NMHCTPYKIMA
10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA

INPAMUIIEKCOJI-AJINYM

PerncrpauuoHHblii HOMep:

Toprosoe naumenoBanue: [IPAMUIIEKCOJI-AJINYM

MexayHapo/aHoe HeATEeHTOBAHHOE WM TPYNIUAPOBOYHOE HAMMEHOBAHME: TIPAMHIICKCOI
JlekapcTBeHHas popma: TabICTKH

CocraB

1 TabyieTKa COEePIKUT:

Oelicmsylowee geuyecmeao’ IpaMUIieKcoa Turuapoxiopu monoruapar 0,25 mr wiu 1 wmr;
8cnomozamenvHbvle geulecmsa’. MAHHUTON, KpaxMai KyKypy3HbIi, KpeMHHUS TUOKCU KOJIJIOUTHBIN
(aspocmn), moBumoH K-30, maraus creapar.

Onucanue

Hozuposka 0,25 me. NBOSKOBBINYKIIbIE TaOJIETKU MPOJOITOBaTOM (OPMBI CO CKPYIJIEHHBIMU
KOHIIAMH C PUCKOM, OCJIOr0 WJIU TIOYTH OEJIOro IBETA.

Jozuposka 1 me: KpyTible TNIOCKOIUIUHAPUIECKUE TaOIeTKH O0€I0T0 UM MOYTH OEJIOTo IBETA C
¢dackoil 1 puUCKOl.

dapmakoTepaneBTHYeCKAasl IPYyNNa: TPOTUBOMAPKUHCOHMYECKOE CPEACTBO — M0(aMHHOBBIX
pELEenTOpOB arOHUCT.

Kox ATX: N04BCO05

DapMaKoJIOrHyecKue CBOMCTBA

®dapMakoAHHAMHKA

[Ipamunekcon — aroHWCT A0()aMUHOBBIX PEHENTOPOB, C BBICOKOW CEIEKTHBHOCTBIO U
Crenu(PUIHOCTRIO CBS3BIBACTCA C MOGAMUHOBBIMU PEIENTOpaMH MOArpynIbl Dz, U3 KOTOPBIX
obmamaeTr Hamboyiee BBIPAKEHHBIM CPOJACTBOM K D3 pementopam. YwmeHbmaer aedumut
JBUTATENTFHOW aKTUBHOCTH IMpH Oone3Hu [lapkuHCOHA 3a cUeT CTUMYIHPOBAHUS T0(PaMHUHOBBIX
perenTopoB B mosiocaTtoM Tene. [Ipamunexkcon HHruOupyeT CUHTE3, BEICBOOOXKIEHUE U 000POT
nodamuna. ITpamunekcon in Vitro sammmaer A0(aMHHOBBIE HEHPOHBI OT JCTE€HEpAIlHH,
BO3HHKAIOIIEH B OTBET HA UIIEMUIO WK MEeTaM(PeTaMIHOBYIO HEHPOTOKCHYHOCTb.

TouHbIif MEXaHU3M JACHCTBUS TIpenapaTa Ipu JICUSHHH CUHAPOMAa OECIIOKOMHBIX HOT B HACTOSIIEE
BpeMs Hem3BecTeH. HecMoTps Ha To, 4TO maToU3HOIOTHs CHHAPOMA O€CITOKOWHBIX HOT 10 KOHI[A
HE U3y4eHa, UMEIOTCS HeHpo(apMaKoJIOrHIeCKHEe CBEICHHS O IEPBUYHOM BOBJICUEHUHU B TIPOIIECC

,I[O(l)aMPIHepFI/I‘IGCKOfI CHUCTCMHBI. HCCJ’IC,Z[OB&HI/IH, BBITIOJTHCHHBIC C UCITOJIB30BAHUEM IMO3UTPOHHO-



smuccuonHor Tomorpaduu (I19T), mokazanm, yTo B maToreHe3 CHHApPOMAa OCCTIOKOWHBIX HOT
MOJKET OBITh BOBJICYCHA yMEpEHHAasl MpECHHANTUYecKas JodaMUuHEprudeckas TUCHYHKIUS B
MI0JIOCATOM TeJI€.

Knunuueckas s¢pgpexmusnocme u 6ezonacnocme npu aevenuu 6onresnu Ilapkurncona

VY NanueHTOB IMPAaMHUIIEKCON 00JierdaeT NPU3HAKK M CHUMIITOMBI HMIHONATHYECKOW OO0JIe3HU
[TapkuHCOHA. B m1a11e00-KOHTPOIUPYEMBIX HCCIETOBAHUSAX MPAMUTIEKCOJIA IPUHUMAIH YIacTHe
npubimmsutensHo 1800 mammentoB ¢ |-V cramusmu 3aboneBanus no Xen u Spy. U3 Hux
npubnusutenbHo 1000 mamueHToB HaxOOWIMCh Ha MO3JHUX JTamax 3a0oseBaHMs, HMeENd
JIBUTATEIIbHBIC HAPYIICHHS U TIOTYYaIl COMMyTCTBYIOIIYIO TEPAITHIO JICBOJOION.

Kak Ha paHHHX, TaK ¥ Ha TO3AHKUX cTaausx Oone3nu [lapkuHcona, 3 GEeKTHBHOCTH MPaMHUIICKCOIIa
COXpaHsIaCh HA MPOTSHKCHUH MPUOIUZUTEIHHO IECTH MECSAIICB KOHTPOJIUPYEMBIX KITHHUYICCKHX
uccienoBanuii. Ha OTKPBITBIX ATamax MCCieI0BaHuM, MPOIODKUTEIILHOCTBIO 00JIee TpeX JIET, He
OBUIO OTMEUCHO MPU3HAKOB CHUKECHUS YPPEKTUBHOCTH TIperapara.

B koHTpOIMpyeMOM IBOWHOM CIIETIOM KJIMHUYECKOM HCCIIEIOBAHUU MPOIOKHTEIBHOCTHIO 2
rojila MEepPBUYHAS TEpaNusl MMPAMHUIICKCOJIOM 3HAYUTEILHO 3aMeJUIsia Pa3BUTHE JBUTATEIbHBIX
HApyIIEHWH M CHW)Kaja 4YacTOTYy WX BO3HUKHOBCHHS B CPaBHCHHMH C TICPBUYHOI Tepammei
aeBojomnoi. HecMoTpst Ha TO, YTO TPU HCIOJIB30BAHUU TPAMHIIEKCOJIA MPOUCXOIAUT OTCPOUKA
pPa3BUTHS JBUTATCIBHBIX HAPYIICHWH, TNPUMEHEHHE JICBOJOMBI CIOCOOCTBYyeT Ooiiee
BEIPKXCHHOMY YJIYUYIICHUIO IBUTATEILHOW (QYHKINH (M3MEHEHHE CPEIHETO 3HAYCHHS 110 IIIKaJIe
UPDRS [VYHuduuupoBaHHas peHTHHroBas IKaja OLIEHKH Oose3Hu [lapkuHCoOHa]), mo3atomy
cienyer coOmoaarth OamaHc MeXIy CBOMCTBaMH dOTuUX mpemapatoB. OOmias yactora
BO3HUKHOBEHUS TAJLTIONWHAIIMN ¥ COHJIMBOCTH ObLJIa B IIEJIOM BBIIIEC HA TAIle MOBBIIICHUS 036
B TpyIIe MpreMa mpaMuriekcoa. TeM He MeHee, He ObLII0O OTMEYEHO 3HAYMMBIX Pa3IMuuil Ha
sTarne MoAAep>KUBAOIIEH Tepanuu. DT (HaKTHI ClIeAyeT YYUTHIBATh MPH MEPBUYHOM Ha3HAYCHUU
MpaMUIIeKcoIa nanrueHTam ¢ 6onesnpto [lapkuncona.

Knunuueckas sgpgpekmusnocmo u bOezonacHocmv npu UCHONB308AHUU OJISl TeUeHUs. CUHOPOMA
0eCcnoKouHbIX HO2

Ornenka 3¢ (eKTUBHOCTH MPaMUTIEKCOoJIa ObLTa MMPOBEIEHA B YETHIPEX MIIANEe00-KOHTPOIUPYEMBIX
KIIMHUYECKUX HCCIEIOBAaHUSAX, B KOTOPHIX MpUHUMAIM Yydactue mnpubnusurensHo 1000
MAIUEHTOB C UAMOMATHYCCKUM CHHIPOMOM OECIIOKOWHBIX HOT OT YMEPEHHOM /IO OYCHD TSIKEION
CTCTICHH TSDKECTH.

