CocrTaB

Oitoua pevyosuHa: mperabdail;
1 kancyna mictuth 150 Mr nperabariny;

OONOMIJNCHI peyo8uHU: TaKTO3a, MOHOTIApaT; KPOXMailb KYKyPYA3sHUU; TaJlbK;
000JI0HKa KaIlCyJiu: XKeJlaTuH, Bofda, TuTaHy miokcup (E 171), HaTpito naypuncynbdar,
KPEeMHiIo JioKcua KOJIoimHui 6e3BogHUM, 3ajriza okcu yepBouuu (E 172) (onsa kamcyn
o 75 mr ta 300 Mr); yopHHa: IIejakK, 3ajila okcug yopaui (E 172),

I POIiJIEHTJIIKOJIb, KaJlit0 TIAPOKCHUL.

JIekapcTBeHHasi GopmMma

Karncynu.
OCHOBHI (pi3uKo-xiMIiuHI 810CMUBOCMI.

Kancyau no 150 me: TBephi Hempo3opi (6ismi/6isti) XKemaTUHOBI KaCyiu, po3Mipy 2, 1m0
MiCTSATH ITOPOILOK 6ijtoro abo Matrizke 0itoro Konbopy. BinmedaTok Ha Kopnyci «PGN
150», Ha Kpuiedutli - «Pfizer» 4opHUM YOPHUJIOM.

QapMaKOTepaneBaneCKaﬂ rpyiiia

[IpoTuBOSNIIUIENITUUYECKUE CPENCTBA. [Ipyrue NpoTUBOSNUIIENITUUYECKUE cpencTBa. Ko
ATX NO3A X16.

(I)apMaKOJII/IHaMIfIKa

IlelicTBYyIOIIIEE BEIIECTBO - MperadaauH, YTO SBJISETCS aHaJIOTOM raMMa-
aMHHOMACJISSHOM KUCIIOTHI [(S) -3- (aMUHOMETHII) -5-MeTUJIreKCaHoBa KUCJIoTa].

MexaHU3M OeNCTBUS

[IperabGanuH CBA3BIBAETCS C JONOJIHUTENBHOU CyObenuHulielr (a2-d 6enoK)
MMOTEHIMATI3aBUCUMbBIX KaJIbIIMEBHIX KaHAIOB B lIeHTpanbHOM HepBHOU cucteme (LTHC).

Knuunyeckas 9hGeKTHuBHOCTDL 1 6€30I1aCHOCTD

Hetiponamuyueckas 60b.

Bo Bpems uccnemoBaHUM OBIIO IPOOEMOHCTPUPOBAHO 3¢HEKTUBHOCTE IIperapara ajis
JleueHus nrabeTUYeCcKOU HeMpPonaTUuH, IMOCTrepIleTHYeCcKol HeBPAIT UM U MOPaXKeHusI
CIIMHHOTO MO3Ta. ¢(HEeKTUBHOCTh pemnapaTa Npu APYTUX BUOaX HEWPOIIaTUUYECKOU



00711 He TIPOXOOUIIH.

[Iperabanux usydanu B xoge 10 KOHTPOIUPYEMBIX KIMHUYECKUX UCCIIeI0OBaHUMN
ITPOOOJIZKUTEILHOCTHIO N0 13 Heflenb C pekKMMOM TO3UPOBAHUS ABaXKOLI B CYTKU U B
XO0Jle UCCIIeIOBaHUM ITPOAOJIKUTEJILHOCTHIO A0 8 Hedesib C PeKUMOM 03U POBaHUSA
TPUKOLL B CYyTKHU. B 0011em npodunu 6e3o0nacHOCTU U 9PPEeKTUBHOCTHU OJIsI PEKUMOB
OO3UPOBAHUS OBAXKILI U TPUKIBI B CYTKHU OBIJIM CXOIHBIMU.

B xope KIMHU4YEeCKUX UCCIIeNOBaHUU IPOAOJIKUTEJIbHOCTHIO A0 12 Hegenb, B KOTOPHIX
JIeKapCTBEHHOE CPEeICTBO IIPUMEHSIIN OJIs JIeYeHUS HeupornaTudeckKoi 00u,
yMeHbllIeHre 0011 nepudeprudecKoro 1 leHTPaIbHOTO IPOUCX0XKIeHUsI HabIioganoch
IIOCJie IEPBOM HeeNId U COXPAaHsJIOCh B TeUEHNE BCEro Mepuoa JedYeHns.

B xome KOHTPOMUPyeMBIX KIIMHUYECKUX MCCIIeJOBaHUU TeprudeprundecKoro
HeWporaTuyeckou 6omu y 35% manueHToB, IMOTy4daBIIuX nperadanud, uy 18%
MMalneHToB, IOyYaBIIuX Ianebo, Habmoganock ynydmenue Ha 50% 1o mkane
oueHkM 6omu. Cpegu NMalyeHTOB, Y KOTOPHIX He BO3HUKAJla COHJIMBOCTh, TaKOe
ynydileHue Habmoganocsk y 33% maiueHToB, Mony4daBIinux nperabanud, uy 18%
MMaly¥eHTOB U3 T'PYIIIH Iy1ale6o. Cpenu maluueHTOoB, Y KOTOPBEIX BO3HUKAa
COHJIMBOCTH, J0JIA IIallMeHTOB, OTBETUBILINX Ha Tepaluio, cocTaBuia 48% B rpyiime
nperabanuHa u 16% B rpymnrme mnaieoo.

B Xome KOHTPOIUPYyeMOro KIMHUYECKOT'0 UCCIIeOBaHUsI HEMPOIIaTUuYeCKOM 00Iu
IIEHTPAJIbHOTO IPOUCXOXKAEeHUA ¥V 22% IMMallieHTOB, ITOoJIy4YaBIux nperadbanu, uy 7%
MMaly¥eHTOB, MMOJIy4YyaBIINX nialebo, Haboganocs ynydilenrue Ha 50% 1o mKkane
OLIEHKU OOJIN.

Snuaencus

IlonoaHumenvHoe nevyeHue. [IperabanuH u3ydasau B Xofe 3 KOHTPOJIMPYEMBIX
KJIMHUYECKUX MCCJIeOBaHNY MPOOOJIKUTEIbHOCTHIO 12 Hemennb C PeXXKUMOM
OO3UPOBAHUS OBaXKIbl UJIM TPUKOLI B CYTKU. B 0011em npodunu 6e301acHOCTU U
9 HEeKTUBHOCTU OJI PEKUMOB NO3UPOBAHUS ABaXKObl U TPUKALI B CYTKU OBIJIN
CXOOHBIMU.

YMeHbIIIeHNEe YaCTOTH CyNOPOXKHEIX ITPUIIaJKOB HalJII0Jaroch yKe Ha IIepBol Heerle.

emu. 3¢pdeKTUBHOCTh U 6€30MacHOCTD ITperabajrHa B KaUeCTBE BCIIOMOTaTEeJIbHOT'O
CpencTBa IIpU SMUJIENICUU OJ1 AeTeu 00 12 jieT u Oy IOAPOCTKOB He YCTaHOBJIEHHI.
[ToGouHBIE PEaKIUU, KOTOPhie HaOIIooaauch B UCCIEOOBAHUM 10 U3YUYEHUIO
(bapMaKOKMHETHUKU U IEPEHOCUMOCTH, K KOTOPOMY OBITM BKJIIOUEHBI TAIlUeHTHI B
BO3pacTe OoT 3 MecsLeB 10 16 et (n = 65) ¢ napuuaabHEIMU CYyJOPOXKHBIMU
MpumagkaMu, ObIU MOmMOO0HBIE TTOOOYHBIX PEaKIINM Y B3POCIIbIX. Pe3ynmbTaTh 12-
HeIOenIbHOT o IIaleb0-KOHTPOJIMPYEMOT'0 UCCIIeMOBaHMUs C yuyacTueM 295 meTel B



Bo3pacTe oT 4 1o 16 sieT u 14-gHEBHOTO I1J1a1le00-KOHTPOJIMPYEMOT'0 UCCIIEIOBAHUS C
yuyactueM 175 meTel B Bo3pacTe OoT 1 Mecsilia mo MeHee 4 J1eT, 11eJIbI0 KOTOPHIX Obla
oneHKa 3¢ HeKTUBHOCTH 1 0e30I1aCHOCTHU nperadannHa KakK OOIIOJIHUTEILHON Tepaluu
MaplragbHbIX CyOJOPOXKHBIX ITPUIIAAKOB, U OTKPHITOTO MCCIIeqoBaHUsI 6€30IMacHOCTH
MIPOIOOJIKUTENIBHOCTHIO 1 rof ¢ yyactueM 54 geTeu B Bo3pacTe OT 3 MecsleB a0 16 net
C SIIHJIeNICHel YKa3bIBAIOT Ha TO, YTO TaKue MOO0YHbIe PeaKIlnu, KaK IMUPEeKCUs u
WH}EKIINY BePXHUX ObIXaTeJIbHBIX IMyTeH, y meTel HaOogaoTcs yallle, 4eM y
B3POCJIBIX MMAIIMEHTOB C dIujerncuen (cM. pa3mensl «Criocod MpuMeHeHUST U JO3bI»,
«ITobouHbEIe peaknuu» U «OPapMaKOKUHETHUKA»).

B 12-HepmenpHOM I/1a11e00-KOHTPOJIMPYEMOM MCCIEe0BaHUM AeTsIM (B Bo3pacTe oT 4 [0
16 neT) Ha3Havanu nperabanuH 1no 2,5 Mr / Kr / ¢yt (MmakcumyM 150 Mr / cyT),
nperabanuu mo 10 Mr / Kr / cyT (MakcumyM 600 mr / cyTku ) unu nnane6o. 1o
KparHeu Mepe 50% yMeHbllIeHUe ITaplUyaIbHBIX CYyIZOPOXKHEIX IPUNAOKOB, 110
CPaBHEHUIO C UCXOIHBIM ypoBHEM, Habmomanock B 40,6% IalueHTOB, ITOTyYaBIINX
nperabanuH B mo3e 10 mr / Kr B cyTkH (p = 0,0068 1o cpaBHeHu1o c 1aaiebo), 29,1%
MMal¥eHTOB, MoJIy4YyaBIInxX nperabanua B go3e 2,5 mr / Kr / cyT (p = 0,2600 1o
CpaBHEHMUIO C malebo) u 22,6% Tex, KTo moJjiydar Iiainebo.

B 14-gHeBHOM m1ane60-KOHTPOIUPYEMOM HCCIIEIOBAaHUU OEeTsSM (B Bo3pacTte oT 1
MecsIla [0 MeHee 4 JieT) Ha3Hayanu nperabanul 7 Mr / Kr / cyT, nperabanus 14 mr /
Kr / cyT unu nnaiebo. MenmuaHHas CyTO4YHas 4acTOTa CyZOM Ha UCXOOHOM YPOBHE U
Ha 3aKJIIOYUTEJIbHOM BU3UTE COCTaBHJIa COOTBETCTBEHHO 4,7 u 3,8 Ois nperabanuHa B
nose 7 mr / Kr / cyt, 5,4 u 1,4 ona nperabanusa B no3e 14 mr /kr/cytu 2 9 u 2,3 onsa
mnate6o. IIperabanus B go3e 14 Mr / KT / CyT 3HAYUTEJIbHO YMEHbIIIal
sorapu¢MuyYecky Ipeodpa3oBaHHYIO YaCTOTY MTapldalbHBIX CYOOPOXKHBIX IPUIIaJKOB
110 cpaBHeHUIO C malebo (p = 0,0223) nperabanuu B mo3e 7 MT / KT' / CyT He
IPOJEeMOHCTPHUPOBAJ yIIydllleH!e II0 CPaBHEHUIO C mialedo.

