CocrTaB

Oeticmsyrwuwee geujecmao: sildenafil citrate;
1 TabneTKa comepXKUT cungeHaduna muTpaTa (B mepecyere Ha cungerHadun) 50 mr;

gcnomMozame ibHble 8euLecmaed: 1akro3a, Kanbius rugpodocdaT guruapar,
IIeJIII0JI03a MUKPOKPHUCTAJIINYecKasa, Kpaxmaia KapTodelbHbIM, HAaTPU
KpPOCKapMeJjio3a, HaTpus rugpoKapOoHaT, XKeJlaTUH, KPeMHUS TUOKCUI KOJIJIOUOHBIM,
TaJIbK, MarHus cTeapar, TUIIPOMeio3a (TUAPOKCUIPOIUIMETHUIIIEIII0I03a),
MIOJIUSTUJIEHTJINKOJIb (Makporos), TutadHa guokcup (E 171) , kanus anecynbdam,
KaHOypuH, Kanud amtoMocunukart (E 555), Tutana guokcup (E 171), xxene3za okcup
KpacHbi (E172)).

JIekapcTBeHHas1 popMa

TabeTKu, IMOKPHITEIE 000TIOYKOM.

OcHoBHble (pu3ukKo-xuMmuveckue ceolucmaa: TabneTKu KpyTriiok GOpMHI C
OBOSTKOBBITTYKJION ITOBEPXHOCTHIO, TOKPHITHIE 000JIOYKOM, 30JIOTUCTOTO IIBETA.

QapMaKOTepaneBaneCKaﬂ rpyiiia

CpepncTBa, IpUMeHsieMbIe ITPU 9peKTUuNIbHOU aucyrkuuu. CungeHadpun. Kog ATX
G04B EO03.

(I)apMaKOJII/IHaMIfIKa

MexaHUu3M 0enCTBULA.

CunpeHadun aBIseTCs IIperapaToM [OJis IIepopaibHOr0 IPUMEHEeHUS,
mpegHa3HaYeHHBIM OJI JIeYeHUS 9PEeKTUIbHOU AUChYHKIMU. [Ipu TooBOM
BO30Yy2KOEHUY IIpelapaT BOCCTaHABIMBAET IMTOHUXKEHHYI0 9PEKTUNIbHYIO QYHKITHUIO
IIyTeM YCUJIEHUS IPUTOKA KPOBU K IIEHUCY.

®U3NOJIOTUUYECKUN MEeXaHU3M, UTO IPUBOAUT K 9PEKIIUHU, BKITI0OYasi BLICBOOOKAEHUE
okcupga a3ora (NO) B KaBEpHO3HEIX TejlaX BO BpeMs II0JIOBOTO BO30yKOEHUS.
OcBobOopguBIIEeecs OKCHUJ a30Ta aKTUBUPYeET PepMeHT r'yaHuIaTIUKIIa3a, YTO
CTUMYJIUPYET IIOBHIILIEHNE YPOBHS ITUKIINYECKOTr0 ryaHo3maMoHodocdaTa (HI'MO),
4YTO, B CBOIO OYepenb, BLI3LIBAET pacciiabieHue rnagkol MyCKyIaTypPbl KaBEePHO3HBIX
TeJI, CIIOCOOCTBYSI MPUTOKY KPOBHU.



CunpmeHadun sIBISETCS MOIITHBIM U CEJIEKTUBHBIM UHTUOUTOPOM I MO-
crienupuieckoun ¢pochoguacrepasnl 5 (OI13-5) B KaBepPHO3HBIX Tenax, rae ®I13-5
oTBedaeT 3a pacnan nI'Mo. 3¢dekTr cungeHadunia Ha IPEKIIUI0 UMEIOT
nepudepuyeckuii xapakrep. CungeHadunl He OKa3blBaeT HEIOCPEOCTBEHHOT O
pelakCupyoIlen OelCTBUSA Ha N30JIMPOBaHHEIE KaBEPHO3HEIE Tejla YeJI0BeKa, HO
MOIITHO yCUIuBaeT pacciabnsromiee meiictBrue NO Ha 3Ty TKaHb. [Ipu aKTUBAIINU
MeTabonudeckoro nytTu NO/uI'M®, 4To MPOUCXOOUT IIPHU ITOJIOBOM CTUMYIISILINY,
UHruOupoBaHue cunbaeHadunrom O®I35 IPUBOAUT K MOBHIIIEHUIO YPOBHS Il MO B
KaBEPHO3HBIX TejlaX. TakuM 00pa3oM, OJisd TOTro, YTOOLI cumeHadus BbI3bIBal HYKEH
dapmakonorundeckui apdekT, HeoOXOAUMO TOJI0OBOE BO30YKIEHME.

Bnusinne Ha dapMakKOOUHAMUKY.

HccnemoBanus in vitro mokasasu, 4YTO CUIAeHa(hUI IBISIETCS CEIeKTUBHEIM K OJ13-5,
4YTO aKTUBHO y4aCTBYET B IIpoliecce spekuuu. IddheKkT cunmeHaduna Ha OI13-5
MOIIIHEEe, YeM Ha Apyrue u3BecTHhIe pochoamacTtepas3nl. ITOT 3¢hdekT B 10 pa3
MoIIHee, yeM 3¢ dekT Ha OI1I6, ydacTBYIOUIUU B IIpolieccax GOTOIIpeBPallleHUs B
ceTyaTke. [Ipy npuMeHeHNN MaKCUMalIbHBIX PEKOMEHIOBAHHLIX 03 CEIEKTUBHOCTD
cungenaduna B ®I13-5 B 80 pa3 npeBrilliaeT ero ceaeKTuBHOCTh K OIIE1, 8 700 pa3
BhIlIe, 4yeM B OJIE2, ®19-3, ®IIE4, OIE7, ®OES, ®IE9, ®IIE10 u ®IE11. B
4YaCTHOCTH, CeJIEKTUBHOCTh cungeHaduna B ®13-5 B 4000 pa3 npeBHIIIIaeT €ro
cesieKTUBHOCTh K ®I19-3 - TAM®-crienmudpuyeckoirt n3opopmel O3, y4aCTBYIOIIUNA B
PETYINSIIUU CEPAEYHOU COKPATUMOCTH.

®dapMaKOKHHETHKA

AbcopOirus.

Cunpmenadun 6bIcTpo abcopbupyeTcsi. MakcuMallbHbBIE ITJITa3MEHHbIE KOHIIEHTPAIIUU
npenapata gocturaercs B Tedernue 30-120 munyT (Cc MeguaHou 60 MHUHYT) IIOCJIE €T0
IIepopaabHOrO IIpUMeHeHU HaTolak. CpefHsss OMOOOCTYIIHOCTh IIOCJTIEe
IIepopaybHOro npuMeHeHus cocrasisgeT 41% (c guamasoHOM 3Ha4YEeHUU OT 25 [0
63%). B pekoMmeHmoBaHHOM auarna3oHe go3 (ot 25 mo 100 mr) nmoka3atenu AUC u
MaKCHMAaJIbHOM KOHIIEHTPAIIUU CuildeHadumiIa mocjie ero nepopaabHOro IIpUMeHeHu T
MOBBIIIAIOTCS ITPOIIOPLIMOHAIBHO [03€E.

[Tpu npuMeHeHUU cungeHadua BO BpeMs IIprueMa IIUIIN CTelleHb abcopOIuu
CHUZKAETCS CO CPeIHUM yOnuHeHreM Tmax 1o 60 MUHYT U CpeIHUM CHUXKEHHUEM
Cmax Ha 29%.

Pacnpegenenue.




CpenHui paBHOBECHHIM 00beM pacmupenenenus (Vd) coctaBisgetr 105 TUTPOB, YTO
CBUOETENbCTBYET O PACIpedeleHnun IIpellapaTta B TKaHAX opraHusMma. [locne
OOHOKPATHOTO ITpreMa BHYTPb cungeHaduna B go3e 100 Mr cpegHsiss MaKCuMasibHaAsA
oO11as mIa3MeHHasi KOHIIeHTpallus cuiageHaduiaa CoCTaBiseT npuMepHo 440 Hr/M
(koa(ppunmenT Bapuamnuu cocraBnseT 40%). [IocKONbKy CBI3bIBaHUE CUIAeHaduIa u
ero rinaBHoro N-mecMeTun-metadosuTa ¢ 6eIKaMu I1a3Mbl mocTuraet 96%, cpemHss
MaKCHMaJIbHas Ijla3MeHHasi KOHIIeHTpalus CBOOOIHOT 0 cuigeHaduia nocturaet 18
Hr/Mmi (38 HMonb). CTeleHb CBSI3bIBaHUS C OeJIKaMU MJIa3Mbl He 3aBUCUT OT OOIITUX
KOHIIeHTpalul cuageHaduia.

Y 300poBBIX TOOPOBOJILIIEB, TOMyYaBIINX cUlgeHaduI ogHOKpaTHO B fo3e 100 mr,
yepe3 90 MUHYT B 94KyJisaTe onpepnensanock meHsire 0,0002% (B cpegueM 188 Hr)
OO3HL.

MeTabomu3mM.

MeTtabonu3M cungeHaduia oCymeCTBISAETCS I'JIaBHBIM 00pa3oM C ydacTheM
MUKpPOCcOManbHEIX n30pepMeHTOB nneueHu CYP3A4 (ocHOBHOU yTh) 1 CYP2C9
(BTOpOCTETNEHHBIY ITyTh). [ TaBHBIN HUPKYIUPYIOMIUYA MeTabomuT obpa3dyeTcs nmyrteM N-
OeMeTUuNIupoBaHus cungeHadusna. CeTeKTUBHOCTh MeTabomuTa OTHOCUTENbHO PI13-5
CpaBHMMa C CEIeKTUBHOCTBIO cuiameHadumia, a in vitro akTuBHOCTh MeTaboIuTa
oTHOCUTENbHO DJI[3-5 cocTtaBnsgeT npuMepHO 50% aKTMBHOCTU HUCXOOHOTO BeIlleCTBa.
[ImasMeHHBIE KOHIIEHTPAIIUK 3TOr0 MeTaboJInuTa COCTaBISI0T npumMepHo 40%
KOHIIeHTpalluu cuingeHaduia B mi1a3Me KpoBu. N-IeMeTUIMPOBAaHHOTO MeTa00IUT
IMoaBepraeTcs OajlbHEeUIlIeMy MeTab0oIu3My, a IIePuoy ero MOJTyBLIBEOeHU
COCTaBJIIET IIPUMEPHO 4 4Jaca.

