COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 22.06.2022 N= 14864 1
(NOCNEOOBATENBEHOCTE 0003)
OBIIASA XAPAKTEPUCTUKA JIEKAPETBEHHOFO-HPEHAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITIPEITAPATA

Menokcukam-AKOC, 10 mr/mit, pacTBOp JUIsl BHYTPUMBIIIEYHOTO BBEIACHUS

2. KAYMECTBEHHBIA U KOJIMYECTBEHHbBINA COCTAB
JelicTBytoliiee BEIECTBO: MEJIOKCHKAM.

1 mi1 pactBopa conepxkut 10 Mr menokcukama.

1 ammyna (2 mit) conepkut 15 Mr Menokcukama.

[TonHbIN epeyeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B paznene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBOp 1J11 BHYTPUMBIILIEYHOT'O BBEICHHUS.

HpO3p3.‘lHBIfI PpacTBOP KEJITOI0 € 3CJICHOBATBIM OTTCHKOM ILIBCTA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

CrapToBas Tepanus 1 KpaTKOCPOYHOE CUMIITOMATHYECKOE JIEYeHHE Y B3pOoCibIX (cTapiie 18 jer)
[pU:

— ocTeoapTpute (apTpo3, JereHepaTUBHBIC 3a00JIEBaHUSI CYCTABOB);

— PE€BMaTOUIHOM apTPUTE;

— aHKWJIO3UPYIOIEM CITOHIMIIUTE;

— IpYTMX BOCHAJIUTEIbHBIX M JIETCHEPATUBHBIX 3a00JIEBAHUAX KOCTHO-MBIIIEYHOW CHCTEMBI,
TaKUX Kak apTpOIaTUH, JOpPCONaTuu (HampuMmep, UIIMac, O0Jb BHM3Y CIHHUHBI, IJIEYEBON
NEepUapTPUT U IPYTHE), COMPOBOKIAOIINXCS OOIBIO.

[Ipenapat pexkomMeHayeTcss NpU HEBO3MOXKHOCTH NPUMEHEHHs MEJIOKCMKamMa B MHBIX
JIeKapCTBEHHBIX (opMax.

HpenapaT npe€aHasHa4dcH JId CUMITTOMATHYECKOM TCpanny, YMCHbIICHHUA 00JIM ¥ BOCHAJIEHUSI
Ha MOMEHT HCIIOJIb30BaHMsl, Ha MIPOTPECCHpPOBaHNE 3a00JIEBaHNS HE BIIHSCT.

4.2. Pe:kum 103MPOBaHNSA M CIOCO0 MPUMeEHEHHU s

Pexxum go3upoBaHus

Ocmeoapmpum ¢ b6onegvim cunopomom: 7,5 Mr B cyTku. [Ipn HE0OXOAMMOCTH ATa 1032 MOXKET
OBITH yBeNMYEHa 710 15 MTI B JIeHb.
Pesmamouonwiii apmpum: 15 mr B cyTku. B 3aBucumoctu oT sedebHoro sddekra sra go3a

MOJKET OBITH CHHYKEHA 10 7,5 MI' B I€Hb.
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AHKI/UZOS’I/lpyIOWMI;Z Cl’lOHaI/UZMm.' 15 Mmr B CYTKHU. SaBUCHMOCTIT OT .uv-u,un\uu J\P\Punla ITaAO3a
MOJKET OBITH CHIDKEHA 10 7,5 MI' B I€Hb.

Oco05Ie T'PYIIIBI ITAIIMCHTOB

VY mnanuMeHToB ¢ MOBBIIICHHBIM PUCKOM TOOOYHBIX peakiuii (3aboneBanus KXKT B anamuese,
Hamnuue (PAKTOPOB pHICKA CEPIEYHO-COCYAMCTHIX 3a00JIEBaHU) PEKOMEHIYEeTCsl HAYMHATH
JIeYeHHeE C 103bI 7,5 MI' B IeHb (cM. pazzen «Ocobble yKazaHus»).

VY manuenToB co ciaaboil Wik yMEpeHHOM MOYeuyHOM HEeOCTaTOUYHOCThIO (KJIMPEHC KpeaTHHHHA
OoJsiee 25 MJI/MUH) KOPPEKIIUU 03I HE TpeOyeTcs.

VY nauuMeHTOB € BBIPAXKEHHOM IMOYEYHOM HENOCTATOYHOCTHIO, HAXOIAIIMXCA HA FEMOJIUAIIN3E,
J103a HE JI0JKHA MPEBBIIATH 7,5 MT B J€Hb.

Y nanmeHToB ¢ HUPPO30M MeveH! (KOMIEHCHPOBAaHHBIM) KOPPEKIIUHU 1036l HE TpeOyeTcs.

O6H_II/IG PEKOMCHAALIN

Tak xak HOTGHHI/IaJIBHLIﬁ PHUCK MOOOYHBIX peaKHI/Iﬁ 3aBHUCUT OT HO3blI U IMPOAOJIKUTCIBHOCTU
JICHCHUA, CICAYCT HMCIIOJIb30BaThb MAKCHMAJIBHO BO3MOKHBIC HHU3KHE O3Bl M MJIIWTCIBHOCTH
IMPUMCHCHMUA.

MakcumanbHas PCKOMCEHAYCMAsA CYTOYHAA 103a — 15 mr.

Cnoco0 nnpuMeHeHus

Kombunuposannoe npumenenue

He cnenyer nmpumensates npenapatr ogHoBpemeHHo ¢ apyrumu HIIBIIL. Cymmapnas cytouynas
71032 MEJOKCHKaMa, NPUMEHSIEMOro B BHJE pa3HbIX JIEKapCTBEHHBIX (hopM, He H0JDKHA
npeBbIIIaTh 15 Mr.

BryTprMeIIeuHOE BBEAEHUE NIpEnapaTa I0Ka3aHo TOJbKO B TEUEHUE MEPBBIX HECKOJIBKUX JHEHN
Tepanuu. B nanpHelIeM jedeHue MpoJoJKAT ¢ IPUMEHEHHEM NIEPOPaIbHBIX JIEKAPCTBEHHBIX
dopm. Pexomennyemas no3a cocraBiser 7,5 mr uiu 15 mr 1 pa3 B cyTkH, B 3aBUCUMOCTH OT
MHTEHCUBHOCTH 00JI€H U TSHKECTH BOCTIAJIMTENBHOTO MpoLecca.

[IpenapaT BBOIUTCS MOCPEACTBOM TIIyOOKOM BHYTpHUMBIIIEUHOW MHBEKUIMHU. [Ipenapar Henb3s
BBOJIUTH BHYTPUBEHHO.

VYuutsiBasgs BO3MOXHYK) HECOBMECTHMMOCTb, mpemapaT Menokcukam-AKOC He cnenyer
CMEIIUBATh B OJJHOM ILIIPULIE C APYTMMHU JIEKAPCTBEHHBIMU CPEICTBAMM.

