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YTBEPXOEHO
MWHUCTEPCTROM S.D.Pf‘BOOXPAHEHM?r
i PECNYBNWKKU BENAPYChH

PVKa3 MurucTepcTaa anpasooxparenus

or o 25 BP LIPS 75

OBIIASI XAPAKTEPUCTUKA JJEKAPCTBEHHOT O ITPEIIAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEIIAPATA

MOKCOHUWJIWH, 0,2 mr, TabiaeTKH, TOKPBITHIE ITIEHOUHOH 000104KOMH.
MOKCOHHWIIMH, 0,3 Mr, TabNeTKH, TOKPHITHIE IICHOYHOH 000JIOUKOIA.
MOKCOHHWINH, 0,4 Mr, TabneTKH, OKPHITHIE INICHOYHOH 000I0UKOH.

2. KAYECTBEHHBIN M KOJIMYECTBEHHBII COCTAB

Moxkcoruaug, 0,2 Mr, TabJaeTKH, MOKPBITHIE IIIEHOYHOH 000I09KOH

Kasxnas Tabnerka COIEPKUT Oelcmeyioujee geujecmso — MOKCOHUIMH — 0,2 M.

Moxcorunus, 0,3 Mr, TaONEeTKH, IOKPLITEIE INIEHOYHOH 000I0UKOH

Kaxaas TabeTKa CONEPKUT delicmeyioujee geuecmeo — MOKCOHUIUH — 0,3 Mr.

MokcoruuH, 0.4 Mr, TaOIeTKH, OKPLITHIE [IIEHOYHOH 000109K0%

Kasxrmas TabneTka CONEPIKUT Oelicmeyioujee geuyecnso — MOKCOHHIMH — 0,4 MT.
Benomozamenvuvie 6ewjecmsa, Hanuyiie KOMOPLIX HAOO Y4UMbl8ame 6 COCMAge NeKapCmeeHH020
npenapama: N1aKTO3a MOHOTHIpAT, KPaCHTENb KeNThIH conHeunbld 3akar FCF ATFOMUHHEBBIH
nak (E 110) (B cocTaBe mueHoYHON 060104KH 11 no3upoBku 0,3 Mr 1 0,4 MT), KpacHTeb ITonco
4R amromuaressii mak (E 124) (B cocTaBe IuieHOUHOR 060109KH U1 [03UpoBKH 0,3 Mr).
[losHBIH mepeyeHsb BCIOMOTAaTENbHEIX BEIIECTB IPUBEEH B paszee 6.1.

3. JEKAPCTBEHHAS ®OPMA

Moxkconumus, 0,2 M, TaGIETKH, TOKPHITEIC IIIIEHOYHOH 000JI09K0H

TaGneTkH, TOKPHITBIE ILIEHOYHOM 060y04Koi, Gemoro miM modTd OGenoro uBeTa, KPYyTible,
JIBOSIKOBBITTYKJIBIE.

Moxkcounmud, 0,3 Mr, TabIEeTKH, [IOKPBITHIE INIEHOYHON 000I04YKOM

TaBneTku, IOKPHITHIE IIEHOYHOH 000I0UKOH, PO30BOTO IBETA, KPYIJIbIE, ABOAKOBBIITYKIIBIC.
Moxcouunnd, 0.4 Mr, TabIeTKH, HOKPLITEIE INIEHOYHOH 0001049K0i#i

TabneTky, NOKPHITEIE TIEHOYHOH 000JI0YKOM, OT OpaHKeBOI0 10 KpacHO-OPaHXEBOTO IBETA,
KpPYTIIbIE, IBOSIKOBBINYKJIBIE.

4, KIMHUYECKHUE JAHHBIE

4.1 Tloxazanus K NPHUMEHEHHIO

ApTrepuanbHas THIIEPTEH3HM.
4.2 PesxuM J03MPOBAHMS U CII0C00 MIPHMEHEHHS

Pexxum no3upoBaHus

Bspocnvie (6xn104as 1uy nojicuio20 603pacma ¢ HOPMAlbHOU (YHKYUe NoUex):

O6blyHag HagadbHas [03a MOKCOHMIMHA cocraBnseT 0,2 Mr B CYTKH, NpPEANOYTHTEIbHEE B
yTpeHHHE Yachl. [Ipd HeIOCTATOYHOCTH TepameBTHUecKoro sddexra mocie YeThipex Helelb
JeueHHs 103a MOXKeT ObITh yBenuuena 10 0,4 Mr B CYTKH OJHOKDATHO MIIH MOXKET OBITH
pasaelieHa Ha [Ba npueMa (yTpOM K BEHEpOM).

Ecnu Tepanesrideckuit 3dQexT mocne eme dYeTblpeX HENENb JIeYeHHS IO-TIPEKHEMY HE
JIOCTHTHYT, 1032 MOXET OBbITh yBeNHdYeHa 10 MakcuMaibHo#i — 0,6 Mr, pasneneHHOH Ha JBa
npuema (YTpOM B BEYEPOM).
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MaxcumanbHas pa3oBas 1032 MOKCOHMIMHA cocTapisger 0,4 MI' 1 MakCHMasIbHas CyTO4YHas 1032
0,6 ™mr (pasnmeneHHas Ha [Ba mpueMa YTpoM u BeuepoMm). He criemyer mnpeBbmarh
pPEKOMEHIOBaHHBIE JI03EI.