B kauecTBe MepBUYHBIX KOHEYHBIX TOYEK 3(PPEKTUBHOCTH MCTIOIB30BAIUCH 3HAUYEHUS CPETHETO
W3MEHEHUS TI0 CPaBHEHUIO C HCXOIHBIM YPOBHEM IIO0 IITKAJIE OIICHKU CUHIPOMA O€CIIOKOWHBIX HOT
(IRLS, Restless Legs Syndrome Rating Scale) u mo mikaie o01iero KIMHAIECKOTO BIICUATICHUS

06 ymyumenun (CGI-1, Clinical Global Impression-Improvement). Ias o0enx mepBHYHBIX



KOHEUHBIX TOYEK OBUIM OTMEYCHBI CTATHCTUYECKH 3HAYMMBIC pa3IMyus JUIsl TPYHI MpHeMa
npamuriekcona B go3e 0,25 mr, 0,5 mr u 0,75 Mr cosin mpaMuIiekcosia B CpaBHEHHH C TUIAIE00.
Crycrs 12 Henenb nedenus pe3ynsrat no mkane IRLS ynyummnes ¢ 23,5 no 14,1 6anna B cinydae
wiare6o u ¢ 23,4 10 9,4 6anna s npamuiekcosa (00beJMHEHHBIE TaHHBIC BCEX BAPUAHTOB J103).
CKOppeKTHPOBAHHOE PA3IMYNUE CPEIHUX 3HaUeHUH cocTtaBisuio —4,3 6amna (JI1 95 %: —6,4; —2,1
6amra, p <0,0001). [Toka3zarenu 4aCTOTHI MOJIOKUTEIBLHOIO OTBETA HA JICYCHHUE B COOTBETCTBHH
co mkayoin CG1-1 (yiydiieHue, 3HaYUTENIbHOE yiydlineHue) coctaBisuid 51,2 % u 72,0 % mst
mianebo W mpamuniekcoiga coorBeTcTBeHHO (paszmumume 20 % U 95 %: 8,1 %; 31,8 %,
p < 0,0005). DddexTuBHOCTS OBUIA OTMEYEHA MPH HCIOJIb30BaHHKM CyTouHOM 10361 0,088 mr
ocuoBanus (0,125 mr cosu) mocsie nepBoi HEACHU JICUCHUS.

B pamkax mrane60-KOHTPOIUPYEMOTO HCCIECIOBAHUS C TOJIMCOMHOTPAQHUECKON OLEHKOM
COCTOSTHUS MAllMeHTa Ha NpoTshkeHuu 3 Hezenb npueM npenapara [IPAMUIIEKCOJI-AJIMYM
3HAYUTEIPHO CHU3WJI KOJIMYECTBO IEPHOJAMYCCKUX JIBIDKCHHH KOHEYHOCTEH 3a Bpems,
MIPOBEJICHHOE B MTOCTEIIH.

Onenka HoATOCpOYHON 3(PPEKTHBHOCTH MPOBOIMIACH B paMKax IUIae00-KOHTPOIUPYEMOTO
KJIMHUYECKOro uccienoBanus. Cryctst 26 Helellb Tepanuu ObLI0O OTMEYEHO CKOPPEKTUPOBAHHOE
CHI)KEHME CpeJIHero 3HaueHusi oOmiero pesynbrara nmo mkane IRLS wa 13,7 m 11,1 Gamna B
rpynmnax TpaMHIeKcoja H Iianed0 COOTBETCTBEHHO, IPU CTATHCTUYECKOW 3HAYUMOCTH
(p =0,008) cpennero paznmuuusi MeXAy BapuaHtamu Tepanuun —2,6. I[lokasareaw dYacTOTHI
MOJIOKUTEIBHOTO OTBETAa Ha JiedeHHe B coorBeTcTBUM co Imkanoit CGl-1 (ynmyuinenwue,
3HAYUTENBbHOE YIIydIlleHne) coctaBisuii cootBercTBenHo 50,3 % (80/159) u 68,5 % (111/162) B
cirydae 1wtaned6o u mpammumnekcona (P =0,001), 4ro COOTBETCTBYeT IOKa3aTeal0 dHCiIa
npoJiedeHHBIX 00NbHBIX Ha ofHoro m3nedennoro (NNT, number needed to treat): 6 mamuenToB
(95 % IU: 3,5; 13,4).

[Mpamumekcon N VIitro 3amuimaer HEWPOHBI OT HEHPOTOKCHYHOCTH JIeBOMONbL. CHIXKAET
CEKPEIHIO TIPOJIAKTHHA (JI0303aBHCHMO).

[Mpu mmurenbHOM TpuMeHeHWH (Oosiee 3-X JIET) MpaMHIIEKCoJia y TAalMeHTOB C OO0JIE3HBIO
[TapkuHCOHA, TPU3HAKOB CHUKEHUS 3(PPEKTUBHOCTH HE OBLIO.

[Tpu mpuMeHeHUH TPaMHUIIEKCOIIa Y MAllMEHTOB C CHHAPOMOM OECTIOKOWHBIX HOT B TeueHue 1 roxa,
7 (PEeKTUBHOCTH Mpenapara COXpaHsiach.

DapMaKOKHHETHKA

Bcacvieanue

[Tpamuriekcon Tocine TpHeMa BHYTPh BCAChIBA€TCS OBICTPO M TMOJHOCTHIO. AOCOTIOTHAsS
o6uonmoctynmHocTh cocraBisier Oosiee 90 %, mMakcumanbHas KOHIIGHTpAIUs B IUIa3Me KpPOBU

nocTuraercs B uHTepBayie 1-3 yacoB mocne nmpuema npemnapata. O THOBPEMEHHBIHN TPUEM C TTHIIICH



HE CHIDKQJI CTENCHb BCACHIBAHHMS IIPAMHIIEKCOJIa, OJHAKO OH CHWXKal €€ CKopocTh. Jlis
MIPAMHUIIEKCOJIa XapaKTepHa JIMHEHHAs KUHETHKA U OTHOCUTEIIBHO HEOOJbINas BapuaOeIbHOCTh
KOHIIEHTPAIUH B TJIa3Me KPOBU MEKY MAIlUCHTAMH.

Pacnpeoenenue

VY uenoBeka MPaMHUIEKCOJ CBS3bIBACTCS ¢ OeIKaMU B OUeHb He3HauuTeIbHOHU cTenenu (< 20 %) u
umeet 0oabinoi oobeM pactpenenenus (400 ). Y kpbic HAOIIOAATUCH BBICOKHE KOHIIEHTPAIIMU
B TKaHSIX TOJIOBHOTO Mo3ra (MpHOIM3UTENBHO B 8 pa3 BhINIC KOHIICHTPAIMA B TUIa3Me KPOBH).
buompancgopmayus

VY dYenoBeka MPaMHIIEKCOJI TOABEPracTcsi METa0OIM3My JIMIIb B HE3HAYUTEILHOW CTEIICHH.
Buviseoenue

BriBeneHue modykamMu HEM3MEHEHHOTO MPAMHIICKCOJIa SBJISICTCS OCHOBHBIM ITyTEM BBIBEIICHUSI.
[Tpu6mm3urtensHo 90 % 14C-meueHoit 103bI BHIBOIUTCS OYKAMHU, MeHee 2 % oOHapy»KUBaeTCs B
kane. OOumil KIUpeHe mpaMuIeKcoaa cocrapiseT npudmusutensao 500 Mi/MUH, a TOYEYHBIN
KiaupeHc cocrapisiet npubmusurenbio 400 mur/mun. [leproa monyssiBeaenus (t1/2) Bappupyer ot
8 9acoB y JUI] MOJIOJIOTO BO3pacTa u 10 12 9acoB y MOXKHIIOTO.

HHoxa3anus

CHUMITOMATHYECKOE JICYCHUE HJIMONATHYeCKoi Oose3Hu [lapkMHCOHA y B3pOCIBIX B BHIE
MoOHOTeparnuu (0e3 JIeBOJOIBI) WM B KOMOWHAIIMHM C JICBOJOIOW, T.€. HAa BCEX CTaJHIX
3a00JIeBaHUs, B TOM YHCIIE€ HA MTO3JHEH CTaJnu, KOr/ia CHUXaercs 3pPexT oT npremMa JeBOI0MbI
WIM OH CTAaHOBUTCS HEMOCTOSHHBIM, U BO3HHUKAIOT (DIyKTyallMu TepameBTHUecKoro sddexra
(peHOMEH «M3HAIIMBAHUS» KOHIIA JO3BI U (PEHOMEH «BKJIFOYECHHUSI — BBIKITFOUCHUS) ).
[MTPAMUIIEKCOJI-AJIMYM moka3aH K TPUMEHEHHIO Yy B3pPOCHBIX TAIMEHTOB IS
CUMIITOMATHYCCKONW TePAITUU UIUOMATHICCKOTO CHHIPOMA OSCITOKOWHBIX HOT OT YMEPEHHOU JI0
TSDKEIION cTerneHu B qo3ax He 6onee 0,54 mr ocnoBanus (0,75 Mr conn).

IIporuBomnokasanus

[ToBbINeHHAs] 9yBCTBUTEIILHOCTD K TIPAMHUIIEKCOJTY FUIH K JTFOOOMY KOMIIOHEHTY Tperapara.
Hetu no 18 ner.

C 0cTOpPOKHOCTHIO

[Touewynast HETOCTATOUYHOCTh, CEPJICYHO-COCYAUCTHIE 3a00JIeBaHMsI, apTepUabHAs THIOTEH3US,
OJIHOBPEMEHHBIN TIPUEM aHTaroHUCTOB JO(GaMHHOBBIX PEICNTOPOB, CEAATHBHBIX IMPEIapaToB,
ITAaHOIIA.