MoHnoTepanus (y IallieHTOB C BIepPBble AUAarHOCTUPOBAHHEIM 3a00JIeBaHUEM).
[TperabanuH u3ydasnu B Xxofae 1 KOHTPOJIMPYEMOT 0 KIIMHUYECKOT'O UCCIIeJOBaHUSI
MTPOOOJIZKUTEILHOCTBIO 56 HeMeslb C PeXXUMOM I03UPOBaHUS OBAXKObl B CYTKHU. [1pu
MpuMeHeHuu nperabanrHa He ObIJI0O JOCTUTHYTO OMMHAKOBOI'O YPOBHS

9 HEeKTUBHOCTU II0 CPAaBHEHUIO C IIPUMEHEHUEM JTaMOTPUAXKIMHA, COTJIAaCHO OlLIeHKEe
yepes3 6 MecsIieB C KOHEYHOM TOYKOM - OTCYTCTBHEM CYIOPOIKHBIX ITPUITAIKOB.
[IperabanuH ¥ TaMOTPUOKUH OBITM OOUHAKOBO 0€30IIaCHLEIMU 1 XOPOIIIO
TIEPEHOCUTTUCE.

I'eHepaiu3oeaHHOe MPeBOHCHOE PAcCmMpoOUCmMeo

[TperabGanuH u3ydanau B Xoge 6 KOHTPOIUPYEMBIX MCCIIeIOBaHUM
IPOOOJIXKUTEJIBHOCTHIO 4-6 HeOeslb, OOHOTO UCCIIeJOBaHUS IPOOOIXKUTEJIbHOCTHIO 8
HeJeJib C y4YaCTUEM MalUeHTOB II02KUJIOT0 BO3pacTa U OOHOTO OJIMTEIHbHOT O



HCCIeJ0BaHUs NPOPUIaKTUKN PeUANBa C BABOMHE Clenoi pa30u NpoPUIaKTUKU
penuauBa IIPOOOIXKUTEIBHOCTBIO 6 MEeCSIIEB.

YMeHbIIIeHre CUMIITOMOB I'eHePaJIn30BaHHOTI O TPEBOXKHOTO PaCCTPOKCTBA COTJIaCHO
mkKase [aMuabTOHa A7 OlleHKU TpeBoxXHOCTU (HAM-A) HabGnoganoch yKe Ha Hefiese
1.

B xopie KOHTPOIUPYEMBIX KIIMHUYECKUX UCCIIEIOBaHUM (ITPOOOIKUTEITLHOCTHIO 4-8
Hepesb) v 52% malueHTOoB, MOJIy4YaBIIuX nperabanui, u 'y 38% maiueHTOB U3 TPy
mane6o Habmoganock yay4dlleHue He MeHee 4yeM Ha 50% 1o ob611eMy KOJIu4eCcTBY
0amnnoB no mkajge HAM-A OT UCXOOHOTO YPOBHS IO KOHEYHON TOYKMU.

Bo BpeMsi KOHTPOIUPYEMBIX UCCIIEOBaHUY HEUYETKOCTb 3peHUs Yallle HabJoganach y
MMalMeHTOB, MTOJIy4YyaBIINX nperabannH, 4yeM y IMallMeHTOoB, IoIy4YaBIiIuXx iamnebo. B
OOJILIIMHCTBE CJIy4aeB 3TO SIBJIEHUE MCYe3aJlio ITPU NPOAOJIKEHUU TepaIui.
Od¢dranbMonorudyeckoe obcnenoBaHue (BKJo4asi IIPOBEPKY OCTPOTHI 3PEHUS,
(popManbHYIO IPOBEPKY IIOJISA 3PEHUA U UCCIIeqOBaHUeE IJIa3HOT0 OHA IpHU
pacHUIMpeHHOM 3padKe) B paMKax KOHTPOJIMPYEMBIX KIIMHUYECKUX UCCIIeqOBaHUN
BHIIOJIHSJIOCE B O0siee 3600 mamreHTOB. Cpeou 3TUX IMAllMeHTOB OCTPOTa 3PEHUS
yxXyniunachk B 6,5% manueHToOB B rpynne nperabanuia u B 4,8% nalueHTOB B I'PYyIIIe
ane6o. U3MeHeHUs MO 3peHus BhISIBIIEHO B 12,4% mallMeHTOoB, MOJIyYaBIINX
nperabanuH, u B 11,7% manueHTOB U3 T'PYIIIH I11a1le00. MI3MeHeHUs Ha TIa3HOM [He
oOHapyxkeHH V 1,7% manueHTOB, IMony4YaBiiux nperabanuf, u B 2,1 % [NainueHTOB B
rpymne nnauebo.

dubpomuanaus

SdbdbexkTUBHOCTE NpemnapaTa JIupuka Obljia YCTaHOBJIEHA B OOHOM 14-HemenbHOM
OBOMHOM CJIEIIOM I1/1alie00-KOHTPOJIMPYEMOM MYJIbTUIIEHTPOBOM HccienoBanuu (F1) u
B OOHOM 6-HeOoeJIbHOM PaHIOMH3WPOBAHHOM MCCIIemoBaHuu oTMeHEHl (F2). B atu
KCCIeIOBaHUs IIPUBIEKAJIMCh MAllUEeHTHl C AMarHo30M «pubpoMuanrus» Ha OCHOBE
KpUTeprueB AMEPUKaHCKOT0 KOJIJIe?Ka PeBMaTOJIOTUH (pacIIpoCTpaHeHHBIN O00/b B
TedyeHre 3 MecsleB B aHaMHe3e U 00J1b, MpucyTcTByeT B 11 unu 6onee u3 18
crnenuduyeckux 00JIEeBEIX TOUEK). MccnemoBaHusi MPOOEMOHCTPHUPOBAIU CHUXKEHUE
00711 10 BU3yaJIbHOM aHaJI0Tr0BOM MIKaJie. YIydllleHue OOIOJIHUTEJIbHO OBIJIO
ITPOAEMOHCTPUPOBAHO 110 O0IIEeH OlleHKe MallueHTa U 10 OIIPOCY O BIIUSHUU
dubpomuanrum.

IleTtu. Brino mpoBeneHo M1aled0-KOHTPOIUPYyEeMOe HCCiiefoBaHUe
MIPOOOJIKUTEIBHOCTHIO 15 Henernb ¢ ydactueM 107 meteir 12-17 net ¢
bubpomuanruei, KOTopble IPUMeHsIIU npernapaT JIupuka B go3e 75-450 MT' B CyTKH.
ITo pe3ynbTaTaM OLIEHKY NEPBUYHOM KOHEUYHOU TOUYKHN 3P(PEKTUBHOCTHU (M3MEHEHUE
o0111et MHTEHCUBHOCTHU 00J1 OT 6a30BOT0 YPOBHS A0 Hemenu 15; paccyuTaHo C



rmomo1rbio 11-6aIbHOM IITKAJIBI OIIeHUBAHUSI) ObIJI IPOOEMOHCTPHUPOBAH YHCIIEHHO
0oJibllle yIy4IlleHrue COCTOSTHUSA MallMeHTOB, II0y4YaBIIuX ITperabanuH, 10 CpaBHEHUIO
C IaleHTaMu, KOTOphle IIPUHUMalH Ij1ane6o, HO 3TO yIy4YlIeHUs He JOCTUTJTIO
CTAaTUCTUYECKOU 3HAaUMMOCTH. Hanbonee 4acThIMU TOOOYHBIMU pPeaKIUSIMU, KOTOPBIE
HaOJII0ganuch B KIIMHNYECKUX UCCIIeOBaHUAX, ObLIIU T'OJIOBOKPY2KEHME, TOLITHOTA,
rojioBHas 00/b, yBeIUYEHUE MACCHI Tejla U YyToMIIZeMoCcTh. OOIuit mpoduib
0€30IIaCHOCTH Y IIOAPOCTKOB ObIJI TOOOOHBEIM TaKOBOMY Y B3POCIHHIX C (pubpoMuanruen.

dapMaKOKHHETHKA

dapMaKOKHHETHYEeCKHe MoKa3aTeu nperabaiiiHa B PABHOBECHOM COCTOSTHUY OBLIN
IMOTOOHBEIMHU V 3TOPOBLIX JOOPOBOJIBIIEB, MAIIMEHTOB C SIIUJIEIICHEH, KOTOPEIe
MIPUHUMAIN ITPOTUBOSIHUJIEIITUYECKHE IIPeIlapaThl, U Y MaIllMeHTOB C XPOHUYECKOM
00JIBIO.

Abcopbuus

[IperabGanuH OBICTPO BCAChIBAETCS IIPU IpHeMe HaTollaK U HOCTUTaeT MaKCUMallbHOMU
KOHIIEHTpAallMH B IIJla3Me KPOBU B TedeHUe 1 Jac mocjie OGHOKPAaTHOI' O UJIU
MHOTOKPATHOT'O IpUMeHeHusI. PaccunTana OMOIOCTYIIHOCTS ITperadainHa mpu
mepopasbHOM IpUMeHeHuHu cocTaBiisgeT = 90% u He 3aBUCHUT OT HO3HL. [Ipu
MHOTOKpPaTHOM IIPUMEHEHUN PaBHOBECHOE COCTOSIHME OOoCTUraeTcs depes 24-48
4yacoB. CKOPOCTh BCaChIBaHUS IIperabairHa CHUXKAETCS ITPU OOHOBPEMEHHOM IIpueMe
C Uley, IPUBOAUT K YMEHBIIIEHUIO MaKCUMalbHOM KOHIIeHTpauuu (Cmax) IpuMepHO
Ha 25-30% u yonuHeHUe 3Ha4YeHUU tmax npumMepHo no 2,5 yaca. OgHaKo npuem
nperabannHa C MUIIeH He UMeJl KJIMHUYEeCKU 3HaYUMOT0 BIIUSHUS Ha CTEIleHb
abcopOiuu.

PacnpedeaeHue

B xome moOKIMHMYECKUX MCCIJIeIOBaHUM OBIJIO IT0KAa3aHo, YTO nperabdannH IIPOHUKaeT
4yepe3 remaTosHledannyeckuii 6apbep y MbIlllel, KpeIC 1 00e3bsH. BeiIo
YCTaAHOBJIEHO, YTO ImperadajuH IPOHUKAET Yepe3 IJIAleHTY Y KPBIC 1 BHIAEISIeTCS B
MOJIOKO KPHIC B IEPUO]I JTaKTalluM. Y YeloBeKa 00beM pacupeneneHus mnperabainHa
IocJjie IIpueMa BHYTPb cocTaBnseT nmpumepHo 0,56 i / kr. [IperabanuH He
CBsI3bIBAETCS C OeJKaMUu IJia3Mbl KPOBH.

Memaboausm

Y desnoBeka mperabanuH IMOOBEPraeTCs He3HaYUTeNbHOMY MeTabonu3my. [Tocne
BBEMIEHUS OO3bl MEUYEHOT0 PaOfu0aKTUBHOM MeTKOM nperabanuHa okono 98%
pPamroaKTHUBHOTO BEIIeCTBa BEIBOOUIIOCH C MOYOM B HEM3MEHEHHOM BHUE
nperabanuHa. [Josss N-MeTUInpPOBaHHLIX IPOU3BOOHOM ITperadannHa - OCHOBHOTO



MeTaboJIMTa IIpemaparTa ompenesssics B Mode, - coctaBuia 0,9% BBemeHHOM O03kl. Bo
BpeMs OOKINHUYECKUX MCCJIeJOBaHUM He MPOUCXOOUIIO palleMu3aluu S-sHaHTHuoMepa
nperabanuHa B R-aHaHTHOMED.