BriBeneHue.

OOmuuit KnupeHc cungeHaduna coctapiseT 41 /4, BEI3BIBas IIePUO ero
IIOJIyBEIBEEHUA IPOOOJIKUTEILHOCTEIO 3-5 4acoB. Kak mocie nipueMa, Tak 4 IIocie
IpUMEeHEeHUS 9KCKpellus cunpeHaduia B BUuge MeTab0oIuTOB OCYIIECTBISAETCS
rIaBHBIM 00pa3oM ¢ KanoM (mpumepHo 80% BBeJeHHOUW BHYTPh [03bI) U B MEHbBIIIEU
cTeneHu ¢ Mo4you (rmpuMepHo 13% BBemeHHOU MepPOoparbHON OO3HI).

dapMaKOKHMHETHKA B 0COOLIX I'PYIII HAIlMEeHTOB.

ITanmeHTH ITOXKKUJIOTO BO3PAcCTa.

Y 3m0poBRIX MOOPOBOJILIIEB ITOXKUJIOTO BO3pacTa (CTapiile 65 1eT) oTMedanoch
CHUXKEHUEe KIIUPeHCca cuilgeHaduna, 4To IPUBOOUIIO K MOBLIIIEHUIO IIJTa3MEHHBIX
KOHIIeHTpalul cungeHaduna u ero akTuBHOro N-geMeTUINPOBaHHOTO MeTabonuTa
npuMepHO Ha 90% 10 CpaBHEHUIO C COOTBETCTBYIOILIUMU KOHIIEHTPALUSIMU Y
30O0POBEIX MOOPOBOJIBIIEB MOJIOLOT0 Bo3pacTa (18-45 sieT). B ¢cBsI3M ¢ BO3PaCTHBIMU



Pa3IUYUSIMU B CBSI3BIBAHUM C O€JIKaMHU IJIa3Mbl KPOBU COOTBETCTBYIOIIIEE ITOBLIIIIEHTE
IJIa3MEeHHOM KOHIIEHTPAIIMKu CBOOOOHOTO cumeHadmIa cocTaBsiio mpuMepHo 40%.

IToueuyHast HEJOCTATOYHOCTS.

Y mo6poBoblieB C HapyIllleHueM QyHKIIUY ITOYEK JIETKON U CpefgHeN CTeleHU (KIUPEeHC
kpeatuHuHa 30-80 mn/MuH) papMakKOKMHETHKA CUJIieHaduIa ocTtaBaaach
HEeN3MEeHHOU II0CJie ero OOHOKPaATHOT o npueMa BHYTPh B fo3e 50 mr. Cpegraue AUC u
Cmax N-meMeTuImpoBaHHOTO MeTaboIuTa IOBHIIIAINCh Ha MaKCuMyM 126% u
MakcuMyM 73% COOTBETCTBEHHO I10 CPaBHEHUIO C TaKMUMHU I10Ka3aTeJIIMU Yy
noOPOBOIBIIEB TAKOTO XKe Bo3pacTa 6e3 HapylleHu GyHKIUM moyek. OgHako u3-3a
BBICOKOM MHOUBHUAYaIbHYIO BapuabeIbHOCTb 3TU Pa3/Iuyus He ObIIU CTAaTUCTUUYECKU
3HAYUMBIMU. Y HOOPOBOIBIIEB C TSAXKEIBIMU HapyIIeHUSIMU QYHKIIUHU ITO04YeK (KITUPEHC
KpeaTuHrHa HuKe 30 MJI/MUH) KITUPEHC cuilgeHaduia CHUXKAJCS, YTO IIPUBOOUIIO K
cpenauM noBrteHUAM AUC 1 Cmax Ha 100% u 88% COOTBETCTBEHHO I10 CPaBHEHUIO
c moOpPOoBOIbIIaMHU TAKOTO Ke Bo3pacTa 0e3 HapylleHui QyHKIuu rmoyek. Kpome Toro,
3HaueHne AUC u Cmax N-meMeTHINPOBAaHHOT0 MeTab0JIMTa 3HaYNUMO MOBHIIIIAIMCEH Ha
200% u 79% COOTBETCTBEHHO.

[leueHOYHass HEOOCTATOYHOCTE.

Y mo6poBOIBIIEB C IIUPPO30M ITeUYeHHU JIETKOM U CpedHed cTeneHu (KimaccoB A u B 1o
Knaccupukanum Yaung-I1ei0) KnupeHc cungeHaduia CHUXKAJCSA, YTO IPUBOOUIIO K
noBeimeHn0 AUC (84%) u Cmax (47%) 1o cpaBHEHHUIO C JOOPOBOJIbIIAMU TAaKOT'0 XKe
Bo3pacTa 0e3 HapylleHuu GyHKIMMN nedyeHu. PapMaKOKMHETHKa cungeHaduia y
MMal¥eHTOB C HapyIUIeHUsIMHU QyHKIIUU Te4YeHU TSIKeJIOW CTEeIleH! He U3y4asoCh.

IToxka3aHus

[Ipenmapat UHTAI'PA pekoMeHOyeTCS IIPUMEHATh MyK4YUHAM C 9PEKTUJIbHOU
oucyHKITMENW, KoTopasi olrpeaessieTcss Kak HeCIToOCOOHOCTh JOCTUYDb WU MOAAepPKaTh
9PEKIIMIO ITOJIOBOTO YJieHa, He0OX0AMMYIO OJIsS YCIIEIIHOTO IOJI0BOTO aKTa.

s apdexkTuBHOTO HeiicTBusa npenapata MHTAT'PA Hy>KHO IT0OJI0OBOE BO30yXKIEHUE.
ITporuBOMOKa3aHUNA

e TToBEBIIIIEHHAs YyBCTBUTEJILHOCTD K [IEMCTBYIOIIEMY BEIIECTBY UM K JIIOO0OMY
OPyromMy KOMIIOHEHTY IIpelapara.

e OQHOBpEMEHHOEe IpUMeHeHNe C MOHOPaMHU OKCHa a30Ta (TaKuMHU KakK
aMUJTHUTPUT) UJIM HUTPATaMHU B J1I000# hopMe MPOTUBOIIOKA3aHO0, ITOCKOJILKY
M3BECTHO, YTO cuapmeHadus BIUsIeT Ha IyTu MeTaboIu3Ma OKCHaa
a30Ta/UUKINYEeCKOro ryaHo3uHMoHodocdaTa (I'M®) u moTeHIUpPyeT



TUIIOTEH3UBHOE JEeNCTBUE HUTPATOB.

e OmHOBPEMEeHHOe npuMeHeHne nHruouTopos ®I13-5 (B ToMm uncie cuageHaduia)
CO CTUMYISATOPaAMU I'yaHUIaTIUKIIa3bl, TAKUMH KaK PHUOLIUTYaT,
MIPOTHBONOKa3aHO, ITOCKOJIbKY MOXKET IIPUBECTU K CUMIITOMaTU4eCKOMN
TUIIOTEH3UHU.

e COCTOsSIHUS, TPU KOTOPHIX HE PEKOMEHOYETCS MOJI0Basi aKTUBHOCTD (HaIlIpuMep,
TSIZKeJIble CEPAEeYHO-COCYOUCThIE PAaCCTPOMCTBA, TaKMe KaK HecTabuiIbHasa
CTEHOKapAUs UK CephedYHasi HeJOCTaTOYHOCTh TAXKEJION CTEIeHN).

e IToTeps 3peHUs Ha OOVH I'Jla3 BCIEOCTBUE HeapTepUaJlbHOU NepeqHen
HUIIeMUYEeCKON HEeBPOIIaTUU 3PUTEJILHOTO HEpPBa HE3aBUCUMO OT TOT'O, CBsI3aHa Jin
9Ta IaTOJIOTUS C IIPEALIOYIIUM IPUMEeHeHneM UHTuOUTOPOB hochoauscTepassl 5
(®03-5).

e Hanuune Takux 3a00yieBaHUM KaK HapyllleHne QYHKIUY IIeUeHU TSIXKeJon
CTeIleHU, apTepuajibHas TUIIOTEeH3us (apTepuanbHoe gaBneHue Huxe 90/50 Mmm
pT. CT1.), HemgaBHO NepeHEeCEeHHBIU NHCYIbT UIU NH(PAPKT MHOKapaa ¥ U3BECTHBIE
HacJie[ICTBEHHbIE fereHepaTuBHBIE 3a00JieBaHUsA CEeTYaTKU, TaKue KakK
IMUTMEHTHHIN PeTUHUT (HeOOJIbIIoe KOTUYEeCTBO TaKUX MTAlleHTOB UMeeT
reHetudyeckue paccrpoicta @13 ceTyaTKM), TOCKOIBKY 0€3011aCHOCTD
cungeHaduia He UCCIEOOBaINCh B TAKUX MOATPYyNIIax NarueHTOoB.

B3auMoOaeHCTBHE C IPYTrHMH JIEKapCTBEHHBLIMH CPEeICTBAMH H IPyrue BHObI
B3aMMOIEeHCTBHHU

Apdexkmul Opyaux 1eKapCmeeHHblX cpedcme Ha cusa0eHadu.

HccnegoBaHud in vitro.

MeTtabonu3M cungeHaduia IPOUCXOOUT IPEUMYIIECTBEHHO C y4acTueM U30(popMEl
3A4 (ocHOBHOU ITyTh) ¥ ©30popMbl 2C9 (BTOPOCTENEHHBIN ITyTh) IUTOXpOoMa P450
(CYP). [ToaTOMYy MHTUOUTOPHI 3TUX U30(hEPMEHTOB MOTYT CHUXKATh KIIUPEHC
cungeHaduia, a UHOYKTOPHI 9TUX U30(DE€PMEHTOB MOTYT HOBHIIIATh KJIIUPEHC
cungeHaduia.

HccnemoBaHus in vivo.

[TonynsauoHHBIN (hapMaKOKUHETUYECKUM aHa/lu3 JaHHBIX KIMHUYECKUX
HCCIe0BaHUM IIPOAEMOHCTPUPOBAJI CHUKEeHUE KIIMPeHca cujfeHadusia npu
OOHOBPEMEHHOM NTpuMeHeHUU ¢ uHruoutopamu CYP3A4 (TakuMU KaK KETOKOHA30JI,
SPUTPOMUIINH, IUMETUANH). XOTS IIPU OOHOBPEMEHHOM IPUMEHEHUHU CUulgeHaduna u
uHruoutopoB CYP3A4 pocT yacTOTHI MOOOYHLIX SIBIEeHUM He HaOI0anoch, CleayeT
paccMOTpeTh BO3MOXKHOCTh IPUMEHEHUI HadyaJlbHOU OO3El cujigeHadumna 25 Mr.



