COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 03.03.2026 Nz 4114

OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTO MIPENAPATA- = U004)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

AtopBacTtaTuH, 10 Mr, TaGJIETKH, TOKPBITHIE TUICHOYHOW 000JIOYKOM.
AropBacratut, 20 Mr, TaOIETKH, MOKPHITHIC MIICHOYHONH 000JIOUKOM.

AtopBacTtaTuH, 40 M, TaOJIETKH, TOKPBITHIE TUICHOYHOW 000JIOYKOM.

2. KAUECTBEHHBIN U1 KOJINYECTBEHHBIN COCTAB

JelicTBytolIee BEMIECTBO: aTOPBACTATHH.

AtopBacratuH, 10 mr, Ta0JIETKH, ITOKPBITHIE INICHOYHOU 000JIOYKOM

Kaxxnas rabnerka cogepxut 10 Mr aropBacratrHa (B BHI€ aTOpBacTaTHHA KAJIbLIUS TPUTHUIPATA).

BemecTBa, Hanmu4KMe KOTOPBHIX HAJO YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOrO IMpemapara: JIaKTo3a,
Hatpuit (cMm. pasznen 4.4).

AtopBacratus, 20 mMr, Ta0JETKHU, ITOKPLITHIE INIEHOYHOU 000JIOYKOM

Kaxxnas rabnerka cogepxut 20 Mr aropBactatrHa (B BHJ€ aTOpBacTaTHHA KAJIbLIMS TPUTHUIPATA).

BemecTBa, Hanmu4Me KOTOPHIX HAJO YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOrO Mpemapara: JIaKTo3a,
Hatpuit (cMm. pasznen 4.4).

ArtopBacratuH, 40 mMr, Ta0JETKH, ITOKPBITHIE INIEHOYHON 000JIOYKOMN

Kaxxnas rabnerka cogepxut 40 Mr aropBactatrHa (B BHJ€ aTOpBacTaTHHA KaJIbLIMSI TPUTHUIPATA).

BemecTBa, Hanmu4KMe KOTOPHIX HAJO YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTrO Mpemapara: JIaKTo3a,
Hatpuit (cMm. pasznen 4.4).

[Tonublii nepeyeHs BCIIOMOTaTeIbHbIX BEIIECTB MPUBEIEH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaGnerku, MOKPHITHIE MIICHOYHOH 000JI0UKOIA.

Kpyribie 1BOSKOBBIMYKIIbIE TAOJETKH, TOKPHITHIE TUICHOYHOW 000JI0UKOM OEJI0T0 MJTH IMOYTH 0eI10T0
nBeta. Ha monepeunom paspese sapo 6eoro wim noyTH 6esnoro 1nBeTa.

4. KIMHUYECKHUE JAHHBIE
4.1. ITokazaHusl K NPUMEHEHHUIO

ATopBacTaTHH MPUMEHSETCS 10 CIECAYIOINUM MTOKa3aHUAM:
e [umepxosnecTepuHEMHUS:

— B KauecTBE JOIMOJHEHUS K JWeTe IS CHUKECHHs MOBBIIIEHHOro obmiero xonecrepuHa (XC),
XOJIeCTeprHa JTUNONPOTeHHOB HU3KOM TioTHOcTH (XC-JIITHII), amonunonporenna B (amo-B) u
tpurnuuepunos (TI) y B3pocibIx, MOAPOCTKOB U 1eTeid B Bo3pacte 10 et wiu crapiie ¢ IepBUIHOM
TUIIEPXO0JIECTEPUHEMUEH, BKIIIOYAsi CEMEHHYIO THIIEPXOJIECTEPUHEMHUIO (T€TEPO3UTOTHBIN BapHUaHT)
WIM KOMOMHHMPOBAHHYIO (CMEIIaHHBINA) runepaunuaeMuio (coorserctBeHHo tum Ila u IIb mo
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JICUCHHUA HEAOCTATOYHBI,

— 1 cHwkeHus mnoBbimeHHoro XC, XC-JIIIHIT y B3pociabiX € TOMO3UTOTHOM CEMEWHOM
FHHGpXOHGCTGpHHGMHeﬁ B Ka4CCTBC MOOMOJHCHUA K JAPYIMM THUIIOJIUIIHACMHUYCCKUM MCTOdaM
nedyenus (Hanpumep, JITTHIT-adbepes) nnum ecnu Takue METOIbI JICUSHUS HETOCTYITHBI.

o [TpodunakTrka cepaeqHO-COCYTUCTHIX 3a00JIEBaHMIA:

— IpoHIAKTUKA CEPIACUHO-COCYAUCTBIX COOBITHI Y B3pOCIBIX MAIIMEHTOB, UMEIOLINX BEICOKUI PHCK
Pa3BUTHUA TCPBHUYHBIX CCPACHHO-COCYAUCTBIX CO6BITHI>'I, B Ka4YC€CTBC [JOIMOJIHCHUSA K KOPPCKIHUU
Ipyrux (pakTOpPOB PUCKa;

— BTOpHUYHAasI NMPO(UIAKTUKA CEPIECYHO-COCYAUCTBHIX OCJIOKHEHUH Yy MAalMEHTOB C HIIEMHYECKOU
6onesnpto cepana (MBC) ¢ menbio CHUKEHHS CMEPTHOCTH, MH(APKTOB MHOKapna, WHCYJIBHTOB,
MOBTOPHBIX TOCITUTAIN3AIMH 1O TIOBOYy CTEHOKAPIUH U HEOOXOIUMOCTH B PEBACKYIISIPU3AIIHH.

4.2. Pesxum 103MpOBaHUs U cIOCO0 MPHMMEHEHHUS

Ilepen HauamoMm JjiedyeHus mpenapatoM ATOPBACTATUH CIEAYET MOMBITATbCS JTOOUTHCS KOHTPOJIS
TUIIEPXOJICCTEPUHEMHUH C TIOMOILBIO JAUETHI, PU3MUECKUX YNPAKHEHUIH UM CHUIKEHUS MACChl Tela y
MAIMEHTOB C OKUPEHHEM, a TAKXKE TEepaIlueil OCHOBHOTO 3a00JI€BaHHUS.

[Ipy  Ha3HaueHWUW TMpemapara MAIMEHTy HEOOXOAMMO  PEKOMEHJOBaTh  CTaHIAPTHYIO
TUIIOXO0JIECTEPUHEMHUYECKYIO TUETY, KOTOPOI OH JOJIKEH MPUAECPKUBATHCS B TEUEHHUE BCErO MEpUOa
Tepanuu.

PexxuM o3upoBaHus

Jlo3a mpenapara Bapsupyercs or 10 mr go 80 Mr 1 pa3 B CyTKM W TOIOUpPAETCSs C yYETOM
koHneHTpauuu XC-JIITHII, nenu tepanuu 1 ”HAMBUAYAJIIBHOTO OTBETA HA MPOBOJIUMYIO TE€PAIIHIO.

MaxkcuMaibHasi cyTouHas 103a Ipenapata coctasisieT 80 Mr.

B Havane nedeHus w/wiaM BO BpeMsl MOBBIINICHMS 03Bl Mpemnapara ATOpPBAaCTaTMH HEOOXOIUMO
KaxkJible 2—4 HeleNM KOHTPOJIMPOBATH KOHIEHTPAIIUIO JIMITH/IOB IJ1a3Mbl KPOBU U COOTBETCTBYIOIINM
00pa3oM KOppEeKTHUPOBaTh /103y Mpenapara.

Hep@ulmaﬂ cunepxoiecmepuHemus u KOM6uHup06aHHa}l (CM@WGHHCZ}l) eunepﬂunudemuﬂ

Jlyist GONBITMHCTBA TAIMEHTOB PEKOMEHIyeMasi J103a mpemnapara ATopBacTaTuH coctaBisier 10 mr
1 pa3 B CyTKH; TepaneBTUYECKOE IEHCTBUE MPOSIBIICTCSA B TEUCHHUE 2 HENETh U OOBIYHO JOCTUTAET
MakcuMmyMa uepes 4 negenu. [lpu mmrenbHOM jeueHUH 3P PEeKT coxpaHseTcs.

Tomosucomuas cemetinas cunepxojecmepuHemus

B GonpmmHCTBE citydaeB Ha3HadaroT o 80 mr 1 pa3 B cyTku (cHmwKeHue konneHtpanun XC-JITTHIT
Ha 1845 %).

Femepos’ueomnag cemennas cunepxojaecmepunemust

Hawanwsnas no3a cocraBnsier 10 mr B cyTku. J{03y cienyer moaOuparh MHANBUAYAIBHO U OI[CHUBATH
aKTyaJbHOCTh JIO3bI KOKIbIC 4 HEACIN C BOZMOXHBIM TMOBBIIICHHEM 10 40 MI B CyTKH. 3aTeM 100
71032 MOXXET OBITh YBEJIMYECHA 10 MakCUMajdbHOW — 80 Mr B CyTKH, JHOO BO3MOXHO COYETATh
CEKBECTPAHTHI )KEITYHBIX KUCJIOT C IPUEMOM aTopBacTaTuHa B 03¢ 40 MI' B CyTKH.

IIpopunaxmuxa cepoeuro-cocyoucmulx 3a6071€6aHULL

B uccnenoBanusx mepBUYHONW MPOQIIAKTUKHA 7032 aTOpBacTaTWHA cocTaBisuia 10 Mr B CyTKH.
MoskeT TOHAJOOUTHLCS IIOBBIMICHHUE JO3bI C I1EIbI0 JoCTKeHus 3HadeHun XC-JIITHII,
COOTBETCTBYIOIINX COBPEMEHHBIM PEKOMEHAAIUSM.
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Hab;ueHmbl noaHCuUs0c0 so3pacma

Paznuumii B TepaneBTHYecKON A(DPEKTUBHOCTH W O€30MacCHOCTH TpermapaTta ATOpPBACTaTHH Y
MAIMEHTOB TOKUJIOTO BO3PACTa IO CPABHEHUIO C OOIIeH Momymsiueil He 00HapyKEeHO, KOPPEKIIHS
10361 HEe TpedyeTcs (cM. pasaen 5.2).

Ilayuenmsi ¢ Hapywenuem yHKYyuU nouex

Hapymenne ¢pyHKIMH MMOYEK HE BJIMAET HAa KOHIEHTPALMIO aTOpBacTaTHHA B IUIa3Me KPOBH WU
creneHb cHkeHus konnenTpauun XC-JIITHIL, moatomy koppekuuu 10361 Ipenapara He TpeOyeTcs.

Ilayuenmol ¢ Hapywenuem gyukyuu nevenu

[Tpu HEmoCcTaTOYHOCTH (PYHKIIMU MTEYSHH A03Y Mpernapata ATopBacTaTHH HEOOXOJUMO CHIKATE, TIPH
PETyJISIPHOM KOHTPOJIE aKTHBHOCTH «IEYEHOUYHBIX» TPaHCAMHHA3: aclapTaTaMHHOTpaHC(epasbl
(ACT) u amanunamunotpancgepasst (AJIT).

Ipumenenue 6 kombuHayuu ¢ Opy2umu 1eKaApCMEeHHbIMU CPeOCmMEaMU

[Tpu HEOOXOAMMOCTH COBMECTHOTO MPUMEHEHUS C IIUKIOCTIOPUHOM, TEIAIPEeBUPOM, KOMOUHAIHEH
TUMPAHABUP/PUTOHABUP WJIM TJIEKaNpeBUP/MTUOPEHTACBUP J103a Mpernapata ATOpBacTaTHH HeE
noJpkHa npeBsimath 10 Mr/cyT (cM. pasaen 4.4).

He pexomenayercsi mpuMeHsATh aTOPBACTATUH MaI[MEHTaM, MOJYYaOLUM TEPAIHio JIETEPMOBUPOM
COBMECTHO C LIUKJIOCTIOPUHOM.

dapMaKOKHHETHYECKHE JIEKAPCTBCHHBIC B3aMMOJCHUCTBUS, KOTOpPHIE TNPHBOIAT K MOBBIIICHUIO
CHCTEMHON KOHIIEHTPAIlMM aTOpBACTaTHMHA B IJIa3Me KPOBH, TaKXe ObUIM OTMEYEHBI C JPYTUMHU
WHTUOMTOpaMHU TpOTeasbl BHUpyca uMMyHonebunura uenoBeka (BUY) (momunaBupom/
PUTOHABHPOM, CAKBUHABHUPOM/PUTOHABUPOM, JApyHABUPOM/PUTOHABHPOM, (HOCAMIIPEHABUPOM,
(dhocamMmpeHaBUPOM/PUTOHABUPOM H HENb()OHABUPOM), HMHTHOMTOpaMH TpoTeasbl rematuta C
(OouernpeBup, 3510acBUP/TPA3ONpPEBHP, CUMENPEBUP), KIAPUTPOMHUIIMHOM, HTPAKOHA30JIOM U
nerepmoBupoM. Cremyer coONOIaTh OCTOPOKHOCTH TIPH  OJAHOBPEMEHHOM HA3HAYCHHH C
aTOpBaCTaTMHOM. PEKOMEHIyeTcsi MNPOBECTH COOTBETCTBYIOLIYIO KIMHMYECKYIO OLIGHKY U
MIPUMEHATH CaMyI0 HU3KYI0 3(pdeKTUBHYIO 103y aTropBacTaTuHa (cM. pasznensl 4.4 u 4.5).

eTu
Ipumenenue y demeti ¢ 10 0o 18 nem npu eemepo3ucomnou cemetHol eunepxoecmepuremun

Pexomennyemas HauanbHast 1o3a — 10 mr 1 pa3 B cyTku. Jlo3a MoxxeT ObITh yBenndeHa 10 80 mMr B
CYTKHU B 3aBUCUMOCTH OT KIIMHUYECKOTO AP PeKTa U IEPEHOCUMOCTH.

Jlo3y mpenapara HeOOX0IMMO TOIOUPATH B 3aBUCUMOCTH OT LI€TTU THITOIHITHIEMUIECKON Teparii.
Koppexknuust 10361 10KHA POBOAUTRCS ¢ MHTEpBaIaMu 1 pa3 B 4 HeleIu Uik OOJIbIIIE.

Cnoco0 mpuMeHeHus

Jlns mpuema BHYTPb.

