COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 07.08 2023 N° 15148

(MOCNEOOBATENEHOCTE 0001)

MUHUCTEPCTBO 3JIPABOOXPAHEHU ST POCCUMCKON ®EJIEPAITNN
NHCTPYKIHUA
ITO ME/JTUMITUHCKOMY TTPUMEHEHNIO JIEKAPCTBEHHOI'O TTPEITAPATA

PosyBactaTtun

PerucrpanmoHHbIi HOMEP

Toprosoe HauMeHOBaHHE

PosyBacraTtun

MexayHapoaHoe HEMATEHTOBAHHOE WU ITPYNIMPOBOYHOE HAMMEHOBAHHE

PosyBacraTun

JlekapcTBeHHas ¢popma

TabneTkun, MOKPHITHIE MIIEHOYHOM 00070UKOM

Cocras

1 maobnemka, nokpelmasn na1eHOYHOU 0007104KOIL, 5 M2 codeporcum:

Heticmsyroujee 6eujecmso: po3yBaCTaTMH KalblMs (B TepecyeTe Ha posyBacTaTuH — 5,0 mr) —
5,2 mr.,

Bcnomozamenvusie gewjecmea: MaHHMTON, LEUTION03a MUKpokpuctamudeckas 102, Tanbk,
KpOCIIOBU/IOH, MarHusl cTeapar.

Bcnomozamenvusie sewjecmsa obonrouxu. onanpait 11 6ensiit (32K280000) [runpomeno3sa, nak-
TO3bI MOHOTHPAT, TUTAHA AUOKCUJI, TPUALICTHH .

1 maonemxka, nokpelmasn nieHouHou 000a04koi, 10 me cooepsrcum:

Heticmsytougee gewgyecmeo: po3yBacTaTHH Kajblius (B mepecueTe Ha posyBactaThH — 10,0 mr) —
10,4 mr.

Bcnomocamenvusie gewjecmea: MaHHMTON, LEIUTION03a MUKpokpucTammudeckas 102, Tanbk,
KPOCIIOBUIOH, MATHUS CTE€aparT.

Bcnomocamenvusie sewgecmea obonouxu: onaapai I pozoswiit (32K240021) [runpomensiosa,
JIAKTO36I MOHOTUIPAT, TUTAHA JUOKCH]I, TPUALICTUH, KPACUTEIb JKEJIC3a OKCHJI KPACHBIN|.

1 maodnemxka, nokpelmasn naeHo4YHoU 000104K0, 20 M2 cooeprrcum:

Heticmsytougee gewgecmeo: po3yBaCTaTHH Kajblius (B mepecueTe Ha posyBactaTvH — 20,0 mr) —
20,8 mr.

Bcnomozamenvusie gewjecmea: MaHHMTON, LEUTION03a MUKpokpucTamnudeckas 102, Tambk,

KpOCIIOBHUAOH, MArHusd C¢Tcapar.
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Bcnomozamenvusle sewecmea oborouku: ouakpairH-posessii—(32K24002 D) |rumpomerntoss;
JTAKTO3bl MOHOTUJIPAT, TUTAHA TMOKCH/I, TPUAIIETHH, KPACUTENh JKeJle3a OKCHJT KPACHBIH].

1 mabnemxa, noKkpoimas naeHounou 00010uKkou, 40 mz cooeprcum:

Heiicmeyiowee seujecmeo: po3yBacTaTuH Kainblus (B niepecuere Ha posyBactatud — 40,0 mr) —
41,6 mr.

Bcnomozamenvuvle 6euwjecmea: MaHHUTON, LEIUTION03a MUKpOKpHcTajumnyeckas 102, Taibk,
KPOCTIOBUJIOH, MarHUS CTeapar.

Bcnomoeamenvuvie sewecmea obonouxu: onanpai I pososwiii (32K240021) [rumpomeriosa,
JTAKTO3bl MOHOTUIPAT, TUTAHA IMOKCH]I, TPUAIIETHH, KPACUTENh JKeJie3a OKCHJT KPACHBIH|.

Onucanue

Tabnemxu ¢ 0ozuposkou 5 me. Kpyrible TBOSKOBBITYKIbIE TaOIETKH, MOKPHIThIE MICHOYHON
obomnoukoii 6esoro nBera. Ha momepeunoM paspese BHIHBI ABA CIIOS: AApo 0esoro wim 6emnoro
CO CBETJIO-KOPUYHEBBIM MIIH KEJITOBAThIM OTTEHKOM I[BETa, 00os04ka Oenoro ngera. Jlomycka-
eTCsI JICTKAs! IEPOXOBATOCTb.

Tabnemxu ¢ 0ozuposkoii 10 me, 20 me, 40 me. Kpyrible NIBOSKOBBINYKIIbIE Ta0IETKH, TOKPHITHIE

IUICHOYHON 000JIOUKOH OT PO30BOr0 10 TEMHO-PO30BOr0 11BeTa. Ha monepeunom paspese BHIHBI
J[Ba CJIOSI: A7po Oenoro win OeIoro co CBETIO-KOPUYHEBBIM WIIH JKEITOBATHIM OTTEHKOM IIBETA,
000110YKa OT pO30BOr0 10 TEMHO-PO30BOT0 1IBeTa. JloIycKaeTcs Jierkas epoXxoBaToCTh.
dapmakoTepaneBTudeckas rpynna: 'mmonumuaemuueckoe cpeactso - ' MI'-KoA-peaykrassl
UHTHOUTOP.

Kox ATX: C10AA07

dapMakoJIOrniecKkme CBOMCTBA

Dapmakoounamuxa

PosyBacTtaTuH SIBISIETCSl CENIEKTUBHBIM, KOHKYpeHTHBIM WHTHOUTOpoM ['MI'-KOoA-penykrassl,
(dbepmenTa, npeBpaIlaromero 3-ruAPOKCH-3-METHITIYTapuil KOPEepMEHT A B MEBAJIOHOBYIO KHC-
JIOTY, TIpeIIeCTBEHHUK XonecTepuHa. OCHOBHOM MUIIEHBIO JIEHCTBUS pO3yBacTaTHHA SIBIISETCS
NICUCHB, T OCYIIECTRISICTCS cuHTe3 Xoiectepuna (XC) u karaboln3M JIMITOIPOTEHHOB HU3KOU
rmnotHoctr (JITTHIT).

Posysacratun yBenmuusaer yucio peunentopos JIITHII Ha noBepXHOCTH KIETOK II€YEHH, IIOBBI-
mas 3axBar ¥ katabonusMm JITTHIL, uto B cBOIO Ovepeh MPUBOAUT K MHTHOMPOBAHUIO CHHTE3A
JMIONPOTEHHOB OoueHb HU3KoH mnotHocty (JITIOHII), ymensimas tem cambiM obmiee Kojuue-
cto JIITHIT u JITTOHIL.

PozyBacratun cHukaet nosbiieHHble kKoHueHTpauuu XC-JIITHII, obmero xonecrepuna (OXC),

TpurauiepuoB (TI), MOBBIIAET KOHIEHTPAIMIO XOJECTepHHA - JIMITONPOTEMHOB BBICOKON
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wotHocty (XC-JIIBII), a Takke CHUXKACT KOHHESHTFpar-anoinoHporertaB(AreB)xone
CTEpUHA - HEJIUMONPOTENHOB BhIcOKOM moTHocTH (XC-HeJITIBIT), XC-JITTOHIT, TT-JITIOHII u
YBEIMYMBACT KOHLEHTpauuio anojunonporenHa A-I (AnoA-I), cHuxkaer CcoOTHOILIEHHE
XC-JITHIT/XC-JITIBII, o6mmuit xonecrepun/XC-JINBIT n XC-neJITTHIT/XC-JITIBIT u cooTHo-
menue AnnoB/AnoA-L

Tepanepruueckuil >GdexT pa3BUBaeTCs B TEUEHHE OJHOW HENENU Iocie Havaja Teparnuu po-
3yBacTATHMHOM, uepe3 2 Heaenu yieueHus: nocturaet 90 % or MakCMMalIbHO BO3MOXKHOTO 3 dek-
Ta. MakcUMalTbHBIN TepaneBTHUYEeCKH 3 ekt 00bIuHO mocTUraeTcs K 4-0il Hemesne Tepanuu u
HOJIEPKUBACTCS IIPU PETYISIPHOM IIpUEME Tiperiapara.

PosyBactaTtus 3(eKTHBEH y B3pOCBIX MAIEHTOB C THIEPXOoJIecTepUHEMHEH, C THIIEPTPUTIIHLIEPH-
neMuel Wi 6e3 Hee, B TOM YHUCIe y MAlMeHTOB C CaXxapHbIM IMa0eTOM M CEMEHHOM THIIepXO0JIecTe-
pUHEMUEI.

AnnutuBHBIN 3¢ dekT oTMeudaeTcs B KomOunamu ¢ penopudparom (B OTHOLICHUH KOHLEHTpA-
un TT') ¥ ¢ HUKOTUHOBOM KUCJIOTOM B JIMMTHICHWKAFOIINX J103aX (B OTHOIIEHUH KOHIIEHTpAIIUN
XC-JITIBII, ogHako BO3MOXHOCTh TAKUX COUYETAHUM JOJDKHA OLICHUBATHLCS JICHALLMM BPAuOM C
Y4€TOM BO3MOXHBIX PUCKOB (CM. pazaen «Ocolbie yKazaHusm»).

DapmakoKunemuka

Abcopbyus u pacnpedenenue

MaxkcumanbHast KOHIeHTpaus (Cmax) pO3yBacTaTHHA B TUIa3Me€ KPOBM JOCTUTAETCS MPUOIU3H-
TEJIBHO Yepe3 5 4acoB 1Ocie NpHEeMa BHYTPb. AOCOIIOTHAs OMOJOCTYIHOCTh COCTABIISACT IpH-
MepHO 20 %.

O6bem pacripenesieHusi po3yBacratuHa cocrasiser npumepno 134 n. [Mpubnusurensuo 90 %
pO3yBacTaTHHA CBA3bIBAETCA ¢ OETKaMHU TTa3Mbl KPOBHU, B OCHOBHOM C aJIbOYMHUHOM.
Memabonusm

PosyBactaTuH MeTaboNM3UpyeTCsl MPEUMYIIECTBEHHO MEYeHbI0, KOTOpas SBISETCS OCHOBHBIM
MECTOM CHHTEe3a xoJnecrepuna u merabonmzma XC-JITTHIL.

PosyBacratun mojBepraercs orpaHH4eHHOMY Metabomusmy (okomno 10 %), sBisieTcst Henpo-
¢unbHEIM cyOcTpaToM Uit MeTabonusMa (epMentamu cuctemsl uToxpoma P450. OcHOBHBIM
n30()epMEHTOM, YHaCTBYIOIIMM B METa0OJIM3Me po3yBacTaTHHa, siBisieTcst n3odepment CYP2CO.
M3opepmentsr CYP2C19, CYP3A4 u CYP2D6 BoBneueHsl B METa0OIM3M B MEHBILICH CTETICHH.
OCHOBHBIMU BBISIBIIEHHBIMU META0OIUTaMU po3yBacTaTHHA SBISIOTCS N-JAecMeTHIpo3yBacTa-
THH U JIAKTOHOBBIC METAa00IUTEI. N-1eCMETHIPO3yBacTaTuH 1puMepHo Ha 50 % MeHee akTHBCH,

4eM pO3yBacTaTHH; JIAKTOHOBBIE MeTa0OIUTHl (papMaKoJOrH4yecku He akTUBHBIL. bornee 90 %
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(bapMakoIOTHYECKON aKTUBHOCTU 10 WHTHOMpOBato-Hrpikypyomeir F-MI-KoA-peayirasst
obecrieunBaeTcsl pO3yBaCTaTHHOM, OCTaJILHOE — €ro MeTadOIUTaMH.

