PEKAUH

MHCTPYKUMNA NO MEAULUMHCKOMY NPUMEHEHUIO
AEKAPCTBEHHOI'O NPEMAPATA

Toprosoe Ha3Bauue: PexuH.

Memynapo;.moe HENAaTeHTOBAHHOE HA3BAHME: MCIIOKCHKAM.

JlexapcTBennasi popma: Cyno3uTOpun peKTaibHbIe.

CocTaB: KaX/IbIi CYTTO3UTOPHI COCPKHUT:

Axmusnoe seujecmeo.

Menokcukam BP 15mr

Bcnomoeamenvivle sewjecmea: MONMMATAICHIINKONB 1500, MOMMATHICHIIIMKOIL

6000, meTnnmapaben, nponuinapabes, Oy THIHPOBAHHbII THIPOKCUTOTYOIT.

Onucanne: JKénrble Henpo3payHble CYIO3UTOPUH ITYJIEBUIHON HOPMBIL.

®dapmakoTepaneBTHyeckas rpynna: Ilpenapathl JUid JedeHHs 3aboneBaHMit

KOCTHO-MBIIIEYHOW CHCTEMBI. npOTHBOBOCI’[aJ’I"TEﬂBHHS W NpPOTHBO-

peBMaTHYeCcKHe Ipenaparbl. HecTepouaHble NPOTHBOBOCHAIMTENbHBIC U

MPOTUBOpEBMaTHYECKHE npenaparhl. OKCHKamMbl. MeToKCHKaM.

Kox ATX: MO1ACO06.

®Dapmako/ornuecKoe jeficTene

Dapmarkoounamura:

HIIBC - o6majgaeT mMpOTHBOBOCHANMTENBHBIM, XapOMOHHXKAKIINM,

AHAJIBICTUYCCKUM aeﬁcmuem. OrHocutest K KJIacCy OKCHKaMOB: IPOU3BOAHOE

9HOJIMEBOH KkucnoThl. OKa3biBaeT MPOTHBOBOCHAINTENILHOE, aHaAJIbIe3Hpyloliee i

JKaporoHmKaomiee aeiicteie. MexaHH3M AeHCTBHS —HHIMONpOBaHNe CHHTEe3a Pg

B pe3ysbTaTe H30UpaTesIbHOrO IoaaBieHus (pepMeHTaTHBHON akTuBHOCTH LIOI2.

Tlpy HazHAYEHUH B BBICOKMX J103aX, JUINTEILHOM PUMEHEHUH 1 MHMBU/yaIbHBIX

ocobenHocTsx oprannsma [IOI2 cesreKTHBHOCTB CHIDKaeTcst. [TojiaBsieTcs CHHTE3

Pg B 00nacTy BocnaseHus B GosbIieit CTCIICHH, YEM B CIIU3HUCTOl 000JI04Ke KeIyaka

WK TI04YKax, 4TO CBA3AHO C OTHOCHUTEJIbHO l/l?\ﬁl/lpﬂ'l'@llbllbll\rl HHT MGMpOBalll/leM

IIOT"2. Pexe BBI3BIBACT 9PO3UBHO-s13BeHHbIE 3a00meBanms JKKT.

@ﬂp,‘HHKOKlIH(’WIHKH.'

IIpu pexraabHOM NPHMEHEHUH MEJIOKCHKAM XOPOLIO aICOPOUPYETCs B CHCTEMHBLI

KPOBOTOK, OHMOOCTYNHOCTh cocTaBiseT 89%. CraOuibHas TepaneBTHUecKas

KOHIICHTpALMsA B KPOBH JOCTHUTAeTCsA 4epe3 3-5 ,ElHeﬁ MOCJIC Havajla JICYCHMA.