BwvigedeHue

[IperabanuH BEIBOOUTCS U3 CUCTEMHOI'O KPDOBOTOKA B HEM3MEHEHHOM BUIIE,
MMPENMYILIECTBEHHO TOYKaMu. [leprop moyBeIBEeHUS ITperabaarHa COCTaBiIseT 6,3
yaca. [I;ma3MeHHBIN U ITOYEeYHBIN KIIMPEeHC IperadanuHa npsMo nponopiimoHanbHbl KK
(cm. Pa3gen «®apMakoKnHeTHKA. [IoueuHast HEHOCTATOYHOCTD»).

[TanyeHTaM C HapylleHueM QYHKIIUY IT0YEK WU MallieHTaM Ha reMoauasmn3e
HeoOxoarMa Koppekiiusa o3kl (cM. Pasgen «Crioco® mpuMeHEeHHUs U O03bkI», TaOmIuIa).

JIuHeliHoOcmb / Hea1uHeUuHOoCMb

dapMaKOKHMHETHUKA ITperabajarHa SIBASEeTCS JIMHEeNHOM! OJIsi BCeT0 PeKOMeHIOBaHHOT 0
ouana3oHa [03. BapuabenbHOCTh (papMaKOKMHETHUKY nperabannHa y naueHTOB
Hu3skas (<20%). PapMaKOKMHETHKA IIPY MHOTOKPATHOM IIPUMEHEHUH IIpeAcKa3dyeMa
Ha OCHOBAHWM [aHHLIX, ITOTYYEHHBIX IIPU IPUMEHEHUN OOHOKPATHOM AO3Hl. Takum
oOpa3oM, HET HeOOXOOMMOCTH B IIJTAHOBOM KOHTPOJIE KOHIIEHTpallui rperadanriHa B
Ijia3Me KpOBH.

Ilon

Pe3ynbTaThl KIMHUYECKUX UCCIIEIOBAHUM CBUIETENBCTBYIOT 00 OTCYTCTBUU
KJIMHUYECKU 3HAaUYMMOT0 BIUSHUSA M0Jla Ha KOHIIeHTpaluu nperadbaanHa B IIJIa3Me
KPOBH.

IToueyHass HeOocmamo4HOCMb

Knupenc nperabanuHa OpsMO IPOIIOPIMOHAaNeH KIIUPeHCY KpeaTuHuHa. Kpome aToro,
nperabanut 3pHeKTUBHO yaansieTCcs U3 IJIa3Mbl C IIOMOIIBIO reMoauanu3a (mocrne 4
4acoB reMofuajin3a KOHIleHTpalus nperabajarHa B IJla3Me KPOBU YMEHbIIIaeTCs
npuMepHO Ha 50%). [ToCKObKy nmpemnapaT BEIBOOUTCS B OCHOBHOM MOYKaMU,
nnanuyeHTaM C II0OYeYHOU HefOCTaTOYHOCThI0O He00OX0OOAUMO yYMEeHbIIaTh 03y Ipelapara,
a mocJie reMoouanu3a - IPUMEHATh JOMOJIHUTENbHYI0 f03y (cM. Pasgen «Cmocob
MIPUMEHEHUS U OO3bI», TaOIuIla).

ITeueHO4YHas1 HeOOCMAMOYHOCMb

CrnemnuanbHbBIX GapMaKOKUHETUYECKUX UCCIIeMOBAaHUM Yy MTAllMEHTOB C IIeYeHOYHOU
HeIOOCTaTOYHOCTBIO He ITPOBOAUIINCE. IIOCKONIBKY nperabanni He ITPETEPIIUT
3HAYUTEJILHOTO MeTaboJiM3Ma ¥ BHIBOOUTCS C MOYOU MPEUMYIIIECTBEHHO B
HEeU3MEeHEeHHOM BUEe, TO MaJIOBEPOSITHO, YTOOLI HapylIeHe QyHKINYU TeUeHU Majlo



3HAYMMOE BIIMSHNE Ha KOHIIeHTPAI1Io ITperadbajinHa B IIjla3Me KPOBH.
Iemu

dapMaKOKMHETUKY IIperabanrHa OlleHUBaJIM C yYaCTHUEM JeTel C 3nuserncuen
(Bo3pacTHBIe rpynmksl: OT 1 go 23 mecsnes, oT 2 0o 6 neT, or 7 go 11 netr u ot 12 mo 16
JieT) IpU NpUuMeHeHuu 003 2,5 Mr /Kr / cyTt, Smr /Kr /cyTt, 10 Mmr / kr / cyt u 15 mr /
KT / CyT B XO[e HUCCliefoBaHUA (papMaKOKMHETUKY U IIEPEHOCUMOCTH.

[Tocrne mepopanbHOTro IPUMEHEeHUS ImperadainHa OeTsIM HaTOIIlaK BpeMs OOCTUXKEHUS
MaKCHMaJIbHOM KOHIIEHTPAIINU B IJIa3Me ObLI B 1I€JI0M aHaJIOTUYHBIM BO BCEX
BO3pacCTHHIX I'pyIIax U coctasui oT 0,5 yaca mo 2 4acoB IIOCJIe IIpUueMa.

3HavyeHue Cmax ¥ OJOIIaau OO KPUBOM 3aBUCUMOCTH KOHIIEHTPAIIUU OT BpEMEHU
(AUC) niperabanuHa pOCJiu TUHEWNHO C YBEIUYEHUEM [03bI B KaXKI0M BO3PACTHOMU
rpymime. Y gmete# ¢ maccou Tena go 30 kr 3HayeHue AUC Obinmu Huxke Ha 30%, 4To
o0yciioByeHo yBenuueHueM Ha 43% KIupeHca, CKOPPEKTUPOBAHHOTO 110 Macce Tena, y
9THUX MAllMEHTOB 10 CPaBHEHUIO C MallieHTaMu C Maccou Tesa = 30 Kr.

KoHeuHbIN TepUO ITOYBEIBEIeHUS IIperabanria COCTaBIsII B CpedHeM OKoyo 3-4
4acoB B Bo3pacTe 10 6 seT u 4-6 4acoB B BO3pacTe OT 7 JeT.

B xome momynsauuoHHOTO (papMaKOKMHETHYECKOTO aHalu3a ObIJIo TOKa3aHo, YTo
KJIMPEeHC KpeaTHHWHA OIS 3HAYMMOI KOBAPUATOIO IIJIs KJIMPeHca IpreMa
npera®annHa, a Macca Teja Oblyla 3HAaYMMOM KOBAapPHATOIO AJIst BooOpazkaeMoro
o0beMa paclipefesieHus IpueMa nperabanrHa, U 3Ta CBsI3b ObllIa aHAJIOTUYHBIM Y
OeTel 1 B3POCIILIX ITAIlMeHTOB.

dapMaKOKMHETUKY IIperabanrHa y MallieHTOB B BO3pacTe MeHee 3 Mecslla He
usyyanu (cMm. Pasgen «Cnocob mpuMeHeHus U [03bl», «[I000YHBIE peaKIuu» 1
«OapMaKOOUHaMUKa»).

ITauueHmul nocu1020 803pacma

Knupenc nperabanuHa uMeeT TEHOEHIIUIO K YMEHBIIIEHUIO C BO3pacToM. Takoe
yMeHbIIIeHIe KIUpeHca nperabaanHa Ipu ero IPpUMeHeHU BHYTPh COTIaCyeTcs C
yMeHbIIIeHHeM KIUpeHCa KpeaTUHHHA, CBI3aHHBIM C YBeIUYEeHHUEeM BO3pacTa.
[TarmeHTaM C HapylleHrneM QYHKIHHU II04YeK, CBI3aHHEIM C BO3PaCTOM, MOXKET
moTpeboBaTLCS YMEHbIIIeHue O03Hl nperabanuua (cM. Pazgen «Criocob npuMeHeHUs 1
oo3bl», Tabnuiia 1).

KopmaeHus 2pyovio



dapMaKOKMHETUKY ITperabajrHa Npu ero npuMeHeHuu B go3e 150 Mr kKaxkmawie 12
yacoB (cyTouyHas mo3a 300 mr) omeHuBanu B 10 XKeHIIIMH, KOTOPEIE KOPMUJIN I'PYObIO,
10 MeHbIlled Mepe dyepe3 12 Henenb nocse pogoB. KopMileHre IpyOblo He BIIUSAIIO UJIU
MaJIo He3HaUYUTEeNbHOE BIMSHUE Ha PapMaKOKUHETUKY nperabanuHa. [Iperabanua
rnomnagaa B TPygHOE MOJIOKO, IIPU 9TOM €Tr0 CpefHNEe KOHIIEeHTPallui B paBHOBECHOM
COCTOSIHUHU COCTAaBJISIIIN OKOJIO 76% KOHIIeHTPalluM B II1a3Me KPOBU MaTEPH.
PaccuuTtaHHas mo3a, KOTOPYIO IMoydaeT pebeHOK C TPYOHBEIM MOJIOKOM (IIpU CpegHeM
nmorpebneHun Mosoka 150 M1 / KT / CyT) OT KEHIINHBI, KOTOPasi IPpUHUMAaEeT
nperabanuH B go3e 300 Mr / cyT Uiy B MaKCcuMaabHOU mo3e 600 Mr / cyT, cOCTaBisieT
0,31 unu 0,62 Mr / Kr / CyT COOTBETCTBEHHO. DTH PaCCYUTaAHHBI JO3bI COCTABIISIOT
npuMepHOo 7% o0Illelt CyTOYHOM A03bl MaTeEPU B IlepecyeTe Ha MT / KT.

IToxka3aHus

Hetiponamuueckas 60b.

IMpenapat JIupuka noka3aH OJisl JIieUeHUST HelpornaTudeckoi 6omu reprudepuieckoro
WUJIN LIEeHTPabHOTO TPOUCXOKIOEHUSA Y B3POCHIX.

Snuaencus.

[Tpemapat JIuprKa mokKa3aH B3POCJILIM B Ka4eCTBe MOIIOTHUTEJILHOTO JIeUeHUS IIPU
MMapIlMaabHbIX CYOOPOXKHBIX ITPUMNAKaX C BTOPUYHON reHepanu3almen unu 6e3 Hee.

I'eHepaau3osaHHOe MpPe.oIHCHOEe paccmpolicmao.

[Tpenapat JIupuKa ImoKas3aH [OJIs JIeYeHUs TeHepaIn30BaHHOT0 TPEBOXKHOTO
PacCTPOMCTBa Y B3POCIIBIX.

dubpomuanaus.
ITporuBONIOKa3aHUA

['MnepyyBCTBUTENBHOCTD K OENCTBYIOILIEMY BEIIECTBY UJIH K JIIOOOMY U3
BCIIOMOTATENIbHBIX BEIIECTB, IIEPEYUCIeHHBIX B pa3aese «CocTaB».