Buvigeoenue

Oxomno 90 % m03bl po3yBacTaTHHA BBIBOJUTCS B HEM3MEHEHHOM BHJIE Uepe3 KHUIIEUHUK (BKITIO-
yasg abcopOupoBaHHBIN M HeabcopOUpOBaHHBINM po3yBacTaTuH). OCTABILASACSH YAaCTh BBIBOIAUTCS
noukamu. [Tmazmennsiit nepuon nosyseiBeaeHus (T12) cocraisier mpumepHo 19 vacos. Tz He
U3MEHSETCS NpU yBeJMYeHUH 103bl Po3yBacraTuna. CpeiHull reOMETpUYEeCKHIl IUIa3MEHHBIN
KJIIUpEHC cocTarsieT npubausntensHo 50 n/gac (kodrddurment Bapuanuu 21,7 %).

Kak u B cityuae npyrux unruouropos [’ MI'-KoA-penykra3spl, B Ipouecc «I1€4eHOYHOI0» 3aXBaTa
po3yBacTaTHHa BOBJEUEH MeMOpaHHBIH MEePEHOCUHK XOJNeCTePHHA, BBHIMOIHSIIONIMN BaXXHYIO
POJIb B IIEYEHOYHOM 3JIMMUHALIMM pO3yBacTaTHHA.

Jluneiinocms

CucreMHOE BO3JIEHCTBUE pPO3yBacTaTUHA YBEIMUYMBAETCS IIPOIIOPLMOHAIBLHO n03¢e. Dapmakoku-
HETHYECKHEe MapaMeTphl HEe H3MEHSIOTCS MTPU €KeHEBHOM MTpHEME.

DapmakoKunemuka y 0coobix Zpynn nayuenmos

Boszpacm u non

[Tonm 1 BO3pacT He OKa3bIBAIOT KJIMHUYECKH 3HAYMMOTO BIMSHUS Ha (GapMaKOKHMHETHKY pO3yBa-
CTaTHHA.

Omuuueckue epynnsi

®apMaKOKMHETHYECKUE UCCIICI0BAHMS [T0KA3aIH PUOIM3UTEILHO JBYKPATHOE YBEIUUYEHUE ME-
muanel AUC (rmomaau moa KpUBOM «KOHIEHTpausI-BpeMs») U Cmax pO3yBacTaTHHA y TAIMECH-
TOB MOHTOJIOWJIHOW pachl (SMOHLEB, KATAHLICB, (PUIMNIMHLCB, BHETHAMIICB M KOPCHIIEB) IO
CPaBHEHUIO ¢ €BPOMNEOUAaAMHU; Y MHIUUCKUX MAllMeHTOR MOoKa3aHo yBenuueHue meauanbl AUC u
Cmax B 1,3 paza. @apMakOKMHETUYECKUI aHAIU3 HE BBISIBUJI KIMHUYECKU 3HAUMMBIX PA3IMduil B
(hapMaKOKHHETUKE CPEIU €BPOTICHIICB M TIPE/ICTABUTENIEH HETPOUTHOM pachl.

Toueunas nedocmamounocmo

VY mainueHToB ¢ JErKoi U cpe/lHeH CTENEHbIO MOYEYHON HEJIOCTaTOYHOCTH BEJIMUMHA TTa3MeEH-
HOM KOHLIEHTpaLMu po3yBacTaTuHa Wik N-I1eCMeTHIIpo3yBacTaTHHA CYLIECTBEHHO HE MEHSETCS.
VY nanueHToB ¢ TsKenoW MouedHOW HegoctaTouHocThio (knupeHc kpeatuHuHa (KK) menee
30 mu/MMH) KOHIICHTpalMs pO3yBacTaTWHA B IUIa3ME KPOBH B 3 pas3a BBILIC, a KOHLICHTPALIUSL
N-necmetunposyBacTaTiHa B 9 pa3 BbIlle, 4eM y 3/I0pOBbIX J00poBosblieB. KoHleHTpalus po-
3yBacTaTHHA B IUIa3Me KPOBH y NALMEHTOB, HAXOMALIMXCS HA reMoAuan3e, Obula IPUMEPHO Ha

50 % BhIIIIE, UEM Y 3I0POBBIX JOOPOBOJIBIIER.
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Ileuenounas Hedocmamo4yHocmo
VY MaluMeHToB ¢ pa3IMYHBIMU CTAUSAMU MEYEHOYHON HEJTOCTATOYHOCTH C OayioM 7 M HMXE 1O
mkane Yaina-I1eio ne BesiBiIeHO yBenuueHue Ti2 po3yBactaTuHa. Y ABYX IALMEHTOB ¢ Oailia-
mu 8 1 9 mo mkane Yaina-I1sto otmMeueHo yBenmuuenue Ti, O KpaitHel mepe, B 2 pa3a. OnsIT
IPUMEHEHMS PO3yBacTaTrHa y MaLMeHTOB ¢ OayutoM Beiiie 9 no mkane Yaiuia-ITeio oTcyrcTByerT.
TIenemuuyeckuti nonumopgusm

Wuruburopst ' MI'-KoA-peaykrasbl, B TOM YHCIC pO3YBACTATHH, CBS3BIBAIOTCS C TPAHCIOPTHBI-
mu 6enkamu OATPIBI1 (monunentun TpaHcnmopTa OpraHMYECKUX aHWOHOB, YYaCTBYIOIINN B 3a-
xBare cratuHOB renatomutamu) U BCRP (adduiokcHbiit Tpancioprep). Y HOCHUTENCH N€HOTH-
nos SLCO1B1 (OATPIBI) ¢.521CC u ABCG2 (BCRP) c.421AA oTMevanoch yBeTHYeHHE
AUC posysacraruna B 1,6 u 2,4 paza COOTBETCTBEHHO, 110 CPABHCHHUIO C HOCUTEIISIMU TCHOTUIIOB
SLCO1B1 ¢.521TT u ABCG2 c.421CC.

IToxka3zaHus K NPHMEHEHHIO

- IlepBuuHas runepxonectepruHeMus no knaccuduxanun Ppeapukcona (tum Ila, Bktovas cemeii-
HYIO T€TEePO3UTOTHYIO THIIEPXOJICCTEPHHEMHIO) HIM CMeIIanHas runepxonecrepunemus (tum Ilb)
B KauecTBe JIOMOMHEHUs K JAWEeTe, Korjaa AueTa U JApYyrue HeMeIUKaMEeHTO3HbIE METOBI JIEHEHUS
(naripumep, PU3HUECKUE YIIPAXKHEHUS, CHIKCHUE MAcChI TEJa) OKa3bIBAIOTCS HEJOCTATOYHBIMHU.

- CeMeliHasg TOMO3MTOTHAsI TMIEPXOJECTEPUHEMUSI B KAUECTBE JOMOJHEHUS] K JAMETe U APYroi
munuacHWwKalomen tepanuu (nanpumep, JIITHIT-adepes), nwim B ciayuasx, korna nogodHas te-
panvisi HeIoCcTaTOYHO P PeKTHBHA.

- ['uneprpurimnepunemus (tun IV no knaccugpukanmuy OpeapukcoHa) B Ka4eCTBE JOMOTHECHHS
K JIETe.

- Jliig 3aMeUIeHus. IPOTPECCUPOBAHMS aTEPOCKIIEPO3a B KAUECTBE JIONOIHEHUS K JUETE Yy Malu-
€HTOB, KOTOPHIM MOKa3aHa Tepanus sl CHIbKeHUs1 KoHteHTpanuu oomero XC u XC-JITTHII.

- IlepBuunasi mpo¢miIakKTHKa OCHOBHBIX CEPACYHO-COCYAMCTBIX OCJIOXKHEHWH (MHCYJIbTA, WH-
¢dapkTa MHOKap/a, apTepHaIbHON PEBACKYISPU3AIIMH) Y B3POCIBIX MallMEHTOB 0€3 KIIMHUYECKUX
Ipu3HaKoB umemuueckoi Oonesznu cepiaua (MBC), HO ¢ IOBBIMIEHHBIM PUCKOM €€ pa3BUTHUS
(Bo3pact crapie 50 et st My 4HUH U cTapiue 60 et 1uist )KeHIIWH, MOBBIIIEHHas! KOHIIEHTpa-
st C-peakTuBHOTO Oelika (> 2 MI/i1) IpU HAIMYUH, KAK MUHHMYM OJIHOTO U3 JOTIOIHHTEIBHBIX
¢GakTOpoB puCKa, TaKMX KaK apTepuanbHas THUMEpPTeH3Us, HHU3Kas KOHIIEHTpaIMs
XC-JIIIBII, xypenue, cemeiinbiii anamue3 panaero Hadaiua UbC).

I[IporuBonoka3zanus

Jlist openapara Po3yBactatul B cyrounoi go3e 5 mr, 10 mr u 20 mr:

e [ uMepuyBCTBUTENBLHOCTh K pO3yBAaCTaTUHY WJTH K JIFOOOMY M3 BCIIOMOTATENbHBIX BEIIECTB.
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e  Jlerckuii Bo3pacT 10 18 ner.
e 3abosneBaHus MEUEHU B aKTUBHOM (aze, BKITIOYAS CTOMKOE MOBBINIEHHE CHIBOPOTOYHOMN akK-
TUBHOCTH TpaHCaMHUHAa3 U JII000€ IOBBIIIEHNE aKTHBHOCTH TPaHCAMUHA3 B I1a3Me KpoBu (Oosee
4eM B 3 pasa Mo CPaBHEHUIO C BEPXHEH TpaHMIIell HOPMBI).

e  Tspxensie napymenust Gpynkuuu nouek (KK menee 30 mu/mun).

e  Muonarus.

e  OaHOBpEeMEHHBIN IPUEM LUKIOCIIOPUHA.

e VYV keHIIUH: OEpeMEHHOCTh, MEPHOJ TPYIHOTO BCKapMIIMBAHUS, OTCYTCTBHE a/I€KBATHBIX
METO/I0B KOHTpALEIILUH.

e [lanmeHTaM, NpeapacroioKEHHBIM K Pa3BUTHIO MUOTOKCHUYECKUX OCIIOXKHEHHH.

