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OBLIASI XAPAKTEPHCTHKA JIEKAPCTBEHIHOPG TIPEITAPATA U007

1. HAHMMEHOBAHUE JIEKAPCTBEHHOI'O IIPEIIAPATA
AropBactatun PeneBai, 10 Mr, TabneTku, MOKPHITHIC TIJICHOYHONH 000T0UKOH.
AropBactatun PeneBai, 20 Mr, TabneTKH, MOKPHITHIC TIJICHOYHONH 000I0UKOM.

AropBacratu PeneBai, 40 mr, TabIeTKH, MOKPHITHIE INICHOYHOW 000I0YKOM.

2. KAYECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JelicTBytollee BEUIECTBO: aTOPBACTATHH.

Atopsacratul PerneBai, 10 Mr, TabJIETKU, HOKPHITHIE IUICHOYHON 000I0YKON

Kaxnas tabnerka conepxxut 10,845 mMr atopBactatuHa Kajblus (B IepecueTe Ha aTOpBacTaTHH
— 10 mr).

BcnoMoraTenpHble BelECTBa, HAMYME KOTOPBIX HAJ0 YYHUTBHIBATH B COCTABE JIEKAPCTBEHHOIO
npernapara: JakTo3bl MOHOruApar (cM. paszaen 4.4.).

Atopsacratul PeneBai, 20 Mr, TabJIETKU, HOKPHITHIE IUICHOYHO 00010YKON

Kaxnas Tabnerka cogepxut 21,690 Mr atopBacTaTuHa Kaublus (B TIepecueTe Ha aTOPBACTATHH
—20 ™r).

BcnomorarenbHble BelllecTBa, HATMYUE KOTOPBIX HAJO YUYHUTHIBATH B COCTABE JIEKAPCTBEHHOIO
npenapara: JJaKTo3bl MOHOTHUIpaT (cM. pasnen 4.4.).

Aropsacratul Penesai, 40 Mr, TaOJIETKHU, MOKPLITHIE INIEHOYHON 000I0YKON

Kaxnas Tabnerka cogepxut 43,380 mMr aTopBacTaTuHa KaJblus (B TIepecueTe Ha aTOPBACTATHH
—40 mr).

BcnomorarenbHbie BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YYUTBIBATH B COCTABC JICKAPCTBCHHOTO
npenapara: JJaKTo3bl MOHOTHIpaT (cM. pasnen 4.4.).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JIEKAPCTBEHHAS{ ®OPMA
TabyeTku, MOKPHITHIC TNIEHOYHOU 000TOYKOM.

Aropsacratul PerneBai, 10 Mr, TaOJIETKHU, MOKPLITHIE INIEHOYHOH 000I0YKON

Kpyriibie IBOSIKOBBINYKIIbIE TAOJETKH, MOKPHITHIE TUIEHOYHOH 000J0YKOW OeNoro WM MOYTH
Oemoro nBera. Jlomyckaercs Haluyue mepoxoBarocTu. Ha momepedHoM paspese sapo O6enoro
WJIY IOYTH O€Ioro mBera.

Aropsacratul Penesai, 20 Mr, TaOJIETKHU, HOKPLITHIE INIEHOYHON 000I0YKON

Kpyriibie 1BOSIKOBBINYKIIBIE TAOJETKH, MOKPHITHIE TUIEHOYHOH 000J0YKOW OeNoro WiM MOYTH

Oenoro 1nBera. Jlomyckaercs Hanuuue IepoxoBaTocTH. Ha momepedHom paspese siapo Oenoro
1
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WJIY IOYTH O€Ioro mBsera.

Atopsacratul PeneBai, 40 Mr, TabJIETKU, HOKPHITHIE IUICHOYHON 000J10YKON

Kpyriibie IBOSIKOBBIIYKIIBIE TAOJETKH, MOKPHITHIE TUIEHOYHOH 000J0YKOW OeNoro Wi MOYTH
6enoro ngera. Jlomyckaercss Hanuuue ImepoxoBaTocTd. Ha momepeuHoM pazpese sapo 6enoro

WJIY [IOYTH O€Ioro msera.

4. K/IMHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHUIO

AropBactaTuH PeHeBall Moka3aH K IPUMEHEHHIO Y B3POCIBIX MTalUEHTOB.

AtopBactaTuH PeHeBan 1OKa3aH K INPUMEHEHUIO y JeTeil M MOAPOCTKOB B BO3pacTe
ot 10 no 18 et nmpu reTepo3uroTHON ceMENHON rMIePX0JIECTEPUHEMUH.
T'unepxonecmepunemus:

® B KAuecTBE JIOTOJIHEHUS K JWeTe Ul CHIDKEHHS MOBBIIIEHHOTo obmiero xonecrepuna (XC),
X0JIeCTepUHA JIUMONPOTenHOB HU3KOM mmoTHocTH (XC-JIITHIT), anonunonportenna B (amo-B) u
TPUTITULEPUIOB Y B3POCIBIX, AETEH U MOAPOCTKOB B Bo3pacTe oT 10 JieT u crapiiie ¢ NepBUYHOMN
TUIIEPXOJECTEPUHEMUEH, BKIIOYas CEMEHHYI0 THUIIEPXOJIECTEPUHEMUIO (I€TEPO3UTOTHBIN
BapUaHT) WJIM KOMOMHHUPOBAHHYIO (CMEIIaHHYI0) TUIIEPIUIUIEMHUIO (COOTBEeTCTBeHHO THM Ila n
IIb mo xnmaccudpukauun OpenpuKkcoHa), KOrjaa OTBET Ha JUETy U APyrue HeMeIUKaMEHTO3HbIE
METO/IbI JIEUECHHS HETOCTATOUHBI;

e Uil CHIDKCHHS TOBBIIEHHOTO oOmero xonecrepuna, XC-JIITHII 'y B3pocabix
C TOMO3UIOTHOM CEMEHMHOM TMIEPXOJIECTEPUHEMHEN B KayeCTBE JOIOJIHEHUS K JpPyruM
TUNOMUIUAEMUYECKUM MeTonaM JedeHus (Hampumep, JIIIHII-adepe3) wnmm ecnu Takue
METO/IbI JICUECHHUSI HETOCTYIIHBI.

Ipoghunaxmuxa cepoeuro-cocyoucmuolx 3a001e6aHUIL.

¢ MpodHIIaKTUKA CEPIEUHO-COCYTUCTBIX COOBITUI Y B3POCIbIX MAallMEHTOB, UMEIOIINX BbICOKHIA
PUCK pa3BUTHS TMEPBUYHBIX CEPAEYHO-COCYAUCTBIX COOBITUH, B KauyeCcTBE JOMOIHEHMUS
K KOPPEKIHH Jpyrux (HakTopoB PHUCKa;

e BTOpUYHAs  NpOoPUIAKTUKA  CEPIACYHO-COCYIUCTBIX  OCJIOKHEHHH Yy  TAalleHTOB
¢ umeMudeckoil Oonesnnto cepana (MBC) ¢ menpio CHMXKEHHS CMEPTHOCTH, HH(ApPKTOB
MHUOKapJa, MWHCYJIbTOB, IIOBTOPHBIX TOCIHUTAJIM3AlMi 1O TOBOAY CTEHOKApAMM U
HEO0OXOUMOCTH B PEBACKYJISPU3ALIUH.

4.2. Pe:kum 103MPOBAHUSA U CNIOCO0 MPUMEHEHMSI

Ilepen wHavanoMm JeueHUs aTOPBACTATHHOM CIIEAYET IMOMBITATBCS JOOUTHCS KOHTPOJIA

THIIEPXOJIECTEPUHEMUH C MTOMOIIBIO TUETHI, (PU3NUYECKUX YIPAKHEHUH M CHUKEHHS MacChl Tela



COOTBETCTBYET 2KCNEPTHOMY OTYETY
o1 19.02.2025 N= 4036

. IRLaie B4 H 0005
y IMALIUEHTOB C OJKUPEHUEM, a TAKXKE Tepanueu CHOBHOf"El mﬁJMﬂ'.TEHE HOCTb 0003)

[Ipy Ha3zHaueHWW TMpemapara MAlMEHTY HEOOXOAWMO PEKOMEHAOBaTh CTaHIAPTHYIO
TUIIOXOJIECTEPUHEMUYECKYIO JHETY, KOTOPOH OH JOJDKEH MPUICPKHUBATHCSA B TEYEHUE BCErO
[epHoIa TEparuu.

PexxuM 103upoBaHus

Jo3a npenapara Bapsupyercst oT 10 mMr no 80 mr 1 pa3 B CyTKM M TUTPYETCS C Y4YETOM
koHueHtpauun XC-JIITHIL, nenun Ttepanum M MHOUMBUAYalIbHOTO OTBETA HA MPOBOJUMYIO
Teparnuio.

MakcumanibHas cyTo4Has 103a coctaBisieT 80 mr.

B nauane ysieueHus W/UaM BO BpeMsl TIOBBIIICHHSI 03Bl aTOPBACTaTHHA HEOOXOIMMO KaxKbie 2—4
HEJeNM KOHTPOJMPOBATH KOHIICHTPALUIO JIMIKUJOB IUIa3Mbl KPOBH M COOTBETCTBYIOLIUM
00pa3oM KOppEeKTUPOBaTh 103y Mpenapara.

Ilepsuunas cunepxonecmepuremusi U KOMOUHUPOBAHHASL (CMEULAHHASL) 2UNEPIUNUOCMUS

Jlnist GONBIIMHCTBA MAIIMEHTOB peKOMEHAyeMas J103a aropBacTatuHa coctasisier 10 mr 1 pa3 B
CYTKH; TEpaleBTHYECKOE EHCTBUE MPOSBISICTCS B TEUYCHHE 2 HEAENb M OOBIYHO JOCTUTAeT
MakcuMyma uepes 4 Heaenu. [lpu anutensHoM nedeHnn 3pPexT coxpansercs.

T'omo3uecomnas cemetinas eunepxonecmepunemus

B 6onpmmHCcTBE cydyaeB HazHayaroT 1Mo 80 mr (2 tabmerku mo 40 mr) 1 pa3 B cyTku (CHIKEHHE
xoHueHTpauuu XC-JIITHII na 1845 %).

I'emepo3ucomnas cemetinas sunepxonecmepuremusl

HavanpHast mo3a coctaBiser 10 mr B cytku. Jlo3y cieayer moaduparh WHIAMBUIYAJIbHO H
OIICHUBATh AKTYyaJIbHOCTb J03bl KaXKJble 4 HEAEIM C BO3MOXKHBIM MOBbIIEHHEM 110 40 Mr B
CyTKH. 3aTeM JTu0O0 /1032 MOXKET OBITh YBEIMYEHA 10 MakcuMaiabHOW — 80 MI B CYTKH, JIHOO
BO3MOXKHO COYETaTh CEKBECTPAHTHI KEIYHBIX KUCIOT C IPUEMOM aTopBacTaThHa B fo3e 40 Mr B
CYTKH.

Ipogpunraxmuxa cepdeuro-cocyoucmolx 3a00,1€8aHUl

B uccrnenoBanusix mnepBUYHON MPO(HIAKTUKH 032 aropBacTaTWHA cocTaBisia 10 Mr/CyTKH.
MosxeT MOHAZOOMTHCS IOBBINICHME JO03bI C ILeNblo AocTikeHus 3Hauenwmii XC-JITTHII,
COOTBETCTBYIOIIUX COBPEMEHHBIM PEKOMEHIAIUSIM.

Oco0ble rpyInel NAKMEHTOB

Tayuenmoi ¢ HapywieHuem QYHKYuU neveHu
[Tpu HemocTaToyHOCTH (YHKIMM IEYEHH 03y aTOpBacTaTHMHAa HEOOXOIUMO CHIKATh, MpPU
PEryJIsIpHOM KOHTPOJIE aKTUBHOCTH «I1€YEHOYHBIX» TPAaHCAMUHA3: aclapTaTaMUHOTpaHchepas3bl

(ACT) u ananunamunotpancdepasst (AJIT).
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Ilayuenmul ¢ Hapywenuem yHKyuu novex

Hapymenue ¢pyHKINM MOYeK HE BIUSET Ha KOHIEHTPAIMIO aTOPBACTaTHHA B IJIa3Me KPOBU MM
creneHb cHWwkeHus KoHueHtpauuun XC-JIIIHII npenmapatoM, mno3ToMy KOPpEeKLHH 03I
npenapara He Tpedyercs.
Tlayuenmul nodccunoco 6o3pacma
Paznuunit B TepaneBTHueckor 3(PeKTUBHOCTH M OE30MACHOCTH aTOPBACTATHHA Y TOXKUIIBIX
NAIMEeHTOB 10 CPAaBHEHUIO € 0OLIed momyssiueld He OOHapy)KEHO M KOPPEKIMH J03bl HE
Tpedyercs (cM. pazaen 5.2.).
IIpumenenue 6 kombunayuu ¢ Opy2uMu 1eKapCmMeEeHHbIMU CPeoCmeamu
IIpuy HeoOXOAMMOCTH COBMECTHOTO TPUMEHEHHS C IMKJIOCIIOPUHOM, TeNanpeBUpOM,
KOMOUWHAIMe! TUIpaHaBUP/PUTOHABUP WK TJIEKAPEeBUP/MUOPEHTACBUP 032 aTOpBacTaTUHA HE
JIOJKHA TIpeBbIaTh 10 Mr B CyTKH.
He pexomenayercss mpUMEHSITh aTOpPBACTAaTHH MAallMeHTaM, [OJIYYalolIUM  TEparnuio
JETEPMOBUPOM COBMECTHO C IIUKJIOCTIOPUHOM.
DapMaKOKMHETUYECKHE JIEKAPCTBEHHBIE B3aMMOJCHCTBHS, KOTOpPBIE MPUBOJIAT K IOBBILICHUIO
CUCTEMHOMN KOHIIEHTpAIlMU aTOpBacTaTHHA B IJIa3Me€ KPOBH, Takke ObLTM OTMEYEHBI ¢ APYTUMU
WHTHOUTOpaMU MPOTEa3bl BHpYyca HMMYHOAePUITUTA YeJIOBeKa (BHUY)
(JIOTMHABUPOM/PUTOHABUPOM,  CAKBHHABUPOM/PHUTOHABHPOM,  JIapYHABHPOM/PHUTOHABHPOM,
¢docammnpenaBupoM, (pocamMrnpeHaBUPOM/PUTOHABUPOM H  HENb(OHABUPOM), HHTHOUTOpAMU
npoteassl renatuta C (GomenpeBup, J10aCBUP/TPA30NPEBUP, CUMETIPEBUP), KIIAPUTPOMHUIITHOM,
UTPAaKOHA30JI0M U JjerepMoBHpoM. Cienyer coOiiogaTh OCTOPOKHOCTH MPU OJAHOBPEMEHHOM
Ha3HAUYEHUHM C aTOPBACTATUHOM. PEKOMEHIyeTcs MPOBECTH COOTBETCTBYIOIIYIO KIMHUYECKYIO
OLIGHKY ¥  TOPUMEHATh  caMyl0  HU3KYI0  3((deKkTuBHyI0 703y  aTopBacTaTHHA
(cm. paznmensr 4.4. 1 4.5.).

eTu
[Ipumenenne mnpenapata AtopBactaTuH PeneBan y jgereit B Bo3pacte 10 18 7jer
IPOTHBOIOKA3aHO, 32 HCKJIIOUEHHEM TI'eTePO3UTOTHOW CEMEWHOH TrumepxosnecTepuHeMuH (10
JAaHHOMY TIOKa3aHHWIO0 TNPHUMEHEHHE IPOTHBONOKA3aHO y JeTedl B Bospacte 10 10 1er).
HepnocTaTouHO KIMHUYECKUX JAaHHBIX MO 3P PEKTUBHOCTH M OE30MACHOCTH Mpernapara B JaHHON
BO3pPAaCTHOM TpyIIIIE.
Ilpumenenue y oemeii 6 6o3pacme om 10 0o 18 nem npu ecemepo3ucomuou cemelHou
eunepxoecmepunemuy
Pexomennyemas HavanmbHas go3a — 10 mr 1 pa3 B cytku. [lo3a MoxeT ObITh yBennueHa 10 80 mr
B CYTKHU B 3aBUCHUMOCTHU OT KJIMHUYECKOTO 3(PPeKTa U MepeHOCHMOCTH.

