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WHCTPYKIHA 110 MEAUIIMHCKOMY IIPUMEHEHUIO IPEITAPATA

1. HA3BBAHHME JJEKAPCTBEHHOTI'O IIPENIAPATA

AL JTumon ¥ Mez, MOPOIIOK JUIs PUrOTOBJICHHSA pacTBOpa Al BHYTPEHHETO NPUMEHEHHUH,
600 mr.

JleficTByIONIEE BEIIECTBO: ALETHIMCTEHH.

2. KAYUECTBEHHBIN Y KOJJMYECTBEHHBIA COCTAB
AKTHBHOE BEIIECTBO: alleTHIIUCTEHH.

Kask/1pli NaKeTHK MOPOILIKa COAEPXHUT 600 MI aLleTUILUCTEHHA.
TMepeveHs BCrIOMOraTeIbHBIX BELUIECTB MPEACTABIICH B pas/eie 6.1.

3. ®°OPMA BBIIIYCKA

[TopomIOK i MPUrOTOBJIEHHA PacTBOPA UL BHYTPEHHETO MPUMEHEHHUA.

Omucanye: OAHOPOAHBIH MOPOLIOK OT GENIOro O JKENTOBAaTOro LBETA C 3alaxoM JIMMOHA H
MeJa, B KOTOPOM BO3MOXKHO HJIMYHME arjoMEepHUPOBAHHBIX YaCTHIL.

4. CBEJAEHUSA KJIMHTYECKOI'O XAPAKTEPA

4.1 Iloxa3zaHusi K NPHMEHEHHIO

3aGoneBanns ~ OPraHOB  [BIXaHMS,  CONpOBOXJarouecs — oOpasoBaHWeM  BA3KOH
TPYIHOOTACIACMON MOKPOTHI, HAalpUMep, OCTPhI ¥ XPOHMYECKUH OPOHXMT, TpaXewT,
JNIAPUHTHUT, CHHYCHT, GDOHXMAIbHAs acTMA M MYKOBHMCLMJO03 (B KayecTBE JOTIOJIHUTETbHOM
Tepanuu).

4.2 10361 H cOCO0 IPHMEHEHHUSA
Eciu He ykasano usaue, mpenapaT ALl Jlumon u Mexn pexkoMeHIyeTCs MPUMEHATH B
CJIEAYIOLIMX 03aX:

Bapociblie ¥ IOJAPOCTKY B Bo3pacTe cTapiie 14 yer
ITo 1 maketuky ALl Jlumon m Mex 600 mMr 1 pa3 B neHb (PKBHBAJICHTHO 600 wmr
AllETUIIIMCTEWHA B CYTKH).

Cnocob npuMeHeHus

AIILL JTumoHn u Mepa crienyeT IPUHUMATh MOCIIE €IbI.

CofiepXXMMO€e OJJHOrO TMAaKETUKA PaCTBOPUTH, MOMENINBAA, B OJJHOM CTaKaHe rops4eil BOJBL.
[Tomy4eHHBIH pacTBOP CIEAYET BLITUThL FOPSYUM.

JIOTOMHUTENLHBIM NPUEM JKHIKOCTH YCHIIMBAET MyKOJIIMTHYECKHH 3 deKT npenapaTta.

IIponomKUTENHOCTD IPUEMA TIpenapara

IIpoO/KUTENPHOCTh MPUMEHEHHS ONpEJEISeTCs JeYalliM BpaioM H 3aBHCHT OT THIA M
TsDKecTd 3abojeBaHus. IIpd KpaTKOBpPEMEHHBIX NPOCTYIHBIX 3a60/IeBaHHAX JUTUTENLHOCTD
mpuemMa cocTaBnseT 5 — 7 AHeH.

Kypc nedenus 6e3 KOHCYJIbTaLU Bpaya COCTaBIAET 4 — 5 qHEH.

IIp¥ XpOHMYECKOM OpPOHXHMTE M MYKOBHCLHMAO3E IS TNpPOQMIAKTHKM HHPEKIHMOHHBIX
OCJTIOXKHEHHM BO3MOJXKEH [UTMTEJIbHBIA NPUEM Ipenaparta, NPOAOIDKHUTEIbHOCTE ONpeAeaeTCs
JeYyalldM Bpa4oM.

MakcuMalbHas UIMTENBHOCTD JICYCHHS — 3-6 MECALIEB.

4.3 IIporuBonoxa3aHus
I'MNepYyBCTBUTENBHOCTD K ALETHILHMCTEMHY WM JIOOOMY M3 BCIOMOTraTe/IbHBIX BEIIECTB,
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BXOJAIIMX B COCTaB Npenapara.

ALETWILKCTEHH TPOTHBOMOKA3aH MALMEHTaM C S3BEHHOW OONE3HBIO JKEy/Ka B CTalHH
000CTpeHHS.

IIpenapaT MNpPOTMBONOKA3aH TMalMEHTaM C HENepeHOCHMOCTBIO dpykro3sl (mpemnapart
COIEPKUT Caxaposy, KoTopas MeTabomsupyeTcs 10 GpyKToss).

