COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 21.05.2026 N= 10073
(MOCNEOCBATENEHOCTE 0012)

OBLIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHME JJEKAPCTBEHHOTI'O ITPEITAPATA

Menokcukam-Axpuxus, 10 Mr/mi, pacTBOp JUIsl BHY TPHMBIILICYHOTO BBEICHHS.

2. KAYECTBEHHBIN 1 KOJMYECTBEHHBINU COCTAB

JlelicTByIO1IE€ BEIIECTBO: METOKCHKAM.
Kaxip1ii Mi1 pacTBOpa U1 BHyTpUMbIILeyHOro BBeeHUs coaepxkut 10,00 Mr menokcukama.
Kaxnas ammyna (1,5 mit) cogepxut 15 Mr Menokcukama.

BcenomoratesnbHble BellecTBa, HAIMYME KOTOPHIX HAJ0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npenapara: HaTpui (cM. pazaen 4.4.).

[ToyHBII IEpedeHb BCTIOMOTATEIbHBIX BEIIECTB MPUBEICH B passerne 6.1.

3. JIEKAPCTBEHHASA ®OPMA

PaCTBop JJI1 BHYTPUMBIIICYHOT'O BBCJICHU .

ITpo3pauHblii pacTBOP JKEITOTrO WK 3€JI€HOBATO-)KEJITOI0 IIBETA C XapaKTEPHBIM 3aI1aXOM.

4. KJIIMHUYECKHUE JAHHBIE
4.1. [loka3anus K NpUMeHEHNIO

[Ipenapar MenokcukaM-AKpUXHH T[OKa3aH Uil CTApTOBOW TEpanmuu M KPaTKOCPOYHOTO

CUMITOMATUYECKOTO JICYEHHUS Y B3POCIIBIX MALIMEHTOB B BO3pacTe OT 18 et u crtapuie npu:

e ocTeoapTpute (apTpo3, AereHepaTUBHbIE 3a00IeBaHM CyCTaBOB);

®  PEBMATOMJIHOM apTPUTE;

®  AHKWJIO3MPYIOLIEM CIOHAWINTE,

e pYruxX BOCHAJIUTENbHBIX M JET€HEPATHUBHBIX 3a00JI€BaHUSIX KOCTHO-MBIIIEYHON CHUCTEMBI,
TaKUX KaK apTpomaTHH, IOpCONaTHH (HAampuMep, WIIHac, 00Jb BHHM3Y CIHHBI, IUIEUEBOI
NEePUAPTPUT U APYTHUE), COMTPOBOKIAIOIMUXCS OOJIBIO.

4.2. Pe:kuM 103UPOBAHMSA U CTIOCO0 MPUMEHEHH

Pexxum no3upoBaHus

Ocmeoapmpum ¢ 60onaesbim cunopomom: 1,5 Mr B cyTku. [Ipm HEOOXOAMMOCTH 3Ta /1032 MOXKET
OBbITh yBEIUYEHA 10 15 MI' B CYTKH.

Peemamouonwiii apmpum: 15 mr B cyTku. B 3aBucumoct ot jieueOHOro 3pdexra 3Ta 1032 MOXKET
OBITh CHUXEHA /10 7,5 MI' B CYTKH.
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Ankunosupyrowutl cnonouaum: 15 Mr B cyTku. B 3aBUCUMOCTH OT jJedeOHOro 3ddekxra 3Ta 103a
MO>KET ObITh CHU)KEHA /10 7,5 MI' B CYTKH.

Tak kak TOTCHIMATBHBIA PHUCK HeXenaTedbHbIX peaknuid (HP) 3aBucur ot m03el U
MIPOJAOKUTENIBHOCTH JIEUEHUS, CIIEIyEeT UCII0Ib30BaTh MAKCUMAJIbHO BO3MOKHbBIE HU3KHUE 03Bl U
JUIUTEIBHOCTh MPUMEHEHU. MaKkcuMallbHas peKOMeHyemas cyTouHas j103a — 15 mr.

Oco0ble TPVHIILI MAITMEHTOB

Hayuenmuwi ¢ nogvluennvim puckom HP

VY nanueHToB ¢ mOBBbINIEHHBIM puckoMm HP (3a0oneBanus >xenmyA0YHO-KHIIEYHOTO TpakTa B
aHamHe3e, Hanuyue (aKTOPOB PHUCKA CEPACYHO-COCYAMCTHIX 3a00JIeBaHUN) pPEKOMEHIYyeTCs
HAYMHATh JICUCHHUE C JI03bI 7,5 MT B CYyTKHU (cM. paznen 4.4.).

HauueHmbl ¢ NOYEYHOU HedOCMAMOYHOCIbIO

YV nmauueHToB ¢ BBIpaH(eHHOfI MOYeYHOMI HEJO0CTAaTOYHOCTBIO, HAXOJANIMXCA Ha rEMOAHNAIN3EC, 103a
HC O0JIDKHA IIPCBLINIATH 7,5 MTI' B CYTKH.

VY nauueHToB co ci1aboi WM yMEPEHHON MOYEYHON HEJNO0CTAaTOYHOCThIO (KIMPEHC KpeaTHHUHA
OoJiee 25 MJI/MUH) KOPPEKIIUU 03I HE TpeOyeTcs.

Ilayuenmsi ¢ neuenouHoUu HEOOCMAMOYHOCBIO
VY manueHToB ¢ UUPPO30M MeYeHU (KOMIIEHCHPOBAHHBIM) KOPPEKIIUU 1036l HE TpeOyeTcsl.
eTu

[Ipenapat B 1aHHO# TeKapcTBEHHOH (hopMe MPOTHUBOMOKA3aH K IPUMEHEHHIO Y IeTell B BO3pacTe
1o 18 net (cm. pazzaein 4.3.).

Crooco0 npuMeHeHus

JU1s1 BHY TPUMBIIIEYHOTO BBEACHHUS.
[Ipenapat BBOAUTCS OCPEACTBOM INIyOOKON BHY TPUMBILIEUHON MHBEKIIUH.
IIpenapat Hesb3s1 BBOAUTH BHYTPUBEHHO.

VYuuteiBass  BO3MOXHYKO  HECOBMECTUMOCTb,  MenokcukamM-AKpUXHH,  pacTBop  JUIs
BHYTPHUMBIILIEYHOTO BBEJACHUS HE CIEAYeT CMEIIMBAaTh B OJHOM IIOPULE C JPYyTUMHU
JICKapCTBEHHBIMU MpenapaTaMd. BHyTpUMbIIIEYHOE BBEICHHE IpENapara MOKa3aHO TOJIBKO B
TEYEHHWE INEPBbIX HECKOJbKMX JHEW Tepanuu. B nanpHeliieM JeyeHue MNpPOJOSIKAIOT C
MpUMEHEHHEM NepOPaATbHBIX JIEKApCTBEHHBIX PopM. Pexomenryemas 103a coctaBiser 7,5 Mr uiu
15 mr 1 pa3 B cyTKu, B 3aBUCHUMOCTH OT MHTEHCHUBHOCTH OOJI€H U TSKECTH BOCHAIHTEIHLHOTO
mpoiecca.

KOMGI/IHI/IDOBaHHOG IOPUMCHCHUC

He cnenyet npumensarts npenapat ogqnospemento ¢ apyrumu HIIBII. Cymmapnas cytounas go3a
npemnapata MenokcukaM-AKpPUXUH, TPUMEHSEMOT0 B BHJIE Pa3HBIX JICKAPCTBEHHBIX (OpM, HE
JTOJKHA MPEBBIMATh 15 Mmr.

4.3. IIpoTHBONOKA3AHUS

['MnepuyBCTBUTENBHOCTE K MEJIOKCHKaMy WM K JIIOOOMY U3 BCIIOMOTATENbHBIX BEIECTB,
IIepEeUNCIIEHHBIX B pa3zeine 6.1.
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['UnepuyBCTBUTENBHOCTD (B TOM YHCJIE U K JPYIMM HECTEPOHIHBIM MPOTHBOBOCHATHUTEIBHBIM
npenaparam).

ITonHOE M HEMONHOE coueTaHHWe OPOHXMAIBHOW aCTMBbI, PELUIUBUPYIOLIErO MOJIMIIO3a HOCA U
OKOJIOHOCOBBIX ~ Ta3yX, aHTHOHEBPOTHMYECKOTO OTeKa WIM KPalMBHUIBI, BBI3BAHHBIX
HENEPEHOCUMOCTBIO  AlETWICATUIWIOBOM  KHUCIOTBI ~ MJIM  JAPYTUX  HECTEPOMIHBIX
IIPOTUBOBOCHAIUTENIBHBIX IPENapaToB M3-3a CYIIECTBYIOUIEH BEPOSTHOCTH IEPEKPECTHOM
YyBCTBUTEJIBHOCTHU (B TOM UHCJIE B aHAMHE3E).

