieHa(isioM He peKOMEHIYEThCS, TUB. po3aia «OCOOIMBOCTI 3aCTOCYBAHHS).

3 MEeTOI0 MiHIMI3allil MOXKJIMBOI'O PO3BUTKY MTOCTYPAIbHOI MIOTEH311 Y Nalli€HTIB, K1 3aCTOCOBYIOTh OJIOKaTOpH 0.
a/IpeHOPELENTOPIB, X CTaH MOTPIOHO CTabUII3yBaTH 3a JOIIOMOT0I0 OJIOKATOPIB 0-aJpEHOPELIENITOPIB 0 MOYATKY
3aCTOCOBYBaHHS cuiieHadury. Takox ciii po3MJISHYTH MOXJIMBICTh 3aCTOCYBAaHHS [TOYATKOBOI 103U 25 MT (AMB.
po3nin «OcobaMBOCTI 3acTOCYBaHH» Ta «B3aemMoIis 3 IHITMMH JTIKapCHKUMU 3aC00aMU Ta 1HIII BUIH B3a€EMOIINY).

Himu. Tlpenapat He mOKa3aHUil 10 3aCTOCYyBaHHs 0co0aMu BIKOM 10 18 pokiB.

Ilepeodo3ysanns.

VY Xoai KIIHIYHUX JOCTIIKEHb 32 y4acTIO JOOPOBOIIBLIIB ITiJ 4aC 3aCTOCYBaHHS Pa30BOi J03H cuiaeHadiny 10
800 Mr no6iuHi peakiii Oyiu MOAIOHUMHE 10 THX, IO CHIOCTEPIrauCs MPH 3aCTOCYBaHHI CHIIICHADITY y HIOKUNX
J103ax, aje 3yCTpivajucs JacTimie Ta Oy OUIbLI TSHXKKUMH. 3aCTOCOBYBaHHS cuiaeHadiny y 1031 200 mr He
MPU3BOIMIIO J0 TiIBUIICHHS €()eKTHBHOCTI, aJie CIIPUYNHSIIO 3pOCTaHHS KUTBKOCTI BHITAKIB PO3BUTKY MOOIYHUX
peaxiiiif (ro1oBHOTO 000, MPUIUBIB KPOBI, 3a1IaMOPOUYEHHS, TUCIIENCil, 3aKIaIeHOCT1 HOCa, MTOPYIIEHb 3 OOKY
OpTraHiB 30py).

V pasi nepeno3yBaHHs IpU HEOOX1AHOCTI BAAIOThCA 0 3BUYAWHUX MIATPUMYIOUHX 3aX0/1iB. [IpuckopeHHs
KJITipeHCy cuiaeHadiTy mpu reMoIialnizi MaoiiMOBipHE BHACIIOK BUCOKOTO CTYIICHS 3B’ I3yBaHHSI IIpETapary 3
OiMKkaMH TJ1a3MU KPOBI1 Ta BIICYTHOCTI eliMiHAaIll cuiaeHadiny i3 ceuero.

Ilo6iuni peakuii.

Ipodins Ge3nekn npemnapary Biarp® 6asyerscst Ha JaHUX, OTpUMaHUX Bix 9570 mamieHTiB 3 74 mMOABIMHUX CIIITMX
1a11€00-KOHTPOIBOBAHUX KITIHIYHUX JTOCTiHKeHb. HaltuacTime moBiqoMisiiiocs mpo Taki NoOiYHI peakiii, K
TOJIOBHHIA O1J1b, TPHIIUBU KPOBI, TUCTICTICIS, 3aKJIa/ICHICTh HOCA, O1Tb Y CITUHI, 3aIIaMOPOYCHHS, HY10Ta, IPWIABH
JKapy, MOPYIICHHs 30py, IIaHOIICIsS Ta 3aTbMapeHHs 30py. [Hpopmarris 1moa0 TOOIYHUX peakIliil y paMkax
MOCTMApPKETHHTOBOTO CIIOCTEPEKEHH Oyiia 3i0paHa mpoTsaroM nepiony TpuBajicTio Ounbiie Hik 10 pokiB.
OCKUIbKH 3asIBHUKOBI IOB1TOMJISUIOCS HE TPO BCl MOO1UHI peakiii Ta He Bci MoOI4HI peakuii OyiM BKIIIOYEHI B 6a3y
JaHWX 3 0€3MeKH, YaCTOTa TaKUX Peakiiid He Moke OyTH JOCTOBIPHO BU3HAUCHA.

