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OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEIIAPATA
PosyBactatuH, 5 Mr, Ta0IE€TKH, MOKPHITHIE IICHOYHONU 000IOUKOIA.
PosyBacrarun, 10 mr, Tabs1eTKH, MOKPHITHIEC INIEHOYHONW 000TOUKOM.

PosyBacrarun, 20 mr, TabJIeTKH, MOKPHITHIEC INIEHOYHONW 000TOUKOM.

2. KAUECTBEHHBIN 1 KOJNYECTBEHHBIN COCTAB
JlencTByOIIee BEECTBO: PO3yBACTATHH.

PosyBacTarud, 5 Mr, TaOJIETKH, IIOKPLITHIE INIEHOYHON 000JI0YKOH

Kaxxnas TabneTka comepuT 5 Mr po3yBacTaTiHa (B BUIC pO3yBacTaTUHA KaJIbITH).
BcnomorarensHple BelecTBa, HAIWYME KOTOPBIX HANO YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenapara: aktosa (cM. paznen 4.3., 4.4.).

PosyBacrtarud, 10 mMr, TaOJIETKH, IOKPLITHIE INIEHOYHON 000JI0YKOH

Kaxxnas Tabnerka comepxut 10 Mr po3yBactatuHa (B BHJI€ PO3yBaCTaTHHA KAJIBITHS).
BcnomorarenbHple BelecTBa, HAIMYME KOTOPBIX HANO YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenapara: laktosa (cM. paznen 4.3., 4.4.).

PosyBacrtarud, 20 Mr, TaOJIETKH, IOKPLITHIE INIEHOYHON 000JI0YKOH

Kaxxnas tabnerka comepxut 20 Mr po3yBacTaTuHa (B BHJIC PO3yBAaCTATHHA KAJIBITHS).
BcnomorarenbHble BellecTBa, HAIWYME KOTOPBIX HANO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: laktosa (cM. paznen 4.3., 4.4.).

[TonHbIl TepeyeHb BCIIOMOTaTEIbHbBIX BEIIECTB IPUBEAEH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TaGnerku, MOKPHITHIE MIICHOYHOH 000JI0UKOIA.

PosyBacrarud, 5 mMr, TaOJETKH, IIOKPBITHIE INIEHOYHON 000JI0YKOU

Kpyrnbie nBOSKOBBIMYKIIbIE TaOJETKH, MOKPBITHIE IUICHOYHOM O00OJOYKOW Kenroro IBera. Ha
U3JIOME ]IpOo TabJIETKU OT OEJIOro /10 MOYTH OeNoro IBeTa, JOIMYCKal0TCs KEJIThle BKPArJICHUsI.

PosyBacrarud, 10 mr, TaOJIETKH, MOKPBITHIE INIEHOYHON 000J0YKOU

Kpyrible ABOSIKOBBITYKIIbIC TaOJIETKH, MOKPBITHIC IJICHOYHOW 000JOYKON po3oBoro IiBera. Ha
M3JIOME PO TAOJIETKH OT OEJI0T0 JI0 TIOUTH OEJIoTo IBETa, TOMYCKAIOTCS KEIThIC BKPAIICHHUS.

PosyBacrtarud, 20 Mr, TaOJIETKH, IOKPLITHIE INIEHOYHON 000JI0YKOH

Kpyriibie 1BOSKOBBITYKIIbIE TA0IETKU, IOKPHITHIE MIJICHOYHOW 000JI0YKOM PO30BOTO 1IBETA, C PUCKOU
Ha ogHON cTopoHe. Ha m3nome siapo TabieTKu oT Oenoro 10 MmouTH Oenoro IBeTa, J0MYyCKaloTCs
’KEJThIe BKPATUICHHSL.

Pucka npenHasHadeHa JUING AU pa3iaMbIBaHHS C IETbI0 OOJETYEHHUS MPOTTIAThIBAHUS, a HE UL

pasacICHUA Ha PaBHBIC TO3bI.
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4. KINHUYECKHUE JJAHHBIE (MNOCNEOCBATENEHOCTE 0003)

4.1. IToxa3aHusl K IPUMEHEHHUIO

[Tpenapat Po3yBacTaTuH mokasaH AJisi IPUMEHEHUS Y B3pOCIIBIX B Bo3pacTe oT 18 sieT:

* [lpu nepBuuHO#l TuUNepxonectepuHemMun 1o Dpenpukcony (tum Ila, BxIOUas ceMelHYIO
TETEPO3UTOTHYIO THUIIEPXOJECTEPUHEMHIO) WM CMEIIaHHOW rumnepxojectepunemun (tun IIb) B
Ka4yecTBE JIOTMOJHEHUS K JMEeTe, KOrjaa IueTa U JIpyrue HeMeIUKaMEHTO3HBIE METOMbI JICUCHUS
(HanmpuMmep, PU3NUECKUE YIPAKHEHNS, CHIYKCHHE MacChl TeJla) OKa3bIBAIOTCSI HEAOCTATOUHBIMHU.

* [Ipu ceMelHOM TOMO3UTOTHOM TUIIEPXOJIECTEPUHEMHUM B KAUE€CTBE JIOMOJTHEHUS K TUETE U JPYrou
JUTIHCHUKAIONIEH Tepanuu (Hanmpumep, adepe3 JHUIMONpOTeHHOB HU3KoM mioTHoctu (JITTHIT)),
WIN B CITy4asiX, KOraa moJo0Has Tepamnus HelocTaToYHo 3¢ dekTrBHa.

* [Ipu runeprpurnuuepuaemuu (tum IV no @peapukcony) B KauecTBE TOTOIHEHUS K TUETE.

« JIns1 3amMeIIeHus TPOrPEeCCUPOBAaHUS aTEPOCKIIEPO3a B KaUeCTBE JOMOIHEHUS K TUETe y MAllUeHTOB,
KOTOPBIM TIOKa3aHa Teparus IS CHIKEHHUs KoHIeHTpamuu oOmiero xonecrepuHa (XC) u XC
JTUNONPOTENHOB HU3KOM mioTHOCTH (XC-JITTHIT).

* Jlna mepBUYHOW NPOPMIAKTUKA OCHOBHBIX CEPIACUYHO-COCYAUCTBIX OCIOXKHEHUH (MHCYIbTA,
uH(papKTa, apTepUaIbHOW PEBACKYJIAPU3ALMU) Yy B3POCIBIX MAlUEHTOB 0€3 KIMHHUYECKUX
npu3HakoB umemudeckoi 6omnesnu cepama (MBC), HO ¢ MOBBIINICHHBIM PUCKOM €€ Pa3BUTHUS
(Bo3pacr crapiue 50 net 11 My)4uH U crapiie 60 JeT a7 )KeHIIUH, MOBBIIIEHHAs KOHLEHTPAIHS
C-peaktuBHOro Oenka (> 2 MI/JI) MpU HAaJMYUM KaK MUHUMYM OJHOTO M3 JIOTIOJHUTEIIBHBIX
dakTopoB pHCKa, TaKUX Kak apTepualbHas THUIEpPTeH3us, HHU3Kasg KoHueHTpauus XC
JUTIONPOTENHOB BhIcOKOM TuioTHOCTH (XC-JITIBII), Kypenue, ceMeiHbIi aHaMHE3 paHHETO Havasia
NBC).

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEeHUs!

Jlo Hayana Tepanuu npenapatoM Po3yBacTaTuH manueHT J0JDKEH Ha4aTh COOMI0aTh CTaHIapTHYIO

TUIOXO0JECTEPUHEMUYECKYIO JHMETy U MpOoJoJDKaTh coOoaTh ee BO BpeMms Jiedenus. Jloza

mpernapara JOJDKHA TOJAOMpaTbes WHAMBHIYaTbHO B 3aBHCHUMOCTH OT II€Jied Tepanmuud u

TEpareBTUYECKOr0 OTBETa Ha JICYCHHE, MPHUHHMAs BO BHUMAaHHME TEKYIIHME PEKOMEHJALUHU IO

[EJIeBBIM KOHIIEHTPALIUSM JIUITH]IOB.

PexxuM o3upoBaHus

PekoMennyeMas HadanpHas 1o03a s NAMEHTOB, HAUMHAIOLMX NPUHUMATh Npenapar, WA Ui
MAIMEeHTOB, MEPEeBEJCHHbIX C mpuema Apyrux uHruOuTopoB I'MI-KoA-penykTassl, IOKHA
coctaBysITh 5 mr mwiu 10 mr npemapara PosyBactatun 1 pa3 B cytku. [Ipu BeIOOpe HauaabHOM 03B
clelyeT PYKOBOJCTBOBAThCS WHAMBUAYAJIbHON KOHIICHTPAlMEW XOJECTEpUHA W MPUHUMATH BO
BHUMaHHE BO3MOXHBIN PUCK CEPACYHO-COCYANCTHIX OCI0KHEHUI, a TaKke HEOOXOJMMO OLEHUBATh

MOTEHIMATIBLHBIN PUCK pa3BUTHS TOOOYHBIX 3(pPekToB. B ciiyuae HeoOX0AMMOCTH, 71032 MOXKET OBbITH
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yBenu4eHa 10 OoJbiei yepes 4 Heaenu (CM. pas]

B cBsi31 ¢ BO3MOXHBIM pa3BUTHEM MOOOUYHBIX 3P (eKTOB mpu npueme 10361 40 MI IO CPaBHEHUIO C
Oonee HM3KMMHU Jo3amu mpemnapara (cm. pasmen 4.8.), yBenumuenwe n03bl 10 40 wmr, mocie
JIOTIOJTHUTEIBHOTO TpHUeMa J103bl BbIIIE PEKOMEHIYyeMOM HavyalbHOM 03Bl B TeUeHHE 4-X HeIellb
Tepanuu, MO>KET MPOBOAUTHCS TOJIBKO Y MAIIHEHTOB C TSHKEJIOW CTENEHBIO THIEPX0JIeCTEPUHEMUH U
C BBICOKMM DPHUCKOM CEpJIEYHO-COCYAMCTBIX OCJIOXKHEHUH (0COOEHHO y MAaIMEeHTOB C CEMEHHOU
TUIEPXOJIECTEPUHEMUEH ), Y KOTOPBIX HE OBUT JOCTUTHYT KeJIaeMbIid pe3yJIbTaT Teparuu P MpreMe
10361 20 MT, ¥ KOTOpbIe OYAyT HaXOIUTHCSA IOJ HaOOACHHEM crenuanucta (cMm. pasaen 4.4.).
PexomMenayercsi 0ocoOOEHHO TIIaTeNlbHOE HAOMIOEHHE 3a MalUueHTaMH, MMOTYYalolluMU Mpenapar B
nose 40 mr.

He pexomenayercst HazHaueHue 10361 40 Mr manueHTaM, paHee He oOpamaBMMes K Bpauy. [locie
2-4-X "Heenb Tepanuii /WK PU MIOBBIIIIEHUH 10361 Tpenapara Po3yBacTaTHH HEOOXOIUM KOHTPOJIb
MOKa3aTeNel JUMUIHOTO oOMeHa (TTpu HE0OXO0AMMOCTH TPEOYEeTCsl KOPPEKIIUS T03bI).

Oco0ble rpyInel NAKMEHTOB

Ilayuenmsi ¢ Hapywenuem yHKYyuU nodex

VY manueHToB ¢ HapylleHHeM (pYHKUIHU MOYEK JIETKOW WJIM CpeHEH CTENEHU TSKECTU KOPPEKIIHS
703kl HEe TpeOyercs. Y MaIlMeHTOB ¢ HapylieHHeM (YHKIUHU MOYCK TSHKENOi cTerneHu (KIMpeHC
kpeatnanHa (KK) menee 30 mi/MuH.) mpuMeHeHHe mpemapaTa Po3yBacTaTMH MPOTHUBOIIOKA3aHO.
[TpoTHBOMOKa3aHO MPUMEHEHHUE MpenapaTa B 03¢ 40 Mr y NMalMeHTOB ¢ HapyIEHUSIMUA (DYHKIIMN
nouek cpenueit creneHu Tsokectu (KK 30-60 mn/mun.) (cMm. pazaensl 4.4. u 5.2.). Ilaruentam c
HapylieHueM (YHKIMM TOYeK CpelHed CTeNneHW TSHKeCTH PEKOMEHAyeTcsl HaudaidbHas J03a
mpenapara 5 Mr.

Iayuenmvi ¢ Hapywenuem hyHKyuu neyeHu

[IpenapaTt Po3yBacTaTH NMpOTHUBOIIOKA3aH MallieHTaM C 3a00JIeBaHUSAMU NEYEHU B aKTUBHOU (haze
(cm. pasznmen 4.3.).

