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WHCTE yKHHHn QCNEOOBATENEHOCTE 0002)

10 MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O IIPEITAPATA

IHPAMUIIEKCOJI-AJINYM

PerncrpanuoHHblii HOMep:

Toprosoe naumenosanune: [IPAMUIIEKCOJI-AJINYM

MexayHapoaHoe HeMATEeHTOBAHHOE WJIM TPYNIIUPOBOYHOE HAMMEHOBAHME: TIPAMHIIEKCOI
JlekapcTBeHHas popma: TalbICTKH

Cocras

1 TabieTKa CONEPIKUT:

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

Onucanue

Hosuposka 0,25 me. NBOSKOBBIMYKIIbIE TaONETKU MPOAOIATOBaTOM (OPMBI CO CKPYTIECHHBIMU
KOHIIAMH C PUCKOM, OCJIOr0 MJIU TIOYTH OEJIOro IBETA.

Hozuposka I me: Kpyribie TUIOCKOIMIHHIPHYSCKHAE TaOJIETKH OSJIOTO WM TTOYTH OEJIoro IMBETa ¢
¢dackoil 1 puUCKOil.

dapmakoTepaneBTHYeCKasl I'PyNNa: IPOTUBOMAPKUHCOHMYECKOE CPEACTBO — J0(aMHHOBBIX
pELEenToOpOB arOHUCT.

Kox ATX: N04BCO05

DapMaKoJIOrHYecKue CBOMCTBA

®dapMakoAHHAMHKA

[Ipamunekcon — aroHWCT A0(GaMUHOBBIX PEHENTOPOB, C BBICOKOW CEIEKTHBHOCTHIO U
Creu(PUIHOCTRIO CBS3BIBACTCA C O0GAMUHOBBIMU PEIENTOpaMH MOArpyninbsl Dz, U3 KOTOpBIX
obnmamaetr Hauboyiee BBIPAKEHHBIM CPOJACTBOM K D3 pementopam. YwmeHbaer aeduiut
JBUTATENTFHOW aKTUBHOCTH TpH Oone3Hu [lapkuHCOHA 3a cueT CTUMYNHUPOBaHMS JTO(PAMHHOBBIX
perenTopoB B mosuocatoM Tene. [Ipamunexkcon HHruOMpyeT CUHTE3, BHICBOOOKIECHUE H 000POT
nodamuna. ITpamunekcon in Vitro sammmaer A0(aMHHOBBIE HEHPOHBI OT JCTE€HEpAIlHH,
BO3HHMKAIOIIEH B OTBET HA UIIEMUIO WM MEeTaM(PEeTaMIHOBYIO HEHPOTOKCHYHOCTb.

TouHbIf MEXaHU3M JACUCTBUS TIpenapaTa Ipu JICUSHUH CUHAPOMAa OECIIOKOMHBIX HOT B HACTOSIIEE
BpeMs Hem3BecTeH. HecMoTps Ha To, 4TO MaToU3HONIOTHs CHHAPOMAa O€CITOKOMHBIX HOT 10 KOHI[A
HE U3y4CHA, UMEIOTCS HEHPOoPapMaKOIOTHIeCKUE CBEICHHS O IEPBUYHOM BOBJICUEHUH B TIPOIIECC

HO(i)aMHHepFquCKOfI CHUCTCMHEI. HCCJ’IG}IOB&HI/ISI, BBITIOJTHCHHBIC C UCITOJIB30BAHUEM IMO3UTPOHHO-
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MOKET OBITh BOBJICYCHAa yMEpEHHasl MpeCHHANnTU4ecKas nodaMuHEprudeckas TUCHYHKIUS B
MOJIOCATOM Telle.

Knunuueckas s¢pgpexmuernocms u 6ezonacnocme npu nevenuu 6onesnu Ilapkuncona

VY NanueHTOB IMPAaMHUIIEKCON 00Jier4aeT NPU3HAKK M CHUMIITOMBI HMIHONATHYECKOW OO0JIe3HU
[TapkuHCcOHa. B 1U1a11€00-KOHTPOIHPYEMBIX UCCIICIOBAHUSX MPAMUIICKCOJIA TPUHUMAIH YIaCcTHE
npubimmsutensHo 1800 mammentoB ¢ |-V cramusmu 3aboneBanus no Xen u Spy. U3 Hux
npuom3uTenbHo 1000 manmueHTOB HAXOAWIMCh Ha TO3AHMX IJTamax 3a0o0JieBaHUs, HWMEIH
JIBUTATEIIbHBIC HAPYIICHHS U TIOJYYaJId COITYTCTBYIOIIYIO TEPAITUIO JICBOIOTION.

Kak Ha paHHUX, TaK ¥ HAa TO3AHKUX cTaausx Oonesnu [lapkuHcona, 3 PEeKTHBHOCTH MPaMHUIICKCOIIa
COXpAaHsIaCh HA MPOTSHKCHUH MPUOIUZUTEIHHO IIECTH MECSIIEB KOHTPOJIUPYEMBIX KIIMHUIECKIX
uccienoBanuii. Ha OTKPBITBIX dTamax MCCiIe0BaHUM, MPOIODKUTEIILHOCTBIO 00JIee TpeX JIET, He
OBUIO OTMEUCHO MPU3HAKOB CHUKCHUS YPPEKTHBHOCTH TIperapara.

B koHTpOMMpyeMOM IBOWHOM CIIENIOM KJIMHUYECKOM HCCICIOBAHUU MPOAOKHTEIBHOCTHIO 2
rojia MEepPBUYHAS TEpaIusl MPAMHUIICKCOJIIOM 3HAYUTEIIBHO 3aMeJislia Pa3BUTHE JIBHTATCIBHBIX
HApYIICHUA M CHW)Xaja 4YacTOTY WX BO3HUKHOBCHHS B CPAaBHCHHMH C TICPBUYHOI Tepamuei
aeBojomnoi. HecMoTpst Ha TO, YTO TPU HMCIOJIB30BAHUU TPAMHIIEKCOJIA POUCXOJAUT OTCPOUYKA
pa3BUTHS JBUTATCIBHBIX HAPYIICHWUH, TMPUMEHEHHE JICBOJOMBI CIOCOOCTBYyeT Ooiee
BBIPXCHHOMY YJIYUIICHUIO JBUTATEILHOW (QYHKIMH (M3MCHEHHE CPEAHETO 3HAYCHHMSI 110 IIIKAJIe
UPDRS [YuauduuupoBaHHas pedTHHroBas Imikana oneHkd Oone3nu [lapkuHconal), moatomy
cienyer coOmoaath OamaHc MeXIy CBOMCTBaMH OTuX mpemapatoB. OOmias yactora
BO3HUKHOBEHUS TAJLTIONWHAIIMN ¥ COHJIMBOCTH ObLJIa B IIEJIOM BBIIIEC HA TAIle MOBBIIICHUS 036
B TpyIIe IpHeMa mpaMuriekcoa. Tem He MeHee, He ObLII0O OTMEYEHO 3HAYMMBIX Pa3IMuuil Ha
JTarne MoAAep>KUBaOIIEH Tepanui. DT (HaKTHI CleyeT YYUTHIBATh MPH MEPBUYHOM Ha3HAUCHUU
MpaMHUIIeKcoJIa nanrueHTam ¢ 6onesnpto [lapkuncona.

Knunuueckas sgpgpexkmusnocmv u b6e30nacHocmv npu UCHONB308AHUU OJISl TeYeHUs. CUHOPOMA
0eCcnoKouHbIX HO2

Ornenka 3¢ (eKTUBHOCTH MpaMUIIEKCoa ObLTa MPOBEIEHA B UEThIPEX MIIANE00-KOHTPOIUPYEMBIX
KIIMHUYECKUX MCCIEIOBAaHUSAX, B KOTOPBIX MpPUHUMAIM Yydactue mnpubnuzurensHo 1000
MAIUEHTOB C UAMOMATHYCCKUM CHHIPOMOM OSCIIOKOWHBIX HOT OT YMEPEHHOM /IO OYCHD TSIKEION
CTCTICHH TSDKECTH.

