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JIEKAPCTBEHHOI'O ITPEITAPATA

MEJIOKCUKAM JC

PerncrpauuoHHblii HOMep:

Toprosoe naumenoBanue: Menokcukam JIC

MexayHapoaHoe HelATEeHTOBAHHOE HAUMEHOBAaHMe: MEIIOKCHKaM

JlekapcTBeHHas popma: TabIETKH

CocraBs:

1 TabyeTka CONEPIKHT: Oelicmeyioujee seujecmso Menokcukam 7,5/ 15,0 Mr; ecnomocamenvhwvie
seujecmea: JAKTO3bl MOHOTHJIPAT, KpaxMmasl MIICHUYHBIHA, KpaxMaa IpeKelIaTHHU3UPOBAHHBIN
pucoBblid, moBHAOH K30, wmarHus creapaT, KpeMHHS JHOKCHJ KOJUIOWIHBIA, DSS

rpaHyJIMPOBAHHBIN (IOKy3aT HaTpus 85% c 6enzoaTom Hatpus 15%).

Onucanue:

Tabnemku 7,5 me: Kpyrible NIOCKOIMIMHIPUYECKHE TaOJIETKU CBETIO-XKEITOro IBeTa, C
(ackoil c 00ernx CTOpOH.

Tabnemku 15 me: Kpyribie TUIOCKOIMIHHIPUYECKHE TAOJIETKH CBETIIO-)KEJITOTO [IBETA, C PUCKOM

C OJIHO CTOPOHBI M ¢ (acKOi ¢ 00X CTOPOH.

(I)apMaKOTepaneBaneCKaﬂ rpymma: MIpOTHBOBOCHAIUTCIIBHBIC W IMPOTHBOPEBMATHUYCCKUC
npemnaparbl; HCCTCPOUAHBIC IMPOTUBOBOCHAIUTCIIBHBIC W MMPOTHBOPCBMATHUYCCKUC IPCHAapaThI;
OKCHUKAaMBI.

Kon ATX: MO1ACO06

DapMaKoJIOrHyecKue CBOMCTBA

Dapmaxoounamuka

Mernokcukam sIBISIeTCS HECTEPOMIHBIM MPOTHBOBOCHAIUTENBHBIM IPENapaToM M OTHOCHUTCS K
MIPOM3BOIHBIM JHOJIOBOM KHCIIOTHI, OKa3bIBaeT IMPOTHBOBOCIIAIUTEIHHOE, aHAIBI€THYECKOE U
AHTHITMPETUYECKOE NeiicTBrHEe. BhIpaKeHHOE MPOTHBOBOCIIATUTEIBHOE JEHCTBHE METOKCHKaMa
YCTAHOBJIEHO HAa BCEX CTAHJAPTHBIX MOJENAX BOCHalieHHs. MeXaHu3M JeWCTBUS MeTOKCHKaMma
COCTOUT B €r0 CIIOCOOHOCTH MHTHOMPOBATh CUHTE3 MPOCTArjaHANHOB — U3BECTHBIX MEIUATOPOB

BOCIIaJICHUA.
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CTETICHH, YeM B CIIM3UCTON 000JI0UKE JKEITyAKa UITH MTOYKAX.

OTH pa3iauyus CBA3aHbI ¢ Ooyiee CENEeKTUBHBIM MHIHOMpPOBaHHEM IUKIOOKcUrenassl-2 (L{OI-2)
no cpaBHeHUIO C 1ukiIookcureHazor-1 (IIOI-1). Cumraercs, uro wunHrubuposanue L[[OI'-2
obecrieunBaer TepaneBTuueckue aeiictBus HIIBII, Torma kak WHruOMpOBaHHE TOCTOSTHHO
npucytcTByomero nzopepmenrta L{OI-1 MoxeT ObITH OTBETCTBEHHO 3a MOOOYHBIE IEHCTBHS CO
CTOpPOHBI kelyaKa 1 ouek. CenekTUBHOCTh Menokcukama B oTHomenuu [{OI'-2 moareepxkaena
B pa3jM4YHBIX TECT-CHUCTeMax, Kak in Vitro, Tak W in vivo. CeNneKkTUBHasg CIOCOOHOCTb
Menokcukama uHrubupoBath [[OI'-2 moka3aHa npu HpUMEHEHUU B KayeCTBE TECT-CUCTEMbI
LIEJIbHOM KPOBM 4YEJIOBEKA in Vifro. YCTaHOBIIEHO, YTO MeJOKcHKaMm (B po3ax 7,5 m 15 wr)
aktuBHee mHrHOMpoBan 1{OI'-2, oka3wiBas OoJbllice WHTHOMPYIOIIEE BIHMSHHUE Ha MPOIYKITUIO
npocrarnanauna E2, crumynupyemyro aunomnonucaxapuaoM (peakuus, koHTponupyemas L[OI-
2), 4eM Ha MPOAYKIHIO TPOMOOKCAaHA, y4YaCTBYIOIIETO B TPOIECCE CBEPTHIBAHMS KPOBU
(peaknus, koutpommpyemas [[OI'-1). Otu a¢dekTsl 3aBucenw OT BEIHYWHBI J103bl. B
UCCIJIEIOBAaHMSIX ex Vivo MOKa3aHo, YTO MeJOKcHKaM (B Jo3ax 7,5 Mr u 15 mr) He oka3blBaeT
BIIUSTHUS HA arperaiuio TPOMOOIIUTOB U BPEMSI KPOBOTEUCHUSI.

B xmuanyeckux uccnenoanusx HP co ctoponsl JKKT B 1esioM BO3HHMKAIM PExe MpU MpUEME
Mmenokcukama 7,5 u 15 mr, uem npu npueme napyrux HIIBII, ¢ xoTopbIMH NpPOBOJMIIOCH
cpaBHeHHe. D10 pasnuuue B yactote HP co ctoponst )KKT B ocHOBHOM CBSi3aHO € TeM, UTO MpuU
npreMe MeNOKCHKaMa pexke HaONMIoJanuch Takue SBICHHUS KaK TUCIENCHs, pBOTa, TOLIHOTA,
0onb B )xuBoTe. YactoTta nepdopanmii B Bepxaux otnenax JKKT, 3B u kpoBoTeueHH, KOTOpbIE
CBS3BIBAJIMCH C NPUMEHEHHEM MEJIOKCMKaMa, ObUla HU3KOW M 3aBUCENIa OT BEIMYMHBI O3Bl U
npernapara.

DapmakoKkunemuxa

Abcopbrus

Menoxkcukam xoporio BcackiBaeTcsi u3 JKKT, 0o 4yeM CBHAETENHCTBYET BBICOKas aOCOJIOTHAs
ouonoctynHocth (90 %) mocie nmpuema npemnaparta BHyTpb. [lociae oqHOKpATHOTO TPUMEHEHUS
MeJIOKCMKaMa MakcHUMallbHasi KOHLEHTpalus B miaa3Me (Cmax) JOCTUTAETCS B TEUEHUE 5-6 4acoB.
ODHOBpEMEHHBIN MpUEM MHUIIM W OPraHUYECKUX aHTAIMJ0B HE U3MEHseT BcachiBaHue. [lpu
NpPUMEHEHUU Tpenapara BHYTph (B go3ax 7,5 um 15 Mr) KOHIEHTpaluu MeJOKCHKama
IIPONOPLMOHANIbHEI J03aM. PaBHOBeCcHOE cocTosHNE (hapMaKOKUHETHKH JOCTUTAETCs B Mpeesiax
3-5-tu gneit. /lnama3oH pa3iauuuii MEXIy MAaKCUMAIbHBIMU M 0a3allbHBIMH KOHIIEHTPAIUSIMH
MEJIOKCHKaMa, MOCJIe ero NnpuemMa OJUH pa3 B JE€Hb, OTHOCUTENIBHO HEBEJIMK M COCTABIISIET NPU
npumMeHeHun 103el 7,5 mr — 0,4-1,0 Mxr/mi, a mpu npuMeHeHu” 10361 15 mr — 0,8-2,0 MKT/mit

(IpuUBeZICHBI COOTBETCTBEHHO 3HAYCHUS MUHUMATBHONH KOHUEHTPAIUU (Cmin) U Cmax B TIEPUOJT
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PaBHOBECHOT'O COCTOSIHUSI (hapMaKOKHUHETHKH),| XOTs ofﬂé&anl@'-ﬁEE%EEQBH}-'H@ﬁ%% 3a

YKa3aHHBIM JIHAAIIAa30H.
Cmax B TIEPHOJ PaBHOBECHOTO COCTOSHHUS (DapMaKOKWHETHKH JOCTUTAeTCs 4yepe3 5—6 yacoB
1I0CJIe IIpUeMa BHYTPb.

