CocrTaB

Odelicmeyruwiee BEIeCTBO: aTOPBAaCTaTUH;
1 TabneTka cogepxkut 30 MI aTOpBacTaTHHa B BHUAEe aTOPBacTaTUHA KalblIs;

8cnomoz2ameibHble geu,ecmaeda: 1akTo3a, [eJUIIJ103a MUKPOKPUCTaJUInYeCcKas,
TUAPOKCUIIPOIIUIIIIEIIII0I03a, HaTPUI KPOCKapMeslyio3a, KPOCIIOBUAOH, IolucopbaT
80, HaTpusa T'UAPOKCUL, MarHUA CcTeapar;

000/104Ka: CIUPT MOJMBUHUIIOBEIM, TanbK, Makporon 3000, TutaHa muokcup (E 171).
JIekapcTBeHHas1 GpopMa

TabeTKy, ITOKPHITHIE TIJIEHOYHOM 000T0YKOM.

OcHoBHble pu3suKko-xumuyeckue ceolticmeaa: 6enble UM Mo4YTu Oesible, KPYTJible, ClIerkKa
BBIITYKJIBIE, TIOKPHITHIE TIJIEHOYHOM 000JI0YKOM, CO CKOIIIEHHOM KPOMKOM.

dapMakoTepaneBTHYECKasi IpyImna

TunmonunuoemMuyeckue cpenctBa. MHrnoutopsl I'MI'-KoA-penykTa3nsl. ATOpBaCTaTHH.
Kog ATX C10A AO05.

®dapMaKOOMHaAMHKa

[TpemmapaTt cogepXUT aKTUBHOE BeIlleCTBO aTOpBacTaTUH. ATOPBAaCTaTUH ABJISIETCA
CENeKTUBHBIM KOHKYPEeHTHBIM UHTuouTopoM I'MK-KoA-penyKTa3sl - pepMeHTa,
oITpenesisonIero CKOpoCTh Tpeodpa3oBanHust 3-TUAPOKCU-3-METHUII-TTIIOTaPUII-
KO3H3¥Ma A B MeBaJIOHaT, KOTOPHIU ABJISIETCS IIpenlieCTBEeHHUKOM CTEpPOJIOB, B
YaCTHOCTHU XOJIeCTepuHa. TpUTTTUIIEpUILI U XOJIECTEPUH B [IeYEeHU BCTPAUBalOTCS B
MOJIEKYJIbI TUIIOTIPOTEMHOB OYeHb HU3KOM InoTHOCTHU (JITIOHII), mocTymaroT B mia3my
KPOBU U TPAHCIIOPTUPYIOTCA K IepupeprudecKuM TKaHsIM. JIUTIOIPOTENH HU3KOU
minotHocTu (JITIHIT) o6pazyetcs u3 JITIOHIT u katabonmu3upyeTcs, TJIaBHEIM 00pa3oM,
IIyTeM B3aMMOLENCTBUS C BEICOKOAMHHBIMU penientopamu JITTHIT (JITTHII-
PEeLenTopPkI).

ATopBacTaTUH CHUXKaeT KOHIIEHTPAlUU X0JIeCTepUHa B I1Jla3Me KPOBU U
JIMTIOTIPOTEWHA B CHIBOPOTKE KpoBU nyTeM mHrubuposaunusa ' MK-KoA-penykTassl, a
BIIOCJIEACTBUHU - OMOCHUHTE3a X0JIeCTEPUHA B IeUYeHH, a TaKXKe YBeITUYnBaeT
KOJINYEeCTBO Te4eHOYHEIX pernenTtopoB JIITHII Ha mOBEpXHOCTH KJIETOK, UTO IIPUBOSUT
K YCUJIEHUIO 3axBaTa U KaTtabonuama JITTHII.



ATopBacTaTuH cHUXXaeT oOpa3oBanue JITTHII u uyncno wactul JITTHII. ATopBacTaTuH
BBISEIBAET BBRIPAKEHHOE U CTOMKOEe MOBHIIIeHHEe aKTuBHOCTHU JITIHII-pennenTopoB B
coyeTaHuU C OJIaTONPUSITHBIMU U3MEHEHUsIMH KadyecTBa dacTtul JITTHII,
LUPKyJIUpyomye. ATopBacTaTuH 3(PPEeKTUBHO CHUKAET yPOBEHb XomecTtepuHa (XC)
JITTHII y mainimeHTOB C TOMO3UTOTHOU CEMENHOM TUIlepX0jleCTEPUHEMUEN, a 3TO
rpyIina, KoTopas He BCerja peardpoBajla Ha Tepalllio TUIIOIUINAEeMUYEeCKUMU
CpeacTBaMu.

Kpome BnusiHUS Ha MUOHNOHL IIJIa3Mbl, aTOPBAaCTaTUH UMeeT Opyrue 3QPeKTr, KOTOPhIE
YCUJIMBAIOT €70 aHTHaTEPOCKIIepOTuYeCKoe gercTBre. OH nOOaBisieT CUHTE3

W30 PEHOUOB - BEIIECTB, KOTOPHIE AENUCTBYIOT KaK (paKTOPHI POCTa Ha HNpoiudepalunio
KJIETOK TJIafKHUX MBIIII] COCYJOB, YMEHbIIIaeT BI3KOCTh MJIa3Mbl U aKTUBHOCTD
HEKOTOPHIX (PaKTOPOB KOATrysIuM U arperaiuu. biarogaps TaKomMy OelCTBUIO OH
yIydIllaeT TeMOOUHAaMUKY U CIIOCOOCTBYET HOpPMaIu3alluy IIPOIeCCOB CBEPTHIBAHUS
KpoBu. Kpome toro, uHrubutopsl ' MI'-KoA-penyKTa3bl BIUSIOT Ha MeTaboIu3M
MakpodaroB ¥, TaKUM 00pa30M, MOAABISIOT UX aKTUBAIIMIO, YMEHbIIIaeT PUCK pa3phiBa
aTepPOCKJIEPOTUYECKUX OISIIEK.

BEINO moKa3aHo, YTO aTOpBacTaTUH CHUXKAET KOHIIeHTPAaIluu 00I1ero XoilecTepruHa
(30-46%), XC JITTHII (41-61%), anonumnonpotenra B (34-50%) u Tpurnunepunos (14-
33%), BrI3bIBasi BapuabenbHO moBeIieHue YpoBHS XC JITIBIT u anmonunonporernHa A B
XOJe UCCIeJOBaHusl, B KOTOPOM M3y4dasiaCch J0303aBUCUMOCTHU ero 3dgdeKrTa. ITu
pe3ynbTaThl COTJIACYIOTCS C JaHHLIMU OOIbHBIX C TETEPO3UTOTHOM CEMENHOMN
TUIepxoJjieCTepUHEMUEN, HeCEMENHBIMU (pOpMaMU TUIIEPX0JIECTEPUHEMUU U
CMEeIIaHHOM TUIIEePINIUAEMUEN, BKITIoUas O0JIbHBIX C MHCYJTMHHE3aBUCUMbIM
caxapHBIM guabeToM.

BrI7I0 mOKa3aHo, YTO CHUXKEeHNe YpoBHel o01iero xonecreputa, XC JITTHIT u
alOJIUNIONPOTENHA B yMeHbIlIaeT PUCK CEPAEYHO-COCYOUCTHIX OCIIOXKHEHUU U
CMEPTHOCTD OT CEPHIEYHO-COCYANCTHIX 3a00IeBaHUN.

dapMaKOKHHETHKA

AGcopOius

ATopBacTaTuH OBICTPO abcopOUPyeTCs MOCie IepopasibHOTO IpHUeMa U JOCTUTaeT
MaKCHMaJIbHOU KOHIIEHTPAlIMHU B IIJla3Me 4epe3 1-2 yaca. YPOBEeHb HNOTIOIEHU U
KOHIIeHTpallusd aTopBacTaTHHa B IIJlTa3Me KPOBHU 3aBUCHUT OT AO3bI aTOpBacTaTUHA.
BuopocTynmHOCTh aTOpBacTaTuHa B popMe TabGIeTOK II0 CPaBHEHUIO C PACTBOPOM
cocTtaBiseT 95 u 99% cooTBeTCTBEeHHO. BUOOOCTYIIHOCTE aTOpBacTaTUHa COCTaBJIAET
npuMepHo 12-14%, a cucTeMHasi JOCTYITHOCTh MHTUOUPYIONIEH aKTUBHOCTHU B
otHomeHuu 'MI'-KoA-penykTa3ssl - 0kojio 30%. Huskas cucteMHass OMOOOCTYIIHOCTD



00yCIIOB/IEHA TPECUCTEMHBIM KITUPEHCOM B CITM3UCTOM 000JI0OYKE KETyIOYHOTO
TpakTa u OuoTpaHcdopMalirei BO BpeMs IIEePBUYHOTO ITPOX0XKACHUS Yepe3 MeUeHb.

Pacnpepgenenune

CpepgHuii 00beM pacupeneieHuss aTopBacTaTUHA COCTaBJsieT oKojio 381 .
CBsi3pIBaHME C OeTKaMU IJTa3Mbl KpOBHU cocTaBnseT> 98%. KoHlleHTpalluOHHOE
COOTHOILIEHME KPOBB / IIJ1a3Ma, COCTaBsgeT npuMepHo 0,25, yKa3blBaeT Ha IIJI0X0€e
MIPOHUKHOBEHUE IIpelapaTta B 9PUTPOIIUTHL.

MeTabonusm

ATopBacTaTUH B 3HQUUTEJILHOU CTEeIeHU MeTabonu3upyeTcs, o0pa3ysi Ipu 3TOM OPTO
U IaparugpoKCUINPOBAHHEIE IPOU3BOAHEIE U PA3JINYHble IPOAYKTHL b-okucnenud. In
vitro opTo- ¥ maparugpOKCUINPOBaHHbIE METAOOIUTHI IPOSIBASIOT MHTUOUPYIOIIee
aKTUBHOCTH B OTHOLIeHuu ['MI'-KOA-penyKTa3bl, 3KBUBAJIEHTHYIO 0EeUCTBUSI
aTopBacTtaTuHa. UHrubupyomui apdekt npenapara B oTHomeHuu ' MI'-KoA-
penykTa3bl npuMepHOo Ha 70% onpepnensieTcss aKkTUBHOCTBIO LIUPKYJIUPYIOLIUX
MeTabOIUTOB.

Brigpenexnue

ATopBacTaTUH U ero MeTabOIUTHI TJIAaBHEIM 00pPa30M BBIBOJISITCSI C JKEIYbIO IIOCIIe
IMeYeHOYHOM U / UM BHEIIeYeHOYHBIX OMoTpaHchopMalium, OOHAKO He UCIBITEIBAIOT
JKeJNyOOYHO-IIeYeHOYHOU peuupKynauuu. CpegHul IepPruos I0JIyBbEIBEdeHU A
aTopBacTaTHUHA y II0JelN cocTaBiseT mpuMepHo 14 vyacos. MHrubupyomas
aKTHUBHOCTSB B oTHOoLIeHuU ['MI'-KoA-penykTa3sl coxpaHsaeTcsa B TedyeHue 20-30 yacoB
M3-3a MPUCYTCTBUSA aKTUBHBIX MeTab0uTOB. [locye mpuemMa mpemnapaTta ¢ MO4oOHu
BeIgensieTcsa MeHee 2% MOO3HI.

IMTonynsiiiy O0JIbHEIX

ITauueHmul nocu1020 803pacma

KoHlleHTpallis aTopBacTaTHUHA B I1JlTa3Me KPOBHU Y 3TOPOBBIX ITOKUIILIX TOOPOBOJILIIEB
(B BO3pacTe> 65 m1eT) BHIIIIE, YeM B MIQAMIINX, TOTAa KaK TUIIOIUNINOEeMUYECKUE
9(pdeKTH OBIJTM COIIOCTAaBUMEBI C TAKMMHU, KOTOPHIEe HaOJII0aTuCh ¥ MOJIOABIX
IaleHTOB.

Iemu

BooGpaxaeMbili KJIMPEHC IIPU IIepopalbHOM IIpUeMe aTopBacTaTUHA y OeTeu
OKa3aJics IoA00HBIM KJIUPEeHCa y B3POCJIOTOo YeJjloBeKa IIpU MacIlliTaOupoBaHUU
aJIOMEeTPUYHO 3a MacCoOU Teja, IIOCKOIbKY Macca Teja Obljia eIMHCTBEHHOU KPYITHOM
KOBapuaToOIO B IOIIYJIALMOHHOTO (papMaKOKMHETHYECKOI 0 MOJEeI aTopBacTaTuHa



OaHHBIM, KOTOPbIE BKJIIOYalli OeTeu C TeTEePO3UTrOTHOUM CEMEUHOU
ruIepxojiecTepuHeMuen (B Bo3pacTte oT 6 go 17 mer.

Ilon

KoHlleHTpallisg aTopBacTaTHHa B I1Jla3Me KPOBHU Y KEHIIIWH OTJINYAEeTCS OT TAaKOBOU y
MYyK4YMWH (MakKCcHMaJibHas KOHIIeHTpalusa B na3Me KpoBu (Cmax) BEIIIE IPUMEPHO Ha
20%, a nnomaap nmoxg KpuBou (AUC) Huxke Ha 10%). OgHaKO 9TH pa3nuyusa He UMEIOT
KJIMHUYECKOT0 3HAYEHHSsI, a TUINONUNNuAeMuYecKuil 3¢ PeKT mpernapara y MyK4YuH U
JKEeHIIUH IOYTH OOUHAKOB.

IToueuHas Hedocmamo4yHOCMb

3aboseBaHus IIOYEK HE BIUSET Ha KOHIIEHTPAIIUIO B IIJila3M€ KPOBHU HUIIN
TUIIOJITUIITNOEMHUYECKHUE SQ)(I)GKTBI ATOPBACTATHHA U €TI0 aKTHUBHBIX MeTabOoJINTOB.

