CocrTaB

Oetlicmsyrouiee seuLecmao: 1 TabreTka, TOKPLITasi 000JI0YKOM, COTEPKUT 5 MT
po3yBacTaTHHa (B BHOe KaJlblUs pO3yBacTaTUHA);

gcnomMmozamesibHble gewecmasd: IeJllIloJIo3a MUKPOKPHUCTAJIIIMYeCKas, JIaKTO03a,
KPOCITIOBHUOOH, KPEMHHUA NUOKCHU[ KOJIJIOUOHBIW, MarHus cTeaparT

n/ieHouHas 060/104Ka: MeTaKpUJIaTHBIM comonuMep, Makporos 6000, TuTaHa AMOKCUT
(E 171), nakTo3a.

JIekapcTBeHHas1 GpopMa

TabeTKy, ITOKPHITHIE TIJIEHOYHOM 000T0YKOM.

OcHoBHble (pu3uKko-xumuyeckue ceolicmaa: 6em0ro UBeTa Kpyrible, HECKOJIBKO
OBOSTKOBBIIYKJIbIE, TIOKPBITHIE IJIEHOYHOM 000JI0OYKOM TabIeTKU CO CKOIIEeHHLIMU
KpasiM#i U C TPaBUPOBKOM «5» C OOHOM CTOPOHHI.

dapMakoTepaneBTHYECKasi Ipynmna

lTumonununoemMuyeckue cpenctBa. MHrubutopsl I'MI-KoA-penyKTa3Hl.

Kog ATX C10A AO7.
®dapMaKOAMHaAMHUKa

Po3yBacTaTvH CHUKAET IOBHIIIIEHHBIE KOHIIEHTPAIIuK xonectepuna JITTHII, obmiero
XOJIeCTepUHAa U TPUTJIULEPUAOB U YBEeJIMYUBAET KOHIIEHTPalUU X0JIeCTeprUHa
JIUIIONPOTENA0B BEICOKOU moTHOCTH (JITIBIT). OH TakKe 3HAYUTEIbHO CHUXKAET
KOHIIEHTPALIMIO allOJIMIIOIIPOTENHA B, X0necTeprHa TUIONIPOTENAOB HEBEICOKOM
nnotHoctu (JITIHBII), xonectepuna JITIOHII, tpurnunepugos JITTIOHII u
yBeIn4duBaeT KOHIleHTpanuo anonunonporenHa A-I. [Ipemapat Pokcepa® Takxke
yMeHbIIaeT COOTHoIneHue xonecteputa JITTHIT/XC JITIBII, obmiero xonecrtepuHa /
xonectepuHa JIIIBII u xonectepuna JITTHBII/xonectepuna JIIIBII, a Takxke
anosuionporernHa B/anonunonporerHa A-l.

TepaneBTuueckui 3PeKT JOCTUTAETCS B TeueHUe 1 Hemesu mocjie Hadalla JIiedeHus,
a 90% makcumanbHOTO0 3d)deKTa 1edeHusT JOCTUTAeTCs Yepes 2 Helellu.
MaxkcuMasnbHBIN 3G GEKT, KaK IIPaBUJIO, JOCTUTAETCA Yepe3 4 HeJenu u
MIOONEePKUBAETCS B TEUYEHHUE JIEYEHUS.

dapMaKOKHHETHKA



Abcopbuus

MakcumalibHbBIE KOHIIEHTPAIIMX PO3yBAaCTaTHHaA B IIJIa3Me€ KPOBH OJOCTUTAE€TCA Yepes3 5
YaCoOB IIOCJIE IIEPOPAJIBHOIO IIPUMEHEHHUA. BI/IOJIOCTYHHOCTB COCTAaBJIAET IIPUMEPHO
20%.

PacnpedeneHue

Po3yBacTaTuH 3KCTEHCUBHO IIpEBpAIlaeTCs B IIeYeHHU, KOTOPas SIBIASETCS ITE€PBUYUYHLIM
IIEHTPOM CHHTEe3a X0JIeCTepruHa U KiIupeHca xonectepuHa JITTHIT. O6beMm
pacmnpepneieHrs: po3yBacTaTuHa cocraBisgeT npuMepHo 134 5. [Ipumepro 90%
po3yBacTaTHHa CBI3bIBAaE€TCs C OeJIKaMM I1JIa3Mbl, TJIaBHBIM 00pa30M C albOyMHUHOM.

Memaboausm

Po3yBacTaTuH IIPOXOOUT OrpaHUYEeHHBIN MeTabonu3M (nmpuMmepHo 10%).
HUccnepoBanus MeTabonu3Ma in vitro ¢ mpuMeHeHUEM TellaTOIIUTOB YeJIOBEKa
YKa3bIBalOT Ha TO, YTO PO3yBaCTaTHUH OABEPraeTCs TOJIbKO MUHUMAaJIbHOMY
MeTabonu3My Ha oCHOBe 450 1 9TOT MeTab0JIM3M He SBIISETCS KIIMHNYECKU BayKHbBIM.
CYP2C9 06bI7T1 OCHOBHBEIM U30EePMEHTOM, TPUHUMABIINY yYyacTue B MeTabOIU3Me, C
2C19, 3A4 u 2D6, KoTOphIe OBLIN BOBJIEUEHEl B MeHbIIel crerneHr. OCHOBHBIMU
OIpefeeHHIMU MeTab0oIuTaMu ABASIOTCSA MeTabonuTh N-ge3MeTus U JaKToHa.
MeTabonut N-me3MeTus npubnau3uTenbHo Ha 50% MeHee aKTUBHEBEIM, YeM
po3yBacTaTuH, popmMa JJaKTOHa CUYUTAETCs KIMHNYECKU HeaKTUBHOM. Po3yBacTaTuH
numMmeet 6onee 90% MHrUOUTOPHOM aKTUBHOCTHU B oTHOomeHuu [ MI'-KoA-penyKTas®hl,
IIUPKYIUPYIOIIel B 0011eM KpoBooOpaIleHus.

Bwisoo

[TpumepHO 90% [O3BI pO3yBacTaTHHa BEIBOOUTCS B HEU3MEHEHHOM BHUIE C QeKalusiMu
(cocTouT 13 abcopOMPOBAaHHOM U HeamCcOpOMUPOBAaHHOTO aKTUBHOTO BellleCTBa), a
OCTATOK BBIBOOUTCS C MO4UOM. [IpruMepHO 5% BHIBOOAUTCS B HEU3MEHEHHOM BUIE C
Mouoli. [Tepuon monyBEIBEmeHUS cocTaBisieT okono 20 gacos. [Tepuon
MIOJTyBBIBEAEHUS HE YBEIUYUBAETCS IPU BEICOKOW MO3UPOBKE. ' eoMeTpUUeCKH
CpeOHUU KIIUPEHC U3 MJIa3Mbl KPOBUM COCTaBJIAeT OKOJI0 50 muTpoB/4ac (Ko3pPULIEeHT
Bapuanuu 21,7%). Kak u ¢ gpyrumu naruobutopamu ['MI'-KoA-penykTassl, 3axXBaT
IeYeHbI0 po3yBacTaTHHa IMpuBIeKaeT MeMOpaHHLIU TpaHcrmopTep OATP-C. 9ToT
TPaHCIIOPTEDP SBJISETCSA BaKHBLIM [1JI1 BEIBOJla pO3yBacTaTUHA U3 II€YEHHU.



JIuHeliHOCMb

CucteMHas 9KCIIO3UIINS PO3yBacTaTUHA YBETUYNBAETCS ITPOIIOPIIMOHAILHO
yBEeJTUYEeHUNI0 O03bl. HeT HUKakKoi n3MeHeHUs 110 papMaKOKMHETUYECKUM IIapaMeTpaM
IocJjie MHOTOKPATHOT'O €KeJHEBHOI'O ITPUMEHEHU .

I'pynnsl nauueHmos

Paca

dapMaKOKMHETHYECKHUE UCCIeN0BaHUd JEMOHCTPUPYIOT IIOBHIIIEHNE ITIPUMEPHO B 2
pa3a AUC u MakcUMaJIbHOM KOHIIeHTpPallui po3yBacTaTUHA Y ITalleHTOB -
IpencTaBUTENEeN HapOoOoB A3uu (SMOHIIEB, KUTAlIeB, GUINNNNHIIEB, BbeTHAMIIEB U
KOpeNIieB) IO CPaBHEHUIO C MMallMeHTaMHt €BPOIEeOUOHOMN packhl; Y UHOYCOB
HaOJIrogaeTcst yBen4yeHue npuMepHo B 1,3 pa3a cpepuux 3HaueHut AUC u
MaKCHMaJllbHasl KOHILIeHTpauusa. PapMaKOKMHETUYECKUM aHaIu3 IPYIILI HallieHTOB
He 0OHapyKUJI HA OOHOM KIIMHUYECKH 3HAaYMMOM pa3HUILI B hapMaKOKUHETHUKE
MeXK[y IpedCTaBUTENSIMU €BPOIIEOUOHON U HETPOUOHOU pacH.

IToueuHass HeOocmamoyHOCMb

Bo BpeMs uccienoBaHUs C y4aCTUEM ITAIIMEHTOB C PA3/INYHOMN CTENEHbIO HaPYyIIeHUT
byHKITMM TOYEK JIeTKOoe UJIM yMepeHHoe 3a00IeBaHus IT0UYeK He MOBJIMAJIO Ha
KOHIIEHTPAIINI0 PO3yBacTaTUHA UIu MeTabomuTa N-ge3MeTus B mjia3Me KPOBU. Y
MMAIMEHTOB C TSIXKEeJIBIM HapylleHneM GYHKIIUYU ITOoYeK (KIupeHc KpeaTuHuHa <30
MJI/MWH) KOHIIEHTPAIIKS B IJIa3Me KPOBU YBEeIUYMIach B 3 pa3a, a KOHIeHTPaIus
MeTabonuTa N-Ie3MeTusl CpaBHEHHUIO C COOTBETCTBYIOIIMMHU IIOKA3aTeJIIMU Y
3[OPOBHIX TOOPOBOJIBLIEB - B 9 pa3. KoHlleHTpaluu po3yBacTaTUHA B IIJla3Me KPOBU B
CcTaOUIBbHOM COCTOSTHUM Y ITAllMEeHTOB, KOTOPHIE ITPOXOAST CeaHChl reMoauasnu3a, OblIu
npuMepHo Ha 50% Oosbllie, Y4eM Y 3[M0POBBIX TOOPOBOIBIIEB.

ITeueHoYHass HeOoCcMAamMo4YHOCMb

Bo Bpems uccienoBaHUs C y4aCTHEM ITAIlMEeHTOB C Pa3HOM CTeIleHbI0 HapyIIeHUs
byHKITMY TeyeHU He OBbIJI0O HU OJTHOTO JOKa3aTeIbCTBA ITOBHIIIIEHUS 9KCIIO3UIINH K
po3yBacTaTHWHA y MMAIlMEeHTOB C ITOKa3aTelsIMu 7 ¥ MeHbIIe 110 Kinaccudukamum Yaumnm-
[Trt0. OgHAKO MOBHIIIEHHAS CUCTEMHAS 9KCIIO3UIIUSI MUHUMYM B 2 pa3a Habmomanach



Yy OBYX IMAllMEHTOB C IToKa3aTenamu 8 u 9 mo knaccupukanuu Yaung-I1eio.
IToxazanus

JleueHue 2unepxosiecmepuHemuu

B3pocneiM, nogpocTkaM u geTtsaM ctapiie 10 et ¢ mepBUYHOU
rumnepxosiectepuHeMuei (tuma Ila,, B TOM 4ucjie Cc reTepO3UrOTHOU CEMENHOU
TUIepxoJjieCTEPpUHEMUEN) UTK CMelllaHHOU gucnunugemuen (tuna [Mb) kak
OOIIOJIHEeHUE K AueTe, Korga co0JoeHe OJUeTH U IpUMeHeHue OPyTrux
HeMeOUKaMeHTO3HBIX CPEeOCTB (HanmpuMep Gu3ndeCKUX yupaXKHeHNM, CHUXKEeHNe
MAacCHI TeJjla) SIBJISIeTCS HeJOCTaTOYHBIM.