4.3. IlpoTuBONOKA3aHUS

— I'unepuyBCTBUTENBHOCTh K MEJIOKCUKaMy MM K JII0OOMY M3 BCIIOMOTATENbHBIX BEIIECTB,
IIEPEYUCIIEHHBIX B paszzaene 6.1;

— TMIIEpYYBCTBUTEIBHOCTD (B ToM umncie U k aApyruM HIIBII), mosHoe uin HenmosiHOe coueTanne
OpOHXMAJbHOW AaCTMbl, pPEUAMBHPYIONIETO TMOJHUIIO3a HOCA U OKOJOHOCOBBIX —Ma3yx,

AHTMOHEBPOTHYECKOT'O OTCKa NN KpallMBHHULBI, BBI3BAHHBIX HETMIEPCHOCUMOCTBIO
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ARAEAPANE
1111111 ms5-s5ad CYyLHULuUlDb y foivrl LLpPuUATHULL A

AleTUICATUIMUIOBOM KHCIOTBl MM JIPYTHX
NEePEeKPECTHON YYBCTBUTEIBHOCTH (B TOM YHCIIE B aHAMHE3€);

— DpO3MBHO-S3BEHHBIC TMOPAKEHMS JKENyJKa W JABEHAJUATUIEPCTHOW KHUIIKM B CTaJUH
000CTpEeHNUs WM HEJJaBHO IIEPEHECEHHBIE;

— BOCHAJIUTENbHBIC 3200JIeBaHMs KHIIEUHUKA — O0sie3Hp KpoHa miM sS3BEHHBIH KOJHUT B CTAIHH
obocTpeHus;

— TsDKeJlask IeYeHOYHAask HeI0CTaTOYHOCTh;

— BBIPA)KCHHAs1 HEKOHTPOJIMpYeMasi cepJiedHasl Hel0CTaTOYHOCTb;

— TsDKeJasi oYeuHasi HeJOCTaTOYHOCTh (€CITU HE MPOBOJUTCS IeMOIHAN3, KIUPEHC KpeaTHHUHA
menee 30 MJI/MUH, a TaK)Ke MPH MOATBEP>KACHHON THITEPKATUEMHH );

— aKTHBHOE 3a00JIeBaHHE IICUCHH;

— Mporpeccupyoue 3a00JeBaHus T0YEK;

— aKTHBHOE KEIyJOUYHO-KUIIIEYHOE KpPOBOTEUYCHHE, HE/IaBHO nepeHeceHHbIe
1epeOpOBACKYIApHBIE  KPOBOTEYEHHWS  WJIM  YCTAaHOBJICHHBIA  JUAarHo3  3a0oJeBaHHUN
CBEPTHIBAOLIEH CUCTEMBI KPOBH;

— Bo3pacT a0 18 ner;

— OEpEMEHHOCTB;

— MEPHOJ TPYAHOTO BCKAPMIIUBAHHS,

— Teparnus NepuoNepaluoHHbIX 00Jell P MPOBEACHUH IIYHTUPOBAHHS KOPOHAPHBIX apTepHii;
— CONYTCTBYIOIIAsl ~TEepamusl AaHTUKOAryJsHTaMH, TaK Kak ecTb pPHCK 0O0pa3oBaHMs
BHYTPHMBIIIIEYHBIX TEMATOM.

4.4. OcoOble yka3aHusl M MepbI NPEeJI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO

— 3aboneBaHus xenygouHo-kumedHoro Tpakta (OKKT) B anamHese (Hamuuue HHGQEKIMH
H.pylori);

— XpOHHUYECKas Cep/ieYHast HeI0CTaTOUYHOCTb;

— MOYeYHas HeJI0CTaTOYHOCTh (KiupeHc kpeaTuHuHa 3060 Mi/MUH);

— uIeMudeckas 00Jie3Hb Cep/la;

— 11epeOpoBacKyIsipHbIC 3a00JIEBaHMUS;

— UCIIATTUAEMUS/TUTIEPIUITUICMHUS;

— caxapHbIi 11aber;

— CONYTCTBYIOIIAsl Tepamus CICIYIOIUMH TIperapaTaMi: aHTHKOATYJISIHTBI, TEpOpaTbHbIC
TIIFOKOKOPTUKOCTEPOUIBI, aHTHATPETaHThI, CEJIEKTUBHBIE HWHTHOUTOPHI OOpAaTHOTO 3axBaTa
CEepOTOHHHA;

— 3a00J1eBaHUs TEpUPEPHUUECKUX apTEPUA;
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— nurensHoe npuMmenenne HIIBIT;
— KypEHHE;

— 4acToe ynorpeOaeHue aaKorois;
— MOKWJIbIE MAIMEeHTHI (cTapiue 65 yer) (B TOM YHciie MOMydyarouue AUYPEeTUKH, OClla0lIeHHbIe
MAIMEHTHI ¥ C HU3KOH MacCoM Tela);

— sI3B€HHast 00JIe3Hb XKeNlyKa U 12-mepCcTHON KUIIIKH;

— apTepuanbHasi TUIIEPTEH3US;

— OpoHXHUaIbHAs aCTMa,

— TyOepKyes;

— BBIPAKEHHBIN OCTEOIIOPO3.

Oco0ble yKazaHus

[TaruenTsl, crpagaromue 3adoneBanusMu JXKKT, mommKHBL peryisipHo HaOII0AaThCA.

JIns CHYDKEHMST pUCKa Pa3BUTHS HEXKEJIATEIIbHBIX SIBJIEHUN CO CTOPOHBI JKEIIyJ0YHO-KHAILIEYHOT O
tpakta (OKKT) cremyer ucnoib30BaTh MHHAMATBHYIO J(G(EKTHBHYIO 03y MHUHHUMAIHHO
BO3MOKHBIM KOpPOTKMM KypcoMm. IIpu Bo3HukHOBeHuHM s3BeHHoro mnopaxenus KKT wumm
KEITyA0YHO-KUIIIEYHOTO KPOBOTEUEHHUSI MTpenapaT He0OX0AMMO OTMEHUTb.

S3eer XKXKT, nepdopamnust wim KpoBOTEYEHUSI MOTYT BO3HHKHYTh B XOJ€ JICYEHHUS B JI000€
BpeMs, Kak IpPH HAJIMYMHA HACTOPAKUBAIOIIMX CHMITOMOB WIH CBEICHUH O CEPhE3HBIX
JKEIYJIOYHO-KMILIEYHBbIX OCJIO)KHEHUSIX B aHAMHE3€, TaK U NPU OTCYTCTBHM 3THUX IPU3HAKOB.
[TocnencTBust JaHHBIX OCTIOXKHEHUH B 11€JI0M 00Jiee Cepbe3Hbl Y MallMeHTOB MOXKHUIIOTO BO3pacTa.
IIpn npuMeHeHnn npenapara MOTyT Pa3BUBAaThCA TAaKHE CEPbE3HBIE PEAKIIMKU CO CTOPOHBI KOXKH,
KaKk 9KCPOIUATUBHBIA JepMaTuT, cuHapoM CrtuBeHca — J>KOHCOHA, TOKCHUYECKUN
anuAepManbHbIl  Hekponus. llostomy creagyer yzaenars ocoboe BHMMAaHHME MallMEHTaM,
COOOLIAIOIIUM O Pa3BUTHU HEXeEATeIbHbBIX SBJICHUH CO CTOPOHBI KOKU U CIU3UCTBIX 000JI0YEK,
a TaKKe peaklMi MOBBIIIEHHOM UYyBCTBUTEIBHOCTH K Ipernapary, OCOOCHHO eclid MoJI00HbIe
peakuuy HabJI01adkiCh B TEUEHUE MPEIbIAYIINX KypCcoB jeueHus. Pa3BuTue nogo0HbIX peakinii
Ha0JII0/1aeTCsl, Kak MpaBUiIo, B TEUEHHE NIEPBOro MecsIa jJieueHus. B cirydae nosiBneHus: nepBbIxX
NPU3HAKOB KOXXHOW CBIMM, HM3MEHEHUS CIU3UCTBIX O00JO0YEeK WM JAPYTrUX HPU3HAKOB
TUIEPUYBCTBUTEIBHOCTH, HEOOXOIMMO paccMOTpPeTh BOINPOC O MNPEKPALEHUH NPUMEHEHHS
npenapara.