AIILL JTumoH 1 MeJ, OPOIIOK /I NPUTOTOBJICHAS pacTBOpa U1 BHYTPEHHETO NPUMEHCHHA,
600 Mr He cleyeT MPUMEHATH IS JICUeHHUs aeTeli mnamume 14 ser.

4.4 Oco0ble npexynpexaeHus 1 Mepbl NIPEJOCTOPOKHOCTH PH HCIOJIBL30BAHUH

Bo BpeMs NpMMEHCHMS AUETHIIMCTEMHA B OYEHb DEOKMX CydasX HaGmiofanock
BO3HMKHOBEHME TSDKEIBIX KOXKHBIX peaKkiuil, Takux kak cunapoMm CruBeHca-/DKOHCOHAa H
cunapom Jlaiienna. B ciydae BO3HMKHOBEHMS U3MEHEHHH CO CTOPOHBI KOXH M CIM3HCTBIX
060/104€K NALKEHTY CIEAYET HEMEUIEHHO TIPEKPATHTh NIPHEM aLCTHIIIMCTEMHA U OGPATHTHCA
3a MEAULMHCKOH MOMOILBIO.

CIICJIyCT co0JI01aTh OCTOPOXKHOCThL IPH JICUYCHUU auCTIINHCTCHHOM MalUeHTOB C A3BON
XKEJIyaKa WU IIBCHaIlHaTHHCpCTHOﬁ KUIIKH B aHAMHE3€, a TaKXkKe C PHUCKOM XEITyAO4YHO-
KHIICYHOI0 KpPOBOTCYECHUA (HanpnMep, NaTeHTHas IenTUYecKas fA3Ba HIH BapHUKO3HOC
pacIiupCHUE BCH [II/IH.ICBOIIa), NOCKOJIBKY HCpOpaJILHHﬁ NpHeM aLCTWILHCTEHHA MOXCT
BBI3BATH PBOTY.

M3-32 ONAacHOCTH BO3HMKHOBEHMS GPOHXOCMA3’Ma y MAlHEHTOB ¢ OPOHXMANbHON acTMON H
GpOHXHATBHOM THIIEPPEAKTHBHOCTHIO PEKOMEHIyeTcs COGTIONaTh OCTOPOXHOCTH. IllIpu
HACTYILUIEHHY PEaKLMK THIIePYYBCTBHTEIBHOCTH MM 6pOHXOCHa3Ma NPUMEHEHHE NIpenapaTa
ClIelyeT HEMEUICHHO IPEKPATHTh U IPHHATH COOTBETCTBYIOIINE MEPBI.

[Ipu mpocTyaHbIX 3aGONEBaHMAX, B CIyuae OTCYTCTBHA dddekra mocne ABYXHENEILHOTO
Jie4eHMs, AMATHO3 CIEAYET INEPEeCMOTPETh M MCKIIOUUTH BO3MOXKHOE 3J10Ka4ECTBEHHOE
3a0oNeBaHUe BIXaTENbHBIX ITyTEH.

AULETHILUCTENH NPUBOIMT K HHTMOMPOBaHHUIO NMaMuHOKcHAasbl (DAO) in vitro Ha 20-50%.
[TanyensTaM ¢ HEMEPEeHOCHMOCTHIO THCTAMHHA Cll€AyeT MPUMEHATh Mpemnapar ¢
OCTOPOXKHOCTBIO. Y TakMX TAUMEHTOB ClefyeT u3berarb NPUMEHCHUS UIMTEIBHBIX
TepaneBTHYECKMX KypcoB, mnockombky AIIl JluMoH u Mex OKa3biBaeT BIHSHHE Ha
MeTaboNnu3M THCTAMHHA M MOXET BHI3BaThb CHMITOMBI HEHNEPEHOCHMOCTH (Hampumep,
rojioBHas 60116, HACMOPK, 3YA).

[IprieM alEeTHINUCTEHHA, OCOOEHHO B HAvaJic JICYCHHS, MOXET MPUBOAUTE K Pa3KHXCHHMIO
OpOHXMABHOTO CcekpeTa (MOKpOTHI). Ecim nauueHT He MOXET CaMOCTOATENBHO
OTKAlIMBaThCA (JOCTATOYHO OTKAILTABATHCSH), JODKHBI OBITh MPHHATHI COOTBETCTBYIOIME
Mepsl — OpOHXHAJIBHBIH APSHAX U acTIMpaLusl.

He PECKOMCHAYCTCSI OLHOBPEMEHHOC NPUMEHECHHE AaLCTHIIHCTCHHA H NPOTUBOKANUICBBIX
npenapatos. OI[HOBpCMCHHOC IPUMCHCHHC MPOTUBOKAIJICBBIX JIEKAPCTBEHHBIX CPCACTB H
AlCTUINMCTCMHA MOXET NPUBECTH K HAKOIUICHUIO 6p0Hxna.anoro CEKp€Tta ¢ PpHCKOM
OpoHXOcTia3Ma ¥ WHGEKUMH BEPXHHX JbIXaTCNBHBIX ITyTed ITyTeM WHrHOHPOBaHUA
KAIILIEBOTO pediekca ¥ GU3HOIOrHYECKOro CaMOOUHILEHHS ABIXaTEeNbHBIX My TeH.
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AIIL JTumon u Mex 600 Mr mopowLIoK JUIA IPATOTOBJICHUA
pacTBOpa T BHYTPEHHETO NPUMEHEHH — TCKCT MHCTPYKIHH 110 Mennuﬁm%mﬂﬁw

Coobmanock O CIydasX YCWIEHHS COCYAOPAacUIMpSIOIIEro JCHCTBHMA, a TaKke
MHTHOMpOBaHMs arperaiyd TPOMOOLMTOB NpX TNPHEME HUTPOTTHMUEPHHA COBMECTHO C
AIETHILMCTEUHOM.