B kauecTBe MepBUYHBIX KOHEYHBIX TOUYEK d(PPEKTUBHOCTH MCTIOIH30BAIUCH 3HAUYEHUS CPETHETO
M3MEHEHUS TI0 CPABHEHHUIO C HCXOIHBIM YPOBHEM I10 IIKAJIE OIEHKH CHHIPOMa OE€CITOKOWHBIX HOT
(IRLS, Restless Legs Syndrome Rating Scale) u mo mikaie o0Iero KIMHAIECKOTO BIICUATICHHUS

06 ynyumenuu (CGI-1, Clinical Global Impression-Improvement). [lis o0eux mepBUYHBIX
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npamuriekcona B go3e 0,25 mr, 0,5 mr u 0,75 Mr conu mpaMuriekcoia B CpaBHEHHH C TIIAIE00.
Crycrst 12 Henenb sieuenus pe3yabTar no mkane IRLS ymyummnes ¢ 23,5 no 14,1 6anna B cinyqae
wiare6o u ¢ 23,4 10 9,4 6anna s npamuiekcoia (00beIMHEHHbIE TaHHBIC BCEX BAPUAHTOB J103).
CKOppEeKTHPOBAHHOE PA3IMINUE CPEIHHUX 3HaUeHU cocTaBisuio —4,3 6amna (JI1 95 %: —6,4; —2,1
6amra, p <0,0001). [Toka3zarenn 4aCTOTHI MOJIOKUTEIBLHOIO OTBETA HA JICUCHUE B COOTBETCTBHH
co mkayoin CG1-1 (ynydiieHue, 3HaUUTENIbHOE yaydineHue) coctasisuin 51,2 % u 72,0 % mst
mianebo W mpamunekcoiga coorBeTcTBeHHO (paszmumume 20% U 95 %: 8,1 %; 31,8 %,
p < 0,0005). DddexTuBHOCTS OBUIA OTMEYEHA MPH HCIIOJIB30BaHHHM CyTouHOoM 10361 0,088 mr
ocuoBanus (0,125 mr cosu) mocsie nepBoi HECU JICUCHUSI.

B pamkax mi1ane60-KOHTPOIUPYEMOTO HMCCIEIOBAHUS C TOJIMCOMHOTPAPHUECKON OLEHKOM
COCTOSTHUS MAllMeHTa Ha NpoTshkeHuu 3 Heaenb npueM npenapara [IPAMUIIEKCOJI-AJIMYM
3HAYUTEIIBHO CHU3WJI KOJIMYECTBO TEPHOJAMYECKUX JBIDKEHHH KOHEYHOCTEH 3a Bpems,
MIPOBEJICHHOE B MTOCTEIIH.

Onenka H0ATOCPOYHON 3(PPEKTHBHOCTH MPOBOIMIACH B paMKax IIaned0-KOHTPOIUPYEMOTO
KJIMHUYECKOTo uccienoBanus. Crycts 26 Henenb Tepaniy ObLI0 OTMEYSHO CKOPPEKTUPOBAHHOE
CHI)KEHHE CpellHero 3HaueHusi oOuiero pesynbrara mo mkane IRLS ma 13,7 u 11,1 Gamna B
rpynmnax TMpaMHIeKcoja H Ianebo COOTBETCTBEHHO, IPU CTATHCTUYCCKOW 3HAYUMOCTHU
(p =0,008) cpennero paznmuuusi MEXAy Bapuantamu Ttepanuud —2,6. I[lokasarenw 4YacTOTHI
MOJIOKUTEIBHOTO OTBETAa Ha JiedeHHe B coorBercTBuM co Imkanoit CGl-1 (ymyumienue,
3HAYUTENIbHOE YiIydllleHne) coctamsuin cootBercTBenHo 50,3 % (80/159) u 68,5 % (111/162) B
ciyuae 1wutanebo u  mpammumnekcona (P =0,001), 4ro COOTBETCTBYeT IOKa3aTeal0 dHCiIa
npoJieYeHHBIX 00JbHBIX Ha ofHoro m3nedernnoro (NNT, number needed to treat): 6 mamuenToB
(95 % U: 3,5; 13,4).

[Mpamumexcon N VIitro 3amuimaer HEWPOHBI OT HEWPOTOKCHYHOCTH JIeBOIOMBL. CHMXKAET
CEKPEIIHIO TIPOJIAKTHHA (JI0303aBHCHMO).

[lpu pnurensHOM mnpuMeHeHHH (Oojiee 3-X JIeT) MpaMHUIIEKCoJia y MAIMEHTOB C OO0JIC3HBIO
[TapkuHCOHA, MPU3HAKOB CHUXKEHUS 3PPEKTUBHOCTH HE OBLIO.

[Tpu mpuMeHeHUH TpaMHUIIeKCcoIa Y MAIMEHTOB C CHHAPOMOM OECTIOKOHHBIX HOT B TeueHue 1 roaa,
3(PEeKTUBHOCTH MperapaTa COXpaHsIach.

DapMaKOKHHETHKA

Bcacvieanue

[Ipamurniekcon mocie TpHeMa BHYTPh BCAChIBA€TCS OBICTPO U TMOJTHOCTHIO. AOCONIOTHAsS
onomoctynmHOCTh coctaBisier Oonee 90 %, MakcumanbHas KOHIEHTpAIMsS B IUTa3Me KPOBHU

JocTUTaeTcs B nHTepBaie 1-3 gacoB mocie npuema npenapata. O THOBPEMEHHBIH IPUEM C TIHIIEH
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MY OTUETY

MIPAMUIIEKCOJIa XapaKTepHa JIMHEHHAsh KHHETHKA U OTHOCUTEIIEHO HEOOJbIIas BapuaOeIbHOCTh
KOHIIEHTPAIUH B TIa3Me KPOBU MEK/y MAIUCHTAMH.

Pacnpeoenenue

VY uenoBeka MPaMHUIIEKCOJ CBS3bIBACTCS ¢ OeKaMU B OUeHb He3HauuTeIbHOU cTenenu (< 20 %) u
umeet 0oabinoi oobeM pactpenenenus (400 ). Y kpbic HAOIIOAATUCH BBICOKHE KOHIIEHTPAIIMU
B TKaHSIX TOJIOBHOTO Mo3ra (MpUOIM3UTENLHO B 8 pa3 BhINIC KOHIICHTPAIMHA B TUIa3Me KPOBH).
buompancgopmayus

VY 4YenoBeka MPaMHIIEKCOJ TOABEPraeTcsl METa0OIU3My JIMIIb B HE3HAYMTEIBHOW CTEIICHH.
Buviseoenue

BriBeneHue mouykamMu HEM3MEHEHHOTO MPaMHIICKCONIa SBIISETCS OCHOBHBIM ITyTEM BBIBEIICHUSI.
[Tpu6mm3urtensHo 90 % 14C-meueHoit 103b1 BHIBOIUTCS OYKAMHU, MeHee 2 % oOHapyXHUBaeTCs B
kane. OOumil KIUpeHe mpaMuIeKcoaa cocrapiseT npubmusutensao 500 Mi/MUH, a TOYEYHBIN
KiupeHc cocransieT npuoimsutenbuo 400 mir/muH. [epuos nonyseiBenenus (t12) BappupyeT oT
8 9acoB y JUI] MOJIOJIOTO BO3pacTa ¥ /10 12 4acoOB y MOXKHWIIOTO.

HHoxa3anus

CHUMITOMAaTHYECKOE JICUCHUE HIMOMATHYECKOW Oose3Hu [lapkMHCOHA y B3pOCIBIX B BHIIE
MoHOTepanuu (0e3 JIeBOJOIBI) WM B KOMOWHAIIMHM C JICBOJIOIOW, T.€. HAa BCEX CTaJHIX
3a00JIeBaHMs, B TOM YHUCIIC Ha TIO3THEH CTaJANH, KOTJa CHIKAETCS APPEKT OT MpreMa JIEBOAOIBI
WIA OH CTAaHOBUTCSI HEMOCTOSHHBIM, U BO3HHKAIOT (UIYKTyalluu TepaneBTHYeckoro 3¢ddekra
(eHOMEH «M3HAIIMBAHUS» KOHIIA JO3bl U (PEHOMEH «BKJIFOUEHHUS — BBIKIIFOUCHUSY).
[MPAMUIIEKCOJI-AJIMYM moka3aH K TPUMEHEHHUIO Yy B3pPOCIBIX TMAlUEHTOB IS
CUMIITOMATHICCKONM TePAITUU UIUOMATHICCKOTO CHHIPOMA OECITOKOWHBIX HOT OT YMEPEHHOMU JI0
TSDKEIION cTerneHu B qo3ax He 6onee 0,54 mr ocnoBanus (0,75 Mr conn).

IIporuBomnokasanus

[ToBbIIeHHAS! YYBCTBUTEIIEHOCTH K MIPAMHUTIEKCOITY HIIA K JTFOOOMY KOMITOHEHTY TIperapara.
Hetu no 18 ner.

C 0cTOpPOKHOCTHIO

[Toueynast HEJOCTATOUYHOCTh, CEPJIEYHO-COCYAUCTHIE 3a00IeBaHMsl, apTepUabHas THIOTEH3US,
OJIHOBPEMEHHBIN TIPUEM aHTaroHUCTOB JO(GAMHHOBBIX PEIENTOPOB, CEAATHBHBIX ITPENapaToB,
JTaHOIIA.

I[IpumeHeHnne npu 6epeMEHHOCTH M B MEPUO/I TPYTHOT0 BCKAPMJINBAHUS

bepemennocms

BrusiHue Ha OepeMEeHHOCTh M JIAKTAIMI0 Y YeJIOBEKa HE MCCIISI0BAHO.