[Tpy TOMO3UTOTHOU CEMEUHOM TUIIePX0JIECTEPUHEMUHU KaK OOIIOJIHEHUE K JUeTe U
OPYTUX JIUIIUOOCHUKAIOIUX CPEACTB JedeHus (HanpuMmep adepesa JITTHII) unu B
Clly4asx, KOrma TakKoe JIeueHUue SBJISIeTCS HeYMECTHBIM.

IIpogusrakmuka cepdeuHo-cocyOucmuix HapyweHuu

[IpemoTBpallleHle 3HAYUTEILHEIX CePAeYHO-COCYAUCTRIX HapyIIeHUH Y IallieHTOB,
KOTOPBIM, TI0 OITeHKaM, T'PO3UT BEICOKHU PUCK IIEPBOTO CIydasi CePOeUYHO-COCYIHUCTOrO
HapyIIeHus, KakK JOIOJIHEeHNEe K KOPPEKINHU OPyrux (akKTOPOB PHCKA.

IIporTuBONIOKa3aHUA

ITo3bl 5 me, 10 me, 15 m2 u 20 M2 npomuBonoKa3dHbul:

e TIAITMEHTaM C MOBBIIIEHHON YYBCTBUTEILHOCTHIO K PO3YBACTATUHY UJIH K JIIOO0OMY
HEaKTUBHOMY MHTPEOUEHTY;

e TIallieHTaM C 3a00jieBaHNEM eYeHU B aKTUBHOU (pa3e, B TOM YHCJIe HEM3BECTHOM
9THOJIOTUY, CTOMKOE IIOBLIIIIEHNE YPOBHS TpaHCaMKHa3 B CHIBOPOTKE KPOBU U
YPOBHS 110001 TpaHCaMHHa3kl B CEIBOPOTKe Oojiee yeM B 3 pa3a 00jiee BEPXHIOIO
TPaHUIly HOPMHI;

e TAIlMEHTaM C TSXKeJIBIM HapyllleHneM QyHKIINHU IMoYeK (KITUpeHC KpeaTuHuHa <30
MJI/MHUH);

e TTAIIMEHTAM C MUOIIATUEH;

e MMalMeHTaM, IMOIIYTHO IPUHUMAIOT IIUKJIOCIIOPUH;

e TIaIfeHTaM C yKe CyLIeCTBYIOIIUMHU (paKTopaMH AJId MUOTOKCUYHUX
OCJIOKHEHUU;



e B mepuog 6epeMeHHOCTH U KOPMJIEHUS TPYObI0, @ TaKXKe XeHINHaM
PENpPOOyKTUBHOTO BO3pacTa, KOTOPhIE HE UCIIOJIL3YIOT COOTBETCTBYIOIIHE
CpencTBa KOHTPAILIENIIUH;

e netsaM mo 10 mer.

B3auMoOaeHCTBHE C IPYTHMH JIEKapCTBEHHBLIMH CPEICTBAMH H IPpyrue BUAbI
B3aMMOIEeHUCTBUHA

Po3syBacTaTuH sBisieTcss cyOCTPAaTOM [JIs ONIPEedeIeHHBIX TPAHCIIOPTHHIX OEJIKOB,
Bkitodass OATP1B1, uTto obecnedynBaeT me4eHOYHBIN TPAHCIIOPT, U 9(PJIIOKCHOTO
nepenocuuka BCRP. OgroBpeMeHHOe BBeleHUe Pokcepu® C 1eKapCTBEHHBIMU
CpenCcTBaMU - UHTUOUTOpPaMU 3TUX TPAHCIIOPTHHEIX OETKOB MOKET BhI3BaTh MOBLIILIEHUE
KOHIIeHTPAllUU PO3yBaCTUHY B IJITa3Me KPOBU U YBeJIMUYEHUIO PUCKA MUOIIATUU.

Korpa Heo6xogumo IpuMeHsSaTh Pokcepy® BMeCTe C OPYyTrUMU JIeKapCTBEHHBIMU
CpencTBaMH, MOBHIIIAIOIIMMY 3KCIIO3UILINIO pO3yBacTaThHa, 003kl Pokcepa® cnenyer
KoppeKkTupoBaTh. CiegyeT HauMHATh C MO3El 5 MT' OMH pPa3 B CYTKHU, €CJIN 0XKUOAETCS
pocT akcno3uruu (AUC) npubGIu3uTesIbHO B 2 pa3a uau 0osblile. MakcuMaIbHas
cyTouHas mo3a Pokcepa® monxkHa OBITh CKOPPEKTHPOBaHA TaKUM 00pa30M, YTOOBI
oXHAaeMas 9KCIIO3UILMS pPo3yBacTaTHHA He IIpeBHIIIaiia KOHIIEeHTPaluin, OTMedaeTCs
TOorga, Korga nmpueM CyTO4HOU Ho3bl 40 Mr Pokcephl® mpOuCXOOUT IPU OTCYTCTBUU
B3aMMOEeUCTBUS TeKapCTBEHHBIMU cpeacTBaMu. Hampumep, mo3a 5 Mr Pokcepr®
IIPHU OOJHOBPEMEHHOM IIPUMEHEHUHU C IIMKJIOCIIOPUHOM (yBenudeHue sKcuno3unuu B 7,1
pasa), mo3a 10 mr Pokceprl® npu OOHOBPEMEHHOM IIPUMEHEHUU C KOMOWHaIuen
puTOHaBUp/aTaHa3aBup (yBenumdenue B 3,1 pa3a), u go3a 20 mr Pokcepu® mpu
OOHOBPEMEHHOM ITpuMeHeHUU ¢ reMpubpos3unom (yBenudenue B 1,9 pasa).

AHmauuodbl

OmHOBpPEMEHHOE BBeeHNE PO3yBacTaTHHA C CYCIIeH3Uel aHTalluA0B, ComepKallux
QJTIOMUHUM M MarHUS TUAPOKCHU[, IPUBOOUT K YMEHBIIIEHUIO KOHIIeHTPaIIUuU
po3yBacTaTHUHa B Ijia3dMe KpoBU Ha 50%. IT0oT 3pPeKT ymeHbIIanCcs, KOorga aHTalu
IIPUHUMAJIHX 3a 2 Yaca IocJjie po3yBacTaTuHa. KnuHuYeckass 3HaYUMOCTh 9TOTO
B3aMMOIENCTBUS HE U3y4asocCh.

deHopubpamui, npou3sodHble pubposoll Kuca0mul

XoTs He HaOM0anMoch HUKaKoM (papMaKOKUHETHUYECKOr0 B3aUMOOENCTBUS MEXKIY
po3yBacTaTUHOM U peHopudpaToM, MOKET UMEThH MEeCTO (hapMaKOOUHAMHUYECKOe
B3auMopencTtaue. 'empubpo3un, penopudbpat u apyrue ¢pubpoeBbie KUCIIOTHI,



BKJII0OYasd HUKOTMHOBYIO KUCJIOTY, MOT'YT IIOBHIILIATh PUCK MUOIIATUHU IIPHU
OOHOBPEMEHHOM BBefieHUU ¢ uHruoutopamu ' MI'-KoA pemykTashl.

IMukaocnopuH

B mepuropn omHOBpEMEHHOTO ITPUMEHEHU ITpenapaTa Pokcepa® U IIMKIIOCIIOPUHA
3HaueHue AUC po3yBacTaTuHa OBUIM B CpeHEM IIPUMEPHO B 7 pa3 BHIIIE, YeM Te, UTO
HaOJII0gaInCh Y 300POBLIX M0OpoBOIbIEeB (cM. Tabnuny 2). Pokcepa®
ITPOTHUBOIIOKA3aHa IMalieHTaM, KOTOPble OMHOBPEMEHHO MOJIYYaloT IIUKIOCIIOPUH (CM.
Pasgen «IIpoTuBOIOKa3aHusg»).

OnHOBpPEMEHHOEe IPUMEHEHNe He BIUSJIO Ha KOHIIEHTPalMio IUKJIOCIIOPHUHA B IIJIa3Me
KPOBH.

AHmMazoHuUcmusl sBumamuHa K

Kak u B ciiyyae mpuMeHeHUs Opyrux uHruoutopos 'MI-KoA penyKTa3bl, Ha4aJlio
nedyeHus Pokcepou ® uiu MOCTEIIEHHOE IIOBHIIIEHUE €€ OO3bl Y ITallueHTOB,
OOHOBPEMEHHO IIPUHUMAIOIINX aHTarOHUCTH BuTaMuHa K (Hanpumep BapdapuH uUiu
OPYTrUX HENPSIMBIX @HTUKOAT'YJISTHTOB), MOXKET IIPUBECTU K IIOBBIILIEHUIO
MeXOYHapPOOHOT0 HOPpMajn30BaHHOT0 cooTHoueHus (MYC). ITocne oTMeHH
Pokceps® unu ymeHsiieHusa 003sl MUYC MoOXeT yMEHBIMUTLCA. B TakKux ciiy4yasax
XKeJlaTeIbHO COOTBETCTBYIOIIMM 00pa3oM KOHTponupoBaTh MYC. ¥V nmaiueHTOB,
IIPpUHUMAIOIINX aHTarOHUCTEL BUTaMuHa K, pekoMeHayeTcsa KOHTpoaupoBatb MYC Kak
B Hayvajie jiedeHUsa Pokcepou®, Tak U MOCje IpeKpalleHus Ul IpU IOociIenyrneM
U3MEHEHUU ee NJO3UPOBKY.

HHaubumopsl npomeaswl

XOTsI TOYHBIM MeXaHU3M B3aMMOJENCTBUS HEU3BECTEH, OOHOBPEMEHHOE IIPUMEHEHNE
MHTUOMTOPOB MPOTEa3hbl MOKET 3HAUUTENBHO YBEJIMYUBATh SKCIIO3UIIUIO
po3yBacTtaTtuHa (cMm. Tabnuiy 2). Hanmpumep, B uccnemoBaHum hapMaKOKHHETUKHU
OOHOBpPeMeHHoe npuMeHeHne 10 MTr po3yBacTaTiHa U KOMOMHUPOBAHHOTO
JIEKapPCTBEHHOT'O CPeICTBa, CofepkKallero nBa nHruoutopa mporeass! (300 Mr
aTtasaHaBupa/100 Mr puTOHABUPA), Y 3TOPOBBEIX HOOPOBOJIBIIEB COIIPOBOKIAIIOCH
nosrimeHreM AUC u Cmax po3yBacTaTUHaA IPUMEPHO B 3 U 7 pa3 COOTBETCTBEHHO.
OnHOBpeMEeHHOEe IIpUMeEHEeHNE TIpenapaTa Pokcepa® u HEKOTOPHIX KOMOMHALIMHT
MHTUOMTOPOB IPOTEeas3hbl BO3MOXKHO IIOCJIE TIIAaTEIbHOT0 00OyMbIBaHUS KOPPEKIINHT



Oo3HI MpenapaTta Pokcepa®, UCXOs U3 0KHIAEMOT'0 POCTa 9KCIO3UITUH
po3yBacTaTuHa (cM. pa3gesnsl «Crocod MpuMeHeHUS U TO3k», « OCOOeHHOCTH
IpUMeHeHusa», «B3auMopaericTBue C APYTUMHU JIeKapCTBEHHEIMU CPeCTBaMU U ApyTrue
MeXaHu3MaMu », Tabnuiy 2).

T'em@ubpo3us u Opyaue 2unoaunudemudeckue npenapambul

OnHOBpeMEeHHOe ITpUMeHeHHe Ipenaparta Pokcepa® u rem¢pubpo3uIa IPUBOANIIO K
pocty AUC u Cmax po3yBacTaTHHa B 2 pa3a (cM. pa3men «OcobeHHOCTH
IPUMEHEHUS»).

