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OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTO IPEHAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

AtopBactatua-AKOC, 10 Mr, TabneTKH, MOKPHITHIC TIICHOYHOH 000710YKOH

AtopBactatuH-AKOC, 20 mr, TabneTKH, MOKPHITHIEC MIICHOYHOU 000I0YKOMA

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JlefcTByIO1IEE BEIECTBO: aTOPBACTATUH

AtopsBacratua-AKOC, 10 mr, Ta0IeTKN, TOKPBIThIE [IIEHOYHOW 000JI0YKOMI

Kaxnas tabneTka, MOKpBITas TUIEHOYHOU 00osoukol, cogepxut 10,0 mr aropBacratuHa (B BUAE
KaJIbIHsl TPUTHUAPATA).

BemecTBa, Hamu4Me KOTOPBIX HAJO YYUTHIBATH B COCTABE JICKAPCTBEHHOI'O Iperapara: JIaKTo3a,
Hatpuii (cMm. paznaen 4.4).

Atopsacratua-AKOC, 20 Mmr, Ta0I€TKH, HOKPBIThIE IIIEHOYHON 000JI0YKOMI

Kaxxnas Tabnerka, MOKpBITas IUICHOUHOIH 000504Ko0ii, cogepxkut 20,0 Mr aropBactaTuHa (B BUC
KaJIbLIUS] TPUTHPATA).

BemectBa, Hann4ue KOTOPHIX HAJ0 YYHUTHIBaTh B COCTaBE JICKAPCTBEHHOTO IperapaTa: JIaKTo3a,
HaTpuil (cM. pasaen 4.4).

ITonubrit IEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaGnerku, MOKPHITHIE MIICHOYHOM 000JIOUKOIA.

AtopBacratna-AKOC, 10 Mmr, Ta0IeTKH, TOKPBIThIE IIIEHOYHON 000JI0YKOMI

prrJ’ILIC, ABOSIKOBBIITYKJIBIC Ta6JIeTKI/I, TIOKPBITLIC IUIEHOYHOM 06OJ'IO‘{KOI\/’I, 0CJIoro WM TMOYTH
Oenoro OBCTA. I[OHyCTI/IMa HC3HAYUTCIIbHAA HICPOXOBATOCTb IMOBCPXHOCTH. L[BeT TaOJIETOK Ha

MOTNIEPEYHOM pa3pese — OT Oeoro 10 OEIOTO C HKEJITHIM OTTECHKOM.

Atopsacratua-AKOC, 20 Mr, Ta0I€eTKH, TOKPBIThIE IIIIEHOYHON 000JI0YKOMI

Kpyrible, ABOSKOBBINYKJIbIE TaOJIETKH, MOKPBIThIE IUIEHOYHON 000J0YKOM, roiay0oro IBera.
JlommycTrMa He3HAYUTEIbHAS IEPOXOBATOCTh MOBEPXHOCTH. L[BeT TabsieToK Ha monepeyHoM pas3pese

— 0T 0€eI0ro 10 OEJIOT0 C JKEITHIM OTTEHKOM.

4. KIMHUYECKUE JAHHBIE
4.1. loka3zaHusi K NPUMeHEHHIO

IIpenapat AtopBactatnH-AKOC mpuMeHsieTcs: v B3pOCIBIX B Bo3pacrte crapiie 18 jert:

o | UIIEPXO0ISCTEPUHEMHUSI:
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- B KauecTBE JOMONHEHNS K JHUeTe IS CHIKEHHS IOBRIIT HiY -lg %6‘ E'Hg XOJ‘Ié_J}T I ;l/I—Hlall | ?&II-
X0JIeCTepUHA JIUMONPOTenHOB HU3KOM mmoTHocTu (XC-JIITHIT), anonunonporenna B (amo-
B) u tpurmunepunos (TI) y manueHTOB ¢ MEPBUYHONU THIEPXOJIECTEPUHEMUCH, BKIIFOYAs
CEeMEUHYI0 THIIEPXOJECTEPHUHEMHUIO (T€TEPO3UTOTHBIN BapHaHT) WJIM KOMOMHHPOBAaHHYIO
(cMerraHHbIA BapuaHT) THIepaunuaeMuto (coorBerctBerHHo T [la u IIb mo kiaccudukanum
®penpuKkcoHa), Korja OTBET Ha JMETY U JAPYTrUe HEMEAMKAMEHTO3HBbIE METOJIbl JICUCHUS
HEJOCTaTOYHBI;

- NS CHWXKCHHSA TOBBINIEHHOTO obmero xojecrepuna, XC-JIIIHII y mnamueHToB c
TOMO3UT'OTHOM CEMEMHOW THIEPXOJIECTEPUHEMUEH B KAayeCTBE JIONOJIHEHHUS K JPYruM
TUTIONUIUAEMUYecKuM MetonaM Jeuenust (Hampumep, JIITHIT-adepe3) wnm ecnu Takue
METO/1bl JICUEHUS HETOCTYITHBI.

o [IpoduiakTuKa CepIeYHO-COCYIUCTRIX 3a00JICBAHUM:

- npouIIaKTHKA CEPAEUHO-COCYJUCTBIX COOBITUI Y B3POCIIBIX TALIMEHTOB, UMEIOIINX BEICOKUM
PHCK DPa3BUTHUS MEPBUYHBIX CEPIACUHO-COCYAUCTBIX COOBITUH, B KauecTBE JOIOJIHEHUS K
KOPPEKIHH ApyTruX (HaKTOPOB PHCKa;

- BTOpWYHAS NPOPUIAKTUKA CEPACYHO-COCYIUCTHIX OCIOKHEHHH Yy MAIMEHTOB C
uiemudeckoir Oonesnpro cepana (MBC) ¢ menp0 CHUKEHHS CMEPTHOCTH, HH(pApPKTOB
MHOKap/ia, HHCYJBTOB, TIIOBTOPHBIX TOCIUTAIM3aLMI MO TOBOJY CTCHOKapAWU W
HEOOXOIMMOCTH B PEBACKYJISIPU3ALINH.

[Ipenapar AropBacrarun-AKOC npumensiercs y nereit B Bozpacre ot 10 no 18 ner:

- B Ka4ecTBE JIOTIOJHEHUS K JUETe JUIsl CHIKEHUS MOBBIMIEHHOTO 0011ero xonecrepuna (XC),
XOJIECTepUHA JTUNONPOTenHOB HU3KOM TuioTHOcTH (XC-JITTHIT), anonunonporenna B (amo-
B) u tpurnuuepunos (TI') y mauueHTOB ¢ NEpBUYHON TMIEPXOJECTEpPUHEMHUEH, BKIItOUYas
CEeMEHHYI0 THIEPXOJIECTEPUHEMHIO (F€TEPO3UTOTHBI BapHUaHT), KOTJa OTBET Ha JUETy U
JIpyrue HeMeANKaMEHTO3HbIE METObI JICUEHUS! HEIOCTATOUHBI.

4.2. Pe:xum 103MpOBaHus M c10CO0 MPUMEHEHHUSs

[lepen wmawanom neuenus mnpemnapatoM AtopBacTaTuH-AKOC crnemyer mombITatbesi JOOUTHCS
KOHTPOJIS TUIIEPXOJIECTEPUHEMHH C TIOMOIIBIO AUETHI, PUBNYECKUX YIIPAKHEHUN U CHUKEHHS MaCChl
Tella y MAIMeHTOB C OXXUPEHHUEM, a TakKKe Tepamnuell OCHOBHOTO 3abosieBaHusi. [Ipu HazHaueHUH
mpernapaTa TAlMEHTy HEOOXOIMMO pPEKOMEHIOBAaTh CTaHAAPTHYIO THIIOXOJIECTEPHHEMHUYECKYIO
JTUETY, KOTOPOU OH JOJIKEH MPUIEPKUBATHCA B TEUEHUE BCETO MEpUOa TEPAIIUH.

PexxuM 103upoBaHus

Jo3a npenapata Bapbupyetcst oT 10 mr 10 80 mr 1 pa3 B CyTKH ¥ TUTPYETCSI C y4€TOM KOHLEHTPALUU
XC-JIITHII, uenu Tepanuy 1 MHAUBUAYaJIbHOTO OTBETA HA IPOBOAUMYIO TEPAIHUIO.

MakcumanbHasg CyToyHas J103a npemnapara coctapiseT 80 Mmr.

B nauvane nedeHus W/MaM BO BpeMs INOBBILEHHS 103bl mpenapara AtopsactaTuH-AKOC
HEeoOX0UMO Kaxkible 2—4 Heneau KOHTPOJIMPOBATh KOHLEHTPALMIO JIMIHJOB IJa3Mbl KPOBU U
COOTBETCTBYIOLIUM 00pa3oM KOPPEKTHPOBATh J03y Mpernapara.

llepsuunas cunepxonecmepuremusi U KOMOUHUPOBAHHASL (CMEULAHHASL) 2UNEPIUNUOCMUS

Jlnst OONMBIIMHCTBA MAIIMEHTOB peKOMeHIyeMas J1o3a npenapara AtopactatuH-AKOC cocrasisier
10 mr 1 pa3 B CcyTKHU; TepaleBTUYECKOE IECHCTBUE MPOSIBISIETC B T€UEHHE 2 HENeNb U OOBIYHO
JOCTUraeT MakcumMyMa uepes 4 Henenu. [Ipu umrensHoM gedeHun d3PPEeKT COXpaHsIeTCs.

Tomosuecomuas cemetinas cunepxojiecmepuremusl
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B GonpmmHCTBE citydaeB HazHa4daroT mo 80 Mr 1 pa3 B CyTKH ( éﬁ%ﬂﬁ%ﬁtﬁ&ﬁ'ﬂkﬂi;{%@mﬁn
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Ha 18-45 %).
T'emepo3zucomnas cemeinas 2unepxoyecmepuHemus

Hauanbnas no3a cocrapnsier 10 mr B cyTku. J{03y criemyeT noa0upaTh MHAUBUYATbHO U OLIEHUBATh
aKTyaJbHOCTb J103bl KaXK/ble 4 HEJEIU ¢ BO3MOXHBIM NOBbIIeHHEM 10 40 Mr B cyTKH. 3aTeM JIu60
71032 MOXKET OBITh YBEJIMYEHA 10 MakCUMajdbHOH — 80 Mr B CyTKH, JHOO BO3MOXKHO COYETATh
CEKBECTPAHTBHI KEIIYHBIX KUCIOT C IPUEMOM aTopBacTaTHHA B 03¢ 40 MI' B CyTKH.

Ipopuraxmuxa cepdeuno-cocyoucmulx 3a601e6aHUlL

B uccienoBanusax nmepBUYHOW MPO(IIIAKTHKM J03a aTopBacTaThHa cocTaBiasia 10 Mr B CyTKH.
MoskeT 1OHAJOOUTHCS IIOBBIMIEHHE JI03bI C IEIbI0 JOCTIDKeHHs 3HaueHuit XC-JIITHII,
COOTBETCTBYIOIIUX COBPEMEHHBIM PEKOMEHIAIUSIM.

Ipumenenue 8 KomOuHaAyUU C OPY2UMU JEKAPCNEEHHBIMU CPEOCMEAMU

ITpu HEOOXOAMMOCTH COBMECTHOTO NPUMEHEHUS C LIMKIOCIIOPUHOM, TeIallpeBUPOM, KOMOUHAIMEN
TUTIIPaHABUP/PUTOHABHP WJIH TIICKapeBUp/muOpeHTacBup Ao03a npenapara Atopsactatua-AKOC He
JOJKHA MpeBbiaTh 10 Mr/cyT.

He PECKOMCHAYCTCA NPUMCHATH aTOPBACTATUH MAUCHTAM, IMOJYy4aromuM TCPaIinro JCTCPMOBHUPOM
COBMCCTHO C HHUKJIIOCIIOPUHOM.

dapMaKOKMHETHYECKUE JIEKAPCTBEHHBIC B3aMMOJCHCTBHS, KOTOPBIE IMPHUBOAST K IOBBIIICHHIO
CHCTEMHON KOHILIEHTpAIlMM aTOpBacTaTHHA B IUIa3Me KPOBM, TaKKe ObUIM OTMEYEHBI C APYTUMH
WHTUOWTOpaMH TpoTea3bl BUpyca HMMyHoxaepuiura denoeka (BHUY) (monmaaBHpoM/
PUTOHABUPOM, CAKBUHABUPOM/PUTOHABUPOM, JapyHaBUPOM/PUTOHABUPOM, (HOCAMIPEHABUPOM,
(dbocamMnpeHaBUPOM/PUTOHABUPOM U HEN(PUHABHUPOM), HMHTHOMTOpaMu mporeasbl rematuta C
(OouemnpeBup, 3510acBUp/Tpa3oNpeBUp, CUMENPEBUP), KIAPUTPOMHUIIMHOM, HUTPAKOHA30JI0M U
nerepmoBupoM. Crenyer coOogaTb OCTOPOKHOCTh IPH  OJHOBPEMEHHOM HA3HA4YEHUU C
aTOpBaCTaTMHOM. PeKkoMeHAyeTcss NpPOBECTH COOTBETCTBYIOUIYIO KJIMHHUYECKYIO OLEHKY M|
MIPUMEHSTh caMyl0 HU3KYI0 3G (EeKTUBHYIO ]03Yy aTopBacTaThHa (cM. pa3aensl 4.4 u 4.5).

Oco0bIe T'PYIIIBI TATWUCHTOB

./Tub;a nooaicus1oco so3pacma

Paznuuuii B TepaneBTHUECKOM 3G (GeKTUBHOCTH U Oe30macHocTH mpenapara AtopsactatuH-AKOC y
MOKIJIBIX TIAIMEHTOB IO CPABHEHHIO C OOIIEH MOMmyJsiiieil He 0OHApYKEHO, KOPPEKIIUU JT03bI HE
Tpebyercs (cM. pasaen 5.2).

Hauueﬁmbz C NeYeHOYHOU HeOOCMAamoYHOCbIO

IIpu HemocraToyHOCTH (YHKUMHM THeueHW A03y npenapata AtopBacTaTuH-AKOC Heob6xonumo
CHIDKaTb ~ IPU  PEryJsIpHOM  KOHTPOJ€  AaKTHMBHOCTM  IE€YEHOYHBIX  TpaHCAMMHA3:
acriapraramuHoTpancdepassl (ACT) u anannnamuHoTpancgepassl (AJIT).

Hauueﬁmbz C NOYEYHOU HedOCMAamo4HOCbIO

Hapymenne GyHKIIUU MOYEK HE BIMAET HA KOHIICHTPAIUMIO aTOpBAcTaTWHA B IIa3Me KPOBU WITU
creneHb cHIKeHUs KoHIeHTpanuu XC-JITTHII, mosTomy KOoppekiuu 10361 Ipenapara He TpeOyeTcs..

eTu
Ilpumenenue y oemeti ¢ 10 0o 18 nem npu eemepo3ucomHoui cemeltHol eunepxoiecmepunemuu

Pexomennyemas HavanbHas 103a — 10 mr 1 pa3 B cytku. Jo3a Moxet ObITh yBenuueHa 10 80 Mr B
CYTKH, B 3aBUCUMOCTH OT KJIMHMYECKOT0 3P (eKTa u IepeHOCUMOCTH.
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Jlo3y npenapara HEOOXOAMMO TUTPOBATh B 3aBUCUMOCTH OT ugm &E&nﬁnn@%&&mn Teuarlr}/'fn.

Koppekmust 10361 10JKHA TPOBOIUTHCS ¢ HHTEpBajiamMu | pa3 B 4 Heaeu 1in OoJIbIIe.