Jlo3y mpenapara HEOOXOAMMO THUTPOBATh B 3aBUCHUMOCTH OT LEIM THIIOIHITHIEMUYECKON
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Cnooco0 rnpuMeHeHus

BHyTpb, IpHUMATH B J11000€ BpeMs CyTOK HE3aBUCUMO OT IpUeMa MUIIIH.

4.3. IIporuBonOKa3aHUA

e [ UIepUyBCTBUTEIBHOCTh K aTOPBACTATHHY WM K JIOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
MepEUYUCIICHHBIX B pazzaene 6.1.;

e aKTUBHOE 3a00JIeBaHME NMEYEHU WM MOBBINICHHE AKTUBHOCTH «IIEUYEHOYHBIX)» TpaHCaMHHA3
B IUIa3Me€ KPOBU HESICHOTO TeHe3a Oojiee yeM B 3 pas3a MO CPaBHEHHUIO C BEPXHEW TpaHUIICH
HOPMBI;

e 0OEpeMEHHOCT;

® TIEpUOJ IPYAHOIO BCKAPMIIMBAHMUS;

® KCHILIUHBI JETOPOTHOTO BO3PACTa, HE UCIIOIB3YIOLINE a/IeKBATHBIE METOAbl KOHTPALICIIUY;

e Bo3pacT 10 18 mer (HEZOCTaTOYHO KIMHUYECKUX JaHHBIX 10 3(PQPeKTUBHOCTH U
0e30MacHOCTH TperapaTa B JaHHOW BO3pPacTHOM TPYIIE), 3a MCKIOYEHUEM TeTepPO3UTOTHOU
CEMEHHON THuIepXoJecTepuHeMUn (NMIPUMEHEHNE TMPOTUBOINOKA3aHO Yy JIeTeld B BO3pacTe
1o 10 mer);

® OJHOBPEMEHHOE IMPUMEHEHHUE ¢ (Py3UI0BON KHCIOTOM.

4.4. OcoOble yka3aHHS M Mepbl IPEJOCTOPOKHOCTH IPH NPUMEHEHHH

C 0CTOPOKHOCTBLIO

VYV mnamueHnToB ¢ HaymuueM (aKTOPOB PUCKA Pa3BUTHS padbaoMuonu3a (HapymieHue ¢yHKIHH
IIOYEK, FMIIOTUPEO3, HACIEICTBECHHbIE MBIIIEUYHbIC HAPYIICHUS Yy MAllMEHTa B aHaMHE3€ I B
CeMEHHOM  aHaMHe3e, YK€ IIepEeHECEHHOE  TOKCHYECKOE€  BIMSHHE  HMHTHOUTOPOB
I'MI'-KoA-penykTassl (cTaTHHOB) WK (UOPATOB Ha MBILICYHYIO TKaHb, 3200JI€BaHUS [1EYCHU B
aHaMHe3€ W/WIU MalMeHThl, YIOTPEOIIAIONe aJIKOr0/lb B 3HAUUTENIbHBIX KOJIMYECTBAX, BO3PACT
crapiue 70 J1eT, CUTyalluH, B KOTOPBIX 0XKMJA€TCs MOBBILIEHUE KOHIECHTPALlUK aTOpPBAaCTaTHHA B
I1a3Me KpOBHU (HampuMep, B3aUMOJEHCTBUE C JPYTUMHU JIEKAPCTBEHHBIMU CPEACTBAMM)).
Bruanue na nevens

Kak n npu npuMeHeHUH APYruX IMIOJIMIUAEMUYECKUX CPEICTB 3TOTO Kjlacca, pHU MPUMEHEHUH
aTopBacTaTMHAa OTMEYaJd YMEPEHHOE IOBbIIIEHHE (0ojee ueM B TPH pa3a MO CPABHEHUIO C
BEpPXHEW T'paHUIIE HOPMbI) aKTUBHOCTH «I1eueHOuUHbIX» TpaHcamuHa3 ACT u AJIT B nmnaszme
KkpoBU. CTOIKOE MOBBIIIEHHE CHIBOPOTOYHON aKTUBHOCTH «IICUEHOYHBIX» TpaHcamMHHa3 (Oosee
yeM B 3 pasa MO CpaBHEHUIO C BepXHEW rpaHuiedl HopMbl) HaOmoaanoch y 0,7 % mauueHTos,
NOJy4aBIIMX aTOPBACTaTUH. YacToTa MOAOOHBIX U3MEHEHUH ITPU IPUMEHEHUH aTOpBACTaTHHA B

no3ax 10 mr, 20 mr, 40 mr u 80 mr cocraBisia 0,2 %, 0,2 %, 0,6 % u 2,3 %, COOTBETCTBEHHO.
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WIH IPYTUMU KIMHUYECKUMHE TPOSBICHUSIME. [Ipy CHUKEHHUH T03bI aTOPBACTATUHA, BPEMEHHOU
WIK TIOJHOW OTMEHE Tpernapara aKTHBHOCTh «IEUYEHOYHBIX» TpaHCAMWHA3 BO3BpaIlanach K
UCXOJHOMY YPOBHIO. BONBIIMHCTBO MAalMEHTOB MPOJOJDKAIM MpPHEM aTropBacTaThHA B
CHM)KEHHOH /103€ 6€3 KaKUX-JIN00 KIMHUYECKUX MOCIEACTBHM.

Jlo Hauana Tepanuu, yepe3 6 Henenb U 12 Henmenb mocie Hadyajaa MPUMEHEHMs] aTOpBacTaTHHA
WY TIOCJIE YBEIMUEHHS €r0 103bI HE00X0AUMO KOHTPOJIUPOBATH MMOKA3aTeNH (PYHKIIUH [TEYEHU.
OYHKIHIO MEYEHHU CIeAyeT KOHTPOJIMPOBATh TAKXKE MPU MOSIBICHUU KIMHUYECKUX MPU3HAKOB
MOPAKEHHUsI NeYeHU. B ciaydae MOBBIIEHUS aKTUBHOCTH «II€YEHOYHBIX» TpaHcamuHasz, AJIT u
ACT cnenyer KOHTpOJIUPOBATh A0 TEX IOp, MOKAa OHA HEe HopMmanu3yercs. Ecnu moBblmeHue
aktuBHOCTH ACT mmm AJIT Gonee yeM B 3 pasa 1o CpaBHEHHUIO C BEpXHEH IrpaHHIEl HOPMBI
COXpaHsieTcs, PeKOMEHIyeTCs CHUKEHHE JTO3bl MM OTMEHa aropBacTaTuHa (cM. paszen 4.8.).
ATOpBacTaTUH CIIeyeT MPUMEHSATh C OCTOPOXKHOCTHIO y IMAlIMEHTOB, KOTOpbIE MOTPEOJIAIOT
3HAYUTEJIbHbBIC KOJIMYECTBA AJIKOTOJIS /WM UMEIOT B aHAMHE3€ 3a00JIeBaHUE TICYCHH.

AkTHBHOE 3a00JieBaHME TI€YCHU WM TOCTOSHHO TIOBBIIICHHAS AKTUBHOCTH <«IICYCHOYHBIX)
TpaHCAMUHA3 IUIa3Mbl KPOBU HESICHOTO I'eHe3a SIBJISIOTCS MPOTUBOMOKAa3aHUEM K MPUMEHEHUIO
aTopBactatuHa (cM. pasnen 4.3.).

eticmeue na cxenemmuvie Mvludybl

VYV nmauueHToB, MOJyYaBIIMX AaTOPBACTaTHH, OTMedanach Muairus (cM. pasznen 4.8.). Jluarnos
MUOIATUHN CIIeAYeT MpeArnoiaraTh y nauueHToB ¢ a1ud@y3Hoit Muanrueid, 00JI€3HEHHOCTHIO WU
c1a00CThI0 MBIIII HW/WIM  BBIPAKCHHBIM TOBBIIIICHUEM AaKTUBHOCTH KpeaTHH(POCHOKHUHA3HI
(KDK) (6omee uem B 10 pa3 1o cpaBHEHUIO ¢ BepXHEH rpaHulieii Hopmbl). Tepamnuro mpenaparom
AtopBacraTuH PeHeBan ciemayeT mpeKpaTuTh B CIydae BBIPAKEHHOTO MOBBIIICHUS aKTUBHOCTH
K®K, npu Hanuuumu MNOATBEPKACHHOM MHUONATUM WM TOAO3PEHHMU Ha €€ pa3BuUTHe. Puck
MHUOMATUM TOBBILAJCS TPU OJHOBPEMEHHOM TPUMEHEHUHM JIEKApPCTBEHHBIX CPEJCTB,
MOBBIIIAIONIMX CUCTEMHYIO KOHIIEHTPAIUIO aTopBacTaTuHa (cM. pa3aenst 4.5. u 5.2.). MHorue u3
ITHX TPENapaToB UHTHOMPYIOT MeTaboim3M, onocpenoBanubiii nzohpepmentrom CYP3A4, w/nnum
TPAHCIIOPT JICKAPCTBEHHBIX BemiecTB. M3BecTtHo, uTto m3odpepmeHT CYP3A4A4 — OCHOBHOM
n30pepMEHT TIEYCHHM, YYacTBYIOIUM B OWOTpaHchopManmu aropBacTatuHa. [Ipumenss
AtopBacratuH PeHeBan B coueraHuu ¢ ¢puOpaTtamMu, SpUTPOMHUIITHOM, UMMYHO/ICTIPECCAHTAMU,
a30JIbHBIMU  IIPOTHBOTPHOKOBBIMU  CpEJCTBaMH, HHruouropamu mnporeassl BUY/BI'C,
WHTHOMTOpaMU HECTpyKTypHOro Oenka BupycHoro rematuta C (NS5A/NSS5B), nerepmoBupom
WM HUKOTHHOBOW KHCJIOTOM B JMMHJICHMXAIOMIMX A03ax (Oosee 1 © B CyTKH), Bpau JOJKEH
TIIATEIILHO B3BECHTH OKUAAEMYIO IOJIb3Y JICUEHUS U BO3MOXKHBIM pHcK. Cremyer peryssipHo

HAOJIIONAaTh IMAIMEHTOB C IEIbI0 BEIABIEHHS OOJeH WMIM cI1a00CTH B MBIIIIAX, OCOOEHHO B
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TEUCHUE TEPBBIX MECAIEB TEPAMU W B TEPHOJ VBeHﬁg'éME%&% %FB:';J WQ%%:H}{LIX

cpenctB. B cioyuae HEoOXOAMMOCTH KOMOMHHPOBAHHOW Tepamuu CIeAyeT paccMaTpuBaTh

BO3MOXXHOCTh ~ TpUMEHEHHUs 0Oojiee HU3KMX HAYaNbHBIX M  MOAJEPKUBAOIINX  JI03

BBHIIICTICPEUNCIICHHBIX cpeAcTB (cMm. pazgen 4.2.). He pexkoMeHmyeTcss OJHOBPEMEHHOE

HCIIOJIb30BaHUE aTOpBacTaTUHA U (Py3U0BON KUCIIOTHI, TO3TOMY BO BpeMsl JieueHHUs Qy3u0BON

KHCIIOTON pEeKOMEHJ0BaHA BPEMEHHAsi OTMEHA aTOPBACTATHHA. B TIOIOOHBIX CUTYaIUSIX MOXHO

PEKOMEHI0BaTh NEPUOIUUECKUN KOHTPOsIb akTUBHOCTU KDK, XOTS Takoe MOHUTOPUPOBAHKE HE

MO3BOJISIET IPEIOTBPATUTD PA3BUTHE TSHKEIION MUomatuu (cM. pasaen 4.5.).

3aperucTpupoBaHbl O4YE€Hb pEAKUE COOOLIEHHS O pPa3BUTUUM HMMYHOOIIOCPEIOBAHHOMN

HekpoTusupyromel muonatuu (MOHM) Bo Bpemst win mocie JeueHus HeKOTOPBIMH CTaTHHAMU

(cM. pasnen 4.8.). MOHM ki1MHUYECKH XapaKTepU3yeTCsl CTOMKOM MPOKCUMATbHOW MBIIICYHON

C1aboCThI0 M TOBBIIIEHHBIM YPOBHEM KpEAaTUHKHWHA3bl B CHIBOPOTKE KPOBHU, KOTOpHIE

COXPAHSIIOTCS HECMOTPSI Ha MPEKpalleHre JICUeHHs cTaTuHamMu, Hamnuuem anturesl K HMG CoA

peayKTase U yIy4dlIeHUEM IIPHU MPUMEHEHHUH UMMYHOIEITPECCAHTOB.

o nauana nevenus

ATopBacTaTUH CcleAyeT C OCTOPOXKHOCTBbIO Ha3HauaTh MalMeHTaM ¢  (akTopamu,

MpeapacroiaraloiuMi K pa3BuThuio padaomuonusa. Kontpons aktuBHOCTH KOK cnemyer

MPOBOJIUTH B CIEAYIOMIMX CIydasx 0 Hayaja Teparui aTOpBaCTaTUHOM:

e HapymieHUe QYHKIIUH ITOYCK;

® TUIOTHUPEO3;

® HaCJE/ICTBEHHbIC MbIIIEYHbIE HApYIICHUS Yy TMalKdeHTa B aHaMHE3€ WU B CEMEHHOM
aHaMHese;

® yXe MEepPeHECeHHOe ToKcuueckoe BiusHue uHruoutopoB ['MI-KoA-peaykraspl (cTaTUHOB)
unu (puOpaToB HA MBIIIICYHYIO TKAHb;

e 3a0oyieBaHMsI T€YEHM B aHaAMHE3€¢ W/WIM TMalUEHThl, YHNOTPEOJSAIOIME alIkorojib B
3HAYUTENBHBIX KOJIHMYECTBAX;

e Yy MAIMEHTOB B Bo3pacTe crapuie 70 JIeT ClelyeT OLeHUTh HeoOX0oauMocTh KOHTpossi KOK,
VUUTHIBAs TO, YTO Yy OTUX TMAIMEHTOB YK€ HMMEIOTCS (aKTOPhI, MPEApacIoiararolme K
Pa3BUTHIO pabIOMUOIN3A;

® CHUTyallud, B KOTOPBIX OXKUJAETCS IOBBIIICHUE KOHIIEHTPALlUU aTOpBAaCTaTMHA B IUIa3Me
KpOBHU, TaKM€ KaK B3aUMOJIEUCTBUS C JPYTUMHU JICKAPCTBEHHBIMHU CPEJICTBAMH (CM. pa3ieln
4.5.).

B Takux curyauusx cieayer OLIGHUTh COOTHOIIEHUE PHUCK/TIONb3a M OCYHIECTBISATH

MCIUIIMHCKOC H3.6JIIO,Z[€HI/IG 3a COCTOSAHHUEM ITalTUCHTA.



o1 19.02.2025 N= 4036

B ciiyyae 3HAUMTEIBLHOrO MOBBIMICHUS AaKTUBHPCTH Kcﬁﬂ':(gc;!ﬁg'qgﬁ"gzpB@%Iﬂéjg%mﬁ

COOTBETCTBYET 2KCNEPTHOMY OTYETY

TPaHULIBI HOPMBI), HE CJIeTyeT HAYUHAThH TEPAIUI0 ATOPBACTATHHOM.

[Ipu npumeHeHnu aTopBacTaTHHA, Kak U Apyrux uHruoutopos I'MI'-KoA-peaykra3bl, OnucaHbl
penkue ciydau pabJIoOMHOIM3a C OCTPOM IOYEYHON HEIOCTAaTOYHOCTBIO, OOYCIIOBICHHOMN
Muornoounypueid. ®akTopoM pucKa pa3BUTHA PabIOMHUOJIM3a MOXKET OBITH MPEAIISCTBYIONIEES
HapylieHne (YHKIUU TOYeK. TakuMm MalueHTaM cleAayeT oOecrneuuTh Oosee TIaTenbHBIN
KOHTPOJIb 32 COCTOSHUEM CKEJICTHO-MBIIIEYHONH CHUCTeMbl. [Ipu TOSBIEHUH CHMIITOMOB
BO3MO)KHON MHUOMATHUN WM HAIWYUH (HAKTOPOB PHCKA PA3BUTHUS MMOUYEYHON HEJOCTATOYHOCTH Ha
dboHe pabaomuonusa (HampuMmep, TsoKenas ocTpas WHQEKIus, apTepuaibHas THIOTCH3US,
O0IIMPHOE XUPYPrUUEeCKOe BMEIIATENBCTBO, TPABMBI, META0OINYECKIE, YJHIOKPUHHBIC U BOTHO-
AIIEKTPOJIUTHBIC HAPYIICHHSI, HEKOHTPOIUPYEMBIE CYJJOPOTH ) TEPAITHIO aTOPBACTATHHOM CIIEyeT
BPEMEHHO IPEKPATUTh WIIN MOJTHOCTHIO OTMEHUTD.