CassbiBanue ¢ Oeskamu IU1a3Mbl cocrasiser Oonee 99%. Iloxsepraercs

GuorpaHc(opMalMi B IEYEHH, NPEHMYIIECTBEHHO IIyTeM OKHCICHHS C

obpasoBanueM 4-X HEaKTHBHBIX MeTaboimToB. OCHOBHYIO POJIb B MeTaboiH3Me

menokcukama urpatot ¢epmentst CYP2CP u CYP3A4, a Take mepokcuaasa.

O0beM pacnpejiesienus npenapara HH3KHH — B cpexHeM 11 J1, rura3MeHHbIH

KIHMpeHe - 8 ma/MuH. Tlepro momyBbIBeIcHHs cOCTaBAeT 0Koio 20 4acoB, uTo

MO3BOJISCT MPUHUMATH €ro | pa3 B CyTKH. BbiBeneHHe U3 OpraHu3Ma NPOUCXOAUT

HOYKAMHM M KMIIEYHHKOM B DPaBHBIX NPOHOPUMAX; 5% CyTOUHOH 03B

SKCKPETHUPYCTCSA B HCU3MCHCHHOM BH/IC KHIIICYHUKOM. anl’lapaT TIPOXOJIUT Yepe3

TUCTOIreMaTH4YCCKHUE GBPBCPH, XOpOowIO MPOHUKACT B CHHOBHAJIBHYIO JKMIKOCTD, I/1C

€ro KOHIEHTpaius cocrasisieT 50% oT ypoBHs B I1a3Me KPOBH.

V M1l OKHMIOrO BO3pacTa HaOMIOZACTCS JMIIb HE3HAYNTEIBHOE YBEIMYCHHE

Nepuoaa MOMYBBIBCICHHUSA TIpEniapaTta W CHHIKCHHC TIJIA3MCHHOIO KIHPCHCA

(0COOEHHO y JKEHIIUH).

He oTMeYeHO CyIIECTBEHHOTO M3MEHEHHMs ()apMAKOKHHETHKH MEJIOKCHKaMa 1

YBEMYCHUS PUCKA Pa3BUTHA MOOOYHEIX ()(EKTOB MpH HA3HAYCHHM Tperapara

OOJIBHBIM TICYCHOYHON MM YMEPEHHOU I0YEHYHOM HEI0CTATOYHOCTBIO (KIHPEHC

kpearuHuHa 20-40 M1/MuH).

IMoka3zanus NPHMEHEHHI0

® PEBMATOMIHBIN apTPUT;

® 0CTE0apTpo3;

* AaHKWJIO3UPYIOLIHIi cioHAMI0apTpuT (Oose3Hs bexrepesa);

® BOCHAJHUTEIIbHBIE MU JEreHepaTUBHbIC 3abosieBaHus CycTaBOB,
COMPOBOKIAIONINECS GONCBBIM CHHIPOMOM.

IporuBonokasanus:

® NOBBINICHHAS WHJMUBUIYyaJIbHAs YYBCTBUTCIIBHOCTb K MEJIIOKCUKAMY W JIPYTHUM
HECTEPOHMHBIM POTHBOBOCHAINTEIBHBIM CPEICTBAM H/WIM  KOMIIOHEHTAM
npenapara;

® BOCHAIUTENIbHBIE 3a00JIeBaHus l'[pf{MOﬁ KHWIIKH, PEKTAJIBHOC WM aHaJbHOC
KPOBOTEUCHHUE (B TOM YHCIIC B AHAMHE3E);

* s3BeHHass OO0JIE3Hb JKeIyAKa M/IM [BEHAALATHICPCTHOH KHIIKKH B (ase

obocTpeHus;

BBIPOKCHHbIC HapylIeHHs (YHKIMH MEYeHH, TOYeUHas HeJ0CTaTOYHOCTh (6e3

MPOBCACHHSA FEMOJMBHI/BH);

® BbIPAXKCHHAs CepJICYHAsi HE/IOCTATOYHOCTh;

* OEpeMEHHOCTb, IIEPUOJ] IPYIHOTO BCKAPMITHBAHMUSL;

* jeTckuii Bozpact 1o 18 siet.