Cnocob IIPUMCHCHU A

Buytps. [IpuanMaTs B 110060€ BpeMst CyTOK HE3aBUCHMO OT MPHEMa ITHIIH.
4.3. IIpoTuBOMOKA3aAHUS

® TUIEPYYBCTBUTEIHHOCTh K aTOPBACTATHHY WJIU K JIOOOMY M3 BCHOMOIaTeIbHBIX BEIIECTB,
MePEUYUCIICHHBIX B pazjaeine 6.1;

e aKTHUBHOE 3a00JICBaHUE MEYEHH WM TOBBIIICEHUE aKTHBHOCTH IEYEHOYHBIX TPaHCAMUHA3 B
IU1a3Me KPOBH HESICHOTO TeHe3a 0Oojiee 4eM B 3 pasa, 10 CPaBHEHHUIO C BEpXHEW I'paHHUICH
HOPMBI;

e OepeMeHHOCTH (cM. paznen 4.6);
® [EpUOJ ITPYAHOTO BCKapMIIMBaHUs (CM. pazzen 4.6);

® KCHIIMHBI JICTOPOJHOTO BO3PACTa, HE UCIOJIB3YIOIIUE aJCKBATHBIC METOAbI KOHTPAICIIIHA
(cm. paznen 4.6);

e BO3pacT 10 18 et (HemoCcTaTOYHO KITMHIYECKUX JAHHBIX 10 3P PEeKTUBHOCTH 1 O€30MaCHOCTH
mpenapaTta B JJaHHOW BO3PAaCTHOM TPYMIE), 32 HCKIIOUYEHUEM TIeTepO3UTOTHOM CeMeWHOM
TUIIEpXO0JIeCTEpUHEMUN (IPUMEHEHHNE TPOTUBOIIOKA3aHO y JieTeil B Bo3pacte 10 10 ner);

® OJHOBPEMEHHOE IPUMEHEeHUE C (Py3U0BOI KHCIOTOM.
4.4. OcoOble yka3aHusl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

IIpenmapat AtopBactatuH-AKOC crienyer NpUMEHATh C OCTOPOKHOCTBIO IIPHU  CIEAYIOLIUX
COCTOSIHUSIX:

® Yy IIaHUCHTOB, 3J10y1'IOTpe6JIHIOIJ_[I/IX AJIKOI'OJIEM;
¢ Yy IIaUCHTOB, UMCIOIIUX B AaHAMHEC3C 3a00JIeBaHUS IICYCHU,

® Y MAIMEHTOB C HaJMuheM (haKTOPOB PHCKA Pa3BUTHUS PabIOMHUONIN3A [HapylIeHUEe QYHKIHA
MOYEK; TUIIOTUPEO3; HACIIEICTBEHHBIE MBIILIEYHbIE HAPYILICHHS Yy Al[MEHTa B AHAMHE3€ WM B
CEMEHHOM aHaMHe3e, YXKe MepeHEeCeHHOe TOKcuueckoe BiusiHue MHruoutopoB I'MI'-KoA-
penykTasbl (cTaTWHOB) WU (UOpPATOB HA MBIINIEYHYIO TKaHb; 3a0O0JEBaHUS TIEUYECHU B
a”HaMHe3e W/ ITIaITUCHTHI, y1'IOTp€6J'I$[IOHII/IC AJIKOI'OJIb B 3HAQUUTCIBHBIX KOJHNYECTBAX,
Bo3pacT crapuie 70 JeT; CUTyaluH, B KOTOPBIX OKHUJAETCS MOBBIIICHHE KOHIIEHTPALUH
aTopBacTaTHHA B IUIa3Me KPOBH (HampUMep, B3aUMOAECHCTBUS C IPYTUMU JIEKaPCTBEHHBIMU
cpeacTBamu)].

Bnusnue na nevenw

Kak u npu npuMeHEHUHU OPYyIruX TMIOJUIHMAEMUYECKUX CPEACTB 3TOrO Kjacca, MIpU INPUMEHEHUU
aTopBacTaTHMHA OTMEYaIM YMEPEHHOE IMOBbIlIeHHe (0ojee yeM B 3 pas3a 10 CpaBHEHUIO ¢ BepXHEH
rpaHuIed HOpMbI) aKTUBHOCTU medeHOuHbIXx TpaHcamuHaz ACT u AJIT. Croiikoe moBbllIeHHE
CHIBOPOTOYHOM aKTUBHOCTH IE€YEHOYHBIX TpaHCamMHHa3 (Oojee yeM B 3 pas3a MO CpPaBHEHUIO C
BepxHeH rpanuieil HopMsl) Habmoganock y 0,7 % mnanueHToB, NoJy4yaBIIuX aTopBacTaTuH. YacTora
MOI0OHBIX M3MEHEHWU NpU MPUMEHEHHUH aTopBacTathHa B go3ax 10 mr, 20 mr, 40 mr u 80 mr
coctaBistia 0,2 %, 0,2 %, 0,6 % u 2,3 % coorBercTBeHHO. I1OBEIIIIEHHE AKTUBHOCTH ITE€YEHOYHBIX
TpaHCaMHMHAa3 OOBIYHO HE COMPOBOXKAATIOCH )KENTYXOHN WK APYTUMHU KIMHUYECKUMU MPOSIBICHUSIMH.
IIpyn cHMKEHMH 03Bl aTOpPBAaCTAaTHHA, BPEMEHHOM HIIM IIOJHOM OTMEHE IIpenapara aKTUBHOCTb
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(NOCTHEOOBATENEHOC TS 0006
MEYCHOYHbIX TpaHCAMHMHA3 BO3Bpallajach K HCXOZHOMY XIEOBHH)TJE TLIIAHCTBO” TIANHCHTOB

MIPOJIOJIKAIIM IPUEM aTOPBACTATHHA B CHHKEHHOM J103€ 0€3 KaKUX-JIN00 KITMHHYECKUX MOCIEACTBHM.

Jlo Hayana tepanuu, yepe3 6 Hexenb U 12 Heaenp MOcie Hayana NPUMEHEHUs] aTOPBACTaTUHA WU
Mocje YBEJIMYEHHUS €ro J03bl HEOOXOJMMO KOHTPOJMPOBATH IOKa3aTeNld (YHKIUU TIEYCHH.
QOYHKIMIO NEYEHU CJIEAYeT KOHTPOJIMPOBATH TAKKE IMPU MOSBICHUM KIMHUYECKHX MPU3HAKOB
MOpaXEHUsI NeYeHU. B ciayuyae MOBBIIEHUS aKTUBHOCTH INedeHO4HbIX TpaHcamuHasz AJIT u ACT
clelyeT KOHTPOJIUPOBATh /10 TEX MOP, TOKAa OHU HE HOPMAIU3yroTcs. Eciau noBblllieHne akTUBHOCTH
ACT umu AJIT Gosiee yem B 3 pasa MO CPaBHEGHUIO C BEPXHEH TpaHUIICH HOPMBI COXPAHSETCS,
PEKOMEHIYETCS CHIKEHHE J03bI MM OTMeHa penapaTta AtopsacratuH-AKOC (cm. pasgen 4.8).

ATtopBactatua-AKOC crenyer npuMeHsATh ¢ OCTOPOKHOCTBIO Y MTALMEHTOB, KOTOPBIE YIOTPEOISIOT
3HAYUTENbHbIE KOJUYECTBA AJIKOIOJIsS M/WIM UMEIOT B aHaMHe3e 3a00JIeBaHUE NEeYeHU. AKTUBHOE
3a00JIeBaHNE TICUCHH WUJIM ITOCTOSHHO TOBBIIICHHAS aKTUBHOCTh TIEYCHOYHBIX TPAHCAMUHA3 TJIa3Mbl
KPOBH HESICHOT'O I'eHe3a sIBJIIeTCs IPOTHBOIIOKa3aHUEM K IPUMEHEHHUIO ipenapata (cM. paszzaen 4.3).

leticmeue Ha ckenemuvle MblULYbl

VY nanuenTos, nony4asmux AtopsactatuH-AKOC, otmeuanack muanrus (cM. pazzaen 4.8). luaruos
MHUOIIATHH CJIEAYeT MPEAroiarath y ManueHToB ¢ Aud@y3Hoil Muanruei, 60JIe3HEHHOCTHIO WU
cJ1a00CTHIO MBIIIL W/WINA BbIpaKeHHBIM MNoBblieHueM akTuBHOCTH K®K (6onee yem B 10 pa3 mo
CPaBHEHHUIO C BEpXHEH rpaHuiiell HopMbl). Tepanuio aTopBacTaTUHOM CIIEIYET IPEKPATUTH B ClIyyae
BBIPQKEHHOI'O MOBbIIEeHUsT akTUBHOCTM K@K, npu Hanuumy NOATBEP)KIEHHOW MMONATHHM WU
MOJIO3PEHUM Ha €€ pa3BUTHE. PHCK MHONATUU MOBBIMIAICS HPU OJHOBPEMEHHOM NPHUMEHEHUU
JIEKapCTBEHHBIX CPEJICTB, MOBBIIAIOLINX CUCTEMHYIO KOHIIEHTPALMIO aTOpBAacTaTUHA (CM. pa3zesibl
45 wm 5.2). Muorme u3 OTHX IMpENapaToB HHTHOUPYIOT MeTabOoIu3M, ONOCPEIOBAHHBIN
nzopepmentoM CYP3A4, n/unu TpaHcnopT JeKapCTBEHHBIX BellecTB. M3BecTHO, uTO M30(hepMEHT
CYP3A4 — ocHOBHOI1 M30()epMEHT MMEYEHHU, YIACTBYIOIIUI B OMOTpaHChOpMALNK aTOPBACTATHHA.
IIpumMeHsist aTopBacTaTuH B cOYeTaHUU C (puOpaTramu, S3pUTPOMHULMHOM, UMMYHOAEIPECCAHTAMH,
a30JIbHBIMH  TPOTHBOIPUOKOBBIMM  CpeAcTBaMM, uHruOutopamu  mpoteassl  BUY/BI'C,
MHTUOMTOpaMHU HeCcTpyKTypHoro Oenka BupycHoro renatura C (NS5A/NS5B), nerepmoBupom min
HUKOTMHOBOW KHUCJIOTOM B JUIUJCHWXKAIOMUX f03ax (Oosee 1 r/cyT), Bpau MOJDKEH TIIATEIHHO
B3BECUTh OKUIAEMYIO TOJb3y JICUEHUS M BO3MOXKHBIN puck. Cremyer peryisipHo HaOIr0AaTh
MAIMEHTOB C ILIEJIbI0 BBISBICHUS OoJiel MM clabOCTH B MBIIIIAX, OCOOCHHO B TEUEHUE IMEPBBIX
MECSIIEB TEpaluu U B MEPUOJ YBETUYEHHUS J03bl JIIOOOr0 M3 yKa3aHHBIX cpelcTB. B ciydae
HEe00X0MMOCTH KOMOMHUPOBAHHOM Tepanuu CleyeT pacCMaTpUBaTh BO3ZMOKHOCTh IPUMEHEHUS
0oJiee HU3KMX Ha4yalbHbIX U MOAJIEPKUBAIOIINX /103 BBIIEIEPEUUCICHHBIX CPEACTB (CM. pa3zen 4.2).
He pexomennyeTcst 0lHOBpeMEHHOE NTPUMEHEHHE aTOpBacTaThHA U (y3UI0BON KUCIOTHI, TO3TOMY
BO Bpems JeueHHs (y3ua0BOM KHUCIOTOM peKOMEHIOBaHa BPEMEHHash OTMEHa aTopBacTaTHHa. B
MOI00HBIX CUTYalMsIX MOKHO PEKOMEHJ0BATh MEPUOANYECKUA KOHTpoib akTuBHOCTH KDK, xoTs

TAKOC MOHUTOPHUPOBAHUC HE MO3BOJIACT IMPEAOTBPATUTL PA3BUTUC TSHKEJIIOU MUOIATUH (CM. pasaci
4.5).

Puck pa3BuTHs MHONATHM W/WIK PaOJOMHOINM3a MOXET OBITh MOBBINIEH NMPU OJHOBPEMEHHOM
npumeHeHnn THruOnTopoB HMG-CoA penykrasbl (HarmpumMep, arTopBacTaTHHA) U TAITTOMHIIAHA (CM.
paznen 4.5). Cnemyer paccMOTpeTh BO3MOXKHOCTb BPEMEHHOM IPHUOCTAHOBKM IIpHEMa
AtopBactatTuH-AKOC y nanueHToB, MPUHUMAOIINX JTAITOMULIAH, 32 HCKIHOYEHUEM CITy4aeB, KOraa
110JIb3a OJJHOBPEMEHHOIO NPHMEHEHHUs IPEBBIIAET PUCKU. Eciu OJIHOBPEMEHHOE NPUMEHEHHE
HeNb3s5 OTMEHHUTb, YPOBEHb KpPEaTHHKHMHA3BI CIEeIyeT U3MepsTh 2—3 paza B HEAeNIo, a MalMeHTOB
CIIeyeT TIIATEIbHO HAOMI0JaTh HAa HaJMYHUe JFOObIX MPU3HAKOB MM CHMITOMOB MUOTIATHH.

Jlo Hayasa JjeueHus
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IpeapacnojaraloliiMil K pa3BUTuio padbnomuonusa. Konrtpons aktuBHoctH K@K crenyer
IIPOBOJMTH B CIEAYIOUINX CIIy4asX A0 Hadajaa Tepanuu aTOpBacTaTUHOM:

e HapymeHue QyHKIUU TOYEK;
® TUIOTHPEO3;

® HACJCACTBCHHLIC MBINICYHLIC HAPYHICHUA Yy IMAlIMCHTA B AaHAMHC3C HJIM B CEMEHHOM
aHaMHE3€,

® yXe NepPeHECEHHOE TOKCHUYeCKoe BiusiHue MHruouTopoB ['MI'-KoA-penykraspl (CTaTHHOB)
wi puOpaToB HA MBIIIICYHYIO TKAHb;

e 3a00JeBaHUS TI€YEHM B aHAMHE3€ W/MIM TAlUEHTHl, YNOTPEOJISIOIHUE alkoroyib B
3HAYUTENIBbHBIX KOJUYECTBAX;

e y MaIMeHToB B Bo3pacte crapiie 70 JIeT cieayeT OLeHUTh He0OX0AUMOCTh KOHTposst KOK,
VYHUTHIBAS TO, YTO y 3THX TNAIMCHTOB YK€ HMEIOTCS (aKTOPHI, Mpeapacrojaraloinme K
pa3BUTHIO PabIOMHOIH3a;

® CHUTyalluH, B KOTOPBIX OKMIAETCS MOBBINICHHE KOHIEHTPALlMM aTopBacTaTWHA B ILIa3Me
KpPOBHU, TaKU€ KaK B3aMMOJEHCTBHSI C JPYTMMHU JIEKAPCTBEHHBIMM CpEICTBAMM (CM. pasfel
4.5).

B Takux CUTyalusIX CJICAYCT OLCHUTH COOTHOMICHUC pI/ICK/HOJIBSa " OCYHICCTBJIAITE MEAUILIUHCKOC
Ha6JIIOZ[€HI/Ie 3a COCTOAHHUEM ITallMCHTA.

B ciiydae 3HaunTenbHOro noBeimeHus aktusHocTd KDOK (Oosee uem B 5 pa3 Bblllie BEpXHEI IpaHUIBI
HOPMBI) HE CJIeZlyeT HAaUWHATh TEPAINIO0 aTOPBACTATUHOM.