Hcxonsa u3 gaHHBIX CelUaJIbHBIX UCCIIeJOBaHUM B3aUMOOENCTBUSA, 3HAUUTEJIbHOTO
(bapMaKOKMHETHYECKOTO0 B3aUMOAENCTBUA C heHOoPHuOpaTOoM He 0KUAAETCS, OOHAKO
BO3MOKHO (papMakoguHaMu4ueckKoe B3aumopenicteue. ['empubposun, denodpudpar,
npyrue ¢pubpaThl ¥ HUAUMH (HUKOTUHOBAS KMCJIOTA) B TUIIOIUIINAEMUYECKUX A03aX
(>unu ypoBHe 1 r/CyT) IOBHIIIAIOT PUCK Pa3BUTHSI MUOIATUM IIPHU OJHOBPEMEHHOM
npuMeHeHuu c narubutopamu ['MI'-KoA pegykTa3bl, BO3MOXKHO ITOTOMY, YTO OHU
CIIOCOOHBI MPUBOAUTL K MUOMIIATUM U IPU IPUMEHEHUHU OThaesibHO. [1o3a Pokcepui® 40
MT IPOTHBOIIOKa3aHa ITPpU OJHOBPEMEHHOM IpuMeHeHUu GprudpaToB.

Jleuenue Pokceporo® B Takux ciydasax cilefgyeT TakKXKe HauuHaTh C JO3bI O MT.

Izemumubd

OpmHOBpeMeHHOe MpuMeHeHHte npemnapaTta Pokcepa® B go3e 10 mr u 93etumuba 10 Mr
namgueHTaM C rurepxojiecTepuHeMuen npuBoguiio K pocty AUC po3yBacTtaTtuHa B 1,2
pa3a (tabmuia 2). Henb3s uckmo4YaTh apMaKOOUHAMUYECKOTO B3aUMOIeHCTBUS
Mexkay npernapatoM Pokcepa® u 33eTumMmnbda, YTO MOXKET NPUBECTU K HexKejlaTeJIbHBIM
ssBieHusIM (cM. Pasgen «OcoOeHHOCTH ITPUMEHEHUST»).

SpumpomuuyuH

OpgHOoBpeMeHHOe NpuMeHeHre Pokcebl® u saputpoMuiinHa cHuzkamno AUC (0-t)
po3yBacTaTtuHa Ha 20%, a Cmax - Ha 30%. Takoe B3auMOJIeliCTBME MOXKET OBITh
BEI3BAHO ITOBHIIIIEHNEM IIEPUCTAIbTUKN KUIIeYHUKA BCIIEICTBUE OENCTBUA
9PUTPOMHUIINHA.



depmeHmul uumoxpoma P450

Pe3ynbpTraThl ucciegoBaHuM in vitro u in vivo CBUOETENBCTBYIOT, YTO PO3yBaCTaTUH HE
UHTUOUPYETCS U He CTUMYIUpyeT udodepMeHTH mToxpoMa P450. Kpome aToro,
PO3yBacTaTUH SIBISIETCS ClIabbIM CyOCTpaTOM 3TUX M30hepMeHTOB. TakuM 0Opa3om,
B3aMMOAENCTBUS C IeKapCTBEHHBIMHU CPEACTBAMU B pe3yjibTaTe MeTabomu3ma,
orocpenoBaHHOrO0 450, He oxxupgaeTcsi. He Habm0ganoch KIMHNYECKU 3HAYUMBIX
B3aUMOIENCTBUU MeXKay pPo3yBacTaTUHOM U GpiyKoHa3osioM (mHTMbuTOpoM CYP2C9 u
CYP3A4) unu ketokoHa3onoM (mHruoutTopom CYP2A6 u CYP3A4).

Tabnua 2

BnusHue COIIYTCTBYIOIIIUX JIEKAPCTBEHHLBIX CPEOCTB Ha 3KCIIO3UIIUIO PO3yBaCTAaTHHaA

(AUC; B mopsimKe YMEHBIIIEHUS BEJIMYUHBI) 110 OMyOJIMKOBAHHBIM TaHHBIM

KJIMHUYECKUNX NCCIIeJOBaHUN

Pexxum
OO3UPOBAHUSA
JIeKapPCTBEHHOTO
cpencTBa, KOTOpe
B3aMMOJEUCTBYET

Pexum
OO3UPOBaHUA
po3yBacTaTuHa

HN3meHeHUus
AUC
po3yBacTaTuHa*

LInKIOCIIOPHUH OT
75 Mr OBazKObl B

cyTku go 200 mr
OBaXXIbl B CYTKH,
6 MecsLEeB

10 Mr oguH
pas B CYTKH,
10 gHen

T 7,1 pasa

AtazanaBup 300
MI/PUTOHaBUD
100 Mr oguH pas
B CyTKHU, 8 mHeu

10 wmr,
OOHOpa30Bas
mo3a

T 3,1 pasa

Cuwmenpusup 150
MT OOWH pa3 B
CyTKH, 7 OHeU

10 mr,
OOgHOpa3oBas
mo3a

T 2,8 pasa

Jlonuuasup 400
MT/PUTOHABUP
100 Mmr gBa pa3a
B CYyTKH, 17 nHen

20 MT omuH
pa3 B CyTKH, 7
oHeu

T 2,1 pasa

F'empubpo3un
600 Mr gBaxXXnOnl B
CyTKH, 7 OHEu

80 wmr,
OoOHOpPa30Bas
mo3a

T 1,9 paza




Ontpombomnak 75 (10 mr,
MI OOWH pa3 B ogHopa3oBass |1 1,6 pasa
CyTKH, 5 OHeU mo3a
HapyHasup 600
10 Mmr oguH
MI/PUTOHaBUD
pa3 BcyTku, 7 |T 1,5 pasa
100 Mr oBa pa3a .
. |mHen
B CYTKH, 7 OHeU
Tunpanasup 500
10 mr,
MI/PUTOHaABUD
ogmHopaz3oBass |1 1,4 paza
200 Mr gBa pa3sa
. |mo3a
B CyTKH, 11 nHeu
IOponemapou 400
MT OBaXKIbl B HewuzBecTHO T 1,4 pa3za
CYTKH
HTpakoHa3on 10 wmr,
200 Mr oguH pa3 |ogHopa3oBasag |T 1,4 paza **
B CYTKH, b IHEeu |go3a
93eTtuMub 10 mr |10 Mr ooguH
OOUH pa3 B pa3 B CYTKH, T 1,2 paza **
cyTku, 14 nueu |14 gHeU
do3amMIIpeHaBUp
700 10 mr,
MI/PUTOHaABUD ogHOpa3oBasg |«
100 mr gBa pa3a |mo3a
B CyTKH, 8 mHeu
Anermnurta3zap 0,3 .
. 40 mr, 7 gHeu |e
MI, 7 oHeu
Cunumapus 140 |10 wmr,
MI TTPU pa3a B |0gHOpa3oBasg |«
CyTKH, 5 OHeu mo3a
denodpudbpar 67
MI TPUXKOLL B 10 mr, 7 mHen |«
CyTKH, 7 OHeu
Pudamnuimna 45020 Mmr,
MT OJHH pa3 B OOHOpa3oBasA |«
CyTKH, 7 OHEeu oo3a




Ketokorazomn 200(80 mr,
MT OBaXKOHBI B OOHOpa3oBasA |«
CyTKHU, 7 OHEeu mo3a

®nykona3zon 200 80 wmr,
MT OJHH pa3 B OOHOpa3oBas [«
cyTtku, 11 gHeu |go3a

OPUTPOMULINH
500 Mr yeThIpe
pa3sa B CyTKY, 7

80 wmr,
ogHopa3oBas |l 20 %

NHeit no3a

bavikanua 50 mr (20 mr,
TPHU pa3a B omHopas3oBass |l 47 %

cyTKH, 14 gHEen |mo3a

* IlaHHBIE, ITPECTaBIeHHLIE KaK U3MEHEHME B X pa3, MPeaCcTaBlIsIOT coOO0M
COOTHOILIEHVE MeXKy IPpUMeHeHeM po3yBacTaTUHa B KOMOMHAIIUU U OTHOEBHO.
I[laHHBIE, TpeACTaBIeHHbIE B BUuAe % M3MeHEeHUs, IPeACTaBIsA0T co00i % pa3HUIy B
OTHOILIEHWM MToKa3aTeJieyu IIPU IPUMEeHEeHUU PO3yBacTaTHHa OTHOEJIbHO.

YBenuueHne 0603HaYEeHO 3HAYKOM T, OTCYTCTBHE U3MEHEeHUM <, YMEeHbIlIeHue - | .

** BBIJIO IpPOBEeHO HECKOJIbKO MCCJIeOBaHUU B3aUMOOENCTBUS IIPU PAa3/IMYHBIX
mo3ax po3yBacTaTHHA, B Tabulle IpecTaBieHbl Hanbojiee 3HaUMO€e COOTHOIIEHUE.

ITepopanbHble KOHTPAIIENITUBL/TOPMOHO3aMecTuTeNnbHasa Tepamnus (I'3T)

OpgHOBpeMeHHOe IpuMeHeHre Pokcepa® u nmepopaibHBIX KOHTPALEIITUBOB IIPUBOAUIIO
K nosoimieHn0 AUC sTUHUISCTPaauoia u Hoprectpesna Ha 26% u 34%
COOTBETCTBEHHO. [ToBHIIIIEHME TIJTa3MEHHBIX YPOBHEM CJieqyeT YYUTHIBATh IIPU moadope
OO3BI MepPOpPaJIbHBEIX KOHTPALEeNITUBOB. HeT maHHBIX 0 papMaKOKHHETHKE IIpernapaToB ¥
NanUueHTOB, KOTOPEIE OOHOBPEMEHHO NpuHUMaloT Pokcepy® u I'3T, mosTomy
BO3MOXKHOCTb B3aUMOOENCTBUS UCKITIOUATh HEeNb3s1. OMHAKO TaKyi0 KOMOMHAITUIO
IIUPOKO IPUMEHSJIN XKEHIIIMHAM B KJIMHUYECKUX UCCIIeJOBAaHUSAX, U OHA
IIepeHoCuIach XOpPOIIO.



I pyaue nekapcmeseHHbvle cpedcmad

Hcxonst m3 maHHBIX COelUaIbHBEIX MCCIIeIOBaHNM, KIIMHUYECKU CYyIIECTBEHHOTI' O
B3aMMOIENCTBUSA C IUTOKCUHOM He OXKUOaeTCH.

B knvHM4Yeckux uccienoBaHusax Pokcepy® COMyTCTByMOLIEe IPUMEHSAIIU C
QHTUTUIIEPTEH3UBHBIMY, TUIIOTJIMKEMUYECKUMU CPEeNCTBaMU U
TOPMOHO3aMeCTUTEJIbHON Tepaluu. DTU UCCIIefOBaHUS He oKa3aJIu HUKaKUX
DoKa3aTeJIbCTB KJIMHUYECKU 3HaYUMBIX HeXKeJlaTeJIbHEIX B3aUMOLENCTBUM.

dy3uduesasn Kucioma

Prck muonmaTuu, BKIo4Yas pabJjoMHUOJIN3, MOXKET ITOBBIIIIATHCS 3@ CUET
COITyTCTBYIOILIETO CUCTEMHOTO MPUMEHEHU (py3unmeBasi KMCI0Ta CO CTaTUHaAMHU.
MexaHu3M 3TOr0 B3aUMOAENCTBUA ((hapMaKOOMHaAMUYECKUUN WU
bapMakoKMHETHYECKHUI), TOKA HEM3BECTHO. brinu coobIieHuss o padbmoMuonmns
(BKJIIOYas JieTaJlbHBIE MCXOMAHI) V TTAallMEHTOB, KOTOPHIE TTOIyYaau 3Ty KOMOUHAIIHIO.
Ecnu cuctemHoe neuenue pysuareBasi KUCJIOTA SBISETCSI HEOOXOOUMBIM, TO
MpUMeHeHMe po3yBacTaTHHa OOIXKHO OBITh IPEeKpallleHO B TeYeHUe BCEro mepuona
nedyeHus py3unueBas KMCIOTa.