Jlng npenapara PosyBactatu B cyroyHon no3e 40 mr:

e [ unepuyBCTBUTENHLHOCTh K PO3YBACTaTHHY MJTH K JTFOOOMY M3 BCTIOMOTAaTENbHBIX BEIIECTB.
e Jlerckuii Bo3pact 1o 18 iner.
e  OnHOBpPEMEHHBIN NPHUEM UKIOCTIOPUHA.
e VYV XEeHWWMH: OEpEMEHHOCTb, IIEPUOJ TI'PYIHOIO BCKapMJIMBAHUS, OTCYTCTBHE aJCKBAaTHBIX
METOJI0OB KOHTpALEMIINH.
e 3a0oseBaHMS IICYCHH B aKTHBHOM (pa3e, BKIOYAs CTOHKOE MOBBIIICHUE CHIBOPOTOUYHOMN aK-
TUBHOCTH TpaHCaMHHAa3 U 000 MOBBIIIEHNE aKTHBHOCTH TPaHCAaMUHA3 B MJ1a3Me KpoBH (Oounee
4yeM B 3 pa3a 10 CPAaBHEHUIO C BEPXHEH IpaHULCii HOPMBI).
e [lamuenTtam ¢ hakTopamMH prcKa pa3BUTHS MUOMATHH/PabIOMHOIIN3a, 3 UMEHHO:
— [OYeYHAsl HEJOCTATOYHOCTH cpenueit crenenu Tsokect (KK menee 60 mi/mun);
— TUTTOTHPEO3;
— JIMYHBIA UJIH CEMECHHBIN aHAMHE3 MBIIICYHBIX 3a00JICBaHUM;
— MUOTOKCHYHOCTh Ha (QoHe mpuema apyrux uHruoutopor ' MI'-KoA-penykraszel unu ¢pubdpa-
TOB B aHAMHE3E;
— ype3MepHOe ynoTpediieHHe allKoroJs;
— COCTOSIHUSI, KOTOPbIE MOT'YT IIPUBOAMTH K IOBBILICHUIO IJIA3MEHHON KOHLIEHTpALMU pO3yBa-
CTaTHHA;
— OAHOBPEMEHHBIH NpueM (prudpaToB;

— NnalnucHTaMm MOHT‘OJ’IOH}IHOﬁ pachl.
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C 0CTOPOKHOCTBIO

Jlns npenapata Po3yBactaTtvd B cyTouHO# g03e S mr, 10 mr u 20 mr:

- HaJIMYHME PUCKA PA3BUTUS MHONATHH/pabJoMHONM3a - [IOYEHHAs HEIO0CTATOYHOCTH, T'MIIOTH-
peos, TUYHBINA WIN CeMEWHBbI aHaMHe3 HacJIeJICTBEHHBIX MBIIIEYHbIX 3a00NeBaHUN W mpeie-
CTBYIOIIMH aHAMHE3 MBIIICYHOH TOKCHMYHOCTH IPH MCIIOJIB30BAaHUM APYIMX MHIHOUTOPOB
['MI'-KoA-penykrasbl (CTAaTHHOB) WK (HUOPATOB;

- YpE3MEPHOEC YIOTPEOICHUE ATKOT OIS

- BO3pacT crapiie 65 JerT;

- COCTOSIHUSI, IPH KOTOPBIX OTMEHYEHO MOBBIMICHHUE TNIA3MECHHON KOHIEHTPAIIMH PO3yBaCTATHHA;
- pacoBasi MPUHAJICKHOCTH (TTAIMEHTH MOHTOJIOUTHOM packl);

- OIHOBPEMCHHOE Ha3Ha4yeHUE ¢ pubparamu (cMm. paznen «PapMakOKMHETHKAa» U «B3aumoneii-
CTBHE C IPYTUMH JIEKAPCTBEHHBIMHU CPEICTBAMUY);

- 3a00JeBaHNs ICUCHU B aHAMHE3C;

- CETCHC;

- apTepUaTbHAS TUTIOTCH3US;

- OOIIMpPHBIE XUPYPTHUECKHE BMEIIATENbCTRA,;

- TPaBMBI;

- TsDKeITble MeTa0oIuYecKne, DHJOKPUHHBIE WIIH BOJAHO-IEKTPOJUTHBIE HAPYIIEHUS WM HEKOH-
TPOJINPYEMBIE CYIOPOKHBIC IIPHUIIAIKH.

Jlnst ipenapara PosyBacTtaTve B cyToyHOU J03€e 40 Mmr:

- IOYEYHAS HEJOCTATOYHOCT Jierkoit crernienu Tsukectu (KK 6onee 60 miu/mun);

- BO3pacT crapiue 65 ner;

- 3a00JICBaHUs TICUCHU B aHAMHE3C;

- CeTICHC;

- apTepHalibHas UIIOTCH3US;

- OOIIIMpPHBIE XUPYPTUYECKHE BMEIIATENhCTRA;

- TPABMBI;

- TSAXKCEIIbIC Mera60m/1qe01<ne, OHAOKPWUHHBIC NI BOAHO-D3JICKTPOJIUTHBEIC HAPYIICHUSA UK HCKOH-
TPOJIUPYEMBIE CYIOPOKHBIE IPUIIAIKH.

Ilayuenmuol ¢ neueHouHOU HEOOCMAMOUHOCNBIO

JlaHHbIC WM ONBIT IPUMEHEHUS Mpenapara y HalUeHTOB C TSDKEIBIMU HapYIICHUAMHU (PYHKITUH
neveHn (bonee 9 GamnoB no mkane Yaitna-ITsto otcyTeTBytoT (cM. paznen «DapMakogMHAMMU-

Ka»).
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IIpuMeHeHne Npu 0epeMeHHOCTH U B NMEPUOA FPYAHOFO-BeRAPMIANBaAHIA

bepemennocmo

[Ipenapar Po3yBactarvn npoTuBonokaszan Ipu OepeMeHHOCTH. JKEHIIMHBI PErpoayKTUBHOIO
BO3pacTa JOJKHBI MPUMEHSATh aJeKBAaTHbIE METO/IbI KOHTPAIICTIINH.

[TockonbKy XONECTEPUH W JIPYrHe NPOIYKThl OMOCHMHTE3a XOJCCTCPUHA BAXKHBI JUIS PA3BUTHS
T0/1a, MOTeHIUANbHBIM puck uHrno6upoanus ['MI-KoA-penykrasbl MmpeBbIIIAET MOJB3Y OT
IIPUMEHEHHUS IIpenapaTta y OepeMEeHHbIX.

B cnyuae HactynieHuss OepeMEHHOCTH B TIpOIECCce Teparuu, TpHeM TpernapaTta JOJIKeH ObITh
IIPEKPALLEH HEMEUICHHO.

Ilepuoo epyonoeo eckapmausanus

[Ipenapar PosyBacTrarmH NIpOTHMBOIIOKA3aH B IEpUOJ TI'PyAHOTO BCKapmiMBaHus. JlaHHBIE B
OTHONICHNWH NMPOHUKHOBEHMS PO3YBACTaTHHA B IPYAHOE MOJIOKO OTCYTCTBYIOT, TO3TOMY B MEPHO]T
I'PYIHOT'O BCKapMJIMBaHMs [IPUEM IIperiapara HEOOXOAUMO LIPEKPaTUTh.

Cnioco0 npuMeHeHus U 103bI

BHyTpb, HE pa3KeBbIBasg U HE U3MENbUas TA0IETKY, MPOTJIOTUTE LECIUKOM, 3anuBast Bogoil. [Ipe-
napaT MOKHO MPUHUMATh B JTI0O00E BpeMs CyTOK HE3aBUCHMO OT NpHUeMa MUIIH.

Jlo Havana Tepanuy npenapaTtoM PosyBacTaTvH IauMeHT AOJDKEH HadaTh COOJIIONATH CTaHIapT-
HYIO TMITOXOJIECTEPUHEMHUYECKYIO IUETY U MPOJ0KaTh cOOMI0AaTh €€ BO BpeMs jieueHusd. J{o3a
npernapara J0JDKHA 110A0UPaThCsl MHIAMBUAYAIBHO B 3aBUCUMOCTH OT LIE€JICH Tepanuu U Tepanes-
TUYECKOTO OTBETA HA JIEUEHHWE, MPUHUMAs BO BHUMAaHUE TEKYIIUE PEKOMEHIAIUH MO LEIEBbIM
KOHLEHTPALUAM JIMIIHAOB.

PexoMenayemas HauanbHas 103a A7 MAIMEHTOB, HAUYMHAIOIINX MPUHUMATh NTpenapart, Wik AJs
NALMECHTOB, IEPEBEICHHBIX ¢ npuemMa Apyrux uHruouropos ' MI'-KoA-penykrasbl, J0mKHA CO-
ctarnaTh 5 Mr unu 10 mr npenapara PosyBactatun 1 pa3 B cytku. I[lpu BeiOOpe HayambHOI 103b1
CIIeyeT pPyKOBOJICTBOBATHCS WHAMBUIYIbHOM KOHLEHTpAaLUEH XoJecTepuHa B IIa3Me KPOBU U
IPUHMMAaTh BO BHUMaHHE BO3MOXHBIN PHUCK CEpAEUHO-COCYAMCTBIX OCIOXXHEHHH, a Takke Heoo-
XO/MMO OLICHMBATH NOTCHLIHUAIBHBIN PUCK pa3BUTHs N0O0OUHBIX 3¢ddexToB. B ciydae neodxonu-
MOCTH, Yepe3 4 HeJlesIn Bpad MOKET YBEJIMUUTH 103y (cM. pazaen «PapMakoInHAMHUKAY).

B cBsi3u ¢ BO3MOXKHBIM pa3BUTHEM 000YHBIX 3(ppexToB npu npueme 10361 40 M 110 CPaBHEHUIO
¢ Oonee HU3KMMH J03aMu nipenapata (cM. pasaen «[lobouHoe nelicTBre»), yBeTUUEHHE 0361 J0
40 mr, nocie JONOJHUTEIBLHOTO IIpHUeMa J03bl BbILLE PEKOMEHIYEMOH HauaIbHON J03bl B TEYE-
HUe 4 Helenb Tepanry MOXKET MPOBOAMTHCS TOJNBKO y MAIMEHTOB C TSHKENOW CTENEeHbI0 TUMep-
XOJIECTEPUHEMHUH U C BBICOKUM PHCKOM CEPACUHO-COCYAMCTBIX OCIOKHEHUH (OCOOCHHO y MaLu-

€HTOB C CEMEHHOM TMMepXoJecTepuHEMHEH), Y KOTOPBIX HE OBbIT TOCTUTHYT JKeJaeMbIil pe3yiib-
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TaT Tepanuu Nnpu npueme 10361 20 Mr, U KOTOpBe-6yAyF-HaxoAHTreA HOA HaOHoACHHeM CHEeHH

amcta (cM. pazgen «Ocolble ykazaHusi»). PeKoMeHayeTcs 0COOCHHO THIATENhHOE HAOI0IeHNE
3a nalueHTaMH, lojlydaromumu npenapar PozyBacrarun B gose 40 mr.

He pexomenyetcst HazHaueHHe 10361 40 MI nalMeHTaMm, paHee He oOpamiaBinMcs K Bpauy. [To-
ciie 2-4 Hezpenb Tepanuy W/WIK IIPY MOBBILICHUH 036l IIpenapaTa Heo0X0AuM KOHTPOJIb ITOKa-
3aTesielt TUMUIHOTO oOMeHa (TP HEOOXOAUMOCTH MPOBOJUTCS KOPPEKIIHS T03BI).

Hoorcunvie nayuenmol

He tpebyeTcst koppeKius 1035l1.

Tayuenmol ¢ noueunol HedOCMamoyHOCMbIO

VY nanpeHToB ¢ MOYEYHON HEJOCTATOUHOCTBIO JIETKOM WM CPEHEH CTENEHM TSHKECTH KOpPPEK-
1Us 0361 HE TpeOyeTCs.

VY mnanmentoB ¢ KK 30 - 60 mun/mun pexomeHayeMass HavyaibHasl J103a MperapaTa cOCTaBIsET
5 Mr, IpPOTHBOIOKA3aHO TpHMEHEHHE npenapara B o3¢ 40 mr (cM. paszupensl «Ocobble ykasa-
HUs» 1 «DapMakoIMHAMHIKAY).

Y mamueHToB ¢ TsoKenoi modyeuHou HepocraTrouHocThio (KK Menee 30 mMn/mMuH) npuMeHEeHHE
npenapata Po3yBacTaTuH MpOTHBOMOKA3aHO.

Tayuenmsl ¢ neyeHoOYHOU HeOOCMAMOYHOCHbIO

[Ipenapar Po3yBacTaTH MpOTHBOMOKA3aH MallMEHTaM ¢ 3a00JE€BaHUSIMU TEYEHH B aKTUBHOMU
daze (cm. pazgen «IIpoTUBOTIOKA3AHUNY).