Bo3moxxHOe BO3/€HCTBHE MpaMUIIEKCOJIa Ha PENpPOAYKTUBHYIO (DYHKIIMIO HCCIIEIOBAJIOCH B

4
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SKCIIEPUMEHTaX Ha >KUBOTHBIX. [Ipamunekcon He npé!}%%;}e}lﬂ%'};htﬁéﬂ%b%ﬁ

KpOJIMKAX, OJTHAKO B J03aX, TOKCUYHBIX JIJIs OEPEMEHHBIX CAaMOK, ObLT SMOPHOTOKCHUYHBIM Y KPBIC.
Bo Bpemsi OepeMeHHOCTH TIpemapaT CleAyeT Ha3HayaTh TOJBKO B TOM CIydae, €CIu
MOTEHLIMaIbHAas M0Jb3a JJIsl MaTepH MPEBbIIIAeT NOTEHIUAIbHBIA PUCK JUIS IL10/1a.

I'pyonoe ecxapmnusanue

BriBenenue nmpenapara ¢ rpyJIHbIM MOJIOKOM Y *KEHIIUH He u3y4danoch. KoHleHTpanus npenapara
B MOJIOKE KpbIC OblIa BhIIIE, YeM B I1azMme. [10CKOIbKY MPaMHUIIEKCOT WHTHOUPYET CEKPEIHIO
MPOJAKTHHA, MOKHO MPEANOI0KUTH, YTO OH TaKXkKe MOAABIIAET JlakTauuio. [loaromy nmpemnapar He
cleyeT MPUHUMATh B IEPHOJ] KOPMJICHHSI TPYAbIO.

DepmunbHocmo

BrnusHus Ha (epTHIBHOCTH Yy 4YeNOBeKa HE HU3ydYalnch. B HCCIeIOBaHHMSIX Ha KHUBOTHBIX
MIPAMUIIEKCOJ OKa3bIBaJl BIMSHUE HA 3CTPAIBbHBIN UK U CHIDKAT (PEPTUILHOCTh y CAMOK, YTO
O’KHJaeMO JIJIsl arOHKCTa TodamMuHa. Pe3ynbTaTel ucCciieJOBaHUA, MPOBOIUBIINXCS HA )KUBOTHBIX,
HE YKa3bIBAIOT HA HAJMYHUE MPSMBIX WIM KOCBEHHBIX MPU3HAKOB HEOJArONPUATHBIX BIWSAHUNA Ha
(bepTUIBLHOCTD Y CaMIIOB.

Cnoco0 npuMeHeHMsI U 103bI

BHyTpb, BHE 3aBUCHMOCTH OT IpreMa MUIIHU, 3aluBasi BOJOH.

CyTouHyI0 103y paBHOMEPHO JIEIST Ha 3 mpuema.

Pacuer 103 BegeTcs 0 MpaMUIIEKCOJIa JUTHAPOXIIOPU]T MOHOTUIPATY.

Cumnmomamuueckoe neverue 6oneznu llapxuncona

Hauanvnas mepanus

Kak ykazaHo HIDKe, Ha4aabHYyI0 CyTouHyio 103y 0,375 Mr yBenwunBaroT kaxabie 5—7 mnueid. s
yYMEHBIIEHUs TOOOYHBIX 3P(DHEKTOB, 103y HEOOXOIUMO MOI0MUPaTh MOCTENEHHO /10 JOCTHKEHUS

MaKCUMAJIbHOI'O TEPAIICBTUYCCKOT'O 3(b(beKTa.

Cxema noBbILIeHNS 10361 NIpenapara
IMPAMUIIEKCOJI-AJINYM
HEeJEes no3a (mr) MOJTHAsI
CyTOuHas J03a

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

[Tpu HEOOXOAMMOCTH JAIbHEUIIIETO YBENUYCHHsI CYTOUHOM 10361, J00aBistoT 0,75 MT B HEelo
JI0 MAaKCUMAaJTbHOM 10361 4,5 MT B cyTkH. ClleZlyeT OTMETUTD, YTO TIPH HCITOJIb30BAHHUH 103 BHIIIIS

1,5 Mr B CyTKH MOBBIIIAETCS YACTOTA PAa3BUTHS COHIMBOCTH.
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Tloooeporcusarowas mepanusi (NOCNEOCBATENEHOCTEL 0002)

WuauBuayanbHas 103a J0JDKHA HAXOAUThes B mipeaenax 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 CYTOYHON
10361 1,5 Mr. [Ipy 3TOM He UCKITIOYAeTCs, YTO Y OT/IENIbHBIX MAIMEHTOB A03bI BbILIE 1,5 MI' B CyTKH
MOTYT JlaTh JIONOJIHUTENbHBIA TepaneBTu4eckuil 3¢ddexr, ocobeHHO Ha mo31HEH craauu
3a00JeBaHMsA, KOTa MOKa3aHO CHIKEHHE J03bI JICBOOIIBL.

Ipexpawenue nevenus

Pe3koe mpekpaiienue Tepanuu JoaMUHEPIHYECKMMU CPEICTBAMU MOXET IOBJI€Yb 3a COOOMH
pa3sBUTHE 3JIOKAUECTBEHHOI'O Helpojentuyeckoro cuHapoma. Jlo3a mnpenapata I0JDKHA
cHkaThest Ha 0,75 Mr B CyTKH 710 TeX Iop, Mmoka cyrodnas no3a He gocrturner 0,75 mr. Ilocie
3TOrO 703y cieayer cHuxkarh Ha 0,375 mr B CyTKH.

Ho3b1 0115 nayuenmos, nonyuarouux 00HOBPEMEHHO Mepanuio 1e6000N0ll

[Tpu ogHOBpEMEHHOM TepaIuu ¢ JeBOAONON, PEKOMEHAYETCs 110 MEpe YBEIMUECHHUS 103bl, a TAKKE
BO BpeMs MOAJCPKHUBAIOIICH Tepanuy IPAMHUIIEKCOJIOM, CHIDKATh /03y JIEBOJOMBL. JTO
HE00X0MMo BO n30ekaHne 4pe3MepHOi 10paMHUHEPTUIECKON CTUMYIISLINH.

Ho3b1 0115 nayuenmog ¢ noueunou HeooCmamoyHOCMbIO

Hna navanenou mepanuu’ y TalMEHTOB C KIMPEHCOM KpeaTHHHMHA Bbille 50 MII/MUH CHUXKEHUE
CYTOYHOH JT03BI WJIM YaCTOTHI prema He Tpedyercs. Ilpu knupence kpearnanna 20-50 mu/mun
HAYaJBbHYI0 CYTOYHYIO JI03Y IpernapaTta Ha3HadaloT B JBa nmpuema, HaunHas ¢ 0,125 mr 2 pasza B
cyrku (0,25 mr B cytku). He ciemyeT mpeBblaTh MakCHMaJibHYIO CyTOYHYIO 103y 2,25 Mr
npamunekcona. [Ipu kmupeHce kpeatuHuHa MeHee 20 MJI/MHH CYTOYHYIO 1103y Ipenapara
Ha3HAYaIOT OJUH pa3 B JeHb, HaumHas ¢ 0,125 mr. He cnemyer mpeBbIaTh MakCHMalIbHYIO
CyTOuHYIO 703y 1,5 Mr mpamumnekco:na.

Ecnu Bo Bpemsi nodoeporcusaioweri mepanuu GyHKINS MOYEK CHIDKAETCS, TO CYTOUHYIO 03y
npernaparta CHUXKaroT Ha TOT e MPOLIEHT, Ha KOTOPBINA CHUYKAETCS KIIMPEHC KPeaTHHHUHA, T. €. €CIU
KIMpeHc KpeatnHuHa cHmkaercst Ha 30 %, To cyTouHylo 103y IpenapaTa HE0OX0AUMO CHU3HUTH
Ha 30 %. CyTouHyr0 103y MOKHO JICIUTH HA JIBa IIPHEMa, €CIIH KIMPEHC KpeaTHHUHA HaXOUTCS
B npenenax 20-50 Mi/MUH, ¥ IPUHUMATD OJIMH Pa3 B CYTKH, €CIIM KIMPEHC KpeaTUHUHA MEHbILIe
20 mMa/MUH.

0361 01151 nayuenmos ¢ neyeHoYHol HedOCMAMOYHOCHbIO. HET HEOOXOIMMOCTH CHIDKATH 103y Y
MAIIMEHTOB C TICYEHOYHOH HEJIOCTaTOYHOCTHIO.

Cumnmomamuueckoe neverHue uOUONAMuU4ecKko20 CUHOPOMA OECHOKOUHbIX HO2

Hauanvuaa mepanus

PexoMenoBaHHas HaYaIbHAS cyTOo4YHas jg03a coctaiset 0,125 mr, 3a 2—-3 yaca nmepen caoM. Ecin

nalfueHTaM Tpe6yeTcsI AOIMMOJTHUTCIIBHOC CHUXXCHHUEC CHMIITOMAaTUKH, O3y MOXHO YBCIINYUBATDH
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Kaxknpele 4—7 nHel 1o MakcuManbHOU 10361 0,75 Mr B ﬂeﬁlﬂ '(:k;uz] %gé%g‘r'ag%lﬂ';%ﬁife '1;{1-7'1:51(6).