I[IpumeHeHnne npu 6epeMEHHOCTH U B MEPUO/I TPYTHOT0 BCKAPMJIMBAHUS

bepemennocms

Bnusiare Ha GepeMEHHOCTD U JIAKTAIHIO Y YEIOBEKa HE UCCIIEIOBAHO.

BosmoxHOe Bo3jaelicTBHE MpaMUIEKCOJIa Ha PENpONyKTUBHYIO (PYHKIMIO HCCIIEIOBAIOCH B
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SKCIIEPUMEHTAaX Ha >KMBOTHBIX. [IpaMuriekcon He MposIBISIET TEPATOr€HHOCTH Ha KpbIcax W
KPOJIMKaX, OTHAKO B 103aX, TOKCUYHBIX JUIst O€pEeMEHHBIX CAaMOK, OBbLIT SMOPHOTOKCUYHBIM Y KPBIC.
Bo Bpems OepemeHHOCTM TpenapaT cjelyeT Ha3HadaThb TOJIBKO B TOM Ccly4yae, €cliu
MOTEHILIMaIbHAs M0JIb3a 711 MaTepH MPEBbIIIAeT NOTEHIUATbHBIN PUCK JUIS IUI0/1A.

I'pyonoe eckapmnusanue

BriBenenue npenapara ¢ rpyAHbIM MOJIOKOM Yy XKEHILKH HE u3ydanock. KoHleHTpanus npenapara
B MOJIOKE KpbIC OblIa BhIIIE, YeM B Iu1a3Me. [I0CKONIbKY MpaMUIIeKCONl UHTUOUPYET CEKPEeLuio
MPOJAKTHHA, MOKHO MPEANOI0KUTH, YTO OH TaKXkKe MOAaBIseT JakTanuio. [loaromy npenapar ne
cleyeT MPUHUMATh B IEPHOJ] KOPMIICHHS TPY/IbIO.

DepmunbHocms

BrusHust Ha (epTUIBHOCTH y 4YeloBeKa HE HW3ydYaIMCh. B HCCIENOBaHUSAX Ha IKUBOTHBIX
MIPAMUIIEKCOJ OKa3bIBaJl BIMSHUE HA 3CTPAIBbHBIN UK U CHIDKAT (PEPTUILHOCTh y CaMOK, YTO
O’KHJaeMO JIJIsl arOHKCTa TodamMuHa. Pe3ynbTarel HCCleJOBaHUMA, TPOBOIUBIINXCS HA )KUBOTHBIX,
HE yKa3bIBaIOT Ha HAJIMYKME NPSMbIX WIM KOCBEHHBIX IPU3HAKOB HEOJIArONPUATHBIX BIUSHUM Ha
(bepTUIBHOCTD Y CaMIIOB.

Cnoco0 npuMeHeHMsI U 103bI

BHyTpb, BHE 3aBUCHMOCTH OT MpHeMa MHILHY, 3a1TUBasi BOJIOM.

CyTo4HYI0 103y paBHOMEPHO AEIAT Ha 3 IpreMa.

Pacuer 103 Beaercs 1o npaMuneKcosia AUTUAPOXIOPUT MOHOTUAPATY.

Cumnmomamuueckoe nevenue 6oneznu llapxuncona

Hauanvnas mepanus

Kak ykazano Himxe, Ha4aabHYIO CyTOUHYIO 103y 0,375 MI yBeTHUUBAIOT Kaxble 5—7 muei. Jls
yMEHbIIIEHUs TOO0YHBIX 3P(DHEKTOB, 103y HEOOXOIUMO MOA0HUPaTh MOCTEIEHHO /10 JOCTHKEHUS

MaKCUMAJIbHOI'O TEPAIICBTUYCCKOT' O 3(1)(1)eKTa.

Cxema noBbIlIeHNS /103bI NIpenapara
IMPAMUIIEKCOJI-AJINYM
HEIens no3a (mr) IMOJIHAA
CYTOYHas 71032

(mr)
1 3x0,125 0,375
2 3x0,25 0,75
3 3x0,5 1,50

[Tpu HeoOXOAMMOCTH JallbHEHIIEro YBEIHUEHHs CyTOYHOM 10361, 100aBistoT 0,75 Mr B Henelnto
710 MakCUManbHOH 1036 4,5 Mr B cyTKu. CllelyeT OTMETUTb, YTO MPH UCIIOJIB30BAaHNH /103 BBIIIE

1,5 MI' B CYTKH IMOBBIIIACTCA YaCTOTa Pa3BUTHUA COHJIMBOCTH.



Tloooepoicusarowas mepanus

WuauBuayanbHas 1032 TOJDKHA HAXOAUThCs B mpeaenax ot 0,375 mr no 4,5 mr B cytku. Kak Ha
paHHEe, Tak U Ha TIO3/IHEH cTaauu 3a00JieBaHus penapar Obut 3 PeKTUBEH, HAYMHASI C CyTOYHOU
10361 1,5 Mr. [Ipy 3TOM He UCKITIOYAETCs, YTO Y OTIENIbHBIX MAIMEHTOB A03bI BbIIE 1,5 MI' B CyTKH
MOTYT JlaTh JIOTOJIHUTENIbHBIA TepaneBTHYeckuii 3>PQeKkT, 0coOeHHO Ha MO3AHEH CTaguu
3a00JeBaHMs, KOTa MOKa3aHO CHIKEHHE J03bI JIEBOOIIBI.

IIpexkpawenue nevenus

Pe3koe mpekpaienue Tepanuu A0(paMUHEPTUYECKMMHU CPEACTBAMHU MOXKET IOBJIEUYb 3a COOOM
pa3sBUTHE 3JIOKAUECTBEHHOI'O Helpoijentuyeckoro cuHapoma. Jlo3a mnpenapata I0JDKHA
cHkaThest Ha 0,75 Mr B CcyTKHM 710 TeX mop, Mmoka cytodHas no3a He pocrturaer 0,75 mr. Ilocie
9TOrO 703y cienyet cHmxkarh Ha 0,375 mr B CyTKH.

Hos3bl 0115 nayuenmos, nonyuarouux 00HO8PEMEeHHO Mepanuio 1e6000N0ll

ITpu ogHOBpEMEHHOM TepaIuy ¢ JIEBOONONH, pEKOMEHAYETCs 10 MEPE YBEIMUYEHUS JI03bI, a TAKXKe
BO BpeMs MOAJCPKHUBAIOIICH Tepanuy IPAMHUIIEKCOJIOM, CHIDKATh /03y JIEBOJIOMBI. ITO
He00X0JMMO BO U30€KaHNE Ype3MEPHON JOo(PaMUHEPTUUECKON CTUMYIISILIUU.

Ho3b1 0113 nayuenmog ¢ noueunou HedoCmamoyHOCMbIO

Hna navanenou mepanuu’ y TallMEHTOB C KJIMPEHCOM KpeaTMHHHA Bbllle 50 MII/MUH CHUXKEHUE
CYTOYHOM JT03BI MJIM YacCTOTHI prema He Tpedyercs. [lpu kmupence kpearnanna 20-50 mu/muH
HAYaIbHYIO CyTOYHYIO J03y Mperapara Ha3HAdaloT B JiBa mpuema, HaunHas ¢ 0,125 mr 2 pasza B
cytku (0,25 mr B cytkm). He crnemyer mpeBbiliaTh MakCHMaldbHYH CYTOYHYIO 103y 2,25 Mr
npamunekcona. [Ipu kmmpence kpeatuHuHa MeHee 20 MJI/MMH CyTOYHYIO J03y Ipemnapara
Ha3HAYaIOT OJUH pa3 B AeHb, HaumHas ¢ 0,125 mr. He cnemyer mpeBhIIaTh MakCHMaIbHYIO
CYTOuYHYIO 7103y 1,5 Mr mpamumnekco:na.

Ecnu Bo Bpemsi nodoeporcusaioweri mepanuu (GyHKIHS TMOYEK CHIDKAETCS, TO CYTOUHYIO J103Y
npernaparta CHUKaroT Ha TOT e IMPOLIEHT, Ha KOTOPBIA CHUKAETCS KJIMPEHC KPeaTHHHUHA, T. €. €CIU
KIMpeHC KpeatnHuHA cHkaercst Ha 30 %, To cyTouHyr0 103y mpernapata He0OX0IUMO CHHU3HTh
Ha 30 %. CyTouHyI0 103y MOKHO JICTMTh HA JIBA IIPHEMa, €CITH KIIMPEHC KpeaTHHUHA HaXOAUTCS
B nipenenax 20-50 Mi/MUH, 1 IPUHUMATD OJIMH Pa3 B CYTKH, €CIIM KIIMPEHC KpeaTUHHUHA MEHbILIe
20 mMa/MUH.

Ho3b1 0115 nayuenmos ¢ neyeHoYHol HedOCMAmMOYHOCHbIO. HET HEOOXOIMMOCTH CHIDKATh JI03y Y
MAIMEHTOB C TICYEHOYHOH HEIOCTaTOYHOCTHIO.