['emoguanus. HeCMOTpH Ha TO, 4YTO IIPH Y4AaCTHUHU IIalITMEHTOB C TepMHHaHBHOﬁ cTagueu

3a00eBaHusI II0UYEK HCCJIeJOBaHUA HEe IMTPOBOOUIINCH, CHUTAETCA, 4YTO reMoauaJin3 He
IIOBHIIITIAE€T 3HAYKNMEIM o6pa30M KJIIMPEHC, ITIOCKOJIBKY aTOPBACTATHUH MHTEHCHUBHO
CBsI3BEIBAETCS C OeIKaMU MJIa3Mbl KPOBH.

ITeueHOYHas1 HeOOCMAMOYHOCMb

KoHuleHTpanusa aTopBacTaTHHa B I1Jla3Me KPOBU 3aMETHO MOBHIIIIEHA Y TallueHTOB C
XPOHUYECKOM aJIKOTOJIbHOM O0JIe3HbBI0 NTeUyeHu. 3HaueHus mokasaTteneir Cmax u AUC B
4 pa3a BHIIIE Yy ITAllMEHTOB C 3a00JieBaHUEM MedyeHU Kjacca A 1o mkasne Yaung-I1sio.

Y namueHTOB Cc 3a00JIeBaHUEM IIedYeHU Kiacca o mkKasne Yaunn-I1eio 3HaYeHusa
nokasaTtener Cmax u AUC moBIMIAIOTCS NpuMepHO 16-KpaTHO u 11-KpaTHO
cooTBeTCTBeHHO (cM. Pa3aen «IIpoTuBOmOKa3aHUS»).

IToxka3aHus

IIpedomepaw,eHus cepdeyHo-cocyoucmuimM 3abos1e8aHuUAM

B3pocnbiM naneHTaM 63 KIMHUYECKH BhIpaKeHHOMN UITeMUYeCcKol 00Ie3HU ceppllia
(UBC), HO ¢ HeckonbKuUMU (pakTOpamu pucka MBC, TaKMMU KaK MOKUIION BO3PACT,
KypeHue, apTepuanbHas TUMIePTeH3us, Hu3kui ypoBens JITIBIT unu Hanuyre paHHEN
HUBC B cemeiHOM aHaMHe3e, IIpelapar IIoKa3aH [Jis:

e YMEHbIIIEHNE PHCKa BOSHUKHOBEHUA I/IH(I)apKTa MHOKapOga

e YMEHbIIIEHNE PDHUCKa BOSHUKHOBEHUA NHCYJIBTA;

e YMEHbIIIEHNE PHUCKa BOSHUKHOBEHHUA CTEHOKAPOUHN U HGOGXOJII/IMOCTI/I IIpoBEOEHUA
IIpoomenyp peBacCKyJsipru3alliy MUOKapOa.



[TammeHTaM C caxapHBIM AuabeToM 2-TO Tuna u 6e3 KIMHUYECKH BHIPAaXKeHHOM!
nIeMu4eckoy 601e3HU ceplla, HO C HeCKOMbKUMHU (pakTopaMu pucka passutus UBC,
TaKMMHU KaK PETHUHOIIATUS, aJIb-OyMUHYPUs, KypeHUe UJIN apTepualibHas TUIIePTeH3us,
IIpenapart MoKa3aH [IJIs:

e YMEHbIIIEHNE PHUCKa BOSHUKHOBEHUA I/IH(l)apKTa MHOKapOoa
e YMEHLIIIEeHNEe P CKa BOSHUKHOBEHUSA NHCYJIBTA.

[ManyeHTaM C KJIMHUYECKHU BHIPAXKEHHOU HINTeMHUYeCKOl 00JIe3HbI0 cepalla mpenapar
IMoKa3aH AJis:

YMEHBIIIEHNE PUCKA BOSHUKHOBEHUA HEJIETAJIEHOT' O I/IH(l)apKTa MHOKapOga

YMEHBIIIEHNE PUCKA BOSHUKHOBEHHUS JIETAJIBHOTO X HEJIETAJILHOT'O MHCYJIbTA;

yMeHbIIIeHI e PHUCKa HeOOXOOUMOCTH MPOBEOEeHUS ITPOLIeayp PeBaCKYIsIPU3alInu
MHOKapaa

YMeHbIIIeHe PUCKa He0OXOOUMOCTH I'OCIIUTAIN3AIIUU B CBSI3U C 3aCTOMHOMU
CcepOevYHOr HeOOCTAaTOYHOCThIO

yMEeHbIIIEHVEe PUCKa BOSHUKHOBEHUSI CTEHOKaPOUU.
I'unepaunudemus

e [Iepsu4Hasa 2unepxosecmepuHemus (2emepo3u20mHas cemelHas u
HecemellHas) u cMewdaHHas oucaunudemus (mun Ila u IIb no Kaaccugukayuu
®pedpukcoHa). Kak gonmonHeHUe K IueTe, YTOOB YMEHBITUTH MOBHIIIIEHHBIE
ypoBHH 0011ero xonecteputa (OXC), XxornecTepruHa JIMIIOIIPOTEUIOB HU3KOU
nnotHocTtu (XC JIITHII), anonunonpoTenHa B u TpUrnuiiepuaoB, a TaKxKe I
MTOBHIIIIEHUS YPOBHS X0JIECTEPUHA JIUIIOIIPOTENIOB BEICOKOH IJIOTHOCTHU (XC
JITIBITI).

e ['unepmpuzauuepudemus (mun IV no kaaccupukauuu ®pedpuxkcoHa). Kak
OOIIOJTHEHUE K AUeTe OJIis JIeUeHUs MalueHTOB C MOBBIIIIEHHLEIMU YPOBHSIMU
TPUTIUIIEPUOOB B CHLIBOPOTKE KPOBHU.

e [lepsuyHas ducbemasunonpomeuHemus (mun III no kaaccupukauuu
®pedpukcoHa). [I719 medeHUs MalMeHTOB B Cliydyae, Korga coOJIiofjeHre OUeThH
HeOoCTaTO4YHO 3¢ (HEKTUBHBIM.

e 'OoMO3u20mHas cemeliHas 2unepxojiecmepuHemusi. [171s1 yMeHbIIIeHUST 00IIero
xonectepuHa u XC JIITHIT kak gonojHeHUe K OIPYTUM TUIIOIUIUIEeMUYECKUX
MeTOmoB neueHus (Hanpumep adepesa JITTHII) unu ecnu Takue MeTOOLI TeUYEeHUS
HEeIOOCTYIHHI.

e 'emepo3uz2omHas cemeuHas 2unepxosecmepuHemMusa y nayueHmos 0emckoz0
go3pacma (8 so3pacme 10-17 nem). Kak OOIIOTHEHNE K JUETE [OJI YMEHbIIIeHUS
ypoBHeu OXC, XC JITIHII u anonunonpoTerHa B y MalbYMKOB-IOOAPOCTKOB U
IeBYILIEK II0CJie Hayajla MeHCTpyaluu B Bo3pacTe oT 10 go 17 net, ecnu nocine
COOTBETCTBYIOILIEN AUETOTEpPAIlu Pe3yIbTaThl aHaIu30B TaKue:



a) xomnectepuH JITTHIT octaetcsa = 190 mr/gn (3 4,91 MmMonb/n) unu
0) xonectepun JITTHIT = 160 mr/on (3 4,14 MMOJIB/JT) H:

o B ceMeliHOM aHaMHe3e UMEIOTCS PaHHUE CEePOeYHO-COCYOUCTHIe 3a00IeBaHUsI
153051

o [IBa umu 6osiee Opyrux GaKTOPOB PHCKa PA3BUTUS CEPOEUHO-COCYOUCTHIX
3a00JIeBaHUM MPHUCYTCTBYIOT y IIalleHTa OeTCKOT0 Bo3pacTa.

:HpOTHBOHOKaSaHHH

e ['MNIepYyBCTBUTEILHOCTD K JTI000MY MHTPEAUEHTY IIpelapara.

e 3abo0JieBaHUAX IIeUEeHU B OCTPOU (ha3e UM CTOMKOE IIOBHIIIEHNE (HEU3BECTHOTO
reHes3a) ypOBHEM TpaHCaMKHa3 B CLIBOPOTKE KPOBU B 3 pa3a u Ooiee.

e [IpemapaT IpOTHUBONIOKa3aH OepPeMEHHBIM, XKEHIITMHAM B IEPUO[ KOPMJIEHU S
TPYyAbIO, U XKEeHIIMHaM PeNpPOAyKTUBHOIO BO3pacTa, KOTOPhIe He IIPUMEHSTIOT
MMOAXOOAIINe MeTOOb KOHTpauenuuu (cMm. Pazgen «IIpuMeHeHUe B IIEPUOL
6epeMeHHOCTU UIU KOPMJIEHUS TPYObIO»).

B3auMoOIeHCTBHE C IPYTHMH JIEKapCTBEHHBIMH CPEICTBAMH H [IPpyrue BHObI
B3aMMOIEeHUCTBUHA

BnusiHMe Ha aTOPBAaCTATHH JIEKapPCTBEHHBIX CPECTB, KOTOPHIE IPUHUMAIOT

OOJHOBPEMEHHO

ATopBacTaTuH MeTabOIU3UPYeETCs C IToMoIIbio 1tmToxpoMa P450 3A4 (CYP3A4) u
SIBJISIETCSI CyOCTpPATOM [JIsI TPAHCIIOPTHHIX OEIKOB, HaIpUMep IIeYeHOYHOI' 0
nepenocyuka OATP1B1. OgHoOBpeMeHHBIU IIPUEM JIEKapPCTBEHHBIX CPEOCTB, KOTOPhIE
saBisA0TCSI uHruoutopamMu CYP3A4 uny TPAHCIOPTHBIMU OeJIKaMi, MOXKEeT IIPUBECTH K
MIOBBIILIEHUIO KOHIIEHTPallui aTopBacTaTUHa B IIJla3Me KPOBU U YBEJIMYEHUIO PHUCKa
MUOIIaTUM. DTOT PUCK TaKKe MOXKET BO3PacCTU IPU OJHOBPEMEHHOM IIpUueMe
aTopBacCTaTUHA C APYTUMMU JIEKaPpCTBEHHLIMU CPEeACTBaMu, KOTOPEIE MOT'YT BbI3BaTh
MHOIIATHUHM, TAKUMU KaK IIUKJIOCIIOPUH, GuOpaThl, HUKOTUHOBAS KUCJIOTA UJIH
UHTUOUTOPHI ITuToXpoMa P450 3A4 (HampuMep SPUTPOMUIIMH, a30JIbHbIE
MIPOTUBOTPUOKOBEIE ITpemnaparTsl) (cM. Pasgen «OcoOeHHOCTH ITPUMEHEHUSS»).

HHeubumopwul CYP3A4

N3BecTHO, 4TO MoOIIHbIe UHTUOUTOPEI CYP3A4 MpUBOOSAT K 3HAYUTEIHHOMY
MTOBHIIIIEHUIO KOHIIEHTPAIIMM aTopBacTaTuHa (cM. Tabnuiny 1 u moapobHyIo
nHdopMalrio, MpUBEAeHHYI0 HUXKe). Bcien 3a BO3MOXKHOCTH u3berarthb
OJHOBPEMEHHOTI0 ITPUMeHeHusI ¢ MOUTHEIMU UHruoutopamu CYP3A4 (Hampumep C
LIUKJIOCIIOPUHOM, TEJIUTPOMULIUHOM, KJIaPUTPOMULIMHOM, eJlaBUPOUH,



CTUPUIIEHTOJIOM, KETOKOHA30JIOM, BOPUKOHAa30JI0M, UTPpaKOHa30JI0M, IlocakoHa30/1 1
uHruobutopamMu nporeas BHUY, B ToM uncjie pUTOHABUPOM, JIOIIMHABUP, aTa3aHAaBUPOM,
WMHOWHABUPOM, [apyHaBup u T.0.). Eciiu HeBo3MOKHO 130eKaTh OJJHOBPEMEHHOTO
IIpUMEHEHUS 3TUX IIpelapaToB C aTOpBacTaTUHOM, CJIeyeT PaCCMOTPETH
BO3MOXKHOCTh IPUMEHEHHUS MEHbIINX (HadyalbHOM U MaKCUMaJIbHOMN) H03
aTopBacTaTUHA. TakxXKe peKOMEHOYyeTCS IIPOBOAUTD HaAJleXKallui KINHUYECKUU
MOHUTOPUHT COCTOSSIHUS IManueHTa (cM. Tabmuiy 1).

YMmepenubie uHruOuTOPHl CYP3A4 (HanpuMep 3pUTPOMUIIUH, OTUITHA3€eM, BepanaMuil
U1 (QIIYKOHA30JI) MOTYT MOBHIIIATh KOHIIEHTPALIMIO aToOpBacTaTHUHA B jla3Me KpPOBH (CM.
Tabnuuy 1). OgHOBpeMeHHOe TPUMeHeHNe SPUTPOMULIMHA U CTAaTUHOB
CONPOBOXKIOAEeTCs IMOBHIIIIEHUEM PHCKa pa3BUTUA Muonatuu. MccnegoBanue
B3aMMO[ENCTBUS JIEKaPCTBEHHBIX ITPeapaToB OJIs OIIeHKU BIIUSHUS aMUOJdapoHa N
BepaliaMujia Ha aTopBacTaTHUH He IPOBOOUIINCH. U3BECTHO, YTO aMUOOapoOH "
BeparnamMuil nogasisaloT akTuBHOCTE CYP3A4, a ciemoBaTesibHO, OQHOBPEMEHHOE
Ha3Ha4YeHMe 3THUX IIperapaToB C aTOPBAaCTaTUHOM MOXKET IIPUBECTHU K YBEJIUUYEHUIO
9KCIIO3UIIMU aTOpBacTaTuHa. TakKuM 00pa3oM, IIpU OMHOBPEMEHHOM MPUMEHEHUU
aTopBacTaTHUHA U 3TUX yMepeHHBIX nHTruouTopoB CYP3A4 cnegyeT pacCMOTPETD
11e71eCO000PAa3HOCTh Ha3HAYEHUST MEHBIIINX MaKCUMaJIbHBIX 103 aTOpBacTaTUHA. Takxke
PEKOMEHOyeTCsI MPOBOOUTDL KIMHUYECKUY MOHUTOPUHT COCTOSIHUS IallieHTa IIOoCe
HayaJia JiedyeHUsI UHTUOUTOPOM UJIU TI0CJIe KOPPEKIINY [TO3HI.