:‘)p03I/IBHO'${3BeHHLIe MMOopaXXCHUA XKCIyJaKa U ﬂBeHaﬂHaTHHepCTHOﬁ KHIIIKH B CTaANH 06OCTpeHI/IH
HJIM HCJABHO IICPCHCCCHHBIC.

BocnanurensHbie 3a00NeBaHUs KUIIEYHUKA — 00yie3Hh KpoHa WM SI3BEHHBIH KOJHUT B CTAaJIUU
o0ocTpeHUsI.

Tspxenmas meyeHoYHas B cepacuHas HEJOCTATOYHOCTb.

Tspkenasi moyeyHasi HEIOCTATOYHOCTh (€CJIM HE TPOBOAMUTCS TeMOANANIN3, KIUPEHC KpEeaTHHUHA
MeHee 30 MJI/MUH, a TaK)Ke TTPU TTOATBEPKICHHON THIICPKAITHMEMUH ).

AXTHBHOE 3200JIcBaHUE IICYCHH.

AKTHBHOE KeJIyJ0YHO-KUILIEYHOE KPOBOTEUEHUE, HEJJABHO TIEPEHECEHHBIE 11IepeOPOBACKYIISIPHbBIE
KPOBOTEUEHUS MJIM YCTAHOBIICHHBIN TUArHO3 3a00JIEBaHU CBEPTHIBAIOIICH CHCTEMBI KPOBH.

Bo3spact go 18 ner.

bepemennocTs (cM. paszen 4.6.).

[Tepuon rpyaHOro BCKapMmiauBaHus (cM. paszen 4.6.).

Tepamnus mociieonepamOHHBIX 00NIEH MpU MPOBEACHUH ITYHTUPOBAHUS KOPOHAPHBIX apTepUil.

ConyTcTBylolasi ~ Tepamusi  aHTHKOAryjiIsHTaMH, TaK KaK €cTb pHUCK 00pa3oBaHUA
BHYTPUMBIIICYHBIX TeMaTOM (CM. paszaen 4.5.).

4.4. Ocobble yka3aHHs M MePbI MPEI0CTOPOKHOCTH NMPH MPUMEHEHU U

[Ipenapar MenokcukaM-AKPpUXUH CIEAYET MPHUMEHATh C OCTOPOKHOCTBIO NPHU CIEAYIOLIUX
3a00J1€BaHUSIX U COCTOSIHUSIX:

e 3aboneBaHus JKEIYJOYHO-KHMILIEYHOIO TpakTa B aHamMHe3e (Haauuue UHQEKUuu
Helicobacter pylori).

e XpoHHUECKas cepeyHas Hel0CTaTOYHOCTb.

e [loueunas HemocTaTOUHOCTH (KiMpeHc KpeaTnHuHa 30-60 Mir/mMun).

o Umemuueckas 60J1€3Hb CepLIa.

o IlepebpoBackyisipHble 3a001€BAHHUS.

e JlucnunuaeMus/TUNepIuIUAEMuUsl.

e (CaxapHslii TuaderT.

e ComnyTcTByIOIAs Tepanus AHTUKOATyJISIHTAMU, nepopatbHBIMU
TJIIOKOKOPTUKOCTEPOUAAMH,  aHTUArperaHTaMH,  CEJEKTUBHBIMH  HWHTHOMTOpaMH
o0OpaTHOrO 3axBaTa CEpOTOHUHA (CM. pa3zen 4.5.).

e 3aboneBaHus nepuGepuuecKux apTepuil.

e [loxuioi Bo3pacr.

e JlnurenbHoe ucnosbzoBanue HIIBII (cm. paznen 4.5.).
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e Kypenue.
e Yacroe ynorpebieHue aJkoros.

[TanreHTs! ¢ 3a00€BaHUAMU KEITy JOUHO-KUIIEYHOT'O TPAKTa JTOJIKHBI PEryJIIpHO HAaOII0AaThCS.
IIpy BO3HMKHOBEHUHU SI3BEHHOI'O IMOPAXCHUS JKEIYAOYHO-KUIIEYHOIO TPAKTA MIIU JKEIIyJOYHO-
KHUILIEYHOI0 KPOBOTEUYEHMs mpenapaT MeiokcukaM-AKpUXUH HEOOXOAMMO OTMEHHUTh. SI3BbI
KEJIyJJOUYHO-KUILIEYHOI0 TpakTa, nepopauus WiM KPOBOTEUEHHS MOTYT BO3HUKHYTb B XOJ€
npumenenus HIIBII B mro6oe Bpems, Kak MpH HaJIMYMKM HACTOPAKMBAIOIIUX CUMITOMOB WM
CBEJIEHHUM O CEpPHE3HBIX MKEIyJOYHO-KUIICYHBIX OCJIOKHEHUSAX B aHAMHE3€, TaK M INPHU HX
orcyTcTBUM. IlocimencTBus AaHHBIX OCIOXKHEHHUI B 1ieJIOM 0osiee Cepbe3Hbl y JIUI MOXKHIOTO
BO3pAcCTa.

IIpn npumeHeHuu mnpenapara MenoKCUKaM-AKPUXHMH MOTYT pa3BUBAaTbCi TaKHE CEPbE3HBIE
peaxIu cO CTOPOHBI KOKH, KaK 3KC(OIMAaTUBHBINA nepMaTUT, cuHapoM CTuBeHca-/[XOHCOHa,
TOKCUYECKUH snuaepMaibHblii Hekponus. llostomy ciegyer ynenars oco0oe BHHMaHHE
HalueHTaM, COOOILAOLIMM O Pa3BUTUH HEXKENIATEIbHBIX SBJIEHUN CO CTOPOHBI KOXKH U CIU3UCTBIX
000JI04€EK, a TaKK€ pEaKUMi MOBBIIIEHHON 4yBCTBUTEIBHOCTH K IpemnapaTy, OCOOEHHO €cliu
10/100HbBIE peaKMy HAOI0JAIMCh B TEUEHUE TPEABIAYLIMX KypCOB JieueHus. Pa3BuTre nogqo0HbIX
peaxiuii HabmoJaeTcs, Kak paBuilo, B TEUEHUE NIEPBOro Mecsla jJedeHus. B ciydae nosiBieHus
HEPBBIX MPU3HAKOB KOXKHOW CBINHM, U3MEHEHMH CIU3UCTBIX 00O0JIOYEK WM JPYTHX NPHU3HAKOB
TUIIEPYYBCTBUTEIBHOCTH JOJDKEH pAacCMaTpUBATBCA BOINPOC O IPEKPAIIEHUU IPUMEHEHHUS
npemnapata MenokcukaM-AKpPUXUH.

bbutn mosrydeHsl cooOmieHuss 0 (PUKCUPOBAHHBIX BBICHITAHUAX Ha KOXXKE INPU HMPUMEHEHHUH
MelokcukaMa. He ciaemyer moBTOpHO Ha3HA4aTh MEJIOKCUKAM MAallMEHTaM, B aHAMHE3€ KOTOPBIX
¢buKcUpoBaHHas JIEKAPCTBEHHAs Chlllb, CBSI3aHHAsl C NMPUMEHEHUEM MeJIoOKCuKaMa. Bo3MoxkHO
pa3sBUTHE NEPEKPECTHBIX PEAKIUM HA JPYrue Ipenaparsl K1acca OKCUKaMOB.

Omnucanpl ciydau npu npuMmeHerrnd HITBIT nmoBeimeHns prcka pa3BUTHS CEPbE3HBIX CEPJICUHO-
COCYIHCTBIX TpOMOO030B, HH(ApKTa MHUOKapJa, NPHUCTYNa CTCHOKApAWH, BO3MOXKHO CO
CMEPTEIHbHBIM UCX0JI0M. Takoi PUCK MOBBIMIACTCS MPHU TUTEIIHHOM TPUMEHEHHUH Tperapara, a
TaKXe y MaIMEHTOB C BHINICYKAa3aHHBIMU 3a00JI€BaHUSIMH B aHAMHE3€ W MPEAPACIION0KEHHBIX K
TaKUM 3a00J1€BAHUIM.

