MHCTPYKLHWA 1O MEJIMLIMHCKOMY TTPUMEHEHHUIO JIEKAPCTBEHHOI'O

[TPETTAPATA -
OAJIMHO3UH MHH3IPAB POCCHH
21,10 2022
Pel‘IICTpauHOHHbIﬁ HOMED: C OI‘JIACOBAHO

Toprosoe naumenoBanue: GagnHO3UH
Me:xaynapoaHoe HenaTeHTOBAHHOE MJIM I'PYNIIIMPOBOYHOE HANMEHOBaHue: Jl11aHo3uH
JlekapcrBennas opma: Kancysibl KMUIEUHOPACTBOPUMbIE

Cocras:

Kaxcas kancyna coaepKur:

Heticmeyrowee eewecmeo — nuaano3ut, 125 mr, 250 mr, 400 mr.

Benomoeamenvuoie seuecmea:

st no3upoBku 125 Mr: kapbokcuMeTHaKpaxman HaTpus — 2,52 Mr, noBuaoH (Koanuaod VA 64)

— 6,77 Mr, MeTaKpHIIOBOM KMCIOTbI M dTUAakpuaaTa cononumep [1:1]—65,21 mr, aubyrundranar
— 6,50 mr, nonucopbar-80 — 2,29 mr, Hatpus ruapokeus — 0,02 mr, Bosa ountedtas — 0,02 mr,

Ins no3uposky 250 Mr: kapOokcumeTuakpaxmasn Hatpus — 5,04 mr, noBuaoH (koanuaoH VA 64)

— 13,54 Mr, MeTakpunoBOM KHUCIOTBI W ITWUnakpunara conoaumep [l:1] — 130,41 wmr,
anbytuipranar — 13,00 mr, nonucop6ar-80 — 4,58 mr, narpus ruapokeun — 0,04 mr, Bosa

ouuuterHas — 0,05 mr.

Jlast no3upoBku 400 Mr: kap6okcumeTuiakpaxman Hatpus — 8,07 mr, noBuaoH (koannaon VA 64)
— 21,67 Mr, MeTakpunoBOi KucIOTBI M ITWnakpunara conoaumep [l1:1] — 208,66 wmr,

anbytundranar — 20,80 mr, nonucopbar-80 — 7,33 mr, Hatpus ruapokeun — 0,07 mr, Boaa

oyuuieHHas — 0,06 mr.
. CocraB TBepAbIX XKenaTuHOBbIX Kancyn («Kancyreab», beabrus):

JUist 103UpOBKY 125 Mr:

kopnyc kancyawl: cuinii 6aecrsawuit FCF — 0,1500 %, turana amokeua — 1,8817 %, xenatun —
1o 100 %;

kpuiweyka kancynol: cuini 6nectswmnit FCF —0,1500 %, turana auokena — 1,8817 %, xenatun
— 10 100 %.

st no3upoBku 250 Mmr:

kopnyc kancyiavl: TATaHa AnoKeua — 2,0000 %, xenatud — j10 100 %;
kpbluteyka kancyavl: THTaHa aumokeni — 1,0000 %, kpacuTenb COJIHEYHbBIA 3aKaT KenTblid —
1,0000 %, »xenatun — a0 100 %.

Jlnst no3uposku 400 mr:

xopnyc kancyasl: TMTaHa anokeua — 2,0000 %, xenatud — 10 100 %;
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KpbluteYKka Kancyivl: KPacUTe b XUHOJIMHOBbIH xenTolit — 0,4343 %, Tutana anokena — 2,6000 %,
Kpacuresib cosiHeyHblit 3akaT Kearbiit — 0,0057 %, wenatun — g0 100 %.

Onucanne

HAns no3uposku 125 Mmr: TBepable kenaruHoBble Karncylnl Ne «2», kopnyce rony6oro usera,
Kpbllleyka ronyboro 1sera.

Hast no3uposku 250 mr: Tepable kenatuHoBbie Kancylsl Ne «O», kopnyc Genoro upera,
KpbILIEYKa OpaHkKEBOro 11BETa.

Hns nosuposkn 400 mr: TBepabie kenatuHOBble Karcyisl Ne «00», kopnyc 6enoro usera,
KpbILIEYKA XKEJATOro LBETa.

Coneprxumoe Kancy - 6enbie uian no4t Oesble UNIMHAPUYECKUE IPAHYJIbI.
(dapmakoTepaneBTHYeCKas TIpPYNna: [POTUBOBUPYCHbIE CPEICTBA CHCTEMHOrO JEHCTBHS:
MPOTHBOBUPYCHbBIE CPEACTBA MPAMOro ACHCTBUS: HYKICO3UAHBIE M HYKIEOTHHbIE MHIUOUTOPDI
00paTHOit TpaHCKPUNTa3bl

Koa ATX: JOSAF02

Papmakojornyeckue cBoicTa

DapMaKOOUHAMUKA

Hupanosun  (2'.3'-auaeokcuntosud  uan  ddl)  cuHTeTMUecKMi  aHanor  HyKjieo3uja
JAMOKCHaJIeHO3MHa, UHIruOupyer obpaTtHyro TpaHckpuntazy BUUY. JlokazaHo, 4TO AMAAHO3WH
nogasnser pernaukauuio BUY B Ky/ibTHBUpYeMbIX KJIETKaX YeJOBEKa W B KJIETOUHBIX JIMHUAX
in vitro.

[Tocne nonazanus B KJIETKY AMAAHO3MH M0/l JIGHCTBUEM KIIETOYHBIX ()EPMEHTOB MNpeBpallaeTCs B
aKTUBHbIA MeTabonuT auaesokcuazeHosuH-5’-tpudocdar (ddATD). [lpu pennuxauuu
HYKJIEMHOBO# KUCJIOTbI BMpYca BKItoueHue 2',3"-1n1e0KCMHYyKIeo3naa.

AxtusHbii Mmetabonut ddAT® nopasnser akTHBHOCTL 0OpaTHOM TpaHckpunTassl BUY-1 3a cuer
KOHKYpEHLMU ¢ AuoKcHaneHosuH S-tpudocdatom (dATE) 3a cBsizpiBaHWE C aKTUBHbIMH
yuacTkamu (epmenTa. CBA3bIBAsCH C aKTUBHLIM Yy4HacTKOM (epMeHTa, OH MPEnsATCTBYET POCTY
Lenu U, TEM CaMblM, MOAABIIAET PEIIMKALIUIO BUPYCa.