KuHu4ecKoe 3HaueHHe JaHHOro 3ddexTa He YCTaHOBICHO.

B coctae mpemapara BXOmMT caxaposa. [lauueHram ¢ peaKoH BPOXKACHHOM
HENIEPEHOCMMOCTBIO  (PPYKTO3BI, ManbaGcopOLuMell TIIOKO3bI-TajlakTo3bl MM CaXapasHo-
M30MaJIbTa3HOH HEIOCTATOYHOCTBIO HE PEKOMEH/IYeTCs [PHHIMATDH JNaHHBIA JIEKapCTBEHHbIH
npenapar. IIpu ANMTENEHOM [IPUMEHEHHH PAacTBOpa (2 HEMlenu U Gonee) MOXET HabmonaTeCs
NOBpEX/IeHHE 3y00B.

Omun maxetuk AL Jlumon u Men coorserctyet 0,17 XE. D10 ciexyeT y4uTHIBAaTH NPH
TNpMMEHEHHH NPenapaTa y NalueHTOB ¢ CaXapHbIM AHabeToM.

1 makerux AL Jlumon u Mex coaepxut 75 MI acCKOpOMHOBOM KHUCIIOTBI, YTO COOTBETCTBYET
PEKOMEH/IOBAaHHOM CyTOYHOI#M [03¢ MoTpe6nenus surtamuta C.

B CBS3M ¢ HaJIM4HEM B COCTABE JIEKAPCTBEHHOrO CPEICTBA ACKOPOMHOBOW KMCIOTBI C
OCTOPOXKHOCTBIO  NIDHMEHATh  npu:  jAeduuure  IiIIOK030-6-ocdaraeruaporenassl,
reMOXpoMaTo3e, CHAEpOGIacTHOM aHEMHH, TalacCeMHWH, THIIEPOKCATYpHH, OKCajose,
TMIOYEYHOKaMEHHOHN GOJIE3HU.

AckopOMHOBas KHCJIOTA YBEIMYMBACT PHUCK Pa3BUTHA KPUCTAUTYPHH HpPH JECUCHHUH
CalMIMIATaMH M CyIbhaHWIaMUIaMH KOPOTKOTO JNEHCTBHS, 3aMEUIIET BBIBEJCHHE ITOYKaMH
KHCTIOT, YBE/IHUMBAET BBIBEICHUE TPENapaToB, MMEIOMMX IIEJIOYHYIO peakuuio (B T. .
aNIKAJOMIOB), CHIDKAET KOHLIEHTPALIHIO B KPOBH IE€POPAIbHBIX KOHTPALIETITHBOB.

4.5 BsauMopneiicTBHe ¢ APYrMMH JeKAPCTBCHHLIMH INpenapaTaMd H Apyrue BHIBI
B3aHMojelicTBHH

HccnenoBanus B3aMMOJCHCTBHSA C JAPYTMMH JICKAPCTBEHHBIMM CPEICTBAMH in Vivo HE
TIPOBO/IWIIUCE.

[Tpu kom6unuposadHoM npuMerneHur AIILL JlumoH 1 Mel ¥ NPOTHBOKANLIEBEIX NPENapaToB
(MOJABIAIOMMX KAalleNb) MOXET BO3HMKHYTh OfACHBIA 3aCTOH CEKpETa BCIECICTBUE
YrHeTeHHs KamLieoro peduiexca. [1osromy mofoGHble KOMOMHALMM CIEAyeT MOAGHpPATh C
OCTOPOXHOCTBIO.

OJHOBpPEMEHHBIM  NpHEM  aAUETWILNMCTEMHa M aKTHBHPOBaHHOro  yrjia  IpH
JIE3UHTOKCUKALMOHHOM Tepanvyd MOXET CHWXaTh 3(P(EeKTHBHOCTL MEPOPAIBHO MPHUHATOTO
alle TUIILMCTEHHA.