Cxema noBbILIeHNS 103bI Ipenapara
IIPAMUIIEKCOJI-AJIUYM
[laru yBenuueHus Jlo3a J1s mpyueMa OJIuH pa3 B JICHb, BEYEPOM (MT)
1 0,125
2* 0,25
3* 0,50
4* 0,75
* Ipu HE0OXOIUMOCTH

Tloooepoicusarowas mepanus

WuauBuayaibHas 103a JA0/DKHA HaxoauTbes B mpenenax ot 0,125 mr go 0,75 mr B cyTkw.
TepaneBTUYecKHii OTBET MAIMEHTA CIEAYeT OICHUTH CITYCTs TPU MecsIa MPOBEICHUS JICUCHHS,
II0CJI€ Yero paccMOTPeTb HEOOXOIUMOCTh B NPOJODKEHUHM Tepanuu. B ciyuae mpepbiBaHUsS
jgeyeHust Oojiee uYeM Ha HECKOIbKO [JHEW IpueM JIeKapCTBEHHOTO IpenapaTra JOJKEH
BO300HOBIISITHCS TOCPEICTBOM TOCTETIEHHOTO MOBHIIIEHUS JT03bI, KaK YKAa3aHO BBIIIIE.
Ipexpawenue nevenus

JleueHre MOYXKHO IIPEKPATUTh 0€3 MOCTENIEHHOTO CHUYKEHUS J103Bl.

B ximHuyeckux uccienoBanuax Toiabko y 10 % manueHToB oTMEUanuch NPU3HAKU YTSDKEICHUS
CHUMIITOMATHKH TIOCJIE PE3KOT0 MPEKPAIICHUS JISUeHUs, TaHHBIH 3 ekt mposBIsics npu 000
J03e.

Ho3b1 0115 nayuenmog ¢ noueuHou HedoCmMamoyHOCMbIO

BeiBenienue npamuiexcosa 3aBUCUT OT (PYHKIIMH ITOYEK U HANPSAMYIO COOTHOCHUTCS € KIMPEHCOM
KkpeaTuHuHa. Ha ocHOBaHMM (apMaKOKMHETHUYECKUX HCCIIEIOBAaHUI y JMI] C TOYEYHOM
HEIOCTaTOYHOCTHIO, ISl MAIEHTOB C KIMpPEHCOM KpeaTwmHHHaA Oojee 20 MII/MUH CHIKEHHE
JTHEeBHOH 710361 He TpebyeTcs. [Ipumenenue npenapata [IPAMUIIEKCOJI-AJINYM y nanueHTos
C CUHAPOMOM O€CIOKOMHBIX HOT, CTPaJaroIiX MOYEUYHONW HeI0CTaTOYHOCThIO, HE U3y4aloCh.
Ho3b1 0115 nayuenmog ¢ neueHoyHou HedoCMamoyHOCMbIO

Heo0xoauMoCTh CHMKEHHUS O3Bl y TAMEHTOB C II€YCHOYHOW HEJOCTATOYHOCTHIO HE
paccmaTpuBaeTcs, MOCKoJabKy mnpubau3uteabHo 90 % abGcopOUMpOBaHHOIO JIEKAPCTBEHHOTO
CpeICTBa BBIBOAUTCS MOYKAMH.

Joza Ons 0emetl u nOOPOCMKO8

be3zonacnocth u a3 dextuBHocTh npenapara [IPAMUIIEKCOJI-AJIMYM y nerteii u mopoCTKOB

B Bo3pacte 70 18 et He yCTaHOBIICHHI.
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(NOCNEQCBATENEHOCTE 0002)

ITo0ouyHOE NelicTBUE

YacroTa mOOOYHBIX peakluid, KOTOPhIE MOTYT BO3HUKATh BO BPEMs TepaIiu, IPUBEACHA B BUJE
CIIeAyIONIeH rpafanuu: odeHb yacto (> 1/10); yacro (>1/100, < 1/10); neuwacro (> 1/1000,
< 1/100); peaxo (>1/10 000, < 1/1000); ouens peaxo (< 1/10 000); HeusBecTHO (YacToTa HE
MOYKET OBITh OIICHEHA TI0 JIOCTYITHBIM JTAHHBIM).

Ha ocHOBanum aHaim3a OOBECOUHEHHBIX JIAaHHBIX, TOJYYCHHBIX B paMKax Iuiane6o-
KOHTPOJIMPYEMBIX MCCIIEOBaHMI ¢ yyacTreM 1923 manueHToB, MPUHUMABIIHNX MPAMUIICKCOI, U
1354 manueHTOB, MPUHUMABIIUX IIae00, B 00eux rpymnmax 3aUKCUPOBAHBI HEKEIATEIbHBIC
peakuuu. Y 63 % manueHToB, MPUHUMABIIMX IMPAMHUIICKCOII, U Y 52 % manueHToB, MoTyJYaBIInX
ruiane6o, HabII0aI0Ch HE MEHEee OJIHOM PeaKIuy Ha JICKapCTBEHHBIH Mpenapar.

B Tabnnnax 1 u 2 npuBeeHbl CBEACHUS 0 TOOOYHBIX PEAaKIUsAX, KOTopbie Berpeyanuch y 0,1 % u
0oJiee MaUEHTOB, MIPUHUMABIIUX MPAMHIICKCOJI, B CIIy4ae €CJIA PEaKIUI0 CYUTAINA KIMHUYCCKU
3HAYUMOMU. BOJBIIMHCTBO MOOOYHBIX APPEKTOB OBLIN JICTKUMH WIN CpeaHel TsokecTH. OOBIYHO
O0OOYHBIC PEAKIUH MOSBISUTHCH B HaYasIe Kypca Tepariy ¥ UCYe3aId TIPH TPOJIO0DKCHUH TIprueMa
npernapara.

VY nanueHToB ¢ 0oJie3HbI0 [lapkUHCOHA TPU JICYCHUHU TIPAMHIIEKCOJIOM 10 CPABHEHUIO C IIare0o
JaCThIMU HEXeJIaTeIbHBIMU peakiusimu (> 5 %) ObUTM TOMIHOTA, MUCKUHE3WS, CHUXKCHHUEC
apTepUAILHOTO JIaBIICHUS, TOJIOBOKPYKCHHE, COHIIMBOCTh, OCCCOHHUIIA, 3ar0p, TAJLTIONWHAIS,
roJIoBHAs 00Jb 1 ci1abocTh. YacToTa BOSHUKHOBEHHUSI COHJIMBOCTH TIOBBIIIATIACH ITPH TPUMECHEHUN
no3 Beime 1,5 mr/cyr. Camoit yacToil HekenaTeabHOM peakiueil mpu mpueMe B KOMOMHAIINU C
neBoionoi Obuia nuckuHe3us. CHUKEHHE apTepUaIbHOTO AaBIIEHUS MOKET BOSHUKHYTH B HaYaJe
JIeYeHUsI, 0COOCHHO €CITH J103a MTPAMHIIEKCOJIa TUTPYETCS CITMITKOM OBICTPO.

Tab6numa 1. bone3us [lapkuncona

Cucrema opraHos Yacrora [ToGouHbIe peakiuu
BO3HHUKHOBEHHS
Nu¢pexkunonnsie 1 [Hewacto [[HeBMOHMA
napasuTapHble
3a0oJeBaHus
Hapymenus co [Hewacto Hapymenne CEeKpelnu AHTUUYPETUYECKOTO
CTOPOHBI ropmoHa’
OHIOKPUHHOU
CHUCTEMBI
Hapymenns Yacto AHOMaJIbHOE MOBEJEHNE (CUMITOMBI UMITYJIbCUBHBIX
MICUXHUKHU M KOMITYJbCUBHBIX J€MCTBHIT), aHOMaIbHbIE
CHOBMJICHUS, CIIyTaHHOCTb CO3HaHMSI,
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Heuacto

CKJIOHHOCTb K MePeeIaHuI0 ., MATONOTHIECKHH
ITOMIMHT, 6pejl, runepdarus’, runepcekcyaabHOCTb,
paccTporicTBa TUOUA0 (TTOBBIIICHUE JTUOUIO,
MOHIKEHUE JINOUJIO0), TapaHOMsl, TATOIOTHIeCcKast

TSATa K a3apTHBIM UTpaM, OECIIOKOWCTBO, ASTUPUI

Penxo

Maunus

Hapymenus co

OueHb 4acTo

["onoBOKpY>KeHUE, TUCKUHE3UsI, COHIIUBOCTD

CTOPOHBI HEpBHOU  [HacTto ["onoBHas 601b
CHUCTEMbI Heuacro AMHE3Ws1, THIIEPKUHE3HS, BHE3AITHOE 3aChIIIaHNE,
0OMOpOK
HeussecTHo? AHTEeKOIUTHC*
Hapymenns co [Hacro YXynuieHue 3peHus (BKIItoYask JUILIONNI0, CHUKEHHE
CTOPOHBI ~ OpraHa OCTPOTHI 3pEHUS U YUETKOCTH BOCIPUSATHS)
3peHus
Hapymenns co [Hacro CHM)KEHUE apTepUaIbHOro JaBJIECHUS
CTOPOHBI cepaeyHo- [HeuacTo Cep/eyHasi HEOCTATOYHOCTh
COCYJIUCTOMN
CUCTEMBbI
Hapymenns co |Heuacto Opplnika, UKOTa
CTOPOHBI
TBIXaTEIILHOMN