DapmakoKunemuka

Abcopoyus

[Tocne npuema BHYTPb AMAaHO3MH ObICTPO BCachiBAETCS, MAKCHMAasbHAsi KOHLEHTPALIMS B 11J1a3Me
kpoBH (Cmay) 210303aBUCHMA MIPU TIPUEME B BHAE KarcyJl J103upoBKoit 10 400 Mr u oTvedaeTcs
yepe3 30-90 muHyT. BuoaoctynHocTb coctTaBaseT okoo 42 %.

[Mnowans noa KpuBoi koHueHtpauusi — Bpemsi (AUC) B paBHOBECHOM COCTOSIHUM COCTABJISET B
cpeaHem 2,60 Mr X 4/ A5 B3pOC/bIX MALMEHTOB U AeTei. [Ipy npuMeHeHnH Kancysi ¢ JKUpHO#H

nuien Cmax 1 AUC ymenbluatorest Ha 46 u 19 % cooTBeTCTBEHHO.



Pacnpeoenenue

Kaxyunitcs o0bem pacripeesnenns — B cperiem okono 300 1 ans B3pocasix 1 100 1 — aas nereii.
CassbiBaue ¢ Oenkamu miasmsl — He Bonee 5 %.

Memabtoauzm

Mera6oau3m An1aHO3MHA y 4HeoBeKa He u3yueH. 1o JaHHBIM MCC/IEA0BaHUM HA KMBOTHBIX
MPEAINOJIAraeTCs, YTo y YeJ0BeKa OH MPOUCXOAMT 110 MyTH MeTaboNIM3Ma SHIAOMEHHBIX MyPUHOB.
Buigeoenue

[Tocne mepopanbHOro mpuema rnepuosa TMOTYBbIBEACHMs [Ipenapata COCTaBisET B CpeiHEM
1,2 yaca, B Mmoue obHapyxuBaetcs npubnusurensto 20 % npuHaToM 103kl Knupenc cocrasnser
npumepro 175 /4 ans B3pocasix U 90 n/u ans Aereit. [Toueunstit kaupene cocrapaser 50 % ot
obwero kauperca (800 MA/MHH), 4TO yKasblBAET HA AaKTHBHYIO KaHAJIbLEBYIO CEKPELMIO MpH
BbIBEICHWM JIMIAHO3MHA YEPe3 NMOUYKM HAPAAY € KiyOOUKOBOMH (huabTpaLInei.
DapMaKkoKuHemUKa npu Hapywienuu Yy KU HoYex

[Tocnie nepopasnbHOro npuema nepuojl Moy BbIBEICHNS yBEIMYMBAETCS B CpejiHeM oT 1,4 yaca y
GonbHBIX ¢ HOpManbHOM dyHKuMeH noyek 10 4,1 yaca y GOJbHBIX C TSKENbIMU HAPYILEHHUAMHU
(yHkuuu nouek. B nepuToHeanbHOM AMaNM3HOM KUAKOCTH AMIAHO3NH He OGHAPYKMBAETCS, B TO
BpeMsi KaK BO Bpems remoauanusa uepes 3-4 yaca KOHUEHTpALUMUK JMAaHO3MHA cocTaBsitoT 0,6-
7,4 % ot BBeAeHHOH A03bl. ABcomoTHas OGMOLOCTYNHOCTb HE M3MEHSIETCS y [MalUEHTOB ¢
TSOKEABIMUA  HapylEHUAMU (GYHKLUMM TMOYEK, MO CPABHEHWIO C MAaUMEHTAMH C HOPMAajbHOM
(byHKUMEH NOoYeK, OJIHAKO, KIMPEHC JMIAaHO3MHA CHMIKACTCS TMPOMOPLUOHAIBHO KIMPEHCY
KpeaTHHHHa.

DaPMUKOKUHEMUKA RPU HAPYWEHUU (DYHKUUU neyenu

Cpennee 3nayerne Cmax 1 AUC y nauneHToB ¢ HapyueHUssMUA QYHKLKH reveHn Obiii HECKOJbKO
Bbile (13 1 19 % cooTBETCTBEHHO), 4eM Y 3/10POBbLIX MALMEHTOB, O/IHAKO KOPPEKTUPOBKH 1103 ISl
JIAHHO# KaTeropuu nauMeHToB He TpebyeTcs, Tak Kak pa3dpoc MHAMBMAYaNbHbIX MOKazarenei y
MauMeHTOB C HapyLEeHUAMU QYHKUKM redeHn U 6e3 HUX Oblil OIMHAKOBbBIM.
DapmakoKunemuka y oemeii u H0OPOCMKOE

Bo Bpems u3yueHust papMakOKMHETHKM y neTeit B Bo3pacte oT | roaa 1o 17 ner BcacbiBaeMOCThb
JMIaHO3MHA HM3MEHsIach B LUMPOKOM auanazoHe. Hecmorpsi Ha 310, 3HaueHMst Cmax M AUC
BO3pacTajd MPOMNoOpUUOHAIbHO jlo3e. AOcomorHas OMOJOCTYNHOCTh AMAAHO3MHA  MPH
rnepopasibHOM Npueme fpenapara cocrasisiia npubnusurensHo 36 % nocne nepsoii 103bl U 47 %
B PABHOBECHOM COCTOSIHHH.

[Tepuon nonysbiBeneHus coctansier B cpeaHem okoso 0,8 yaca. [lociie nepBoi nepopanbHOH
J103bl KOHLEHTpALMK AWlaHO3MHA B Moue cocTaBisin 18 u 21 % B CTaUMOHAPHOM COCTOSHMH.