[Moy4eHHBIE OO HACTOSINEr0 BPEMEHH COOOLIEHHMS O CHOCOGHOCTH aleTHIHMCTEHHA
B3aMMOJEHCTBOBAT, C AaHTHOMOTHKaMH (TETPALUKIMHBI, MCKIoYas JIOKCHLMKIINH,
AMHUHOTJIMKO3U/BI, TOJYyCHHTETHYECKHE IEHULIUUIAHBI, 1e(daJOoCIIOPHHBI)  KacaloTCs
HCKITIOYMTENBHO JKCIIEPUMEHTOB in  Vitro, B KOTOPBIX COOTBETCTBYIOIIHE BEIIECTBA
CMEINMBAJIACH HETIOCPEACTBEHHO ApYr ¢ ApyroM. TeM He MeHee, C LENbIO G€30MacHOCTH,
NpUHUMATh TEpOpalbHble AHTUOHMOTMKH CIEAyeT OTACNBHO OT AaleTHILMCTeHHa, C
cobmoieHneM, Kak MUHUMYM, 2-X 9aCOBOT0O HHTEpBana.

OnHOBpPEMEHHBII MMPHUEM aleTWILUCTEMHA ¥ HUTPOIJIMIIEPHHA MOXET MPUBECTH K yCUIICHHIO
COCYIOPACIIMPSIONIETO U Ie3arPeraHTHOrO AEHCTBHSA MOCIECHETO.

OfHOBpEMEHHBIH OpHEM AaleTWILHCTEMHA M KapOamasemuHa MOXET TpUBECTH K
BO3HUKHOBCHUIO cy6Tepanequecxnx KOHI_[CHTpaI.IPII/I Kap6ama3ermna

HecoBmecTHMOCTD
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ALICTIWINMCTEWH HE COBMECTHM C GONBIIMHCTBOM MPENapaToB, COACpXKALIMX METAJLIBL, H
WHAKTHBHpyeTca okucaurenamu. Crenyer usberars n06aBJIeHUS APYTHX JIEKapCTBEHHBIX
CPEICTB K IpenaparaM aleTUIHCTEHHA.

BiusHHe Ha pe3yJIbTaThl JaG0paTOPHBIX UCCIIEAOBAHUN

ALECTHIMCTEHH MOXET BJMATH HA PE3YJILTAaThl KaJOPMMETPUYECKOro  ONpEAeICHUA
camuuuiaToB. I[Ipy aHamM3e MOYM AUETHINMCTCUH BIMACT Ha PE3YNLTATRI ONPEACTICHUA
KETOHOBBIX TEIL. '

Ackop6uHOBasi KHCJIOTa MOXET MCKaXaTb Pe3ylbTaThl pasindHbIX 1abopaTOpPHBIX TECTOB
(comepxaHue B KPOBH INTIOKO3bl, OMIMpYOMHA, aKTMBHOCTHM TpaHCaMuHa3, JIAD). Bricokue
110361 aCKOPOMHOBOM KHCIIOTHL MOTYT AaBaTh JIOXKHO-OTPHLATE/IbHBIE PE3yIbTaThl TECTOB Ha
CKPBITYIO B (HeKaIHUIX KPOBb.

B3auMOIEHCTBHS, CBA3AHHBIE C ACKOPOUHOBOHN KHCJIOTOM
AcCKOpOHHOBas KHUCJIOTa TpPH OJHOBPEMEHHOM TPHMEHECHHH YMEHBILIAET XPOHOTPOITHOE

neficTBHe u3onpeHatuHa. [Ipn JHTEIBHOM IPUMEHEHHH MOXET HapyliaTh B3aHMOJICHCTBHE
aucynbdupam-3TaHol. [TOBBIIAET TOKCHYHOCTh AMUIJajlHHa TpPH COBMECTHOM IpHEME.
VMeHbIIaeT TepaneBTHIEeCKoe JEHCTBHE AHTHUIICHXOTHUECKUX CpPeACTB  (IIPOM3BO/IHBIE
deHoTHA3MHA), KaHanbueBylo  peaGcopOumio  amderamMMHa M TPUIHMKIHYECKHX
aHTHENpecCaHToB. IIOBBINAET KOHUEHTPALMIO B KPOBM GEH3WINECHUIMUIMHA M
TETPALIUKIIMHOB. '

VYydinaeT BcachblBaHWME B KHMIIEGYHHMKE IPENapaToB jKeie3a; MOXET MOBBIUATE SKCKPELHIO
Xeqe3a TPH OJHOBPEMEHHOM IPHUMEHEHHM C Je(QepoKCaMHHOM, BCIEACTBHE HEro
acCKOpOMHOBYIO KHCJIOTY HE CleqyeT NpUHMMAarh B TEYCHHE NEPBOro Meciua JedeHHs
nedepokcamMuHoM. OIHOBPEMEHHBI TpHEM acKOPOMHOBOX KHCIOTHI M THMAPOKCHIA
AJIFOMHHHS MOXET CIIOCOGCTBOBATh YBETMYCHUIO a6COPOIMHA ATIOMUHUSL.