IIpu mpuMeHeHMM aToOpBacTaTHHA, Kak W Apyrux uHruouropos I'MI-KoA-pemykrasbl, omnucaHbl
penkue ciydan pabaoMHUONIM3a C OCTPOWM TOYEHYHOW HEIOCTATOUYHOCTHIO, OOYCIOBIEHHOMN
MUoOrIIoOuHypHuei. PakTopoM pHcka pa3BUTUS PaOAOMHOJIM3a MOXET OBbITh MpEAlIecTBYIOIIEEe
HapyIeHue GyHKIMY novek. TakuM nanueHTam ciieayeT o0ecneuuTs 0osee TIaTeabHbli KOHTPOJIb
32 COCTOSTHUEM CKEJIETHO-MBIIIEYHON cucTeMBI. [Ipy MOsIBIEHNN CUMIITOMOB BO3MOXHOW MUOMATHUN
WIM HaIU4uu (PaKTOpOB PHUCKA PA3BUTHUS MOUYEYHOM HEIOCTATOYHOCTH Ha (oHe pabaoMuonusa
(Hanpumep, TspKenas ocTpas MHQEKLHUs, apTepuaibHas TMIOTEH3Us, OOMIMPHOE XHPYpPrHuecKoe
BMEIIIATEeNIbCTBO, TPaBMbl, METa0OINYECKHE, SHAOKPHUHHBIE U BOJHO-3JEKTPOJIUTHBIE HApyLICHHUS,
HEKOHTPOJIMPYEMbIE CyJIOpoTH) Tepamnuio npenaparoM ArtopsactaTuH-AKOC crenyer BpeMeHHO
MIPEKPATUTH WIIH MTOJIHOCTHEO OTMEHUT.

Buumanue! IlanueHToB HEOOXOIMMO MpPEAYNPEeAUTh O TOM, YTO UM CJEIyeT HEMEIJIEHHO
00paTUTHCS K Bpady MpH MOSBICHUN HEOOBSICHUMBIX OO0JIeH MM MBIIIEYHOH c1abocTh, 0COOEHHO
€CIIM OHU CONPOBOXKIAIOTCS HEJJOMOTaHHEM WX JINXOPATKOM.

T'emoppacuueckuii uncyiom

[Tocne cnenumanbHOTO aHaNW3a KIMHUYECKOTO WCCIENIOBAHHS C ydacTueM manueHtoB (4731) Ges
UBC, nepeHecmnx WHCYJIbT MM TpaH3UTOpHYIO umemuyeckyto araky (THA) B TedeHue
npenpaymux 6 MecsieB, KOTOphIM Obul Ha3HaueH aropsacTaTuH 80 Mr/cyT, BBIABHIM Oojiee
BBICOKYIO 4acTOTY T€MOPpParuuecKux MHCYJIBTOB B Irpymnne aropsacratuHa 80 Mr, 10 CPaBHEHHIO C
rpynnoi muane6o (55 manueHTOB B TpyMIe aropBacTaThHA MPOTUB 33 MAlMeHTOB B TpYyIIIe
riane6o). [lanueHTsl ¢ reMopparMyecKuM HHCYJIBTOM Ha MOMEHT BKIIIOYEHHS B HMCCIIEJOBAHUE
uMenu 0oJiee BBICOKHMM PUCK /11 HOBTOPHOI'O FEMOPPAaruniyeckoro nHeybTa (7 maueHToB B TPYIINe
aTopBacTaTMHA NMPOTUB 2 MAlMEHTOB B rpymmne mianeto). OgHako y MalKMeHTOB, MOJIyYaBIIMX
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ceplieyHO-cocyAUCThIX coObITH (123 mpotus 204) (cMm. pa3aen 5.1).
Caxapubiii ouabem

Hexotopbie nanHble TOATBEPKIAIOT, 4T0 HHTHOUTOpBl [ MI'-KOA-peaykrasbl (cTaTHHBI) Kak Kiacce
MOTYT MpPHUBOAMTH K IOBBIUIEHUIO KOHLEHTpALMU TIJIIOKO3bl B IUIa3M€ KPOBM, & y OTHAEIbHBIX
MAIEHTOB, C BBICOKMM PHCKOM Ppa3BUTHUS CaxapHOro aMa0eTa, MOXKET Pa3BUTHCS COCTOSIHHUE
TUIIEPIIIMKEMHUN, TpeOyloliee KOppeKIMH, KaKk Ipu caxapHoM auabdere. Tem He MeHee 3TOT pUCK He
IIpEBBILIAET MOJIb3Y OT Tepanuu uHruouropamu I'MI'-KoA-penykrasbl (cTaTUHAMM) C TOYKU 3PEHUS
COCYJIUCTBIX PUCKOB, I03TOMY 3TO HE MOXKET SBJIATHCS IPUUMHON JUIsl OTMEHBI TEPAIIHH.

[TanienTsl, OTHOCSIIMECS K TPyHNe pUcKa (KOHIIEHTpPALUs TIIOKO3bl B KPOBH HATOIIAK OT 5,6 10
6,9 mmoae/n, UMT > 30 KF/MZ, MOBBIIICHHAS KOHUEHTPAIMSl TPUTJIMIIEPUIOB B IJIa3ME KPOBH,
apTepuanbHas THUIEPTEH3Us), JOJDKHBI HAXOAUTHCS MOJ MEAMIIMHCKUM KOHTPOJIEM, BKJIIOUAs
KOHTPOJIb OMOXMMHYECKUX IMApaMeTPOB KPOBH, B COOTBETCTBUHU C MECTHBIMH PEKOMCHIAIMSIMHU.

HHmepcmuuuaﬂbHoe 3abonesanue n1ecKux

Ha ¢one tepanuu nekoropeimu unruouropamu ['MI'-KoA-peaykrassl (cTaTuHaMu), 0COOEHHO Ha
(doHE NIUTENBHON TEparyuy, OTMEYAINCh CAMHWYHBIC CIydal WHTEPCTUIHAIBHOTO 3a00JICBaHMS
Jerkux. MoryT HaOJIF0IaThCsl OJIBIIIKA, HEMPOIYKTHBHBIHN KaIllellb M yXYIIIEHUE 0OLIETr0 COCTOSTHUS
30pOBbs (YTOMJISIEMOCTh, CHIDKEHHE MacChl Tella M JHMXopanka). B ciaywae ecnm y marmeHra
MOJIO3PEBACTCS  MHTCPCTHIMAIBHOE 3a00JICBAaHWE JIETKUX, CIEAYeT OTMEHUTh TEpaIuio
aTOPBACTaTHHOM.

OHookpunHasn yHKkyus

[Tpu npumenenun naruouropoB I'MI'-KoA-penykrassl (CTaTHHOB), B TOM YUCIIE U aTOPBACTaTHUHA,
OTMEYAJIMCh CIIyyau MOBBIIMIEHUS TNIMKO3WIMpoBaHHOro remorinoouHa (HbA1) um koHueHTpanuu
TJIIOKO3bl B IJJa3M€ KPOBHM HATOLIAK. Te€M HEe MEHee PUCK THIEPrIIMKEMHH HUXKE, YeM CTeleHb
CHIDKEHMSI PHCKa COCYIUCTBIX OCIOXHEHUH Ha (oHe mpuema uHruoutopoB I'MI'-KoA-penykrass
(cTatuub).

BcnomorarenbHbI€ BEIECTBA

JlexapctBennblii mpenapar AtopBactatuH-AKOC conmepxkut makto3y. Ilammentam ¢ peakoit
HaCJIe/ICTBEHHON HENepeHOCUMOCTBIO TaJaKTO3bl, OOLIMM JIe(UIMTOM JIaKTa3bl MU CHHIPOMOM
ManbaOCOpOIUMU  TJIIOKO30-TlaKTO3bl HE CcleAyeT MpUHUMAaTh JIEKAapCTBEHHBIM IMpemnapar
AtopBactatun-AKOC.

JlaHHBIH JIeKapCTBEHHBIN IIpenapaT CoAepKUT MeHee 1 MMoJb (23 Mr) HaTpus Ha OJHY TabJIETKy, TO
€CTb 10 CYyTH HE COACPKUT HATPHSL.

4.5. B3aumojeiicTBHe ¢ JAPYrMMH JIEKAPCTBEHHbBIMHM MNpenapataMM W JApyrue BHIbI
B3aUMOIEeHCTBUA

Bo Bpems neuenuss unruburtopamu I'MI-KoA-permykraspl mpu OJAHOBPEMEHHOM NPUMEHEHHUU
LUKJIOCHIOpHHA, GHOPaTOB, HUKOTMHOBOW KUCJIOTHI B JIMIHICHIDKAIOIIMX J103aX (Oosee 1 r/cyT) win
uaruoutopoB mzopepmenta CYP3A4 / tpancmoptHoro Oenka (HampuMep, 3pUTPOMHUIIMHA,
KJIQPUTPOMMIIMHA, MPOTHBOIPUOKOBBIX CpPEACTB — IMPOU3BOAHBIX a30ja) TOBBIMIACTCS PUCK
Muonatuu (cm. pazaen 4.4).

Hneubumopuot uzogpepmenma CYP3A4

[Tockonbky aTopBacTaTHH MeTabomusupyercs nzopepmerrom CYP3A4, coBMecTHOE TPUMEHEHHE
aropBactaTuHa ¢ uHruoutopamu uszodpepmenta CYP3A4 MoxkeT NPUBOAUTH K YBETUYEHUIO
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MMOTCHIIMPOBAHMSI ONIPEIENSIeTCS BapuabenbHOCThIO Bo3aelicTBUs Ha n3odepmeHT CYP3A4,

br10 ycTaHOBIIEHO, 4TO MOIIIHBIC HHTHOUTOPBI H30(epmenTa CYP3A4 npuBOIAT K 3HAYUTEIBHOMY
MOBBIIICHUIO KOHIICHTPAIIMK aTOPBACTaTHHA B TuIa3Me KpoBH. CleayeT Mo BO3MOXHOCTH M30eraTh
OJIHOBPEMEHHOT'O TPUMEHEHHsS MOIIHBIX HWHrHOUTOpoB wm30dhepmenta CYP3A4 (mampumep,
[UKIIOCTIOPHH, TETUTPOMHUIINH, KIAPUTPOMUIINH, JCTABUPIWH, CTUPUIICHTON, KETOKOHA30lI,
BOPUKOHA30JI, UTPAKOHA30JI, MM03aKOHA30JI U MHTHOUTOPHI Tpoteasbl BIY, Bkitovas puTOHaBHP,
JIOTIMHABHP, aTa3aHaBHp, WHIWHABUD, JApyHABUP W 1p.). Eciu OIHOBPEMEHHBIH MPHEM STUX
MpernapaToB HEOOXOIUM, CIEIyEeT PacCMOTPETh BO3MOXKHOCTh Hadajla Tepalid ¢ MUHUMAIbHOU
JI03BI, @ TAKIKE CJIEYET OIICHUTh BO3MOXHOCTh CHIDKCHUSI MAaKCUMAJIbHOU 036l aTOPBACTATHHA.

YMmepennbie uHrubutopel uzodepmenta CYP3A4 (Hampumep, SPUTPOMHIIMH, JUITHA3EM,
BepanaMmi U (hIyKOHa307) MOTYT NPHBOJUTH K YBEIMYCHHIO KOHIIEHTpPAI[MM aTOpPBACTaTHHA B
miasmMe kpoBu. Ha ¢done omHOoBpemeHHOro mnpumeHeHus HHruHOUTOpoB I'MI-KoA-pemykTasbl
(cTaTHHOB) W APUTPOMUIIMHA OTMEYAIM MOBBIIICHHBIA PUCK pa3BUTHs Muonatuu. VcciemoBaHus
B3aMMO/ICHCTBHUS aMUOAapOHA WIIM BeparaMuiia i aToOpBacTaTMHA HE MPOBOAWINCE. MI3BecTHO, UTO 1
aMHOJapOH, W BepamaMui WHTUOMPYIOT akTUBHOCTH m3odpepmenta CYP3A4 u omHOBpeMeHHOE
MPUMEHEHHUE ATHX MPENnapaTroB C aTOPBACTATUHOM MOXET MPUBECTH K TMOBBIIMICHUIO SKCIIO3ULIUN
aTopBacTaTHHA. B CBS3M C 3TUM PEKOMEHIYETCs CHU3UTh MaKCHUMAaJbHYIO /103y aTOpBacTaTHHA M
MPOBOAUTh COOTBETCTBYIOUIMII MOHUTOPUHI COCTOSIHUS TAaIMEHTa TMpPH  OJHOBPEMEHHOM
NpPUMEHEHHH C yMepeHHbIMH uHruouropamu uszopepmentra CYP3A4. Koutpoms cnemyer
OCYIIECTBIIATH TOCTIE Hayalla Teparny U Ha (oHe U3MEHEHUS 10361 HHTUOUTOPA.

T'emgpubposun/gpubpamot

Ha ¢one npumenenuss ¢GuOparoB B MOHOTEpamuu MEPUOJUYECKH OTMEUAIM HEKelaTeJIbHbIe
peakiuu, B TOM YHUCIIe PabJIOMHONIN3, KACAIOIINECs CKEeJETHO-MBIIIEYHONH CHCTEMBI. PHCK Takumx
peakiuii Bo3pacraeT Mpu OAHOBPEMEHHOM MpUMeHeHuu pudpaToB U aropBacTaTuHa. B ciayuae ecnu
OJIHOBPEMEHHOTO MPUMEHEHMsI ITHX INpEenapaToB HEBO3MOXKHO M30eXaTb, TO CIEIYEeT MPUMEHSTh
MUHUMAJIbHYIO 3(QQEKTHUBHYIO 103y aTOpBACTaTHHA, a TAKXKE CJEAyeT MPOBOAMTH PETrYJISPHBIN
KOHTPOJIb COCTOSIHUS MAIlUEHTOB.

Dzemumubd

[Ipumenenne 33eTMHOA CBSI3aHO C PA3BUTHEM HEXKENATEIBHBIX PEAKIM, B TOM YHCIE
pabIoMHOIN3a, CO CTOPOHBI CKENIETHO-MBIIIIEYHON CUCTeMBI. PUCK TakUX peakiiuii OBBIIIAETCS IPU
OJTHOBPEMEHHOM TPUMEHEHUH I3ETUMHOA U aTopBacTaTHHA. [[JIsi TAKMX MAIUEHTOB PEKOMEHTYETCS
THIaTeNbHOE HAOMI0ICHHUE.

Opumpomuyun/Knapumpomuyun

[Tpu omHOBpEMEHHOM NPUMEHEHUH aTOpBacTaTHHA U dpuTpoMutirHa (1o 500 Mr 4 pasza B CyTKH) HITH
knaputpomunuHa (o 500 mr 2 pasza B cytku), uHrHOUTOpOoB M3odepmenta CYP3A4 nabmoganoch
MOBBIIIICHNE KOHIIEHTPAIIMU aTopBacTaTuHa B Tu1a3Me KpoBH (cM. pasaenst 4.4 u 5.2).

Hneubumopol npomeas

OnHOBpeMEHHOE TPUMEHEHHE aTopBacTaTUHA C WHTUOMTOpaMH TIpOTea3, H3BECTHBIMH Kak
uarHONTOpEl  M3odepmenta CYP3A4,  compoBokmaercss — yBEIWYEHHEM  KOHIEHTpAIHU
aTOpBacTaTHHA B IJIa3M€ KPOBH.

Junmuazem

CoBMecTHOE MpUMEHEHUE aTopBacTaThHa B 03¢ 40 Mr ¢ quiaTuazemMoM B J103€ 240 Mr nmpuUBOJIUT K
YBEITWYEHUIO KOHIICHTPAIIUK aTOpPBAaCTaTHHA B TIa3Me KpoBHU (CM. pazzaen 5.2).