[IpemapaT MOKET MOBBIIATH PUCK Pa3BUTHS CEPHE3HBIX CEPAEUHO-COCYIUCTBIX TPOMOO30B,
uH(papKTa MUOKapAa, MPUCTYNa CTEHOKApJIUH, BOSMOXKHO CO CMEpPTENbHBIM HCXoAoM. Takoi
PUCK TOBBIIAETCS MpPHU JIMUTEILHOM IPUMEHEHMM TMpernapara, a TakkKe y NalUeHTOB C

BBIIICYKA3aHHBIMU 3a00JIeBaHUSIMU B aHAMHE3€ U MpeaApacCIioIOKCHHBIX K TAKUM 3a00JICBaHUSIM.
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HIIBIT uHruOupyioT B MoYKax CHMHTE3 MpOCTaria
noueynord mepdys3un. [Ipumenenme HIIBII y mnanueHTOB €O CHUKCHHBIM MOYCYHBIM
KPOBOTOKOM WJIM YMEHBIICHHBIM OOBEMOM LHUPKYJIUPYIOIIEH KpPOBU MOXKET MPHUBECTH K
JICKOMIICHCAIIMK CKPBITO MpOTEKaroe noyeyHoi HepocratouHocTH. [locine ormenst HIIBIT
GYHKIUS MOYeK OOBIYHO BOCCTAHABIUBACTCS JI0 MCXOJHOTO YpOBHSA. B HauOombInei creneHu
PUCKY DPa3BUTHS 3TON pPEAKIMU TMOJBEPKEHBI IMOXKWIbIE MAIlMEHThl U MAIMEHTHI, ¥ KOTOPBIX
OTMEYAeTCsl Jeruaparanus, 3acTOMHAas CepAedYHas HEeJOCTAaTOYHOCTb, LHPPO3 II€UEHH,
He(POTUYECKUI CHHAPOM WM OCTphIe HapylleHUs QYHKIUH MMOYEK, NAlleHThI, OJIHOBPEMEHHO
MPUHUMAOIINE TUypeTUYeCKHe npernaparbl, MHruOuTopsl AII®, aHTaroHucTh aHTHOTEH3WH-||
pPELENTOpPOB, a TAKXKE MAIlMEHThI, NEPEHECIINE CEPhE3HbIC XUPYPTrUYECKHE BMEIIATEIbCTBA,
KOTOpbI€ BEAYT K TMIIOBOJIEMHHU. Y TaKUX IALMEHTOB B Hayaje JICYEHUs CIEeAyeT TILATEIbHO
KOHTPOJIMPOBATh Uype3 U GYHKIUIO TOYEK.

ITpumenenne HIIBII coBMeCTHO ¢ AMypeTHKaMu MOKET IPUBOJUTH K 3aJCPKKE HATPUs, Kaaus
U BOJIbI, @ TAKXK€ K CHIDKCHHMIO HAaTPUHYpPETUUECKOro JACHCTBUS MOYETOHHBIX IpemnaparoB. B
pe3yiabTaTe »3TOr0 Yy MPEIpacHoiOKEHHbIX MAlMEHTOB BO3MOYKHO YCUJIEHHE IIPU3HAKOB
CepJIeYHON HENOCTATOYHOCTH WU runepreH3ur. [loaToMy HeoOXoauM TIHIATEeIbHBIH KOHTPOIb
COCTOSIHHS TAKMX IMAlIMEHTOB, a TAK)KE Y HUX JTOJDKHA MOAACPKUBATHCS aIeKBaTHAS TUIpaTaIlusl.
Jlo Havana JieyeHust HE0OX0AUMO HcclieloBaHNEe QYHKIUU MTOYEK.

B cnyuae npoBeneHns KOMOMHUPOBAHHOM Tepamnuu CIeAyeT TakKe KOHTPOJIUPOBATH (HYHKIIUIO
MOYEK.

[Ipy npuMeHeHMM MeJlOKCMKaMma (Tak ke, Kak M OonbmmHcTBa Apyrux HIIBII) Bo3MoxHO
AMU30INYECKOE MOBBIIIICHUE AKTUBHOCTH «II€UYEHOYHBIX» TPAHCAMHHA3 B CHIBOPOTKE KPOBHU WJIU
JIpYTUX TIOKa3aTesne (yHKIMH TIe4eHH. B OOJBIIMHCTBE CIy4aeB A3TO TMOBBIIICHUE OBLIO
HEOOJNBIIUM U TpexonsuuM. FEciau BbIABIEHHBIE W3MEHEHHS CYIIECTBEHHBI WM HE
YMEHBINIAIOTCA CO BpEMEHeM, MpemapaT HEeOOXOJWMO OTMEHUTh W TPOBOJIUTH JajbHEilIee
HaOJNIOZICHWE 3a BBISIBJICHHBIMH  JIA0OpAaTOpHBIMH  H3MEHEeHMsIMU. OcrnablieHHbIE WU
WCTOIICHHBIC TAI[UEHThl MOTYT XYy)K€ MEPEHOCUTh HEKETATeIbHBIC SIBIICHUS, B CBSI3U C YeM,
TaKHe MalUEeHTh JODKHBI THIATeNFHO HAOII0AaThCS.

[Tomobno gpyrum HIIBII, MenokcukamM MOXKET MAacKHpPOBaTh CHUMITOMBI OCHOBHOTO
MH(pEKIMOHHOTO 3a00JI€BaAHHUS.

[IpumeneHne MeloOKCHMKama, KaKk M JPYTUX TPemnaparoB, OJOKUPYIOMUX IHKIOOKCUTEHA3y U
CHUHTE3 MPOCTarfJaHJAMHOB, MOXET BIUATh Ha (EPTHIBLHOCTH, MOITOMY HE PEKOMEHIYETCS
JKEHIIIMHAM, JKEeNaIuM 3abepeMeHeTh. [Ipu HapymieHuu CrocOOHOCTH K 3a4aTHIO Y KEHIIUH
WU TIPOBEACHUIO OOCTIEIOBAHMS IO MOBOJY OECIUIONUS HEOOXOIMMO PAacCMOTPETh BOMPOC 00

OTMECHE MCJIOKCHKaMa.
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VY mauueHToB co c1aboi WM YMEPEHHOW MOYCHHOW HEAOCTATOYHOCTHIO(KINPCHE KpPCaTHHITHA
Oonee 25 MJI/MUH) KOPPEKITUH 1036l HE TpeOyeTcs.
VY nanueHToB ¢ HUPPO30M MeYeHU (KOMIIEHCUPOBAHHBIM) KOPPEKLIUH J103bl HE TpeOyeTcs.