Yci KIiHIYHO 3HAYYIIl MOO1UHI PeaKIlii, 0 CIOCTepIraaucs M yac KIHIYHUX JOCTIIKEeHb YacTillle, HiXK IpH
3aCTOCYBaHHI TUIane0o0, HaBeICHO HIKYE BiMOBIIHO 70 Kiacudikamii «CrucreMa-opran-Kiac» Ta YacTOTH: JIyKe
gacto (> 1/10), vacto (> 1/100 - < 1/10), newacro (= 1000 - < 1/100) ta pinko (= 1/10000 - < 1/1000). Kpim Toro,
4acToTa KIIHIYHO 3HAYYIIMX MOOIYHUX peakilii, mpo sKi MOBIJOMIISIIOCS y paMKax JIOCBiTy 3aCTOCYBAHHSI ITiCIIS
BUXOJly Ha PUHOK, BU3HAUYEHA SIK HEBiOoMa. Y MexaX KOXHOI YaCTOTHOI IpyIH MOOI4HI peakilii HaBeJAeHi y MOPsIAKY
3MEHIIEHHS iX CEPHO3HOCTI.

IndexiiiiHi Ta iHBA3WBHI 3aXBOPIOBAHHSL.

Heuacmo: puHiT.

Poznanu 3 60Ky IMyHHOI CHCTEMH.

Heuacmo: rinepyyTiauBICTb.

Poznanu 3 60Ky HEPBOBOi CUCTEMH.

Iyorce wacmo. TONOBHUI OLTb.

Yacmo: 3a1aMOpOYEHHS.




Heuacmo: cOHINBICTB, TilleCTE31s.

Pioko: iHCYNbT, TPaH3UTOpPHA IIEMIYHA aTakKa, CyJJOMU™, peIuAUBH CYAOM™, CHHKOIIE.

Posznanu 3 60Ky oprasis 30py.

Yacmo: nopyuieHHS! COPUUHATTS KOIBOPY **, po3naau 30py, 3aTbMapeHHs 30Dy .

Heuacmo: po3naayn cnp030BUALTEHHS***, O111b B 04ax, poTodo0isi, poTomcis, rinepemisi o4ei, SCKpaBicThb 30py,
KOH FOHKTHBIT.

Pioko: HeapTepianbHa nepeaHs ileMiuHa HelpomnaTisi 30pOBOro HepBa™, OKJII03isl CyAMH CITKIBKU™®, peTHHATBHUI
KPOBOBWJIMB, apTEPIOCKIEPOTHYHA PETHHOIIATIS, MOPYIIECHHS 3 OOKY CITKIBKH, IITayKoMa, 1e()eKTH oIS 30py,
JUTUIONIS, 3HUYKEHHS TOCTPOTH 30pY, MiOIIis, aCTEHOMIs, MIaBaloyi MOMYTHIHHS CKJIOBUIHOTO Tija, MOPYIIEHHS 3
00Ky paiay>kHOi 000JOHKH, MijIpia3, MOsBa CAIOYUX KPYTIB HABKOJIO JHKEepesia CBITia (Tajio) y Mol 30py, Ha0psIK
oueil, IPUITYyXJIICTh O4Yel, MOpYIIEHHS 3 00Ky oueil, rinepemist KOH FOHKTUBH, MOAPAa3HEHHsI Ouel, aHOMaJsIbHi
BITYYTTS B O4YaX, HAOPSK MOBIK, 3HEOAPBICHHS CKIICPH.

Po3nanu 3 60Ky OpraHiB clyXy Ta BECTUOYJIAPHOIO anapary.

Heuacmo: 3amamopodeHHsl, 13BiH y ByXax.

Pioko: rmyxora.

Po3nanu 3 60Ky cepus.

Heuacmo: Taxikap[is, HOCUJICHE CeprieOnTTS.

Pioxo: pantoBa ceprieBa cMepTh™*, iHpapKT MioKap/aa, IUTYHOYKOBA apuTMis™®, (iOpmIIALis epeaceps,
HecTalOlIbHA CTEHOKAPIis.

Po3nany 3 60Ky CyauH.