Omuuueckue pynnbvi

[Tpu u3yyeHnn GpapMakOKHHETUYECKUX ITapaMETPOB PO3YyBACTATHHA y MAIMEHTOB, MPUHAIIICKAIIUX
K pa3HbIM 3THHYECKUM IpyIIaM, OTMEUYEHO YBEJIMYEHUE CUCTEMHON KOHIIEHTPAIlMU PO3yBacTaTHHA
y MAIMeHTOB MOHTOJOMIHOW packl (cM. pasgen 4.4.). CiaemyerT y4YWTHIBATh AaHHBIA (DaKT MPH
Ha3HauYeHUM npenapaTta PozyBacTaTuH AaHHBIM rpynnaM nanueHToB. [lpu npueme 103 10 mr u 20 mr
peKoMeHAyeMas HadalbHasg J03a i1 [NAlUEHTOB MOHIOJOMJIHOM pachl COCTaBISIET S5 MI.
[IpoTrBOMOKa3aHO Ha3HadeHHWE mpemnaparta B jgo3e 40 Mr manuMeHTaM MOHTOJOHMIHOW packl (CM.
paznmen 4.3.).

T'enemuueckuii nonumopghuzm

V¥ nocureneit renoruno SLCO1B1 (OATP1B1) ¢.521CC u ABCG2 (BCRP) c.421AA ormeuanoch
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YBEITUYCHUE DKCITO3UIHH (TIIOMIAh O KPUBOU «KOHHCHQU_aE-[I/;LE; ;&Mggﬂkﬁéh}_@ CTéTI/IHa

no cpaBHeHuto ¢ HocutensimMu reHotunoB SLCOIB1 ¢.521TT u ABCG2 c.421CC. dusa
nauuentoB-Hocutenet reHorunoB c¢.521CC u c.421AA pexkoMeHnyemass MakCUMallbHasl J03a
npemnapara PozyBacratun cocrasisier 20 Mr oJiH pa3 B CyTKH (cM. pazaeist 4.4. u 5.2.).
Iayuenmul, npedpacnonodcentvle K MUONAMUU
[TpoTuBOMOKa3aHO HAa3HAUYEHUE Ipemnapara B o3¢ 40 Mr manueHTam ¢ GpakTopamu, KOTOPbIE MOTYT
yKa3bIBaTh Ha MPEAPACIIOIIOKEHHOCTh K Pa3BUTUIO MuonaTuu (cM. pasznen 4.3.). Ilpu HazHaueHUH
103 10 mr u 20 Mr pekoMeHayemasi HadajibHasi J103a JUIsl JAHHOW TPYMIIbI MAIMEHTOB COCTABJISET
5 mr (cm. pazzgen 4.3.).
Conymcemeyrowas mepanus
Po3yBacTaTuH CBSI3bIBA€TCS C Pa3IMYHBIMU TPAHCHOPTHBIMH Oenkamu (B wactHocTH, ¢ OATPIBI,
MOJIUTIENTUAOM TPAHCIOPTAa OPraHUYECKUX AHMOHOB, YYaCTBYIOIIMM B 3aXBaTe CTaTHMHOB
renatonutamu, 1 BCRP, addarokcapiM Tparcnoptepom). [Ipu coBMeCTHOM MpUMEHEHUH MperapaTa
Po3yBacTaTuH C JIeKapCTBEHHBIMH TpenapaTamMy (TaKMMHM KaK LUKIOCHOPHH, HEKOTOpbIE
UHTUOUTOPHI TpoTea3sl BUY, Bkioyas KOMOMHAIIMIO PUTOHABHPA C aTa3aHaBUPOM, JOMMHABHUPOM
W/WIM TUOPAHABUPOM), TOBBIAIONIMMU KOHIIGHTpAIMI0 pO3yBacTaTWHA B IUIa3Me€ 3a CYeT
B3aMMOJICICTBUS C TPAHCIOPTHBIMU O€NKaMM, MOXKET IOBBIIIATHCS PUCK MUOMATHH (BKJIHOYAs
pabaomuonu3) (cM. paszaenst 4.4. u 4.5.). Cnenyetr 03HaAKOMHUTBCS ¢ MHCTPYKIHEH 110 TPUMEHEHHIO
ATHUX MPENapaToB Iepe] UX HAa3HAUEHUEM COBMECTHO ¢ IpenapaToM Po3yBactatuH. B Takux cioydasx
ClleqyeT OICHUTh BO3MOXKHOCTb Ha3HAU€HUs aJlbTEPHATUBHOW Tepamuu WM BPEMEHHOIO
npekpaieHusi npuema npenapara PosyBactatun. Eciu ke mnpumMeHeHHE YyKa3aHHBIX BBIIIE
IpernapaToB HEOOXOAWMO, CIEAYeT OLEHUTh COOTHOIICHHE TOJIb3BI U PUCKA COMYTCTBYIOIICH
Tepanuu IpenapatoM Po3yBacTaTMH M PAaccMOTPETh BO3MOXKHOCTb CHMIKEHHUSI €ro J103bl (CM.
pasmen 4.5.).
Tlayuenmul nodxxcunozo 6o3pacma
He tpeOyercst koppeKuus A03bl.

eTH
besonacnocth u 3pdexkTuBHOCTH MpemnapaTta Po3yBactaTtun y neteit B Bozpacte ot 0 1o 18 et Ha
JaHHBIA MOMEHT HE YCTaHOBJIEHBI. JlaHHbIE TPUMEHEHUS OTPaHUYCHBI.

Cnoco0 nmpuMeHeHus

BHyTpb, HE pa3zkKeBbIBaTh MU HE M3MEIbYaTh TAOJETKY, MPOIIATHIBATH IETUKOM, 3allUBasi BOJOH.
[IpemapaT MOXHO MPUHUMATH B JTH000€ BpeMsl CyTOK HE3aBUCUMO OT MpueMa MHUIIH.

4.3. IIpoTuBONOKA3AHUSA

e ['unepuyBCTBUTENBHOCTh K PO3yBACTAaTMHY WJIM K JIIOOOMY W3 BCIOMOTaTENbHBIX BEIIECTB,

NIEPEYUCIIEHHBIX B pazzaene 6.1.;
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* 3a00J1€BaHMsI TICYEHU B aKTUBHOM (haze, BKIIIOYas cronxoé}[omslﬁ HE'CL];EAEIBJFBqHJpr‘aKTHBHOCTH

TpaHCaMHUHA3 U JF000E TOBBIIIICHHE aKTUBHOCTU TPAaHCAMHHA3 B CHIBOPOTKE KpOBH (OoJiee ueM B
3 pa3a o CpaBHEHUIO C BEpPXHEW I'paHULIEN HOPMBI);

* HapymieHue GyHKIuu movek Tsoxenon crenenn (KK menee 30 mi/MuH. );

* MHOTIATHS;

* MMalMeHTaM, MPEAPACTIONOKEHHBIM K PA3BUTUIO MUOTOKCHYECKHUX OCTIOKHEHUI;

* OJTHOBPEMEHHBIN TTPHEM ITUKIIOCTIOPHHA;

* y )KEHILUH: 0EPEeMEHHOCTh, NEPUO TPYIHOTO BCKApMJIMBAHUS, OTCYTCTBUE aJ€KBAaTHBIX METO/I0B
KOHTpALIETILNH;

* HEMEPEHOCUMOCTh JIAKTO3bl, NEe(MUIUT JAaKTa3bl WM TIIOKO30-TalaKTO3Has MaiababcopOius

(mpemapar coAepIKUT JIAKTO3Y).

[Ipuem B cyrounoit no3e 40 Mr mHpOTHBOMOKA3aH MalMEHTaM C (pakTopamMu pHUCKa Pa3BUTHS

MHOIATHH/pabIoMUOIU3a:

* HapymieHue GyHKIHUH movek cpeaneit crenenu Tsoxect (KK menee 60 mur/mun. ),

* TUTIOTUPEO3;

* IMYHBIN WUIM CEMEHHBIM aHAMHE3 MBIIICYHBIX 3a00JICBaHUI;

* MHOTOKCHUYHOCTh Ha ()OHE MpuemMa APYTUX WHTHOUTOPOB THAPOKCU-METUITIYTAPHI-KOIH3UM A
penyktasbl (I'MI'-KoA-penykrassr) uinu ¢pubdpaToB B aHaMHE3E;

* ype3MepHOE YNMOTpeOIeHHE alKOTOJIs;

* COCTOSIHHS, KOTOpbIE MOTYT TPUBOAWTh K TOBBIIICHUIO IUTA3MEHHOW KOHIIEHTPALUU
pO3yBacTaTHHA;

* OJTHOBPEMEHHBIN TpreM PpudpaTos;

* MallMeHTaM MOHTOJIOMIHOM pachl.

4.4. OcoOble yka3aHHs ¥ Mepbl PeI0CTOPOKHOCTH NPH MPUMEHeHUH

C 0CTOPOKHOCTBIO

Hanuuue pucka pazputus mMuonatuu/pabaoMuonn3a — HapylleHne (YHKIMH MOYeK, TUIIOTUPEO3,
JUYHBIA WM CEMEWHBIA aHAaMHE3 HACJIEJCTBEHHBIX MBIIIICUYHBIX 3a00J€BaHUA W TIPEIIIECTBYIONTUN
aHaMHe3 MbIIICYHON TOKCUYHOCTH MPH UCTIONb30BaHUH ApYrux nHruoutopos [ MI'-KoA-penykrassl
wii (HudpaToB; ype3MepHOe YHOTpeOJIEHUE aJKOTroJis; BO3PACT crapiie 65 JeT; COCTOSIHUA, TpU
KOTOPBIX OTMEYEHO IIOBBIIIEHWE IUIa3MEHHOW KOHIIEHTPALMM  pPO3YBACTATHHA; pacoBas
MPUHAJUICKHOCT, (MOHTOJIOWIHAS paca); OJHOBPEMEHHOE Ha3zHaueHue ¢ (Qubpatamu (cwm.
paszgen 5.2.); 3a0osieBaHUS TEYCHM B aHAMHE3€; CEIICHC; apTepHalibHas TMIOTEH3Us; OOIIMpPHBIC
XUpPYpPrUYeCKUe BMEIIATEeNbCTBA, TPaBMbl, TsDKEIble MeTabolndyeckue, SHIAOKPUHHbBIE WIN

ANEKTPOJIUTHBIE HAPYUICHUS WM HEKOHTPOJIMPYEMBIE CYI0POKHbBIE TIPUTIATKH.



CNEPTHOMY OTYETY
2025 N= 309

ThEJ‘I EHOCTEL 0003)

COOTBETCTEYET .
ot 13.0
(NOCNEOCBA

Ilpu npueme 6 cymounoti 0oze 40 me:

Hapymenue ¢pynkunu noyek nerkoit crenenu Tspkectd (KK 6omee 60 mu/muH.).

Ilayuenmoi ¢ napyuieHuem GyHKYuY nevenu

JlaHHBIC WM OMBIT NPUMEHEHHS Tpernapara y HalHueHToB ¢ Oojee deM 9-10 OammaMu 1o mIKajie
Yaiina-ITero OTCYTCTBYIOT (CM. pasaen 5.2.).

Oco0ble yKa3zaHus

Toueunvie 2¢hghexmut

VY marueHToB, MOIy4aBIIuX 0oJiee BBICOKHE 03Bl po3yBacTaThHa (B 0OcHOBHOM 40 Mr), Ha0I01a1ach
KaHaJbleBasi MPOTEUHYpHUs, KOTopas B OOJBIIMHCTBE Ciy4aeB Obuta TpaH3uTopHOM. Takas
MPOTEHHYPHUST HE CBUJETENHCTBOBANA 00 OCTPOM 3a00JEBaHWM TOYEK WM MPOTPECCUPOBAHHH
3a0oyieBaHUs TIOYEK. Y MAIMEHTOB, MPUHUMAMIIUX MpemapaT B Ao3e 40 Mr, peKOMEHIyeTcs
KOHTPOJIMPOBATh MOKa3aTeau QyHKIUU MOYEK BO BpeMs JICUEHUSI.

Hapywenus co cmoponul ckenemuoii Myckyniamypbol

[Tpn mpuMeHeHnH po3yBacTaTWHA BO BCEX N103aX U, B OCOOCHHOCTH TpHU MpUEME J03 Ipermapara,
npeBpimaromux 20 wr, coobmanock o0 cruenyomux 3¢p¢GeKkrax B OTHONICHHH CKEJIETHOM
MYCKYJaTyphl: MUAJITHS, MUOTIATHSA, B PEIKHUX CIIydasx pabJOMHUOIIHU3.

Co0011a0¢h, 4TO B HECKOIBKUX Cirydasx HHruOuTopsl ' MI'-KoA-penykTassl (CTaTHHBI) BHI3BIBAIH
pas3BuTHE (€ NOVO UK YCYTryOJIssTH paHee CYIIIECTBOBABIIYIO TeHEPATM30BaHHYI0 MHACTCHHIO TPaBHC
WM TJIa3HYI0 MUACTeHHIO (CM. pasnen 4.8.). B ciyyae BOSHUKHOBEHUS WIH YTSHKEICHHS] CHMIITOMOB
MUACTEeHUHM TIpUEM po3yBacTaTUHA cienyeT mnpekpatutb. CoolIanoch Takke O peluguBax
MHUACTEHHH MPH MOBTOPHOM IPHUEME TOrO K€ CTaTHMHA U MPU NMPUMEHEHHH IPYroro MHruOUTOpa
I'MTI'-KoA-penykra3ssl.