CHUCTEMBI, OPraHOB
IpyIHON KJIETKH U

CpeIOCTEHHUS

Hapymenns co

OueHb 4acTo

TomrHOTA

CTOPOHBI Yacto 3arop, pBoTa

PKEITYJ0YHO-

KHUILIEYHOT'O TPaKTa

Hapymenus co [Heuacto Peak1iuy runepayBCTBUTENBHOCTH, 3y, ChIIIb

CTOPOHBI KOXHU 1

[MOJIKO’KHBIX TKAaHEH
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O61me Yacto VromilsiemocTs, Heprdiepirteckue orern — | = HH0H<]

paccrpoiictBa M |HeusBecTHO CHUHJIpOM OTMEHBI (CHHIPOM OTMEHBI arOHUCTOB
HapyLLICHUsI B MECTE 0(haMUHOBBIX PELENITOPOB)

BBEICHUS

Jlaboparopubie u  |[Hacto CHIKEHHE MacChl Tea, BKIIoYas CHUXKEHUE
MHCTPYMEHTAJIbHBIC ANIEeTUTA

NTaHHbIE Heuacro Y BenrueHne Macchl Tena

! Nannsiit no6ounsiii 3¢ QexT 6511 3aGUKCHPOBAH B HOCTPETHCTPAIMOHHBIX HAOTIOEHHSX.

C BeposATHOCTBIO 95 % KaTeropusi 4acTOThl HE MPEBBIIIAET «HEYACTO», HO MOXKET OBbITh HUXKE.
ToyHas OIEHKAa KaTeropuM 4YacTOThl HEBO3MOJXKHA, IOCKOJBKY JaHHAs MOOOYHAs peakuus He
3auKCHpoBaHa B 0a3e JaHHBIX KIMHHUYECKHX MCCIEIOBAaHUH, cojepikamieil MHGOpMaLuio 1o
2762 namenTam ¢ 6ose3ubto [lapkuHcoHa, MPUHUMABIINX TPAMUIIEKCOJL.

2 Jlanuble moGouHble S(QEKTH He COOOMANMCh B KIMHHYECKHX HCCIENOBAHUAX Kak
HE)KeNaTeIbHOE SBICHHE, [I03TOMY YaCTOTa HE MOKET ObITh YCTaHOBIICHA.

*MedDRA LLT

Cunopom becnoxolinbix Ho2, HauboIee pacnpocmpanerHvle N0OOYHbIEe peaKyuu

HaubGonee wacto (> 5 %) peructpupyembie MoOOYHBIE PEAKIMU Y MAIMEHTOB C CHHIPOMOM
OCCIIOKOWHBIX ~ HOT, TMOJIyY4aBIIMX MPAMUIEKCOJ, OBbUIM  TOIIHOTA, TOJOBHAas  OOJb,
TOJIOBOKPY)KEHUE M YTOMJIIEMOCTh. TOINHOTa W YTOMJISIEMOCTh 0OJI€€ 4YacTO OTMEYAIIUCh Y
KeHIMH, monydaBmmx mnpernapar [IPAMUIIEKCOJI-AJIMYM (20,8 % u 105 %
COOTBETCTBEHHO), 110 cpaBHEHHIO ¢ MykunHamu (6,7 % u 7,3 % cOOTBETCTBEHHO).

Tabmuua 2. CunzpoM 6eCIOKOHHBIX HOT

Cuctema opranoB  [Uactora [ToGouHas peakius
BO3HUKHOBEHUS

Wudekuronnsie 1 |HeuacTto [THEeBMOHMUS

rapasuTapHble

3a001eBaHUs

Hapymenuns co Heuacto Hapymenue CEKpeLHH AHTUIUYPETUIECKOTO

CTOPOHBI ropmoHa’

OHIOKPUHHOU

CHUCTEMBI

Hapymenns Yacto AHOMaJIbHbIE CHOBUICHHSI, 0ECCOHHUIIA

[ICUXUKHU Heuacro Hapymienue nmoBeaeHus: (CUMITOMBI UMITYJIbCUBHBIX
1 KOMIYJIbCHUBHBIX  JIEHCTBUI), Takoe  Kak
KOMITYJIbCUBHOE II€pEeAaHNE, HABSI3UMBOE JKEIaHUE
nenartb MIOKYTIKH, open’, runepgarus’,

10
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rumnep ceKcyanﬂEg'c:rJ,EJ "t%ty‘l‘f*a%ggﬁf CT 1_:‘(';3‘1{';'1;1{/1;1,

TLTIOIMHAIINK, PACCTPONCTBA TMOUAO (TIOBBIIIICHHE

napaHoﬁﬂl,

I/IrpaMl,

IO IO, [IOHWKEHUE o 10),

IIaTOJIO'NYCCKasa TATa K a3apTHBIM

0ECIIOKONCTBO, MaHUS, ISTHPUN

Hapymenus co Yacto ["0110BOKpY>KEHHE, TOJIOBHAs 00JIb, COHIIMBOCTh
CTOpPOHBI HEpBHOM  [HewacTo AMHe3MsI, AUCKUHE3Us, TUIEPKUHE3US, BHE3AIIHOE
CHUCTEMBI 3achllaHue, 00OMOpPOK

Hapymenus co Heuacto Hapyiienus 3penus, BKro4as JUIUIONHI0, CHUKCHUE
CTOPOHBI OpraHa OCTPOTHI 3PEHUS U YETKOCTH BOCIIPUATHS

3peHus

Hapymenus co Heuacto Cepneunas HEJIOCTaTOYHOCTB?, CHUKECHHE
CTOPOHBI CEPACYHO- apTEepHaIbHOTO J1aBJICHUS

COCYJIUCTOMN

CHUCTEMBbI

Hapymenuns co Heuacto Oppliika, UKOTa

CTOPOHBI
NBIXaTEIbHON

CHCTEMbI, OPraHOB
CPYAHOM KJIETKU U

CpeIOCTEHUS

Hapymenus co

OueHb 4acTo

TomHuoTta

CTOPOHBI UacTto 3amnop, pBota

PKEITyI09HO-

KHUIIIEYHOTO TPAKTA

Hapymienus co |Heuacro Peakiny runepYyBCTBUTEIHHOCTH, 3Y/I, ChITh

CTOPOHBI KOXH H

MOJIKOYKHBIX TKaHEeH

O061me Yacto Y TomIisieMocTh, iepudepruiyeckie OTeKn
HewnssecTHO CHUHIPOM OTMEHBI (CHHAPOM OTMEHBI aTOHUCTOB

paccTpoiicTBa U
HapyIIEHUS B

MCECTC BBCICHHUA

o(paMHHOBBIX PELIETITOPOB)
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JlaGopatopubie u [Hacto CrmKeHne Maccht TeffarBRTodas Cribkenre - - - <!
AmIeTuTa
MHCTPYMCHTAIBHBIC o gacto YBennueHue Maccol Tela
TaHHBIC

! TlanusIii m0604HbI 3pdEKT OBLT 3aUKCHPOBAH B TTOCTPETHCTPAIIMOHHBIX HAOIOACHHSIX.

C BeposTHOCTBIO 95 % KaTeropus 4acTOTHl HE MPEBBIIIACT «HEYACTO», HO MOXKET OBITh HIIKE.
TouyHast olleHKa KaTEeropuH 4YacTOTHl HEBO3MOXKHA, MOCKOJBKY JaHHAs MOOOYHAs peakius He
3auKCcUpoBaHa B 0a3e JaHHBIX KIMHUYECKUX HMCCICIOBAaHUM, colepiKaiiei mH(opMamnuio 1o
1395 nanuenTam ¢ CHHIPOMOM OECITOKOHWHBIX HOT, MPUHUMABIIIHUX MTPAMHUIIEKCO.

Connusocmo

[IpumeHeHre MpaMHIIEKCOJa YacTO CBSI3aHO C COHJIMBOCTBIO M HEYACTO — C YpPEe3MEpHOMH
COHJIMBOCTBbIO B JTHEBHOE BPEMsI M CIllydyassMU BHE3aIIHOTO 3acblnaHus (cM. pasgen «OcoOble
yKa3aHUs»).

Paccmpoiicmea nubuoo

Ha ¢one mpuema npamunexcosia He4acTo MOTYT HaOIIOaThCsl HAPYIIEHUS IMOUAO (TIOBHIIICHKE
WJIU CHIDKCHHE).