[MoueuHslit KIMpeHe okomo 243 mu/m*/mun, uTo coctasuno 46 % or obulero KiMpeHca M3
3



oprarusma. Kak u y B3pocibix, y aeteii Habmonanace aktusHas TyGynsphas cekpeuus. [Tpu

MepopaibHOM NpueMe npenapara B TeyeHWe 26 jHeil KyMmyJSUMH AMAAHO3MHA y jeTeil He

Habmoaaercs.
[Tokazauusi K npuMeHeHHIO

Jleverne BUY-1 nndexumnu (B KOMOUHALIMM € APYTHMU aHTHPETPOBHPYCHBIMH rnpenapatamu).

IIpornBonoxkasanus

. ['MnepuyBCTBUTENLHOCTD K AMAAHO3MHY M/MIK MOGOMY M3 BCMIOMOTAaTE/IbHbIX BEIIECTB
npenapara.

. OnHoBpemMeHHOE NPUMEHEHHE C ALITONYPUHOIOM, PUGABUPHUHOM, CTABYAMHOM.

. [lepuoa rpynHoro BckapmiimBanus.,

J [Mauuentst ¢ Maccoit Tena < 60 Kr 1 KIMpeHCOM KpeatuHuHa < 10 Ma/MuH (s JaHHOM

NIeKapcTBEHHOH (YOPMbI; PEKOMEHAOBAHO [IPUMEHEHHWE JMAAHO3MHA B BMAE MOPOLIKA /s
MPUrOTOBJIEHHUS PACTBOpA A MPUEMA BHYTPb).

o Jlerckuii Bospact 10 3 neT u maccoii Tena 1o 25 Kr (415 JaHHOM JeKapcTBEHHOM hopMbL;
PEKOMEH/10BAHO NPUMEHEHHE JMAHO3MHA B BU/E MOPOLIKA /15 PUIOTOBNEHUS pacTBopa st
NpUemMa BHYTpb).

C 0cTOpPORHOCTLIO

[Ipenapar cieayer npUMEHSTh ¢ OCTOPOIKHOCTLIO Y GObHBIX C MOBBILIEHHBIM PHCKOM Pa3BUTHS
NnaHKpeaTuTa, C MAHKPEaTUTOM B aHaMHe3e, y MNaUMeHTOB C (akTopaMu pucKa pa3BUTHS
MOJIOYHOKHMCIIOrO aLmn103a (0XKUPEHHE, JUIUTENbHOE JIEYEHHE HYKIEOTUAHBIMU aHanoramu), npu
nporpeccupytouieit BUU-undekumnu, ¢ nepudepuyeckoii HeBponarueit B aHamHese, y NallMEHTOB
NMPUHMMAOUIMX HEHPOTOKCHUYHBIE JIEKAPCTBEHHbIE npernapaTbl (MOBBILWEHHbLIH PUCK Pa3BUTHS
nepudepruyeckoit HedponaTum), y noxubix 00abHbLIX, NPU Je4eHUH OONbHBIX ¢ HapyLUEHHOM
(yHKUMEN TOYeK HECKOPPEKTMPOBAHHBIMM [103aMH Tpernapara, y nauMeHToB ¢ 3ab0j1eBaHUAMH
opraHa 3peHust (BBMIY OMacHOCTH Pa3BUTHSi HEBpUTA U u3MeHeHHit cetyarku). C ocobeHHOM
OCTOPOXKHOCTbIO C/IEAYET NPUMEHATh Y OO/bHBIX C HAPYLLIEHHOW (yHKLIMEH NeYeHu BBUIY pUCKa
pa3BUTHS TSHKEOH renatomMeraamu co CTeaTo3oM.

[Ipumenenue npu GepeMEHHOCTH M B MEPHO IPYAHOr0 BCKAPMJIMBAHMS

Bepemennocmo

B Mex1yHapo4HOM pEerucTpe perucTpauuu MCXoaoB OEpeMEHHOCTH Y JKEHIUMH, MOjyYyaBLIMX
AHTUPETPOBUPYCHYIO Tepanuio, Ob1I0 COOOLIEHO O MOBBILIEHHOM PUCKE BPOXKAEHHBIX aHOMaJIU#
pa3BUTHUS Y HOBOPOIKACHHDBIX C BHYTPUYTPOOHOH DKCMO3MLIMEN M 1aHO3MHA.

OCHOBBLIBASCh HA OINbITE NPUMEHEHUS Y JIHOAEH JIM1AHO3UH MOXKET CIYXKHTh IIPUUUHON pa3BUTHUS

BPOXIACHHbIX aHOMaJIMit pasBUTHUA TIPHU TIPUMEHEHHUHU BO BPEMS GCPCMCHHOCTH. Yacrtora pa3zBUTUA



BPOXK/CHHBIX AHOMAJIMA BbILIE [PU [IPUEME JWJAHO3MHA MATEPbIO B IEPBOM TPUMECTpE
GepeMEeHHOCTH.

AJleKBaTHbIE M KOHTPOJMPYEMble HCCNe0BaHusl Y OepeMEeHHbIX JKEHUIMH HE NPOBOAMIMCE.
[lpumensith 1M71aHO3MH BO BpeMsi GEPEMEHHOCTH ClEyeT TOJILKO MpPH HAIMYMM CTPOrMX
NMOKa3aHWi M TOJLKO B TEX CjyuasX, Koria noTeHuuanbHas 10Jb3a sl MATEPU TPEBLILLAET
BO3MOXHbI# PUCK IS 117104,

Ciyuau pa3BuTHs 1aKTOALK/034 C JIETATbHBIM UCXOO0M OblIM OTMEUEHbl y GEpeMeH HbIX KEHILMH
npy npueme KOMOMHAUMM JMIAHO3MHA M CTaByJMHA C JAPYIMMHM AHTUPETPOBUPYCHBIMH
npenapatamd.  Heu3secTHo,  yBenuuuBaer M OGepeMEHHOCTb  PUCK  PasBUTHS
naKToau1a03a/TsKenoi Gopmbl cTeaTosa ¢ renaromeranueit, coobuiaeMsliit y HeGepeMeHHbIX JIHLL,
MOMy4aloUMX HyK/€03uAHble aHanoru. [IpumeHsiTh KOMOMHAUMIO CTAaByAMHA W JIMI@HO3MHA Y
OepeMeHHbIX  npoTuBornokaszaHo.  BWUY-unpuuuposanHbie  GepeMeHHble  KEHUIMHBI,
MPUHUMAIOLLME AMAAHO3UH, JOKHbI TIIATe1bHO HABI01aThCs HA NMPEAMET PaHHEN AMarHOCTHKH
NaKkToaLu103a/THKeNoi Gopmbl cTeaTosa.