Onpeoenenue akmusnocmu kpeamurgocgoxunazvl (KOK)

Omnpenenenue aktuBHOCTH KDK HE crieyeT MpoBOAUTH MTOCIIE MHTEHCUBHBIX (PU3HMUECKUX HAIPY30K
WJIM IPU HAJTMYKMH APYTUX BO3MOXKHBIX MPUYHH yBenndeHust akTuBHOCTH KDK, uTo MoxkeT npuBecTu
K HEBEPHOI MHTEPIIPETAINH MTOJYICHHBIX pe3yabTaToB. B ciaydyae ecnu ucxoanas aktuBHOCTE KOK
CYIIECTBEHHO TMOBBIINIEHa (0ojiee 4eM B 5 pa3 MPEBHIMIAET BEPXHIOK TPAHHIY HOPMBI), depe3
5-7 pHE#W crnemyeT TPOBECTH MOBTOpHOE H3MepeHume. He creayer HauMHATH TEpaNuio, €CIIH
MMOBTOPHBINA TECT MOATBEPKIAET UCXOAHYIO akTHBHOCTHE KDK (6osee yem B 5 pa3 mo cpaBHEHUIO C
BEpPXHEW I'paHULIEH HOPMBI).

/o nauana mepanuu

[Ipy Ha3HaueHWW po3yBacTaTWHA, TaK >K€ KaK WU NpPU Ha3HAYCHUH JPYTHUX HHTUOUTOPOB
I'MI'-KoA-penykTa3bl, manueHTaM ¢ UMEIOMUMUCA (aKTOpaMu PUCKa MHOMATHH/PadIoMHuO0IM3a
CJIeTyeT TPOSBISITH OCTOPOKHOCTH, HEOOXOUMO PACCMOTPETh COOTHOIIECHUE PUCKA M BO3ZMOKHOU

IMOJIB3bI TCPAININU U MPOBOAUTH KIIMHUYCCKOC Ha6J'IIOI[eHI/Ie.
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COOTBETCTEYET .
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(NOCNEOCBA

Bo epemsa mepanuu

Crnenyer mpouH(GOpPMHPOBATH MAIMEHTA O HEOOXOJMMOCTH HEMEIUIEHHOIO COOOIIEHHUS Bpayy O
CIly4asix HEOKHUJAHHOTO TOSBIICHUS MBIIICYHBIX OO0JEH, MBIIIEYHOW CITabOCTH WM CIIa3MOB,
0COOCHHO B COUETAaHUM C HEJOMOTAaHHEM M JIMXOPAIKOi. ¥ TaKUX MalUeHTOB CIEAYET ONpPEAesiTh
aktuBHOCTh K®K. Tepanust nomxHa OBITH mpekpamieHa, eciu akTuBHOCTh K®DK 3HaunTenbHO
noBeIeHa (6osee 4eM B 5 pa3 Mo CpaBHEHUIO C BEPXHEH IpaHUIeit HOPMBI), WIIH €CJIA CUMIITOMBI CO
CTOPOHBI MBIIII] PE3KO BBIPAXKEHBI U BBI3BIBAIOT €KEAHEBHBIA TUCKOMMOPT (1aXKe €Clii aKTUBHOCTh
K®K nossitieHa He 60s1ee 4eM B 5 pa3 1o CpaBHEHUIO ¢ BepXHel rpaHutieit Hopmsl). Eciu cuMmToMbl
rcuesaroT, 1 aktTuBHOCTh KDK Bo3Bpamaercst kK HopMe, CIeyeT pacCMOTPETh BOIIPOC O MOBTOPHOM
Ha3HAYEHUH PO3yBACTATHHA WU IpYTux HHruouTopoB [ MI'-KoA- penykTas3pl B MEHBIIINX 033X MIPH
TIIATETLHOM HAOIOACHNUN 32 TTAIUEHTOM.

PyTtunnsbiit kouTpoas aktuBHOCTH KOK 1pu oTCyTCTBUM CHMIITOMOB HEllelIecO00pa3eH.

OTMedeHbl OYEHb pEIKUE Ciydal HMMMYHOOMNOCPEIOBAaHHONW HEKPOTH3UPYIOIIEH MHUONATUH C
KIIMHUYECKUMU TIPOSBICHUSMU B BHJI€ CTOMKOM CIa00CTH MPOKCUMAIBHBIX MBI ¥ TOBBIIICHHS
aktTuBHOCTH K®K B CHIBOPOTKE KPOBH BO BpeMsi JICUCHHUSI MJIU MIPU MPEKPALLIEHUN [TPUEMa CTaTUHOB,
B TOM 4HCJIe po3yBacTaTuHa. MokeT moTpedoBaThCs MPOBEACHUE TOTIOTHUTEIbHBIX UCCIIETOBAHHMA
MBIIIEYHOH M HEPBHOW CHUCTEMBI, CEpPOJOTMYECKHX HCCIECIOBaHUWA, a TakXkKe Tepanus
MMMYHOJECTPECCUBHBIMU CPEJICTBAMH.

He orMeueHo mpu3HAKOB YyBEIWYEHHUS BO3JCHCTBUS Ha CKEJIETHYI0 MYCKYJIaTypy IpH IpHeMe
po3yBacTaTMHa M COMyTCTBYIOLIEH Tepanuu. OqHaKo coo0maNoch 00 YBETMYEHUH YHUCIIa CIIy4aeB
MHO3HWTA ¥ MUOTIATHHU y TAIMEHTOB, MPUHUMABIINX Apyrue uHruoutopel I MI'-KoA-penykrassl B
COYETAaHUH C TPOM3BOIHBIMU (UOPHUHOBOM KHUCIOTHI, BKJIIOYas TreM(uOpO3MII, HMUKIOCIOPHH,
HUKOTHHOBYIO KHUCIIOTY B JIMITUJCHIKAIOIMUX A03ax (> 1 1/cyTKu), a30IbHbIC MPOTHBOTPUOKOBEIC
cpenctBa, UHTHOUTOPHI mpoTeas BUY u makponuaabie aHTHOMOTHKHU. ['eMpuOpo3nun yBenuunBaet
PUCK BO3HUKHOBEHHUS MHUONATHH IMPH COBMECTHOM NPUMEHEHUH C HEKOTOPHIMH HHTUOMTOpaMHU
I'MI'-KoA-penykra3sl. Takum o00pa3oM, HE PEKOMEHIYeTCsl OIHOBPEMEHHOE NpPHUMEHEHHE
po3yBactatuHa u rem¢uoOposwna. JOmKHO OBITh THIATENHFHO B3BEIICHO COOTHOIICHHE PHCKA H
BO3MO>XHOM TOJIb3bI IIPU COBMECTHOM IPUMEHEHUHU pO3yBacTaTuHA U (GUOPATOB MIIM HUKOTHUHOBOM
KHCIIOTHl B JIMMUACHIKAIOUMX J03ax. IIpoTuBomokasan mpueM po3yBacTatuHa B no3ze 40 mr
COBMeCTHO ¢ pubpatamu (cm. paznensi 4.3. u 4.5.).

UYepes 2—4 Henenu mociie Havyala JICYSHUS |/WIIK TIPU MTOBBIIIEHUH 1036l pO3yBacTaTHHA HEOOXOIUM
KOHTPOJIb MTOKa3aTeNeH JIUMUIHOTO 0OMeHa (Mpy HEOOXOAMMOCTH TPEOyeTCs KOPPEKIIHS 10361).
DyHKYUA neyenu

PexoMeHnyeTcst MpoOBOAUTH ONpeAeNicHUE oKa3aTenel QyHKIMY MeYSHH 10 Hadajia Tepanuu 1 4yepes

3 Mecsna nociie Hadasna tepanui. [lpueM pozyBacTaThHa cieyeT IpeKpaTUTh WM YMEHBUIUTD J03Y
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IIPEBBILIAET BEPXHIOIO I'PAHUILy HOPMBI.
VY nanueHToB ¢ THIEPXO0JeCTEPUHEMHUEH BCIIEACTBHE THIIOTUPE03a UM HE(YPOTHIECKOTO CUHIPOMA
Tepamnusi OCHOBHBIX 3a00JIEBaHU JTOJIKHA MPOBOJUTHCS 10 Hayaa JeUeHUs: PO3yBaCTaTHHOM.
Ocobvie nonynayuu. Imuudeckue epynnol

B xoxe ¢dapmMakOKMHETHMYECKHX HCCIEIOBaHMNA y MAIlMEHTOB MOHTOJIOWIHOM packl OTMEYEHO
YBEJIMUEHUE CUCTEMHON KOHLIEHTpAllMM poO3yBacTaTHHA I10 CPAaBHEHMIO C IIOKAa3aTeJsIMH,
MOJYYCHHBIMH CPEIH MaIHCHTOB-eBPOITeon,10B (M. pasnensl 4.2. u 5.2.).

Hneubumopol npomeasvt BUY

He pexkomenmyercsi coBMEeCTHOE NMpPHUMEHEHME Ipernapara ¢ MHruouropamu mnporeassi BUY (cm.
paznen 4.5.).

Humepcmuyuanvrnoe 60ne31b ne2kux

[Ipu nprMeHEeHUU HEKOTOPBIX CTATUHOB, OCOOEHHO B TE€UEHHUE JUIUTEIHLHOTO BPEMEHHU, COOOIIAIOCh
00 HCKIIOYMTEIBHO pPEIKHUX CIydasX WHTEPCTHUIHMAIbHON Ooje3Hu serkux. IlIposBreHusIMU
3a00JeBaHUs MOTYT SIBIATHCSA OJBIIIKA, HEMPOAYKTHBHBIM Kamielb W YXYALIEHHE OOIIero
caMOouyBCTBHSl (C1abOCThb, CHIDKEHHE MacChl Telna | Jjuxopaaka). Ilpuw momo3penmn Ha
MHTEPCTULHATBHYIO O0JIE3Hb JETKUX CIIeyeT MPEeKPaTUTh TEPANUIO CTATUHAMHU.

Caxapnoui ouabem 2 muna

VY DanMeHToB C KOHILEHTpAlUed TIIoKo3bl OT 5,6 10 6,9 MMOnb/I Tepamusi po3yBacTaTHHOM
aCCOLMUPOBAJIACH C MOBBIIIEHHBIM PUCKOM Pa3BUTHSI CaxapHOTO Auadera 2 TUa.

BcnoMorarenbpHEBIE BEIISCTBA

IIpenapar Po3yBactatus conep:kut akro3y. [lanuenram ¢ peako BCTpeyarolencs HacaeACTBEHHOM
HETMEePEHOCUMOCTBIO TaJIaKTO3bl, Ae(UIIMTOM JIAKTa3bl WK TJIIOKO30-TAJIAKTO3HON MasibabcopOIuei
HE CllelyeT IPUHUMATB TOT IIpernapar.

4.5. B3aumojgeiicTBHMe ¢ [APYrMMH JIEKAPCTBEHHbBIMH IMpenaparaMd M JApyrue BHbI
B3aMMOJAEHCTBUA

Biansgune ofHOBpEMEHHO MPHUMEHSIESMBIX IPEeNapaToB Ha pO3yBACTATHH

Hneubumopor mpancnopmusix 6enkog. po3yBacTaTUH SBIAETCS CyOCTpaToM [Uisl ONpeAeNeHHBIX
OCJIKOB-TPaHCIIOPTEPOB, BKJIOYash TpaHcnopTep nedeHouHoro 3axBata OATP1B1 u a¢dmokcHbIit
nepeHocunk BCRP. ConyTtcTByroiiee npuMeHEHUE MPenapaToB, KOTOPHIE SBIISIOTCS HHTHOUTOpaMu
9TUX TPAHCIIOPTHBIX 6GHKOB, MOZKCT COIMPOBOXKAATHCA YBCIIMYCHUCM KOHIICHTPALUH PO3yBaCTATUHA
B IUTa3Me KPOBHU M MMOBBIIIEHHBIM PUCKOM Pa3BUTH MUOMATHH (cM. Tabmuiy 1, pasaenst 4.2. u 4.4.).
Luxnocnopun: Tpw OJHOBPEMEHHOM IPUMEHEHHWHM po3yBacTaTuHa U nukiocnopuHa AUC
po3yBacTaTiHa OBLIM, B CpeIHEM, B 7 pa3 BhIIIEC 3HAUECHUH, KOTOPHIE OTMEUAINCh y 3A0POBBIX

no0poBonbiieB (cM. Tabammy 1). Po3yBacTaTMH NpOTHBOMOKAa3aH IalEHTaM, OJHOBPEMEHHO
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MPUMEHSIONMM  [HUKJIocopuH  (cMm.  pasmen| 4.3.). 'néh;{ggt%&gﬁ};ogﬂt%;ﬁg}féﬁn'em STUX

JIEKapCTBEHHBIX CPEJICTB HE BIMSIET HAa KOHIIEHTPAIUIO IUKIIOCITIOPHHA B TJIa3Me KPOBH.
Hneubumopsl npomeassi. XOTsI TOUHBIA MEXaHU3M B3aUMOJICHCTBUS HEM3BECTEH, OJHOBPEMEHHBIN
MIPUEM C UHTUOUTOPOM IMPOTEa3bl MOKET MPHUBOIUTH K 3HAUUTEIHHOMY YBEITHUYECHUIO 3KCIO3HUIIMU
po3yBactatiHa (cMm. Tabmumy 1). Hampumep, B  (papMakOKMHETHYECKOM HCCIEIOBAHUU
OJHOBpeMeHHOE mpuMeHeHue 10 Mr posyBacTaThHa W KOMOMHHPOBAHHOTO TIIperaparta,
cojiepkamiero n8a uHruouropa nporeassl (300 mr atazanaBupa/100 Mr puToHaBHpa) Y 370POBBIX
NO0OPOBOJIBLIEB MPUBOAUIO MPUMEPHO K TPEXKpaTHOMY M ceMukpaTHomy yBenumueHuio AUC u
MakcuMaiabHOW  KOHIEHTpamuu (Cmax) pO3yBacTaTWHa, COOTBETCTBEHHO. (OIHOBpEMEHHOE
IPUMEHEHHE PO3yBaCTaTHMHA M HEKOTOPBIX KOMOWHAIMI MHTHOUTOPOB MPOTEa3bl BO3MOXKHO TOCIIE
TIIATEIbHOM OLIEHKH BO3MOXKHOCTH KOPPEKIMU J103bl PO3YBAacCTaTWHA Ha OCHOBAHUU 0XKHIAEMOTO
YBEIIMYEHUS YPOBHS SKCIIO3UIIMU po3yBacTaTuHa (cM. pasaeisl 4.2., 4.4, u tabmuiy 1).
I'emchubposun u opyeue eunorunudemuyeckue cpeocmeda. COBMECTHOE IPUMEHEHUE PO3yBacTaTHHA
1 rempuOpo3nsIa MPUBOANIIO K YBEIIMUCHHUIO B 2 pa3a MaKCUMaJIbHOW KOHIIEHTPAIIUHN PO3yBacTaTHHA
B riazme kposu u AUC posyBactatuna (cM. pazzuen 4.4.).

