COOTBETCTEBYET JKCNEPTHOMY OTUYETY
ot 09.01.2025 N= 84
OBILIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOFPO HPERAPATA “001)

1. HAMUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
Menokcukam-OBL, 7,5 Mr, TabieTkH.

Menokcukam-OBL, 15 mr, TabneTku.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB
JelicTByrolee BENIECTBO: MEJIOKCHUKAM.

MenokcukamM-OBL. 7.5 mr, TabneTku

Kaxxnas Tabnerka cogep ut 7,5 M METOKCHKaMa.
BcnomorarenbHble BelllecTBa, HATMYUE KOTOPBIX HAJ0 YYUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: Jlakto3a, HaTpui (cM. pazzaen 4.4).

MenokcukamM-OBL., 15 mr, Tabnerku

Kaxxnas Tabnerka cogepkut 15 Mr Menokcukama.
BcenomoratenbHble BelIecTBa, HATMYHE KOTOPHIX HANO YYHTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: Jlakto3a, HaTpuid (cM. pazzaen 4.4).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHASY ®OPMA
TalOmeTku.

MenokcukamM-OBL. 7.5 mr, TabneTku

Kpyribie miockonuanHapuyeckre TabJeTKH OT Oelloro ¢ JKEITOBAaTHIM OTTEHKOM JI0 CBETJIO-
KENTOro IBeTa, ¢ (hackoil. JlomyckaeTcs Jerkas «MpaMOPHOCTD.

MenokcukamM-OBL., 15 mr, TabneTku

prl"J'II;IG IJIOCKOIHUIIMHAPUYCCKHEC TaOJIETKH OT O€JIOro ¢ JKEJNTOBATHIM OTTEHKOM J0 CBETIIO-

HKENTOro IBeTa, ¢ (packoit u ¢ puckoit. JlomyckaeTcs jgerkas «MpaMOPHOCTD.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHH IO

[Ipenapatr Menokcukam-OBL noka3an k IpUMEHEHHUIO y B3POCIIBIX U eTel B Bo3pacTe oT 12 110
18 jieT A CHUMITOMATUYECKOTO JICUCHHUS CIEIYIONINX 3a00JIeBaHU:

- OCTEOapTPHUT (apTpo3, JETeHEepaTHUBHBIEC 3a00JICBaHUS CYCTaBOB), B TOM YHCIIE C OOJEBBIM
KOMIIOHEHTOM;

- PEBMAaTOUIHBIN apTPUT;

- aHKI/IJIOBI/IpyIOH_[I/II\/'I CIIOHAUJINT,



ot 09.01.2025 N= 84

- JOBEHMJTBHBIH PEBMATOMIHBIH apTpuT (y namudaToB ¢ MAkdoit rera > 60 rrye U CTE 0007

COOTBETCTBYET 3KCNEPTHOMY OTYETY

- ApYyruc BOCIHAJIUTCIBbHBIC U NCTCHCPATUBHBIC 3a6OJIeBaHI/I}I KOCTHO-MBIIIICYHOU CHUCTCEMBbI, TAKHC
KaK apTpomnaTuu, JopconaTuu (HampuMmep, UIMac, 00i1b BHU3Y CIIMHBI, TICYEBOM NEpUAPTPUT U
JIPYTHUE), COMMPOBOXKIAIOIINUECS OO0JIBIO.

Menokcukam-OBL noka3an k nmpuMmeHnenuio y nerei ot 0 mo 12 net (¢ maccoii Tena > 60 kr) s
CUMIITOMAaTUYCCKOT'O JICUCHUA FOBCHUJIBHOT'O PCBMATOUAHOT'O apTpUTaA.

HpenapaT npeaHa3sHa4uCH IJIsd CUMITOMATHYECKOMU TCparu, YyMCHBIICHHUA 60J'II/I 1 BOCIIAJICHUA
Ha MOMEHT IPUMEHEHUs, Ha MPOrpeccupoBaHue 3a00JIeBaHUs HE BIIMSIET.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus

MaxkcumManbHas cyTouHas 103a — 15 mr.

Ocmeoapmpum ¢ 6oresvim cunopomom: 7,5 Mr B cyTku. [Ipu HEOOXOIUMOCTH 71032 MOXKET OBITh
yBeJIMYeHa 10 15 MT B CyTKH.

Pesmamouonwiii apmpum: 15 mr B cyTku. B 3aBucumoctu ot nede6Horo 3ddexra mo3a MoxeT
OBITH CHIKEHA 10 7,5 MT B ICHb.

Anxunozupyrowuii cnonounum: 15 mr B cytku. B 3aBucuMoctu ot snedebHOro 3ddexra mo3a
MOJKET OBITH CHHIKEHA 0 7,5 MI' B JICHb.

FOgenunvnwviti peemamouonswiii apmpum: 7,5 MI' B CyTKH.

VBenuueHue [03bl IIpernapara BbIIIE PEKOMEHIYEMOW CYTOYHOM J03bl HE IPUBOAUT K
MOBBIMICHUIO €ro 3P GeKTUBHOCTH. JloCTymHBIE TO3UpOBKH mpermapata MenokcukamM-OBL He
MO3BOJISIIOT MPUHUMATH Mpenapar naydeHTam ¢ Maccou tesna meHee 60 Kr.

Oco0ble rpyInel NALKMEHTOB

Tayuenmoi ¢ Hapywenuem yHKyuu novex

VYV nmanueHToB C BBIPAXKEHHOM MOYEYHOM HEAOCTAaTOYHOCTHIO, HAXOMAIIMXCS HA TeMOIUAIMN3E,
J103a HE J0JI’KHA MPEBBIIATH 7,5 MI' B CYTKH.

VY nanMeHToB ¢ NMOYEYHOM HENOCTATOYHOCTBIO JIETKOW M CPEIHEH CTENEHU TSHKECTU (KJIMPEHC
kpeatuHrHa (KK) Gonee 25 mMi/MuH) KOpPEKIHs 1036l HE TPeOyeTcs.

Ilayuenmul ¢ napywenuem ynKyuu neveHu

VY nmanueHToB ¢ MUPPO30M IMeueH! (KOMITIEHCUPOBAHHBIM ) KOPPEKITUH 10361 HE TpeOyeTCsl.
Ilpuem 6 cocmage KOMOUHUPOBAHHOU Mepanuu

He cnegyer nmnpuHuMMarh mpenapaT OJHOBPEMEHHO C  JPYTUMH  HECTEPOUIHBIMHU
MPOTHBOBOCTIANIUTENbHBIME TipenapaTtamu (HITBIT).

Iayuenmul ¢ nOBbILEHHBIM PUCKOM PA3GUMUS HENHCENAMENbHBIX A6NEeHUl

Tak Kak TMOTEHLHWAJIbHBIA PHUCK HEXEIATEIbHBIX pEaKUUd 3aBUCUT OT JI03bl U

MMPOAOJIKUTCIILHOCTU JICUHCHUS, CICAYCT NPUMCHATL MAKCUMAJIbHO BO3MOXHBIC HHU3KUC JO3bI U
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 09.01.2025 N= 84
(MOCNEOOBATENEHOCTL 0001)

AJIUTCIIBHOCTD IPUMCHCHUA.

MakcumManbpHas peKOMeH1yeMasi CyTO4Has 1032 — 15 Mr. Y nanueHToB ¢ NOBBIIIEHHBIM PUCKOM
pasButus HexenarenbHbIX peakiuit (HP) (3aboneBanust XKKT B anamHese, Hanmuune GakToOpoB
pHUCKa CepIeYHO-COCYAUCTBIX 3a00IeBaHUI) pEKOMEHAYETCSl HAUMHATD JICYeHHE C T03bl 7,5 MT B
neHb (cM. pazaen 4.4.).

eTu
Hemu 6 6o3pacme mnadue 12 1em
D¢ dekTUBHOCT, M 0€30MacCHOCTh Tpemapara y aered maame 12 jer, 1Mo MoKa3aHWsIM,
OTJIMYHBIM OT IOBEHUJIBHOTO PEBMATOUIHOTO apTpUTa, HE M3ydeHa. Pexxum 03upoBaHUA Ui
neredt muazamie 12 jieT ¢ IOBEHUJIBHBIM PEBMATOUIHBIM apTPUTOM HE OTJIMYAETCS OT pexXuma
JIO3UPOBAHUS JUIsI B3POCIIBIX.
Jlemu 6 so3pacme cmapwie 12 nem
Pexxum no3upoBanust 1is gereid ot 12 qo 18 ner He oTiaumyaercs OT pekuma JO3UPOBAHUS IS
B3POCJIBIX.