Peskoe OpEKpalneHuc MpueMa MOKCOHHIHHA HE PEKOMCHIYETCA. H‘ HEM MOKCOHHIWHA CICOYET

IIpeKpallaTh NOCTEIEHHO B TeUEHHE 2 Helenb (cM. pasaen 4.4). YTBEP>XOEHO

1. Tdiad PECNYBAWKW BENAPYCb
ayueHmel ¢ NOYEUHOU HeQOCMAMOYHOCbIO Mpvkas MuHucTepcTea 3npaBooXpaHeHis

JIns MalMeHToB ¢ yMepeHHO# nmoueuno# HenocraTtounocThio (CKO|Benne FooowbimibemoyeKe
60 MI/MHH) WM TSOKeIo# modewHo# HemocTatouyHocThio (CK® BBIme 15 MII/MMH, HO HHXKE
30 M1/MHMH) HauambHas [J03a MoOKcoHHAmHa coctaBmsier 0,2 Mr B CyTkH. B cmydae
HeOOXOIMMOCTH U IIPH XOpOLIeH NMepeHOCHMOCTH, J103a MOXeT ObITh yBenudeHa a0 0,4 mr B
CYTKM Y TAI[MEHTOB C YMEPEHHOH NO4YeYHOH HeIoCTaTo4HOCTBO M 10 0,3 Mr B CyTKH ¥
IAIMEHTOR C TSDKEIOH MOYeYHOH HeI0OCTaTOYHOCTRIO (CM. paszaen 4.4).

V manueHTOB, HAXOAAIINXCSA HAa TeMOoIuain3e, HadyaubHas fo3a cocrasisgeT 0,2 Mr B cyTku. [Ipu
HEOOXOMMMOCTH M IIPH XOPOILIeH MEepeHOCHMOCTH, J03a MOXKeT OBITh yBenudeHa a0 0,4 Mmr B
CYTKH.

Hayuenmer ¢ neweHOYHOU HeQOCMAMOYHOCHIBIO

OTCYTCTBYIOT HCCIENOBaHHsS y TAllMEeHTOB C HapylmeHusMu (QyHKOUM nedeHH. Tak Kak
MOKCOHHIUH TMPaKTHYECKH He MeTaboNM3HpyeTcs B II€YEHH, HE OKHIACTCH 3HAYUTETBHOIO
BIMSHUS Ha (PApPMaKOKMHETHKY NpH HapymeHuu ¢(yHKkuouu nedeHd. [losromy mosmpoBka y
[AIFEHTOB C JIETKOH H YMEPEHHOH TIIeYeHOYHOHl HEIOCTaTOYHOCTRIO COOTBETCTBYET
PEKOMEHI0BAHHOH 171t B3pOCTIBIX AllUEHTOB.

Hemu

MOKCOHUIMH HEe PEKOMEHIYETCS IS TIPUMEHEHHUs Y JAeTed U HOAPOCTKOB 10 18 et B ¢Bs3M C
OTCYTCTBHEM JIaHHBIX 0 0e30MacHOCTH ¥ 3P HEKTHBHOCTH.

Crocob npumeHeHus

BHYTpb, HE3aBUCHMO OT IpHeMa MUY, 3alHBas JOCTATOYHLIM KOTHYECTBOM JKHIKOCTH.

4.3 IlpoTuBOoNOKa3aHUA

e ['UIepuyBCTBUTENLHOCTE K MOKCOHMIWHY WM K TI00OMYy M3 BCIOMOTATEIBHBIX BEINECTB,
IIepPEYHCIIEHHBIX B paszene 6.1;

e CHHIPOM clnaboCTH CHHYCOBOTO y31a;

® ATPHOBEHTPHKYJsApHAas Ookama 2-# und 3-1 CTECIEHH;

e Opamgukapaus (Hmwke 50 ynapoB/MUH B IIOKOE);

® ceplieyHas HeJJOCTATOYHOCTE;

e Bo3pacT 10 18 ner.

4.4 Ocodble yka3aHUsS H Mephbl NPeJ0CTOPOKHOCTH NPH NPHMeHeHHH

OCHOBBIBaSCh Ha MMOCTMAPKETHHTOBBIX NAHHBIX O CIy4asdX aTPHOBEHTPHKYJIAPHOM OJOKaIbl
Pa3NTUYHOM CTENEeHH BO BpeMs Tepalud MOKCOHMIMHOM, HENb3s [OTHOCTBIO HCKIHOYMTH
NPHYHHHYIO pOJTbh MOKCOHHMIMHA B 3aMEIJIEHWH AaTPUOBEHTPHKYJIAPHOH IPOBOJHUMOCTH.
[ToaToMy HEOOXOMMMO COOMIOZATE OCTOPOXKHOCTH IPM JIEUEHMH NALMEHTOB C BO3MOXHOH
IPEIPACIIONIOKEHHOCTPE) K PA3BUTHIO ATPUOBCHTPHKYIApHOM Omoxkamel. Ilpu nedennu
MAlMEHTOB C aTPHOBEHTPUKYIsIpHOM Omokamoit 1-off cTemeHM HEOOXOAMMO COOIIONATH
OCTOPOKHOCTh H3-338 PHCKa BO3HHKHOBEHWs Opamukapamd. MOKCOHHIMH NPOTHBOIOKa3aH
naipesTam ¢ 6oJiee BEICOKOM CTeleHbI0 aTPHOBEHTPUKYIApHOH O1oKams! (cM. paszen 4.3).
M3-3a OTCYTCTBHS IOKYMEHTAIBHO IIOATBEPKICHHOIO KIMHHYECKOTO OMNBITA MOKCOHHAMH HE
PEKOMEH Iy €TCA IIPUMEHATD IIPH NENPECCHH.