4.6 BepeMeHHOCTD M JIaKTalHs

Jlo HACTOSAINErO BPEMEHH HE MMEETCs JOCTaTOYHOTO KONMYECTBA KIMHHYECKMX NAHHBIX O
NPAMEHEHHH  AUETWINMCTEMHA  OCpPeMCHHBIMH  JKEHIMHAMH.  OKCICPUMCHTANbHbIE
HCCIIE/IOBAHMS Ha KUBOTHBIX HE BBISBHJIM MPAMBIX WM HETMPAMBIX BPEIHBIX BO3ACHCTBUH Ha
TeueHMEe GEepPEeMEHHOCTH, SMOpHOHATbHOE/PeTanbHOe pa3BUTHE, NpPOLECC PONOB WM Ha
NIOCTHATAAbHOE pa3BHTHE (CMOTpUTEe Taioke pasaen 5.3 «/{OKIMHHYECKHE JaHHBIC O
6esomacHoCTHY). Clieyer coOMOAaTh OCTOPOXKHOCTE NIPH NPUMEHSHHH Npenapara BO BpeMs
GepemenHocTH. JlaHHBIE O CIOCOOHOCTM NPOHHMKATh B TPYJHOE MOJIOKO OTCYTCTBYIOT,
IO3TOMY HE CJIEAYeT HCIONb30BaTh Mpenapar BO BpPEMs IPYJHOrO BCKapMIIMBaHMsA, 3a
UCKIIIOYEHHEM CITy4aeB SBHOH HEOOXOAUMOCTH.

4.7 Binsinge Ha cNOCOGHOCTH YNPABJIATH TPAHCHOPTHLIMH CPEJCTBAMH HJIH padoTaTth ¢
MeXaHH3MaMH

CrienMalbHBIX HCCIECAOBAaHMHA O BIMAHMM Tpemapara Ha CHOCOOHOCTH  yNpPaBIATH
TPaHCTIOPTHBIMU CPEACTBAMH WX paboTaTh ¢ MEXaHM3MaMH He IPOBOAUIOCK.

4.8 IIoGounoe AelicTBHE

Hudopmanuss 0 HEXeNaTeNbHBIX PEaKIUAX IIPeJCTaBI€Ha B COOTBETCTBHU C CHCTEMHO-
OrpaHHOM Kiaccu(uKanyeil 1 4acTOTOH BcTpeyaeMOCTH. KaTeropuu 4acToThl BCTPE4aeMOCTH
OTpeIeISUIUCH 10 cleAyIoel KiaccuUKaluu:

Ovuens yacTeie (> 1/10)

Yacteie (>1/100 u <1/10)

Heuactrie (>1/1 000 u <1/100)

Penxue (>1/10 000 u <1/1 000)

Ouens peaxue (<1/10 000)

YacToTa Heu3BecTHA (Ha OCHOBAHMM HMEIONIMXCS JAHHBIX OLIEHHTh HEBO3MOXHO)
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pacTBOpa JUlsl BHYTPEHHEr0o NPUMEHEHNA — TEKCT NHCTPYKIWMH 10 Me IUITHCROMY HPHMERSHKIO

HapyineHus cO CTOPOHbI UMMYHHOW CHCTEMBL:

Heuacmo: peakijuyl TUNEpYyBCTBUTEIBHOCTH

Ouyenb pedko. aHaOHIAKTAYECKUH ILOK, aHaduIaKTHYeCKUe/aHAQHITaKTOU/THBIE PEaKIMK
HapyiieHus co CTOPOHBI HEPBHOM CHCTEMBL:

Heuacmo: ronoBHas 60Jb

HapyiueHus co CTOPOHbI OpraHa ciIyXa U paBHOBECHS]
Heuacmo. urym B yiiax

HapyineHus co CTOPOHBI cepna:

Heuacmo: Taxukapaus

HapymeHus co CTOPOHBI COCY/IOB:

Heuacmo: TMIIOTEH3US

Ouendb pedxo. KPOBOTECUCHHS

HapyiueHus O CTOPOHbI JAbIXaTeIbHOM CHCTEMBI, OPraHOB [PYIHOW KIETKH U CPEIOCTCHUA
Peodxo: onpliika, GpoHXOCIIA3M

Kerym1ouHO-KHUIIEYHbBIE HAPYIICHUsS

Heuacmo: 60116 B )XUBOTE, TOLITHOTA, PBOTA, AUapes, CTOMATHUT
Peoxo: pucnencus

HapyIueHus co CTOPOHBI KOXH U MOJKOKHBIX TKAHEH:
Heyacmo: XpaluBHHMIIA, 3y[, ChIllb, aHTHOHEBPOTUYECKUH OTEK
O611me HapyIICHNUS ¥ PEaKIMY B MECTE BBCICHHS:

Heuacmo: nuxopalika

Yacmoma neuzgecmua: OTEK JMIA

BriibixaeMblii  BO3MyX MOXET (BEpOATHO, M3-332 BBIICICHHS CEPOBOJOpOAA H3
Tnpernapara) NpuoOpecTH HENPUATHEII 3amax.

B pa3IMYHBIX HCCICAOBAHHAX ObLLIO JOKa3aHO CHU)KEHHE arperanuu TpOM60].IPITOB nmoxa
JEeNCTBHEM aLICTWILUCTECHHA. B Hactodiee BpeMsA KIIMHUYCCKad 3HAYAMOCTB 3TOTO SBJICHUS
HC YCTaHOBJICHA.