Omuuueckue spynnul

[Ipu m3yueHnu (GapMakOKMHETHYECKHX IIapaMETPOB pO3yBacTaTHHA y [ALMEHTOB, IpUHAJJIC-
KAIIUX K pa3HbIM dTHUYECKHM IPYNIaM, OTMEUYEHO YBEIUYEHHE CHCTEMHOW KOHIIEHTPAIUU PO-
3yBacTaTHHA CPEIH SIIIOHIICB M KUTAHLEB (cM. pasnen «Ocobbie ykazanus»). Cienyer yYuThIBaTh
JMaHHBIA (DakT MpU Ha3HAUeHWH Tpemnapara Po3yBacTaTWH AaHHBIM Tpynmnam naiueHtoB. [lpu
Ha3Ha4yeHUH uperapara B go3ax 10 mr u 20 Mr pekoMeHryeMasi HadaJibHas /1032 [UIsl IallMEHTOB
MOHTOJIOMJTHON packl coctasigeT 5 Mr. I[IpoTnBonokazano HazHaueHue npenapara B 1o3e 40 mr
HanyeHTaM MOHIOJIOUAHON packl (cM. paszen «lIpoTuBonokasanus»).

TI'enemuueckuii nonumoppusm

VY nocureneii renotunoB SLCO1B1 (OATP1B1) ¢.521CC u ABCG2 (BCRP) c.421AA ormeua-
nock yBenmuuenne AUC posyBactaTuHa mo cpaBHeHHUIO ¢ Hocutensmu reHotunoB SLCOI1BI
c¢.521TT u ABCG2 ¢.421CC. qns nauuenros-uocuteneit renotunos ¢.521CC unu c.421AA pe-
KOMEH/lyemasi MakCUMalibHas J03a npenapata PosyBactatun coctaisier 20 Mr OUH pas B CyT-
K1 (cM. pasnensl «PapMakokuHeTHKa», «OcoOble ykazaHus» U «B3aumoneicTBue ¢ Apyrumu

JIEKAPCTBEHHBIMU CPEICTBAMUIY).
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Ilayuenmoi, npedpacnonodcentsvie K MUONAmMuL
[IpoTnBONOKa3aHO Ha3HaueHue mpenapata Po3yBactaTuH B f03e 40 Mr naimueHTaMm ¢ (axkTopa-
MU, KOTOpbIE MOT'YT YKa3bIBaTh Ha IPEAPACIIONOKEHHOCTh K Pa3BUTHUIO MHOIIATUH (CM. pa3fiell
«lIpornBonokazanusy). [lpn HazHavenuu 103 10 mMr u 20 Mr pekomMeHyemas HavajgbHas /1032
JUIS JAHHOM I'pYIIIBI HAIIMEHTOB COCTaBIsIET 5 MI' (M. pazjiell «C 0CTOPOKHOCTBION).
Conymcmsylowasa mepanus

PosyBacratun CBf3BIBAC€TCS C pPA3IMYHBIMM TPAHCHOPTHBIMU Oe€likaMu (B YaCTHOCTH, C
OATP1B1 u BCRP). IIpu coBMecTHOM mpuMeHeHUU mnpenapara Po3yBacTaTuH c JekapcTBEH-
HBIMH [IperapartaMu (TaKMMU KaK LHUKJIOCIOPHH, HEKOTOPbIE MHrUOuUTOpHI mporeasst BUY,
BKJIFOUass KOMOWHAIIMIO PUTOHABUPA C aTa3aHaBUPOM, JIOMMHABUPOM /WM TUIPAHABHPOM), TTO-
BBIIIAIOIMMY KOHLIEHTPALMIO pO3yBacTaTWHa B IUIa3ME€ KPOBU 3a CYET B3aUMOJIEHCTBUS C
TPAHCTIOPTHBIMU OelIKaMH, MOXKET BO3pacTaTh PUCK Pa3BUTHS MHUOMATHH (BKIOUas padaoMHo-
mm3) (cM. pazzpensl «Ocobble ykasanusy, «B3aumoaeiicTBue ¢ JpyruMH JICKapCTBCHHBIMH CPE/I-
cTBamMm»). CrefyeT 03HAKOMHUTHCSI ¢ HHCTPYKIIMEH MO MPUMEHEHHUIO 3THX MpenapaToB Mepex ux
Ha3HAaYCHHEM COBMECTHO ¢ lipeniapaToM Po3yBacraTtuH. B Takux ciydasix ciaenyer OLEHUThb BO3-
MOKHOCTh Ha3Hau€HHUs! allbTEPHATUBHON TEpanuy WM BPEMEHHOTO MpeKpalleHus mprema mpe-
napata PosyBacratun. Eciu ke npuMeHeHue yKa3aHHBIX BBILIC IPEIapaToB HEOOXOIUMO, Clie-
ZIyeT OLIEHUTh COOTHOIIIEHUE MOJIb3bl U PHCKA COMYTCTBYIONIEH Tepanuu npenapatoMm PosyBacra-
THUH U PaCCMOTPETh BO3MOXKHOCTb CHMXKEHHUS €ro J103bl (cM. pasnuen «B3aumoueicTBue ¢ Apyru-
MU JIEKaPCTBEHHBIMH CPEJICTBAMMY).

IToGouHoe neiicTBHE

Kak n nmpu npumenennn apyrux mHruouTopoB ['MI'-KoA-peaykTasbl, yacToTa BOSHUKHOBEHUS
HexenarenbHbix peakiuuil (HP) HocuT, B OCHOBHOM, 10303aBUCHUMBIN XapakTep.

Knaccudukanus wacrorsl pazputus HP cornacHo pexomeHnmamusm BcemupHoil opraHuzanuu
sapaBooxpanenus (BO3): gacro (>1/100, vo <1/10), newacto (>1/1000, no <1/100), penko
(=1/10000, Ho <1/1000), ouens penko (<1/10000), yactora HensBecTHa (Ha OCHOBAHHU UMEIO-
LIMXCS JaHHBIX OLEHUTH HEBO3MOKHO).

Hapywenus co cmopouwvi kposu u JZMMd)amuLl€CKOﬁ cucmeibl

Peoko: TpoMOGoUUTOTICHHUSL.

Hapywenus co cmopoubl uMMyHHOU cucmembl

Peoko: peakuu runiepuyBCTBUTEIBLHOCTH, BKIIIOUAsi aHTHOHEBPOTUUECKUM OTEK.

9H00KDMHHI71€ HAPYVULEHUA

Yacmo: caxapHblil 1uaber.
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B KPOBM HAaToOmaK > 5,6 MMomb/J1, mHaekc maccel Tena (MMT) > 30 kr/m’, moBeIeHHas
KOHILICHTpALUs TPUIIULEPUIOB, apTepralibHAsl TUIIEPTEH3US B aHAMHE3E).

Hcuxuueckue DACCMPOUCEa

Yacmoma Heuszeecmua: Aacnpeccus.

Hapywenus co cmoponwt nepsroil cucmembi

Yacmo: TonoBHas 60JIb, TOJIOBOKPYKCHHUE.

QOuenb pedxo: TOTUHEUPOTIATHUS, TIOTEPS MAMSITH.

Yacmoma neuszsecmua: iepudepudeckas HeMponaTus, HapyleHUe CHa (BKIIIOYasi OSCCOHHUILY U
HOYHBIE KOIITMaphI).

Hapyuwenus co cmoponsl Qblxameabiol Cucmembvl, Op2anos ZDVaHOﬁ KaemkKu u cpedocmeﬁuﬂ

Yacmoma neuzgecmua: Kameib, OAbINIKA.

Kenyoouno-cuuteunvie napyuienus

Yacmo: 3anop, TOUIHOTA, OOJIb B XKUBOTE.
Peoko: nankpearur.
Yacmoma neussecmuna: nuapesl.

Hapyuwernus co cmoponvt newenu u WC@ﬂH@@blGOO}ZWUX nymeu

Peoxo: noBbllIeHNE aKTHBHOCTH «TI€UEHOYHBIX» TPaHCAMHUHA3.

Ouens pedro: Kenryxa, TenaTur.

Kak u B cinydae apyrux unruouropos ['MI'-KoA-penykrasbl, y HEOOIBIIOT0 YNCIA NAUEHTOB,
IPUMCHSBIINX  pPO3YyBAaCTaTHH, HAONMIOAAnNach J0303aBHCUMOC IOBBIIICHHE AKTUBHOCTH
TpaHCaMHUHa3, MPH 3TOM OONBIIMHCTBO CIIy4aeB ObUIM HE3HAUUTETHHBIMH, OECCUMITOMHBIMU U
KpParKOBPEMEHHBIMH.

Hapyvwenus co cmopouwvi kodicu u HOOKOJICHBIX MKAHel

Heuacmo: KOXHBIN 3y, KOXKHAsSI Chlllb, KPAaIIMBHULIA.
Yacmoma neussecmua: cuHapoMm CTuBeHca-/[PKOHCOHaA, NeKapCTBEHHAs peakiys C 03HHO(H-
nuen u cucteMusiMu cumnromamu (DRESS- cunapom).

Hapywenus co cmoponsl MbluteyHol, cKelemHuol 1 COeOUHUMENbHOU MKAHU

Yacmo: muanrus.

Peoro: muonatus (BKItouas MHO3UT), pabJJOMHONN3, BOJYAHOYHOMONOOHBIN CHHIPOM, pa3phiB
MBIILLIIBI.

Ouenb pedxo: apTpanrus.

Yacmoma neuzsecmua: TEHIUHOIIATUN, UHOI' 1A OCJIOKHEHHBIE PA3PBIBOM CYXOXHIUA, HIMMYHO-

OnocCpEJOBaHHAs HEKPOTUZHUPYIOIIIAsT MUOTTATHS.
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[Ipu npuMeHeHHH po3yBacTaTHHA BO BCEX J03aX—H;B-0c00eHHOCTH;, HpH-HpHeMe #o3-HpeHapata;
npesbiaromux 20 mMr, coodmanocs o crieayromux 3dpdexTax B OTHOIIEHWH CKEJIETHOH MYCKY-
JATypbl: MUAITHUSI, MUOTIATHS (BKJIIOYAs MHO3UT), B PEAKHUX CIydasx — pabaoMuoiImu3 ¢ OCTpo
TIOYEYHOW HEIOCTaTOYHOCTHIO HITH 0e3 Hee.

J10303aBHCUMOE NOBEIIICHUE aKTUBHOCTH KpeaTuHpochokunasel (KPK) nabmronanocs y namm-
€HTOB, TPUHUMABIIUX PO3yBACTaTHH. B OONBIIMHCTBE clydaeB OHO OBUIO HE3HAUYHUTENbHBIM,
OeCCHMIITOMHBIM H BpeMEHHBIM. B cirydae nossitenus aktuBHocTH KOK (Gonee yem B 5 pa3 mo
CPaBHEHMIO C BEpXHEHW TpaHuUIlel HOPMBI) Teparnus JOHKHA OBIThH TMpekpamieHa (cMm. pasaen
«Oco0ble yKazaHus»).

Hapywenus co cmoponwt nouex u Moqeebleod}zmux nymeu

Ouens pedxo: remarypusi.

VY nmanueHToB, MOMy4aBIIMX PO3YBACTaTHH, aHAIHW3 MOYH C MOMOIILIO TECT-TMIOJOCKH BBISBIISII
HAJIMYKE MPOTCHHYPUH MPEUMYILECTBCHHO KaHAIBIEBOro ThMa. M3MeneHus konuuectsa Oenka B
Moue (OT OTCYTCTBUS WM CIEMIOBBIX KOJUYECTB 70 ++ wiu Oosee) HaAOIIOIaIuCh KOTa-mi0o BO
BpeMmsi JedyeHust MeHee 4yeM y | % mnanuenros, nosywasmux 10-20 Mr posyBacraruHa, u
npubnu3uTenbHo 'y 3 % manueHTtoB, mnomywaBmmx 40 wMr posyBactatmHa. Heboumbiioe
YBEIMUYCHUE YaCTOTHl M3MEHEHHUS KoJndecTBa Oellka B MO4Ye (OT OTCYTCTBHS HJIM CIICIOBBIX
KOJTMYECTB JI0 +) OTMEYaIoCh MpH npueMe J03bl 20 MI. B O0/bIIMHCTBE ClyyaeB NMPOTEUHYpUs
YMEHBILNACTCSI MJIM HCYE3aeT CIOHTAHHO Ha QoHe upoxospkawomeiics tepanuu. O0630p
pe3yNbTaToOB KJIMHUYECKUX HWCCIIEJOBAHNH M TIOCTMAapKETHHTOBOIO OMNbITA MPUMEHEHUS K
HACTOSILIEMY MOMEHTY HE BBISBHJI IPUYMHHO-CICACTBEHHON CBS3M MEXAY IPOTCHMHYPUEH MU
OCTPBIM HJTU TIPOTPECCUPYIONTUM 3a007I€BaHHEM TTOYEK.