Cmumyaamopst CYP3A4

OpHOBpEMEHHBIY IIPHEM aTOpBacTaTHHA CO CTUMyJisTopaMu nmutoxpoma P450 3A
(HampumMep ¢ DdaBupeHIl, pudpaMInHOM, 3Bepo00eM) MOKET IIPUBECTH K
HEYCTOMYMBOMY CHUIKEHMNE KOHIIeHTpallili aTopBacTaTHUHA B MJla3Me KPOBH.
brnaromapst MexaHM3My OBOMHOTIO B3aUMOAENCTBUSA pUdaMIIvHa (CTUMYINPOBaHUE
nuToxpoMma P450 3A u uHruOuUpoBaHUS IeYeHoYHoro rnepeHocunka OATP1B1)
OOHOBPEMEHHBIM IIPHEM aTOpBacTaTHHA M pudaMInHa peKOMEeHO0BaH, IIOCKOJIbKY
IIpreM aTopBacTaTUHa Yepe3 OOJIBIION IPOMEXKYTOK BpeEMEHHU IT0ociie pudamMnnuHa
CBSI3BIBAETCS CO 3HAUYUTENIbHLIM CHUXKEHMEM KOHIIeHTpallii aTopBacTaTHHA B MJla3Me
KpoBu. OOHaKO BIMsHNE pudaMIrnHa Ha KOHIIEHTPAIlMM aTOpBacTaTUHA B KJIeTKax
IeYeHU HEeU3BECTEH, 1 ITPU HEBO3MOXKHOCTHY U30eKaTh OMHOBPEMEHHOTO IIpUeMa
clenyeT BHUMAaTENIbHO HabOmomaTh 3a 3(ppeKTUBHOCTDIO JIeUEeHUS MallieHTa.

A3umpomMuuuH

OpHOBpeMeHHOe Ha3dHaueHue aTopBacTaTyuHa (10 Mr 1 pa3 B CyTKU) ¥ a3UTPOMULIMHA
(500 Mr 1 pa3 B CyTKH) He COMIPOBOXKAAIOCh U3MEHEHUSIMHU KOHIIEHTPAIUU
aTopBacTaTHHAa B IIJla3Me KPOBHU.

Hueubumopbl mpaHcnopmubsix 6e1kK08



NHTruOuTOPH TPAHCIIOPTHRIX O€JIKOB (HampuMep IMUKJIOCIOPHH) CIIOCOOHEI ITOBBIIIIATh
YPOBEHb CHCTEMHOM 3KCIIO3UIINK aTopBacTaThHA (cM. Tabmumy 1). BnusHue
ITOOaBJIEHUSI HAKOIIUTEILHEIX TPAHCIIOPTHRIX OEJTKOB Ha KOHIIEHTPAIIUIO
aTopBacTaTHHA B KJIeTKAX MeYeHu HeusBecTeH. Eciiu u3bexkaTb OMHOBPEMEHHOTO
Ha3HAYEeHUS STUX IIpellapaToB HEBO3MOXKHO, PEKOMEHOYeTCs CHUXKEeHUEe HO3bl U
IIPOBEIEeHUs KIIMHUYECKOT0 MOHUTOPHUHTA 9P (PEeKTUBHOCTH aToOpBacTaTHHa (CM.
Tabmuny 1).

I'em@pubposus/npoudsodHbvie pubpuHOB8Ol KUCaA0Mbl

[TpumeHeHue pubpaTOB B KAYECTBE MOHOTEPAINU CBSI3BIBAIOT C PAa3BUTUEM SIBJIEHUM
CO CTOPOHBI MBIIIIEYHOU CUCTEMBI, B TOM 4UHcCJie pabmoMuosnr3a. PUCK TaKuX COOBITUM
MO2KeT OBITH ITOBHIIIIEH ITPY OMHOBPEMEHHOM IIpreMe IIPOu3BOOHBIX (GHOPUHOBOM
KHMCJIOTHI M aTOpBacTaTuHa. Eciiu HEBO3MOXKHO nU30exKaTh OOHOBPEMEHHOT O
MIPUMEHEHU S, CIeIyeT IPUMEHSITh CaMyI0 HU3KYIO O3y aToOpBacTaTUHA IJIs
OOCTUXKEHUS TepalleBTUYeCKOM OO3hl ¥ KOHTPOJIMPOBATDH OOJIZKHBIM 00pa3oM
COCTOSTHME maiueHToB (cM. Pazmen «OcoOeHHOCTH IPUMEHEHHUST).

93emumub

[TpumeHeHUe 33eTUMKUOA B Ka4eCTBEe MOHOTEPAIIUN CBSI3LIBAIOT C PA3BUTHUEM SIBJIEHUM
CO CTOPOHBI MBIIIIEYHOM CUCTEMBI, B TOM 4HcCJie pabmoMuosnu3a. Takum o0pa3oM, Ipu
OJHOBPEMEHHOM NPUMEHEHHUH! 33eTUMKU0a U aTOpBAaCTaTHHA PUCK PA3BUTUS 3THUX
sIBJIEHUU yBennuuyuBaeTcsa. PekoMeHOyeTCsa IPOBOAUTD HajleXKalllui KIMHUYECKUU
MOHUTOPUHT COCTOSIHUS TaKUX MalleHTOB.

Koaecmunon

KoHIeHTpalus aTopBacTaTUHa B IIJla3Me KPOBU HUXKE (ITpUMepPHO Ha 25%) nmpu
OOHOBPEMEHHOM IIpPHEME aTOpBacTaTUHA U KojlecTurona. [Ipu sTom
TUIONIUIINAEeMUYEeCKOe NelCcTBe KOMOMHAIIMY aTOPBacTaTUHA U KOJIECTUIIOJA
npeBbimana 3p@PeKT, KOTOPHIM OJaeT IpHUeM KaXKOoro U3 3TUX IpenapaToB B
OTHOENTbHOCTH.

®y3uduesas Kucioma

HccnemoBaHue B3aMOOEMCTBUS aTOpPBAacCTaTHHA U Qy3uaneBasi KUCJIOTa He
mpoBoouIIMCh. Kak U B cliydae IpUMEHEHUS C IPYyrUMMU CTaTUHAMU, B
IIOCTMapPKEeTUHIOBLIM IIePUOM IIPU OJHOBPEMEHHOM IpHeMe aTopBacTaTUHA U
dysupueBast KucjaoTa HabMIOOANKUCh IBJIEHUS CO CTOPOHBI MBIIIIEYHOMN CUCTEMHI (B TOM
yucsie padbgoMuosn3). MexaHu3M 3TOT0 B3aUMOIEMCTBUS OCTAeTCSI HEM3BECTHHIM.
[TanmeHTH HYKOAIOTCS B TIIAaTEeTbHOM HaOMIOOEeHUN, MOXKET ITOTPeOOBATHCS
BpeMeHHOe MpeKpallleH1e JIeYeH!sI aTOPBAaCTaTUHOM.



KoaxuuuH

[Tpu omHOBPEMEHHOM NPHUMEHEHWN aTOPBACTaTHHA C KOJIXHIIMHOM COOOIIAIOCh O
ClIy4asix MUOIIaTHUH, B TOM 4Ymcjie pabmoMmosim3a, I03TOMY CJIEAYEeT C OCTOPOIKHOCTHIO
Ha3HAYaTh aTOPBACTATUH C KOJIXUIIMHOM.

BnusiHMe aTopBacTaTHHA Ha JIEKAPCTBEHHBIE CPEOCTBA, KOTOPhIE IPUHUMAIOT
OOHOBPEMEHHO

Ju2o0KcuH

[Tpu ogHOBpEMEHHOM IIPUMEHEHNH MHOTOKPATHLIX O03 IIpenapaTa U JUTOKCHHa
PaBHOBECHBIE KOHILIEHTPAILUM OUTOKCHHA B IJla3Me IMOBBILIAIOTCSA IIPUMEPHO Ha 20%.
CnenyeT OOMXKHBIM 00pa30M KOHTPOIUPOBATh COCTOSTHYE MMAllMEeHTOB, IIPUHUMAIOIIUX
OUTOKCHH.

ITepopaavHble KOHMpauenmuaebl

OnHOBpeMEHHOe ITPUMEHEeHNEe aToOpBacTaTUHA C OpPaJIbHBIMU KOHTPAlleIITUBaMU
ITPUBOUIIO K ITOBBIIIIEHUIO KOHIIEHTPAIIUKY HOPAITUCTEPOHA U 3TUHUJISCTPAOMOIa B
IJj1a3Me KPOBU. JTU MOBHIIIEHNUE CIIeAYeT YUYUTHIBATDh IIPU BEIOOpE MepopaTbHOro
KOHTpAaleITHBa OJId XKEeHIINHBI, KOTOpas IPpUHAMaeT aToOpBaCcTaTHUH.

BapgapuH

B KIMHUYECKOM HCCIed0BaHNH y MAllieHTOB, IIPOXOOUBIINX OJIUTEIbHOE JIeUeHNEe
BapdapuHOM, OMHOBPEMEHHOe NTpuMeHeHrne 80 MI' aToOpBacTaTUHA €3KeOHEBHO C
BapdapuHOM IIPUBOANIIO K HEOOJBIIOMY YMeHbIeHnIo (0Koyo 1,7 cekyHner) I1B B
TeUeHUe IIePBLIX 4 MHeW Tepaluu, OOHAKO 3TOT II0Ka3aTeJIb BO3Bpalllajics K HopMe B
TedeHUe cleaylomux 15 qHel nedeHus aTopBacTaTHHAa. XOTS COO0IIanoch JIUIbL 00
O4YeHb PEOKUX CIy4YasX KINHUYECKH 3HAUYUMBIX aHTUKOATYyJISHTOB B3aMOIEMCTBUH,
npexae 4eM HadaThb Tepalluio aTOPBaCTAaTUHOM, ITallieHTaM, IPUHUMAaIOIINM
AHTUKOATyJISHTH KyMapuHa 1 DOBOJIBHO YaCTO B Hayajie Tepaluu HeoO0XoouMo
oIpeaeiuTh TPOTPOMOMHOBOE BpeMs OJI TTOATBEPKAEHUSI OTCYTCTBUS
CYIIIECTBEHHOT' O U3MEHEHUS MoKa3aTensa. Kak TOMbKO CTaOUIILHBIN IIPOTPOMOUHOBOE
BpeMs ObIJI0 3aMKCUPOBAHO, TOKa3aTelb MOXKHO KOHTPOJIMPOBATh C UHTEPBAJIaMH,
KOTOPBbIe OOBIYHO PEKOMEHIYIOTCS IJISI TAllMeHTOB, IIPUHUMAIONIUNX aHTUKOATYJISHTHI
KyMapHHa. B ciiydae npekpallleHus Tepalnuu Uil U3MeHeHUs 003kl aTopBacTaTUHA
OaHHYIO IPOLEeaypy ClIeayeT HOBTOPSATh. Y MallMeHTOB, He MPUHUMaBIIUX
AHTUKOATyJISSHTHI, TEPAIIUs aTOPBACTaTUHOM He Obljla CBA3aHa C KPOBOTEYEHUEM UJTN
C U3MEHEHUSIMU ITPOTPOMONHOBOTO BPEMEHH.

Ta6m/1ua 1. Bnussaue JIEKapPCTBEHHEBIX CPEeOCTB, KOTOPhEIE€ IIPMHMMAIOT OOHOBPEMEHHO,
Ha (I)apMaKOKI/IHeTI/IKy aTOpBaCTaTHHa



OgHOBpPEMEHHO
IIpUMEHsIeMble
npemnaparbl U

ATopBacraTuH

pexuM IToza (mr) Coornomenve AUC|, KiauHuyeckue
TO3UPOBaHHUST 1 pPeKOMeHJanuu 2
LlukiocoopuH 5,2 10 Mmr 1 pa3 B cyTKHU Ecnu
MI/KT/H00Yy, Ha IpoTsixeHuu 28 (8,7 OAHOBPEMEHHOE
crabunbHad fo3a  [fHeR BBECHIE
aTopBacTaTUHa
Tunpanasup 500 Mr 40 r 1 pas Ha meHs Heo0X0oauMo, 103a
2 pa3sa B CyTKu/ ’ He [OJIXKHAa
10 mr pa3oBas go3a
putoHaBup 200 mr 2 9,4 npesobinath 10 Mr B
. |[Ha mpoTsaxkenuu 20
pa3a B CYTKH, 8 OHeU . IEeHb.
oHen
(314 mo 21 meHn) PekomeHnnyeTtcs
KJIMHAYECKUU
Tenampesup 750 mMr MOHHUTOPHHT
Kaxpaeie 8 yacos, 10 |20 Mr pa3sosas gosa (9,4 COCTOSIHUSE
nHeH MMallEeHTOB.
Ecnu
OOHOBPEMEHHOE
JlonuuaBup 400 Mr 2 BBETICHUE
pa3a B cyTKu/ 40 mr 1 pa3 B CyTKHU aTopBacTaTHHA
putoHaBup 100 Mmr 2 |Ha npoTtsaxkeHuu 4 |5,9 HEOBGXOIUMO,
pa3a B cyTKH, 14 oHeu DEeKOMEHyeTCs
AHeH YMEHBIIUTH
noggepKuBawIue
IO3BI
aTopBacTaTtuHa. [Ipu
mo3upoBKe 6omee 20
KnaputpoMuiii 80 mr 1 pa3 B cyTKH MI' pEKOMEHAYeTCA
500 Mr 2 pa3sa B Ha nmpoTtsaxenuu 8 4,5 IPOBOAUTD
cyTKH, 9 mHei nHEI KJIMHUYEeCKUU
MOHUTOPUHT
COCTOSTHUS

IIaITMEHTOB.