Yacmo: IPUIUBYU KPOB1 10 0OJIUYYS], IPUIUBH XKapy.

Heuacmo: rineptensis, TINOTEH3IS.

Po3nanu 3 60Ky pecnipaTopHoi CUCTEMHU, TPYAHOT KIIITKH Ta CEPEIOCTIHHSL.

Yacmo: 3aKknafeHICTh HOCA.

Heuacmo: HOCcOBa KpOBOTEYA, 3aK/IaJeHICTh NPUAATKOBUX Ma3yx HOca.

Pioxo: BiZUyTTSl CTUCHEHHS y TOPJIi, HAOPSK CIIM30BO1 0O0JIOHKH HOCA, CYXiCTh y HOCI.

Po3nanu 3 60Ky NITYHKOBO-KUIIIKOBOT'O TPAKTY.

Yacmo: HynoTa, TUCTIETICISI.

Heuacmo: ractpoe3odareanbHa peduirokcHa XBopooOa, 01toBaHHSI, 011b Y BEpXHiN 4aCTHHI )KMBOTA, CYXIiCTh Y POTI.
Pioko: rinectesiss pOTOBOI MOPOKHUHU.

Posznanu 3 60Ky MIKipH Ta TiAMIKIPHOT TKAHUHH.

Heuacmo: Bucunanss.

Pioxo: cungpom CriBeHca-/[)koHCOHa™, TOKCHYHUH enijiepMabHUIl HEKpoi3™®.

Po3naam 3 60Ky OIOPHO-PYXOBOTO anapary Ta CHOIYYHOT TKAHWHHU.

Heuacmo: mianris, 6171b y KiHIIBKaX.

Posznany 3 60Ky CEUOBUAILHOT CUCTEMHU.

Heuacmo: remarypisi.

Posnanm 3 60Ky penpoJyKTUBHOI CHCTEMH Ta MOJIOYHHUX 3aJ103.

Pigko: kpoBOTe4a 31 cTaTEBOTO WieHa, Mpiami3M™*, reMaTocnepMis, OJOBKEeHA EPEKITis.

3arajbHi pO3J1aJ Ay Ta PeakKili y Miclll BBEJICHHS.

Heuacmo: 61nb y TpyasiX, NiABUIIEHA CTOMIIOBAHICTh, BIAUYTTS XKapy.

Pioko: moapa3HeHHsI.

OO6cTexKEeHHS.

Heuacmo: nigBuIeHa 4acToTa CEPIEBUX CKOPOUECHbD.

* TloBimoMIISLITOCS JTUIIIE TI1J] Yac JOCIIKEHHS MicIs BUXOIy MpernapaTy Ha PUHOK.

** [lopyIlieHHs CIPUMHSTTS KOJIbOPY: XJIOPOICIs,, XPOMATOIICIsI, L{1aHOIICIsI, EPUTPOIICIsl, KCAHTOIICI.

*#%* TlopymieHHS CIIbO30BUALICHHS: CYXICTh B OYaX, HOPYIICHHS CIIbO30BUALICHHS Ta MiIBUIICHHS
CJIbO30BU/IIICHHS.

HuxuesasnadeHi siBuia cnoctepiranucs y < 2 % MNaIieHTiB y X041 KOHTPOJIbOBAHUX KIIHIYHUX JTOCIIKECHb;
MPUYMHHUI B3a€MO3B’ 130K HE BU3HaueHUH. [10B1JOMIIEHHS BKITIOUYAIH SIBUIIA, 1110 MAJIM BIPOTiHUHN 3B’ SI30K 13
3aCTOCYBaHHSAM IpenapaTty. SBuina, siki He Oynu 3a3HaueHi, OyJIu JeTKUMHU Ta TOB1IOMIICHHS OYJIH JIyKe
HETOYHUMHU, 00 MaTH 3HAYCHHSI.




3acanvui. HaOpsix o6nuyus, peakiii poTodyTIMBOCTI, 10K, aCTEHisl, O1b, panToBe NMajiHHA, O1Jb Y )KUBOTI, PalITOBE
TIOIITKOIKCHHSI.

3 6oky cepyego-cyounnoi cucmemu: CTeHOKapis, AV-0610kazia, MirpeHb, IOCTypallbHa TMOTEH3is, 1eMis
MioKapzaa, TpoMO03 Cy/IWH TOJIOBHOTO MO3KY, panToBa 3ylWHKa ceplls, mopymeHHs pe3ynbratiB Ha EKT,
KapAioMiomarisi.