Cnooco0 nnpuMeHeHus

Baytps. OOmiyto CyTouHyr 103y cielyeT NpUHHMaTb B OJUH INPUEM, BO BpeMs €lbl, HE
pa3xKeBbIBas, 3aMMBasi BOJOM.

4.3. IIpoTBONOKA3aAHUS

- TUIEPYYBCTBUTEIBHOCTh K MEJIOKCHKaMy MM K JIIOOOMY M3 BCIIOMOTAaTEIbHBIX BEIIECTB,
MEePEUYUCIICHHBIX B pazzaene 6.1;

- IIOJTHOE WJIM HETIOJIHOE COYeTaHue OPOHXUAIbHOM aCTMBbI, PELIMIUBUPYIOILETO MOJINII03a HOCa U
OKOJIOHOCOBBIX ~ Ia3yX, AQHTMOHEBPOTHMYECKOTO OTeKa WM KPAalMBHHII, BbI3BAaHHBIX
HEIEPEHOCUMOCTBIO aleTUICAIMIWIOBON KucinoThl win apyrux HIIBII m3-3a cymectByromein
BEPOSITHOCTH NEPEKPECTHOM YyBCTBUTEIBHOCTH (B TOM YHCIIE B aHAMHE3E);

- SPO3MBHO-SI3BEHHBIC IOPAKEHMsI >KEIyAKa U JBEHAJUATUIEPCTHOW KHIIKA B CTaIuH
000CTpEeHNs NI HEJAaBHO TIEPEHECEHHBIE;

- aKTUBHOE KETyJOUHO-KUIIEeYHOE KpPOBOTEUECHHE, HE/IaBHO NIEpPEHECEHHBIE
LepeOpOBACKYNIAPHBIE  KPOBOTEYEHHUS WM  YCTAaHOBJIIEHHBIM  JuarfHo3  3a0oyieBaHUM
CBEPTHIBAIOLIEH CUCTEMBI KPOBH;

- BOCHAIMTENbHbIE 3a00ieBaHusl KuiieyHuka (Oone3np Kpona, Hecrenuduueckuil s3BEHHBIH
KOJIUT) B CTaJIUU OOOCTPEHHUS;

- TsDKeJIast Ie4eHOYHasi HEJOCTaTOYHOCTb WIIM 3a00JIeBaHue IEYEHH B aKTUBHOH (ase;

- TsDKeJlasi IoYeyHasi HeI0CTaTOYHOCTb (€C/IM He MTPOBOAUTCS TeMOUAIN3, KIMPEHC KpeaTHHUHA
(KK) <30 mn/muH), mporpeccupymomiee 3a0ojeBaHHE MOYEK, B TOM YHWCIE MOATBEP)KICHHAsS

THUIICPKATTUCMUA,



COOTBETCTBYET 3KCMEPTHOMY OTUYETY
ot 09.01.2025 Ne 84

- BBIpAKEHHAS HEKOHTPOTHpYeMas cepaeunas Henocratbditersr - oA TENBHUCTE 0007

- Tepamnusi MepUoIePAIIMOHHBIX 00JIeH P MPOBEACHUN IIYHTHPOBAHUS KOPOHAPHBIX apTepHil;

- eprol 6epeMEeHHOCTH U IPYIHOTO BCKapMIUBaHUs (CM. paszen 4.6).

4.4. OcoOble yKa3aHHsl U MepPbI MPEI0CTOPOKHOCTH NMPHU NMPUMEHEHU !

[Ipenapar Menokcukam-OBL crnegyer npuHMMaTh € OCTOPOXHOCTBIO TIPH  CIEIYIOITUX
3200JIEBaHUSX U COCTOSTHUSX:

- 3a0oneBanus xxenynouHo-kumeyHoro Tpakra (JKKT) B anamHese (s13BeHHas 00JI€3Hb KETyAKa
1 12-mepCTHOM KUIIIKH, 3a00JICBaHUS TICYCHN );

- XpoHHUECKas cepaieuHas HegoctatouHocTh (XCH);

- moueyHas HenoctarouHocTh (KK 30-60 mi/Mun);

- nmemmdeckas 6onesns cepaua (MbC);

- IepeOpPOBACKYIISIPHBIE 3a00JICBaHUS;

- TUCIIUTIUAEMUS/TUIIEPIIUITHIEMUST;

- caxapHbIi Tuader;

- COMYTCTBYIOIIAs Tepanusl CICIYIOIINMHU MpenapaTaMu: MepopabHbIC TITIOKOKOPTUKOCTEPOUIBI
(Hampumep, TPEAHU30JIOH), AHTUKOATyJISHTHI (Hampumep, BaphapuH), aHTHATPETAHTHI
(HampuMep, aleTUIICATUITUIOBAs KUCI0Ta, KIOMUIOTPEN), CEICKTUBHBIC HHTHOMTOPHI O0OPaTHOTO
3axBara CEpOTOHMHA (HAPUMED, ITUTATIONPaM, (IIYOKCETHH, TAPOKCETHUH, CEPTPAIIIH);

- 3a0o0sieBaHne TIepUPEePUIECKUX apTepHit;

- MMOKWJION BO3PAcCT;

- nnurtenbHoe npumeHenne HIIBIT;

- BpeJIHbIE IPUBBIYKHU (KypeHHE, YaCTOE YIOTPeOICHUE aIKOTOIs).

AJIepruyeckKue peakimu

[Tpu npumenennn npenapara MenokcukamM-OBL MOTyT pa3BUBaThCS TAaKHE CEPHhE3HBIC PEAKITHH
CO CTOPOHBI KOXH, Kak 3KC(hOIMaTUBHBIN nepmaTuT, cuHApoM CrtuBeHca-/[>KoHCOHa,
TOKCHYECKUH »muaepManbHblii Hekponus. llosTomy cnexyer ynenats oco0oe BHHMaHHUE
NalMeHTaM, COOOIIAIOMIMM O Pa3BUTUU HEXEJATENbHBIX SBJICHUH CO CTOPOHBI KOXH H
CIIM3UCTBIX O00JIOYEK, a TaKXKe peakUUid MOBBIIIEHHOW YYBCTBUTEIBHOCTH K Ipemnapary,
0COOEHHO, €cM MOAOOHbIE peakluyd HaOII0JaNUCh B TEUEHHUE MPEABLAYIINX KYpCOB JICUEHHUS.
Pa3Butne noqoOGHBIX peakiuii HabmoJaeTcsl, Kak MPaBUiIo, B TEUEHUE TIEPBOTO MECsIa JICUCHUSI.
B ciydae mosiBieHust mepBBIX NMPU3HAKOB KOXKHOM CHIMTU, U3MEHEHHUH CIIM3UCTBIX 000JI0UEK HITH
JIPYTUX MPU3HAKOB TUIIEPUYBCTBUTEIBHOCTH JJOJHDKEH pacCMaTpUBATHCS BOMPOC O MPEKPALICHUH
npuMeHeHus npemnapaTta Menokcukam-OBL.

beutn  monmydyeHbsl cooOmieHUsT O (UKCHPOBAHHBIX BBICHIIAHUSAX HAa KOXKE TMPU MpPUEME

Menokcukama. He CJICAYCT NMOBTOPHO Ha3HAYaThb MCJIOKCUKAM IMAllMCHTAM, B daHAMHE3C€ KOTOPBIX
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 09.01.2025 N= 84
(bMKCHPOBAHHAS TEKAPCTBEHHAS CHIMb, CBA3AHHASL C TIPHMEHOHHON- MTOREHKANA. "BOIMOMKHO

Pa3BUTUC NICPCKPCCTHBIX peaKuHﬁ Ha JpYruc npcraparthbl KJiaCCa OKCHUKAMOB.