HeobxoauMo cobmonaTh 0co0yK 0CTOPOXKHOCTD IIPH IPUMEHEHHMH MOKCOHUIMHA Y TIAIHEHTOB
C TOKENON WIIeMUUecKoil GONe3HBIO cepAlla MITH HeCTaOMIBPHON CTEHOKapIWeH, TaK KaK OIBIT
€ro NPUMEHEHH y JaHHOH KaTerOpHH NallHeHTOB OIPaHHYEH.
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Crnemyer ¢  OCTOPOXXHOCTBIO  Ha3HadyaTh  MOKCOHHIHMH  IIalMEHTaM C  II0YeYHOH
HEIOCTATOYHOCTBIO, IMOCKOIBKY MOKCOHHIWH BBIBOJWTCS IIPEHMYIIECTBEHHO HOukamu. IIpu
TIPUMEHEHHH MOKCOHHIMHA y TAKHX IAllMeHTOB HEOOXOAMMO TINATENBHO NONOMpATh IO3BL,
ocobeHHO B Havare Tepamud. HagampHas mosa moipkHa cocTaBiaTe 0,2 MI B CYTKH H MOXET
ObITh yBenmuueHa g0 0,4 Mr B CyTKH Y HAUHEHTOB C YMEPEHHOH ITOYEYHOM HEOOCTATOYHOCTBIO
(CK®>30 mu/muH, Ho <60 MJI/MEH), IPH TsKeN0#H movedHoit HenocratounocTd (CKP@<30) — no
0,3 MIr MOKCOHHIHMHA B CYTKH 10 KITHHHYECKUM [IOKa3aHUAM H XOPOIIEH IIEPEHOCHMOCTH.

Ecnu MokcoHMAMH MpUMeHseTcs B KOMOMHaMH ¢ OeTa-010KaTopaMy B HEOOXOAUMO OTMEHUTH
nedenre 000MMH IperaparaMy, B MEPBYIO O4YEpenp HEOOXOIUM S,

3aTeM Yepe3s HECKOIBKO JHEH MPEKPATHTh NPHEM MOKCOHUMHA. |\ neeones MPQO%X';'AE;HM
HecMoTpst Ha OTCYTCTBHE JaHHBIX O IIOBBIICHHUH AapTEPUAIBHOIO JIARTRHASKTERIA-OEMCHE
NeYEeHHS MOKCOHHIUHOM «3((EKT OTMEHBI», PE3KOE IIPEKpallcH rlﬁ%ﬁ%‘ﬂﬂmmﬁﬁmmammm
pPEKOMEHIyeTCs; 103a JOKHA OBITh IIOCTENEHHO CHIKECHA B TCUCH SaNBfxn Benapyce
ITanMeHTsl IIOKMIOr0 BO3pacTa MOTYT OBITH Oonee BOCHPHMMYHMBEI K  JCHCTBHIO
AHTHUTUIIEPTEH3UBHEIX TIPENApaToB Ha CepAEYHO-COCYAHCTYIO cucTeMy. [losromy Tepamus
JOMKHa OBITh HayaTa ¢ CAMBIX HHU3KHX 03 W TPH YBEIHMYEHHH NO3BI CIEIyeT CcOoOMoxaTth
OCTOPOXKHOCTE, 9TOOBI MPETOTBPATHTH CEPhE3HbIE MOCNIEICTBHS STHX PEAKIIUH.

BceriomorarenpHbIe BEIECTBa

JlexapcTBEHHBIH IpermapaT CONEPXKHT JIAKTO3Bl MOHOTMAPAT, MO3TOMY NAIHEHTaM C PEIKo
BCTpeYarolelics HACIEICTBEHHOA HENEePeHOCHMOCTBIO TralakTo3bl, JACQHUIMTOM JIaKTassl
Jomapeii MIH IJIFOKO30-rallakTO3HOH Manbabcopbuued He clenyeT MPUHEMATh  3TOT
JIeKapCTBEHHBIH IIpenapar.

B cocTas obomouku Tabnerok 0,3 mMr u 0,4 Mr BXOAAT a30KPaCHTENH, KOTOPEIE MOT'YT BBI3bIBATE
aJIeprUIecKUe PeaKiuH.

4.5 BzauMmopeiicTBHe ¢ OPYrHMH JIeKADCTBEHHBIMH IpenapartaMH H [JpyrHe BHIBI
B3aHMoOJeHCcTBHA

ONHOBpEMEHHOE TpPUMEHEHHE [APYIHX aHTHIMIEPTCH3WBHBIX IIperapaTtoB — yCHIIMBACT
TUIIOTEH3UBHOE JEHCTBHE MOKCOHUIMHA.

TPUIMKIMYECKHE AHTHAEIPECCAHTH MOTYT CHMKaTh 3(QQEKTUBHOCTH aHTHUIHIICPTEH3MBHBIX
[PENapaToB LEHTPATLHOrO OeHCTBHA, MO3TOMY COBMECTHBIH IpHEM TPHIHKIHYECKHX
AHTHJIETIPECCAHTOB C MOKCOHUIMHOM HE PEKOMEHIYETCA.

MOKCOHUIMH MOMKET YCHJIHBATH CENaTHUBHBIH 3((GEeKT TPHIMKIHYECKHX AHTHACTIPECCAHTOB
(cnemyer m3berarh COBMECTHOTO NPHUMEHEHHs), TPAHKBHJIM3ATOPOB, &IKOTOJ, CEJAaTHBHEIX H
CHOTBOPHBIX CPEJICTB.

MOKCOHHIHH 00NanaerT CHOCOOHOCTBIO YMEPEHHO YIydmaTs oclabjieHHble KOTHUTHBHBIC
(YHKLIUY y AIMEHTOB, IOTy4YaoLIUX JI0pas3ernam.

MOKCOHHMH BBIBOJATCS IyTEM KaHAIbIEBOH cekpennu. He HCKIIOYEHO B3aUMOICHCTBHE C
NPYTHEMH TIperapaTaMi, KOTOphIe BRIBOASTCS U3 OpraHmn3Ma 3THM XKe Iy TEM.

IIpy  ONHOBPEMEHHOM TEPOPAILHOM IpHeMe ¢ TIIuOeHKIaMuIoM — OHOJOCTYIHOCTH
rimabenkamuia caukaercs Ha 11%.