Po3znaou 3 60Ky winyHKo80-KUUK08020 MPAaKmy: TIOCUT, KOMIT, fucdaris, racCTpuT, racCTpOSHTEPHT, €30(arir,
CTOMATUT, MOPYLICHHS PE3yJIbTaTiB MEYIHKOBUX MPOO, peKTaibHa KPOBOTEYA, T1HTIBIT.

3 6oky cucmemu Kpogi ma nimpamuynoi cucmemu. AaHEMis1, ISHKOTICHIS.

Po3znaou memabonizmy ma xapuysanns: cupara, HaOpsIK, mogarpa, HecTabiTbHUHN Aia0eT, TinepriiKeMis,
nepudeprudHi HaOPSKH, TinepypUKeMis, TIMOTIIiKeMisl, TiepHaTpieMis.

Po3znaou 3 6oky cxenemuo-m ’a3060i cucmemu: apTpUT, apTPO3, PO3PUB CYXOKUILISI, TCHOCUHOBIT, O1J1b Y KiCTKaX,
MiacTeHisl, CHHOBIT.

Posznaou 3 6oky nepsosoi cucmemu: atakcisi, HeBpairis, Helponaris, mapecresisi, TPEMOp, BEPTUTO, JIETIPecis,
0€3COHHSI, aHOMaJIbHI CHOBUIIHHS, 3HIKEHHS peQIICKCIB.

Posznaou 3 6oky ouxanvhoi cucmemu: acTMa, JUCIHOE, IAPHUHTIT, PAPUHTIT, CHHYCHUT, OPOHXIT, IIOCUJICHE
CIIMHOBH/IIICHHS, IOCUJICHHS KaIILTIO.

Po3znaou 3 6oxy wikipu: KponuB’ siHKa, reprec, CBepOX, MTIUBICTh, BAPA3KH IIKIpHU, KOHTAKTHUHN JEPMATHUT,
eKc(OTiaTUBHUN IePMATHT.

Cneyughiuni 8iouymms: panToBe 3HWKEHHS UM BTpaTa CIyxXy, OiIb y ByXaxX, KPOBOBUJIMB Y OKO, KATapaKTa, CyXiCTh
B OYax.

Posznaou 3 6oky ypocenimanvHoi cucmemu. MACTUT, HIKTYpid, MiABUIIEHA YaCTOTa CEYOBUITYCKaHb, 301IbIICHHS
MOJIOYHHX 3JI03, HETPUMaHHSI Ce4i, MOPYIICHHS esIKYJIAIi1, HAOPSK CTaTeBUX OpPraHiB, aHOPra3Misi.