[TpunuMmaTh B 110060€ BpeMsi CyTOK HE3aBUCHMO OT MpHEeMa UK.
4.3. IIpoTuBONOKA3aAHUSA

IIpumenenue npenapata ATopBacTaTUH IPOTUBONOKA3aHO B CIEIYIOIIMX CIydasX:

- THIIEPYyBCTBUTENIFHOCTh K aTOPBACTAaTHHY WM K JIIOOOMY M3 BCIIOMOTATEIbHBIX BEIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1;

- aKTUBHOE 3a00JIeBaHNE NIEUEHH WM MOBBIIIEHNE aKTUBHOCTH «II€YCHOYHBIX)» TPAaHCAMHUHA3 B
IU1a3Me KPOBU HESICHOTO reHesa 0ojiee 4eM B 3 pasa [0 CpaBHEHUIO C BEpXHEH rpaHUIeH HOPMBI;
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- OepeMeHHOCTh (CM. pazzen 4.6);
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- HepuoJI TPYJHOTO BCKapMIIMBaHUs (CM. pazzen 4.6);

- JKSHIIMHBI JIETOPOJIHOTO BO3pPACcTa, HE MCIOJIB3YIONIUE aICKBATHBIC METOBI KOHTPAIICIITUN
(cm. paznen 4.6);

- BO3pacT 110 18 yieT (HemoCcTaTOuHO KIIMHUYECKHUX TAaHHBIX 0 3 (HEKTUBHOCTH U 0€3011aCHOCTH
IpernapaTa B JAaHHOM BO3pacTHOW TpYIIE), 3a MCKIOYEHHEM TI€TEPO3UIOTHOM CEMENHHOU
TUIIEPXOJIECTEPUHEMHH (PUMEHEHHE MPOTUBOIIOKA3aHO y JIeTel B Bo3pacte 10 10 yer);

- OJTHOBPEMEHHOE MTpUMEHEeHHE ¢ Py3u10BOi KucIoTON (cM. pasaeinsl 4.4 u 4.5).
4.4. OcoOble ykazaHus U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHU U

IIpenapat ATopBacTaTuH ClIE€IyeT NPUMEHSTH C OCTOPOKHOCTBIO IIPH CIAEAYIOLUINX COCTOSHUSAX:
- y NMalUEeHTOB, 3JI0YNOTPEOIIAIONUX aJIKOIOJIEM;
- y MaIMeHTOB, UMEIOIINX B aHaMHe3€e 3a00JIeBaHUs [ICUEHHU;

- y MalMEeHTOB ¢ HaIMuueM (aKTOPOB PUCKa pa3BUTHS pabmomuonmsa (HapymeHue GyHKIUNA
MOYEK, TUIMOTHUPEO3, HACICICTBEHHBIC MEBIIICYHbIC HAPYIICHHs Yy TAIMCHTa B aHAMHE3Ee WU B
CEMEHHOM aHaMHe3e, YK€ TIEPEHECEHHOE TOKCHYecKoe BiusiHUe HHruOuTtopoB ['MI-KoA-
penyKTassl (CTAaTUHOB) MM (PUOPATOB HA MBIILICYHYIO TKaHb, 3200JI€BaHUs IEYCHN B aHAMHE3€ U/WUJIH
MAUEHThl, YNOTPEOAIONUE alKOroidb B 3HAYUTENBHBIX KOJIMYECTBaxX, Bo3pacT crapuie 70 jer,
CUTyallid, B KOTOPBIX OXHJAETCS TOBBINICHHE KOHIICHTPAIIMM aTOpBacTaTHHA B IUIa3Me€ KPOBU
(Hanpumep, B3aUMOICHCTBUS C APYTHUMH JICKAPCTBEHHBIMH CPEJICTBAMH)).

Brusnue na nevenw

Kak u npu mpuMeHeHUU IpYruX TUMOJUMUAEMHYECKUX CPEICTB TOro Kjacca, Mpu MPUMEHEHUH
npernapara ATOpBacTaTHMH OTMEYalld YMEPEHHOE MOBBIIIeHHE (Oosiee 4eM B 3 pasa Mo CPaBHEHHUIO C
BEpXHEH TpaHWICH HOPMBI) aKTHBHOCTH «medeHOYHbIX» TpaHcamuHasz ACT u AJIT. Croiikoe
MOBBIIIICHUE CHIBOPOTOUYHON AKTUBHOCTH «IIEYCHOYHBIX» TpaHcamuHa3 (bonee ueM B 3 pasa mo
CpPaBHEHUIO C BepxHell rpaHuneil Hopmbl) HaOmopaigock y 0,7 % mnmanueHToB, MOTy4YaBIIMX
aropBactaTuH. YacToTa mo00HBIX U3MEHEHUH MIPU MPUMEHEHUH TpenapaTa B g03ax 10 mr, 20 wr,
40 mr u 80 mr coctasisuia 0,2 %, 0,2 %, 0,6 % u 2,3 %, cooTBeTcTBeHHO. I10BBIINICHNE aKTHBHOCTH
«IEYEHOYHBIX» TPAHCAMHUHA3 OOBIYHO HE COMTPOBOXKIATIOCH KEITYXOW WU IPYTUMU KITHHHUYECKUMU
nposiBiieHUsIMH. [Ipu cCHMKEHUM 103bI Npenapara ATOpBaCTaTUH, BPEMEHHOW WM MOJHONW OTMEHE
npenapara akTHUBHOCTh «IEUYEHOYHBIX» TpaHCaMWHA3 BO3Bpalllajach K HCXOJHOMY YPOBHIO.
BonapmMHCTBO MaMEHTOB MPOJIOJDKAIN MPUEM Tpernaparta ATOPBACTaTHH B CHUKEHHOH 103¢ 0e3
KaKUX-TH00 KITMHUYECKUX MOCIEICTBUH.

Jo Hauwana Ttepanuu, yepe3 6 Hemenb W 12 Hemenp mocie Hayajda NPUMEHEHHS IMpernapara
ATOpBacTaTUH WJIM IOCJE YBEIMYCHHS €ro J03bl HEO0OXOAMMO KOHTPOJMPOBATH MOKAa3aTeIH
¢byHkuy nedenu. OyHKIUIO eUeHU cIelyeT KOHTPOJIUPOBATh TaKXKe IIPU MOSBICHUU KIIMHUYECKIX
MIPU3HAKOB MOPaXEHUs MeYeHU. B ciydae MOBBIICHUS] aKTUBHOCTH «II€UEHOYHBIX» TpaHCaAaMUHAa3
AJIT u ACT cnenyetr KOHTpOJHUPOBATH A0 TEX MOP, ITOKa OHA HE HOpMau3yercs. Eciu nmoBblieHne
aktuBHOCTH ACT wmimm AJIT Gonee uem B 3 pa3a MO CpaBHEHHUIO C BEpXHEH TpaHHIIE HOPMBI
COXpaHSEeTCs, pEKOMEHAYEeTCsl CHIKEHUE J103bI MM OTMEHa npenapara AToOpBacTaTuH (CM. paszen
4.8).

ATOpBacTaTHH CJEAyeT MPHUMEHSATh C OCTOPOXXHOCTHIO Y TMAI[MEHTOB, KOTOPHIE MOTPEOISIOT
SHAYUTCIBbHBIC KOJINYECTBA aJIKOI'OJIA I/I/I/IJ'II/I HUMCHOT B AaHAMHE3C 3a60neBaHHe neuyeHu. AKTUBHOE
3a00JIeBaHWE TICUYCHH WJIM TIOCTOSIHHO ITOBBIIICHHAS AaKTHBHOCTH «IEYCHOYHBIX» TpaHCAMHUHA3
IJIa3Mbl KpPOBH HCACHOI'O TI'CHC3a SABJIAIOTCA MPOTHBOIIOKA3aHWEM K MNPHMCHCHUIO IIpCIiapaTta
ATtopBacTtatuH (cM. pazzaen 4.3).
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VY nmaunueHToB, MOJydaBIIMX ATOpBacTaTHH, oTMedanachk Muanrus (cm. pasgen 4.8). [luarHos
MHOIIATHH CJIEeAyeT MpeArnoyiarate y ManueHToB ¢ AUPQy3HON Muanruei, 601e3HEHHOCThIO WIIH
cJ1a0OCThIO MBIIII W/MJIM BBIPRXKEHHBIM IMOBBIIICHHEM aKTUBHOCTH KpeaTtuH(pochokunazel (KDK)
(6onee wem B 10 pa3 Mo CpaBHEHWIO C BEpXHEH TpaHUIIE HOPMBI). Tepamuio mpenapaToM
ATOpBacTaTUH ClEAyeT NPEKpPaTUTh B Cllyyae BBIPAXKEHHOTO MOBBIIEHUsT akTuBHOCTH KDK, mpu
HQIMYUM TOATBEPKACHHOW MHONATUM WJIM TOJO3pEHMM Ha €€ pa3BuUTHe. PHCK Muonatuu
MOBBINATCA TpPU OJHOBPEMEHHOM TPUMEHEHUHU JIEKAPCTBEHHBIX CPEJCTB, IOBBIIIAIONIIUX
CHUCTEMHYIO KOHIICHTpAIMIO aTopBacTaThHa (CM. pazaeinsl 4.5 u 5.2). MHOTHE U3 3TUX MpenapaToB
MHTUOMPYIOT MeTabonmu3M, onocpenoBanHblii  u3opepmentoM CYP3A4, w/umm TpaHcmopt
JIEKapCTBEHHBIX BemiecTB. M3BecTHO, uTo n3odepmeHT CYP3A4 — ocHOBHOI M30(EPMEHT MEUEHH,
y4acTBYIOLIMH B OuoTpaHcopmanuu atopactaTuHa. [IpuMmeHssi AToOpBacTaTMH B COYETaHHH C
¢ubparamMu, DHPUTPOMHULIUHOM, HMMYHOJENPECCAHTAMH, Aa30JbHBIMH  MPOTUBOTPHUOKOBBIMU
cpeactBamu, uHruOuTopamu npoteassl BUY/Bupycnoro rematura C (BI'C), unruburopamu
HectpyktypHoro Oenka BI'C (NS5A/NS5B), nerepMoBUpOM WM HUKOTHHOBOM KHCJIOTOH B
JUMUICHIDKAIOMNX J03ax (6ojee 1 r/cyT), Bpau HOJKEH TIIATEIbHO B3BECUTh OXKUIAEMYIO MOJIb3Y
JeYeHHUs] U BO3MOXKHBIA pucK. Cienyer peryispHO HaON0JaTh MAalMEHTOB C LIEJIbI BBIABICHUS
Oonell niaM cnabocTH B MBIIINAX, OCOOCHHO B TEUEHHE MEPBBIX MECSIEB TEpanuu U B MEPUOJ
YBEJIMYEHUs J03bI JIIOOOr0 U3 yKa3aHHbBIX CPeACTB. B ciydae Heo6XoanuMocTu KOMOMHUPOBAHHOM
TEpanuu CleAyeT paccMaTpuBaTh BO3MOXKHOCTh TNPUMEHEHHUs O0ojiee HU3KUX HaYaJbHBIX H
HOJACP>KUBAIOLIHX 103 BBILIENIEPEUUCIECHHBIX CPEACTB (CM. pa3zien 4.2).

He pexomenayercss OJHOBpEMEHHOE HCIONIB30BAaHUE aTropBacTaTMHAa W (DYy3UIOBOW KHCIOTHI,
MO3TOMY BO BpeMs JieueHHUs (Qy3UJ0BOI KHUCIOTOM peKOMEHJOBaHAa BpEeMEHHas OTMEHa
aTopBacTaTMHa. B MOJOOHBIX CHUTyalusX MOXHO PEKOMEHJIOBATh MEPUOJUYECKUN KOHTPOJIb
akTuBHOCTH KDK, XOTS TakO€ MOHUTOPUPOBAHHUE HE MO3BOJISIET MIPEAOTBPATUTH PA3BUTUE TSHKEIOU
muonaruu (cm. pazzaen 4.5).

Jlo nauana neuenus

ATopBacTaTUH  CIEAyeT C OCTOPOXKHOCTBIO  Ha3HayaTh MalUeHTaM ¢ (akTopamy,
MpeApacroiaraloluMi K pa3BuThui0 padaomuonusa. Kontpons aktuBHoctm K®OK crnemyer
MPOBOAWTL B CIICAYIOIIUX CIyUadX OO Hadajia TCpaltu aTOpBACTaTUHOM:

- HapyuieHne QyHKINUN MoYeK,
- TUIIOTUPEO3,

- HACJICJICTBCHHBIC MBIIICUHBIC HApYIICHHWS Yy TAlMCHTa B aHaMHE3e¢ WM B CeMEHHOM
aHaMHe3e,

- yKe TIEPEHECEHHOE TOKCHYecKkoe BiusHue MHruonTopoB ['MI'-KoA-penykTasbl (CTaTHHOB)
i (pudpaTOB HA MBIIIICUYHYIO TKAHB,

- 3a00eBaHUsl TICYCHHM B aHAMHE3€ W/WJIM TAIMEHTHI, YHOTPEOJSIIONIME ajKorojib B
3HAYUTCIBHBIX KOJIHNYCCTBAX,

- y MalMeHTOB B Bo3pacte ctapiie 70 JeT ciaeayeT OleHUTh HeoO0XoauMocTh KOHTpoJisi KDOK,
YUUTBIBAsI TO, YTO y ATUX IALUEHTOB YK€ UMEIOTCS (PaKTOPBI, MPEAPACIIONATaoNIie K Pa3sBUTHIO
pabaoMuoIn3a,

- CUTyalluu, B KOTOPBIX OKMJIA€TCSA MOBBIINICHHE KOHIICHTPALIMM aTOpBacTaTHHA B IUIa3Me
KpOBH, TaKHe KaK B3aUMOJICUCTBUS C APYTUMH JIEKApCTBEHHBIMU cpeicTBaMH (cM. pazzen 4.5).

B Takux cuTyanmsx ciemyeT OlEHUTh COOTHOIIEHUE PUCK/TIONBh3a U OCYIIECTBISATH MEIUITTHCKOE
HAOJIIOJIEHUE 32 COCTOSIHUEM ITal[EHTA.

B ciiydae 3HaunTenpHOTO noBkImeHus akTuBHOCTH KDK (6osee uem B 5 pa3 Bbllie BepXHEH IpaHHUIIbI
HOPMBI), HE ClIelyeT HauWHATh Teparuio aTOPBACTATUHOM.
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OIMCaHBI PEJIKHE CIydau pabJOMHUONIN3a C OCTPOM MOYEYHOH HEJOCTAaTOYHOCTHIO, O0YCIOBICHHON
MUoOTIIOOMHYyprel. DakTopoM pucKa pa3BUTHSA PabJOMHOIN3a MOXKET OBITh MPEAIICCTBYIOIICE
HapyeHue GyHKIHUY novek. TakuM nanueHTam cieayeT o0ecneyuTs 0osee TIaTeIbHbI KOHTPOJIb
3a COCTOSIHUEM CKEJICTHO-MBIIICUYHOW CHCTEMBI. [IpH MOsSBICHNU CHMITOMOB BO3MOYKHOW MHOTIATHH
WIM HaJU4uu (DaKTOpOB pHCKAa Pa3BUTUS MOYEYHOH HEIOCTaTOYHOCTH Ha (hoHe pabmomuonmsa
(HarpuMep, TspKenass ocTpass MH(EKIHWs, apTepHaibHas TUMOTEH3Us, OOIIMPHOE XUPYpPrHUECKOE
BMEIIIATENILCTBO, TPaBMbI, MeTabOIN4YEeCKHEe, SHAOKPHHHbBIE U BOJHO-3JIEKTPOJIUTHBIC HApYyIICHHS,
HEKOHTPOJHMPYEMbIE CYIOPOTH) TEpalHi0 IpernapartoM ATOpBacCTaTHH CJIEIyeT BPEMEHHO
MPEKPATUTh WIN OJHOCTHIO OTMEHUTb.

Bnumanue! TlanyeHTOB HEOOXOMUMO TPEAYNPEAUTH O TOM, YTO WM CIIEAyeT HEMEIJICHHO
o0paTuThbcs K Bpauy MPH MOSBICHUU HEOOBSICHUMBIX OOJIEH WIIM MBIIIEYHOU c1aboCcTH, 0COOEHHO
€CITH OHU COTIPOBOXIAIOTCS HEJJOMOTAaHHEM WIIH JINXOPAIKOH.