4.6 ©epTUNBLHOCTD, 0ePeMEHHOCTb M JAKTALHSA

Fepemennocmo

OTCYTCIBYIOT aJeKBAaTHbIE JAHHBIE T10 MPUMEHEHHIO MOKCOHHIWHA BO BpeMs O€pEMEHHOCTH.
Hcele1oBaHMs Ha JKMBOTHEBIX TIOKa3aIy sMOpruoTOKCHKonorndeckue 3¢ dexTs! (cM. pasmen 5.3).
[ToTeHnHaTbHEI PHCK 711 YelOoBeKa Heu3BecTeH. MOKCOHMIMH HE CIenyeT NPUMEHATh BO
BpeMsi GEPEMEHHOCTH, €CIIH TOJIBKO 3TO He 00yCIOBIEHO KpaiiHeh HeoOX0MHMOCTRIO.
Kopmnenue epyovio

MOKCOHHIMH BBIAEISIETCS B TPYJHOE MOJIOKO, IO3TOMY HE CIEIyeT NPHMEHATh €ro IpH
naxtaimy. [Ipy HeoOXOAMMOCTH IPMMEHEHMS MOKCOHHIHHA, KOpMJIEHHE TPYABIO CIENyeT
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YTBEP>XOEHO
MAMWCTERPCTBOM 3[PABOOXPAHEHUA
PECNYBNWKW EENAPYCb
i 2 handua
PacnyGnikw Benapyce

IPEKPaTHUTh.

4.7 BausiHue Ha CHOCOOHOCTH YNPABJATHL TPAHCHOPTHLIMH
MeXaHH3MaM#

He wusydeHo BimsHHEe MOKCOHHIHHA Ha CIOCOOHOCTh K YIPABICHHIO TPAHCIOPTHBIMH
CpelCTBAMH H JAPYTMMH [OTEHIMAIBHO ONAacHBIMM MexaHudMamu. OnHako co0OIIanoch o
CIyuYasX COHJHBOCTH U TOJOBOKPYXKEHHS, II09TOMY pPEaKIMOHHAas CIOCOOHOCTB MOXET
HApYIIaThCsl H 3TO HEOOXOJMMO YUYHTBHIBATE IIPH BOXKICHMH aBTOTPAHCIIOPTa U 3aHATHIX
MOTCHIMATHHO ONACHBIME BHIAMH JAEATENbHOCTH, TPEOYIOIHUMH IOBLINECHHON KOHUEHTpPAIHH
BHUMaHHs U OBICTPOTHI [ICHXOMOTOPHBIX peaknui. Taixe HeoOX0AMMO OOpaTHTh BHHMAaHHE
BOJMTENEH Ha CIIyYad NPEBBIIICHHS TEpaleBTHUYECKHX 03 HJIM Ha COBMECTHOE MPUMEHEHHE C
IpernapaTaMy, CIIOCOOHBIMH CHH3UTh KOHIIEHTPAIMIO BHUMaHWS.

4.8 Hesxenare/bHbIe peakuuu

Haunbonee yacThle HEXEIATENbHBIE PEAKIHM TPH MPHEME MOKCOHHIHHA, OCOOEHHO B Havale
Tepalyu: CYXOCTh BO PTY, TONOBOKPYKEHHE, aCTeHHS W COHIHBOCTH. BBIp@XEHHOCTB 3THX
CHMIITOMOB YacTO CHMKAETCH ITOCIe IEPBEIX HECKOIBKUX HEIENb JICYCHHUS.

HesxenarenpHble peakiny, HaOIOJaBUIMECS B XOJe IJIANe00-KOHTPOIUPYEMBIX KIHHHYECKHX
HccaenoBaHuil ¢ ydacTHeM n=886 IalMeHTOB, MPUHUMABIIHX MOKCOHH/HH, [EPEYMCIICHEI 10
CUCTEMAaM OpraHOB C yKa3aHHEM YacTOTHI BCTPEYaeMOCTH B COOTBETCTBHH CO CIEIYIOLIMMHU
KaTeropHusaMu: oueHs gacTo (>1/10); gacro (>1/100, <1/10); mewacro (>1/1000, <1/100); peaxo
(>1/10000, <1/1000); ouensr pemko (<1/10000), yacrora Hem3BeCcTHa (HE MOXET OBITH

ACCYMTAHA HA OCHOBAHMH HMEIOIINXCSA TAHHBIX).

CucreMHO-0praHHbIH OueHp 9acTo Yacro >1/100, Heuacro
KJ1acc >1/10 <1/10 >1/1000, <1/100
[Icuxuueckue HapyIEHUS becconnnna [ToBeIIIECHHAS
B030YIUMOCTH
Hapymienuss co cTOpOHBI [l'onosras dons*, | O6MOpoK™
HEpPBHOM CHCTEMBI rOJIOBOKPY KEHHE/
BEPTHUTO,
COHJIMBOCTb
Hapymenuss co CTOPOHBL [Iym B ymiax
oprasa ciyxa u JJabupHuHTa
Hapymenuss co CTOPOHBI bpanuxapaus
cepana
HapyiieHuss co  CTOPOHBI [M'mnotensus™
COCyIOB (BrIrO4as
OpPTOCTaTHYECKYIO
THIIOTEH3HIO)
Kery nouno-kuIneyHsie Cyxocts  BO | /luapes, TOIOHOTA,
HapyIeHUs pTY PBOTA, THCIIENICHS
Hapymenuss co CTOpOHBI Chimb, 3y AHTHOHEBPOTUYECKUH
KOKM ¥ IOJKOKHBIX TKaHEeH OTeK
Hapymenus co  CTOpOHBI Bone B ciune Boub B 0051aCTH 1Iex
MBIIIEYHOH, CKENeTHOH H
COEIMHUTENIBHON TKaHU
Obwme  HapylieHHs AcTeHHS Otexu
peaxIiy B MeCTe BBECHUS

*He oTMe4anock yBeHYeHHe YaCTOTHI [0 CPABHEHHMIO ¢ TPYNNOH, MPUHMMaBIIeH nianebo.