CakBuHaBup 400 mr
2 pa3a B
CYTKU/PUTOHABUD
300 mMr 2 pa3sa B
CyTKU 5-7 mHeu, Ha 8

40 mr 1 pa3 B CyTKHU

Ha npoTsaxenuu 4 (3,9
OEeHb YBEJINYUTh .
oHeun
no3y mo 400 mr, 4-18
oHeu, yepe3d 30 MuH Ecmu
IoCJjie IpueMa OOHOBPEMEHHOE
aTopBacTaTUHa BBeIEeHUE
I 300 5 aTopBacTaTUHa
apyHaBU MT
by P 10 Mr 1 pa3 B CyTKH Heo0X0OUuMo,
pa3a B cyTKu/
Ha ONPOTSAXKeHUu 4 3,4 PEKOMEHyeTCs
putoHaBup 100 mr 2 .
_|mHEn! YMEHBIIUTH
pa3a B CyTKH, 9 gHeu
MMOOepIKUBaIOIINE
IO3BI
uTpakoHasosn 200 mr aTopBacTraTusa. [Tpu
1 pa3 B cyTKH, 4 40 mr pa3oBas go3a (3,3 I03UpOoBKe Gojee 40
AHSA MT' peKOMEHIYeTCS
ITPOBOIUTD
KJIMHAYECKUU
®ocamnpenasup 700
MOHUTOPUHT
Mr 2 pa3sa B cyTku/ |10 mr 1 pa3 B CyTKH
COCTOSTHUS
putoHaBup 100 mr 2 |Ha npoTsaxenuu 4 (2,5
. ManueHTOB.
pa3a B cyTKY, 14 oHeu
oHeun
docaMmnpeHaBUP 10 mr 1 pa3 B cyTKu
1400 mr 2 paza B Ha npoTraxenuum 4 (2,3
cyTKH, 14 gHEen oHen
Hendurnasup 1250 |10 mr 1 pa3 B CyTKH
Crienmuduyeckux
MI 2 pa3a B CyTKH, |[Ha IIpoTaxeHuu 28 (1,74

14 nHen

oHen

PEKOMeHOalum HeT.




OpgHOBpPEMEHHBIN
npueM OOJIbIINUX

['pelinidpyTOBHIM KOJINYECTB
cuk3 240 mn 1 pa3 B |40 mr pa3oBas go3a (1,37 rpeundpyToBOTrO
CYTKH COKa U
aTopBacCTaTHHA He
PEKOMEHYETCH.
[Tocne
WHULUHUPOBAHUS UITU
KOPPEKTUPOBKU
OO3BI gujiTHa3eMa
OuntunazeMm 240 mr 1
PEKOMEHI0BaH
pa3 B CyTKH, 28 40 mr pa3oBas go3a (1,51 .
. COOTBETCTBYIOLIUH
oHeu .
KJIMHUYECKUU
MOHUTOPUHT
COCTOSTHUS
MMaleHTOB.
PekomeHnnyeTcsa
CHU3UTh
MaKCUMaJbHYIO HO3Yy
Eputrpomunius 500
1 IPOBOOUTH
Mr 4 pasa B cyTky, 7 |10 mr pa3osas go3a (1,33 .
. KJIMHUYECKUU
OHeu
MOHUTOPUHT
COCTOSTHUS
MMarueHTOB
AmnopunuH 10 Mmr, Cneunduyeckmx
80 mr pa3zosas mo3a (1,18 .
pa3oBas no3a PEKOMEHOaluui HeT.
Humetupue 300 mr (10 mr 1 pa3 B cyTKU
Cneuudpuyeckmx
4 pa3a B CyTKH, 2 Ha IIPOTSAXKEHUU 2 1 .
peKOMeHaaluni HeT.
Hefenu Hegenu
Konectumnion 10r 2 |40 mr 1 pa3 B cyTKU
Crienmupuyeckux
pa3a B CyTKH, 28 Ha npotsaxenuu 28 (0,74

HegeJb

He[geJb

PEKOMeHOanum HeT.




CycnieH3usa

QHTaALUOHOIO
pernapara D,
copepKaliuu

10 Mmr 1 pa3 B CyTKHU

Cneunudpuyeckmux

B Ha npoTsaxeHuu 15 |0,66 .
MarHUM U aJllOMUHUSA . pPEeKOMeHaalul HeT.
oHeu
rugpokcupg 30 mn 4
pa3a B cyTKy, 17
oHen
EdaBupens 600 mr 1
10 mr Ha Crnenuduyeckux
pa3 B CyTKH, 14 . 10,59 .
. MIPOTSXKEeHUU 3 mHel peKoOMeHalui HeT.
oHeu
Pudpamnuu 600 mr 1
pa3 B CyTKHU, 7 OHEU
Crienmupuyeckux
(rpu 40 Mr pa3oBas mo3a (1,12 .
peKoMeHOallui HeT.
OIHOBPEMEHHOM
BBEOEHUN)
Pudamnouu 600 mr 1
a3 B CYTKHU, D OHel Crnenuduyeckux
P y 40 mr pas3oBas gmo3a |0,20 ¢ .
(oTmenbHBIMU peKoMeHOallui HeT.
Imo3aMH)
'empuodbpo3un 600
CneunudpuyeckKmx
Mr 2 pa3sa B cyTky, 7 |40 mr pa3oBas go3a (1,35 .
. peKOMeHalui HeT.
oHeu
denodpubpar 160 mr
Cneuudpuyeckmux
1 pa3 B cyTkY, 7 40 mr pa3oBas go3a (1,03 .
. peKOMeHaaluni HeT.
OHeu
Bouenpesup 800 mr
Crnienmudpuyeckux
3 pa3sa B CyTKH, 7/ 40 mr pa3oBas go3a |2,3

oHeln

PEeKOMeHOalu HeT.




1 TToka3aTenb COOTHOMIEHUS MeXOy CIIy4dYasiMU IIPDUMEHEHUA KOMGI/IHaHI/II/I IIpernapaTtos C

ATOPBACTATHUHOM XM MOHOTEPAIINKX aTOPBACTATHUHOM.

2 st monmydeHnsT ”HGOPMALIMY O KITUHUYECKOW 3HAYUMOCTH CM. pa3meltkl «Oco0eHHOCTH

IpUMEeHEeHUsT» U «B3auMomencTBue C APYyTUMHU TeKapCTBEHHBIMU CPEACTBAMU U OPYTHUE BUOHI

B3aMMOIEMCTBUM».

3 CofiepXKUT O[WH UJIM HECKOJIBKO KOMIIOHEHTOB, KOTOphie HHTuOMPYyI0oT CYP3 A4, u MOTYT YBETUYUTD

KOHITEHTPAIINIO TeKapCTBEHHLIX CPEJICTB B IJTa3Me KpoBU. YroTpebnenue omuoi 240 M cTakaHa
rperndpPyToOBOrO COKAa TaKxkKe IMpuBesio K cHuxkeHuio Ha 20,4% AUC aKTUBHOTO OPTOTUOPOKCHI
MmeTabonuTa. bomnbinoe KOMu4ecTBO rpeindpyToBoro coka (6omee 1,2 1 B CYTKU B TeueHue 5 mHel)

yBenuuuBana AUC aTopBacTatuHa B 2,5 pa3za u AUC akTuBHBIX UHTUOUTOPOB I MK-KOA-penyKTa3nl

(aTopBacTtaTtuHa u MetabonuTos) B 1,3 pasa.

4 OpmHOYHBIN oOpa3sell, B3sTHM yepe3 8-16 u mociie mpueMa mperapara.

5 COHpOBO}KJIaeTCH CHH2KEHHWEeM KOHIIEHTPAIIU aTOPBACTATHHA B IIJIa3M€ KPOBHU Ha 35%, HO IIpHU 3TOM

TUIIOJIMIINIEeMUYEeCKOe TeMCTBHE aTopBacTaTuHa 6e3 N3MeHeHHUH.

Tabmnuila 2. BnusiHue aTopBacTaTHHA Ha apMaKOKUHETHUKY JIEKAPCTBEHHBIX CPEJICTB,

KOTOpPHBIE IIDHHUMAIOT OOHOBPEMEHHO

ODHOBPEMEHHO IIPUMEHSIEMbBIH MpenapaT U PexXHuM

OO3UPOBAaHUS
ATOopBacTtaTuH
IIpenmapar/mo3a CooTHOULIEHUE Kinuaunuyeckue
(mr) AUC1 PEKOMEeHIallHH
80 mr 1 pa3 B cyTKH
AuTtunupuH, 600 Mr Cneuudpuyeckmx
Ha IpPOTAXKeHuu 15 - .
. 1 pa3 B cyTKHU PEKOMEeHOaluui HeT.
OHeu
PekomeHnnyeTcsa
IIPOBOOUTH
80 mr 1 pa3 B cytku [[IurokcuH 0,25 mr 1 .
KJIMHUYECKUU
Ha nnpoTsaxeHuu 10 |pa3 B cyTky, 20 1.15
. . MOHUTOPUHT
OHeu oHeu
COCTOSIHUS

IIaITUEHTOB.




[TepopanbHbIEe
KOHTpPAaLEIITUBHL 1
pa3 B CYyTKH, 2

40 mr 1 pa3 B CyTKHU
b Y Mecsdana 1.28 Crnienmudpuyeckux
Ha NPOTAXKEHUU 22 B
. 1.19 pPEeKOMeHOaluu HeT.
oHeun - HOP3TUCTEPOH 1 mr |1-
- 9TUHUJIICTPAOUOII
35 MKT
80 mr 1 pa3 B cyTKH
®ena3zon 600 mr Crnenuduyeckux
Ha MIPOTsAXKeHuu 15 1.03 .
. OJHOpa30Bad mo3a 3 pPEeKOMeHOalnuu HeT.
oHen
Tunpanasup 500 Mr
2 paza B CyTKu/ CneunduyeckKux
10 mr 1 pa3 B CyTKHU P y 1.08 uud .
putoHaBup 200 mr 2 PEeKOMeHaIu HeT.

pa3a B CYTKM, 7 OHEU

10 mr 1 pa3 B cytku |@ocaMupeHaBUp

CnennduyeckKux
Ha IIpoTsaxXeHuu 4 1400 mr 2 pa3a B 0.73 i

. . PEeKOMeHOalum HeT.
OHeU CcyTKH, 14 nHeuU

®ocammpenasup 700

10 mr 1 pa3 B cyTku |Mr 2 pa3a B CyTKHU

Crenuduyeckux
Ha npoTsaxenuu 4  |/putonaBup 100 mr [0.99 .
. peKoOMeHaallui HeT.
OHeu 2 paza B CcyTKH, 14

oHeu

1 IToka3aTenb COOTHOMIEHUS MeXKOy CIIy4dYasiMU IIPDUMEHEHUA KOM6HHaI_II/II/I ImperapaTtoB C
ATOPBACTATHMHOM XM MOHOTEPAIINKX aTOPBACTATHUHOM.

2 ATopBacTaTuH He BIUAET Ha (papMaKOKWHETUKY aHTUNIHMPUHA, B3aUMOENCTBYUE C APYTUMHU
JIEKapCTBEHHLIMU CPEACTBAaMU, KOTOPhIE METAab0IU3UPYIOTCST C TIOMOIIBIO TEX XKe U30MUUYHUX
LHUTOXPOMA, HEe OXKUOAETCH.

3 IIpu OOHOBPEMEHHOM ITPUMEHEeHHUH HeCKOIbLKUX M03 aTOpPBAaCTaTUHA U (eHAa30HA U3MEHEHUS
KupeHca (peHa30Ha He3HAYUTE IbHEIE UITH He 00HAPYXKEHHI.

Oco0eHHOCTH NIPUMEHEeHHsT

Hapywenue ¢pyHKUUU neueHu

[Iepen TeM KakK HauWHATh TePAIIUIO ITpellapaToM, peKOMEeHOyeTCs MOTY4YUTh
pe3ynbTaThl aHAJIM30B 110 ONpeAeieHHIO IToKa3aTene (epMeHTOB IeYeHU U
ITPOBOAUTH aHaJIM3bl IEPUOANYECKH IT0CTIe 9TOTO0. [lalimeHTaM, y KOTOPBHIX BOSHUKAIOT



CUMIITOMBI, CBUETEJILCTBYIOIIUE O ITOPAaXKEeHUHU [IeYeHY, HYKHO IIPOBOOUTEL aHaIU3
pyHKIIMY TedyeHU. [TanimeHTaM, y KOTOPEBIX IIOBHIIIIAETCS YPOBEHb TPAHCAMUHA3,
clegyeT KOHTPOIUPOBaTh QYHKIIUU IIeYeHU [0 TeX IIop, Ioka aHoManuu HE Oygyt
yCTpaHeHbl. EC/Iu IPOUCXOOUT YCTOUYMBOE MOBHIIIEHNE YPOBHS CHIBOPOTOYHBIX
TpaHCaMMHa3 B CBIBOPOTKE KPOBU B 3 uiu 0oJiee pa3a OT BEpXHEU I'PaHUIIH
HopMayibHOTO guana3oHa (ULN), pekoMeHOyeTCsa IPEKPaTUTh JIedeHre IIpenapaToM
(cm. Paspgen «ITo6o4uHBIE peaKIIuu»).

ATOpBaCTaTI/IH ciaenyeT C OCTOPO2KHOCTBIO HAa3HA4YATh IIallTMEeHTaM,
3H0y1'IOTp86HﬂIOH.II/IM aJIKOTOJIEM M/WJIN UMEIOIIUM B aHaMHE3€e 3a001eBaHUs ITeYEHHU.