Cumnmomamuueckoe nevernue UOUONAMUYecKko20 CUHOPOMA OECHOKOUHbIX HO2

Hauanvuaa mepanus

PexomennoBanHas HavabHas cyTouHas 103a cocrapiset 0,125 mr, 3a 2—3 waca nepea cHom. Ecnu

nalueHTaM Tpe6yeTcx JOIIOJHUTECIBHOC CHUXKCHHUE CUMIITOMATHUKHU, JO3Y MOXKHO YBCJIMYHMBATH



KaxJble 4—7 mHel 10 MakcuMaabHOM 10361 0,75 MT B JIeHb (Kak IIPEICTaBIICHO B TAOJIUIIC HIKE).

Cxema noBbIlIEHNS 103bI TIpenapara
INPAMHUIIEKCOJI-AJINYM
[aru yBeaudeHus Jlo3a Ju1s mpyueMa OJIuH pa3 B JICHb, BEYEPOM (MT)
1 0,125
2* 0,25
3* 0,50
4* 0,75
* Ipu HEOOXO0IUMOCTH

Tloooepoicusarowas mepanus

WuauBuayanbHas 103a JO/DKHA HaxoawTbes B mpenenax ot 0,125 mr go 0,75 mr B CcyTkw.
TepaneBTUYeCKUil OTBET MaLMEHTa CIEAYET OLEHUTH CIIyCTs TPU MECSIa IPOBEICHUS JICUEHUs,
[I0CJI€ Yero paccMOTpPeTb HEOOXOIUMOCTh B NPOJODKEHUHM Tepanuu. B ciydae mpepbiBaHUsS
jgeyeHust Oojiee uYeM Ha HECKOIbKO [JHEW IpHeM JIeKapCTBEHHOIO IpenapaTra JIO0JDKEH
BO300HOBIISITHCS TOCPEICTBOM HOCTETICHHOTO MOBBIIICHUS 103bI, KaK YKa3aHO BBIIIIE.
Ipexpawenue neuenus

JleueHre MOXHO IPEKPATUTh 0€3 MOCTENIEHHOTO CHUYKEHUS J103Bl.

B knuHudeckux uccnenoBaHuax Toiabko y 10 % manueHToB oTMeYanuch NPU3HAKU YTSDKEICHUS
CUMITOMATUKHU I10CJI€ PE3KOT0 MPEKpaLeHHs IeUeHUs, JTaHHBIN 3((EKT MPOSBIISIICS HpHU JTH000MH
J03e.

Ho3b1 0113 nayuenmog ¢ noueuHou HedoCmamoyHOCMbIO

BriBenieHue npamMuiexcosna 3aBUCUT OT (PYHKIIMH ITOYEK U HAMPSAMYIO COOTHOCUTCS € KIMPEHCOM
KkpeaTuHuHa. Ha ocHOBaHMM (apMAaKOKMHETHUYECKUX WCCIEIOBAaHUM y JHUI] C TOYEHYHOH
HEIOCTaTOYHOCTBIO, ISl MAIMeHTOB C KIUPEHCOM KpeaTwHWHa Oosnee 20 MII/MUH CHUKEHHE
JTHEBHOM 710361 He TpeOyeTcs. [Ipumenenue npenapata [IPAMUITEKCOJI-AJINYM y nanueHTos
C CUHIPOMOM O€CIOKOMHBIX HOT, CTPAJaloIIUuX MOYEUYHOU HEI0CTaTOYHOCTHIO, HE U3y4alloCh.
Ho3b1 0115 nayuenmog ¢ neueHoyHou HedoCMamo4HOCMbIO

HeoOxomumMocTh CHMKEHUS 103l Yy TAIMEHTOB C II€YEHOYHOH HEeAOCTaTOYHOCThIO HE
paccmaTpuBaeTcs, MOCKoJIbKy mpubausuteabHo 90 % abGcopOMpOBaHHOTO JIEKAPCTBEHHOTO
CPEJCTBA BBIBOJUTCS MMOYKAMHU.

Joza ons 0emetl u nOOPOCMKO8

be3zonacnocth u a3 dextuBHocTh npenapara [IPAMUIIEKCOJI-AJIMYM y neteit u mopocTKOB

B Bo3pacTe 710 18 neT He ycTaHOBIIECHBI.



Ilo0ouHoe neiicTBHE

YacroTa moOOYHBIX peaKIlHii, KOTOPbIE MOTYT BO3HHKATh BO BPEMsl TEpAIlUH, PUBEJCHA B BHUJIC
cIeAyrollel rpaganuu: odeHb yacto (> 1/10); yacro (>1/100, < 1/10); wewacro (> 1/1000,
< 1/100); peaxo (>1/10 000, < 1/1000); ouens peaxo (< 1/10 000); HeusBecTHO (YacToTa HE
MOYKET OBITh OIIEHEHA TI0 JIOCTYITHBIM JIaHHBIM).

Ha ocHoBanum ananmu3a OOBEIWHEHHBIX JaHHBIX, MOJYYEHHBIX B paMkax Iuianedo-
KOHTPOJIMPYEMBIX MCCIIEIOBaHMI ¢ ydacTueM 1923 nmanueHToB, NPUHUMABIINX [IPAMHUIICKCON, U
1354 manueHTOB, MPUHUMABIIUX IUIaeb0, B 00enx rpynmax 3aUKCUPOBAHBI HEXKEJIATEIbHBIC
peaknuu. Y 63 % manueHToB, MPUHUMABIIMX IMPAMHUIIEKCOII, U Y 52 % manueHToB, MOoTy4YaBIInX
utare6o, HabII0aI0Ch HEe MEHEee OJIHOM PEeaKIMU Ha JICKapCTBEHHBIH Mpernapar.

B Tabnumax 1 u 2 mpuBeneHb!I CBECHHUS 0 TOOOYHBIX PEAKIHAX, KOTopble Berpeyanuch y 0,1 % u
0oJiee MaUeHTOB, MPUHUMABIIUX MPAMHIICKCOJ, B CIIy4ae €CJIA PEaKIU0 CYMTAIA KIMHUYCCKU
3HAYMMOM. BOJBIIMHCTBO MOOOYHBIX APPEKTOB OBLTH JETKUMU WK cpenHeil TsokecTH. OOBIYHO
0OOYHBIE PEaKINH MOSBIUTUCH B HAaUaJIe Kypca Tepaliy U NCYe3alIH MIPH MPOIOJHKEHUH ITpHeMa
npernapara.

VY manueHToB ¢ 00Je3HbI0 [[apKuHCOHA MPH JICYSHUH TPAMHIIEKCOJIOM MO CPaBHEHHIO C IUIane6o0
JaCThIMU HEXeJaTeIbHBIMU peakiusiMu (> 5 %) ObUTM TOMIHOTA, MUCKMHE3WS, CHUKCHHUEC
apTepUaNTBbHOTO JIABJICHUS, TOJOBOKPYKEHHE, COHIIMBOCTh, OECCOHHMIIA, 3aII0p, TaJUTIOIWHAIINS,
roJIoBHas 00Jb U cabocTh. YacToTa BOBHUKHOBEHHSI COHJIMBOCTH TTOBBINIANIACH TIPU IPUMEHEHUH
no3 Beie 1,5 mr/cyr. Camoit yacToil He)kenaTenpHOM peakiueit mpy mprueMe B KOMOMHAIINH C
neBoionoi Obuia nuckuHes3us. CHUKEeHHEe apTepUaIbHOTO AaBIIEHUSI MOKET BOSHUKHYTH B HaYaJe
JIedeHHst, 0COOEHHO €CITH J103a MPAMHITEKCOJIa TUTPYETCS CITUIIKOM OBICTPO.

Tab6muma 1. bone3us [lapkuncona

Cucrema opraHos Yacrora [ToGouHbIe peakiuu
BO3HHUKHOBEHHS
WNugpexkunonnsie 1 [Hewacto [ITHeBMOHMSA
rapa3uTapHbIe
3a00JeBaHus
Hapymenns co [Hewacto Hapyuienne CEeKpenuu AHTUILYPETUYECKOTO
CTOPOHBI ropmoHa’
OHIOKPUHHOU
CHUCTEMBI
Hapymenus Uacto AHOMaJTbHOE TIOBEICHUE (CUMIITOMBI UMITYJIbCUBHBIX
TICUXUKHU 1 KOMITYJIbCUBHBIX JICHCTBUIT), aHOMaJIbHbIE
CHOBMJIEHUS, CITyTaHHOCTb CO3HaHMS,




raJUIIOIMHALINE, OSCCOHHULIA

Heuacto

CKJIOHHOCTb K MePEeIaHuI0’, MATONOTHIECKHH
ITOMIMHT, 6pej1, runepdarus’, runepcekcyanbHOCTb,
paccTporicTBa TUOUI0 (TMTOBBIIICHUE TUOUIO,
MOHIKEHUE JINOUJIO0), TapaHOMsl, TATOIOTHIeCcKast