T'emoppacuueckuii uncyiom

[Tocne crienranbHOTO aHATN3a KIMHUYECKOTo nccaeaoBanus ¢ ydactuem 4731 nammentos 6e3 BC,
MIEPEHECIINX MHCYJIbT WIM TPAH3UTOPHYIO uileMuueckyro araky (THMA) B TedyeHue mpeablaylux
6 Mecs1eB, KOTOPbIM ObLI HazHadyeH atopBacTaTuH 80 MI/CyT, BBISIBIUIM 0o0Jiee BBICOKYIO YacTOTY
reMOpparu4eckKux MHCYIbTOB B TpyINe aropBacTaTiHa 80 Mr MO CpaBHEHHIO C IpyMIoil miamne6o
(55 B rpynme artopBactatuHa TpoTMB 33 B Tpynme mane6o). [lanmmeHTsl ¢ reMopparu4ecKum
HWHCYJIbTOM Ha MOMCHT BKJIFOYCHUSA B UCCJICAOBAHUC NMCIIA 60)166 BBICOKHH PUCK IJId ITOBTOPHOT'O
reMopparuueckoro HHCyabTa (7 B rpynie aropBacTaTuHa MPOTUB 2-X B rpymiie miane6o). OnHako y
MAIMEeHTOB, MOJIyY4aBIIMX aTopBacTaTUH 80 Mr/cyT OBUIO MEHBIIE MHCYJIBTOB JIOOOrO THIA
(265 mpotus 311) 1 MeHbIIIE cepACIHO-COCYTUCTHIX coObITHiA (123 mpotus 204) (cMm. pazaen 5.1).

Caxapnouii ouabem

Hexkotopsie nanubie moaTBEpk1at0T, 4T0 HHrHONTOPHI [ MI'-KOA-peaykTasbl (cTaTuHbI), KaK KJ1acc,
MOTYT MNPUBOJUTH K TOBBIIIEHUIO KOHIEHTPAIMU TJIIOKO3bl B IJIa3ME€ KPOBHU, a Y OTICIbHBIX
MAlMEHTOB C BBICOKMM pPHUCKOM pa3BUTHs caxapHOro auadeTa MOMKET pa3BUTHCS COCTOSHHE
TUMEPTIIMKeMHH, TpeOyIolee KOPPEKIIMU Kak pu caxapHoM anadere. Tem He MeHee, TOT PUCK HE
MIPEBBINIACT MOJIB3Y 0T Tepanuu uaruoutopamu [ MI'-KoA-penykrassl (CTaTHHAMM) C TOUKH 3PCHUS
COCYJUCTBIX PUCKOB, TO3TOMY 3TO HE MOXKET SBISATHCSA MPUUMHON ISl OTMEHBI Tepanuu. [lanuenTsl,
OTHOCSIIIMECS K TPYyIIe pucka (KOHIICHTPALUs TJIFOKO3bl B KPOBHM HATOIIAaK OT 5,6 10 6,9 MMOIIB/1,
uHekc Maccel Tena (MMT) > 30 kr/m?, MOBBIIIEHHAs KOHIEHTPALHs TPUIIMLEPUIOB B IUIa3Me
KpOBH, apTepuaibHasi THIEPTEH3UsI ), TOJKHBI HAXOAUTHCS MO MEAUIIMHCKUM KOHTPOJIEM, BKIIIOYAs
KOHTPOJIb OMOXUMUYECKUX MMapaMEeTPOB KPOBU, B COOTBETCTBHH C MECTHBIMHU PEKOMEH IAIIUSIMHU.

Hﬂmepcmuuuaﬂbﬂoe 3ab0ne8anue NecKux

Ha ¢one tepanun HexoropeiMu uHruouropamu I'MI'-KoA-peaykrassl (cTaTuHamMu), OCOOCHHO Ha
(GoHEe ATUTENBFHON Tepanuu, OTMEYAIHCh CAWHHYHBIC CIyYal MHTEPCTHIHAIBLHOTO 3a00JIeBaHUS
nerkux. MoryT HaOI01aTbCs OJIBIIIKA, HEMPOAYKTUBHBIN Kallleslb U yXyALICHHE 00IIEro COCTOSIHUS
30pOBBsl (YTOMIIIEMOCTh, CHIDKEHHE MacChl Tella W JIMXopajka). B ciywae, ecnm y marueHTa
MOJIO3PEBACTC  MHTEPCTHLHANbHOE 3a00JieBaHME JIETKUX, CIEAYeT OTMEHUTh TEparuio
aTOPBAaCTaTHHOM.

DHOoKpunHas yHKyusL

[Tpu npumenennn naruouTopoB I'MI'-KoA-penykraspl (CTaTHHOB), B TOM YHCJIC M aTOpBacTaTHHA,
OTMEYAIIMCh CIIy4ad TOBBIIICHUS TIHKO3WINPOBaHHOTO TeMorinobuHa (HbA1l) u koHueHTpanuu
[JIFOKO3bl B IUIa3M€ KPOBM HATOWIAK. TeM He MeHee, PUCK TMIIEPIIIMKEMUN HHMXKE, YEM CTEIICHb
CHIDKEHHSI PHCKa COCYAUCTBIX OCIOKHEHMH Ha (oHe mpuema uHruoutopos I'MI'-KoA-penykrassl
(cratuHbI).

Muacmenus
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pa3BuTHE de NOVo MK yCyTyOJIsuIn paHee CylIeCTBOBABIIIYIO TeHEPATN30BAHHYIO MHACTEHHUIO TPaBHC
WIH TJIa3HYI0 MUAcTeHHUIO (cM. paszen 4.8). B ciydae BO3HUKHOBEHUS WU YTSKEICHUS CUMIITOMOB
MHACTEHUH IPUEM MpenapaTa ATOpBACTaTUH CleayeT npeKkpaTuTh. Coo0IaIoch TaKKe O pEIUIUBaX
MHUACTEHUH IPU MOBTOPHOM IMPHEME TOTO XK€ CTATUHA U MPH NPUMEHEHHMH JPYroro MHruOuTOpa
I'MTI'-KoA-penykrasbl.

OaHOBpPEMEHHOE JICUCHHE IPYTHMH JICKAPCTBCHHBIMHU IpeapaTaMu

Puck pa3BuTHs MHONATHM W/WIKM PaOAOMHOIM3a MOKET OBITh MOBBIIMIEH NPU OJHOBPEMEHHOM
npumenennn HHrouTopoB I’ MI'-KoA-penykrassl (Hampumep, aTOpBacTaTHHA) U AANTOMHITMHA (CM.
paznen 4.5). CinengyeT paccCMOTPETh BO3MOYKHOCTh BPEMEHHON NPUOCTAHOBKM IIpHEMa Ipernapara
ATOpBacTaTHH y MAlMEHTOB, IPHHUMAIOIINX JANTOMUIINH, 33 HCKITIOYCHHUEM CITydaeB, KOT/Ia MOJb3a
OJTHOBPEMEHHOT'0 TPUMEHEHUSI MPEBBILACT PUCKU. Eciau oJHOBpeMEHHOE MPHUMEHEHHE HEeIb3s
OTMEHHTb, YPOBEHb KPEATHHKHHA3HI CIEIyeT U3MEPATh 2—3 pa3a B HEJENI0, a MalUeHTOB CJIEeIyeT
TIIATEIbHO HA0MI0aTh HA HAJTMYHUE JHOOBIX TPU3HAKOB MJIM CUMIITOMOB MUOIIATHH.

BcnomMorarenpHBIE BEIISCTBA

[TanmeHTam ¢ peIKO BCTPEYAIOLICICS HACIEACTBEHHOW HEIIEPEHOCUMOCTBIO IajlaKTO3bl, JIAKTA3HOU
HEI0CTaTOYHOCThIO WM TJIIOKO30-TaTaKTO3HOW ManbaOcopOuuell He ciieayeT NpUHUMATh 3TOT
rpenapar B CBSI3U C HAJIMYUEM B COCTaBE JIAKTO3bI.

[Ipenapar comepxut menee 1 Mmoib (23 MTr) HATpHS B J103€, TO €CTh MPAKTUUECKH «HE COJICPIKHUT
HaTpUs».

4.5. BzaumoneiictBue ¢ JpPYrdMHM JIeKAPCTBEHHBIMM IMpernaparamMm W JApyrue BHIbI
B3aMMOJeHCTBHS

Bo Bpems nedenmst mnruomropamu ['MI-KoA-peaykraszpl mpu OJHOBPEMEHHOM IMPUMEHEHUH
[UKIIOCTIOpHHA, (PUOPATOB, HIKOTHHOBOW KUCIIOTHI B JIMIHICHUKAIOMIKX J03ax (Oosee 1 r/cyT) mnm
narunouTopoB  m3opepmenta CYP3A4/rpancnoptHoro Oenka (Hampumep, JPUTPOMUIIMHA,
KIAPUTPOMHIIMHA, TPOTHUBOTPUOKOBBIX CPEACTB — TPOM3BOAHBIX a30j1a) IMOBBIIIACTCS PHUCK
Muonartuu (cMm. pazaen 4.2, 4.4).

COHVTCTBVIOH_IGG JICYCHHUEC JPYIUMU JICKAPCTBCHHBIMHU IIPCriapaTaMu

Hneubumopuol usopepmenma CYP3A4

ITockonbky aTopBactaTHH MeTabonusupyercs nzopepmenTom CYP3A4, coBMecTHOE MPUMEHEHHE
aTopBactatnHa ¢ uHruouTopamu uzodepmenta CYP3A4 MoxkeT TPUBOAWTH K YBEIUUYEHHUIO
KOHIIGHTpAaLlMU aTopBacTaTMHa B Iula3Me KpoBH. CTemeHb B3auMOIEHCTBHS M ddexTa
MTOTEHITMPOBAHUS OMPEIEIAIOTCS BapuaOeIbHOCThIO Bo3aecTBus Ha n3odepmeHT CYP3A4.

Bbu10 ycraHoBNIEHO, YTO MOIIHbIE HHTHOUTOPHI n30depMenTa CYP3 A4 npuBoIAT K 3HAYUTEITLHOMY
MOBBIIIEHUIO KOHIEHTPAllMK aTOpBacTaTHHA B Iu1a3Me KpoBU. CienyeT o BO3MOXKHOCTH M30€erathb
OJHOBPEMEHHOT'0 TPUMEHEHUS MOILIHBIX MHrHOuTOpoB wu3opepmenta CYP3A4 (mampumep,
LUKJIOCIOPHUH, TEJIUTPOMMIIMH, KIApPUTPOMULIMH, JEINaBUPAWUH, CTUPHUIIEHTOJ], KETOKOHA301,
BOPUKOHA30J1, UTPAKOHA30JI, MM03aKOHA30JI U MHTHOUTOpHI mpoTea3sl BUY, Bkimrouas puTOHABUD,
JIONIMHABMp, aTa3aHaBUp, WHAMHABUD, JapyHaBUp M Ap.). Ecin ogHOBpEMEHHBINH NpHEM 3TUX
IpernapaToB HEOOXOIUM, CIEIyeT PacCMOTPETh BO3MOXKHOCTh Hayajla Tepalmud ¢ MUHUMAaJbHOU
7103b1, @ TAKXKE CJIEAYET OLICHUTh BO3MOKHOCTb CHMKEHHSI MAKCUMAJIBHOM J03bI aTOPBACTaTHHA.

Ymepennsle uHruoutopsl wuzopepmenta CYP3A4 (mampumep, SpPUTPOMHUIMH, JUITHA3EM,
BepanaMmil M (DIyKOHa30J) MOTYT NPHUBOJUTH K YBEIMUYEHHIO KOHIIEHTPALlMM aTOpBAaCTATHHA B
wia3me kpoBu. Ha ¢one omHoBpemeHHOoro mnpumeHeHus uHrHOUTOpoB ['MI-KoA-pemykTassi
(cTaTMHOB) M PUTPOMUIIMHA OTMEYAJIN MOBBILIEHHBIM PUCK pa3BUTUS Muonatuu. Mccienoanus
B3aMMOJICHCTBHSI aMHOapOHa UM BeparaMuiia 1 aTOpBacTaTHHA HE POBOJMINCH. VI3BeCTHO, YTO U
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NPUMCHCHUC 3THUX MPCHapaTOB C ATOPBACTATUHOM MOKCT IMPUBCCTU K IMOBBINICHUIO 3KCIIO3ULUU
aTopBacTaThHa. B CBA3M C 3TUM PEKOMEH]yeTCs CHU3UTh MaKCUMAaJbHYIO JI03y aTopBacTaTWHA U
IMpOBOAUTDH COOTBGTCTByIOH_II/Iﬁ MOHHUTOPHUHT  COCTOSIHUSA  MAlMCHTA IIPpU OAHOBPEMCHHOM
MPUMEHEHUH ¢ yMepeHHbIMH wuHTHOUTOpamu wu3zopepmenra CYP3A4. Kontponas crnemyer
OCYHICCTBJIATD MMOCJIC Havdalia TCpal U Ha (bOHe U3MCHCHUS O03bI I/IHFI/I6I/ITOpa.

T'emehubposun/chudbpamei

Ha ¢one npumenenus ¢uOpaToB B MOHOTEpAlHMM MEPUOAWYECKH OTMEYAU HEKeNaTelIbHbIe
peaknuy, B TOM 4HCiIe PabJOMHONN3, KACAIOUIMECs CKEIEeTHO-MBIIIEYHONH CHCTEMBI. PHCK Takmx
peakImii BO3pacTaeT Mpu OJHOBPEMEHHOM ITpUMEHEHNH (uOpaTOB U aTopBacTaTHHa. B cirydae eciu
OJTHOBPEMEHHOT'O IPUMEHEHUS 3TUX IPENapaToB HEBO3MOXKHO M30eXaTh, TO CIEAYET NMPUMEHSITH
MUHUMAJIBHYIO 3(QQEKTHBHYIO 103y aTOPBACTaTHHA, a TaKKe CIEAYyeT MPOBOIMTH PETYJISPHBIN
KOHTPOJIb COCTOSIHUS TTAIlIEHTOB.

Dzemumud

IIpumeHeHue »33eTumuOa CBA3aHO C Pa3BUTHUEM HEKENATENbHBIX pPEAKUMH, B TOM YHUCIE
pab0MHuOIIN3a, CO CTOPOHBI CKEJIETHO-MBIIIEYHON CUCTEMBI. PUCK TaKMX peakiuil MOBBIIIAETCS MPH
OJTHOBPEMEHHOM NPUMEHEHHUH 33€TUMHOA U aTopBacTaTUHA. J[Jsl TAKMX MALlMEHTOB PEKOMEHAyeTCs
TIIATEIbHOE HAOIIOACHHE.

Opumpomuyun/kKiapumpomuyum

[Tpu ogHOBpEMEHHOM NIPUMEHEHHH aTOpBacTaThHa U spurpomurirHa (o 500 mr 4 pasa B CyTKH) WK
kiaputpomunuHa (mo 500 Mr 2 pasa B cyTku), mHTHONTOpOB M30hepmenta CYP3 A4, nabmonanoch
MOBBILIEHUE KOHLIEHTPALlMK aTopBacTaTUHA B IJIa3Me KPOBH (CM. paznen 4.4).

Hneubumopol npomeas

O,Z[HOBpGMGHHO@ MPUMCHCHUC aTOpPBACTATHHA C I/IHI‘I/IGI/ITOpaMI/I nmporea3, H3BCCTHBIMU KaK
uaruouTopel  uzopepmenta CYP3A4, compoBokmaercs — yBEIWYEHHEM  KOHIICHTPAIUH
aTOpBACTATHHA B IJIa3M€ KPOBHU.

Junmuazem

CoBMecTHOE MpUMEHEHHE aTopBacTaTuHa B 103¢ 40 Mr ¢ gmiitrazeMoM B 103e 240 Mr, IPUBOJUT K
YBEJIMUEHUIO KOHIIEHTPAIlMU aTOPBAaCTaTHHA B IIa3Me KPOBHU.