eTH
[TpoTuBONIOKa3aHO IPUMEHEHUE IIpeNapaTa B Bo3pacte 10 18 ner.
4.5. B3amMmopeiicTBMe ¢ JPYTMMH JIEKAPCTBEHHBIMH INpenapaTamMM M JApyrue BH/bI
B3aNMOJAEeHCTBUSA
Hpyeue uneubumopvr cunmesza III, exnouas enOKOKOPMUKOUObl U CATUYULAMBL  —
OJTHOBPEMEHHBI TPHEM C MEJIOKCHKaMOM yBeIW4MBaeT puck obpazoBanus 3B B JXKKT u
JKEJIyA0YHO-KUILIEYHbIX KPOBOTEUEHUH (BCIIEACTBUE CHHEprusMa aeuctBus). OQHOBpEMEHHBIN
npueMm ¢ npyrumu HIIBII ve pexomennyercs.
Aumukoacynanmel  Ons  npuema  GHYmMpb,  2enapur Ol CUCMEMHO20 — NPUMEHEHUs,
mpomoboaumuyeckue cpeocmea — OIHOBPEMEHHBIN IMPUEM C MEJIOKCHKAMOM IIOBBIIIAET PHUCK
pa3BUTUSI KpOBOTEUEHMs. B cilydae OJHOBPEMEHHOIO NPHUMEHEHUS HEOOXOAMM TIIATEIbHBIN
KOHTPOJIb 3@ CBEPTHIBAIOILEH CUCTEMOM KPOBH.
Aumumpomboyumapnsie npenapamvl, UHSUOUMOPbI 0OPAMHO20 3AX6AMA CEPOMOHUHA —
OJIHOBPEMEHHBII IPUEM C MEJTIOKCUKaMOM IOBBILIAET PUCK PAa3BUTHS KPOBOTEUEHHUSI BCIECTBUE
UHIUOMpoBaHUA TpoMmOouuTapHoil (QyHkunu. B ciayyae OJHOBPEMEHHOIO MPUMEHEHUs
HE00XO0/IUM TILIATeIbHbII KOHTPOJIb 32 CBEPTHIBAIOIIEH CUCTEMON KPOBU.
Ilpenapamur 1umusa — HIIBII nmoBblmaroT ypoBEeHb JUTHSA B IUIa3M€ KPOBH, IOCPEACTBOM
YMEHBIIIEHUS BbIBEEHUs ero mnouykamu. OJHOBpEMEHHOE IpPUMEHEHHE MeJIOKCHKama ¢
npernapaTaMM JIMTUSL HE peKoMmeHuayercs. B ciydae HEOOXOAMMOCTH OJIHOBPEMEHHOI'O
IPUMEHEHHUS PEKOMEHAYEeTCs TIIATEeIbHbIM KOHTPOJb 3a KOHI[EHTpaluel JUTHS B IJIa3Me KPOBU
B TEUYEHHUE BCETrO Kypca NPUMEHEHHUS [IPENapaToB JIUTHS.
Memompexcam — HIIBII cHMKaOT CEKpeLMI0O METOTPEKCATa MOYKAMH, TEM CaMbIM, MOBBIIIAS
€ro KOHUEHTpaluio B IUla3Me KpoBU. OJHOBpEMEHHOE NPUMEHEHHE MeEJIOKCHKama M
MeToTpekcaTa (B 03¢ Oosee 15 Mr B Henenro) He pekoMeHayeTcs. B cirydae olHOBpEMEHHOTO
OPUMEHEHHUs HeoOXOJUM TIIATEeNbHBIH KOHTPOJIb 3a (QyHKUMEH modek u (opMyJod KpOBH.
MenokcukaM MOKET yCHJIUBAaTh I'€MaTOJOTMUECKYI0 TOKCHYHOCTh METOTpeKcaTa, OCOOCHHO Y
MAlMEHTOB C HAPYIICHUSIMU (QYHKLIHHU TOYEK.
Koumpayenyusa — ectv gannsle, yto HIIBII MoryT cHmxath 3Q(eKTHBHOCTh BHYTPHUMATOUYHBIX
KOHTPALIENITUBHBIX YCTPONUCTB, OJTHAKO 3TO HE JOKA3aHO.
Huypemuxu — mnpumenenue HIIBII B cimyuyae 00e3BOXKMBaHMS IMalMEHTa CONPOBOXKIACTCS

PUCKOM Pa3BUTHS OCTPOM MOYEYHOU HETOCTATOUYHOCTH.
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AHmuzunepmeH3u6Hble cpeécmea (ucntu uuycnuu TOKAmopwst; uncuuuluuym

aneuomenzunnpespawaioweco pepmenma (AID@), sazoouramamopwl, Oouypemuxu). HIIBII
CHIKAIOT d3(QeKT aHTUTUNEPTEH3UBHBIX IpenapaToB, BcieAcTBUe wuHruouposanus [II,
00J1a/1al01IKX Ba30AUIATUPYIOIIMMH CBONCTBAMH.

Anmaeonucmer peyenmopos ameuomensuna-ll — npu coBmectHom HaszHaueHuun c¢ HIIBII
YCUJIMBAIOT CHU)KEHUE KIyOOYKOBOM (UIbTpamMM, YTO TEM CaMbIM MOXET TPHUBECTH K
Pa3BUTHIO OCTPOH TOYEYHOW HEIOCTATOYHOCTH, OCOOCHHO Yy MAIMEHTOB C HapyIICHUSMU
(GYHKIMH TTOYEK.

Konecmupamun, cszpiBast menokcukam B JKKT, npuBoauT k ero 6osiee OBICTPOMY BBIBEICHUIO.
HIIBII, oka3biBas neiictBue Ha modeunbie [II, moryt ycunuBaTh He)pPOTOKCHYHOCTH
YUKTIOCNOPUHA.

Ilemempexceo — ipu OJHOBPEMEHHOM MTPUMEHEHUH MEJIOKCHKaMa M MeMeTpeKceia y MalieHTOB
C KJIMPEHCOM KpeaTHHHHA OT 45 10 79 MI/MHUH IpueM MeJOKCHKama CJIEQyeT MPEeKpaTUTh 3a
5 nHeW 10 Hayajla mpuema IeMeTpeKcela M BO3MOXKHO BO300HOBUTH 4epe3 2 JHS IOcCie
OKOHuYaHus mnpuema. Ecnu cymecTByer HEOOXOAMMOCTh B COBMECTHOM MPHUMEHEHUU
MEJIOKCHKaMa U TMeMEeTpeKCcela, TO MalUeHTOB cIeAyeT TIIATeIbHO HaOIoaTh, OCOOCHHO B
OTHOLIEHUH MHUEJOCYIPECCUU M BO3HUKHOBEHUS MOOOUHBIX siBieHUIl co ctopoHbl KXKT. V
NAIMEeHTOB C KIMPEHCOM KpeaTHMHHWHA MeHee 45 MJI/MHH TpUeM MEIOKCHKama COBMECTHO C
MIEMETPEKCEIOM HE PEKOMEH1YETCH.

IIpy wmCnoNB30BaHMM COBMECTHO C MEJIOKCHMKAaMOM JIEKapCTBEHHBIX IIPENapaTroB, KOTOpPbIE
o0mamaroT W3BeCTHOH cmocoOHOCcTh0 umHrHOUMpoBaTh CYP2C9 w/mmum CYP3A4  (wm
MeTabOoNMM3UPYIOTCS  HPU  Y4aCcTUM  O3TUX  (EpMEHTOB), TaKUX KaK IPOU3BOJHbBIE
CyJIb()OHMIMOYEBUHBl WM MPOOEHEH ], ClelyeT NPUHUMATh BO BHUMAaHHE BO3MOXKHOCTb
(apMaKOKUHETHYECKOTO B3aUMOCHCTBUSI.

[Ipy coBMeCTHOM NPUMEHEHUHM C aumuouabemuyeckumu cpeocmeamu JUisl TIpueMa BHYTpb
(Harmpumep, IPOU3BOJHBIMU CyJb()OHUIIMOYEBHHBI, HATETJIMHHUJIOM) BO3MOKHBI
B3auMozeiicTBusi, omnocpenoBanHsle CYP2C9, koropble MOryT MPHUBECTH K YBEIWYEHHUIO
KOHLEHTPAllMU KaK 3TUX JIEKAPCTBEHHBIX CPEICTB, TAK M MEJIOKCHKaMa B KpoBH. IlanueHTsl,
OJTHOBPEMEHHO NPUHUMAIOIIUE MEJIOKCHUKAaM C IpernaparaMu CyJb()OHUIMOYEBUHBI HWIIN
HATeTJIMHUAA, JOJDKHBI TIIATENIbHO KOHTPOJIMPOBAaTh YpPOBEHb caxapa B KpOBH H3-3a
BO3MO>XHOCTH Pa3BUTHS TMIOTJIMKEMHH.