JlonuHasup/pumoHasup

B dapmakonmoruyeckom ucciegoBaHUM OOHOBPEMEHHOe IpUMeHeHue Pokcepa® u
KOMOMHHUPOBAHHOTO IIpenapara, cofepKallero nBa MHruouTopa ImpoTeaskbl
(monunaBup 400 Mmr/putoHaBup 100 MT') y 300pPOBHIX TOOPOBOJILIIEB aCCOLIMMPOBAIOCH
C IPUMEPHO OBYKPATHLIM U MATUKPATHHEIM yBEeIUUYEHUEM ITOKa3aTeJlel paBHOBECHOTO
AUC (0-24) u Cmaxy ajst po3yBacTaTHHa B COOTBETCTBUU. B3auMomelicTBUE MEXKIOY
Pokcepoio® u npyrumMu MHTUOUTOPAMU ITPOTEea3bl He U3yYalluCh.

Iemu

HccnegoBanue B3auMOOENCTBUSA IPOBOOUIIN TOJIBKO Yy B3POCHEIX. CTEeNeHb
B3aMMOJEUCTBUSA Y IeTel HEU3BECTEH.

OCc0o0eHHOCTH IPUMEHEHU ST

BausiHue Ha nouyku



Y naiueHTOB, mony4daBinx Pokcepa® B BEICOKUX 103aX, 0COOeHHO 40 MTI, 0OTMeYasoch
ClIy4dau IPOTEeUHYpUH (OIIpenesieHHOM 110 «TECTOM IIOJIOCKU»), IPEUMYILIeCTBEHHO
KaHaJIbIIeBOU I10 IIPOUCXOKAEHUIO U B OOJILIIMHCTBE CJIy4aeB BPEMEHHOU UHN
HEIIPOINOIXKUTEeNbHOU. [IpoTenHypus He TOBOPUJIO 00 OCTPOM HJIK IIPOTrPECCUPYIOIIlee
3aboyieBaHue ITo4YeK. HexxenaTenbHble IBJIEHUS CO CTOPOHEI II0OYEK B
IMOCTMapKETHUHTOBHIM IIEPUO OTMeYaJsiy 4dallle IIpu IpuMeHeHuu O03sl 40 Mr. Y
Mal¥eHTOB, MPUHUMaIMUX npenapat B o3e 30 unu 40 Mr, QyHKIINIO IOYEK CIIeqyeT
IPOBEPATH PETYIISAPHO.

BausHue Ha ckesemHy MycKyaamypy

[TopaxkeHue CKeJIeTHOM MYyCKYyJIaTyphl, HaIpUMep MUAJITUsI, MUONATUs, U PEOKO -
pabmoMuonu3 HaOIIOOaIuch y NalieHTOB IIPpU IPpUMeHeHUU BceX mo3 Pokcepu®,
ocobeHHO 1Tpu mo3ax 6onee 20 mr. [Ipu nmpuMeHeHUN 33eTUMKOa B KOMOMHAITUY C
uaruoutopamu 'MI'-KoA penykTasbsl 04eHb pegKO COO0OIIasIoCh O CIIydasiX Pa3BUTHUSA
pabmomMuonu3sa. Henb3s MCKII0YaTh BO3MOXKHOCTH (papMaKOOUHaMUYECKOT O
B3aMMOOENCTBUS, a IOTOMY TaKyl0 KOMOMHAIINIO CIIeyeT MPUMEHSATD C
OCTOPOKHOCTBIO.

Kaxk u B ciiyyae mpuMeHeHUs APyrux uHruoutopoB I'MI'-KoA penykTasbl, ciiydyan
pabpooMuonusa, CBI3aHHbIE C IpuMeHeHueM Pokcepa®, B MOCTMapKETUHT OBBIN
Iepuon ciiy4daauch daire npu go3e 40 mr. MMeroTcs coobleHuss 0 pegKuX ciydasix
KMMYHOOIIOCPEIOBAaHHOY HEKPOTU3UPYIOILIEW MUONaTUU, KIIMHUYECKU IIPOSABIIAIOTCSA
CTOUKOM IIPOKCU3MaJIbHOI MEBIIIEYHOU C/1ab0CThIO U ITOBHIIIIEHNEM YPOBHS
ceiBOpoTOYHOU K@K, BO BpeMs JiedeHUs UJIU [IOCTie IIpeKpalleHUus JIeYeHUs
CTaTWHaAMM, BK/II0Uas po3yBacTaTUH. B 3ToM ciydae MOXKeT moTpeboBaThCs
OOIIOJIHUTEJIbHBIEe HEMPOMEILIIEYHEIE U CEPOJIOTUYECKUE UCCIIEJOBaHU, JIeueHue
UMMYHOCYIIPECCUBHLIMU IIperapaTaMu.

OnpedenerHue yposHsa KOK

YpoBHe K®K He cnemyeT u3MepsaTh II0CJie 3HaYUTENbHLIX (QU3NYECKUX HAarPy30K UITU
P HaJIU4YUU BO3MOXKHBIX aJlbTEPHATUBHLIX IPUYKH IOBHIIIeHUSA KOK, KOTOpHIE
MOTYyT MeIllaTh MHTEPIpeTaluu pe3ynabTaToB. ECIu HadabHBIE YPOBHU KpeaTHH-
dochokrHa3b 3HAYUTENIBHO MOBLIIIEHH! (> 5X BepxHeM I'PaHUILI HOPMEI), B TeUeHHUEe
5-7 mHel He0oOXOOMMO ClejiaTh OOIIOJIHUTENIbHBIN ITOATBEPKAeHNEe aHamu3. Ecnu
pe3ynbTaT MIOBTOPHOTO aHa/lKM3a IMOATBEepKAaeT HadyalbHBIU YPOBEHL> 5 X BEPXHEU
TPaHUuIlbEl HOPMBI, HQUUHATH JIeUeHUEe He CleayerT.



ITepeo neueHuem

Pokcepa®, Kak u ocTanbHble HHTuOUTOPOB I'MI'-KOA penyKTashl, CIeoyeT C
OCTOPOKHOCTBIO Ha3HavaTh NMalueHTaM ¢ akKTopaMu, CIIOCOOCTBYIOIIUMU Pa3BUTHUIO
MuomnaTun/padmomuonu3a. K Takum pakTopamM OTHOCSTCS:

e HapylleHVe (PYHKIIUU OYEK;

e TUIIOTHUPEO3;

e HaJIU4YMe B MHAMBUAYAJIbHOM UJIM CEMEMHOM aHaMHe3€e HacCJledCTBEHHBIX
MBIIIIEYHEBIX 3a00JIeBaHUH;

e Ha/JIM4YMe B aHaMHe3e MUOTOKCUYHOCTH, BLI3BAHHOU OPYTUMU UHTUOUTOPaMU
I'MT'-KoA pepnykTa3bsl unu ¢pubdbpaTamu;

e 3JI0ynIOTPEeOIEHUE alIKOTOJIEM;

e BO3pacT >70 mneT;

e CUTyallu¥, KOTOPHIE MOTYT IIPUBECTH K MOBHIIIEHNWIO YPOBHS IIpernapara B IIjla3Me
KPOBY;

e OTHOBPEMEHHOE MpuMeHeHue (pudpaToB.

Y Takux nmanueHTOB HyXKHO CPaBHUTH PUCK U BO3MOXKHYIO I10JIb3Yy IPU IPUMEHEHUU
IpenapaTa TaKKe PeKOMEeH0BaH KJIIMHUYEeCKU MOHUTOPUHT. He crlenyeTr HauuHaATH
JledeHMe B Cllydae 3HAYMTEJIbHO ITOBBIIIEHHBIX HadalbHEIX YpoBHeUW KOK (>5 x BI'H).

B nepuod neveHus

[TanimeHTOB clieAyeT NPenynpequTh 0 HeoOXOOUMOCTH HeMeJIEeHHO cOO0maTh O
HeOOBbSICHUMOU MEIIIEYHOU 001U, MBIIIEYHYIO C1a00CTh UIU CygOPOTH, OCOOEHHO €CliU
OHU COIIPOBOXKIOAIOTCSA HEIOMOTaHUEM UJIU IIOBBIIIIEHUEM TeMIepaTypHl. Y TaKuX
nanueHToB cienyetT onpenenuTh ypoBHU KOK. CrengyeT npekpaTUTh jiledueHue, eCIiu
ypoBeHb KOK 3HauYUTENbHO NOBHIIIEHH (> 5XBMH) unu eciu MBIIIIeYHbIE CUMIITOMEI
TSI2KeJIble U BHI3BIBAIOT OUCKOMMOPT B IIOBCEOHEBHOU XKU3HU (maxe ecnu ypoBHU KOK
=< 5 x BMH). Ecnu cuMntTomMel npoxonaT ¥ ypoBeHb K@K Bo3BpalllaeTcs K HOpMe,
Pokcepy® unu anbTepHaTUuBHBIA UHTUOUTOP 'MI'-KOA MOKHO mompo0OoBaTh
MIPUMEHUTh CHOBA, HO B MUHUMAJILHBIX M03aX U ITOA TIIaTeIbHLBIM HalJIIoleHuEM.
Perynspubiii KOHTpOb ypoBHSI KOK y mamnueHTOB 0€3 BhIIIEYKa3aHHBIX CUMIITOMOB
HYXe€H.

B KNMMHMYECKUX UCCIIefOBaHUSAX Y HEOOJIBIIIOTO KOTUYECTBa ITallieHTOB, KOTOPHIEe
npuMeHanu Pokcepa® u CONMyTCTBYIOIIME IIpenapaThl, YCUIIEHHOT O BO3OENCTBUSA Ha
CKeJIETHYIO MYCKyJaTypy He oTMedanu. OgHaKO IIOBHIIIEHHAs 4aCToTa CllydaesB
MHO3UTa ¥ MUOIATUX HabJIIoganach y NaueHToB, MIPUMEHSIIOINUX OPyrue HHI1OUTOPEI
I'MTI'-KoA penyKTa3bl C ITPOU3BOOHBIMU (prOPOEBOM KUCIOTH, B TOM YUCIIE



reMpuOpPO3UIIOM, IIMKJIOCIOPUHOM, HUKOTUHOBOM KHUCJIOTOM, a30IbHLIMU
MMPOTUBOTPUOKOBEIMUM CPEICTBAMU, MHTMOUTOPAMU ITPOTea3bl U MaKPOJIUIHEIE
aHTUOMOTUKU. 'eMbUOPO3UJI ITOBLIIIAET PUCK PA3BUTHUSI MUOIIATUU IIPU
OOHOBPEMEHHOM IIPUMEHEHUU C HEKOTOPLIMU UHTHOUTOpamMu I'MI'-KoA penyKTashl,
mo3ToMy Pokcepy® He PEKOMEHOYeTCs MPUMEHSATH B COUETAaHUM C TeM(puOPO3UIOM.
BrnarorBopHOe BIUsSHNE OJalbHEUIINX U3MEHEHUN YPOBHS JIMIIUOOB IIPU
OOHOBPEMEHHOM IIpuMeHeHUU Pokcepu® c ¢pubpaTtaMu UIIM HUAIIMHOM HYKHO
CPaBHUTD C IIOTEHIIMAIbHBIMY PUCKAMU IIPY IIPUMEHEHUH TaKOM KOMOWHAIIUU.
OnHoBpeMeHHOe npuMeHeHne Pokcepul® B go3e 30 unu 40 mMr u pubpaTos
MIPOTHUBOIIOKa3aHOo.

Pokcepy® He crenyeT coBMelllaTh BMECTE C CUCTEMHBLIM IPUMeHeHUs Qy3uareBas
KHCIIOTA UJIM B TeYeHHe 7/ JHEeU MOoCIe ITpeKpalleHus TedeHnuss Qy3uaneBord KUCIOTOH.
[I7151 maIueHTOB, OIS KOTOPHIX UCIIOJIb30BaHNE CUCTEMHON Py3UANEBOUN KUCIIOTH
CYHTAeTCs HeOOXOOUMELIM, JIedeHNe CTaTUuHAMK HeoOXOOUMO ITPEeKPaTUThL B TeUeHHUEe
BCETrO Iepuofa leueHus Qy3uarneBol KMCJIOTON. Bl coOOOIIeHUs O CiIydasax
pabmoMuonu3a (BKIO4Yas JieTaJlbHbIE MCXObI) Y TTAllMEHTOB, TTOTy4YaBIIuX Qy3UI0BYIO
KHCJIOTY U CTaTUHBI B KOMOMHaNUM. [IallueHT O0JI2KeH HeMeJIeHHO 00paTUThCS K
Bpayy, €CJIM OH YyBCTBYET CUMITOMBI, TaKHe KaK MbIIIeYHast cl1aboCcTh, 00JIb UIn
BSIJIOCTh.