Buumanue! IlanmeHTOB HEOOXOAMMO MpEAYHNPENUThH O TOM, YTO UM CJeIyeT HeMeIJeHHO
oOpaTuThCcsl K Bpady MpH MOSBICHHM HEOOBSICHUMBIX OOJNEH WM MBIIIEYHOW C1aboCTH,
0COOEHHO €CITM OHU COMPOBOXKIAIOTCS HEJJOMOTAaHHEM HIIH JIUXOPAIKOM.

T'emoppacuueckuti uncynom

[Tocne cnenuaabHOTO aHaau3a KIMHUYECKOTO HMCCIeqoBaHus ¢ ydactueM 4731 mamueHToB 0e3
UBC, nepeHecmux HHCYIBT WM TPAH3UTOpHYIO uiiemuyeckyio artaky (TUA) B TeueHue
MPEIBIIYIIUX 6 MeCAIeB, KOTOPBIM ObUT Ha3HaUYeH aTopBacTaTHH 80 MT B CYTKH, BBISIBHIIH OoJiee
BBICOKYIO YaCTOTY FreMOpparudeckux MHCYJIbTOB B rpymme aropactaTuHa 80 Mr 1Mo cpaBHEHUIO
¢ Tpynmnoii miame6o (55 B rpymme aropBacTaTiHa MPOTHB 33 B rpymie miamneoo).

[TarueHTsl ¢ TeMOpPparuv4ecKuM HHCYJIHTOM Ha MOMEHT BKJIIOYCHHSI B HCCIEIOBAHHE MMENU
0oJiee BBICOKUN PUCK ISl TOBTOPHOTO FeMOPPAaruieckoro WHeynbTa (7 B TPYIIE aTopBacTaThHA
npoTuB 2-X B rpymme miarne6o). OgHako y ManyeHToB, MOMy4yaBIIUX aTopBacTatuH 80 Mr B
CYyTKH, OBLJIO MEHBIIE HHCYJIHTOB J000ro THHa (265 mpotuB 311) m MeHbIIE cepleyHO-
cocyauctbix coobrtuii (123 mpotus 204) (cMm. paznmen 5.1.).

Caxapnviii ouabem

Hekortopsie naHHple MOATBEPKIatOT, uTo0 MHrHOUTOphl ['MI-KOA-penykTasbl (CTaTHHBI), Kak
KJIaCC, MOTYT NPHUBOIUTH K MOBBIIIEHUIO KOHIEHTPALMU TJIIOKO3bl B IJIa3M€ KpPOBHU, a Y
OTJICTbHBIX TMAIMEHTOB C BBICOKUM PHUCKOM PA3BHUTHs CaXapHOro auabera MOXKET Pa3BUTHCS
COCTOSTHUE TUTIEPTINKEMUH, TPEOYIOlee KOPPEKIIMU KaK Mpu caxapHoM quabdere. Tem He MeHee,
9TOT PHCK HE TMpPEeBBIIAET TOJNB3y OT Tepanmuu wuHrHOuTopamu ['MI-KoA-pemykrassl
(craTHaMu) ¢ TOYKU 3PEHUSI COCYAMCTHIX PUCKOB, IO3TOMY 3TO HE MOXET SBIATHCA MPUUMHON
OTMEHBI Tepanu. [larMeHTrI, OTHOCAIINECS K TPyMIe prucka (KOHIEHTPAIUs TIIOKO3bl B KPOBU

HaTomiaKk ot 5,6 jno 6,9 MMoiw/i, mHIekc Maccel tema (MMT) > 30 KF/MZ, MOBBIIIEHHAS
8
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HAXOJHUTHCS MO MEAWIIMHCKUM KOHTPOJIEM, BKIIFOUas KOHTPOJIb OMOXMMHUYECKHUX MMapaMETPOB
KPOBH, B COOTBETCTBUU C MECTHBIMHU PEKOMEHIAIIHSIMH.

Humepcmuyuanvroe 3abonesanue ne2kux

Ha ¢one tepanun HexkoTopbiMu naruoutopamu ['MI'-KoA-pemykrassl (cTaTuHamMu), 0COOCHHO
Ha (oHE IMTENHHON TEepamuu, OTMEYaINCh EAMHUYHBIC CIydyal WHTEPCTULIUATHHOTO
3a00sieBaHus JIETKUX. MoryT HaOII0JaThCsl OMBIINIKA, HEMPOAYKTUBHBIN Kallledb U YXYIIICHHUE
001IIer0 COCTOSIHUS 3/I0POBbs (YTOMIIIEMOCTh, CHH)KEHHE MAacChl Tella M JInXopanaka). B cioydae,
€CJIM y MAalMeHTa MOJ03PEBaeTCsl UHTEPCTULIMAIIbHOE 3a00JIeBaHUE JIETKHUX, CIeAyeT OTMEHHUTH
TEPANUIO aTOPBACTATUHOM.

OHookpunnas hyHxyus

[Ipu npumenenun wunHrnOuTopoB ['MI-KoA-peaykrazpl (CTaTMHHOB), B TOM 4YHCIEC U
aTopBacTaTHHA, OTMEUYAJIMCh CIIy4au MOBBIIMICHHS TIMKO3UINpOBaHHOTO Tremorioouna (HbA1) u
KOHIIEHTPAIIMH TIIIOKO3BI B TUIa3Me KPOBH HATOIIAK. TeM He MEHEe, PUCK TUTIEPTIIMKEMUN HUXKE,
YeM CTENeHb CHIKEHHS PUCKA COCYIUCTBIX OCIOKHEHUN Ha (OHE MpHeMa HHTUOMTOPOB
I'MI'-KoA-penykTa3bl (CTaTUHOB).

Muacmenus

Coobmanoch, 4To0 B HECKOJBKHX chy4asx uHruouropel [I'MI-KoA-penykrassl (CTaTHHBI)
BBI3BIBAIM pa3BUTHE de NOVOo WM yCyryOJsiM paHee CYyLIECTBOBABIIYIO T€HEPaIU30BaHHYIO
MHACTEHUIO TPABHUC WJIM TJIA3HYI0 MUAcTeHUIO (cM. pasznen 4.8). B ciaydae BOSHUKHOBEHHS WA
VTSDKEJICHUs CUMIITOMOB MMAacTEHUWU TMpuUeM Impernapata AtopBactaTuH PeneBan cruemyer
npekparuth. CooO0IIanoch Takke O peluANBaX MHUACTCHHH IPU MOBTOPHOM MpPHEME TOTO KE
CTaTWHA U NIPU IpuMeHeHuu apyroro uaruouropa ['MI'-KoA-penykrassi.

BcnoMorarenbHEIC BEISCTBA

[TanmeHTaM C peaKo BCTPEYAIOLICHCS HACIEICTBEHHOW HENEPEHOCUMOCThIO TajlaKTO3bl,
neUIUTOM JIaKTa3bl JIOMAPEH WM TJIIOKO30-TATAKTO3HOW MabaOcopOIueil He cleayer
MPUHUMATh 3TOT Mpernapar.

4.5. B3aummopaeiicTBMe ¢ JIPYrUMHM JIeKAPCTBEHHBIMHM IpenaparaMd M JApyrue BHIbI
B3aNMOJAEHCTBUSA

Bo Bpemst neuenust uaruouropamu I'MI-KoA-peaykTa3sl npu OJHOBPEMEHHOM MPUMEHEHHH
UKIIOCTIOpUHA, (puOpaToB, HUKOTUHOBOW KHUCIIOTHI B JIMMUICHIDKAIOIMUX a03ax (O6onee 1T B
CyTKM) wiau wuHruOutopoB wu3zodepmenta CYP3A4/tpancnoptHoro Oenka (Hampumep,
SPUTPOMHMIIMHA, KIAPUTPOMUIIMHA, MPOTUBOTPUOKOBBIX CPEICTB — MPOU3BOJHBIX a30Ja)

MOBBIIIACTCS PUCK MUoMaTuu (cM. paszaens 4.2. u 4.4.).
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HNurudurops! usodbepmenra CYP3A44

[Tockonbky aTtopBacTaTMH  MeTabomusupyercs uzopepmeHtom CYP3A4, coBMeCTHOe
NpUMEHeHHEe aTopBacTaTHHAa ¢ UHruouropamu wuszopepmenta CYP3A4 MOXKeT NPHUBOAMUTH
K YBEIMYCHMIO KOHIIEHTpallMU aTopBacTaTMHA B IasMe KpoBU. CTeneHb B3aUMOJEHCTBHS
u  dbdexTa TOTCHIHMPOBAHUS  OMPEACIAIOTCS  BapHaOEIbHOCTHIO  BO3JCHCTBUS  Ha
uzodpepment CYP3A44.

bbuto  ycraHoBNEHO, YTO MOUIHBIE HHTHOMTOpBI u3opepmeHta CYP344 mnpuBogsT
K 3HAYUTEIbHOMY IIOBBIIIEHUIO KOHIIEHTPALMU aTopBacTaTMHa B Iula3Me Kposu. Cueamyer
0 BO3MOXHOCTM H30erarb OJHOBPEMEHHOIO NPUMEHEHHsS MOIIHBIX HMHIHMOUTOPOB
uzopepmenta CYP3A4 (manpumep, UMKIOCHOPHH, TEIUTPOMUIMH, KJIAPUTPOMUIIMH,
NENaBUPAVH, CTUPHUIIEHTOJ, KETOKOHA30J, BOPUKOHA30JI, HWTPAKOHA30J, I103aKOHA30JI
U uHruOuTopsl mporeazsl BUY, Bkitodas puTOHaBUD, JONMHABUD, aTa3aHABUp, WHAMHABUD,
JapyHaBUp M Jpyrue). Eciu  OfZHOBpEMEHHBIM MNpueM 3TUX IpernaparoB HEOOXO0IuM,
CJIelyeT pacCMOTPETh BO3MOXKHOCTh Hayajla TEPANMU C MUHUMAJIbHOM /03bI, a TaKXKE CIEIYET
OLICHUTh BO3MOKHOCTh CHH)KEHUSI MAaKCUMaJIbHOMN J03bl aTOPBACTATHHA.

YMepeHHbIe WHTUOUTOPHI n3odepmenTa CYP344 (Hampumep, SPUTPOMUIINH,
JTWITHA3eM, BepamaMmil M (IIyKOHA30J1) MOTYT HPHUBOAMTH K YBEIMUYCHHMIO KOHLIEHTpAIUH
aTopBacTaTMHa B IUIa3Me KpoBH. Ha (¢oHEe OJHOBPEMEHHOrO0 TNPHUMEHEHUS HHTHOUTOPOB
I'MI'-KoA-penykra3sl  (CTaTUHOB) M JOPUTPOMULIMHA OTMEYalIM MOBBIIEHHBIA  PUCK
pa3BuTus Muonaruu. lMccinemoBaHus B3aMMOJEHCTBHMS aMHOJApOHAa WM  Bepamamuia
U aTOpBAaCTaTHHA HE MPOBOJWINCH. M3BECTHO, YTO M aMHMOAAPOH, M BeparnaMuil HWHTHOMPYIOT
akTUBHOCTh u3o¢pepmenta CYP3A4, W OIHOBPEMEHHOE NPUMEHEHHE JTUX IpenapaToB
C aTopBAaCTaTUHOM MOJKET INPUBECTH K IOBBIIIEHUIO 3KCIO3UIMM aTOpBacTaTWHa. B cBs3u
C JTHUM pEKOMEHJYeTCsl CHM3UTh MAKCHUMalbHYIO J03y AaTopBacTaTMHA M IMPOBOAUTH
COOTBETCTBYIOIIMII MOHUTOPHHI COCTOSHUSI NallME€HTa INpPH OJHOBPEMEHHOM IPUMEHEHHH
Cc ymepeHHbIMH HHTHOHTOpamu uszodepmenta CYP3A44. KoHTpollb clemayeT OCYIIECTBIATH
10CJIe Havaia Tepanuy U Ha (poHe u3MEeHEeHHsI 036l HHTHOUTOpA.

T'empubposun/chubpamor

Ha ¢one npumenenus ¢puOpaToB B MOHOTEpANMU MEPUOAMYECKH OTMEYaIM HEKeJaTelIbHbIE
peakuuu, B TOM YHcIe, pPabJOMHONH3, KACAIOMIMICS CKENETHO-MBIIIEYHONH CHCTeMBI. Puck
TaKUX PEaKIUH BO3pACTAaeT NPH OJHOBPEMEHHOM NpPUMEHEHUHM (uOpaToB M aropBacTaTHHA.
B cnywyae ecnu 0lHOBpEMEHHOIO NPUMEHEHHs STUX IPENapaToB HEBO3MOXHO M30€XaThb, TO
clleflyeT NMPUMEHATh MUHUMAIbHYIO >(QQEKTHBHYIO 103y aTOpBAacTaTHHA, a TAaKXKe CIeayeT

IIPOBOJIUTH PETYIISPHBIA KOHTPOJIb COCTOSIHUS NALUEHTOB.

10
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Dzemumubd

[Ipumenenne »3eTuMuOa CBS3aHO C PA3BUTHEM HEXKENATENbHBIX pEaKIUid, B TOM YHUCIE
pabIoMHOIN3a, CO CTOPOHBI CKEIETHO-MBIIIICUHON CUCTEMBI. PUCK TakuX peakiuii MOBBIIIACTCS
Opy OJHOBPEMEHHOM MPUMEHEHHHM 33eTMMHOAa W aTopBacTaruHa. JIJig TakuX MalUeHTOB
peKoMeHayeTCs TIaTeIbHOE HAOII0ICHHE.

Spumpomuyun/Kiapumpomuyun

IIpn onHOBpeMEHHOM NPUMEHEHUHM aTopBacTaTMHa M 3purpomunuHa (mo 500 mMr 4 pasza
B CyTKHM) wiu KiaputpomuimHa (mo 500 mr 2 pasza B CyTKH), HHTHOMTOPOB H30(epMeHTa
CYP3A4A4, wnabmonanoch TOBBIIIEHWE KOHIIGHTPAIlUM aToOpBacTaTHHA B IIJIa3ME€ KPOBH
(cM. pazmensr 4.4. 1 5.2.).

Hueubumopul npomeas

OpHoBpeMEHHOE MPUMEHEHHE aTopBacTaTUHA C MHTUOMTOpamMHM MpOTea3, M3BECTHBIMU Kak
uHruouTopel  m3odepmenta CYP3A44, compoBOXIaeTcs YBEIWYECHHWEM  KOHIICHTPAIUU
aTOpBACTaTHHA B IJIa3Me KPOBH.

JHunmuazem

CoBMecTHOE MpHUMEHEHHE aTopBacTaThHa B no03¢ 40 Mr c¢ guntuazemMoM B no3e 240 wr,
MPUBOJIUT K YBETMUYECHUIO KOHLIEHTPALIMK aTOpBAacTaTHHA B IJIa3Me KPOBH (CM. pazaen 5.2.).
Lumemuoun

KnuHuueckun 3HAYMMOTo B3aWMOJICHCTBHS aToOpBacTaTWHA C LUMETHIMHOM HE OOHapy:KeHO
(cm. pazmen 5.2.).

HUmparonaszon

OnHoBpeMEHHOE MPUMEHEHHE aTOpBacTaTHHA B 103ax oT 20 mr 10 40 Mr u uTpakoHas3oJja B 103€
200 mr nmpuBoauio K yBenuueHuto 3HaueHust AUC aTopBactaTiHa (cM. pasnen 5.2.).
I'pevinghpymosuiii cox

[Tockonbky Trpedn@pyTOBBIA COK COIEPKHUT OIWH WA Oojiee KOMIIOHEHTOB, KOTOpPBIC
uHrnoupyrot mzopepment CYP344, ero upesmepnoe norpednenue (6osee 1,2 1 B 1€Hb) MOXKET
BbI3BaTh yBEJIMUYEHHE KOHIIGHTPALlMM aTopBacTaTMHA B IUIa3Me KpoBH (cM. paszen 5.2.).
Hneubumopwvr mpancnopmuoeo benxa

ATopBacTaTUH MPEACTABISET COOON CyOCTpaT TpaHCIOPTEPOB (PEPMEHTOB MEUYCHHU (CM. pa3fen
5.2)).