IHepuoo epyonozo eckapmausanun

Bo Bpems neueHuss AMAAHO3MHOM TpPYy/JHOE BCKapMIMBAaHME CJEAYET MpPEKPaTHTb, YTOObI
NpeAoTBPaTUTh NOCTHATANbHYIO nepesauy BUY.

MccaeioBanust mokasaiu, 4TO MpU NpUeMe BHYTPb JMAAHO3UH M/MIIK ero MeTabonuThl MoryT
MPOHKKATb B MOJIOKO Kpbic. HeM3BECTHO, NPOHMKART JIM JAWIAHO3MH B IPY/IHOE MOJIOKO Y JH0/1eil.
Beuay nortesumaibHoro pucka nepegaun BHUY or marepu Kk pebeHkKy M rnoreHUManbHOM
BO3MOXKHOCTH Pa3BUTHS Cepbe3HbIX MoO0UHbIX IPMEKTOB y neTel, cleslyeT UHCTPYKTHPOBAThH
KOpMSALLMX Marepeil 0 HeoOXOAMMOCTH NpeKpalleHns rPYAHOro BCKAPMIIMBAHHMS NP NpHeme
AMOaHO3MHa.

Criocol npumeHeHus ¥ 103bl

Buytpb. Karncysbl ciegyet npornarthiBaTh LEJIHKOM, HE pas)KeBblBasi, HaTollak, 3a 1,5 yaca 1o
WiIK yepe3 2 yaca rnocje npueMa nuliiu,

Pexomenayemas CyTouHas J03a 3aBUCHT OT Macchl Tesa (cM. Tabnuuy).

Macca tena Pexxum no3upoBanus

> 60kr 400 mr 1 pa3 B 1eHb

25-60 kr 250 mr | pa3 B neHb

Iayuenmol ¢ Hapyuwennou Gynxyueil hoyex
[pu wHapyuwieuun QYHKUMMH [OYEK PEKOMEH/YeTCsl CHWXKEHME 103bl W/HAM  yBeluyeHue

WHTEPBAJIOB MEXH(1Y A03aMH B 3aBUCMMOCTH OT KJIHpEHCA KpeaTUHHHA!



Kiaupene kpeatununa

(Ma/mun/1,73 m?) Ho3bl

Macea Teaa > 60 kr

> 60 (oObiyHas no3a) 400 mr 1 pa3 B neHb

200 mr | pa3 B jieHb (B 9TOM Cllyyae cieayer
30-59 Ha3Ha4aTb JIMJ1aHO3UH B JIEKApCTBEHHOMU hopme
MOPOLLIOK AJisi IPUTOTOBIIEHUS PACTBOPA BHYTPb)

10-29 125 mr | pa3 B neus

<10 125 mr 1 pa3 B neHb

Maccea Tena < 60 kr

> 60 (o6byHas n03a) 250 mr 1 pa3 B 1eHb
30-59 125 mr | pa3 B aeHb
10-29 125 mr 1 pa3 B neHb
<10 -2

“ [MaumenTsl ¢ Maccoii Tena < 60 Kr 1 knupeHcom KpeaTuHuHa < 10 MA/MHUH ciefyeT Ha3zHauaTh
fnpenapar B BU/€ [OPOLUIKA 1S IPUIOTOBJIEHUSA PAcTBOPA s TPUeMa BHYTpb.

[lanmenTsl, HaXOASLIMECH HA NEPUTOHEATLHOM JIMAIU3E UM reMOAMAIN3E, N0/UKHbI PUHUMATD
CYTOUYHYIO /103y Mpenapara rnocie aAdanusa, caedys yKasaHusiM /ISl MaUMEHTOB C KIMPEHCOM
kpeatununa < 10 (cm. Tabnuiy Boie). Heo6xoanMocTu B 10MONHUTENbHOIM 103€ Npenapata Her.
Hemu ¢ napywennoit gynkyuett novex. TouHble PEeKOMEH/JAUMU MO KOPPEKTUPOBKE J03bl
npenapara y JeTeil OTCYyTCTBYIOT. BO3MOXKHO CHMIKEHME /103bl W/WIIM yBeJIMYEHHE MHTEpBaia
MEXy pUemMamy rpernapara.

Js nosicunvix nayuennos HeOOXOUM TLIATENbHBIN M0A00P 103b! BBUAY BO3MOXHOTO CHUIKEH Ml
¢GyHxkuun noyek. HeoOX0AMMO NpOBOAUTHL KOHTPOIbL (DYHKUMM MOYEK M COOTBETCTBEHHO
KOPPEKTUPOBKY 103bl Npenapara.

s nayuenmos ¢ napywennoll hynkyuetl nevenu CHWKEHHe 103bl He Tpebyercs. Bo Bpewms
nevyeHus rpernaparom HeoOXOAMMO KOHTPOIMPOBATh YpoBeHb (epMeHTOB mneueHu. [lpu
KJIMHUYECKM 3HAYMMOM MPEBBILLIEHUH yPOBHSA (hepMEHTOB rNeyeHn HeoOXOAUMO MPUOCTAHOBUTD
neyenue npenapatoM. [Ipu ObICTpO MOBbILAKOILEMCS YPOBHE aMMHOTpaHcdepas MOXeT
norpedoBarbes NpekpaluleHUe UM NPUOCTAHOBKA 1€4EHUS JIIOObIMU HY KJI€O3MAHBIMM aHAIOraMH.
Peorcum  0ozuposanust npu  0OHOBPEMEHHOM NPUMEHEHUU C MEHOPOBUPOM OUFONPOKCUNI
pymapamom

JInsi nauMeHToB, KOTOpbIE MPUHUMAIOT OJHOBPEMEHHO Mpenapar AMAaHO3MH M TeHodoBMpa

ausorpokcuna Gymapar, Tpedyercs CHUKEHWE CYTOHYHOM 103kl AM1aHO3MHA!