Lumemuoun
KnuHuyeckun 3Ha4MMOro B3auMOACUCTBUS aTOpBAacTaTUHA C IUMETUAMHOM HE OOHAPYKEHO.
HUmpakonaszon

OnHOBpeMEHHOE TTPUMEHEHUE aTopBacTaTuHa B A03ax oT 20 Mr g0 40 Mr u uTpakoHa3oja B J103€
200 Mr NpUBOJMIIO K YBEJIMYCHUIO 3HAYECHUS TUIOMIAAN MOJT KpUBOH «KoHIEeHTparus-spems» (AUC)
aTopBacTaTHHA.

I'peiingppymosuliii cox

[TockonbKy rpernpyTOBbIi COK COACPKUT OJWH WM O0Jiee KOMIIOHEHTOB, KOTOPbIE HHTHOUPYIOT
mzopepmenr CYP3A4, ero upesmepHoe morpebneHue (bomee 1,2 1 B JIeHb) MOXKET BBI3BATH
YBEIIMYCHNE KOHIIEHTPAIMH aTOPBACTaTHHA B TUIa3Me KPOBH.

Huneubumoper mpancnopmuozo benka
AToOpBacTaTHH MPEICTABIIIECT COO0M CyOCTpaT TpaHCHIOPTEPOB (EPMEHTOB TICUCHH.

CoBMecTHOE MpUMEHEHHE aTopBacTaTHHa B 03¢ 10 Mr m IuKiIocmopuHa B A03€ 5,2 MI/KI/CYT
MPUBOAWIO K TIOBBIICHWIO YPOBHS BO3ACHCTBUs aropBacTaTuHa (cooTHomenue AUC: 8,7)
[{UKI0CHOPHH SABJISIETCS UHIMOUTOPOM TPAHCIOPTHOT'O MOJIMIENTHA OPraHUYeCKUX aHHOHOB 1B1
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(OATP1B1), OATPIB3, mpoTeWHa, ACCONWMPOBAHHOTO O MEORCETEUHEGCH ik apCTECHAOH

ycroitunBocthio 1 (MJIV1) u Genka pe3sUCTEHTHOCTH paka MOJIOUHOM xemne3bl, a Takke CYP3A4,
CJIeZIOBATENbHO, OH MOBBILIAET YPOBEHb BO3/IeiicTBUA aTopBacTaTuHa. CyTO4YHas 103a aTOpBacTaTHHA
He JoJKkHa npeBbimath 10 mr (cm. pazzaen 4.2).

['mexanpeBup u nubpentacBup sistores uaruounropamu OATPIB1, OATP1B3, MJIY1 u Genka
PE3UCTCHTHOCTU paKa MOJIOYHOH JKCJIC3bI, CJICAOBATCIIbHO, OHU MOBLINIAKOT YPOBCHb BOBHGﬁCTBHH
atopBactarnHa. CyTo4yHas 7103a aTOpBAaCTaTUHA HE JIOJDKHA MpeBbImath 10 mr (cM. pazaen 4.2).

CoBMecTHOE NpPUMEHEHHE aTopBacTaTuHa B fo03e 20 Mr u jgerepMoBupa B no3e 480 Mr B CyTKH
MPUBOJMIO K TIOBBIIIEHUIO YPOBHS BO3JCUCTBUS aTopBactatuHa (cooTHomenue AUC: 3,29).
JlerepmoBup siBnsiercss uHrHOMTOpOoM TpancnoptepoB P-gp, BCRP, MRP2, OAT2 u ne4eHouHOTr0
tpancrioprepa OATP1B1/1B3, Ttakum oOpa3oM, OH YCHJIMBAeT YypPOBEHb BO3JACHCTBUS
aropBactatuHa. CyTouHas 103a aTopBacTaTHHA HE IOJDKHA npeBbimaTh 20 Mr (cM. pasnen 4.2).

Bemnunna omocpenoBaHHBIX JiekapcTBeHHBIX B3aumoaeictBuii CYP3A u OATPI1B1/1B3 na
COBMCCTHOC HpI/IMeHeHI/Ie npenapaTOB MOXET OTJINYaATHhCA HpI/I O,Z[HOBpeMeHHOM HAa3HAYCHUU
JIETEPMOBUpPA C UHUKJIOCTIOpHHOM. He pexkoMeHmyeTcss TpUMEHSATh aTOPBACTATHH MAaIlUeHTaM,
MOJTYYaIOLUM TE€PaUIO JETEPMOBHUPOM COBMECTHO C IIUKIOCTIOPUHOM.

OnbacBup W TpaszomnpeBup sBisaroTcs uHruOmTopamu OATP1B1, OATP1IB3, MJIY1 u OGenka
PE3UCTCHTHOCTU paKa MOJIOYHOU JKCJIC3bI, CJICAOBATCIIbHO, OHU MOBLIMIAKOT YPOBCHb BO3,Z[€I>'ICTBH5I
aTtopBactatuHa. CienyeT MPUMEHATh C OCTOPOKHOCTHIO U B CAMOM HU3KOW HEOOXOIUMOH 103€ (CM.
paznen 4.2).

Hnoyxkmopwt uzoghepmenma CYP3A4

CoBMecTHOE TNpHMEHEHHE aropBacTaThHa ¢ HMHIyKTOpamu uzopepmenta CYP3A4 (manpumep,
a(haBUpeH30M, pUGaMIUIIMHOM UJTU TIpenapaTaMu 3Bepo00st POLIPSBICHHOT0) MOXKET TPUBOIHUTH
K CHI)KGHHUIO KOHIIGHTpAIlMM aTopBacTaTMHA B IJJa3Me KpoBH. BcnencTBue BOMCTBEHHOTO
MexXaHu3Ma B3auMojehcTBUS ¢ pudamnumuaoM (uHAYKTOpoM wm30odepmenta CYP3A4 wu
UHTUOUTOpOM TpaHcnoptHoro Oenka remarortoB OATP1BI1), pekoMmenayeTcs OJHOBpEMEHHOE
MPUMEHEHHE aTOpBacTaTHMHA M pU(aMIIMIKHA, MMOCKOJBKY OTCPOUYEHHBIM MpHEM aTopBacTaTHHA
nocjae mnpuema pudamIuiyuHa TMPUBOJUT K CYHIECTBEHHOMY CHIDKCHHMIO KOHIEHTpAIMU
aTopBacTaTHHA B M1a3Me KpoBU. OHAKO BIMsAHUE pUdaMITUIIMHA HA KOHIIEHTPAIUIO aTOpBacTaTUHA
B reNaToIMTax HEM3BECTHO U B ClTy4yae, €CIM OJJHOBPEMEHHOT0 MPUMEHEHHS HEBO3MOXKHO U30€KaTh,
CJIeyeT TIIATEeIbHO KOHTPOIUPOBATh 3PPEKTUBHOCTH TAKONH KOMOMHALIMY BO BpEMs TEPAIUU.

Anmayuovl

OnHOBpPEeMEHHBIM TIPUEM BHYTPh CYCIICH3WH, COJEp)KAIIed MarHus THUIPOKCUI WU ATFOMUHUS
THUPOKCHUJI, CHWXXaJl KOHLEHTpALMI0 aropBacTaTuHa B IutasmMe KpoBH (u3meHeHue AUC: 0,60),
OJIHAaKO cTeneHb cHkeHus: KoHnenTpauuu X C-JIITHII npu 3ToM He u3MeHsIach.

Denaszon

ATopBacTaTHH HE BIMsIET Ha (papMaKOKHHETUKY (eHa30Ha, OATOMY B3aUMOJAECHUCTBUE C JPYTHMMHU
npernaparamu, MeTabOIH3UPYIOIIUMUCS TEMH K€ H30(hepMEeHTaMH LIUTOXPOMA, HE 03KUIACTCSL.

Konecmunon

HpI/I OOTHOBPEMCHHOM IMPUMCHCHHUHN KOJICCTUIIOJIA KOHLCHTPALUA aTOpBaCTaTWHA B IJIa3MC KPOBHU
camxkanach (m3menenne AUC: 0,74); omHako runonmmuaeMudeckuii >¢ddexT kKoMmOWHaMH
aTOpPBACTaTHHA U KOJIECTUIIOJA TIPEBOCXOIII TAKOBOM KaXKIOTO MpenapaTa B OTACIbHOCTH.

Jueoxcun

IIpu moBTOpHOM NpHEMe AUTOKCHMHA M aropBacTaTuHa B 703€ 10 Mr paBHOBECHBIE KOHLIEHTpALUH
JUTOKCHHA B IJIa3Me€ KPOBH HE MEHAIUCh. OHAKO NMpH MPUMEHEHUH AUIOKCHHA B KOMOMHALUMU C
aTopBacTaTMHOM B J103¢ 80 MI/CyT KOHIIEHTpAalUs JUTOKCHHA yBenuuuBanach (u3menenue AUC:
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

COOTBETCTBYIOIIETO HAOIIOICHUSI.
Azumpomuyun

IIpu olHOBpEMEHHOM NIPUMEHEHMH aTOpBacTaThHa B o3e 10 mMr 1 pa3 B cyTKu M a3UTpOMULIMHA B
no3e 500 mr 1 pa3 B CyTKH KOHIEHTPALMS aTOPBACTaTHHA B IJIa3M€ KPOBH HE U3MEHSIIACH.

Ilepopanvrvie konmpayenmugsi

[Tpu oTHOBpEMEHHOM NMPUMEHEHUH aTOPBACTATHHA U MEPOPATBHBIX KOHTPAIICTITUBOB, COJCPIKAIITIX
HOPI3TUCTCPOH U ISTHHUISCTPAAUOI, Ha6JIIOI[aJIOCB MOBBINICHUC KOHHOCHTPALIMHW HOPITUCTCPOHA
(m3menenne AUC: 1,28) u stunumdctpanuona (u3amenenne AUC: 1,19). Orot addext cnemyer
YUUTBIBaTh TPU BHIOOpE MEPOPATbHOIO KOHTpALENTHBA Ui SKCHIIWHBL, MPUHUMAIOLICH
aTOpBACTaTHH.

Tepghenaoun

[lpn omHOBpEeMEHHOM NPUMEHEHHMM aTopBacTaTMHA M TepdeHaguHa KIMHUYECKH 3HAYMMBIX
M3MEHEHHUH (hapMaKOKMHETHKU Tep(eHauHa HE BBISBIICHO.

Bapgapun

B KkIMHUYECKOM HCCIEOBaHMM Y MAIMEHTOB, PETYISPHO MOJYYalOIIUX Teparnuio BaphapuHOM,
OJTHOBPEMEHHOE NPHUMEHEHHE aropBacTaThHa B 03¢ 80 MI' B CYTKM HPUBOAWIO K HEOOJIBIIOMY
YBEJIIMYECHUIO MPOTPOMOMHOBOTO BpPEMEHHU NPUOTU3UTENBHO Ha 1,7 CeKyHABI B TEUEHHE IEPBBIX
4 nuewt tepanuu. [TokazaTens Bo3Bpalaica K HOpMe B TeueHue 15 qHei Tepanuu aTopBaCTaTUHOM.
HecmoTpss Ha TO, YTO TONBKO B PEIKHUX CIy4asx OTMEYald 3HAYUTEIbHOE B3aMMOCHCTBUE,
3aTparuBarollee aHTUKOATYJISTHTHYIO (YHKIIUIO, CIIEAYET ONMpPEaeINTh MPOTPOMOMHOBOE BpEMS 10
Hayajga TepalmuM aTOpBAaCTAaTUHOM Yy TMAIMEHTOB, MOJYYalOIIUX TEPaluilo0 KyMapUHOBBIMU
AHTHUKOATYJISTHTAMH, W IOCTATOYHO YacTO B MEPUOJ TEPAINUH, YTOOBI TPEAOTBPATUTh 3HAYUTEIILHOE
M3MEHEHHE NPOTPOMOMHOBOrO BpeMeHU. Kak TOnbko oOTMedaroTcsi CTaOuibHble IHQPHI
MPOTPOMOMHOBOTO BPEMEHH, €r0 KOHTPOJIb MOXKHO TPOBOJUTH TaKKe KaK PEKOMEHIYIOT JUIs
MAIMEeHTOB, MOJyYaloIUX KyMapHHOBBIE aHTHKOATYJAHTHL. [Ipn n3MeHeHHH 103bl aTOpBacTaTHHA
WIHA TIPEKPAIICHUH Teparuu KOHTPOJIb MPOTPOMOMHOBOTO BPEMEHH CIIEAYET MPOBECTH IO TEM Ke
MPUHIUIAM, YTO OBUIM ONMMCAHBI BhIlIe. Tepamnust aTopBacTaTUHOM HE ObLIA CBSi3aHA C Pa3BUTHEM
KPOBOTCUCHHSI WJIH U3MEHEHHUSIMU TIPOTPOMOMHOBOTO BPEMEHH Y TIAIIMEHTOB, KOTOPHIC HE MOTyYan
JieuyeHHe aHTHKOATYJISTHTaMH.

Konxuyun

HGCMOTp}I Ha TO, YTO UCCJIICAOBaAHUA BBaHMOﬂeﬁCTBHH KOJIXUIIMHA U aTOpBACTAaTUHA HEC IPOBOAUIINCD,
coo6manocs 0 ClIydasaX MUOIIaTUHX IIPpHU OJHOBPEMEHHOM ITPUMCEHCHHWH aTOPBAaCTaTHHA U KOJIXUIIMHA.
CHGI[yGT C OCTOPOIKHOCTBIO Ha3HAYATh ATOPBACTATUH BMCCTC C KOJIXUIIUHOM.

Amnoounun

B uccnenoBaHMM JIEKapCTBEHHOI'O B3aUMOJEHCTBUS y 3J0POBBIX HCIBITYEMBIX, COBMECTHOE
NpUMEHEHHUE aropBactatuHa B a03¢ 80 mr m ammogunuHa 10 Mr mpuBelo K KIMHUYECKH
HE3HAYMMOMY YBEJIMYCHUIO KOHIIEHTpaluu aropBactatuna (u3menenne AUC: 1,18).

@Dy3udosas Kucroma

Bo Bpemsi MOCTMapKETHHTOBBIX HCCIEAOBAHUN OTMEUAIM CIIy4aW pa3BUTHS pabIOMHOIU3A Y
MalMEeHTOB, MPUHUMAIOIINX OJHOBPEMEHHO CTAaTHHBI, BKJIOYas aToOpBacTaTHH W (PYy3UIOBYIO
KUCIOTY. MexaHn3M JaHHOTO B3aUMOJEHCTBUS HEU3BECTECH. Y MAIMEHTOB, MJISI KOTOPBIX
WCIIOIb30BaHUE (PY3UO0BOM KHUCIOTHI CUMTAIOT HEOOXOIUMBIM, JICUCHHE CTATHHAMH JOJIKHO OBITh
MPEKPAIEHO B TEYCHHE BCErO IMepHoja MpuMeHeHUs (y3u70BON KUCIOTHL Tepamus CTaTHHAMH
MOXXET OBITh BO30OHOBJIEHA uepe3 7 AHEH Mocie IMocieaHero npueMa ¢Gy3uI0BOM KUCIOTHL. B
UCKITIOYUTENIBHBIX CIIy4asX, e HeoOXoIuMa MpOJOJDKUTENbHAS CUCTEMHAs Tepamnus (Qy3uI0oBOi
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KHUCIIOTOM, HAIpUMeD, IS JISUSHUS TSKENbIX MH(EKIHM, Heo6)'(gl/:lrlzlﬁv'rc_)l<,E1“;:L Cﬁﬁgmh%np MG‘H‘GH 51

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

aTopBacTaTHHA U (y3UA0BOI KUCIOTHI JOKHA OBITH pACCMOTPEHA B KAYKJOM KOHKPETHOM CITydae u
1oj, CTpOruM HaboeHreM Bpava. [lanMeHT JoMKeH HeMEIJIEHHO OOpaTHThCS 3a MEIUIIMHCKOMN
MTOMOIIIBIO TIPH MOSBJICHUHA CUMIITOMOB MBIIIIEYHOMN CIIA00CTH, IyBCTBUTEIIBHOCTH HITA OOJIH.