Cooﬁmemle 0 moJo3peBaeMbIX HEXKeNATEC/IbHBIX PeAKIHAX



BaxHo coo0math 0 I110103peBaeMBIX HEXENATENBHBIX pPEaKIUAX II0CTe PEerHCTpAIHH
JIEKAPCTBEHHOTO IIpeTiapara ¢ [eNbi0 00eCIeueHHs HelPEPhIBHOI0 MOHUTOPHHTA COOTHOIIEHHS
«II0JIb3a-PHUCK» JIKAPCTBEHHOTO IMpemapatd. MemHIMHCKMM pabOTHHKAM pPEKOMEHIYETCS
CO00WATe O MOJO3PEBAEMBIX HEXEIATENbHBIX PEaKIUsAX JIEKAPCTBEHHOrO Iperapara depes
HAllMOHANBHBIC CHCTEMBI COOOLUEHMS O HEXENAaTeNbHBIX pPeakiHsIX TroCyIapCTB-WIEHOB

EBpasuiickoro 3K0HOMHYECKOTO CO03a. YTBEPXOEHO
Pecnybmuka Benapycs MUHUCTEPCTBOM 3PABOOXPAHEHUS
220037, Munck, Tosapuineckuit mep., 2a " PECIYENNKU BENAPYCE

VII «lleHTp 3KcnepTH3 U HCOBITAHUH B 3[PABOOXPAHEHHMY o M;:gnc;rﬁef?:::a sﬁiﬁ?ﬁﬁx"a”e””g

Tenedon otnena papmaxonagzopa: +375 (17) 242-00-29; daxc: +375 (17) 232-00-29
On. moyra: repl@rceth.by, rceth@rceth.by
www.rceth.by

4.9 IlepenosupoBka

Cumnmomer: U3BECTHO O HECKOJIBKUX CIIydasx OCTPOM NEpeIo3HpoBKH 0e3 NETAIBHOrO HCXoa
IIpH [IpHEME MOKCOHHIUHA B 1o3e 19,6 mr. Habmromanuce crneayromme Ipu3HaKH B CHMIITOMBI:
rojioBHass 0onb, cemaTHUBHBIM 3P(EKT, COHNMBOCTH, THIIOTEH3HS, TOJOBOKPYKEHHE, ACTEHHS,
Opangukapaus, CyXOCTh BO PTY, PBOTA, YCTANOCTh M OONb B JMUTAcTpud. B ciaydae TsoKemoi
TIIEPEO3UPOBKH HEOOXOMHM TINATELHBIH KOHTPOJIb HAT COCTOSHHUEM ITAI[HeHTa, OCOOCHHO MpH
HapyUIEHUH CO3HAHMS U YTHETCHUH JBIXaHHS.

Kpome Toro, xak ObLIO MOKa3aHO B HECKOJIBKHX HCCIIEIOBAHUAX 10 M3YYEHHIO BBICOKHX JI03 Y
JKHBOTHBIX, MOTYT TakKe BO3HMKATh TpPAaH3UTOpDHAs TUIEPTEH3Ms, TaxXHKapius H
TUIIEPIITHKEMHUS.

Jlevenue: crienupUISCKOTO0 aHTHAOTA HE CYIIECTBYET. B cilydae THIIOTEH3HH, PEKOMEHIYETCS
BOCCTaHOBJIICHHE 00BbEMa LHUPKYJIUPYIOMEH KPOBH 3a CYET BBEICHMUS JKMIKOCTH W JONaMHHA.
bpanukapnus mMoxer ObITh KyIHpPOBaHA aTPOIIMHOM. AHTAroOHHUCTH alb(a-aIpeHOpelnenTOpoR
MOTYT YMEHBIIaThb WM YCTPAHATH IapaJOKCAbHYI0 apTepHalbHyI0 THIEPTEH3HIO IIpH
IIEPeIO3UPOBKE MOKCOHHIHHOM.

5. DPAPMAKOJIOTUYECKHE CBOMCTBA
5.1 ®apmakoaHHAMHUYeCKHE CBOHCTBA

®apMakoTepaneBTHYeCKas rpynna: AHTHIHICPTEH3UBHEIE CpecTBa. AHTUAAPEHEPrHICCKHE
CpEeNCTBa IEHTPAILHOrO ACHCTBHS. ATOHHCTBI HMUIA30IMHOBBIX PELEITOPOB.

Kon ATX: C02ACO05.

Mexanuzm oeticmeus

B pa3muuHBIX MOJENSX Ha JKHBOTHBIX IIOKa3aHO, YTO MOKCOHHUIHH SIBJISETCS MOIIHBIM
AHTUTMIIEPTEH3UBHBIM CPelICTBOM. JIOCTYIIHEIE 3KCIIEpPHMEHTAIBHEIE JaHHBIE TOKA3bIBAIOT, YTO
MECTOM IPOSIBIEHHs aHTHTHIEPTEH3UBHOrO 3(deKTa MOKCOHHIWHA SBIAETCS LEHTpaIbHasd
HepBHas cuctema (I[HC).

YCTaHOBIEHO, 4YTO MOKCOHHIHMH CEJIEKTHBHO CBA3BIBAETCA C  [1-HMHIA30JTHHOBBIMH
peuenTopaMy B CTBOJE MO3ra. OTH PEUENTOpPbI, YYBCTBUTENBHBIE K MMHIA30JIHHY,
JIOKaN{30BaHbl B POCTPalbHOM BEHTpPONATEpallbHOM MO3TOBOM ClIoe — 00acTH, KoTopas
KPUTHYECKH Ba)KHa Ul IEHTPAJBHOIO KOHTPOJNS Nepu(epudecKOd CUMIATHYECKOW HEPBHOH
cucTeMbl. Pe3ynprar Takoro BIMSHMS Ha [1-MMUIa30JMHOBBIE PELENTOPHl MPOSBISETCS B
CHMJKEHHMM AKTHBHOCTH CHMIIATHYECKUX HEPBOB (IIOKA3aHO AJS CEpACYHBIX, BHUCIEPATLHBIX U
PEHANBHBIX CHMIIATUYECKUX HEPBOB).