Y [anmueHToB, MOJYYaBIIMX pO3YyBAaCTAaTHH, HAONIOAANach TIeMarypus, H  pPE3y/IbTaThl
KITMHUYECKUX MCCIIeIOBAaHMH MOKa3bIBAIOT, UTO JIAHHOE SBIIEHHE BOZHUKAET PEIKO.

Hapyuwernus co cmopotvi penpodykmueHoﬁ CUCnemvl U MOJIOYHBIX JHcenes3

OueHb pedxo:: THHEKOMACTHS.

O6M4M€ HApYwWeruA U pedkyuu 6 mecme 66e0eHs

Yacmo: acTeHHus.

Yacmoma HeuzsecmHa: OTECK.

[Ipy npuMeHEHUH HEKOTOPBIX CTATMHOB COOOIIAIOCH O CICAYIONIMX HEXKENATEIbHBIX SBICHHUIX:
cekcyanbHasi TUCQYHKIHS.
Coobumaniocs 00 HCKIIOUUTEIBHO PEIKHUX CIIydasX MHTEPCTULHAIBHOW OOJC3HU JICTKHX,

0COOEHHO MPH VTUTELHOM MPUMEHEHHUH Npenaparta (cM.pasaen «OcoOble yKa3aHus»).
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YacTtoTa coobumieHHI 0 Ciry4yasx padIoMHOIN3&;-€epbesHbx—HapyHeHiii-co-cTopoHbHOUYeK—H
CEPhE3HBIX HAPYIIEHUH CO CTOPOHBI MeuUeHH (TPEUMYIECTBEHHO CBSI3aHHBIX C TOBBIIIEHHUEM
aKTMBHOCTH «I1€4EHOYHBIX» TpaHCAMHUHA3) ObuIa BhIlIe HA GoHe npuema 1036l 40 Mr.
ITepeno3uposka

[Ipu OHOBPEMEHHOM HpPUEME HECKOJIBKHX CYTOYHBIX 103 (PapMaKOKMHETHYECKUE MapaMeTphI
pO3yBacTaTHA HE U3MEHSIOTCS.

Cumnmomsi

CUMIITOMBI TIPEJICTABISIOT CO00M 3(PheKTHI, YCUIEHHBIE U TIOJOOHBIE TEM, KOTOPBIC OMHCAHBI B
pasuene «[loGounoe neiicTBHE». XapaKTEPHBIX MMEHHO JUIS pO3YBAaCTaTHHA CHMIITOMOB HE
HaOIIroJaeTcs.

Jleuenue

Cretnuyeckoro jgeueHuss UM crnenu@uyeckoro aHTHA0Ta MPU MEPeI03UPOBKe po3yBacTaTH-
HOM HE cyllecTByeT. PEKOMEH1yeTcsi CBOEBPEMEHHOE [IPOMBIBAHUE JKEJIYJKA U CUMIITOMATUYe-
CKO€ JIeueHHe, He0OX0IUM KOHTpOJb (yHKIMHN NedyeHn u aktuBHocTH KDK, a Takxke meponpus-
THS1, HAIIPABJICHHBIC HA MMOAACPKaHUE (PYHKLUH KU3HCHHO BaKHBIX OPTaHOB U CHCTEM. MajoBe-
POSITHO, YTO TeMoanaNn3 Oyaet > pekTuBeH.

B3aumopneiicTBHe ¢ APYrHMH JIeKAPCTBEHHBIMHU CPEACTBAMHU

Bausanue npumenenusn opyzux npenapamoeé na po3yeacmamun

Hueubumoper mpancnopmmuvix Oenxog: po3yBaCTaTHUH CBS3BIBAETCA C HEKOTOPBIMU TPAHCHOPT-
HeIMu Oenkamu, B yactHoctH, ¢ OATP1B1 u BCRP. ConyrcTByromiee npuMeHeHUe Ipernaparos,
KOTOPBIE SIBJISIOTCS MHTHOMTOPAMH 3THUX TPAHCIIOPTHBIX OEJIKOB, MOKET COMPOBOXKIATHCS YBe-
JMYEHUEM KOHLEHTpPALUU pO3yBacTaTHHA B IJIa3ME M IIOBBIIICHHBIM PUCKOM Pa3BUTUS MHUOIIA-
iU (cM. Tabmuiy u paszaensl «Crocod npuMeHeHHs 1 1036y U «Oco0ble yKa3aHUs»).
Lukrocnopun: npyu OJHOBPEMEHHOM NPHUMEHEHUHU posyBacraruHa U uukiocnopuna AUC po-
3yBacTaTHHa OblJIa B CPeTHEM B 7 pa3 BHIIIE 3HAUEHHsI, KOTOPOE OTMEYANoCh Y 30POBBIX T00pO-
BOJIbLIEB. Po3yBacTaTuH HE BIMSET Ha IUIA3MEHHYIO KOHLIGHTpalMio LukiocnopuHa. [Ipenapar
Po3yBacTaTuH NMpOTHBOIMOKA3aH MallMeHTaM, MPUHUMAKONIUM IIUKJIocopuH (cM. pazaen «lIpo-
TUBOTIOKA3aHHS» ).

Hueubumopwr npomeaswl supyca ummynoodeghuyuma venosexa (BHY): HecMOTpst Ha TO, YTO TOY-
HBIH MEXaHU3M B3aMMOACHUCTBUS HEU3BECTCH, OJHOBPEMECHHBIM MPHEM C MHTHOUTOPOM IpOTE-
a3bl MOKET NMPUBOANTH K 3HAUMTENLHOMY YBEIMUEHHIO SKCTO3HUIIMK pO3yBacTaTHHa (CM. Tadiu-
y). Hanpumep, B ¢papMakOKHHETUYECKOM HCCIICIOBAHUH OJHOBPEMEHHOE mpuMeHeHue 10 mr
po3yBacTaTMHa M KOMOWHHPOBAHHOTO MpenapaTa, COAepiKallero ABa MHTHOMTOpa MpoTeasbl

(300 mr arazanaBupa/100 mr puToHaBUpA) Y 3[0POBBIX AOOPOBOJIBLLER IPUBOIMIO IIPUMEPHO K



COOTBETC TE 'ET SKCNEPTHOMY OTYETY
7.08.2023 N2 15148 s
(o -:-_-| E,:l,'._. BATENBEHOCTL 0001)

TPEXKPAaTHOMY U CEMHUKPATHOMY YBEIMYCHHIO o

OnHOBpeMEHHOE NMPUMEHEHHE PO3yBacTaTHHA U HEKOTOPHIX KOMOWHAIMI MHTHOUTOPOB MpOTe-
a3bl BO3MOJXKHO I10CJIC TIIATEJIBHOW OLICHKH BO3MOXKHOCTH KOPPEKIMH J103bl PO3yBacTaTHHA HA
OCHOBAHMHU OKUJAEMOT0 YBEJTMUEHHS YPOBHS DKCIO3UIIMN po3yBacTaTuHA (CM. pazaens! «Cro-
€00 mpUMEHEHUS U 10361y, «Oco0bIe yKa3aHusy», TabIuILy).

Tempubposun u opyeue eunorunudemuveckue cpedcmea. COBMECTHOE TIPUMEHEHUE PO3yBacTa-
THHA U reM(puOpo3uiIa NPUBOAUT K YBEITHUCHHUIO B 2 pa3a Cmax B miazme kposu u AUC posysa-
cratuHa (cM. pasznen «Ocobble ykazaHus»). OCHOBBIBAsCh Ha JAHHBIX MO cHelUpUIecKOMy B3a-
MUMOJICHCTBHUIO, HE OXHUIACTCH (PAPMAKOKHHETUYECKH 3HAYMMOIO B3aUMOJCHCTBHA ¢ (peHO(PuO-
paToM, BO3MOKHO (papMakoAMHAMHYECKOE B3aUMOIeHCTBYE.

['em¢pubdposmi, dpenodudbpar, apyrue GuOpaThl U JTUNHACHIKAIOLIME 1036l HUKOTHHOBOW KHUC-
70ThI (Oonee 1 T/CyTKM) YBENWYHMBAIH PUCK BO3HHKHOBEHHS MHONATHH TPH OJHOBPEMEHHOM
npumeHennu ¢ uarubutopamu [’ MI'-KoA-penykrassl, BO3MOKHO B CBS3H C TEM, YTO OHH MOTYT
BBI3BIBATH MUOTIATHIO W TP NPUMEHEHUHU B Ka4eCcTBe MOHOTepanuu (cM. pasaen «Ocolwle yka-
3anus»). [lpu ogHoBpemennom npueme npenapara PosyBactatun ¢ remdpubposminom, pudbpara-
MW, HIKOTHHOBOW KUCIOTOW B JUMUJCHMKAIOIINX 033X (Oonee 1 T/CyTKH) MalMeHTaM pPeKo-
MEHJIyeTCsl HadalbHas [103a mpenapara 5 mr, npueM B fo03e¢ 40 MI IpOTHBOIOKA3aH MPH COB-
MEeCTHOM HazHaueHuH ¢ pubdpatamu (cM. pasnensl «lIpoTuBonokazanusy, «Cnocod mpuMeHEHUs
1 J103b1», «Oco0bIC yKa3zaHUs»).

OD3emumub: OTHOBPEMEHHOE TpPHUMEHEeHHe po3yBactaThHa B no3e 10 mr u s3erumuba B J103€
10 mr compoBoknanocsk yenuuenueM AUC posysacraruna B 1,2 pasza y naueHToB C TUIIEpPXOJIe-
crepuHemueil (cM. tabnuiy). Heb3s MCKITFOUNTH YBEIMYEHHE pUCKa BO3HHKHOBEHMS HEXenaTelb-
HBIX peaKkuui n3-3a papMaKoIMHAMUYECKOrO B3aUMOJICHCTBUS MEX 1y npenaparom Po3zyBacraTul u
H3ETUMHOOM.

Anmayuobsi: OTHOBPEMEHHOE NIPUMEHEHHE PO3yBaCTaTHHA M aHTaUuAa B (OpME CYCIICH3UH, CO-
JepKaie MarHus W aJTFOMUHUS THAPOKCHI, TIPUBOJIUT K CHIDKEHHIO TJIa3MEHHOHN KOHIIEHTpa-
U polyBactatuHa npuMepHo Ha 50 %. Janubii 3¢QexT BbipaxeH ciadee, €CIM aHTaWIbI
PUMEHSTIOTCS Yepe3 2 yaca Iocnie puemMa po3yBactatnHa. KimmHuueckoe 3HaueHHe moJ00HOTO
B3aWMOJICUCTBHS HE U3YHaOCh.