TSATa K a3apTHBIM UTpaM, OECIIOKONCTBO, ACTUPUI

Penxo

Maunus

Hapymenus co

OueHb 4acTo

[ 0n0BOKpY>KE€HUE, TUCKUHE3US, COHIIUBOCTD

CTOPOHBI HEpBHOU  [HacTto ["onoBHas 601b
CHUCTEMbI Heuacro AMHE3Ws1, TMIIEPKUHE3HS, BHE3AITHOE 3aChIIIaHKE,
0OMOpOK
HeuspecTHo? AHTEeKOIUTHC*
Hapymenus co [Hacro YXynuieHue 3peHus (BKJItoYasi JUILUIONNI0, CHUKEHHE
CTOPOHBI  OpraHa OCTPOTHI 3pEHUS U YUETKOCTH BOCIPUSATHS)
3pEeHMS
Hapymenus co [Hacro CHM)KEHUE apTepUaIbHOro JaBJIECHUS
CTOPOHBI cepeuHo- [Hewacto Cep/eyHasi HEOCTATOYHOCTh
COCYAUCTOMN
CUCTEMBI
Hapymenns co |Heuacto Opplnika, UKOTa
CTOPOHBI
TBIXaTeIbHOMN

CHUCTEMBI, OPraHOB
IpyIHON KIETKH U

CpeIOCTEHUS

Hapymenns co

O4yeHb 4acTo

TomraOTA

CTOPOHBI Yacto 3arop, pBoTa

PKEITy JOYHO-

KHUILIEYHOT'O TPaKTa

Hapymenus co [Heuacto Peak1iny runepyyBCTBUTEIBHOCTH, 3y, ChIIIb

CTOPOHBI KOXKU U

[MOIKOYKHBIX TKAaHEHN




O061me Yacro Y TOMIISIEMOCTD, IEpU(pEpUIECKHUE OTEKU
paccTporictBa ¥ |[HeumsBecTHO CuHAPOM OTMEHBI (CUHIPOM OTMEHBI AarOHUCTOB
HApYIICHUS B MECTE 10(aMHHOBBIX PELIETITOPOB)

BBEJICHUS

JlaGopaTopusie u  [Hacto CHIKEHHE MacChl Tea, BKIt0Yas CHUXKEHUE
WHCTPYMEHTAILHBIC anreTuTa

TaHHbIE Heuacro YBenrueHue Macchl Tena

! Nannsiit no6ounsiii > dexT 6511 3aQUKCHPOBAH B HOCTPETHCTPAIMOHHBIX HAOTIOJEHHSX.

C BeposATHOCTBIO 95 % KaTeropusi 4acTOThl HE NPEBBIIIAET «HEYACTO», HO MOXKET OBbITh HUXKE.
ToyHas OIEHKAa KaTerOpHM YacTOTHl HEBO3MOXKHA, ITOCKOJBKY JaHHas MOOOYHAs peakuus He
3auKcHpoBaHa B 0a3e JaHHBIX KIMHUYECKHX MCCIEIOBAaHUM, cojepikaiieil MHGOpMaLuio 1o
2762 namenTam ¢ 6ose3nbt0 [lapkuHCcOHa, IPUHUMABIINX MPAMHUIIEKCOIL.

2 Jlanuble moGouHble S(QPEKTHI He COOOMANMCh B KIMHUYECKUX HCCIENOBAHHAX Kak
HE)KeNaTeIbHOE SBJICHHE, [I03TOMY YaCcTOTa HE MOKET OBITh YCTAaHOBIICHA.

*MedDRA LLT

Cunopom becnokolinbix Ho2, HaUboIee pacnpocmpaneHHvle N0OOYHbIE PeaKyuu

HaubGonee wacto (= 5 %) peructpupyembie MoOOYHBIE PEAKIMU Y IMAIMEHTOB C CHHIPOMOM
OCCIOKOMHBIX HOT, TMOJYyYaBIIUX [PAMHUIEKCON, OBLIM  TOLIHOTA, TOJIOBHAas  OOIb,
TOJIOBOKPY)KEHHE W yTOMIISIEMOCTh. TOIIHOTA W YTOMIISIEMOCTh OOJiee 4acTO OTMEUYAIHCh Y
KeHIMH, monydaBmux mnpernapar [IPAMUITEKCOJI-AJIMYM (208 % u 105 %
COOTBETCTBEHHO), 110 cpaBHEHHIO ¢ MykunHamu (6,7 % u 7,3 % cOOTBETCTBEHHO).

Tabmuua 2. CunzpoM 6eCIOKOHHBIX HOT

Cucrema opranoB  |[Hacrora [lobounast peakuus
BO3HUKHOBEHUS

Wudekuronnsie 1 |HeuacTo [THeBMOHMS

rapasuTapHble

3a00s1eBaHus

Hapymenus co Heuacto Hapymenne CeKpenuu AHTUINYPETUYECKOTO

CTOPOHBI ropmona’

OHIOKPUHHOU

CHUCTEMBI

Hapymenns Yacto AHOMaJIbHbIE CHOBUICHMSI, 0ECCOHHUIIA

[ICUXUKH Heuacto Hapymienne noBeaeHus: (CUMITOMBI UMITYJIbCUBHBIX
1 KOMIYJbCHUBHBIX  JIEHCTBUI), Takoe  Kak
KOMITYJIbCHBHOE II€PECIaHNe, HABSI3UYUBOE JKEIAHUE
nenartb MIOKYTIKH, open, runepgarus’,
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THIICPCCKCYAJIbHOCTD, CITYyTaHHOCTb CO3HaHu4,

TLTIOIMHAIINY, PACCTPONCTBA TMOUAO (TIOBBIIIICHHE

1

IO IO, [IOHWKEHUE o 10), TapaHous ™,

IIaTOJIONYCCKasa TATa K a3apTHbIM I/IrpaMl )

0eCrOKONUCTBO, MaHUs, ICITUPHIA

Hapymenus co Yacto ["0110BOKpY>KEHHE, TOJIOBHAs 00JIb, COHIIMBOCTH
CTOpPOHBI HEpBHOM  [HewacTo AMHe3Ms1, AUCKUHE3Us, TUIEPKUHE3US, BHE3AIIHOE
CHUCTEMBI 3achllaHue, 00OMOpPOK

Hapymenus co Heuacto Hapyiienus 3penus, BKro4as JUIUIONHI0, CHUKECHUE
CTOpPOHBI OpraHa OCTPOTHI 3PEHUS U YETKOCTH BOCIIPUATHS

3peHus

Hapymenus co Heuacrto Cepneunas HEJIOCTATOYHOCTB., CHUKECHHE
CTOPOHBI CEPACUHO- ApPTEPUAIILHOIO JaBJICHUS

COCYAUCTOMN

CHUCTEMBbI

Hapymenus co Heuacto Oppliika, UKOTa

CTOPOHBI
NBIXaTeIbHOM

CHCTEMBI, OPraHOB
TPYJHOM KJIETKH U

CpeIOCTEHUS

Hapymenus co

OueHb 4acTo

TomHuoTta

CTOPOHBI UacTto 3amnop, pBoTa

PKEITy I0YHO-

KHIIIEYHOTO TPAKTa

Hapymmenus co |[Heuacro Peakiiy runepyyBCTBUTEIBLHOCTH, 3y, CHITTb

CTOPOHBI KOXH H

MOJIKOYKHBIX TKaHEH

O061me Yacto Y TomiisieMocTh, iepudeprudeckie OTeKu
HewnssecTHO CHUHIPOM OTMEHBI (CHHAPOM OTMEHBI aTOHUCTOB

paccTpoicTBa U
HapyIIECHUS B

MCECTC BBCICHHUA

o(paMUHOBBIX PELIETITOPOB)
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Jlaboparopubie U [HacTo CHIKEeHHE MacChl Tela, BKIII0Yasi CHUKEHUE
AnIeTuTa
Heuacto Y BENMYEeHUE MACCHI TeJla

MHCTPYMCHTAJIbHBIC

aHHbIE

! Nanuslii mo60uHbI 3pdEKT ObUT 3aUKCHPOBAH B TTOCTPETHCTPAIIMOHHBIX HAOIIOACHHSX.

C BeposTHOCTRIO 95 % KaTeropus 4acTOTHl HE MPEBBIIACT «HEYACTO», HO MOXKET OBITh HIDKE.
TouHast olleHKa KaTEeropuH 4YacTOTHl HEBO3MOXKHA, MOCKOJBKY JaHHas MOOOYHas peakius He
3auKCcUpoBaHa B 0a3ze JaHHBIX KIMHUYECKUX HMCCICIOBAaHUM, cojlepiKamiei mHpopMmammio 1o
1395 nanuenTam ¢ CHHIPOMOM OECITOKOMWHBIX HOT, MPUHUMABIIIUX TPAMHUIIEKCOJ.

Connusocmo

[IpuMmeHeHre MpaMHIIEKCOJa YacTO CBSI3aHO C COHJIMBOCTBIO M HEYACTO — C YpPEe3MEpHOMH
COHJIMBOCTBbIO B JTHEBHOE BpEMsI M CllydyasMH BHE3aIllHOTO 3acbllaHus (cM. pazgen «OcoObie
YKa3aHUsD?).

Paccmpoiicmea nubuoo

Ha ¢one mpuema npamumnexcosia He4acTo MOTYT HaOIIOJaThCsl HAPYIIEHUS JIMOUAO (TIOBHIIICHKE
WJIU CHIDKCHHE).