MOKCOHHIMH OTIMYaeTcss OT APYTMX H3BECTHBIX aHTUIHMIEPTEH3MBHEIX  IIPENapaToB
IEHTPAIBbHOI0 JeHCTBUS T€M, YTO OH 00NajaeT JHIIE caabbM CPOJCTBOM K LEHTPAILHEIM ¢2-
anpeHopenenTopaM, IO  CpaBHEHHMIO €  [|-MMHMJA30NMMHOBBIMH  pEIENTOpamMH;  02-
aJIpEHOPELENTOPEl CUUTAXOTCS MOJICKYJIPHOH MHIICHBIO, 4Yepe3 KOTOPYH OCYIIECTBIAIOTCA
Haubolee pacIpOCTPaHEHHBIE HEKENATENbHBIE pPEAKIMH AHTHTHIICPTEH3UBHBIX AreHTOB
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LUEHTPalIbHOIO MNEHCTBHs, TakMe KaK cedaTuBHbIM 3(dexr u cyxoctb Bo pry. Hmuskas

BCPOATHOCTE IIOABICHHA HAHHBIX HEXKCIATCIBHBIX peaKuHﬁ OGEHCHHGTC? w%tmg%

CpOACTBY MOKCOHHIHWHA K a2-anpeﬁopeuenTopaM. MUHWCTEPCTBOM 30PABOOXPAHEHWA

B oprannsme uYenoBeKa, MOKCOHHIWH NPHBOOAT K CHIKEHHIO cpcte pm_m c@;”%%%fﬁg@g%m
COIIPOTHUBICHUA H, CNEIOBATENbHO, apTEePHANLHOIO JaBJeHHS. AHTH nepmﬁﬁwge%%
MOKCOHHJIHHA OBLI IIPOJEMOHCTPHPOBAaH B MBOHMHBIX CIENBIX, IANE00-
PaHIOMH3HPOBAHHBIX Hccnenopanmsx. OmnyOmMKoBaHHBIE [aHHBIE [TOKAa3BIBAIOT, 9TO Y
[aLMEHTOB C apTepHalbHOM runepreHsueit u runeprpodueit neporo xerynouka (I'JDK), mns
IIOJ00HOr0 CHMXXEHHUS apTEPUAIbHOTO AABIEHUS, HCIIONB30BaHUE aHTArOHUCTA aHIHoTeH3uHa 11
(AIIA) BMecTe ¢ MOKCOHHIWMHOM IpuBeno K Oombrmemy perpeccy ['JDK, mo cpaBHeHmIO ¢
IpAMEHEHHEM CBOOOAHOH KOMOMHAIMH THA3MIHOIO IHYpeTHKa H OJ0Karopa KalblMEBBIX
KaHaJIOB.

B rTepaneBTHYeCKOM HCCIENOBAHUH MPONO/DKATENFHOCTRIO ABa MecsAlla MOKCOHHIMH YITydIal
MH[IEKC YyBCTBUTENBHOCTH K HWHCYNMMHY Ha 21% B cpaBHeHHH ¢ Iutanebo y NalMEeHTOB C
YMEpPeHHOU apTepHabHOM rHepTeH3nel, 0KUPEHHEeM U HHCYIHHOPE3UCTEHTHOCTEIO.

JlaHHBIE O BIIMSHMM MOKCOHHIMHA Ha CMEPTHOCTH M MCXOJbl CEepAECYHO-COCYTHCTHIX
3aboneBaHuit Py ICYSHUH apTepHaIbHON TMIIEPTEH3HH B HACTOSIIEE BPEMS HE U3BECTHEL

5.2 ®apmakoxnHeTHYeCKHE CBOHCTBA

Abcopbyus

Y u4enoseka BcaceiBaeTcs okono 90% 10361 MOKCOHHIMHA IIPH IIEPOPAIBHOM IIPHEME;
OTCYTCTBYET MPECHCTEMHEIH MeTab0IM3M 1 610I0CTYIHOCTE cocTaBisier 88%. Ilpuem mumu He
BIHSET Ha apMaKOKHHETHKY MOKCOHH/IHHA.

Pacnpeoenenue

MaxcHMAabHEIA YPOBEHs KOHIIEHTPAIHH MOKCOHHIWHA B IUIa3Me JOCTHTAeTCs Ha MPOTHKEHHH
30-180 MuHYT nOCIe IpHeMa Ipenapara.

Crs3pIBaHme ¢ HeKaMu I1a3MBbl cocTaniseT 7% (00seM pacupenenenus = 1,8+0,4 n/kr).
Buompancgopmayus

10-20% moxcoHuIuHa MeTabONMU3UpyeTCs, TIaBHEIM o0pasoM, a0 4,5-AErdJApOMOKCOHHUINHA H
IPOU3BOHBIX TYaHWJWHA BCIEJCTBHE PACKPBITHS MMHAA30JbHOIO KonbUa. [HMIIOTEH3WBHBIA
addexT 4,5-1erHAPOMOKCOHIIHHA COCTAaBNIAeT TONBKO 1/10 OT TakoBOrO A MOKCOHHIMHA, a
JUTSI IPOU3BOAHBIX I'yaHuauHa — meHee 1/100.