OcCHOBBIBasICh Ha JIaHHBIX CHEIU(PUIECKUX HCCICAOBAHMM IO HM3YyYEHUIO B3aWMOJICHCTBUMN, HE
OKMJIa€TCSA 3HAYUMOTO (PapMaKOKWHETHUECKOTo B3amMoJiedcTBHs ¢ (heHopudpaTrom, BO3ZMOKHO
bapmakonuHamuueckoe B3aumoeiicraue. I'empudbposmi, penodpudpar, apyrue Gpudparsl U HUALMH
(HUKOTHHOBas KHCJIOTa) B JUIHACHIKAOMMX J03aX (> 1 Tr/CyTKHM) yBelIMYMBAIH PHUCK
BO3HUKHOBEHHUS  MHUONATUHM  MpPU  OJHOBPEMEHHOM  MPUMEHEHHMM C  HHTUOMTOpaMH
I'MI'-KoA-penykrasbl, BEpPOSITHO, B CBSA3M C TEM, YTO OHU MOTYT BbI3bIBATh MHOMNATHIO TMPHU
NpUMEHEHHH B MoOHOTepanuu. l[lpweM posyBactatmHa B 103¢ 40 MI NpPOTHBOIOKA3aH MpH
COBMECTHOM Ha3HaueHuu ¢ QubOparamu (cMm. pasgensl 4.3. u 4.4.). Takue NanUEHTHI JODKHBI
HAYMHATh TEPAIHUIO C JO3BI 5 M.

OD3emumub’. OMTHOBPEMEHHOE MPUMEHEHHE po3yBacTaTuHa B 03¢ 10 mr u »3etumuda B go3e 10 mr
conpoBoxaanoch yBenuueHueM AUC posyBacrarmHa B 1,2 paza y NalMEeHTOB C
runepxonecrepuHemMueit  (cm. Ttabmumy 1), Hemp3s uckimounth  (hapMakoIMHAMUYECKOE
B3aMMO/ICIICTBIE MEXIY PO3YyBAaCTATUHOM U 33€TUMHOOM B OTHOILICHHH HEXKEIATEIbHBIX PEaKIHii
(cMm. pasnen 4.4.).

Aumayuovl: OTHOBPEMEHHOE NPUMEHEHHE pO3yBacTaTMHA M aHTaluaa B (OpME CYCIECH3HH,
CoNiepKallel MarHus W ATIOMUHHUS TUIAPOKCHI, TMPHUBOIWIO K CHIDKCHUIO IUIa3MEHHOU
KOHIIEHTpaluu po3yBacratuHa npumepHo Ha 50 %. [lanusbiii 3 ekt BbipaxeH ciabee, eciiu aHTalua
MpUMEHsUICA 4epe3 2 yaca Iocje Mpuema posyBacTaThHa. KimHudeckoe 3HaYeHHE MOA0OHOTO
B3aUMOJICVICTBUS HE U3y4aJIOCh.

Opumpomuyun. OAHOBPEMEHHOE INPUMEHEHHE pPO3yBacTaTMHA M SPUTPOMMIMHA IMPUBOJIUIO K
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B3aMMOJICHICTBIE MOET BO3HHKATh B PE3YJbTATe YCHUJICHHS MOTOPUKU KUIICUYHUKA, BBHI3BIBAEMOTO
MIPUEMOM DPUTPOMHUIIMHA.

Hzogpepmenmor yumoxpoma P450: pe3ynabprarsl UCCIeAOBaHHE IN VIVO u in Vitro mokasamu, 4To
pO3yBacTaTUH HE SIBJIACTCSA HU WHTHOMTOPOM, HHM MHIYKTOpPOM H30(epMeHTOB mutoxpoma P450.
Kpome toro, posyBactaTus siBisieTcst cnabbiM cyOcTparom mis 3tux uzodepmertoB. [loatomy He
OKUJaeTCs B3aUMOJICHCTBUS PO3yBacTaTHHA C JIPYTUMU JICKAPCTBEHHBIMH CPEJACTBAMH Ha YPOBHE
MeTabosm3Ma ¢ ygactueMm n3odepmeHToB nuroxpoma P450. He oTMeueHO KIMHUYECKH 3HAYMMOTO
B3aUMOJICHCTBUS po3yBacTaTuHa C (iykoHazonoMm (umHTHOUTOpOM u30hepmenToB CYP2C9 u
CYP3A4) u xeroxonazonom (narudutopom nzodepmenro CYP2A6 u CYP3A4).

BzauMmoneiicTBue ¢ JIGKAPCTBEHHBIMHU _ CPEJICTBAMH, KOTOPOE TDGGVGT KOPPCKIIMHU 10351

posyBacTtaTtuHa (cM. Tabaumy 1)

Jlo3y po3yBacTaTHHa clieAyeT KOPPEKTUPOBATh IPU HEOOXOIMMOCTH €r0 COBMECTHOT'O TPUMEHEHHUS
C JIEKapCTBEHHBIMHU CPEICTBAMH, YBEIMYMBAIOIIMMH 3KCIIO3UINIO po3yBacTaTHHA. Ecin oxunaercs
yBEJIMYEHUE HKCIO3HULIMHU B 2 pa3a u 0Oojee, HayalbHast 1032 pO3yBAaCTaTHHA COCTABIAET 5 MI' OJMH
pa3 B cyTku. Taxke cieayeT KOppeKTUpOBaTh MaKCUMaIbHYIO CYTOUHYIO 103y pO3yBacTaTUHA TaK,
yTOOBl OXKMAAaeMas OHKCIO3UIUS pO3yBacTaTWHA HE IMpeBbIIIAJla TAaKOBYIO i A03bl 40 M,
NpUHUMaeMoil 0e3 OJHOBPEMEHHOr0 NpHeMa JIEKApCTBEHHBIX CPEICTB, B3aWMOJICHCTBYIOIIHUX C
po3yBactatuHOM. Hampumep, MakcuManbHas CyTOYHas /1032 pO3yBacTaTHMHA MPU OJHOBPEMEHHOM
npuMeHeHun ¢ rtemdubposmwiom — 20 wmr (yBenmueHwe Odkcmo3unmu B 1,9 paza), c
puToHaBHUpOM/aTazaHaBupoM — 10 mr (yBenudeHue 3kcno3unuu B 3,1 paza).

Koppekmust HadanbHON 03B po3yBacTaTMHa HE TpeOyeTrcsi, €CIU OXHUIACTCS YBEIMYCHHE
9KCIIO3ULIMM MEHEE YeM B 2 pas3a, OAHAKO, IIPU YBEIMYEHUHU J03bl po3yBacTaTHHa Bbimie 20 mr
clieryeT coOIoAaTh OCTOPOKHOCTb.

Tabauuma 1. BiausiHue comyTCTBYIOIEH Tepanuu Ha JKCHo3uinuio posyBacratuHa (AUC,
JaHHbIe TIPUBEAEHbI B MNOpPsiAKe YObIBAHWS BeJHYMHBLI SKCIO3MIHH) — Pe3yJbTaThl

Ol'lyﬁ.JII/IKOBaHHLIX KJIAHHYEeCKUX UCCIeT0BAHUI

YBeauuenne AUC posyBactatuHa B 2 u 0oJiee pa3za

Pexum Tepanuu npenaparamu, Pexum npuema H3menenne AUC
B3aHMO/IECTBYIOIIMMH € PO3YBACTATHHOM | PO3yBacTaTHHA po3yBacraruHal
CodocOyBup/BennaracBup/BOKCUIAIPEBUP 10 Mr ogHOKpatHO | YBenuuenue B 7,4 pasza

(400 mr — 100 mr — 100 mr) +
Bokcuianpesup 100 mr 1 pa3 B cyt., 15 nHel

Huxnocnopun 75-200 mr 2 pa3a B CyT., 10 mr 1 pa3 B cyT., VBenuuenue B 7,1 paza
6 Mec. 10 nueit

Haposnyramug 600 mr 2 pasa B CyT., 5 THEH 5 MTI' OJTHOKPAaTHO VYBenuyenue B 5,2 pa3za
Peropadenun6 160 mr 1 pas B cyT., 14 nueit 5 Mr OTHOKpPaTHO VYBenuuenue B 3,8 pa3a
AtazanaBup 300 mr/puronaBup 100 mr 10 Mr ogHOKpaTHO VBenuuenue B 3,1 pa3za

10
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1 pa3 B cyT., 8 nHeM

Pokcanycrat 200 mr 4 pasa B CyT.

10 Mr oTHOKpaTHO

VYBenuueHue B 2,9 pasa

Benmaracsup 100 mr 1 pas cyr.

10 Mr oTHOKpaTHO

VYBenuuenue B 2,7 pasa

OwmouTacsup 25 mr/naputanpesup 150 mr/
putonaBup 100 mr/macabysup 400 mr 2 paza

B CYT.

5 MI' OTHOKPATHO

VYBenuuenue B 2,6 pasa

Tepudaynomu

Het nanHbIx

VYBenudenue B 2,5 pa3a

Onacuaenn6 100 mr 1 pa3s B cyT., 28 nHei

10 Mr ogHOKpaTHO

VYBenuuenue B 2,4 pa3a

['pazonpeBup 200 mr/amb6acBup 50 mr 1 pa3 B
cyt., 11 nueit

10 Mr ogHOKpaTHO

VYBenuuenue B 2,3 pa3a

['nmexanpeup 400 mr/mudperTacsup 120 mr
1 pa3 B cyT., 7 qHe#

5 MTI' OJTHOKPATHO

VBenuuenue B 2,2 pa3za

Jlomunasup 400 mr/putonasup 100 mr
2 pa3a B CyT., 17 nHel

20 mr 1 pa3 B cyT.,
7 nHen

VBenuuenue B 2,1 pa3za

Kanmatuau6 400 mr 2 pasa B CyT.

10 Mr ogHOKpaTHO

VBenuuenue B 2,1 pa3za

Knonunorpen 300 Mr (Harpy3ouHas 7103a),
3ateM 75 Mmr uepes 24 u

20 MT OJTHOKPATHO

YBenuyenue B 2 paza

®docramatuau6 100 Mr 2 pasa B CyT.

20 MT OJTHOKPATHO

VYBenuyenue B 2 paza

Tadamunuc 61 mr 2 paza B CyT. B TCUCHUE
NEPBBIX IBYX JHEH, 3aTeM | pa3 B CyT. €
TPETHETO M0 JIEBATHIN THU

10 Mr ogHOKpaTHO

VBenuuenue B 1,97 paza

®edykcoctar 120 mr 1 pa3 B cyT.

10 Mr oTHOKpaTHO

VYBenuuenue B 1,9 paza

I'empubpo3un 600 mr 2 pasa B cyT., 7 nHEH

80 Mr 0JTHOKpaTHO

VYBenunuenue B 1,9 paza

Yeeanuenne AUC po3yBacTaTMHa MeHee 4YeM B 2 pa3a

Pexum Tepanuu npenaparamu,
B3aHMO/JCHCTBYIOIHMMH C PO3YBACTATHHOM

Pexum npuema
po3yBacTaTHHA

HN3menenne AUC
posyBacraTuHal

Onrpombonar 75 mr 1 pa3 B cyT., 5 n1HEH

10 Mr oTHOKpaTHO

VYBenuuenue B 1,6 paza

Hapynasup 600 mr/putonasup 100 Mr
2 pa3a B CyT., 7/ THEH

10 mr 1 pa3 B cyT.,
7 nuen

VYBenuuenue B 1,5 paza

Tunpanasup 500 mr/puronasup 200 mr
2 pa3a B cyT., 11 nHei

10 Mr oTHOKpaTHO

VYBenuuenue B 1,4 paza

Hponenapon 400 mr 2 paza B CyT.