Tepamnus ctaTUHaAMU MOXKeT OBITh IOBTOPHO MPOBedeHa uepe3 7 mHel I1ocie
nociemHeu O03b QPy3uagueBas KUCIIOTA.

B uckII0OYUTENBbHBIX ClIy4dasiX, Korga HeoOX0OuMO OJIUTEIbHOE CUCTEMHOE
npuMeHeHUne ¢y3uareBas KMCI0Ta, HAalIpUMeD, OJI JTeYeHUs TSIXKeIbIX NHPEKIInH,
Heo0XOOUMOCTh OOHOBPEMEHHOI' 0 Ha3HaueHus1 Pokcepu® u ¢py3ugueBasi KMCJIOTa
clegyeT paccCMaTpUBaTh TOJIBKO B KaKAOM KOHKPETHOM CJIy4dae ¥ IIO[ TIIaTeJIbHBIM
MEeOUIIMHCKUM HaOJIIoeHueM.

Pokcepy® cnenyeT ¢ OCTOPOKHOCTBIO IIPUMEHSATD IMallueHTaM ¢ (haKTopaMHu,
CIIOCOOCTBYIOIIMMHU Pa3BUTUIO MUONATUU, TAaKUX KaK MOo4YeYHas HeJOCTaTOYHOCTD,
IMOXKHUJION BO3PACT, TUIIOTUPEO03, NI B CUTYAIIMSIX, KOT[Ia MOXKEeT YBEeJIMYUThCS
KOHIIEHTpAIIus B MJIa3Me KPOBH.

Pokcepy® He crnenyeT IPUMEHSATH OISl HAallUEHTOB C OCTPLIMU, CEPbE3HBIMU
COCTOSTHUSIMM, CIIOCOOCTBYIOIIINX PA3BUTUIO MUOIIATUU UJIH MTOBHIIIAIOT PUCK PA3BUTHUS
MMOYEeYHOM HeJOCTaTOYHOCTH Ha (poHe pabmoMuonu3a (TaKMMU KaK CEIICHUC,
TUIIOTEH3HUs, O0OIIMPHOE XUPYPrudeckoe BMellaTeIbCTBO, TPaBMa, TSIKeJlble
MeTabonudyecKre, SHIOKPUHHEIE NI 3JIEKTPOJIUTHLIE HaPYIIIeHUS;
HEKOHTPOJIUPYEMBIE CYIOPOTH) .

BausiHue Ha nevyeHb



Kak u gpyrue uaruoutopsl ' MI'-KoA penykTa3ssl, Pokcepy® cnenyer ¢
OCTOPOKHOCTBIO TPUMEHSITh ITallueHTaM, 3JI0yIIOTPEOISIONINM aJIKOTOJIEM U/UITH
nMernmuM 3a00leBaHUs IeYeHU B aHaMHe3e.

OyHKIINIO IeYeHU PEKOMEHYETCS IPOBEPUTH Ilepeq HadaloM IPUMEHEHU T
npernapara ¥ yepe3 3 Mecsla jledeHus. Eciiu ypoBeHb TpaHCaMUHA3 B CHIBOPOTKE
KpoBU 00Jiee YeM BTPOE IIPEBLIIIIAET BEPXHIOIO I'PAHUITy HOPMBI, TPUMEHEHUE
Pokcepu® cnenyeT npekpaTuTh. O Cepbe3HBIX HAPYIIEHUAX PyHKIIUU IeYEeHU
(IpeuMylleCTBEHHO IIOBHIILIEHNE YPOBHS I€YE€HOYHEIX TDAHCAMUHA3) B
IIOCTMapKETUHTOBBIM IIePHO COO0IIanoCh Yalle NIpu IpuMeHeHUuU 003k 40 Mmr.

Y nmalieHTOB C BTOPUYHOU T'HIIEPX0JIeCTEPUHEMMEN, BEHI3BAHHOM TMIIOTUPEO30M UIIU
HeppOTHYECKHUM CHHOIPOMOM, CHadajla CIeyeT IIPOBECTHU JiedueHle OCHOBHOTO
3aboeBaHus, a 3aTeM HaUuMHATDL IpUMeHeHue PoKcepr ®.

B mocTperucTpaluoHHbIN IIepuod U3peaKa Coo0IIaoch O JIeTaIbHbIX UJTH
HeJlIeTaJIbHBIX CJIydyau II€YE€HOYHOU HEeOOCTaTOYHOCTH y ITallueHTOB, IPUHUMABIIUX
CTaTUHBI, B TOM YHCJIe po3yBacTaTuH. Ecnu Ha QoHe nedueHusa npenapatoM Pokcepa®
pa3BUBaETCs Cepbe3HOE MOpaKeHue NeYeHU C KIIMHNYECKON CUMIITOMaTUKON U/UIU
TUNIePOUNUPYOUHEMUEN UITH XKEJITYX0M, HEMEOJIEHHO ClIeAyeT IIPEKPaTUTh ITPUeEM
npemnaparta. Eciu opyrue Mpu4YuHEL He BHISIBJIEHO, HE ClIelyeT BO30OHOBJISTD JIeUYeHue
npemnapatoM Pokcepa®.

Paca

B uccnepoBaHUusX d)apMaKOKI/IHeTI/IKI/I HaOmogancs pocCT CUCTEMHOU SKCIIO3UILIUU y
HaleHTOB MOHTOJIOMTHOM PacCkI 110 CPAaBHEHHUIO C eBpOHeI;II_IaMI/I.

II71s TakKuX MallieHTOB HeoOxoauMa KOpPpPeKIus o3kl IpenapaTta Pokcepa® (cm.
Pazpgensr «Crmocob mpuMeHeHus U Oo3bl» u «PapMaKOKMHEeTHKa»). [I1s malneHToB
MOHTOJIOMIHOM pachl HadasibHas mo3a Pokcepu® posmkHa ObITH 5 MT. [ToBBIIIIEHHAS
KOHIIEHTpallus po3yBacTaTUHA B IIJla3Me KpOoBU Obljia 3aMedYeHa B a3uaTCKUX
nauueHToB (cM. Pa3gen «®apmakokuHeTuka»). CnenyeT IPUHSITH BO BHUMaHUE
YBEINYEHHYIO CUCTEMHYIO 9KCIIO3UIINIO IIPH JIEUeHUHU TallieHTOB MOHTOJIOUOHOM’
pachHl, y KOTOPBIX TUIIEPX0JIECTEPUHEMUS HE KOHTPOJIUPYEMOH aJeKBaTHO J03aMM A0
20 mr.

HH2ubumopbsl npomeasul



[ToBBIlIIEHHAsT CUCTEMHAas 9KCIIO3UIINS K PO3yBaCTAaTUHY HabJII0ganach y JINII,
MMPUHUMAaBIINX PO3YBACTATHUH COITyTCTBYIOIEe C Pa3IUNYHBIMU MHTUOUTOPaMU
IIpOTeas3kl B COUETAaHUU C puTOHaBUpPOM. CrenyeT oOyMaTh KaK M0JIb3a OT CHUXKEHUS
YPOBHS JIMIIUOOB C IIOMOILBIO IpernapaTta Pokcepa® y naumeHToB ¢ B4, KoTOpEIEe
MMOJIy4aloT UHTUOUTOPHI IPOTEeas3bl, TaK U BO3MOKHOCTh IMOBHIIIIEHUS KOHIIEHTPaIlUuu
po3yBacTaTHHa B IIJTa3Me KPOBU B HadaJjie TepPaluu U MIPU MOBLIIIEHUN 035l
Pokcephl® [Oiisi MAIlMEHTOB, MOTYYaloNIuX UHIHOUTOPHI IpoTea3bl. OMHOBPEMEHHOE
IIpUMeEHEeHMe IIpernapaTa ¢ MHruOMuTopaMu IIpoTeal3bl He PeKOMEHOyeTCs, eCJIU [103a
Pokcepri® He ckoppeKTupoBaHa (cM. Pa3nen «Criocobd mpuMeHeHUusI U OO3bI» U
«B3amMopencTBUE C APYTUMU JIEKapCTBEHHBIMHU CpPEeNCTBaMU U APYTHUe BHUABL
B3aMMOOENUCTBUI»).

HenepeHocumocmb n1akmo3bl

[TammeHTaM C peaKou HacClleOCTBEHHOUW HEIIEePEHOCUMOCTHIO TallaKTO3kl, Ae(PUIIUTOM
slakTa3wl Jlanma unu ManbabcopOIiimen TII0OKO3bI-TalaKTO3h! He ClIeyeT MPUMEHSATH
9TOT IIpenapar.

HumepcmuuyuasnvHoe 3abosesaHue ne2Kux

EnvHuYHBIE CIIy4Yau MHTEPCTUIIMAIFHOTO 3a00IeBaHUs JTETKUX OBbLIN
3aperucTPUpPOBAHEI ITPU IIPUMEHEHUN HEKOTOPBLIX CTATUHOB, 0OCOOEHHO B ClIy4yae
ONTUTENbHOU Tepanuu. K cuMIiToMaM HapylleHUs OTHOCSATCS OMBIIIKA,
HEMMPOAYKTUBHBIM KallleJib U yXy[AllleHue 00IIero COCTOSHUSA (YyCTamoCTh, IOTEPS
MacCCHI TeJjla U TuxXopanka). Eciau momo3peBaeTcsi, 4YTO V IMallieHTa Pa3BUIOCH
WHTEepPCTUIlnaabHoe 3a00ieBaHue JIeTKUX, IPUMeHeHe CTaTUHOB CJIeIyeT
MIPEeKPaTUTh.

CaxapHbllli Ouabem

HekoToprie paKThl CBUAETENBCTBYIOT, YTO CTaTUHBI IOBHIIIIAIOT YPOBEHD I'IIOKO3HI B
KPOBU M B HEKOTOPHIX MAIMEHTOB, KOTOPHIM I'PO3UT BLICOKHM PUCK Pa3BUTHUSA OAuabeTta
B OynyIiieM, MOTYT BHI3LIBAThH TUIIEPTIJIMKEMUIO TAKOT'O YPOBHS, IIPU KOTOPOM
HeoOXoOouMO Hafjiexalllee edueHue auabera. Ty yrpo3y, OgHAKO, ITPEBHIIIIAET
CHUKEHHEe PHUCKa COCYOUCTHIX HapyIIeHU! ITPU IIPUMEHEHUU CTAaTUHOB, U II0O3TOMY OHa
He JoJIXKHa OLITH OCHOBAHUEM [OJIsI ITPeKpallleHusI Tepaluu cTaTuHaMu. [TalueHTH
TPYIIIL prcKa (YpOBEHB I'JIFOKO3EI HATOIakK 5,6-6,0 mmons/in, UMT >30 kr/Mm2,
MIOBBIIIIEHHLIN YPOBEHb TPUTJIUIIEPUOOB, apTepHualibHas TUIEPTEH3U) CIIenyeT



YCTaHOBHUTE KaK KJIIMHUYECKHNH, TaK U OMOXUMHUYECKUN KOHTPOJIb B COOTBETCTBHHU C
HallMOHAJIBHBIMH YCTAaHOBKAMMH.

B uccnemoBaHUsSX 3aperucTpupoBaHo o0Illast 4acTOTa caxapHOro guabeTra cocTaBisala
2,8% B rpymnne nmpuema po3lyBacTtaTtuHa u 2,3% - B rpy1ie 1iaieobo,
MIPEeNMYIIIECTBEHHO y IMAllMeHTOB C YPOBHEM TJIIOKO3HI HATOIIaK OT 5,6 mo 6,9 MMOJIB/I.