Jlanmomuyun

Coo0b1manocs 0 ciydasx pa3BUTHS MHONATUU W/MIM PabAOMHOIM3a IPU COBMECTHOM NPUMEHEHUU
naruouTopoB ['MI'-KoA-penykrassl (Hampumep, aTopBacTaTMHAa) C JanToMuiiuHoM. Eciam
COBMECTHOE IPHMEHEHHE HENb3si OTMEHUTh, PEKOMEHIYETCS COOTBETCTBYIONIMHA KIMHUYECKUN
MOHUTOPHHT (CM. pazjaen 4.4).

Lpyeas conymcmeyiowas mepanus

B KJIMHHYECKMX HCCICIOBAaHUAX AaTOPBACTATUH IIPUMEHSJIM B COYETAHHH C THIIOTCH3UBHBIMU
CPEICTBAMH U JCTPOr€HaMU B paMKaX 3aMECTUTEIbHOM TOPMOHAIBHOM Tepanuu. lIpu3Hakos
KIIMHUYECKH 3HAa4YMMOIO HEXEJAaTeIbHOIO B3aUMOJEHCTBUS HE OTMEUYEHO; MCCIEIOBAHUSA
B3aUMOJICHCTBHS CO CEIM(PUUECKUMHU MTperapaTaMy He POBOMIIUCE.

Kpome TOro, orMedansoch NOBBIIIEHHE KOHIEHTPAIIMA aTOpPBACTaTHHA IPH OJHOBPEMEHHOM
NPUMEHEHUH C WHruouropamu mporeassl BUY (komMOWHANMu JIOMWHABHpPA W PHUTOHABUPA,
CaKkBUHAaBHpa W PHUTOHABHpA, JapyHAaBUpa M PUTOHABUpA, (ocamrpeHaBup, (ocamrpeHaBHp C
pUTOHaBUpOM U  HenduHaBup), HUHruOUTOopammu rmpoteassl rematuta C  (OouemnpeBup,
716acBUP/TPa3ONPEBUP, CUMETIPEBHP), KIAPUTPOMHUIIMHOM M UTpakoHazojoM. CrenyeT coOoaarh
OCTOPOXKHOCTh IIPU OJHOBPEMEHHOM NPUMEHEHHMH 3THX IPEraparoB, a TAKKe MPUMEHSATh CaMylo
HU3KYI0 () PEKTUBHYIO 103y aTOpBACcTaTHHA.

Bimsguue npyrux nmpenapaTroB Ha d)aDMaKOKI/IHeTI/IKV aTopBacTaTuHa

ATOpBacTaTHH
IIpenapar, 103upoBKa Ho3a (mr) N3menenue HN3menenne
AUC#* Cmax®
Huxnocriopud 5,2 Mr/Kr/cyT, 10 Mr ouH pa3 B cyTkH, | T B 8,7 paza 18 10,7 paza
MOCTOSIHHAS 1032 B TeueHue 28 nHeu
TunpanaBup 500 mr 2 pasza B | 10 mr, ogHOKpaTHO 1 B 9,4 pa3a 1 B 8,6 pa3a

cytku/puronasup 200 mr 2 paza
B CYTKH, B T€UCHHE 7 THEU

I'nexanpeBup 400 mr 1pa3 B | 10 mr onuH pa3 B cyTky, | T B 8,3 pa3a 1 822,00 pa3za
cytku/ mmbpentacBup 120 wmr | B TeyeHue 7 qHEH
1 pa3 B CyTKH, B TeueHHE 7 AHEH

TenanpeBup 750 wMr kaxzasie | 20 Mr, OHHOKpPATHO 1B 7,9 pa3a 1 B 10,6 paza
8 yacos, B Teuenue 10 queit
Onb6aceup B 103¢ 50 mr 1 pa3 B | 10 Mr, O7HOKpATHO 1B 1,95 paza 1 B 4,3 paza

cytku/ rpasonpeBup 200 mr 1
pa3 B CyTKH, B TeueHue 13 gHeu

bouenpesup 800 mr 3 pasa B | 40 M, OTHOKpPaTHO 1 B2,3 paza 1 B2,7 paza
CYTKH, B T€UEHUE 7 JHEU

CumenpeBup B no3ze 150 mr | 40 mMr, oqHOKpPATHO 1B 2,12 paza 1B 1,7 paza
lpa3 B CyTKH, B TEu€HHUE

10 nquen

JlonunaBup 400 mMr 2 pasza B | 20 mMr oauH pa3 B CyTkH, | T B 5,9 paza 1 B 4,7 paza

cytku/putoHaBup 100 mr 2 pasa | B TeueHue 4 qHei
B CYTKH, B TeueHue 14 nueit
fCaxBunasup 400 mr 2 pasa B | 40 Mr ouH pa3 B cyTKH, | 1 B 3,9 pasa 1 B 4,3 paza
cytku/puronasup 400 mr 2 paza | B TeueHue 4 qHen
B CYTKH, B TeueHHEe 15 nHei
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Kiapurpomuums 500 mr 2 pasa | 80 mr omuH pas Blcyrku, |1 B 4.5 pasa - | 5.4 paza ~ -]
B CYTKH, B T€UeHHE 9 THEM B TeUeHHUE 8§ mHel

HapynaBup 300 mr 2 pasa B | 10 mr omuH pa3 B cyTky, | T B 3,4 pa3a 1B 2,2 paza
cytku/putoHaBup 100 mr 2 pasa | B TeueHue 4 qHei

B CYTKH, B TeUeHME 9 nHel

Urpakonazon 200 mr ogun pa3 B | 40 Mr, 0JHOKpPATHO 1 B 3,3 pa3a 1 B 1,20 paza
CYTKH, B TeueHue 4 e

JlerepmoBup 480 Mr onuH pa3 B | 20 Mr, OTHOKPATHO 1 B 3,29 paza 1 B2,17 paza
CYTKH, B TeueHue 10 nueit

®ocamnpenasup 700 wmr pgBa | 10 Mr oguH pas B cyTkH, | T B 2,5 paza 1 B 2,8 pa3a
paza B cyTku/ B TeueHue 4 nHen

putonaBup 100 mMr 2 pasza B

CYTKH, B TeueHue 14 nueit

®ocamnpenasup 1400 mr 2 pa3a | 10 mr oguH pa3 B cyTkH, | T B 2,3 pa3a 1 B 4,0 pa3a
B CYTKH, B TeueHue 14 nueit B TeueHue 4 gHen

Hendunasup 1250 mr 2 paza B | 10 mr oguH pa3 B cyTkH, | T B 1,74 pa3za 1B 2,2 paza
CYyTKH, B TeueHue 14 nueit B TeueHue 28 qHeu

I'peitndpyroBsiii  cox, 240 miu | 40 Mr, OAHOKPATHO 181,37 paza 181,16 paza
OJIMH pa3 B CYTKH*

Huntuazem 240 mr ogus pa3 B | 40 Mr, OJTHOKpPATHO 181,51 paza 1 B 1,00 paza
CYTKH, B TeUeHUE 28 nHEH

Oputpomunid 500 mr 4 paza B | 10 M, oTHOKpaTHO 181,33 pasza 1B 1,38 pasza
CYTKH, B T€UEHUE 7 THEU

Awmnogunun 10 Mr, oqHokpaTHO | 80 Mr, 0OJIHOKpaTHO 1B 1,18 paza 180,91 paza
Humernaua 300 mr 4 pasa B | 10 mr ogun pa3 B cyTkH, | | B 1,00 paza | B 0,89 paza
CYTKH, B T€YEHHUE 2 HEJIETb B T€UEHUE 2 HEJIETb

Konectummon 10 mr 2 paza B | 40 Mr oxuH pa3 B cyTkH, | He | B 0,74** paza
CYTKH, B TeUeHUE 24 Heelb B T€UECHUE 8 HENETh YCTaHOBJIEHO

Maanokc TC® 30 mn oaus pa3 B | 10 mr oguH pas B cyTky, | | B 0,66 paza 1 B 0,67 paza
CyTKH, B TeueHue 17 nHeit B TeueHue 15 nquen

D¢dasupens 600 mr ogun pa3 B | 10 mr, B Teuenue 3 nueit | | B 0,59 paza 1 B 1,01 paza
CyTKH, B TeueHue 14 nueit

Pudammuun 600 mr ogus pa3 B | 40 M, OTHOKpPATHO 181,12 paza 1B 2,9 paza
CyTKM, B Te€YeHUe 7 JHEH

(0IHOBpEMEHHOE TIpUMEHEHHE)*

Pudammununa 600 mr ogus pa3 B | 40 Mr, 0JTHOKpaTHO 1 B 0,20 paza 1 B 0,60 paza
CyTKM, B TEYEHHE 5 qHeu

(pas3aenbHBIA mpueM) ¥

I'em¢pubpo3mn 600 mr 2 paza B | 40 Mr, OAHOKPATHO 1B 1,35 pasza | 81,00 paza
CYTKH, B T€UEHUE 7 THEU

®enoduodpar 160 mr ogun pa3 B | 40 Mr, 0THOKPATHO 1 81,03 pasza 1 B 1,02 pasza
CYTKH, B T€UEHUE 7 THEU

CINEPTHOMY OTUETY

4[IpencTapieHo OTHONIEHHE THIIOB Tepamuu (COBMECTHOE NPHMMEHEHHE Mperapara BMeECTe C
aTOpBAaCTAaTHHOM B CPaBHEHUU C IPUMEHEHHEM TOJIEKO aTOPBACTaTHHA).

*IIpu 3HaYUTEIBHOM MOTpeOIeHNH rperndpyToBoro coka (= 750 mi — 1,2 1 B CyTKH) OTMEYAJIH
oonpmiee yBemmmuenne AUC (1o 2,5) w/unm MakcuMallbHOW KoHIEeHTpanuu BemecTBa (Cmax) (110
1,71).

**Ha ocHOBaHMM 00pasliia, B35TOTO OJTHOKPATHO uepe3 8—16 yacoB mocie mpuema mnpernapara.

¥Tak kak pupaMIuLIKEH 06/1a/1aeT JBOHHBIM MEXaHU3MOM B3aMMOJICHCTBYS, PEKOMEHTy€ETCSl BBOIUTE
aTopBacTaTMH W puU(aMIUIMH OJHOBpEMEHHO. bojee mo3mHMI TpueM aropBacTaTWHA TIOCIE
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pudamMnuIuHa CBsI3aH CO 3HAYUTENBHBIM CHIKEHUEM KOHL{'&IIIMEPP ﬁﬁbﬁgﬂsﬁﬁa 'r'rﬂTazlii/[

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

KpPOBH.

“Jlo3bl cakBHHABMpA/PUTOHABUpA, TNPUMEHSBLIMECS B JAHHOM MCCIEIOBAHUU OTIUYAIOTCS OT
JIO3UPOBOK, KOTOpBIE MCHOJB3YIOTCS B KIMHUYECKOW mpakTtuke. Creayer y4HThIBaTh, YTO
IOBBIIICHUE JKCIIO3UIIMU aTOPBACTATUHA IIPU KIMHUYECKOM IIPUMEHEHUH CKOPEE BCErO BBILIE, YEM
Ha0It01aeMoe B JAHHOM HCCIIEIOBaHUU. B CBSI3U € 3TUM clieAyeT MPUMEHSITh HarnbOoJiee HU3KYIO 03y
aTopBacTaTHHA.

Biusgaue aropBacTaThHa Ha d)aDMaKOKI/IHeTI/IKV APYIUuX nperuaparoB

IIpenapat, npuMeHsieMbIi OTHOBPEMEHHO C AaTOPBACTATHHOM,

ATOpBacTaTHH /031poBLa
IIpenapat/do3a (mr) HN3menenue HN3menenue
AUC¥* Cmax®
80 Mr oauH pa3 B CyTKH, B | AHTUIIUPHH, 600 mr, | 1 B 1,03 pasa 1 80,89 paza
TeyeHUe 15 nuen OJHOKPATHO
80 Mmr oauH pa3 B cyTkH, B | lurokcun, 0,25 mMr ogus pa3 | 1 B 1,15 pasa 1 B 1,20 pasza
TeyeHue 10 maen B CYTKH, B TeueHue 20 nHen
40 Mr onuH pa3 B cyTkH, B | IlepopanbHbie 1B 1,28 pasza 1B 1,23 pasza
TeyeHue 22 nHeu KOHTpAIIENTUBBI OJUH pa3 B

CYTKH, B T€YEHHE 2 MECALIEB
-HOPATUHAPOH | Mr
-3TUHUIICTPAANON 35 MKT
10 mMr, oqHOKpATHO Tunpanasup 500 mr 2 pazaB | T B 1,08 paza 1 B 0,96 paza
cytku /putoHaBup 200 mMr
2 paza B CyTKH, B TE€UYCHHUE

7 nHen
10 Mr oguH pa3 B cyTkH, B | @ocamnpenasup 1400 mr 2 | | B 0,73 pa3a 1 B 0,82 paza
TeueHue 4 nHei pa3a B CYyTKH, B TEUYEHHUE

14 nuen
10 Mr oguH pa3 B cyTkH, B | @ocammnpenasup 700 mr 2 | 1 B 0,99 paza 1 B 0,94 paza
TeueHue 4 nHe paza B CyTKH/PUTOHABUD

100 Mr 2 paza B CyTKH, B
teueHue 14 nuen

4[IpencraBneHo OTHOIIEHME THIOB TepanuH (COBMECTHOE MpPHMEHEHME MpernapaTa BMeECTe C
aTOpPBACTATUHOM B CPABHCHUU C TPUMCHCHUCM TOJILKO aTOpBaCTaTI/IHa).

€TH

I/ICCHG,Z[OBaHI/I}I B3aHMO,Z[€I>'ICTBI/I$I MMPOBOAUIIUCH TOJIBKO Y B3POCJIbIX IMAILIUCHTOB.
4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALUS

JKeHIMHEI ¢ ACTOPOJHBIM ITOTCHIHMATIOM

JXKeHImuHBI TeTOPOJHOTO BO3pacTa BO BpeMsl JICUCHUS JJOJDKHBI TIOJIB30BATHCS COOTBETCTBYIOIIMMU
MeToAaMH KOHTpatenuu (cm. pasnen 4.3).

bepemeHHOCTB
ATOpBacTaTUH NMPOTUBOINOKA3aH NMPH OepeMeHHOCTH (cM. pasnen 4.3).

be3onacHocTh mpuMeHeHus: BO BpeMsi 0epeMEeHHOCTH He Oblia moarBepkaeHa. Cpeny OepeMeHHbIX
JKCHINUH KOHTPOJUPYCMBIC KIMHHUYCCKUC HCCICAOBaHHA C aTOPBACTATHUHOM HC MNPOBOAUIIMCH.
OTMevaInCh peIKKe CIydar BPOXKICHHBIX aHOMAINI Tociie Bo3nencTBust nHruOuTopoB ' MI'-KoA-
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peayKTasbl (CTATUHOB) Ha TUIOJ BHYTpUyTpoOHO. B ccnenoﬁaﬂ'ﬁ'ﬁ)‘( ! E'S'I}E,g&t&fﬁfb]_rféklaﬁﬁlb

TOKCHYECKOE BIUSHUE HA PENPOAYKTUBHYIO (DYHKIIHIO.