ITpedomepaw,eHue UHCY/1bma Nymem pe3k020 CHUNMCeHUs yposHell Xxos1ecmepuHda
(SPARCL)

Co006111a710Ch, YTO IPU IIOCJIEOIIEPALIMOHHOM aHalIM3€e MOATUIIOB UHCYJIbTA Y
nanueHToB 6e3 urreMuyeckon 6onesnu cepaua (MBC) HegaBHO mepeHeCEeHHBIM
WHCYJIbTOM MUJIM TPAH3UTOPHOU uiliemudeckoi atakou (THA) nabGnrogancs 6osee
BLICOKUY YPOBEHb I'eMOPParu4ecKoro MHCYJIbTa IIPU IpHeMe aTopBacTaTuHa B mo3e 80
MT TI0 CPABHEHMUIO C TPYIIoH 1iaiebo. [ToBHIIIEHHBIN PUCK OBIT 0COOEHHO OTMEYEH Y
MalMEeHTOB C IMIPEeObIAYIIUM IreMOpPParu4eCKuM UHCYIbTOM UJIH JTaKyHapHBIM
MH(PapPKTOM IPU BKIIOUYEHUM B UCCenoBaHue. [I/Is MalueHTOB C TPEeObIayIIuM
reMopparui4eCcKuM UHCYIbTOM UJIY JTaKyHapHBIM UH(papKTOM OajaHC pUCKa U
IIPEeuMyIIeCcTB IIPU IIpUeMe aTopBacTaTuHa B fo3e 80 Mr He onpenesieH, II03TOMY
repeq HavyaoM JIeYeHUs HeoOX0OUMO TITATeIbHO ITPOaHaIu3UPOBATh
MMOTEHIIUATBHBIN PUCK TEMOPPAruvecKoro HHCYIbTa.

Cxesnemtvle Ml bl

ATopBacTaTuH, Kak u gpyrue uHruoutopsl ' MK-KoA-penyKTassl, B OTAEIbHBIX
CilydasiX MOZXKEeT BJIUSATh Ha CKEeJIETHYI0 MYCKYJIaTypy ¥ BbI3BaTh MUAJITUS, MUO3UT U
MHOIIATHUH, KOTOPhIE MOTYT ITPOTPECCUPOBATH A0 PabOMUOIIN3a - ITIOTEHIIUAILHO
OMaCHOTO AJIs 2KU3HU COCTOSTHHUS, XapaKTePHU3YIOIIerocs 3aMeTHO ITOBHIIIIEHHBIM
comepxkanueM KOK (YVK) ( > 10 pa3 BrIllle HOPMBI), MUOTJIOOMHEMUS U
MHUOTJTIOOMHYPHUEN, KOTOPhIe MOTYT NPUBECTU K MMOYEYHOM HEeTOCTAaTOYHOCTH.
Cy1iecTBYIOT OYeHb pefiKue COOOIIeHNsI 0 UMMYHHYIO OIIOCPEeN0BaHHYIO
HekpoTtudeckue muomnatuu (MMHM) Bo BpeMs UIu mOCe JIeYeHUsI HEKOTOPHIMU
ctraTuHaMu. UMHM KIuHNYECKU XapaKTepPU3yeTCs YyCTOUMYUBOU ITPOKCUMaIbHOMI
MBIIIIEYHOM CJIa00CThIO 1 MOBHIINIEHHLIM comepkaHueM KOK B CLIBOPOTKE KPOBH,
XPpaHAIINXCSI HECMOTPS Ha MpeKpalleHue JIeYeHUusI CTaTUHaMU.

o Hayasna neyeHus




ATopBacTaTUH CliegyeT C OCTOPOXKHOCTBHIO Ha3HayaTh IIalleHTaM CO CKJIOHHOCTBIO K
pa3BuTHUIO pabmomMuonu3a. [1o Havaa JedeHusI CTaTUHaMM Yy MMallieHTOB, CKJIOHHBIX K
pa3BUTHIO pabmoMuon3a, CIeayeT onpenensaTh ypoBeHb YK mpu:

e HApPYIIEHUU QYHKIIMU II0YEK;

e TUMTOGYHKINY IITUTOBUTHOMN JKeJIe3bl;

e HACJIEICTBEHHEIX PACCTPOMCTBAX MEIIIEYHON CHUCTEMEI B CEMEHHOM HJINA JINYHOM
aHaMHe3e;

e IIEPEHECEHHBIX B IMPOIIJIOM CJIy4asiX TOKCUYEeCKOI' 0 BO3MEHCTBUS CTATUHOB UJTH
(pubOpaTOB Ha MBIMIIILI;

e IIEPEHECEeHHEIX B IIPOIIIOM 3a00JIeBaHUSX IeUYeHU U/UIK 3JI0yIOTPeOIeHun
aJIKOT0JIEM;

[Tpu meyeHUU NMaAIMEHTOB ITOXKUIIOTO Bo3pacTa (ctapime 70 1eT) HeoOXOOUMOCTh
MIPOBeIeHUs YKa3aHHBIX MEPONPUSATHN CIIeOyeT OLleHUBATh C YYE€TOM HaJIN4Uus OPYTUX
(pakTOPOB MpeapPacIIoIOKEeHHOCTH K Pa3BUTHIO padooMUOIIH3a.

[ToBBIlIEHNY YPOBHS IpelapaTa B IJla3dMe KPOBU BO3MOXKHO, B YaCTHOCTH, B CJIydae
B3aumMmopeunuctBusa (cM. Pa3sgen «B3auMopgeucTBrue ¢ OPYyrUMU JIeKapCTBEHHBIMUA
CpenCcTBaMM U APyrue BUOBI B3aUMOOEUCTBUN») U IIPUMEHEHUST 0COOLIM T'PyIIliaM
MaIMeHTOB, B TOM 4YMCJIe ImallieHTaM C HacjleOqCTBeHHBEIMHU Oone3HsaMHu (cM. Pa3men
«PapMaKOKHHETHUKA». )

B Takux ClIy4dasdaX PEeKOMEeHOyeTCd OII€HNBaATh COOTHOIIIEHNME PUCKOB U BO3MOXKHOU
IIOJIB3EI OT JIEHEHHUsA U IIPOBOOUTH KJIIMHUYEeCKUH MOHUTOPHHI COCTOAHUA ITIaTMEHTOB.

Ecnu po Hauana neyeHus ypoBeHb YK 3Ha4YUTENbHO MOBHIIEH (IIpeBhilliaeT BMH
0osiee yeM B 5 pas), TedyeHHe HaYMHATDL He clienyerT.

HsmeperHue yposHa KOK

YpoBens YK He crenyeT onpenensaTh IOC/Ie MHTEHCUBHBIX (U3NYECKUX Harpy30K HUJIN
IIpU HaJIM4YUU KaKUX-TU00 BO3MOIKHBIX aJIbTEPHATUBHBIX IPUYXH ITOBHIIIEHUS YPOBHS
YK, IOCKOJIBKY 9TO MOXKET OCJIOXKHUTL 00paboTKM pe3ybTaToB. ECiiM Ha UCXOOHOM
yPOBHe HabOmogaeTcss 3HaUUTEeNbHOe NoBhIIeHNe YK (IpeBhillieH e BePXHEN I'PaHUIIbI
HOPMEI 60J1ee YeM B 5 pa3s), To yepe3 5-7 mHel HeoOX0AMMO IIPOBECTU ITOBTOPHOE
olpenesieHUe [Ji IOATBEPXKAOEHUS pe3ybTaTa.

Bo spemsa neyeHus

e TTarMeHTHl MOJI2KHEL 3HATh 0 HEOOXOOUMOCTH HEeMEJIEHHO COOOIIATh O PA3BUTHUHU
00711 B MBIIILIAX, CyOOM UJiM c1aboCcTu, 0COOEHHO KOTrga OHU COITPOBOKAAIOTCS
HeIOMOTaHuEeM UJIH JIUXOPagKOH.



B cny4ae mosiBjieHUs1 3TUX CUMIITOMOB BO BpeMs JIeYEeHHUS aTOPBaCTaTUHOM
HeoOxoguMo onpenenutsh ypoBeHb KK y aToro namnueHnTta. Ecnu ypoBeHs YK
3HAUYMUTEJILHO IOBLIIIEH (rTpeBeiiaeT BMH Gonee yeM B 5 pa3s), iedeHue CleayeT
IIPEKPaTUTh.

e ITenecooOpa3HOCTD IIPEKpPAIleHUs JIeYeHUs ClIeyeT TakK¥Ke paCCMOTPETh, ECIIU
IOBHIILIIEHNE YPOBHA YK He JoCcTUraeT MATUKPATHOIO IpeBhilieHuss BMH, HoO
CHMIITOMBI CO CTOPOHBI MHBIIII] UMEIOT TSAXKEJIbIM XapaKTep U eXXeOHEBHO
CTaAHOBSATCS IIPUYUHOU HEIIPUSITHBIX OLIYIIEHUN.

e [locie uCYe3HOBEHUS CUMIITOMOB U HOpMaiu3aluu YPOoBHA YK MOXKHO
paccMOTpPeTh BO3MOKHOCTb BO30OHOBJIEHU S JIEUEHUSI aTOPBAaCTaTUHOM HUJIN
HayaJla JIeYeHUs aJIlbTEePHATUBHBIM CTaTUHaMU IIPU YCIIOBUU IIPUMEHEHUS
MUHUMAaJTbHOM BO3MOXKHOM MO3bI U TIATEIbHOT0 HAOIIOAeHNs 3a COCTOSTHUEM
naiueHTa.

e JleueHUe aTOpBAaCTaTUHOM HEOOXOOMMO MPEeKPaTUTh, eClIu HabIoaaeTcs

KJIMHUYECKU 3HaYMMOe IOBHIIIeHNe YPOBHS YK (IIpeBHIIIIeHNEe BEPXHEU TPaHUIIBI

HOpMEI Oosiee yeM B 10 pa3) uiu B ciIydyae YCTAHOBJIEHUS OAMarHo3a

pabmoMuonu3a (MK IIOJ03PEeHUs Ha Pa3BUTHE PabIoMMUOIIHN3a).

O0HoBpeMeHHOe NpuMeHeHue ¢ Opy2uMu /1eKapCmB8eHHbIMU npenapamamu

Purck pa3BuTus pabgoMuoian3a MOBHIIIAETCS IIPU OOHOBPEMEHHOM MPUMEHEHUN
aTopBacTaTUHA C HEKOTOPBLIMU JIEKapPCTBEHHBLIMU IIpernapaTaMu, KOTOpPble MOT'yT
YBEIMYUTh KOHIIEHTPAllMI0O aTopBacTaTUHAa B Mjla3Me KpoBu. [IpuMmepaMu TaKux
ImpernapaToB SABJsieTcsS MOIIHbe UHTuOUTOPHl CYP3A4 1nmu TpaHCIOPTHHIX OETKOB
LIAKJIOCIIOPYWH, TEIUTPOMHUIINH, KJIADUTPOMULIMH, AeJIaBUPOUH, CTUPHUIIEHTOJI,
KEeTOKOHAa30JI, BOpPUKOHA30JI, UTpaKoHa30J1, [locakoHa30J - ¥ UHTUOUTOPHI TPOTEeas
BHUY, B TOM 4yncJiie puTOHaABUD, JIONIMHABUD, aTa3aHaBUP, UHOAWHABUD, JapyHaBUp U
ToMy nnomoOHoe. [Ipy omHOBpeMEHHOM IIpUMEHEHUU C TeMPpuOpo3uIoM U OPYyTrUMH
IMPOU3BOAHBIMU (PUOPOBOUN KHUCIOTH, SPUTPOMUIIMHA, HUKOTUHOBOUM KUCIIOTH 1
93eTUMUOA TakKKe PUCK BOSHMKHOBEHHUS MHUOIaTHuM. ECIM BO3MOXKHO, CJIegyeT
IPUMEHSTH OPYyTHe JIeKapCTBEHHBIE IpelapaThl (He B3aUMOOENCTBYIOT C
aTOpPBaACTaTUHOM) BMECTO BBIIIEYIIOMSHYTHIX.

Ecnu Heo6x0oouMO IPOBOOUTHE OJJHOBPEMEHHOE JIeYeHNEe aTOPBACTaTUHOM M
COOTBETCTBYIOILIUMH IIperapaTaMu, CJIedyeT TIlaTeIbHO B3BECUTh MOJIb3y U PUCKHU UX
OOHOBPEMEHHOT O MpuMeHeHusA. ECiu malumeHTs IPUHUMAIOT JIEKapCTBEHHBIE
IpemnaparTsl, MOBHIAINEe KOHIIEHTPAIl[MI0 aTopBacTaTUHA B IIJla3Me KPOBH,
PEKOMEeHOyeTCsI CHHUKaTh 03y aTopBacTaTUHa B MUHMMAaJIbHOU. Kpome TOrO, B Ciiy4dae
MpuMeHeHUusT MOITHBIX nHTuouTopoB CYP3A4 cregyeT pacCMOTPETh BO3MOXKHOCTD
IIpUMEHEHUs MeHbIlleld HadyaJlbHOU 03kl aToOpBacTaTUHAa U IIPOBOAUTD HafJjieXKalllum
KJIMHUYECKUU MOHUTOPHUHI COCTOSTHUS 9THUX ITallueHTOB (cM. Pa3gen
«B3auMopencTBUE C OAPYTUMU JIEKapCTBEHHBIMU CpEeNCTBaMU U APYTHUe BUOEL



B3aMMOOENCTBUI»).

ATopBacTaTuH He CJiefyeT NIPUMEHSATh BMECTe C CUCTEMHBLIMHU IIpellapaTaMu
(py3uOmMHOBYIO KUCJIOTHL UJIM B TeUeHUe 7 OHEU IIOCJie IpeKpallleHUs JIeHeHU
¢py3unmHOBYIO KUCIOoTOU. [TarmeHTaM, AJ19 KOTOPHIX JiedueHue Py3UANHOBYIO KUCIJIOTOU
CUMTaeTCs BaKHBIM, TepPallMio CTaTUHAMHU CJIeAyeT IPeKPaTUTh B TeYEeHUE BCETO
nmepuopa nedeHus: Gys3suguHoOBYI0 KHucioTou. CoobIimanock o padbmoMuonus (BKIOYast
HEKOTOpHIE JIeTaJIbHBIE CIIydaM) y MallieHTOB, KOTOPble OMHOBPEMEHHO IIOJTyYasn
(Gy3unmHOBYIO KUCJIOTY M CTaTUHEHI (CM. Pa3nen «B3aumMogencTBue C OPYTUMUA
JIeKapCTBEHHBIMU CPEACTBAMHU U APyTr¥e BUOBLI B3aUMOAeNuCcTBUMN»). [lallueHTam
cienyeT HeMeIOJIeHHO 0OpaTUTHCS K Bpady ITPpU BO3HUKHOBEHUU IIPU3HAKOB
MBIIIIEYHOU C1ab0CTH, O0IU UJIM YYBCTBUTEIBHOCTH.