Opumpomuyun: OTHOBPEMEHHOE MpPHUMEHEHHE PO3YyBACTATHHA M JPUTPOMHUIIMHA TMPHUBOANT K
ymenbiieHuio AUC posyBacratuna Ha 20 % u Cmax po3yBactatuna Ha 30 %. [TogoGHoe B3au-
MOJIEiCTBHE MOXKET BO3HHMKATh B Pe3yJbTaTe YCHIEHHUS MOTOPUKHM KHIIEUHHKA, BBI3BIBAEMOTO

IIPUEMOM 3PUTPOMHULIUHA.
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Hzogepmenmut cucmemol yumoxpoma P450: pesyarrarbiHeeHeAOBAIHHI1-VivoH-il-Vitro-Hoka
3aJIM, YTO PO3YBACTATHH HE SBISETCS HU MHTHOUTOPOM, HU MHIYKTOPOM M30(pEPMEHTOB CHCTE-
MbI uToxpoma P450. Kpome Toro, podyBactatun sBIsieTCS CIabbIM CyOCTpaTOM IS 3TUX H30-
¢depmenToB. [ToaTOMy He OXMIaeTCsl B3aUMOJECHCTBHS PO3YyBacCTaTHHA C JAPYTMMH JIEKapCTBEH-
HBIMHU CPEJICTBAMHU Ha YpOBHE METa0OJIM3Ma C ydyacTHeM H30(DEPMEHTOB CHUCTEMBI LIUTOXpPOMa
P450. He oTMeueHO KITMHUYECKH 3HAYNMOTO B3aUMOJEHCTBHUS PO3yBacTaTHHA ¢ (BIyKOHA307I0M
(uaruburopom nzopepmentoB CYP2C9 u CYP3A4) u keTOKOHA301I0M (MHIHOUTOPOM H30(ep-
MeHTOB CYP2A6 u CYP3A4).

Dy3u006as Kucioma: NCCICIOBAHUN 10 M3YYCHUIO B3aWMOJICHCTBUS PO3yBaCTaTHHA U (Yy3HI0-
BOI KUCJIOTHI He MMPOBOIMITOCH. Kak ¥ Mpu npueMe IPYrux CTATHHOB, OBITH MOJTYYEHBI TOCTMAp-
KCTUHTOBBIC COOOIICHHUS O ClydasX pabJaoMHOININ3a MPU COBMECTHOM IPHUEME PO3YBACTATHHA U
dy3ugoroit kucinotel. HeoOxonumo TniatenbHo HaOmoAaTh 3a nanuentamu. [Ipu Heobxoanmo-
CTH, BO3MOXHO BPEMCHHOC TIPEKpAICHHIE ITpueMa npenapara Po3yBacraTuna.
Bzaumooeiicmeue ¢ nexapcmeenuvimu cpeocmeamu, Komopoe mpeodyem Koppexuuu 003bl
po3ysacmamuna

Jlo3y nmpemnaparta Po3yBacTtaTuH ciieyeT KOppeKTHPOBATh MPU HEOOXOIMMOCTH €0 COBMECTHOTO
NPUMEHEHHUS C JICKAPCTBECHHBIMU cpeacTBamu, yBennunparommumu AUC posyBactaruna. Crieny-
eT O3HAKOMHUTHCS ¢ MHCTPYKI[MEH MO MPUMEHEHHIO DTHX TPENapaTtoB IMepel MX Ha3HaueHHEM
coBMecTHO ¢ mpenaparoM PosyBacratun. Ecim oxupaercs ysenumuenue AUC B 2 pasa u Ooee,
HavajibHAas 703a npenaparta Po3yBacTaTWH [10JIKHA COCTaBISATh 5 MI OJIMH pa3 B CyTKH. Taxxke
ClIelyeT KOPPEKTUPOBAaTh MaKCUMAIbHYIO CYTOUYHYIO 103y IipenapaTta Po3yBactatun Tak, 4YToObI
oxkngaemas AUC posyBacTaTuHa He TPEBHINIANA TAaKOBYIO [Tl 10361 40 Mr, mpuHUMaeMoi 0e3
OJIHOBPEMCHHOT'O HA3HAYCHHUS JICKAPCTBCHHBIX CPEJICTB, B3aUMOJCHCTBYIOIIUX C PO3YyBACTATH-
HoM. Hanmpumep, MakcumanbsHasi cyTodHas Jo3a npenapara Po3yBacTtaTvH Mpu OJHOBPEMEHHOM
npumeHernu ¢ reMpudposmiom cocraiser 20 mr (ysenumuenne AUC B 1,9 pasa), ¢ puroHaBu-
pom/arazanasupom — 10 mr (yBennuenue AUC B 3,1 paza).

Tabnuua — Bousnue conyrcryromeit Tepanun Ha AUC po3yBacraryHa (1aHHbIE IPUBEIACHBI B
HOpsiAKe yOBIBAHUS ) — PE3yIbTATHI OMMyOIMKOBAHHBIX KIIMHUYECKUX HCCICI0BAHUI

Pexnm Tepanuu npenaparamu, Pe:xnm npuema HN3menenne AUC
B3aMMOACHCTBYIOIMMU PO3yBaCTATUHA posysacraruna’
€ PO3yBaCTATHHOM

Yeesmuenue AUC posyBacratuna B 2 u 6oJiee paza

CodocOysup/BenmaracBup/ BOKCHUJIATIPE-
Bup (400 mr — 100 mr — 100 mr) +
Bokcwtanpesup 100 mr 1 pas B cyTkn,

15 naen

10 Mr onHOKpaTHO VYBenuuenue B 7,4 pasa
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[Muknocnopun 75-200 mr 2 pa3a B CyTKH,
6 mecaues

(MOCAENNBATENLHOCTE 0001)

10 Mt PasB-CYTKH;

10 guen

VYeennuenue B 7,1 pasza

Hapostyramuy 600 Mr 2 pasa B cyTkH,
S JHeH

5 MT OJTHOKpPATHO

VYBennuenue B 5,2 pasza

Peropagennt 160 mr 1 pa3 B cyTku,
14 nueit

5 MI" OJIHOKpPaTHO

VBenuuenue B 3,8 paza

Artaszanasup 300 mr/puronasup 100 mr
| pa3 B cyrku, 8 nHel

10 Mr oJTHOKpaTHO

VBenuuenue B 3,1 paza

Benmaracup 100 mMr 1 pa3 B cyTku

10 Mr oTHOKpaTHO

VYBenuuenue B 2,7 paza

OwmoGuracup 25 mr/mapuranpesup 150 mr/
puronasup 100 mr/ gacabysup 400 mr
2 pa3a B CyTKHU

5 MI' OIHOKpPATHO

VYBenuuenue B 2,6 pasa

Tepudmynomun

Het mannnIx

YBenuuenue B 2,5 paza

['pazonpeBup 200 mr/anbdacBup 50 mr
1 pa3 B cyTku, 11 nHel

10 Mr onHOKpaTHO

VYBenuuenue B 2,3 pasa

['nexanpesup 400 mr/mubpenTacup 120 Mr
1 pa3 B cyTkH, 7 nHeH

5 MI' OTHOKpPATHO

VYBenuuenue B 2,2 pasa

Jlonunaeup 400 mr/puronasup 100 mr
2 pa3a B cyTKH, 17 nHen

20 mr 1 pa3 B cyTKH,
7 nHewn

VBenuuenue B 2,1 paza

KanMatunu6 400 mr 2 pasa B cyTkH

10 Mr ofHOKpaTHO

YBenuuenue B 2,1 paza

Knonugorpen 300 mMr (HarpyzouHast g0-
3a), 3aTeM 75 Mr uepes 24 4

20 MI OJHOKpPATHO

VYBenuuenue B 2 pasza

®ocramatranb 100 mr 2 pasa B CyTKu

20 MI OJHOKpPATHO

VYBenuuenue B 2 pasza

®ebyxkcoctaT 120 mMr 1 pa3 B cyTkH

10 Mr ogHOKpaTHO

YBennuenue B 1,9 pasa

['em@ubposun 600 mr 2 paza B CyTKH,
7 nHEMN

80 MI OIHOKpaTHO

VYeenuuenue B 1,9 paza

Yeesaunuenue AUC posyBacTaTuna MeHe

e yeM B 2 pa3a

Onrpombonar 75 mr 1 pa3 B cyTKH,
5 gHe

10 Mr onHOKpaTHO

VBenuuenue B 1,6 paza

Hapynasup 600 mr/puronasup 100 mr
2 pa3a B CyTKH, 7 JHEH

10 mr 1 pa3 B cyTkH,
7 nHen

VYBennuenue B 1,5 paza

Tunpanasup 500 mr/puronasup 200 mr
2 pa3a B cyrku, 11 nueit

10 Mr ofHOKpaTHO

VBenuuenue B 1,4 paza

Hponenapon 400 mr 2 pasza B CyTKu

Het nangpix

VYBenuuenue B 1,4 paza

Htpakonason 200 mr 1 pa3 B cyTkH,
5 nuen

10 mr onHOKpaTHO

Veennuenue B 1,4 pasa’

33etnMud 10 mr 1 pa3 B CyTKH,
14 naen

10 mr 1 pa3 B cyTkw,
14 nHent

Veemuuenue B 1,2 pasa’

Cuuxkenne AUC po3yBacraTuna

OputpomunriH 500 mr 4 pasa B CyTKH,
7 nHen

80 MI OlHOKpaTHO

Camxenne 1a 20 %

baiikanun 50 mr 3 pasza B cyTku, 14 qHei

20 MT OZTHOKpPATHO

Camxenne Ha 47 %

i I[aHHBIe, IMPCACTABJIICHHBIC B BUAC KPATHOI'0O U3MCHCHUS AUC, ABJIAOTCA OTHOIICHUCM 3HAYC-

HHUs 3TOTO TIOKA3aTcJisd Ha q)OHe COHyTCTBy}OHIefI TEpANMKU K 3HAYCHUTO TTOKA3aTejIsl MPprU MOHO-
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TEpaluu po3yBacTaTUHOM. JlaHHBIE, NpeiCTABACHHbIe—B—BHAC—Yo;SIBHOTE—pasHiHeit—-B— %
Mexay nokazateneM AUC Ha ¢oHe cOmyTCTBYIONIEH Tepaluv U 3HAYEHHEM TMOKa3aTeNsl pH
MOHOTEPAINU PO3YyBACTaATUHOM.

2 BBLITO MPOBEIEHO HECKONBKO HCCIIeI0BAHHIT JIEKapCTBEHHOTO B3aUMOIEHCTBUS Pa3HBIX 103 PO-

3yBacTtaTHHa. B Tabiuie ykazaHbsl HauboJjiee 3HaYMMbIE COOTHOLICHUS.

Crenyromye JeKapcTBEHHBIE TpenapaThl U UX KOMOWHAIIMM HE OKa3bIBAJIM KIIMHUYECKU 3HAUM-
Moro 3pQexTa Ha IKCIO3ULHMIO PO3YBACTATHHA PU MX COBMECTHOM IPUMCHCHHH: AJICTIIUTa3ap
0,3 mr, 7 nueit; pernodudpar 67 Mr 3 pasza B cyrku, 7 gHel; ¢pnykonazon 200 mr 1 pa3 B CyTKH,
11 nueit; pocamnpenasup 700 mr/putonasup 100 mr 2 pasa B cyTku, 8 aHeit; kerokonazon 200 mr
2 paza B cyTkH, 7 AHel; pudammnuiuH 450 mr 1 pa3 B cytku, 7 qHel; cunumapus 140 mr 3 paza B
CYTKH, 5 THEil.

Bauanue npumenenus pozysacmamuna na opyaue npenapamul

Aumazonucmer gumamuna K: Hayano tepanvu npenaparoMm Po3yBacTaTWH WM yBETUUYEHUE €TO
J103B1 y TIAIIUCHTOB, MOJIyYaoINX OAHOBPEMEHHO aHTaroHucTsl Butamuna K (manpumep, Bapga-
pPUH), MOXET TMPUBOAUTH K YBEIMYEHHUIO MEXIYHApPOJHOTO HOPMATM30BAHHOTO OTHOIIEHUS
(MHO). Ormena npenapara Po3yBacTaTUH WIM CHUXEHHUE 03Bl IIpENapaTa MOXET IIPUBOAUTH K
ymenbieHn0 MHO. B taknx cnydasx pekomenayercs konTpoias MHO.