[Ipu mpueme aTopBacTaTHa OCPEMEHHOW J>KCHITMHON BO3MOXHO CHIDKCHHE Y IUIOJA YPOBHEH
MeBaJOHATa, KOTOPBINA SIBISICTCS MPEAIIECTBEHHUKOM OHMOCHHTE3a XOJIECTEPHUHA. ATEPOCKIEpO3
SBIIETCS XPOHUYECKUM ITPOLIECCOM, U, KaK MPaBUIIO, OTMEHA TUIOJIUITUEMUYECKHUX JICKaPCTBEHHBIX
CpCACTB BO BpCMs 6€p€M€HHOCTI/I OKa3bIBACT JIUIIIb HE3HAYUTCIBHOC BJIWAHUEC HaA I[OJIFOCpO‘-IHBIfI
PHUCK, CBSI3aHHBIN C IEPBUYHON TUIIEPXOJIECTEPUHEMHUECH.

B cBs3u ¢ O9THUM, ATOpBaCTaTI/IH HC CJICAYCT HA3HAYATb 6epeMeHHBIM KCHIIIMHAaM, >KCHIIIMHAM,
TUTAHUPYIONIMM OepeMEeHHOCTh, WIIM TP TOJO3peHHH Ha OepeMeHHOCTh. HeoOXommmMo OTMEHHTH
npueM ATopBacTaTHHA Ha BpeMsi OEpEMEHHOCTH HJIM JI0 YCTAHOBJIEHUS! OTCYTCTBUSI OEpEMEHHOCTH
(cm. pazmen 4.3).

JlakTaus

HewusBecTHO, BBIIENAIOTCS JTU aTOPBACTATHUH W €r0 METa0O0JIUThI B IPYAHOE MOJIOKO y YesnoBeka. B
MCCIICIOBAHMAX HAa KPbICAX KOHIICHTPAIIUU aTOPBACTATHHA M €r0 aKTHUBHBIX META0OJIUTOB B TIJIa3Me
KpOBH AHAJIOTMYHBI TaKOBBIM B MoJsioke. [lo mpuunMHe pa3BUTHS pPUCKA CEPbE3HBIX MOOOYHBIX
3¢ (HeKTOB, KEHIIUHBI, MPUHUMAIOIINE ATOPBACTATUH, HE OJDKHBI KOPMHUTH CBOUX JIETEH TPYIbIO
(cm. pasmen 4.3). Ilpumenenue ATopBacTaTMHA TPOTHUBOIOKA3aHO B TEPHOJ TPYAHOTO
BCKapMIIMBaHUS (cM. pazjaen 4.3).

DepTUILHOCTD

B HCCICOOBAHUAX HA )KXUBOTHBIX aTOpBaCTaTI/IH HC OKa3hbiBaJl BJIIUSIHUIA HaA (bepTI/IHBHOCTB y caM1iOB
00 CaMOK.

4.7. BiusiHue Ha CHOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMHM CpeACTBAMHM H padorarh c
MeXaHM3MaMH

JIaHHBIX O BIMSHHUM Tpernapara ATOpPBACTaTUH Ha CIIOCOOHOCTH YIIPABIATh TPAHCIOPTHBIMU
CpPEACTBaMU M 3aHMMAThCsl IMOTEHLUUAIBHO ONACHBIMU BUIAMU JESTEIbHOCTH, TPEOYIOIMMHU
MOBBIIIEHHONW KOHLIEHTPAIlMM BHUMaHHUS W OBICTPOTHI ICHMXOMOTOPHBIX peakiuii, HeT. OnaHako,
YUUTBIBass BO3MOXKHOCTb Pa3BUTHS TOJIOBOKPYXKEHMs, CIEAyeT COOJI0JaTh OCTOPOKHOCTh IPH
BBIITOJIHCHUU TIEPEUUCIICHHBIX BUJIOB JCATEIBHOCTH.

4.8. HexkenaTeibHbIe peakmum

Pesrome mpoduiist 6e300acHOCTH

ATopBacTaTUH OOBIYHO XOPOHIIO MEPEHOCUTCS; MOOOYHBIE pPEaKIMH, KaK MpaBUiIO, JETKHE U
MPEXOJISIIHE.

TaOnuyHOE pe3roMe HEXKENaTeIbHbIX DEAKIINNA

B rtabnuiie mpencTaBieHbl HEXEIAaTeIbHBIE PEaKIMu Mo cucTeMHo-opranHbiM kiaccam (COK) u
gacTtoTe. BHYyTpH Ka)k[10¥1 4aCTOTHOM IpyNIbl HEXKeNaTeIbHble pEaKLUK pacrojaralorcs B MopsIKe
yOBIBaHUS BRIPAKCHHOCTH. YacToTa pa3BUTHs ONpeAeNsieTcs Kak: oueHb yacto (> 1/10), wacro (ot >
1/100 mo < 1/10), mHewacto (ot > 1/1000 o < 1/100), peaxo (ot > 1/10000 mo < 1/1000), oueHb peaxo
(< 1/10000) 1 yactoTa HeW3BeCTHA (HA OCHOBAHUHU MMEIOIIUXCS TAHHBIX OIICHUTH HEBO3MOXKHO):

CucremHo-opranubiii | OueHb yacTo Yacto Heuacro Penxo Ovuensb penxo |YacToTa HEM3BECTHA
KJ1acc (=1/10) |(or>1/100 go| (oT>1/1000 | (oT>1/10000| (<1/10000) (Ha OCHOBaHUH
<1/10) 10 <1/100) | mo <1/1000) UMEFOLLNXCS
JIAHHBIX OIIEHUTD
HEBO3MO)KHO)
Wubexmy n iHBa3uM HazohapyH-
TUT
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Hapyenus co cro-

TpOMﬁdﬁll/Il N IMEL DS TE]

HEHOCTE 0004)

[POHBI KpOBH 1 JiM(a- [ICHUS
THYICCKON CHCTEMBI
Hapyrenus co cto- aJuIepruye- aHaIITaKCHsT
[POHBI IMMYHHOM CH- CKHE pEaKIIH
CTEMBI
Hapyrienmst [CHTICPIITAKE-  |[TUIIOTIINKE- CaxapHbIii abeT:
MeTaboM3Ma 1 MIST ML, YBEITHIC- JacTOTa Pa3BUTHS
[ATAHWST HHE MacChl 3aBHCUT OT HAJIUYHS
Tea, aHOPEK- WJTH OTCYTCTBUS
cHst (hbakTOpOB pHCKa
(KOHIICHTpAIHS
[JTIFOKO3BI KPOBH
HATOIIAK
> 5,6 Mmow/11, UMT]
> 30 kr/m?,
[IOBBIIIICHHAS] KOH-
[ICHTpALS TPHT-
TIATIEpHIOB, apTe-
praTbHAsI THIIEp-
TCH3UsI B aHAMHE3E)
[cuxuaeckue «KOIIMap- menpeccst
HAPYIICHS HEIC
CHOBHICHI,
OECCOHHMIIA
Hapyrmenus co cto- rOJIOBHAS rOJIOBOKpYKe-{Ieprgepruyec- MOTepsT WM CHHA
[POHBI HEPBHOM CH- 60116 HIIE, TapecTe- [Kas KCHHE TIaMSITH,
CTEMBI 3Us1, TUTIECTE- [HEHpOaTyst MUACTEHUSI TPaBHIC
3us1, HapylIIie-
HIIC BKYCO-
BOT'O BOCTIPH-
SITHSI, AMHE3HISL
Hapyrmrenus co cto- BOSHUKHOBE- |HAPYILICHUS [71a3HAst MUACTCHHS
[POHBI OpraHa 3peHus HYE «TICTICHBI3PEHIS
repen
[1a3aMH
Hapyrmrenus co cto- [ITyM B yIIIax oTepsI CITyXa
[POHBI OpraHa ciyxa u
mabuprHTA
Hapyrmrenus co cto- 00316 B TOpIIE, CIMHUYHBIC CITyJan
[POHBI JBIXaTENBHOM HOCOBOE KpO- MHTEPCTUIHAIBHOTO
CHCTEMBI, OPTaHOB BOTEUCHIE 3a00J1eBaHIIS JIETKIX
IPYIHOM KIIETKH U Cpe- (OOBIYHO TIPH T~
mocTeHus TeITEHOM MPHMEHE-
HUH)
Kemymoano-kued- 3arop, MeTeo- [pBOTa, 6OJIb B
HEIC HAPYIIICHUS pH3M, IUC-  PKUBOTE, OT-
TIETICHS, TOII- [PBDKKA, TTaH-
HOTA, Uapesi |[KPeaTHT, [IUC-
KOM(OpT B
PKHBOTE
Hapymerus co  cro reaTuT XOJIecTa3 MOYeHHAsT
[POHBI TICUCHH U JKEITIeH HEI0CTaTOY-
BBIBOJISIIIMX ITyTEH HOCThb
Hapyrmrenus co cto- KpaImBHUIIA, |[AHTHOHEBPOTH-
[POHBI KOKH U TTOJIKOXK- KOXKHBIH 3yJI, [9SCKHIT OTEK,
HBIX TKAHEH KOYKHAs1 CBIITh, |OyIIIe3HAs
aJIoTIeIIvst CBIITb, TIOJTH-
MopQHas
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O TEO OB TENEBHCH T & L]
3chyﬂ£1H/IB"HaH“:"J' SORTEIERAWTD UUUE]
bpuremMa (B
TOM YIHICIIE
CHHIIPOM
CruBeHca-
JxoHCOHA),
TOKCUYECKUI
SIIIEPMAITBH
bIiT HEKPOJTH3
(cuHApOM
Jlaiternna),
BaCKYJIHT,
TTHXCHOMTHAS
TIeKapCTBCHHASI
CAKIIHS
Hapyrienws co cro- MUAITHS, apT- [OOJb B IIEe,  [MHUOMATHS, MMMYHOOIIOCpE-
[POHBI MBIIIIEYHOM, CKe- pairust, 00b [MBIIIEYHAST  [MHO3UT, TOBaHHAsT HEKPO-
JIETHOU U COEIMHH- B KOHEYHO-  |CJIa0OCTh pabIoMHoNH3, TH3HPYIOIIAs] MUO-
TeITEHOW TKAHH CTSIX, CY/IO- TCH/IMHOTIATHS maTust
[POTH MBIIIII, (B HEKOTOPBIX
IPHITYXJIOCT CITy4asix ¢
CYCTaBOB, pa3peIBOM
0071b B CIUHE, CYXOKILIUS)
MBIIIICTHO-
CKEJICTHBIC
0onu
Hapyrmrenus co cto- MMITOTCHITVS THHEKOMACTYS
[POHBI PENPOIYKTHB-
HOI CHCTEMBI U MO-
TIOYHBIX XKEIe3
OOmre HapyIIeHHs 1 HEZIOMOTaHue,
[peaKI B MECTE BBE- ACTCHUYECKUI
eHust CHHIIPOM,
00JIb B TPY/IH,
nepudepu-
YECKUE OTCKH,
MOBBIIIICHHAS
yTomiisie-
MOCTB, JTFXO-
aIKa
JTabopaTopHbIe U MH- OTKJIOHCHHUE  |[ICHKOLIUTY- MOBBIIICHAE KOH-
CTpyMEHTAIbHbIC OT HOPMBI pe- [prst LICHTPALAH TITUKO-
TaHHBIC 3yJIbTATOB 3UITMPOBAHHOTO
(IIEICHOY- reMOorIo0nHa
HBIX)» TECTOB (HbA1)
(ACTu
AJIT), oBbI-
[IICHUC AKTHB-
HOCTH CBIBO-
[POTOYHOM
KOK
eTu

[ToGouHble peaknuy, CBS3aHHBIC C NPUEMOM INpemapara ATOpBAacCTaTHH, IO KOJHYECTBY HE
OTIMYAIMCh OT peakuuid Ha ¢oHe mnpuema Iuianebo. Hambomee wyacTbIMM peakuusMHU, BHE
3aBUCHMOCTH OT YaCTOTHI KOHTPOJIS, SIBISIIMCH HH(EKITHH.

Jletn u noxapoctku B Bo3pacte oT 10 mo 17 ner, KOTOpble JIEUMINCHh AaTOPBACTATUHOM, HUMENH
npoduiab MOOOYHBIX 3(P(HEKTOB, KOTOPHIH COOTBETCTBOBAJA OOBIYHO TMAIMEHTY, IOJIy4YaBIIEMY
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mnane6o. Hawmbonee pacnpocTpaHeHHBIMU TTOOOYHBIMU 3%glgrgﬁgl:§'&%%ﬂbw;d6;ﬁﬂ&ﬁ §,

HE3aBHCHMO OT OLIEHKH PUIHHHO-CIICACTBEHHBIX CBSI3e B 00euX rpyImax, Oputu nHpekmun. B xone
3-7eTHero uccieA0BaHUs ISl OLIEHKU OOIEro CO3peBaHus U pa3BUTHS, CTaAUU 10 TaHHEpY, a TaKkxke
M3MEpEHUsl POCTa U Beca, He HAOMI0JANIOCh KIIMHUYECKH 3HAYMMOTO BIUSHUS Ha POCT U IMOJIOBOE
co3peBanue. [Ipoduip Oe30macHOCTH M MEPEHOCHUMOCTH y JEeTe M MOAPOCTKOB B OCHOBHOM
COOTBETCTBOBAJ U3BECTHOMY MPO(HITI0 6€30MaCHOCTH aTOPBACTATHHA Y B3POCIBIX MAI[EHTOB.

baza maHHBIX MO KIMHAYECKOW OE30MacHOCTH TaK)Ke BKIIOYACT B ceOs JaHHBIC, MOJYYEHHBIC OT
520 manMeHToB JETCKOrO BO3pacTa, MOJYYaBIIMX aropBacTaTuH. M3 Hux: 7 ManueHToB ObUIN
miaauie 6 jet, 121 nauueHT — B Bo3pacte oT 6 10 9 net, u 392 nanueHTa HAXOUIUCh B BO3PACTE OT
10 o 17 ner. Ha ocHOBaHUM MMEIOIIMXCS JAHHBIX YacTOTa, THI M CTEICHb TSHKECTH MOOOYHBIX
3¢ (}eKTOB y neTel CX0KU ¢ aHAJTOTUYHBIMH TTOKA3aTEISIMU Y B3POCIBIX.

HpI/I IMPUMCHCHUN OTACJIbHBIX CTAaTUHOB Ha6JHO,Z[a.HI/ICB CJICAYIOIUC HCIKCIATCIBbHBIC HO60‘IHBI€
3¢ exTh:

— HapylIeHHUE MOJIOBOM (pyHKINU;
— Jemnpeccus;

— B UCKJIIOUUTCIIbHBIX ClIyYadx, OC06€HHO npu HHHTGHBHOﬁ TCparu, UHTCPCTULIUMATIbHASA 60H€3HB
nerkux (cm. pasnen 4.4);

— caxapHbIi 1ra0eT: 4acTOTa 3aBUCUT OT HAJTMYHSI WJIH OTCYTCTBHSI (DaKTOPOB PUCKA (caxap B KPOBH
HaTomaK > 5,6 MMoub/1, UMT > 30 kr/m?, IOBBILICHHEIE ypoBHHU conepxanus TI', umeromascs
TUTIEPTOHUS ).