Tepamnuio cTaTUHAMH MOXKHO BOCCTAaHOBUTH Uepe3 7 OHel ITocjie IIpueMa IIocjeqHen
O03bI QY3UINHOBYIO KHCJIOTHI.

B vckmounTeNIbHBIX ClIy4YasiX, KOToa HeoOxoauMa OIUTesIbHas Tepanus Gy3uguHOBYIO
KHCJIOTOM, HaIPUMeED, OJIsI JIeYeHUS TSAXKeJIbIX THQPEKIINM, BO3SMOXKHOCTD
OOHOBPEMEHHOTO IPUMEHEHHUS aTopBacTaTuHa U Py3UAUHOBYIO KUCIIOTHI CIIeyeT
paccMaTpuBaTh B KaXXA0M KOHKPETHOM ClIydae M IIPOBOOUTH MO IOCTOSTHHBIM
KOHTPOJIEM.

HumepcmuuyuasivHoe 3abosesaHue ne2Kux

[Tpu UCIIONMTB30BAaHUM HEKOTOPHIX CTATUHOB COO00IANIOCh 00 UCKITIOUYHUTEILHEIX CIIydasix
WHTEePCTHUIHAIBHOTO 3a00JIeBaHUs JIETKHUX, OCOOEHHO IIPHU IJIUTEILHOM JIedYeHUHU (CM.
Pa3gen «ITo6ouHbIe peakiuu»). OCOOEHHOCTHY IMIPOSBIEHUS MOTYT BKITIOYATh OIBIIIKA,
CYXOM KallleJIb U YXYOIIeHHe 00IIero COCTOIHUSA 3[00POBbs (YCTAIOCTh, IIOTEPS MACCHI
TeJla ¥ TMOBLIIIIeHWEe TeMIlepaTypkl). Eciiu ecTh momo3peHue, 4To y IMalueHTa
pa3BHUBAETCS MHTEPCTHUIMAIbHOE 3a00IeBaHue JIeTrKuX, JTIedeHe CTaTUHAMU
Heo0X0OUMO IPEKPaTUTh.

CaxapHbllli Ouabem

HekoToprie maHHBIE CBUAETENBCTBYIOT O TOM, YTO CTAaTHHBI KaK KJIaCcC ITOBBIIIIAIOT
ypoBeHb HbAlcC 1 I'/II0KO3HBI B CHLIBOPOTKE KPOBU ¥ B HEKOTOPHIX ITAIIMEHTOB C BEICOKUM
PUCKOM BO3HUKHOBEHUS AuabeTa MOTYT BhI3BAaTh TaKOM YPOBEHDb TUIIEPTIUKEMUH, ITPU
KOTOPOM YMECTHO COOTBETCTBYyIolIee edyeHue quabera. OgHAKO 3TOT PUCK
IIepeBelINBaEeTCSA CHUXKEHNEM COCYOQUCTOT0 PUCKa BCJIEACTBHUE IPUMEHEHUS CTaTUHOB
U [I09TOMY He SIBJISIETCS OCHOBaHUEM [JIS IPEeKpallleHus JiIeYeHUsI CTaTUHaMU.
CornacHo rocygjapCTBEHHBIM CTaHOapTaM, Hy?KHO ITPOBOAUTH KJIMHUYECKUMN U
OMOXMMUYECKHUN MOHUTOPUHT IAIlMEHTOB I'PYIIIL PUCKa (YPOBEHbD I'TIOKO3HI HAaTOIIaK
oT 5,6 0o 6,9 Monb/n1, HOEKC Macchl Teyia> 30 Kr/M2, IOBLILIEHHEI YPOBEHD



TPUTJINLEPULOB, TUTIEPTEH3US).
BcnomoezamenvHble 8euiecmasa

B cocTaB mpemnapaTa BXOOUT JIAaKTO3a, IIO3TOMY ITAallieHTaM C BPOXKIEHHOUN
HEeIlepeHOCHMOCTRIO TaJIaKTO3hl, CHHAPOMOM MasibabCOPOIUH T'JIIOKO3EI 1 T'aJIaKTO3bI,
HEeJOCTAaTOYHOCTHIO JIaKTa3kl JIala He ClIelyeT ero NIpuMeHSsTh.

CnoCcoOHOCTH BIMSITHh Ha CKOPOCTH PEaKIHH [IPH yIIPaBJIeHUH
ABTOTPAHCIOPTOM HJ/IH PadoTe C MeXaHHu3MaMH

HeT coo0b1ieHun# 0 BIUSHUY aTOPBAaCTAaTHHA Ha CIIOCOOHOCTH YIIPABISITh aBTOMOOUIIEM
¥ MCIIOJIb30BaTh TeXHUUYECKNEe YCTPOKMCcTBa. Ho Bo BpeMs mpuMeHeHUs mperapara
HEKOTOpPBIE ITAIlMeHThl MOTYT MUCHBITHIBATh TOJIOBOKPYKEHNE W CyqOPOTH MHEIIIIII.
[TosToMy BO BpeMsi IeYeHUs CIenyeT COOII0aTh OCTOPOXKHOCTh ITPU yIIPaBIeHUU
aBTOTPAHCIIOPTOM MJIK paboTe C OIPyruMU MeXaHu3MaMHU.

IIpuMeHeHHe B MepHO]] 0EPEMEHHOCTH H/IH KOPMJIEHHUS I'PYIbIO

2KeHuw,uHbl penpodyKmusHo20 803pacma

Bo BpeMs neyeHUs XKeHIYHAM PENPOAYKTUBHOI'O BO3pacTa CliefyeT IPUMEHATh
COOTBETCTBYIOIIIHME CpeAcTBa KOHTpauenuuu (cm. Pazgen «IIpoTuBonokasaHus»). Eciou
BO BpeMs JIeUeHHUsI aTOPBAaCTaTUHOM ITallMeHTKa penIuT 3abepeMeHeTh, OHa OOJIXKHa
IpeKpaTuTh IpUeM IIpeliapaTa He IOo30Hee YeM 3a MeCIl 00 HaCTyIJIeHUs
IJIaHUpyeMolu 6epeMeHHOCTH.

bepemeHHOCmMb

ATopuc® mpoTUBOIIOKa3aH IIpu 0epeMeHHOCTH, IIOCKOJIBKY He YCTaHOBJI€Ha
0€e30IIacHOCTh TpUeMa U HeT KOHTPOJIUPYEMEBIX UCCIeNOBaHUN IPUMEHEHU
aTopBacTaThHa OepeMeHHBIM XKeHIUHaM. [locTynanu pegkue cooOIIeHus O
BPOXKOEHHBIX aHOMAIUIX II0CJIe BHYTPUYTPOOHOTO BO3ENCTBUS UHTUOUTOPOB ['MK-
KoA-penykra3ssl. MccriemoBaHus Ha XKUBOTHBIX [10Ka3aJId TOKCUYECKOE BO3[EUCTBUE
Ha PeNpOAYyKTUBHYIO (QYHKIUIO.

JledeHre aTOpPBAaCTaTUHOM MOXKET YMEHBIINUTh BHYTPUYTPOOHOE YPOBEHL MEBAJIOHATA,
HeoOXOOUMBIN [J1s1 OMOCUHTE3a X0JIeCTepHUHAa. ATEPOCKIIEPO3 - 3TO XPOHUUYECKUU
IIPOIIecC, a CJIeJoBaTeJIbHO, IEPEPHIB B IIPHUEME TUNOIUIINAEMUUYECKUX IIperapaToB BO
BpeMsi OepeMeHHOCTH He OOJIXKHA UMeTh 3HAaYUTEeJIbHOTO BIIMSHUS Ha Pe3yJIbTaThl
OJIUTEIBHOTO JIeYeHUS IePBUYHOMN T'HIIePX0IeCTePUHEMUMN.

[TosTOMYy aTOpBaCTaTUH HE OOJIXKHBI IIPUMEHSATH OepeMeHHbIe U XKEHIINHBI, KOTOPhIE
IJIAaHUPYIOT UJIN ITIOO03peBaloT 06epeMeHHOCTh. JledueHue mmpemnapaTomM ATopuc®



cienyeT IIPeKpaTUuTh BO BpeMsi 0epeMeHHOCTH UJIM ITO0Ka He OyIeT YCTaHOBJIEHO, UTO
XKeHIIMHa He OepeMeHHa (cM. Pa3gen «ITpoTUBOIIOKA3aHUS»).

Ilepuo0 KopMmaeHus 2pyobro

HewnsBecTHO, TPOHUKAET aTOPBACTATHUH U €TI0 MeTaOO0JIMTH B TPYOIHOE MOJIOKO, OTHAKO
M3BECTHO, YTO HEeOOJIbIIIOe KOJIUYEeCTBO aTOPBACTAaTHHA UJIH €ero MeTab0oIUuTOB
IonagaeT B MOJIOKO KpPHIC. [IOCKOIBKY CYIIECTBYET IIOTEHIIMAILHBIN PUCK
BO3HUKHOBEHUS CEPhE3HBIX ITOO0YHBIX 3((EKTOB, XKEHIIUHBI, TPUHUMAIOIINE
npemnapaTt ATopuc®, OOIXKHBI ITPEKPATUTh KOpMJIeHHe rpyabio (cM. Pa3sgen
«[TpoTuBOIOKa3aHUSI»).

ATopBacTaTUH MPOTUBOIIOKa3aH B IEePUOJ KOPMJIeHUS Ipyabio (cM. Pazmen
«ITpOTUBOIIOKA3aHUS»).

depmusibHOCMb

HpI/I HCCJIeJOBaHUU HaA 2KHMBOTHEIX aTOPBACTaTHH HE BIIMAET Ha Q)epTHJIBHOCTB CaMIIOB
HUJIN CaMOK.

Cnnoco0 nmpuMeHeHHsI U 1036l

Ho3upoegka

o Ha4dasa j1eyeHus npenapaToM ATopuc® crienyeT OnpeneuTs YPOBEeHb
TUIIEPXO0JIECTEPUHEMUHU U KOHTPOJIUPOBATh COOIIOAEHE COOTBETCTBYIOIIEN IMETHI,
(pru3myeckue HArpy3KU, yMeHBIIEeHNEe MacChH Tejla Y TallueHTOB C OXKUPEHUEM U
JIeYeHUs OPYTUX OCHOBHBIX MEOUIIMHCKUX Ipo0jieM nanueHToB. [Ipu npueme
npenapaTta ATOpuc® manueHT OOJIKEH IIPUOEePKUBAThHCA CTaHOAPTHOU OUETHI,
CHUZXKAIIlel YPOBEHb X0JIECTEPUHA.

I'unepaunudemusa u cmewaHHasa ducaunudemus

PekxomMmeHnoBaHHasa HayajibHas no3a atopBacTtatvHa 10 mr unu 20 mr 1 pa3 B CyTKH.
[I71g malnmeHToB, KOTOPhIie TPEeOYIOT 3HAUUTEIBHOIO CHUKEHUS YPOBHS X0JIeCTEPUHA
JITTHII (6onee yeM Ha 45%), Tepanuio MOXKHO HaulHaTh C M03kl 40 Mr 1 pa3 B CyTKH.

IIrama30H JO3UpPOBaHUS JIEKapPCTBEHHOTO cpeacTBa cocTtasmnsgeT oT 10 mr mo 80 mr 1
pa3 B cyTKHU. [IpemapaT MOKHO IPUHUMAThL Pa30BOM 030M B 1I00LIE YaChl U
He3aBUCHUMO OT IIpueMa nuiyu. HavyanbHOoe U MOogaepKUBaIOIIyI0 JO3bl ITOA0HUPaoT
WHOWBUOYAaIbHO, B 3aBUcuMocCcTU OoT ypoBHA XC JIITHII, nenu neyerHusa u orsera.
[Tocne Hayasna ne4eHUs U / UM IIOCJIe TUTPOBaHUSA OO3HI IIpernapara CjlenyeT
KOHTPOJIMPOBATh YPOBEHG JIUIIUAOB B Te4eHUe 2-4 Hefgellb U COOTBETCTBYIOILIUM
006pa3oM OTKOPPEKTUPOBATH HO3Y.



I'emepo3uzomHas cemeliHas 2unepxojiecmepuHeMus y nayueHmos 0emckKo20
go3pacma (8 so3pacme om 10 6o 17 nem)

PexomeHnoBaHHas HadaslbHasd J03a aTopBacTaTuHa 10 Mr / CyTKHM, OOBIYHBIN
auarnas3oH J03 cocTtaBnseT oT 10 mr go 20 Mr nepopanbHO 1 pa3 B CyTKHU. [103H
ImperaparTa ciaenyeT Iog0upaTh HHOUBHUAYaJIbHO B COOTBETCTBUU C PpeKOMEHOOBaHHOM
LeJid TedyeHus. TepaleBTUYECKUN OTBET IPOSABISAETCS B TeueHue 2-4 HeOgenb U
nogaepzKuUBaeTCs MIPU OJIUTEIbHOU Tepanuu. KoppekKTupoBKa A03bl ClieayeT
IIPOBOAUTEL C MHTEPBAJIOM 4 Hemenu uiau OOJIbIle.

I'omo3u2omHas cemeliHas 2unepxosecmepuHemusi

Ilo3a aTopBacTaTHHA y MallM€HTOB C TOMO3UTOTHON CEMENHOU
rumnepxosyiectrepuaeMue cocrtasnsaet oT 10 mr go 80 mr B cyTku (cM. Pa3gen
«®apmakosiorudeckue»). ATopBacTaTUH CJiefyeT IPUMEHATh KakK JOIOJITHEHNE K
OPYTUM TUIIOJIMIINAEMUYECKUX METONOB jledeHusa (HanpuMep adepes JIITHII) unu B
clly4ae, eCJIu TUIIOJIMIINAeMUYEeCKUe METOOLI JIeUeHUSI HeOOCTYIIHEL.