Lumemuoun
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paznen 5.2).
Umparonaszon

OpnHOBpeMEHHOE IPUMEHEHUE aTopBacTaThHa B Ao3ax oT 20 mr 1o 40 Mr u uTpaxkoHasosia B 103€
200 mr npuBoauio k yBenudeHuto 3HaueHuss AUC aropBactaTuHa (cM. paszzaen 5.2).

I'peiingppymosuliii cox

[TockonbKy rpednpyTOBbIi COK COACPKUT OJUH WK 00Jiee KOMIIOHEHTOB, KOTOPbIE HHTHOUPYIOT
nzopepmenr CYP3A4, ero upesmepHoe morpebnenue (Oosee 1,2 1 B JeHB) MOXKET BHI3BATh
YBEIIMYCHUE KOHIIEHTPAIMH aTOPBACTATHHA B TUIa3Me KPOBH (CM. pa3zaen 5.2).

Hneubumopvr mpancnopmnozo 6enxa
ATOpBacTaTHH MpEACTAaBIACT CO00H cyOCcTpaT TpaHCOPTEPOB (PepMEHTOB MeveHH (CM. paszer 5.2).

CoBMecTHOE NpUMEHEHHE aTopBacTaTHHa B 103¢ 10 Mr m muKIOCopuHa B J03€ 5,2 MI/KI/CyT
MIPUBOJIMJIO K TOBBIIICHUIO YPOBHSI BO3JeicTBUS aTopBacTatuHa (cooTHomeHue AUC: 8,7) (cm.
pazznen 5.2). LukmocnopuH sBISETCS MHTHOUTOPOM TPAHCHOPTHOTO MOJHIIETITHAA OPTaHMYECKUX
annonoB 1B1 (OATP1B1), OATP1B3, mnporeumHa, acCOLMHPOBAHHOTO C MHOXECTBEHHOMN
JIeKapCcTBeHHOU ycTohuuBOoCcThi0O 1 (MJIV1), u Oenka pe3MCTEHTHOCTH paka MOJIOYHOM >KEJIe3bl
(BCRP), a taxxe CYP3A4, cienoBaTebHO, OH MOBBIIIAET YPOBEHb BO3ICHCTBHS aTOPBACTATHHA.
CyrouHast 103a aTopBacTaTHHA HE JA0bKHA npeBbimaTh 10 Mr (cm. pasznen 4.2).

I'mexanpeBup u nubpentacBup spisitorcss uaruobutopamu OATP1B1, OATP1B3, MJIV1 u 6Genka
PE3UCTEHTHOCTU PaKa MOJIOYHOM JKEJIE3bl, CICIOBATEIILHO, OHU TMOBBIIIAIOT YPOBEHBb BO3IACHCTBHS
aTopBacTatuHa. CyTouHas /103a aTOpBacTaTHHA HE JAOJKHA mpeBblath 10 Mr (cM. pazzen 4.2).

CoBMecTHOE IpUMEHEHHUE aTtopBacTatuHa B 03¢ 20 Mr u jgerepMoBupa B 103e 480 Mr B CyTKu
MPUBOJIMIIO K MOBBILIIEHUIO YPOBHS Bo3jelicTBUA atopBactatuHa (cootHomenue AUC: 3,29) (cm.
pazzmen 5.2). JlerepmoBup siBisieTcs MHTHOMTOpOM TpaHcmoptepoB P-gp, BCRP, MRP2, OAT2 u
nedyeHoyHoro tpancnoprepa OATP1B1/1B3, Takum 06pa3oM, OH yCHIIMBAaeT yPOBEHb BO3/IHCTBUS
atopBactaruHa. CyTo4yHas 703a aTOpBAaCTaTUHA HE JTOJDKHA MpeBbImath 20 mMr (cM. pazaen 4.2).

Bennuuna omocpenoBaHHbIX JiekapcTBeHHbIX B3aumojeiictBuit CYP3A u OATPIBI1/1B3 npu
COBMECTHOM NPUMEHEHHUH MPENapaToB MOKET OTJIMYATHCS B CIydae OJIHOBPEMEHHOI'O Ha3HA4YEHUS
JETEPMOBUpPA € LMKJIOCIOpUHOM. He pekoMeHayercs NpUMEHATh aTOpPBACTaTHH MalMEHTaM,
MOJIyYaIOIIUM TEPAINHIO JIETEPMOBUPOM COBMECTHO € LIUKJIOCIIOPUHOM.

OnbacBup M rpazonpeBup sBistoTcss uHruouropamun OATP1B1, OATP1B3, MJIV1 u Genka
PE3UCTEHTHOCTH paka MOJOYHOH JKele3bl, CIe0BaTeIbHO, OHU TIOBBIMIAIOT YPOBEHb BO3ICHCTBHSA
atopBactaTuHa. CleayeT NPUMEHSTh C OCTOPOXKHOCTBIO M B CaMOW HU3KOI Heo0X0aAUMOil 103€e (CM.
paznen 4.2).

Hnoyxmopwt uzogpepmenma CYP3A4

CoBMmecTHOE TpUMEHEHHE aropBacTaTuHa ¢ wHAyKTOopamu u3odepmenta CYP3A4 (mampumep,
s¢aBupeH30M, pUPAMITUIITHOM WM IpenapaTaMy 3Bepo00s MPOIBIPSBICHHOT0) MOXKET MPUBOIUTH
K CHI)KCHUIO KOHIICHTpAIlMM aTopBacTaTHHA B IUIa3Me€ KPOBH. BciencTBue IBOWCTBEHHOTO
MeXaHu3Ma B3auMojeiicTBUig ¢ pudamnuuuHoM (uHAyKTOopoM u30pepmenta CYP3A4 wu
MHTHOUTOPOM TpaHcnopTHoro Oenka remarorutoB OATP1B1) pexomeHayeTcss OTHOBpEMEHHOE
NPUMEHEHHE aTopBacTaTWHA M pUdaMIMIMHA, MOCKOJIbKY OTCPOYEHHBIH MpHEeM aTopBacTaTHHA
mocjae TpuemMa pUpaMIUAIUHA TPUBOJUT K CYHNIECTBEHHOMY CHIDKCHHIO KOHIEHTpAIUU
aTopBacTaTHHA B IJIa3Me KpoBU (cM. pazzen 5.2). OnHako BiusHUe pudaMINIMHA Ha KOHIIEHTPALUIO
aTopBacTaTHMHAa B TeMaTOIUTaX HEU3BECTHO W B Cllydae, €CJIU OJHOBPEMEHHOIO IPUMEHEHUs
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BO BpEMs TEPAITHH.
Anmayuowl

OnHOBpEMEHHBI IPUEM BHYTPb CYCHEH3UH, COJAEpXKallled MarHus TUAPOKCUJ U aTOMUHUSA
THAPOKCHJI, CHUXKAJI KOHIIGHTPALMIO aTropBacTaThHa B Iuia3Me kpoBu (m3menenue AUC: 0,60),
OJIHaKO cTeneHb cHukeHUs koHueHTpauuu X C-JIITHIT npu 3TOM He u3meHsiace.

Denaszon

ATOpBacTaTHH HE BIMSET Ha (papMaKOKHMHETUKY (eHa30Ha, MOITOMY B3aUMOJCHCTBUE C IPYTHMMHU
npernaparamu, KOTOpble MeTa0O0JU3UPYIOTCS TEMH K€ U30(hepMEHTaMH LIUTOXPOMA, HE OKUIAeTCsL.

Konecmunon

[Tpu oTHOBPEMEHHOM NPHMEHEHUH KOJIECTHUIIONIA KOHIIEHTPALUs aTOpBAaCTaTHHA B IIa3Me KPOBU
camkanace (u3menenne AUC: 0,74); omHako runoiunuaeMuyeckuii 3¢ dexkr komOuHammu
aTopBacTaTHHA M KOJICCTUIIONA IIPEBOCXOIMII TAKOBOM KaXKIOTO Ipenapara B OTASIbHOCTH.

Jueoxcun

[Ipu moOBTOpHOM MpHeMe AUTOKCHMHA U aTopBacTaTUHA B J03¢ 10 MI paBHOBECHBIE KOHIICHTpPAIIUU
JUTOKCUHA B TIa3M€ KPOBU HE MEHsUIMCh. OHAKO MPU MPUMEHEHUHU JUTOKCHHA B KOMOMHAIIUU C
aTopBacTaTMHOM B J03¢ 80 MI/CyT KOHIIEHTpalus TUTOKCHHA yBenuuuBaiach (n3menenue AUC:
1,15). TlamuenTsl, mnoNydYaIIKe AUTOKCHH B COYETAaHUM C aTOPBACTaTUHOM, TpPeOYIOT
COOTBETCTBYIOIIETO HAOIIOICHUSI.

Azumpomuyun

[Tpu oqHOBpEeMEHHOM TIPUMEHEHUH atopBacTaTrHa (B 103¢ 10 Mr 1 pa3 B CyTKH) U a3UTPOMUIIMHA (B
no3e 500 mr 1 pa3 B CyTKH) KOHIIEHTpAIUsl aTOPBACTATUHA B IJIa3ME KPOBU HE U3MEHSIIIACh.

Ilepopanvrvle konmpayenmuebi

[Ipy 0THOBpEMEHHOM MIPUMEHEHNH aTOPBACTAaTUHA U NIEPOPATBHBIX KOHTPALENTUBOB, COEPKAIINX
HOPITUCTEPOH W JTUHWIACTPAANOIN, HAOIIOJANOCh MOBBIIIEHHE KOHIIEHTPALUM HOPATUCTEPOHA
(m3menenne AUC: 1,28) u stunumdctpanuona (m3menenne AUC: 1,19). OrtoT addexrt crnemyer
YUUTHIBAaTh TPU BBIOOpE TMEpPOPaIbHOTO KOHTPALICTITUBA MJI IKCHIIWHBI, MPUHUMAIOIIEH
aTOpBACTaTHH.

Tepghenaoun

[Ipy oaHOBpEMEHHOM NPUMEHEHUHU aTopBacTaTMHa M TeppeHaauHa KIMHUYECKH 3HauMMBIX
M3MEHEHUH (hapMaKOKMHETHKH Tep(eHanHa He BBISBIICHO.

Bapgapun

B kiMHMYeCKOM HCCIEOBaHMM Yy TAlMEHTOB peryjsipHas Tepanus BapdapuHOM mpu
OJIHOBPEMEHHOM IMPUMEHEHHH aTopBacTaTHHA B 03¢ 80 MI' B CyTKH NMPUBOAMIA K HEOOJBIIOMY
YBEIUYEHUIO MPOTPOMOMHOBOIO BpPEMEHHM NpHOIM3UTENbHO Ha 1,7 ¢ B TeyeHHE MEpBBIX 4 aHEH
tepanuu. Ilokasarenp Bo3Bpamaiacs K HOpME B TedeHHE 15 nHEW Tepanmuu aTopBaCTaTHHOM.
HecmoTrpss Ha TO, 4TO TOJNBKO B PEAKUX CllydasX OTMEYad 3HAYUTEIIBHOE B3aUMOJEHUCTBHE,
3aTparuBarolllee aHTUKOATYJISIHTHYIO (DYHKIIHMIO, CIIEYeT ONpPENeNIUTh MPOTPOMOUHOBOE BpeMs /10
HayajJa Tepalu¥ AaTOpBACTaTMHOM Y IIALIMEHTOB, IOJIYYAIOIIMX TEpPalul0 KyMapHHOBBIMU
AHTHKOAryJISHTaMH, U JOCTATOYHO YacTO B MEPHUOJI TepPaHH, YTOObI MPEIOTBPATUTH 3HAUNTEIbHOE
U3MEHEHHE NPOTPOMOMHOBOrO BpeMeHu. Kak TOIbKO OTMeuaroTcsi cTaOuibHble LUDPHI
MIPOTPOMOMHOBOIO BPEMEHHU, €0 KOHTPOJIb MOXHO MPOBOAMUTH TaK XK€, KaK PEKOMEHIYIOT IJis
MMALECHTOB, MOJIYYalOIUX KYMAPUHOBBIE aHTUKOArYJISHTHI. [Ipyn M3MEHEHUU 03Bl aTOPBACTATUHA
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.02.2026 N2 1916

(o B HOCTE O006)
WU TIPEKPAICHUH TEPauu KOHTPOJIb TPOTPOMOMHOBOTO BDCII:JIGH'I/I &%Tﬁgaﬁﬁm -JE)-'TEM' ke

MPUHIUIIAM, YTO OBUIM OMHKCAHBI BhIIE. Tepamus aTopBacTaTUHOM HE ObLIa CBSi3aHA C Pa3BUTHEM
KPOBOTEUEHHSI UM U3MEHEHUSIMU IPOTPOMOMHOBOIO BPEMEHH Y MALIMEHTOB, KOTOPBIE HE MOJTydalln
JICYCHUE AaHTUKOATyJITHTaMU.

Amnoounun

B wuccnenoBaHuM JEKapCTBEHHOTO B3aUMOJEHCTBUS Y 3I0POBBIX HCIHBITYEMBIX COBMECTHOE
IIpUMEHEeHHe aropBacTatuHa B Jo3e 80 Mr m amwioaunuHa 10 Mr mpuBeno K KIMHUYECKH
HE3HAYMMOMY YBEIMUCHHIO KOHIIEHTpaluu aTopBactatina (n3menenue AUC: 1,18).

@Dy3udosas Kucroma

Bo BpeMsi mOCTMapKETHHIOBBIX MCCIIECOBAHUN OTMEHYald Cilydad pa3BUTHS pabaomMuoiinza y
MalMEeHTOB, NPUHUMAIOIINX OJHOBPEMEHHO CTAaTHHBI, BKJIOYas aTOpBACTaTHH M (PYy3UI0BYIO
KUCIOTY. MexaHu3M JaHHOTO B3aMMOJCHCTBHS HEU3BECTEH. Y IMALMEHTOB, I KOTOPBIX
UCIOJIb30BaHUE (y3UIOBON KUCIOTHI CYUTAIOT HEOOXOAUMBIM, JIEUCHUE CTAaTHHAMH JIOJIKHO OBITH
MPEKpaIIeHO B TEUEHHE BCETO MEepHoja MpUMEHEHUs (Py3uI0BOM KUCIOTHI. Tepamus craTHHAMH
MOXKET OBbITh BO30OHOBJIEHA 4depe3 7 JHEW Mocie MocieaHero mpueMa (y3uaoBoi KuciaoThl. B
WCKITIOYUTEIIBHBIX CIIyYasx, Iie HeoOXoauMa IPOJIOJDKUTEIIbHAS CUCTEMHAs Tepanus (Qy3uaoBon
KHUCJIOTOH, HAIlpUMeEp IS JICUCHUS TSHKEITbIX HHMEKIUH, HE00X0IMMOCTh COBMECTHOTO PUMEHEHHMS
aTOpBacTaTHHA U (y3UT0BOM KUCIIOTHI JIOJDKHA OBITh PACCMOTPEHA B KAXKIOM KOHKPETHOM CITydae U
1oj CTPOruM HaOJroIeHHeM Bpada. [lalimeHT HomKeH HeMEIJICHHO OOpaTHUTHCS 3a METUITMHCKOM
MTOMOIIIBIO TIPH MOSBJICHHHA CUMIITOMOB MBIIIIEYHOHN CIIA00CTH, YyBCTBUTEIIBHOCTH HITA OOJIH.