Pacopenenenue

MernokcuKaM OueHb XOPOIIO CBA3BIBAETCS C OeNKaMu IJIa3Mbl KPOBH, OCOOEHHO C albOyMHUHOM
(99%). IlpoHukaeT B CHHOBUAIBHYIO >KHJIKOCTb, KOHIICHTPALUSI B CHHOBHAJIBHOU MKUIKOCTH
coctaisieT npuMepHo 50 % OT KOHIEHTpaluu B mia3Me KpoBu. OObeM pacripeesieHus mocie
MHOTOKpPaTHOTO IIpUeMa BHYTPb MeJIOKCHKama (B J103ax oT 7,5 Mr 110 15 Mr) cocTaBisieT OKOJIO
16 1, ¢ koo Puuuentom Bapuarmu ot 11 % 1o 32 %.

Buorpancdhopmariusa

MenokcukaM TOYTH TOJIHOCTBIO METabONM3UpYyeTCsi B IE4YeHH ¢ oOpazoBaHMeM 4-X
(bapMaKoI0ruuecKu HEaKTHBHBIX IIPOM3BOJIHBIX. OcHoBHOM MeTaboJIHT, 5’-
kapOokcumenokcukam (60 % OT BeNWYHMHBI J03BI), O00pa3yercss IyTeM OKHCJICHUS
IPOMEXYTOUHOTO  MeTalboyuTa,  5’-TUAPOKCUMETHIMEIOKCHKaMa,  KOTOpbI  Takxke
9KCKpEeTHUpyeTCs,, HO B MeHbluel creneHu (9 % oT BenuuuHbl A03b1). MccnenoBanus in vitro
[OKa3aJld, 4TO B JAHHOM METabOJIMYEeCKOM IpeBpallleHuu BaxkHytro ponb urpaer CYP2CO,
JOTIONTHUTENbHOE 3HaueHue wumeer wu3opepmeHT CYP3A4. B oOpa3oBanuu nABYyX Ipyrux
MeTaboNIUTOB (COCTABISIOIINX COOTBETCTBEHHO 16 % 1 4 % OT BEeIMYMHBI J103bI Mpernapara)
IIPUHUMAET YYacTHE NIEPOKCHUIa3a, aKTUBHOCTh KOTOPOM, BEPOSITHO, MHAMBHUIyaJIbHO BapbUpYET.
OIMMUHAIMA

BriBoauTCS B paBHOW CTENEHM uepe3 KUIIEYHMK W IMOYKaMH NPEUMYIIECTBEHHO B BHJIE
MeTabonMuTOB. B HEM3MEHEHHOM BHJIE€ Yepe3 KUIIEYHUK BBIBOJUTCS MeHee 5 % OT BEeTUYHHBI
CYTOYHOH J03bl, B MOYE B HEHU3MEHEHHOM BHUJE MEJIOKCHMKaM OOHapyXXHMBAaeTCsi TOJIBKO B
ciefoBbIX KonmuecTBax. Cpennuil nepuoa nomysbiBeieHus (T'2) Menokcukama BapbupyeT oT 13
710 25 4acos.

[InasMeHHBIH KIMPEHC COCTaBIsE€T B cpeiHeM 7-12 MII/MHUH TOCJ€ OJHOKPATHOrO Mpuema
MEJIOKCHKaMma.

JInunenHocTh

MenokcrukaMm JEMOHCTPUPYET JUHEHHYI0 (apMaKOKMHETHKY IMPH MPUEME B TEpaneBTHUECKHX
no3ax 7,5 mr u 15 Mr nociie nepopagbHOTO WM BHYTPUMBIIIEYHOIO BBEACHUS.

[loyeuyHas HEJOCTATOYHOCTh

Cnabo BBIpAKCHHAA noycyHas HEAOCTATOYHOCTD CYHICCTBCHHOI'O BJIMAHUA Ha
q)apMaKOKI/IHeTI/IKy MEJIOKCHMKaMa HE OKa3bIBacT. CKOpOCTB BBIBCACHUA MCJIIOKCHKaMa U3

OpraHu3Ma 3HAQUMTEJIIbHO BBIIIE Yy MAallMEHTOB C YMEPEHHO BBIPAXEHHON IOYEHYHOU
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HEJIO0CTAaTOYHOCTBIO. Menokcukam XYXKE CBs3 IBaeTCﬂ( QI:I(;C-JIIEQ;ILH/IIE IﬁEmEﬁIVI'JEﬁQGIEIIJdB C

TEPMHUHAJIBHOM IIOYEYHOM HENOCTATOYHOCTHIO. [Ipy TepMUHAIBHON OYEYHOW HEAOCTATOYHOCTH
yBeIMYEeHHE OObeMa paclpeneieHusi MOXET NPUBECTH K 0ojiee BBICOKUM KOHLEHTPAIHSIM
CBOOOJIHOIO MEJIOKCHKaMa, MOATOMY y THX MalMEHTOB CYTOYHAs 1032 HE JOJKHA MPEBBIIIATh

7,5 Mr.

IIeueHouHas HEAOCTATOYHOCTD

HenocrarounocTe (QyHKIMM TEYEHHM CYIIECTBEHHOTO BIUSHHS Ha (DapMaKOKUHETHKY
MEJIOKCHUKaMa HE OKa3bIBaET.

JInIia moKMI0To BO3pacTa

[Toxxuiible MAIMEHTBl 10 CPAaBHEHHIO C MOJIOABIMH  TAllMEHTaMH HMMEIOT  CXOJIHBIC
(apMaKOKMHETHYECKHE TIOKA3aTeNH. Y TMOXHUIIBIX MAIMeHTOB CPEIHUH TIa3MEHHBIN KIIMPEHC B
[EpUOJI PABHOBECHOTO COCTOSHUS (ApMaKOKMHETUKM HEMHOIO HIDKE, YeM Yy MOJIOJBIX
HAlMEeHTOB. Y KEHIIUH IOXXWUJIOro Bo3pacra Oosiee Bbicokue 3HaueHuss AUC (ruiomaau mop
KPUBOW KOHIICHTPALUSA-BPEMS) W JUIMTEIBHBIN TEPHOJ TONYBBIBEJCHHS, 110 CPaBHEHHIO C
MOJIO/IBIMH MallUEHTaMu 00OMX IOJIOB.
eTu

Cmax (-34 %) u AUCo.» (-28 %) Obuim HiDKe y JAeTed mutaamiero Bo3pacra (2—6 ner) mo
CpaBHEHHUIO ¢ Oojee crapuieii Bo3pacTHoOM rpymmoi (7—14 ner), a kiuMpeHc mpenaparta (c
MONpaBKOW Ha Maccy Tella) y MIAAIuX JeTed Obl1 Oosee BBICOKMM. PerpocnekTuBHOE
CpaBHEHHME C B3pOCIBIMHM IOKa3aJ0, YTO KOHLEHTpAallMM MEJIOKCHKama B Iula3Me y JeTei
CTapIIero BO3pacTa M B3pOCIBIX CXOAHBL. Y jerell 00eMX BO3pACTHBIX TPYII HEPUOJ
MOJTYBBIBEJICHUSI MEJOKCHMKaMa W3 Iula3Mbl Obul cXoIHBIM (13 9) u Gojee KOpPOTKHUM, 4eM y

B3pocibIx (15-20 q).