Cnoco npuMeHeHHs M 103bI:

CyTll'lOI;l/lTOpl/"/l Pexnun NpeaHa3sHA4YCHbl JJId NPUMCHCHHSA B TCYCHHC

HENPOJOIDKUTENILHOro BpeMeHHu (5-7 mHeil), mocie 4ero cieayeT HepexoquTh Ha

npumMeHenne Pekius B hopme TabneTok.

Bspocabiv Ha3HAualoT 10 | CYNMO3UTOPUIO PEKTANIBHO, | pas B CyTKH.

Ilpu noctiokenun tepaneBTudeckoro s dexra 103a MOXKET ObITh CHIDKEHA 10 7,5 MI

B CYTKH. Y NOKUIIBIX NIALMEHTOB H Y NALMEHTOB C MOBBIIEHHBIM PUCKOM Pa3BUTHS

1M0604HBIX 3(D(HEKTOB, PEKOMEH/TyeMast 103a COCTABIISCT 7,5 MI' B CyTKH.

V nanueHToB ¢ MOYeYHOM HEJ0CTATOYHOCTBIO TSKEIOM CTENEHH U HAXOAAIIUXCS HA

JIMaJIN3e He pa3pelaeTcs NpesblaTh CyTouHyo 103y 7,5 Mr. ITpu He3HaunTeIbHOM

WM YMEPEHHOM CHIDKCHUH (BYHKIMH Mouek (KampeHc Gomee 30 Mii/MHUH), a Takke

TIpU LUPPO3€ NEYCHU B CcTabUIbHOM KJIIMHUYECKOM COCTOSIHUM KOPPEKLHH /103bl HE

Tpebyercst.

npl/l KOMGMHHPOB&HHOM Ha3HA4YCHUM (Ta6ﬂCTKVl u cynnosn'ropuu) MakCHuMaJibHas

CyTOYHas 103a HE 10JIZKHA MPEBBIIATH 15mr

Iobounbie neiicTBus

Co cmoponbl  cucmemsl Kposemeopenus: PENKO — aHEeMHs, JeHKOmeHus,
TpOM60LU/ITOl1€HH5L

Co cmopoHbl UMMYHHOU cucmemdl. HEYaCTO — ApPYrHe peakUuu

TUNEPYYBCTBUTENBHOCTH HEMENJICHHOIO THIA; HE YCTAHOBICHO
7aHa('lJ"ﬂal\'TquECKVlﬁ 10K, aHa(‘l’)HﬂaKTOHJJHLIe peakuuu.

Hapywenua ncuxuku: PEIKO —HM3MEHEHHE HACTPOCHMS; HE YCTAHOBJICHO
—CIlyTaHHOCTb CO3HAHMS, JIe30PHEHTAIIHS.

Co cmop J: il HePGHOTl CUCHEeMbL: YacTO — TOJIOBHAs GOk PEIKO
—~T0JIOBOKPYKEHHE, ILIyM B YIIIaX, COHINBOCTb.

Co cmoponsl opeana spenus: peiko — KOHbIOHKTUBHT, HAPYICHHS 3EHHUS, BKII0Uast
HEYCTKOCTB 3pCHUA.

Co cmoponvl opeana ciyxa: HE4aCTO — BEPTHIO; PEJIKO - IIyM B yIIaX.

Co cmoponwl  cepdeuno-cocyoucmoi  cucmempl: OTEKH; PEIKO —IIOBBILICHHE
apTepHasIbHOTO JIABJICHHS, TAXHKAPIIHS.

Co CMOpPOHbL ObIXAMENbHOL CUCTIEMbL. peaxko — 6p0HXMﬂJ’lLHaﬁ acTMa y NauueHTOB ¢
ajulepruei K aleTuicaaIuimIoBoi kucnore win apyrum HIIBIT.