JUIS B3POCJIBLIX ¢ MAccoi Tena He MeHee 60 Kr M KIMPEeHCOM KpeaTHHKHHA He MeHee 60 Ma/MuH —
250 mr 1 pa3 B ieHb OAHOBPEMEHHO C Jierkoii nuuieit (He Gonee 400 Kka, ¢ coaepKaHHeM Kupa
He Gonee 20 %) uin HaTOILAK:

JJIs B3POCJIbIX ¢ MAccoii Tesia MeHee 60 KI M KIMPEHCOM KpeaTuHuHa He MeHee 60 mu/mun — 200
Mr 1 pas B ieHb. B 5TOM ciiyyae cieiyer Ha3zHavaTh AMAaHO3MH B IEKapCTBEHHOM opme nopoILok
JUIS MPUTOTOB/ICHMs pacTBOpa Ui npuema BHYTpb. PexomeHaalMu Mo NpUMEHEHWUIO B
3aBUCMMOCTM OT MpPHUEMa MUIIM YKa3aHbl B MHCTPYKUMM K AWAAHO3UHY, TIOPOIUOK /sl
NPUrOTOBACHUS pacTBOpa )i IpUemMa BHYTPb.

ITo6ounoe aeiicTBue

Kaunuueckue neenegosanus

[Tpn npumeHeHuM AMAAHO3MHA B KOMOMHALMKU C APYTrMMU aHTHPETPOBUPYCHBIMK MperapaTamu
Haubosiee wacto Habmoganuch ciexytouime nodounbie 3ddexTsi: auapes, nepudepuyeckue
HEBPOJIOrMYECKUE CUMITTOMBI, BKJIKOYAs HEMPONaTuio, TOLIHOTA, rojoBHas 60Jib, 60/1b B dKHUBOTE,
CblMb, 3y, PBOTA, YCTA10CTh, MAHKPEATUT (B TOM HMCIIE CO CMEPTEJIbHBIM UCXOJ0M), M3MEHEHHS!
naboparopHblX nokazateneit (nosvimieHue akruBHocth ACT, nosbienue aktuBHoctu AJIT,
MOBbILLIEHKE KOHLEHTpauru obuiero OuanpyObuHa, nosBbllIEHWEe AKTUBHOCTH JIUMA3bI).

Y nmereit no 18 ner yacrora pa3BuTHS NMOOOUHBLIX 3PHEKTOB B KIMHUYECKMX MCCIICNOBAHUSX B
OCHOBHOM He OT/IH4anack OT TAKOBOM y B3pOC/IbIX MALUEHTOB.

[ToGounbie 3¢dexThl npenapara 1 4acToTa UX pa3BUTHA Y AE€TEH U B3}:)OCJ'1bIX MaLKUEHTOB CXOMKH.
Pa3sure naHkpeaturta y jereit HaOmopaercs B 3 % ciyyaeB npu npueme B 103aX, He
NpeBbILAIOLLMX PEKOMEHI0BaHHbIE U B 13 % - Mpu JeHEHH M NOBLILIEHHBIMHU 103aMH Tpernapara.
Ormeuanuch ciyyau pasBuTus peTpodyabOapHoro HeBpuTa, HapyLueHus QYHKLUK CEeTUATKH.
Hocmpezucmpayuornsii onvin

Co cmoponsl nuwesapumenbHoll CucmeMsl u neYenu; aHOPEKCUs., AUCMENcus, TOLIHOTa, PBOTa,
abaoMuHaibHble 00JM, Juapes, MOBbILIEHHOE ra3oo0pa3oBaHue, renaTut, [eYeHOYHas
HEJOCTATOYHOCTh, MOPTA/IbHAS MUNEPTEH3Ms, HE CBA3aHHAA C LIMPPO30M EYEHH, MAHKPEATHT (B
TOM YMCJIE CO CMEpPTEJbHBIM MCXOJIOM), JaKToauMao3/Tsxenas (¢opma creartosa ¢
renaromeranueit, runepTpodus OKON0YyUHON CAIOHHOMN XKeJe3bl, CHaIoaeHUT, CyXOCTh BO PTY.
Co cmoponbl 0p2ano@ 3penusi. CyXocTb rnas, perpoOynpOapHblii HEBPUT, JENUIrMEHTallMs
CeTHaTKH.

Co cmoponbl OROPHO-06ULAMEIbHORO annapama. MAAJITUs (C NOBbILICHHEM MK O€3 10BbILUEHHS
YPOBHS KpeaTMHKMHA3bl), apTpairus, Muonatus, pabaoMuoin3 (BKAKOYasi OCTPYIO MOYEHHYIO
HEJ0CTATOUHOCTD).

Co cmopoubl  0p2aHo8 — Kposemgopenus.  AHEMHWs, [PaHYJOLUMTONEHUA, JefKONeHus,

TPOMOOLUTONECHHUS.



Memabonuveckue napywenus.: caxapblii Anaber, FHIOTIMKEMHUs, THIEPTIMKEMHUS.
Jlabopamopneie noxazamenu: TUMOKAIMEMMs, TUNEPKAIUEMUS, TUIEPYPUKEMUS, NOBbILLIEHHE
aktuBHocTi amuiiasel, aunassl, ACT, AJIT, wenounoit hocarasst, runepounupydutemus.
lpouue: anoneums, aHaQuaaKTOMAHbIC PeaKLMK, acTeHMs, 03HOO/IMXopaaKka, 601k, HapylIEHUe
nepepacnpeieeHUA/HaKOIIEHU ! XKUPOBOI KIETYATKH.,

Hobounvie s¢hhekmol npu Kombunuposannoi mepanuu

[Ipn 0pHOBpEMEHHOM TNpPUMEHEHMM [IMJIAHO3WHA W Mperiapata co CXOAHBIM MNpoduiem
TOKCHMYHOCTH (CTABYAMHA W/MIM ruApoKcHKapbamuzia) Takue nobounbie 3pdeKTsl, Kak
MaHKpPeaTuT, rernaTtoTOKCHYHOCTh (B TOM 4ucae (ataibHble), a TAKKe TsoKesas nepudepuyeckas
HEBPONaTHs OTMEUAIOTCS Yalle, YEM B OTCYTCTBUM TAKUX PEIKUMOB JICUEHUS.