Iloxka3zaHus K NPUMEHEHHIO

[Tpenapat Menokcukam JIC mokazaH K IPUMEHEHHIO y B3pOCIBIX U JIeTel B Bo3pacte oT 12 jer
P CUMIITOMaTH4YECKOM JICUECHUN:

- ocTeoapTpuTa (apTpo3, JAEreHepaTUBHbIE 3a00J€BaHUS CYyCTAaBOB), B TOM 4HCIE C OOJEBBIM
KOMIIOHEHTOM;

- PEBMAaTOUTHOTO apTPHUTA;

- AaHKWJIO3UPYIOLIErO CIIOHUIINATA;

- FOBEHMWJIBHOTO PEBMATOMIHOTO apTpHTa (y MAallUEHTOB C Maccoi Tena > 60 kr);

- JpyTUX BOCHAJHUTEIbHBIX U JIET€HEPAaTHUBHBIX 3a00JI€BaHUN KOCTHO-MBIIIEYHOW CHCTEMBI,
TaKUX Kak apTpOIaTUH, JOpPCONaTuu (HampuMmep, UIIMac, O0Jb BHHM3Y CIHHUHBI, IJICYEBON

NEepUapTPUT U IPyTUeE), COMPOBOXKIAOIUECS OOIIBIO.



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
o1 29.10.2025 N= 27051
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CUMIITOMAaTUYCCKOM JICUCHU N FOBCHUJIBHOI'O PCBMATOUAHOT'O apTpUTa.

IIporuBonokazanusi

- TUIIEPYYBCTBUTEIHHOCTh K MEJIOKCHKaMy WJIH K JIFOOOMY U3 BCIIOMOTaTeNIbHbIX BEIIECTB;

- MIOJTHOE WJIM HETIOJIHOE COYeTaHre OPOHXUATBLHON aCTMbI, PEIUANBUPYIOIIETO MOJIMUII03a HOCA U
OKOJIOHOCOBBIX  Ma3yX, AaHTHOHEBPOTHYECKOTO OTEeKa WM KpanuBHHUII, BbI3BAaHHBIX
HETIEPEHOCUMOCTBIO alleTUiIcaTuumiioBoid kuciaotel uin apyrux HIIBII u3-3a cymectByromieit
BEPOATHOCTH MEPEKPECTHOIN UyBCTBUTEIILHOCTH (B TOM YHCIIE B aHAMHE3E);

- OPO3UBHO-SI3BEHHBIC TMOPAKECHUSI KEITyJKa W JABCHAAIATUNEPCTHOW KHUIIKH B CTaIuU
000CTpeHus UM HETABHO MEPEHECEHHBIE;

- BOCIHAJMTENbHBIC 3200JIeBaHUs KUIIEYHUKA - Oone3Hb KpoHa win s3BEHHBIA KOJHUT B CTaJIUU
obocTpeHUs;

- TSDKETIasi IeYCHOYHAss HEIOCTaTOYHOCTh;

- TsDKeJIas ToYeYHasi HeJIOCTATOYHOCTh (€C/IM HEe MPOBOAUTCS TeMOIUAIN3, KIMPEHC KpeaTHHUHA
(KK) <30 mu/mmH, a Takke MOpH MOATBEPKACHHON TUIEPKAIMEMHUH), MPOrpeccUupyromee
3a00JIeBaHUE TIOYEK;

- aKTUBHOE KEITYJOUHO-KUIIIEYHOE KPOBOTEUCHHE, HEJIaBHO MepEHECCHHBIC
1epeOpoBaCKyJISIpHbIE  KPOBOTEUEHWS WM  YCTAHOBJICHHBIM  JguarHo3  3a0oseBaHUM
CBEPTHIBAIOLLIEH CUCTEMBI KPOBH;

- TsDKeTasi JEKOMIIEHCUPOBaHHas CepAeUHAasi HEI0CTaTOYHOCTb;

- 0EpEMEHHOCTH;

- TaKTaIus;

- Tepamnusi MepuoINepaoHHbIX 00JIeH P MPOBEACHNUN IIYHTUPOBAHUS KOPOHAPHBIX apTepHil;

- penmkas HacJeICTBEHHAas HEMEePEeHOCHMMOCTh TalaKTO3bl, Ae(PUIMT JIaKTa3bl, TIIOKO30-

rajlakTo3Has MajabaOcopOIusl.

C 0CTOPOKHOCTHIO

IIpemapar Menokcukam JIC cienyeT OpUHMMATh C OCTOPOKHOCTBIO IIPU  CIEIYIOLIMX
3a00JIeBaHUSAX U COCTOSHUSX:

- 3aboneBaHus xernyaouHo-kumeyHoro Tpakta (JKKT) B anamHese (s13BeHHast O0JI€3Hb KelyaKa
U 12-nepcTHON KUIIKH, 3200J1€BaHUs TIEYCHH);

- XpoHHU4ecKas cepaeuHas HenoctatogHocTs (XCH);

- noueyHas HeroctarouHocTh (KK 30-60 mi/Mun);

- nmmemuueckas 6onesns cepamna (MbC);
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(NOCNEQCBATENEHOCTE 0001)

- IepeOpPOBACKYJISIPHBIE 3a00JICBaHUS;

- TUCTUIHAEMHST/ TUTICPIIUATIUAEMUST;

- caxapHbIii TuabeT;

- CONYTCTBYIOLIAs Tepanus CIeIyIIIMMHU NpenapaTaMu: IepopaabHbIe MIIOKOKOPTUKOCTEPOHIbI
('KC), anTuKoaryasHThl (B TOM 4HCie BappapuH), aHTHATPETaHThI, CEIEKTUBHBIE HHTHOUTOPHI
o0paTHOro 3axBara CEpOTOHMHA (HampuMmep, LUTagonpaM, (IyoOKCEeTHH, MapOKCETHH,
CepTpajuH);

- 3a00JeBaHne nepuepruIeCKux apTepuid;

- IOXKUJION BO3PACT;

- nmurensHoe npuMenenne HIIBII;

- KypeHue;

- 4acToc yrIOTpC6J'IeHI/Ie AJIKOI'OJIA.

IIpumeHeHnne npu GepeMEHHOCTH M MIEPUO/L TPYIHOTO BCKAPMJIUBAHMSA

bepemeHHOCTD

[Tpumenenue npenapara Menokcukam J{C mpoTUBOMOKa3aHO BO BpeMsi OEPEMEHHOCTH.
JlakTanums

N3BectHo, uro HIIBII nmpoHukarT B rpyAHOE MOJIOKO, MO3TOMY NPUMEHEHHE Ipernapara
Menoxkcukam JIC B iepuo1 rpyITHOTO BCKapMJIMBaHUS TPOTHUBOIIOKA3aHO.