COO6H.I€HI/I€ 0 TOA03PECBACMBIX HCXKECIATCIbHBIX PCAKIINAX

BaxHo cooOmare 0 mogo3peBaeMbIX HEKENATEIBHBIX PEAKIUAX IMOCIE PErHCTPalluy Ipenapara ¢
1[eTbI0 00ECTICUCeHUs HEMPEPHIBHOTO MOHUTOPHHTA COOTHOIIEHUS «II0JIb3a-PUCK» JIEKAPCTBEHHOTO
npenapara. MeIUIMHCKUM paOOTHUKAM PEKOMEHIYETCS COOOIIaTh O JIFOOBIX TOJ03PEBAEMBIX
HEXKENATEIbHBIX PEeaKIHIX JEKaPCTBEHHOTO MpernapaTta 4yepe3 HalMOHATbHBIE CUCTEMBI COOOIICHUS
0 HEXKEJATENBHBIX PEaKIUIX TOCYIapCTB-WICHOB EBpa3uiickoro 3KOHOMHYECKOTO COI03a.

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa30py B chepe 3apaBoOOXpaHEHUS

Anpec: 109012, r. Mocksa, CiaBsiHCKasl Iiioniaip, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnexTpoHHas mouta: pharm@roszdravnadzor.gov.ru wimm npr@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEIIEKOMMYHHKAIIMOHHOM ceTn «IHTepHeT»: www.roszdravnadzor.gov.ru
4.9. Ilepeno3upoBka

Crneunpuyeckoro aHTU0Ta Ui J€UEHUs IEPETO3UPOBKH NpenapaToM ATOpBACTaTUH HET.

B cinywyae mepeno3MpoBKH ClIeyeT MPOBOJUTH CHUMIITOMATHYECKOE JICUEHHUE IO Mepe
HeoOxomumoctu. Cremyer TpoBeCTH (PYHKIMOHAIBHBIE TECThl IEYEHH W KOHTPOJIHPOBATH
aktuBHOCTh K®K. IlockonbKy mpemapaT akTUBHO CBS3bIBaeTCs € OelKkamMM IUIa3Mbl KPOBH,
reMoiuanu3 HedPheKTHBEH.

5. PAPMAKOJIOTHMYECKUE CBOHCTBA

5.1. ®apmakoguHAMHYECKHE CBOIICTBA
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dapMmakoTeparnieBTUYeCKass Tpynma: TUIOJUIUAEMUYECKOE ': @g}&ﬁ&%@f %ﬁﬁ%ﬂ%‘ﬂ: 'TR/TT‘-'K(')%'-

peayKTa3bl.
Kog ATX: C10AA05

MexaHn3M OelCTBUSA

ATOpBacTaTUH — CEJICKTHUBHBIM KOHKYpEeHTHBbIH HMHruoutop I'MI-KoA-pemykraspl, KIHO4E€BOTO
(dbepMeHTa, mpeBpallaIIero 3-THAPOKCH-3-MeTUITTIOTapui-KoA B MeBaOHAT — MPEAIIeCTBEHHUK
CTEpOHI0B, BKJIIOYas XoyiecTepuH. CHHTETHYECKOE TUIIOIMITHIEMUYECKOE CPENICTBO.

VY nauueHToB ¢ TOMO3UTOTHOM U FE€TEPO3UTOTHOM CEMENHOM TMIIEPX0JIECTEPUHEMUEH, HECEMEMHBIMU
dbopMaMu TUNEPXOJIECTEPUHEMUN M CMEIIaHHOM JUCIUIMUIEMHEH aTOpBaCTaTUH CHHXKAET
KoHleHTpauuto B tiazMe kpoBu XC, XC-JIITHII u ano-B, a Takke xojiecTepuHa JUIOMPOTEHHOB
oueHb HU3KOH T1oTHOCTH (XC-JITIOHIT) u TT', BhI3BIBaCT MOBBINIIEHNE KOHIIEHTPAIIUN XOJECTEPHHA
JUIIONPOTENHOB BbICOKOM TuioTHOCTH (XC-JITIBIT).

AtopBactatun cHmkaeT koHneHTpanuto XC u XC-JIITHII B muitazme kpoBu, nuarndupyst ' MI'-KoA-
peayKTa3y M CHHTE3 XOJIECTEpHHA B TMEUYEHU M YBEIUYMBAS YHCIIO «IIEYEHOYHBIX» PEIENTOPOB
nunonporernHoB HU3Kou motHocty (JIITHIT) Ha moBepXHOCTH KIIETOK, YTO MPUBOAMT K YCHIICHUIO
3axBata u katabomuzma XC-JIITHIT.

AtopBactatuH yMmenbimaer oOpazoBanue XC-JIITHII u wuywmcno wactunm JIITHII, BwI3bIBacT
BBIDAXKEHHOE M CTOMKoe moBbiueHue axktuBHoctu JIIIHII-penenTtopoB B coueraHuu C
OyaronpusTHBIMUA KauecTBeHHbIMH n3MeHeHussMu JITTHIT-gacTutr, a Takxe CHU>KaeT KOHIIEHTPAIUIO
XC-JIITHIT y nmanueHToB ¢ FOMO3UIOTHOM HACJEICTBEHHOM CEMEMHON TMIEepXOoJIeCTEpUHEMUEH,
YCTOMYMBOM K TEPANUK IPYTUMHU TUIOJIAIIHIEMHUYECKUMH CPEICTBAMH.

AropBacratuH B 103ax oT 10 mr 1o 80 mr cHmxkaet koHueHrpanuo XC Ha 30—46 %, XC-JIIHIT —
Ha 41-61 %, arno-B — Ha 34-50 % u TI' — Ha 14-33 %. Pe3ynbTaTsl TEpanuu CXOAHBI y HAIUEHTOB C
reTEPO3UTOTHON CEMEHHOI TUIIEPXOJIECTEPUHEMHUEH, HECEMEUHBIMU dbopmamu
TUIEPXO0JIECTEPUHEMUN U CMEIIAHHOW TMIICPIMIIAAEMUEN, B TOM YHCIIE Y MAUEHTOB C CaXapHbIM
nradeToM 2 THIIa.

VY manueHToB ¢ U30JUPOBAHHOW THIIEPTPUTIIUIIEPUICMHUEH aTOpPBACTATHH CHIKAET KOHIICHTPAIIUIO
obmero xonecrepuna, XC-JIITHIIT, XC-JIITIOHII, ano-B u TI" u noBsimaer koHieHTpanuo XC-
JINIBII. V¥V mnanueHToB C IUCOSTANMIONPOTEMHEMHUEH aTOPBACTAaTUH CHUIKAET KOHIIEHTPAIHIO
XOJIECTEpUHA JINIIONPOTEUHOB TPOMEXYTOUHOM m1oTHOCTH (X C-JIIIIIT).

VY narnuenToB ¢ runepaunonporenHemueit tuna Ila u IIb mo knaccudukanumn Opeapukcona cpegHee
3HaueHue nosbiieHuss KoHueHTpauuun XC-JIIIBII npu neyenun atopBactatnHoM (10-80 mr) mo
CPaBHEHUIO C UCXOJIHBIM MOKa3aTeIeM coCTaBgeT 5,1-8,7 % 1 He 3aBUCHUT OT J103bI.

HMeercss 3HauYuTENIBHOE  J10303aBUCUMOE CHHXKEHUE  BEJIIMUMHBI COOTHOLIECHWM:  oOmuid
xonectrepun/ XC-JIIBIT u XC-JIITHIT/ XC-JITIBII na 29-44 % u 37-55 %, COOTBETCTBEHHO.

AropBactaTuH B 103¢ 80 MI' TOCTOBEPHO CHMIKAET PUCK Pa3BUTHUS MIIEMHUYECKHX OCJIOKHEHHH U
CMEPTHOCTH Ha 16 % mocine 16-HenenpHOro Kypca, a puck HOBTOPHOM FOCIIMTAIM3ALUY 10 TIOBOLY
CTCHOKAPAMH, CONMPOBOXKIAIOUICICS TpU3HAKAMHU HIIEMUHM MHUOKapnaa, Ha 26 % (uccrnemoBaHue
YMEHBIICHNS BBIPAXKEHHOCTH HIIEMHHM MHUOKapJa Ha (OHE MHTEHCHUBHON THIOJIUIMHAEMUYECKOU
teparm (MIRACL)). ¥V manueHToB ¢ pa3nuyHbIMH UCXOAHBIMU KoHIeHTparusmu XC-JITTHIT
aTOPBACTaTHH BHI3BIBACT CHI)KEHUE PUCKA HIIEMHUYECKUX OCIOXKHEHUI U CMEPTHOCTH (y MallIeHTOB
¢ uHpapkToM MHOKapaa 0e3 3yOua Q m HecTaOMIBHON CTEHOKapauel y My>KUMH, KCHIIMH U Y
MaIMEHTOB B BO3pacTe MOJIOXKE U cTapiie 65 jer).

CHuxenue koHeHTpauu B mazMe kposu XC-JITTHIT myunie koppenupyer ¢ 103011 aTopBacTaTHHA,
YeM C €ro KOHIICHTPAIMEH B I1a3mMe KpoBH. [{03y moa0MparoT ¢ y4eToM TepaneBTHIecKoro dddexra
(cm. paznen 4.2).
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(CIEPTHOMY OTYETY

MakcuMyMa uepe3 4 He[lelld U COXPaHSeTCsl B TEUSHUE BCETO MEePHO/Ia TEPAITUH.
IIpoghunaxmuxa cepoeurno-cocyoucmuix 0CLOHCHEHULL

AropBactaTtuH B J103¢ 10 MI CHM)KaeT OTHOCUTENBHBIN PUCK PAa3BUTHS KOPOHAPHBIX OCIOXKHEHHM
(MBC c netanbHbIM HCX0I0M U HedaTanbHbIi nHpapKkT Muokapaa (MM) na 36 %, oOuiue cepreyHo-
COCYIUCTBIE OcTOXHEeHUs Ha 29 %, (aranbHbIi U HedaTanbHBI UHCYILT Ha 26 % (MccienoBaHue
aTOpBAaCcTaTHHA Yy MAIMEHTOB C apTepuaabHOi runepToHueit u ¢pakropamu pucka (ASCOT LLA)).

Caxapnouii ouabem

VY manueHToB € caxapHbIM HAa0ETOM Tepamusi aTOPBACTATMHOM CHUKA€T OTHOCHUTENBHBIM pPHCK
Pa3BUTHS OCHOBHBIX CEpACYHO-COCYIHMCTBIX OCJIOKHEHHH ((aranbHblii U HedaTtambHbll UM,
0e300J1eBasi MIIEMHsI MUOKap/Ia, JIETATbHBINA UCX0J B pe3ynbrare oboctpenust UbBC, HecrabunbHas
CTCHOKApAMS, IIyHTHPOBAHNE KOPOHAPHOUN apTepHH, YpeCKOKHAS TPAHCIIOMUHATBHAS KOpOHApHAs
aHTUOIUIACTUKA, MPOILENypbl peBacKylspu3auuu, WHCYIbT) Ha 37 %, WM (datanbHblii u
HedaTanbHbIN) Ha 42 %, uHCYNBT (daTanbHBIN U HedaTanbHbI) Ha 48 % BHE 3aBUCIMOCTH OT 1014,
BO3pacTa narnuenTa win ucxogHou konnentpanun XC-JIITHIT (uccnenoBanue atopBacTtaThHa Mpu
caxapaoM auabete 2 tuna (CARDS)).

Amepocknepos

VY nanuentoB ¢ UbC atopBacraTus B 103¢ 80 MI/ CyT IPUBOAUT K YMEHBIICHHIO 001Iero o0bema
atrepombl Ha 0,4 % 3a 18 mecsaueB Tepanuu (UcCcleOBaHUE OOPATHOTO Pa3BUTHS KOPOHAPHOIO
aTepockiepo3a Ha poHe HHTEHCUBHOM runoiunuaemMudeckoit repanuu (REVERSAL)).

Iloemopnuii uncyrom

AtopBactaTuH B 03¢ 80 MI' B CYTKH YMEHBIIIAET PUCK TOBTOPHOTO (DaTambHOTO WIH HEPaTaTEHOTO
WHCYJbTa Y MAlUEHTOB, NepeHecmnx nHCYIbT Wi THA 6e3 UBC B anamHe3e (MccieoBaHue Mo
npoduakTUKe UHCYIbTa IPU UHTCHCUBHOM CHIDKEHUU KOHIIeHTpanuu xonectepuna (SPARCL)) Ha
16 % mo cpaBHeHuio ¢ mianedo. Ilpu 3TOM 3HAYUTENBHO CHUXKAETCS PUCK OCHOBHBIX CEPACYHO-
COCYIUCTBIX OCIIOXKHEHUW U Tmpouenyp peBackyispuzanuu. CokpalleHue pHucka CepleyHo-
COCYJMCTBIX HApYyIIEHUN MPU TEpanuu aTopBaCTATUHOM OTMEUYaeTCsl y BCEX IpyNN MalUEHTOB,
KpOMe TOM, Ky/1a BOUUIH MAlIMEHThI C TEPBUYHBIM UJIM TOBTOPHBIM F€MOPPAruieCKUM UHCYJIBTOM.

Bmopuunas npoghunakmuxa cepoeurno-cocyoucmoix ocroxcHeHuil

V¥ nanuentoB ¢ UBC aropBacratun B 03¢ 80 Mr, no cpaBHeHuto ¢ 10 Mr, JOCTOBEPHO CHUXKAET
OTHOCHUTEIIbHBIM PUCK Pa3BUTHUS OOJBIINX CEPACYHO-COCYAUCTHIX COObITHI Ha 22 %, HedaTanbHOTO
VM (He cBA3aHHOTO C MpoLeaypaMu peBacKyisipuzanuu) Ha 22 %, ¢aTanbHOro U HedaTaabHOTO
uHcynbTa Ha 25 % (cpaBHEHHE BBICOKOMHTEHCHBHOW Tepamud aTOpBACTaTUHOM M Tepanuu
yMepeHHOH nHTeHcuBHOCTH y nanueHToB ¢ MBC (no nanubiM uccnenosanus TNT)).

5.2. ®apmMakoOKHHETHYECKHE CBOMCTBA

AOGcopbrms

ATopBacTaTiH OBICTPO BCACHIBAETCS MOCIIE MTPHEMa BHYTPb: BPeMs JOCTHKEHHS €T0 MaKCUMAaJIbHOM
koHIeHTpanuu (TCmax) B Tu1a3mMe kpoBu coctaBisieT 1-2 waca. V sxeHmMH Cmax Ha 20 % BbIIIe, a
AUC — Ha 10 % Huxe, yeM y Myx4uH. CTenieHb BCACBIBAHMS W KOHLEHTPALMS B IUIa3M€ KPOBHU
MOBBIIIAIOTCS TPOMOPIUOHAIBLHO J103€. BHOAOCTYNMHOCTH aropBactatuHa B (opme TalieTok
cocraBisieT 95-99 % Mo cpaBHEHHIO C aTOpBacCTaTMHOM B BHJE pacTBopa. AOCOIIOTHas
O6uomocTynHoCTh — okoio 14 %, a cucteMHas OMOIOCTYMHOCTh MHTHOMPYIOUICH aKTHBHOCTH B
otHomienun ['MI-KoA-penykrazsr — oxomo 30 %. Huskas cucremMHas OHOJOCTYIMHOCTh
00yCIIOBJICHA MPECUCTEMHBIM META0OTU3MOM B CIHM3UCTOH OO0OJOYKE >KEITYJOYHO-KHIIEYHOTO
TpaKTa W/WIn IpU «IIEPBUYHOM MPOXOKICHUM) Yepe3 MeUeHb.
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[IpyieM mUIIM HECKOJIBKO CHHMKAeT CKOPOCTh U CTETEHb a6c<5g6;§1;r;ll %gréiﬁglj":aj}lﬁy %5‘ -E/E' nlél‘%

COOTBETCTBEHHO, O YE€M CBHUJICTEIBbCTBYIOT pe3yibTaThl omnpeneneHuss Cmax U AUC), omHako
caumwkenne XC-JIITHII cxonHo ¢ TakoBBIM MpHU MpUEME aTopBacTaTuHa Hatomak. HecmoTps Ha To,
YTO MOCJIE IpHeMa aTOpBacTaTHHA B BEUEpHEE BPEMsI €r0 KOHLIEHTpalus B T1azMe KpoBU HUKE (Crmax
u AUC, npumepHo, Ha 30 %), yem mocie nprema B yTpeHHee BpeMsi, CHIKeHHe KoHIeHTpaun XC-
JIITHII He 3aBUCHT OT BPEMEHH CYTOK, B KOTOPOE IIPUHUMAIOT IIpenapar.