IlepenosupoBka

AHTHUAOTa NPH NEPEAO03UPOBKE IMIAHO3HHA HET.

OcHoBHble MpPOsABIEHMS NpH MNEPEJO3MPOBKE Mpenapara: [aHKpeaTuT, nepudepuyeckas
HelponaTus, rurepypUKeMusi, HapyLeHust hyHKUMK NeYeHH.

HvaaHo3uH He yhaisercss M3 OpraHu3Ma MepUTOHEa]bHbIM AMAU30M W O4YEeHb MaJlo
reMoauain3zoM. Bo Bpems nposejeHus ceaHcoB reMoanann3a npoaoKUTeNbHOCTBIO 3-4 yaca
yaansercs npubnusurenbho 25-30 % auaaHosnua ot o0lUed KOHUEHTpaUMW AMAaHO3MHA,
LMPKYJIUPYIOLIEH B KPOBHM K Hauajly NpOBEAEHHMS reMo/iMaiun3a.

BsaumopneiicTBue ¢ APYrMMH JIEKAPCTBEHHBIMU CPeACTBAMM

[Ipy npuMeHeHUM JUOAHO3MHA B KOMOMHAUMM C JIPyrMMM [pernapatamu cO CXOAHOM
TOKCMYHOCTBIO PUCK Pa3BUTHS OnucaHHbIX Mobo4HbIX 3((HEKTOB 3HAYUTEIBHO BO3pacTaeT.
Annonypunon. Puck pazBuTHsi MAHKpeaTMTa MOXKET BO3PacTaTh NPOMOPLHUOHANBHO YBEIHYEHUIO
KOHLEHTPAaLUMK JM/aHO3MHA, BbI3BAHHOMY COBMECTHbIM TPUMEHEHHMEM JMJaHO3MHA U
aIonypuHona. B cBsi3M ¢ 3TUM NPOTHBONOKA3aHO COBMECTHOE MPUMEHEHHE A/LIONYPUHONA U
AMaHO3MHA.

Memaoon. Tlpy OAHOBPEMEHHOM [PUMEHEHUM J[MAAHO3MHA W MeTaaoHa Habmonaercs
ymeHbiienue 3Hauenus AUC auaanosuna. [pu HeoOX0AMMOCTH OHOBPEMEHHOTO NPUMEHEHHS
npenapatoB PeKOMEHJyeTCsi MCIOJb30BaTh [MIAHO3MH B Kancynax. [lauMeHTbl AOMKHbI
TUATENILHO 00C/1€/10BaThCA HA MPEAMET a/IeKBaTHOCTH KJIMHUYECKOIO OTBETA, BK/IIOUas KOHTPOJIb
usmenenuit B yposHe PHK BHUY. BBuly 3HaUUTEIbHOrO CHUIKEHWS KOHLEHTPALIMK [K/laHO3MHA
MpY COBMECTHOM MpPHEME METajoHa M JMIAHO3MHA B JIEKAPCTBEHHOH (hOpME MOPOLIOK IS
NPUrOTOBJIEHMS PACTBOpA IS NPUEMa BHYTPb, AaHHas KOMOMHALMA HE PEKOMEHAyeTcs s

NPUMEHEHH .



Tenoghosupa ousonporcuna gpymapam. Ilpu COBMECTHOM NPUMEHEHUM HABMIOAACTCS NOBBILLIEHHE
KOHLEHTpalMK MJaHO3MHA B MJla3Me, [109TOMY /03y JAMAAHO3MHA B KAarcyjax HeoOX0AMMO
KOPPEeKTHpOBATh:

= /15l B3pOC/IbIX C MAccoii Tena He meHee 60 Kr 1 KJIMPEHCOM KpeaTUHHWHA He MeHee 60 MJI/MUH —
250 mr 1 pa3 B genb 0AHOBPEMEHHO ¢ Jerkoii nuuieit (He Gosee 400 KKan, ¢ copepKaHnem xupa
He 6osiee 20 %) uin HATOWIAK;

- 1S B3POCIIBIX ¢ Maccoi Tesia meHee 60 Kr M KJIMPEeHCOM KpeaTHHUHa He MeHee 60 ma/mun — 200
Mr 1 pa3s B ieHb. B 3TOM ciiyyae cienyer Ha3HauaTh AM1aHO3MH B JIeKapcTBEHHOM hopme nopoLok
JU1Sl IPUTOTOBJIEHUS PAcTBOpA /1Sl [IPUEMA BHYTPb.

[loBbilieHHas KOHUEHTpauUMs AMJAHO3MHA NPM  COBMECTHOM TpHeMe ¢  TeHodoBHpa
AM30MpoKcHaa (GymapaTtoM MOKET CTaTb MPUYMHON Pa3BUTHS WAM YCHIWTh [MAAHO3MH-
3aBUCHMbIE no6o4HbIe 3 dexrsl, BKJIHOYas MaHKPeaTHT, CUMITOMAaTHUYECKYIO
rUNepIakTaTeM1Io/NakToauma03 U nepudepuueckyto Heidponaruio. BBuay 3Toro coBMecTHbIMH
nMpMeM IMAaHO3MHAa M TeHO(pOBMpa AM3ONpOKCcHiIa (ymapaTta [OJKEH OCYLIECTBISTLCS C
OCTOPOXKHOCTBIO, M MALMEHThl A0JIKHbBI KOHTPOJIMPOBATLCS HA MPEAMET KIMHUYECKOrO OTBETA M
pa3sBUTUA AMAaHO3MH-3aBUCHMBIX noOouHblX dddektos. [Ipuem aMaaHo3uHa 1o/keH OblTb
MPUOCTAHOBJIEH B C/ly4yae pa3BMTHUS y MalMEHTa CUMITOMOB NaHKpeaTUTa, CUMITTOMATHYECKOM
runeprakTaTeMUM WIK 1akToaluao3a. Takke y naluuMeHToB, NpUHUMaBIUMX AW1aHO3KH B 103e 400
MI B JleHb M TeHodoBHpa AM3onpokcuna ¢ymapar, Habmopanoch cHuwkenue uucna CD4
NUMGOUMTOB.