TTanwuenTts! ¢ 3a0oneBanusmu JKKT

[Taiuentel ¢ 3aboneBanusmMu  JKKT  JOMKHBI  PETyJsSIpHO TPOXOAUTh  MEIUIIMHCKOE
obcnenoanue. [Ipu BosHuKkHOBeHUH si3BeHHOTO mopakeHus JXKT nmu sxenmy109H0-KUIIIEYHOTO
KpoBoTedeHwus npenapatr Menokcnkam-OBL HeoOX01MMO OTMEHUTH.

S3Be1 B XKKT, nepdopanmst uiau KpoBoTeUeHHUE MOTYT BOSHUKHYTH B XoJi¢ mpumenenust HIIBII B
a000e BpeMs, Kak MpU HaJUYUKU HACTOPAKUBAIOLIUX CHUMITOMOB WJIM CBEACHHH O CEpbe3HbIX
JKEITYJOYHO-KHMIIIEYHbIX OCJIOKHEHUSAX B AHAMHE3€, TaK W IPU OTCYTCTBUU 3THX IPU3HAKOB.
[TocnencTBust JAaHHBIX OCIOXKHEHUH B 1[EIOM 0oJiee CEpbe3HbI Y MAIIMEHTOB MOKUIIOTO BO3PAaCTa.

ITanmeHTH! ¢ 3a00JIEBAHUSIMU CEPIEYHO-COCYIUCTON CUCTEMBI

Onucanbl cnydyan npu npueme HIIBII moBblieHHs pucka pa3BUTHSL CEPbE3HBIX CEPJICUHO-
COCYAMCTBIX TpoMOO030B, HH(]apKTa MHOKapAa, NPUCTyNAa CTEHOKapJIWH, BO3MOXKHO CO
CMCPTCJIIbHBIM HCXOA0M. Takoi1 PHUCK MOBBIIACTCA NPU JJIMUTCIbHOM NPUMCHCHUU IPCIlapara, a
TAKXKC Y MAaIUCHTOB C BBIICYKA3aHHBIMU 3a6OJIeBaHI/I$IMI/I B aHAMHEC3C U NPCAPACIIOJIOKCHHBIX K
TakUM 3a00JIEBAHUSM.

[TanmeHTHI ¢ 3a00JCBaHUSIMH OYEK

HIIBIT uHruOupytoT B mOYKax CHHTE3 MPOCTArjaHInHOB, KOTOPhIE YYaCTBYIOT B MOIEPKaHUH
noueynoit mepdy3un. [Ipumenenwe HIIBII y mnmanueHTOB CO CHUXEHHBIM [OYCYHBIM
KPOBOTOKOM MJIM YMEHBIIEHHBIM OOBEMOM LHMPKYJIUPYIOIEH KPOBU MOXKET IPHUBECTU K
JIEKOMIIEHCAIIMM CKPBITO MpOoTeKarome mnouyeyHoit HegoctatouHocTH. [locne ormensr HIIBIIT
(GyHKIHS TOYEeK OOBIYHO BOCCTaHABIMBACTCS /10 MCXOJHOTO YpoBHs. B HamOombiiel creneHu
PUCKY pa3BUTUA 3TOM PEaKIUU IOABEP>KCHBI MALMEHTHI IIOKUJIOTO BO3pACTa, MALMEHTHI, Y
KOTOPBIX OTMEUaeTCsl AeTUApaTanus, 3aCTOMHAs CepAeYHasi HEAOCTaTOYHOCTh, IUPPO3 NEYCHH,
HE(PPOTUUECKUI CHHIPOM WM OCTpPble HAPYLUIEHUsS (QYHKLUU MOYEK, MAlUEHThI, OJHOBPEMEHHO
NPUHUMAIOIIME  JWYPETHUYECKHE  CPENCTBA, WHTUOUTOPHI  aHTHMOTEH3MHIIPEBPAIIAOIIETO
¢depMeHTa, aHTAroHUCTHl aHruoTeH3uH Il perentopoB, a Takke NAIMEHTHl, IEpEHECHINe
CEpbE3HbIE XMPYPIMYECKHE BMEINATEIbCTBA, KOTOPBIE BEAYT K THMIIOBOJIEMHH. Y TaKUX
NAlMEHTOB B Havaje Tepanuy cieayeT TIATeIbHO KOHTPOIMPOBATh ANYpe3 U (PYHKIUIO MOYEK.
Jluypetuku

IIpumenenne HIIBII coBMeCTHO ¢ IUypEeTHUKaMU MOKET IPUBOIAUTH K 3aJ€PKKE HATPHs, KaJIHs
U BOJABI, a TAaK)K€ K CHIDKCHUIO HATPUHYPETUYECKOrO IEHCTBUS MOYEIOHHBIX cpencts. B
pe3ysbTare 3TOro y NPEIPACIIONOKCHHBIX IAIMEHTOB BO3MOYKHO YCHUJICHME IIPH3HAKOB
CepAeYHON HEAOCTAaTOUYHOCTU WM TrunepreH3uu. [1oaToMy HeoOXOAMM TIHIATENbHBIH KOHTPOJIb

COCTOSAHUA TAKHX IMAIIUCHTOB, 4 TAKKC Y HUX NOJDKHA NOAACPIKUBATLCA aICKBATHAA T'UApaTaAllUs.
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COOTBETCTBYET 2KCNEPTHOMY OTUYETY
ot 09.01.2025 N= 84
Jlo Hayama JleueHHs HEOOXOAUMO HCCIeNO0BAHHE dyikrim St 1B it Trosedems

KOMOWHUPOBAHHOM TEpaIuu CIeyeT TaKkKe KOHTPOIUPOBATH (DYHKIIMIO MOYEK.

H3MeHeHue 1abopaTopHbIX MMOKa3areaei

[Ipn mpuMeHeHMHM MeNOKCHKaMa (Tak ke, kKak W OospmmHcTBa Apyrux HIIBIT) Bo3MoXxHO
AMHU30IUYECKOE MOBBIIICHUE AKTHBHOCTH TpPAaHCAMHHA3 B CBIBOPOTKE KPOBH HIIH JIPYTHUX
nokasarenei QyHKIuU nedeHd. B OONBIIMHCTBE CllydaeB 3TO MOBBINICHUE ObLTO HEOOIBITUM U
OpexoasimuM. Eciu  BBISIBICHHBIE HW3MEHEHUS CYIIECTBEHHBI WM HE YMEHBIIAIOTCS CO
BpEMEHEM, CJIelyeT OTMEHHUTh mpueM mpenapara Menokcukam-OBL u npoBoauTh Habm01eHIE
3a BBISIBJICHHBIMH JJA00PAaTOPHBIMH U3MEHEHHSIMH.

QOciabiaeHHbIe NAlUEHThI

OcnabaeHHbBIC WU HCTOHICHHBIC MAIUCHTBI MOTYT XYXKC IICPCHOCHUTDH HCKCIIATCIILHBIC ABJICHUS,
B CBs3H C UEM TAaKUEC MAITMCHTHI AOJIPKHBI HAXOJHUTHCA 110 THIATCIIbHBIM Ha6J'IIOI[eHI/IeM.

Nudexnnonuble 3a00JI€BaHUS

[Momo6no nmpyrum HIIBII, MenmokcukaM MOXET MAaCKHPOBAaThb CHMITOMBI OCHOBHOTO
UH(EKIIMOHHOTO0 3a00IeBaHusl.

BcnoMorarenbpHEIC BEIECTBA

[Ipenapar Menokcukam-OBL coxepxut makto3y. [lamueHTam C peakod HacCIeICTBEHHOM
HCIICPCHOCUMOCTBIO TaAJIaKTO3hI, I[e(bI/II_[I/ITOM JIaKTa3bl, HCICPCHOCHUMOCTBIO JIAKTO3bl WJIA
TIIFOK030-TAIAKTO3HON MallbabcopOLueli mpemapaT mpoTHBOIIOKA3aH.

[Ipenapar Menokcukam-OBL conepkut coemunenust Hatpus. OOmiee KOJIMYECTBO HATPUS HA
0JIHy TabyieTKy MeHee 1 MMoutb (23 Mr), TO €CTh 1O CYTH HE COJICPKUT HATPHSI.