CoBMmecTHOE MpUMEHEHHE aTopBacTaTHHA B 03¢ 10 Mr M HMKIOCIIOpUHA B J03€ 5,2 MI/KI/CyT
MPUBOAWIO K TIOBBHIIICHUIO YPOBHSI BO37CHCTBUsA aTopBacTtathHa (cooTHomenne AUC: 8,7)
(cm. pazgen 5.2.). LlukiocmopwH SBIASETCS WHTHOMTOPOM TPAHCIOPTHOTO IMMOJHMEHTHAA
opranmueckux annoHoB 1Bl (OATPIBI), OATPIB3, mnpoTeWHa, acCOIMUPOBAHHOTO C

MHO>KECTBEHHOUW JIEeKapcTBEeHHON ycToiunBoCcThi0 1 (MJIY1) m Oenka pe3sMCTEHTHOCTH paka
11
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aTopBactaTuHa. CyTouHas 1032 aTOpBacTaTHHA HE AOJDKHA npeBbimarh 10 Mr (cM. pazznen 4.2.).
I'mexanpeBup u muOpenTacBup sBisitoTcst uHruouTopamu OATPIB1, OATP1B3, MJIY1 u Oenka
PE3UCTEHTHOCTH paka MOJIOYHOM JKeJle3bl, CJIe0BaTebHO, OHHU TIOBBIIIAIOT YPOBEHb
BO3AeicTBUSL atopBacTarnHa. CyTodHasi J03a aropBacTaTMHA HE MOJDKHA TpeBblath 10 mr
(cM. paznmen 4.2.).

CoBMecTHOE IPUMEHEHHE aTopBacTaThuHa B 103e 20 Mr u jerepmoBupa B 103e 480 Mr B cyTKu
MPUBOAWIO K TIOBBIIICHUIO YPOBHS BO37eicTBUA aTopBacTatuHa (cootHomeHue AUC: 3,29)
(cm. pazpen 5.2.). JlerepmoBup siBisieTcst mHTHOUTOpOM TpancroptepoB P-gp, BCRP, MRP2,
OAT?2 u neuyenounoro tpancrnoprepa OATP1B1/1B3, takum 00pa3oM, OH yCHJIMBAaET yPOBEHb
BO3/eHCTBUS aTopBacTaTiHa. CyTo4Has /103a aTOpBacTaTWHA HE JOJDKHA MpeBbimarh 20 mMr (cM.
pazmen 4.2.). BenuumHa OMOCpPEIOBAaHHBIX JIEKapCTBEHHBIX B3aumonenctBuii CYP3A wu
OATPIB1/1B3 Ha coBMeCTHOE TPUMEHEHHE TMpENapaTOB MOXET OTJIMYATBhCS TpU
OJIHOBPEMEHHOM Ha3HA4YEHMH JIETEPMOBUPA € LUKIOCIOpUHOM. He pekoMenayeTcss npUMEHATh
aTOpBacCTaTHMH  NAIMEHTaM, [OJYyYarollMM  TEpPalui0  JIETEPMOBUPOM  COBMECTHO C
UKIJIOCTIOPUHOM.

OnbacBup u TpazonpeBup sBIAOTCA uHTHOUTOpaMu OATPIBI, OATPIB3, MJIY1 u Genka
PE3UCTEHTHOCTU paka MOJOYHOM JKE€JIe3bl, CJIEJ0BATEIbHO, OHU IIOBBIIIAIOT YPOBEHb
BO3JciCTBUS aTopBacTaThHA. ClieyeT NPUMEHSTh C OCTOPOKHOCTBIO M B CaMOMl HU3KOH
HeoOxoauMoi no3e (cM. pazaen 4.2.).

Nunvkrops! nzodepmenra CYP3A4

CoBMecTHOE TIPUMEHEHHE aTopBacTaTWHa ¢ MHAyKTOpamu u3odepmenta CYP3A4 (Hampumep,
sdaBupeH3oM, pUGAMIUIMHOM WM TpenapaTaMd 3BepoO0s MPOABIPSBICHHOTO) MOXET
IPUBOJNUTh K CHUXKEHHIO KOHIIGHTPAallMU aTopBacTaTMHa B IUIa3Me KpoBW. Bcenencteue
JIBOMCTBEHHOI'O MEXaHW3Ma B3aUMOJECHCTBUSA € PU(DAMIUIMHOM (MHIYKTOPOM H30(epMeHTa
CYP344 w wHruburopoM TpaHcmopTHoro Oenka remarouutoB OATPIBI), pekoMeHayercs
OJTHOBPEMEHHOE TPUMEHEHHE aTopBacTaTHHa M pudaMOHUIMHA, TOCKOJIBKY OTCPOYCHHBIH
IpUeM aTopBacTaTMHa Iocje MpHeMa pU(AMIUIUHA [PUBOJUT K  CYILIECTBEHHOMY
CHIJKEHHMIO KOHIICHTpAllUU aTopBacTaTHHA B IlIa3Me KpoBU (cM. pazaen 5.2.). OnHako BIUsSHUE
pudamMnuIHa Ha KOHLIEHTPAIMIO aTOpBAacTaTHHA B TEMATOLUTAaX HEU3BECTHO U B CIydae, eCiH
OJTHOBPEMEHHOTO TPUMEHEHHUsI HEBO3MOXHO H30eXaTh, CIEAYeT TUIATEIbHO KOHTPOJIUPOBATH
3 PEKTUBHOCTH TaKOW KOMOMHAITMHN BO BPEMsI TEPAITUH.

Anmayuosi

OnHOBpEMEHHBIN NpHEM BHYTPb CYCIIEH3UH, COJEpKalleil MarHus THIPOKCUA U aJIOMUHHS

TUAPOKCHUJ, CHUXKAJI KOHILIEHTpAIMI0 aTopBacTaTHHa B IazMe kpoBu (usmenenue AUC: 0,66),
12
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OJHAKO CcTeneHb CHKeHUs1 KoHneHTpauuu X C-JIITHIIT ﬂ%%%%ﬁgﬁﬂﬁ@: CTk 0003)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Denazon

ATopBacTaTUH HE BIMsAET Ha (APMAKOKMHETHKY (EeHa30Ha, IMO3TOMY B3aUMOACHUCTBUE C
OpYTMMH TIpenapataMy, MeTaOOIM3UPYIOUUMHUCS TEeMHU XK€ H30(epMEHTaMU LHUTOXpOMa, HE
OKUJAETCS.

Konecmunon

[Ipn oIHOBpEMEHHOM NPUMEHEHUHU KOJECTUIIOJIA KOHLEHTpAlMs aTropBacTaTMHA B IIJIa3Me
KpoBu cHWkanach (m3menenue AUC: 0,74), ogHako THNOJUNHIEMUAYECKHH dPdekT
KOMOMHAIIMM aTOpBAacTaTHMHA W KOJIECTHUIOJA IMPEBOCXOIUI TAaKOBOM KaXKIOro mpernapaTra B
OTJIENIbHOCTH.

Jueokcun

[Ipy mnoBTOpHOM mpUeMe JUINOKCMHA W aropBactaTuHa B fAo03¢ 10 Mr paBHOBECHBIE
KOHIEHTpAlluu JUTOKCMHA B IUJJa3Me€ KpOBM HE MeHsuMch. OJHAaKO MpU MPUMEHEHUU
JUTOKCMHAa B KOMOMHAIlMM C aTopBacTaTHHOM B 1o03¢ 80 Mr B CYTKM KOHIEHTpalus
murokcuHa — yBenmmuuBanach  (m3menenme  AUC:  1,15).  [lanmeHTsl, moydaromiue
JTUTOKCHH B COYETaHUH C aTOPBACTATHHOM, TPEOYIOT COOTBETCTBYIOIIETO HAOIIOACHHUS.
Azumpomuyun

[Ipy onHOBpeMEHHOM IpUMEHEHMM aropBactaTuHa B npo3e 10 mMr 1 pa3 B cyrku u
azutpomurHa B 1o3e 500 mr 1 pa3 B CyTKM KOHLIEHTpalMs aTOpBAacCTaTHHA B IIa3ME KPOBH HE
W3MEHSJIACh.

Ilepopanvuvie konmpayenmussi

[Ipy oOIHOBpEMEHHOM NIPUMEHEHUHM aTOpBAacCTaTMHA M IMEPOPAIbHBIX KOHTPALENTHBOB,
COJepKALIMX HOPATUCTEPOH M STHHUIAICTPAINON, HAOIIOANOCh IMOBBIIMICHUE KOHLIEHTPAIH
Hopatuctepona (m3meHenue AUC: 1,28) u stuHmmerpaanona (u3menenne AUC: 1,19). Dtor
3¢ dexT craenyer yduThIBaTH MPH BBHIOOpPE MEPOPANBHOrO KOHTpPAUENTHBA ISl KEHIIUHBI,
IIPUHUMAIOILEH aTOPBACTaTHH.

Tepghenaoumn

[Ipu ogHOBpeMEHHOM NPHMEHEHHWU aTopBacTaTMHA W TeppeHaJAMHAa KIMHUYECKH 3HAUYHMMBIX
U3MEHEeHUH (hapMaKOKMHETUKH TepdeHaHA HE BBISIBIICHO.

Bapgapun

B kiMHMuYeCcKOM HCCIENOBaHMM y MALUMEHTOB, PETYJISIPHO MONYYAIOIIUX  TEPAIUIO
BappapvHOM IpU OJHOBPEMEHHOM IPUMEHEHUHM aTopBacTaTMHa B n03e¢ 80 MIr B CYTKH,
OPUBOIMIO K HEOOJBIIOMY VYBEJIMYEHUIO MIPOTPOMOMHOBOIO BPEMEHHM MPUOIUZUTEIBHO
Ha 1,7 cekyHn B TeueHue mnepBbiX 4 nHell Tepanuu. IlokasaTenp Bo3Bpamiaincs K HOpMeE

B TedeHHe 15 nHel Tepanuu aropBacTaTUHOM. HecMoTps Ha TO, YTO TOJBKO B PEIKHX
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

GyHKLIMIO,  ClEAyeT  ONpelNeNuTh NPOTPOMOMHOBOE BpeMs 70 Hayajga  Tepanuu
ATOPBACTATHHOM Yy TAI[UEHTOB, MOJYYAIOIIUX TEPANUI0 KyMAPUHOBBIMU AHTUKOATYJISTHTAMH,
M JOCTaTOYHO 4YacTOo B TEpUoja TepamuH, YTOObl MPEAOTBPATUTH 3HAUUTEIHHOE
W3MEHEHUE TMPOTPOMOMHOBOTO BpeMeHH. Kak TOJNBKO OTMEUaloTCs CTa0MiIbHBIE ITUQPHI
MPOTPOMOMHOBOTO BPEMEHH, €r0 KOHTPOJIb MOKHO MPOBOINTH TaK K€, KAaK PEKOMEHIYIOT st
MAI[MEHTOB, TMONYYAIONMX KyMapWHOBBIE AHTUKOATyISHTBHL. [lpu W3MEHEHHH O3Bl
aTopBacTaTMHAa WJIM TpPEKpalleHud Tepanuu KOHTPOJIb MPOTPOMOMHOBOIO  BPEMEHU
cleqyeT TMPOBECTH IO TEM K€ MPHUHIMIAM, YTO ObUIM ONHcaHbl BbilIe. Tepamnus
aTOpBACTAaTHHOM He OblJa CBsI3aHa C Pa3BUTHEM KPOBOTCUCHHUS WM W3MEHEHUSIMHU
POTPOMOMHOBOTO BPEMEHH Y IMAIIMEHTOB, KOTOPHIE HE MOJIYYalH JICYCHHE aHTUKOATYJITHTAMHU.
Konxuyun

Hecmotps Ha TO, 4YTO wucclenoOBaHUS OJHOBPEMEHHOIO IPUMEHEHHS KOJXUIMHA U
aToOpBacCTaTHHA HE TPOBOJUINCH, HMEIOTCS COOOINEHUS O Pa3BUTUM MHOMATHU TIPU
NPUMEHEHUH JaHHOW koMmOuwHaruu. [Ipu OJHOBpEeMEHHOM MPHUMEHEHMHM aTOpBacTaTHHA U
KOJIXUIIMHA CIIEAYEeT COOII0AaTh OCTOPOKHOCTb.

Amnoounun

B wuccnenoBaHnu JEKapCTBEHHOTO B3aUMOJCHCTBUS Y 370POBBIX HCIBITYEMBIX, COBMECTHOE
IpUMEHEeHHEe aropBactaTuHa B o3¢ 80 mMr m amiogunuHa 10 Mr mpuBeno K KIMHUYECKU
HE3HAYMMOMY YBEJIMUCHUIO KOHIIEHTpaIuu atopBacratuna (n3meHenue AUC: 1,18).

@Dy3udosas kucioma

Bo Bpemsi MOCTMapKETHHTOBBIX HCCIEIOBAHUN OTMEYAlU CIlydad pPa3BUTHUS pabaOMHUOIIN3A
y  TalWeHTOB, NPHHUMAMIIUX  OJHOBPEMEHHO  CTAaTHHBI, BKJIOYas  aTOPBACTaTHH
u (y3umoByro KuciaoTy. MexaHW3M JaHHOTO B3aMMOJICMCTBUS HEW3BECTEH. Y MAIMEHTOB,
JUISL KOTOPBIX HCIIONIb30BaHHE (PYy3UJOBONM KHUCIOTHI CUMTAIOT HEOOXOAWMBIM, JI€UeHHE
CTaTUHAMH  JOJDKHO OBITh TPEKpalmeHo B TEYEHHE BCEro MepHoAa MPUMEHEHHS
¢y3unoBoit KucnoThl. Tepamust cTaTMHaMU MOXET ObITh BO300HOBIEHa dYepe3 7 AHEH
nocie mocienHero mpuema  (Qy3uIoBOM  KHUCIOTBL. B HCKIIOUMTENBHBIX — ClydasX,
rae HeoOXoauMma MpOJOJDKUTENbHAs CUCTeMHas Tepamnus (y3uaoBOW KHCIOTOM, Hampumep,
JUTSL JICUCHUST TSDKETBIX MH(EKIHiA, He00X0JMMOCTh COBMECTHOTO MPUMEHEHHS aTOpBAaCTaTHHA
U (QYy3UIOBOM KHUCIOTHI [JOJDKHA OBITH paccMOTpeHa B KaXJIOM KOHKPETHOM ciydae
U TOJ CTpOoruM HaOmojeHueM Bpaya. [lanMeHT [J0oKeH HEeMEIJIEHHO OOpaTUThCs
32 MEOUIMHCKOM TIOMOINbIO TpU TOSBICHUM CHMITOMOB  MBIIIEYHOH  Ci1aboCTH,

YYBCTBUTCIIbHOCTU HUJIN ooun.
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(NOCNEOCBATENEHOCTE 0003)

lpyeas conymemeyrowas mepanust

B xIMHUYECKHX HMCCIEIOBAHUAX aTOPBACTATUH MPUMEHSUIM B COYETAHUU C TMIIOTEH3MBHBIMH
CpeACTBAaMH M OCTPOrCHaMH B pPaMKax 3aMECTUTENIbHOM TOPMOHAJIBHOW  TEparum.
[lpu3HAaKOB KIMHMYECKH 3HAUYMMOTO HEXKEJIATEIhbHOTO B3aUMOJCHCTBUS HE OTMEUYECHO;
WCCIICIOBAHHSI B3AaMMOJICHCTBHSI CO CIIEIIM(PHUSCKUMH MTperapaTaMi He IPOBOIMIIUCE.

Kpome Toro, ormeuanoch MOBBIIICHHE KOHICHTPALMW aTOpPBAacTaTHHA INPH OJHOBPEMEHHOM
OpUMEHeHUH ¢ MHruOuTopamu npoteassl BUY (komOuHamuu JONMMHABHpa M PHUTOHABHPA,
CaKkBMHABHpAa W PUTOHABUpPA, JapyHaBUpa M PUTOHABHUpA, (ocamMmIpeHaBHp, (ocaMIpeHaBUP
C pUTOHAaBUPOM H HelddUHABUP), HHTHUOMTOpamMH Tiporea3sl rematuta C (OGomempeBup,
3110acBUP/TPA30NIPEBUP, CUMENPEBUP), KIAPUTPOMHULIMHOM M UTpakoHa3ojoM. Cremyer
cOOJIIOIaTh  OCTOPO’KHOCTH IPU OJHOBPEMEHHOM INPUMEHEHUH 3TUX IMPErnaparoB, a TaKkxke
MPUMEHATH CaMyl0 HU3KYIO (D PEKTUBHYIO 103y aTOpBacTaTHHA.