Cumnmombl UMNYTbCUBHBIX U KOMNYIbCUBHBIX OCtCM UL

Y manueHToB, TOJNYYAIOMMX TEpalvio aroHUCTamu JodamMuHa, BKIOYAs Ipenapar
[TPAMUITEKCOJI-AJIMYM, mosxeT HaOIr0AaThCsl IaTONOTUYECKasi CTPACTh K a3apPTHBIM UTPaM,
MOBBILICHHE JTUOUI0, TUIEPCEKCYAIbHOCTh, HABA3UMBOE KEIAHUE TPATUTh JEHbIH WIH JeNaTh
MOKYIIKH, KOMITYJIbCUBHOE TIepeeianue (cM. pazaen «OcoObie yKazaHUs»).

B MeXrpynmoBoM peTpOCIEKTHBHOM CKPUHHUHTOBOM WCCIEAOBAHUHA METOJIOM «CIydal —
KOHTpOJbY, BKimouaBmeM 3090 namuentoB c¢ Oonesnbio IlapkuHcona, y 13,6 % wu3 Bcex
MAIMEHTOB, TMOJYyYaBIIUX A0(GaMUHEPTUYECKYI0 WIM He J0(haMUHEPTHYEecKyl0 Tepamuio,
HAOJIOTATNCh CUMITOMBI  PACCTPOMCTB KOHTPOJSL HAJ MOOYXKICHUSMH Ha TMPOTSHKCHUU
MOCIICHHUX MIECTH MecsitieB. HabmoqaemMble MPOsIBICHHS BKITIOYAIN ITATOJIOTHYECKYIO CTPACTh K
a3apTHBIM WIrpaM, HaBSI3YMBOE S>KEJaHHe JeNaTh MOKYINKH, KOMIYJIbCUBHOE TNepeefaHne |
KOMITyJTLCUBHOE CEKCYaIbHOE TIOBE/IeHUE (TUIIEPCEKCYATbHOCTD ).

Bo3moxHbIe He3aBUCHMBIE (DAKTOPBI PUCKA PA3BUTHUS PACCTPONCTB KOHTPOJIS HAJT TOOY K ICHUSIMH
BKJTFOYAJIM J10()aMUHEPTHYECKYIO0 Tepamuio M 0ojiee BBICOKHE J03bI TP J0(pamMuHEprudecKon
Tepanuu, 6osiee MoJI0101 Bo3pact (< 65 jet), He mpeObiBaHue B OpaKe v HATMYKME B CEMbE CTyYacB
MATOJIOTUYECKOTO BICYCHUS K a3apTHBIM UTPaM, O KOTOPBIX COOOIIIAN MAIlUEHT.

Cepoeunas nedocmamouHocms

B Xoje KIMHUYECKHX HCCIEAOBAHWNA M 32 BPEMS IMOCTPETHCTPAIMOHHOTO ONBITA MPUMEHEHUS
OTMEUallach CepjieuHass HeJIOCTaTOYHOCTh Y MAIMEHTOB, MOJTYYaBIIMX Mpamumnexcoil. B xome
(hapMaKodMUIEMHOIOTHYECKOTO UCCIICIOBAaHMs MPUMEHEHHE MpaMHUIeKcoiia ObUIO CBSI3aHO C

IMOBBIIICHHUEM PHCKa CGp}IG‘IHOﬁ HEAOCTATOYHOCTHU II0 CpPAaBHCHUIO C OTCYTCTBHEM €TO

12
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Ilepeno3upoBka

Criyyau BeIpa)X€HHOM IEPEO3UPOBKH HE ONHMCAHBI.

Ilpeononazaemvie cumnmomsi, c8OUCMBEHHbBIE PAPMAKOOUHAMUUECKOMY NPOPUILIO ASOHUCTOS
0ogamunogix peyenmopog. TOIIHOTA, PBOTA, TMIEPKUHE3Us, TAJUIIOLIUHALNY, BO30YKICHNE U
CHI)KEHHE apTEpUAIBHOTO 1aBJICHUS.

Jleuenue: yCTaHOBJIEHHOI'O AHTUAOTAa HE CYILIECTBYET, NPH MEPEAO3UPOBKE PEKOMEHIyETCA
IIPOMBIBAHME JKEIIyJKa, IPUEM aKTUBUPOBAHHOIO YIJIS, CHMIITOMAarudyeckas Tepamus,
BHYTPHMBEHHOE BBEJCHUE KUAKOCTU, KOHTPOJb DKIT'.

[Tpu npusnakax Bo3Oyxaenust LIHC BO3MOXHO Ha3HAUEHUE HEHPOJICTITHKOB.

B3aunmopneiicTBHe ¢ APYTUMH JIeKAPCTBEHHBIMH CPeACTBAMM

Ceasvisanue ¢ benkamu niasmol Kposu

[Ipamunexkcon B He3HauuTenbHOM creneHu (<20 %) cBs3bIBaeTcs C OenkamMH IJIa3Mbl U
noaBepraercsi Ouorpanchopmanmu. [lodToMy B3aMMOACHCTBHS C JIPYTMMH CPEICTBAMHU,
BJIMSFOIIMMH Ha CBSI3bIBaHHE C O€JIKaMHU TUTa3Mbl MITM BBIBEACHHUE 32 CUET OnoTpaHchopmaium,
MaJIOBEpOATHBI. B3anMoaelicTBHE C aHTUXOJIMHEPTUYECKUMU CPELICTBAMU He n3ydainocs. OnHako,
IIOCKOJIBKY aHTHXOJIMHEPTUYECKUE JIEKAPCTBEHHBIE CPEICTBA B OCHOBHOM BBIBOISATCS IIyTEM
OnoTpaHcGOpMaLUK, MOTEHIMAIBFHOE B3aUMOJCHCTBUE C MPAMUIIEKCOJIOM MaJlOBEPOSTHO.
®apMaKOKMHETUYECKOTO B3aUMOJIEHCTBUS C CEJIETMJIMHOM UJIU JIEBOAOIION HET.
Hneubumopul/KonKypenmvl akmueHo2o nymu vbiloelenus npenapama nouKamu

[lumeTnauH coKpalaeT Mo4YeuHbIH KIMPEeHe IpaMUIIeKcoia IpUuMepHo Ha 34 %, BeposSTHO, TyTeM
YTHETEHHUsS] KaTHOHHOM CEKPETOPHOM TPaHCIOPTHOM CHCTEMBI ITOYEUYHBIX KaHaibleB. [loaTomy
JIEKapCTBEHHBIE CPE/ICTBA, KOTOPHIE SIBISIFOTCSI MHTHOUTOpPAMU 3TOr0 META0OJIUYECKOro IMyTH
aKTUBHOT'O BBIJICJIEHUS Iperapara MOYKaMM, JMOO BBIBOASIIUECS STHM IyTeM, Takue Kak
LIUMETHIMH, aMaHTaIMH, MEKCUJIETUH, 3UJA0BYIHNH, LUCIUIATUH, XUHUH U NPOKauHaAMUJ, MOTYT
B3aMMOJICIICTBOBATh C MPAMUIEKCOJIOM, YTO MOXET NPHUBECTH K CHHXXEHHMIO KIHpEHca
npamunexcoia. Cienyer yduTbIBaTh BO3MOXHOCTb CHUYKEHHS J03bl IPaMUIIEKCOJIa IPU MpuemMe
ATHX JIEKapPCTBEHHBIX CpelCTB 0JHOBpeMeHHO ¢ npenapatoM [IPAMUITIEKCOJI-AJINYM.
Couemanue c 1e6000n01i

[TIpu npumenenun upenapara [TIPAMUIIEKCOJI-AJINYM B koMOMHaAIMKM C JIEBOAOION u
yBenmuueHun A03bl  npernapata [IPAMUIIEKCOJI-AJIMYM y mnanueHToB ¢ 0OJ€3HBIO
[TapkuHCOHA pPEKOMEHIYETCS CHM)KEHHE JO03bl JIEBOJOIBI, IpPH O3TOM 103y JAPYIHX
IPOTHBONAPKUHCOHUYECKUX  JICKAPCTBEHHBIX CPEJICTB HEOOXOAMMO MOJIECpPKHUBATh Ha

MMOCTOSIHHOM YPOBHE.
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BcenencTBue BO3MOXKHBIX — aiJMTHBHBIX  3(JieKTOB, ':HJI_TI_I:;IM: E'EJI@%Q@# I%-CEO_M%;{EI[QEaTB

MY OTUETY

IPOSIBIATE OCTOPOKHOCTh INPU IPUEME APYTUX CEJATUBHBIX JIEKAPCTBEHHBIX CPEICTB WU
ankoroiisi B couetanuu ¢ npenapatom [IPAMUIIEKCOJI-AJINYM.

Aumuncuxomuueckue 1eKapCcmeenHvle npenapambl

OnHOBpPEMEHHBIN NPUEM AHTHIICUXOTHUYECKUX JIEKAPCTBEHHBIX CPEACTB M IPaMHUIIEKCONa He
pexomernnyercs (cMm. pasmen «OcoOble yKazaHHs»), HAlpPUMEp, €CIM BO3MOXKEH T0(paMuH-
AQHTarOHUCTHYECKUH dPPEKT.