JlocBiz 3acTocyBaHH Micis BUXOAY Ha puHOK.Ilicnsa BUxony npenaparty Ha pHHOK OyJu 11eHTH(diKOBaHi
HIDKYe3a3HaueHi mooiuHi peakii. OCKIIBKY MPO TaKi peakilii MoBiJOMISIFOTh JOOPOBUIEHO Ta IMOBIIOMIICHHS
HAJXOJATh BiJl MOMYJIALI HEBIJOMOTO PO3MIpPY, HE 3aBXKAU MOYKHA JOCTOBIPHO OLIHUTH iX YaCTOTY Ta BCTAHOBUTH
NPUYMHHUH 3B’ 530K 13 €KCIIO3UIIIEI0 JTiKapchKoro 3aco0y. Li siBumia Oynu 3a3HaveHi K 4epe3 X CephHo3HiICTb,
YacTOTY MOBIAOMJICHHSI, BIICYTHICTh YITKOTO aTbTEPHATUBHOTO 3B 53Ky, TaK 1 uepe3 KoMOiHa1lii0 IUX (HaKTOpiB.
Cepyeso-cyounni ma yepebposackynapHi aeuwa. lloBigomisiocs npo cepilosHi cepleBo-CyauHHI,
1epeOpOBACKYIISIPHI Ta CYJMHHI SBUINA, BKIIOUAI0UYH LEpeOpOBACKYIISIpHY KPOBOTEUY, CyOapaxHOiJaJlbHY Ta
BHYTpIIIHBOLIEPEOpATbHY KPOBOTEUY Ta JIETEHEBY KPOBOTEUY, IO OYIJIM MOB’s13aHI y 4aci i3 3aCTOCYBaHHSAM
npenapary Biarpd®. BinbIicTh namieHTiB, ajge He BCi, MaIU iCHYI0Ui (haKTOPH CEPIICBO-CYTUHHOTO PU3HKY.
[ToBimomisinocst, o 6arato 3 HUX SBUII BUHUKJIH ITiJ] Yac a0 Biapa3y Micist CEKCyaabHOI aKTHBHOCTI, Ta JEKiTbKa
SIBUIIl BAHUKJIM BiZjpa3y IIiJ 4yac 3aCTOCYBaHHs mpernapary Biarp® 6e3 cekcyaabHOT aKTHBHOCTI. [HIII siBHIIA
BUHHUKJIM POTATOM HACTYITHUX TOJWMH YH JHIB MICIIS 3aCTOCYBaHHs Tpenapary Biarp® Ta cekcyanbHOT
aKTUBHOCTI. HEMOXIJIMBO BCTAHOBUTH, YM MAIOTh 111 SIBUIIA NPSIMUIN 3B’ 30K 13 3aCTOCYBaHHM IIpenapary, i3
CEKCYaJIbHOIO aKTHBHICTIO, 13 HASBHUMH (PaKTOpPAMU PU3HKY UM i3 KOMOIHAI€0 X (haKTOpPiB, UM 3 IHITUMH
dakTopamu.

Kposonocna ma nimghamuuna cucmemu: Ba300KIIO3UBHUHN KpH3. Y HEBEITUKOMY 3aBYACHO MPUIINHEHOMY
JOCTIIKEeHHI 3aCTOCYBaHHs mpenapaty PeBanuno (cunnenadin) 1uist MalieHTIB 3 JETEHEBOIO apTepiabHOI0
rinepTeH3i€0, BTOPUHHOKO MO0 CEPIIONOIOHOKIIITUHHOI aHeMil, TIPU 3aCTOCYBaHHI CHIIIeHA( 1Ty TIPO PO3BHTOK
Ba300KJIIO3UBHUX KPH3iB, 0 TOTPeOyBaIy rocmiraiizallii moBiIOMIISIIOCS YacTille, HiXkK MPU 3aCTOCOBYBaHHI1
wrane6o. Kitiniune 3HaueHHs wiel inopMartii JUist MaIli€HTiB, sKi 3aCTOCOBYIOTH mpernapat Biarfa meroro
JKyBaHHS €pPEeKTUIBHOI TUCHYHKIIIT, € HEBITOMHM.

Hepeosa cucmema: TpuBora, TpPaH3UTOPHA TT00aIbHA aMHE31s.

Cneyughiuni giouymmsi.

Cayx. Tlicns BUXOy IpenapaTy Ha pUHOK MTOBIIOMIISIIOCS TPO BUTIA/IKH PAIITOBOTO 3HIKEHHS YU BTPATH CIIyXY,
HOB’s13aHi y Yaci i3 3acTocyBaHHAM npenapaTy Biarp®. V geskux Bunaakax moBioMIISIIOCS IPO HAsSBHICTb
MEIWYHHX CTaHIB Ta IHMHUX (PAKTOPIB, IO MOTJIH BiIrPaTH POJIb y PO3BUTKY MOOIYHUX peakiiil 3 00Ky ciayxy. Y
OaraThoX BUMaAKax iH(OpMAaIlis II00 MOAATBIION0 MEAUYHOTO CIIOCTEPEKEHH BiACYTHS. BuzHnauntu, un 1i
SIBUINA TIPSIMO ITOB’sA3aHi 13 3aCTOCYBaHHsIM Tpenapary Biarp®, 3 HassBHUME (DaKTOpaMH PU3HMKY BTPATH CIyXY, 3
KoMOiHaIi€r nux GakTopiB 4M 3 IHIKUMU (HAKTOPAMU, HEMOKIIHBO.

3ip: THMYacoBa BTpaTa 30py, HOYCPBOHIHHS OYEH, TIedis B 04ax, MMiJBUIIECHHS BHYTPIITHBOOYHOTO THCKY, HAOPSK
CITKIBKH, CYJMHHI 3aXBOPIOBAHHS CITKIBKH UM KPOBOTEYA, BiIIApyBaHHs CKJIOMOIIOHOTO Tijia.