HIIBII uHruOupyoT B MOYKax CHHTE3 MPOCTArjJaHAHMHOB, KOTOPbIE YUYacTBYIOT B MOAJAEPKaHUN
novyeuHoi nep¢ysuun. [Ipumenenne HIIBII y nmanueHTOB cO CHM)KEHHBIM TTOYEUHBIM KPOBOTOKOM
WM YMEHBIICHHBIM O0BEMOM LHPKYJIHUPYIOMIEH KPOBH MOXET MPHUBECTH K JIEKOMIIEHCALUU
CKpBITO TpoTeKarliei nmoueuynoi HenoctatouHoctu. [locne ormenst HIIBIT ¢ynkums nmouex
O0OBIYHO BOCCTAHABIMBACTCS JO MCXOJHOTO YpoBHS. B HamOosblel cTemeHu PUCKY pa3BUTHUA
9TOW peakUMH IMOJBEPKEHbl MOXKWIIbIE MAlMEHThl, MAIMEHThl, Y KOTOPBIX OTMEYaeTcs
JeTUapaTalns, XpoOHHYECKas cepieyHas HEeIOCTaTOYHOCTh, IHUPPO3 IMeueHH, HepoTHyecKuit
CUHAPOM WU OCTpbIe HapyleHUs (QYHKIUHU MMOYEK, MAllMeHThbl, OAHOBPEMEHHO MPUHUMAIOIINE
nuypernueckue cpeactBa, uHruOuropsl AIID, antaronuctsl anruoteH3uH-II peuentopos, a
TaKXe MalHUEHThI, IEPEHECIINE CEPHE3HBIE XUPYPIrUUYECKUE BMEIIATEIbCTBA, KOTOPbIE BEAYT K
TUIIOBOJIEMUU. Y TakuxX MMAILMEHTOB B Hayaje TEpaluu CIEAYeT TUIATEJIbHO KOHTPOJIUPOBATH
auypes U GYHKIIHIO TTOYEK.

[Tpumenenune HIIBII coBMECTHO ¢ AMYypETUKAMU MOXKET IPUBOJUTD K 3aJI€PIKKE HATPUS, KAIHUSI U
BO/JIbI, & TAK)KE K CHUKEHHUIO HATPUNYPETUUECKOTO AEHCTBHS MOUYETOHHBIX CpeACTB. B pesynbraTe
3TOTO y NPEAPACHONOKEHHBIX MAalUUEHTOB BO3MOYHO YCUJIEHHE IMPU3HAKOB CEPACYHOMN
HEJOCTaTOYHOCTH WM apTepUaibHON rumnepreH3ud. [lodToMy HEOOXOAMM TIIATEIbHBIN
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KOHTPOJIb COCTOSIHHMSI TaKUX MAIMEHTOB, & TAKXKe Yy HUX JOJDKHA MOJJIEPKUBATHCS aJeKBaTHAs
ruapatanusa. Jlo Havana JiedeHWs HEOOXOAMMO WcclieoBaHMe (YHKIUHM IMOYeK. B ciydae
MPOBE/ICHUST KOMOMHUPOBAHHOW TEPAIHH CIEAYET TAKKEe KOHTPOIUPOBATH (DYHKIUIO IMTOYEK (CM.
paznen 4.5.).

OcnabaeHHbIE HITH HCTOIMICHHBIC ITATUCHTBI MOT'YT XYK€ IICPCHOCUTD HCIKECIIATCIIbHLIC SABJICHH, B
CBs3U C YEM, TaKHC ITAallMCHTHI JOJIXKHBI TINATCIBHO HaGJIIOI[aTBCSL

[Togo6no npyrum HIIBII, mpenapat MenokcukamM-AKpUXUH MOXKET MACKHPOBATh CHUMIITOMBI
OCHOBHOTO MH(EKIIMOHHOTO 3200JIeBaHUS.

Kax mnpenapar, wuHruOupymommii CcuUHTE3 UUKIOOKCHUTE€HA3bl/IPOCTAIJaHIMHaA, Mpenapar
MenokcukamM-AKpUXUH MOKET OKasblBaTh BJUSHUE Ha (QEPTHWIBHOCTh, M TMOATOMY HE
PEKOMEHAYEeTCs KEHIIMHAM, UMEIOIUM TPYIHOCTU C 3adaTheM. B CBs3u ¢ 3TUM y >KEHUIMH,
MPOXOIAIIMX 00CIeJ0OBaHNE 110 TOMY MOBOJY, PEKOMEHIyeTCsl OTMEHA MPUMEHEHHs Ipernaparta
Menokcukam-AKpUXUH.

IIpn npumeHenuun npenapara MenokcukamM-AKpUXHUH (Tak ke, KaKk M OOJIBIIMHCTBA JPYTUX
HIIBII) BO3MOHO 3MM30J1Y€CKOE MOBBIIEHHE aKTUBHOCTH TPAHCAMHUHA3 B CHIBOPOTKE KPOBH
WIM ApPYrux IHokaszarened (yHKUMU NeyeHU. B GonbIIMHCTBE CilydaeB 3TO MOBBILIEHUE OBLIO
HEOOIBIINM U IpeXoaaIuM. Eciu BbIABI€HHBIC N3MEHEHUSI CYLIIECTBEHHBI NI HE YMEHbIIAIOTCS
CO BpeMeHeM, Ipenapat MenokcukaM-AKpPUXHH ClIe1yeT OTMEHUTh, U IPOBOJUTH HAOIIOAECHNE
3a BBISIBJICHHBIMU JIA0OPATOPHBIMU U3MEHEHUSIMU.

BcnoMorarteabHbI€ BEIIECTBA

JlauHbIil mpenapat coaepkuT MmeHee 1 Mmons (23 mr) Hatpust Ha 1 o3y 15 Mr Mmenokcukama, To
€CTb, I10 CyTH, HE COACPKUT HATPHUSL.

4.5. B3aumojeiicTBHe € JAPYrMMH JeKAPCTBEHHBLIMHM TMpenapataMd W JApyrue BHIbI
B3aNMO/1eliCTBUA

Nurubutopsl cCHHTE3a OPOCTATIAHANHA

Jlpyrue WHTUOMTOpPHI CHHTE3a MPOCTArjaHIMHA, BKIIOYAs TIJIIOKOKOPTHKOCTEPOUABI U
CAJINLMIATHI - OJJHOBPEMEHHOE MIPHUMEHEHHE C MEJTOKCHUKAMOM YBEJIMYMBAET PUCK 00pa30BaHUs
A3B B JKEIyJOYHO-KMIIEYHOM TPAKTE M JKEIyNOYHO-KHUIIEYHBIX KPOBOTCUEHUU (BCIEACTBHE
cuHeprusMa aeiicteust). OnHoBpemMeHHoe npuMeHnenue ¢ apyrumu HIIBII ne pexomenayercs.

AHTHKOAryJISIHTBI M aHTHArpEeTaHThI

AHTUKOAryJassHTBl JJId1 IIpUeéMa BHYTpPb, T€NapuH Uil CHCTEMHOI'O0  IPHUMEHEHUS,
TPOMOOJIUTUYECKUE CPECTBA — OJJHOBPEMEHHOE IIPUMEHEHUE C MEJIOKCHKAMOM MOBBILIAET PUCK
KpOBOTEUEHHUSI  BCIEJICTBHE HMHIHMOMpoBaHMS TpomOouuTapHod ¢yHkumu. B ciyuae
OJTHOBPEMEHHOI'0 MPUMEHEHHs] HeOOXO0 UM TIIATEIbHBIN KOHTPOJIb 32 CBEPTHIBAIOILEH CUCTEMOM
KPOBH.

Murubutopsl 00paTHOro 3aXBaTa CEPOTOHMHA

WMHruburopsl 0OpaTHOro 3aXBaTa CEpOTOHMHA — OJHOBPEMEHHOE IIPUMEHEHUE ¢ MEJIOKCUKaMOM
MOBBIIIAET PUCK KPOBOTEUEHHUs BCJIEICTBHE MHIHOMpOBaHUS TpoMOouuTapHoi ¢yHkiuu. B
cllyyae OJHOBPEMEHHOI'O IPUMEHEHHUs HEOOXOJUM TUIATEIbHBIH KOHTPOJIb 332 CBEPTHIBAIOLIECH
CHUCTEMOH KPOBHU.

IIpenapaTel TUTHUS
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[Ipemapatel nutus — HIIBII noBBIIAIOT KOHLEHTPALUMIO JIMTUS B IUIa3ME, MOCPEIACTBOM
YMEHBIIICHUSI BBIBEJICHHS e€ro ImodykamMu. OIHOBpPEMEHHOE IPUMEHEHHE MeEJIOKCHKaMa ¢
mpemaparaMu  JIMTHS HE peKoMeHayeTcsa. B ciaydae HE0OXOIUMOCTH OJHOBPEMEHHOTO
MIPUMEHEHUS PEKOMEHTYyETCS TIIATEIbHBIA KOHTPOJIb KOHUECHTPALIUHU JIUTHS B IJIa3M€E B TEUEHUE
BCEro Kypca IpUMEHEHUs IIPernapaToB JUTHS.