Kaxk u B upyrux unrudbutopo 'MI'-KoA-penyKTa3sl, Ipu IPpUMEHEHUN pPO3yBacTaTUHA
Hab6momancsa pocT HbAlc 1 ypoBHS I'JTIOKO3B B CHIBOPOTKE KPOBU. B HEKOTOPHIX
Clly4asXx 3T IIOoKa3aTejid MOI'yT IIPEeBHIIaTh IPefeibHOe 3HaueHue I QUarHOCTUKHU
caxapHoro guabeTa, IpexXk[e BCEro y NalfieHTOB C BBLICOKUM PUCKOM Pa3BUTUSA
nuadera.

B KMMHUYECKUX UCCIeqOBaHUSIX ObIJIO ITOKa3aHo, 4To Pokcepa® B KayecTBe
MOHOTEepAaIlii He BHI3LIBA€T CHUXKEHUS 0a30BOM KOHIEHTPAIIUU KOPTU30JIa I1JIa3MBbl
KPOBU M He BIMUSET Ha pe3epB HaAIIoueuHUKOB. HeoOxomarMa 0CTOPOKHOCTh ITPHU
OOHOBPEMEHHOM IIpUMEHEeHUU npernapaTta Pokcepa® u Opyrux JeKapCTBEHHBIX
CPEJCTB, CIIOCOOHBIX CHHUKAaTh YPOBEHDb UJIU aKTUBHOCTh 9HOOTE€HHBIX CTEPOUIHBIX
TOPMOHOB, HalpuMep KEeTOKOHAa30JIa, CIIMPOHOIaKTOHA U [IUMETHUAUHA.

Ilemu u noOpocmku 8 so3pacme om 10 do 17 nem

Bnusinue po3yBacTaTMHa Ha JIMHEWHBIN POCT (pocT), Maccy Tena, UMT (MHOEeKC MacCh
TeJla) U pa3BUTHE BTOPUYHBIX IIOJIOBEIX IIPU3HAKOB M0 IIKasne TaHHepa B Bo3pacTe 10-
17 nmeT oueHUBasICS TOJIBKO B TeYeHUE OOHOrO roga. Ilocne 52 Hemesnps ucciaeqyeMoro
JleYeHUs HUKAKOIr'o BJIUAHUS Ha POCT, Maccy Ttena, UMT unu monoBoe co3peBaHue
oOHapyKeHO He Oblsio (cM. pa3gen «®apMmakomorudeckue»). OMBIT KITMHUYECKUX
HCCIIeJOBaHNM IPUMEHEHHUS IIpellapaTa y AeTel U NuOJjiMKaM OrpaHuYdeH, U
OonroBpeMeHHbIe 3 PEeKTH IPUMEHEHUS po3yBacTaTruHa (> 1 rom) Ha mojIoBOeE
CO3peBaHNEe HEM3BECTHHI.

B KIMHU4YECKOM HCCIeqOBaHUM y OeTeu U MOAPOCTKOB, IPUHKUMaBIINX PO3yBacTaTUH B
TeueHUe 52 Hepnelnb, noBhIIeHUEe YPOBHSA KK> 10 pa3 Beiiie BHM U CUMIITOMEL CO
CTOPOHBI MBIIII] ITOC/IE (U3UUYECKOU HAarpy3KU UJIU IIOBBHIIIEHHOU (PU3NYECKOU
aKTHBHOCTU HaOIIOAaIMCh Yallle 10 CPaBHEHUIO C TAKOBLIMU y B3pPOCHHIX (CM. Pa3pgen
«[ToOoUHEIE PEaKIuU »).

CnoCcoOHOCTH BJIMSITHh HAa CKOPOCTH PEaKIIHH IMPH YIIPaBI€eHHUH
ABTOTPAHCIOPTOM M/IM PadoTe C MeXxaHHu3MaMH



He IIPOBOOUIIN HCCIeqOBaHUH 10 OoIIpenesieHNI0 BIIMAHKWA PO3yBaCTaTHHA Ha
CII0OCOOHOCTbD YIIPABJIATB aBTOMOOMJIEM U OPYIruMH ME€XaHUu3MaMU. Ha ocHoBe
Q)apMaKOJII/IHaMI/I‘-IeCKI/IX CBONCTB PO3yBaCTaTHHA BEPOATHOCTE TAKOI'O BIIMAHUA
He3HauuTenbHa. OgHaAKO IIPHU YIIPDaBJICHUHU aBTOMOOMIIEM U OPYIruMH ME€XaHU4Y€CKNMHU
CpeacCTBaMM CJIeAyeT YUUTEIBATh, YTO BO BPEM JIEHEHUA MO2KET BOSHUKHYTD
TOJIOBOKPYZKEHHE.

HpHMeHeHHe B IIepuona 6epeMeHHOCTH HJIA KOpDMJICEHHsI TPYOBIO

Bez3omnacHocTh npuMeHeHUss Pokcepri® B nmepuoq 6epeMeHHOCTH U KOPMJIEHUS
rpynbio He U3ydalu.

Pokcepa® mpoTHBONOKa3aHa B mepuop 6epeMeHHOCTH WU KOPMJIEHUS T'PYIbIO.

KeHinHaM penponyKTUBHOI'O BO3pacTa BO BpeMd npueMa Pokcepa® crenyert
IIPUMEHATH COOTBETCTBYIOIIIYE CPENCTBAa KOHTPALIEIIIINN.

[ToCKOMBbKY XOJIECTEPUH U OAPYTHue MPOOyKTH OMOCUHTE3a XOIeCTepUHa CYyIIeCTBEHHO
BaXKHEI [JISI PA3BUTHS MJI0MA, IIOTEHIIMAIbHEIN pUCK UHTruOupoBanus I'MI'-KoA
penyKTa3bl IIPEBHIIaeT BO3MOXKHYIO I10JIb3y OT IPUMEHEHUS IIpernapaTa B Iepuof
6epemeHnHocTHu. Eciu nmamnueHTKa 6epeMeHeeT B IIepuod NpUMeHeH!s IIpenapara,
jle4yeHue cileayeT HeMeOJIeHHO IIPEKPaTUuTh.

[TockonbKy Opyroe J1ekapCTBEHHOe CPeNCTBO 3TOT0 Kjlacca IIPOHUKAEeT B IPyOHOE
MOJIOKO U YUYUTHIBasi, 4YTO UHTUOUTOPHI ' MI'-KOA-penyKTa3sl MOTYT BHI3LIBATH
cepbe3Hble TOO0YHbIE peaKIuu Y MJIaleHIIeB, XKEeHIIINHaM, KOTOpPhle HyKIal0TCS B
JledeHUHu npemnapaTtoM Pokcepa®, cieqyeT peKOMEHO0BaTh BO3OepPKaThCsI OT
KOPMIJIEeHUS I'Pyabio. [laHHBIX O IPOHUKHOBEHUHM IIpenapaTra B TPyAHOE MOJIOKO Y
yenoBeka HeT (cM. Pasgmen «IIpoTuBOIOKa3aHusI»).

Cnoco0 mpuMeHeHHUsI U T03bI

[Tepen HayanioM JIeYeHUS TMAIIUEHTY CJiefyeT Ha3HAaUYUTh CTaHOAaPTHYIO
TUIIOXO0JIECTEPUHEMHUYECKYIO TUETY, KOTOPOM CcJielyeT NPUAePKUBATHCSI U BO BpEMS
neyeHus. [10o3y cnenyeT nomOupaTh UHOAUBUAYAIbHO, B 3aBUCUMOCTH OT LIEIU TePaluu
1 9QHEKTUBHOCTH JIeUeHU s, IPUMEHSIS OEeUCTBYIOIINE COTIaCOBaHHbIEe
peKoMeHOaluu.

Pokcepy® M0KHO ITPUHUMATH B JII000€ BpeMs OHS, HE3aBUCHUMO OT IIpUeMa IUIIH.

TabneTKy He clenyeT pa3XkKeBbIBAaTb UK APoOUTh. TablIeTKy I'JIoTaTh IETUKOM,
3amnuBasi BOOOMU.



JleueHue 2unepxosiecmepuHemuu

PexomMeHOoBaHHas HadallbHas O03a cocTtasiseT 5 unm 10 Mr nepopaibHO 1 pa3 B
CYTKHM Kak [Jid ITallieHTOB, paHee He IPUMEHSJIM CTaTUHBI, TaK U [JI IallMeHTOB,
KOTOPHBIE OO 9TOTO MPUMEHsI U apyrue uHruoutopsl I’ MI'-KoA penykrtasnl. [Togbupast
HayvaJbHYIO J03Yy CllefyeT YYUThIBaTh UHOAVBUAYaJIbHBIN YPOBEHb XOJIeCTEpUHA Y
MalMeHTOB 1 OYOyIIui cepaedYHOo-COCYOUCTHINM PUCK, a TaKXKe MOTeHIMaTbHBIN PUCK
pa3BUTHUS TOOOYHEIX peakiuil (cM. [Tanee). [Ipu He0OXOOUMOCTH Yepe3 4 Helenu 03y
MOZKHO YBEJIMYUTH OO0 cienymuiel. [IoCKONIbKY B Cilydae npuMeHeHus 003kl 40 Mr
1moOOYHbIE PeaKIIMM BO3HUKAIOT Yallle, YeM IIPU MEHBIIUX N03aX, TUTPOBATh 03y IO
30 mr go 40 Mr cienyeT TOJIBKO AJis MAaUeHTOB C TAXKEJION TUIIepX0oleCTepUHEMUEN U
BBICOKMM CEPHAEYHO-COCYAUCTHIM PUCKOM (B YaCTHOCTH Y JIUI] C CEMENHOMN
TUIIEPX0JIECTEPUHEMUE ), Y KOTOPBIX HE YOAI0Ch JOCTUYD XKeJIaeMOT0 pe3yJbTaTa 3a
mo3bl 20 MI' 1 KOTOPBIE MOIXKHBI HaXOOUTHCS O PeryasipHbEIM HaOmoneHrueM. B
HauaJjie npuMeHeHus mo3bl 30 mr unu 40 Mr peKkoMeH0BaHO HaboneH1e
cIieliMasiucTa.

IIpogusrakmuka cepdeuHo-cocyOucmuix HapyweHuu

B uccnemoBaHWM CHUXKEHHS PHCKA OCJIOXKHEHUH CO CTOPOHBI CEPOEYHO-COCYOUCTOM
CUCTEMBI CYTOYHAas mo3a coctanisiia 20 mr. [TanmueHTaM ¢ THIIEPX0JIeCTePUHEMUEH
HeoOXO0OWuMO MPOBOOUTE CTAaHOAPTHOE OIIpPeIesieHHe YPOBHS JIUIINI0B U COOMIOOaTh
PEKOMEeHOAIINH 110 MO3UPOBKE [IJIsI JIeUeHHUS TUIIePX0JIeCTePUHEMHUH.

prvzeHeHue y nauueHmos noscusa1020 so3pacma

PekoMeHmoBaHHas HadaabHAas 403a [AJIs IIAllMEeHTOB B Bo3pacTte cTapiie 70 neT
cocTtaBysieT 5 Mr. [Ipyrast KOppeKIus J03bl B 3aBUCUMOCTH OT BO3pacTa He TpebyeTcs.

ITpumeHeHue demam

OObIYHas m03a [JIs JeTel 1 MOOPOCTKOB C TeTEPO3UTOTHOM CEMENHOM
rurepxojiecTepuHeMuen coctasnsgeT 5-20 mr 1 pa3 B CyTKU mepopanbHO. s
OOCTUXKEHUS TepaleBTUUYeCcKOoro 3¢ deKTa mo3y HeoOX0OUMO AOJIKHEIM 00pa3oM
TUTPOBaTh. besonacHOCTh M 9PPEeKTUBHOCTD A03, HPeBbIIIaoIux 20 Mr, B 3TOU
NONYIsALMY He U3ydalu.