DepTUabHOCTD

Kak npenapar, naru6upyronmii cuntes muknookcurenasst (LIOT')/I1O, npenapat Menokcukam
JIC MoxeT oka3bIBaTh BIUSHUE Ha PEPTUIBHOCTD, IOITOMY HE PEKOMEH/YETCSl €ro MPUMEHEHHE
y KEHILUH, IUTaHupyomux O6epemeHHOCTh. Menokcukam JIC MOXET NMPUBOAUTH K 3aJ€piKKe
OBYJISIIMU. B CBSA3M € 3THUM, y KEHILIMH, UMEIOLIMX MPOOJIEMBbl C 3a4aTHEM U MPOXOJAIIUM
oOciieZjloBaHUE IO TMOBOJY MOJOOHBIX NMpoOJIeM, PEKOMEHAyeTcs OTMEHa NpHeMa Ipernapara

Menokcukam JIC.

Cnocod npuMeHeHus U 103bl

Pexxum go3upoBaHus

MakcumanibHas cyTo4Has 103a — 15 mr.

Ocmeoapmpum ¢ 6onesvim cunopomom: 7,5 Mr B cyTku. [Ipn HEOOXOIUMOCTH /1032 MOXKET OBITh
yBeJIMUYeHa 10 15 MT B CyTKH.

Pesmamouounwiti apmpum: 15 mr B cyTku. B 3aBucumoctu ot seuebHoro s¢dekra 103a MOXKET

OBITH CHIIKEHA [0 7,5 MT B J€HbD.
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Auxunozupyrowuil cnonounum: 15 mr B cytku. B 3aBﬁM&Eﬁe—%%&%$$é}<‘fg1ﬁo3a

MOJKET OBITH CHIDKEHA 10 7,5 MI' B I€Hb.

FOgenunvnoviti pesmamoudnsviti apmpum: 7,5 Mr B CyTKU. YBEJIMUYEHUE O3Bl IMpenapara BbIIIE
PEKOMEHIyeMOW CYyTOYHOM J03bl HE MPUBOAUT K MOBBILICHUIO €ro 3P peKkTuBHOCTU. JJocTynHbIE
no3upoBku mpenapata Menokcukam JIC He MO3BOJIAIOT MPUHMMATH MIperapar MaiueHTam ¢
Maccoi Tesna MeHee 60 Kr.

Oco0Bble IPYIIILI MAIUEHTOB

Tayuenmoi ¢ Hapywenuem QyHKyuy novex
VY NanuMeHToB C BBIPAKEHHOW IMOYEYHON HEIOCTATOYHOCTBIO, HAXOISIIMXCS HA TeMOJUAIMN3E,
J103a He JOJIKHA IIPEBBIIIATE 7,5 MI' B CYyTKHU.
VY nmauMeHToB ¢ MOYEYHON HEJOCTaTOYHOCTHIO JIETKOW M CPEIHEH CTENEHU TSKECTH (KIUpPEHC
kpeatuHuHa (KK) 6onee 25 min/MuH) KOppeKIus 10361 HE TpeOyeTcs.
Tlayuenmsi ¢ HapyweHnuem QyuKyuu neveHu
VY nanueHToB ¢ HUPPO30M NeUYeHU (KOMIIEHCUPOBAaHHBIM) KOPPEKIIMU /103bI HE TpeOyeTcs.
Ilpuem 6 cocmase KombuHUposanHou mepanuu
He cnemyer npuHumaTe npenapar OAHOBPEMEHHO €  JAPYTMMH  HECTEPOUJIHBIMHU
MIPOTHBOBOCTIANIUTEILHBIMH TiperiapaTtamu (HITBIT).
O6mass cyrounas pmo3a mnpenapata Menokcukam JIC, mnpuMeHseMoro B BHJII€ Pa3HBIX
JIEKapCTBEHHBIX ()OPM, HE JOJKHA TTPEBBIMIATE 15 MT.
Tlayuenmsi ¢ NOBbIUEHHBIM PUCKOM PA38UMUs HedxcellamenbHulx peakyuti (HP)
VY manueHToB ¢ MoBbIIeHHBIM prckoM HP (3aboneBanus xemygouno-kumedHoro tpakrta (JKKT)
B aHamMHe3e, HaJnuue (PaKTOPOB PHUCKA CEPJECUYHO-COCYAMCTHIX 3a00J€BaHUM) PEKOMEHIYETCs
HAaYMHATh JICUCHUE C JI03bI 7,5 MT B JieHb (cM. pazzaen 4.4.).
Tak kak noreHuuanbHbIi puck HP 3aBuCHT OT 03Bl U MPOIOIKUTENBHOCTH JICUEHHUS, CIEAYET
NPUMEHATh MAaKCHUMAaJbHO BO3MOJKHBIE HHU3KHE J03bl C MHUHUMAJIBHON JUIMTEIbHOCTHIO
MIPUMEHEHUS.
MakcumanbHasi peKOMeHyemasi CyTo4qHas 103a — 15 mr.

eTH
O¢ddexktuBHOCT, U OGe3zomacHocTh mpenapara Menokcukam JIC y nmereit mmaame 12 ser, mo
MOKAa3aHUsM, OTJIMYHBIM OT IOBEHWJIBHOTO PEBMATOUAHOIO apTPUTa, HE U3yUEeHa.
Pexxum no3upoBanust 1is gereid ot 12 go 18 neT He oTiamyaeTcs OT pexuma J03UPOBAHUS ISt
B3POCIIBIX

Cnooco0 nmpuMeHeHus

BHyTps.
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Henocratouno wuH(oOpMamuu MNpeACTaBIEHO O BO3MOXXHOCTH CMEIIMBAHUS H3MEITbUYCHHBIX

Ta0JIETOK C MUIIEA UIIH KUIKOCTBIO.

ITo0ouHoOE neiicTBHE

B mpuBencHHON HIbke TaOiMIle BCce HEXKENATENBHBIE PEaKIMU TMPEACTABICHBI IO Kiaccam

CHCTEM OpPraHOB M YaCTOTE COOTBETCTBUU C TepMuHOJorHe MedDRA.

Yacrora mo MedDRA onpeaensercs cienyromumM oopa3om: oueHb yacto (>1/10), wacto (>1/100

no <1/10), mewacto (=1/1000 mo <1/100), peaxo (=1/10000 mo <1/1000), oyeHb penko

(<1/10000), wacrora HeumsBecTHa (Ha OCHOBAHMHW CYIIECTBYIOUIMX JAHHBIX HENb3s ClIENATh

OIICHKY).
CucremHoO-oprannblii kjaace | Yacrora HeskenarenbHas peakuus
Heuacto AHnemus
Hapywenus co cmoponul
. W3MmeHeHus uucia KJIETOK KPOBM, BKIHOYAs
Kposu u Jaumgpamuieckor . -
Penxo U3MEHEeHMs  JIeHKoUMTapHOW  (opMyIbl,
cucmemul .
JeUKOIeHHsI, TPOMOOLIUTOTIEHUS
[pyrue peakuuum THIIEPUYYyBCTBUTEIBHOCTU
Heuacro by P " Py
Hapywenus co cmoponul HEMENJICHHOIO THIIA
UMMYHHOU CUCHEMbl AHadunaktuyeckuit HIOK™,
HewnssectHo
aHa(UIaKTOUIHbIE peaKIIuH ™
Hapywenus co cmoponwvr | Hacto I'onoBHas 601b
HEpPBHOU CUCmeMbl Heuacro I"'onoBOKpY’KEHUE, COHIUBOCTh
Yacto W3meHeHne HacTpoeHUs ™
Ilcuxuueckue napywenus
Heuspectno | CyTaHHOCTH CO3HAHUS*, 1€30pUEHTALIUS ™
Hapywenus co cmoponul p Hapymenust 3peHusi, BKJIIOYas HEUYETKOCTb
eKo
opeaHa 3peHus 3peHUs*, KOHBIOHKTUBUT™
Hapywenuss co cmoponw | Hedacto Bepruro
opeaHa cnyxa u 1abupunma Penxo IITym B ymax
Hapywenus co cmoponul
. bponxuanbHas acTMa |y TaIlMEHTOB C
ObIXamenvbHol cucmemol, .
. Penxo aJJieprueil Ha aueTWICATUIWIOBYIO KUCIOTY
0p2ano8 2pyOHOU KIemKu U
nnu apyrue HIIBII
cpedocmenust
bons B KHMBOTE, JMcCHENcHsA, JAHApes,
Yacto
TOILIHOTA, PBOTA
CKpbITOE WM SIBHOE KEIyJIOYHO-KUIIEUHOE
Kenyoouno-xkuueunwie %
Heuacro KpOBOTEUYEHHE, TacTPUT*, CTOMAaTHUT, 3arop,
HapyweHus
B3/IyTHE KUBOTA, OTPbIKKA
Penxo ["acTpoayoneHanbHBIC SA3BBI, KOJIUT, 330()aruT
Ouens peaxo | ITepdoparus XKKT
Hapywenuss co cmoponvt | Hedacto TpaH3uTOpHBIE  HM3MEHEHMs  IOKa3aTesei