4.5. B3aumopeiicTBusl ¢ JPYrHMH JeKAPCTBEHHBIMH MNpenapaTtaMu W Jpyrue BHUIbI
B3aUMO/ACHCTBUSA

Hpyrue I/IHFI/I6I/ITODH CHHTE3a MNpOoCTarJlaHAMHOB, BKJIIOYasd TJHOKOKOPTUKOCTCPOUABI H

CaAJIMIINJIATHI.

OnHOBpEMEHHBII TpUEM C MEJOKCHKaMOM YyBelanuuBaeT puck oOpasoBanus 538 B JXKKT u
KeNyTOYHO-KUIIEYHBIX KPOBOTEUEHUH (BCIEICTBUE CHHEpru3Ma aeucTBusi). OIHOBpEMEHHBII
npuem ¢ npyrumu HIIBII He pexomenayercs.

AHTHKOAryIsSHTEI 1A npueMa BHYTDPB, renapuH JJIA CHUCTEMHOT'O IIPHUMCHCHMU,

TPOMOOJUTUYECKUE CPEACTBA.

OpnHOBpeMEHHBII TNpUEM C MEJIOKCUKAMOM IIOBBIIIAET PUCK KpOBOTEUYEeHHsd. B ciyuae
OJIHOBPEMEHHOT'O IPUMEHEHHUsI He0OXO0IUM TIATEIbHBINA KOHTPOJIb 32 CBEPTHIBAIOIIEH CUCTEMOMN
KpPOBH.

AHTUTPpOMOOLIMTAPHBIE  TIpenaparbl, HWHCHOUTOPHI  00paTHOrO  3aXBaTra  CEPOTOHUHA.

OI[HOBpeMeHHBII\/'I npueM ¢ MCIOKCUKAMOM TMOBBIIIACT PUCK KPOBOTCUYCHHA BCICACTBUC
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ot 09.01.2025 N= 84

WHTUOMpPOBaHMS TpomOouuTapHoit ¢ynkuun, B c%&j%ﬁgﬁﬁgﬂh (3C -I;ﬁﬁl'zlln:r'eﬂéﬂm

COOTBETCTBYET 3KCNEPTHOMY OTYETY

HE00XO0/IUM TIATEIbHBII KOHTPOJIb 32 CBEPTHIBAIOIIECH CHCTEMOW KPOBH.

IIpenapaTsl TUTHSL.

HIIBII noBeIIal0T KOHIEHTPAIMIO JIUTHS B TUIa3M€ MOCPEICTBOM YMEHBIIEHHUS BBIBEJACHUS €T0
noukamu. KoOHLEHTpaluss JIUTUA B IUIa3M€ MOXET JOCTUTraTh TOKCHYECKUX 3HAYCHUH.
OnHoBpeMEHHOE NPUMEHEHUE MEJIOKCHMKaMma C TMpernaparaMyd JUTUsS HE peKoMeHuyercs. B
ciydae He0OXOIUMOCTHA OJHOBPEMEHHOTO MPUMEHEHHSI PEKOMEHIYeTCS TIIATeIbHBI KOHTPOJIb
KOHIIEHTPAIlUH JIUTHS B IJIa3ME B TEUECHHE BCETO Kypca MPUMEHEHUS MPEenapaToB JIUTHUS.
MeroTpekcar.

HIIBII cHMKarOT CEKpenIo METOTPEKCATA IIOYKAMU, TEM CaMbIM, IIOBBIIIAS €TI0 KOHLICHTPALUIO
B tuiazme. OHOBpEMEHHOE MPUMEHEHNE METOKCUKaMa U MeToTpekcara (B go3e Oornee 15 mr B
HEJIENI0) HE pEeKOMeHayeTcs. PHCK B3auMOACHCTBUSA TPH OJHOBPEMEHHOM IPHUMEHECHHH
METOTpEKCcaTa U MEJOKCHMKAaMa BO3MOXKEH TAKXKE Yy MAallMeHTOB, MOJYYalOIIMX HU3KHE 03Bl
METOTpEeKCaTa, OCOOCHHO Yy TMAalMEeHTOB C HapymieHMeM (GYHKIMU TMoYek. B  ciydae
OJTHOBPEMEHHOTO TPHUMEHEHHUsT HEOOXOIUM TIIATEIbHBI KOHTPOIb 3a (YHKIMEH TOouYeK u
dbopmysoii  KpoBH. MENOKCHKaM MOXET YCHJIMBATh T'€MaTOJOTHYECKYI0 TOKCHYHOCTH
METOTpeKcaTa, OCOOCHHO y TAaIMEeHTOB C HapymieHueMm (GyHKuuH modek. [Ipu coBmecTHOM
MPUMEHEHUN MEJIOKCHKaMa U METOTpeKcaTa B T€UeHHe 3-X JAHEH BO3pacTaeT PUCK MOBBIIICHHS
TOKCHYHOCTH IOCJICIHETO.

KoHTpallenTusel.

Ectp nannsie, uro HIIBII moryT cHn®kaTh 3()PeKTUBHOCTh BHYTPUMATOYHBIX KOHTPAIIENITUBHBIX
CPEICTB.

Jlnypetuku

[Tpumenenue HIIBII B cimydae 00e3BOKMBaHUS MAIIMEHTOB COMPOBOXKIACTCS PUCKOM Pa3BUTHUS
OCTPOM MOYEUHOW HETOCTATOYHOCTH.

AHTHUTHIEpTEH3UBHLIE apernaparsl (OeTa-aapeHo0JI0KATODEI, WHTUOUTODEI

AHTHOTCH3HMHITPCBPAIIAIOICTO d)eDMeHTa, Ba30aMJ1aTaTOpPkI, I[I/IVDGTI/IKI/I).

HIIBIT cHmxaroT 3¢h(dEKT THMOTEH3UBHBIX CPEACTB, BCJICICTBHE HMHTHOWPOBAHUS CHHTE3a
MpOCTarjaHAMHOB, 001aJAI0NINX Ba30IUIATUPYIOIIMMU CBOMCTBAMH.
AHTarouncrtsl a"HruoreH3uH-11 peLCOTOPOB U I/IHFI/I6I/ITODBI AHTHUOTCH3UHIIPCBPAIIIAOIICTO

{he[}MeHTa.

[Tpu coBmectnom npumenennu ¢ HIIBII ycumnmmBaioT cHmkeHHe Ki1yOOUYKOBOM (GMIIBTPAILIMH, UTO,

TE€M CaMbIM, MOXKET MPUBECTU K Pa3BUTUIO OCTPOM MOYEUHON HENOCTATOYHOCTHU, OCOOEHHO Yy
NAIMEeHTOB C HApYyIICHUEM (YHKINHU TTOYEK.

Koxectupamud.
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Konectupamun, cBs3biBas menokcukaM B XKKT] npnsoﬁ%'k&%‘%éﬁE:éT&WvTﬁlﬂeH {110.

MKI0CIOpHH.

HIIBII, oxa3piBasgs [J€WCTBUE HA [OYEYHbIE [MPOCTAIVIaHAWMHBI, MOTYT  YCHUJIMBATh
HE(PPOTOKCUYHOCTh LIUKJIOCIIOPHHA.

ITemerpekcen.

[Ipn onHOBpEMEHHOM NMPUMEHEHUHU MEJOKCHKama U nemerpekcena y nanuentos ¢ KK or 45 no
79 MJI/MMH TIpHEM MeEJOKCHKaMa CleQyeT NpeKpaTHTh 3a S5 JHEeHl 40 Hadama mnpuema
neMeTpeKkcesa U BO3MOXKHO BO30OHOBUTH uepe3 2 JHs IOc/ie OKOHYaHHs MpHeMa IpernapaTta.
Ecnu cymectByeT He0OXOAMMOCTh B COBMECTHOM NPUMEHEHUHN MEJIOKCHKaMa U IeMeTpeKcea,
TO TAIMEHTHl JOJDKHBI HAXOAWUTHCS TOJ TIHIATENBHBIM KOHTPOJIEM, OCOOCHHO B OTHOIICHUH
MUEJOCYNIPECCUM U BO3SHUKHOBEHUS HExenaTeabHbIX peakuuii co croponsl XKKT. V nanuentos
¢ KK menee 45 mi/MuH nipueM MeIOKCHKaMa COBMECTHO € IMTEMETPEKCEIOM HE PEKOMEHTYETCS.