[Ipy OAHOBPEMEHHOM TPUMEHEHUU aHmayudos, yumemuouHa, OU2OKCuHa u @ypocemuoa
3HaYMMBIX (PapMaKOKMHETUYECKHX B3aUMO/ICHCTBUI BBISIBICHO HE OBLIO.

4.6. DepTHIBHOCTD, 0€PEMEHHOCTD M JIAKTALUSA

bepemeHHOCTD
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[IpumeHeHne mnpenapara NPOTHBOIOKA3aHO BE
CHHTE3a MPOCTArjaHIMHOB Ha YMOPHOTreHe3 BO BpeMsl IEPBbIX JBYX TPUMECTPOB OEPEeMEHHOCTH
He scHO. B mocnenHuit TpumecTp OEpEeMEHHOCTM MeEXaHU3M JEHCTBUS MEJIOKCHKaMa
XapaKTepu3yeTrcs TOPMOXKEHMEM pPOJOBOM JIEATENBHOCTH, MPEXKIEBPEMEHHBIM 3aKPbITHEM
Ductus arteriosus Botalli y miona, moBsiaeTcsi mpeapacioiokKeHHOCTh K KPOBOTEUCHHUSAM Y
Marepu U peOEHKa M TOBBINIACTCS PHUCK 00pa3oBaHMA OTEKOB y MaTepu. be3omacHOCTb
IPUMEHEHUs BO BpeMsi 0EpEMEHHOCTH JAaHHOTO IIpenapara He JOKa3aHa.

Jlakranus

N3BectHo, yro HIIBII nmpoHukarT B IrpyAHOE MOJIOKO, IIO3TOMY IPUMEHEHHE MEJIOKCHUKaMa B
NEepUO IPyJHOr0 BCKapMIIMBAHUS IPOTUBOIIOKA3aHO.

DepTUabHOCTD

Kak mnpemapar, WHrHOMpYIOIIMA CHHTE3 NHMKIOOKCUTEHA3bl/IPOCTAarIaH/InHa, MEJIOKCHKaM
MOXKET BJIMATH Ha (bepTI/IJH)HOCTB, U II0O3TOMY HC PCKOMCHAYCTCA Ha3HadaTb KCHIIHWHAM,
IUTAHUPYIOIIKUM OepeMEHHOCTb. MeIoKCHKaM MOKET IPUBOJUTH K 3aJ€pXKKe OBYJIALUU. B cBs3u
C TUM Y >KEHIIWH, HMEIOIIUX MPOOJIEMbI C 3a4aTHEM M MPOXOASAIINX 00CIeI0BaHHIE 110 TOBOLY
NOZ0OHBIX MPOOJIEM, pEeKOMEHIyeTCs OTMEHa IpHeMa Ipernapara.

4.7. BausiHMe HA CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpPeACTBAMU U padoTaTh C
MeXaHUu3MaMH

JlexapctBenHblii npenapar MenokcukamM-AKOC oka3bIBaeT HECYIIECTBEHHOE BIMSHHUE Ha
CHOCOOHOCTh ~ YNpPaBJIATh TPAHCHOPTHBIMU CpPEeACTBAaMH U padoTaTh C MeXaHU3MaMH.
CHGHI/I&J’IBHBIX KIIMHUYCCKHUX I/ICCJ'IG)IOBaHI/II\/II BJIMSIHAST MEJIOKCHKaMa Ha CIIOCOOHOCTh YHOpaBJIATh
TPAHCIIOPTHBIMU CPCACTBAMH WM MEXAHHU3MAMU HE MNPOBOJUIOCH. OI[HaKO Ipu yrnpaBJICHUU
TPAHCIIOPTHBIMU CPCACTBAMU U pa60Te C MCXaHU3MaMHu CJICAYCT INMPHHHUMATb BO BHUMAHUC
BO3MOXHOCTh PA3BUTHUSl TOJIOBOKPYXKEHMsI, COHJMBOCTH, HApyIIEHUS 3PEHUs WIN APYTUX
HapyleHUH CO CTOPOHBI LIEHTPaJIbHON HEpBHOW cucTeMbl. B mepuosa JiedeHus mnamueHtam
HEOOXOIMMO COOIOAATh OCTOPOXKHOCTH TPH  YIPABICHUH TPAHCIIOPTHBIMUA CPEJCTBAMH H
3aHATHHU APpyrumMunu INOTCHIIUAJIBHO OITaCHbIMH BUaIaMH ACATCIIbHOCTH, Tp€6y10HII/IMI/I
MOBBIIIEHHON KOHLIEHTPAI[MM BHUMAHMSI U OBICTPOTHI ICUXOMOTOPHBIX peaKiuil.

4.8. Hexkes1aTelbHbIe peaKIUH

Pe3roMe HexenareabHBIX DEAKIIN

Himxe omnmcaHpl HeXelaTelIbHEBIC p€aKknuu, CBA3b KOTOPBIX C MNPHMCHCHUECM MCEJIIOKCHUKaMa
paCiCHUBAJIACh KaK BO3MOXKHAa4.
HexenarensHbie peaknunu, 3apCruCTpUpPOBAHHBIC IIPU NMMOCTMAPKECTUHIOBOM NPHUMCEHCHUHU, CBA3b

KOTOPBIX C ITPUEMOM MCJIOKCHKaMa paCliCHUBAJIACh KaK BO3MOXHas, OTMEYCHBI 3HAKOM *,
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YacTtoTa HEXENaTEIbHBIX PEAKIUN OINpEAcItacs—B—COOTBCTCTBIIT —C—PCKOMCHAATITNIT
BceMupHoO# opranuzaiuu 3apaBooXpaHeHus: oueHb yacto (> 1/10); wacto (> 1/100, < 1/10);
Hevacto (> 1/1000, < 1/100); penko (= 1/10000, < 1/1,000); ouens penko (< 1/10000); Bxarouas
OTJIeNIbHBIE COOOIIEHUS; YacTOTa HE M3BECTHA (HEBO3MOXHO OIICHHTh YacTOTYy Ha OCHOBE
UMEIOIINXCS JaHHBIX).

Hapywenusa co cmopomnvl kpogu u aum@amuueckou cucmemvl: HEYACTO — AHEMHS; PEAKO —
JeKoneHus, TPOMOOIMTONEHUSI, M3MEHEHHUs YHWCia KJIETOK KPOBH, BKJIIOYAas H3MEHEHUs
JIEHKOUTAPHON (POPMYIIBI.

Hapywenusa co cmoponvbl — uUMMYHHOU — cucmemsl:  HEYaCTO — JPYyTHe€  PEaKIHuu
TUINEPYYBCTBUTEILHOCTA HEMEJICHHOTO THMAa*; 4acToTa HEW3BECTHA — aHA(UIAKTUYCCKHIA
0K *, aHa(PYITAKTOMTHBIE peaKIuu™.

IHcuxuyeckue wHapywienus. PpEAKO — U3MEHEHHWE HACTPOCHHUS™®; YacTOoTa HEU3BeCTHA —
CIIyTaHHOCTb CO3HAHUA™, Ne30pHUeHTaLI*.

Hapywenus co cmoponbl HepeHOlU cucmemvl. 4YACTO — TOJOBHAs OO0Jb; HEYaCTo —
TOJIOBOKPY>KEHHE, COHJIMBOCTb.