Her nanHbBIX

VYBenuuenue B 1,4 paza

Utpakonazon 200 mr 1 pa3 B cyt., 5 nHei

10 Mr oTHOKpaTHO

VBenuuenue B 1,4 pa3a’

33erumud 10 mr 1 pa3 B cyT., 14 nuei

10 mr 1 pa3 B cyT.,
14 nuen

VBenuuenue B 1,2 pa3a’

Cumxenune AUC posyBacTtaTuHa

Pexum Tepanuu npenaparamu,
B3aHMO/JCHCTBYIOIHMMH C PO3YBACTATHHOM

Pexum npuema
po3yBacTaTHHA

HN3menenne AUC
posyBacraTuHal

Oputpomuis 500 mr 4 pasa B cyT., 7 qHEl

80 Mr 0JTHOKpaTHO

Cumxenue Ha 20 %

Baiikanun 50 mr 3 pasa B cyT., 14 nHei

20 Mr 0JIHOKpaTHO

Cumxenue Ha 47 %

! lannble, npescTaBneHHkIe B Bue KpaTHOTO m3MeHeHnst AUC, SBISIOTCA OTHONIGHHEM 3HAYCHHS
3TOro TMoKa3aTesis Ha (OHEe COMYTCTBYIOUIEH Tepanuu K 3HaYSHHIO MOKa3aTelsl IpU MOHOTEpanuu
po3yBacTaTHHOM. JlaHHBIE, NpEACTaBICHHbIE B BUAE %, SBIIOTCA pasHULEHd B % Mexay
nokazatesnieM AUC Ha ¢poHe COMyTCTBYIONIECH TEpanuy U 3HaYEHUEM TI0Ka3aTels IPU MOHOTEpaIun

pO3yBacTaTUHOM.

2 Br1to MMPOBCACHO HECKOJIBKO I/ICCJIGI[OBaHI/II\/'I JICKApCTBCHHOT'O BBaHMOﬂeﬁCTBHH C pO3yBaCTaTUHOM

B pa3HbIX 034X, a4 B Ta6n1/1ue MMOKa3aHbl HaK0O0JIee 3HAYUMBIC COOTHOIIICHUS.
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Crnenytouiye JieKapCTBEHHBIE TpenapaThl U UX KOM6HH3HI£IQI;IIE:'J@T|};%£ Rt ecki SHAkHMOro

s (dekTa Ha IKCIO3UIUI0 PO3YyBACTATHHA MPU UX COBMECTHOM MpuMeHeHuH: anernuraszap 0,3 mr,
7 nueii; dhenopudpar 67 mr 3 paza B cyr., 7 aHelt; guykonazon 200 mr 1 pa3 B cyt., 11 nHei;
¢dbocammpenasup 700 mr/putonasup 100 mr 2 pasa B cyT., 8 qHeit; kerokoHazoa 200 Mr 2 pasa B CyT.,
7 nueii; pudammuia 450 mr 1 pa3 B cyT., 7 nHel; cunmumapun 140 mr 3 pas3a B CyT., 5 THEH.

Biansgune npuMeHEHHs pO3YBAaCTaTHHA Ha OJTHOBPEMEHHO IMPHUMEHSIEMBIC ITpenapaThl

Anmaeonucmor eumamuna K

Kak u B cnmyuae npyrux nuaru6utopos I'MI'-KoA-penykTaspl, Hauano Je4eHUs WA YBETUIEHUE JT03bI
po3yBacTaTHa y MalMEeHTOB, OJTHOBPEMEHHO IMOJIyYalolUX aHTaroHUCTh BUTaMuHa K (Hampumep,
BapdapuH WU APyryue MPOTUBOCBEPTHIBAIOIINE CPEACTBA KYMAPHUHOBOTO Psa), MOKET MPUBECTH K
YBEIIMYCHUIO MEXAyHapoIHOro HopMmaiau3oBaHHoro otHomeHus (MHO). OtMmena minm CHIKEHHE
JI03bl PO3yBacTaTMHA MOXKET NMPUBOAUTH K yMeHblieHHuI0 MHO. B Takux ciydasx peKkoMeHIyeTcs
koHTpoJb MHO.

IlepopanvbHble KOHMpPaYenmMuebl/20pMOHO3AMECMUMENbHASL MEPAnUs

OnHoBpeMEHHOE MPUMEHEHHE PO3yBACTaTHHA U NIEPOPAIBHBIX KOHTpallenTuBOB yBennunBaio AUC
stuHmmacTpaguona u AUC Hoprectpena Ha 26 % u 34 %, cooTBeTCTBEHHO. Takoe yBeaudyeHHE
IJIa3MEHHOM  KOHILIEHTpAallMM  JOJDKHO — YUMUTBHIBAaThCS MpH  Hoa0ope 703l  MEepOopaibHbBIX
KOHTpauentuBoB. DapMaKOKMHETUYECKUE  JAHHbIE 1O  OJHOBPEMEHHOMY IPUMEHEHHUIO
po3yBacTaTMHa M TOPMOHO3aMECTUTEIbHOM Tepamuu OTCYTCTBYIOT, CIIEJOBATEIbHO, HENb3s
UCKIIIOYUTh AHAJOTMUYHBIM 3(Q¢eKT mnpu NPUMEHEHHM AAHHBIX MpenapartoB. OgHako MomoOHas
KOMOMHAIMs HIMPOKO MPHUMEHSUIach JKEHIIMHAMHU BO BpeMsl [MPOBEICHUS KIMHUYECKUX
HCCIEA0BAaHUH M XOPOIIO NMePEHOCUIach MalieHTaMU.

IIpouue nexapcmeennvie npenapamaol

[ucoxcun: Ha OCHOBAaHMHM pE3yJIbTaTOB CHEIU(PUYECKHX HCCIEAOBAHUNA JIEKAPCTBEHHOTO
B3aUMOJICICTBUSL HE OXKUJAeTCsd KIMHMYECKH 3HAUYMMOTO B3aMMOJCHCTBUS pO3yBacTaTHHA C
JTUTOKCUHOM.

Dy3udosas _ Kucioma. HCCJIICAOBAHUA JICKAPCTBCHHOT'O B3aUMOJCHCTBUSI po3yBaCTaTuHa C

(by3u10BOM KUCITIOTOW HE MPOBOAWINCH. [Ipn OHOBpEMEHHOM TPOBEJACHUU CHUCTEMHOHN Teparuu
Gy3u0BOI KHCIOTOM W CTaTMHAMHM MOJKET MOBBIIIATHCS PUCK DPA3BUTHS MHUOINATHH, BKIIOYas
pabaoMuonu3. MexaHu3M JaHHOTO B3aUMOJCHCTBUS (SBISETCS JTM OHO (DapMaKOAMHAMUYECKUM UIIH
(apMaKOKMHETUYECKHM, HJIM M TeM, M JpyruM) moka He u3ydeH. Coolmanoch 0 pa3BUTHU
pabnomuonu3a (B TOM 4YHUCIE, C JIETAIbHBIM HCXOJIOM) Yy MAllMEHTOB, MPUMEHSIBIIUX JaHHYIO
KOMOMHAIIHIO.

Ecnu cucremnas tepanusi py3ua0Boil KUCIOTON SBISIETCS HEOOXOIUMOM, JIeueHHE PO3yBAaCTaTHHOM

CIIEYeT MPEKPaTUTh Ha MEPHOJ TpreMa (y3uI0BON KUCIOTHI.
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4.6. PepTHIBHOCTD, 0€PEMEHHOCTb U JJAKTAUN

bepemeHHOCTD

Po3yBacTaTuH nNpOoTHBONIOKA3aH MU OEPEMEHHOCTH.

JKeHmuHbI penpoLyKTUBHOTO BO3pacTa JOJDKHBI IPUMEHATh aJeKBATHBIC METOIbI KOHTPALCTILIUH.
ITockonbKy X0JIECTEPHH U Ipyrue NpOoAyKThl OMOCHHTE3a X0JIECTEpUHA BaXKHBI JUIs pa3BUTHUSA MJI0/A,
NoTeHIMaIbHBIN puck uHruOupoBanus [ MI'-KoA-penykrassl npeBbiaeT nojab3y 0T IPUMEHEHHUs
npenapara y OepeMeHHBbIX. B ucciemoBaHHMsIX Ha XHUBOTHBIX ObUIM IMOJyYEHBI OTPAHUYCHHBIC
JI0Ka3aTeIbCTBA PENPOAYKTUBHON TOKCHYHOCTH (CM. pasaen 5.3.).

B ciydae BO3HMKHOBEHUs] OEPEMEHHOCTH B ITPOLIECCE TEPAMK ITPHEM PO3yBacTaTHHA JOJKEH ObITh
IIPEKpaLICH HEMEJICHHO.

Jlakranus

PozyBacTaTuH NpOTHBONOKA3aH B IIEPHUOJ IPYIHOTO BCKAPMIIMBAHHUS.

PozyBacTaTuH BBIAEIAETCSA C MOJIOKOM KpbIC. J[aHHBIC B OTHOLIEHUH BBIJICICHUS PO3yBacTaTHUHA C
TPYAHBIM MOJIOKOM OTCYTCTBYIOT (cM. pasnen 4.3.).

DepTIbHOCTD

JlaHHbIE O BIMSHUM pO3yBacTaTHHA Ha PENPOAYKTUBHYIO (DYHKLIHIO OTCYTCTBYIOT.

4.7. BausiHue Ha CHOCOOHOCTH YNPABJSATH TPAHCIHOPTHBIMU CpeACTBAMH H padoraTrh ¢
MeXaHU3MaMH

He npoBoauiock ucciae1oBaHui 10 NU3YYSHHIO BIUSHUS PO3YBAaCTaTHHA HA CIIOCOOHOCTH YIPABIATh
TPAHCIOPTHBIM  CPEACTBOM M  HCIIOJIb30BaThb MexaHu3Mbl. (OJHAaKo, OCHOBBIBAasACh Ha
(dbapmMakoIMHAMUYECKUX CBOMICTBaX, pO3yBaCTaTHMH HE JOJDKEH OKa3blBaThb TAaKOro BO3ACHCTBHUSL.
Crenyer cobmoaTh OCTOPOKHOCTh TMPU YIPABICHUHM aBTOTPAHCIOPTOM MM paboTe, Tpedyromen
MOBBIIIEHHON KOHIICHTpallXel BHUMaHUS 1 ObICTPOTHI ICUXOMOTOPHBIX pPeakIuii (BO BpeMs Teparnuu
MO>KET BO3HUKATh FOJIOBOKPYKEHUE).

4.8. HexxenaTeibHbIE peakmum

Pesrome mpoduiist 6e300acHOCTH

HesxenaTtenbHbIe peakIim, 0 KOTOPBIX COOOIIATOCh, OOBIYHO BRIPAKEHBI HE3HAYUTEIHHO U TPOXOIST
CaMOCTOSITENIbHO. B KOHTpONMpYyeMBIX KIMHHUYECKHX HCCIIEeOBaHUSIX MeHee 4 % MalueHTOB,
MOJIy4aBIIUX PO3YBAaCTaTHH, JOCPOYHO 3aBEPIIMJIM y4acTHE€ B HCCIEIOBAaHUM B CBSI3U C
HEeXenaTelIbHbIMUA PEaKIUsIMU.

Tabnuunoe pe3roMe HeXKelaTelIbHbIX PeaKIMi

B tabnuue 2 mpexacraBieH NepeyeHb HEXENATeNIbHBIX peakUuid MpH IpUeMe po3yBacTaTHHA IO
JaHHBIM KJIMHUYECKUX HCCIEJOBAHUM M HIMPOKOTO MOCTPETHCTPALIMOHHOTO MPUMEHEHUS;
HEeXeJaTellbHble PeaKlUU CrPYNIUPOBAHBI 10 KaTErOpusM YacTOThl M KJaccaM CUCTEM OpraHoB.

YacToTa BO3HMKHOBEHMS HEXKelIaTellbHBIX peaKuHﬁ MmpeacTaBjiCHa CICAYIOIIUM 06pa30M: qacTo
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(< 1/10000), yactota Hen3BeCTHA (HA OCHOBAHUHU MMEIOIIHUXCS TaHHBIX OIICHUTh HEBO3MOXKHO).