JlekapCTBEeHHBIE IIpenaparbl, KOTOPHIE OO0JAJA0T H3BECTHOH CHOCOOHOCTBHIO HMHTHMOUPOBATH

CYP2C9 w/unu CYP3A4 (wnu MeTaOoIu3UpyIOTCs IPU YIACTUH ATUX (DEPMEHTOB).

[Ipy mnpUMEHEHMH COBMECTHO C MEJIOKCHKAMOM JIEKAPCTBEHHBIX TIPENaparoB, KOTOPHIC
obmamaroT W3BeCTHOM cmocoOHOCThi0 uHrHOMpoBath CYP2C9 wwm CYP3A4 (wm
METabOMM3UpPyeTCs TMPU  ydacTUM  OTUX  (EPMEHTOB), TaKUX KakK  IPOU3BOJHBIC
CyJIB(bOHI/IJIMO‘IeBI/IHBI nJIn HpOGGHGHHI{, CICAyCeT NpHUHUMATb BO BHHUMAHHC BO3MOXXHOCTDH
(hapMaKOKMHETHYECKOTO B3aUMO/ICHCTBUS.

[lepopasibHBIC THITOTIMKEMHYECKUE CPEJICTBA (HAIPUMED, TTPOU3BOIHbBIE CYIb()OHMIMOYCBUHBI,

HaTEeTJIMHU).

Bo3moxnbl B3aumopeiictus, omnocpenoBaHHsle CYP2C9, koropble MOryT HpPHUBECTH K

YBEJIUYCHUIO KOHIEHTPAIIMU KaK 3THX JIEKAPCTBEHHBIX CPEJCTB, TAK U MEJIOKCHMKaMa B KPOBH.
[TarueHTHl, OTHOBPEMEHHO NMPUHUMAIOIIUE MEJIOKCHUKAM C MpenaparaMu Cylb()OHUIMOYEBUHBI
WIM HAaTETJIMHUAA, JOJDKHBI THIATETbHO KOHTPOJIMPOBATh KOHLIEHTPALIUIO TJIFOKO3bI B KPOBH U3-
3a BO3MOKHOCTH PA3BUTHS THIIOTIIMKEMHUH.

B3anMoelicTBUH HE BBISIBIEHO

[Ipy oxHOBpEMEHHOM NPUMEHEHHWM AaHTALMJOB, LHUMETUIMHA, IUTOKCMHA M (ypocemuia,
3HAYUMBIX (PapMAKOKMHETUYECKUX B3aUMOJIEHCTBUI BBISIBICHO HE OBLIO.

4.6. ®epTWIBLHOCTD, DEPEMEHHOCTDb U JAKTALUA

bepemeHHOCTB

[Ipumenenue mpemapara MenokcukaM-OBL mpoTrBOmoka3zaHo BO BpeMsi OEpeMEHHOCTH (CM.
pasnen 4.3).

[Tpumenenne HIIBII xenmunamu ¢ 20-oi Hepenn 6epeMEHHOCTH MOXKET MMPUBECTH K Pa3BUTHIO

MaJIOBOaAHUA H/WIIN MaTOJIOTHH IT0YEK Y HOBOPOXKXJICHHBIX (HGOHaTa.HBHaH IIo4uyc4yHasa HHC(byHKHHH).
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(NOCNEOQCBATENBEHOCTL 0001)

JlakTamus

H3BectHo, uro HIIBII mpoHMKarOT B TpyAHOE MOJIOKO, IMO3TOMY IPUMEHEHHE IIperapara
Menoxkcukam-OBL B mepros rpyiHOro BCKapMIIMBaHUS IPOTUBOIIOKA3aHo (cM. pasnen 4.3).

DepTUILHOCTE

Kak mnpenapar, WHruOMpyrOUmMi CHHTE3 IMKJIOOKCHUI'€HA3bl/POCTArJaHMHOB, Ipenapar
Menokcukam-OBL MoxeT oka3bIBaTh BIMSHHE Ha (PePTHIBLHOCTH, IO3TOMY HE PEKOMEHIYETCs
€ro MpPUMEHEHUE Yy JKEHIIWH, IUIaHUpYomMx OepeMeHHOCTh. Menokcukam-OBL  wmoxer
IPUBOANUTE K 3aJiepKKE OBYJALMU. B CBS3M € 3TUM, Yy JKCHIIUH, MMEIOLUX MPOOIEMBI C
3a4aTUeM M NPOXOJALIMM OOCIe0BaHHE IO IOBOAY IMOJOOHBIX MPOOJIEM, PEKOMEHAYETCs
OoTMeHa rpremMa npenapata Menokcukam-OBL.

4.7. BausiHMe HAa CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeACTBAMHM W padorarh C
MeXaHM3MaMH

CrienuanpHbIX KIMHUYECKUX HUCCIIEAOBAaHUH BIMSHUSA MEJIOKCHKAaMa Ha CIIOCOOHOCTH YIPAaBIIATh
TPAHCIIOPTHBIMU CPEACTBAMU M MEXaHU3MaMU HE NpoBoAWSIOoCh. OAHAKO IpPH yIpPaBICHHUH
TPAHCHOPTHBIMHM CPEJICTBAMU W PAa0OTE C MEXaHM3MaMU ClEIyeT NPUHHMATh BO BHHUMaHHE
BO3MOXHOCTb Pa3BUTHs FOJOBHOW 0OJIM, TOJIOBOKPYKEHHS U COHIMBOCTU. [lanmenram cienyer
COOJII0JIaTh OCTOPOXKHOCTb IIPU YIIPABICHUH TPAHCIIOPTHBIMU CPEJCTBAMU M MEXAHU3MaMHU.

4.8. HexxesaTeJIbHbIE peaKkIuu

TabauyHoe PEe3IOME HEXKENATEIbHBIX DEAKIINN

Knaccugukaruss 4acToTbl pa3BUTHS HEXKENATSIBHBIX PEAKIUH COTIACHO PEKOMEHIAIHSIM
Bcemupnoii opranuzaruu 3apaBooxpanenus (BO3):

ouyeHb yacto > 1/10;

4acTo >1/100, HO < 1/10;
HEYaCTO >1/1000, o < 1/100;
penKo > 1/10000, O < 1/1000;

oueHb penko < 1/10000;

qacToTa HCM3BCCTHA — HA OCHOBAHUH UMCIOIIUXCA JaHHBIX OICHHUTH HCBO3MOKHO.
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HEHU3BECTHA

HapyweHnus co cmopoHbl Kposu u 1umpamuieckoi cucmembyl

Axemus M3MeHeHus yuciia
KJIETOK KPOBH,
BKJTFOYas
M3MCHCHUS
ITEHKOIUTapHOM
bopmybl,
ITeHKOIICHUS,
TPOMOOIIUTOTICHHS

Hapyuienusi co cmoponsbl UMMYHHOU CUCTHEMbL

Jpyrue peakunu AHa(pUITAKTHYECKHIA
rUIEPYYBCTBUTEND IOK™,

HOCTH HEMEJICHHOTO aHa(HIIaKTOUTHBIE
Tuma* peakuu™®

[ lcuxuueckue HapyuieHus

3meHeHue CrnyTaHHOCTb
HACTPOCHHS* CO3HAHUS™,
nme30pueHTaIus ™

Hapywenus co cmoponbl HepeHOU Cucmembl

["onoBHast 6016 [['0JIOBOKpYKEHHE,
COHJIMBOCTbH

Hapywienusi co cmopomnsl opeana 3peHus

KoHBIOHKTHBUT™,
HAPYIICHUS 3PCHMS,
BKJIIOYAs
HEYCTKOCTh
BpeHus ™

Hapyuienusi co cmoponsl opeana ciyxa u 1aoupunma

Bepturo [[Iym B ymrax
Hapywenus co cmoponsl cepoya
Omuryiienue
cepamneOneHus
Hapywenusi co cmopomnsl cocy0os
[loBeIlIICHNE
aApTepUaIbLHOTO