Hapywenus co cmoponwl opeana 3peHus: PEOKO — KOHBIOHKTHBHUT®, HapyIllIEHUs 3pEHUS,
BKJTIOYasl HEYETKOCTh 3PCHHUS .

Hapywenus co cmopoHbl opeana ciyxa u 1abupunma: He4acTo — BEPTHTO; PENIKO — IIIyM B yIIax.
Hapywenus co cmoponul cepoya: peako — cepaneOueHue.

Hapywenus co cmopomnst cocyoos: He4acTO — TMOBBIINIEHNE apTEPHAIBHOTO JaBJICHUS, YYBCTBO
«TPUITABA» KPOBH K JIUILY

Hapywenus co cmoponvl OvixamenvHol cucmemvl, 0peaHo8 2pyOHOU KIemKU U CPeOOCHEeHU:
penKo — OpOHXHaNbHAs acTMa y MAlMEHTOB C aNIeprHel K aleTUICATHINIOBON KUCIOTE WIIH
npyrum HIIBIL

Kenyoouno-kuuieunvie HapyuieHus: 4acTo — OONb B JKUBOTE, AMCIENCUS, AUapes, TOLIHOTA,
pBOTa; HEYACTO — CKPBHITOE WM SBHOE JKETYJOYHO-KHIIEYHOE KPOBOTEUYCHHE, TacTPHUT™,
CTOMATHUT, 3aIlop, B3JyTHE >KUBOTA, OTPBDKKA;, PEIAKO — TacTPOAYOJCHAIBHBIC S3BBI, KOJHT,
730(harut; O4eHb peaKo — nepdopanus KeTyJOYHO-KUIIEYHOTO TPaKTa; 4acTOTa HEU3BECTHA —
MaHKPEaTHT.

Hapywenus co cmoponvl neuenu u oHcenuesvigooAwux nymeti: HEYaCTO — TPAH3UTOPHBIE
W3MCHEHUs IMMoKa3aTeliel (QYHKINUW MeYeHH (HampuMep, MOBHIIICHNE aKTHBHOCTH TpaHCAMHHA3
Wiy OunpyOuHa); OYeHb PEIKO — TenaTuT™®.

Hapywenus co cmoponsl Kodcu u nOOKONCHbIX MKaHell. HeYacTO — aHTMOHEBPOTUYECKUNA OTEK™,

3yJ, KOKHasl ChIb;, PEIKO — TOKCHUYECKUH 3nuaepMaibHbId Hekponu3®, cunapom CTuBeHca —
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JIxoHCOHA™, KpanMBHHIA; OYEHb PEaKo — Oyiin
4acTOTa HEU3BECTHA — JOTOCCHCHOMITH3AITHS.
Hapywenus co cmoponbt nouex u mouebleo0suux nymetl: HE4aCTO — U3MCHEHHMSI ITOKa3aTesIeH
GyHKIMM To4YeK (MOBBINICHUE YPOBHS KPCaTMHWHA W/MJIM MOYEBHHBI B CBIBOPOTKE KPOBH),
HApYIICHUST MOYEHCITYCKAaHWsI, BKIIOYAas OCTPYIO 3aJCPKKy MOUYM™; OUeHb PEIKO — OCTpas
MMOYCYHAs HEIOCTATOYHOCTL ™.

Hapywenus co cmoponvi penpodykmusHou cucmemvl U MOJOYHBIX Jicesle3. HEYacTO — MO3IHSISA
OBYJIAIMSA*; 4acTOTa HEM3BECTHA — OCCIUIOUE Y KEHITUH*,

Obwue HapyweHus u peaxkyuu 8 mecme 66edeHusi. 4acTo — 0OJIb U OTEK B MECTE BBEICHUS;
HEYACTO — OTEKH.

CoBMeCTHOE TMPUMEHEHHE C JIEKAPCTBEHHBIMH CPEJCTBAMH, YTHETAIOUIMMH KOCTHBIA MO3T
(HampuMep, METOTPEKCAT), MOXKET CIIPOBOIUPOBATH IUTOICHHIO.

JKenynouHo-KuIIeqHOE KPOBOTEUCHHUE, sI3Ba WK TIepdoparysi MOTYT MPUBOAHUTH K JICTAILHOMY
UCXOY.

Kak u mns ngpyrux HIIBII, He HMCKIIOYarOT BO3MOYKHOCThH MOSIBICHHS WHTEPCTUIIUAIBLHOTO
HedpuTa, TIIOMEpyIoHEPPUTA, TOYSTHOTO MEAYILIIPHOTO HEKPO3a, HEHPOTUIECKOTO CHHAPOMA.

COO6HI€HI/I€ 0 TOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKITNAX

BaxxHo coo0mare O TMMOA03peBAEMBIX HEXKENATeNbHBIX PEAKIUAX I0CTe PETUCTPAINH
JIEKapCTBEHHOT'O Tpernapara ¢ 1eJbl0 00ecredeHrs HeMPEePbIBHOIO MOHUTOPUHTA COOTHOILICHUS
«T0Jb3a — PHUCK» JIEKAPCTBEHHOTO MpemapaTa. MeaunMHCKUM pabOTHHKAM pPEKOMEHIYEeTCs
co001aTh O JIIOOBIX MOJ03PEBAEMbIX HEXKENATeIbHBIX PEaKIUAX JEKapCTBEHHOTO Ipemnapara
Yyepe3 HAIIMOHAIbHBIE CHUCTEMBI COOOIIEHUS O HEXKENIaTeIbHBIX PEAKIUAX TOCYJapCTB — YJICHOB
EBpazuiickoro 3KOHOMHYECKOT0 COI03a.

Poccuiickas ®enepanus

109012, MockBa, CnaBsHCKas 1m101majp, 1. 4, cTp. 1

®denepanpHas cinyx0a mo Haa30py B chepe 3apaBooxpanenus (PocznpaBuanzop)

Temedon: +7 800 550 99 03

DnektpoHHas modra: pharm@roszdravnadzor.gov.ru

Caiir; https://www.roszdravnadzor.gov.ru/

4.9. Mepeno3npoBka

JlaHHBIX O ciydasX, CBSI3aHHBIX C MEPEAO3MPOBKOM Mpenapara HAKOIJIEHO HEIOCTAaTOYHO.
CuMOTOMBI

BepositHO, OynyT NpuUCYyTCTBOBAaTH CHUMIITOMBI, CBOHCTBeHHBbIe mnepenosupoBke HIIBII, B

TSOKENBIX CIIy4asX: COHJIMBOCTb, HAPYIIEHUs CO3HAHMS, TOLUIHOTA, PBOTA, OOIM B AMHUTAaCTPUH,


mailto:pharm@roszdravnadzor.gov.ru
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JKEITYJIOYHO-KHUIIIEYHOE KPOBOTEUYEHHUE, OCTpast—HOoYcCHHaAsT —HCAOCTATOYHOCTE; —M3MCHCHYST
apTepI/Iaanoro JaBJICHHUA, OCTAHOBKA JAbIXaHUs, ACUCTOJINA.