Jpyzasa conymcmeyrowas mepanus

B xmmHmYeckux HCCIICAOBAHUAX AaTOPBACTATHH IPUMCHAJIM B COYCTAHHH C THUIIOTCH3WBHBIMH
cpeacTtBaMM M OCTPOICHaMU B paMKax 3aMeCTUTEILHON rOpMOHaHLHOﬁ TCpalinu. HpI/I3HaKOB
KIMHUYCCKHW 3HaA4YUMOI'0O HECKCIATCIIBbHOI'O BBaHMOHCﬁCTBHﬂ HE OTMCYCHO, HCCICIOBaHHUA
B33.I/IMO,Z[CI>’ICTBI/I$I (¢10) CHCI_[I/I(I)I/I‘IGCKI/IMI/I npenaparaM HC IMIPOBOAUIINCE.

Kpome TOro, oTrMedanoch MOBBIIIEHHE KOHICHTPAIIMM aTOpPBAacTaTHHA TPH OJHOBPEMEHHOM
IPUMEHEHUH ¢ HHruoutopamu mnporeazsl BUY (komOuHamuu JIOMMHABUpAa M PUTOHABUPA,
CaKkBMHABHpAa W PHUTOHABHpA, JapyHaBHpa W PHUTOHABHpa, (ocaMmpeHaBUp, (ocaMIipeHaBUp C
pUTOHaBUpOM U  HenduHaBUp), HHrHOUTOpamMu mpoTeassl rematura C  (Gouenpesup,
3716aCcBUP/TPA30NPEBUP, CUMETIPEBUP), KIAPUTPOMHUIIMHOM M UTpakoHazojoM. CrenyeT coOroaaTh
OCTOPOXKHOCTh IPU OJHOBPEMEHHOM MPUMEHEHHUHU 3THX MPENaparoB, a TaKKe NPUMEHSTh CaAMYIO
HU3KYI0 3 PEKTUBHYIO 103y aTOpBAcTaTUHA.

Konxuyun

XOTs HCCIIeIOBAaHUN B3aMMOJICHCTBHS aTOpBaCTaTHHA U KOJIXUIIMHA HE MPOBOJAMIOCH, COOOIIAIOCH
0 Clly4asix MHUOIIATUM NPU OJHOBPEMEHHOM IPUMEHEHUHU aTOPBACTATHHA U KOJIXHUIIMHA, MO3TOMY
CIEAYET C OCTOPOKHOCTHIO Ha3HAYaTh aTOPBACTATUH BMECTE C KOJIXUIIUHOM.

QGHMOMUZ_/{UH

CooOmianoch 0 ciayyasx pa3BUTUS MUONATHH W/WiIK pabJOMHOIM3a TP COBMECTHOM NMPUMEHEHUN
uaruouropoB  HMG-COA peaykraszpl (Hampumep, aTopBacTaTHHA) C JanTOMUIMHOM. Ecmu
COBMECTHOE IPHMEHEHHE HeNb3s OTMEHHTh, PEKOMEHIYETCS COOTBETCTBYIOIIMN KIMHUYECKUH
MOHUTOPHUHT (CM. pazzen 4.4).

Bimmstane APYIux mnpenapaToB Ha d)aDMaKOKI/IHeTI/IKV aTopBacTaThuHa

IIpenapar, 103upoBKa ATopBacTaTuH
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 04.02.2026 N= 191&
Jlosa (r) iisterenhe - |~ Piimenenne "

AUC% Cmax®
Huknocnopun, 5,2 wmr/kr/cyt, | 10 mr 1 pa3 B cytku B | 1 B 8,7 pa3za 1 B 10,7 paza
HOCTOSIHHAS J103a TeueHue 28 qHeu
Tunpanasup, 500 mr 2 paza B | 10 Mr, 0JTHOKpaTHO 1 B 9,4 pa3a 1 B 8,6 pa3a
cytku / puronasup, 200 mr 2
pasa B CyTKM B TeUEHHE 7 JTHEU
I'nexanpesup, 400 mr 1 pa3 B | 10 mr 1 pa3 B cytku B | T B 8,3 paza 1 B 22,00 paza
cytku / mubpentacBup, 120 Mr | Tedenue 7 aHek
1 pa3 B cyTKku B TeueHue 7 nHen
Tenanpesup, 750 mr kaxapie 8 | 20 Mr, OJJHOKPATHO 1B 7,9 paza 1 B 10,6 paza
4y B Teyenue 10 nueit
OnbacBup B go3e 50 mr 1 pa3 B | 10 Mr, oiHOKpaTHO 1 B 1,95 paza 1 B 4,3 paza
cyTku / rpasomnpesup, 200 mr 1
pa3 B CyTKH B TeueHue 13 nHei
bouenpesup, 800 mr 3 paza B | 40 mMr, OIHOKpaTHO 1 B 2,3 pa3a 1 B2,7 paza
CYyTKH B T€UEHHUE 7 THEU
CumenpeBup B no3e 150 mr 1 | 40 mr, onHOKpaTHO 1B 2,12 paza 1B 1,7 paza
pa3 B cyTkH B TeueHue 10 nHei
JlonunaBup, 400 mr 2 pasa B | 20 mr 1 pa3 B cytku B | T B 5,9 paza 1 B 4,7 paza
cytku / putoHaBup, 100 mr 2 | TeucHue 4 qHei
paza B CyTKM B TeueHue 14
THen
*CakBunasup, 400 mr 2 pasa B | 40 mr 1 pa3 B cytku B | 1 B 3,9 pasa 1 B 4,3 paza
cytku | putonasup, 400 Mr 2 | Teuenue 4 aHei
paza B CyTKH B TeueHue 15
THeH
Knaputpomunns, 500 mr 2 | 80 mr 1 pa3 B cyTku B | T B 4,5 paza 1 B 5,4 paza
pasa B CyTKM B TeUeHHE 9 HEN | TeueHue 8 qHel
Hapynasup, 300 mr 2 pasa B | 10 mr 1 pa3 B cytku B | T B 3,4 pasa 1B 2,2 pa3a
cytku | putoHasup, 100 Mr 2 | reuenue 4 nHei
pasa B CyTKH B TeueHHe 9 qHEl
Utpakonaszon, 200 mr 1 pa3 B | 40 Mr, 0THOKpaTHO 1 B 3,3 paza 1 B 1,20 pa3a
CYTKH B TeueHHE 4 nHEeN
JlerepmoBup, 480 Mr onuH pa3 | 20 MI, OJHOKPATHO 1 B 3,29 pasza 182,17 paza
B CyTKH B TeueHue 10 nueit
®ocammpenaBup, 700 mr 2 | 10 mr 1 pa3 B cytku B | T B 2,5 pa3a 1 B 2,8 pa3a
pasa B cytku / putonaBup, 100 | Teuenue 4 qHei
Mr 2 pa3a B CyTKH B TeueHue 14
THeln
®ocammnpenasup, 1400 mr 2 | 10 mr 1 pa3 B cytku B | T B 2,3 pa3za 1 B 4,0 paza

paza B CyTKuM B TeueHue 14
JHEN

TeueHue 4 qHen
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Hendunasup, 1250 mr 2 paza B
CYTKU B TeueHue 14 nHeit

10 mr 1 pa3 B cyTK

1 B

18 174 s o

ol

TeueHue 28 aHen

CYTKH B TCUCHUC 2 HEACIb

TeueHue 2 Heaelb

I'peitndpyToBsiii cox, 240 mu 1 | 40 Mr, 0IHOKPATHO 1B 1,37 paza 181,16 paza
pa3 B CyTKH*

Huntuazem, 240 mr 1 pa3 B | 40 mr, OTHOKpaTHO 1B 1,51 paza 1 B 1,00 paza
CYyTKH B T€UeHHUE 28 nHEH

Oputpomuiiny, S00 mr 4 paza B | 10 mMr, olHOKpaTHO 181,33 paza 1 B 1,38 paza
CYTKH B T€UEHHUE 7 JHEU

AwmiiogunuH, 10 mr, | 80 Mr, 0OJIHOKpaTHO 181,18 paza 180,91 paza
OJIHOKpaTHO

Humernaun, 300 mr 4 paza B | 10 mr 1 pa3 B cytku B | | B 1,00 paza | B 0,89 paza

Konecrunon, 10 mr 2 pasa B
CYTKH B TeUeHHE 24 HeZelb

40 mr 1 pa3 B cyTKHU B

TEUEHUE 8 HEAEb

He ycranosneno

| 8 0,74** paza

CYyTKH B T€UEHHUE 7 THEU

Maanokc TC, 30 ma 1 pa3 B | 10 mr 1 pa3 B cytku B | | B 0,66 paza | 80,67 paza
CYTKH B TeueHue 17 qHeit TeyeHue 15 gueit

O¢dasupens, 600 mr 1 paz B| 10 mr B teuenune 3 | | B 0,59 paza 1 B 1,01 paza
CYTKU B TeueHue 14 nHeit THEN

Pudammnunun, 600 mr 1 pa3z B | 40 mMr, OTHOKpaTHO 1B 1,12 paza 1 B 2,9 paza
CYyTKH B T€UEHHUE 7 THEU

(0ZTHOBpEMEHHOE NPUMEHEHHE)

i

Pudammunun, 600 mr 1 pa3z B | 40 mMr, OTHOKpaTHO 1 B 0,20 paza | B 0,60 paza
CYTKM B T€UEHHUE 5 THEU

(pa3nenbHbIi npuem) '

I'em¢pubpo3mi, 600 mr 2 paza B | 40 Mr, 0THOKpaTHO 1B 1,35 pasza | 81,00 paza
CYyTKH B T€UEHHUE 7 THEU

®enopubpar, 160 mr 1 pa3z B | 40 Mr, oiHOKpaTHO 1 B 1,03 pasza 1 B 1,02 pa3za

&

CpaBHEHHUH C IPUMEHEHHEM TOJIBKO aTOPBACTATHHA).

— NPEACTABJIICHO OTHOIICHUE THUIIOB TCpalnu (COBMCCTHoe NMPpUMEHCHUEC IIp€riapaTa BMECTE C aTOpBACTaTUHOM B

* — [IpH 3HAYUTEITHFHOM MOTPEOICHUHN TpednppyToBOro coka (> 750 Mt — 1,2 11 B CyTKH) OTMedaln OOJbIIee YBEINICHUE

AUC (mo 2,5) w/uma Cmax (101,71).

** _ Ha OCHOBaHUH 00pasIia, B3sATOTO OJHOKpPATHO Yepe3 8—16 "acoB mocie mpreMa npemnapara.

T — Tak kak pI/I(l)aMHI/IIII/IH 06nauaeT ,HBOﬁHI:IM MEXaHHU3MOM BBaHMOﬂeﬁCTBHH, PEKOMECHAYETCA BBOAUTL aTOPBACTATUH U
pH(baMHI/IIIPIH OAHOBPEMECHHO. bonee HO3HHI/Iﬁ IIpUEM aTopBacCTaTHHA IOCJIC pI/I(I)aMHI/IIII/IHa CBs3aH CO 3HAYUTCIbHBIM
CHUIKCHUEM KOHIICHTpAllU aTOPBACTATUHA B I1JIa3ME KPOBH.

- JO3bI CaKBI/IHaBI/Ipa/pI/ITOHaBI/Ipa, NPUMEHABINUECA B JAHHOM HCCIIEAOBAHNUU, OTINYAIOTCA OT JO3UPOBOK, KOTOPHIC
HCIOJIB3YIOTCA B KIMHUYECKOHN IIPpaKTUKE. CJ'[eleGT YUUTBIBATh, YTO MOBBINICHHUE SJKCHIO3WIHWU aTOpBAaCTaTHHA IIPU
KIIMHUYCCKOM IPUMEHCHUHU, CKOPEE BCET'O, BBILIC, YEM Ha6mo)1aeMoe B JTaHHOM HCCJICIOBaHUHU. B cBs3u ¢ aTUM cIenyer
MPUMCHSATH Hanbosee HU3KYIO 103y aTOpBacTaTUHA.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.02.2026 N2 1916

OCNENOBATENEHOCTE 0008)

) L.
Bimmsiane aropBacTtarria Ha GapMaKOKMHETUKY JIPYIHUX OPENaparos”

ATopBacTaTHH IIpenapatel, npuMeHsieMble OJHOBPEMEHHO € ATOPBACTATHHOM,
JI03UPOBKA
IIpenapat//l03a (mr) HN3menenue HN3menenue
AUC& Cmax®

80 mr 1 pa3 B cyTku B | AHTUIIMPUH, 600 mr, | 11,03 pasza 1 0,89 paza
TeyeHue 15 nuen OJIHOKPATHO
80 mr 1 pa3 B cytku B | Jlurokcun, 0,25 mr 1 pas B | 1B 1,15 pa3za 1 B 1,20 paza
TeyeHue 10 nuei CyTKH B TeueHue 20 gueu
40 mr 1 pa3 B cytku B | [lepopasibHbie 1 B 1,28 pasza 1B 1,23 pasza
TeueHue 22 qHeu KOHTpalenTuBhbl 1 pa3 B CyTKH

B TEUEHUE 2 MECSIIEB:
- HOPATUHAPOH | M,
- STUHWIACTPAJANON 35 MKT

10 Mr, oTHOKpaTHO Tunpanasup, 500 mr 2 paza B | T B 1,08 paza 180,96 paza
cytku / puronasup, 200 mr 2
pa3a B CYTKM B Te€4YeHUE 7

JTHEH
10 mr 1 pa3 B cytku B | @ocammnpenaBup, 1400 mr 2 | | B 0,73 paza 1 B 0,82 paza
TeyeHue 4 nHeu paza B CyTKM B TeueHue 14

THEN
10 mr 1 pa3 B cytku B | @ocammpenasup, 700 mr 2 | 1 B 0,99 pasza 1 B 0,94 paza
TeueHue 4 nHeu pa3a B CyTkd / pHUTOHaBHUD,

100 mr 2 pa3a B CyTKH B

teuenue 14 nHel

& _ IpEeACTAaBIICHO OTHOIICHUE THUIIOB TCpalnu (COBMCCTHoe NMPpUMEHCHUEC IIpe€riapaTa BMECTE C aTOpBACTaTUHOM B

CpaBHEHHUH C IPUMEHEHHEM TOJIBKO aTOPBACTATHHA).

CTHU

HccnenoBanust B3auMo€MCTBUSL TPOBOIUIIUCH TOJIBKO Y B3POCIBIX MAIMEHTOB.
4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTD M JTAKTALUSA

KEHIMHEI ¢ JeTOPOAHBIM HOTSHIIMAIOM

JKeHmuHBI 1eTOPOAHOTO BO3pacTa BO BpeMsl JICUSHHS! JOKHBI TI0OJIh30BATHCS COOTBETCTBYIOMIUMHU
METOJIaMU KOHTpaLEenuu (cM. pazaen 4.3).

bepemeHHOCTH

ATOpBacTaTUH NMPOTUBOINOKA3aH NMpH OepeMeHHOCTH (cM. paszzen 4.3). be3onacHOCTh MpUMeHEHHS
aTopBacTaTHHa BO BpeMsi OEpeMEHHOCTH He Oblia moaTBepxkaeHa. Cpenu OepeMeHHBIX >KEHIIUH
KOHTPOJIMPYEMbIE KIIMHUYECKHE MCCIEAOBAHUS C aTOPBACTATHHOM HE MPOBOAMINCH. OTMEYAIUCh
peaKue ciiydau BpOXACHHBIX aHOMauil mocie BoznedcTBus nuHruouropoB I'MI-KoA-penykrassl
(cTaTMHOB) Ha IJIOJ BHYTPUYTPOOHO. B nccnenoBaHusaX Ha AKUBOTHBIX OBLIO MMOKA3aHO TOKCUYECKOE
BIIUSTHUE HA PENPOAYKTUBHYIO (DYHKIIHUIO.