Coo061IeHHE 0 HEXKENATENbHBIX PEAKIIUAX

BaxHo coo6Iare O IOJO3PEBaEMBIX HEXENATEJABHBIX PpeaKUUsX [OC/Ie PErucTpauuy
JEKapCTBEHHOro mpenapara ¢ HENbiO O0ecredyeHus HENPEphIBHOrO  MOHHUTOPHHIA
COOTHOLIEHHS «IOJb3a — PUCK» JICKaPCTBEHHOIO Mpernapara. MeuIUMHCKUM pabOTHHKaM
PEKOMEHIyeTCst cOOBIIATh O JIOOBIX MOA03PEBACMBIX HEXKENATEIIbHBIX PEAKIUAX
JIEKapCTBEHHOrO MpemnapaTa yepe3 HalHOHAIBHBIE CHCTEMBI COOOILEHHS O HEXKENATEeIbHBIX
peakuusx ¥ He3(GHEKTHBHOCTH IEKAPCTBEHHEBIX TPENapaToBy

4.9 Ilepeno3upoBKa ,

J{0 HACTOSILETrO BPEMEHH O CIIydasX TOKCHYECKOH NepeIO3UPOBKM NMepopalbHeIMU GopMaMu
ALUCTHIINUCTENHA HC COOﬁIJ.IaJ'IOCB. Y I[O6p0BOJ'[I>IIeB, nonyanme ALUCTUWILIUCTEHH B 03€
11,2 r/cytku B TeyeHHe 3 MecAlEeB, HE HaOMOAANOCh HMKAKHX TOKENBIX HEXEIaTebHbIX
peakiuii. [IpuHAMaeMble BHYTPb JO3bI aUETWILMCTEHMHA, focTuraromue 500 MI/Kr macchl
TCHa, nepeuocunncs 663 KaKHX-HH6O CUMIITOMOB HHTOKCHKALIUH.

CHMITOMBI HHTOKCHKALIK ‘

I[Ipy NepeNo3MpOBKE MOrYT BO3HHKATh CHMITOMBI CO CTOPOHBI JKETyAOYHO-KHULICTHOTO
TpaKTa, Takue Kak TOLIHOTa, PBOTa M juapes. Y JeTeH MMEETCd PHUCK OpOHXHaIBHOR
runepcekpenun (u30bITOYHOr0 06pa3OBaHKsA MOKPOTHI).

JleueGHBIE MEPHI B CITyYae Nepeio3UPOBKH
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AILTLT JTumon 1 Mez 600 Mr MOPOILIOK /I NPUrOTOBICHHA !

PAcTBOpA [U1si BHYTPEHHETO NIPUMEHEHHs — TEKCT MHCTPYKIMY 10 MEARIMHCKOMY MIPUMEHEHHIO

HpI/I HEOOXOAUMOCTH MPOBOOUTCA CHUMIITOMATUYECKOEC JICHCHHUC

5. DPAPMAKOJIOTHYECKHUE CBOMICTBA

5.1 ®apmaxoAHHAMHAYECKHE CBOICTBA

dapmakoTepaneBTHYECKas rpymmna:

Cpenctsa, NpUMEHAEMbIE MpPU Kamuie M MPOCTYIHBIX 3a601€BaHUAX. MyKOJIMTHYCCKHE

CpeAcTBa.
Kon ATX: R0O5C B01

AICTUIIMCTEHH SBASETCS HPOM3BOJHBIM AMHHOKHCIOTHl LMCTEHHA. ALETWILHMCTCHH B
OPOHXMAIBHBIX ITYTAX OKAa3bIBAET CEKPETONMTUYCCKHUH M CEKPETOBBIICTUTENbHBIH 3 deKT.
CunTaercs, YTO OH paspyuiaeT ANCYIbOUAHBIE CBS3H MEXAY MYKOMNOIHCaXapHAHBIMH
HEeNsMH ¥ OKa3bIBaeT jenoiuMepusyiomee neiicreue Ha nenu JTHK (B rHoiHOR MOKpOTE).
Benencraue 3TuX 3¢ (HeKToB BAKOCTh CIIM3H JOJDKHA CHHXATBCS.

AJIBTCpHaTI/IBHLIﬁ MEXaHW3M JeiCTBUS aUSTHWILMCTEHHA MOXET OBITH 06yCJIOB.IICH
CIIOCOOHOCTHIO BXOJSIIMX B €r0 COCTaB PEaKTHBHBIX SH rpynil CBA3LIBaTECS ¢ XUMHYCCKUMH
paaukajiaMy 1 TaKUuM o6pa30M HCﬁTp&ﬂPBOBBIB&TI: HAX TOKCHYECKOE JCHCTBHUE.

KpOMe TOro, auCTUINHCTCUH CHOCO6CTByeT YCUJICHUIO CUHTE3a ITyTaTHOHA, KOTOpblﬁ Urpact
BaXXHYIO pOJib B I€TOKCHUKAIIHUH. DTUM MOXKHO OOBSICHUTH AONOJHUTENBHYIO 3(1)(1)CKTHBHOCTL
npenapara Ipy HHTOKCUKaLMK MapaneTaMoIoM.