JleueHue

AHTHIIOT HE Wu3BeCTeH. B ciyyae mepemo3upoBKH Tpernapara CileayeT IPUMEHSTh
CI/IMHTOMaTI/I‘-I€CKyIO Tepanmo. I/I3BCCTHO, qTo KOJICCTI/IpaMI/IH yCKOpSIGT BBIBCJIICHHUC

MCJIOKCHKaMa.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOlicTBA

®dapmakoTepaneBTUYeCKass TIpyINa: HECTEPOUAHBIM INPOTHUBOBOCIAIUTEIBHBIM  IIperapar
(HIIBII)

Kog ATX: MO1ACO06

Mexanusm neiicteus U hapMmakoauHamuueckue 3hdheKThI

Menokcukam SIBISIETCS HECTEPOUAHBIM IPOTHUBOBOCHAIMTEIBHBIM IPENapaTOM, OTHOCUTCS K
IIPOU3BOJHBIM 3HOJIOBOM KHUCIIOTBI U OKa3bIBAET IIPOTMBOBOCIAIUTEIIBHOE, aHAIBIETUYECKOE U
AHTUIMPETUYECKOE AeHcTBHE. BhIpak€HHOE IPOTUBOBOCHAIMTEIBHOE JNEHCTBUE MEJIOKCHKaMa
YCTaHOBJICHO Ha BCEX CTAaHIAPTHBIX MOJAEIAX BOCHAJIEHUA. MeXaHW3M JNEHCTBUSA MEIOKCUKaMa
COCTOMT B €ro CrnocoOHOCTM MHruoupoBaTh cuHTe3 mnpocrarnanauHoB (III') — u3BecTHBIX
MEANATOPOB BOCIIAJICHUS.

Menokcukam in Vivo uarubupyer cuntes 1" B Mecte BocmaneHusi B OOJIbILCH CTEMEHH, YeM B
CIIM3UCTOM O0O0OJIOUKE KeNMyJKa WIM MOYKax. DTH Pa3uyusl CBs3aHbl ¢ 0OoJjiee CENeKTUBHBIM
uHruOupoBanueM nukiookcureHaspl-2 (ILIOI'-2) mo cpaBHeHHMIO C LMKJIOOKCUT€Ha3oM-1
(IOTI'-1). Cuwmraercs, yro unrubupoanue [{OI'-2 obGecneunBaeT TepanmeBTUYECKHUE NEUCTBUS
HIIBII, Torna kak HHrMOMpPOBaHME MOCTOSHHO MpHCYTCTBYomEero ndopepmenta L{OI'-1 moxer
ObITH OTBETCTBEHHO 3a MOOOYHbIE JEHCTBHS CO CTOPOHBI Xelylnka u mouyek. CeleKTHBHOCTb
Menokcukama B otHomennu [[OI-2 moaTBepikaeHa B pa3iMYHBIX TECT-CHCTEMax, Kak in Vitro,
Tak U iN Vivo. CenekTHBHAs CMOCOOHOCTh Mellokcukama uHruouposars L[OI'-2 mokaszana npu
UCIIOJIb30BAHUH B KQUECTBE TECT-CUCTEMBI 1IEIbHON KPOBHU YesioBeKa in Vitro. YcraHoBiieHo, 4To
MenokcukaMm (B go3ax 7,5 m 15 wmr) aktuBHee uHrubOupoBan [1OI-2, okaspiBas Oobliee
UHTHOUpYyIOlllee  BIMSHUE HAa  OPOAYKIMIO mpocrarnmaHauHa Ez,  crumynupyemyto
aumonofucaxapuaomM (peakmus, koHTponupyemas [[OI'-2), uem Ha mpoaykiuioo TpomMOOKcaHa,
YUYacTBYIOLIET0 B MpoOIlecce CBEpThIBaHUS KpoBH (peakuus, koutposupyemas LIOI'-1). Otu
3¢ PEeKThI 3aBUCENN OT BEIMYUHBI JO3bI.

B uccnemoBanusix €X ViVO moka3aHo, 9TO MeJIOKCHKaM (B jo3ax 7,5 Mr u 15 Mr) He BIUsUT Ha

arperanuio TpoMOOIIMTOB U BPeMsI KPOBOTEUEHHUSI.



B KknuHMYECKMX HCCIEIOBaHUAX IOOOYHBIC
tpakta (PKKT) B 1esioM BO3HUKaIM peke IpU Mpueme Mesnokcukama 7,5 u 15 mr, yem npu
npueme apyrux HIIBII, ¢ kKoTopeIMH NpPOBOAMIOCH CpaBHEHHE. DTO pa3jiMuhe€ B YacTOTE
no6ounsix 3¢dexkroB co croponsl KKT B OCHOBHOM CBsI3aHO € Te€M, YTO IpHU IpHEME
MEJIOKCHKaMa peke HaONI0JAINCh TaKhe SBJICHUSA, KaK JAWUCIENCHsA, pPBOTA, TOIIHOTA,
abnmomuHanbHbIe 60, Yacrora mepdopanuii B Bepxaux otaenax KKT, si3B u KpoBOTeUEHUH,
KOTOpBIE CBSI3bIBAJIMCH C IPUMEHEHUEM MEJIOKCHKama, Obljla HU3KOW M 3aBHCENIa OT BEJIMYUHBI
J103Bl IIperapara.

5.2. apmMaKoKHHEeTHYeCKHUe CBOHCTBA

AOGcopouus

MenokcukaM MOJTHOCTBIO abcopOUpyeTCs ociIe BHYTPUMBIILIEUHOTO BBeieHUs. OTHOCUTENbHAS
OMOAOCTYIIHOCTh 110 CPAaBHEHHUIO ¢ OMOJOCTYIHOCTBIO IPU MpPUEME BHYTPb COCTaBJISET MOYTH
100 %. ITosromy mpu mepexojie ¢ MHbEKIMOHHOW Ha MepopajbHbIe (GOPMBI MOI00Pa 03B HE
TpeOyercs. [locie BHYTpUMBIILIEYHOrO BBEAEHHUS Ipenapara B Ao03€ 15 Mr MakcumalnibHas
KOHIIGHTpalusi B IUIa3Me KpoBU cocTasiser 1,6—1,8 MKr/mii u jgocTturaercsi B TEUCHHE
npuban3uTeNbHO 60-96 MUHYT.

Pacnpenenenne

MenokcukaM O4YEHb XOpOIIO CBS3BIBACTCA C O€JIKaMu TIUIa3Mbl KPOBH, B OCHOBHOM C
anbOymMuHOM (99 %). IIpoHUKaeT B CHHOBUAIBHYIO KHAKOCTh, KOHIICHTPAILHsS B CHHOBUAIBHOMN
XKuUAKocTU cocTaBisieT 50 % KOHIEHTpaluu B T1a3me kpoBu. O0beM pacripeneieHns HU3KUui — B
cpenreM 11 1. MexxuHIUBUAYaTbHBIC pa3indus cocTaBisitoT 7—20 %.

buorpancdopmarms

Menokcukam TMOYTH TIOJHOCTBIO MeETabONM3UpyeTcsl B IEYeHH C oOpazoBaHueM 4-X
(bapMaKoI0ruuecKu HEaKTHBHBIX IPOU3BOJIHBIX. OcHoBHOM MeTaboHT,
5'-kapOokcumenokcukam (60 % oT BeaMuYUHBI J03bI), OOpa3yeTcss IMyTeM OKUCIIEHUS
IPOMEKYTOUHOTO MeTabouTa, 5'-TUIPOKUMETUIIMETIOKCUKAMA, KOTOPBIH TaKXKe
9KCKPETUPYETCs, HO B MeHbInei creneHu (9 % oT BenuuuHbl 703b1). MccaemoBanus in Vitro
NoKa3ajid, YTO B JJAaHHOM METa0OJIMYECKOM MPEBPALlCHUH Ba)XXKHYIO pOJIb UIpaeT M30(epMEHT
CYP2C9, nononnutensHoe 3HaueHue umeer uzopepmeHT CYP3A4. B oOpasoBanum IByX
JIPYTUX METAa0OJUTOB (COCTABIISIONINX, COOTBETCTBEHHO, 16 % u 4 % OT BEIWYWUHBI JO3BI
npernapara) IpHHAMAET y9acTHe MEPOKCHUIa3a, aKTHBHOCTh KOTOPO, BEPOSTHO, HHMBH LY aJTbHO
BapbUpYET.