(CMIEPTHOMY OTYETY
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neueHu U JHcenuebl8OOAUUX dyHKIUN - Hetferr {HAMPUMEp. ~110BbiIleHIe
nymeii aKTUBHOCTH TPaHCAMHHA3 WM OMIUpyOrHa)

Ouenb peako | ['emartur*
AHTMOHEBPOTHYECKUN OTEK™, 3y, KOXHAas
Heuacto
CBITIb
TokcHyecknii ANUAECPMAIBHBIA  HEKPOIHU3™*,
Hapywenua co cmoponwr | Penxo N
. cungapom CtuBeHca-/[)xoHcoHa*, kpanuBHULIA
KOJCU U NOOKONCHBIX MKAHeEl = m
bynnesnsrit nepmarut®, MEOrohopMHas
Ouensb penko x
spuTemMa
HewusBectHO dorocencndmIM3anus
Hapywenus co cmoponul
Penxo Omymenue cepamneOneHus
cepoya
Hapywenus co cmoponul q [loBbIIeHHE ~ apTEepHANIBHOTO  JIaBJICHMS,
€4acTo
cocy008 YYBCTBO «IIPUIIMBA» KPOBU K JIUILY
W3menenns moka3ateneil (YHKIMHA TOYEK
(TOBBIIIEHWE YPOBHSI KpeaTMHHHA W/WIH
Hapywenus co cmoponul
Heuacro MOYEBUHBI B CHIBOPOTKE KPOBHU), HAPYIICHUS
nowex U MO4eBbleOOAUUX
y MOYEHUCITyCKaHUS, BKJTIOUAst OCTPYIO
nymeii N
3aJIepP’KKY MOUHU
Ouensb penko | OcTpast moyedHast HeI0CTaTOYHOCTh ™
Hapywenuss co cmoponwv | Hewacto [To3aHss OBy SIS *
PenpooyKmuBHoU cucmemsl u
HewnssectHo becrnoaue y xeHmun*
MOJIOUHBIX Jicenle3

*- HP, 3apeructpupoBaHHBIE MPU MOCTPETHCTPAIIMIOHHOM MPUMEHEHUH, CBSI3b KOTOPBIX C
MIPUEMOM MpernapaTa pacleHuBaIach Kak BO3MOXKHas

Onucanue OTACIBHBIX HEXKCIIATCIbHBIX peakunﬁ

CoBMecTHOE NpPUMEHEHHE C JIEKaPCTBEHHBIMH CpPEJICTBAMH, YTHETAIOUIMMH KOCTHBIH MO3T
(HampuMep, METOTPEeKCcaT) MOXKET CIPOBOLIMPOBATH LIUTOIIEHUIO.

XKenynouHo-kuieuHOE KPOBOTEUEHHUE, A3Ba WM Nepdopanus MOTyT IPUBOAUTE K JIETATILHOMY
UCXOAY.

Kak n jmna npyrux HIIBII, He HCKIIOYarOT BO3MOYKHOCTH IOSIBICHUS HHTEPCTULHAIBHOIO
HedpuTa, rIoMepyIoHeppUTa, MOYESUHOTO MEAYIIISIPHOTO HEKPO3a, HEPPOTUIECKOTO0 CHHAPOMA.

eTH

VYuutbiBasg, YTO IMOKa3aHHWE IOBEHWJIbHBI pPEBMATOMAHBIA apTPUT OTHOCHUTCS TOJNBKO K
OTIpeNIeTICHHOM Tpymme nereid BecoM Oojyee 60 Kr, okumaercs, 4To mpoduib 0e30MmacHOCTH
npenapata OyJeT TakuUM ke, Kak y B3pociblx. IIpoduns Oe3omacHocTH, HaOMOdaeMblii B
COOTBETCTBYIOIIMX  KIMHUYECKMX  HCIBITAHHAX C  ydyacTHEM  JAETed, a  Takxke
MOCTPETUCTPALIMOHHBIX HCCIEIOBAaHUIX, HE IOKa3aj CYIIECTBEHHBIX pa3ivuuil B MPOPUIISIX

0€30MacHOCTH C TAKOBBIMH Y B3pPOCIIBIX.
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Ilepeno3upoBka

COOTBETCTBYET ZKCNEPTHOMY OTUETY

CuMnOTOMBI

JaHHBIX O clydasiX, CBSA3aHHBIX C TEPEIO3UPOBKON IMpenapara, HAKOIJICHO HEIOCTaTOYHO.
BepositHo, OymyT mNpuCyTCTBOBaTh CHMITOMBI, CBOWCTBeHHBIC Tmepeno3upoke HIIBII, B
TSDKEJBIX CIIy4asiX: COHJIMBOCTb, HapyIICHUS CO3HAHMSI, TOLIHOTA, pBOTA, OOJIM B AIUTACTPHH,
JKEIYJIOYHO-KHUIIIEYHOE KPOBOTEUEHHUE, OCTpas IOYEeYHas HEIOCTaTOYHOCTh, W3MEHEHUS
apTepUaIbHOTO JaBJICHUS, OCTAHOBKA JbIXaHUsI, ACUCTOJIUS.

Jleuenue

AHTUZIOT HE U3BECTEH, B Cllydyae MepelOo3UpPOBKU Iperapara clieyeT MPOBECTH: 3BAKYalUIO
COJICP’)KUMOTO JKeNyJKa M OONIYyI MOJIEPKUBAMINYI0 Tepanut. KoiecTupaMuH ycKopsieT

BBIBCACHUEC MCJIOKCHKaMa.

B3anmopneiicTBHe ¢ APYTMMH JI€KAPCTBEHHBIMH CPEeACTBAMH

Hpyeue uneubumopwnr cunmesa 110, sxnrouas I'KC u caruyunramol

OpnHOBpeMEHHBI NPHUEM C MEJIOKCHKaMOM YBEIMuYMBaeT pUcK oOpazoBanus 3B B JKKT u
eIy IOYHO-KUIIEYHbIX KPOBOTEUEHHUH (BCIEACTBHE CHUHEeprusma aeictBus). OJHOBpEMEHHBIN
npueMm ¢ npyrumu HIIBII ve pexomennyercs.

Aumukoazynaumel 01 npuema  GHympv, 2enapuH O CUCMEMHO20  NPUMEHEeHUs,
mpomoorumuyeckue cpeocmaea

OpnHOBpeMEHHBII TNpUEM C MEJIOKCUKAMOM IIOBBIIAET PHUCK KpOBOTEUYEeHHsA. B cmyuae
OJTHOBPEMEHHOT'0 NMPUMEHEHHsI HeOOXOAUM TIIATENbHBIA KOHTPOJIb 3a CBEPTHIBAIOILEH CUCTEMOM
KpPOBH.