[lpu oTcyTCTBMM NMOAXOAALLEH ANLTEPHATHUBBI cAHYUKIOBUPY PEKOMEHIYETCS NMPUMEHSAThL €ro ¢
OCTOPOXHOCTBIO MPU OJHOBPEMEHHOM Ha3HAYEHMM C AMAAHO3MHOM B Kancynax. Heobxoanmo
KOHTPOJIMPOBATL TOSBJIEHUE TOKCHUECKHX IPDEeKTOB, CBA3aHHLIX C JMAAHO3MHOM, BBUIY
IOBBILIEHHUS €r0 KOHLEHTPALIMH MPH COBMECTHOM IPUMEHEHUH C FaHLIUKIOBHPOM.

Pubasupun MOXeT yBeNM4YMBATL BHYTPUKIETOUHOE cozep:kanue Tpudocdara auaaHO3MHA WU
MOTEHLMAJLHO YBE/IWUMBATL pUCK nobouHbIX 3PdextoB. [Ipn cOBMECTHOM NPUMEHEHHU
AKAAHO3MHA C pUOABUPUHOM B KOMOMHALIMM CO CTaBYAMHOM UK 6e3 Hero coobiuanoch o ciyyasx
NeYEeHOUYHOH HENOCTATOYHOCTH C JIETAlbHBIM MCXOAOM, @ TaKXe O CjlyuyasX [aHKpeaTuTa,
nepudepruuecKoi HeWponaTUKU 1 CUMIITOMATUYECKON runeprakraTeMuu/nakroanuiosa. B cassu
C 3TMM MPOTHUBONOKA3AHO COBMECTHOE MPUMEHEHHE ANJaHO3MHA U pUOaBUPUHA.
JlekapcTBeHHble npenaparbl, o6s1agaloune HeiipOTOKCHYECKUM 1elicTBHEM

[lpy COBMECTHOM MPUMEHEHMH C JIMAAHO3HMHOM CjeayeT cob10aaTh OCTOPOKHOCTh BBUAY
MOBBILLIEHMS PUCKA PA3BUTUS HEHPONATHH.

JlekaperBenHble npenaparbl, 00.1a1al0LIMe NAHKPEOTOKCHYECKUM jleficTBHEM



[Tpn coBvMecTHOM NpUMEHEHMHM € IMIAHO3MHOM CreayeT co0.t0aaTh 0cobyio OCTOPOIKHOCTD
BBU/ly MOBLILIEHUS PUCKA pPa3BUTHs naukpeaTuta. Eciv npuMeHeHWe TakuX MpenapaTtos
HE0OX0AUMO, NPUMEHEHHE AM1aHO3KMHA ClIelYeT NPUOCTAHOBHTD.

Henpunasup. He nabaronanoch KJIMHHYECKH 3HAYNMBIX W3MEHEHMH (apMaKOKMHETHUYECKUX
napameTpoB HeJ(uHABMpPA NpH NpUemMe yepes | yac nocse npuema AMAaHO3MHA B KATICYyJIax.
Ocobbie yrazaumsi

CBsi3b MEXJly 4YBCTBUTEIBHOCTLIO BUY K AWI@HO3MHY in vilro M KIMHMYECKHM OTBETOM Ha
jle4eHmne He ycraHoBieHa. Pesynbratbl onpeneseHmus UyBCTBUTEAbHOCTH in Vilro BapbUPYIOT B
LUMPOKOM JMana3oHe. Y CTaHOBIIEHA MONOKHUTENbHAS KOPPEISALIHUS in Vivo MEXILy pe3yabTaTaMu
M3MEpeHNH BUPYCHOMH aKTMBHOCTH (HampuMep, METO1aMU OMpe/ieIeHUs TIONMMEPA3HOii LenHoM
peakunu PHK BUY) u winHuueckum niporpeccuposanuem 3a6oseBaHus.

HeTsm 210 3 nieT 1 maccoit Tena 10 25 Kr ciieyeT NPUMEHSITh AMAAHO3MH B JIeKapcTBeHHOM hopme
NOPOILOK /15 MPUrOTOBJICHUS PACTBOPA LISl IPUEMA BHYTPb.

Hykneo3uHbie aHanoru (B ToM Yucie AMAAHO3UH, CTABY/MH, 3WI0BYANH) MOTYT B Pa3jiM4HOM
CTENEHH BIMATH HAa MHUTOXOHAPHANLHYIO (YHKUMIO KieToK. Tepanus ¢ npuMeHEHUeM
JAMAAHO3MHA aCCOUMMPOBAHA € TKEAbIMH MOOOUYHBIMU IPeKTaMu, BKIIOYAs JAKTOALMI03,
nunoatpoduio, NOAMHEHPONATHIO, B OCHOBE KOTOPBIX JIEKUT pPa3BUTHE MHUTOXOHAPHATLHOM
TOKCHUYHOCTH.

BBuay MOTEHUMANbHOrO pUCKA Pa3BMTHS TSHKENbIX W/WIKM IKU3HEYTPOXKAIOUIMX MOOOUYHBIX
ypdekros, ocoOeHHO NaKTOALMI03a, HAPYIUEHHOW (QYHKIMM Me4YeHH, NaHKpeaTuta W
nepudepuyeckoi Helponaruu, NPOTHBONOKA3aHO COBMECTHOE NPUMEHEHWE [MAAHO3MHA U
cTaBy/MHa.

[Ipy OAHOBpPEMEHHOM MNPUMEHEHWM AMAAHO3UHA C JeKAPCMBEHHLIMU HNpenapamami ¢
MOKCUYCCKUM OCUCMBUEM HA NEPUPePUICCKYIO HEPBHYIO CUCTEMY UNU NOOIHKCENYOOUHYIO Jicenesy
PUCK MPOSIBIEHUS ITUX TOKCHYECKHMX 3()(PeKTOB 3HAUUTE/ILHO BO3PACTAET.

[Tpu 0/1HOBPEMEHHOM MPUMEHEH WU NMEHTaMW/IMHA BHYTPUBEHHO MM MPENapaToB, MOBbILLAIOIIMX
AKTMBHOCTb  AMJ@HO3MHA (MMAPOKCMKAPOAMMKA, aljIONypUHOI)., TEPanuil  JIMAaHO3UHOM
peKOMEH/1y€eTCs MPUOCTAHOBHTH.