OmHOBpPEMEHHOE MPpUMeEHeHNe NHTUOUTOpa ImpoTea3bl BUY, oueHb MOIIHOTO
nHruobutopa P450, B COCTOSTHHM PaBHOBECHOM KOHIeHTpanuu (500 Mr gBaxkKawl B
CyTKM) u cungeHaduia (pa3osas go3a 100 Mr) npuBOOUIIO K IOBBIILIEHUIO
MaKcuManbHOU KOHIeHTpaluu (Cmax) cungeHaduna Ha 300% (B8 4 paz3a) u
MOBHIIIIEHNE cucTeMHOM 3Kkcmo3uluu (AUC) cunpmeHaduna Ha 1000% (B 11 pas). Hepes
24 gyaca na3MeHHBIE YPOBHU cuigeHadua Bce ellle CoCcTaBisiau npumMmepso 200
HI'/MJI IO CPaBHEHUIO C YPOBHEM ITPUMEPHO 5 HI/MJI, XapaKTEPHLIM OJIsI IPUMEHEHU S
cungeHaduma OTOEIbHO, YTO COOTBETCTBYET 3HAYUTEIbHOMY BINSIHUIO PUTOHABHUPa Ha
IMPOKUM crieKTp cyocTtpaTtoB P450. Cungenadun He BnuseT Ha papMaKOKUHETUKY
pUTOHABUPA. YUUTHIBas 3TU papMaKOKMHETHYECKHEe JaHHbIe OOHOBPEMEHHOE
npuMeHeHMe cungeHadria 1 puTOHaBUpa He PEKOMEHOyeTCs; B 1I000M ciydae
MaKCHMaJIbHas [03a cuameHaduia mpu KaKux 00CTOsITEIbCTBAX He MOJIXKHa
IIpeBHIIIaTh 25 MI' B TedyeHue 48 4acoB.

OnHOBpeMeHHOe ITpuMeHeHne nHruoutopa BUY-nmpoTea3rl cakBUHaBUpPa, UHTUOUTOPa
CYP3A4, B no3e, obecrieurBaeT paBHOBECHYIO KOHIIeHTpanuio (1200 Mr Tpu pa3a B
cyTKu) u cungeHadusna (100 Mr ogHOKpaTHO) MPUBOAUIIO K MOBHIIIEHNI0 Cmax
cungenadpuna Ha 140% u yBenuuenue AUC cunpeHadusna Ha 210%. He BrisiBIeHO
BIIMSHUSA cungeHaduna Ha papMaKOKMHETUKY CaKBHUHaBUPa.

[penmnosnaraeTcsi, 4To 6oee MolnHbie HHruOuTOpE CYP3A4, Takre KaK KeTOKOHA30J1
1 UTPaKOHa30J1, OyoyT uMeTh O0Jiee BEIpaXkKeHHOe BJIMSHUE.

[Tpu npumenenuu cungeHadpuna (100 Mr ODHOKPaATHO) U 3PUTPOMHUILIMHA, YMEPEHHOT' O
nunruoutopa CYP3A4, B paBHOBeCHOM cocTossHUH (500 MT ABaXObl B CyTKU B TeYEHUE
5 mHeit) Habmomanock noseieHrne AUC cunmeHadusa Ha 182%. ¥ 3mopoBeIX
n0OPOBOJIBIIEB MYKCKOT'0 I10JIa He Habmomanochk BIUsSHUS asuTpoMuliniaa (500 Mr B
TedueHHue 3 cyTokK) Ha AUC, Cmax, Tmax, KOHCTaHTy CKOPOCTH 3JIMMHUHAIIUU U
NOCJeayoIIVY IIepuo NOJIyBEIBEIeHUS CUlgeHaduia Uil ero OCHOBHOTO

U PKynupyomero metabonura. Llumetugun (MHTruOuUTOP utoxpoma P450 u
Hecrnienupuyeckuit uuruobutop CYP3A4) B go3e 800 Mr nmpu ogHOBPEMEHHOM
MIPUMEHEHUHU C cunpgeHadunoM B fo3e 50 MI y 3MOPOBHIX JOOPOBOJILIIEB IIPUBOAUI K
MIOBBIIIIEHUIO IIa3MEHHBIX KOHIIeHTpalui cungeHaduna Ha 56%.

I'penindpyTOBLIN COK siBNsieTCs ciaabbiM uHruoutTopom CYP3A4 B cTeHKe KUIIEYHUKA U
MOXKEeT IIPUBECTU K YMEPEHHOMY ITOBHIIIIEHUIO YPOBHEH CUJifeHadusa B Ijia3Me KPOBH.

OpHOKpaTHOEe MPUMEeHeHHe aHTaIllua0B (MarHus rugpPOKCHIA/aTIOMUHNS THAPOKCHIA)
He BJIMSJIO Ha OMOOOCTYIIHOCTh CUJIAeHaduna.

XO0Ts UCcCIIemoBaHuM CIIeIM(PUIEeCKOr0 B3auMOOEeHCTBHS CO BCEMH JIeKapCTBEHHLIMHU
CpenCcTBaMM He MPOBOOUIN, IO JAHHBIM IIOMYJISIUOHHOTO (apMaKOKHHETHYECKOTO
aHau3a, papMakKOKMHETHKA CUulgeHabulIa He MeHsJIach IIPU OJHOBPEMEHHOM



IIPUMEHEHUU C JIEKAPCTBEHHLIMU CPeOCTBaMHU, IPHUHAOJIEeXKAIIUMU K IPYyIIIe
uHruoutopoB CYP2C9 (Ttonbyramun, Bapdaput, GeHUTONH), TPYHIIIE UHTIOUTOPOB
CYP2D6 (Takux Kak ceJIeKTUBHbIe MHTHOMTOPHEI 00pPaTHOTO 3aXBaTa CEPOTOHUHA,
TPULIMKJINYECKNE aHTUAENIPECCAHTHI), TPYIITHl TUA3UAHBIX U THA3UA0TOA00HBIX
OUYPETUKOB, TIETJIEBLIX U KaJiniicOeperamwiinx JUyPEeTUKOB, HHTUOUTOPOB AIID,
AHTArOHMCTOB KaJIbIIMs, aHTAarOHUCTOB B-aipeHOPEIeNTOPOB UJIN HHAYKTOPOB
MeTabonu3amMa CYP450 (Takux Kak pudaMnuiyut, 6apouTypaThl).

B xome uccieqoBaHUs C y4aCTHEM 3[00POBHIX MTOOPOBOJILIIEB-MYKUYHUH OITHOBPEMEHHOE
IIpUMeHEeHNEe aHTaroOHUCTa SHAOTeNnHa OoceHTaHa (yMepeHHbM nHOyKTOp CYP3A4,
uHnykTop CYP2C9 u, Bo3amoxuo, CYP2C19) B paBHOBECHOM COCTOSIHUU (125 Mr
OBaXkOhbl B CYTKU) U CUJIAeHaduIa B paBHOBECHOM cocTossHUHU (80 Mr Tpu pa3a B CyTKHU)
npuBonuino K canxkeHnunio AUC u Cmax cungeHaduna Ha 62,6% u 55,4%
COOTBETCTBEHHO. [ToaTOMy OMHOBPEMEHHOE ITPUMEHEHNE TaKUX MOIIHBIX UHOYKTOPOB
CYP3A4 xak pudpaMIUIIUH MOXKET ITPUBOIUTE K 00JIee BHIPAaXKEeHHOMY CHUXKEHUIO
KOHIIEHTpalluU cuilgeHaduia B mia3Me KpPOBHU.

Hukopaupun npencraBisieT coboi rubpu akTuBaTopa KajbIIMeBEIX KaHaJIOB U
HUTpaTa. HUTpaTHBIM KOMIIOHEHT ITPENOIIPENeiseT BO3MOXKHOCTb €0 CEPhE3HOT0
B3aMMOOENCTBUSA C CUJIbIeHapUIOM.

Apdexkmul cusdeHapura Ha Opyaue 1eKkapcmeeHHble cpedcmaed.

HccnepgoBaHud in vitro.

CunpeHaduin - cnabuii maruouTop usodopm 1A2, 2C9, 2C19, 2D6, 2E1 u 3A4
nutoxpoMma P450 (MK50> 150 mxkmoiib). [TOCKOIBKY MUKOBEIE I1JTa3MEHHEIE
KOHIIeHTpalluu cujgeHaduia paBHb IPUMEPHO 1 MKMOJIb, BIIMSIHUE ITpelapaTa
HMHTarpa npu IpuMeHEeHUHW B PEKOMEHIyeMOM [ralla3oHe M03 Ha KJIIMPEeHC cCyOCTPaToB
9TUX U30(h)epPMEHTOB MaJIOBEPOSITEH.

OTCyTCTBYIOT HaHHBIE O B3aMMOLENCTBUM CUIAeHaduIa U TaKUX HeClleunpuieCKnux
MHTUOUTOPOB hochoauacTepasnl KaK TEODUIIINH U OTUITHPUTAMOII.

WccnemoBaHusl in vivo.

[ToCcKONBKY M3BECTHO, YTO CUNAeHaduI BnusieT Ha MeTaboIu3M OKCHaa
a30Ta/IUKIINYeCKOro ryaHo3naMoHodocharta (1I'M®P), 61710 yCTaHOBIIEHO, YTO
cunpgeHaduI NOTEeHIIUPYET TUIIOTEH3UBHOE NEeNCTBUE HUTPATOB, IIO3TOMY €ro
OOHOBPEMEHHOEe MPUMEeHEeHNe C JOHOPpaMM OKCHUJa a30Ta UM HUTpaTaMu B JIIOO0HU
¢dopMe ITPOTUBOITIOKA3aHO.

PI/IOLH/Il"yaT. IHOKIIMHUYEeCKHEe UCCIIedOBaHU IT0OKa3aiu aOOUTUBHBIA CUCTEMHBIN
3(1)(1)8KT CHU2ZKEHUS aPTePHUaJIbHOT'O JaBJIEHHU A IIPHU OOHOBPEMEHHOM IITPMMEHEHNN



uHTHOUTOPOB PI13-5 Cc puonuryarom. KnuHn4Yeckue uccieqoBaHus MOKa3alid, YTo
pUOIUTyaT YCUINBAET TUIIOTEH3UBHOE elcTBUe MHTuOuTopoB ®II3-5. YV nmanmueHToOB,
y4aCTBOBABIIINX B MCCJIEJOBaHUU, He HAOJII0OanoCh KITMHNYECKOro adpdekTa oT
OOHOBPEMEHHOTO IPUMeHEeHUs MHTUOUTOPoB PI1I-5 ¢ prouuryaToM.
[IpoTMBOIOKa3aHO OJHOBPEMEHHOE IPUMEHEHNEe PUOLMTyaTy ¢ uHruouropamu ®JI13-5
(B TOM umcCe cunbOeHapuiIoM).