Anmumpomboyumapmvie npenapamol, UH2UOUMOPLL OOPAMHO20 3aX6AMA CEPOMOHUHA
OpnHOBpeMEHHBII TNPUEM C€ MEJIOKCMKAaMOM IOBBIIIAET PUCK KPOBOTEYEHHs BCIEICTBUE
UHTUOMpOBaHUs TpoMOomuTapHOil ¢yHKIMH. B ciyyae OJHOBPEMEHHOTO MPUMEHEHUs
HE0OXOJUM TIIATENIbHBII KOHTPOJIb 32 CBEPTHIBAIOLIEH CHCTEMON KPOBH.

IIpenapamol rumus

HIIBII noBeIIatOT KOHLEHTPALUIO JIMTUS B IUIa3MeE IIOCPEACTBOM YMEHBIICHUs BBIBEJICHUS €TI0
noukamMu. OJHOBpPEMEHHOE IIPUMEHEHUE MEJIOKCHKama C IpernaparaMM JIMTUS — HE
pexkomeHayercs. B ciiyyae HeoOXOIMMOCTH OJHOBPEMEHHOTO TNPUMEHEHHUS PEKOMEHIYeTcs
TIIATENBHBIM KOHTPOJIb KOHLEHTPALMH JINTUSA B IUIa3ME€ B TEYEHHE BCEr0 Kypca NMPUMEHEHUS
IIPEnapaToB JUTHSL.

Memompexcam

HIIBII cHMXArOT CEKpEeHI0 METOTPEKCaTa MMOYKaMH, TEM CaMbIM, ITOBBIIIAS €0 KOHIEHTPALUIO

B 1azme. OJHOBpEMEHHOE NMPUMEHEHHE MEeJIOKCHKamMa U MeToTpekcara (B J1o3e Oonee 15 mr B
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KOHTPOJIb 32 (YHKIHMEW To4YeK u (GOpMyNIoOd KpoBH. MEITOKCHKaM MOXET YCHUIIUBATh
reMaTOJIOTHYECKYI0 TOKCHYHOCTh METOTpEeKcara, OCOOCHHO y MAalMEHTOB C HapylICHHEM
¢yHkuuu noyek. [Ipy coBMecTHOM NMPUMEHEHHM MEIOKCMKaMa M METOTpeKcara B TeUeHHe 3-X
JHEH BO3PACTaeT PUCK MOBBIIIEHHUS TOKCUYHOCTH IIOCIIEIHETO.

Konmpayenyus

Ectp nannbie, uro HIIBII MoryT cHmkaTh 3¢ peKTUBHOCTD BHYTPUMATOYHBIX KOHTPALEITUBHBIX
YCTPOMCTB, OHAKO 3TO HE TOKA3aHO.

Jluypemuxu

ITpumenenue HIIBII B ciydae 00e3BOKMBaHUS NALUEHTOB CONPOBOKIAETCS PUCKOM Pa3BUTHS
OCTPOM MOYEUHOW HEJOCTATOUYHOCTH.

T'unomensusnvie cpedcmea (bema-aopenodrokamopul, uneubumopwvr AIID, sazoounramamopui,
ouypemuxu)

HIIBII cHmxaroT 3¢ (heKT rUmoTeH3UBHBIX CPENCTB, BCIEACTBUE MHTHOMpoBaHus cuHtes3a I10,
00Ja/1a01KX Ba30AUIaTUPYIOIIMMH CBONCTBAMH.

Anmaconucmol aneuomenzun-I1I peyenmopos u uneuoumopvr AIID

AHTaroHucTsl aHruoteH3uH-1l perenropos, Tak ke, kak U uHruOUTOpHl AIID NpU coBMecTHOM
npumeHerann ¢ HIIBII ycunuBaroT cHMXKeHHE KITyOOYKOBOW (PHIIBTpAIH, YTO, TEM CaMBIM,
MOJKET MPUBECTH K Pa3BUTHIO OCTPOW MOYEYHOH HEJOCTATOYHOCTHU, OCOOEHHO y MAIMEHTOB C
HapyleHreM (QyHKIMU TOYeK.

Konecmupamun

Konecrtupamus, cBsa3biBas Menokcukam B JKKT, npuBoaut k ero 6osee ObICTpOMY BBIBEICHUIO.
Luxnocnopun

HIIBII, oka3biBas geiictBue Ha mnodeuynsle I1O, MoryT ycunmBarth He(PPOTOKCHYHOCTH
LIUKJIOCTIOPHHA.

Ilemempexceo

[Tpu olHOBpeMEHHOM NPUMEHEHUH MeJOKCcHKaMma U neMerpekcena y namueHtoB ¢ KK ot 45 no
79 MII/MUH TpUeM MEJIOKCHMKama CcleayeT MpeKpaTuTh 3a 5 JHeld 10 Havajga mpuema
neMeTpeKceaa U BO3MOXKHO BO30OHOBUTH uepe3 2 JHs IMOcie OKOHYaHHs MpHeMa Ipernapara.
Ecnu cymectByer HE0OOXOAMMOCTh B COBMECTHOM NPUMEHEHUH MEJIOKCHKama U MeMeTpeKcea,
TO MAlMEHThl JIOJDKHBI HAaXOJUTHCS TMOJ TIIATEIbHBIM KOHTPOJIEM, OCOOCHHO B OTHOIICHHUU
muenocynpeccuu u BosaukHoBeHus HP co croponsr JKKT. ¥V manmentos ¢ KK menee 45 mu/Mun
IIPUEM MEIOKCUKAaMa COBMECTHO € IIEMETPEKCEIOM HE PEKOMEHIYETCHI.

Jlexapcmeennvie npenapamsi, Komopuvle 001a0ar0m U38eCMHOU CROCOOHOCMbIO UHSUOUPOBAMD

CYP2C9 u/unu CYP3A4 (unu memaboausupyiomcs npu yyacmuu 3mux gepmenmos)
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

o0mamaroT M3BeCTHOM cmocoOHocThio uHrHOuWpoBath CYP2C9 w/mmu CYP3A4  (wm
METa0OIM3UpPyeTCs  MPH  y4acTUH  OTHX  (EpPMEHTOB), TaKMX KaKk  MPOU3BOJIHBIC
CyJIb(OHMUIMOYEBUHBl MM HPOOEHEeUM[], CleAyeT NPUHUMATh BO BHUMAaHHE BO3MOKHOCThb
(hapMaKOKUHETHYECKOIO B3aUMOECHCTBUS.

Ilepopanvhvle eunocnukemuyeckue cpedcmea (Hanpumep, NPoU3800HbIE CYIbHOHUIMOUEBUHD,
Hameaiunuoa)

[Ipy CcOBMECTHOM NPUMEHEHHH C IEPOPAIbHBIMU THMIIOITIMKEMUUYECKUMH CpPEACTBaMHU
(HanpumMmep, IIPOM3BOIHBIMU CYJIb(OHUIMOUYEBUHBI, HATETJINHUIOM) BO3MOXHBbI
B3auMozeiicTBus, omnocpenoBanHsle CYP2C9, koropble MOryT MpPHUBECTH K YBEJIWYEHUIO
KOHIICHTPALMU KaK ATHUX JIEKAPCTBEHHBIX CPEJCTB, TaK U MEIIOKCHMKama B KpoBH. [larueHTsl,
OJTHOBPEMEHHO NPUHUMAIOIIME MEJIOKCHUKaM C IpernaparaMd CyJab(OHUIMOYEBUHBl MU
HATErJIMHU/A, JOJDKHBI TIATEIbHO KOHTPOJUPOBATh KOHIEHTPALMIO IUIFOKO3bI B KPOBU H3-32
BO3MOXXHOCTH Pa3BUTHS THITOTIIMKEMHUU.