Cumnmombl UMNYTbCUBHBIX U KOMNYIbCUBHBIX OCtCM UL

Y manueHToB, TONYYalOUIMX TEpalui0 aroHUCTaMu JogaMHHa, BKJIIOYas —Iperapar
[TPAMUITIEKCOJI-AJINYM, MoxeT HabtoJaTbcs NaTOJIOTHYECKas CTPacTh K a3apTHBIM UTpaM,
MOBBIIIEHHE JTUOUI0, TUIEPCEKCYaAIbHOCTh, HABA3UMBOE KENaHWE TPATUTh JEHbIH WIH JeNaTh
MOKYIKH, KOMITYJILCUBHOE Tiepeeanue (cM. pasaen «OcoObie yKa3zaHus»).

B MeXrpynmoBoM peTpOCHEKTHBHOM CKPHHHHTOBOM HCCIEIOBAaHHHM METOJOM «CIIydaldl —
KOHTpoJb», BKmouaBmeM 3090 namuentoB ¢ OonesHbio IlapkuHcona, y 13,6 % wu3 Bcex
MAIMEHTOB, TMOJYyYaBIIUX A0()aMUHEPTUYECKYI0 WIM He A0(haMHUHEPTHYecKyl Teparuio,
HAOJIOMAMNCh CHMIITOMBI PAaCCTPOMCTB KOHTPOJSI HaJd MOOYKACHUSMH Ha TPOTHKCHUU
MOCJIETHUX IIecTH MecsiieB. HabmoqaeMblie posiBIICHHS BKITFOYAIH ITaTOJIOTHYECKYIO CTPAcTh K
a3apTHBIM WrpaM, HAaBSI3YMBOE >KETaHHWE JeNaTh IOKYNKH, KOMIYJIbLCHBHOE TepeefaHne |
KOMITYJIbCHUBHOE CEKCYalIbHOE MOBEIEHUE (TUIIEPCEKCYaTbHOCTD).

Bo3MoskHBIE HE3aBUCHMBIE (PaKTOPHI PHCKA PA3BUTHS PACCTPOMCTB KOHTPOJIS HAJT TOOYKICHUSIMA
BKJTFOYQJIA JT0()aMHUHEPTHYECKYIO TE€panmuio M 0oJiee BBICOKHE 03Bl TPH J0(hamMuHEprudecKon
Teparnuu, 6oiee MoJIo101 Bo3pact (< 65 jer), He mpeObIBaHUE B OpaKe 1 HATMYHE B CEMbE CITy4acB
MATOJIOTUYECKOTO BIICYCHUS K a3apTHBIM UTPaM, O KOTOPBIX COOOIIAN MAaIlUeHT.

Cepoeunas nedocmamouHocms

B xonme KIMHUYECKUX HWCCIENOBAaHUW M 3a BPEMsI MOCTPETHCTPAIIMOHHOTO OIBITa TPUMEHEHUS
OoTMeYajach CepAedyHas HEeJO0CTATOYHOCTh Yy IMAlMEHTOB, MOJYyYaBIIUX MpamuIiekcoil. B xone
(bapMaKo3MUAEMUOIOTHIECKOTO HCCIICAOBAaHUS NPUMEHEHHE IMPaMUIEKCoia OBUIO CBSI3aHO C

IMOBBIIICHHUEM PHCKaA CCpI[G‘IHOﬁ HEAOCTATOYHOCTHU II0 CPABHCHUIO C OTCYTCTBHUEM €TO
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npuMeHeHus (HaOro1aBIeecs: cootHomenue puckos: 1,86; 95 % /11, 1,21-2,85).
Ilepeno3upoBka

Ciyuyau BeIpa)XK€HHOM NEPEO3UPOBKH HE ONHMCAHBI.

Ilpeononazaemvle cumnmomul, c8oUcCmEeHHble HAPMAKOOUHAMUYECKOMY NPOPDUNIO ASOHUCTNO8
0oghamunosvlx peyenmopos. TOIIHOTA, PBOTA, TUIIEPKUHE3MUS, TAIUTIONUHAIINY, BO30YXKIECHUE U
CHI)KEHHE apTEpUAJIbHOTO JABJICHUS.

Jleuenue. yCTaHOBIEHHOI'O AHTUAOTAa HE CYIIECTBYET, NpPU NEPEIO3UPOBKE PEKOMEH]yETCS
IPOMBIBAaHHE KEJIyAKa, IMPUEM aKTUBUPOBAHHOTO yIJs, CHUMIITOMAaTUYEeCKash Tepamus,
BHYTPUBEHHOE BBEJICHHUE KUAKOCTU, KOHTPOJb DKIT'.

[Tpu npuznakax Bo3Oyxaenust [LIHC BO3MOXXHO Ha3HAYeHHE HEHPOJICTITHKOB.

B3anmopneiicTBHe ¢ APYTMMH JIeKAPCTBEHHBIMH CPeACTBAMM

Cesazvleanue ¢ benkamu niazmvl Kposu

[Ipamunexkcon B He3HauuTenbHOH creneHu (<20 %) cBs3biBaeTcs C OenkamMHl IJIa3Mbl U
nonBepraercss Ouotpanchopmanuu. I[lodToMy B3aUMOJEWCTBUS C JPYTHMH CPEIICTBAMHU,
BIIMSIFOIIMMH Ha CBSI3bIBaHHE C O€JIKAMHU TUTa3Mbl MITM BBIBEACHHUE 32 CUET OnoTpaHchopmaium,
MaJIOBEpOATHBI. B3anuMmopeiicTBre ¢ aHTUXOJIMHEPTUIECKUMH CPECTBAMU He n3ydanoch. OnHako,
MOCKOJIbKY aHTHXOJIMHEPTUYEeCKHe JIEKApCTBEHHBIE CPEICTBA B OCHOBHOM BBIBOJSTCS IyTEM
ouotpancopmaluy, MOTEHIMATBLHOE B3aUMOJICHCTBUE C TMPAMUIIEKCOJIOM MaJOBEPOSATHO.
PapMaKOKMHETUYECKOTO B3aUMOJIEHCTBUS C CEJIETMJIMHOM WJIH JIEBOIOION HeT.
Hneubumopul/KOHKYypeHmbl akmugHo20 Nymu 8bl0eleHUs npenapama nouyKamu

[{umeTnauH coKpalaeT Mo4YevHbIi KIMpeHe MpaMHIieKcoia IpuMepHo Ha 34 %, BeposITHO, IyTeM
YIHETEHUS] KaTUOHHOM CEKPETOPHOM TPaHCIOPTHOM CHCTEMBI ITOYEUYHBIX KaHaibleB. [loaTomy
JIEKapCTBEHHBIE CPEJICTBA, KOTOPHIE SIBJISAIOTCS MHTMOUTOpPAMU 3TOTO METAa0O0JIMYECKOro IyTH
aKTUBHOT'O BBIJICJIGHUS TIpernapara MOYKamH, JUOO BBIBOASIIMECS STHM IyTeM, TaKkue Kak
LIUMETHIMH, aMaHTaIuH, MEKCUJIETUH, 3UA0BYAVNH, LIUCIJIATUH, XMHUH U MPOKauHAMUJ, MOTYT
B3aMMOJICIICTBOBATh C MPAMUIEKCOJIOM, YTO MOKET NPHUBECTH K CHHXXEHHMIO KIHpEeHca
npamuriekcosa. CienyeTr yYuTbIBaTh BO3MOKHOCTh CHHKEHUS JTO3bI IPAMUIIEKCOJIa MTPH IIpUeMe
ATHUX JIEKapCTBEHHBIX CpeACTB 0JHOBpeMeHHO ¢ npenapatoM [IPAMUITIEKCOJI-AJINYM.
Couemanue c nesodonoti

[Tpu npumenenun upenapara [TPAMUIIEKCOJI-AJINYM B koMOMHAIMKM C JIEBOAOION u
yBenuueHun Ao03bl  npenapata [IPAMUIIEKCOJI-AJIMYM y mnaunumeHToB ¢ 0OJE€3HBIO
[TapkuHCOHa pPEKOMEHIYETCs CHW)KEHHME J03bl JIEBOAOIBI, IpPU O3TOM J03y JpYIrHX
IPOTHUBONAPKUHCOHUYECKUX  JICKAPCTBEHHBIX CPEICTB  HEOOXOAMMO IMOJICPKHUBATH HA

MOCTOSIHHOM YPOBHE.
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BenenctBue BO3MOMKHBIX — aJAJUTHBHBIX 3¢ (EKTOB, MNAIMEHTaM CIEeAyeT pPEeKOMEHI0BaTh
IPOSBIATE OCTOPOKHOCTh NPU IPHUEME APYTUX CENATUBHBIX JIEKAPCTBEHHBIX CPEICTB WU
ankoroiisi B couetanuu ¢ npenapatom [IPAMUIIEKCOJI-AJINYM.