MeroTpekcar

Metotpekcat — HIIBII cHM)kaeT cekpenuto MeToTpeKkcaTa MoYyKaMu, TEM CaMbIM IOBBIIIAS €r0
KOHIIEHTpaluio B miuazme. OQHOBpEMEHHOE MPUMEHEHNE MEJIOKCUKaMa U MEeTOTpeKkcarta (B 103€
6osee 15 Mr B Hellenio0) He peKoMeHyeTcs. B ciyyae olHOBpeMEHHOr0 MPUMEHEHHSI HE00X0IUM
TIIATEIBHBIA KOHTPOJb 32 (PyHKIMEH Mouek U GopMyIioi KpoBU. METOKCHKaM MOXKET YCUIIUBATh
reMaToJIOTHYECKYI0 TOKCUYHOCTh METOTpPEKCaTa, OCOOEHHO Yy MAaLUEHTOB C HapylleHHEM
(GYHKIUY MTOYEK.

BHyTpuMaTOo4YHbIC KOHTPAIIEIITHBEI

KonTpauenuus — ects nannsle, yrto HIIBII mMoryt cHmxath 3()(eKTHBHOCT BHYTPUMATOUHBIX
KOHTPALIENITUBHBIX YCTPOICTB, OHAKO 3TO HE I0KA3aHO.

EI/IY PETHUKHU

Huypetnkun — npumenenue HIIBII B cimydyae 00e3BOKMBaHUS MAIMEHTOB COIMPOBOXKIACTCS
PUCKOM pa3BUTHUS OCTPOM OUYEYHOU HEIOCTATOUHOCTH.

I'unoTreH3UBHBIE IPEAPATHI

AHTUTUIIEPTEH3UBHBIE cpeacTBa (GeTta-ampeHOOIOKATOPHI, UHTUOUTOPBI
aHTHOTeH3UHIpeBpamiamnero ¢epmenta (AllD), Baszogumartatoper, auyperuku). HIIBII
CHMXAIOT  A()QPEeKT  aHTUTUNEPTEH3UBHBIX  CPEICTB,  BCJIEICTBHME  HMHTHUOMPOBAHUSA

npocTarjiaHAnHOB, 06J1a)1a10mnx Ba30qUJIaTUPYIOIIUMHU CBOMCTBaMMU.

AnTaronuctsl aHruoteHsuH-1I peuentopos, Tak ke kak MHruOUTOpHl AII® mpu coBmMecTHOM
npumenennn ¢ HIIBII ycrmimBaroT cCHIKeHHE KITyOOYKOBOH (PHIIBTPALIMH, YTO TEM CaMbIM, MOYKET
MPUBECTH K Pa3BUTHIO OCTPOM IMOYEUYHON HEIOCTATOYHOCTH, OCOOEHHO Yy TMAaIMeHTOB C
HapyleHneM QYHKIIUU TOYEK.

Konectupamuu

KonectupamuHs, cBs3bIBasi MEJIOKCHKAM B JKEJIyJOYHO-KUILIEUHOM TPaKTe, IPUBOJAUT K €ro Oosee
OBICTPOMY BBIBEJICHUIO.

[TemeTpekcen

IIemetpekcen — npu OJHOBPEMEHHOM IIPUMEHEHUN MEIIOKCHUKAaMa U IIEMETPEKCEa Y MAllMEHTOB
C KJIIMPEHCOM KpeaTuHuHa oT 45 10 79 MiI/MUH IpUMEHEHHE MEJIOKCUKaMa CIeAyeT IPEKPATUTh
3a MATh AHEH 10 Havajia MpUMEeHEeHHs IeMeTpeKce1a U BO3MOKHO BO30OHOBUTD uepes 2 AHs Moclie
OKOHYaHHUs TpuMeHeHusa. Eciam cymiectByeT HEOOXOAMMOCTH B COBMECTHOM HPHUMEHEHHU
MEJIOKCUKaMa U IEMETPEKCea, TO TaKUE MaluUEHThl JOJDKHBI HAXOIAUTBHCS I10J TILATEJIbHBIM
KOHTpPOJIEM, OCOOCHHO B OTHOLIEHMM MHeNocylpeccud U Bo3HMKHOBeHUss HP co cropons!
KEJIyJOYHO-KUILIEYHOI0 TpakTa. Y TMalMeHTOB C KJIMPEHCOM KpeaTMHUHa MeHee 45 MiI/MuH
IIPUMEHEHNE MEJIOKCUKAaMa COBMECTHO C IIEMETPEKCEAOM HE PEKOMEH Ty ETCs.

! !I/IKJ'IOCHO[ZI/IH

HIIBII, oka3piBasg JA€iCTBME HA  IIOYEUYHBIE MPOCTArJIAHAWHBIL, MOTYT YCWJIMBAaTh
HE(PPOTOKCUYHOCTh LIUKIOCIOPHHA.
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I/IHFI/I6I/ITODBI MHUKPOCOMAJIBHBIX (beDMeHTOB NCYCHU

[Tpu npuMeHEeHNN COBMECTHO C MEIOKCHKaMOM JIEKAPCTBEHHBIX MTPETAPaTOB, KOTOPBIE 00JIa1at0T
n3BecTHOU crnocoOHOoCThI0 MHTHOUpoBaTh CYP 2C9 n/unu CYP 3A4 (unu MeTabou3upyroTCs
MIPH YYaCTHH 3TUX (EPMEHTOB), TAKUX KaK IPOU3BOIHBIE CYIb(HOHUIMOUYEBHHBI HIIA TPOOEHEL U],
clenyeT MIPUHUMATh BO BHUMaHHE BO3MOXKHOCTh (JapMaKOKHHETUYECKOT0 B3aumoaerictud. [lpu
NPUMEHEHHUH COBMECTHO C IMEPOPAJbHBIMU THIOTIMKEMHUYECKUMH IpernaparaMu (HarpuMep,
OPOU3BOJAHBIMU  CYJNb(OHMIMOYEBUHBI,  HATETJIMHUAOM) BO3MOXHBI  B3aUMOJICHCTBHS,
onocpenoBanHbsle CYP 2C9, koTopble MOTYyT IPUBECTH K YBEINYEHUIO KOHLIEHTPALMH KaK 3TUX
JIEKapCTBEHHBIX CPEACTB, TaK M MEJOKCHMKaMa B KpoBHU. [Ipu OJHOBpEeMEHHOM NPUMEHEHHH
MEJOKCHMKaMa U THUIONIMKEeMHYECKUX JIeKapCTBEHHBIX IpenapaTtoB Mg IpuUeMa BHYTPb
(MpOM3BOJHBIX CYJNb(QOHUIMOUYEBUHBI WM HATETNIMHUIA) MAlUEHTHl JOJKHBI TIIATEIBHO
KOHTPOJIUPOBATh KOHIEHTPAIMIO TJIOKO3Bl B KPOBH H3-3a2 BO3MOXXHOCTU  Pa3BUTHSA
THITOTITUKEMHH.

HpI/I OJJHOBPCMCHHOM IIPHUMCHCHUM aHTALMI0B, HOUMCETUIHWHA, AUTOKCHHA H (bypOCCMI/IZ[a,
3HAaYUMBbIX (bapMaKOKI/IHeTI/I‘IeCKI/IX B3aMMOICHCTBUHU BBISIBJICHO HE OBLIO.

4.6. ®epTHILHOCTH, 0€PEMEHHOCTH U JIAKTAIUS

bepeMeHHOCTh

IIpumeHeHne MenokcukaMa poTUBONOKA3aHO BO BpeMsl OepeMeHHOCTH (CM. paszen 4.3).

B uccnenoBaHMsIX Ha JKMBOTHBIX OOHapy’>k€Ha pEeNpoAYKTHBHAs TOKCHMYHOCThH (CM. paszen 5.3.).
OnelT  HpUMEHEHUS y  UEJNOBEKa, IIOJAYYECHHbIM IIpM  HA3HAYEHUU  HECTEPOUAHBIX
IIPOTUBOBOCTIAJIMTENILHBIX IIPENAPATOB XKEHIIMHAM, HAXOASIIMMCS Ha 3 TpUMECTpe OepeMeHHOCTH,
CBUJETENBCTBYET O TOM, UTO MHTMOUTOPBI CHHTE3a ITPOCTArJIaHAMHA MOTYT BbI3bIBATh BPOXKJACHHBIE
IIOPOKHU — IIPEXKAECBPEMEHHOE 3apallleHHE apTEPUAIBHOTO IIPOTOKA, TATOJIOTHIO ITOYEK Y IUIOAA IIPU
BBeJeHMH BO BpeMms OepemenHoctu. [lpm npumenenun HIIBII y sxenmmn ¢ 20- Hemenu
O0epeMEHHOCTH BO3MOXKHO Pa3BUTUE MAJIOBOJUS HM/WIM NATOJIOTHMM IOYEK Y HOBOPOXKAEHHBIX
(HeoHaTaybHAS MOYEYHAs TUCHYHKINSA).