Anmayuowl, yumemuout, OUeOKCuH u Qypocemuo

[Ipy OOHOBpEMEHHOM NPUMEHEHHMH AaHTAlMJOB, LMMETHAMHA, JUIOKCHMHAa M (ypoceMuaa,

3HAa4YNMBIX (bapMaKOKI/IHeTI/I‘ICCKI/IX B3aHMOHCﬁCTBHﬁ BBLISBIIEHO HE OBLIO.

Oco0ble ykazanust

Annepeuueckue peaxyuu

ITpu npumenenun npenapara Menokcukam [IC MOTyT pa3BUBaThCS TaKHE CEPbE3HBIE pEaKLUU
CO CTOpPOHBI KOXH, KakK »5KC(OJUATUBHBIM jaepMmaTuT, cuHapoMm CruseHca-/[)xoHcoHa,
TOKCHUYECKHI snuaepManbHblii Hekponu3. [lostomy crnenyer ynpensth oco0oe BHHMMaHUE
HalyveHTaM, COOOMIAIOMIMM O Ppa3BUTHHM HEXENaTeJIbHBIX SIBIEHUH CO CTOPOHBI KOXH U
CJIM3UCTBIX O000JIOYEK, a TaKXKe peakIHi MOBBIIIEHHOW YyBCTBUTEIBHOCTH K Mpenapary,
O0COOEHHO, €CH MOA0OHbIE peakluy HaOJI0JaIMCh B T€YEHHE MPEIbIIyIIUX KYpPCOB JIEUEHHUS.
Pa3BuTne nogoOHBIX peakiuil HabI0aeTCs, Kak MpaBuilo, B TEUEHUE NIEPBOrO MeCAIa JICUEHUS.
B cnydae nosiBieHust nepBbIX MPU3HAKOB KOKHOW CBHIMH, U3MEHEHUH CIM3HCTBIX 000JI0YEK WIIN
JpYIUX NMPU3HAKOB THIIEPUYBCTBUTEIBHOCTH JAOJKEH pACCMaTpUBATHCS BOIPOC O MPEKpaIleHUN
npuema npenapara Menokcukam JIC.

Iayuenmur ¢ 3a60nesanuimu KKT

[Tatments! ¢ 3aboneBanusmu JXXKT momkHbl perynsipHo HaOmonatbes. [Ipy BO3HMKHOBEHHH
a3BeHHoro mnopaxkeHus OJKKT wim  KelnyaO4YHO-KMILIEYHOIO  KPOBOTEUEHHMS  Ipenapar

Menokcukam JIC HEOOXOAMMO OTMEHHUTb.
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ar000e BpeMs, KaK IpU HAIWYUH HACTOPAKUBAIOIIMX CUMIITOMOB MJIM CBEIEHHI O Cephe3HBIX
JKEJIYIOYHO-KMILIEYHbIX OCJIOKHEHUSAX B aHAMHE3€, TaK U IIPU OTCYTCTBUM 3THUX IPHU3HAKOB.
[TocneacTBus TaHHBIX OCIOKHEHUH B 11e7I0M 00Jiee CEphe3HbI Y MAI[MEHTOB MOKUJIOT0 BO3pacTa.
Tayuenmsi ¢ 3a001€6aHUAMU CEPOEYHO-COCYOUCTOU CUCTEMbL

Onucanbl cayyan npu npueme HIIBII moBblmieHuss pucka pa3BUTHS CEPbE3HBIX CEPIEYHO-
COCYIUCTBIX TpoMO0030B, HWH(papKTa MHOKapja, MPUCTyNa CTEHOKApAHH, BO3MOXHO CO
CMEPTENIbHBIM UCX0J10M. Takoil puCK MOBBIIIAETCS NPU JJIUTEIBHOM MPUMEHEHHUH Ipenapara, a
TaK)Ke y MalMeHTOB C BhIIICYKa3aHHBIMU 3a00JIEBAHUSMU B aHaMHE3€ U MPEIPACOI0KEHHBIX K
TaKUM 3a00JIeBaHUSM.

THayuenmoi ¢ 3a601e8aHUAMU NOYEK

HIIBII wunrubupyrotr B mnoukax cuHTe3 mpocrarmasanHoB (I10), xoTopwie ydacTBYIOT B
noanepkanuu noueunodt nepdysuu. [Ipumenenne HIIBII y mnanueHTOB cO CHUKEHHBIM
[IOYEYHBIM KPOBOTOKOM MWJIM YMEHBIIEHHbBIM OOBEMOM IHUPKYJIUPYIOLUIEH KPOBH MOKET
IIPUBECTU K JEKOMIICHCALlMH CKPBITO IIPOTEKAIOLEH IT04e4YHOM HenocraroyHocTtu. llocie
ormenbl HIIBIT ¢yHkius mnoyek OOBIYHO BOCCTaHABIMBAETCA A0 HCXOAHOrO YypoBHS. B
HauOOJbIIeH CTENEHU PHUCKY Pa3BUTHS AITOM pEAKIUU MOJBEP)KEHBI IMOKWUIIbIE MAllUEHTHI,
NAaIMeHTh, Y KOTOPBIX oTMeuaercs neruapartamus, XCH, muppo3 medeHu, HeQpoTHUUECKHIA
CUHAPOM WJIM OCTpbl€ HapyIIeHUs] (PYHKIMH MOYEK, MMalUEHThl, OTHOBPEMEHHO IMPUHHUMAIOIINE
TUYpPETUYECKHE CPEACTBAa, WHTHOWUTOpPHI aHTHOTEH3HWHIpeBpamatonero ¢epmenta (AllD),
AQHTArOHUCTBI AaHTHOTEH3UH-II penenTtopoB, a TakkKe NAUUEHTHI, IEPEHECIINE CEPbE3HBIE
XUPYPrU4ECKUEe BMEIIATEIbCTBA, KOTOPBIE BEAYT K THIIOBOJIEMHUH. Y TaKUX MAlMEHTOB B Hadalle
Tepanuu cienyeT TUaTeIbHO KOHTPOIUPOBATh INype3 U (PYHKIUIO TOYEK.

Jluypemuxu

IIpumenenne HIIBII coBMecTHO ¢ quypeTHKaMu MOXKET IPUBOAUTD K 3aJ€PKKE HATPHUS, Kaaus
U BOJBl, a TaKKe K CHIKCHHIO HATPUMYPETUYECKOTO JICHCTBHUS MOYErOHHBIX CpelncTB. B
pe3yapTare 3TOro y NPENpacHoIOKEHHBIX NAlUEHTOB BO3MOXXHO YCHJICHHE IIPU3HAKOB
cepAeyHON HEAOCTATOYHOCTH WM runepTeH3uu. [1oaToMy HE0OX0IuM TIIATENbHBIH KOHTPOJb
COCTOSIHMS TaKUX MALMEHTOB, a TAKXKE y HUX JTOJDKHA MOAAEPKUBATHCS aJlcKBaTHAs TUApaTalnsl.
Jlo Hayanma seyeHuss HEOOXOAMMO HCCieNOBaHME (QYHKIMHM MoYek. B ciiydae mpoBeneHus
KOMOMHHMPOBAHHOW TEpaInu CIIEIyeT TaKKe KOHTPOJIUPOBATh QYHKIMIO TOYEK.