OIMMUHAIMA

BeiBoguTCS B paBHO# cTeNeHHW dYepe3 KWIICYHHK WM IMOYKaMH, IMPEHMYIIECTBEHHO B BHIIE

MeTabonuTOB. B HEM3MEHEHHOM BHJIE C KaJIOM BBIBOJUTCS MeHee 5 % OT BEJIMYMHBI CYyTOUHOMN
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J03bl, B MOYE B HEHU3MEHEHHOM BHUJE NpCHapat—oOHApyKIBACTCT —TOTBKO B CICHOBBIX
konuuecTBax. CpeaHuil epuo]i NoayBbIBEIEHUS MEJIOKCUKaMa cOCTaBisieT oT 13 1o 25 yacos.
[Tna3MeHHBINH KIUPEHC COCTABJISET B cpeaHeM 7—12 MIiI/MUH mOciie OJHOKPATHOTO MPUMEHEHHS.
MenokcukaM JIeMOHCTPUPYET JIMHEHHYI (apMakOKMHETHKY B jAo3ax 7,5-15 wmr mnpu
BHYTPUMBIIIEYHOM BBEJICHUH.

(DaDMaKOKI/IHeTI/I‘-IGCKaH-d)aDMaKOI[I/IHaMI/IquKaSI 3aBUCUMOCTD

IloyeyHass HEJOCTATOYHOCTh U IEYCHOYHAS HEJOCTATOYHOCTh

HenocratouHocTs QyHKIMM MEYEHH, a TaKkKe C1a00 BhIpaKEHHAsl MOYEUHAas HEIOCTaTOYHOCTD
CYUIECTBEHHOTO BIMSHUS Ha ()apMaKOKMHETHKY MeEJOKCHKaMa He okasbiBaeT. CKOpoCTh
BBIBEJICHUA MEJOKCMKaMa M3 OpraHu3Ma 3HAYUTENIbHO BBIIIE Yy MAlUEHTOB C YMEPEHHO
BBIPQKEHHOW TOYEYHON HEIOCTaTOYHOCThIO. MENOKCHMKaM XYK€ CBA3BIBaE€TCA C OenKaMu
I1a3Mbl KPOBM Yy TMAllMEHTOB C TEPMUHAIbHOW TMOUYEYHOW HejocTaTouHocThio. [Ipum
TEPMUHAIBHOW TIOYEYHOH HEJOCTATOYHOCTH YBEIMUYCHHE OOBbEMa paCIpElCICHUS MOXKET
IpUBECTU K Oojiee BBICOKMM KOHIIEHTpALUsIM CBOOOJHOIO MEJIOKCHKama, MO3TOMY Y 3THUX
MAIMEHTOB CyTOYHAsl 1032 HE JOJKHA MPEBBIIATH 7,5 MT.

JInia mo)KMjaoro Bo3pacra

[Toxxunple ManMEeHThl [0 CPaBHEHHIO C  MOJOJBIMU  IAalMEHTAaMH HMMEIT CXOJHbIE
(apMaKOKMHETHUYECKHUE MOKA3aTeNH. Y MOXKWIbIX MMallMEHTOB CPEAHUN IJIa3MEHHBIM KIMPEHC B
IEpUOJI PABHOBECHOTO COCTOSHUS (ApMaKOKMHETUKH HEMHOIO HIDKE, YeM Yy MOJIOJBIX
NalMEeHTOB. Y JKEHIIMH MOXKUJIOro Bo3pacTa 0oJjiee BBICOKME 3HAYEHMs IUIOLIAAM TOJ KPHBOM
«xoHneHTpanus-Bpemss» (AUC) u JANMHHBIA TEepHoJ] TOJYBBIBEIEHHUS, 1O CPaBHEHHUIO C

MOJIOABIMH IMAITMCHTaAMHU 000HX ITOJIOB.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeueHb BCIOMOraTeIbHbIX BellleCTB
HATPUS XJIOPUJ,

TJIAIH,

riukopypdypoi,

nosiokcamep 188,

METITYyMUH,

HATpUS TUAPOKCH]I,

BOJIA /ISl UHBEKIUH.

6.2. HecoBmecTuMOCTH

He npumennmo

6.3. Cpok roaHocT (CPpOK XpaHeHusl).
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3 rona.
6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NPH XPAHEHUH

B 3amuiieHHOM OT cBeTa MecTe, nmpu temiiepatype He Boiiie 30 °C.

6.5. XapakTep u coaep:kaHue NePBUYHON YIIAKOBKHU

ITo 1,5 M1 B amITyI1bI O€CIIBETHOTO HEUTPATIBHOTO CTEKIIa BMECTHMOCTBIO 2 MIL.

3, 5 amIys MOMENIAI0T B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY M3 TUIEHKU TOJIMBHHUIXIOPUTHOM.

1, 2 KOHTypHBIE TYEHKOBbIE YIIAKOBKY IIOMEIIAOT B IAYKYy U3 KAPTOHA.

B kaxnyro mauky BKJIQABIBAIOT HHCTPYKIHIO 10 IPUMEHEHHIO, CKApU(PHUKATOP aMITyJIbHBbIH.
CkapudukaTop aMIyJIbHBII HE BKJIIbIBAIOT B CIIy4ae MCIIOJIb30BAHUS aMITyJl C KOJIBLIOM HU3JI0Ma
WJIU C HAIPE30M U TOYKOM.

6.6. Oco0ble Mepbl MNPeJOCTOPOKHOCTH NPH  YHUYTOKEHHHM HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOr0  Ipenapata WJIH OTX0J0B, IOJYYEeHHBIX TOcjde HNPUMEHEeHHs
JIEKApCTBEHHOI0 Mpenapara u Apyrue MaHUMYJISIMU € TPenapaToM.

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanys

I[TAO «Cunres»

Anpec: 640008, Kyprauckas 061., r. Kypran, npocnext Koncrurymum, 1. 7.
Tenedon: +7 (495) 646-28-68

OnekrponHas moura: info@binnopharmgroup.ru

7.1. IlpeacraBure/ib AepKaTesss peruHCTPAllMOHHOIO YA0CTOBEPECHUS

[IpereH3un HOTD66I/IT6JICI>'I HaIpaBJIITh 110 aApecy.

Poccuiickas @enepanus

I[TAO «Cunres»

640008, Kypranckas o6:m1., r. Kypran, npocniekt Koncrutynuu, . 7.
Tenedon: +7 (495) 646-28-68

Anpec snekrponHoi moutsl: info@binnopharmgroup.ru

8. HOMEP PETUCTPALIMOHHOTI'O VIOCTOBEPEHHSA
JITT-Ne(000971)-(PT-RU)
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9. JATA NEPBUYHOM PEI'MCTPAINH—HOATBEPKAEHHS—PEFHCTPAHN;
MNEPEPET'UCTPAIINN)
Hara nepoii peructpanuu: 04.07.2022

10. JATA HEPECMOTPA TEKCTA

OOmas xapakTepucTHKa JieKapcTBeHHoro mnpernapata MenokcukamM-AKOC nmoctynHa Ha
uH(pOpMallMOHHOM TMopTaje EBpasuiickoro »KOHOMHMYECKOTO COr03a B HH(OPMAaLMOHHO-

KOMMYHUKaIMoHHOM cetn «HTepHeT»: http://eec.eaeunion.org/.