JlakTanms

UzBectHo, yto HIIBII npoHWkKaioT B TIpyJHOE MOJIOKO, IMO3TOMY IPUMEHEHHE TIpernapara
MenokcukaM-AKpUXHUH B TIEPHOJ] TPYAHOTO BCKapMIIMBAaHUS MPOTUBOIIOKA3aHO (cM. paszen 4.3).

PepTUIILHOCTh

Kak mnpenapat, uHruOupyrommi CHHTE3 UIHKIOOKCUT€HA3bl/MpocTariananHa, MeloKkcukam-
AKpUXHMH MOXET OKa3aTh BIUSHHE Ha (DepTUIBHOCTD, U TIOATOMY HE PEKOMEHYeTCs KEHILNHAM,
IUTAHUPYIOLMM OepeMeHHOCTh. MelloKCHKaM MOXKET NPUBOAUTE K 3aJIepKKe OBYJIAUU. B cBs3U ¢
3TUM Yy JKEHILMH, UMEIOIIMUX NMPOoOJIEMBl C 3a4aTHEM U MPOXOIAIIMM OOCIIEOBAaHUE IO MOBOIY
10100HBIX MPO0JIEM, pEKOMEHYETCsl OTMEHA IPUMEHEHUS MpenapaTa.

4.7. BaussHMe Ha CHNOCOOHOCTH YNPABJATH TPAHCIOPTHBIMU CpPeACTBAMH M PpadoTaTh
¢ MeXaHU3MaMH

CriennaabHBIX KIMHUYECKUX WMCCIEIOBAHWN BIIHMSIHHS Tperapara Ha CIOCOOHOCTh yHPAaBISATh
aBTOMOOWJIEM WM MEXaHU3MaMH He TpoBOAMI0Ch. OIHAKO MpU yHpaBICHUU aBTOMOOUIIEM
U paboTe C MexaHU3MaMu cleJyeT MPUHHMaTh BO BHUMaHUE BO3MOXXHOCTh pPa3BUTHUSA
TOJIOBOKPYKEHHUS, COHJIMBOCTH, HapyIIEHUS 3pEHUs WIH JIPYTUX HapyUIeHHH CO CTOpPOHBI
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LEHTPaIbHON HEpBHOW cUCTeMbl. B mepuon jeyeHus malueHTaM HEOOXOAMMO COONI0AaTh
OCTOPOKHOCTb MNPH yIPABICHUM TPAHCIOPTHBIMU CPEACTBAMU U 3aHATUHU JIPYTUMH
MOTEHI[MAJIFHO OIMACHBIMU BUJAMHU JEATEIBHOCTH, TPEOYIOMIMMH TMOBBIIICHHOW KOHIICHTPALUU
BHUMAaHUA U OBICTPOTHI ICUXOMOTOPHBIX PEAKIIUMN.

4.8. HexkesaTelbHbIE PeaKIUH

Pesrome mpodung 6e30macHOCTH

B Xonme mnpoBeAeHHBIX KIMHUYECKUX HCCIEIOBAHUM, MOCTPErUCTPAllMOHHBIX MCCIEI0BaHUM
0e30macHOCTH M 1O pe3yJbTaTaM CIHOHTAaHHBIX COOOIIEHWH, Haubojee Cepbe3HbIMU
HE)XEeJaTeIbHBIMU peaKkIMsIMU MeJIOKCMKamMa ObUTH: aHa(UIaKTUYeCKUi IIOK*, aHTHOOTeK™,
aHa(WIAKTOUIHBIE PEAKIUHU™, NPYTrUe peaKklud TUNepYyBCTBUTEIHHOCTH HEMEIJIEHHOIO THIa*,
TOKCUYECKHI »NHAepMalibHbIA  Hekponus™®, cunapoMm CruBeHca-J[xoHcoHa®, OyJuie3HBIN
nepMatuT®, MyIbTU(QOPMHAS SpUTeMa™®, CKPBITOE HIIH SIBHOE JKEITYyA0YHO-KUIIIEYHOE KPOBOTEUEHHE,
nepdopanus xernygoyno-kuieyHoro tpakta (JKKT), ractpomyoseHanbHble s3Bbl, OpOHXHATbHAS
acTMa y TMalMEeHTOB C aUIepruedl K aneTwicanuiuwioBor kucinote win apyrum HIIBIIL, octpas
MoyeyvHasi HeJJOCTaTOYHOCTh .

Yamie BCero perucTpupoBAIMCh TAKUE HEXKENATENbHBIE PEAKUUHU, KaK TOJOBHAas 00ib, 00Nb B
KHUBOTE, IUCTIETICUS, THapesi, TOIIHOTA, pBOTa, 00JIb U OTEK B MECTE BBEACHHUSI.

TabmnuHoe pe3ioMe HeKeNaTENbHBIX DEAKIINI

YacToTa HEXeNnaTelIbHBIX pEakKiuii ObUla OmpejeieHa B COOTBETCTBUHM C KiacCH(UKaImeit
Bcemuphoii opranuzaiuu 3apaBooxpanenus (BO3): ouens yacto (> 1/10); gacto (> 1/100 u < 1/10);
Hevacto (> 1/1000 u < 1/100); penko (= 1/10000 u < 1/1000); ouenp penko (< 1/10000); yactoTta

HEU3BCCTHA (Ha OCHOBAaHUH UMCIOIUXCA JaHHBIX OHCHUTH HGBO3MO)KHO).

CucTeMHO-OpraHHbIii KJjace Yacrora HeskenaTelbHble peakiun
Hapywenus co cmoponut Heuacmo aHeMusi
Kpoeu u numpamuueckoil Peoko JICHKOTICHHS, TPOMOOIMTOIICHUS, W3MCHCHHUS
cucmemul YHClia KJIETOK KPOBH, BKIIOYAs W3MECHEHHS
JICHKOILUTAPHOH HopMyIIbl
Hapywenusa co cmoponui Heuacmo JpyTUE PEaKIMy TUIepIyBCTBUTEIbHOCTH
UMMYHHOU cucHembl HEMEJICHHOr o Thma*
Yacmoma aHa(WIAKTHIECKUH IOK™, aHa(MIaKTOUHBIC
HeuzeecmHa peakuun™
Ilcuxuueckue napyuwienus Peoko M3MEeHEHHEe HacTpoeHus *
Yacmoma CIIyTaHHOCTh CO3HaHHS ¥,
Heuzsecmua Jie3opueHranust*
Hapywenus co cmoponut Yacmo TOJIOBHAS 0OJIb
HEpBeH oIl cucmemol Heuacmo TOJIOBOKPY KEHHUE, COHJIIMBOCTD
Hapywenusa co cmoponui Peoxo KOHBIOHKTUBHUT*, HApYIICHHs 3pEHNS,
op2ana 3penus BKJTIOYAsl HCUCTKOCTh 3PCHUST®
Hapywenusa co cmoponui Heuacmo BEPTHTO
op2ama cayxa u aadupunma Peoxo LIYM B ylIax
Hapywenusa co cmoponui Peoxko cepaieoneHune
cepoua
Hapywenusa co cmoponui Heuacmo MIOBBIIIICHUE APTEPHATTFHOTO JTABIICHUSA,
€ocy0os YYBCTBO «IIPHJIMBA» KPOBH K JIUITY
Hapywenusa co cmoponui Peoxo OpoHXHMaNbHAA acTMa y MAIlMEHTOB C
ObIXAMEIbHOIL CUCIEMB, aluIepryuei K aueTuiCaIuLuI0BON
0p2ar o6 ZpyoOHoll KiemKu u kuciote win aqpyrum HIIBII
cpedocmenusn
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Hapywenusa co cmoponwsl | Yacmo 00Jb B XKHBOTE, TUCIICTICHS, TUapes],
JHCey0OuHO-KUUIEUH 020 MPAKa TOLIHOTA, PBOTA
Heuacmo CKPBITOE HJIH SIBHOE KEITYJOUHO-
KHILIEYHOE KPOBOTEUCHHUE, TaCTPUT,
CTOMATHT, 3aI0p, B3y THE )KUBOTA,
OTpPBDKKA
Peoxko racTpo.yoJIeHAIbHBIC SI3BbI, KOJINT,
330parut
Ouenb pedko nepdopartus KKT
Hapywenus co cmoponsl Heuacmo TPaH3UTOPHbIC U3MEHEHHUS
ReYeHU U HCeTHedble0 0AUUX nokasaresned GpyHKIUH [eYeHH
nymeii (Hanpumep, MOBBIIICHUE aKTHBHOCTH
TpaHCaAMUHA3 WU KOHIICHTPAIUH
OunmpyOuHa
Ouenv pedko renatut*
Hapywenus co cmoponsl Heuacmo AHTHOOTEK*, 3y 1, KOXKHASI ChIIb
KO2cU U NOOKOICHBIX Peoko TOKCUYECKHUH 3MuAepMalIbHbII
mKaneit Hekponus™ cuagpom CTuBeHca-
JxoHcoHa*, KpamBHIIIA
Ouendb pedko OyJIe3HBIN lepMaTuT™,
MHOroQ)OpMHasi SpUTeEMa
Yacmoma (orocencubOuU3aIus, (ukcupoBaHHas
Heu3gecmua JICKapCTBEHHAsI ChIITh
Hapywenus co cmoponut Heuacmo M3MCHCHHS TIOKa3aTele PyHKITUH
nOYeK U MOUEBHIBOOAUGUX MoYeK (MOBBIIICHNE YPOBHS
nymeii KPEATUHUHA W/VMJIM MOYCBHHbI B
CBIBOPOTKE KPOBH), HAPYLICHUS
MOYEHCITYCKaHWs1, BKIIFOYast OCTPYIO
3aJepKKy Moun*
Ouenb pedko 0CTpas MOYCYHAsT HEIOCTATOYHOCTh *
Hapywenus co cmoponut Heuacmo MO3/IHsI OBy ™
PenpoOyKmuGHOI cucmembl Yacmoma Oecrioaue y >keHIuH*
U MONOUHBIX Jicene3 Heu3gecmua
Oobuiue napywenua u Yacmo 00J1b 1 OTEK B MECTE BBEJICHHS
peaxyuu 6 mecme 66e0eHUs Heuacmo OTEKH