B3auMoaeHCTBHE C IPYrHMH JIeKapCTBEHHBLIMH CPeICTBAMH H IPyrue BHIbI
B3aMMOIEeHUCTBUHA

[TockonbKy mperabaiiH BLIBOOUTCS IIPEUMYIIEeCTBEHHO B HEM3MEeHEeHHOM BUE C
MOYOM, UCIIBITEHIBAET HE3HAUYUTEJIPHOTO MeTaboInu3Ma B opraiu3Mme yenoBeka (= 2%
OO3bI BBEIAEJISIETCS C MOUOM B BUIe MeTaO0IUTOB), He MHTUOUPYyeT MeTab0Iu3M OPYTUx
IIperapaTosB in vitro u He CBsI3LIBaeTCs ¢ OeJIKaMH I1JIa3MEI KPOBH, TO MaJIOBEPOSITHO,
4yTO nmperadajiiH MOXKET BhI3LIBaTh (hapMaKOKMHETHYECKOEe B3aUMOIeNCTBUE NN OBITh



00BEKTOM TAaKOI'0 B3aMMO/IeMCTBHSI.
HccaedosaHus in vivo u nonyaAauUOHHbIU (papMaKoKuHemuyeckKul aHaaus

TakuM 00pa3oM, B UCCIeIOBAHUAX in vivo He HabI0aanoCch KIMHUYECKU 3HAUUMOT'0
(bapMaKOKMHETHYECKOTO0 B3aUMOAENCTBUS MEeXKAY IIperabanuHoM U (GeHUTONHOM,
KapOaMa3eIlnHOM, BaJIbIIPOEBOM KUCJIOTOM, ITaMOTPUOXKUHOM, TaOAIIeHTUHOM,
jilopa3ernamMoM, OKCUKOOOHOM MIIA 3TaHOIOM. [TonmynsiimOHHBIN
bapMakokKMHEeTHYECKUI aHAJIM3 IT0Ka3aJl, YTO mepopasibHbIe ITPOTUBOANAOeTHYECKUE
Cpe[cTBa, OUYPETUKU, MHCYIUH, ¢peHoOapOuTan, TuarabuH u TonmupaMaT He UMeIOT
KJIMHUYECKU 3HAaUYMMOT0 BIUSHUS Ha KJIMPEHC nperadanuHa.

ITepopasavHble KOHMpauenmuevl, HOPIMUCMepPoH u (uau) SMUHUAICMPAOUON

OJIHOBpeMeHHOG IIpPUMEHEeHue Hpera6aHHHa C OpaJIbHBIMHU KOHTPaAIlEeIITHBAMH,
HOpSTI/ICTepOH nu (I/IJ'II/I) ITUHUJI3CTPAANOJIA HEe BIIMAET Ha (bapMaKOKI/IHeTI/IKy
PaBHOBECHOI'O COCTOAHHKUSA OOHOI'O M3 3TUX JIEKAPCTBEHHHBIX CPENCTB.

JlekapcmaeeHHble cpedcmaa, sauswouw,ue Ha ITHC

[IperabanuH MoxKeT ycunuBaTh 3(peKTH 3TaHOJa U Jiopa3enaMa. B nmepuon
IIOCTMapKEeTUHTOBOT0O HaZl30pa COO00IasoCh O Cliydasax AblXaTelbHOU
HEeOOCTAaTOYHOCTHU, KOM€e U CMePTHU y MallueHTOB, IPUHUMAaBIINX ITperadaauH BMECTe C
ONMMOUAaMM U / UIU OPYTUMHU JIEKaPpCTBEHHBIMU CPEICTBaMU, YTHETAIOIINMU (QYyHKITAIO
IIHC. IIperabanuH, BepPOSATHO, YCUINBAET HapYyIIeHNS KOTHUTUBHBIX ¥ OCHOBHBIX
MOTOPHBIX (PyHKITUY, BEI3BAHHBIE OKCUKOJOHOM.

Bzaumooeiicmeus y nayueHmos Nnoicu,1020 803pacmada

CrienmmanbHBIX UCCII€OOBaHUM q)apMaKOJII/IHaMI/ItIeCKOFO B3aMMOJEUCTBUSA C Y4daCTueMm
JIOGpOBOJIBLIeB ITIO2KUJIOTO BO3PACTa He IIPOBOOUIINCE. HccnemoBaHue B3aMMOENCTBUSA
JIEKAaPCTBEHHEIX CPEOCTB IITPOBOONIIN TOJIBKO Y B3POCJIEIX ITAIIMEHTOB.

OCco0eHHOCTH IPUMEHEHU ST

ITauyuenmul ¢ caxapHuiM Ouabemom

CornacHO JeNCTBYIOIIeN KIMHUYEeCKON NPAKTUKKA, HEKOTOPHIE MAIlMeHThl C CaXapPHBIM
nuabeToM, Macca Teja KOTOPBIX YBEIUYHUIIaCh BO BPEMSI Tepalluu nperabaanHomM,
MOTYT IOTPe0oBaTh KOPPEKIMU AO03BI CAaXapOCHUKAOIINX JIEKAPCTBEHHBIX CPEICTB.

Peakuuu 2unepuyscmaumenbHocmu

[Tocse BEIXOOA ITpelapaTa Ha PHIHOK COOOIIAIOCh O PAa3BUTHU PEAKITUN
TUIIEPYYBCTBUTEIBHOCTH, BKITIOYAsi aHTHOHEBPOTUYECKHUM OTEeK. [Ipr BO3BHUKHOBEHUHU



TaKUX CUMIITOMOB aHTHOHEBPOTUYECKOT'0 OTeKa, KaK OTeK JIMIla, IIePUoPaIbHBINA OTEeK
WUJIM OTEK BEPXHUX ObIXaTeJIbHBIX IIyTEeH, IpuMeHeHue rperabaarHa cjiengyeT
HeMeJIJIEHHO IIPEeKPaTUTh.

FOﬂOBOprDfC@Hue, COH/1UB0CMYb, NOMepsA CO3HAHUA, CNYMAHHOCMb CO3HAHUA U
HapyuweHue ncuxurku

[TpumeHeHue nperabajrHa CONPOBOXKOAIOCH MOSIBJIEHHEM I'OJIOBOKPYXKEHUS U
COHJIMBOCTH, YTO MOZKET YBEJINUUTh PUCK BO3HUKHOBEHUS TPABMaTUYECKUX CIIydaeB
(mageHue) y MalfieHTOB ITOXKHUJIOT0 BO3pacTa. TaKzKe II0CJie BEIXOAa IIpelapaTa Ha
PBIHOK COOOIIAJIOCh O CIIy4Yasx MOTepPU CO3HAHUS, COYTAaHHOCTH CO3HAHUS U
HapyIllleHue IICUXUKU. B CBSA3U C 9TUM ITallieHTaM CJIedyeT PeKOMeHIOoBaTh COOMI0OaTh
OCTOPOIKHOCTbD, ITOKa UM He CTaHYT U3BECTHHI BO3MOXKHBIE 3()(HEeKTH 3TOT0 Impernapara.

Paccmpoiicmea 3peHus

Bo BpeMs KOHTPOJIMPYEMBIX UCCIIEIOBAaHUNM HEUYETKOCTb 3peHus dallle Habnioganach y
MalueHTOoB, IPUHUMABIINX IperabdannH, 4yeM y IalleHTOB, IT0oJy4YaBIIuX Iiane6o. B
OOBIIMHCTBE CIIy4YaeB 9TO SIBJI€HUE UCYe3asio IIPU IIPONOJIKEeHUU Tepanuu. B xone
KJIMHUYECKUX UCCJIeJOBaHUM, B KOTOPHIX IPOBOAUIIN OPTaIbMOJIOTHYECKOE
o0cnemoBaHUe, YaCTOTa CIIyYaeB YXYOIIEHUS OCTPOTHI 3PEHUS U U3MEHEHUS OIS
3peHus Obljla BRIIIE Y ITAIlMEHTOB, ITOTy4YaBIIUX ITperabaauH, 0 CpaBHEHUIO C
nanueHTaMM U3 IPYIIIH I1alie60; 4aCcTOTa BO3HMKHOBEHUS N3MEHEHUN Ha I'JIa3HOM
OHe Oblyla BRIIIE Y IAIlMEeHTOB U3 IPyNH I1anebo (cM. pa3gen «®apMakKoguHaMUKa»).

[Tocne BrIXOAa mpelapaTa Ha PHIHOK TaKXKe CO00IIasoCch 0 IIOOOYHBIX PeaKIUsIX CO
CTOPOHBI OPTaHOB 3PEHUS, BK/II0Yas NOTEPI0 3PEeHUsI, HeYeTKOCTh 3PEeHUS WU Opyrue
M3MEHEHHUS OCTPOTHI 3PEHUSI, MHOTHE U3 KOTOPHIX OBLIM BpeEMEHHBIMU. [1ocie OTMEHBI
nperabanrHa 3TU CUMIITOMBI CO CTOPOHBI OPTaHOB 3PEHUS MOT'YT UCUYE3HYTh UJTU
YMEHBIIUTHCS.

IToueuHas Hedocmamo4yHOCMb

Coo011as10ch 0 ciy4asix pa3BUTHUS II0UYEYHONM HEIOCTaTOYHOCTH, KOTOpas MHoraa Oblnna
oOpaTUMOI IMocjie OTMEHEHI IIperadanuHa.

OmmeHa conymcecmsyrouw,ux npomugoanusienmudeckKkux npenapamos

[Toka HemoCTaTOYHO MAaHHLIX O TOM, MOXKHO JIM OTMEHSITh CONYTCTBYIOIINE
ITPOTUBO3NUJIEIITUYECKME ITPEenapaThl IIOC/Iie TOTro, KaK B pe3ynbTaTe JoOaBIeHUs
nperabanuHa B Tepanuu OyaeT OJOCTUTHYTO KOHTPOJIS 3a CyOoporaMu, YTOOLI MeperuTHn
Ha MOHOTEepPAIuio nperadbaainHoOM.

CumMnmombvl OmMeHbl



Y HEKOTOPHIX MAllMEHTOB IIOCJIEe IPeKpallleHusI KPaTKOCPOYHOM UJIN OJTUTETbHON
Tepanuu nperadbajarnHoM HaGIOOanuch CUMIITOMEL OTMEHHI ITpenapaTa. Coo06111anoch 0
TaKUX SBJIE€HUAX: O€CCOHHUIIA, TOJIOBHas 00JIb, TOUTHOTA, TPEBOXKHOCTh, AUapes,
TPUNIONONO0HBIN CHHOIPOM, HEPBO3HOCTD, menpeccusi, 007b, CyIOPOTrH, TUIIEPTUOPO3 U
T'OJIOBOKPYXK€EHH1Ee, KOTOPhIe YKAa3bIBalOT Ha GU3UYECKYIO0 3aBUCUMOCTD. Ty
“H(POPMAIUIO ClieAyeT COOOIIUTD MallueHTy Neped HavyaloM Tepalluu.

Cymoporu, B 4aCTHOCTH 3MUIENTUYECKUN CTaTyC U OO0JIbIlINE CYIOPOXKHbBIE IIPUIIAAKH,
MOTYT BO3HUKATh BO BpeMs Tepalnuu nperabajvHOM MM BCKOPE II0CJIE €0 OTMEHHI.

IlaHHEBIE 00 oTMeHe Hpera6aHHHa II0CJI€ OJIMTEJIPHOI'O ITPUMEeHEeHNA YKAa3bkIBAlOT Ha TO,
YTO YaCTOTa BOSHUKHOBEHHUA U CTEIIEHDb TAXKECTHU CUMIITOMOB OTMEHEI MOT'YT 3aBHUCETH
OT OO3HI.