OmHOBpPEMEHHOE TpUMeHeHUe cuigeHadumaa u 6710KaTOPOB K-alPEHOPEIEIITOPOB
MOZKET IIPUBECTU K Pa3BUTHUIO CUMIITOMATUYE€CKOU THUIIOTEH3UU ¥ HEKOTOPHIX
IpenpacnoioOKEeHHBIX MallMeHTOB. Takas peaKIusa 4aCTO BO3HUKAJla B TeyeHue 4
4acoB II0CJie IpUMeHeHUus cunaeHaduna. B xome 3 uccrnemoBaHul cCoelu@uyecKoro
B3aMMOAENCTBUSA JIEKaPCTBEHHBIX CPEACTB OJI0KATOP X-aAPEHOPELENTOPOB
mokca3o3uH (4 mr u 8 mr) u cungeHadun (25 mr, 50 mr u 100 Mr) IPUMEHSITUCH
OOHOBPEMEHHO MalleHTaM C JOOpPOKaYyeCTBEHHOMU T'UIlepnjia3uel ImpeacTaTenbHON
XKeJse3bl, CTabunm3anus COCTOSTHUS KOTOPBIX Oblla JOCTUTHYTA ITPU IIPUMEHEHUN
OoKca3o3WHa. B aTux momynsiusax HabJioganoch cpeaHee OOTOTHUTEIbHOE CHUXKEHUE
apTepuabHOTO JaBIeHHUs B MIOJIOKEHUHU J1exka Ha 7/7 MM PT. cT., 9/5 MM pT. cT. u 8/4
MM PT. CT. U CpeJHee CHUXKEHNEe apTePUaIbHOIO IaBJIEHUS B IIOJIOKEHUM CTOS Ha 6/6
MM PT. CT., 11/4 MM pT. CT., 4/5 MM PT. CT. COOTBETCTBEHHO. [Ipy OHHOBpPEMEHHOM
MMpUMeHEeHUU cuigeHaduia u JOKCa303uHa Y IMallieHTOB, CTaOMIN3allnus COCTOSTHUS
KOTOPHBIX ObIJIa AOCTUTHYTa NPU IPUMEeHEHUU NOKCa3031WHa, MHOTAa CO00IIanoch O
Pa3BUTHUH CUMIITOMATUYECKONM OPTOCTAaTUUYECKOM TUIIOTEH3UU. B 9TUX COOOIEeHUSAX
TOBOPUJIOCH O CJIy4YasX rOJIOBOKPY2KEHME U COCTOSSHUE Iepe 0OMOPOKOM.

He Habmomanoch HUKAKUX 3HAUMMBIX B3aUMOAEUCTBUM IIPHU OMHOBPEMEHHOM
npuMeHeHuu cunpeHadumna (50 mr) u Tondbyramupa (250 mr) unu BapdapuHa (40 mr),
KoTopble MeTabonusupytcsa CYP2C9.

Cunpmenadun (50 Mr) He MpUBOAUI OBl K YBEJITMYEHNIO BPEMEHU KPOBOTEUEHNS,
BBI3BAHHOT'O IPUMEHEHHEM alleTUICAIUIINIOBON KUCIIOTHL (150 Mr).

Cunpmenadun (50 Mr) He MOTEHUIMUPOBAJI TUIIOTEH3UBHOE NENCTBHE aJIKOTOJIS Y
3[I0POBLIX MOOPOBOJIBIIEB ITPU CPEIHUX MaKCUMAJILHBIX YPOBHSX 3TaHOJIa B KpoBu 80
MTI/OJI.

Y nanuueHTOB, IMOJIy4YyaBIIUX cuigeHadusr, He HaOIIOAAaTIOCh HUKAKUX Pa3Tu4YUn
npoduis modbouyHEIX 93PPEeKTOB MO CpaBHEHUIO C IIj1alebo IIPHu OJHOBPEeMEHHOM
MMPUMEHEHUU TaKUX KJIaCCOB T'MIIOTEH3UBHBIX JIEKAPCTBEHHBIX CPEACTB KakK
OUypeTuKu, OJI0KaTOPHI B-agpeHopelenTopoB, UHTHOUTOPH AII®, aHTarOHUCTH
aHTHOTeH3uHa I, aHTUTruIepTeH3UBHEIE JIEKaPCTBEHHBIE CPEICTBA
(cocymopacuiupsionie 1 HeHTPaJIbHOT0 OeiCTBUsI), 6JI0KaTOPH afpeHepPTUYeCcKux
HEeWPOHOB, 0JI0KAaTOPHI KalIbIIMEBHEIX KAHAJIOB U OJI0KATOPHI K-aAPEHOPEIEITOPOB.



B cmemuanbHOM MCCI€IOBAHUYM B3aUMOIEMCTBUS ITPU OOHOBPEMEHHOM IIPUMEeHeHU!
cungeHaduna (100 Mr) u amaogunuHa IMalfieHTaM C apTepHUabHOU TUIIEePTEH3UEen
HabJ1I01aI0Ch OOMOTHUTEIbHOE CHUXKEHNE CUCTOJIMYECKOT0 apTepHaJIbHOT0 OaBJIeHU S
B ITOJIOKEHUM JieKa Ha 8 MM pPT. cT. CHUXKEHHWEe IUaCTOINYEeCKOr0 apTePUaIbHOTO
OaBJIEHUSI COCTABUJIO 7 MM PT. CT. [10 BeTMYUHE 3TU OOIIOTHUTEILHEIE CHUXKEHUE
apTepUaJIbHOTO [aBJIeHUS ObIIM COIOCTABUMEI C TEMH, YTO HAOJIIOOAIUChH IPU
MIPUMEHEHUH TOJILKO cuiigeHaduna y 3MOpOBLIX JOOPOBOJIBIIEB.

Cunpgenadun B go3e 100 Mr He BIUAI Ha ¢papMaKOKMHETUYECKHUE ITOKa3aTelIu
MHTrUOUTOPOB npoTea3bl BUY, cakBuHaBUpa U pUTOHABUPA, KOTOPHIE SIBJISIIOTCS
cyoctpatamu CYP3A4.

Y 300poBBIX TOOPOBOJILIIEB MY2KCKOTO TI0JIa IPUMEHEeHUs cuingeHaduia B
paBHOBeCHOM cocTossHUU (80 Mr Tpu pa3a B CyTKHU) NIPUBOAUIIO K NOBHIIIeHU0 AUC u
Cmax 6oceHTaH (125 Mr gBaxnabl B cyTK1) Ha 49,8% 42% COOTBETCTBEHHO.

OC00EeHHOCTH MPUMEHEHHSI

Ilo Hayasna Tepanuu cienyeT coOpaTh MeOUIIMHCKUYM aHaMHe3 MTallieHTa U IPOBECTH
du3ukanbHOE oO6CeqoBaHue OJII OUAaTrHOCTUKU 9PEKTUIPHONU OUCHYHKIIUU U
OIIpeJeleHUsI €€ BO3MOXKHBIX ITPUYHH.

daxkmopbul pucka cepdeuHo-cocyoucmuix 3abosesaHull.

[TockobKy I10JI0Basi aKkTUBHOCTE COIIPOBOXKOAEeTCs OIpenesIeHHEIM PUCKOM CO
CTOPOHEI Cepflla, IO HadaJsia JIIo00ro JiedeHUs 3PeKTUJIbHOU AUCPYHKIIUY Bpayd
OOJI2KEH OLIEHUTh COCTOSIHUE CEPAEYHO-COCYOUCTOU CUCTEMEI NanueHTa. CungeHadun
OKa3bIBaeT COCYOOpPacCIIUpPSIOlIee OelCTBUE, IPOSIBISAETCS JIETKUM U
KpPaTKOBPEMEHHBIM CHUXKEHUEM apTepUuasibHOTO OaBjieHus. [0 Ha3HaYeHUs
cunpeHaduia Bpad JOJIKEH TIIaTeJIbHO B3BECUTh, MOXKET JIM TAaKOU 3P PEKT
HeOJIaronpusTHO BIUSThH Ha IMAIlMEHTOB C OIIPeeIeHHBIMU OCHOBHBLIMU
3abo0sieBaHUSAMU, OCOOEHHO B COYETAHUM C IIOJIOBOM aKTUBHOCTHIO. K maimeHTam c
MOBBIMIEHHON YyBCTBUTENBHOCTHIO K Ba30OMUIaTaTOPOB OTHOCSTCS HMallMeHTHI C
0OCTPYKIIMEN BLIBOOHOTO TPAKTa JIEBOTO XKeJyaouka (HalrpuMep, CTEHO3 aOPTHI,
runeprpodruyeckasi OOCTPYKTHUBHASA KapAUOMUONATUS) U MAIlMEHTHl C PEeIKUM
CUHAPOMOM MYJIBTUCUCTEMHOMN aTPOPUH, OOHUM U3 IMIPOSABIEHUU KOTOPOU SIBASETCS
TSXKeJI0e HapylleHue PeryIsalni apTepruaabHOIO JaBJIeHUsI CO CTOPOHBI BereTaTUBHOU
HEPBHOU CUCTEMHI.

CI/IJI)IeHa(bI/IJ'I IIOTEHIIUPYET T'MIIOTEH3UBHOE OenucTBUe HUTPATOB.