NaBJICHHSI, TYyBCTBO
(IPUITUBA» KPOBU K

ITHITY
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Hapywenus co cmopomnsl 0bixamenbHOU CUCTEMDbL, onea}-}'gyé-vggﬁ%'ﬁh deEEJZJ WD@EE‘)?"Z@HA}:'

bponxuanbHas
acTMa y MalueHTOB
C ajuieprueu K

AIETUIICATUITUIIO-
BOW KHCIIOTE WUJTU
npyrum HIIBII
VKenyoouno-kuweunvle HapyueHus
Bonb B )xuBoTe,  |CkpbiToe uin sBHOe |[‘actpoxyonena-  [[lepdopanus
ITMCTICTICHS, PKETyI0YHO- nmpHBIE A3BBI, KOJUT, PKKT
nmuapesi, TOUHOTA, [KUIIEYHOE p30darut
pBOTa KPOBOTEUYCHHUE,
racTpuT*, CTOMATHT,
3arop, B3AyTHE
PKUBOTA, OTPBDKKA
Hapywienusi co cmoponsbl neueHU U Heaiegbleo0sujux nymetl
TpaH3utopHBIC ['emaTut*
M3MCHEHUS
roKazaresnei
(yHKINN TIeYSHH
(Hanmpumep,
[TOBBIIIICHHE
AKTUBHOCTH
TpaHCaMUHA3 WU
OovMpyOnHa)
Hapywienusi co cmoponsl KO*CU U NOOKOHNCHLIX MKAHEU
IAHrHOHeBpoTHUEC- (TOKCHYECKUIl bymnesnsiit | @oToceHcnOUIN-
KUl OTeK™, 3y, PIIUICPMATBHBIA  [IEpMaTHT™, 3aIysl,
KOXHasl ChIIIb HEKpoIn3™, MHOTOOpM-  |pUKCHpOBaHHAS
cunapom CTUBEHCA-Has spuTeMa™ [1eKapCTBEHHAs
J/>xoHCOHA, CBHITTh
KparmBHUIIA;

HapyweHusi co cmoponbl no4ex u MOYe8bl800AWUX Nymell

M3meHeHns
[oKa3areyieun
(hYHKIIMH TTOYEK
(TIOBBIIIEHNE YPOBHS
KpeaTUHWHA W/WIIH
MOYEBHUHEI B
CBIBOPOTKE KPOBH),
HaPYIICHUS
MOYEHCITyCKaHuS,
BKJIIOYAst OCTPYIO

3aIepKKy MOun*

Octpas
IMOYCUHAas
HEJI0CTaTOY-
HOCTB*

Hapywenusi co cmoponsl penpoOyKmueHOU CUCmeMbl U MOJOYHBIX JHcele3

[To3mHsIsT OBYJISIINS *

becruionue y
PKEHIITUH*
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HexkenaTesbHbie Peakiui, 3aperncTPUPOBAHHbE PH ToCTMAP ket it OBoM HpUnteneHur. Chash

KOTOPBIX C ITPUCMOM MCJIOKCHUKaMa paCliCHUBAJIACh KaK BO3MOXXHAasA, OTMCUYCHBI 3HAKOM *,

Onucanue OTACIBHBIX HEXKEIATCIbHBIX PECAKIIMI

CoBMecTHOE NpPUMEHEHUE C JIEKApCTBEHHBIMU CPEACTBAMM, YTHETAIOIIMMU KOCTHBIN MO3T

(HampuMep, METOTPEKCAT) MOKET CITPOBOIIMPOBATH IIUTOIICHUIO.

XKenynouno-kuiieyHoe KPOBOTEUCHHUE, S3Ba WK Nepdopaiiuss MOTYT MPUBOAMUTD K JIETAIBHOMY

UCXOTY.

Kak u gns apyrux HIIBII, He uckio4aroT BO3MOXKHOCTH MOSIBJICHUS HMHTEPCTUIHMAIBHOTO

He(dpuTa, rimoMepynoHedpuTa, MOYSIHOTO MEAYUBIPHOTO HEKPO3a, HEPPOTHIECKOTO CHHApPOMA.
CTU

y‘II/ITBIBaH, YTO IIOKa3aHHE IOBCHUJILHBIN peBMaTOI/I,Z[HEJﬁ ApTpUT OTHOCHUTCA TOJIBKO K

OTIpeNIeJICHHOM Tpymme nereid BecoM Ooisee 60 Kr, okmmaercs, 4To NMpoduiab 0e30MacHOCTH

npenapara OyneT TakuM ke, Kak y B3pocibiX. [Ipoduns Oe3omacHocTH, HAOMIOJAEMBIA B

COOTBCTCTBYIOIIHUX KIIMHUYCCKHUX HUCIIBITAHUAX C ydyacTuem ,Z[GTGI\/'I, a TaKXKe

MOCTPCTUCTPATUOHHBIX HCCJICAOBAHUAX, HC IMOKa3all CYIICCTBCHHBLIX paBJII/I‘II/Iﬁ B HpO(l)I/IJ'DIX

0€30MacHOCTH ¢ TAKOBBIMH Y B3POCIIBIX.

COO6H_ICHI/IC O ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mare O MOAO03pEBAaEMBbIX HEXKENATENbHBIX PEAKIHIX TIOCIe PErucTpaIiu
JIEKapCTBEHHOTO Iperapara ¢ 1elibl0 00eCIeYeHHsT HEMPEPIBHOIO MOHUTOPHUHTA COOTHOIICHUS
«I0Jb3a — PHUCK» JIEKapCTBEHHOIO Mpemnapara. MeaunuHCKUM pabOTHUKAM pPEKOMEHIyeTcs
coo0mare O JOOBIX MOJ03PEBAEMBbIX pEeaKIMsIX JIEKApCTBEHHOrOo IIperapara 4depes
HaIlMOHAJIbHBIE CUCTEMbI COOOILICHHS O HEXENATeNbHBIX PEAKIUAX TOCYIapCTB — UICHOB
EBpa3uiickoro 53K0HOMHUYECKOr0 COI3a.

Poccuiickas @enepanus

depnepanpHas ciyx0a Mo Haa30py B chepe 3paBoOOXpaHEHUS

109012, r. Mocksa, CraBsiHCKasl miiomaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekrponHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH «HTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

CuMnOTOMBI

JlanHble O TMepelo3upoOBKE TMpemnapara orpaHudeHsl. BepostHo, OyayT mNpHCYTCTBOBAThH
CUMIITOMBI, cBOMcTBeHHbIE nepeno3uposke HIIBII. IIpu Tskenon nepeno3upoBKe: COHIMBOCT,

HapymcHus CO3HaHuA, TOMIHOT4, PBOTa, oo B SMUTAaCTpUU, KCIYAOYHO-KUIICHHOC
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KPOBOTEUYEHHE, OCTpasl MOuYeyHasi HEeAOCTaTOYHOCTb, FiMerntams %ﬁ?&ﬂ&ﬂ%&k‘ﬁ%ﬁ%hm

COOTBETCTBYET 3KCNEPTHOMY OTYETY

OCTaHOBKA JILIXaHUS, aCHUCTOJIHS.

Jleuenune

AHTUIOT HE HW3BECTEH, B Clydae NEpPEeJO3UPOBKHU IMpenapara CleAyeT MPOBECTH ABAKYalHIO
COJICPKUMOTO JKeIyJKa W OOIIYyI0 TOAJIEPKUBAIOIIYI0 Tepanuio. KojecTupamuH yCKOpSIET

BBIBCACHNEC MCJIOKCHKaMa.

5. PAPMAKOJIOTHYECKUE CBOMCTBA

5.1. dapmakoauHaMHuYecKHe CBOicTBA

dapmakoTepaneBTUYeCKass IPyINNa: IIPOTUBOBOCHAIUTEIbHBIE U IPOTUBOPEBMATUYECKUE
npenaparbl; HECCTCPOUAHBIC HNPOTUBOBOCHATIUTCIIBHBIC U IMMPOTUBOPCBMATUUYCCKUC IPCIIAPATHI;
OKCHKaMBI.

Kox ATX: MO1AC06

Mexanusm aeiictBus u hapMakoauHaMudeckue 3O hEKThI

[Ipenapatr Menokcukam-OBL siBisieTcss HeCTEPOUIHBIM MPOTUBOBOCIIANIUTENIBHBIM PEnapaToM,
OTHOCUTCSI K NPOU3BOAHBIM HHOJOBOW KHCIOTBI M OKAa3bIBAECT IPOTUBOBOCIAIUTEIBHOE,
AQHAJIBIETUYECKOE M AHTHUIIMPETHYECKOE JEUCTBUE. BpIpa)keHHOE NPOTHMBOBOCHAIUTEIBHOE
JIECTBHE MEJIOKCHKaMa YCTAHOBJIEHO Ha BCEX CTAHAAPTHBIX MOJEIISIX BOCIAJICHUS.