3acmotiHas cepdeuHas HeAOCMAmMo4HOCMb

[Tocne BeIXOMa ITpemapaTa Ha PHIHOK CO00Iaroch O 3aCTOMHYIO CEPOEYHYIO
HEeIOCTaTOYHOCTDb Y HEKOTOPHIX ITAllMeHTOB, IIPUHUMAaBINNX ITperabanul. Takast
peakius HabJoganachk B OCHOBHOM MIPH JIeYeHUH IperabarrnHoM HEMpOoIlaTUudeCKou
00711 y malMeHTOB IMOXKUJIOTO BO3pacTa C yKe CYIIeCTBYIOIINMU CEPAEYHO-
COCYOUCTHIMU HapylIeHUusIMU. TaKUM ITallieHTaM IIperadbaiuH cleqyeT MPUMEHSTD C
OCTOPOXKHOCTRIO. [Ipu IIpekpalleHuu nprueMa nperadaarHa 9TO SIBIeHHEe MOXKeT
WCYE3HYTh.

JleueHue Heliponamu4eckol 601U UueHmMpasabHO20 NPOUCX0AHCOeHU S 8ciedcmaue
nopasceHusi CNUHHO20 Mo32a

Bo BpeMs nedeHus HelponaTU4YeCKOU 00T LEHTPaJIbHOTO IPOUCXOXKIEHNS,
BBI3BAHHOT'O ITOPaXkKeHWEeM CIIMHHOI0 M0O3ra, YBeJIMYMUBajach 4aCcToTa IT0O0YHBIX
peakuuil B 11eJIOM, a TaKxKe IT0O0YHBIX peaKIIUui CO CTOPOHBI LIEHTPaIbHON HEPBHOM
CUCTEMBI U 0COOEHHO COHJIMBOCTH. JTO MOXKET OBITh CBSI3aHO C aAdUTUBHOMU
OEeuCTBUEM COIyTCTBYIOIIVX JIEKAPCTBEHHKIX CPEACTB (HallpuMep aHTUCIIaCTUYEeCKUX
penapaToB), HEOOXOOUMBIX OIS JIEYEHUS 3TOI0 COCTOSIHUS. DTO 0OCTOSATEIECTBO
clenyeT yUYHUTHIBaTh, Ha3Hadas nperabaivH IPU TaKOM COCTOSHUU.

CyuuudanvHble MblwjaeHUe U nogedeHue

Coo011a10Ch 0 CIyYasx CyUIIUOaIbHOTO MBIIIJIEHUS U IIOBeOEeHUs y MallueHTOB,
MIOJIyYaBIIIUX TEPAITHUIO IMPOTUBOINUIIEIITUYECKMMU IIpenapaTaMu 10 HEKOTOPHIM
IMoKa3aHusIM. [To pe3ynbTaTaM MeTaaHaIu3a JaHHBIX, IIOJTYYEHHBIX B X0O[Ie
PaHIOMHU3UPOBAHHBIX I11a1le00-KOHTPOJIUPYEMBIX UCCIIEIOBAHUM
ITPOTUBOIMUJIEIITHYECKUX IIPenapaToB, TakKxke HabJ1i00aIoch HeOOJILIIIOE TTOBHIIIEHNE
PHCKa MOSIBJIEHUST CYUIIMIAIbHOTO MBIIIJIEHUS U IToBedeHusi. MexXaHu3M
BO3HMKHOBEHUS 3TOT0 PUCKa HEM3BECTEH, @ UMEIOIINeCs HaHHbIe He UCKIII0YAlO0T



BO3MOZKHOCTH CyIII€CTBOBAHMS ITOBHIINIEHHOI'O PHCKa IIPU IIPMMEHEHNH npera6aHHHa.

B cBs3u ¢ aTUM HeO6XO,'E[I/IMO TIIaTEJIBHO Ha6HIOJIaTB 3a IIalMeHTaMU OJId BBISABIICHUA
IIPU3HAKOB CYHIINMOAJIBHOTO MEIIIJIEHWA U ITIOBEJEHUA U PAaCCMOTPETH
HeHeC006pa3HOCTb Ha3HA4YE€HUA COOTBETCTBYIOIIIETO JIEHECHU . B CJIy4dae IIOSABJIEHUA
IIPU3HAKOB CYHIIMOAJIBHOT'O MEIIIJIEHWA UJIN ITIOBEOEHHWA ITallMEeHTa (I/I JINIIQa,
YXaXKHUBaAIOIIIHEe 3a HHMH) OOJI2KHEI O6paTI/ITbCH 3a MEOUIIMHCKON IIOMOIIBIO.

YxyoweHnue ¢pyHKUUU HUNCHUX O0MOe108 JHceayO0oUHO-KUWe4YH020 mpakma

[Tocse BEIXOMAA ITpelapaTa Ha PHIHOK COOOIIAIOCh O SBIEHUS, CBSI3aHHEIE C
yXyameHueM GYHKIIUY HUKHUX OTOEJIOB XKeJTyqOYHO-KUIIIeYHOT0 TPaKTa (HampuMmep,
HEIIPOXOAUMOCTh KHIIIeYHWKA, apaTuTUYeCcKasi HelTPpOXOOUMOCTh KHIIIeYHHUKA,
3amop), Ipu IpUMeHeHUHn IIperabaaruHa BMecTe C JIeKapCTBEeHHBIMHU CPeCTBaMH,
KOTOPBI€ MOTYT BEI3BATh 3alI0pP, HATPUMEP OMHMOUTHBIMHU aHaIbreTuKaMu . [Ipu
OOHOBPEMEHHOM ITPUMEHEeHUH IperabdajrHa U OIMHOUI0B CIeqyeT IIPUHSITL MePHI s
MPOoGUITAKTHKY 3alI0POB (0COOEHHO y XKEHIIMUH U MallieHTOB ITOXKHUJIOT0 BO3pacTa).

OOHoBpeMeHHOe npuMeHeHue ¢ onuoudamu

PekoMmeHpgyeTcs coboaTh OCTOPOXKHOCTD IIPU Ha3HaUYeHUH ITperabainHa
OOHOBPEMEHHO C OMMOUAAMHU U3-3a puUcKa yraueTenus ¢ynkmuu [THC (cm. Pa3zgen
«B3aumopernicTBrMe C OPYTUMHU JIEKaPCTBEHHBIMU CPEICTBAMU U OPYTHUe BUIBI
B3aMMOOENCTBUS»). B vccnemoBaHum Cly4ai-KOHTPOIIb JIUII, ITPUMEHSIONINX OITMOUOHI,
MTOBHIIIIEHHBIM PUCK CMEPTHOCTH, CBI3aHHOM C OMUOUIaMu, ObLI ¥ ITAllUEHTOB,
MMOJIy4YaBIINX Teparuio mperadbainHoM OQHOBPEMEHHO C OIIMOUOLI, II0 CPaBHEHUIO C
TAKOBBIM ITPU IIPUMEHEHUH TOJILKO OITMOUI0B (CKOPPEKTUPOBAHHOE COOTHOIIEHUE
mancoB [aOR], 1, 68 [95% [IH, 1,19-2,36]). Takoi mOBHIIIIEHHBIN PUCK HaOIIOOaICs
IIPU HU3KUX go3ax nperadanuua (= 300 mr, 1,52 aOR [95% [OU, 1,04-2,22]) c
TEeHOeHIINel K YBeIUUYeHUIO PHUCKa IIPU BRICOKUX Ao3ax nperadanuHa (> 300 mr, 2,55
aOR [ 95% OU 1,24-5,06]).

HenpasusivHoe npumeHeHue, 310ynompebieHue ujau 3as8ucumoCmb

Coo00111a10Ch 0 CIy4asXx HeIPaBUIbHOTO IIPUMEHEHUsI, 3I0YIOTPeOIeHUS U
3aBUCHUMOCTH. CJIeZIyeT C OCTOPOXKHOCTHIO IPUMEHATH Iperapar IalueHTaM Co
3noynoTpebieHreM pPa3IUYHLIMU BellleCTBaMM B aHaMHe3e Heo0XoouMo HabmonaTh
3a MaIMeHTOM [IJIST BEISIBJIEHUSI CUMIITOMOB HEMIPABUJIBHOTO IPUMEHEHHS,
3n0ynoTpebsieHrs UIh 3aBUCUMOCTHU OT mperabasnnHa (Coo01I1anoch o ciaydasax
Pa3BUTHUS IIPUBBIKAHUS, TPEBHIIIEHNE TTPEeIHAa3HAYEeHHOM MO3kI TOBEOEHNUS],
HaAIPaBJIEHHOT' 0 Ha MTOJy4YeHue Irpernapara).

SHuepasonamus



Coob11anock o cinydasx sHiedasonaTi, BOSHUKAIU ITPEUMYIIIECTBEHHO YV ITAIlUEHTOB
C COITyTCTBYIOIIMMU 3a00JIeBAHUSIMU, KOTOPEIE MOT'YT CIIPOBOLIMPOBATH
sHIle(danonaTuio.

HenepeHocwvzocmb /dKMo3bsl

[Tpenapart JIupuKa comepKUT J1aKTo3y. [larmeHTaM ¢ pegKUMU HaCleACTBEHHBIMU
3a00JIeBaHUSIMH, KaK HEIIePeHOCUMOCTD TaJlaKTO3hI, JIJaKTa3Has HeJOCTaTOYHOCTD
Jlamrma Uiy CUHAPOM ManbabCcopOIIUy TTI0KO3BI U TaJIaKTO3Hl, HE CJIeAyeT IIPUMEHSITh
3TOT IIpemapar.

CnoCcoOHOCTH BJIMSITh Ha CKOPOCTH PEaKIIHH IPH YIIPaBI€eHHH
ABTOTPAHCIIOPTOM HJ/IM pPadoTe ¢ MexaHHu3MaMH

JIupuKa MOXKeT OKa3hIiBaTh HE3HAUYUTEIbHOE NI YMEPEHHOE BIIUSHUE Ha CIIOCOOHOCTD
yIPaBIIATh TPAHCIIOPTHHIMU CpelCcTBaMu U paboTaTh C APYTUMHU MeXaHH3MaMMU.
JIupuKa MOXKeT BbI3BaTh T'OJIOBOKPYKEHME U COHJIMBOCTb, U TAKUM 00pa30M, BIUSTh
Ha CIOCOOHOCTh YIPABISATH TPAHCIIOPTHLEIMU CPeICcTBaMU U paboTaTh C APYTUMHU
MeXaHU3MaMH. B CBsI3U C 9TUM ITallieHTaM ClIeyeT PEKOMEHIOBATh BO3[IePKUBATHCS
OT yIpaBIE€HUS TPAHCIOPTHLIMU CPEACTBAMM OT PAOOTHI CO CIIOKHOM TEXHUKOM U OT
OPYyTro¥ IIOTEHIINAIbHO OMaCHOM MIesITeJIbHOCTHU, ITI0Ka He CTaHEeT U3BEeCTHO, BJIUSET 3TO
JIeEKapCTBEHHOE CPEMCTBO Ha UX CIIOCOOHOCTH K TaKOU IesATEeJIbHOCTH.

IIppuMeHeHHe B mepHO]] 0EPEMEHHOCTH H/IIH KOPMJIEHHUS I'PYIbIO

2KeHIIMHEL penIpOgyKTUBHOIO BO3pacTa / CpeacTBa KOHTPaLeNuu OJisd JKEeHIUH U
MYXKYUH.

HOCKOJ’I]’:KY MMOTEeHIUaIbHBIN PHUCK OJIsd 9eJIOBEKa HEN3BECTEH, 2KEHIITNHBI
PEIIPOOYKTHUBHOT'O BO3PACTa, OOJIZKHEI MCIIOJIb30BATH SQ)d)eKTHBHLIe cpencTBa
KOHTpPaleIllnuu.

BEepemeHHOCMbB

Hapnexkalpye maHHBIE TI0 TPUMEHEHUIO IIperabanrHa 6epeMeHHbBIMY KeHIITUHAMHU
OTCYTCTBYIOT.