[Ipn mpueme atopBacTaTMHa OEpEeMEHHOW >KEHIIMHOW BO3MOXKHO CHIDKEHHE Yy IJI0JIa YpPOBHEH
MeBaJOHaTa, KOTOPBIA SIBISIETCA MPEAIIECTBEHHUKOM OHOCHHTE3a XOJieCTepuHa. ATEpOCKIepo3
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SIBJIIETCS XPOHUYECKUM MTPOLIECCOM, U, KaK MPaBUiI0, OTMEHA rﬁﬁéﬁnﬂﬁ%ﬁ%ézﬁﬂkﬁplﬁéﬁﬁﬁk

CPEICTB BO BpeMsi OCpEMEHHOCTH OKa3bIBACT JIMIIL HE3HAYUTEIHHOE BIIHMSIHHE HAa JOJITOCPOUYHBIN
PHUCK, CBSI3aHHBIN C IEPBUYHON THIIEPXOJICCTEPUHEMHUEH.

B cBsizum ¢ 3THM aropBacTaTMH HE CIEAyeT Ha3HadaTh OCPEMEHHBIM J>KEHIIMHAM, >KCHIIHMHAM,
TUTAHUPYIOINIMM OEpEeMEHHOCTh, HIIM MPH TOJ03PEHUH Ha OepeMeHHOCTh. HeoOXoaumMo OTMEHUTH
MpHEM aTopBacTaTHHA HA BpeMsi OEPEeMEHHOCTH WJIU JI0 YCTAaHOBJIICHUSI OTCYTCTBUS OCpEMEHHOCTH
(cm. paznen 4.3).

JlakTanms

HewsBecTHO, BBIICISIFOTCS JIH ATOPBACTATHH WIIM €70 METa0O0JIMTHI B TPYHOE MOJIOKO y YelioBeka. B
HCCICAOBAHHMAX HA KPbICAX KOHICHTpAOWU aTOPBACTATUHA U €0 aKTHUBHBIX MeTa6OJII/ITOB B IJ1a3dMe
KPOBH aHAJIOTUYHBI TAKOBHIM B MOJIOKE. [l0 mpHYMHE pa3BUTHS PUCKA CEPhE3HBIX MOOOYHBIX
3¢ (HEKTOB KEHIINUHBL, IPUHUMAIOIINE ATOPBACTATHH, HE TOJHKHBI KOPMUTH CBOUX JIETEH TPy AbIO (CM.
pasznen 4.3). [lpumeHeHne aTopBacTaTHHA MPOTHBOIIOKA3aHO B MEPHO TPYAHOTO BCKAPMIIUBAHHS
(cm. paznen 4.3).

DepTHIbHOCTH

B ucciienoBanmsix Ha )KHBOTHBIX aTOPBACTATHH HE OKA3bIBAJI BIHMSHUS Ha (PEPTHIIHBHOCTH Y CaMIIOB
00 CaMOK.

4.7. BausiHde Ha CIOCOOHOCThH YIPaBJIATh TPAHCHOPTHBIMH CpeEIACTBaAMH M paﬁoTaTb C
MeEXaHU3MaMHu

I[aHHI)IX O BJIMSHHHK aTOpBaCTaTWHA Ha CIIOCOOHOCTE YHOpPaBJIATh TPAHCIIOPTHBIMHU CPEACTBAMU U
3aHUMAThCA IIOTCHOHUAJIBHO OIIaCHBIMM BHAAMHU OCATCIBHOCTH, Tpe6y10].I_II/IMI/I MTOBBIIIEHHOMN
KOHLOCHTpAallMKM BHUMAHUA U 6I)ICTpOTI>I IICUXOMOTOPHBIX peaKuHﬁ, HCT. OI[HaKO, YUUThIBAsA
BO3MOXHOCTb Pa3BUTUA T'OJIOBOKPYIKCHUS, CICAYCT CO6J'IIO,Z[8.TB OCTOPOIKHOCTDL IIPpHU BBINIOJHCHUH
NEPCUHUCIICHHBIX BUA0OB ACATCIIBHOCTHU.

4.8. HexkesaTeibHbIe peaKkuM

Pesrome nmpodmiig Oe30mmacHoCTH

ATopBacTaTHH OOBIYHO XOPOIIO TepeHocHuTcs. HexenarenbHble peakiuu, Kak MpaBuilo, JIETKUe U
MIPEXOIATITHE.

Pe3roMe HexenaTeabHbIX PeAKITUA

HexxenarenbHble peakuMM paclpeAeieHbl [0 4YacTOTeé B COOTBETCTBHUM CO  CIEAYyHOLIeH
Kkiaccudukanueit:

oueHb yacto (> 1/10);

gacro (> 1/100, o < 1/10);

Hedacto (> 1/1 000, o < 1/100);

penko (> 1/10 000, Ho < 1/1 000);

oueHb peako (< 1/10 000);

4acTOTa HeM3BeCTHA (Ha OCHOBAHWH MMEIOIINXCS TAaHHBIX OIIEHUTHh HEBO3MOYXKHO).
Hngpexyuu u unsasuu:

Yacto — Ha30(papHHTHT.

Hapywenus co cmoponul kposu u numgamuueckou cucmemvl:
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(NOCNEQCBATENEHOCTE 0006)

Penko — TpoMOomTOTICHMS.

Hapywenus co cmopoHvl UMMYHHOU CUCTIEMbL.:

YacTo — ajiepruueckue peaxkium.

Ouensb peaxo — aHapUIAKCHSI.

Hapywenusa memabonuzma u numanus:

YacTo — runeprimkeMus.

HeuacTo — runoriaukemus, yBearMueHHe Macchl Teja, aHOPEKCH.

YacToTa HEM3BECTHA — CaxapHBIA TMA0ET: YacTOTa Pa3BUTHUS 3aBHCUT OT HAJIMYMS WM OTCYTCTBHUS
(bakTOpoB pHCcKa [KOHIIEHTPALWs TIIIOKO3bl KPOBH HATOIIAK > 5,6 MMOJB/J, MHIEKC MAacchl Teja
(UMT) > 30 kr/m?, 1OBbIIeHHAs KOHIEHTpAIUs TPHIJIHIEPUIOB, apTepHalbHas THIIEPTEH3HS B
aHaMmHese].

Tcuxuueckue nHapyuienus:

HeuacTo — KommMapHbIe CHOBHICHHMS, OECCOHHUIIA.
YacTora HEU3BECTHA — JICTIPECCHSL.

HapymeHuﬂ CO CNOPOHbL H€p6H012 cucmemslt.
Yacto — ronoBHast 00IIb.

Heuacto — TOJIOBOKPYIKCHUC, IapCCTC3Usd, THUIICCTC3UA, HAPYHICHUC BKYCOBOI'O BOCIPHATUA,
AMHC3HU.

Penko — nepudepudeckas HelpomnaTus.

YacToTra Heus3BecTHA — MOTEPS WM CHIDKCHHUE MaMsITH, MUACTEHUS TPABUC.
Hapywenus co cmoponuvl opeana s3penusi:

HeuacTo — BO3HHKHOBEHUE TIE€JICHBI TTEpE]] TTIa3aMH.

Penko — HapyiieHus 3peHus.

Hewn3sBecTHO — ri1a3zHass MHACTCHHS.

Hapywenus co cmoponul opeana cnyxa u rabupunma:

HeuwacTto — n1ym B ymax.

Ouens penko — noreps ciayxa.

Hapywenus co cmoponul OvixamenvHoll cucmembl, 0peaHo8 2pyOHOL KIemKU U CPeOOCMeHUs..
Yacrto — 60716 B ropiie, HOCOBOE KPOBOTEUEHHE.

YacroTa HEU3BECTHA — €IUHUYHBIE CIIy4al HHTEPCTULIMAIBHOTO 3a001eBaHUs JIETKUX (OOBIYHO IpH
JUINTEIbHOM IIPUMEHEHHUN ).

Hapywenus co cmoponul #ceny0ouno-KueyHo20 mpakma:

Yacro — 3amop, METEOPU3M, IUCIIEINICUS, TOIIHOTA, JUapes.

Heuwacto — pBota, 6011b B )KUBOTE, OTPHIKKA, TAHKPEATUT, AUCKOM(OPT B KUBOTE.
Hapywenus co cmopoHul neuenu u sceniesbleo0auux nymei.

Hewacrto — remarur.

Penko — xonecras.
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Ouenp PEAKO — MECYCHOYHAA HEAOCTATOYHOCTD.

Hapywesz CO CMOPOHBL KOJHCU U NOOKONCHBIX MKAHEI:
Heugacto — KpalluBHHUIIA, KO>KHBIN 3y A, ChIIlb, aJIOIICIIU.

Penxo — aHrnOHEBPOTUYECKUH OTEK, OyJIe3Has ChIb, TOMUMOpP(HAs IKCCYAaTUBHAS S)pUTeMa (B TOM
yucine cuHapoM CrtuBeHca — J[PKOHCOHA), TOKCHUYECKHUU SMHAEPMAIbHBIM HEKpoIu3 (CHHIPOM
Jlaifenna), BaCKyJIUT, JIUXCHOUHAS JIEKAPCTBEHHAS PEAKLIMSL.

Hapywenus co cmoponwvl mblueunotl, KoOCmMHOU U COeOUHUMENbHOU MKAHU.

YacTo — MUaITHsI, apTPaIruu, 00JIb B KOHEUHOCTSIX, CYZOPOTH MBIIIIL, IPUIYXJIOCTh CYyCTaBOB, 00JIb
B CIIMHE, MBIIIEYHO-CKEJIETHbIE OOJIH.

Heuacto — 6011b B 111€€, MBIIICYHAS C1A00CTb.

Peaxo — muomnaTtus, MHO3UT, pabJOMHUONM3, TEHIONATHs (B HEKOTOPBIX CIydasX C pa3pbIBOM
CYXOKUJIHS).

YacToTa HEM3BECTHA — IMMYHOOIIOCPEOBaHHAS HEKPOTU3UPYIOIIasi MUOTIATHSI.
Hapywenus co cmoponvl penpodykmusHou cucmembvl U MOIOYHbBIX JHCeNes.
Heuwacto — umnorenuus.

OueHb peKo — THHEKOMACTHSI.

Obwue HapyuwieHus U peakyuu 8 mecme 68e0eHUsL:

Hedacto — Hemomoranwe, acTEHWYECKHH CHUHAPOM, 00Jb B Tpynu, nepudepudeckue OTEKH,
IIOBBIIICHHAs YTOMIIIEMOCTb, JINXOPAJIKa.

Jlabopamopnvie u uncmpymenmanbHvle OanHHble:

Yacto — OTKJIOHEHUE OT HOpPMBI pe3yibTaToB nedeHouHblXx TecToB (ACT u AJIT), moBblmieHue
AKTUBHOCTH CbIBOpOTOYHOU KDK.

Heuacro — neitkouutypus.
YacToTa Hen3BeCTHA — MOBBIIIEHNE KOHIIEHTPAIIMU TJIMKO3WINpOBaHHOTO remoriioouna (HbAT).
eTu

HexenarenpHbie pPC€aKkuru, CBA3aHHBIC C IPUEMOM aTOPBACTATHHA, IO KOJIMYCCTBY HC OTIINYAINUCH OT
peaKI_II/Iﬁ Ha (I)OHC npruema nnaue6o. Hawnbonee gacTeiMu pCaknusiMu BHC 3aBUCUMOCTHU OT YaCTOThI
KOHTPOJIA ABJIAINCH I/IH(l)CKHI/II/I.

Hetn u noxpoctku B Bo3dpacte oT 10 po 17 ner, KOTOphle JIEUWJIUCH aTOPBACTaTUHOM, MUMEIN
npouie HeXenaTreabHbIX Peakuil, KOTOPbI OOBIYHO COOTBETCTBOBAJ MAlMEHTY, MOJydYaBLIEMY
iane6o. Hanbonee pacrpocTpaHEHHBIMH HEKENATENbHBIMUA PEaKIUsIMH, KOTOpble HaOII0AaIuch
HE3aBHCHUMO OT OLIEHKU IPUYUHHO-CIIEACTBEHHBIX CBsI3el B 00enX rpynmnax, 0piuu unexuuu. B xone
3-JIETHEero UCCIIE0BAHUS [T OLIEHKU OOILEro CO3peBaHus U pa3BUTHA CTa UK 1o TaHHEpY, a TaKkKe
M3MEpEeHUsl pocTa U Beca He HaOJI0JANoCh KIMHUYECKH 3HAYUMOTO BJIMSHHS Ha POCT U MOJOBOE
cozpeBanue. I[Ipo¢punp Oe3omacHOCTH W MEPEHOCHMOCTH y JAeTell M MOJAPOCTKOB B OCHOBHOM
COOTBETCTBOBAJl U3BECTHOMY MPO(UITI0 OE30IMaCHOCTH aTOpBACTaTUHA Y B3POCIBIX MAI[IEHTOB.

ba3a qaHHBIX MO KIMHUYECKOH 0€301MacHOCTH TakKe BKIIIOUYAET B ceOs JaHHBIE, MOITy4YeHHbIe OT 520
MAIUMEHTOB JIETCKOTO BO3pacTa, MOJIy4aBIIUX aropBacTaTuH. M3 HUX: 7 malMeHToB ObLIM Mitajiie 6
net, 121 nanueHT — B Bo3pacte oT 6 10 9 ner u 392 nanueHTa HaxoAMIUCH B Bo3pacte oT 10 o 17
net. Ha ocHOBaHMHM UMEIOIUXCSI JAHHBIX YaCTOTa, TUII U CTETIEHb TSHKECTH HEXeNlaTelbHbIX PeaKIIHii
y JIeTeN CXOKHU C aHAJIOTUYHBIMU NIOKA3aTENSMU Y B3POCIBIX.
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[Ipu mpuMeHEeHNN OTAETBHBIX CTATUHOB HAOIIO IAITHC] cnenvﬁgf&é:g&{%gﬁégb%@l%%g&aﬁig 006)

® HapylIeHHE MOJOBOH (PyHKIUH,
e remnpeccus;

® B HCKIIOYUTENBHBIX CIy4asX, 0COOCHHO MPHU JUIUTEIHHON Tepallui, HHTEPCTHIIMATBHAS 00Ie3Hb
nerkux (cMm. pasnen 4.4);

e caxapHbli AMa0eT: 4acToTa 3aBUCUT OT HAJIMYMUS WIM OTCYTCTBUS (DAKTOPOB pHCKa (IJIIOKO3a B
KpOBH HaTomak > 5,6 mmons/n, UMT > 30 kr/m? HOBBIIICHHbIE YPOBHM COIEPKAHUS
TPUTITULEPHUIIOB, UMEIOIIASICS THIICPTOHHS).

Coo011eHune 0 MoI03pPEBAEMBIX HEXKETATEIbHBIX PEAKIIHIX

BaxHo coo0marh O IOJO3pEBAacMbIX HEXKEJIATENbHBIX PEAaKUMAX I[OCIE€ PErucTpanuu
JIEKapCTBEHHOI'O IIperapara C LEIbl0 OOECHeueHUs HENPEPHIBHOIO MOHUTOPHHIA COOTHOIIEHUS
«T10JIb3a — PUCK» JIEKAPCTBEHHOro Mpenapara. MeAULIUMHCKUM pPabOTHUKAM pPEKOMEHIYeTCs
co00mIaTh O JIFOOBIX MOI03PEBAEMBIX HEXKENATEIBHBIX PEaKIMsIX Ha JIGKAPCTBEHHBIN IpenapaT 4yepe3
HallMOHAJIbHBIE CUCTEMbl COOOLIEHMS O HEXKeNaTeJIbHbIX PpeakUUsX ToCcyAapCTB-4ICHOB
EBpa3uiickoro 5’KOHOMUYECKOTO COKO3a.