Taﬁ.lmua 2. HexkenaTebHbIE PC€AKIHUH ITO0 TAHHBIM KIHHUYC€CKHUX HCCIeJ0OBAHUH U

NMOCTPErucTPALMOHHOI0 NPHUMEHEeHH

Kunace cucrem Yacro Heuacto Penxo OueHnb penko Yacrora
OpraHoB HEN3BECTHA
Hapymienus co TpombouuToneHus
CTOPOHBI KPOBU U
TuMpaTHIeCKOH
CUCTEMBI
Hapymenns co Peakiumn
CTOPOHBI TUIIEPYyBCTBUTE-
MMMYHHOM JILHOCTH, BKJIIOYAst
CUCTEMBI AQHTHOHEBPOTH-
YECKHH OTEK
OHAOKpUHHbBIE Caxapublit
HapyIICHUS nuaber!
[Tcuxuueckne Henpeccus
HapylLICHHS
Hapymenns co l'onoBnas [Tomuueiiponarus,| [lepudeprueckas
CTOPOHBI HEPBHOM | 00JIb, noTepsi NaMsITu Heliponartus,
CUCTEMBI TOJIOBOKPY- HapyIlIeHHue CHa
JKEHUE (BrITIOYast
OeCCOHHMILY U
HOYHBIE KOILIMAapHI),
MUACTEHMS
IpaBHC
Hapymenns co I'maznas muactenus
CTOPOHBI OpraHa
3pEHHUs
Hapymienus co Kamenp, oxpinika
CTOPOHBI
NBIXaTeIbHOU
CUCTEMBI, OPraHOB
TPYIHOU KIETKH H
CPEIOCTEHUS
Kenynouno- 3amnop, [Tankpeatut Huapest
KHILEYHbIE TOILIHOTA,
HapyIIeHUS 001b B
KUBOTE
Hapymienus co [ToBbIIEHME Kenryxa,
CTOpPOHBI TIEYEHU U aKTUBHOCTHU renaTur
HKEITYEBBIBOJAIINX «IIEYEHOYHBIX»
yTen TpaHCaMWHa3
Hapymienus co Koxnsrit 3y, Cunapom
CTOPOHBI KOKHU 1 KOXKHas CruBeHca-
MOJIKOXKHBIX CBIIIb, JxoHCOHa,
TKaHeu KpanuBHUIIA JIeKapCTBEHHAs
peaxuus ¢
H03UHOGUIHEN U
CUCTEeMHBIMU
CUMITOMaMHU
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s
Kunace cucrem Yacro Heuacro Pexko " 'Odert penkt - “Hacrora
OpraHoB HEM3BeCTHA
(DRESS-
CUHJIPOM),
JIMXEHOMTHAS
JIEKapCTBEHHAs
ChIIIb
Hapymenns co Muanrus Muonarus ApTtpanrus TennunOomaTHH,
CTOPOHBI (BKJIFOYAst MUO3UT), MHOT/Aa
MBIILICYHOMH, pabomMuonus, OCJIO’KHEHHbBIE
CKEJIETHOU U BOJTYAHOYHOIIO- pa3pbIBOM
COEIMHUTENHHOU JOOHBINA CUHAPOM, CYXOXKHUIIHA,
TKaHU pa3pbiB MBIIILIBI UMMYHOOIIOCPEI0-
BaHHas
HEKPOTU3HPYIOLIAs
MUOIATHUS
Hapymenns co I'ematypus
CTOPOHBI MOYEK U
MOYEBBIBOIALINX
nyTei
Hapymienus co I'mnexomactus
CTOPOHBI
pETPOAYKTUBHOMU
CUCTEMBI U
MOJIOYHBIX JKeJle3
OOmue HapymieHus | ACTEHUS Orek
U peaKIH B MECTe
BBEJICHUS

! Yacrora Gyner 3aBuceTh OT HATMUMS UM OTCYTCTBHS (DJAKTOPOB PUCKA (KOHIIEHTPAILHS TIIIOKO3HI B
KPOBH HATOWIAK > 5,6 MMOJIB/11, MHAeKC Macchl Tena (MMT) > 30 kr/m?, OBbIIIEHHAS KOHLIEHTPAIUS
TPUTIULEPUIOB, apTepUalIbHAasl TUIIEPTEH3Us B aHaMHE3e).

Kak u B cimyuae npyrux uaru6uropoB I MI'-KoA-penykTassl, 4acToTa HexenaTeIbHbIX Peaklni, Kak
IIPaBWJIO, 3aBUCUT OT J103bI.

Onucanue OTAEILHEBIX HEKETaTEIbHBIX PEAKIINNI

Hapywenus co cmoponul nouex

Y manueHToB, MOJIyY4aBIIMX pPO3YBACTATHUH, AHAIM3 MOYU C TMOMOIIBIO TECT-TOJIOCKU BBISBIISII
HaJIM4YMe MPOTEUHYPUHU MPEUMYIIECTBEHHO KaHAIBIIEBOrO THMA. VI3MeHeHUs: KoaudecTBa Oelka B
Mo4Ye (OT OTCYTCTBHUS HWJIA CIICJIOBBIX KOJIMYECTB 10 ++ WM OoJiee) HaOMI0JaliCh KOTaa-1u00 BO
BpeMms JieueHus: MeHee ueM y 1 % nanueHToB, nonydaromux 10-20 Mr npenapata, 1 IpuOIU3UTENHEHO
y 3 % mauuenTos, noxydatouux 40 mr npenapata. HeGonpioe yBenuueHre 4acTOThl U3MEHEHHS
KOJIM4ecTBa Oeka B Moue (OT OTCYTCTBUS WIIH CIEIOBBIX KOJIMUYECTB JI0 +) OTMEUYanoch MpH MprueMe
10361 20 Mr. B 6071b1IMHCTBE ClIyyaeB MPOTEUHYPHUS YMEHBIIAETCS UM UCYE3aeT CIOHTAHHO Ha (hoHe
MPOJOJKAKOIIEHCS 0630p KIMHAYECKUX  UCCIEIOBAaHUU U

Tepanuu. pe3yabTaTOB

MOCTPECTUCTPATNOHHOTO OIIbITa MMPUMCHCHU K HaCTOALICMY MOMCHTY HE BbISIBHUJI

[IPUYMHHO-CICACTBEHHON CBSA3UM MEXAY IPOTEHHYPUEH U OCTPbIM WIM I[POrPECCUPYIOLIUM
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3a00/1€BaHUEM ITOYEK.

VY manueHToB, MOTYYaBIIUX PO3yBacCTaTHH, HAOIIOJAIaCh TeMATypHs, U PE3yIbTaThl KIMHUYECKUX

HCCIe0BaHUM TTOKA3bIBAIOT, UTO IAHHOE SIBJICHHE BOSHUKAET PEAKO.

Hapywenus co cmoponul ckenemuoii Myckyniamypbol

[Ipu mpuMeHeHnH po3yBacTaTWHA BO BCEX J103aX U, B OCOOEHHOCTH MpHU MpUEME 103 MpernapaTta,

npeBpimaromux 20 wr, coobmanock o0 cruenyomux 3¢p¢deKkTax B OTHONICHHH CKEJIETHOM

MYCKYJIaTyphl: MUAJITHS, MUOTIATHs (BKIIIOYasi MUO3UT), B PEIKUX CIIy4asx — pabJOMUOIIH3 C OCTPO

MOYEYHON HEAOCTATOYHOCTHIO UK 0e3 Hee.

Jlo3o3aBucumoe moBbimieHHe akTuBHOCTH KOK Habmomanoch y mMalMeHTOB, MPUHUMABIINX

po3yBacTaTiH. B OONBIIMHCTBE CilIy4aeB OHO OBLIO HE3HAYHTENHHBIM, OECCUMIITOMHBIM H

BpeMeHHBIM. B cirydae moBeimieHust aktuBHOCTH KK (Gomee uem B 5 pa3 o cpaBHEHHIO C BEpXHEH

rpaHuIleld HOPMBI) TEpaIus T0JKHA OBITh IpekpalieHa (cM. pasaen 4.4.).

Hapywenus co cmoponul neuenu

Kak u B cmyuyae npyrux maruouropoB I'MI-KoA-peaykrasbl, y HEOOJNBIIOrO YKCIAa MAIlMEHTOB,

MPUMEHSIBIINX PO3YBACTaTHH, HAOIIOAAIOCH I0303aBUCUMOE TIOBBIIIICHIE AKTUBHOCTH TPAHCAMHHA3,

Opu  3TOM  OOJBIIMHCTBO  CIIy4aeB  ObUIM  HE3HAUUTEIbHBIMHU, OCCCUMITOMHBIMU U

KpaTKOBPEMEHHBIMHU.

[Tpu nmpuMeHEHNHN HEKOTOPHIX CTATHHOB COOOINATIOCh O CIEAYIONINX HEXKEaTeIbHBIX SIBICHUSX:

* CekcyanbHasi AUCHYHKIIHSL.

* MckiounTenbHO peKUe Cllydad HHTEPCTUIUAIBHON 00JIE3HH JIETKUX, 0COOEHHO MPH ITUTETFHOM
nprMeHeHHH TpenapaTta (cm. pasnen 4.4.).

Yactora coolmeHuil o ciaydasx pabIOMHOJIN3a, CEPhE3HBIX HAPYIIEHHH CO CTOPOHBI MOYEK H

CEpbE3HBIX HAPYIIEHUN CO CTOPOHBI TEYCHU (TPEUMYIIECTBEHHO CBSI3aHHBIX C TOBBIIICHHEM

aKTUBHOCTH «TI€UEHOYHBIX» TpaHcaMHHa3) Oblia BhIlEe Ha (poHe mpuemMa 10361 40 Mr.

COO6I.HGHI/IG 0 TOAO03PEBACMBIX HEXKCIIATCIIbHBIX PCAKIINAX

BaxxHo cooOmath 0 Moj03peBaeMbIX HEXKENATENbHBIX PEaKIUAX TOCIe PEerrucTpaluu mpernapara ¢
1[eJTbI0 00EeCTICUeHUsT HEMPEPHIBHOTO MOHUTOPHUHTA COOTHOIIIEHUS «IT0JIb3a — PUCK» JIEKAPCTBEHHOTO
npenapara. MeTUIMHCKUM paOOTHUKAM PEKOMEHIYETCS COOOIIaTh O JIFOOBIX I0JI03PEBAEMBIX
HEeXKeJlaTeJIbHBIX PeaKlMIX JIEKapCTBEHHOIO Mpernapara 4epe3 HallOHAIbHbIE CUCTEMbI COOOIICHHUS
0 HEXeJaTeNbHBIX PEaKIUIX TOCYAApCTB — WICHOB EBPa3uiickoro 3KOHOMHUYECKOTO COr3a:
Poccuiickas @enepanus

®denepanpHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (PoczmapaBraanzop)

Anpec: 109012, r. MockBa, CnaBstHCKast 1J101aap, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnekrponHas nmoyra: pharm@roszdravnadzor.gov.ru
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4.9. Ilepeno3upoBka

Cnenn¢uueckoro Jie4eHHs MpH TEpeO3MPOBKE po3yBacTaTMHAa He cymiectByer. [lpnm
Nepeio3UPOBKE  PEKOMEHAYETCSl TPOBOJUTH CHMITOMATHYECKOE JICYEHHE U MEPONPHSTHS,
HaNpaBJICHHBIE Ha MOJAJepKaHue (YHKIMHA >KU3HEHHO BaXXHBIX OpraHoB M cucteMm. HeoOxommm
KOHTpONb (yHKuMuW nedeHn u aktuBHocTH K®OK. ManoBepostHO, 4TO remoauanu3 Oyzaer

s dexTrBeH.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoanHaMHYecKHe CBOICTBA

dapmakoTepaneBTHUECKasi TPYMNIa: TUIOJIMIUASMUYEecKue cpenctBa; uHruouropsl ['MI-KoA-
pPENYKTa3bl.

Kong ATX: C10AA07

MexaHu3M AelCTBUSA

Po3yBacTaTuH SIBIISIETCSI CENEKTUBHBIM, KOHKYpEHTHbIM HHruoutopom I[I'MI-KoA-pemykrassl,
dbepMeHTa, MpeBpamalomero  3-TUAPOKCU-3-METHUJTIIYyTapWJl KOPH3MM A B MEBajlOHAT,
MPEAIIECTBEHHUK XoyiecTepuHa. OCHOBHOM MUIIEHBIO JIEWCTBUS PO3YBACTATHHA SIBISETCS NEUYEHD,
rae ocymectBisiercs cuaTe3 XC u katabommsm JITTHIT.

Po3yBacratuH yBenu4uBaeT 4MCIO «I1€4eHOYHBbIX» penentopos JIIIHII Ha mOBEpXHOCTH KIETOK,
noBbIIast 3axBat U katabonausm JIITHII, uTo B cBOIO 0Yepeb MPUBOIUT K MHTUOMPOBAHUIO CHHTE3a
JUTIONPOTENHOB o4YeHb HU3KOM 1ioTHocTH (JITIOHII), ymensbImas Tem caMbiM 00111ee KOJIUYECTBO
JIITHIT u JITTIOHII.

dapmakonmHamuyeckue 3P HEKThI

PosyBacrarua cHmkaer moBbiieHHbIe KoHIeHTparuu XC-JITTHII, o6mero XC, TpuriuiepuaoB
(TT), moeimaet koH1eHTpanuio X C-JIIIBII, a Takke cHU)KaeT KOHIIEHTPAIIUU anoJuIonporenHa B
(AnoB), XC-meJIIIBII, XC-JIIOHII, TI-JIIIOHII wu  yBeauuuMBaeT KOHLEHTPALUIO
anonumnonporenHa A-l1 (AmoA-1) (cm. tabmuibt 3 u 4), camwkaer cooTHorrenue XC-JITTHIT/XC-
JIIBII, obmuit XC/XC-JITIBIT n XC-ueJITIBIT/XC-JITIBII u coorHomenne AnoB/AmoA-I.