Aumuncuxomuueckue 1eKapCmeenHvle npenapambl

OnHOBpPEMEHHBIN NPUEM AaHTHIICUXOTHYECKUX JIEKApPCTBEHHBIX CPEACTB U IpaMMIIEKCOJIa He
pexomernayercst (cM. pasmen «OcoOble yKa3aHWs»), HalpUMep, €ClId BO3MOXKEH aodaMuH-
AQHTarOHUCTHYECKUH FPPEKT.

Oco0ble ykazaHus

Iloueunas nedocmamoyunocmo

VY nauuMeHToB € MOYEYHOM HEAOCTATOYHOCTBIO PEKOMEHIYETCS CHMUYKEHUE J03bl Mpernapara
[TPAMUIIEKCOJI-AJIMYM (cm. pazaen «Crocod npuMeHEeHUs U T03bD»).

Tannroyunayuu

[ajpmronuHanMM M CIOYTaHHOCTh CO3HAHMSI — W3BECTHBbIE MOOOYHBIE A(PQPEKTHl NpU JEUYCHUU
aroHucramu no(aMuHa U JIEBOJIOTION.

[Nammonuuanyu yaie Habmogatorces npu jedenuun npenaparom [IPAMUIIEKCOJI-AJIMYM B
KOMOUWHAIIMH C JIEBOJIONOH Y NAllMEHTOB ¢ pa3BepHyTOM cTanueil 6one3nu [lapkuHcoHna, yeM npu
MOHOTEpaIuu NanyueHToB ¢ 0ose3Hblo IlapkuHcoHa Ha paHHel craauu 3aboneBanus. [TanueHToB
cienyeT npouH(OpMHUPOBATH O TOM, YTO MOT'YT pPa3BUBAThCS FAJUTIOLMHALINMY (IPEUMYILIIECTBEHHO
3putenbHble). [lanMeHThl JOMKHBI OBITH MPEAyNpekIeHbl O TOM, YTO MOTYT HaOJI0IaThCs
raJUTIOLIMHAINH, BIMSIONINE HA CIIOCOOHOCTh K BOXKJICHHIO.

Paccmpoticmea konmpons Hao nobysicoenuem

[TarueHTsI U 1A, KOTOPBIE O HUX 3a00TSTCS, TOJKHBI ObITh MPOMH(POPMHUPOBAHBI O TOM, YTO B
CBS3M C JICUEHUEM MallMeHTOB J0()aMHUHEPTHUYECKUMHU CPEICTBAMH BO3MOXHO BO3HHKHOBEHHE
IPU3HAKOB AaHOMAJIBHOT'O MTOBEIEHUs (CUMIITOMOB UMITYJIbCUBHBIX M KOMITYJIbCUBHBIX J€HCTBUI),
TaKOT'0 KaK CKIIOHHOCTb K Tlepee/laHII0, HaBA3UMBOE JKEIaHUe J1e1aTh MOKYIKH (MTaTOJI0rMYeCKHM
HIOMIMHT), MOBBIIIEHHE JUONA0, THIIEPCEKCYaJbHOCTh M IATOJIOTUYECKass TAra K a3apTHBIM
urpam. B Takux ciayyasx IT0JKHO ObITh paCCMOTPEHO PEIIeHNE O CHHXKEHUU JI03bl/TIOCTETIEHHOM
MPEKPALECHUH JICUEHHUS.

Manus u oenupuii

3a manMeHTaMu cieayeT MPOBOAUTH PEryisipHOe HaOII0JeHHEe Ha MpPeaMeT Pa3BUTUS MaHUU U
nenupus. [lanueHTs! U auIa, OCyIIECTBISIONINE YXOJ 38 HUMU, JTOJIKHBI ObITH OCBEOMIIEHBI, YTO
MaHUs W JEJIUPUM MOTYT BOHMKHYThH y NAIlMEHTOB, IPUHUMAIOIIUX MpaMuneKcos. B ciydasx
pa3BUTHS 1TOJOOHBIX CHMIITOMOB CJIEIyeT PELIMTh BOIPOC O CHUYKEHUH JI03bI IIpenapaTa 1 ero

OTMCHC.
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Ilayuenmul ¢ ncuxomuyeckumu HapyuleHusMu

Y NanmMeHToOB C MCUXOTUYECKHUMH PAcCTPOMCTBAMH Ha3HAa4YeHHE NO0(PAaMHHOBHIX aroHHUCTOB B
COUYETaHUM C IIPAMUIIEKCOJIOM BO3MOKHO TOJIBKO I1OCIJIE MPEABAPUTEIBLHON OLIEHKH BO3MOKHOTO
COOTHOUIEHUS «PUCKA — MOJIb3bD» MpreMa npenapara. OJHOBPEMEHHBIN IPUEM ITpaMUIIEKCcoa U
AQHTUIICUXOTHUYECKUX CPEJICTB HE PEKOMEHAYeTCs, HalpumMmep, €clid BO3MOXeH JodaMuH-
aHTaroHucTuueckuii 3pdexr (cm. paszmen «BzaumoneiicTBue ¢ JIPYrUMH  JIEKAPCTBEHHBIMU
CpEICTBaMmU»).

Opmanvmonocuueckuii MOHUMOPUHS

Pekomennayercs MpoBepsATh 3pEHHUE 4Yepe3 OIPEACIICHHbIE MHTEPBAJIbl BPEMEHH WM K€ Cpasy
MOCJIe Ha3HAYCHUS IIpernapaTa Ipy HAIMYUW HAPYIIEHUN 3pEHUS.

Tasxcenvie cepoeyno-cocyoucmule 3a001e6aHUSA

HeoOxoqumMo MposIBIATE OCTOPOXHOCTh MpPHU HAJIMYMU y OOJNBHOTO TSDKEJIOTO CepaeyHo-
cocyaucToro 3aboneBanus. B CBSI3U C PUCKOM pPa3BUTHS OPTOCTATUYECKOW THIIOTEH3UU IMPHU
pOBEICHUN T0()aMUHEPTHYECKOW Tepanmuu PEKOMEHIYEeTCS KOHTPOJIHMPOBATH apTepHabHOE
JlaBJIeHHE, OCOOCHHO B Hayaje JCUYEHUS.

Juckunesus

[Tpu npumenenun mnpemnapara [IPAMUIIEKCOJI-AJINYM B komMOMHAIIMM C JIE€BOJIOMOW Ha
NO3AHMX cTagusx O0onesHu [lapkuHcoHa, Ha HaYaIbHOM 3Talle MOAOOPa 103bI MOXKET Pa3BUTHCS
JTUCKUHE3US, B CITydae MOSBJICHUS KOTOPOU 103y JIEBOJOMBI HEOOXOAMMO YMEHBIIIUTb.
Jucmonus

VY nanuenToB ¢ 6one3nbio [lapkuHcoHa MOKeT HaOII0JaThCs TAKOE HAPYIICHHE, KaK aKCHallbHas
JTUCTOHUSI B BUJIE aHTEKOJUINCA, KAMITOKOPMUU WJIA TUIEBPOTOTOHYca (cuHapoma «llu3aHckoin
Oamrany). [lomyueHbl eUHUYHBIE COOOIIEHHS O Pa3BUTHH JUCTOHHUM TIOCJIC Hadajia JICYCHUS
aroHUCTamMu 10(paMHUHOBBIX PEIEITOPOB, B TOM YHCIIE MPAMHUIIEKCOIOM, OJHAKO HAJTHUNEe YeTKON
NPUYMHHOW CBA3M MEXJY Tepalueld W 3TUM HapylIEeHUEeM HE€ YCTAHOBJIEHO. /[MCTOHMS MOXKeT
pa3BUBATbCA TAKXKE U CITyCTS HECKOJBKO MECSIEB IOCe Hauyana JIEYeHHs BhILIECyKa3aHHBIMU
npenaparamMy WM U3MEHEHUS PeKUMa MX JIO3UPOBaHUs. B ciydae pa3BUTHs JUCTOHHUH CIIEIYET
MEPECMOTPETh PEKUM MPUMEHEHHs T0GaMUHEPTHUYEeCKUX MPernapaToB U MPU HEOOXOAMMOCTH
CKOPPEKTUPOBATH €TO.

Buezannoe 3acvinanue u connugocmo

[TarueHTOB CciieyeT mpeaynpexaaTh 0 BO3MOXKHOM ceJaTUBHOM 3¢ dekTe mpemnapaTa, BKItOUas
COHJIMBOCTh M BHE3AITHOE 3aChIMIaHUE BO BPEMsl THEBHOM JesATeabHOCTH. Cilyyau 3achlllaHusl BO
BpeMsI TIOBCEIHEBHOH AESITENHbHOCTH, MHOTJA 0€3 KaKUX-THO0 MPEIIIeCTBYIONIUX MPU3HAKOB,
orMmeuanu Hewacto. [lammentam ciemyeT oOBSICHUTH, UTO B ClIydae IMOSBICHUS MOBBIIIEHHON

COHJIMBOCTH WJIM 3IIM30J0B BHE3AIMTHOI'O 3aChIIIaHUA BO BPEMs JTHEBHOM aKTHBHOCTH (HaanMep,
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IpU pas3roBope, MpUeMe MUIIU U T. J.), KOTOPbIE MOTYT CIY4YHMTbCS B JIF000€ BpeMs B NEPHUOJ
JICYEHUs1, UM HEJIb3s1 YIIPaBIISATh TPAHCIIOPTHBIMU CPEJCTBAMH WJIM yYaCTBOBATh B IOTEHLIUAIBHO
OMACHBIX BHJAaX JAEATEIbHOCTH, U CIEIyeT MPOKOHCYJIbTUPOBaThCS C BpayoM. HeoOxomumo
paccMOTpeTh BONPOC 00 YMEHBIIEHUH JO3bI MIIH ITPEKPAIIEHUH TEPANNU IIPEapaToM.