Poccuiickas @enepanus

denepanbHas ciryx0a 1Mo Haa30py B cdepe 3ApaBOOXPaHECHUS

Anpec: 109012, r. MockBa, CnaBsiHCKas IJ101ab, 1. 4, cTp. 1

Tenedon: +7 800 550-99-03

DnektponHas mouta: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

CaiiT B nH(GOPMAIIMOHHO-TEICKOMMYHHUKAIIMOHHOU ceTn «HTepHeT»: WWW.roszdravnadzor.gov.ru
4.9. llepeno3upoBka

Jleuenue

Crnenuduueckoro aHTHIOTa JUld JICUEHHUs TEepelo3UpOBKM aTopBacTaTMHa HeT. B ciydae
NEePEO3UPOBKH  CJIEAYeT IPOBOAUTh CUMITOMATHYECKOE JICYEHUE IO Mepe HEOOXOIMMOCTH.
Crnenyer mpoBecTH (YHKUMOHAIbHbIE TECThl MEYEHH M KOHTPOJIMPOBaTh akTHMBHOCTH KOK.
[TockonbKy npemnapar akTUBHO CBSI3bIBaeTCs ¢ O€IKaMU IJ1a3Mbl KPOBH, reMoiuanu3 Hea((PeKTUBEH.

5. PAPMAKOJIOTMYECKHUE CBOHCTBA

5.1. ®apmakoaMHaMHYecKHe CBOlicTBA

dapmakoTepaneBTHUECKass TpyMIa: TUIOIMNUAEMUYeckue cpenctBa; WHruouropsl I'MI-KoA-
pELyKTas3bl.

Kox ATX: C10AA05

ATopBacTaTUH — CENEKTUBHBIN KOHKYpeHTHbI uHruoutrop I'MI'-KoA-peaykra3sl — KIHO4YEBOTO
(depMeHTa, MpeBpaIlAIOUIeT0  3-TUAPOKCH-3-METHITIIOTAPUI-KOOH3UM-A B MEBAJIOHAT —
MpeIIeCTBEHHUK CTepou10B, BKIo4ast XC. CUHTETHYECKOE TUIOIUINIEMUYECKOE CPEICTBO.

Y nauueHToB ¢ TOMO3UTOTHOM U TETEPO3UTOTHON CEMEMHOM TUIIEPXO0JIECTEPUHEMUEN, HECEMENHBIMU
dbopmMamMu TUMEPXOJECTEPUHEMUN U CMEIIAHHOW JHWCIWINUIEMHUEH aTOpPBAaCTaTHH CHIDKAET
KOHIleHTpanuto B tiazme kpou obmiero XC, XC-JIITHIT u amo-B, a Ttakke xonectepuHa
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JIUIIONPOTEHMHOB OuYeHb HuU3Kol miortHoctn (XC-JIIIOHII) e o b b e

MIOBBILIEHUE KOHLIEHTPALUU X0JIECTEPUHA JIMIIONPOTENHOB BbICOKOH mi1oTHOCTH (X C-JITIBII).

AtopBactaTun cHmkaeT koHneHtpanuto XC u XC-JIITHII B mutazme kpoBu, nuarnoupys I'MI'-KoA -
peayKTa3y U CUHTE3 XOJIECTEPHHA B IIEYEHH M YBEJIMUMBAs YHUCJIO NEYEHOUYHBIX perentopos JITTHIT
Ha TIOBEPXHOCTH KJIETOK, YTO MPUBOAUT K YCHIIEHUIO 3axBaTa u karabonuzma XC-JIITHII.

AtopBactatnH ymenbmaeT oOpaszoBanue XC-JIIIHII wu uwmcno wactun JIITHII, BeI3BIBacT
BBIp@XXEHHOE€ U CcToiikoe moBbimieHue aktuBHoctu JIIIHII-penentopoB B coueTtaHuu c
ONaronpusATHRIMU KauecTBeHHbIMH m3MeHeHussMu JITTHII-uacTu, a Takke CHUKAeT KOHIICHTPAITUIO
XC-JIITHIT y nmanueHToB ¢ TOMO3UIOTHOM HACJIEACTBEHHOM CEMEHHON THIEPXOJEeCTEPUHEMUEH,
YCTOMYMBOMU K T€paINUU JPYTUMU THUIOJIUIAIEMAYECKUMH CPECTBAMU.

AtopBacTtaTuH B f03ax ot 10 mr mo 80 mr cHmxkaeT koHneHtpanuo XC Ha 30—46 %, XC-JIITHIT —
Ha 41-61 %, ano-B — na 34-50 % u TT" — na 14-33 %. Pe3ynbraThl TEpanuy CXOHbI y NAILIUEHTOB C
reTepO3UrOTHOM CEeMEMHOI TUIIEPXO0JIECTEPUHEMUEH, HECEeMEHHBIMU dbopmamu
TUTIEPXOJICCTCPUHEMHUHN H CMEIIAHHOW THIICPIIUITAIEMHUCH, B TOM YHCJIC Y TAI[UCHTOB C CaXapHbIM
nuadeToM 2 Tuna.

VY nmauueHToB ¢ U30JMPOBAHHOW TUIIEPTPUTIIMUEPUAEMUEH aTOPBACTATUH CHUYKAET KOHUEHTPALIHIO
obmero xonecrepuna, XC-JIITHII, XC-JITIOHII, anmo-B u TT' u mosimaer xoHieHTpamuw XC-
JIIIBIL. ¥V mnamueHTOB ¢ AUCOCTAIUIIONPOTEMHEMHEH aTOpPBACTAaTUH CHHXKACT KOHIIEHTPAIUIO
XOJIECTEPUHA JTUITONPOTEUHOB MPOMEKYTOUHOM mioTHOCTH (XC-JITIIIIT).

VY nanuenToB ¢ runepiunonporenrHeMueii Tumna lla u 11b, no knaccudukannu Opeapukcona, cpeaHee
3HaueHue nosbimeHuss KoHneHtpauun XC-JIIIBII npu neyenun atopBactatuHoM (10-80 mr) mo
CPaBHCHHIO C UCXOIHBIM IOKa3zareiaem cocraBisieT 5,1-8,7 % um He 3aBucHT OT 1n03bl. MMeercs
3HAYUTEIBHOE J10303aBUCHMOE CHUKEHHE BEIUYMHBI COOTHOINICHUH: o0muii xosiectepun / XC-
JITIBIT u XC-JIITHIT / XC-JITIBII na 29-44 % u 37-55 % cOOTBETCTBEHHO.

ATtopBactaTiH B g03€¢ 80 MI' JOCTOBEPHO CHMYKA€T PUCK PA3BUTHUS MIIEMHYECKHX OCIOXKHEHUH U
cMepTHOCTh Ha 16 % nocne 16-HenenbHOro Kypca, a pUcK MOBTOPHOM MOCHUTAIN3AIMU 110 TIOBOAY
CTEHOKapJMH, CONPOBOXJAIOUICHCS TMpU3HAKaMM HIIEMHM MHOKapjaa, CHWXKaeT Ha 26 %
(uccnenoBaHMEe YMEHBIIEHUS BBIPAKEHHOCTH WIIEMHW MHOKapaa Ha (OHE WHTEHCHUBHOMN
runojunuaemuueckoil  teparuu  [MIRACL]). V' mamumeHTOB ¢ pa3jiMYHBIMA  HMCXOIHBIMH
koHnentpanusmu  XC-JIITHIT aTtopBacTaTHH BBI3BIBAET CHMKCHHE pHUCKA HIIEMHYECKUX
OCJIOKHEHUH M cMepTHOCTh (y manueHToB ¢ MM 0e3 3y6ma Q u HecTaOmiIbHOW cTeHOKapauei, y
MY>KYHH, )KEHIIWH 1 y MMAI[IeHTOB B BO3pacTe MOJIOXKE U crapiie 65 ser). CHUKEeHNE KOHIIEHTPAIUH
B ru1azme kposu XC-JIITHII nydie koppenupyer ¢ 10301 aTopBacTaTHHA, YEM C €r0 KOHLIEHTpaluen
B IJ1a3Me KpoBH. [[03y moOuparoT ¢ yueTom TepaneBTu4eckoro addexra (cm. pasznen 4.2).

TepaHeBTI/I“IeCKI/II\/'I 3(1)(1)6KT AOCTUTACTCA UYCPE3 2 HEACIIN TIIOCJIC Hadalla TCpalunu, OOCTHUTraCT
MakKCuMyMa 4€pe3 4 HCACIIN U COXPAHACTCA B TCUCHUC BCCTO IIE€pHOaa TCPpAIInu.

HDOd)I/IJ'IaKTI/IKa CEePACYHO-COCYIUCTBIX OCIOKHEHUHN

AtopBacTaTuH B 03¢ 10 MI CHH)KaeT OTHOCUTENBHBIM PUCK Pa3BUTHUsSI KOPOHAPHBIX OCIOKHEHHM
(nmemuueckoi 6one3nu cepana [MBC] ¢ neranbHpIM HCX010M M He(aTaIbHOTO HH(DApKTa MHOKap/a
[MM] — Ha 36 %, oOmMX CepaeYHO-COCYIMCTBIX OCIOXKHEHHH — Ha 29 %, daranpbHOro u
HedaTalbHOTO HHCYNbTa — Ha 26 % [HcclieoBaHne aTOpBacTaTUHA Y MaueHToB ¢ Al u ¢pakTopamu
pucka [ASCOT LLA]).

CaxapHblii quadeT

VY manueHTOB C caxapHbIM IUAa0ETOM Tepanus aTOpBaCTATHUHOM CHUKAET OTHOCHUTEIbHBIA PHUCK
pa3sBUTHS OCHOBHBIX CEPACYHO-COCYIHUCTBIX OCJIOKHEHMH ((atanbHbli ¥ HedaTambHbl UM,
6e3001€eBas UILIEeMHUsT MHOKapa, JeTaJbHbId UcXoa B pe3yibTaTe oboctpenus UBC, nectabunbHas
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AHTHUOIUIACTUKA, TPOIEAYyphl peBacKyisipu3anuu, WHCYnbT) Ha 37 %, UM (daranpHbii u
HedaTtanbHbIN) — Ha 42 %, uHcynbTa (paranbHblil U HedaTanbHBINA) — Ha 48 % BHE 3aBUCMOCTH OT
110J1a, BO3pacTa nauueHTa win ucxoanoi konuenrpanuu XC-JIITHII (uccnenoBanue aropBactatuHa
npu caxapuom auabete 2 tuna [CARDS]).

ATepockiepos

VY nanmentoB ¢ UbC atopBactatun B 03¢ 80 Mr/cyT MpUBOAMT K YMEHBIIECHUIO OOIIEro o0bema
arepomsl Ha 0,4 % 3a 1,8 Mecsma tepanuu (UccienoBaHHE OOPATHOTO PA3BUTHUS KOPOHAPHOTO
aTepocKiepo3a Ha GoHEe HHTEHCHUBHOM runojumnuaeMudeckoit repanuu [REVERSALY]).

11oBTOPHBINA MHCYJIBT

AtopBacratyH B 103¢ 80 MI' B CyTKH YMEHBIIIAeT PUCK MOBTOPHOTO (haTabHOrO MM HeaTalbHOTO
MHCYJbTA Y MALUEHTOB, IEPEHECIINX HHCYJIBT WK TPAH3UTOPHYIO HieMudeckyto araky (TUA), 6e3
HNBC B anamHe3e (uccienoBaHWE 1O NPOPHIAKTUKE WHCYNbTa NPU WHTEHCHBHOM CHIDKCHHH
koHueHtpanuu xonecrepuna [SPARCL]) Ha 16 % o cpaBHeHu1o ¢ rtaie6o. [Tpu 3ToM 3HaYUTENBHO
CHMDKACTCSI PUCK OCHOBHBIX CEPICYHO-COCYAUCTHIX OCIOKHEHUIH M MPOLEIYP PEBACKYIISIPU3ALIHH.
CokpallleHHe pUCKa CePJIeUYHO-COCYAUCTBIX HAPYUICHUH MPH TepaIUy aTOPBACTATHHOM OTMEUYACTCS
y BCeX TPYII MAIMEHTOB, KPOME TOH, KyJa BOIUIA MALUCHTHI C MEPBUYHBIM HJIM MOBTOPHBIM
reMopparn4€CKuM MHCYJIbTOM.

BropuuHnas HDOd)I/IJIaKTI/IKa CEPACYHO-COCYIMCTHIX OCIOKHEHHI

V¥ nanuentos ¢ UBC aropsacratun B 03¢ 80 Mr, o cpaBHeHUIO ¢ 10 Mr, JOCTOBEpPHO CHMKAET
OTHOCHTEJBHBIN PUCK Pa3BUTHUS OOJIBIINX CEPACYHO-COCYTUCTHIX COOBITHI Ha 22 %, He(aTaIbHOTO
VM (He cBSI3aHHOTO C MPOIelypaMH peBacKysipu3anun) — Ha 22 %, ¢aTanbHOro U He(haTalIbHOTO
uHCylnbTa — Ha 25 % (CpaBHEHHE BBICOKOMHTCHCHBHOH TEpamuH aTOPBACTATUHOM M TEPalHU
yMEpeHHON MHTeHCUBHOCTH Y manuenToB ¢ UBC [mo nanubiM uccnenoBanus TNT]).

5.2. GapMaKOKHHeTHYECKHE CBOWCTBA

AOGcopOrus

ATOpBacTaTHH OBICTPO BCACBIBAETCS MOCIE MPHUEMa BHYTPh: BpPeMsl IOCTH)KEHHUS €r0 MaKCUMaJIbHOU
koHIeHTpanuH (TCmax) B 1a3me KpoBu coctapisier 1-2 vaca. Y sxeHIUH Cmax aTopBacTaTHHA HA
20 % Beie, a AUC Ha 10 % Hioke, yeM y My>xuiH. CTerneHb BCcachbIBaHUS M KOHIIEHTPALU B IJIa3Me
KpPOBH TOBBIIIAIOTCS MPONOPIUOHATIBHO J03€. buoocTynHocTh aTopBacTaTiHa B (oopMe TalOIEeTOK
coctaBisieT 95-99 %, mo CpaBHEHHMIO C aToOpBACTAaTMHOM B BHUJAE pacTBopa. AOCONOTHas
OMOJ0CTYNHOCTh — OK0JIO 14 %, a cucreMHas OMOAOCTYNHOCTh MHTHOMPYIOIIEH aKTUBHOCTU B
otHomeHnn ['MI'-KoA-penykrassr — okono 30 %. Huskas cucremHas OHOJOCTYITHOCTh
00yCJIOBJIEHa TIPECHUCTEMHBIM METa0O0JIM3MOM B CIM3UCTOM OOOJIOUKE JKENTyJA0YHO-KHUIIEYHOTO
TpaKTa W/WINM NpU TEPBUYHOM IMPOXOXKIAECHUH uepe3 IMedeHb. [IpueM NMuUIM HECKOIbKO CHUXKAET
CKOpPOCTh W cTeneHb abcopOumm mpenapata (Ha 25% uw 9 % COOTBETCTBEHHO, O YeM
CBUJETEIBCTBYIOT pe3ynbTarThl onpenencHust Cmax 1 AUC), onnako camkenue XC-JIITHII cxonno ¢
TaKOBBIM IIpH NPUEME aTOpBacTaTHHA HaTomak. HecMoTps Ha To, 4TO 1ocie npueMa aTopBacTaTHHA
B BEUEPHEE BPEMs €0 KOHILIEHTpauusl B 1mazMe KpoBHu HUkeE (Cmax 1 AUC npumepno Ha 30 %), uem
Mocje npuema B yTpeHHee Bpems, cHuxkeHue koHneHTpauuu XC-JIITHIT ve 3aBuCUT OT BpemeHU
CYTOK, B KOTOPO€ IPUHHUMAIOT IIpenapar.