Onucanne OTIEIbHBIX HEXKEIATEIbHBIX PEAKIIHA

HP, 3apCTUCTPHUPOBAHHLIC TIpU IMMOCT-MAPKECTUHIOBOM IIPUMCHCHHH, CBA3b KOTOpPBIX C
MMPpUMCHCHUEM IIpCliapaTa paCuCHUBAIACh KaK BO3MOKHAA, OTMCYCHBI 3HAKOM™*,

CoBMeCTHOE NPUMEHEHHUE C JIEKapCTBEHHBIMU IIpenapaTraMi, YTHETalOUIMMHM KOCTHBIH MO3T
(Hampumep, METOTPEKCaT) MOKET CIIPOBOLIMPOBATH LIUTOIICHUIO.

XKenynouHo-kumieyHoe KpoBOTEUEHHE, s3Ba WK Mepdopanus MOTYT IPUBOIUTH K JIETaIbHOMY
UCXOTY.

Kak u gns gpyrux HIIBII, He HCKIIOYalOT BO3MOXHOCThH IOSIBJICHHUS HHTEPCTHUIIMAIBLHOTO
HedpuTa, rmoMepyinoHedpuTa, IOYEYHOT0 MEAYJUIIPHOrO HEKPO3a, HEPPOTUIECKOTO CHHAPOMA.

Co001IeHne 0 MOI03PEBAEMBIX HEXKEIATEIBLHBIX PEAKIIMIAX

Baxxno cooOmarh 0 TMOJ03peBaeMbIX HEXKENaTelIbHBIX pEaKUUsIX IOCe perucTpauu
JIEKapCTBEHHOTO Tpernapara ¢ LeJblo o0ecreueHuss HenpepbIBHOTO MOHUTOPUHTA COOTHOIICHHS
«TI0JIh3a — PUCK» JIEKAPCTBEHHOTO Npernapara. MeauIMHCKIM pabOTHUKaM PEKOMEHIYETCs] COOOIIATh
0 JIOOBIX TMOJ03PEBAEMBIX HEKENATEIbHBIX PEaKIMsIX JICKAPCTBEHHOTO IIperapaTta dYepes
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HALMOHAIbHBIE CHCTEMbl COOOILIEHHS O HEXeNaTelbHbIX peaklUsAX TrocylapcTB — UJIEHOB
EBpa3uiickoro 5kOHOMMYECKOI 0 COX03a.

Poccuiickas @edepayus

denepanbHas ciyx06a 1Mo Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012, Mocksa, CnaBsHCKasl miiomap, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

DiexTpoHHas noyra: pharm@roszdravnadzor.gov.ru wim NPr@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

Pecnybauxa Benapyco

VII «llenTp sKkcnepTr3 U UCIBITAHUN B 3APABOOXPAHEHUN
Anpec: 220037, r. MuHck, nep. ToBapuieckuii. 2a
Tenedon: +375 (17) 242 00 29

dakc: +375 (17) 242 00 29

DnekTponHas moyrta: rcpl@rceth.by

Caiirt: http:// www.rceth.by/

4.9. [lepeno3upoBka

JlaHHBIX O Cily4asiX, CBSI3aHHBIX C I1EPEI03UPOBKON MEIOKCHKaMa HAaKOTUICHO HEAOCTATOYHO.
CHMIITOMBI

BepositHO, Oy 1y T MpUCYTCTBOBATH CHMITITOMBI, CBOMCTBEHHEBIE TTepeno3upoBke HIIBII, B Tsokenbrx
CIydYasix: COHJIMBOCTh, HAPYIICHUS CO3HAHUS, TONTHOTA, PBOTA, OOJIM B AMUTACTPHH, KEITYA0UHO-
KUIIEYHOE KPOBOTEYEHHE, OCTpas IOYEYHAS HEIOCTATOYHOCTh, W3MEHEHHS apTEepUATIBHOTO
JIaBJICHUSI, OCTAHOBKA JIbIXaHUs, aCUCTOJIHUSL.

Jleuenue

AHTI/IIIOT He wu3BecTeH. B cily4dac I1CpCAO3WPOBKU IIpf€liapaTa CJICAYCT NPHUMCHATDH
CUMIITOMATHYCCKYIO  TCpalunlo. I/I3BCCTHO, 4YTO KOJECTHpaMHUH  YCKOPSACT BbIBCIACHHUC
MCJIOKCHKaMa.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoauHaMu4yecKkune CBOMCTBA
CDapMaKOTepaHequeCKa;{ rpynna: HpOTI/IBOBOCHaJII/ITeJILHbIC nu HpOTHBOpCBMaTI/I‘-IeCKI/Ie

npemnaparbl; HCCTCPOUAHBIC IMPOTUBOBOCHAIUTCIBHBIC W IIPOTUBOPCBMATHUYCCKUE IIPCIIAPATHI,
OKCHKaMBI.

Koxn ATX: MO1ACO06

10
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MexaHu3M JIeHCTBUS

MeinokcukaM — SBJISIETCSL HECTEPOMUIHBIM INPOTUBOBOCHAIMTENbHBIM mpenaparom (HIIBII),
OTHOCUTCSI K IPOU3BOJHBIM DHOJIOBOM KHCIOTBI M OKa3bIBAET IPOTHBOBOCHAIUTEIIBHOE,
aHAJIBIETUYECKOE U JKAPONOHMXKAIOIIEE JEHCTBHE. BpIpa)keHHOE NPOTUBOBOCHAIUTEIBHOE
JEICTBHE MEJIIOKCUKAaMa YCTaHOBJIEHO HAa BCEX CTAHIAPTHBIX MOJENSIX BOocnajleHus. MexaHusm
NEeHCTBUS MEJIOKCHKaMa COCTOUT B €r0 CIIOCOOHOCTH MHIMOMPOBaTh CUHTE3 MPOCTArJIaHIMHOB —
U3BECTHBIX MEIUATOPOB BOCIIAJICHUS.

dapmakoauHamuyeckue d3QheKThl

Menokcukam in VIVO MHTHOMpPYET CHHTE3 MpPOCTArjaHIHHOB B MECTE BOCHAJICHHS B OOJbIICH
CTEIIEHH, YEM B CITM3UCTOMN 000JI0UKE JKeTyIKa MU MOYKaXx.