Ilepopansheie Konmpayenmuesl/3amMecmumenbhas 20PMOHANTbHAS Mepanus: OIHOBPEMEHHOE
NPUMEHEHHE pO3yBacTaTHHA W MEPOPATbHBIX KOHTpauenTuBoB yBeauunBaer AUC sTuHMIACT-
panuona u AUC noprecrpena Ha 26 % u 34 %, coorBercTBEHHO. Takoe yBeIMYCHHUE IUIA3MEH-
HOW KOHIIEHTpAIMK JIOJDKHO YYHTBIBATHCS MPH MOAO0PE J103bI MEpOPANBHBIX KOHTPAIIETITHBOB.
dapMaKOKMHETUYECKUE JAaHHBIC [0 OJHOBPEMEHHOMY IIPUMEHEHHUIO PO3yBacTaTHHA U 3aMECTHU-
TENbHOW TOPMOHATBLHOM TepamnmuM OTCYTCTBYIOT, CEIOBATENLHO, HENb3s UCKITIOUUTH aHAJIOTHY-
HBIH 3()(}eKT 1 npu NPUMEHEHUH JaHHOTO codyeTanus. OaHako mojaodHas KOMOHHAIUS IMPOKO
MPUMEHSIJIach BO BpPEeMsI IPOBEJIEHUS KIIMHUYECKUX UCCIIEIOBAaHUHM U XOPOIIIO MIEPEHOCUIIach Ma-
LUEHTAMH.

Jpyeue nexapcmeennvie cpedcmaa: He OKUAACTCS KIMHUYECKH 3HAYHMOTO B3aUMOJEHCTBHS po-
3yBacTaTHHA C JIMTOKCHHOM.

OcoOblie ykazanus

Bauanue na nouxku

VY manueHToB, MOJyYaBIIUX BBICOKHE J03bI po3yBacTaTuHa (B ocHOBHOM 40 Mmr), Habmomanack
KaHaJIbLIEBasl POTECUHYPUs, KOTOpasi B OOJIBIIMHCTBE CiTydacB Obuia TpaH3uTopHOM. Takas mpo-

TEUHYPHsI HE CBUIETEILCTBOBANIA 00 OCTPOM 3a00JI€BaHNM MOYEK WM MPOTPECCUPOBAHUH 3a00-
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JIEBaHM [OoYeK. Y MalMEeHTOB, IPUHUMAIOLINX HpenapatPosyBactarni-B-A03e-40-Mr,pexomer
JyeTcsl KOHTPOJIMPOBATh MOKa3aTeaN (PYHKIIUH MTOYEK BO BPEMS JICUEHMUSI.

Bauanue na onopro-osuzamenvibviii annapam

[Tpu mpuMeHeHNN po3yBacTaTHHA BO BCEX /103aX, 0COOEHHO B 103ax 6osee 20 Mr, coolmanoch o
CJICIYIOIUX BO3ACHCTBUAX HA OIOPHO-ABUIATENbHBIN alllapaT: MUAJIIUs, MUOINIATHS, B PEAKUX
ClTydasix pabJOMHUOIIN3.

Onpeodenenue akmuernocmu kpeamutgpocgoxunazvl (KPK)

Onpenenenue axtuBHOocTH K®OK He crnemyeT mMpoBOAUTH MOCHTE MHTEHCHUBHBIX (DU3NUYECKUX
HArpy30K WIM IPU HAJIWYUHM APYTUX BO3MOXKHBIX IpUUYKH yBenuueHus aktuBHocTH KK, yro
MOXET MPUBECTH K HEBEPHOU MHTEPNpPETAIMH MOJTYYeHHBIX PE3yIbTaToB. B ciydae ecnu nexon-
Has aktuBHOCTH K®K cymecTBeHHO moBbIIEHA (B 5 pa3 BepxXHEW IpaHULBI HOPMBI), Uepe3
5-7 nHeW cnedyeT MPOBECTH MOBTOPHOE M3MepeHue. He cnegyer HauMHATh Tepanuio, €Cliu Mo-
BTOPHBIN TECT MOATBEP)KAACT UCX0aHyIo akTuBHOCTE KK (BhIe Gosee uem B 5 pa3 mo cpas-
HEHUIO C BEpPXHEHN rpaHuIiell HOPMBI).

Lo nauana mepanuu

[Tpu Ha3HavyeHnu npenapata Po3yBacTaThH, Takke Kak U MPU Ha3HAYEHUH IPYTMX WHTHOUTOPOB
['MI'-KoA-penykrasbl, clieayeT MposSBIsATE OCTOPOXKHOCTh MALMEHTAM ¢ MMEIOMIMMUCS (HaKTo-
pamu pucka Muonatuu/padaomuonusa. Heo6xonnuMo paccMOTpeTh COOTHOILIEHUE PHCKA U BO3-
MOYKHOH T0JIb3bI TEPAIIMM Y IIPOBOJUTH KIMHHYECKOE HAOII0ACHHUE.

Bo epemsa mepanuu

Cnenyer npouH(pOpMHUPOBATH MALMEHTa O HEOOXOAMMOCTH HEMEIJICHHOIO COOOLICHHUS Bpady O
CITyqasiX HEOXKUIAHHOTO TMOSIBJICHUSI MBIIIEUHBIX OOJIEH, MBIIIEUHOH ¢1ab0CTH MITH CTa3Max, 0co-
OCHHO B COYCTAHHH C HEJOMOTAHUEM M JIMXOPAJIKOH. Y TaKMX MALMEHTOB CIEAYST ONPEACIATH
axtTBHOCTh KOK. Tepanus gomkHa ObITh MpekpaliieHa, ecin aktuBHocTh KOK 3HaunTensHo mo-
BbIIIIeHA (0oJIee YeM B 5 pa3 10 CPaBHEHUIO C BEPXHEH TPaHUIICH HOPMBI), MM €CIIH CUMITTOMBI CO
CTOPOHBI MBIIII] PE3KO BBIPAKEHBI M BBIZBIBAIOT €XETHEBHBIN AMCKOMQPOPT (Iaxke ecli aKTHB-
Hocte KOK yBenuuena ne 6osee uem B 5 pa3 Mo CpaBHEHUIO C BEPXHEH TPaHULICH HOPMBEI).

Ecnu cumntoMbl ncues3aroT U akTuBHOCTE KDOK Bo3Bpaniaercs Kk HopMe, CIEAyeT pacCMOTPETh
BONIPOC O I[IOBTOPHOM Ha3HAYCHMM TIpenapara Po3yBactaTMH WM APYyruX HMHTHOUTOPOB
['MTI'-KoA- penykTa3sl B MEHBIINX J03aX MPH THIATETbHOM HAOMIOACHHUH 3a MallHEHTOM.
Pyrunnsiit kouTpoas akruBHocTn KOK mpu orcyrcTBUM cUMITOMOB HeLenecoodpasen. Otme-
YEeHbl OYEHb PEIKHE CIydyal UMMYHOOIIOCPEAOBAHHOW HEKPOTH3UPYIOIIEH MHOMATHU C KIIMHHU-
YECKHMU IPOSIBIICHUSIMH B BHJIC CTOMKON CJIa0OCTH NMPOKCUMAIBHBIX MBIIII U HOBBIICHUS aK-

trBHOCTH KOK B mtazme kpoBu BO Bpems JIEUEHHs WM MTPH NMPEKPALCHUN TPHEMA CTATHHOB, B
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TOM HHCIIE€ po3yBacTaThHa. MoxkeT NOTpeOOBFbestHpOBeaAeHHe AOHOTHHTeHAPHbIHEeHeAOBa

HUI MBIIIEYHON CUCTEMBI U HEPBHOM CHUCTEMBI, CEPOJIOTHUECKHX HCCIIEAOBAHMM, a TaKKe Tepa-
11151 UMMYHO/ICIIPECCUBHBIMU CPECTBAMM.

He oTMedeHO npu3HAKOB yBEIMUYEHUs] BO3ACHCTBUS HA CKEJETHYIO MYCKYNIaTypy MpU IpHUemMe
pO3yBacTaTHHA M COIYTCTBYOLIEH Tepanuu. OaHako coodIanocs 00 yBeIMUCHUN YHUCIIA CITyda-
€8 MHO3MTa M MHOMATHM y  TAlMEHTOB, TMPUHUMABIIMX  JIpyrHe  WHTHOUTOpPHI
['MI'-KoA-penykrassl B COYETAHUU C MPOM3BOIHBIMU (PUOPHUHOBOM KHUCIOTHI, BKIIIOYAs] TeM(H-
OpOo3uJI, MUKJIOCTIOPUH, HUKOTHHOBYIO KUCJIOTY B JIMIMHACHIKAIONUX J03aX (Oonee 1 1/cyTknm),
a30JIbHBIC NMPOTUBOTPUOKOBBIC CPEJICTBA, MHTHOUTOPEI mpoTeassl BUY u mMakponuaHble aHTH-
onotuku. ['empuOpo3nn yBennMunBaeT pUCK BOSHUKHOBEHHS MHUOTATHH TPU COBMECTHOM TMpH-
MEHEHUHU ¢ HeKOoTOpbiMH mHTHOMTOpamu ['MI'-KoA-penykrassl. Takum 00pa3oM, HE pEeKOMEH-
JyeTcsl O/IHOBpEMEeHHOe MpUMeHeHHe npenaparta PosyBactatun u rembudposuna. Crenyer Tiia-
TEIbHO B3BECUTh COOTHOILEHHE PUCKA U BO3MOXKHOM I10JIb3blI [IPU COBMECTHOM IIPUMEHEHHHU
npenapata Po3yBacTaTiH M ¢uOpaTOB WM JMMHACHUXKAKONIMX 703 HUKOTWHOBOM KHCIIOTHI.
[IpotuBomnokaszan npuem npenapara PosyBacratun B no3e 40 Mr coBmectHo ¢ pubparamu (cm.
pasnensl «BzanmoelicTBre ¢ IPYrUMU JIEKAPCTBEHHBIMU CpecTBaMmy, «IIpoTuBomokazanus»).

Yepes 2-4 nenenu nocie Havasia JICYCHUS W/WIIM TIpU TOBBIICHUM J03b1 Npenapara Posysacra-
THH HEOOXOJIUM KOHTPOJIb TMOKazaTened JUMUAHOrO oOMeHa (Tpu HeoOXOJUMOCTH Tpeldyercs
KOPpEKLUs J03Bl).

[leuens

PexoMentyeTcs mpoBOMUTH ONpECICHUE MoKa3aTesneii QyHKIMH [ICUYCHN 0 Hadalla TePaluu |
yepe3 3 Mmecsiia nociie Havana tepanuu. [Ipuem mpenapara Po3yBactatuH ciieyer mpekpaTUTh
WIM YMEHBIIUTD J03Y IIperapara, €Ciii aKTUBHOCTD «II€YCHOYHBIX» TpaHCAaMMHA3 B ILIa3Me Kpo-
BU B 3 paza MpeBbINIAeT BEPXHIOK TPAHUILY HOPMBL.

VY NanueHToB ¢ TUIEPXOJIECTEPUHEMHUCH BCIICACTBUE THIOTUPEO3a WIM HE(PPOTUICCKOTO CHH-
JpoMa Teparnusi OCHOBHBIX 3a00JieBaHUI JTOJIKHA MTPOBOAUTHCS 10 Havyana JIeYeHHsl IpernapaToM
PosyBacraTuH.