Pacnopenenenne

Cpennuii 00beM pactpesieNieHus: aTopBacTaTiHa cocTaBisieT okoiio 381 1. CBs3b ¢ OenKaMu 1m1a3Mbl
KpoBH — He MeHee 98 %. OTHOIIIEHUE COIePKAHUS B SPUTPOLIUTAX / ITa3Me KPOBH COCTABIISIET OKOJIO
0,25, T. . aTOPBACTaTHH IJIOXO IPOHUKAET B SPUTPOLIMTHI.
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Buorpancdopmariis

COOTBETCTBYET ZKCNEPTHOMY OTUETY

ATOpBacTaTUH B 3HAUUTEIIHOW CTENEHH METa0oJIM3upyercs ¢ oOpa3oBaHUEM OpTO- H
naparuIpOKCUIIMPOBAHHBIX MPOU3BOIHBIX M PA3IMYHBIX MPOAYKTOB P-okuciaeHus. In vitro opto- u
MaparuApOKCUINPOBAHHBIE META0ONUTHI OKa3bIBalOT WHTHOUpytomiee neiictBue Ha ['MI'-KoA-
peayKTasy, COIOCTaBUMOE C TakoBbIM aTopBacTtaTuHa. [IpumepHo 70 % CHMKEHHS aKTUBHOCTH
I'MTI'-KoA-penyKkTa3pl MPOUCXOIUT 32 CYET JCUCTBUS aKTUBHBIX IMUPKYIHPYIOIIMX META0OIUTOB.
PesynbraTel HccieqoBaHuil iN VItr0 gar0T OCHOBaHUS MPEAONOKHUTh, uTo H30dhepment CYP3A4
MEYEHU UIpaeT BAXKHYIO pOJIb B MeTaboiM3Me aropBacTarhHa. B monb3y 3Ttoro (akra
CBUJIETEIBCTBYET MOBBIIIEHNE KOHLIEHTPAlMU aTOPBACTATHHA B IJIa3ME KPOBU IPU OJHOBPEMEHHOM
preMe 3PUTPOMHUIIMHA, KOTOPBIN SABJSIETCS MHTHOMTOPOM 3TOro m3odepmeHTa. MccmemnoBanus In
Vitro Tak»ke MOKa3aju, 4TO aTOPBACTATUH SABJISECTCA C1abbiM HHrHOUTOpOM n3odepmerta CYP3A4.
ATOpBacTaTUH HE OKAa3bIBAET KIIMHUYECKU 3HAUMMOTO BIMSHUS HA KOHIICHTPALIUIO B TUIa3Me KPOBU
TepdheHaIMHa, KOTOPhIH MeTaboIu3upyeTcs TiaBHBIM o0pazoM uzopepmentom CYP3A4, mostomy
€ro CyLIEeCTBEHHOE BIHUSHHE Ha (apMaKOKMHETUKY Opyrux cyocrparoB nszopepmenta CYP3A4
MaJIOBEPOATHO (CM. pazjen 4.5).

OnMMUHALNS

ATOpBacTaTHH U €ro MeTabOJIMTBI BBIBOJASATCS TJIABHBIM OOpPa30M C KEIYbIO MOCIE MEUCHOYHOTO
W/WIM BHETIEYEHOYHOr0 MeTaboim3Ma (aTOpBacTaTUH HE IMOJBEPraeTcs BBIPAKEHHOH KHIIEYHO-
NeYeHOYHOU penupkyisiiuu). [lepuon nmomyseiBenenust (T12) coctaBiser okojio 14 4, mpu 3ToM
uHTHONpyromuil >pdext npenapata B oTHomeHuu ['MI-KoA-penykrassr nmpumepHo Ha 70 %
OTIPENIENISICTCS. aKTUBHOCTHIO IUPKYJIUPYIONIMX METa00JMTOB U coxpaHsercs: okoyio 20—30 yacos
onmaronaps ux Hanmuwio. [locie mpuema BHyTph B MOYe OOHApyXKHBaeTcst MeHee 2 % OT MPUHSATOU
JI03bI Mperapara.

ATopBacTaTUH SBISIETCS CyOCTpaTOM JUIsl TPAHCHOPTEPOB (EPMEHTOB IE€UEHM, TPAHCIIOPTEPOM
OATPIB1 u OATPIB3. Metabonuramu atopBacTatuHa siisitorcsa cyOctpatet OATP1BI.
ATopBacTaTHH Takke WACHTUPUIMpYETCS Kak cyocTpaT TpaHcnopTepoB orTtoka MJIY1 u Genka
PE3UCTEHTHOCTH paka MOJIOYHOH JKeJie3bl, KOTOPbIE MOTYT OIpaHHMUYMBATh KUILIEUHYIO abcopOLHIo U
OuIMapHbIN KJIMPEHC aTOpBacTaTHHA.

Oco0bIe T'PYIIIBI TATWUCHTOB

Toueunas neoocmamounocme

Hapymenre GpyHKIMU OYeK He BIMSET Ha KOHLEHTPAIMIO aTOpBacTaTHHA B IJIa3Me KPOBU WM Ha
MOKa3aTey JMIUIHOTO OOMEeHa, B CBSI3U C 3TUM HM3MEHEHHWE JI03bl Y TMAI[MeHTOB C HapyIICHHEM
¢byHKIMU nIoYek He Tpedyeres (cM. paznen 4.2).

HccnenoBanuil npUMEHEHUsT aTOPBACTATHHA y IMAMEHTOB ¢ TEPMUHAJIBHOW CTaAuEd MOYEYHOU
HEJ0CTaTOYHOCTU HE IPOBOAMIIOCH. ATOPBACTaTUH HE BBIBOJUTCS B XOJ€ T€MOJINAIN3a BCIIEICTBUE
MHTEHCUBHOTO CBSI3bIBAHMS C OEJIKaMHU IJ1a3Mbl KPOBH.

Ileuenounas nedocmamourocms

Konnenrpanus npenapara 3HaYUTEIbHO MOBBIIACTCS (Cmax TpuMepHO B 16 pa3, AUC npumepHO B
11 pa3) y manueHToB ¢ aJKOTOJIBHBIM LUPPO30M TieueHu (kiacc B mo kmaccudukanuu Yaiinga —
[Tpr0) (cM. paznen 4.3).

ﬂuua noJ2HCUN020 8o3pacma

KonuenTpanuu aropBacTaTHa B IUIa3Me€ KpOBH Yy mManueHToB crapiie 65 neT Bbime (Cmax —
npumepHo Ha 40 %, AUC — npumepno Ha 30 %), 4eM y B3pOCIbIX MALMEHTOB MOJIOJIOTO BO3pacTa.
Paznuumit B sddexktuBHOCTH W O€30MACHOCTH  Tpemapara WIM  JOCTIDKCHHH  IIeJIer

21



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.02.2026 N2 1916

TUMOJIMITAAE MU YECKOM TCpaIuu y MOXKUIIBIX MalluCHTOB, 110 C%QH-E;[IEK—)LQ %IGEJ%E' Ii'IIdll';l\/I;I;]_:LII/II'FelI)'IIEIIHIe

BBISIBJICHO.
Ilon

Konuenrpauuu aropBactaTiHa B IUIa3M€ KPOBH Yy JKEHIIMH OTJIMYAIOTCS OT aHAJIOTHYHBIX
nokasaresieit y myxxuuH (mpumepro Ha 20 % Bbiie 115 Cmax 1 Ha 10 % Hinke ans AUC). Oanako
KaKuX-JIM00 KIMHUYECKH 3HAUYUMBIX PA3IMUMiA B JEUCTBUM Ha JIMIHUJIBI MEXKIYy MYKUYMHAMU U
KEHIIMHAMU He HaOJII0AaoCh.

Honumopguzm SLCOI1BI1

[Teuenounsrii 3axBaT Bcex wuHrHOUTOpoB I'MI-KOoA-peaykTaspl, BKJIIOYas aToOpBacTaTHH,
npoucxoauT ¢ yuactueM Tpancnoprepa OATP1B1. Y nanueHToB ¢ TeHETHYECKUM MOTUMOPPH3IMOM
SLCO1B1 wumeercss pUCK NOBBINIEHUS SKCHO3UIIMU aTOpBAacTaTHHA, YTO MOXET HPUBECTH K
MOBBIIICHUIO pHUCKa pa3BUTHUA padbnomuonnza. [lomumopdusm rena, komupyromero OATP1BI1
(SLCOIBI ¢.521CC), csazan c¢ nosbimenuem sxcrno3unuu (AUC) atopBactatuHa B 2,4 pasza 1o
CpaBHEHHMIO C TAlMEHTaMu 0e3 Takoro reHotunmueckoro n3menenus (¢.521TT). Hapymenue 3axBara
aTOpBACTaTHHA MEYEHBIO, CBA3aHHOE C T€HETHUECKUMH HAPYIICHUSIMH, TAaKKe MOXKET HAOI01aThCs
y TaKHX MalueHTOB. BO3MOKHBIE TIOCIIECTBHS B OTHOIIEHUH () ()EKTUBHOCTH HEU3BECTHBI.

CTH

B 8-HenenbHOM OTKPBITOM HCCIIEI0BAaHUU JI€THU (B Bo3pacTe 6—17 JeT) ¢ reTepo3uroTHON ceMenHom
TUIepXoJecTepuHEMHUEH 1 UCXOAHON KoHIleHTpauuel xonecrepuHa-JIITHIT > 4 mmons/n nomyyanu
TEparnuio aTOPBACTATUHOM B BU/IE KEBATEIbHBIX Ta0JIETOK, S Mr uiu 10 Mr, niau TabJIeTOK, MOKPBITHIX
o0onoukoi, B 103e 10 mr miu 20 mr 1 pa3 B CyTKH COOTBETCTBEHHO. ETMHCTBEHHOM 3HAUUTEIHHON
KoBapuaTod B (hapMaKOKMHETHYECKOW MOJENW MOIYJISINH, MOJy4arolleil aropBacTaTvH, Obuia
Macca Tena. Kaxymuiicss KIMpeHc aropBacTaTUHA y JI€Ted HE OTIMYalICs OT TAKOBOTO Y B3POCIIbIX
MalMEeHTOB TMIPU AJJIOMETPUUECKOM HW3MEPEHHH 110 Macce Teia. B  nuamasone JnedcTBus

aTopBacTaTHHA M O-THAPOKCHATOPBACTaTHHA OTMEYAJIOCh MmociieaoBaTenbHoe cHkeHne X C-JITTHIT
n XC.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuensb BcoMoraTeJIbHbIX BelIeCTB

Atopsacratua-AKOC, 10 mr, Ta0aeTKH, TOKPBIThIE IIIEHOYHOW 000JI0UYKOMI

JlakT03BI MOHOTHPAT

ennronoza mukpokpuctaunyeckas 200

Kanpuus kapObonat

Kpockapmerio3a HaTpus

Kpemuns qrokcua KOJJIOUIHBIN (a3pOCHT)

Marnus creapar

Cocmas obonouku

I'oToBas cMech A1 MIICHOYHOM 00605104KM Oemnast:
TUIpOMEIIo3a (THAPOKCUIPONHIMETHIILIEIUIII0N03a),
TUTaHA IUOKCH],

MOJINATHIICHTJIUKOJIb (MAaKpOroJ).
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AtopBacratua-AKOC, 20 mr, Ta0JIETKH, ITOKPBITHIE I

COOTBETCTBYET ZKCNEPTHOMY OTUETY
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crounok obonGurme A TENEHOCTE 0006

JlakT03BI MOHOTHIPAT

Hemnronosza mukpokpuctaunueckas 200

Kanbius kapbonat

Kpockapmemnnosa natpus

Kpemuus auokcua KoJIOUIHbBIN (a3pOChin)

Maruus creapat

Cocmas obonouku

I'oToBast cmech 1uis MJICHOYHOU 000JI0UKH roiry0as:
TUIPOMEII03a (TUAPOKCUIIPOIMIMETHIILEIUII0I03a),
TUTaHA IUOKCHU],

MOJIMATUICHTJIMKOJIb (MaKpOrod),

JIaK aJIFOMMHHUEBBIM HA OCHOBE KpacuTessi mHaurokapmuda E132.

6.2. HecoBMeCTUMOCTH
He nmpumenumo.
6.3. Cpok roaHocT (CpOK XpaHeHHs)

3 roza.

6.4. Oco0Oble MepbI MPEIOCTOPOKHOCTH NMPH XPAHEHUH

XpaHuTh NpH Temneparype He Bole 25 °C B OpUTHHAIBHOM yIIaKOBKE (B Mavke).

6.5. XapakTep u coaep:KaHHe YIAKOBKH

ITo 7, 10, 15 nnum 20 TabneTok B O1McTep U3 MICHKU TOJIMBUHWIXJIOPUIHON U (POIBIH aTFOMUHUEBON

II€YaTHOM JIJAKUPOBAHHOM.

Io 1, 2,3,4,5,6,7, 8,9 unmu 10 6auctepoB BMecTe C JIUCTKOM-BKIIQIBIIIEM MOMEMIAIOT B MAYKy

KapTOHHYIO.

6.6. OcoOble Mepbl NPEAOCTOPOKHOCTH NMPH YTHUINU3ALMH HCIIOJIb30BAHHOIO JIeKAPCTBEHHOI 0
npenapara MM OTXO0J0B, IOJYYEHHBIX IOcC/Je NMPUMEHEHHUs JeKAPCTBEHHOro mpenapara, u

Apyrue MAHUMYJISIUHU € IPenapaTom

Het oco0bix TpeOoBaHU K YTUIH3ALUH.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHU A

Poccniickas @enepanns

AxknnonepHoe 0601ecTBo «bruokom» (AO «brokom»)

Anpec: 355016, CraBpormonbckuii kpaid, T. CTaBpornoib, YamaeBckuii mpoess, 1. 54
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Tenedon: +7 495 646-28-68 (MOCNEOCBATENEHOCTE 0006)

OnexrponHas noyra: info@binnopharmgroup.ru
7.1. IlpeacTaBuTeIb ep:KATeIs] PErHCTPALIMOHHOIO Y0CTOBEPEeHHs

[Iperen3uu noTpeduTeneil HAPaBIATH 1O aPECY:

Poccuiickas @enepanust

AxknuonepHoe 0601ecTBo «bruokom» (AO «brokom»)

Anpec: 355016, CtaBpomnoasckuii kpaii, r. CtaBponosib, YamaeBckuii mpoes, 1. 54
Tenedon: +7 495 646-28-68

OnekTpoHHas moyra: info@binnopharmgroup.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

JII-Ne(001376)-(PT-RU)

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI'O ITPEITAPATA

JlexapcTBEHHBIH Mpenapat OTHOCUTCS K KATETOPUU OTITYCKA IO PELETITY.

OO0mas xapakTepuCTHKa JieKapcTBeHHOro mpemnapara ArtopBactaTuH-AKOC noctynHa B €IMHOM
peecTpe 3aperucTpupOBaHHbIX JIEKAPCTBEHHBIX CpeIcTB EBpazniickoro 3KOHOMUYECKOI0 COK03a U Ha

ounmansHOM caure YHOJIHOMOYEHHOI'O oprasHa (3KcmiepTHOI OpraHu3aIiK)
(https://lk.regmed.ru/Register/EAEU_SmPC).
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