BausgHue npyrux mpenapaToB Ha d)aDMaKOKI/IHeTI/IKV aTopBacTaTuHa

ATopBacTaTuH
Ipenapar, 103upoBKa
Jo3a (mr) M3menenne AUC! M3menenne C,y'
10 Mr oauH pa3 B
Huinocnopun 3,2 mr/xr/cyTi, CYTKH, B TEYCHUE 1 88,7 paza 1 810,7 paza
MIOCTOSIHHAS 1032 .
28 nHen

Tunpanasup 500mr 2 pasa
B cyrw/puronasup - 200 mr 10 MT, OTHOKpATHO 1 89,4 paza 1 B 8,6 paza
2 pa3a B CyTKM, B TCUYCHHUE
7 nHen
cymotmGpenracny. 120y | 10NF o pas

yr P P CYTKH, B TEYCHUE 1 88,3 pasza 1 822,00 pa3za
1 pa3 B cyrku, B TEUYCHHUC N

o 7 nueit

7 nHei
Tenanpesup 750 mr KaxapIe 20 MTr, OTHOKpPATHO 1 87,9 paza 1 B 10,6 paza
8 yacos, B Teuenue 10 el ’ ’ ’
Onbacup B nmo3e 50 mr 1 pas
B cyrkw/rpasonpesup 200 mr 10 Mr, 0OAHOKpPATHO 181,95 paza 1 84,3 pasza
1 pas B CyrkH, B TeueHHE
13 gueit
bouenpesrp 800 mr } pasa 40 MT, OTHOKPATHO 1 82,3 paza 1 82,7 paza
B CYTKH, B T€UEHHUE 7 NHEH
CumenpeBup B go3e 150 wmr
1 pa3 B cCyrku, B TEueHHE 40 Mr, OTHOKPATHO 182,12 paza 1 81,7 paza
10 nueit
JlomuaaBup 400 mMr 2 pasa
B CYTKH/PHTOHABHUD 100 mr | 20 MT OMH pa3 B CYTKH 1 55.9 pasa 1 54,7 pasa
2 paza B CYTKH, B TCUCHHE B TeueHHe 4 THeH 7P 1P
14 nueit
CakBunaBup 400mMr 2 pasa
B cyrku/putoHaBup 400 Mr | 40 mr omuH pa3 B CyTKH
2 paza B CYTKHM, B TCUYCHHUE B TeueHue 4 quen T B 3’9 pasa T B 4’3 pasa
15 nueit
Knaputpomunur 500 mr 2 pasa | 80 Mr oguH pa3 B CyTKU
B CYTKH, B TeueHHe 9 nHel B T€UEHHUE & THEH 18 4.5 pasa 18 5.4 pasa
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Tt

ot 13.02.2025 N= 4036

Hapynasup 300mMr 2  pasa WTULITELUBA FENBAUL T UULS)

B cyrkw/putoHaBup 100 wmr | 10 Mr ogmH pa3 B CyTKH 15 3.4 pasa 1522 pasa

2 paza B CYTKH, B TCUCHHE B TeueHHe 4 mHeH AP =P

9 nueit

Urpakonazon 200mMr 1 pa3

B CyTiH B TeucHue 4 el 40 Mr, OTHOKPATHO 1 83,3 pa3za 181,20 paza

JletepmoBup 480 mMr 1 pa3 B

cryKn, B Tedcnue 10 i 20 MT, OTHOKPATHO 1B 3,29 paza 182,17 paza

®docamnpeHaBUp 700 mr

2 paza B CYTKH/PUTOHaBHp 10 mr 1 pa3 B cyTKy,

100mMr 2 paza B  CyTKH, B TeueHHe 4 qHei 182,35 pasa 1528 pasa

B TeueHue 14 nueii

®docamnpeHaBup 1400 mr 10 Mr 1 pas B CVIKE

2 paza B CYTKH, B TCUCHHE P YR, 1 82,3 paza 1 84,0 paza
o B TeueHue 4 quen

14 nueit

Hendunasup 1250 mMr 2 pasa 10 mr 1 pa3 B cyTKy,

B CYTKH, B TeueHue 14 nueit B TeueHue 28 nHen 181,74 pasa 18 2.2 pasa

I'peiindpyroBbiii COK,

240 win 1 pas B CyTKH* 40 Mr, OTHOKPATHO 181,37 paza 181,16 paza

Juntnazem 240mMr 1 pa3

5 CyTKW, B TeucHHe 28 AHcii 40 Mr, OTHOKpPATHO 181,51 paza 1 B 1,00 paza

Sputpommui 500 mr u4 pasa 10 Mr, 0OAHOKpPATHO 181,33 paza 181,38 paza

B CYTKH, B Te4eHue 7 nHeil

AwmionumuH 10 MT, OTHOKPATHO 80 MT, OTHOKPATHO 181,18 paza 180,91 paza

Humerngma 300 Mr 4  pasa 10 mr 1 pa3 B cyTku 15 1,00 pasa | 50,89 pasa

B CYTKH, B TCUCHHUH 2 HEICITh B T€UECHUE 2 HENEND SUP S7 P

Konectumon 10mMr 2 pasa 40 mr 1 pa3 B cyTku He ycranossieno 150,74 pa3a**

B CYTKH, B TeueHue 24 Heaelb B TeUeHHE § HeleIb

Anrenpat+MarHus  THOPOKCHA

30 M 1 pas 10 wr 1 pas B cyTin 1 B 0,66 pa3za 1 80,67 paza

. TeueHue 15 nHen

B CYTKH, B TeueHue 17 gueit

Oc¢asupens  600mr 1 pa3 10 mr, B TeueHue

B CYTKH, B TeueHue 14 nueit 3 mHeit { 80,59 pasa {8 1,01 pasa

Pupammumma 600 mr 1 pa3

B CYTKM, B Tedemne 7 JHEH 40 Mr, OJIHOKPATHO 1 B 1,12 pasza 1 82,9 pasa

(omHOBpEMEHHOE IPUMEHEHIE)

Pupammuuma 600 mMr 1 pas

B CYTKHM, B TeueHMe 5 JHeH 40 Mr, OJIHOKPATHO | 80,20 pasa | 80,60 pasa

(pa3menbHBIN IPHEM)

Tempubposu 600 wr uz pasa 40 Mr, OTHOKPATHO 181,35 paza 1 81,00 paza

B CYTKH, B Te4eHue 7 nHeil

Penogubpar 160 mr ul pas 40 Mr, OTHOKPATHO 181,03 paza 181,02 paza

B CYTKH, B Te4ueHue 7 nHeil

1r[pe[lCTaBJ'IGHO OTHOLICHUC THUIIOB TEparinu (COBMGCTHOG NOPUMCHCHUC MperiapaTta BMECTE € aTOPBACTATUHOM B

CpaBHCHUH C IIPUMCHCHUEM TOJILKO aTOpBaCTaTI/IHa).

* (V3
[Ipu 3HAauMTENHEHOM TOTpeONieHHH TrpedndpyroBoro coka (= 750 mia — 1,2 1 B CyTKHM) OTMeHayin OOJbIIOe

yBenmaenue AUC (o 2,5) w/nmn Cppay (mo 1,71).

*¥
Ha ocHoBanuu o0Opasia, B31TOTO OJHOKpATHO Yepe3 8-16 JacoB mocie nmpuema mnpemnapara.

sk . o

Tax xkak pI/Iq)aMHI/IHI/IH 06Haz[aeT ABOMHBIM MEXaHU3MOM B3aMMOJACUCTBHUA, PEKOMEHAYETCA BBOIAUTH
aTopBaCTaTUH U pI/I(i)aMHI/IIII/IH OAHOBPEMCHHO. bonee HO3,HHI/II7[ OpUueM aTopBacTaTUHa IOCJIC pI/I(i)aMHI/IIII/IHa CBsA3aH
CO 3HAYUTCJIbHBIM CHMKCHUCM KOHLUCHTPALIUU aTOPpBACTATHHA B IJIa3ME KPOBU.

2):[031:1 CaKBI/IHaBI/Ipa/pI/ITOHaBI/Ipa, MNPUMCHSABIIUECA B JTAHHOM HCCJICJOBAHUH, OTJINYAOTCA OT JO3UPOBOK, KOTOPLIC
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 19.02 2025 N2 4036
HCTIONB3YIOTCS B KIMHHYECKOH mnpakTuke. CIeXyeT ydMTHIBaTh, bbb rtd el Sketos i Taropeheratuia kipn

KIIMHUYCCKOM NPUMCHECHHHU, CKOPEC BCETO BBIMIC, YEM Ha6n}oz[aeMoe B JIaHHOM HCCJICIOBaHWHU. B CBsI3m ¢ >TUM

CJIIEAYET IPUMEHATH HaunboJjee HU3KYIO 103y aTOopBacTaThHA.

Bimsane aropBacraTrHa Ha d)aDMaKOKI/IHeTI/IKV APYTUX 1mperaparoB

IIpenapar, npuMeHsieMblii 0O/ITHOBPEMEHHO € aTOPBACTATHHOM, 103UPOBKA

ATopBacTaTuH

IIpenapat/no3a (Mr) U3menenne AUC” HN3menenne Cmax*
80mr 1 pa3 B cyTKH, AmnTunupus, 600 mr 151,03 pasa 1 50,89 pasa
B TedyeHue 15 qHeit OJHOKpPAaTHO
80mMr 1 pas B CyTKH, Jurokcun 0,25 mr 1 pas B 151,15 pasa 151,20 pasa
B Tedenue 10 qHew CyTKH, B TedeHue 20 mHei

TlepopanbHbie

KOHTpAILENTUBEI 1 pa3
40mMr 1 pa3 B CyTKH, B CYTKH, B TCUCHHUE 1B 1,28 paza 181,23 paza
B TeueHue 22 nHEH 2 MecHIEB

— HOP3THUHAPOH | Mr
— 3TUHUIACTPAIUON 35 MKT

Tunpanasup 500 mr 2 paza
B cyTku/putoHasup 200 mr

10 Mr, oIHOKpaTHO 2 pasa B CyTKH, B TeUCHHE 1 B 1,08 paza 180,96 paza
7 nHei
10mr 1 pas B oviki ®docammpenasup 1400 mr
pas YTRH, 2 pa3a B CyTKH, B TCUCHUE | 80,73 paza 1 80,82 paza
B TeueHHe 4 mHe .
14 nueit
®ocamnpenasup 700 mr
10mMmr 1 pa3 B cyTKky, 2 pa3a B CyTKW/pUTOHABUD
B TedueHue 4 nHei 100 mr 2 pasa B CyTKH, 180,99 pasa 180,94 pasa

B TeueHue 14 nHei

*
Hpe[lCTaBJ'IGHO OTHOLICHUC THUIIOB TCpanuu (COBMGCTHOC MNPpUMECHCHUC IIpfrapara BMECTEC C aTOPBACTATUHOM B

CpaBHCHUU C IPUMCHCHUEM TOJILKO aTOpBaCTaTI/IHa).

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTH U JAKTALMS

JKeH1uHEI ¢ ACTOPOAHBIM ITOTCHIMAJIOM

JKeHIMHBI ~ ETOPONHOTO  BO3pacTa BO  BpeMsl  JICYCHHUS  JOJDKHBI  IOJIb30BAThCA
COOTBETCTBYIOIIMMH METOIaMH KOHTpaIenuu (cM. pasaen 4.3.).

bepeMeHHOCTB

ATopBacTaTUH MPOTHBOIIOKA3aH MPH OEPEMEHHOCTH (CM. pazaen 4.3.).

BesomacHocTh TpHMEHEHHs BO BpeMs OEpeMEeHHOCTH He Oblia mnonarBepxkacHa. Cpenu
OEpEeMEHHBIX JKEHIIWH KOHTPOJIMPYEMbIE KIMHUYECKHE HCCICIOBAHUS C aTOPBACTaTUHOM HE
NpoBOAMINCE. OTMEUaNuCh pEIKUE ClIydyau BPOXKACHHBIX AaHOMAJIMM TMOCI€ BO3IECUCTBUS
uHrunouropoB I'MI'-KoA-penykrassl (CTaTHHOB) Ha IUIOJ BHYTPUYTpOOHO. B nccrnenoBanusx Ha
YKUBOTHBIX OBLITO MOKA3aHO TOKCHYECKOE BIUSHUE HA PEIPOAYKTHBHYIO (DYHKIIHIO.

[Ipn mpueme aTopBacTaTMHa OEPEMEHHOM KEHITMHOW BO3MOXKHO CHIDKEHHE Yy TIJI0JIa YPOBHEH
17
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MEBaJIOHATa, KOTOPBIN SBIISIETCS MPEAIISCTBEHHHUKOM 6%%&@&5&?&%5{&&1 (;%-E"EI)%'CIKIJ;%DOS

SABISICTCS XPOHMYECKMM IMPOIECCOM, U, KaK TMpaBWJIO, OTMEHA THIIOJUMUAEMUYECKUX
JICKapCTBEHHBIX CPEJICTB BO BpeMs OEpEeMEHHOCTH OKa3bIBAaeT JIMIIb HE3HAUUTENHHOE BIUSHHE
Ha JIOJITOCPOYHBIN PUCK, CBSI3aHHBIN C IEPBUYHON TUIIEPXOJIECTEPUHEMHUEH.

B cBs3u ¢ 3TUM, aTopBacTaTMH HE CleAyeT Ha3HauaTb OCPEMEHHBIM JKECHIMHAM, JKEHILHUHAM,
IUTAHUPYIOIIUM O€pEeMEHHOCTh, UJTH MPH MOI03PEHUH Ha OepeMeHHOCTh. Heo0X01uMo OTMEHHUTD
IpUeM aropBacTaTMHA Ha BpeMs OEpEeMEHHOCTH WJIM JO0 YCTAaHOBJICHUS OTCYTCTBHUS
O6epemeHHocTH (M. pazzaen 4.3.).

Jlakranus

HeunsBecTHO, BBIAENSIOTCS JIM aTOPBACTaTUH MM €r0 METa0OIUTHI B TPYAHOE MOJOKO Y
yenoBeka. B uccienoBaHMAX Ha KpblcaX KOHLEHTpAlMM aTOpBacTaTMHA M €ro aKTHUBHBIX
METa0O0JIUTOB B IJa3Me€ KPOBU AHAJIOTMYHBI TaKOBBIM B MoJsioke. Ilo mpuumHe pa3BUTHS pUCKa
Cepbe3HBIX MNOOOYHBIX 3((EKTOB, KEHIIMHBI, MPUHUMAIOIIUE ATOPBACTATUH, HE JOJDKHBI
KOPMUTh CBOUX JieTeid rpynpto (cm. pasgen  4.3.). IlpumeHeHue aTtopBacTaTHHA
IIPOTMBONOKA3aHO B IEPHOJ] IPYAHOI0 BCKapMIMBaHus (cM. pazzaen 4.3.).

DepTUILHOCTE

B uccnenoBaHMsIX Ha KMBOTHBIX aTOPBAaCTaTUH HE OKa3blBaJ BIMSHUS Ha (EPTUIBHOCTH Yy
CaMII0B JINOO CaMOK.

4.7. Bausinme Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeAcTBaAaMH M padorarh ¢
MeXaHM3MaMH

JIaHHBIX O BIMSHMM aTOPBACTATHHA HA CIIOCOOHOCTH YNPABIISATh TPAHCIIOPTHBIMU CPEICTBAMU U
3aHUMAThCA IIOTCHIMAJIBHO OIIACHBIMHM BHJAAMHU JOCATCIbHOCTH, TpGGyIOH_II/IMI/I MMOBBIIIICHHOM
KOHIICHTPAaLlMM BHUMAHUS W OBICTPOTHI IICUXOMOTOPHBIX peakiuii, HeT. OnHaKo, y4UThIBas
BO3MOXHOCTb Pa3BUTHS FOJIOBOKPYKEHUS, CIEyeT COONII0IaTh OCTOPOKHOCTD ITPU BBIIOJIHEHUH
NEPEYHCICHHBIX BUI0B IEATEIbHOCTH.