Co cmoponbl Jcey0ouHO-KUUedHO20 MpaKma: JACTICTICHSA, TONIHOTA, PBOTa, 601
B JKHBOTE, 3anop, METCOPHU3M, AUApPCs; PEAKO — 330¢8FHT, CTOMATHT, OTPBIKKA,
OPO3UBHO-A3BEHHBIC TOPAKEHUS KEIIYOYHO-KHUILIEYHOIO TPaKTa, CKPBITOE HWIIH
MaKpPOCKOMUYECKH BHIMMOE JKEJTY/I04HO-KUIIEYHOE KPOBOTCUECHHE, TPAH3UTOPHBIC
HU3MCHCHUA ('lJyHKLU/IM TICYCHHU (HOBL".LICHHC YPOBHSA IEYCHOYHBIX TPAHCAMHHA3 HITH

6nnnpy6nﬂa); B OT/ICTIBHBIX CITy4asax 7110[3(1)0[)211.[”?{ KHILICYHHUKA, KOJIAT.
ﬂep,wammoeulleckue peaxkyuu: 3yA, Cblllb, PEAKO —KpallMBHHULA, B OTACIbHBIX
ciydasx — GoToceHcHOnIM3anus, OyiesHble Peakiiny, MyIbTH(OPMHAs SpHTeMa,
CHHpOM CTMBCHCa—}:[)KOHCOHa, TOKCHYECKHIA BITH}ZICpMa,‘TLHHﬁ HEKPOJIN3.

Co cmop J 011 cucmemvl: PEAKO —M3MEHEHHs 1a00paTOPHbIX
Tokasarelieil yHKIMH 1o4YeK (OBBILICHHE YPOBHS KPeaTHHIHA 1/HIIM MOYCBHHBI B
KpOB]/I); B OTACJIBHBIX CITy4asX —O0CTpas moYcyHas HCI0CTaTOYHOCTD.

H])Ollllf.' BO3MOXKHBI pEAKUMHU MECTHOIO pasz/ipaxKeHus ()K)KEHHE, 3yA B
AHOPEKTAJILHOM 00/1aCcTH).

Iepenosupobka

Cu,unmo,wmm OCTPOﬁ NEPEIO3ZUPOBKHN  AB/IAKOTCA: JICTAPrus, COHIUBOCTD,
TOLIHOTa, pBOTA, Gonb B 3llMl‘ﬂC’l'pﬂJlb“0171 0611ac*r14, BO3MOKHBI KEJIYJ0YHO-
KHUIIEUHbIEe KpoBOTeUeHHs. TsKenoe oTpaBIeHHe MOKET IPHBECTH K apTepHabHON
THUNCPTCH3HUH, OCTpOﬁ TTOYEHHOH HEA0CTATOYHOCTH, }JHCq)yHKL(HH TICYCHH, KOME,
OCTaHOBKE Cep/Ila.

Bo3Mo:xHbI sIBIIEHHS, onMcanHble B pasjiene «I[Tobounble neiicTBus».

Jleuenue: oTmeHa Tipeniapara, nmpOMBIBAHHC l'lp;{MDﬁ KHUIIKH, CUMIOTOMAaTH4CCKas
Tepanust. Crien()uu4eckoro aHTHI0Ta HeT.

BsaumoseiicTBue ¢ APYrMMH JIeKAPCTBEHHBIMHU CPEICTBAMH

l'lpn OTHOBPEMCHHOM MPUMCHCHUH MEJIOKCHKama C JpPYruMH HECTCPOHMIHBIMH
TNPOTUBOBOCTIAJIMTEIIbHBIMU CPE/ICTBAMU YBEJIMYUBACTCS PUCK PA3BUTHUS DPO3UBHO-
SI3BEHHBIX I0PAKEHHI M KPOBOTEUEHHUI B 3KEITy/I04HO-KHILIEYHOM TPaKTe.