TepaneBtnueckuii 3¢p(dEKT pa3BUBaeTCAd B TEUYCHHUE OJHOW HEACNM TOCIe Hadajga Teparnuu
po3yBacTaTUHOM, Yepe3 2 Hepenu euenus gqocturaet 90 % ot MakcuMaabHO BO3MOXKHOTO 3 dekTa.
MaxkcumanbHbIi TepaneBTHYeckuii 3((dekT oOblYHO aocTUraeTcst K 4-oif Helene Tepanuu U

MOJJIEP>KUBAETCS TIPU PETYIIIPHOM IMIpHEMeE Mpernapara.

Ta6auna 3. /lo303aBucuMblii 3¢ (eKT y NanueHToB ¢ NePBUYHOI runepxojiecTepuHeMuei

(tun lla u 11b mo ®peapukcony) (cpeanee CKOPPEKTHPOBAHHOE MPOIEHTHOE U3MEHEHHE M0
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Jlo3a Koua-Bo XC- | Oommi | XC- T XC- AnoB |Amno A-Il
nanuentos | JIITHIT XC JITIIBII HeJIIIBII
ITnane6o 13 -7 -5 3 -3 -7 -3 0
10 mr 17 -52 -36 14 -10 -48 -42 4
20 mr 17 -55 -40 8 -23 -51 -46 5
40 Mr 18 -63 -46 10 -28 -60 -54 0

Tabauua 4. lo303aBucuMblii 3pPexT y nanueHToB ¢ runeprpuriauuepuaemueii (tun b u IV,

1o Opeapukcony) (cpeaHee NPOUEeHTHOE U3MEHEHHE 110 CPABHEHHMIO C MCXOAHBbIM 3HAYEHHEM)

Ho3a Koa-Bo T XC- |O0mmit | XC- XC- XC- TT-
NANMEHTOB JIIHIT | XC JHIBII |neJIIBII [JITOHII |[JIITIOHII
ITnane6o 26 1 5 1 -3 2 2 6
10 mr 23 -37 -45 -40 8 -49 -48 -39
20 mr 27 -37 -31 -34 22 -43 -49 -40
40 mr 25 -43 -43 -40 17 -51 -56 -48

Kimanueckast 3 hEeKTUBHOCTD

PosyBactatun 3¢ddekTrBeH y B3pOCHBIX MALKMEHTOB C THUIEPXOJIECTEpUHEMUEe ¢ wimu 0e3
TUNIEPTPUTITUIIEPUIEMUH, BHE 3aBUCUMOCTH OT pPACOBOM NMPUHAJICKHOCTH, [10JIa MJIK BO3pacTa, B TOM
YHCIIe, Y TAIMEHTOB C CaXapHbIM JHa0EeTOM U CEMEHHOMN TUIePX0JIeCTePUHEMHUCH.

VY 80 % mamuentoB ¢ runepxonecrepunemueii lla u [Ib Tuna no @peapukcony (cpeansist UCXOAHAS
koHneHTpanus XC-JIITHIT oxono 4,8 mMMoinb/n) Ha ¢oHe mpuema mnpemnapara B jmo3e 10 wmr
koHneHTpanus X C-JITTHIT nocturaeT 3Ha4eHU MEHEE 3 MMOJIB/I.

VY NanMeHToB € reTepO3UrOTHOM CEMEMHON TMIIEPXO0JIECTEPUHEMHUEH, TIOYYAIOIIUX PO3YBACTaTUH B
no3e 20-80 wmr, oTMedaeTcs TOJIOKUTEIbHAS JWHAMUKA IIOKa3aTelIed JWIMHUIHOTO MPOuUIs
(uccnemoBanue ¢ ydactuem 435 manmenrtoB). [locime TuTpoBaHust A0 cyToyHOM 10361 40 MU
(12 nmenenv Tepamuu), oTMmevaercss cHukeHue KoHuentpauuu XC-JIITHIT ma 53 %. V 33 %
nanueHToB qocturaercs konuentpanus XC-JIITHIT menee 3 MMob/it.

VY manueHToB ¢ TOMO3UTOTHOM CEMEMHON TUIIEPXO0JIECTEPUHEMUEH, MPUHUMAIOIINX PO3yBaCTaTHH B
no3e 20 mr u 40 mr, cpenree cHmkeHne koHeHTpanuu XC-JITTHIT coctasnser 22 %.

VY NanueHToB ¢ TUIEPTPUTTUIEpUIEMUCH ¢ HadanbHOW KoHueHTpanuend T ot 273 mo 817 mr/mn,
MOJIy4aBIIMX PO3YyBAacTaTHH B 03¢ OT 5 mr 10 40 Mr OoJMH pa3 B CYTKH B T€u€HUE O-TU HEJIEb,
3HAYMTEIBHO CHIKAAch KOHIeHTpanus TT B masme KpoBH (cM. Tabauiy 4).

AnmutuBHBIN 3G (dEKT oTMeuaeTcs B KoMOMHAIMU ¢ ¢peHohruOpaToM B OTHOIICHUH KOHIIEHTPAIUH
TPUTJIMLIEPUJIOB U C HUKOTHHOBOM KHUCJIOTOM B JIMIHACHWKAIOMIMX J103aX B OTHOILIEHUU
konrenrpanuu XC-JITIBII (cm. Takxke pa3aen 4.4.).

B uccnenoBanun METEOR c yuactuem 984 manmueHToB B Bo3pacte 45—70 JeT ¢ HU3KHUM PHCKOM
paszsutust UBC (10-netHuit puck mo @pamunremckoii mkasie mexnee 10 %), cpeaHeit KOHIEHTpalueit

XC-JIIHIT 4,0 mmounb/a (154,5 mr/mn) u cyOKIMHUYECKUM aTepOCKIepO30M (KOTOPBIM OI[EHUBAJICS
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(L i HOCTE 0003
M0 TOJIIIMHE KOMIUIEKCA «UHTUMa-MEaua» COHHBIX _ap epm?l 2 -T%G'/M‘ﬂ Ih'%'van]I_oés “BJINSHUE

po3yBacTaTHHA Ha TONIIUHY KOMIUIEKCA «AHTUMAa-MEIUa.
[MarmeHTH MOMYYaIu po3yBacTaTHH B 03¢ 40 Mr/cyTku aubo mianedo B TeueHuu 2 yet. Tepamnus
PO3YyBacCTaTUHOM 3HAYUTENIBHO 3aMeJIslsIa CKOPOCTh MporpeccupoBanusi MakcuMmanbHoit TKUM st
12 cerMeHTOB COHHOM apTepHH IO CPaBHEHHIO ¢ Iuianedo ¢ pazmuureM Ha —0,0145 mm/rox [95 %
noBeputenbHblil uHTEpBan oT —0,0196 no —0,0093; p < 0,0001]. ITo cpaBHEHHIO C WCXOJHBIMU
3HAUEHUSIMU B TPYINIE PO3yBacCTaTWHA OBUIO OTMEUEHO YMEHBIICHHE MaKCHMAalIbHOTO 3HAYCHHUS
TKHUM na 0,0014 mm/ron (0,12 %/ron (HemocToBepHOE pazinuyKe)) MO CPaBHEHUIO C YBEITUMYEHUEM
storo nokazarens Ha 0,0131 mm/rox (1,12 %/ron (p < 0,0001)) B rpynmne muiane6o. /1o HacTosIero
BPEMEHM MPSAMOU 3aBUCUMOCTH Mexay yMeHbuieHHMeM TKHWM u cHuXEHHEM pHCKa CEpAEYHO-
COCYAHCTBHIX COOBITUH TpoaeMoHCcTpupoBaHo He Obuto. MccnenmoBanne METEOR mnpoBoaunoch y
nanueHToB ¢ Hu3kuM puckom MBC, nis kotopeix no3a poszyBactaTuHa 40 Mr He sBIsSETCA
pekomengoBanHoil. Jloza 40 wMr [gomkHa TOPUMEHSTHCA y TMAIMEHTOB C  BBIPAKEHHOM
THIIEPXOJIECTEPHHEMHUEH U BBICOKUM PUCKOM CEpAECYHO-COCYIUCTHIX 3a00IeBaHU.

Pesynbrarel mpoBenenHoro uccienosanus JUPITER (OGocHoBaHME NMpUMEHEHUS CTATUHOB IS
MePBUYHON MPOGUIAKTUKN: HHTEPBEHIIMOHHOE MCCIICIOBAHKE T10 OIEHKE po3yBacTaTuHa) y 17802
MAlUMEHTOB TOKa3alMd, YTO pO3YyBAaCTAaTUH CYIIECTBEHHO CHHUXKaJl PHUCK pa3BUTHUS CEpAECUHO-
COCYIUCTBIX OCIOXHEHuH (252 B rpymre mianedo no cpaBHeHHIO ¢ 142 B Tpymnme po3yBacTaTHHA)
(p < 0,001) co cHmKeHHEM OTHOCHUTENBbHOTO pucka Ha 44 %. DPPeKTUBHOCTH Tepamuu ObLIa
OoTMEeYeHa 4epe3 6 MepBbIX MecAlleB MpUMeHeHUs mpenapata. OTMEUeHO CTaTUCTHUYECKH 3HaYMMOe
CHIDKEeHUE Ha 48 % KOMOMHUPOBAHHOTO KPUTEPUS, BKIIOUYABILIEIO CMEPTh OT CEPIACYHO-COCYIUCTBIX
NPUYMH, UHCYNBT UM HH(ApKT MHOKapnaa (cooTHouienue puckoB: 0,52, 95 %, moBepuTeNbHBIN
untepBan 0,40-0,68, p < 0,001), ymenpmenue Ha 54 % BO3HUKHOBEHUS (aTAILHOTO WIH
HedaTtanbHOro HH(papkTa MUOKapaa (cooTHoueHue puckos: 0,46, 95 %, n1oBepUTENbHBIN HHTEPBAT
0,30-0,70) u Ha 48 % — ¢aranpHOr0 WK HeaTaATLHOTO HHCYAbTA. OOIIas CMEPTHOCTh CHU3MIIACh
Ha 20 % B rpymnme po3yBacraTuHa (cootHomeHue puckon: 0,80, 95 %, moBepuUTENbHBIA HHTEPBAI
0,67-0,97, p=0,02). IIpoduns Ge30macHOCTH y MAIMEHTOB, MPUHUMABIIUX PO3YBAaCTaTUH B J03€
20 mr, ObL11, B IIEJIOM, CXOX C TIpoduiieM 6€30MMacHOCTH B TpyIIe mianeoo.

5.2 ®apmakoKkuHeTHYECKHE CBOMCTBA

AncopOrms

MaxkcuManbHasi KOHIIEHTpAIMs pO3yBacTaTHHA B TIa3Me KPOBU JJOCTUTACTCS IPUOIH3UTENLHO Yepes
5 4acoB mocJie mpueMa BHYTpb. AOCOIIOTHAsE OMOA0CTYITHOCTh cocTaBisieT mpumepHo 20 %.

Pacnopenenenue

POBYBaCTaTI/IH MeTa6OJII/IBI/IpyeTC$I NpEUMYIICCTBCHHO IICYCHBIO, KOTOpasd SABJIACTCA OCHOBHBIM

MeCTOM cuHTe3a xonectepuHa u Merabonuizma XC-JIITHIL. O6bem pacnpeneneHus po3yBacTaTHHA

19



COOTEBETCTEYET .
ot 15.0

cocraBisier npumepHo 134 n. [IpubnuzurensHad_90 % ':&)';'x:;ﬁ gr‘;'r;lr?rﬁ'

IJ1a3Mbl KpOBH, B OCHOBHOM, C aﬂb6YMI/IHOM.

Buorpancdopmarus

[lonBepraercs orpanndeHHoMy Metabonu3my (oxono 10 %). PosyBactatun sBisiercs
HenpopUIBLHBIM CyOCcTpaTOM Tl MeTabon3Ma (hepMeHTamMu cucteMbl IuToxpoma P450. OcHOBHBIM
n30(pepMEHTOM, yJacTBYIOIIMM B METa0OJIM3ME po3yBacTaTuHa, siisercs uzopepment CYP2CO.
Nzodepmentsr CYP2C19, CYP3A4 u CYP2DG6 BoBiieueHbl B METa0OIM3M B MEHBIIIEH CTEIICHH.
OCHOBHBIMU BBISIBIEHHBIMH MeTa0ONIUTaMU po3yBacTaTuHa sABJsA0TCS N-IecMeTunpo3yBacTaTUH U
JAKTOHOBBIE MeTaboiuThl. N-IecMmeTunposyBacTaTHH MpuMmepHo Ha 50 % MeHee aKTHBEH, YeM
pO3YyBacTaTWH, JIAKTOHOBBIE METAa0OIUTHI (papMaKoJOTHUECKH HeakTHBHBL. bomee 90 %
(apMakoIIOTHYEeCKOl aKTUBHOCTU IO MHruOupoBanuio uupkyiupyomeil ['MI-KoA-penykrassi
o0ecreunBaeTcsi pO3yBacTaTHHOM, OCTAIBHOE — €T0 META00IUTAMHU.