Oco0ble ykazaHus

Iloueunas neoocmamounocmeo

VY nauuMeHToB € MOYEYHOM HENOCTAaTOYHOCTBIO PEKOMEHIYETCS CHIKEHHUE J03bl Ipernapara
[TPAMUITEKCOJI-AJIMYM (cm. pazaen «Crnocod mpuMEHEHUS | TO3BI»).

Tannroyunayuu

[aqmonmHanuM M CIOYTaHHOCTb CO3HAHMWS — W3BECTHBbIE NMOOOYHBIE APQPEKTHl NpU JEUYCHUU
aroHucTamu no(aMuHa U JIEBOIOTION.

[Nammonuuanuy yaie Habmogatorces npu jedenuun npenaparom [IPAMUIIEKCOJI-AJIMYM B
KOMOUMHAIIMH C JIEBOJIONOH Yy MaLlMEHTOB C pa3BepHyTON cTaaueit 6one3nu [lapkuHcoHna, yeM mpu
MOHOTEpaInuu nanueHToB ¢ 0ose3Hblo IlapkuHcoHa Ha panHell craauu 3aboneBanus. [TanueHToB
clieyeT MpouH(GOPMHPOBATH O TOM, YTO MOTYT PAa3BHBATHCS TAILTIOIMHAIIUY (TIPEUMYIIECTBEHHO
3putenbHble). [lalueHTsl JTOIKHBI OBITh HPEAYNpPEeXIEHBl O TOM, YTO MOTYT HAOIIOAAThCs
raJUTIOLIMHALIMY, BIMSIONIME HAa CIIOCOOHOCTh K BOXKJICHUIO.

Paccmpoticmea konmpons Hao nobyscoernuem

[TarueHTs! U JHIA, KOTOPBIE O HUX 3a00TSTCS, JOJKHBI OBITH MPOMH(MOPMHUPOBAHBI O TOM, YTO B
CBS3M C JICUEHUEM MAllMEHTOB J0(aMUHEPrHYEeCKUMHU CpPEACTBAMHM BO3MOXXHO BO3HHKHOBEHHE
NPU3HAKOB AaHOMAJIbHOT'O MOBEIEHUs (CUMIITOMOB HMITYJIbCUBHBIX U KOMITYJIbCUBHBIX ACHCTBUIL),
TaKOT'0 KaK CKJIOHHOCTb K Tlepee/laHI0, HaBA3UMBOE JKEJIaHUe J1e1aTh MOKYIKH (MTaTOJI0rMYeCKH
HIOMIIMHT), MOBBILIEHHE JUONI0, TUIEPCEKCYalbHOCTh W MMATOJIOTMYECKas TsAra K a3apTHHIM
urpaMm. B Takux ciaydasix T0JKHO ObITh paCCMOTPEHO PEIICHUE O CHUKEHUU J103bl/TIOCTEIIEHHOM
IIPEKPALECHUH JICUECHHUS.

Manus u oenupuil

3a manMeHTaMu cieayeT MPOBOAUTH PEryNIpHOE HaOII0JeHHE Ha MpPeaMeT Pa3BUTHS MaHUU U
nenupus. [lanueHTs! ¥ auIa, OCyIIECTBISIONUE YXO/ 38 HUMU, TOJKHBI ObITh OCBEOMIIEHBI, YTO
MaHHUS W JEJIUPUA MOTYT BO3HHMKHYThH y MAallMEHTOB, IPUHHUMAIOIMX NpaMuneKcosl. B cimyuasx
Pa3BUTHS TOTOOHBIX CUMIITOMOB CJIEIyeT PELIMTh BOIPOC O CHUYKEHUH JI03bI IIpernapaTa Uil ero

OTMCHC.
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HauueHmbl C ncuxomu4ecCKumu HapyueHusimMu

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

VY NanueHToB ¢ NMCUXOTHYECKUMH pacCTpPOHCTBaMU Ha3HaueHHE AO0(AaMHHOBBIX aroHHCTOB B
COUYETaHUH C IIPAMUIIEKCOJIOM BO3MOKHO TOJIBKO I1OCIJIE MPEABAPUTEIBLHON OLIEHKH BO3MOKHOTO
COOTHOUIEHUS «PHUCKA — MOJIb3bD» IpueMa npemnapata. OJHOBPEMEHHBIN IPUEM ITpaMUIIEKcoa U
AQHTUIICUXOTHUYECKUX CPEJICTB HE PEKOMEHAYETCS, HalpuMep, €clIM BO3MOXEH T0(aMHH-
a"HTtaronuctuueckuii 3ddexr (cm. paszmen «B3aumopeicTBue ¢ APYrUMH JIEKapCTBEHHBIMHU
CPEICTBAMMU»).

Opmanvmonocuueckuii MOHUMOPUHS

PekomennyeTcss MpoBEpATh 3pEHUE UYEpe3 OIPEACIICHHbIE MHTEPBAJIbl BPEMEHH WM K€ Cpasy
1ocjie Ha3HA4Y€HHUs IpenapaTa py HaJIMYUU HapyLIEeHU 3peHHUs.

Taoicenvle cepdeuno-cocyoucmole 3a001€6aHUL

HeoOxoaumMo MpoOSIBIATE OCTOPOXKHOCTh MPHU HAIMUYMKU y OOIBHOTO TSDKEJIOTO CepAeyHO-
cocyaucToro 3aboneBanus. B CBS3U C PUCKOM pPa3BUTHS OPTOCTATUYECKOW THIIOTEH3WUU IMPHU
pOBEICHUN T0(paMUHEPTHUECKOW Tepanmuu PEKOMEHIYETCS KOHTPOJIHMPOBATH apTepHATBLHOE
JlaBJI€HUE, OCOOCHHO B Hayaje JCUYEHUsI.

Juckunesus

[Tpu npumenenun mnpemnapara [IPAMUIIEKCOJI-AJINYM B komMOMHAIMM € JIEBOJOMOW Ha
NO3AHMUX cTagusx O6onesHu [lapkuHCcoHa, Ha HaYaIbHOM 3Talle MOAOO0PA 103bI MOXKET Pa3BUTHCS
JTVICKUHE3HSI, B CITydae MOSIBICHUS KOTOPOU 03y JIEBOJOIBI HEOOXOAUMO YMEHBIIHTb.
Jucmonus

VY nanueHToB ¢ 0one3Hbo [lapknHcOHa MOXeT HaOII0AaThCS TAKOE HApYILIEHUE, KaK aKCHaJIbHas
JUCTOHHUS B BUJE aHTEKOJUIMCA, KAMIITOKOPMHMU MJIU IUIEBpOTOTOHYca (cuHapoma «IlnzaHckoit
OamHny). [lomydeHbl eAMHUYHBIE COOOLIEHHUS O Pa3BUTHM AMCTOHMM TOCJIE Hayajia JIEYCHHS
aroHucTaMu 10()aMHUHOBBIX PELENTOPOB, B TOM YHCJIE MPAMUIIEKCOJIOM, OHAKO HAJTMUUE YETKOU
IIPUYMHHON CBSI3M MEXIy TEpalueld M 3TUM HapyLIEHHEM HE YCTaHOBJIECHO. /IMCTOHHSA MOXKET
pa3BUBAThCSl TAK)KE U CIYCTSI HECKOJBKO MECSIEB IOC]E Hayaja JIEYEHHS BbIlIEyKa3aHHBIMU
npenapaTamMy WIM U3MEHEHMs peKuMa UX J03UpoBaHUs. B ciyyae pa3BUTHS TUCTOHUU CIEAYET
HEPEeCMOTPETh PEXHUM MPUMEHEHHs T0(paMUHEPrHUECKUX MpernapaTtoB U MpU HEOOXOAUMOCTH
CKOPPEKTUPOBATH €TO.

Buezannoe 3aceinanue u connugocmo

[TarueHTOB CiieyeT MpeaynpexiaTh O BO3MOKHOM ceaTUBHOM 3¢ dekTe mpemnapara, BKI0Yas
COHJIMBOCTb U BHE3AITHOE 3aChIIIaHUE BO BPEMsI JHEBHOU JesATeNbHOCTH. Cilyyau 3achlllaHUs BO
BpeMs IMOBCEIHEBHON AEATENbHOCTH, MHOTA 0€3 KaKuX-TM0O0 MpeAlIecTBYIOIUX MPU3HAKOB,
orMmeyanu Hewacto. [lammentam cinenyer oOBSCHUTH, UTO B Cilydae IMOSBJICHHS MOBBIIICHHON

COHJIMBOCTH WJIM 3IIU30J0B BHE3AIMHOT'O 3aChIIIaHUA BO BPEMS HHGBHOI\/'I AKTHUBHOCTH (HaanMep,
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IpU Pa3roBope, MpuemMe MUIIM U T. 1.), KOTOpble Moryﬂ%ﬁ%%“ﬂ%gbgﬂ;ﬁﬁ' g:r';'c-'ﬂnoz[

JICYCHHMSI, UM HEJIb35 YIPABIATH TPAHCIIOPTHBIMHU CPEICTBAMH MJIM Y4aCTBOBATH B MOTEHIIMAIBLHO
OMAaCHBIX BHUJAX JEATEIBHOCTH, W CIEAyeT MPOKOHCYIBTHPOBATHCS C BpadoMm. HeoOxoammo
paccMOTpeTh BONPOC 00 YMEHbIIEHUH JJ03bI MJIH ITPEKPAIIEHUH TEPANNU IIPEIapaToM.