CJTC}'IyCT W36CraTB COYCTAHHOrO MPUMCHCHHA TMperapara ¢ aHTHKOAryIsiHTamH,
Tp()MG(JJ'll/lTHKaMH, AQHTHArperaHTaMu B CBSI3U C YBCJIMYCHHUEM PHUCKA Pa3BUTHUA
KPOBOTEUCHHUI.

l'lpn O/THOBPEMEHHOM NMPUMEHEHHH C JHYPETUKAMHU TMOBBIIIACTCA PUCK Pa3sBUTHSA
OCTpOﬁ TOYCHHO HEI0CTATOYHOCTH Y MAIIMCHTOB C }Jerunpa‘rauneﬁ, B CBs3H, C UEM
TIALUMUEHTBI, I0JY4YarolMe MEJIOKCHKaM B COYETaHUU C JAMYPETHKaMH, JIOJIKHBI
TOTy4aTh J0CTATOYHOE KOJTHYECTBO KUAKOCTH. DTOH KaTeropuu NalueHToB mepet
HA4YaJIOM TEPAITiu MEJIOKCHKaMOM HCO6XO,E[HMO HCCIICA0BATH fpyHKLﬂ/IK) TIOYCK.
MenoKcHKaM MOKET BbI3bIBATh 3aJICPKKY HATPHs, KaJIusl, KUAKOCTH, B pe3ylibTaTe
Yero y TNpeapacrojiOKEHHbIX TMAalMEeHTOB BO3PACTaeT PHMCK HPOrpeccHpOBaHHs
CSP;[SLIHOﬁ HCAOCTATOYHOCTH H apTEleaJ'ILHOﬁ THNEPTCH3UH. Taxxe cHmkaer
sddexTuBHOCT OeTa-aapeH00I0KATOPOB, HHIHOMTOPOB AHIHOTEH3UH
npeBpamaronero (pepMeHTa, Ba3OAMIATATOPOB, IHYPETHKOB, BHYTPHMATOUHBIX
KOHTPAIICIITHBOB.

Menokcukam MOKeT YCWJIMBATh F€MaTOTOKCUYHOCTh METOTPEKCATA, B CBA3H, C YEM
NPH  OJHOBPEMEHHOM MX IIPUMEHEHHH HEOOXOIMM J1a0OpaTOPHbI KOHTPOIb
nepupepnueckoil kpoBn. OH YCHIMBACT HE(PPOTOKCHUYHOCTH HHMKIOCTIOPHHA,
MO3TOMY [IPH OHOBPEMEHHOM UX IPUMEHEHHH CJIELyeT KOHTPOINPOBATS (BYHKIIHIO
MoYeK.

l_[pl/l OAHOBPEMEHHOM MNPHUMEHECHUH MEJIOKCHKaMa C MmpenapataMu JIMTHS
OTMEYACTCA MOBLILICHUEC YPOBHA JINTHA B IJ1a3ME KPOBH.

Xonecmpamuu YCKOPSIET BBIBEJICHUE MEJIOKCUKama.

Bo3MoxkHO (apMaKoKHHETHYECKOE B3aMMOJCHCTBHE MeEIOKCHKaMa ¢
TUIIOTTTHKEMHUYCCKUMH MIpEnapaTaMu, a TaKXKe CPeACTBAMH, MO,‘Z[H({JHL“/I[)}’IOL“HM"
AKTUBHOCTb WJIM METa0ONU3UPYIOMMMUCS C IIOMOLIbI0 LuToxpoma 2C9 mmm
uToxpoma 3A4.

He BBISABICHO KIMHUYECKH 3HAYUMOTO BZ&WMOﬂCﬁCTBHS{ C aHTauujaamu,
LUMETUIMHOM, JUTOKCHHOM U (hypOCEMHUIOM.