V TAIMEHTOB C XPOHWYECKMM OPOHXMTOM/MYKOBHCILMIO30M NpPH NPOGUIAKTHISCKOM
PUMEHEHHH ALETHIIHCTENHA CHIDKAETCS YaCTOTa M TAXKECTh GaKTepHaIbHBIX 0G0CTPEHHH.

5.2 ®apmMaKOKHHeTHYECKHE CBOHCTBA

BcaceiBanue

IIpu nepopalbHOM MpHEMe aETHILHCTENH ObICTPO ¥ MPAKTHISCKH MOTHOCTBIO BCACHIBACTCA.
TTOCKOJIBKY NperapaT B GONBIIOH CTENeHH NOABEPraeTcs IPECHCTEMHOMY METaboNH3MY,
6HONOCTYIHOCT MPUHATOTO BHYTPh AUETHILMCTEHHA O4eHb HU3Kas (puMepHo 10%). Tlocne
TIpYeMa OTHOCHTENBHO BBICOKOH /1035 alleTHILMCTEHHA 30 MI/KT Maccsl Tela MaKCUMaJIbHas
KOHIIEHTpalUs O6Mero aueTWwINUcTerHa (CBOGOIHOTO ¥ CBA3AHHOTO) B IUIa3ME€ KPOBH
mocturaercss uepes 0,75-1 uwaca W cocTaBnseT mpubGnmM3mTeNsHO 67 HMonb/Mi. Ilocie
BHYTPEHHETO NpUMEHEHHU aleTHIUCTeHHa B hopme TabneTok B fo3e 600 Mr, MakcuMalbHas
KOHIIGHTpals OBMIEro aueTWILUCTeMHa (CBOGOJHOTO M CBA3aHHOIO) B IUIa3Me (Crmax)
cocrapysier 3,40 Mxr/mn (20,83 HMOIB/MI) C tmax 0,71 baca (43 muHyTel). IlnOmane mox
xpusoii (AUC) coctapnser 10,06 Mxr*w/min. IIpaeM NUIK HA CUCTEMHYIO GHOJOCTYIIHOCTb
IpH BHYTPEHHEM IIPUMEHEHNH aLETHILNUCTEUHA HE U3ydacs.

Pacnpenenenue

ANETHILKCTEHH HAXOJWTCS B OpraHM3Me Kak B cBoGoAHOW ¢opMme, Tak M B 0GpaTuMo
CBA3aHHOM ¢ OelKaMM IOCPEACTBOM  IMCYIbGUAHBIX  CBA3EH.  ALCTHILMCTEHH
pacrpefieNA€Tcs NMPEUMYIIECTBEHHO B BOMHOM Cpejie BHEKJIETOYHOTO mpocTpaHcTsa. OH
JIOKaJIM3yeTCs TJIABHBIM 00pa3oM B MEYEHH, NTOYKAX, JIETKMX ¥ OpPOHXHATIBHOMN CITU3H.

MeTtabonuzMm

MeTa601u3M HaYMHAETCA Cpa3y Mocjie MpueMa Mmpenapara: aleTHILUCTEHH JealeTUIIMPYETCA
B CTEHKE KMIIEYHHKA M MEYEHH NPU [EPBOM MPOXOXKICHUH B aKTUBHBIA L-UKCTeNH, a 3aTeM
MeTaGoIM3UpPYeTCs 10 HEAKTUBHBIX COCMHEHHMH.
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AL JTumon u Men 600 Mr nopoIoK Ajis MPUrOTOBICHAA
pacTBOpA JUIsi BHYTPEHHETO IPMMEHEHHS — TEKCT HHCTPYKLMM O mex

Brigenenue

Oxono 30% BBeOEHHOM O3B BHIBOOMTCA Henocpencmenﬁo noukam. OCHOBHBIMH
MeTaboNuTaMy  SBIAIOTCS LMCTHH M uuctewH. Kpome Toro, HeGojbIve KOMMYECTBa
BHIZEJSIOTCS B BHAE TaypuHa M cyib(daroB. MccneoBaHHA IO BBIIENEHMIO (pakiu,
HEOYHIIIEHHOM MMOYKaMH, OTCYTCTBYIOT.

V 6 HCOHITYeMBIX Tpd BHyTpeHHeM BBedeHMM 200 Mr aueTWIMCTeHHa MEPHOX
noMyBLIBeAEHH cocTaBisin 1,95 (0,95-3,57) 4acos [y BOCCTaHOBJICHHBIX GOpM H 5,58 (4,1-
9,5) nns obmero aueTWINMCTeWHA. IIpH mepopaibHOM mNpHeMe TableTKH MIMITyHeH,
conepxamert 400 Mr aleTHILKCTEHHA, NEPHOA INOMYBBIBEAECHHs OOLIEro aUEeTHILHCTEHHA
coctaBui 6,25 (4,59-10,6) 1acos.

5.3 loxk1MHHYECKHe JaHHbIC 0 6€30MacCHOCTH

B HccnenoBaHuAIX OCTPOM TOKCHMYHOCTH Y MBILEH U KpbIC ObUTH onpeneneHsl 3uadeHus LDso
8 1 > 10 r/kr Macchl TeNa Ipy NepopaibHOM IIpUEME.