N3-3a BO3MOKHOCTM pa3BUTHs aAJUTHBHOTO H(pdeKkTa HEoOXOAUMO C OCTOPOKHOCTBIO
IIPUHUMATH OJIHOBPEMEHHO C IPAMUIIEKCOJIOM JIPYIUE CEJaTUBHBIE JIEKAPCTBEHHbIE IPENapaThl
WIH aJIKOTOJIb.

Cunopom ommenvl

3aperucTpupoBaHbl ciaydau Pa3BUTHUSA CHHJpPOMa OTMEHBI JIEKAPCTBEHHOIO IIpernapara BO BpeMs
WIA TIOCJIE MpPEKpalleHus] NpHeMa aroHUCTOB JI0(aMHUHOBBIX pPELENTOPOB, B TOM YHUCIE
npamunekcona. K ¢akropam pucka MOXXET OTHOCHUTBHCS BBICOKAs KyMYJISATHBHAS SKCIO3MILIUS
nohamuHepruyeckux npenapatoB. CUMITOMBI OTMEHBI HE OTBEYAIOT HA IPUMEHEHUE JIEBOIOTIBI.
OHM MOTYT BKJIIOYATh araTUIO, TPEBOXKHOCTD, JIEIPECCHI0, YTOMIISAEMOCTh, TOTIUBOCTh U OOJIb.
[Ipe’xne yeM NAUEHT NPEKpPaTUT NPUMEHEHHE IpernapaTa, €ro ciaeayeT MNpeaylNpennTb O
BO3MO)XHOCTH BO3HUKHOBEHHUSI CHMIITOMOB OTMeHbl. Cienyer NpOBOAMTH TILATEIbHbBIN
MOHUTOPHHI COCTOSIHUS MAIMeHTa BO BpeMs U Iocje OTMEHbI Ipenapata. B ciyuae passurus
TSKEJIBIX CUMITOMOB OTMEHBI MOYKHO PAacCMOTPETh BO3MOXHOCTh BPEMEHHOI'O BO300OHOBIICHUS
TEpanuy arOHUCTaMU T0(PaMHHOBBIX PEIETITOPOB B MUHIUMAaILHOH 3¢ (pekTuBHOIM 103€.
Menanoma

ONuAEeMUOJIOTHYECKUE UCCIEI0BaHMsl TOKa3aiau, YTO Yy MAalUeHToOB ¢ Oose3Hbro IlapkuHcoHa
UMeeTCsl BBICOKMH pUCK (0T 2 10 MpHOIM3UTENBbHO 6 pa3 BbIIIE) Pa3BUTUS MEIAHOMBI, YEM Y
oOuieil nomynauuu. SBisieTcs Jiu 3TOT MOBBIIEHHBIN pUCK ciieicTBUEM 0ose3Hu [lapkuHcona i
CBs3aH C JApYruMu (akTopaMu, TaKUMHU KaK IpPHUEM JIEKapCTB, KOTOPBIE HCHOJB3YIOTCS MpHU
6one3nu [lapkuHCOHA, HEN3BECTHO.

BcenencTBue npuurH, NpUBEAECHHBIX BBIIIE, TAIUEHTHI U JIULA, KOTOPbIE O HUX 3a00TATCS, JOTKHBI
ObITh NPOMH(MOPMHUPOBAHBl O TOM, 4YTO B NEPUOA NpUEMa MPAMHUIIEKCOJa HWIH JPYTUX
no(paMHUHEPrUUECKUX JeKapCTB HE00X0IMMO BHUMATEIbHO OTHOCUTHCS K BO3MOYKHOMY Pa3BUTHIO
MEJIAHOMBI.

3nokauecmseennvlll HelipoIenmu4ecKuti CUHOpOM

HmeroTcst cooO1IeHus 0 TOM, 4TO MPU BHE3AITHOM MPEKPAILLIEHUH Tepanuu J0(paMUHEPTUIECKUMU
npernapaTaMu MOTyT HaOJI0JaThCsl CHMIITOMBI 3JI0Ka4Y€CTBEHHOTI'O HEUPOJIENTHYECKOI0 CUHIpOMa
(cM. pazgen «Croco0® MpUMEHEHUS U A03b1»).

Ycunenue cunopoma 6ecnokotinwix Hoe

CooOuieHus B IUTEpaType CBUIAETENILCTBYIOT O TOM, YTO JIEUEHUE CHHIPOMa OECIOKOMHBIX HOT

no(paMHUHEPrUUeCKUMHU MIpernapaTaMi MOXKET IPUBECTH K €0 YCUIICHUIO.
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aHHOE yCHUJICHHUE MPEACTABIIIIO0 co00i Oosiee paHHEee d&'&ﬁ%%ﬁé}ﬂ%@ﬁﬁ%ﬁ%éjﬁé%bOM
A y p

(umu axke BO BTOPYIO IIOJIOBHHY [IHS), YCWJIEHHWE 3TOM CUMITOMAaTUKH M PaclpOCTpaHEHHE
CUMIITOMOB Ha Jpyrue KOHEUYHOCTH. Bmecrte ¢ TeMm, B IpPOBEIEHHOM 26-HEIEIbHOM
KOHTPOJIMPYEMOM KIIMHUYECKOM HCCIIEI0OBAaHUH, CIIELIMATIBHO TOCBAIEHHOM H3YYCHHIO JAHHOTO
s¢¢exra, He ObUIO BBIBICHO 3HAUUTEIILHONW Pa3HULIBI B YCUJICHUM KIMHUUYECKONW CUMIITOMATUKU
MEXly TpyIIaMu IpaMuIieKcoa 1 mianedo.

Biansinme mnpenmapata Ha cHOCOOHOCTH YNPABJEHUSI TPAHCHOPTHBIMH CpeaCTBaMH,
MeXaHUu3MaMHu

[Ipamunekcon MOXKET OKa3blBaTh 3HAYUTEIbHOE BIMSHUE HA CIOCOOHOCTh YIPaBIIATh
TPAHCHOPTHBIMH CPEICTBAMH WM paboTaTh ¢ MEXaHU3MaMu. MOTryT BO3HUKATh T'aJUTIOLMHAIIMA
WJIU COHJIMBOCT.

[TauMeHThl, NPUHUMAIOLIME [PAMUIIEKCOJ, Y KOTOPBIX pPAa3BUBAIOTCS COHJIMBOCTh W/HIU
BHE3aIHbIE IPUCTYIIBI CHA, JOJKHBI ObITh HHPOPMHUPOBAHBI O HEOOXOUMOCTH BO3JEPKATHCSA OT
yIpaBiIeHUS TPAHCIIOPTHBIMHU CPEJICTBAMU WJIM 3aHATUN J1E€ATENbHOCTBIO, NPU KOTOPOW H3-3a
0cJ1a0JIEHHOW OAUTENbHOCTH OHU MOTYT IOJABEpPraTh ce0sl WM JIPYIMX ONACHOCTU IOJYyYEHHS
Cepbe3HOM TpaBMbl WM CMEpPTH (Hampumep, Npu padboTe ¢ MEXaHU3MaMHU), 10 MCUE3HOBEHMS
YKa3aHHBIX CUMIITOMOB.

®opMa BbINIYCKa

Tabnerku, 0,25 Mr u 1 mr.

[To 10 TaGneTrok B KOHTYPHYIO SYEHKOBYIO YHNAKOBKY W3 IUIEHKHU MOJUBUHMWIIXJIOPUIHOW WIIH
rwienku [IBX/TIBAX u ¢oabru amoMUHHEBOH e4aTHON JTaKMPOBAHHOM.

ITo 1, 3 KOHTYpHBIE TUEHKOBbIE YIIAKOBKH BMECTE C MHCTPYKLHEH IO MPUMEHEHHIO TIOMEUIAt0T B
MayKy U3 KapTOHA.

YcaoBus ornycka

OTnyckaroT 1o penenty.

YciaoBust XxpaHeHust

XpaHuTh 1pu Temreparype He Boie 25 °C.

XpaHUTb B HEJOCTYITHOM ISl IETEH MECTE.

Cpoxk rognocTu

3 rona.

He npuMeHsTh 10 UCTEUEHNHU CPOKA TOJHOCTH.

IIpounsBoauTeb/ Opranu3anus, NPUMHUMAIOINAS NPEeTeH3HU NoTpeduTeen

AO «AJIMYMy, Poccus.

MockoBckas 001., r.0. Cepmyxos, . O6osieHck, Tep. KBapran A, 1. 2.
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MockoBckas 00:1., T.0. CepriyxoB, . O6oneHck, Tep. Kapran A, 1. 2, ctp. 1.

Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru
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