O0HoBpeMeHHas 2unoiunudemMu4eckas mepanus

Atopuc® moxkHo nmpuHuMaTth ¢ CEKBECTPAHTHI xxenuyHbIX KuCI0T. KoMOMHAIMIO
nHrno6uTopoB 'MI'-KoA-pegykTasnl (CTaTUHOB) 1 GpuOPATOB II€JIOM CIIEOYET
MIPUMEHSTH C OCTOPOXKHOCTHIO (CM. Pasmensl «OCOOEHHOCTU TPUMEHEHU ST,
«B3auMopelnicTBUEe C OPYTUMU JIeKapCTBEHHBIMU CpEeLCTBaMU U OPyTrue BUOEL
B3aUMOOENCTBUI»).

HapyweHue ¢pyHKUUU noYekK

3aboneBaHUs IIOYEK He BIUSIET HU Ha KOHIIEHTPAUUIO B IJla3Me KPOBU, HU Ha
cuuxxeHue ypoBHsa XC JITTHII npu npruMeHeHUU IIpernapaTa CcjlefoBaTesIbHO,
KOPPEKIUs OO3Hl IIpenapara ajisd Nal¥eHTOB C HapylleHueM (QyHKIUY II0YEK He
TpebyeTcst (cM. pa3menbl «OcoOeHHOCTH IPpUMeHeHuss», «PapMaKOKMHETUKA»).

ITeueHOYHAs1 HeOOCMAMOYHOCMb

Atopuc® cregyeT IPUMEHSITh C OCTOPOKHOCTHIO MallieHTaM C HapyIlIeHUIMU
¢dyukuu neyenu (cMm. Pa3mensl «OcoOeHHOCTY TpUMeHeHuA», «DapMaKOKHUHETUKA»).
ATopuc® IMPOTHUBOMNOKA3aH MalueHTaM C 3a00jieBaHMeM edeHUu B oCTPou ¢a3ze (cM.
Pazgen «ITpoTuBOIOKa3aHUSI»).

ITpumeHeHue 8 KoMOUHauuu ¢ Opy2uMu j1eKapCcmeeHHbIMU cpedcmaeamu

Cnepnyet u3beraTs JiedeHUS IIAIllUeHTOB, IPUHUMAIOIINX [TUKJIOCIOPUH WU
UHTUOUTOPHI TpoTea3sl BUY (TUlpaHaBUP + PUTOHABUP), UITH UHTUOUTOP IMPOTEA3LI
Bupyca renatuta C (TenanpeBup). CiegyeT ¢ OCTOPOXKHOCTBIO Ha3HavaTh NalieHTaM



¢ BMY, npuHUMAaIOIINX JIONMUHABUP + PUTOHABUP, U IPUMEHSITh B caMOi He0OX0oUMOM
no3ze. s manyeHTOoB, IPUHUMALIUX KJIAPUTPOMUIIMHE, UTPAKOHA30J1, UJIU OJIid
nanyveHToB ¢ BUY, mpuHUMalonux KOMOUMHAIIUY CaKBUHABUD + PUTOHABUD,
OapyHaBUD + PUTOHAaBUD, ocaMIpeHaBUp Ui pocaMIIpeHaBup + PUTOHABUD,
TepaleBTUYECKYIO 003y IIpelapaTa cjlenyeT OrpaHUudUTh J030u 20 Mr, a TakKXKe
PEKOMEHAYEeTCS IMTPOBOAUTD Hafjlexallne KInHn4YecKue o0cieqoBaHus Oiis
obecrieueHUus IpUMeHeHUe HauMeHblel 3¢pGeKTUBHOM N03kI IIpenapara. s
MMalueHTOoB, IPUHUMAIOIIUX UHTUOUTOP npoTtea3bl BUY HendbuHaBUP UIU UHTUOUTOP
poTea3sl BUpyca renatuta C 60lenpeBup, JiedeHUe CleayeT OTPaHUudUuTh JO30U IO
40 Mr, a TaKXXe peKOMEeHOyeTCs IIPOBeJeHre COOTBETCTBYIOIIUX KIINHUYECKUX
oOcregoBaHUM A1 oO0eciedyeHUs MPUMeHEeHN I HauMeHbIel 9pPeKTUBHOU JO3HI
npenapata (cMm. Pazgensl «OcoOeHHOCTY IPUMEHEHUSI» U « B3aUMO[IEHUCTBUE C
OPYT¥MU JIEKAPCTBEHHLIMU CPenCTBaMU U Apyrue BUOLI B3aUMOLEUCTBUU »).

ITauueHmabl NOHCU1020 8O3pPACMA

Il manueHTOoB cTapiie 70 1eT Ipu NpUMEHEeHNH B PEeKOMEHOBaHHBIX O03ax
aTopBacTaTuHa 3(pPeKTUBHOCTb 1 0€30MaCHOCTDh TEPANUU CJIEAyeT OLlEHUBATh C
y4eTOM HaIu4dus OPyrux GakToOpoB IPeapacioioXKeHHOCTU K Pa3BUTHUIO
pabmoMuonu3a.

HeTn

I'emepo3u2omHas cemMeliHas 2unepxojecmepuHemus

Tepanuio geTssM MOTYT ITPOBOOUTD TOJIBKO Bpadyu, UMEIOIIHNE OIBIT JIeUEeHUS
TUNIEPIUIIUAEMUN V IeTel nalrueHTaM CJIeyeT PEeryIsSpHO ITPOBOAUTDL ITOBTOPHBIN
KOHTPOJIb AJIS1 OLIeHKU Tepaliuu.

II1s1 marreHToB B Bo3pacTe oT 10 jieT pekoMeHayeMas go3a aTopBacTtaTuHa 10 Mr unu
20 mr B cyTKHU. [103BI Ipemnapara cjaenyeT noadupaTh UHONBUAYAIbHO. KOppeKTUpoOBKa
OO3HI ClIedyeT IMIPOBOAUTEL C MHTEpPBaoM 4 HeOenu uam O00oJIbIIe.

HNudpopmanus o 6e30MacCHOCTH OJIS NAllMEeHTOB 3TOM I'PYIIILI, OTyYaBIIUX H03kI O0Jiee
20 Mr, 4TO COOTBETCTBYET IIpuMepHO 0,5 MI/Kr, orpaHu4YeHo. B y3KkoM
KOHTPOJIUPYEMOM MCCIeNOBaHUYU He OBIJIO BHIIBIIEHO 3HAYMMOTO BIUSHUS IIperaparTa
Ha POCT WUJIM II0JIOBOE CO3PEeBaHue MaJIbYUKOB UJIA Ha IIPOJOJIZKUTEJIBHOCTD
MEeHCTPYaJIbHOTO LIMKJIa y aeByiIek (cMm. Pa3mensl «ITobouHble peakuu» u «Criocob
IPUMEHEHUS U OO03bI»). [IeBOYEK-IOOPOCTKOB CllefyeT IIPOKOHCYJIbTUPOBATS II0
IpreMJIeMbIX METOOOB KOHTpaLeNIuu B TeUeHue Iepuona jedeHus (cMm. Pazgmen
«IIpuMeHeHUe B iepuop 6epeMeHHOCTH UJIH KOPMJIEHUS TPYIBIO»).



ATopBacTaTHUH He IIOKa3aH IIPHU JIeYeHUH IIallMeHTOB B Bo3pacTe no 10 met. Ons
MMaleHTOB 3TOU I'PYIIIILI Oolee 11e1ecoo0pa3HoM MOXKET OBITh Apyrast
dbapmaneBTryeckasi ¢hopMa/mo3uPOBAHUS.

Coobi11anocsk 00 MccIeqoBaHNN KINHUYECKON 3(h(PEeKTUBHOCTH MPUMEHEHUS
aTopBacTaTHhHa B fo3ax 0o 80 Mr/cyT B TedeHue 1 roga y nalfueHTOB C TOMO3UTOTHOU
CceMeMHOM TuIepxojiecCTepruHeMuel, B KOTOPHIHM ObIJIM BKJIIOYEHB! 8 ITallieHTOB
meTcKoro Bo3pacta (cM. Pasgen «['oM0O3uroTHass ceMelHas TUIIEePX0JIECTEPUHEMUSI»).

ITepemo3upoBka

Crnenuduueckoro 1e4eHus Iepego3npPoOBKY IIperapaToM HeT. B cioydae
Imepeno3upPOBKY MallMeHTa CileayeT JIeYUTh CUMIITOMAaTUYeCKH! U TP HeOOXOOUMOCTH
MIPUMEHSTH ITOAAePKUBAIOIINe Mephl. HeoOxXooumMo ITpoBeCcTU aHaIU3bl GYHKIINU
IIeYeHU U KOHTPOJIMPOBaTh YPOBEHDb YK B CEHIBOPOTKE KPOBU. -3a BHICOKOU CTEIIEHU
CBSI3LIBAHUS IpernapaTta ¢ OelKaMu I1Jla3Mbl He CJIeOyeT OKUOaTh MOBHIIIEHUS
KJIMpEeHCa IIpelapara C IIOMOIIbI0 reMoaruanmn3a.

ITIobouHBbIE peaKIIUuu

B cBsi3u € TeM, 4TO KIMHUYECKHNE UCCIIe0BaHUS IIPOBOASTCS B PA3IUYHBIX YCIIOBUSX,
4acTOTy BO3HUKHOBEHUS HexKeJlaTeIbHBIX peaKIuii, HabIiogaeMbIX BO BpeMs
KJIMHU4YECKUX UCCJIeJOBAaHUYU JIEKAPCTBEHHOT'O0 CPENCTBA, HEJIb351 HAIIPSIMYIO
CpaBHUBATh C IOKa3aTeJIsIMU, [I0JIy4eHHBIMU B XO[e KJIMHUUYEeCKUX UCCIIeJOBaHUU
OpyTOro IperapaTa, 1 OHM MOTYT HEe COOTBETCTBOBATh ITOKA3aTENSIM YaCTOTHI
HabJIojaeMbIX B KIIMHUYECKOM IIPaKTHKE.

CormacHo nHpOpPMalMU KINHNYECKUX UCCIIeIOBaHUM Y HallleHTOB, IOTy4YaBIINX
jledeHre aTOpBaCTaTUHOM, Yallle BCero Habmomanuch Takue IMo00YHBIE PeaKIny,
KOTOpHIE IIPUBOAMIIN K OTMEHE IIpelapaTa U CIy4aJlucCh C 4aCTOTOM, BhIIe (> 2%),
4yeM B rpymmne miaanebo: muanrus (0,7%), ouapes (0,5%), TomHoTa (0,4%), MOBHILIIEHKE
ypoBHS anmaHnnHaMuHoTpaHchepa3swl (AJIT) (0,4%) u nedyeHouyHBIX pepMeHTOB (0,4%).

Haubonee yacThIMU TOOOUYHLIMU peaKIusaMu (= 2% 1o cpaBHEHUIO C I1anebo)
HEe3aBHUCHUMO OT MPUYMHEI, Y TAIlMeHTOB, IIOIy4YaBIINX I1/1a1le00 B UCCIeNOBaHUAX (N =
8755), ovinnu: HaszodpapuHTUT (8,3%), apTpanrusa (6,9%), nuapes ( 6,8%), 601b B
KOHEeYHOCTSX (6,0%) u nHpeKIusI MOUYeBLIBOOAIINX yTel (5,7%).

K mpyrux HexKesaTeJIbHBIX PEaKIINi, 0 KOTOPBIX COOOIIIAaIoCh BO BpeMs Iaiebo-
KOHTPOJIUPYEMBIX UCCII€AOBaHUM, OTHOCSITCS:

obujue HapyweHusi: HeloMOTaHue, TUPEKCHUS;



CO CMOPOHbI NUW,EeBAPUMENbHOU cuCmeMbl: KeTyooOYHO-KUIIIeYHBIN JUCKOMQOPT,
OTPBIKKA, METEOPU3M, TEIIaTUT, X0JIeCTas,

CO CIMOPOHbI KOCMHO-MblUWEYHOU CUCMeMbl: MBIIIIeYHO-CKeJIeTHbIe 00JIH, TOBLIIIeHHA
YTOMIISIEMOCTH MBI, O0Jb B IIee, OTEK CYCTaBOB, TEHOAWHOIIATUA (MHOTOA
3aTpyOHEHAa Pa3pbIBOM CYXOXKHUJIUS)

CO CMOPOHbI Memabo1u3ma U NUMAHUS: TIOBLIIIIEHe TPaHCaMHHa3, OTKJIOHEHHUS OT
HOPMBI QYHKIIMOHATBHLIX P00 IMeYeHu, IIOBLIIIIEHEe YPOBHS IIeJI0UHOM ¢ocdaTa3kl B
KPOBH, IOBHIIIIEHNE aKTUBHOCTH K®K, runeprinkeMus;

CO CMOPOHbI HePBHOU CUCMeMbl: KOIIIMapHbEIe CHOBUOEHUS;

CO CMOPOHbI OblXameIbHOl cucmembl: HOCOBOE KPOBOTEUYEHHE;

CO CMOPOHbLI KOJNHCU U ee Nnpudamkos: KpaluBHUIIA

CO CMOPOHbI OP2AHOB8 3PEeHUs: HEUYETKOCTh 3PeHUsI, HapyIlIeHne 3PeHus;
CO CMOPOHbI OP2AHOB8 CAYXAd U PABHOBECUS: IIIYM B yIlax

CO CMOPOHbI MOYEN0/10801l CuCMeMbl: TeHKOIUTOYPHUSI;

CO CMOPOHbI PenpPoOyKMmMueHoOl cucmemMbl U MOJNOYHbBIX dHCee3: THHEeKOMACTHUSI.

YacToTy BO3HMKHOBEHUS ITOOOYHBIX peaKIui ONpenessaii ClIeqyouM o0pa3oM:
gacTto (> 1/100, <1/10); meyacTo (> 1/1000, <1/100) peagkue (> 1/10000, <1/1000);
oueHb penkue (<1/10000).

HapyweHue ¢pyHKUuUu Hep8HOU cucmeMmbl: 4aCcTOo I'0JIOBHas 60JIb He4acTo:
T'OJIOBOKPYXKEHUE, TapeCTe3Un, TUIIeCTEe3Us, IUCTEB3Us, aMHE3UsI, PEIKHU:
nepudepryecKkue HEUPOIaTHMN.