Pacopenenenune

Cpennuii 00beM pactpeieNieH!s: aTopBacTaThHa cocTaBisieT 0koiio 381 1. CBs3b ¢ OeTKaMu T1a3Mbl
KpoBHU He MeHee 98 %. OTHoIlIeHHEe coAepKaHUs B SPUTPOLIUTAX/TIa3Me KPOBH COCTABIIET OKOJIO
0,25, T.e. aTOpBAaCTaTHH IIJIOXO IPOHUKAET B SPUTPOLIUTHI.

Buorpancdopmaris

ATOpBacTaTUH B 3HAYMTENIBHOH CTENEHHW MeTabonu3upyercsi ¢ oOpa3oBaHHEM OpTO- U Tapa-
TUIPOKCHIIMPOBAHHBIX TMPOU3BOJIHBIX U PA3JIUYHBIX MPOAYKTOB [B-OKHUCIEHUS. [n Vitro opTo- H
naparuIpoKCUINPOBaHHBIE METabOJIMTHl OKa3bIBAIOT MHruOupyiomee naeictue Ha ['MI-KoA-
peayKTaszy, CONOCTaBUMOE C TaKOBbIM aTopBactarvHa. [IpumepHo 70 % CHuXkEHUS aKTUBHOCTH
I'MI'-KoA-penykTa3sl MPOUCXOAUT 3a CUET ACUCTBUS aKTUBHBIX LUPKYIUPYIOLUIMX METabOJIUTOB.
Pe3ynbrarel wicciienoBaHuid in Vvitro JAlOT OCHOBAHHS MPEIIONOKUTh, uTo n3odpepmeHT CYP3A4
MEYEHU UIpaeT BAXKHYIO pOJIb B MeTabojM3Me aropBacTaTMHa. B monb3y 3rToro Qaxra
CBUJIETENBCTBYET MOBBINIEHNE KOHLIEHTPALlMX aTOPBACTATHHA B IIJIa3ME KPOBH MPU OJHOBPEMEHHOM
npueMe >pUTPOMULIMHA, KOTOPBIN SBISIETCS MHTUOMTOPOM 3TOro n3opepmenta. VccnenoBanus in
Vitro TaxKe MoKa3aju, 4TO aTOPBACTATHH SBIAETCS CiabbiM nHrHOUTOpoM n3odepmenta CYP3A4.
ATOpBacTaTUH HE OKa3bIBAET KJIMHUYECKH 3HAYMMOIO BIMSHMS HA KOHIIEHTPALUIO B IUIa3Me KPOBU
TepdheHauHa, KOTOPBIA MEeTaboIU3UPyeTCs, TIaBHBIM 00pa3oM, uzohepmentom CYP3A4, mostomy
€ro CyLIECTBEHHOE BIHUsSHUE Ha (hapMaKOKMHETHKY Ipyrux cyOcrtpatoB m3odepmenta CYP3A4
MaJIOBEPOATHO (cM. pazzen 4.5).

ONIUMMUHALIMSA

ATOpBacTaTHUH M €ro MeTabOoJUThI BHIBOASTCS, INIABHBIM 00pa3oM, C KEIYbIO MOCIE MEYEHOYHOrO
W/WIM BHETIEYCHOYHOTO MeTaboim3ma (aTOpBAaCTaTHH HE IMOABEPracTCs BHIPAXKECHHOW KUIIECYHO-
neyeHovHo penupkysnun ). [lepuon nomyseiBenenus (T12) cocraBnser okono 14 gacos, mpu 3ToM
uHruOupyomuit >3¢dexr npenapata B oTHomeHuu ['MI-KoA-penykrassl npumepHo Ha 70 %
OTIPEIEISAETCS aKTUBHOCTHIO IUPKYIHPYIOMUX METaO0OIUTOB M coxpansercs okoyio 20-30 vacos
6nmaronaps ux Haauuuio. [Tocie mpuema BHYTph B Moue 0OHapyx uBaeTcsi MeHee 2 % OT MpUHATOU
7103BI IIpernapara.

ATOpBacTaTuH SIBISETCS CyOCTpaTOM Ui TPaHCHOPTEPOB (DEPMEHTOB IE€YEHH, TPAHCIIOPTEPOM
OATP1B1 u OATPIB3. Merabonutamu atopBactatuHa sBistorcs cyoctparsl OATP1BI.
ATOpBacTaTUH TakXkKe HIACHTU(DUIMPYETCs Kak cyOcTpar TpaHcmoprepoB orTtoka MJIV1 u Genka
PE3UCTEHTHOCTH paKa MOJIOYHOM KeJIe3bl, KOTOPhIE MOTYT OTPAaHMYHMBAThH KUIICUYHYIO aOCOPOLIUIO 1
OUIMapHBIN KIMPEHC aTOpPBACTAaTHHA.

Oco0Oble T'PYIITBI TAITUEHTOB

Tloueunas neoocmamounocmo

Hapymenne GyHKIMM mouek He BIUSET Ha KOHIICHTPAIMIO aTOPBACTaTHHA B IIa3Me KPOBH HMITH €T0
BJIIMAHHUEC Ha MOKa3aTcjiu JIUIIHUIHOTO 06MeHa, B CBA3U C 3TUM HU3MCHCHHUC JO3bl y IMAIIUCHTOB C
HapyIleHneM (QYyHKIUU TToYeK He TpeOyeTcs (cM. pazaen 4.2).

HccnenoBanuil NIpyUMEHEHUST aTOPBACTATHHA y IMALMEHTOB C TEPMHUHAIBHOM CTaguel IIOYEYHOU
HEJ0CTaTOYHOCTU HE MIPOBOAWIIOCh. ATOPBACTATUH HE BBIBOJUTCS B XOJ€ TEMOANAIN3A BCIEACTBHE
MHTEHCUBHOTO CBSI3bIBAHMS C O€IKaMHM IIa3Mbl KPOBH.
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Ileyenounas neoocmamounocmos

COOTBETCTBYET ZKCNEPTHOMY OTUETY

KoHnuenTpanus npenapara 3Ha4uTeNbHO noBbIIAaeTCs (Cmax IpuMepHO B 16 pa3, AUC npumepHo B
11 pa3) y manueHTOoB C aIKOTOJLHBIM IUPPO30M TeueHH (kiaacc B mo mkane Yanna-I1s10) (cMm. pazmen
4.3).

J]uua nooaicus0co so3pacma

KonneHnTpauuu aropBacTatuHa B IU1a3Me KPOBU Y MAIIMEHTOB cTapiie 65 neT Bble (Cnax IPUMEPHO
Ha 40 %, AUC npumepHo Ha 30 %), ueM y B3pOCIbIX HAI[MEHTOB MOJIOIOr0 Bo3pacta. Paznuuuii B
3¢ PeKTUBHOCTH M O€30MacHOCTH TpenapaTta, WIM JOCTHKCHUHU IIeNiell TUIOJUIHUISMHYECKON
Tepanuy y MOKWIBIX MAIEHTOB 10 CPABHEHHIO ¢ 00IIEH MOMyIIALuel He BBISIBICHO.

Jpyrue ocoOble TPYIIIBI
Honumopgusm SLCOIBI

[leuenounsiit 3axBar Bcex uHrHOUTOpoB ['MI-KOA-penykrassl, BKJIIOYash aTOpBACTaTHH,
nporcxoauT ¢ yuactueM Tpancnoprepa OATPIBI1. ¥ nanueHToB ¢ reHeTHYeCKUM MoTuMophu3zMom
SLCOIBI wumeercss puCK NOBBIIIEHMS] AKCHO3ULUM aTOPBACTaTHHA, YTO MOXET IPHUBECTH K
MOBBIIICHUIO PHCKa pa3BUTHs padaomuonusa. I[lomumopdusm rena, komupyromero OATPIBI
(SLCO1BI ¢.521CC) cBs3an ¢ nosbimenreM skcnosuiuu (AUC) aropBactatuna B 2,4 pasza 1o
CpPaBHEHUIO C MalUeHTaMu 0e3 Takoro reHotunuueckoro usmeHenus (¢.521TT). Hapymenue 3axBara
aTopBacTaTHHA MEYEHBIO, CBA3aHHOE C TCHETUYECKUMHU HAPYIICHUSIMH, TaKXKe MOXKET HaOI0aTbes
y TaKuX ManueHToB. Bo3MoxkHbIE MOCIe1CTBUSA B OTHOLIEHUH 3()(PEKTUBHOCTH HEU3BECTHBI.

Ilon

KonuenTpauuu artopBacTaTMHa B IUIa3ME€ KPOBU Yy JKEHIIMH OTJIMYAIOTCA OT AaHaJOTHYHBIX
nokasaresnei y Mmyx4uuH (nmpumepHo Ha 20 % Boime g Cyx 1 Ha 10 % Huke ans AUC). Oanako
KaKI/IX-HI/I6O KIIMHUYECKU 3HaA4YNMBIX p%HHqHﬁ B ,Z[GI\/'ICTBI/II/I Ha JIUIIUObI MCXKAY MYXYHWHAMU U
JKEHITMHAMY HE HAOJIO4AI0Ch.

HccnenoBanus MeXI€eKapCTBEHHOI'O B3aUMOJIENCTBUS

ATOpBacTaTHH SABJISIETCS CyOCTpaTOM MedeHOUHbIX TpaHcnopTHEIX O0enkoB OATPIB1 u OATPIB3.
Mertabonutsl aropBactaTuHa sBIstoTCs cyoctparamu OATPIBI. Takke yCTaHOBJIEHO, YTO
aTOpBACTaTHH sABJISIETCS cyOcTparoM 3d¢dimokcHoro Ttpancrnoprepa BCRP, kotopeiii moxer
OTPaHUYUBAThH BCACHIBAHHE B KUILICYHUKE U BHIBEJCHHE C )KEITIbI0 aTOPBACTATHHA.

ATopBacTaTMH HE OKa3blBaJl KIMHUYECKM 3HAYMMOIO BJIMSHHUS Ha NPOTPOMOMHOBOE BpeMs Y
MAIMEHTOB, MOMyYaBIIUX JUTUTEIHHYIO Tepanuio BappapruHOM.

€TH

B §-HenenbHOM OTKPBITOM MCCIIEOBAaHUM JETH (B Bo3pacTe 6—17 JieT) ¢ TeTepo3uroTHON ceMeiHon
runepxosiecrepuHeMueii u ucxoanon konmneHTpamuen XC-JIITHIT > 4 MMomb/a osrydanu Tepanuto
aTOpBAaCTaTMHOM B BHJIE >KEBaTENbHbIX Ta0neTok 5 Mr wiu 10 mr uiam TabJaeToK, MOKPBITHIX
obonoukoii B mo3e 10 mr wmnm 20 Mr oaMH pa3 B CYTKH, COOTBETCTBEHHO. ETWHCTBEHHOMU
3HAYUTEJIbHOW KOoBapwatod B (PapMaKOKMHETHYECKOW MOJEIN TOMYJISAIHUH, TOJyJaromiei
aTopBacTaTHH, Obula Macca Tena. Kaxymuiicss KJIMpeHC aropBacTaTWHA y JeTed He OTJIMYaJCs OT
TaKOBOT'O y B3POCJBIX MAI[MEHTOB MPU aJUIOMETPUYECKOM U3MEPEHHUH Mo Macce Tena. B nuamazone
JEMCTBUS aTOpBAaCTaTHMHA U O-THIPOKCHATOPBACTaTHHA OTMEYAJIOCh IOCIEN0BATENBHOE CHUKECHHE
XC-JIITHIT u XC.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
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JIakT03BI MOHOTHAPAT

[ToBunon K-25

Harpus kpockapmeniosa

Kanbims kapbonar

Harpus creapundymapar

Hatpus naypuncynbgar

enmrono3a Mukpokpucramuyeckas 102

Cwmech 15t IPUTOTOBJICHUS TIJICHOUYHOT'O TOKPBITHS:
I'unpomennosa 2910

I'mnponosa

Tanbk

Turana TMOKCUL

6.2. HecoBmecTHMOCTDH

He nmpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEHHS )

2 roxa.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPU XPAHEHUU

XpaHUTh B 3alIUIICHHOM OT CBETa MECTE IpH Temmneparype He Bbiie 25 °C.
6.5. XapakTep u coaepkaHue YNIAaKOBKH

I[To 10 wmmm 15 Tabmerok B KOHTYPHYIO  SYCHKOBYIO  YNAaKOBKY M3  IUICHKHU
MTOJTMBUHUJIXJIOPHUTHOM/TIOTMBUHUIUACHXJIOPUTHON WM (POJIBTH ATFOMUHUEBOW MHOTOCIIOMHON |
(bonbru ATIOMUHUEBON MEYaTHOM JTAKUPOBAHHOM.

Ilo 1, 2, 3,4, 5, 6 umu 9 KOHTYPHBIX SMEUKOBBIX ymakoBOK 1mo 10 tabieToxk wiu mo 2, 4 uiau
6 KOHTYPHBIX SYCHKOBBIX YIAKOBOK MO 15 TabJeTok BMecTe C JTUCTKOM-BKJIAIBIIIEM MOMEIIAIOT B
MayKy U3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIN3ALUH MCIOJIb30BAHHOIO JIEKAPCTBEHHOI'0
npenapara WM OTXOJI0B, MOJYYEeHHBIX IOcJe NPUMEeHEeHHs JIEKAPCTBEHHOIro INpenapara, u
Apyrue MAHUMYJISAAIUHU ¢ TPenapaTomM

Het oco0bIx TpeOoBaHM K yTHIM3AIUH.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanus

AO «ABBA PYCy,

121614, r. Mocksa, yi. Kpeuiarckue Xonmel, 1. 30, kopi. 9
Ten.: +7 (495) 956-75-54
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7.1. llpencraBuTe b AepKaTessi PerucTPalMOHHOID vuocﬁglc_ll):;l;llgﬂ]': BATEINBHOCTS 0004)

[IpereH3un moTpeduTENel HAPABIATH MO AIPECy:
Poccuiickas @enepanus

AO «ABBA PY(C»

121614, r. Mockaa, yi. Kpsutarckue Xonmsl, A. 30, kopr. 9
Ten.: + 7 (495) 956-75-54

DOnektpoHHas nmoyura: drug.safety@avva-rus.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBEHHBIN IpenapaT OTHOCUTCS K KaTErOpUH OTIIyCKa 110 PEeLEenTy.

OOm1ast XapaKTepHCTUKa JICKApPCTBEHHOTO Tpernapata ATOpBAacTaTHH JIOCTYITHA B €IUHOM PEecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3suiickoro 3KOHOMHUYECKOTO COI03a U Ha
oduIaILHOM caire YITOJTHOMOYEHHOTO opraHa (3KCmiepTHOM OpTaHU3AIINH )
https://lk.regmed.ru/Register/EAEU_SmPC.

23


https://lk.regmed.ru/Register/EAEU_SmPC

	4.1. Показания к применению
	Код АТХ: С10АА05