H3zmenenue nabopamopnuvlx noxazameneu )yHKyuu nevyeHu

[Tpu npumenenun npenapara Menokcukam JIC (Taxke, kak u 6onpmuHcTBa Apyrux HIIBIT)
BO3MOJKHO SIN30IMYECKOE IOBBIIIEHUE AKTMBHOCTH TPAHCAMHHA3 B CHIBOPOTKE KpPOBU WIIN

JIpYTUX TIOKazaTesne (yHKIUM TIe4eHH. B OONBIIMHCTBE CIydaeB ATO TMOBBIIMICHHUE OBLIO
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
o1 29.10.2025 N= 27051

inoc OB HOCTE Q0017
HEOONBIIUM H TpexXonsmuM. Eciau  BBISIBJICHHBIC 'I-II/ISMG;J[%PH/ME" c@bﬁlm - 'I/IJTI/P ' He

YMEHBILAIOTCA CO BpeMmeHeM, npenapar Menokcukam JC cienyer OTMEHUTh M IIPOBOAMTH
HaOJIr0IeHNE 32 BBISIBICHHBIMU JIAOOPATOPHBIMU H3MEHEHUSIMH.

OcnabnenHvle nayueHmol

OcnaGneHHble WU UCTOIIEHHBIE MAIlMEeHThl MOTYT XYK€ MepEHOCUTh HEeXKeaTellbHbIEe SBICHUS,
B CBSI3U C YeM, TaKHe€ MAIMEHTHI JOJDKHBI TIIATEIBHO HAOII0JaThCs.

Hnghexyuonnvie 3ad0nesanus

[Togo6no npyrum HIIBII, npemapar Menokcukam JIC MoOXeT MacKMpOBaTh CHUMIITOMBI
OCHOBHOT'O MH(EKIIMOHHOTO 3a00JIeBaHUSI.

Bcnomozamenvvie eewjecmea

[Ipenapar Menokcukam JIC conmepkuT jgakTo3y. JJaHHbIN JTeKapCTBEHHBIN MpenapaT He CIeayeT
OPUHUMATh TMAalMEHTaM C pEeAKO BCTpPEYalolIelcs HacIeICTBEHHON HENepeHOCHMOCThIO
raJlakTo3bl, TJAKTa3HON HEIOCTATOYHOCTHIO MIIH TIIOKO30-TAIAKTO3HON MallbabCOpOLIHEH.
[Ipenapar Menokcukam JIC coaepKuT coeauHeHus HaTpus OeH3oaT. JlaHHBIN JieKapCTBEHHBIN
npenapat conepxkut 0,294 mr 6eHzoata HaTpus B Kaxnoi tabnerke 7,5 mr u 0,42 mr Oenzoara

HaTpHs B KaKJI0H TabieTke 15 mr.

Binsinne Ha cIOCOOHOCTH YIPABJIATH TPAHCIOPTHBIMHU CPeJACTBAMM, MeXaHU3MAMM

CrienyanabHbIX KIMHUYECKUX MCCIIEI0BaHUMN BIMSHUS MEJOKCUKaMa Ha CIIOCOOHOCTh YNpPaBIIsATh
TPAHCIIOPTHBIMU CPEACTBAMHU M MEXaHM3MaMu He NpoBoauioch. OIHAaKo NpU YIpaBIEHHUU
TPAHCHOPTHBIMM CPEJICTBAMU M PabOTE C MEXaHM3MaMHU CIIeAyeT NPUHMMATh BO BHUMaHHE
BO3MOYKHOCTb Pa3BUTHS TOJIOBOKPYKCHMS, COHJIMBOCTH, HAPYLIECHUS 3pEHHUS WIM APYTIUX
HapylLIeHUH CO CTOPOHBI LIEHTpPaJIbHON HEpBHOH cucteMbl. [lamuentam cienyer coOunonarh

OCTOPOKHOCTDb IIPH YIIPABJICHUHW TPAHCIIOPTHBIMU CPEACTBAMU U MECXAHU3MAMU.

dopMa BbIIIYCKa

Tabnerkn 7,5 mMr u 15 mr.

[To 10 tabnetok B OmucTepbl U3 (HOJBIM ATIOMHUHHMEBOH MEYaTHOM JIaKHPOBAaHHON U (OJBIU
IIOMHUHUEBON X0JIOAHOTO (hopMOBaHuUs (TONIHaMUI/aTroMUHAN/TonuBUHWIXI0pK). [To 1, 2, 3

WK 5 OJIUCTEpOB BMECTE ¢ MHCTPYKILMEH MO0 MEAUIIMHCKOMY MPUMEHEHHUIO B KAPTOHHOM MadvKe.
YciaoBus XxpaHeHUs

[Tpu Temneparype He Boime 30 °C B opurnHanbHOM ynakoBke (6auctep(bl) B MayKe KapTOHHOM).

XpaHUTh B HETOCTYITHOM JUIs IeTel Mecre!
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COOTBETCTBYET ZKCNEPTHOMY OTHETY

oT 29.10.2025 Nz 270591

(NOCNEQCBATENEHOCTE 0001)

Cpox rogHocTu

3 rona.

He MPUMCHATH IMOCJIC UCTCUCHUA CPOKA I'OJHOCTH.

YcaoBus oTnycka

OTIyCKaloT MO peenTy.

HaumenoBanue JAepKaTest (BJIagesIbIa) PerucTpanuoHHOr0 YA0CTOBEPEHUS
JIEKAPCTBEHHOI'0 NMpenapara:

Poccniickas @enepanus

AO «/lomunanra-CepBuc»

142100, MockoBckasi obnactb, r. [lomombck, yn. Komcomonbckas, n. 1, crpoenue 49,
nomemieHue 1, komuara 223

Temedon: +7 (495) 580 30 60

OnexrponHas mouta: info-ds@danhson.com

IIpousBoauTeab
Conmanuctuyeckas Pecryonuka BeetHam
Hanada dapmacerotukan Jxoint Ctok Kommanu

r. Jlananr, paiion Txanb Kxe, kBapran Txanb Kxe Teit, yn. 3ynr Cu Txans Kxe, 1.253,

Opranu3anusi, NPUHAMAIOIIAS MPETEH3UH OT NOTpeduTeei:

1. ITo Bonmpocam kavecTBa MPOAYKIINH:

Poccuiickass @enepauus, AO «Jlomunanta-Cepsuc», 142100, MockoBckas o001acTh,
r. [lononsck, yin. Komcomonbckas, a. 1, ctpoenue 49, nomemenue 1, komHara 223

Tenedon: +7 (495) 580 30 60

OnekTpoHHas noyvra: info-ds@danhson.com

2. Opranuzanus OTBETCTBEHHas 3a (apMakoHaa3op (s mpuéma cooOIIeHUI/BOPOCOB OT
noTpeOuTeNeil Mo HeXenaTeabHbIM SBJICHUSM/OTCYTCTBUIO TEPANEBTHUECKOTO JAEHCTBHS, IO
MEAMIMHCKOW HH(pOpMAIMK U IPYrMM BOIpPOCaM, CBSA3aHHBIM C OOpalleHHeM IpernapaTa Ha
PBIHKE):

Poccniickass ~ ®eneparms, AHO  «HAIIMOHAJIBHBIM ~ HAVYHBIM  I[EHTP
OAPMAKOHA/I30PA», FOpuanueckunii agpec: 127051, r. Mocksa, Manaa CyxapeBckas 1.,
. 2., ctp. 2. @aktnueckuit aapec: 105005, r. Mocksa, yin. baymanckas, n.6, ctp. 2, atax 9,

oduc 923 (BL "Buxrtopus").
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 23.10.2025 N= 27051

Tenedon: 8 800 777 86 04, WhatsApp, Viber, Telegram':&%gﬂgg‘@ag%b@gﬁ ooo1)

E-mail: info@drugsafety.ru

['enepanbHbIil TUPEKTOP

3A0 « IOMNHAHTA-CEPBUC» bab6kos I1.A.
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