B xope uccrieqoBaHUM Ha XKUBOTHBIX Obl/Ia IPOJIEMOHCTPUPOBaHa PepoOAyKTUBHAS
TOKCUYHOCTh. [IOoTEHIIMaNbHBINA PUCK AJISI YeI0BEeKa HEM3BECTEH.

[TpemapaT JIupukKa He clenyeT IPUMEHSTh B mepuoa 6epeMeHHOCTH 6e3
HeoOXOoOUMOCTH (KOTma IT0JIb3a /IS MaTePHU SIBHO IPEBHIIIAaeT BO3MOXKHBINM PUCK IJIS
IjIoma).



KopmaeHus 2pyovio

HebomnbItoe KonuuecTBO IIperabanuHa Oblyla 0OOHapyzKeHa B MOJIOKe KOPMSIIUX
rpynbio. CaemyeT cOOOMIUTE KOPMJIEHUS TPYOBIO, YTO KOPMJIEHHE TPYIObI0 He
PEKOMEHOyeTCs IPpu NPUMeHeHUHU IIperadannHa.

depmusibHOCMb

Knuuudyeckue maHHBIE O BIUSHUU ITperadainHa Ha QepTUIPHOCTD XKEHIINH
OTCYTCTBYIOT.

Bo BpeMs KIMHUYECKOTO UCCJIeqOBaHUS BIUSHUS nperabaarnHa Ha NOABUKHOCTD
CIIepMaTO30UA0B 300POBhIE HOOPOBOJIBIIEI MYZKCKOT'0O I10JIa IPUMEH AU TperabaauH B
no3e 600 mr / cyT. [locne mpuMeHeHUs IIpenapaTa B TedeHue 3 MeCsLleB HUKaKOoro
BIMSHUS Ha IIOOBUXKHOCTh CIIEpMaTO30MI0B He 0OHapyKeHO.

B xone uccnemoBanusi GepTUIBHOCTHA Y CaMOK KpBIC HabOIiogascs HexXeJlaTeIbHOe
BO3OEMCTBUE Ha PEIpPOAyKTUBHYIO GYHKIINIO. B Xome nccieqoBanust GepTUIBHOCTH Y
caMIIOB KpHIC HabOrogancs HexenaTeIbHOe BO3[IEeNCTBUE Ha PENIPOAYKTUBHYIO
dynKIIMIO U pa3BuTHEe. KnMHNYecKass 3HAUUMOCTh 3TUX Pe3y/IbTaTOB HEM3BECTHA.

Cnnoco0 nmpuMeHeHUsI U 1036l

[Tpenapart Jlupuka NpuHUMAOT HE3aBUCHUMO OT IIpUeMa IUILHU.

IlaHHOE JIeKapCTBEHHOE CPEICTBO NpeaHa3HaYeHO UCKITIOYUTEJIbHO OIS
IIEPOPAILHOIO IPUMEHEHHS].

ITO35I

IInana3oH 003 npenapaTa MOXeT U3MeHIThCs B npepesnax 150-600 Mr B CyTKHA.
CyTouHYIO [O3Y OelIAT Ha 2 uinu 3 rpueMa.

Hetiponamuueckuti 601b

Tepamnuio nperabalinHOM MOXKHO Ha4daThb C A03H 150 MT B CyTKM, pa3fesieHHON Ha 2
unu 3 npuema. B 3aBUCUMOCTH OT UHOMBUAYAJIBPHOIO OTBETA U IEPEHOCUMOCTH
npenapaTa ImaueHTOM 03y MOXKHO yBenuduTh 70 300 Mr B cyTKH 4epe3 3-7 OHeH, a
ITpU HeOOXOOMMOCTH - 10 MaKCUMaIbHOU m03kl 600 MTI' B CYTKU ellle 1ocje 7 OHe.

Snuaencus

Tepanuio nperabainHOM MOXKHO HadaThb C O03H 150 MT B CyTKM, pa3fiesieHHON Ha 2
unu 3 nIpuema. B 3aBUCUMOCTHY OT MHOUBHUAYAJIbHOTO OTBETA U IIEPEHOCUMOCTH
penapaTa ImaueHTOM 03y MOXKHO yBenuduTh 0 300 MI B CyTKH IIOCJiE€ IEPBOU



Hefesnu jedeHus. Yepe3 OOHY HeOeslr 003y MOXKHO yBEeJIUYUTh 4O MaKCUMaJIbHOU -
600 Mr B CyTKHU.

T'eHepaiu3osaHHOE MPEBOHCHOE PACCMPOUCMBO

I[To3a, KOTOPYIO OEeIAT Ha 2 Uin 3 IprueMa, MOXKeT U3MEeHIThCs B npeaenax 150-600 mr
B CyTKHU. [lepuoguydecKu cjiegyeT IpocMaTpuBaTh HEOOXOOUMOCTH IIPOAOJIKEHU A
Tepamnuu.

Tepamnuio nperadaInHOM MOXKHO HavaThb C O03Hl 150 Mr B cyTKu. B 3aBUCUMOCTH OT
UHOWBUOYaJIbHOIO OTBETA U IEPEHOCUMOCTHU IIpenapara nalueHToOM 003y MOXKHO
yBenuuuTh 00 300 MI B CyTKU [IOCJIe IEPBOY Hefenu edyeHus. [loce eine ogHOU
HeJesy npreMa 03y MOXKHO yBenUuduTh 70 450 Mr B CyTKH. HYepe3 oOgHY HeOe 003y
MOZKHO yYBEJINUYUTH A0 MaKCHUMaJIbHOU - 600 MI' B CyTKH.

dubpomuanaus

PekoMmeHnpgyemast mo3a miis nedenus: pubpomuanruu cocrasnsieT or 300 mo 450 mr B
CyTKH. JledeHne cilegyeT HaUMHATh C IPUMEHEHHUS OO3bl 75 MI OBaxKAbl B CyTKH (150
MTI B CyTKH). B 3aBuCUMOCTHU OT 3 PEKTUBHOCTU U IEPEHOCUMOCTHU J03y MOKHO
yBenuuuBaTh 40 150 mr gBaxkabl B cCyTKH (300 Mr B CyTKH) B TeUEeHUE OOHOU HEOEIIH.
[71g manmeHTOoB, OJI1 KOTOPBIX MpuMeHeHre O03b 300 MI' B CyTKM HEJOCTAaTOYHO

9 HEeKTUBHBIM, MOXKHO YBEJIMYUTD A03y OO0 225 MI ABaXkAHl B CyTKHU (450 MT B CyTKH).
XOTs CylIeCTByeT UCCJiefOoBaHUs MpuMeHeHusa 003kl 600 MI B CYTKH, JOKa3aTEeIbCTB
TOT'0, YTO MPUMEHEHNE 3TON HO3bI OyIeT UMETh IOIIOJITHUTEIbHOE ITPENMYIIIECTBO, HET;
TaKzKe TaKas go3a AOJIKHa XyAIIYIO IIepeHOCUMOCTh. [I[pruHrMas BO BHUMaHUe
D0303aBUCUMBI TOOOYHBIE peaKIUuu, IpuMeHeHue 103 450 MT B CYyTKH He
pekoMeHayeTcsi. [TockonbKy JInprKa BEIBOOUTCS ITIOYKaMU, ClIedyeT KOPPEKTUPOBaTh
OOo3y IIpelaparTa IallieHTaM C HapylleHueM (QyHKIIUU IOYeK.

OmmeHa npeaabaauHa

CormacHO Oe’CTBYIOIEeN KIMHNYECKON ITPaKTUKHU, ITpeKpallaTh TePanunio
nperabaInHOM PEKOMEHIYETCS ITOCTEIIEHHO, B TeYeHUe He MeHee OJHOU Heesu,
He3aBUCUMO OT IMoKa3aHuu (cM. Pa3mesnsl «OcoOeHHOCTH ITpUMeHeHUsI» U «I10004YHbIE
peakmum»).

HapyweHue ¢pyHKUUU noyek

HperaGaJmH BEIBOOHUTCA U3 CUCTEMHOI'O KPOBOTOKa B HEM3MEHEHHOM BHIE,
IIpenMymmeCTBEHHO IIOYKaMHU.

[TperabGanuH 3(pPeKTUBHO yOansieTcs U3 IJIa3Mbl KPOBHY C ITOMOIIbIO TeMOoguann3a
(50% npenapata B Teyenue 4:00). [I51g maliieHTOB Ha reMoguasin3e CYyTOYHYIO 003y



nperabanuHa cleayeT KOPPEKTUPOBATh B COOTBETCTBUU C GpyHKIMEN Touek. Kpome
CYTOYHOU [O3EL, Cpa3y IIocjie KaXxaou 4-4acoBOU IIpOoLeNyphl reMoagualin3a
Heo0X0OUMO IPUMEHSTh DOIIOTHUTEJIbHYIO 03y ITpemnaparta (cM. Tabnuily).

Koppekius no3wl mperabajinHa B COOTBETCTBUH C PyHKIIMEH ITOYeK.

ObmIast cyTouyHas go3a nperabanuHa * PEeXRUM OO3UPOBAHUS
KK (CLcr) (Mmn
/ MUH) HayanbHas mo3a MakcumManbHas go3a
(Mr / cyT) (Mr / cyT)
BasK[Ibl UJTU TPUXKOHI
> 60 150 600 Heazxn PHIER
B CyTKU
= 30 - < 60 75 300 IBaxkKObl UIU TPUKIBI
B CYTKH
>15-<30 25-50 150 WUnu pgBa pa3a B CYyTKH
<15 25 75 Pa3 B cyTKHU
[omomHuUTEeNbHASA 03a II0CJie reMoauanu3a (Mr)
25 100 OpgHOKpaTHas mo3a +

OO11yi0 CYyTOYHYI0 03y (MT / CyT) ClleoyeT pa3menuTh Ha HECKOJIBKO IIPUEMOB B
COOTBETCTBUU C PEKUMOM JO3UPOBAHUS, YTOOHI MMOJIyUYUTh 03y OJISI OOHOKPATHOTO
npueMa (Mr / mo3a).

+ JlommomHUTENIbHAS 403a - 9TO OOIMOJIHUTEIbHAaSA OOHOKpPaATHAsA O03a.
ITeueHO4YHas1 HeOOCMAMOYHOCMb

II71s TallMeHTOB C HapylleHueM QYHKIINYU TeYeHN He0OXOOUMOCTU B KOPPEKIINY [O3bI
HeT (cMm. Pa3zgen «®apMaKOKUHETHKA»).

ITauyueHmbl NOJHCUI020 8O3PACMA

I71s1 TaleHTOB MOXKMUJIOTO BOo3pacTa U3-3a YXyOUIeHUs PyHKIIMU II0YeK MOXKeT
notpeboBaThCs YMeHbIIIeHNe 003k nperabanrHa (cM. Pazgen «OcobeHHOCTH
IPUMEHEHUS»).

HeTn

Be3omnacHOCTh 1 3 PeKTUBHOCTE IIpenapaTta JIupruKa nIpu ero npuMeHeHUU OeTAM (B
Bo3pacTe 1o 18 meT) He ycTaHOBNEHHL. [IOCTylIHa B HACTOSAIlee BpeMs nH(poOpMaIus
npuBeneHa B pa3pgere «ITo004HBEIe peaKInu», a TakKXkKe B pa3fesiax



«QapmMakonovHaMuKa» U «OPapMaKOKMHETHKa», OOHAKO, OIIUPasiCh Ha HUX,
HEBO3MOXKHO IIPEeOOCTaBUTh HUKAKUX PEKOMEHOaluil OTHOCUTEIPHO NO3WPOBAaHUS
9TOU KaTeropuu IarueHTOoB.