4.8. HexenareJbHble peaKIUU

Pesrome npoduiis 0esonacHocTu

ATopBacTaTHH OOBIYHO XOpOLIO IepeHocuTcs. HexxenaTenbHble peakiuu, Kak MpaBUIIo, JETKUe
U TIPEXOISIIHeE.

PesroMe HexxenaTeabHbIX peaKIIni

[ToOouHble peakuMM pacmpeneieHbl [0 4YacToTeé B COOTBETCTBHH CO  CIEIYIOLICH
kinaccudukanueit: ouenp vacto (> 1/10); wacro (> 1/100, o < 1/10); mewacto (> 1/1000, HO
<1/100); peako (> 1/10000, o < 1/1000); ouyenn penko (< 1/10000); wactoTa Hen3BecTHA (HA
OCHOBAHUHN UMCHOIINUXCA JaHHBIX OLICHUTH HGBO3MO)KHO).

Hngpexyuu u unéazuu: 4acTo — Ha30(hapUHTUT.
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Hapywenus co cmoponvl kposu u aumgpamuyeckou cucrent ;‘-1])%% E—“TB%M@%’FOE@%AJ )

Hapywenus co cmoponvl UMMYHHOU cucmeMpl: 9acTO — aJUIEPTUYECKUE PEAKLIUU; OYCHb PEIKO —
aHaduIaKCHsl.

Hapywenus memabonuszma u numauus: 4acTo — TUIMEPIIMKEMUS; HEYACTO — THUIOTIMKEMHUS,
yYBEJIMYEHUE MAacChl Tella, AHOPEKCHs; 4YacTOTa HEM3BECTHA — caXapHbId auaber: dYacroTa
pPa3BUTHS 3aBUCUT OT HAIWYWS WM OTCYTCTBHUS (PAKTOPOB pHUCKA (KOHIIEHTPAIMS TIFOKO3bI
KpOBH HATOIIaKk > 5,6 MMonb/i, mHAeKkc Maccel Ttema (MMT) > 30 Kr/M°, TIOBBILICHHAS
KOHIEHTpaLUs TPUTIIULIEPHIOB, apTepUaibHasl TUIIEPTEH3US B aHAMHE3E).

Ilcuxuueckue Hapywienus: HEYACTO — «KOIIMAapHbIE» CHOBUICHHS, OECCOHHMIIQ, 4YacTOTa
HEU3BECTHA — JICTIPECCHsl.

Hapywenusa co cmoponsbi HepeHOU cucmembsl: YaCTO — TOJOBHas O0ib, HEYacTo —
TOJIOBOKPY)KEHUE, TapecTe3usi, TUIECTe3us, HapylUIeHHEe BKYCOBOTO BOCIPHUATHS, aMHE3HUS;
peaxo — nepudepuyeckas HelponaTHs; 4YaCTOTa HEU3BECTHA — MUACTEHUS T'PAaBHC, NMOTEPS WUIIU
CHI)KCHHE TIaMSITH.

Hapywenus co cmoponuvl opeana 3penusi: HEYaCTO — BOSHUKHOBEHHE «IIEJICHBD» TIEpe]] TIIa3aMHu;
pPEeAKO — HapyILIEHUS 3pEHHS; YaCTOTa HEM3BECTHA — IIa3Hasi MUACTEHUSI.

Hapywenus co cmoponel opeana ciyxa u 1abupunma: HEYaCTO — IIYM B yIIaX; OYEHb PEIKO —
noTeps ciyxa.

Hapywenusa co cmoponsl ovixamenvbhot cucmemvl, 0Op2aHo8 2pyOHOU KIemKU U CpeOOCHmeHUs.:
yacTo — 00Jb B ropiie, HOCOBOE KPOBOTEUEHHE; YAaCTOTa HEM3BECTHA — €IMHUYHBIC Cllydau
WHTEPCTUIIMATBLHOTO 3a00JIeBaHMS JIETKUX (OOBIYHO MPH JJIUTEITLHOM TPUMEHEHUH ).
Kenyoouno-kuuieutvie HapyuileHus: 9acTo — 3arop, METEOPU3M, JUCIETICHS, TOIIHOTA, JHapes;
HEYacTO — PBOTA, OOJIb B )KUBOTE, OTPHDKKA, TAHKPEATHUT, ATUCKOM(OPT B )KUBOTE.

Hapywenus co cmopoHnvl neuenu u dHcenuesvbigo0AwWUx nymeti: HEUaCTO — TEMATUT; PEIAKO —
XOJIECTa3; OUYeHb PEIKO — IEUEHOYHAs: HEJJOCTaTOYHOCTb.

Hapywenusa co cmoponvl Kodtcu U NOOKONCHbIX MKAHel. HeYaCTO — KPAalMBHUIIA, KOXKHBINA 3y,
KOKHAsl ChIMb, aJOMeus; PEIKO — aHTHOHEBPOTUYECKHUI OTEK, OyIie3Hast Chillb, TOTUMOpGhHas
JKCCylnaTuBHas HputemMa (B ToM uucie cuHapoM CtuBeHca-J[)KOHCOHA), TOKCHYECKUM
SMUIEPMATBHBIA HeKpou3 (cuuapoM Jlaitenna).

Hapywenus co cmopomnvl mbluieunoll, cKkenemHou U cOeOUHUmenbHou mKaHu. 9acTo — MAAJITHU,
apTpairusi, 00Jlb B KOHEYHOCTSIX, CYJOPOTH MBIIII, MPUIYXJIOCTh CYCTaBOB, OOJb B CIIMHE,
MBIIIEYHO-CKEJICTHRIE ~ 0O0JM; HewyacTo — Ooib B Iee, MBIIIEYHAss  CJlIa0OCTh;
pPEeAKO — MHOIATHUS, MUO3HUT, Pa0JJOMUOIN3, TEHAUHOMATUS (B HEKOTOPHIX CIy4asX ¢ pa3pbIBOM
CYXOXKHJIHS ); 4aCTOTa HEM3BECTHA — UMMYHOOIIOCPEIOBaHHAS HEKPOTU3UPYIOIIAsi MUOTIATHS.

Hapymenuﬂ CO CNnOpPOHbL penpoc)ykmueHoﬁ cucmemsl U MOJOYHBIX Ofcene3; HEYAaCTO —
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HMIIOTCHOUA,; OUYCHb PECAKO — THHCKOMACTHUA.

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Obwue Hapywienus u peakyuu 6 mecme 66e0eHUs. HEYACTO — HEJOMOTaHUE, acCTEHHUYECKUi
CHHJIpOM, 00JIb B TPy, epHU(epruIecKrue OTEKH, MOBBIIICHHAS YTOMIISIEMOCTD, JINXOPAIKa.
Jlabopamophvie u uHcmpymeHmanbHvle 0aHHble. 9acTO — OTKIIOHEHHE OT HOPMbI PE3yJbTaTOB
«mieaeHouHbIX» TectoB  (ACT wm  AJIT), moBbIIeHHE AaKTUBHOCTH  CHIBOPOTOYHOM
kpeatuHpochokunazel (KDOK); HEuacTo — JEHKONUTYpHS; YaCTOTA HEM3BECTHA — TOBHIIICHUE
KOHIIEHTPAIIUU TTUKO3UIHpoBaHHOTo remorioonna (HbA1).

eTH
HexenaTenbHble peakiuy, CBS3aHHbIE C MPUEMOM aTOpBAacTaTHHA, IO KOJIHUYECTBY
HE OTJIMYAJNCh OT peakiuid Ha QoHe npuema uianebo. Hambosee dYacThIMU peakIUsAMH,
BHE 3aBUCHUMOCTHU OT YaCTOTHI KOHTPOJIS, ABISUTUCH MH(EKIIHUH.
Hetu m moapoctku B Bo3pacte oT 10 mo 17 sietr, KOTOpbIE JEYUIUCHh aTOPBACTATHHOM, UMEIH
npoduib MOOOYHBIX 3(P(HEKTOB, KOTOPHIA COOTBETCTBOBAJ OOBIYHO IMAITMEHTY, TOJYyYaBIIEMY
iane6o. Haunbonee pacnmpocTpaHeHHBIMH MOOOYHBIME 3((dekTamu, KOTopble HaOIIOAATHCh
HE3aBUCHMO OT OLEHKH NPUYMHHO-CJIEICTBEHHBIX CBA3EH B 00€MX rpymmax, ObUIM WHQEKIUH.
B xone 3-;metHero uccnenoBaHus AJ OLIGHKH OOIIEro CO3peBaHUs U Pa3BUTUS, CTaauU IO
Tannepy, a Takxke U3MEpEHUs pocTa U Beca, He HAOMI0JaN0Ch KIMHUYECKH 3HAUUMOTO BIUSHUS
Ha pocT U TmoyioBoe co3peBanue. [Ipoduiap Oe30macHOCTH W MEPEHOCUMOCTH y JeTed u
MOJPOCTKOB B OCHOBHOM COOTBETCTBOBAJI M3BECTHOMY MPOQHIII0 OE30MaCHOCTH aTOpBacTaTHHA
y B3pOCJIbIX MMAlIUEHTOB.
ba3za gaHHBIX IO KJIMHUYECKOIN 0€30MacHOCTH TaKXKe BKIIIOYAET B ceOsl JaHHbBIE, OJyUYEHHBIE OT
520 manueHTOB JETCKOro BO3pacTa, MOJTYYaBIIMX aTOpBacTaTHH. M3 HuX: 7 MalMeHTOB ObUIM
maagme 6 ser, 121 manueHT — B Bo3pacte oT 6 no0 9 ner, u 392 nmanueHTa HaxXOAWINCH B
Bo3pacte oT 10 o 17 ner. Ha ocHOBaHMM NMeEIOLIUXCS JaHHBIX YacTOTa, TUI U CTENEHb TSHKECTU
HE)KEJIaTENIbHBIX PEaKLUi y AeTel CX0XKH C aHAJIOTMYHBIMU [10KA3aTEISIMHU Y B3POCIIBIX.

HpI/I IMPUMCHCHUHN OTACIIbHBIX CTATUHOB Ha6moz{anncs CICAYIOIUE HEKCITATCIIbHBIC PECAKIINU

. HapyILIeHHE MOJI0BO (yHKINY;
o JETIPECCHUs;
o B HCKJIIOUHUTENBHBIX CIIydasX, OCOOCHHO NpHU JUIMTENLHOW TEparuu, MHTEPCTUIHATbHAS

0one3Hb erkux (cM. paznen 4.4.);

. caxapHbI AMabeT: 4acToTa 3aBUCUT OT HAIMYMS WJIM OTCYTCTBUS (PaKTOPOB pUCKa (caxap
B KpOoBM HaTomak > 5,6 mmoue/n, UMT > 30 KI/M°, TIOBBIIICHHBIC YPOBHU COAEpKaHUSA
TPUTIIAIEPUIOB, HMEIOIIASICS THIIEPTOHHS).

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

20



COOTBETCTBYET 2KCNEPTHOMY OTYETY
o1 19.02.2025 N= 4036

BaxxHO c0001aTh 0 MOJ03peBAEMBIX HEKEIATEIbHBIX p@&ﬁ%ﬁg&ﬁé‘ 'E@E{bﬁ)@%@l%ﬂ&l

C Menplo 00eCredYeHHs HENMPEepPhIBHOTO MOHHTOPUHTA COOTHOIICHUS <«II0JIb3a — PHUCK»
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKAM pa0OTHUKAM PEKOMEHIYEeTCsl COOOIaTh O JIFOOBIX
MI0JI03PEBACMBIX HEXKEIATEIbHBIX PEaKIUsAX JEKapCTBEHHOTO Iperapara depe3 HaIllMOHAIbHBIC
CUCTEMBI COOOIIEHUsT O HEXKEeNAaTeNbHBIX PEAKIHIX TOCylapcTB — YJIeHOB EBpasuiickoro

OKOHOMHUYECCKOI'O COrO3a.

Poccniickas @enepanvs

®depnepanbHas ciyx0a 1Mo Haa30py B chepe 31paBOOXpaHCHUS.

Anpec: 109012, r. MockBa, CnaBsiHcKas mionazis, a. 4, ctp. 1.
Tenedon: + 7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOH ceTH «HTepHeT»:

https://www.roszdravnadzor.gov.ru

Pecnyonmka Kazaxcran

PI'TI na IIXB «HaumonaneHbiii LleHTp SKCHEpTU3BI JEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX
w3nenuity KomuTera METUIIMHCKOTO U (apMaleBTUYECKOr0 KOHTpOJss MUHHUCTEpCTBa
3npaBooxpanenus Pecnyonnku Kazaxcras.

Anpec: ZOOT6ES, r. Acrana, yin. A. Umanosa, 13.

Tenedon: +7 (7172) 235-135

OnexTponHas noyra: farm@dari.kz

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHUKALMOHHOM ceTH «HTepHeT»: http://www.ndda.kz

PecniyOoiuka Apmenust

AO3T «HayuHbIil LIEHTp 3KCHEPTU3BI JIEKAPCTB U MEAMIMHCKUX TEXHOJOIMH MM. aKaJleMHuKa
3. I'abpuensiHay.

Anpec: 0051, . Epesan, nip. Komuraca 49/5.

Tenedon: (+374 10) 23-16-82, 23-08-96, (+ 374 60) 83-00-73

Tenedon ropsyeii TMHUN OTAETa MOHUTOPUHTA 0€30IIACHOCTH JIEKAPCTBEHHBIX CPEJICTB!

(+374 10) 20-05-05, (+374 96) 22-05-05

Caiit B mHGOPMAIIMOHHO-TEIEKOMMYHUKAIMOHHOM ceTH «MHTepHeT»: http://pharm.am

Pecriybnuka benapych
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PVII «IleHTp 5KCIEPTH3 U HCIBITAHHIT B 31PAaBOOXPaHEH

Anpec: 220037, r. Munck, niep. ToBapuieckuii, 2a.
Tenedon: +375 (17) 231-85-14
Tenedon ornena papmakonanzopa: + 375 (17) 242-00-29

Caiit B mHGOPMAIIMOHHO-TEIEKOMMYHUKAIMOHHOM ceTu «MHTepHeT»: https://www.rceth.by

Keiprezckas Pecniy6nnka

JlemapTtaMeHT JIEKapCTBEHHBIX CPEACTB M MEAMIMHCKHX H3Aeauil npu MuHHCTEpCTBE
3npaBooxpanenusi Keipresckoii PecryOmmkmu.

Anpec: 720044, r. buiikek, yi. 3-s1 auHus, 25.

Tenedon: + 996 (312) 21-92-78

OnektponHas novra: dlsmi@pharm.kg

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHOM ceTu «MHTepHeT»: http://www.pharm.kg

4.9. Ilepeno3mpoBka

Crennuyueckoro aHTUIOTA IS JICUCHUS TIEPEIO3UPOBKH aTOPBACTATUHOM HET.

B cnywyae mnepeno3upoBKH cleAyeT MPOBOAUTH CHUMITOMAaTHYECKOE JIEYEHHE 10 Mepe
HeoOxoaumocTu. Crenyer mpoBecTH (YHKIMOHAIbHBIE TECThl MEYEHH U KOHTPOJIUPOBATH
aktuBHOCTh K®K. Tlockonbky mpenapar akTHBHO CBSI3bIBa€TCA C OelKaMu IJIa3Mbl KPOBH,

reMouanu3 Hed(pPeKTUBEH.

5.  ®APMAKOJOTMYECKHUE CBOVMCTBA

5.1. ®apmakoamHamMHYecKHe CBOICTBA

®apMakoTepaneBTUUECKasl Ipynna: runonunuaemudeckoe cpencrtso — ['MI-KoA-penykrassl
WHTHOUTOP.

Kog ATX: C10AA05

Mexanusm aeiictBus u dhapMakoauHaMudeckue 3O hEKTEI

ATOpBacTaTUH — CEJIEKTHBHBIN KOHKYypeHTHbIH uHruoutop ['MI-KoA-penykTassl, KI0ueBOro
dbepmMeHTa,  TpEBpAIIAOMIETO  3-TUAPOKCH-3-MeTwiarmotapui-KoA B MmeBajgoHar  —
NPEAIIECTBEHHUK CTEPOUAOB, BKIIOUYas XojecTepuH. CHHTETUYECKOE THMIOJIUIIHNIEMHUYECKOE
CPELCTBO.