B mocTMapKeTHHTOBOM MepHuoie COO0IaIoCh O TSIKEJIbIX ITOO0UYHBIX PeaKIIUsIX CO
CTOPOHBI CEPIEYHO-COCYOIUCTON CUCTEMBI, BKJIIo4Yast HH(paPKT MUOKapaa,



HecTaOMJILHOM CTeHOKapauel, BHE3anHYI0 CEPAeYHO-COCYAUCTYIO COOBITHE C
JIeTaJIbHBIM UCXOMI0M, KeJTyIOYKOBOM apUTMUH, 11epebpoOBacKyJIIpHbIE
KPOBOU3JIMSAHMS, TPAH3UTOPHYIO UIIIEMUYECKYIO aTaKy, apTepruaIbHON TUIlepTEeH3UEN
U apTepuabHOM I'UIIOTEH3UH, KOTOPHIE 110 BpEMEHU COBIafalii C IpUMeHeHueM
cunpeHaduna. Y 60IbIIMHCTBA [TAIlUEHTOB, HO He ¥ BCeX, CYLIeCTBOBaIu (paKTOPHI
pUCKa CeEpOevYHO-COCYOUCTHIX 3a00meBaHu. MHOTO TaKuUX ITOOOYHBIX peaKIui
HabJII00aIo0Ch BO BpeMs UJIM Ccpa3y IIoCJie IIOJIOBOTO aKTa M TOJIbKO HECKOJIBKO
CJIy4UJIOCh BCKOpPE II0CJIe IPUMeHeHUs cuigeHaduna 6e3 I0JI0BOM aKTUBHOCTH.
[TosTOMy HEBO3MOIKHO ONPENEIUTD, CBSI3aHO Pa3BUTHE TaKMX NOOOYHBIX peaKUui
HETIOCPEICTBEHHO ¢ ¢haKTOpaMU PUCKa, UM UX Pa3BUTUE 00yCIOBIE€HO APYTUMHU
dbaxkTopammu.

ITpuanusm.

CpencTBa [y Te4YeHHUs 3PEeKTUIbHON OUCPYHKIIMY, B TOM YHCJIe U CUIOeHadur,
clegyeT Ha3HadYaTh C OCTOPOXKHOCTHIO ITallMeHTaM C aHaTOMUYE€CKUMU
nedopMalusiMu IeHrca (TaKUMU KaK aHTYIISIIUsI, KaBePHO3HBIU (Gubpo3 unu 601e3Hb
[MelipoHM) UM TTAllUEHTaAM C COCTOSTHUSIMU, KOTOPbIEe CIIOCOOCTBYIOT Pa3BUTHUIO
npruanu3Ma (TaKuMH KaK CEPIIOBUIOHO-KJIETOYHAs aHEeMUSI, MHOXKECTBEHHAasI MUeIoMa
UJIN JIEUKEeMUs).

[Tocne BuIXOMa IpemnapaTa cuigeHaduia Ha PEIHOK CO00IaIoCh O Caydasix
VIJIMHEHHOU 3peKIuu U npuanui3ma. Ecnu spekius anuTcs 6osee 4 4acos,
rnanyeHTaM cileayeT HeMeaJIeHHO 00paTUThCSA 3a MEOUILIMHCKOM ITOMOIIbIO. B ciiydae
OTCYTCTBUS HEMEIJIEHHOI'O JIeYeHUS IpUannu3M MOXKeT IPUBECTU K IOBPEXKIEHUIO
TKaHeU IeHNCa U K CTOMKOHU MOTepe IIOTEHIIUH.

O0HoBpeMeHHOe npuMeHeHue ¢ Opyaumu uHaubumopamu ®I13-5 uau Opyaumu
npenapamamu 015 A€4YEHU IPeKmuibHOU OuchyHKUUU.

Be3onacHOCTh U 3 PEeKTUBHOCT, OODHOBPEMEHHOTO ITPUMEHEHUA CUNIgeHaduna c
opyrumu uarubuTopamMu ®I3-5 unu ApyruMu npernapaTaMyu O Te4eHUs
TUNEPTEH3UN JIeTOYHOM apTePUHU, cofepKalue cuageHadus, Ui ¢ OpyruMu
npenapaTaMu O JIeYeHUS 3PEKTUIbHOM OUCPYHKIIUU U3ydalauchk. [ToaTomy
IMpUMeHEeHNEe TaKUuX KOMOMHAUY He PeKOMEHOyeTCs.

BausHue Ha 3peHue.

CroHTaHHBIE COOOIIEHUSI O BOSHUKHOBEHUU 1e(PeKTOB 3peHHUs IOCTyHallu
aCcCOLIMMPOBAHO C IPUMeHeHUeM cuigeHaduna u apyrux uHruoutopon ®JI13-5. O
clIy4asiXx HeapTepHuallbHOU IlepegHel UIlleMUYeCKOU HeBPOIaTUH 3PUTEJILHOTO HEPBA,
SIBJIIETCS PEIKUM COCTOSTHMEM, IIOCTYIIalu CIIOHTaHHBIE COOOIIeHUs U COO0Ianoch B
Ha30pPHOM MCCJIEqOBaHUU aCCOLMUPOBAHO C MPUMEHEHUEM CuilgeHaduia U Pyrux



uHruouTopoB ®JI19-5. [TallMeHTOB cleoyeT IPeayIpeanuTh, YTO B CIy4ae BHE3AMHOTO
HapyIIeHus 3peHus IPUMEeHEeHU CuifeHadumna cieqyeT IpeKpaTuTh U HeMEeOJIEHHO
00paTUTHLCA K Bpayy.

OO0HoBpeMeHHOe NpuMeHeHue C PUMOHABUPOM.
OpmHOBpeMeHHOe IIpUMeHeHue cungeHadusa 1 pUTOHABUPA He PeKOMEHIyeTCs.
OOHoBpeMeHHOe npumMeHeHue ¢ 610Kkamopamu a-a0pPeHopPeu,enmopos.

[ManyeHTaM, MPUHUMAIOIIUM OJIOKATOPHI X-adPEeHOPEIIeIITOPOB, IIPUMEHSTH
cunmeHadu ciemyeT C OCTOPOKHOCTBIO, IIOCKOJIBKY TaKasi KOMOMHAIINS MOXKeT
MNPUBECTU K CUMITOMATU4Y€CKOM TUIIOTEH3UN Y HEKOTOPBIX MIPEAPaCIIOIO2KEHHBIX
nanreHToB. CUMIITOMaTHYeCKasi TUTTIOTEH3Us OOBLIYHO BO3HUKAET B TeUeHUe 4 4acoB
Tocjie mpuMeHeHus cungeHaduna. C 1e1bi0 MUHUMU3AIIUU BO3MOXKHOT0 Pa3BUTHUS
IMOCTYPAJIbHOM IT'MIIOTEH3UHN Y MAllMeHTOB, IPUHUMAIOIINX OJTOKaTOPHI O-
aIpeHOoPeleIITOPOB, UX COCTOSIHUE HYKHO CTAaOMIM3UPOBATh C IIOMOIILIO0 0JI0KaTOPOB
X-aJPEHOPEILENITOPOB OO0 Havajla IPUMeHeHUsI cungeHaduna. Takxke cienyeTt
paccMOTpPeTh BO3MOXKHOCTh IPUMEHEHHUS HavalbHOU OO03kl 25 Mr. Kpome Toro,
crenyeT MPOMH(GOPMUPOBATH ITAllMEHTOB, KaK JelCTBOBATh B ClIydae IOSBIIE€HUS
CHUMIITOMOB OPTOCTAaTUYE€CKOU TUIIOTEH3UMU.

BausaHue Ha KkpogomeueHus.

HccnemoBanusi TPOMOOIIMTOB UeJiOBEKA ITOKa3aJiv, YTo in vitro cunmeHadun
MOTEHIIUPYEeT aHTHAarperaquoHHBIM 3G PEeKTh HaTPUs HUTPOIIpyccupa. HeT HUKakou
nHOpMalM OTHOCUTENbHO 0€30MaCHOCTY IIPUMEHEHUS culaeHadusia nauieHTaMu C
HapyIIeHUSIMU CBePThIBaHUS KPOBU UJIA OCTPOM sI3BE€HHOU 00ye3Hbi0. TakuM 00pa3om,
IpUMeHeHNe culgeHadusa nalueHTaMy 3TOM TPyl BO3MOXKHO TOJILKO IIOCJIE
TIIATEJIbHOM OIIEHKU COOTHOIINEHUS MOIb3bl U PUCKA.

[TpemapaT COmepKUT JIAKTO3Y, II0O3TOMY €T0 He CIeOyeT NPUMEHSITh MyXK4YUHaM C
TAaKUMU PEOKHNMHU HACJIeICTBEHHBIMHU HAPYIIEeHUSIMU KaK HEeIIePeHOCUMOCTbD
raJIaKTO3bI, HEOOCTATOYHOCTD TaKTa3kl Jlammna uiu MaababCcopOIus TITIOKO3HI-
raJIaKTO3HI.

[Tocne mpuema 100 MT 3MOpOBEIM HOOPOBOJILIIAM He HAOJII0OAIOCh BIUSTHUS Ha
MOPGOJIOTHIO UJIH MOABUXKHOCTL CII€PMAaTO30MUO0B.

ITomepsa cayxa.

Bpauawm cnemyeT mocoBeTOBaTh MallieHTaM NPEeKPaTUTh IPUMeHeHe UHTuOUTOPOB
®I13-5, BKIo4ast cunmeHaduil, 1 HeMeOJIeHHO 00paTUThCS 3a MEOUIITMHCKOM ITOMOIIbIO
B CJIy4Yasix BHE3aITHOT'O CHUZKEHUS UIU NOoTepHu ciyxa. O0 3TUX ABJIEHUSX, KOTOPhIE



TaK>Xe MOTYT COITPOBOXIAThCsI 3BOHOM B yIlIaX ¥ T'OJIOBOKPYKEHHEM, COOOIIaIOCh C
acconualmyey BO BpeMeHH C IpUMeHeHHneM HHruouTopos ®JI13-5, BKIodYas
cungeHadun. OnpegenuThb, 3TU SIBJIEHUS HAaOPSIMYIO CBSI3aHHBI C IPUMEHEeHUEM
uHruoutopoB ®JI19-5, unu c OApyruMu gpakTopaMu, HEBO3MOXKHO.

OOHOBpeMeHHOQ npumeHeHue ¢ 2unomeH3UBHbIMU npenapamdamu.

CunpeHaduI oKa3blBaeT CUCTEMHYIO COCYOPaCHINPSIIOIlee IeCTBHE U MOXKET B
OaJIbHEUNIIEeM CHUXKATh apTepualbHOE OaBjIeHHe YV ITallMeHTOB, TIPUMEHSIOIINX
TUIIOTEH3UBHEIE JIEKapPCTBEHHEIE CPEeCTBa. B oTOeIbHOM HUCCIIeIOBaHUU
JIEKAPCTBEHHOTI'0 B3aUMOOEMCTBUS OOHOBPEMEHHOE IPUMEHEeHNe aMIogunuHa (5 mMr
unu 10 mr) u cungeHaduna (100 Mr) nepopanbHO HabIIOAIOCh CPegHee
OOIIOJTHUTEIbHOE CHUXKEHUE CUCTOINYECKOTO JaBJIeHUs Ha 8 MM pPT. CT. U
OMACTOIMYECKOTO - Ha 7 MM PT. CT.