Ha oCHOBaHMM pe3yJILTATOB TECTOB in Vitro W in vivo, aETWILUCTEHH Obi1 OLIEHEH, KaK He
MMEIONIUI Fr€HHON TOKCHYHOCTH.

HccnenoBaHuii OHKOr€HHOTO MOTEHIMAaNa alleTHILMCTENHA HE IIPOBOIUIIOCE.

ITpoBoAMIMCE MCCIIENOBAHUS SMOPUO/HETOTOKCHYHOCTH Yy GEPEMEHHBIX KPOJHMKOB M KpPBIC
IpH MEPOPATBLHOM NpHEME alleTHILHCTEWHA B MEPHOJ OopraHoreHesa. Hu B oqHOM u3 IBYX
9KCIIEPHMEHTAIBHBIX HCCAEIOBaHNI He HaOMOJaIMCh TATONOr HYECKHE H3MEHEHHS IO,
HccnenoBanus (epTHIBHOCTH MNPOBOOWIMCHE Y KpBIC TP  NEpPOPaJbHOM IpHEME
alleTUILUCTEUHA.

ITpumenenue m03 g0 1000 Mr/kr/meHb nepopajlbHO y CaMOK Kpmc He TMOKa3ajo NPHU3HAKOB
YXYIIIEHUA )KEHCKO# (PepTUIEHOCTH.

[IpuMeHeHHe auEeTHIMCTEWHA B H03€e 250 MI/KT B JeHb y CaMIIOB KPBIC B TeUeHHe 16 Henenn
HE OKasbBAIO BIMAHHMA Ha (EPTHILHOCTE WIM OOIIYI0 pEenpOAYKTHBHYIO (yHKUIHMIO
XUBOTHEIX. C Jpyrod CTODOHEI, NMpPH NpAMEHEHHH J03bl Bhimie 500 Mr/kr/meHs (4ro
COOTBETCTBYET, IpuMepHO, 40 MakCHMalbHBIM TEpaneBTHYECKUM [03aM) Habioanock
CHIDKEHHE MYXXCKOH (pepTUIIEHOCTH ¥ yXyUICHHE NTapaMeTPOB CIIEPMaTO30HI0B.

6. DPAPMAIIEBTUYECKUE XAPAKTEPUCTHKHN
6.1 Cnucok BCIOMOraTe/IbHbIX BEIIECTB

Caxapo3sa

AckopbuHoBas kucnora (ButaMuH C)

CaxapuH HaTpus

JIuMOHHBI apoMaTH3aTOp

MenoBblii apoMaTH3aTOp

6.2 HecoBmMecTHMOCTD
CwMmorpure paznen 4.5 «BzauMopeiicTBHE ¢ APYTMMH JIEKAPCTBEHHBIMU IIpENapaTaMyd H
JIpyrue BUJbI B3aUMOJIEHCTBHIA».

6.3 Cpok xpanenns
2 roga
He ncnone3oBate npenapat Mo HCTEYEHUH CPOKA FOAHOCTH, YKa3aHHOIO Ha YIIaKOBKE.

6.4 YcaoBus XxpaHeHus
XpaHuTh NpH TeMnepatype He Boiie 25°C.

10 suBaps 2019 1. CDS acetylcysteine_oral 05-2014 crp. 7u3 8



an PRI e

5905 -20197"

AL JTumon 1 Mex 600 Mr nopoIloK Ajis NPHArOTORICHUA -
PACTBOpA JUIsl BHYTPEHHETO IPHMEHEHHS — TEKCT MHCTPYKUMM 110 MEAMUMHCKOMY NPUMCHCHHUIO

XpaHUTh B HEJOCTYITHOM JUIs ieTeH MecTe!

6.5 JlanHbIe 00 YIAaKOBKE H €€ COAePKHMOM

BelmyckaeTcs MO 3 I MOpOIIKAa i MPMrOTOBJICHMS DPacTBopa A IIpUeMa BHYTPh B
IAKeTHKAaX M3 TPEXCIOMHOro MaTepHaia (amoMUHuI-OyMara-nonusTiieH). Ilo 6 nakeTukos
B KApTOHHOM Navke BMECTE C HHCTPYKLIMEH 110 MPUMEHEHHIO.

7. BIAJIEJIEIl PETUCTPAIIMOHHOI'O YIOCTOBEPEHHS

Canpo3 @apmaceroTukans a.4., CioBeHus

IIpencTaBuTeNb JAepiKaTells PErMCTPALOHHOro yjaocToBepeHus B Pecnybamke benapycs:
TMpencraButensetBo AO «Canno3 @apmackloTukans 1. A.» (Pecmybinka CnoBeHnus), 220141,
r. Munck, yn. Axagemuka Kympesuua, 3, momemenue 49 ten. +375 (17) 396 22 35,
drugsafety.cis@novartis.com.

8. ”HO®OPMAIUSA O MPOU3BOAUTEJIE
Camorac ®apma I'm6X, Orro-don-Tropuke-Amtee 1, bapneben, 39179, I'epmanus.

9. VCJIOBHUS OTIIYCKA U3 AIITEK
Brigaercsa Ge3 penenra
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