Y [anMeHToB C TOMO3UIOTHOM M TIE€TEPO3UIOTHOM CEMEHHOM T'HMIIEPXOJIECTEPUHEMMUEN,
HeceMeMHbIMU (hOpMaMU THIEPXOJECTEPUHEMUHN U CMEUIAaHHOW JUCIUIMUAEMHEH aTopBacTaTUH
CHIDKAaeT KoHleHTpauio B 1azme kpoBu XC, XC-JIIIHIT u amo-B, a Takxe XxoJjectepuHa
JUNONPOTEHHOB oueHb HU3KOW TuioTHocTU (XC-JIITTIOHIT) u Tpurnmuumepunos (TT'), BeI3BIBaeT

MOBBIIIIEHNE KOHIICHTPALUU XOJIECTEPHHA JIUIIONPOTEHHOB BbICOKOM tutoTHOCTH (XC-JITIBI).
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ATopBacTaTUH CHMXaeT KoHIeHTpanuio XC|u XC-'MH-H EQ'%WQH&ET %Qlﬂ*ﬂ;’éﬂpyﬂ

I'MI'-KoA-penykra3y U CHUHTE3 XOJECTEpHMHA B NEYEHHU U YBEIWUYUBAS YHUCIIO «II€YEHOYHBIX)
peuenropos JIIIHII ma noBEepXHOCTHM KIETOK, 4YTO MPUBOAUT K YCWICHHMIO 3axBaTa H
karabomuzma XC-JITTHII.

AtopBactatun ymeHbinaeTr obOpazoBanue XC-JIIIHIT w umcmo wactum JIITHII, BeI3BIBaeT
BBIDQKEHHOE U CTOKKOe mnoBbimieHue aktuBHoctu JIIIHII-peuentopoB B coyeTaHun C
ONMaronpusATHHIMM ~ KadecTBeHHbIMM ~ u3MeHeHussMu  JI[IHII-uactum, a Takxke CHMKaer
koHneHTpauuto XC-JIITHIT y mnamueHToB € TOMO3UTOTHOM HACIEACTBEHHOM CEMEWHOMN
TUIIEPXOJIECTEPUHEMHUEH, YCTOMYMBOM K  Tepanmuu  APYTMMH  TUIOJUIUIEMUYECKUMH
CpEICTBaMHU.

AtopBactatuH B no3ax oT 10 mr go 80 mr cHumxaer koHueHtpauuto XC Ha 30-46 %,
XC-JIIIHIT — na 41-61 %, ano-B — na 34-50 % u TI' — na 14-33 %. Pe3ynprarsl Tepanun
CXOJHBI y TAlMEHTOB C TETEPO3UTOTHON CEMEHMHON TUIEPXOJIECTEPUHEMHUEN, HECEMEWHBIMU
dopMaMu TUTIEPXOJIECTEPUHEMHUH M CMELIAHHOM TUIIEPIUNHUIEMHEH, B TOM YHCIe, Y MallUeHTOB
C cCaxapHbIM Aua0eToM 2 THUIIA.

Y nanuMeHToB € UW30JUPOBAHHOM  THNEPTPUTIIULEPUAECMHUEH  aTOPBACTATUH  CHWKAET
KOHIIeHTpanuto obmiero xonecrepuna, XC-JIITHIT, XC-JITIOHII, amo-B, TI' m mnoBsimaer
koHueHnTpauuio XC-JIIBII. ¥ nanueHToB ¢ 1ucOeTanunonpoTenHeMHuel aTopBacTaTUH CHUXKAET
KOHIIEHTPALUIO XOJIECTEpUHA JUIONPOTENHOB IIPOMEXYTOUYHON IUIOTHOCTHU
(XC-JIIIIILT).

VYV mnamuenToB ¢ runepaunonporenHemuei tTuna Ila m IIb mo kmaccudukanmm dpeapukcona
cpenHee 3HaueHWe noBblIeHMs KoHIeHTpauuu XC-JIIIBII mpu neueHum aTopBacTaTMHOM
(10-80 Mr) mo cpaBHEHHIO C UCXOJHBIM TMOKa3areneMm coctamiser 5,1-8,7 % u He 3aBHCHT OT
no3bl. MiMeeTcsi 3HaYUTENbHOE /10303aBHUCHMOE CHIDKEHHE BEITMYMHBI COOTHOUICHH: OOIIMii
xonectepun/XC-JITIBIT u XC-JITHII/XC-JITIBII na 29—44 % u 37-55 %, COOTBETCTBEHHO.
ATopBactaTuH B 703€ 80 MI' TOCTOBEPHO CHUXAET PUCK PAa3BUTHSI UIIEMUYECKUX OCIOXHEHUN U
cMepTHOCTh Ha 16 % mnocne 16-HemenpHOro Kypca, a pUCK MOBTOPHOM TIOCHUTAIM3ALMU IO
MOBOJIy CTEHOKApIHH, COMPOBOXKIAIOUIEHCS NpPU3HAKAMU HIIEMHM MHUOKapaa, Ha 26 %
(uccnenoBaHUE YMEHbBIICHUS BBIPAKEHHOCTH HIIEMUHM MHOKapAa Ha (oHe HWHTCHCHUBHOMN
runonunuaemMudeckoir tepanuu (MIRACL)). ¥V mnanueHTOB ¢ pa3iHuHBIMH HMCXOIHBIMH
koHueHTpauusaMu XC-JITTHII aropBacTaTMH BBI3BIBAET CHMIJKEHHE pHUCKA HIIEMHUYECKHX
OCJIOKHEHUW U CMEPTHOCTH (y MaIMEHTOB ¢ MH(APKTOM MUOKap/a 6e3 3yora Q u HecTaOMIIbHOU
CTEHOKapANEH y My)KUMH, )KEHIITUH U y TAIIUCHTOB B BO3PACTE MOJIOXKE U cTapiie 65 JeT).
Cumxenne koHueHTpanuu B 1asme kpoBu XC-JIITHII nyume koppenupyer ¢ 1030

aTOpBaCTaTHHA, Y€M C €ro KOHIIGHTpaled B Tuia3Me KpoBH. Jl03y MmoaOUparoT ¢ y4eToMm
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TepaneBTUuecKoro ddekra (cM. pazaen 4.2.).

TepaneBruyeckuii d3PPEeKT TOCTUTACTCS Yepe3 2 HEeNd IOClie Hayajla Teparuu, JOCTHraeT
MaKcUMyMa uyepe3 4 Heeu U COXPaHsAEeTCs B TEUEHUE BCETro Mepro/ia Teparuu.

Ipoghunaxmuxa cepoeurno-cocyoucmolx 0CLOHMCHEHUL

ArtopBacTtaTuH B 03¢ 10 MI CHM>KaeT OTHOCUTEIBHBINA PUCK PAa3BUTHUS KOPOHAPHBIX OCIOKHEHUH
(UBC ¢ neranpHbIM HCX0O0M M HedaTanbHbI nMHGpapkT muokapaa (UM) na 36 %, oOmwue
CepACYHO-COCYTUCThIE OCIOXKHEHUs Ha 29 %, daranpublii u HedaTambHbI HHCYIBT 26 %
(uccnemoBanue aTopBactaTiuHa y nanueHToB ¢ Al u ¢pakropamu pucka (ASCOT LLA)).
Caxapmuwiii ouabem

VY manueHToB C caXapHBIM IUabeToOM Tepanusi aTOpBACTaTUHOM CHMYKA€T OTHOCHUTENIBHBIA PUCK
Pa3BUTHSL OCHOBHBIX CEPIACUYHO-COCYAUCTHIX OCHOXHEeHHH ((atanbHblii M HedaTampHbIl 1M,
Oe30oyieBasi WIIEMHs MHOKapnaa, JETAIbHBIA HCX0Jn B pesyiabrate oboctpenus WBC,
HecTaOWJIbHAs ~ CTEHOKAapaus,  UIYHTUPOBAHWE  KOPOHAPHOM  apTepuM,  UYPECKOKHas
TPaHCIIOMHUHAIbHAs KOPOHApHAsl aHTMOIJIACTUKA, MPOLEAYPhl PEeBACKYIISIPU3ALUU, HHCYIBT) Ha
37 %, UM (daranbubiit 1 HedaTanbHblii) Ha 42 %, uHCYABLT ((haTanbHbId U HedaTaabHBIN) Ha
48 % BHE 3aBUCHUMOCTH OT 110JIa, BO3pacTa MalyeHTa uini ucxoaHo konuentpauuu XC-JIITHIT
(uccrnemoBanue aTopBacTaTuHa pu caxapHom nuadete 2 tuma (CARDS)).

Amepocknepos

VY nanuentoB ¢ MBC atopBactatu B 03¢ 80 MI' B CyTKM NPUBOJUT K YMEHBIIECHUIO OOIIETO
o0vema arepombl Ha 0,4 % 3a 1,8 Mecsaua Tepanuu (uccienoBaHHE OOpPAaTHOTO pPa3BUTHUS
KOPOHAapHOTO aTepockiepo3a Ha (oHE WHTEHCUBHOW TMIIOJMIHUIEMHUYECKON Tepanuu
(REVERSAL)).

IlosmopHhuiti uncynom

AtopBactatuH B g03¢ 80 Mr B CYTKM YMEHBIIAET PHCK IOBTOPHOTO (aTaabHOTO WIH
He(daTaIbHOTO HMHCYJIbTa y TAIlMeHTOB, TMEPEHECIIUX MHCYJIbT WJIA TPaH3UTOPHYIO
umemuueckyro araky (TUA) 6e3 UBC B anamHese (uccnenoBanue mo mpopuIakKTHKE HHCYIIBTa
IpY UHTEHCUBHOM CHIDKEHUH KoHleHTparuu xonectepuHa (SPARCL)), Ha 16 % no cpaBHEHUIO
¢ muane6o. [Ipy 3TOM 3HAYUTENHHO CHUXKAETCS PUCK OCHOBHBIX  CEPJIEYHO-COCYAUCTHIX
OCIIO)KHEHUH U mpoueAyp peBackymsipuzanuu. CoKpalleHHe pHCKa CepAeYHO-COCYAUCTHIX
HapyLICHUH MPHU Tepaluy aTOpBACTATHHOM OTMEYAaeTCs y BCEX TPYIIN HalMEeHTOB, KPOME TOM,
Ky/Ia BOIILTH TAI[UEHTHI C IEPBUYHBIM WIIH TOBTOPHBIM T€MOPPATHUECKUM HHCYIBTOM.
Bmopuunas npogpunaxmuxa cepoeuno-cocyoucmulx 0CI04CHEHUl

V nauuentoB ¢ UBC aTopBactatud B go3¢ 80 Mr, o cpaBHEHHUIO ¢ 10 MI, JOCTOBEPHO CHHUKAET
OTHOCHUTENIbHBI PUCK Pa3BUTUS OOJBIIMX CEPIEYHO-COCYAMUCTHIX coObITHH Ha 22 %,

HedaranbHoro UM (He cBSA3aHHOTO ¢ MpOoLeaypaMH peBacKyispu3anun) Ha 22 %, ¢aranbHOro u
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HedaTalbHOTrO HHCYIbTA Ha 25 % (cpaBHEHME ICOKOHQ%&W&%E%%Q&E&QTﬁﬁdM u

Tepanuu yMepeHHoW nHTeHcuBHOCTH y nanueHToB ¢ UBC (1o nanubiM nccnenoBanus TNT)).
5.2. dapmakoknHeTHYeCKHEe CBOHCTBA

Abcopbuus

ATopBacTaTUH OBICTPO  BcCachlBaeTcs IIOCIE€ TpUeMa BHYTPb: BpeMs  JIOCTH)KEHUS
ero MakcumanbHOW KoHIeHTparuu (TCn,) B TU1a3Me KpoBH cocTaBisieT 1-2 wdaca.
VY KeHIIMH MakcuMaibHas KoHIeHTpamus aropBactatuHa (Cpax) Ha 20 % BbIIe, a TUIOMIAb
non kpuBod «koHueHTpamusa-spems» (AUC) — wa 10% Hmxke, YeM Yy MYXKUHH.
Crenenp BcachblBaHHMS M KOHIIGHTpAIUsi B IUJIa3M€ KPOBH IOBBIIIAIOTCS MPONOPILHOHATIBHO
no3e. buogoctymHoCcTh aTropBactatuHa B hopMe TabmeTok coctaBiseT 95—99 % mo cpaBHEHUIO
C aTopBacCTaTUHOM B BHJE pacTBopa. AOCONIOTHas OWOJOCTYMHOCTH — OkojJo 14 %,
a  cucTeMHas OMOJOCTYITHOCTh UHTHOUpYIOLIEit aKTUBHOCTH B OTHOIIIEHUU
I'MI'-KoA-penykrazsl okono 30 %. Hwuskas cucremMHas OHOJOCTYNMHOCTH OOYyCIIOBJIEHA
IPECUCTEMHBIM METAa0OJM3MOM B CIHM3UCTOW OOOJOYKE JKEITYAOYHO-KHIIEYHOTO TpPaKTa
W/WIH TPU  <«TIEPBUYHOM TPOXOXKACHUM» Uepe3 TedeHb. [lpueM mHiuM HECKOJBKO
CHI)KAaeT CKOpPOCTh U cTemeHb abcopbuuu mnpenapara (Ha 25 % u 9 %, COOTBETCTBEHHO,
0 YeM CBHUICTEIBCTBYIOT pe3ynbTaThl ompeaeneHuss Chpox . AUC), 0ogHAKO CHIKEHHE
XC-JIITHIT cxomHO ¢ TakoBBIM IIpM IpPUEME aropBacTaTMHa HaTomak. Hecmorps Ha ToO,
YTO TOCJE TMpUEMa aTopBacTaTMHA B BEUYEPHEE BpEMsl €ro KOHLEHTpalus B IIa3Me€ KPOBHU
HUKe (Cpax W AUC, npumepno, Ha 30 %), yeM mnocie mnpuemMa B YyTpeHHeEe Bpems,
cHmkeHue koHneHtpanuu XC-JIITHII He 3aBUCUT OT BPEMEHH CYTOK, B KOTOPO€ MPUHHUMAIOT
npemnapar.

Pacnpenenenue

Cpennuii o0BeM pacmpeiesieHuss aTopBacTaTMHa cocTaBisieT okono 381 mumrpa. CBs3b
¢ O6enkaMu miaa3Mbl KpoBU He MeHee 98 %. OTHouIeHHe coaepKaHHs B IPUTPOLUTAX/TIIIa3Me
KpOBU cocTaBisieT okoJio 0,25, To ecTh aTOPBACTATHH I1JI0XO IPOHUKAET B SPUTPOLIUTHI.

Buorpancdopmarnus

ATopBacTaTUH B 3HAUUTEIBHOW CTENEHM MeTaboau3upyerca ¢ 00pa3oBaHUEM OpTO-
U TNaparuJpOKCWIMPOBAaHHBIX IMPOU3BOAHBIX U  PA3NIUYHBIX MPOAYKTOB  [B-OKUCIIEHHS.
In vitro opTO- M TNAParuIpPOKCUIMPOBAHHBIE META0OJIUTHI OKAa3bIBAIOT WMHIHOUpYIOIEee
neiicreue Ha I'MI-KoA-penykrasy, comocTaBUMOE C TakOBBIM aropBacTaTuHa. lIpumepHo
70 % cHmwxkeHus aktuBHOCTH ['MI-KoA-penykrazpl MNpOUCXOAUT 3a CYET JIEUCTBHUS
aKTUBHBIX IMPKYJUPYIOIIMX METa0OIUTOB. Pe3ynpTaThl uccnenoBaHWM in  vitro JaroT
OCHOBAaHMSA  MPENNOJOXKHUTh, 4YTo u30opepmenT CYP344 medeHW UrpaeT  BaxHYIO

poab B Meraboiu3Me —aropBacTatMHa. B momb3y 3TOro  ¢akra  CBHIETENBCTBYET
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nprueMe 3PUTPOMUIINHA, KOTOPBII SIBISETCS HHTUOUTOPOM 3TOro m3odepmenta. Mcciaenopanus
in vitro TaKXke TIOKa3ajh, 4YTO AaToOpBAaCTaTUH SBJSIETCA  CJA0BIM  MHTHOUTOPOM
nzopepmenra CYP3A4A4. AtopBacTaTUH HE OKa3blBaeT KIMHUYECKH 3HAYMMOTO BIIUSHUS
Ha KOHLIEHTpAallMI0 B IUIa3Me KpoBU TepdeHaJuHa, KOTOPBIH  MeTaboIu3upyercs,
IJIaBHBIM  oOpa3zoM, wu3odepmentom CYP344, TO3TOMY €ro CyIIECTBEHHOE BIUSHHUE
Ha  (apMaKOKMHETHKY Jpyrux cyocrparoB uzodpepmenta CYP3A4  ManoBeposiTHO
(cm. paznmen 4.5.).