Dnumunayus

MOKCOHHIUH W €ro MeTaboJHTHl MOYTH IOJHOCTHIO BBIBOAATCS moukamu. bomxee 90% moser
BBIBOIMTCA Yepe3 MOYKH B TEUCHHE IMEPBHIX 24 YacoB MOCie ImpHeMma, H ToIbkKo okomo 1%
BBIBOJMTCS ¢ KajoM. JloNs BBHIBEJEHHOIO HEHW3MEHEHHOT0 MOKCOHHIMHA dYepe3 II0YKH
cocrasisieT npubnuzutensuo 50-75%. Cpenuuil mepuon MOIyBBIBENEHH U3 I1a3Mbl COCTABIIACT
2,2-2,3 yaca, a IEpHOI ITOJYBBIBEICHUS [TOUYKaMH cocTasiseT 2,6-2,8 daca.

[TalMEeHTHI ¢ THIEPTEH3HEH

[To cpaBHEHHIO CO 3[0POBLIMK T0OPOBOJIBIIAMHE Y MTAIHEHTOB C apTepHalbHON IHIIEPTEH3HEN HE
O0TMEYaeTCs H3MEHEHUH (PapMaKOKUHETHKH MOKCOHHUIMHA.

[TanueHTE! ¢ NOYeYHOH HEeIOCTATOYHOCTEIO

V manueHToB ¢ ymepenHbMEH HapyineHusMu ¢Gyrknuan nodex (CKO 30-60 mm/mum), AUC
yBenuuuBaercs Ha 85%, a knupeHc cHuKkaercs Ha 52%. Y TakuX NalHeHTOB ClIEAyeT TUIATENEHO
KOHTpPOJIMPOBATh THITOTEH3WBHEI 3(h(heKT MOKCOHHIMHA, 0OCOOEHHO B Hadale yedeHus. Kpome
TOTO, Pa30BBIE J03bI HE JOJDKHBI NpeBblaTh 0,2 MI, a CyTOoYHasd [03a HE JOJDKHA IPEBBIIIATh
0,4 mr.

VYV nauweHToB ¢ TKETOH moveuHoH HegocraTtouHocThio (CKO<30 Mi/MHH) yCTOHYHBEIE
KOHLIEHTPAIKUH B ITa3Me M KOHEYHBIH IIepHO/ MTOYBbIBEICHHS IPHOIU3UTENBHO B 3 pasa BBILIE.
Y 3THX MallMEHTOB HE HAOMIOAAI0Ch HUKAKOTO HEOXKHMJAHHOTO HAKOIUIEHHS Ipenapara mocie
MHOTOKpPaTHOTO IIpHeMa.




Y NamuMeHToOB ¢ NOYEYHOH HEJOCTATOYHOCTHIO TEPMHHAIBHOM CTanzl‘E ﬁ?ﬂ{Qﬁ@ MJ;[/MHH)
HaXOOALIUXCA Ha TeMOJMalld3e, BeIIMYHHA IUIOMIANH 0] KPHBOH <<K0HueHTpaHﬁﬁ-'B eMsy
(AUC) u KoHEYHBIH NepHoN TONYBBIBeJeHHS B 6 W 4 pasa BBIIE, COOTBETCTBEHHO, IIO
CPaBHEHHIO C THIIEPTEH3HBHBIME NAllHEHTaMH ¢ HOPMATBHOH (QyHKIHEH HOYeK.

[loaTomy, y nanueHToB ¢ nopaxkeHueM GyHKIHH MOYEK, 103y MOKCOHH/IMHA CJIeAyeT THTPOBATh

B COOTBETCTBHH C MHIHBHIYAJIBHBIME IOTPEOHOCTIAMH. VTBEP>KAEHO
MOKCOHUIMH B HE3HAYHTEIHHOM MEpe BBIBOIUTCS IIPH FEMOIHATH3E.

A P A p A MURICTEPCTBOM 30PABOOXPAHEHUS
Hetn (B Bo3pacte mo 18 mer) PECNYBNWKW BENAPYCh
dapMaKOKHHETHIECKHE HCCIIEN0BaHMS ¥ A€Tel He IPOBOHINCE. Mpnkaa MuHucTepCTBa 3APaBOOXpaHEHMS

PecnyGauku Benapycb

TlammenTs! moxuIoro Bo3pacra (>65 mer)
HeGoupiue pasmuuns Mexay hapMaKOKHHETHYECKHMH CBOMCTBAMU MOKCOHHMIMHA Y 37J0POBBIX
MOXKHUIIBIX TAlMEHTOB M B3POCHBIX JIMII MOJIOJIOTO BO3pacTa He SBISFOTCS KIMHHYECKH
3HAYHUMBIMH. TTOCKOJIBKY OTCYTCTBYET KyMYJIAIMS MOKCOHHINHA, KOPPEKIIMS O35 He TpedyeTcs
IIPU YCIOBHH HOPMAaIbHOM (DYHKIMYU [TOYEK.

5.3 /laHHbIe JOKIHHHYECKOH 0e30IMacHOCTH

JloknuHUYECKHE JaHHBIE HE comepkaT HH(opMalyu 0 KakoM-Tub0o 0coOOM PHUCKE TS YETI0BEKa
0  pe3yjbTaraM CTaHIAPTHBIX  MCCIeNoBaHMH  (apMaKOJOrHYECKOH — O€30IacHOCTH,
XPOHHYECKOH  TOKCHYHOCTH,  TDEHOTOKCHYHOCTH,  KaHIEPOTEHHOTO  NOTEHUHala |
PENPONYKTHBHOH TOKCHYHOCTH.