Ilo3uposaHue 014 nayueHmos ¢ HapyweHuem (pyHKuuu novek

[17151 malueHTOoB C JIETKUM U YMEPEHHBIM HapylleHreM QyHKIIMM II0YEK HET
HeoOXOOMMOCTH B KOPPEKIINK O03kl. PEKOMeHIOBaHHAs HadasibHas J03a OIS
MMaleHTOB C HapylIeHueM QYHKIUY II0UYeK CpeaHel TSAXKeCcTH (KJIMPeHC KpeaTUuHUHA
<60 mu/muH.) CoctaBnseT 5 mr. [o3a 30 mr u 40 Mr mpoTHUBOIIOKa3aHa ITallieHTaM C
HapyuieHueM QyHKIUU IOYEK CpeOgHeM TSAXKeCTH. [lallieHTaM C TSIXKeJIbIM
HapylieHueM QyHKIIUU ITOYeK ITpuMeHeHne Pokcepu® MPOTUBOIIOKA3aHO B JIIOOBIX
mo3ax.

Ilo3uposaHue 014 nayueHmos ¢ HapyweHuem yHKUUU neyeHu

He Habmniomanock pocTa CUCTEMHOM 3KCIIO3UIIUK PO3yBacTaTUHA Y IMAllMEeHTOB C 7
6annamu 1o mkane Yaung-ITero. OgHako, yCUJIeHue CUCTEMHOM 9KCIIO3ULINU OBIJIO
OTMEYEeHO Y IMallueHTOB, COCTOSSHHE KOTOPHIX OLleHUBaIOCh B 8 1 9 6asjIoB 1o mIKase
Yaunpg-IIsto. TakuM nanmeHTaM CliegyeT IPOBOOUTH OLEHKY (PYHKIIMHA NOo4YeK. OMmBIT
IIPpUMEHEHUS MpelapaTa y HallMeHTOB C IMoKa3aTeneMm 9 6anoB no mkasne Yaung-ITso
OTCyTCTByeT. Pokcepa® mpoTHBOIIOKa3aHa maleHTaM Cc 3a00IeBaHUSIMY IIeUYeHH B
aKTUBHOU CTaguu. Y MaIUEeHTOB C TSIKEeJIBIM HapyllleHreM QYHKIINUA Ie4YeHn
HabJ1I0[1aI0Ch MOBHIIIEHNE 3KCIIO3UIIUY PO3yBacTaTUHA, II09TOMY UM IPUMEHSTh
Pokcepy® B mo3e Bhille 10 Mr ciefgyeT ¢ OCTOPOXKHOCTHIO.

Paca

Y naiueHTOB MOHTOJIOUOHOU packl HabIoganach NOBHIIEHHAas CUCTEMHAs
9KCHO3ulUs NpenapaTta. PekoMeHgoBaHHAs HadajlbHasa [03a [OJid IIalliueHTOB
a3MaTCKOI'0 IPOUCXOXKIEHUs cocTaByisgeT 5 Mr. [IpuMmeneHue no3sl 40 MI TakKUM
rnanyeHTaM IIPOTUBONIOKAa3aHOo. MakKCuMalIbHO CYTO4YHas fo3a cocTaBinseT 20 Mr.

HOSUDOBGHUQ ons nauueHmaos CO CK/IOHHOCMbIO K pd3sumuro muonamuu

PekoMmeHOoBaHHas HavaJibHas O03a OJIs MallMeHTOB CO CKJIIOHHOCTBIO K Pa3BUTHUIO
MHUOIIaTUU COCTABIISIET O MT.

[Ho3a 40 Mr mpoTUBOIIOKa3aHa HEKOTOPHIM U3 TaKUX MallieHTOB. MakKCcuMaJIbHO
CyTOYHas go3a cocTtasisgeT 20 mr.



I'MHemuueckui noaumoppuim

I'emotuner SLCO1B1 (OATP1B1) ¢.521CC u ABCG2 (BCRP) c.421AA 1o CpaBHEHHUIO C
regotuniamu SLCO1B1 ¢.521TT u ABCG2 ¢.421CC, accoiyuupoBaHHbBIE C ITIOBLILIEHUEM
skcno3unuu (AUC) po3dyBacTaTuHa. [ maiueHTOB ¢ reHoTunamMu c.521CC unu
c.421AA makcuMasbHas peKoOMeHayeMas CyTouHas fo3a Pokcepu® cocrasiseT 20
MT.

PosyBacTaTuH sIBIsieTCSI CyOCTPaTOM OJIS Pa3J/IMYHBIX TPAHCIIOPTHHIX OEJTKOB
(mammpuMmep, OATP1B1 u BCRP). Puck muonaTtuu (BKaodasi paboMHOIN3)
IIOBHILIAETCS IIPU OOHOBPEMEHHOM IIpueMe Pokcephl® BMecCTe C olnpenesieHHbIMU
JIeEKapCTBEHHBIMU CPEJCTBaMU, CIOCOOHBIMHU MMOBHIIIAThL KOHIIEHTPAIIUU
po3yBacTaTHHa B IIJla3Me KPOBU Yepe3 B3aUMOIEUCTBUE C 3TUMU TPaHCIOPTHBIMU
OenkamMu (HampuMep, IIUKIOCIIOPHUH 1 HEKOTOPhle MHIMOUTOPEI IPOTeas3kl, BKIII0Yas
KOMOMHAIIMM PUTOHABUPA C aTaHa3aBUPOM, JIOMMMHABUPA U/UJIM TUIIPaHaBUpoM). [Ipu
BO3MOKHOCTU HEOOXOOUMO PACCMOTPETH allbTEPHATUBHOE JIeUeHUE U, eCIIU
Heo0X0OUMO, BPEMEHHO IIPEKPATUTh jieueHrue Pokcepoiu®. B cuTyaimsax, Korga
OOHOBPEMEHHOTO BBEIEHUS 3TUX JIEKapCTBEHHBIX CPEACTB BMecTe ¢ Pokcepou®
n30exkaTh HEBO3MOXKHO, HaJlo B3BEIIIUBATh BCE ITPEUMYIIIECTBA U PUCKU
COITyTCTBYIOILIETO JIEYEHUS U TIIATEeIbHO IMoadupaTh mo3y PoOKCepHI.

HeTn

He pekomeHpayeTcs npumMeHeHue Pokcepei® getsam mo 10 rner.

BnusHue po3yBacTaTMHa Ha JIMHEWHBIU POCT (pocT), Maccy Tena, UMT (uHOeKC MacChl
Tejla) ¥ Pa3BUTHE BTOPUYHLIX IIOJIOBBLIX IPU3HAKOB MO ITKaje TaHHepa B Bo3pacTte 10-
17 net oueHuBasCAd TOJIBKO B Te4eHUE OOHOro roga. Ilocne 52 HeOenb IpUMEHEHU
KCCIIeyeMOoro IpelapaTa KakKoro-1m160 BIUSHUS Ha POCT, Maccy Tena, UMT unu
I10JIOBOE pa3BUTHE 0OHAPYKEHO He ObBLIO.

Ilepeno3upoBka

Crnenu@uuecKkoro Je4eHus B Cliydae IIepemo3upPOBKY HeT. JleueHue
cUMIITOMaTHu4eckoe. B cirydyae He0OXOOUMOCTH ITPUHUMATh ITOA0EePKUBAIOIITYIO
Tepanuio. CrengyeT mpoBepuTh ypoBHe K@K 1 npoBecTu TeCT Ha QYHKIIUOHAIBHOCTh
neyeHu. MaoBeposiTHaA I10JIb3a OT IPOBEOEHUSA reMoguain3a.

ITobouHbIE peaKIuu

[ToGouHble peakiuu, HabMOgaeMble IpU NpuMeHeHn Pokcepu®, 0ObIYHO ciabble U
ITPEXOISIINe.



Co cmopoHbl UMMYHHOU cucmembl

Peakium TUIIEPYYBCTBUTEJILHOCTH, B TOM 4YHUCJIE aHl"I/IOHeBpOTI/IquKI/Iﬁ OTEK.

Co cmopoHbl 3HOOKPUHHOU cucmemMbl

Caxapubil guabetl,?2.

Co CTOPOHBI HEPBHOU CUCTEMEI

'onoBHast 60/1b, TOJIOBOKPYIKEHHE.

Co CTOPOHEI HHIHeBapHTeHBHOﬁ CHUCTEMHI

3a1'[op, TOIIIHOTAQ, 001b B KHWUBOTE, IIaHKPEeaTHUT.

Co cmopoOHbI KOJHCU U NOOKOMHCHOU KAemyuyamku

3ym, ChIllb U KpanuBHUIIA.

Co CMOPOHbI KOCMHO-MblWeEeYHOoU cucmembl coe0uHUmMe1bHOU MKAaHU U kocmell

Muanrusi, MuoIaTus (B TOM YHCJIe MUO3UT) U PabaoMuOoIu3.

Obw,ee cocmosiHue
AcTeHus.

Kak u B cny4ae ¢ gpyrumu naruoutopamu ['MI'-KoA penyKTa3bl, 4aCTOTa
HeXeJlaTeJIbHBIX peaKlUui 3aBUCUT OT HO3HI.

1 HacToTa 3aBUCHUT OT Hanuuusa (aKTOPOB prcKa (YPOBEHB I'JIIOKO3bl KPOBH HATOIAK =
5,6 MMOJIb/TI, UHOEKC MaccHl Tejia >30 Kr/M2, IOBBIILIEHUE YPOBHS TPUTIULIEPULOB,
TUIIePTEH3Us B aHaMHe3e).



2 CormnacHo pe3ynbrataMm uccinenoBanusi JUPITER (o6imast yacToTa cOOOIeHU ITpu
IMPUMEHEHUU po3yBacTaTuHa - 2,8%; mnanebo - 2,3%) npexke BCero y NaiueHTOB,
y2Ke UMEIOUIUX BRICOKMM PUCK Pa3BUTHUS CaXapHOro nuabeTa.

BausaHue Ha noyku

Y nmanueHTOB, IMoy4daBiux Pokcepy®, HaOMOmanuCch Ciaydyau IPOTEeNHYPUH,
IPEeUMYIIECTBEHHO KaHaJIbIIEeBOTO MPOUCXOKIOEHUS (OIpeaesIeHHOU 10 «TEeCTY
IIOJIOCKe»). I3MeHeHuUs cogepkaHus 0elKa B MO4Ye OT OTCYTCTBHUS WJIU CJIEOOB 0 ++
I OOJIbIIIe 3aPeruCTPUPOBAHEI Yepe3 HEeKOTopoe BpeMs B <1% IaIueHToB,
NpUHUMaBIIUX npenapatT B go3e 10 mr u 20 Mr, u npuMepHO ¥ 3% NalueHTOB IIPHU
npuMeHeHuU 003 40 M. He3HauuTenbHOE yBEeJIMYEHNE YaCTOTHl CIIy4YaeB
MOBHINIIeHKEe OelKa B MOYe OT OTCYTCTBHUS WJIX CJIEHOB [0 + HaOI0manoch mpu
nmpuMeHeHuu 003kl 20 MT. B O0ONBIIMHCTBE CIy4YaeB BHIPAXKEHHOCTh IPOTEUHYPUN
yMeHbIIIaJIach UM McYe3ajla CIIOHTaHHO IPU NPOOOIXKEeHUU IPUMeHEeHHUs IIpelapara.
[TpoCcMOTp JaHHBLIX KIUHUYECKUX UCCIEI0BaHUM U TOCTMapPKETUHTOBLIX HAOTIOJeHU N
B HaCToOsIIlee BpeMs He 0OHapPYKUJI IPUYUHHOM CBSI3U MEXKAY IIPOTEUHYpPUEHN U
OCTPBIM UJIM IPOTPECCUPYIOIIUM 3a00JIeBAHUEM MOYEK.

I'emaTypust HaOmOOanack y NalMeHToB, MOoay4YaBInx Pokcepa® u gaHHBIE
KJIMHUYECKUX UCCIIeIOBaHUM CBUIETENbCTBYIOT O ee HU3KYI0 YacCTOTYy.