Oco0b1e ykazanus

l_[pl/l BO3HMKHOBCHHH MNCNTHYCCKUX A3B HITH XKCITYT0YHO-KHIIICYHOTO KPOBOTCYCHUSA,
Pa3BUTUH TOOOYHBIX Y()PEKTOB CO CTOPOHBI KOKH H CIM3UCTBIX 000I04EK Ipernapar
ClIelyeT OTMEHNTb. Y GoibHBIX ¢ yMeHbIneHHbIM OLIK 1 CHUKEHHO# KiTyG0uKOBOI
dunprparmeii (neruaparamms, XCH, muppos neuenn, HeppoTHIECKHIT CHHAPOM,
KJIMHUYECKH BBIPAKCHHBIC 3aboneBanus MO4YEK, NpPUEM JUYPETHUKOB,
00e3BOKIBaHUE [TOCIIE OOJIBIINX XHPYPIUYECKUX ONEPAIIHii) BOSMOKHO HOSIBICHHE
KIMHAYeCKH BbipakeHHoil XITH, KoTopasi MOJHOCTBIO 0OpaTHMa 1ociae OTMEHBI
Tnpenapara (y TaKuX TAIMEHTOB B Ha4yajC JICUCHHUA CICAYET MOHHTOPHPOBATH
CYTOYHBIH AMypes3 1 PyHKIHUIO [0YEK).

Tlpn croiikoM M CyIIECTBEHHOM IIOBBIIIEHMH TPAHCAMHHA3 M M3MEHEHMM JIp.
ToKazaresneit fpyHKLll/"/l NEYCHHU TIperapar CiaeayeT OTMCHHTb H TIPOBECTH
KOHTPOJIbHBIE TECTHI.

Tlpy BOZHMKHOBEHMHM MOOGOYHBIX SIBJICHHI CO CTOPOHBI LIEHTPAJbHOH HEPBHOM
CHUCTEMBI (COHJ’WIBOCTH n }le,), OpraHa 3peHHs MAUCHTaM CJICAYCT OTKa3aTbCsa OT
YIPaBICHUS TPAHCIIOPTHBIMH CPECTBAMU MITH PAOOThI C MEXaHH3MaMHU.

®opma BINycKa

5 cynmnosutopues B ctpure u3 [IBX/T1D.

OJMH CTPHI BMECTE ¢ MHCTPYKIHUEH 110 MEANLMHCKOMY IPHMEHEHHUIO B KAPTOHHOI
YIIAKOBKe.

YenoBusi xpanenust

XpaHuTh B CyXOM, 3alIUIIEHHOM OT CBETa MECTE HIPH TemmepaType He Bbie 25°C.
XpaHuTh B HEIOCTYITHOM JUIsl ieTeii MecTe.

Cpok roHocTn

3 roaa. He ucnons3oBars 1o ucredyeHun CpOKaroaHoOCTH.

‘YeaoBusi ormycka

ITo peneny Bpaua.

Vegapharm

Jlep:xaTe/ib TOProBoii MApKH

M PEerucTy 0 yI0CT P

VEGAPHARM LLP

Unit 18, 53 Norman Road, Greenwich Centre Business Park,
London, England, SE10 9QF, UK (BeankoGpuranus)

IIpoussoauTenn

BLISS GVSPHARMA LTD.

PlotNo. 10, 11-A, 12, Survey No. 38/1,

Dewan Udyog Nagar, Aliyali Village, Taluka Palghar,
Thane 401404 Maharashtra State, India (Muaust)

Ajpec opraHu3aunMM, npHHHMAaueld Ha Tepputopun Kbipreizckoii
Pecny0uMKH NpeTeH3u: 0T NOTpeduTe el 10 Ka4ecTBY NPOAYKIHH (ToBapa)
0OcOO «Aman Pharm» (Aman ®apm), Pecriy6iika Keipreizcran, ropojt Buiikex,

yi1. Iloopykosa 36.

Ten: (0312) 560466, E-mai

aman.pharm12@gmail.com 012KA
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