OTH pa3iauuus CBsA3aHbl ¢ 00Jee CeNeKTUBHBIM HHIMOUpoBaHueM HukiIookcurenassl-2 (L{OI-2) o
cpaBHeHHIO ¢ muiIookcureHason-1 (LJOI-1). Cuuraercs, uyro wuHrnOuposanue [1OI-2
obecrieunBaer TepaneBTuueckue aevictBus HIIBII, Torma kxak wuHruOupoBaHHE TIOCTOSIHHO
npucytcTBytoiero nzopepmenta L{OI'-1 moxeT 6bITh 0TBETCTBEHHO 32 HP co cTopoHs! sxenynka
u noyek. CeleKTUBHOCTh MeJloKcrKaMa B oTHouleHuu 1{OI'-2 moaTBep kaeHa B pa3IndHbIX TECT-
cucTeMax, Kak In Vitro, tak u in vivo. CenekTHBHAs CIIOCOOHOCTh MEJIOKCHKaMa WHrHOMPOBATh
L1OI'-2 nmoka3aHa Mpu UCIIOIB30BAHUH B KAUECTBE TECT-CUCTEMBI IIETTbHOM KPOBH YeIoBeKa in Vitro.
YcTaHoBJI€HO, YTO MeJIOKcUKaM (B 1o3ax 7,5 u 15 mr) aktuBHee unruouposan [{OI'-2, oka3siBas
Oosbllee MHrUOMpylollee BIMSHME Ha MNPOAYKIUIO npocTariaHguHa Ez, cTumymmpyemyro
aunononucaxapunom (peakuus, koHtpoiaupyemas 1{OI-2), yem Ha mpoxaykuuio TpoMOOKcaHa,
Y4YacTBYIOIIETO B TPOIlECCE CBEPThIBaHUS KpoBHU (peakius, koHTpoiupyemas [OI-1). Otu
3¢ deKThl 3aBUCENTU OT BEIUYMHBI 103bI.

B nccnenoBanusax €X ViVO mOKa3aHO, 9TO MEIOKCHKaM (B J03ax 7,5 Mr u 15 Mr) He okasbBacT
BIIUSIHUSI HA arperanuio TPOMOOIIMTOB U BpeMsi KPOBOTECUEHUSI.

B xnunnueckux nccnenoanusx HP co croponsl JKKT B 11e10M BO3HUKAIM peke IPU NPUMEHEHUH
Menokcukama 7,5 u 15 mr, yem npu npumenenuu apyrux HIIBII, ¢ koTtopeiMu mpoBoaunoch
cpaBHeHue. D10 paznuyue B yactote HP co ctoponst JKKT B 0CHOBHOM CBSI3aHO C TE€M, YTO MpHU
IIPUMEHEHNHU MEJIOKCUKaMa Peke HaOMI0JaINCh TaKue SIBJICHUS KaK JUCIEINCHUsi, pBOTa, TOLIHOTA,
abnomuHanbHble Oonu. Yacrora nepdopauuii B BepxHux otraenax JKKT, s3B U kpoBoTeueHMI,
KOTOpBIE CBSI3BIBAIMCH C TIPUMEHEHHEM MeJIOKCMKaMa, Oblia HU3KOH U 3aBHCeNla OT BETHMYUHBI
J103bI IIpenapara.

5.2. DapMaKkoOKHHeTHYECKHE CBOIiCTBA

AOGcopOuus

MeokcukaM MOJIHOCTBIO abcopOupyeTcs mociae BHYTPUMBIIIEYHOTO BBeneHUsI. OTHOCUTEIbHAS
OMOIOCTYITHOCTh O CPAaBHEHHUIO C OMOJOCTYMHOCTBHIO TPHU MPUEME BHYTPb COCTABISET IMOYTU
100 %. ITosToMy mpu mepexoie ¢ MHbEKIIMOHHOW Ha mepopaibHbie (HOpMBI MOa00pa 1036l HE
tpebyetcs. [locne BBeneHus 15 Mr npenapaTta BHYy TPUMBIIIEYHO TMKOBAsI KOHIICHTPAIKS B TJIa3Me
(oxouo 1,6—1,8 Mkr/mi), tocTuraeTcsi B Te4eHue mpuodan3uTeasno 60—96 MuH.

Pacnpenenenue

MeokcuKaM OY€Hb XOpOIIO CBSI3BIBAETCS C OelKamMH IUIa3Mbl, B OCHOBHOM C albOyMHUHOM
(99 %). IIpoHUKaeT B CHHOBUAIBHYIO JKUAKOCTb, KOHLEHTpALUs B CHHOBUAIBHOW >KMIKOCTU
coctapisier npuMepHo 50 % oT koHUeHTpauuu B miaasme. OO0beM pacrnpenesieHus: HU3KHIM,
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npubnu3utenbHo 11 nuTpoB.  MHmuBmayanbHble  paznuuus — coctaBiusitor  7-20  %.
buotpanchopmarms

MenokcukaM TOYTH TIOJHOCTBIO MeTaboiu3upyercs B Ie4eHd ¢ oOpa3oBaHueM 4-x
(hapMaKoIOrH4ecKy HEAKTUBHBIX MPOU3BOAHBIX. OCHOBHOM META0OIHUT, 5-KapOOKCHMEIOKCHKAM
(60 % oT BenmWYMHBI J03bI), 0Opa3yeTcs MyTeM OKHUCIEHUS MPOMEXYTOYHOTO MeTaboiuTa, 5-
TUAPOKCUMETUIIMEIIOKCUKAaMa, KOTOPBIN TaK)Ke IKCKPETUPYETCs, HO B MeHbIel ctenenu (9 % ot
BEJIMYUHBI 103b1). MiccienoBanus in Vitro mokasau, 4To B JaHHOM METa00TMIECKOM MPEBPAIICHUH
BaXHYIO poib urpaet uzopepmeHT CYP2C9, nomnosHuTenbHOE 3HAYEHHE MMEET U30(EPMEHT
CYP3A4. B 06pazoBanuu IBYX IPyruX METa00IUTOB (COCTABISIONINX, COOTBETCTBEHHO, 16 % 1 4
% OT BEIMYMHBI J03bl Ipenapara) MPUHUMAET Y4yacTHE IEpOKCHa3a, aKTUBHOCTb KOTOPOW,
BEPOSTHO, MHUBHUIYaIbHO BapbHUPYET.

DIMMHHALUS

BeiBomUTCS B paBHOM CTENEHHM Yepe3 KUIIEYHUK M IOYKaMHU, NPEUMYLIECTBEHHO B BHIE
MeTab0IMTOB. B HEeM3MeHHOM BHUJIE C KAJIOM BBIBOAUTCS MeHEE 5 % OT BEIMUMHBI CYTOYHON J03bI,
B MOYE B HEM3MEHHOM BHUJE IpenapaT OOHapy>XHMBAaeTCi TOJBKO B CJIEJOBBIX KOJHWYECTBaX.
Cpennuii nepro NoayBbIBEACHUS BappupyeT oT 13 10 25 yacos.

[1na3MeHHBINH KIUPEHC COCTABIISIET B cpeHeM 7—12 MJI/MMH TOciie OJHOKPAaTHOTO MPUMEHEHHUS.
MenokcukaM JIEMOHCTPUPYET JMHEHHYI0 (apMakOKMHETHKY B jgo3ax 7,5-15 wmr mpu
BHYTPUMBILLIEYHOM BBEJCHUHU.

(DaDMaKOKI/IHCTI/I‘IGCKaH'd)aDMaKOIII/IHaMI/I‘ICCKaH 3aBHUCHMMOCTb

Oco0ble rpyInIbl HAAEHTOB

Tloueunas neoocmamounocmo

Cnabo BhIpaXXCHHAA 1I104Y€YHaA HEAOCTATOYHOCTh CYIICCTBCHHOT'O BJIMAHUA HA (bapMaKOKI/IHCTI/IKy
MCJIOKCHMKaMa HE OKa3bIBAcCT. CKOpOCTB BBIBCACHHA MCJIOKCHKaMa M3 OpraHu3Ma 3HAYUTCIIBHO
BbIINIC Y MMATUEHTOB C YMCPCHHO BBIpa)KeHHOﬁ MOYEeYHOI HCAOCTAaTOYHOCTEIO. Menokcukam XYyXKE
CBS3LIBAETCS C OEJIKAMHU IIa3MbI Yy NalM€HTOB C TepMHHaHBHOﬁ MOYEYHOMN HEAOCTATOYHOCTBIO.

[Ipu TepMuHANIBHONW MOYEUHON HEIOCTATOYHOCTH YBEIHMYEHHE OOBEMa PaCHpeleeHUsT MOKET
MpUBECTH K 00Jiee BBICOKMM KOHIIGHTPALMSM CBOOOJHOTO MEJIOKCHMKaMma, MO3TOMY Yy 3STHUX
MAILMEHTOB CyTOYHAs /1032 HE JI0JKHA MPEBBIATH 7,5 MT.