OIMMUHAINS

Oxono 90 % m036l po3yBacTaTHHA BBIBOAWTCS B HEM3MEHEHHOM BHUJIE Uepe3 KUIICUYHUK (BKIIIOYAs
abcopOupoBaHHBIN 1 HEabCOPOMPOBAHHBINM po3yBacTaTrH). OCTaBIIAsCS YaCTh BHIBOJUTCS ITOYKAMH.
[Tnasmennsnii mepuon mnoayBeiBeAeHus: (T12) coctaBaser mnpumepno 19 wyacos. Ilepuon
MOJIYBBIBEJICHUSI HE M3MEHSETCS MPHU YBEIMUYEHUHU 103bl npenapara. CpeqHuil reoMeTpuuecKHii
TUTa3MEHHBIN KIIMPEHC cocTaBisgeT npubnusurensHo S0 1/gac (koadurment Bapuanuu 21,7 %). Kak
u B ciaydae Apyrux wHruoutopoB I'MI-KoA-pemykTasel, B Mpoiecc «IeYeHOYHOr0» 3axBara
po3yBacTaTiHa BOBJIEUEH MEMOpPaHHBIN NEPEHOCUMK XOJIECTEPUHA, BHITOTHSIONINI BaXKHYIO POJIb B
MEYEHOYHOM ATMMUHAIUU PO3yBacTaTHHA.

JIMHENHOCTh

CucremMHass  JKCIO3MLMSA  pO3yBacTaTMHA  YBEIMYMBAECTCA  IPONOPLUUOHAIBHO  J03€.
dapMaKOKMHETUYECKUE MTapaMETPhbl HE U3MEHSIOTCS MPU €KETHEBHOM IIPHEME.

Oco0Oble MNOMMYJISAITUH ITAaITUCHTOB

Bospacm u non

ITon w BoO3pacT HE OKa3blBAIOT KIMHUYECKHM 3HAYMMOTO BIMSHHUA Ha (DapMaKOKMHETHKY
po3yBacTaTuHa.

Omuuueckue epynnoi

®apMaKOKMHETHYECKHE HCCIEAOBAaHMs TIOKa3adl NPUOIU3UTENFHO JIBYKPAaTHOE YBEINYECHUE
menunanbl AUC u Cmax po3yBacTaTMHa y MAallMEHTOB MOHTOJIOWIHOHN pachl (SMOHIIEB, KUTAMIIEB,
(GUINNNUHIEB, BLETHAMIIEB U KOPEHIIEB) [0 CPAaBHEHUIO C €BPONEOUIaMH; Y HHAUWCKHUX MallMeHTOB
nokazano yBenudeHue Meauanbl AUC 1 Cmax B 1,3 paza. apMakKOKHHETHICCKUN aHATN3 HE BBISIBUI
KIMHUYECKH 3HAYMMBIX Pa3iIuyuii B (papMaKOKMHETHKE CPEIH EBPOIECOHIOB U IpeICTaBUTEICH

HETPOUIHOM PaCHI.
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Hapywenue ¢pynkyuu nouex

VY manueHToB ¢ HapymieHueM (DYHKIHUU TIOYEK JIETKOW W CpEeIHEW CTEMEHU TSDKECTH BEIUYHHA
MJa3MEHHOM KOHIEHTpalMu po3yBacTaTuHa uiau N-aecMeTuiIpo3yBacTaTHHA CYIIECTBEHHO HE
MEHseTCs. Y MaueHToB ¢ HapyleHneM GyHKun nmoyek tsokenoit crenenu (KK menee 30 mi/muH.)
KOHIIEHTpallMsg po3yBacTaTMHa B IUIa3Me KpoBMU B 3 pas3a Bbllle, a KOHILEHTpAIUs
N-mecmeTnnpo3yBacTaTiHa B 9 pa3 BbIlIEe, YeM Yy 3J0pOBBIX J100poBoiiblieB. KoHIEHTparms
po3yBacTaTvHa B TUIa3Me KPOBHU Y MAIMEHTOB Ha reMoauanu3e Obuia mpumepHo Ha 50 % BeIlie, yem
Y 3JI0POBBIX I0OPOBOJIBIIEB.

Hapywenue ¢pynkyuu nevenu

B uccnenoBanuu ¢ ydacTHeM MalMEHTOB C HAPYyIIEHUEM (YHKIMH TEYEHU PA3IUYHON CTETICHH
TSDKECTU HE BBISIBICHO YBEJIMUEHHUSI NIEPHOJIA MOTYBBIBEJICHUS PO3yBAacTaTHHA y MAIlUEHTOB C 7-10
Oammamu U MeHee no mkane Yanna-Ilero. ¥V nByx mamuieHTOB ¢ 8-10 M 9-10 OayiamMu 1Mo IIKaie
Yaiina-ITpt0 oTMedYeHO yBEJNIMYEHUE NEpUOAa TOJIYBBIBEACHHUA, MO KpailHEH Mepe, B 2 pasza 1o
CPaBHEHHUIO C TAIIMEHTAMU C MEHBIITUM KOJIHYECTBOM 0ayuioB. ONBIT MPUMEHEHUST PO3yBacTaTHHA Y
MAaIMEeHToB ¢ OoJee yeM 9-10 Oaramu mo mkane Yainna-I1sio oTcyTcTBYET.

I'enemuuyeckuii nonumopgusm

Nurn6uroper 'MI'-KoA-penykTasbl, B TOM YHCIIe, pO3YBACTaTHH, CBSA3BIBAIOTCS C TPAHCTIOPTHBIMHU
oenkamu OATP1B1 u BCRP. ¥V Hocutenei renorunoB SLCO1B1 (OATP1B1) ¢.521CC u ABCG2
(BCRP) c.421AA ormeuanocs ysenudenue 3kcrnosunuu (AUC) posyBactatusa B 1,6 u 2,4 pasa,
COOTBETCTBEHHO, 10 cpaBHEHUIO ¢ HOocuTessiMu reHoTunoB SLCO1B1 ¢.521TT u ABCG2 ¢.421CC.
5.3. JlaHHbIe JOKJIHHUYECKOH 0e30IacHOCTH

B [OkIMHHMYECKMX JAHHBIX, [OJYYEHHBIX [0 pe3yJbTaTaM CTAaHJIAPTHBIX HCCIEAOBaHUI
(dhapmakoIorndeckoil 06e30MacHOCTH, TeHOTOKCHYHOCTH U KAaHIIEPOTEHHOrO MOTEHIIMANla, OCOOBIN
Bpe IS YeJIoBeKa He BhIsBJIeH. CriennduiecKkue TECThI JUIsl OLICHKU BIUsSHUA Ha perientopbl hERG
He mpoBoawinch. Habmronanuch cleayrome HexelaTelbHble peakluu, He OTMEUYCHHbIE B
KIIMHUYECKUX HCCIICOBAHMAX, HO HAOJIONABINUECS Yy JKUBOTHBIX IPH YPOBHSX BO3ICHCTBUS,
AQHAJIOTUYHBIX YPOBHSIM BO3JEHCTBUS B KIIMHUYECKUX YCIOBUSIX: B UCCIIEIOBAHUSIX TOKCUYHOCTH IIPU
MHOTOKPaTHOM BBEACHUH T'MCTONATOJIOTMYECKHE U3MEHEHUS B MI€YCHH, BEPOSTHO, O0YCIOBIICHHBIE
(dbapMaKoIOrHYecKuM AEeHCTBHEM pO3yBacTaTHHA, HAOJIONAINCh y MBIIIEH, KPbIC M, B MEHbIIEH
CTETIEHH, C BIMSHUEM Ha >KEITYHBINA My3bIpb, Y coOak, HO He y 00e3bsiH. Kpome Toro, mpu Gosee
BBICOKUX J103aX y 00€3bsiH M cO0aK HaOI0Jlaach TECTUKYISIpHAs TOKCHYHOCTh. PemnponyKkTuBHas
TOKCUYHOCTH Obll1a OYEBH/IHA Y KPBIC: YMEHBIICHHE pa3Mepa IoMeTa, Beca IoMeTa U BBKUBAEMOCTH
JIeTeHbIIeH HaOII0aOCh MPU /103aX, TOKCHYHBIX ISl CaMOK, KOTJa CHUCTEMHasl HKCIO3UIUS B

HECKOJIBKO pa3 IIPEBbIIIaIa YPOBEHb TEPANIEBTUUECKON IKCIIO3ULUH.

6. PAPMAIIEBTUYECKHE CBOMCTBA
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6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB

PosyBacrtarud, 5 mMr, TaOJIETKH, IIOKPBITHIE INIEHOYHON 000JI0YKOM

Aopo:

JlakT03bI MOHOTHAPAT

Kanpus docdar

enmrono3a Mukpokpuctainnaeckas 102

Kpocnosunon

BytunrunpokcuToryosn

Tanbk

Maruus creapar

IInenounas obonourxa Onaopaii 32K220044 scenmuiii (Colorcon®): runpomMeniio3a, TATaHa JUOKCHU]T
(E 171), makTo361 MOHOTHAPAT, TPHALICTHH, KpacuTelb xkemne3a okcu sxentoii (I111) (E 172).
PozyBactarus, 10 mr, TabaeTKH, HOKPBITHIE MJIEHOYHON 00010YKOM

Aopo:

JIakT03BI MOHOTHAPAT

Kanpus docdar

enmrono3a Mukpokpucramauyeckas 102

Kpocnosunon

ByrtunrunpokcuTomsyosn

Tanbk

Maruus creapat

IInenounas obonouxa Onaopaii 32K240021 pososwiii (Colorcon®): runpomerio3a, TATaHA TAOKCH]T
(E 171), nakT03b1 MOHOTHIPAT, TPHAIICTUH, KpacHUTENb xeie3a okcu kpacHbiit (11) (E 172).
PozyBactarus, 20 Mr, TabJaETKH, HOKPBITHIE MJIEHOYHOW 0607I0YKOM

Aopo:

JIakT03BI MOHOTHAPAT

Kanpuus ¢pocdar

[enmrono3a Mukpokpucramuyeckas 102

Kpocnosunon

BbyTunrunpokcuTosyosn

Tanpk

Maruus creapat

IInenounas obonouxa Onaopait 32K240021 pozoswiii (Colorcon®): runpomesio3a, TATaAHA TAOKCH/T

(E 171), nakT0361 MOHOTHIPAT, TPHAIICTUH, KpacuTeNb xeie3a okcu kpacHbiit (11) (E 172).
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6.2. HecoBMecTHMOCTD

He nmpumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHus1)

2 rona.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH NMPU XPAHEHUU

XpaHUTh B 3aIIMILEHHOM OT CBETA MECTE, TP TeMIleparype He Boie 25 °C.

6.5. XapakTep u coaep:kaHue NEPBUYHON YIAKOBKH

ITo 10 TabneTok B OauCTEp U3 ATFOMUHHUEBOU (DOJBIH ¥ IUICHKH TIOJMBUHIIXJIOPUIHON. 3 OmucTepa
BMECTE C MHCTPYKLUEH 110 MEAUIIMHCKOMY IPUMEHEHUIO IOMEIIAIOT B MAYKy KAPTOHHYIO.

6.6. OcoObIe MepbI NPeIOCTOPOKHOCTH NPH YHHYTOKEHUH HCIOJIB30BAHHOI0 J1eKAPCTBEHHOI 0
npenapara WJIH OTXOI0B, TMOJY4YEeHHBIX IOcjde TNpPUMEHeHUsl mpenapara, H JApyrue
MAHUIIYJISIIMH C IIPenapaToMm.

Oco0plie TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas @enepanus

00O «HIIK «Cxan buorex»

119571, r. MockBa, BH.Tep.I. MyHHIIMNANBHBIA OKpYT TpomnapeBo-Hukynuro, np-kT BepHaackoro,
1. 92, moment. 1/4/2, xom. 1

7.1. IIpeacTaBUTEb JepPKATE/ISI PETHCTPALMOHHOIO YI0CTOBEPEHHUS

IIperen3uu morpedbuTeeil HAIPABISTH 110 AIPECY:

Poccuiickas @enepanus

00O «HIIK «Cxan buotex»

171261, Teepckast 0611., KonakoBckuit paiion, nrt. Penkuno, yiu. 3aBoackas, a. 1/2, k. 3
Tenedon: 8-800-600-51-77

e-mail: pv@scanbiotech.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JATA TEPBUYHOWM PETMCTPAIIMM (IOJATBEPXKJIEHHS PETUCTPAIIUMA,
IHEPEPETUCTPAIIN)

JlaTa repBoOii perucTpanmu:

10. JATA HEPECMOTPA TEKCTA
OO01mas XxapakTepuCcTHKa JIGKApCTBEHHOTO MpemapaTa PozyBacTaTiH qocTymmHa Ha WHG)OPMAIIMOHHOM
noptasie EBpa3uiickoro SKOHOMHYECKOTO COI03a B HMH(POPMAIMOHHO-KOMMYHUKAIIMOHHOW CETH

«MuTepuer» https://eec.eaeunion.org/
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