MexaHu3M JeicTBUS MEJIOKCMKaMa COCTOUT B €ro CIIOCOOHOCTH HWHTHOMPOBAaTH CHHTE3
[IPOCTArIaHAWHOB — U3BECTHBIX MEIUATOPOB BOCIIAICHUS.

dapmakognaamMuyeckue P PeKTnl

Mernokcukam in ViVO HHTHOMpPYeT CHHTE3 MPOCTArjaHIMHOB B MECTE BOCHAJICHHUS B OOJbBIICH
CTCTICHH, YeM B CIM3HCTON 000JOYKe JKeMyaKa WIH MOYKaxX. DTH pa3uyus CBs3aHbl ¢ Oolee
CEJICKTUBHBIM  WHTHOMpOBaHWEM  mHKIoOKcHreHasel-2  (IIOI'-2) mo  cpaBHeHHIO ¢
nukinookcurenazor-1  (IIOI'-1). Cuurtaercsa, uro wunHrnbOupoBanue I[[OI-2 obecneunBaer
tepaneBruueckue aeiicteus HIIBII, Torna kak MHruOMpPOBaHKE MOCTOSIHHO MPHUCYTCTBYIOIIETO
uzodepmenta L{OI'-1 MoxeT OBITH OTBETCTBEHHO 3a MOOOYHBIEC IEHCTBHS CO CTOPOHBI JKEITyAKa
1 noyek. CeneKTUBHOCTh MeJloKchKaMma B oTHomeHun [{OI'-2 moareepskieHa B pa3InuHbIX TECT-
cucTeMax, Kak in vitro, tak u in vivo. CenekTUBHAS CITOCOOHOCTh MEJIOKCHKaMa WHTHOHUPOBATh
LIOI'-2 moka3ana nmpu NPUMEHEHHH B Ka4eCTBE TECT-CUCTEMBI LIEIbHON KPOBH YelloBeKa in Vitro.
YcTaHoBIIEHO, YTO MENOKCHKaM (B mo3ax 7,5 u 15 mr) akruBHee unruouposain [{OI-2, oka3biBas
Oosbliee MHrUOMpYyIOIIEee BIMSHUE HA MPOAYKLUMIO TpocTarianauHa E2, crumynupyemyio
aunonojucaxapuaoM (peakius, koHTpoiaupyemas [{OI'-2), yem Ha TmpoOIyKIIUIO TPOMOOKCaHa,
Yy4acTBYIOUIETO B MpoOIlecce CBEPThIBaHMA KpOBHU (peakiusi, KoHTpoiupyemas LIOI-1). Otu

3¢ GEeKThI 3aBUCEITN OT BEIMYHUHBI 103bI. B HcciieoBaHusaX eX VIVO moka3aHo, YTO MEJIOKCHKaM (B
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no3ax 7,5 mMr m 15 Mr) He OKa3bIBaeT BIMSHUS b Qg LeAinte ™ ThoMBotitTor I “Bpems

KPOBOTEUYEHHMSI.

Kimmaunueckas 3¢ heKTUBHOCTD M 0€30IIaCHOCTD

B knumHMYecknx uccnenoBanusx modounbie 3¢ dexTsr co ctoponbl KKT B 1memomM BO3HHKAIH
pexe mpu nmpueMe Melokcukama 7,5 m 15 mr, uem npu npueme apyrux HIIBII, ¢ koTopbimMu
IPOBOJIWJIOCH CpPAaBHEHHE. DTO Pa3luuue B 4acToTe moOouyHbIX 3¢dexToB co cropons! KKT B
OCHOBHOM CBSI3aHO C TE€M, YTO MpPH IMPHEME MEIOKCHKaMa pexe HAOII0NaNNCh TaKue SBICHUS
KaK JHCIETCHUs, PBOTA, TOIIHOTA, abaoMuHaimbHas O0oab. YacTora mepdopanmii B BEpXHHUX
otaenax KKT, 3B U KpOBOTEUYEHHUI, KOTOPHIE CBSA3BIBAIUCH C NMPUMEHEHUEM MEJIOKCHUKaMma,
ObLIa HU3KOM U 3aBHICENa OT BEIMUMHBI JO3BI U TIperapara.

5.2. apmakokuHeTHYECKHE CBOHCTBA

AbGcopbuus

Menokcukam xoporio BcackiBaeTcss u3 JKKT, o yeM CBUACTEIBCTBYET BBICOKasi abCOIIOTHAsS
ouonoctynHocts (90 %) mocie mpuemMa mnpemnapaTta BHYTpb. [locie 0QHOKpaTHOTO MpUMEHEHHS
MeJIOKCHKamMa MaKCHMajbHasi KOHLIEHTpalus Menokcukama B miasme (Cmax) JocTuraercsi B
TeueHue 5-6 yacoB. OIHOBPEMEHHBI MPUEM IMUIIM U OPTAaHUYECKUX AHTAIUIO0B HE HU3MEHSET
BcaceiBaHue. llpu mpumeHenum mnpenapata BHYTpb (B Jo3ax 7,5 u 15 MI) KOHLEHTpauuu
MEJIOKCHKaMa TMpOMOPIHUOHANBHE  J03aM. PaBHOBecHOe cocTosiHME —(PapMaKOKHMHETUKH
JocTUTaeTcs B Tpeaenax 3-5-tu gHed. Jlmama3zoH pa3iauumii MEXITy MaKCUMaTbHBIMH U
0a3aNbHBIMU KOHIICHTpPAI[USIMH MEJIOKCHKaMma, Ioclieé €ro ImpueMa OJWH pa3 B JCHb,
OTHOCHUTEJIbHO HEBEJIHMK M COCTABISET NMpHU MpuMeHeHuu a03bl 7,5 mr — 0,4-1,0 Mxr/mi, a npu
npuMmeHeHnd A036l 15 mr — 0,8-2,0 wMxr/mu  (mpuBeNEHBI COOTBETCTBEHHO 3HAYCHUS
vunuManbHoi  konmeHtpauuu  (Cmin) m Cmax B 1epuoj paBHOBECHOTO —COCTOSHUS

(apMaKOKUHETHUKH), XOTS OTMEUAIUCh M 3HAUEHUS, BBIXOAIIME 32 yKa3aHHBIN Auana3zoH. Cmax

B IIEPUOJ] PAaBHOBECHOI'O COCTOSHUS (hapMaKOKMHETUKU IOCTUTAeTCA 4epe3 5-6 4acoB mocie
IpUeMa BHYTPb.

Pacnopenenenue

MenokcukaM O4€Hb XOPOIIO CBS3BIBAETCS ¢ OENIKaMH T1a3Mbl KPOBH, OCOOCHHO C alhOyMUHOM
(99%). IIpoHuKaeT B CHHOBUAIBHYIO KHIKOCTb, KOHIICHTPALMsi B CHHOBHUAIBHON KHIKOCTH
cocrapisieT npuMepHo 50 % oT KoHIEHTpaluu B mia3Me KpoBu. OObeM pacnpenesneHus mnocie
MHOTOKPATHOTO TIpUeMa BHYTPh MEJOKCHKama (B /103aX OT 7,5 Mr 110 15 Mr) cocTaBiseT OKOJIO
16 1, ¢ koo Puunentom Bapuarmu ot 11 % 1o 32 %.