3aboseeaHusi, nepedarow,uecs NOA08bIM NYymMem.

[TpuMmeHeHUe npenapata MHTarpa He 3amuinaeTt oT 3a00jeBaHUM, ITIePeIalonIuXCcs
IMOJIOBEIM mmyTeM. CiielyeT PpacCMOTPETh BO3MOKHOCTh ITPOMHCTPYKTHUPOBATH
MaIlMEeHTOB OTHOCUTEIBHO HEOOXOIUMBIX MEP IMTPEIOCTOPOKHOCTH [JIST 3AITUTHL OT
3aboeBaHu, ITepenalolIuXCs IIOJI0OBLIM ITyTEM, BKIII0Uasi BUPYC UMMyHOOebUIIuTa
yeJIoBeKa.

CnoCcoOHOCTH BIIHSATH HAa CKOPOCTH PEaKIMH [IPH yIIpPaBIeHUH
ABTOTPAaHCIOPTOM WIH padoTe C MeXxaHU3MaMH

JlekapctBeHHOe cpenctBo MHTAI'PA MoxXeT UMeTh He3HAYUTEJIPHOE BIIUSAHUE Ha
yIpaBJleHre aBTOTPAHCIOPTOM UJIM OAPYTUMU MexaHu3MaMu. [I0CKOIBKY B xofe
KJIMHU4YECKUX UCCJIeJOBaHUY MPUMEHEeHUs CUIfeHadusa coobI1ansoch 0 Ciydasax
TOJIOBOKPY2KEHUE U HapyILIEeHUs CO CTOPOHEI OPraHOB 3pEeHUs, liepen TeM Kak
CagUThCS 3a PyJIb TPAHCIOPTHOI'O CPEACTBa MU paboTaTh C MEXaHU3MaMH,
nmanueHTaM HeoOXOOUMO BBISICHUTh, KAKOBa UX MHOWBUOYAJIbHAS PeakIus Ha
npumeHeHue npemnapata MHTAI'PA.

IIppuMeHeHHe B mMepHO] 0EPEeMEeHHOCTH H/IH KOPMJIEHHUSI I'PYIbIO
[Tpennapat UHTAI'PA He nipegHa3Ha4yeH OJid IPUMEHEHUS XKeHIIUHaM.
Crmoco0 mpuMeHEeHHUsI M T03bI

[IpenmapaT npuMeHATH IIEPOPaIbHO.

B3apocavle.



Pekomennyemasi go3a MHTAI'PA cocTtasnsgeT 50 Mr ¥ IpUMEHSIETCS B ClIy4ae
He0oOXOOUMOCTH ITPUMEPHO 3a 1 yac [0 moIoBOM aKTUBHOCTH. B 3aBUCUMOCTHU OT

9} PeKTUBHOCTU U ITIEPEHOCUMOCTH IIpelapaTra A03y MOXKHO yBenu4uuTh A0 100 Mr unu
YMEHBIINTH A0 25 Mr. MakcumanbHasi peKOMeHgoBaHHas no3a cocTtaBnsgeT 100 mr.
YacToTa IpUMeEHEHUS MaKCUMaJIbHOM PEeKOMEHOyeMOU OO3Hl IIpelapaTa cocTaBiseT 1
pa3 B cyTku. [Ipu npumernenuu npenapata UHTAI'PA Bo BpeMsa npreMa IIUINA
OEelCTBHUE IIpernapaTta MOXKET HacTyIlaTh [TO30Hee, YeM IIPU ero IIpruMeHeHUu HaTolllak.

ITauueHmul nocu1020 8O3pPACMA.

Heo06xoouMOoCTh B KOPPEKIMY AO3HI ITAallMeHTaM IIOXKUJIOT0 Bo3pacTa (= 65 neT)
OTCYTCTBYET.

Hau,ueHmbt C No4Yye4yHoli He0oCMamouyHOCMbio.

[TauyeHTaM C IMOYEYHOU HEJOCTAaTOYHOCTHIO JIETKOM U CPeJHEN CTEeIIeHU TAXKECTH
(knmupeHC KpeatuHuHa 30-80 MyI/MUH) peKOMeHOyeMas f03a Takas ke, KaK yKa3aHOo
BHIILIE B pa3faesie «B3pocrbie».

[TocKONBKY y mallieHTOB C IOYEeYHOU HEJOCTAaTOUYHOCTBIO TSIKEJIOU CTEIIeHU (KJIITUPEHC
KpeatTuHuHa <30 MJI/MUH) KJIUPEHC CUJileHadusia CHUXKEH, CIIeyeT PaCCMOTPETH
BO3MOXKHOCTh IPUMEHEHHUS OO3bl 25 MT. B 3aBuCUMOCTH OT 3)HEKTUBHOCTHU U
IIepPeHOCUMOCTH IIpenapaTa Npu HeoOXOOUMOCTH O03y MOXKHO YBEIUYUTH ITOCTEIIeHHO
oo 50 mr u 100 mr.

ITauueHmul ¢ neyeHoYHOU HedoCmamoYHOCMbHo.

[ToCcKONBKY y malleHTOB C IeYeHOYHOU HeOOCTaTOYHOCThHIO (HallpuMep, UPPO30M)
KJIUpEeHC cungeHaduna CHUXKEH, CJiIefyeT paCCMOTPETh BO3MOXKHOCTh IPUMEHEHU S
mo3el 25 Mr. B 3aBucumMocTu OT 3¢ (HEeKTUBHOCTH 1 IEPEHOCUMOCTH TIpenaparTa IIpu
He0oOXOOUMOCTH O03y MOXXHO YBEIUYUTH mocTeneHHo A0 50 mr u 100 mr.

ITayuenmbl, npumeHsowue dpyaue 1eKkapcmeeHHble cpedcmad.

Ecnu nmauveHTs omHOBpeMeHHO nHruoutopsl CYP3A4, cnenyeT pacCMOTPETh
BO3MOXKHOCTD ITPUMEHEHUS HadalbHOU O3Bl 25 MT.

C 11e1b}0 MUHUMHU3AIIUU BO3MOXKHOT'O PA3BUTHUS ITOCTYPaIbHOU TUIIOTEH3UU Y
MalMeHTOB, MPUHUMAIONIUX OJI0KATOPHI 0-aIPEHOPEIENITOPOB, UX COCTOSTHUE HYXKHO
CcTaOUIN3UPOBATh C IOMOIIBIO OJIOKATOPOB X-aIPEHOPEIENITOPOB M0 Havasa
NpUMeHeHus cungeHaduna. Takxke cilemyeT paCCMOTPETh BO3MOXKHOCTh IPUMEHEHUST
HaYaJIbHOM HO3BI 25 MT.

HeTn



[IpenapaT npoTUBOIIOKA3aH [ IPUMEHEeHUs IullaM 1o 18 mner.
Ilepeno3upoBka

B xome KIMHUYECKUX MUCCIIeJOBaHUM C ydacThUEeM JOOPOBOJIbIEB TPY IIPUMEHEHUN
pa3oBoi go3kl cungeHaduna mo 800 Mr moO0YHbBIE PeaKIuKy OBIIN ITOOOOHE! TEM,
KOTOphle HaOJIIomaIuch Ipyu IpUMeHeHUU cungeHaduna B 60yee HU3KUX A03aX, HO
BO3HUKAJHY 4allle U ObIu Oosiee TsaxkenbiMu. [I[puMeHenre cunmeHaduna B mo3e 200
MT He ITPUBOMMNIIO K MOBHIIIEHNI0 3¢ (GHEKTUBHOCTU, HO BHI3LIBAJIO POCT KOJIMYECTBA
CclIy4aeB pa3BUTUS MOOOYHBIX pPeaKiui (TOJIOBHOM 00JIM, MPUIUBOB, TOJIOBOKPYXKEHUE,
OUCIIEIICUY, 3aJI0’KEHHOCTH HOCa, HapyIIeHU CO CTOPOHBI OPTaHOB 3PEHU ).

JleueHue. B cinydae nmepemo3npoBKY ITPU HEOOXOOUMOCTH ClieyeT IpUOerHyTh K
OOBIYHBIM ITOANEPKUBAIOIIUNX MEPOIPUATUN. YCKOpEeHNEe KIUPEeHca cungeHadusia npu
reMopyuaan3e MaJ0BEePOSITHO BCJIEACTBHE BHICOKOM CTEII€HU CBSI3BIBAHUS IIperapara C
OenkaMu I1J1Ja3Mbl KPDOBU M OTCYTCTBUS 3JIUMUHAIIUN CUJIfeHaduiIa ¢ MOYOH.

ITIobouHBbIE peaKIIUuH

B mBOHHEIX CJIETBIX MJIalle00-KOHTPOIUPYEMEIX KIMHUYECKUX UCCIIeOBAaHUSIX Yallle
BCEro coo0IIayioch 0 TAaKKUX IMOOOYHEIX PeaKIInaX KaK I'oJIoBHAsi 00JIb, ITPHUJINBEI,
OUCIIETICHUSI, 3aJI0KE@HHOCTh HOCa, 00JIb B CITMHE, TOJIOBOKPYKEHHUE, TOIITHOTA,
HapyIllleHue 3PeHUs, [TUAaHOIICUS U IOMyTHEeHHE 3PEeHUs.

Bce knuHMYeCKU 3HaYUMbIe TOOOYHEIE peaKIlii, KOTOpble HaOII0gaauch BO BpeMs
KJIIMHUYECKUX UCCIIeIOBaHUM 4allle, YeM IIPU TPUMEHEeHUH nialebo, TpuBegeHbl HUXKe
B COOTBETCTBUU C Kaccudukanmen «CrucremMa-opral-Kjiacc» U 9aCTOTHL:

o4yeHb 4YacTo (= 1/10);

yacTo (= 1/100 - <1/10);
HedacTo (= 1/1000 - <1/100);
penko (= 1/10000 - <1/1000).

KpomMme Toro, yactoTta KIMHUYECKHU 3HAUUMBIX TOOOYHBIX PeaKIuii, 0 KOTOPHIX
coo0I11azioch B paMKax ONbITa IPUMEHEHHUS pelapaTa cuigeHaduia mocse BrXona Ha
PHIHOK, OIlpefesieHa KaK HeUu3BeCTHa. B nmpepgenax KaXa0u YaCTOTHOU I'PYIIIbI
1mo0OYHBIE PeaKIIUU MPUBENEHHI B ITOPSAKE YMEHbBIIIEHUS UX CEPbE3HOCTH.