Ilepego3upoBKa

[Tocne BLIXOMa IIpemapaTa Ha PEIHOK CO00Ianochk, YTO Hanbojiee 4aCThIMU
MOOOYHBIMHY PEeaKIUsIMU IIPU IepPemo3uPoOBKe IperabanrHa ObLIM COHJIUBOCTD,
CIIYyTaHHOCTH CO3HaAHUS, BO30yKIeHue 1 0eCIOKOMCTBO. TakKe moCTyIanu
COOOIIEeHUs O CyOopoTrax.

Pedko coobuw,asnoce 0 cay4asx Komol.

JleueHue MMepeo3uPOBKY ITperadaarHa 3aKJII04aeTcsl B 00IIMX MOAAePKUBAIOIINX
MEPONPUATUSAX U IIPHU HEOOXOOAUMOCTU MOXKET BKII0UaTh remoauanu3 (cMm. Pasgen
«Crrocob6 mpruMeHeHHUs U OO3bI», TaOIuIa).

ITo6GouHBbIE peaKIuu

B kMHMYECKOU ImporpaMMe McciiefoBaHus mperabanuHa ero nomyuunu 6omnee 8900
manueHToB, U3 HUX 5600 - y9aCTHUKY OBOMHBIX CJIEIIBIX IJ1alle00-KOHTPOIUPYEMBIX
nuccaenoBaHuii. YaCcThIMU 3aperuCTPUPOBAaHHLIMY ITIOOOUYHBIMU peaKIUuAMU ObIITH
TOJIOBOKPYKEHUE U COHIUBOCTL. [I000YHBIE peaKITuU OOLIYHO OBLIU JIEeTKOM UIIH
yMepeHHOU CTelleHU. Bo BCceX KOHTPOJIMPYEMBIX UCCIIEAOBaHUAX II0Ka3aTeJIb OTMEHEI
Ipenapara M3-3a N000YHBIX peakluu cocTtaBuil 12% cpenu nmaluueHTOB, IPUHUMAaBIINX
nperabanuH, U 5% cpenu NalyMeHTOB, MOJIy4YaBinux mniaie6o. Hanbonee yacThiMu
MOOOYHBIMY PEeaKIIUSIMU, KOTOPHIE IIPUBOAUIN K OTMEHE IIpelapaTa UCCJIefOBaHus, B
rpymnie nperatanuHa ObIIM T'OJTOBOKPYXKEHNE U COHJTUBOCTD.

Huxxe npuBefeHE Bce MOOOYHEIE PeaKIlii, BO3HUKAIOIINE Yallle, YeM Ipu
IpuMeHeHUU Inanebo, u 00bllle YeM Y OQHOTO HMallueHTa; 3TU MOO0YHbIE peaKIuu
IepevyrcsieHbl IO CUCTeMaM OPraHOB M 4acToTe: 04eHb 9acTo (= 1/10); gacTto (oT =
1/100 gmo <1/10); HewacTo (oT = 1/1000 mo <1/100); pemko (ot = 1/10000 mo
<1/1000); ouens peako (<1/10000); yacToTa HeEu3BeCTHA (He MOXKeT OBITh OIleHEeHa Ha
OCHOBE HUMEIOIINXCSA JaHHBIX). B KaxXXgou Irpyme o 4aCTOTe BO3HUKHOBEHUS
nmobouyHble 3(p¢deKTH ITPeaCcTaBIeHbl B MOPSAKE CHUXKEHUS CTEeIeH! UX CEPhe3HOCTH.

Yka3aHHbIe TOOOYHBIE PEaKIIUU TaKKe MOTYT OBITh CBSI3aHBI C TEYEHHEM OCHOBHOTO
3abomeBaHus U (UJIM) COMYTCTBYIOUIUM ITPUMEHEHUEM APYTUX JIEKAPCTBEHHBIX
CpencTs.

Bo BpeMs nedyeHuss HeUpomaTUYeCKoM 00JIH IIeHTPAIbHOTO IIPOUCXOXKIEHHUS,
BBI3BAHHOT'O ITOPa*XeHUeM CIIUHHOTO MO3ra, YBeJInYuBajach 4YacToTa IT000YHEBIX



peakIui B 11eJIOM, YacTOTa MOOOYHBIX peakIuii co cTopoHkl ITHC 1 ocobeHHO
COHUBOCTD (cM. Pa3zmen «OcoOeHHOCTU IPUMEHEHUSI»).

[ononmHuTENbHBEIE TOOOUYHBIE PEAKIINY, O KOTOPBIX COOOIIAIOCh IIOCJIEe BEIX0OJa
ImperiapaTa Ha PLIHOK, TPUBEIeHHbIe HUXKe U 0003HaYeHbl KYPCUBOM.

HHpekyuu u uHeasuu

YacTo: Ha30(papuHTUT.

Co cmopoHbl KpoBU U AUMGPAMUYECKOU CUCTEMBI
HeyacTo: HEUTPONIEHUS.

Co cmopoHbl UMMYHHOU cucmembl

HeuacTo: runiepYyBCTBUTEILHOCTb.

Penko: aHTHOHEBPOTUYECKHUH OTEK, ajJyIeprudecKue peakiui, aHaQuIaKTOUTHEIEe
peaKIuu.

HapyweHue obmeHa seu,ecms, memaboausma
YacTo: MOBHIIIIEHWE allleTUuTa.

HeuacTto: moTeps anmneTuTa, TUIIOTJINKEMUS.
Co cmopoHbI NCuUXuKu

YacTo: aiidopus, CIIyTaHHOCTh CO3HAHUS, PA3APaXKUTEIbHOCTh, He30PHUEeHTAIINSI,
OeCCOHHUIIA, CHUXKEHUEe JTUOUIO.

HewacTo: rammonyHanmy, MaHuYeCcKue aTaku, 0eCIIOKONCTBO, BO3OyXKIeHUE,
Jernpeccus, IogaBJIeHHOe HaCTPOeHue, MPUIIOAHSATOE HaCTPOEeHUe, arPecCusi,
M3MeHeHUs HaCTPOeHUs, JellepCoHann3anms, 3aTpyqHeH 1oa00p CIoB,
IaToJIOTUYeCKre CHOBULEHUS, YCUIeHue TUOUA0, aHOpra3Musi, alaTus.

Penko: pacTopMaXkuBaHKE.
Co cCmopoHbl HEPBHOU cucmeMbl
OuyeHb YaCTO: TOJIOBOKPYKEHHUE, COHIIUBOCTb, TOJIOBHAS GOJIb.

YacTo: aTakcus, HapylleHue KOOpAWHAaIUU, TPEMOD, OU3apTpus, aMHe3us,
yXy[OIlIeHue aMsaTH, HapylleHrue BHUMaHU S, lIapecTe3uu, TUIecTe3us, CeqaTuBHBIN
9¢hGEKT, HapylIeHue PAaBHOBECHUSI, JIETapPTHU.



HeuyacTo: 0OMOPOKH, CTYIIOP, MUOKJIOHUS, IIOTEPSI CO3HAHUS, ICUXOMOTOPHAsI
TUIEPaAaKTUBHOCTD, IUCKUHE3US, IIOCTYyPaJIbHOE TOJIOBOKPYKEHUE, UHTEHIITMOHHBIHN
TPEeMOp, HUCTArM, HapyllIeHne KOTHUTUBHBLIX QYHKIINYM, HAPYIIIeHUS IICUXUKH,
pacCcTpoMCTBa peuu, TUIopedIeKCusi, TUIIePeCcTe3usi, YYBCTBO XKIKEHUSI, areB3usl,
o0I1lee HeJOMOTaHUeE, allaTUsI, OKOJIOPOTOBAs ITapeCTe3Un , MUOKJIOHYC.

Penko: cymoporu, mapocMusi, TUIIOKUHE3UsI, oucdarus, rumanre3usi, 3aBUCUMOCTD,
MO32K€YKOBOT'0 CUHApPOMA, CUHAPOM 3y04aToro Kojeca, KOMa, JeTupui,
sHIuledanonaTusa, S9KCTpalupaMuOHbIE CUMIITOMEI, CHHOAPOM ['miteHa - bappe,
BHyTpUYepenHas I'uIlepTeH3usl, MaHWaKaJlbHble PeaKlvy, IapaHOUugHbIEe pPeaKIlny,
paccTpoycTBa CHa.

Co cmopoHbl Op2aHO8 3peHus
YacTo: HeUEeTKOCTh 3PEeHUSs, MUIIJIONNS, KOHHLIOHKTHUBUT.

HeuacTo: moTeps nnepudepudecKkoro 3peHus, HapyIlleHue 3peHus, OTeK IJjias,
nedeKThl IOJIsI 3peHUsI, CHUXKEHUE OCTPOTHI 3peHusi, 00JIb B I'Jla3aX, aCTeHOIIUS,
dboTorCHsI, CYXOCTh B I'Ia3ax, IIOBLIIIIEHHOE CJIe30TeYeHne, pa3apaKeHue Ijas,
6redapuT, HapyIIeHUs aKKOMOJallii, KPOBOU3JIMSIHUE B I'Jla3, CBETOO0sI3Hb, OTEK
CeTYaTKH.

Penko: mmoTepst 3peHusi, KepaTUT, OCIIUJIONCHS, U3MEHEeHNEe 3PUTEJIbHOTO BOCITPUSATHUS
rIyOuHBI, MUAPHUA3, CTPabU3M, SPKOCTh 3PEHUST, aHU30KOPUS, I3Bbl POTrOBUIIHI,
9K30(dTanbM, IIapaand ri1a3Horo MBIIIIL, UPUT, KEPATOKOHBIOHKTUBUT, MHU03, HOYHAS
cienoTa, opTaabMOIIIEeTusi, aTpodusa 3PUTETHHOTO HEPBA , OTEK AUCKA 3PUTEJILHOTO
HepBa, ITO3, YBEUT.

Co cmopoHbI 0P2aHOB CAYXAd U pa8HOBECU
YacTo: BepTHUTO.

HeuacTo: runepakysus.

Co cmopoHbl cepdua

HeuacTo: Taxukapaus, 6jil0Kajia IepBOM CTEIIeHU, CUHyCOBas OpaguKapaus,
3acCTOMHas cepaedyHasi HeJOCTAaTOYHOCTb.

Penko: yonuuenue nntepBasna QT, cuHycoBasi TaXUKapOus, CUHYCOBasi apUTMUSI.
Co cmopoHbl cocydoa

HeuacTo: apTepuanbHasi TUTIOTEH3US, apTepuasibHasA TUIIEePTEeH3us, IPUJIUBHI,
TUIIepeMUs, OUIyIlleHNe X0JI0ga B KOHEYHOCTSIX.



Co cmopoHbl OblxameAbHOU cucmeMbl, 0p2aHO8 2pYy0HOU KjaemKu U cpedocmeHus
YacTo: papuHTrOoIapuHreanbHas 00Jb.

HeuacTo: ogblliika, HOCOBOE KPOBOTeUeHHUe, KallleJib, PUHUT, Xpall, CYXOCTb CIIU3UCTOM
000JIOYKHU HOCA.

Penko: oTeK JIETKUX, CXKATHE B rOpJie, TapUHTOCIIa3M, allHO9, aTeJIeKTa3, OPOHXUOJINT,
“KoTa, (pubpo3 JIerKux, 3eBoTa.