BausHue Ha ckesemHy MycKyaamypy

Co CTOPOHBI CKEJIETHOU MYCKYJ/IaTyphl, TaKWe KaK MUaJIrhsi, MUOIIaTUs (B TOM YUCJIe
MHUO3UT), U PEOKO - pabOOMMUOJIN3 C OCTPOM MOUYEeYHOM HEOCTAaTOYHOCTRIO UK 6e3 Hee
HaOJII0gaIKuCh IIPU IPUMeHeHUH JTI00bIX M03 Pokcepu®, 0cOOEHHO pU MPUMEHEeHU !
no3> 20 mr. O pemkux ciaydasx pabmoMuonmu3a, HHOTOa ObIIM aCCOIIMUPOBAHEI C
IMOYEeYHOU HEJIOCTaTOYHOCTHIO, OBIIIO COOOIIEeHO IPU MPUMEHEHUM PO3yBacTaTHHA, a
TaKKe OPYTrux CTaTUHOB.

Y nauveHTOB, MIPUHUMAaBIINX PO3yBacTaTHUH, HAOIIOOaI0Ch HO303aBUCUMOE
yBenuuyenue yposHelr KOK (K®K) B O0IBIITMHCTBE CIy4YaeB sSIBJIeHUE OBINIO CJIaObIM,
aCUMIITOMHO U BpeMeHHBIM. Ecnu ypoBHU K@K moBeIIIIeHHBIE (> 5 X BEpXHEU I'PAHUIIHL
HopMEI (BMH)), medyeHue cnenyeT IPeKpPaTUTh.

BausiHue Ha nevyeHb



Kaxk u B ciiyyae mpuMeHeHUs Apyrux uHruoutopoB 'MI'-KoA penykTassl, y
HeOOJIBIIOT0 KOJIMYEeCTBa NMallMeHTOB, IPUHUMAaBIINX PO3yBacTaTHH, HaOII0Oanoch

N 0303aBUCUMOE IIOBHIIIIEHNE YPOBHS TPpaHCaMUHAa3; B OOJILITUHCTBE CIIydaeB SIBJI€HUE
ObI710 c/TabbIM, aCUMIITOMHO U BDEMEHHBIM.

BausaHue Ha flCI60pamOprl€ norxkasameiau

Kaxk u B ciygyae uapyrux uHruoutopoB I'MI'-KoA penykTa3sbl, ¥ HEOOIBIIIOTO
KOJIMYeCTBa IallMeHTOB, IPUHMUMAaBIINX PO3yBacTaTUH, HabJII04aioCh
OO30IIPOIIOPLIMOHAIBHEIA POCT YPOBHS IIeYeHOYHBIX TpaHcamMuHa3 u KOK. I1pu
IpUMEHEeHNHN pPOo3yBaCTaTHHA TaKXKe 0TMedasioCh NOBhIIIeHHe YpoBHSA HbAlc. ¥
HeOOIBIIIOTO YKCJia MallMeHTOB, MToIy4dyaBIinx Pokcepa® u apyrue uHruouTOopsl ['MTI -
KoA pepnykTa3sbl, HaOI0ganuCh ITaTONOTUYeCKUe U3MEHEHU IPY aHaIu3e MO4H (TecCT-
II0JIOCKa CBUETEIbCTBOBAJA O IMpoTenHypuio). O0GHapyKeH 0eJloK ObINI, KaK ITPaBUIIO,
KaHaJIblIeBOT'0 COrjlacoBaHus. B OOJIBLIIMHCTBE ClIy4yaeB IPOTEUHYPUS CTaHOBUTCS
MEHbIIIe BEIPA’KEeHHOU UJIU McYe3aeT CaMOIIPOU3BOJIbHO IIPHU NPOOOJIKEHNUHU Tepaluu u
He TOBOPHUT 00 OCTPOM MJIY ITpoTrpeccupymollee 3ab0neBaHue MOYEK.

Ipyaue apdpexkmuol

B gnuTenbHBIX KOHTPOJIMPYEMBIX KIIMHUYECKUX HUCClieqoBaHusaIX Pokcepa® He
IIPOEMOHCTPHUPOBAJIa BPEIHOI0 BIUSHUS Ha TJIa3Hble JTUH3HL.

Y nauueHTOB, JIeunuBIINXCS Pokcepoio®, He OBI/IO BBHISIBJIEHO HapyIIeHUN QyHKIUN
KOPBI HAAIOYEYHUKOB.

ITocmmapkemuHa08blli ONblM NPUMEHEeHU s

Kpome 8bilieynomMsiHymoz20, 8 NOCMMAapkemuH208bill nepuod npumMmeHeHus Pokcepu®
OblIU 3ape2ucmpupo8aHbsvl caedyruLue sa8AeHUs.:

CO CTOPOHBEI HepBHOfI CHUCTEMEI: ITIOJIMHEBPOIIATHA, ITIOTEPA IIaMATH, HepI/I(bepI/IquKaﬂ
HEeBPOIIaTUs;

CO CTOPOHHI ObIXaTeJIbHON CUCTEMBI, OPTaHOB I'PYAHOM KJIETKU U CPENOCTEHUS:
KallleJib, OBIIIKA;

CO CTOPOHBI MUIIEBAPUTEJILHOM CUCTEMHEI: IUapPes;



CO CTOPOHEI HPII.T.[GBE[pHTGJ'IBHOfI CHUCTEMEI: 2K€JITyXa, I'elIaTUT, IIOBEIINIEHNE aKTHBHOCTH
IIEYEeHOYHEBIX TPaHCaMHHA3,;

CO CTOPOHHBI KOXKHU U ITOOKOXKHOU KjeTyaTKu: CUHAPOM CTuBeHCa-IIKOHCOHA;

CO CTOPOHBEI KOCTHO-MBIIIEYHOM CUCTEMBI: MMMYHOOIIOCPEOOBAHHEIX
HEKPOTU3UDPYIOIIAas MUOIIATHUA, aPTPAJITUA;

CO CTOPOHBI CYXOXKHUIUM, MHOTOA OCJIOKHEHHEIX Pa3phIlBaAMU: HMMYHOOIIOCPEeIOBaHHAST
HEKPOTU3UPYIOLIast MUOIIATHUS;

CO CTOPOHEHI ITIOYEK: TeMaTypuid,;

o0I1lee COCTOsSTHWE W HapPYIIeHUsI, CBsI3aHHBIE CO CIIOCOOOM IIPUMEHEHHUs IIpernaparTa:
OTEK;

CO CTOPOHBEI perOﬂYKTHBHOﬁ CHUCTEMBI U MOJIOYHEBIX 2KeJIe3: THHEKOMaCTHI,

CO CTOPOHBI KPOBU: TPOMOOIIUTOIIEHU .

Hpu npumMmeHeHuu HeKomopuvlx cmamuHo8 Cooﬁuga/me 0 maxkux No60YHbIX ABACHUSX:

OeIrpecCcus;

HapPpyIIeHusd CHA, B TOM YHCIIEe 6eCCOHHI/IHa W HOYHBI€ KOIIIMAPHI;

paccTporCTBa IOJIOBOM PYyHKITUY;

OTHeNbHbIE CITyYal UHTEPCTUIIMAJIPHOTO 3a00ieBaHus JIETKUX, 0COOEHHO B
cilydyae OJIUTEeJIbHOU Tepalunwy;

3a00IeBaHUS CyXOXKUJINYM, MHOTIa OCJIOKHEHHEIE UX Pa3PLIBOM.

YacToTa ciny4daeB pabooMuO0N3a, CeEPhe3HbIX HapyLUIEHU CO CTOPOHEI IO0YEK U IIeYeHU
(mpeuMyIIeCTBEHHO ITOBHIIIIEHHBIN YPOBEHb TPaHCaMUHAa3) Oblyia BHIIIE ITPU
npuMeHeHuu 0o3bl 40 Mr.

B mpoiiecce mocieperucTpalnoHHOT0 IPUMEeHeHe Po3yBacTaTUHA
UOeHTU(UIIMPOBAHO TAKyI0 HeXKeJlaTelIbHYI0 PeaKIuio KakK JeTajlbHasl U HeJleTallbHas
IMeYyeHOYHasi HeIOCTAaTOYHOCTh. [IOCKOIBbKY 00 3TOM peakIinio COO0IIarIoCh CIIOHTAHHO
13 MOy HeolpeneleHHOT0 KOJIMYeCTBa, HEBO3MOXKHO IOCTOBEPHO OIIEHUTH €€
YaCTOTYy WM YCTAHOBUTL HaATHUYKNe NPUYMNHHO-CIIEICTBEHHOM CBSI3U C IPHUMEHEHUEeM
Impenapara.

H3penka B IOCTPEruCTPaMOHHBIN IEPHO CO00IIanoCh O HapyIIeHUIX KOTHUTUBHBIX
dbyHKIMY (HampuMep yXyOlleHue IaMsaTH, 3a0bIBYUMBOCTh, aMHE3Us, YXyOIIeHue



MaMsTH, CIIyTAHHOCTh CO3HaHM ), KOTOPhIE aCCOLIUUPYIOTCS C TPUMEHEHUEM
ctaTuHOB. O TaKNUX KOTHUTHUBHEIE ITP00JIeMBI COO0IAaIOCh B CBSI3W CO BCEMH
CTaTUHaAMHU. SIBI€HUS, 0 KOTOPHIX TOBOPUTCS B COOOIIEHUAX, OOBIYHO UMEIOT JIETKUM
XapakKTep U IMIPOXOOST IIOCIe OTMEHBI CTAaTUHOB, a TaKXe UMEeIOT Pa3HOe BpeMs 1o
MOSIBJIEHNSI CUMIITOMOB (0T 1 OHS [0 JIeT) U O0 UCYe3HOBEHUSI CUMIITOMOB (MeauaHa -
3 Hepenu).

Ilemu u noOpocmku om 10 0o 17 nem

[Tpoduns 6e3onmacHoCcTU POoKCepH® y AeTel, MOAPOCTKOB U B3POCIIBIX TOJMOOHBIM, XOTSI
B KJIMHUYECKUX UCCIIeOBaHUAX ¥ HeTel U MOAPOCTKOB IIOCJIe yIIpaXXKHEeHUU UIU
3HAYMUTEJIbHBIX (DM3UYECKUX Harpy3o0K dalne oTMedanu noseimieHrne KOK> 10xBMH u
MBIIIIEYHBIE CUMIITOMEI, BIIOCJIEICTBUU IPOXoaunu 0e3 nmpephiBaHus jiedyeHus. OgHako,
U OJI1 OeTeu, U OJis1 B3POCJIIBIX IIPEegOCTOPOXKHOCTH IIPU ITpuMeHeHuu Pokceprsi®
OOVHAKOBEIL.

CpoOK rogHOCTH
3 romga.
YcnoBusi XxpaHeHUus

XpaHUTh B OpUTHMHAJILHOU yIIaKOBKe OJIS 3alllUTHI OT OelCTBUS cBeTa. [Ipemapart He
TpebyeT 0COOBIX TeEMIIEPATYPHBIX YCIOBUYM XpPaHEHUS.

XpaHUTH B HEOOCTYIIHOM [JIsI IeTel MecCTe.

VYnakoBka

ITo 10 TabneTok B OnucTepe, 1o 3 67McTepa B KAPTOHHOM KOpPOOKe.
KarTeropusi ornycka

ITo peuenty.

IIpousBoouTennb

KPKA, n.n., HoBo mecTto, CtoBeHUSI.



MecTOHax0XKIeHHe IIPOMU3BOOHUTEIA A €ro aapec MeCTa OCynmieCTBIICHHASA
oesiTeJIbHOCTH

[MImapremka necta 6, 8501 HoBo mecTto, CrioBeHU .
N CTOYHHUK UHCTPYKIIUH

NHCTPYKIIUS TeKapCTBEHHOTO CPeACTBa B3siTa U3 0QUIIMaTbHOT0 UCTOYHUKA —
l'ocymapCTBEHHOTO pPeecTpa JIEKapCTBEHHBIX CPEACTB YKPaUHHI.
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