HHpekuuoHHble u uHBa3usHble 3ab60/1e8aHUsi: 4aCTO - PUHHUT.
Co cmopoHbl UMMYHHOU cucmeMbl: He4acTO - TUIIEPYYBCTBUTEILHOCTb.

Co CMopoHbI HEePBHOU cucmeMbl: OUeHb YaCTO - TOJIOBHAs 60JIb; YacTo -
T'OJIOBOKPYKEHNEe He4acTO - COHJIMBOCTb, TUIIECTE3MUsI; PEIKO - MHCYJILT, TPAH3UTOPHASI



HIMMeMHn4dYeCKas aTakKa, Cygoporu *, PETHMONBEL CYIOM *, CHHKOIIE.

Co cCmoOpoOHbI Op2aHa 3peHuUs: 94acTo - HapyllleHhe BOCIIPUSATHUS LIBeTa (XJIOPOIICHS,
XPOMAaTOIICUS, IIMaHOIICUSI, EPUTPOIICHUS, KCAHTOIICHS), PACCTPOMCTBA 3PEHUs,
IIOMYTHEHHE 3PEeHUs; HeYacTo - HapylIeHue CJIe300TAesIeHus (CyX0CTh B Ir'jla3ax,
HapyIlleHue CIe300TOeIeHUs U MMOBHIIIEHNE Cjie30TeYeHne), 60Jb B I'jla3ax,
dbotodobus, hoTorcusi, ruriepeMus ria3, SPKOCTh 3PEHUST, KOHBIOHKTUBUT PEOKO -
HeapTepualbHa MepefgHss UIlleMUudyecKasi HeBponaTusa 3pUTEIbHOTO HepBa *
OKKJIIO3USI COCYOB CeTYaTKHU * peTHHaJIbHBIM KPOBOUIJIMSAHNE, apTEPUOCKIIEPOTHYHA
peTHHONaTHus, HapyILIeHUsI CO CTOPOHLI CETYATKHU, I'JIayKoMa, Ae(eKTH II0JI 3PeHusd,
OUTIJIONUSI, CHHUXKEHNEe OCTPOTHI 3peHUsI, MUOIINS, aCTEHONUs, IIJlaBalolue
IIOMYTHEHHUS CTEKJIOBUOHOTO Tejla, HApYIIEeHUs CO CTOPOHBI panyKHOU 000JI0UKY,
MUOpHa3, IOSBJIEHHE CBETAIINXCS KPYroB BOKPYT HCTOUYHHUKA CBeTa (rajo) B moje
3peHus, OTEK Tja3, IPUITYXJIOCTh I'/Ia3, HAPYyIIeHUs CO CTOPOHHI I'Jla3, TUIIEPEMUS
KOHBIOHKTHBEI, pa3gpaxkeHue Iiia3, aHoMaJIbHbIE OINYILEeHHUs B Ila3aX, OTEK BeEK,
obOecliBeuynBaHNe CKJIEPHI.

Co cmopoHbl 0Op2aHOo8 cayxa U 8ecmuby1sapHO20 annapama: He4acTo -
TOJIOBOKPY2K€HUE, 3BOH B yIIIaX PEOKO - TIIYXOTa.

Co cmopoHbl cepdua: HeYacTo - TaXUKapAus, MaabIUuTalus (TaXxukKapaus) penako -
CepHOedyHOo-COCyqUucTasi COOBITHE C JIeTaIbHBIM MCXOOOM * nH(papKT MUOKapAa,
XKenymo4yKoBas apuTMus *, ubpunnsanusa npefgcepauil, HectabuiabHas CTEHOKapOu.

Co cmopoHbl cocy0o8: 4acTo - IIPUJIMBEL; HEYACTO - TUIIEPTEH3USI, TUTIOTEH3U .

Co cmopoHbl pecnupamopHoli cucmembl, 2pYOHOU KjAemKu U cpedoCmeHusi: 9acTo -
3aJI02KeHHOCTh HOCA, HeYacTO - HOCOBOE KPOBOTEUYEHHE, 3aJI02KEHHOCTb IPUOATOYHBIX
rma3yx HOCA; PeOKo - OIIYIIeHWe CKATUS B TOPJIe, OTEK CIIM3UCTON 000JIOYKH HOCA,
CYXOCTb B HOCY.

Co cmopoHbL 2#ceny00YHO-KUWeYH020 MpaKkmad: 4acTo - TOIIHOTA, OJUCIENCHUs HedacTo
- racTpo33odareanbHas pedioKkcHas 001e3Hb, pPBOTa, O0/Ib B BEPXHEH YaCTU XKUBOTA,
CYXOCTh BO PTYy PEOKO - TUIECTE3US POTOBOU MOIOCTH.

Co cCmopoHbL KOXHCU U NOOKONHCHOU MKAHU: HeYacCTo - CBIIIb, PeOKO - CHHAPOM
CtuBeHca-I>KOHCOHA *, TOKCUYECKUU InUaepMaibHEId HEKPOIU3 *.

Co cmopoHbl ONOPHO-08U2ame1bHO20 dnnapamad U coeOUHUMe/AbHOU MKAHU: He4aCTo
- MHAJITHsI, OOJIb B KOHEYHOCTSIX.

Co cmopoHbl MoYeBbldeaumebHOU cucmembl: He4acTo - TeMaTypus.



Co cmopoHbl penpolyKmueHOoll cucmembl U MO/IOUHbIX JCe1e3: PEIKO - KDOBOTeYeHHe
13 II0JIOBOI'O YJIeHa, IPHAIK3M * reMaTOCIepPMUsi, IIPONOIXKUTEIbHAS SPEKIIHSI.

Obw,ue HapyweHus u peakKuyuu 8 mecme 8gedeHus: 9acTo - 00Jb B TPYOH,
MIOBHINIIEHHAST YTOMJISIEMOCTb, OIIyIlIeHHe XKapa; PeOKo - pa3mpaxKeHue.

ObcaedosaHue HEYACTO - ITOBHIIIIEHHAsI YacToTa CepaevdYHbIX COKpaH.[eHI/Ifl.

(*) Coob1ranoch UL IPU UCCJIEOOBAHUM MIOCJIE BhIXOMa IpelapaTa cuiijeHaduia Ha
PHIHOK.

HuxxenpuBeneHHbBIE IBJIEHUS HaOMOmanuch B <2% IallieHTOB B XOfie
KOHTPOJIMPYEMBIX KIIMHUYECKUX UCCIIeJOBaHNl CUgeHadusa; IpuIdnHHas
B3aMMOCBS3b He onpepnesieH. CoolllleHre BKITIOYalu SIBJIEHUS, KOTOPhIe UMEU
BEPOSITHLIN CBSI3b C IPUMEHEeHUEeM cungeHaduna. ABneHnss, KOTopele He ObLIN
YKa3aHbl, ObIJIN JIETKUMHU U COO0IeHUsI ObIJIM OUeHb HETOYHBIMHU, YTOOBI UMETh
3HauYeHUue.

Obuw,ue: oTek nuia, GoToCeHCUOMIN3alls, 10K, aCTeHHsI, 00JIb, BHEe3aIllHOe I1aJieHue,
00JIb B 2KMBOTE, BHE3alIHOe IIOBPeXaeHNIe.

Co cmopoHbl cepOeyHo-cocyducmotll cucmembl: CTeHOKapaus, AV-01oKaga, MUTPEHB,
MMOCTypabHas TUIIOTEH3UsI, UIIIeMUS MHUOKapaa, TPoM0O03 COCyIOB I'OJIOBHOT'O MO3ra,
BHe3alHas OCTaHOBKa Cepflla, HapyIlleHus pe3ynbTaToB Ha IKI', KapguoMuonaTus.

Co cmopoHbl 2#ce1YyO0YHO-KUWeUYHO020 MpPAKmad: TJIIOCCUT, KOJIUT, Aucdarusi, raCTpur,
TaCTPOHTEPUT, 330(aruT, CTOMATHUT, HaPYIIIeHUe Pe3yJIbTaTOB Ie4YeHOYHHIX P00,
peKTaibHOe KPOBOTEeUEeHHEe, TUHTUBUT.

Co CMOPOHbBI cucmembsbl Kposu u /zumd)amuqec;coil cucmembl: aHEMUS, IEUKOMIEHUS.

Co cmopoHbl Memabo1u3Ma U NUMAaHUA: )Kaxnaa, oOTeK, Iojarpa, HeCcTaOUIbHEBIN
nuabeT, TUnepriIukeMus, nepudeprudeckue 0OTEKH, TUIIEPYPUKEMU S, TUTIOT TUKEMUS,
TUNIepHaTPUEMUS.

Co cmopoHbl KOCMHO-MblWeYHOU cucmeMbl: apTPUT, apTPO3, Pa3PhIB CYXOKHUIIHUS,
TEHOCUHOBHUT, 00JIb B KOCTSIX, MHACTeHHS, CHHOBUT.

Co cmopoHbl HePBHOU cucmembl: aTaKCUsi, HEBPAITHUs, HEBPOIIATUs, TapeCTe3uH,
TPEMOP, BEPTUTO, IeInpeccusi, 0e6CCOHHUIIA, aHOMAaJIbHbIe CHOBUIEHUS, CHUXKEHUE
pedeKkcos.

Co cmopoHbl OblxameAbHOU cucmeMbl: acTMa, OOBIIIKa, ITAPUHTUT, PapUHTUT,
CUHYCUT, OPOHXUT, YCUJIEHHOE CIIIOHOOTHEeIeHNe, YCUIeHNe Kallls.



Co cmopoHbl Kodicu: KpaluBHUIIA, Teprec, 3y, IOTINBOCTh, I3Bbl KOXKU, KOHTAKTHHIHN
OepMaTHUT, 9KC(HOIUATUBHBINA TEepPMaTHUT.

Cneuuguueckue owyw,eHuUs: BHe3alHOe CHUXKEHHE UJIU II0TePs ClIyXa, 00JIb B yIIaXx,
KPOBOM3NIHSIHUE B I'/la3, KaTapaKTa, CyXOCTh B IJIa3ax.

Co CMOPOHDbI ypoeeHumaﬂbHoﬂ cucmembvl: TUCTUT, HUKTYPHUS, ITIOBHIIIEHHAMA 9dCTOTa
MO‘-IeI/ICHYCKaHI/IfL YBeJIn4eHne MOJIOYHEIX 2KeJie3, HedepP2KaH1e MOYH, HapylIieHunue
IAKYIIAIINY, OTEK IIOJIOBBIX OPIraHOB, aHOPra3MUsi.