Co cmopoHbl dceny0ouHO-KUulWe4YHo20 mpakma

YacTo: pBOTa, TOIIHOTA, 3aII0p, AHuapesi, MeTeOPU3M, B3IyTHe XKUBOTA, CyXOCTh BO PTY,
TaCTPOIHTEPHT.

HeuacTo: racTpoasodareanbHas pedaoKcHast 6001e3Hb, TUIIEPCEKPEIIs CITIOHEI,
TUIIECTE3USI POTOBOM IOJIOCTH, XOJIEIIUCTUT, XOJIeTUTHAa3, KOIUT, KeTyqOUYHO-
KHIIIeYHOEe KPOBOTEeUeHHEe, MejIeHa, OTEK sI3bhIKa, PeKTaIbHOe KPOBOTEUEHHE,

Penko: aciiuT, maHKPeaTHUT, OTeK sSI3bIKa, Aucoarus, CTOMaTHUT, I3Ba MUIIEBOIA,
IMepruoOOOHTaJIbHBIN abcliecc.

I'enamobusauapHoil cucmembl

HeuacTo: mOBHIIIIEHHBIN YPOBEHh MEYEHOYHBIX (DEPMEHTOB *.
Pepgko: xenTyxa.

OueHb pPeOKo: MeYeHOYHasd HeJOCTaTOYHOCTh, TeIlaTHUT.

Co cmopoHbl KOJHCU U NOOKOHCHOU MKAHU

YacTo: IpoJieXXHHU.

HeuacrTo: IIaIlyjie3Hasd CBIIlb, KPAIIMBHUIIAQ, TUIIEPTrUuapO03, 3yd, ajJIonenud, CyXO0CThb
KO2XH, 9K3€Ma, TUPCYTU3M, SA3BEI KOXKH, Be3I/IKy.TIO-6y.TIJ'Ie3Ha${ CHIIIb.

Penko: cuagpoM CTuBeHCa - [I?KOHCOHA, XOJIOOHBIM ITOT, 9KC(OIMaTUBHBIN JePMATHUT,
JINXEHOUIHBIN IepMaTUT, MeIaHO3, HapyIIIeHUsI CO CTOPOHBI HOT'TEeH, ITeTexruaabHast
CHITIb, ITyPIIYPa, IIyCTYASIPHBIM CBIIb, aTPOGUsT KOXKM, HEKPO3 KOXKM, KOXHEIE U
MMOOKOXKHbBIE Y3EJIKH.

Co cmopoOHbI ONOPHO-08U2dME/AbHO20 Annapama u coeduHumenbHol MKaHu

YacTo: MBIIIEeYHbIE Cyaooporu, apTpalirusi, 0oyb B CIITNHE, 0oJb B KOHEYHOCTHAX, CIIa3MEI
MBIIIIIT ITTen.



HeuacTo: oTek CyCTaBOB, MHaJITusA, ITIOJEePTrUBaHWA MBIIIIII, 001b B niee, CKOBaHHOCTB
MBIIIIIT.

Penko: pabgomMuonus.
Co cmopoHbI NoYeK u MmouesbvlB00AWUX nymel

HeuacTo: HeepKaHUe MOYM, OU3ypHUs, albOyMUHYPHUS, TeMaTypusi, oOpa3oBaHue
KaMHel B IT0YKax, Heppur.

Penko: moueyHasi HEHOCTATOYHOCTh, OJIUTYPUS, 3aAePKKa MOYH, OCTPasI MoUYeyHasd
HeOOCTAaTOYHOCTh, TTIOMepPyIoHepPuT, muearoHeppur.

HapyweHue nos1080U cucmemMbl U MOAOYHbIX dicene3
YacTo: 9peKTunIbHasa OUCPYHKIUS, UMIIOTEHIIUA.

HeuacTo: monoBas nucyHKINS, 3adepKKa dIKYIIIUN, gUCMeHopesi, 60J1b B
MOJIOYHBIX JKeJjle3ax, TeKopesi, MeHOpparus, MeTpopparus.

Penxko: aMeHOopes, BhIJeJIEHNd N3 MOJIOYHEIX ZKeJIe3, YBEeJIMYEeHHNE MOJIOYHEIX 2XKEeJIE3,
THHEKOMacCTHus, EPBULIUT, 6aJ'IaHI/IT, SIIMOUOMMMUT.

Obuijue HapyweHUs U pedakuuu 8 mecme 8s8edeHus

YacTo: nepudepudecKuil OTEK, OTEK, HapyIIeHue MOXOOKH, ITaJeHus, OIlyIleHne
OITbSTHEHMUSI, HEOOBIUHBIE OIIYIIEHYS, TOBHIIIEHHAS YTOMISIEMOCTD.

HeuacTo: reHepamn30BaHHLINA OTEK, OTEK JIMIla, CKOBAHHOCTD B TPyOu, O0JIb, 2Kap,
X&Kaxpma, 03H00, ob1as cmabocTh, HemoMoraHnue, abciecc, BocIajieHrue X KUPOBOM
TKaHU, GOTOCEHCUOUIHU3AIIUS.

Penko: rpaHyneMa, YMBIIIIJIEHHOE TIPUYNHEHNE Bpena, 3abpooimaHoe ¢udpo3, IIoK.
JlabopamopHble uccae0o8aHusi
YacTo: yBeJIM4eH1Ee MacCHl Tea.

Heuacrto: nosriienre ypoBHasa KOK B KpoBU, IOBLILIIEHNE YPOBHSA I'JIIOKO3EI B KPOBY,
yMeHbIIIeHV e KOJINYeCTBa TPOMOOIIMTOB, ITOBLIIIIEHNE YPOBHS KpeaTUHUHA B KPOBH,
CHUXKEHNe YPOBHS KaJlud B KPOBU, YMEHbIIIeHHEe MacCCHL TeJla.

Penko: cHuXKeHHe YPOBHS JIEMKOLIMTOB B KPOBH.

YBenuueHue ypPOBHS ajlaHMHaMuHOTpPaHCchepa3dsl (AJIT) u
acnaptatamuHoTpaHcdepassl (ACT).



Y HEKOTOPHIX MAllMEHTOB IIOCJIEe IPeKpallleHusI KPaTKOCPOYHOM UJIN OJTUTETbHON
Tepanuu nperadbajarnHoM HaGIOOanuch CUMIITOMEL OTMEHHI ITpenapaTa. Coo06111anoch 0
clenymolye peakiuu: 0eCCOHHUIA, TOJI0OBHAs 007k, TOIUIHOTA, TPEBOKHOCTh, Auapes,
TPUNIONONO0HBIN CHHOPOM, CyOOPOTH, HEPBO3HOCTh, IETpPeccusi, 60JIb, TUIIEPTUOPO3 U
T'OJIOBOKPYXK€EHH1Ee, KOTOPhIe YKAa3bIBalOT Ha GU3UYECKYIO0 3aBUCUMOCTD. Ty
“H(POPMAIUIO ClieAyeT COOOIIUTD MallueHTy Neped HavyaloM Tepalluu.

IlanHbIe 00 OTMeHe mperabasiiHa mocje OJIUTeIbHOT0 IPUMEeHeHUs YKa3kIBaloT Ha TO,
YTO YaCTOTA BO3HUKHOBEHUS U CTEIEHb TSAXKECTU CUMIITOMOB OTMEHEI MOTYT OBITh
MO0303aBUCHMBIMH.

Iemu. ITpodusns 6e3omacHoCTH nperabasnrHa, yCTAHOBJIEHHBIN B XOOe YEThIPEX
HCCIe0oBaHNM, MPOBEAEHHBIX C YYaCTUEM MeAuaTPUUYEeCKUX NallueHTOB C
MapIuaJbHBIMUA CyOOPOXKHBIMU NPUITagKaMU C BTOPUYHOM reHepanu3anuein uim 6e3
Hee (12-HememnbHOE uccaenoBaHue 3¢pGHEeKTUBHOCTU U 0€30IIaCHOCTH V ITAllMEeHTOB B
Bo3pacTe oT 4 7o 16 neT, n = 295, 14-gHeBHOe ucciaengoBanue 3¢pGHeKTUBHOCTHA U
0e30I1acHOCTH y MMallMeHTOB B Bo3pacTe oT 1 Mecsiia mo MeHee 4 neT, n = 175;
nccnegoBaHusd (apMaKOKMHETUKY U IEPEHOCUMOCTH IIpenapara, n = 65 U OTKPHITOE
KCcIenoBaHe 0e30MaCHOCTH IIPOAOIXKUTEIILHOCTRIO 1 o, n = 54), 6611 momo06eH
mpoduIsi, KOTOPLINM HaOII0manCs B UCCIIeOOBAHUSIX B B3POCIILIX ITAIIMEHTOB C
snunerncueli. Hauboree pacnpocTpaHeHHBIMU ITOOOYHBIMU SIBJIEHUSIMU, KOTOPBIE
HaOmroganuch B 12-HemeIbHOM MCCJIeJOBAaHUU Tepaluu ImperadaainHoM, ObIIU
COHJIUBOCTH, MUPEKCHUS, UHPEKIUHU BEPXHUX ObIXaTEeIbHBIX IIyTeH, ITIOBLIIICHUE
arreTuTa, yBeJIM4eHre MacChl Tejla U Ha3ogapuurut. Haubornee pacnpocTpaHeHHBIMHU
MOOOYHBIMH SIBJIEHUSIMH, KOTOPHEIE HaOIomanuchk B 14-1HEBHOM HCCJIeHOBaHUU
Tepanuu nperadaanHoM, ObIIM COHIUBOCTD, MH(MEKITUY BEPXHUX IbIXaTeIbHBIX MyTen
u nupekcus (cMm. Pasgensl «Crmocob mpuMeHeHUs U J03bl», «DapMaKoJIoAMHaAMUKa» U
«OapMaKOKHHETHUKA»).

Coo00111eH1e 0 TOH03PeBaeMbIX MTOOOYHEIX PEeaKIUIX.

Coo01ieHue 0 Mogo3peBaeMbIX ITOOOYHBIX PeaKUMsIX I0C/Ie perucTpaluu
JIEKAPCTBEHHOTO CPECTBA ABJISIETCS BaXKHBIM. DTO ITIO3BOJISET OCYIIECTBIIATH
HEIIPEPBLIBHBIM MOHUTOPUHT COOTHOIIIEHUS TIOJIb3LI U PHUCKa ITPU IPUMEHEHUN
JIEKapCTBEHHOT'O CPEICTBA.

CpoK rogHoctu
3 roma.

YcnoBusi xpanenusi



He TpelOyeT cremnuanbHBIX YCIOBUM XpaHeHUsI. XPaHUTh B HEJOCTYIIHOM IJIsS JeTel
MecTe.

VYnakoBka

ITo 14 kancyn B O6nucTepe, 110 4 61KUcTepa B KaPpTOHHOM KOPOOKeE.
Kareropus ornycka

[To peuenrty.

IIpou3Boourenb

[Ndaizep Menwdekuypunr Honuneny 'M6X/Pfizer Manufacturing Deutschland
GmbH.

MecTOHax0XKIeHHe IIPOMU3BOOHUTEIA A €ro aapec MeCTa OCylnmieCTBIICHHU A
oesiTeJIbHOCTH

Betpubimrerte ®paitdbypr, MycBanbaganb 1, 79090 ®patibypr, 'epmanus /
Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany.

HcTouyHMK HHCTPYKIIHH

NHCTPYKIIUS TeKapCTBEHHOTO CPeACTBa B3siTa U3 0QUIIMaIbHOT0 UCTOYHUKA —
'ocymapCTBEHHOTO peecTpa JIEKAPCTBEHHLIX CPEACTB YKPaUHHI.



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