Buorpancdopmarus

MenokcukaM TOYTHM TOJHOCTBIO MeTa0oiu3upyeTcs B TeueHH C oOpa3zoBaHueM 4-X

(dapMaKoIOTHYECKH HEaKTHUBHBIX MIPOU3BOIHBIX. OcHoBHOM MeTabouT,
14
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5’-kapGokcnMenokcukaM (60 % ot Bemndumbl  n03br) 66pasveTcn | yrem! Soxncienns

IIPOMEXKYTOUYHOTO MeTa0oIuTa, 5’-TUAPOKCUMETUIIMETIOKCUKaMa, KOTOPBIA  TakKxke
IKCKPETUPYETCs, HO B MeHbIel crerneHu (9 % oT BenuumHbl 103b1). VccmemoBanus in vitro
MOKa3aJi, YTO B JIaHHOM METa0OJIMYECKOM IMpeBpalieHun BaxkHyr posib urpaer CYP2C9,
nonojHuTebHOe 3HaueHne wumeeT uzopepment CYP3A4. B oOpa3zoBanmm AByX Jpyrux
METa0O0JIUTOB (COCTABISAIONIMX COOTBETCTBEHHO 16 % m 4 % OT BenM4YMHBI 03Bl IMpernapara)
MPUHUMAET y4acTHe NEPOKCUAa3a, aKTUBHOCTh KOTOPOMU, BEPOSTHO, MHAUBUIYAbHO BAPbUPYET.
OJIMMUHALNS

MernokcrukaMm BBIBOAUTCS B PaBHOW CTEMEHM Yepe3 KUIIEYHHK M IMOYKaMH MPEUMYIIECTBEHHO B
BUJEC METa0OJIUTOB. B Hem3MeHEeHHOM BHJE uepe3 KUIICYHHK BBIBOAUTCS MeHee 5 % ot
BEJIMYMHBI CYTOYHOW JO3bI, B MOY€ B HEM3MEHCHHOM BHJEC MEJIOKCHKaM OOHApy>KHUBaeTCs
TOJIBKO B CJIETOBBIX KOJIMYECTBAX.

Cpennuii mepuo MOJTyBBIBEACHUSI MEJIOKCMKama BapbupyeT oT 13 go 25 yacos. IlimazMeHHbI
KJIMPEHC COCTaBJISIET B CpeAHeM 7-12 MII/MHH Mociie OHOKPATHOTO pUeMa MEJIOKCHKaMa.

IloueuHas ¥ IeYeHOYHAS HEAOCTaTOYHOCTh

HenocratouHocTs QyHKIMM TEYEHHU, a Takke caabo BbIpaKeHHas MoYeyHas HeAOCTaTOYHOCTh
CYLIECTBEHHOTO BJIHUSHUS Ha (apMaKOKMHETHKY MeJOKCHMKama He oka3biBaeT. (CKopocTh
BBIBEJICHUS MEJIOKCMKaMa M3 OpraHu3Ma 3HAUMWTEIbHO BBHIIIE Yy MAIMEHTOB C YMEPEHHO
BBIPQKCHHOW TIOYEYHON HEIOCTaTOYHOCThIO. MENOKCHMKaM XYXKe CBSI3bIBacTCI C OermkaMu
MJa3Mbl Yy TAIMEHTOB C TEPMHUHAIBHON MOYEYHOM HEAOCTAaTOYHOCTHIO. [Ipu TepMHuHaANIBHON
MOYEYHON HEIOCTATOYHOCTH YBEJIWYEHHE 00beMa pachpeleleHHs MOXKET MpPUBECTH K Oosee
BBICOKMM KOHIICHTPAIUSM CBOOOJHOTO MEIIOKCHKaMa, MO3TOMY Yy 3THUX MAIMEHTOB CYTOYHAas
71032 He JO0JIKHA IIPEBBIIIATE 7,5 M.

JINIta MoKMUJIOro Bo3pacTa

[TanMeHTsl MOXMIIOrO BO3pacTa MMEIT (PaPMAKOKMHETHYECKUE II0KA3aTelNd CXOJHBIE C
(apMaKOKMHETUYECKUMH TI0KA3aTEJIIMA  MOJIOJBIX MAIMEHTOB. Y TAIMEHTOB TOXHIIOTO
BO3pacTa CpEIHMM IUIa3MEHHBIM  KIMPEHC B  IIEPUOJ  PABHOBECHOIO  COCTOSIHHS
(hapMaKOKUHETUKHM HEMHOI'O HIDKE, YEM Y MOJIOJIbIX IMAIIMEHTOB. Y ’KEHIIMH MOKWJIOTO BO3pacTa
OoJiee BBICOKHME 3HAYECHUs IUIOMIAAN T0J] KPUBOW «KOHIEHTpaLUA-BpeMs» U 0oJiee UIUTENbHbIN
NepUo/JT TOITYBBIBECHHS, IO CPABHEHHUIO C MOJIOJIBIMU MAallMEHTaMU 00OUX IOJIOB.
eTn

Cmax (-34 %) u AUCOQ-o (-28 %) Obun HuXe y jAered mutajiiero Bo3pacrta (2—6 Jyer) mo
CpaBHEHHIO ¢ Oojee crapmieil Bo3pacTHoW rpynmoi (7-14 ner), a kiaupeHc mpenapata (c
NONIPaBKOW Ha Maccy Tena) y MIIQAIMX JeTe Obul Oosee BBICOKMM. PeTpocnekTuBHOE

CpaBHCHHE C B3POCJIBIMH II0Ka3ajlo, 4YTO KOHHOCHTpalWHu MCEJIOKCHKaMa B INNIasM€ Yy I[GTGI\/'I
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COOTBETCTBYET 3KCNEPTHOMY OTYETY

MOJTYBBIBEJICHUSI METOKCUKaMa M3 IIa3Mbl ObUT cXofHbIM (13 4) u Ooyiee KOPOTKUM, 4eM Yy

B3pocibixX (15-20 u).

6. PAPMAIIEBTUUECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIECTB

Menokcukam-OBL, 7.5 mr, Tabnerku

JlakT03b1 MOHOTHApPAT

[enmron03a MUKPOKPUCTAILITMYECKAS
[ToBH10H (OTMBUHUITUPPOITUIOH )
Kpemnust auokcua KOJTOUAHBIN (a3pOCKi)
Kpaxman kapTodenbHbIi

Harpus kpockapmeiosa

Marnus creapat

Menokcukam-OBL, 15 mr, Tabnerku

JlakT03bI MOHOTHApPAT

[enmron03a MUKPOKpUCTAIITMYECKAS

[ToBu10H (TOTMBUHUITUPPOTUIOH )

Kpemnust auokcua KOJTOUAHBIN (a3pOC)

Kpaxman kapTodenbHbii

Harpus kpockapmeiosa

Marnus creapat

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CPOK XpaHeHMusl)

3 rona.

6.4. OcoOble Mepbl NPE0CTOPOKHOCTH MPH XPAHEHUH

XpaHuTh 1pu Temneparype He Boime 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YIIAKOBKHU

TabneTku o 7,5 mr u 15 mr.

ITo 10, 15, 20, 30 TaG1eTOK B KOHTYPHYIO STYCHKOBYIO YIIaKOBKY.

6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH TPH YHUYTOKEHHH HMCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WM OTX0A0B, TMOJYYEHHbIX TMOcjJe TPHUMEeHeHHs
JIEKAPCTBEHHOT0 Mpenapara, 1 Apyrue MaHUuMyJsIUU ¢ MPenapaToM

Het oco06bix TpeGoBaHU K YTHIU3AIUH.
16
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7. JEPYKATEJIb PETUCTPALIMOHHOTIO|Y IOCTOBEPE BT =/ 1EH0UCTS 000T)

AO «Ilarent-®apm», Poccus

199106, r. Caukt-IlerepOypr, np-kT bonwioit B.O., 0. 75, mutep b, mom. 208,
ten./dakc: (812) 380-14-14

7.1. IlpencraBuTeb AepKaTessi peTHCTPALMOHHOTO YA0CTOBEPEHUs!

IIperen3uun norpeduTeiell HAOPABIATS 10 AJIPECY:

AO «Ilarent-®apm», Poccus
199106, r. Cankr-IleTepOypr, np-kT bonbmoi B.O., a. 75, nutep b, mom. 208,
ten./dakc: (812) 380-14-14

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

9. IATA TEPBUYHOM PETMCTPAIIMM (IIOJATBEPXJEHHSI PETMCTPAIIVH,
HNEPEPETUCTPAIIUN)

JlaTa nepBoii peructpanumu:

10. JATA IEPECMOTPA TEKCTA

OOmass xapakTepuCTHKa JIeKapCTBEHHOro Tmipenapara MenokcukamM-OBL  gocrymHa Ha

UHPOPMAIMOHHOM TIopTajie EBpa3suiickoro SKOHOMHUYECKOTO Cor3a B HWH(GOPMAIMOHHO-

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