Tleyenounas nedocmamounocms

HenocratouHocTh  (yHKIMM T€YEHHM CYIIECTBEHHOI'O BIMSHUA Ha  (PapMaKOKUHETHKY
MEJIOKCUKaMa HE OKa3bIBaeT.

ﬂuua nooa#cu0co eo3pacma

[Toxkunple MalMEHTHl 1O CPaBHEHHIO C  MOJIOABIMH MHAlEHTaMH HUMEIOT  CXOJHBIC
(bapMakOKHHETHYECKHE TOKa3aTeau. Y TOKWIBIX MAallMEHTOB CPEIHUH IUIa3MEHHBIH KIUpPEHC B
MepPHOJ] PABHOBECHOTO COCTOSIHUS (hapMaKOKMHETHKHA HEMHOTO HUXKE, YEM Y MOJIO/IBIX TAIIMEHTOB.
VY KeHIMH mNOoXujoro Bo3pacta Oonee Bbicokue 3HaueHuss AUC (momans MmoJ KpUBOM
KOHIIGHTpAIUsA-BpeMsl) W JUIMHHBIN TEPUOJ TOJYBBIBEACHUS, MO CPABHEHHUIO C MOJIOJIBIMH
MarueHTaMu 000UX IIOJIOB.

5.3. /laHHbBIe NOKJIUHUYECKO 0€30aCHOCTH

Z[OKJII/]HI/I‘-IGCKI/IG HCCIICA0BAHUA MMOATBEPAWIN, YTO MEJIOKCUKAM UMCECT TOT KC HpO(l)I/UIB TOKCHUYHOCTH,

12



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 21.05.2026 N= 10073
(MOCNEOCBATENEHOCTE 0012)

yro u apyrue HIIBIIL: >xemynouHO-KUILEYHBbIE SI3BBI M APO3UH, HEKPO3 MOYEYHBIX COCOYKOB IPU
JUTMTEIBHOM TpUMEHEHUH OoJiee BBICOKMX J03. McciemoBaHusi Ha KpbIcax TMOKa3ald CHIDKEHHE
OBYJISILIMHM, TIOJaBJIcHHE UMIUIAHTAIMHA U SMOpPHOTOKCHYECKHEe 3P(EeKThI (ITOBBIIIEHHAS PE30pOLHs) Yy
OepeMeHHBIX caMOK B J103ax 1 MI/Kr u Bbiite. VcciaenoBanue penpoayKTHBHON TOKCUUHOCTH Y KPBIC U
KPOJIMKOB HE BBIIBUJIO TEPATOr€HHOCTH JI0 MEPOPATIbHOM 10361 4 MI/KT y KpbIC U 80 MI/KT y KPOJIMKOB.
DTH 10361 MPEBBIIATN TepareBTrueckue st 10361 (7,5-15 mr) B 5-10 pa3 npu pacyere 103UPOBKH Ha
MI/KI Macchl Tena (IyIsi yenmoBeka ¢ Maccoil Tena 75 kr). DeroTokcuueckue 3(hQeKTsl B KOHLE
OepeMEeHHOCTH, ObUTM OMNHCAaHbl KaK COMPOBOXKIAMONUMI (EHOMEH WHIHOMPOBAaHUS CHUHTE3a
pocTariaHauHoB. B uccmenoBanusix in Vitro wim in Vivo He ObLIO MPOIEMOHCTPHPOBAHO MYTar€HHOTO
nevicTBus. PUCK KaHIIEPOT€HHOCTH y KPBIC U MBIIIEH He ObUT MPOJIEMOHCTPHPOBAH JIAXKe MPH J103aX,
3HAYUTENBHO MPEBBIIAIONX PEKOMEHTyeMbIe.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. l'[epequL BCIIOMOTaTeJbHBIX BEeIIECTB

MerntomuH
I'mukogypon
ITonoxcamep 188
Hatpus xmopug
['munux

Harpus runpokcun

Bona niist uabekmn
6.2. HecoBMecTHMOCTDL

JlexapcTBEeHHBIN Mpemapar He ClIeIyeT CMEIINBATh B OAHOM HIMPHUIIE C APYTUMHU JIEKaPCTBEHHBIMU
npernapaTam.

6.3. CpoK roaHoCTH (CPOK XpaHeHHs )

2 rona.

6.4. OcoObie MepbI MPETOCTOPOKHOCTH MPH XPAHEHUH

XpaHUTh B 3alIMIICHHOM OT CBETa MECTe, IpU TemriepaType He Bbie 25 °C.
6.5. XapakTep u cojep:kaHue NEPBUYHOH YIIAKOBKH

ITo 1,5wMn pactBOopa B amMmysbl M3 O€CIBETHOro cTeksia Tuna |, BMECTMMOCTbIO 2 M C
KOIUPYIOIIUM KOJBIIOM 3€J€HOI0 IIBETa, HAHECEHHBIM Ha IOBEPXHOCTb ammyibl. Ha melky
aMITyJIbl B MECTE pa3jioMa HaHeCeHa Hacedyka M To4Ka 0esIoro 1BeTa HaJl Hel.

ITo 3 nnum 5 amIyJ1 B KOHTYPHYIO SIMEMKOBYIO YIIAKOBKY.

[To 1 KOHTYpHOI SYEIKOBO yIaKOBKE BMECTE C JIMCTKOM-BKIIA IBIIIIEM B KAPTOHHYIO MavKy.
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6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH  YHHYTOKEHHH  HCMOJH30BAHHOTO
JIEKAPCTBEHHOI0  Mpenapara MWJIM  OTXO0A0B, MOJY4YE€HHBIX TMOCJe TPHUMEHEHUs:
JIEKAPCTBEHHOT0 Mpenapara, u Apyrue MaAaHUMYJISIHH ¢ PenapaTomM

OcoOble TpeOoBaHUs OTCYTCTBYIOT.

7. AEP/KATEJIb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUSA

[Tonpma

®dapwmanestuueckuii 3aBo «[IOJIbBOAPMA» AO
ya. [enprmunabcka 19, 83-200 Craporapa I nanscku
Tenedon: +48 58 5631600

daxc: +48 58 5622353

Anpec anexTpoHHOM nouTthl: phv(@polpharma.com

7.1. IlpeacTaBUTE/Ib IepKaTe/s PETHCTPALIMOHHOIO Y/10CTOBEPEHHSs

IIperensun noTpeduTEnE HAIPABIATE IO AIPECY:

Poccutickas ®edepayus

AKITMOHEPHOE 0011eCTBO « XMMUKO-(hapmarnieBTudeckuii kKoMOMHAT « AKPUXHMH»
(AO «AKPUXHNH»)

142450, MockoBckas 001., r.0. boroponckuii, r. Crapas Kynasna, yn. Kuposa, 1. 29.
Tenedon: +7 (495) 702-95-03.

Anpec anektporHoi noutsl: info@akrikhin.ru

Pecny6nuka benapycn

000 «Axpuxun buVYaii»

ya. Bepst Xopyxei, 1.4, nom.17, 220005 Munck
Tenedon: +375 17 368 59 98

Anpec anektponnoi moutsl: Office@akrikhin.by

8. HOMEP PETUCTPAIIMOHHOT' O YAOCTOBEPEHUA

9. KATET'OPHUSA OTITYCKA JIEKAPCTBEHHOTI'O ITPEITAPATA

JlexapcTBeHHBIN MpenapaT OTHOCUTCS K KATETOPHH OTITYCKa [0 PeLenTy.
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OO1as xapakTepucTHKa JIEKApCTBEHHOTO MpenapaTa MenokcukaM-AKpPUXHUH TOCTYITHA B €JMHOM
peecTpe 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX Cpe/IcTB EBpa3niickoro 5KOHOMUYECKOT0 COI03a U
Ha  o(QUIMAIBHOM  CaiiTe  YMOJHOMOYEHHOTO  oOpraHa  (dKCIEPTHOM  OpraHU3aIuu)
https://lk.regmed.ru/Register/EAEU_SmPC.
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	Электронная почта: pharm@roszdravnadzor.gov.ru или npr@roszdravnadzor.gov.ru
	По 1,5 мл раствора в ампулы из бесцветного стекла типа I, вместимостью 2 мл с кодирующим кольцом зеленого цвета, нанесенным на поверхность ампулы. На шейку ампулы в месте разлома нанесена насечка и точка белого цвета над ней.
	По 3 или 5 ампул в контурную ячейковую упаковку.