Omuuyeckue spynnul

B xozxe ¢hapMakOKMHETHUCCKUX HCCICIOBAHUN CPEAH KUTANUCKUX U SITOHCKHUX MANHCHTOB OTME-
YeHO YBEIMUEHUE CHCTEMHOM KOHIEHTpPAllMHd PO3yBacTaTHHA MO CPaBHEHHUIO C MOKa3aTelsMHu,
HOJYYCHHBIMU CPEIU ITALIMECHTOB EBPOICOMAHOM packl (cM. pasaensl «Croco0d mpuMEHEHUs U

7103b1» U «PapMAKOKHHETHKAY).
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Hueubumopwr npomeaset BUY
He pexomenyercs COBMECTHOE MpUMEHEHHE npenapata PosyBacTaTvH ¢ HHTHOUTOpaMH MpoTe-
a3pl BUY (cM. pasnen «B3zanMoaeicTBHe ¢ APYTrUMU JIEKAPCTBEHHBIMU CPEICTBAMUY).
Humepcmuyuanvnoe 3ab6oneeanue 1e2kux

[Ipu npuMEeHEHNH HEKOTOPBIX CTATMHOB, OCOOEHHO B TE€UECHUE [UIMTEIBHOIO BPEMEHH, COOOLIa-
JIOCh O €IMHUYHBIX CITydasX MHTEPCTUIIHANBHOTO 3a00eBaHus jerkux. [Iposasnenusmu 3abose-
BaHUS MOTYT SIBJISITHCS OJIBIIIKA, HSTIPOAYKTUBHBIN KAIICIh U YXYAILECHHE 00IIET0 CAaMOTyBCTBHUS
(cnabocTh, CHUIKEHUE MACCHI Tea M tuxopaaka). [1pu momo3peHnn Ha HHTEPCTHITHATBHOE 3a00-
JICBAHUE JIETKUX, CIIEyeT IPEKPATUTh TEPAIIUIO CTATUHAMM.

Caxapmuwiii ouabem 2 muna

VY manueHToB ¢ KOHICHTPAUMEH IIIIOKO3Bl OT 5,6 10 6,9 MMOJIB/N Tepanusi po3yBacTaTHHOM ac-
COIIMUPOBAJIACH C MOBBIIIEHHBIM PUCKOM Pa3BUTHS caxapHoro auabera 2 TUMa.
Bcnomozamenvhvie geujecmesa

[Ipenapat Po3yBacTaTHH COAEPUT MaHHMUTOJ, KOTOPHI MOXKET OKa3hIBaTh ciiaboe craduTeNb-
HOE JICHCTBHE.

[Ipenapat Po3yBacTaTuH cOAEpKUT JTAKTO3bI MOHOTHApAT. [lanentam ¢ peako BcTpevarolencs
HACJICJICTBEHHON HETIEPCHOCHUMOCTBIO TUIAKTO3bI, AS(UIINTOM JIAKTA3b] JIOTIAPEH WK TIIOK030-
rajlakTo3HO# mManpabcopOImelt He clieyeT MPUHUMATh STOT Ipenapar.

Buusinne Ha CIIOCOOHOCTH YNIPABJIATH TPAHCIHOPTHBIMH CPEACTBAMH, MEXaHU3MAaMHU

He mnpoBoaunoce wHccnenoBaHWil MO M3YyUEHWIO BIMAHMS Tpenapara PosyBacTaTuH Ha
CIIOCOOHOCTbH YIpPAaBIIATh TPAHCIOPTHBIMU CPEICTBAMU M MCIIONB30BaTh MexaHu3Mbl. Ciemyer
co0MoaaTh OCTOPOKHOCTD MPHU YIPABICHUU TPAHCTIOPTHBIMH CPEICTBAMHU WITH TIPH BBITTOTHEHUH
paboTel, TpeOyromel MOBHIMICHHON KOHIICHTPALIMA BHUMAHUS W OBICTPOTBI NCHXOMOTOPHBIX
peakuuii (Bo Bpemsl Teparnuy MOKeT BO3HUKATh TOJIOBOKPYXKEHHE).

®opma BeINyCKA

TabyeTku, MOKPHITHIE TNIEHOYHOU 000I0uK0i, 5 Mr, 10 mr, 20 Mr u 40 mr.

Jns 0o3uposku 5 me

[To 10 TabneTok B KOHTYPHYIO STUEHKOBYIO YIIAKOBKY U3 MJIEHKH MOIMBUHUIXJIOPUAHON U (HONTb-
'Yl AJIIOMUHUEBOU I1€YaTHOM JIAKUPOBAHHOM.

3, 6 KOHTYpHBIE STYEHKOBBIE YIAKOBKH BMECTE C MHCTPYKIIMEH MO MEAUIMHCKOMY NPUMEHEHHIO
IIOMELIAIOT B ITAYKy U3 KapTOHA.

[To 14 TabneTok B KOHTYPHYIO STUEHKOBYIO YIAKOBKY U3 MJIEHKH MOJIMBUHUIXJIOPUAHON U (HONTb-

'Yl AJIIOMUHUEBOU I1€YaTHOM JIAKUPOBAHHOM.
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2, 4, 7 KOHTYpHBIE SYEHKOBBIE YIIAKOBKU BMECTe-€HHETPYIHHeH oM AHHHHCKOMY HpHMEHe——

HUIO MOMEIAIOT B Ma4Ky M3 KapTOHA.
[To 15 TabieTok B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY M3 IUICHKHU ITOJIUBUHIIXJIOPUAHON U POIb-
'Y ATFOMUHUEBOM NEYATHOW JJAKUPOBAHHOM.

2, 4, 6 KOHTYpHBIC SUEHKOBBIC YIIAKOBKM BMECTE C MHCTPYKLHEH 110 MEIUIMHCKOMY IIPHMEHE-
HUIO MOMEIAIOT B Ma4Ky U3 KapTOHA.

Jns 0osupoeku 10 m2

[To 10 TabneTok B KOHTYPHYIO STUEHKOBYIO YIIAKOBKY W3 TUIEHKH MOTMBUHUIXIOPUIHON U (HONTb-
' AJIIOMUHUEBOH I1€YaTHOM JIAKUPOBAHHOM.

3, 6 KOHTYpHBIE STYEHKOBBIE YIAKOBKH BMECTE C MHCTPYKIIMEN MO MEAUIIMHCKOMY NPHUMEHEHHIO
IIOMELIAIOT B ITAYKy U3 KapTOHA.

[To 14 TabneTok B KOHTYPHYIO STUEHKOBYIO YIIAKOBKY U3 MJIEHKH MOIMBUHUIXJIOPUAHON U (HONb-
'Yl AJIIOMUHUEBOU I1€YaTHOM JIAKUPOBAHHOM.

2, 4,7, 9 KOHTYpHBIE STYEHKOBBIE YITAKOBKH BMECTE C MHCTPYKIMEH MO MEAMIIMHCKOMY NpHUMe-
HEHUIO [IOMEIIAIOT B [1a4Ky U3 KapTOHA.

ITo 15 TabneTok B KOHTYPHYIO STUEHKOBYIO YIIAKOBKY W3 MJIEHKH MOJIMBUHUIXJIOPUAHON U (HONTb-
'l AJIIOMUHUEBOU I1€YaTHOM JIAKUPOBAHHOM.

2, 4, 6 KOHTYpHBIE STYEHKOBBIE YITAKOBKH BMECTE C MHCTPYKLIMEN MO MEIUIMHCKOMY NPUMEHE-
HUIO [IOMELIAIOT B [1a4Ky U3 KapTOHA.

Jlna dozuposku 20 me

[To 10 TabieTok B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY U3 IUICHKHU ITOJUBUHWIXJIOPUAHON U QOIb-
'Yl ATFOMUHUEBOW MEYaTHOM JIAKUPOBAHHOM.

3, 6 KOHTYpHbIE SUCHKOBBIC YIIAKOBKH BMECTE C MHCTPYKIHEH 110 MEAULMHCKOMY IIPUMEHEHUIO
MOMEIIAIOT B MAUKy M3 KapTOHA.

[To 14 TabneToK B KOHTYPHYIO SYEHKOBYIO YITAKOBKY M3 TUICHKH MOTUBUHIIIXJIOPUAHON U (OITb-
'Y ATFOMUHUEBOU NEYaTHOW JTAKUPOBAHHOM.

2,4, 7,9 KOHTYpHBIE SYECUKOBBIC YIIAKOBKM BMECTE C MHCTPYKLHEH 110 MEAULIMHCKOMY IIpHMeE-
HEHUIO TTOMENIAI0T B MauKy U3 KapToHa.

[To 15 TabneTok B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY M3 IUICHKH MOIUBUHIIIXJIOPUAHON U (OITb-
'Y ATFOMUHUEBOM NEUAaTHOW JTAKUPOBAHHOM.

2, 4, 6 KOHTYpHBIEC SYEHKOBBIE YIIAKOBKM BMECTE C MHCTPYKLMEH 110 MEIULIMHCKOMY IIPUMEHE-

HUIO MTOMEIIAIOT B MAYKy U3 KapTOHA.



COOTBETC TEn- ET 3KCMEPTHOMY OTYETY
7.08.2023 Ne 15148 22
(NO it ENOBATENLHOCTL 0001)

Jlns 0ozuposxu 40 me

[To 10 TabneTok B KOHTYPHYIO STUEHKOBYIO YIAKOBKY U3 MJIEHKH MOJIMBUHUIXJIOPUAHON U (HOITb-
'Yl AJIIOMUHUEBOU I1€YaTHOM JIAKUPOBAHHOM.

3, 6 KOHTYpHBIE STYEHMKOBBIE YIAKOBKH BMECTE C MHCTPYKIIMEN 10 MEAUIMHCKOMY NPUMEHEHHIO
IIOMELIAIOT B [Ia4YKy U3 KapTOHA.

[To 14 TabneTok B KOHTYPHYIO STUEHKOBYIO YIIaKOBKY M3 TUIEHKH MOJUBUHIIIXJIOPUIHON U QOb-
'Yl AJIIOMUHUEBOH I1€4aTHOW JJAaKUPOBAHHOM.

2, 4, 7 KOHTYpHBIE STYEHKOBBIE YITAKOBKH BMECTE C MHCTPYKIIMEN MO MEIUIIMHCKOMY NMpPHUMEHE-
HUIO [IOMEILAIOT B [Ia4YKy U3 KapTOHA.

[To 15 TabneTok B KOHTYPHYIO STUEHKOBYIO YIIAKOBKY W3 MJIEHKH MOTMBUHUIXIJIOPUAHON U (HONb-
'l AJIIOMUHUEBOU I1€YaTHOM JIAKUPOBAHHOM.

2, 4, 6 KOHTYpHBIE STYEHKOBBIE YITAKOBKH BMECTE C MHCTPYKIMEN MO MEIUIIMHCKOMY NpHUMEHe-
HUIO [IOMEILAIOT B [Ia4YKy U3 KapTOHA.

YcioBust xpaHeHust

IIpu Temneparype He Bbiwe 25 °C.

XpaHUTh B HEJIOCTYITHOM JIJTS IETEH MECTe.

Cpoxk rogHocTn

3 roxa.

He npuMeHsITh 110 UCTEYEHUH CPOKa MOJIHOCTH.

YcaoBust ornycka

OTI1ycKaroT 10 peLenty.

IIpounsBoaurenn

AO "Tarxumdapmnpenapatst”, Poccus

420091, Pecniybnuka Tarapcran, r. Kazans, yn. benomopckas, 1. 260

tei.: 8 800201 98 88, Ter./daxc: +7 (843) 571-85-58

e-mail: marketing@tatpharm.ru

Baagenen perncTpanMoHHOrO yaocTtoBepeHus/Opranusanus, NPUHAMAKIIAS NPeTeH3UH
OT norpeduTesIeH

AO "Tarxumpapmnpenapatsl”, Poccus

420091, Pecnyonuka TartapcraH, r. Kazans, yn. benomopckas, 1. 260

Tei.: 8 800 201 98 88, Ter./daxc: +7 (843) 571-85-58

e-mail: marketing@tatpharm.ru