[Ticna BUXoay npenapary Ha pUHOK PiKO MOBIIOMIISIIOCS PO BUMAIKK HeapTepialbHOI NepeHbO1 1IeMi4HO1
HEBPOIIaTii 30pOBOT0 HEPBA, 1110 € MPUUYUHOIO 3HWKEHHS 30pY, BKJIIOUAIOUU MOCTIHHY BTpaTy 30pY, SK1 OyiIu
OB’ sI3aHi y vaci i3 3actocyBanHsM iHridiropis ®JIES, Briovatoun npenapar Biarffa bararo 3 naiienTis, ane He
BCl, MQJIM HasiBHI aHATOMIYH1 a00 CyJMHHI (PaKTOPU PU3HUKY PO3BUTKY HeapTeplaibHOI NEPEIHBOI 11IEMIYHOT
HEBPOIIAaTii 30pOBOT0 HEpPBa, BKIIOYAI0UH (aje HeoOOB I3KOBO 0OOMEKYIOUUCH) TaKi: HU3bKE CITiBBITHOIICHHS
JlaMeTpy eKCKaBallii Ta IUCKY 30pOBOT0 HepBa (3acTIHUI TMCK 30pOBOro HEPBa), Bik OuiblIe HIX 50 poKiB,
rinepTeH3is, 3aXBOPIOBAHHS KOPOHAPHUX apTepil, rinepiinigemis Ta naidiHas. HeMoXXITuBo BU3HAYUTH, YU 111
SIBUILIA TIPSMO TIOB’sA3aHi 13 3acTocyBaHHAM 1HT101TOpiB ®JIES UK 3 HasBHUMU aHATOMIYHUMH 200 CyAMHHUMU
dakTopaMu pU3UKY, YU 3 KOMOIHAIII€I0 WX BCiX (DaKTOPIB, YU 3 IHIIMMHU (HDaKTOpPaMH.

36imyeants npo nioo3proeani nooiuni peakui|. 3BiTYBaHHS OPO HiI03PIOBaH] HOOIYHI peakiii mics peecmaﬁi’i
[1iKapCHKOro 3aco0y Mae BaKIMBE 3HaUeHHS. Ll 1a€ 3MOTy POBOAMTH Ge3nepEepBHUii MOHITOPHHI
CIiBB1AHOIIEHHST MI’K KOPHUCTIO 1 PU3UKAMU, OB’ sI3aHUMH 13 3aCTOCYBAHHSIM IILOTO JIIKAPCHKOTO 3aC00Y. HiKap;JM
(CJIiJ1 3BITYBATH PO OYAb-AKi Hia03proBaHi NoO1YHI peakiii BiAIOBIAHO 10 BUMOT 3aKOH0naBCTBb.

Tepmin npuoamnocmi. 5 poxiB.

YMoBu 30epiranns. 30epiratu B opuriHaiabHii ynakosui npu temmnepatypi He Buie 3QC. 36epiratu y
HEJOCTYIHOMY JUIsl JITEH MicClIi.

YnakoBka.

50 me: mo 1 abo mo 4 TabneTku, BKPUTI MIIBKOBOIO 000JIOHKOI0, y OmicTepi; o 1 Giictepy B KapTOHHIM KOPOOII.
100 me: o 1 abo o 2 TabaeTku, BKPHUTI TUTIBKOBOIO 000JIOHKOI0, y Omictepi; o 1 Gmictepy B KapTOHHII KOpOO1Ii;
1o 4 TalbieTKH, BKPUTI TTIBKOBOIO 00OJIOHKOM0, Yy OmicTepi; o 1 abo mo 2 Giictep B KapTOHHIHM KOPOOIIi.

Kareropis Binmycky. 3a peuentom.
Bupoonuk. ®apeBa Am0Oyas /Fareva Amboise
Micue3naxoa:keHHs1 BAPOOHMKA Ta HOro agpeca Micusi MPoOBaKeHHs TislIbHOCTI.

3one Inpactpiane, 29 poyt nec Innactpic, 37530 [Toce-crop-Cic,panuist /
Zone Industrielle, 29 route des Industries, 37530 Pesur-Cisse, France.