OnmwIT IIPUMEHEHUS I10CJI€ BEIXOOa Ha PHEIHOK.

[Tocme BLIXOMa IpemnapaTa cuigeHaduia Ha PHIHOK ObINIM UOeHTUQUIINPOBAHBI
HUXKeTpUBedeHHbIe T000YHbIe peaKuu. [IOCKONIbKY O TaKUX peakKIiuy COOOIIaloT
DOOPOBOIBHO U COOOIEHUS MOCTYIIAIOT OT MONYJISIIUKA HEU3BECTHOTO pa3Mepa, He
BCcerga MOXKHO JOCTOBEPHO OIEHUTh UX YaCTOTY M YCTAHOBUTH MPUUUHHYIO CBSI3b C
9KCIIO3UIINEN JIeKapCTBEHHOI'0 CPEICTBA. DTH SIBJIEHUS ObLIM OTMEYEHHBI KaK 3a UX
CEepPbEe3HOCTh, YAaCTOTY COOOIIEHMS, OTCYTCTBUE YETKOTO aJIbTEPHATUBHOTO CBSI3U, TaK
1 4yepe3 KoOMOUHAIMIO 3TUX (HaKTOPOB.

CepoeuHo-cocyducmeule u uepebposackyasipHoie seieHusi. CoobIanoch 0 CEPbe3HBIX
CepOedYHO-COCYOUCTHIE, 1IepeOpoBaCKyIsIPHbIE U COCYUCTRIE SIBIIEHUS, BKITIOYas
11epebpoBacKyIsIpHON KPOBOTeUeHUE, CyDapaXxHOUAaIbHOE U BHYTpUIllepeOpaIbHOM
KPOBOTEYEeHUE U JIETOUHOE KPOBOTEeYEeHHE, KOTOPhIe ObLIU CBSI3aHBEI BO BPEMEHU C
ODpUMeHeHueM cuigeHaduna. BonpIIMHECTBO NAallMeHTOB, HO HE BCe, UMEIHU
cyllecTBylolre GpakKTOpHl CEPOEYHO-COCYOUCTOro prucka. CoobIianock, YTO MHOTHE U3
9TUX SIBJIEHUU BO3HUKIIA BO BPEMS HUJIM Cpa3y I10CJie II0JIOBOM aKTUBHOCTH, U
HECKOJIbKO SBJIEHUM BO3HUKIIM Cpa3y IIpPU IIPUMEeHeHUN cungeHadusna 6e3 momoBoi
aKTUBHOCTH. [Ipyrue siBI€HUS BO3HUKIIM B TeUeHHE CJIeOYIOINX YaCOB WU OHEN
[I0oCJie MPUMEHEHUS CUgeHaduia U N0JI0BOU aKTUBHOCTU. HEBO3MOXKHO YCTaHOBUTH,
WMEIOT JIU 9TU SIBJIEHUSA NPAMYIO CBSI3b C IPUMEHEHUEeM cungeHaduia, ¢ II0JI0BOU
AKTHUBHOCTBIO, C UMEIOIMUMUCS (paKToOpaMM PUCKaA UM C KOMOMHAaIMel 3TuxX ¢GakKTOpOB,
WUJIM C OPYTUMHU (paKTOpaMHu.

KposeHocHas u aumgpamuyeckas cucmembl: Ba300KITIO3UBHBIN KpU3uc. B HeOOIbIIIOM
3a01aroBpeMeHHO IPHUOCTAaHOBIEHHOM HCCJIeHOBaHUY IPUMEeHeHHUs IIpenapaTa
cunpeHaduIa O HaleHTOB C JIETOYHOM apTepuabHOM TUIIepTeH3uel, BTOPUYHOU
10 CEPIIOBUAHOKIIETOYHON aHEMHUH, IIPU IIPUMEHEHUN CUlgeHaduiIa 0 pa3BUTUU
Ba300K/II03UBHBEIX KPHU30B, TPEOYIOIIME TOCIUTaNIN3allii, CO00IIIanoCch Jallle, YeM IIpHU
NpUMeHeHUH Ijanebo. KnuHudyeckoe 3HaUYeHNWe 3TOM MHPOPMAIIMHU OIS HallleHTOB,
IPUHUMAIOIINX IIpemapaT cuiageHadusa C 1enblo TeYeHUs 3PEKTUIbHON OUCPHYHKIINH,
SIBJII€TCS HEU3BECTHHIM.



HepeHas cucmema: TpeBOXKHOCTD, TPAH3UTOPHAs riodanbHasi aMHe3HUs.
Cneuuguueckue owyu,eHus.

Cayx. Tlocrne BeIXOHa mpenaparTa cuameHaduia Ha peIHOK COO0MIanoch O ciaydasx
BHE3aITHOTO0 CHUXKEHUS WU IOTEPHU CJIyXa, CBSI3aHHBIE 10 BPEMEHU C IIPUMEHEHUEM
cungeHaduna. B HEKOTOPHIX ciydasiX coo0Iasoch O HaJIMYUU MEeOULIMHCKUX
COCTOSTHUM U OAPYTUX PaKTOPOB, KOTOPHEIE MOTJIHA CHITPATh POJIb B PA3BUTUU MOOOUHBIX
peakinii Co CTOPOHEI CliyxXxa. Bo MHOTHUX ciy4dasixXx “HpopMalus 10 JalbHEeUIIeMy
MEeOUITMHCKOMY HaOJIIoeHUI0 OTCYyTCTByeT. OpenesnTh, 3TU SIBIEHUS HAIIPSIMYIO
CBsI3aHBI C IPUMEHEHUEM CUlIgeHadunIa, C UMEIOUMUCS (paKTOpaMu PUCKa IIOTEPHU
ciyxa, c KoMOuHalmen 3Tux (akKTOPOB WU APYTUMHU (paKTopaMHu, HEBO3MOXKHO.

BQGHUQ. BpeMeHHaﬂ II0TEPMA 3PEHUNA, IIOKPACHEHHE I'Jla3, 2K2KEHHE B I'Nla3aX,
IIOBHINTIEHME BHYTPUIJIA3HOI'O OJaBJIEHUsA, OTEK CeTYaTKH, COCYOUCTEIE 3a001eBaHUA
CeT4YaTKH HUJIM KPOBOTE€YEHHueE, OTCJIOMKAa CTEKJIOBUOHOIO Teja.

[Tocne BrIXOAa mpernapaTta CuiageHadusa Ha PEHIHOK PEIKO CO00IIaaoch 0 Ciaydasax
HeapTepHUalabHOU MepenHel UIeMUYeCKOU HeBPOIlaTUU 3PUTEIbHOIO HEPBA, YTO
SIBIIIETCS IPUYMHOU CHUXKEHUS 3PEHUs, BKIII0Yas IIOCTOSTHHYIO IIOTEPIO 3PEHUS,
KOTOpPBIe OBIIM CBSI3aHEI BO BPEMEHHU C ITPpUMeHeHueM HHruouTopos ®I13-5, BKIOYas
cunpeHadun. MHoOTHe U3 MallieHTOB, HO He BCe, UMeJIM UMEIOINeCcs aHaTOMHUYeCKHue
WUJIA COCYOUCThIe (PAKTOPHI pUCKa Pa3BUTHUS HeapTepHUaIbHOU epegHel UIIeMUYeCKOU
HEeBPOIIaTUM 3PUTEIBHOI0 HEPBA, BKIIIO4Uas (HO He 00s13aTe/TbHO OrpaHUYUBAasICh)
clenyolre: HU3K0e COOTHOIIEHNE OuaMeTpa 9KCKaBallui U JUCKa 3PUTEIbHOT 0
HepBa (3aCTOMHBIN OUCK 3PUTEIBHOT0 HEPBaA), Bo3pacT 6ojiee 50 51eT, THIepTEeH3USI,
3a00JIeBaH1sI KOPOHAPHBIX apTePU, TUIIePIUIIUAeMus U KyperHue. HeBo3M0OKHO
OoITpenesuTh, 3TU SIBJIEHUS HAMIPSIMYIO CBSI3aHBI C TPUMEHEeHueM UHTuOuTopoB ®J13-5
WUJIA C UMEIOIIUMUCS aHaTOMUYEeCKNMH UJIM COCYOUCTHIMU (paKTOpaMHU PUCKa, UIIH C
KoMOMHaNuen 3TuX Bcex (paKTOpPOB, UJIU C OPYyruMHU (paKTopaMu.

Omuem o nodo3pesaembix nobouHble peakuyuu. OTYET 0 MOJA03PEBAEMEBIX ITOOOYHEIE
peakIuy 1ocjie perucTpanuu JieKapCTBEHHOTO CPeNCTBa UMeeT BaKHOe 3Ha4YeHUe.
OTO MO3BOISET IPOBOOUTH HENPEPHIBHBI MOHUTOPUHT COOTHOIIEHUS MEXAY MOIb30M
U pUCKaMHU, CBSI3aHHBIMHU C IPUMEHEHHUEM 3TOT0 ITpenaparta. Bpadyam cnenyet
OTYUTHIBATHCS O JIIOOLIX ITOJI03peBaeMble ITOOOYHBIE PeaKITUU B COOTBETCTBUU C
TpeOOBaHUSIMU 3aKOHOOATEIbLCTRA.

CpoOK rogHOCTH
3 romga.

YcnoBusi XxpaneHusi



XpaHUTh B OpUTMHAJILHOY yIIaKOBKE IIPU TeMIiepaType He Bhile 25 °C.

XpaHUTh B HEJOCTYIIHOM [Ji AeTeu MecTe.

YnakoBka

ITo 2 TabneTku B OmucTepe, 1o 2 O6J1cTEPA B MAaYKe.
KaTteropusi ornycka

ITo penenrty.

IIpou3Boourenb

OO11eCTBO C OOIIOJTHUTEJIbHOM OTBETCTBEHHOCTHIO « THTEPXUM».

MecTOHaxXOXKaeHHue IIPOMU3BOOHUTEJIA U €ro aapec MeCTa OCylnmieCTBIICHUA
oesiTeJIbHOCTH

YkpauHna, 65025, r. Ogecca, 21-1 kM. CtapokueBCKou noporu, 40-A.
N CTOYHUK MHCTPYKIIUHA

HMHCTPYKIIKUS TeKapCTBEHHOTO CPeACcTBa B3sATa U3 0PUIIMaTbHOIO UCTOYHUKA —
"ocymapCTBEHHOT0 peecTpa JIeKapPCTBEHHLIX CPEOCTB YKPauHHL.



http://www.drlz.com.ua/