HapyweHue ¢pyHKUuU 2ceay00o4HO-KUWeYHO020 MPAaKmad: 4acTo 3aIllop HeYacTo
MMaHKPEeaTHUT, PBOTA.

Hapywenue ¢pyHKUUU OnOpHO-08u2amenbHO20 annapamad u coeuHume 1bHoU MKAaHU:
4acTo 00/b B cycTaBax, 00/Ib B CIIMHE PEeOKN: MUOMIATUsI, MUO3UT, PabIOMUOJIN3.

Obw,ue HapyweHusi: He4acTO aCTeHus:, 00JIb B TPyOH, IepudepudecKkrue O0TEKH,
YTOMJISIEMOCTb.

HapyweHue Memaboau3mMa u numaHusi: HevacTo TUIIOTJTIUKEMUS, YBEeJIMYeHNn e MaCChI
TeJla, aHOPEKCHUII.



HapyweHue ¢pyHKUUU nevyeHU U Hcea4H020 Ny3bipsi: Ype3BEIYaHO PeOKH:
IMeYeHOYHasl HeJJOCTAaTOYHOCTD.

Co cmopoHbL KOJHCU U COe0UHUMeAbHOU MKAHU: He4acCTO: KOXKHas CHIIb, 3y,
asioTienus pegKre aHTMOHEBPOTUUYECKUY OTEK, OYJIJIe3HBINM AepMaTUT (B TOM 4YUCITIe
MyJbTAQOPMHAas apuTeMa), cuHapoM CTuBeHcCa - [[?)KOHCOHa ¥ TOKCUYECKUU
SIIUAEepPMabHBIN HEKPOJIU3.

Co cmopoHbl OblxameabHOU cucmeMbl, 0P2aH08 2PYOHOU KAemKu U cpedoCmeHuUA:
4acTo: 60JIb B TOpPJie ¥ TOPTaHU.

Co cmopoHbl cucmembl Kposu U AuM@pamuyeckoll cucmembl: PeOKue:
TPOMOOIIMTOTIEHHS.

Co cmopOoHbl UMMYHHOU cucmembl: 9acTO ajjeprudecKre peakluu Ype3BhYaiiHO
penKu: aHapUIaKCUs.

Co CMOpOHbI OP2AHO8 3PeHUs: HeYaCcTO 3aTyMaHUBaHUE 3PEHUS.

H3meHeHuAa pe3ysabmamos 1abopamopHbIX AHAAU308: YaCTO OTKJIOHEHUS Pe3yIbTaTOB
dyHKIITMOHANMBLHBIX TTPOO ITeUeH!, NoBhIIeHre akKTuBHOCTU KOK KpoBU HewacTo
MIOJIOKUTEJIbHBINM pe3yJibTaT aHa/iu3a Ha cofepzKaHue JTEeUKOIIUTOB B MOYe.

Kak u npu npuMeHeHUU OPyrux UHruomuTopoB 'MI-KoA-penyKTas®l, y TallUEHTOB,
MMPUHUMAaBHIINX aTOPBACTAaTUH, HAOIIOAaIOCh OBHIIIIEHNE aKTUBHOCTH TPaHCAMUHA3
CLIBOPOTKH KPOBHU. DTH U3MEHEeHHsI 0OBIYHO ObLIM CJ1a00 BhIPa’KeHHBEIMH, BDEeMEeHHLIMH
U He HyXKOaJIUCh BMeIllaTe/IbCTBa UJIU JiedyeHUs. KIIMHUYeCKU 3HaYuMOe IIOBHIIIEHNE
AKTHBHOCTHY TPaHCAMHHA3 CHIBOPOTKU KPOBU (IPEBLINIEHNE BEPXHEN I'PAHUIILI HOPMBI
6omnee ueMm B 3 pas3a) Habmomanu B 0,8% manueHTOB, IPUHUMAaBIINX aTOPBACTATHH.
9TO IOBHIIIEHNE OOIXKHO T0303aBUCUMBIN XapaKTep U ObIJI0 00paTUMEIM Y BCEX
HalMeHTOB.

B 2,5% mamueHTOB, TPUHUMABIINX aTOPBACTAaTUH, HAOIOAIN ITOBLIIIIEHTE
akTuBHOCTH K®K CBEIBOPOTKM KPOBH, UTO 00Jiee yeM B 3 pa3a IpeBHIIIajia BePXHIOH
TPaHUIy HOPMBI. DTO COBIIafaeT C HAOMIOMeHUIMU IIPpU IPUMEHEeHUN OPYTUX
uHruoutopoB 'MI'-KoA-penykTassl B X0fie KIMHUYECKUX ucciaenoBanuu. B 0,4%
MalMeHTOoB, ITOTyYaBIINX aTOPBAaCTaTUH, HAOJII0JaIuCh YPOBHE, IIPEBHIIIAIONINAX
BEPXHIOIO T'PaHUIly HOpMEI 6otee yeM B 10 pas.

[ToGouHBIE PEaKIIUM, KOTOPhIe BO3HUKITA BO BpeMsI KIITMHUYECKUX UCCIIeMOBaHMUM:
MHQEKIUS MOYeBhIX IyTEeM, caXxapHbIM ouabeT, MHCYJIbT, IIOBLIIIIEHNE aKTUBHOCTH
TpaHCaMMWHa3 CHIBOPOTKU KPOBU (MaJjio H0303aBUCHUMBIA XapaKTep U ObIJI0 00paTUMBIM
y BCeX ITallMeHTOB), POCT aKTUBHOCTHY KpeaTUH-KWHAa3bl CLIBOPOTKYU KPOBU, CaXapHBIHN



nuaber.

OnBIT IOCJIEPETUCTPAIIMOHHOT0 IPUMEHEHU ST

B TeueHue mocieperucTpaluoHHOr0 IpUMeHeHe aTopBacTaTUHa OBl OOHAPYKEHBI
HUXKeTpUuBeOeHHbIe T000YHbIe peaklnu. [I0CKONBKY 00 3TUX peaKIIuu MOoCTyIalln
Ccoo01IeHNs Ha DOOPOBOJIBHOM OCHOBE OT IIOMYJIALMY HEN3BECTHOU YUCIIEHHOCTHU, HE
BCerjla MOXHO IOCTOBEPHO OIIEHUTh UX YACTOTY UJIM YCTAaHOBUTDH IIPUYUHHO-
CIIE[ICTBEHHYIO CBsI3b C IPUMEHEHUEM IIperapara.

K HexXemnmaTenbHBIX pPeaKIIuil, CBI3aHHBIX C JIeYEeHNEM aTOPBAaCTaTUHOM M
3aperuCTpPUpPOBaAHHEIX IIOCJIE BBIXOAA IIperapaTa Ha PEIHOK, He3aBUCUMO OT OLIEHKH
IPUYNHHO-CIIEACTBEHHOU! CBSI3U, OTHOCSATCS: aHapUIaKCHsI, aHTMOHEBPOTUYECKUM
oTeK, OyJyie3Hasi ChIIlb (B TOM YUCJIe 9KCCyJaTUBHAsA MYyIbTU(OPMHAS 3PUTEMA,
cungpom CTuBeHcCa-/I2KOHCOHA U TOKCUYECKUHU 3MUIePMaJIbHBIA HEKPOJIN3),
pabmoMuoIu3, MUO3UT, TIOBHIIIIEHHAS YTOMIISIEMOCTh, PAa3PhIB CYXOXKUIIUS, JIeTalbHast
U HeJleTaJbHasA MedYeHOYHasi HeJOCTaTOYHOCTh, TOJIOBOKPYKEeHNe, JeIpPeCcCus,
nepudepuyeckass HeUpornaTus U MaHKpPeaTur.

[TocTymanu pegkue COOOIIEHUST O CIydYassXx UMMYHOJIOTUYECKU OIOCPEIOBaHHOM
HEKPOTU3UPYIOIIel MHUOIIATUH, CBI3aHHOM C TPUMEHeHHUEeM CTaTUHOB (cM. Pa3gen
«OCo0OEHHOCTHU ITPUMEHEHUST»).

[TocTynanu pegkKue mocjieperucTpauoHHble COOOIeHEe O KOTHUTUBHEBIE
paccTporcTBa (HarpuMep YacTUYHAS IMOTePs IMaMsTH, 3a0bLIBUMBOCTh, aMHE3US,
HapyIIeHue IMaMsITH, COYTaHHOCTb CO3HAHUS), CBI3aHHEIE C IPUMEHEHNEM CTaTUHOB.
9TU KOTHUTUBHBIE PACCTPOMCTBA OB 3apPEerUCTPUPOBAHLI ITPU IPUMEHEHUN BCEX
CTAaTUHOB. B 00111eM peakIuy He OTHOCHUJIUCH K KaTeTOPUU CePhEe3HLIX HeXKeJlaTeIbHbIX
peakiui ¥ ObIIM 00PATUMBIMU ITOCJIE ITPEKPAIleHUs MpreMa CTaTUHOB, C Pa3HBIM
BpeMeHeM 10 HauaJjla MPosBIeHusa cuMnToMa (0T 1 gHSI 4O HECKOJILKUX JIET) U
HCYE3HOBEHUS CUMIITOMA (MearaHa IIPOJOIXKUTEIbHOCTU COCTaBJIsia 3 Helelu).

HpI/I IIPHMMEHEHNH HEKOTOPHIX CTaTHUHOB OBLITM OIIMCAHBI TaKHe HexKeJlaTelbHbIe
SIBJIEHUA: paCCTpOﬂCTBO II0JIOBOM d)YHKI_[I/II/I,‘ HUCKIIIOUUTEJIbHBIE CIIy4YadH
I/IHTepCTHHHaHBHOfI 00e3HUu JIET'KHuX, 0COOEHHO BO BpeMs OJIMTEJIBHOI'O JIEHEHUI.

Bo BpeMsi moCTMapKEeTHHTOBEIX HAaOJIIOJeHNM CO00IIaIoCh 0 HUXKEIIPHUBeOdeHHbIe

n00OYHLIE PEaKIINH.

HapyweHue ¢pyHKUUU KPOBEHOCHOU U AuMpamu4eckol cucmembl: TPOMOOITUTOIIEHH .

HapyweHue pyHKUUU UMMYHHOU cucmembl: ajlyieprudecKue peaklniy,
aHapUIaKTUUYECKHUH 0K (B TOM 4HCJie aHapUITaKTUUECKUH III0K).



HapyweHue memaboau3ma u numaHusi: yBeIudeHre MacChl Tesa.

HapyweHue ¢pyHKUUU Hep8HOU cucmembl: TOJIOBHAsI O0/Ib, TUIIECTE3US, QUCTEB3US.
HapyweHue ceny0o4HO-Kuwe4Ho20 mpakma: 60nu B JKUBOTE.

HapyweHue ¢pyHKUUU 0p2aHO8 C/AyXd U PA8HOBECUS: IIIyM B yIIaX.

Kooica u no0KoJCcHasA MKaHb: KpaIuBHUIIA.

HapyweHue ¢yHKuuu onopHo-0g8u2ameibHO20 annapama u coeOuHuUmMenbHol MKaHu:
apTpanrus, 60Jib B CIIUHE.

Obw,ue HapyweHusi: 6071k B TPyOH, mepudepudecKruil 0TeK, HeqOMOTaHue, YCTaJIOCTh.

H3meHeHUuA pe3ys1bmamos 1ab0pamopHbIX dHA/AU308: TIOBHIIIEHNEe aKTUBHOCTHU
alaHWH-aMHUHOTPaHC(epas3kl, MOBHIIIIeHNEe aKTUBHOCTH K@K KpoBU.

Ilemu (8 sBo3pacme 10-17 nem)

Co00111aJ10Ch, YTO BO BpeMsi KOHTPOJIMPYEMOT'0 UCCIIeqOBaHUs C y4aCTUEM PeodsT
IocJie Havajla MeHCTpyaluu, mpo¢uib 6€e30IIaCHOCTH U IIePEHOCUMOCTH
aTtopBacTaTuHa B mo3e 10 Mr mo 20 Mr B CyTKH OBIJI B 11eJIOM ITOTOOHBIM TPOQUIIS
ninane6o (cm. Pasgensl «Criocob mMpuMeHeHUus U O03bI», «[leTu» ).

Omuem o nodo3pesaeMblXx NOOOUHbIE pedKUUU.

OTueT 0 mMoO03peBaeMbIX ITOO0YHBIE PEAKIINK ITI0CJIe PETUCTPAIlNH JIEKAPCTBEHHOTO
cpencTBa UMeeT OOJIbIIoe 3HaYeHWe. ITO IMO3BOJISIET MPOBOAUThL HEIIPEPEIBHOE
HaOJII0leHre COOTHOIIIeHKE MOJIb3Ll U PUCKOB, CBSI3aHHLIX C IPUMEHEeHHeM Iperapara.
CoenuanucTH B 00/1aCTH 3TPaBOOXPaHEHUS MOJIKHEI IOaBaTh MHGOPMAIINIO O JTI00BIX
IMOO03peBaeMble TOOOYHEIE PEAKITUY C ITOMOIIbIO0 HAIIMOHATPHONU CUCTEMEI
OTYETHOCTH.

CpoOK rogHoOCTH
2 ropa.
YcinoBusi xpaHeHusi

XpaHUTh B OPUTHMHAJILHOM yIIaKOBKE IIPU TeMIlepaType He Bhiile 25 °C.

XpaHUTh B HEJOCTYIIHOM [JIsS IeTel MecTe.

YoakoBka



ITo 10 TabneTok B 6iucTepe, mo 3 6ucTepa B KAPTOHHOM KOPoOKe.
Karteropus ornycka

ITo penenrty.

IIpou3Bogurennb

KPKA, p.n., HoBo mecTto/KRKA, d.d., Novo mesto.

MecTOHax0XKIeHHe IIPOMU3BOOHUTEIA A €ro aapec MeCTa OCylnmieCTBIICHHA A
oesiTeJIbHOCTH

[MImapremka ecta 6, 8501 HoBo mecto, CnoBeHusi/Smarjeska cesta 6, 8501 Novo
mesto, Slovenia.

HcTouyHMK HHCTPYKIIHHA

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