OJIMMUHALNSA

ATOpBacTaTUH W €ro MeTaOONUTHl BBIBOAATCS, TIJIABHBIM 00pa3oM, C KeT4blo TMocie
MEYCHOYHOTO W/WIM BHEMEYCHOYHOro MeTabonm3ma (aTopBacTaTHH HE MOJBEpraercs
BBIPOKCHHOW  KHIIIEYHO-TIEUEHOUYHOW peumpkyisinuu). I[lepuony momyBeiBenenust (Tip)
COCTaBJISIET OKOJIO 14 4YacoB, Mpu 3TOM HHTUOUpyromuid 3¢ ¢GeKT mpemnapara B OTHOIICHUU
I'MI'-KoA-penykra3sl npumepHo Ha 70 % onpenensiercs akTUBHOCTBIO LUPKYIUPYIOLINX
MeTabonmuToB U coxpansercs okoio 20-30 wacoB Onaromapss ux Hammuwio. Ilocme mpuema
BHYTPb B MOue OOHapyXHuBaeTcsi MeHee 2 % OT MPUHATON 03Bl penapara.

ATopBacTaTHH SIBJISETCS CyOCTpaTOM JJIsi TPAHCIOPTEPOB (EPMEHTOB MEUECHU, TPAHCIIOPTEPOM
OATPIBI n OATPIB3. MerabonuramMi artopBacTaTHHa SBISIOTCS cyoctpatsl OATPIBI.
ATOpBacTaTUH TakXke WICHTU(DUIMPYETCS Kak cyOcTpaT TpaHcmopTrepoB orTtoka MIIY1
u Oenka pPE3UCTEHTHOCTH paka MOJIOYHOM Kele3bl, KOTOpble MOTYT OrpaHHYMBATH
KHUIIIEYHYI0 a0COpOIMIo U OMIMapHBIN KIIMPEHC aTOpBAaCTaTHHA.

JInia mosKujioro Bo3pacra

Konnenrpauuun aropBactaTuHa B IUIa3M€ KPOBM Yy TAIMEHTOB cTapuie 65 JeT BhIIe
(Cmax mpumepHo Ha 40 %, AUC mnpumepHo Ha 30 %), dyem y B3pOCIbIX MallMEHTOB
MOJIOOTO Bo3pacTa. Pasznmuumit B »ddexkTuBHOCTH W 0OE30IaCHOCTH Tpernapara, WIH
JOCTH)KEHUH LIeJel TUIOIMIHUIAEMUYECKON Tepanuu y MOXHIIBIX IalUEHTOB 10 CPAaBHEHHIO
¢ o01Ieil momynsnueil He BBISBIICHO.

Ilon

Konnentpanuu aropBactatuHa B IJIa3M€ KPOBU Yy JKEHIIUH OTJIMYAIOTCS OT aHAJIOTMYHBIX
nokasareneil y myxuut (mpumepHo Ha 20 % Boime s Cpa 1 Ha 10 % Himke ans AUC).
OpHako KakuxX-TMOO KIMHWUYECKH 3HAUYMMBIX pPA3IMuUuil B JACHCTBUM Ha JIMIHIBI MEXKIY
MY>KYMHAMH U KEHIIUHAMU HEe HaOII04a0Ch.

IToueunast HeJOCTATOYHOCTD

Hapymenne ¢GyHKIUU MOYEK HE BIUSET Ha KOHIICHTPAIMIO aTOPBACTAaTHMHA B IUIa3ME KPOBH

nin €ro BOBHGﬁCTBHe Ha II0Ka3aTcCJId JIHUIIMAHOI'O O6M€Ha, B CBA3HM C O3THM HU3MCHCHHUC O03BI
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y MAIUEHTOB C HapyIIeHUEM (QYHKIIMH MOYEK HE Tpe6ye¥&:f:gn}.%§§'ﬂziﬂ!:'|_| OCTE 0003

HccnenoBanuii IpUMEHEHUs aTOPBACTaTUHA y IALUEHTOB ¢ TEPMUHAIBHOM CTaAMEW MOYECYHOU
HEJ0CTaTOYHOCTU HE IPOBOAWIOCH. ATOpPBACTaTMH HE BBIBOJUTCA B XOAE€ TIeMOAMAIM3a
BCJIEJICTBHE MHTEHCUBHOT'O CBSI3bIBAHUS C O€JIKAMHU IUIa3Mbl KPOBH.

IIeueHOYHAS HEAOCTATOYHOCTD

Konnentpauust mnpenapara 3HauuTenbHO TnoBbImaercsa (Cpa.x mnpumepHo B 16 pas,
AUC mpumepHo B 11 pa3) y DamuMeHTOB ¢ alKOTOJbHBIM IHMPPO30M TmedeHn (kimacc B

no kinaccupukanuu Yanna-I1eto) (cm. pazaen 4.3.).

HMomumopdusm SLCO1B1

[Teyenounsrii 3axBar Bcex wuHrHOUTOpOoB ['MK-KoA-penykraspl, BKiIO4Yas aTOpBAacTAaTHH,
MPOUCXOAUT ¢ ydactueMm TpaHcnoptepa OATPIBI. Y TauUeHTOB C TI'E€HETHYECKUM
nonumopdusmom SLCOIBI wuMmeeTcs pPUCK TOBBIIMIEHUS SKCIO3UIMM aTOPBACTAaTHHA, YTO
MOKET TPHUBECTH K TOBBIIICHUIO pHUCKa pas3BuTus padbaomuonusa. Ilomumopdusm rena,
kogupytomero OATPIB1 (SLCOIBI ¢.521CC) cBs3an c¢ moBbimerremM skcrno3uiu (AUC)
aTopBacTaTMHa B 2,4 pa3a 1O CpaBHEHHMIO C TNAaleHTaMH 0e3 TaKoro T'€HOTHIHUYECKOIrO
u3MeHeHnuss (¢.521TT). Hapymenue 3axBaTa aTopBacTaTMHa II€YEHBIO, CBSI3aHHOE
C TCHETHMYECKUMHU HAPYIICHUSMH, TAK)KE MOKET HAOIIOAAThC y TAKUX MAIMEHTOB. Bo3MOXHBIE
MOCIIEACTBHSI B OTHOIIEHUH 3(PPEKTUBHOCTH HEU3BECTHBI.

eTu

B 8-HemenbHOM OTKpBITOM HCCleoBaHUU aeTh (B Bo3pacTe 6—17 1eT) ¢ TeTepo3UroTHOU
CEMENHOMN TUIIEPXO0JIECTEPUHEMHUEH 51 HCXOIHOMN KOHILIEHTpaLuen
xonecrepuna-JIITHIT > 4 MMonb/n mony4yanu Tepanmuio aTOPBACTaTUHOM B BHJIE KEBAaTEIbHBIX
Tabnetok 5 mr mwin 10 Mr wim TableToK, MOKPHITHIX 000J109K0i B 103¢ 10 Mr wim 20 Mr oauH
pa3 B  CYTKH, COOTBETCTBEHHO. EJIMHCTBEHHONW  3HAYUTENBHOW  KOBApHaTOl B
(dhapMaKOKMHETHUECKON MOJENH TMOMYJSAIUHY, MOJNyJaloleil aropBacTaTuH, Oblla Macca Tena.
Kaxymuiics knupeHc aropBacTaTMHA y JETe HE OTJIMYalCs OT TaKOBOTO Yy B3POCIBIX
NAlMEHTOB MpPH AJJIOMETPUYECKOM HM3MEpPEHHWH IO Macce Tena. B nuamazoHe JencTBUs
aTopBacTaTMHa M O-TUAPOKCHATOPBACTATHHA OTMEYAIOCh IOCIEAO0BATEIBHOE CHUKEHHE

XC-JIITHIT u XC.

6. DOAPMAIIEBTHUYECKHUE CBOMCTBA
6.1. IlepedyeHb BcmoMoOrateJibHbIX BellleCTB

Atopsacratul PerneBai, 10 Mr, TabJIETKU, HOKPHITHIE IUICHOYHO 000J10YKON

— Iemmono3a Mukpokpucrammuueckas «tur 101»;
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KaJbIUsl KapOoOHaT;

JIAKTO3bI MOHOTHUPAT,
KpOCKapMeJli03a HaTpus;
THIIPOJI03a;

MarHusi cTeapar;
norcop6at 80 (TBuH 80);

HATpUS JIaypuiICyIbdar.

Cocmas obonouxu:

[rumpomenosa (ruapoxkcunpormuaMeTuienuionosa) (E 464),
makporois 6000 (mommyTunenrnukonb-6000) (E 1521),
tutana quokeua (E 171),

tanbk (E 553b)];

NI

[nyaﬂ CMCCH IJI IIJICHOYHOI'O MMOKPBITHUA COCTOAIIAd U3:

TUIpOMeIo3a (THaApoKcuponriMeTueonos3a) (E 464),
makporois 6000 (mommdTunenrnukonb-6000) (E 1521),
tutana quokeua (E 171),
tanek (E 553b)];
smyabcusi cumetukona 30 % (B coctaB aMynbcud BXOAAT: cuMETHKOH (30 %), aMynbraTopsl

(5—10 %), xoncepsanTtsi (0,5—1,0 %), Boga ounmieHnHas (60—65 %)).

Atopsacratul PeneBai, 20 Mr, TabJIETKU, HOKPHITHIE IUICHOYHO 000J10YKON

Hemntono3a mukpokpucramiueckas «rtum 101»;
KaJIBITMST KapOOHarT;

JIAKTO3BI MOHOTHIPAT;

KpOocCKapMeJio3a HaTpHsl;

THIIPOJIO3a;

MarHusi cTeapar;

nonucop6at 80 (TBuH 80);

HaTpus Jaypuicyiabdar.

Cocmas obonouku:

[rumpomenosa (ruapoxcunpormuaMeTuienuionosa) (E 464),
Makporod 6000 (mommaTunenrukoib-6000) (E 1521),

tutana quokeun (E 171),
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— Tanbk (E 553b)];

WIH
[cyxast cMeCh JJIsl TNIEHOYHOTO MOKPBITHS COCTOSIIAs 3!

- TUITPOMeENIo3a (THapOKCHUIIponuaMeTuieutono3a) (E 464),

- Makporod 6000 (mommaTunenrukosb-6000) (E 1521),

— tutaHa guokeua (E 171),

- tanbk (E 553b)];

- smynbscusi cumetnkoHa 30 % (B cocraB smynbcuu Bxomaar: cuMeTtukoH (30 %),
samyabraropsl (5—10 %), korcepBauTs (0,5—1,0 %), Boga ounmiernas (60—65 %)).

Aropsacratul PeneBai, 40 Mr, TaOJIETKHU, MOKPEITHIE INIEHOYHOI 000I0YKON

— Hennronosza mukpokpucramueckas «rum 101»;
—  KaJpIus KapOoHaT;

— JIaKTO3bl MOHOTH/IPAT;

— KpOCKapMeJuio3a HaTpusl;

— THUIIPOJI03a;

— MarHus creapar;

— mnomucopb6ar 80 (tBuH 80);

— HaTpus JaypuwicyiabQart.

Cocmas obonouxu:

[runpomerio3a (ruapoKcunponuiIMeTuinemunonosa) (E 464),

makporois 6000 (mommyTunenrnukonb-6000) (E 1521),

tutana quokeua (E 171),

— Ttanek (E 553b)];

WIH

[cyxast cMeCh IS TUIEHOYHOTO MOKPBITHS COCTOSIIAs H3:

— TUIpOMeIo3a (TuapokcunponuiMeTuenonos3a) (E 464),

- Makporod 6000 (mommaTunenrukosb-6000) (E 1521),

- tutana quokeun (E 171),

- tanek (E 553b)];

- smynecusi cumetnkoHa 30 % (B cocraB sMmynbcud Bxomaar: cuMeTtukoH (30 %),
smyneraropsl (5—10 %), koncepsantsl (0,5—1,0 %), Boga ounienHas (60—65 %)).
6.2. HecoBmecTHMOCTH

He npumenumo.
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6.3. Cpok rogHocTH (CPOK XpaHEHUA)

3 roga.
6.4. Oco0Oble MepbI IPEIOCTOPOKHOCTH IPH XPAHECHUH

XpaHUTh B KOHTYPHOU SIMEMKOBOM YITaKOBKE B MMayke Mpu Temmneparype Hmke 25 °C.

6.5. Xapaxkrep u conep:kaHHe NEPBUYHON YIIAKOBKH

ITo 10, 14, 15 TabieToK B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY W3 IUICHKHU MOJIMBUHUIXJIOPUIHOM
1 (OB ATIOMHUHUEBOM MEYaTHON JTAKUPOBAHHOM.

3, 5, 6, 9 KOHTYPHBIX SUYECHKOBBIX YMakoBOK 1o 10 Tabmerok wim 2, 4 KOHTYpHBIC STYEHKOBBIC
ymakoBkd 1o 14 Tabnerok, wnmm 2, 4, 6, 8§ KOHTYpHBIX SYCHKOBBIX YIAKOBOK TIO
15 TabneTok C JIMCTKOM-BKJIAQJBIINIEM MMOMENIAIOT B MAYKy W3 KapTOHA IS MOTPEOUTENhCKON
Tapsbl.

6.6. OcoOble Mepbl TMPEAOCTOPOKHOCTH TNPHM  YHUUYTOKEHHWHM  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WIN OTX0J0B, TMOJYYEHHBIX [OCJe MpPUMeHEHUs
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MAaHUILYJISIIUHU € PenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JAEPXKATEJIb PETUCTPAIIMOHHOTI' O YAOCTOBEPEHUS

Poccniickas @enepanvs

AxktuonepHoe obmiectBo «IIpousBoncTBenHas dpapmaneBTuueckas komnanusi OOHOBIEHHE
KOpunnuecknit  anpec: 633621, Hoocubupckas o001., Cy3yHckuii paiioH, prm. Cy3yH,
yi. Komuccapa 341bK08Ba, 1. 18.

Temn./akc: 8 (800) 200-09-95.

7.1. IlpencraBuTe/ib Jep:KaTesid PerucTPANMOHHOIO YAOCTOBEPEHHS HAa TepPPUTOPUM
Coroza

IIperen3uun norpeduTeIel HANPABIATS I10 AJIPECY:

Poccuiickas @eoepayus

Axk1uonepHoe obmiectBo «IIpousBoncTBenHas dpapmaneBTuueckas komnanuss OOHOBIEHHE)
630096, r. HoBocubupck, yn. CranimonHas, a. 80.

Temn./akc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

Pecnyonuxa Kasaxcman, Pecnyonuka Apmenus, Pecnybnuxka bBenapyco, Kvipevizckas
Pecnybnuxa

TOO «PapmareiiT-Kazaxcran»
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Pecniyonmmka Kazaxcran, ropoa Anmarsl, AJHdaHHHCKH}IZI]%IEIgFE'CI%O-EEQ&HEgaL? Héfé‘ﬁhss,

kB. 38, mouToBsi uHIeke 050000
Tenedon: +7 777 788 3809
Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH «HTepHeT»:

saldibekova@pharmagate.co.uk

8. HOMEP PETHCTPAHMOHHOI'O YAOCTOBEPEHMUSA

JITT-Ne(001273)-(PT-RU)

9. JIATA MEPBUYHOM PETMCTPAIIUM (ITOJATBEPXXJIEHNS PETUCTPAIINMA,
MNEPEPETUCTPALIUN)

Hara nepsoii peructpanuu: 30.09.2022

10. JATA NEPECMOTPA TEKCTA

OOmast xapakTepuCTHKa JIEKApCTBEHHOTO TMperapara ArtopBacTaTMH PeHeBanm JocTynHa
Ha UH(POPMALMOHHOM rnopraie EBpasuiickoro SKOHOMHYECKOIO COr03a B

nH(}pOpMaITMOHHO-KOMMYHHUKAIMOHHOM ceTn «HTepHeT» https://eec.eacunion.org/

31