VccremoBanus Ha JKMBOTHBIX [TOKA3ali TOKCHYECKOE BIHSAHHE Ha SMOPHOHATILHOE Pa3BUTHE TIPH
IPUMEHEHUH 103, TOKCHYHBIX /Ul MATEPHHCKOTO OpraHMsMa. B HccienoBaHusAX
PENPOAYKTHBHONH TOKCHYHOCTH HE YCTaHOBJICHO BIMSHHA Ha (DEPTHIIBHOCTL M TEPATOTCHHBIN
noteHuuat. ImbpuoToxcuyeckue >(dexTs HabIIOIATH Y KPIC IPH 103aX BhIIE 3 MI/KI/JIEHb,
a y KpOJIMKOB — HpH no3ax cBeume 0,7 MI/Kr/aeHs. B mepu- ¥ NOCTHATAILHOM HCCIIENOBAHUH Y
KpPBIC OTMEYalOCh CHIDKEHHE Beca IUIONa M BIMSHHE HA Pa3sBUTHE M JKU3HECIIOCOOHOCTBH
IIOTOMCTBA IIPOSBILIIOCH TIPH 033X BhIIE 1 MI/KI/JICHb.

B mccmemoBaHusIX KaHUEPOTEHHOCTH y KpBIC NIPH 103aX 10 3,6 MI/KI/O€Hb M y MBIeH 10
7,5 MI/KT/IeHb KaHIEPOTeHHBI OTEHIIHAT MOKCOHHUIHHA OTCYTCTBOBAL.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1 Ilepedens BecnoMoraTelbHBIX BelIeCTB

JlakTo3a MOHOTH/pAT,

moBHIOH K-25,

KPOCIIOBHIOH (THII A),

MarHus cTeapar.

Cocrtas mmenounoi obonouxu Omanpait 11 (85F48105) mnsg gosuposky 0,2 Mr:
MIOJTMBHHHUIIOBBIA CITUPT, YACTHYHO THAPOIM30BAHHBIH,
MaKpOTOJI/ IO THIICHT TUKOJIb,

TaJbK,

TuTana auokcun (E171).

CocraB mienoyHo# o6onoyku Onanpaii [T (85F240151) nng nosuposku 0,3 Mr:
NOJTMBUHUIIOBEI CIIUPT, YACTHYHO THAPOTH30BAHHEIN,

MaKpOTrOJI/TIOIHI THIEHTITHKOb,

TalbK,

KpacuTellb »elThli conHeqnbli 3akat FCF amromunmessiit sak (E 110),
xKenesa okcua kpacHeri (E172),

kpacutens [Tonco 4R anromunuessii nax (E 124),

tuTana auokeun (E171).

Cocrtas m1eHouHo# obomouku Omampaii 11 (85F230031) mist mosuposky 0.4 mr:
NOJIMBHHHUJIOBBIH CITHPT, YaCTHYHO I'HAPOIH30BAHHEIH,




MAaKpOTOJI/TIOIUS THIIEHTTTHKO b,

TaJbK,

KpacuTeNb XKelThli conueunsit 3akatr FCF amomunuessii nak (E 110),
enesa okcup kpacuslit (E172),

tuTana guokeun (E171). YTBEP>AQE
HO
6.2 HecoBMecTHMOCTE MUMWCTEPCTBOM 3[PABOOXPAH
PECNYEMMKM BERAPYCE.
Cb
He mpaMeHHMO. Mpukas Murucrepctea anpasooxpanesus
PecnyBnmku Benapycs

6.3 Cpok rogHocTa

3 rona.
He mcmonp30BaTh M0 HCTEYEHAH CPOKA TOTHOCTH, YKA3aHHOIO Ha YIIAKOBKE.

6.4 Oco0ble MepbI IPeI0CTOPOKHOCTH NP XPaHEHHH

XpaHUTh IIPU TeMIlepatype He Boimme 25 °C.
XpaHUTh B OPUTHHAIBHOM ONIHCTEPE [UIs 3allUTHI OT BIIarH.

6.5 XapaxTep 4 coepxkaHue MePBHYHOH YIIAKOBKH

[To 15 wmm 20 TabneTok B SUEHKOBOM KOHTYpHOM ymakoBke (OmECTepe) M3 IUICHKH
TOTMBHHUIIXIOPHAHOM ¥ TMOKOM YIIaKOBKY Ha OCHOBE AIFOMHHHMEBOH (OJIBIH.

I[To 1 uau 2 6auctepa 1o 15 tadmetox wimw 1o 1, 2 wim 3 6mactepa no 20 TabneTox BMecTe ¢
JVCTKOM-BKJIA/IBIIEM B [IaUKE U3 KapTOHA.

6.6 Ocobble Mepbl NPeJOCTOPOKHOCTH INpPH  YHHYTOMKEHHMH  HCI0/Ib30BAHHOIO
JIEKADCTBEHHOI0 Tpemapara WJIH 0TX0J0B, MOJYYEHHBIX TOC/Ie NpPHMEHEHHs
JIEKAPCTBEHHOI0 NIPenapaTa il paboThl ¢ HUM

HeT oco6v1x TpeboBaHHH K yTHIH3ALMH.
Bechb ocTaBIIMHCS IEKAPCTBEHHBIH MIPENapaT i OTXOIbI CIeAyeT YHHUYTOXKHUTE B YCTAaHOBICHHOM
TIOPSTIKE.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHHU S

PVII «Benvemnpenaparsi», o
Pecny6muka bemapycs, 220007, r. MuHCK, by N'J_ >
yi. ®abpuunyca, 30, ten./daxe:(+375 17) 220 37 16, * it

e-mail: medic@belmedpreparaty.com
8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHHS

9. JATA NEPBUYHOI PETUCTPALIA

10. JATA IIEPECMOTPA TEKCTA

O61mas XapaKTepUCTHKA JIeKapcTBeHHOro npenapara Moxcorumus, 0,2 mr, 0,3 Mr a 0,4 mr,
TabJeTKH, TNOKPHITHIE IUIGHOYHOM 00O0NMOUKO#, mocTynHa Ha HHGOPMAIMOHHOM IOpTane
EBpasuiickoro 3KOHOMHYECKOIO coro3a B HHGOPMAIHMOHHO-KOMMYHHKAIIMOHHOH  CETH
«HuTepHeT» http://eec.eacunion.org/.