N3-3a BO3MOYKHOCTM pa3BUTHsS aAJUTHBHOTO H(deKTa HEoOXOIUMO C OCTOPOKHOCTBIO
IPUHUMATH OJIHOBPEMEHHO C IPAMUIIEKCOJIOM JIPYTUE CEaTUBHBIE JIEKAPCTBEHHbIE IPENapaThbl
WJIH aJIKOTOJIb.

Cunopom ommenvl

3aperucTpupoBaHbl Cydad pa3BUTHS CHHIpPOMa OTMEHBbI JIEKAPCTBEHHOIO IpenapaTta BO BpeMs
WIA TIOCJTE TMpPEKpalleHusl NpHeMa aroHWCTOB 0(GaMHUHOBBIX pPELENTOPOB, B TOM YHCIIE
npamunekcona. K ¢akropam pucka MOXET OTHOCHUTHCS BBICOKAs KyMYJISITUBHAS SKCIO3HMIIUS
nohamuHepruyeckux npenapatoB. CUMITOMBI OTMEHBI HE OTBEYAIOT HA IPUMEHEHUE JIEBOIOTIBI.
OHM MOTYT BKJIKOYATh araTUIO, TPEBOXKHOCTb, JAEHPECCUI0, YTOMIIIEMOCTh, MTOTIUBOCTh U 00JIb.
[Ipe’xne yeM NAUEHT NPEKpPaTUT NPUMEHEHHE Ipernapara, €ro cieayeT NpeaylnpeauTb o
BO3MO>XHOCTH BO3HUKHOBEHHUSI CHMIITOMOB OTMeHbI. Cienyer NpOBOAMTH TILATEIbHbBIN
MOHUTOPHUHI COCTOSIHUS MAIEHTa BO BpeMs U IOcJe OTMEHbI Ipemnaparta. B ciydae pasBurus
TSKEJIBIX CUMITOMOB OTMEHBI MOYKHO PAacCMOTPETh BO3MOXHOCTh BPEMEHHOI'O BO300OHOBIICHHS
Tepanuy aroHucTaMu 10paMUHOBBIX PELIENTOPOB B MUHUMaIbHOU 3 (EKTUBHOMN 103€.
Menanoma

ONUAEeMUOIOTHYECKUE HCCIEI0BaHMsl TMOKa3all, YTO y MAaIMeHTOB ¢ Ooje3Hbro [lapkuHcoHa
UMEeTCsl BBICOKMH pUCK (0T 2 10 MpHOIM3UTENbHO 6 pa3 BbINIE) Pa3BUTUS MEIAHOMBI, YEM Y
oOu1eil nomysiuu. SBisieTcs Jiu 3TOT MOBBIIEHHBIN pUCK ciiecTBUEM 00s1e3Hu [lapkuHcoHa mim
CBsA3aH C JApYyruMu (akTopaMu, TAKUMHU KaK IpPHUEM JIEKapCTB, KOTOPBIE HCHOJB3YIOTCS IpU
6one3nu [lapkuHCOHA, HEN3BECTHO.

BcnencTBue npuurH, NpUBEAECHHBIX BBILIE, MAIMEHTHI U JIUIA, KOTOPbIE 0 HUX 3a00TATCS, JOIKHBI
ObITh MPOMH(MOPMHUPOBAHBI O TOM, YTO B NEPUOJA IIpUEMa MpPaMHUIEKCOJIa WU JPYrHX
no(paMHUHEPrUUECKUX JIEKapCTB HEOOXO0IMMO BHUMATEIBHO OTHOCUTHCS K BO3MOXKHOMY Pa3BUTHIO
MEJIAHOMBI.

3noxkauecmseenmbill HeUPOIeNMUYECKUll CUHOPOM

HmeroTcst cooO1IeHus 0 TOM, 4TO MPU BHE3AITHOM MPEKPALLIEHUH Tepanuu J0(paMUHEPTUIECKUMU
npernapaTamMy MOTyT HaOJI0JaThCsl CHMIITOMBI 3JI0Ka4Y€CTBEHHOT'O HEUPOJIENTHUYECKOI0 CUHIpOMa
(cMm. pazaen «Crocod MpUMEHEHUS U JO3bD»).

Ycunenue cunopoma 6ecnokotinwix Hoe

Coo01eHus B INTEpaType CBUAETEIBCTBYIOT O TOM, YTO JIEUEHHE CHHIpOMa OECIIOKOWHBIX HOT

nopaMHUHEPrUUeCKUMHU MIperapaTaMi MOKET MIPUBECTH K €T0 YCHIICHUIO.
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JlaHHO€E ycuIIeHHe MPECTaBIsII0 co00il Ooiee paHHEE HavaJlo MPOSBICHHUS CUMITOMOB BEYEPOM
(umu axke BO BTOPYIO IIOJIOBUHY JIHS), YCHJIEHHME 3TOM CUMITOMAaTUKU M PaclpOCTpaHEHHE
CUMIITOMOB Ha Jpyrue KOHEUYHOCTH. Bmecrte ¢ TeMm, B IPOBEIEHHOM 26-HEIEIbHOM
KOHTPOJIMPYEMOM KIIMHUYECKOM HCCIIEI0OBAHUH, CIIELIMAIBHO ITOCBALICHHOM U3YYEHHIO JAHHOTO
s¢¢exra, He ObUIO BBIABICHO 3HAUUTEIILHONW Pa3HULIbI B YCHJICHUH KIIMHUUYECKONW CUMIITOMATUKU
MEXJly TpyIlaMu IpaMUIieKcoa 1 mianedo.

Biansinme mpenmapata Ha cnocOOHOCTH YNPABJEHUS] TPAHCHOPTHBIMH CpPeACTBAMM,
MeXaHUu3MaMHu

[Ipamunekcona MOXKET OKa3blBaTh 3HAYUTENbHOE BIMSHUE HAa CIHOCOOHOCTh YINpPaBIIATh
TPaHCIIOPTHBIMU CPEICTBAMU MM paboTaTh ¢ MEXaHM3MaMu. MOTyT BO3HUKATh TaJUIIOLMHALIUN
WJIU COHJIMBOCT.

[TanMeHThl, NPUHUMAOLIME [PAMUIIEKCOJ, Y KOTOPBIX pPAa3BUBAKOTCS COHJIMBOCTh W/HIN
BHE3aIHbIE IPUCTYIIbI CHA, JOJKHBI ObITH MHPOPMUPOBAHBI O HEOOXOJUMOCTH BO3JEPKATHCSA OT
YIPaBJICHUS TPAHCIOPTHBIMU CPEICTBAMM WJIM 3aHATUN JEATEIBHOCTBIO, IPU KOTOPOM H3-3a
0CJ1a0JIEHHOW OAUTEIBHOCTU OHU MOTYT MOJBEpraTh ce€0si WM JPYTHMX OMACHOCTHU IOJyYEHUs
Cepbe3HOM TpaBMbI WM CMEpPTH (Hampumep, Npu paboTe ¢ MEXaHU3MaMHU), 10 MCUE3HOBEHMS
YKa3aHHBIX CUMIITOMOB.

dopMa BbIIIYCKa

Tabnerkn, 0,25 mr u 1 mr.

[To 10 TabneTok B KOHTYpPHYIO SYEMKOBYIO YMAKOBKY W3 IUIEHKH MOJUBUHWIXJIOPHIHOW WIIH
rwienku [IBX/TIBAX u ¢oabru amoMUHUEBOH NeYaTHON JTaKMPOBAHHOM.

ITo 1, 3 KOHTYpHBIE TUEHKOBbIE YIIAKOBKH BMECTE C MHCTPYKILKEN O MPUMEHEHHIO TIOMEUIAI0T B
IIa4YKy U3 KapTOHA.

YcaoBus ornycka

OTnyckaroT 1o penenty.

YciaoBust XxpaHeHust

XpaHuTh 1pu Temneparype He oime 25 °C.

XpaHUTb B HEIOCTYITHOM JUIS IETEH MECTe.

Cpoxk rognocTu

3 rona.

He npumMeHsTh 110 UCTEYEHNH CPOKA FOTHOCTH.

IIponsBoanTeb/ Opranu3anusi, IPMHUMAOIIAS PeTeH3HH MOTPeduTe el

AO «AJIMYM», Poccus.

MockoBckas 001., r.0. CepmyxoB, . O6oneHck, Tep. Kpapran A, a. 2.
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Buinyckarowuti konmpons kauecmesa
MockoBckas 00:1., T.0. Ceprryxos, . O6oneHck, Tep. Kapran A, 1. 2, ctp. 1.
Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru
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