Hapywenusn 3penus

Cayuau HapyuieHUs QYHKLMM CETYATKH U Pa3BUTHs peTpoOyib6apHOro HeBpHUTa Obli OTMEUEHDI
npu MpUMEHEHWH AuaaHo3uHa. Heo6XoaMmo nepuoiMyecku MpoBepsATh 3PEHUE W OTMEYaTh
mobble HapyUIeHUS 3peHMs, Takue Kak M3MEHEHHOE BOCMPUSATHE LBETA WM PACIUIbIBYATOE
BUEHHME peaMeToB. JleTsiM cielyeT npoBouTh 00C/Ie/l0BaHHE CETYATKH KaX/Ible 6 MECALIEB UK
MpH MOABJICHHM KAaKMX-11MOO0 M3MeHeHHH 3petus. Peluenne 06 M3MEHEHNH TEPATUK MOXKET ObITb

[IPUHATO HA OCHOBAHHWH oOcnen0BaHUs NalMeHTa U OUEHKH OTHOLLIEHUS nonb3a/puc1<.
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3adonesanun nevernu

D¢ dekTuBHOCTb M 6E30NACHOCTb AMAAHO3MHA Y NALMEHTOB C HAPYLIEHUAMU (QYHKLIMU MEYeHH B
aHamHe3e He yCTaHOBJIEHbl. Bo Bpemsi KOMOMHMPOBAHHON aHTUPETPOBUPYCHOM TEPANUK Y TAKUX
MauueHToOB, B TOM YMCIE Yy [AUMEHTOB C AKTMBHbIM XPOHMYECKMM IernaTuToM, 4acroTa
HapyweHuit QyHKIMM TMevyeHHu, BKIIOYasl TsKEble M [OTEHIMAIBLHO ONAcHble /Ul YKU3HM,
Bo3pacrtaet. HaGnioneHue 3a COCTOSHMEM TAKUX MALMEHTOB JO/DKHO [POBOAMTLCA B
COOTBETCTBMM CO CTAHLAPTHOM NpakTUKOi. B ciyyae yxy/lueHus COCTOSHUS TAKMX MALHEHTOB,
a TAKXKE MPY YBEJIMUEHUU aKTUBHOCTH (PEPMEHTOB MEUYEHM BbILLIE KIMHUYECKH 3HAYUMOIO YPOBHSI
Tepanus AMAaH03MHOM A0JIKHA ObITh NPUOCTAHOBIIEHA HJIM OTMEHEHA.

['enaToTOKCHYHOCTB M ITEYEHOUHAs HEAOCTATOUHOCTh CO CMEPTEbHLIM UCX00M OblIH OTMEUYEHb
B [OCTMAPKETUHIOBBIX HccaenoBaHuaX y BHY-uHpUUMPOBAHHBIX NAUMEHTOB BO BpeMs
KOMOMHUPOBAHHOH aHTUPETPOBMPYCHON Tepanuu cCOBMECTHO ¢ rujpokcukapbamugom. Ciyuau
HapyleHus QyHKLUMM MEYEHU CO CMEPTE/IbHBIM UCX0J0M OTMEHAIUCh Y TAKUX MALMEHTOB IpPH
NpUMEHEHUM KOMOMHALUMM TMAPOKCHKapOamMui, AMJAHO3UH W CTaBYJMH, B CBA3M C YEM
COBMECTHOE NPUMEHEHHUE ITUX NpenapaToB NpPOTHBONOKA3aHO.

Cunopom goccmanoenenun UMMyHumema

Y BUY-uHOUUMPOBAHHBIX NALMEHTOB C BLIPOKEHHBIM HMMMYHOAE(GUMUHMTOM BO BpeMms
KOMOUHUPOBAHHON aHTHPETPOBUPYCHOM TEpani MOTYT BOSHUKHYTh PU3HAKK BOCMAIUTEILHOMN
peakuUMn Ha OECCUMIITOMHBIE MM OCTaTOYHbIE OMNMOPTYHUCTHUECKHE MHPeKUMH. [laHHbIM
CUHJPOM Habmojancsd B TEYEHUE MEPBbIX HECKOJIbKMX HEJEesb WM MECSLieB rnocjie Havana
AHTUPETPOBUPYCHOM Tepanuu. BO3MOKHO BO3ZHMKHOBEHME MPU3HAKOB LIMTOMErajOBHUPYCHBIX
PETHHUTOB, reHepaIM30BaHHbIX WIJIM OYAroBbIX MUKOOAKTepUanbHbIX MH(EKLNI U MTHEBMOHUH,
BbI3BaHHOM Pneumocystis jiroveci. Ilpn HeoOX0AMMOCTH Ha3HayaeTcsi COOTBETCTBYHOLLAS
Tepanus.

Ormeyanuch cliyyau ayToMMMYHHbIX 3a001eBanuit (Hanpumep, 6onesus ['peiiBea), Bo3HMKaBLINE
Npu BOCCTAHOBICHWM MMMYHMTETa, OJIHAKO BpEMS Hayana pa3BUTHA Takux 3aboneBaHuit
BAPbMPOBATIOCH y Pa3HbIX MALMEHTOB U MOIJIO HACTYNATh YEPE3 MHOrO MECALEB 0C/e Hayana
Tepanuu.

JTunoampodus

BBusy pa3BuTHS MUTOXOHAPHANbHOM TOKCHYHOCTH TMPUMEHEHME AMAAHO3MHA MOKET ObiTh
NPUYMHON YMEHbLIEHUS KOIMYECTBA MOJIKOKHOM KMPOBOH KieTuaTku, ocobenHo B obiactu
AMLA, KOHeuHocTel, sroauil. Macwitad W TSKECTb pPa3sBUTHS JAMNOATPOPUMU CBS3aHbI €
KYMYJISTUBHbBIM J€ACTBHEM AMAAHO3MHA, M 4acTo junoarpodus aBiasercs HeoOpaTuMoil naxe

1OCJI€ OTMEHbI AW JaHO3HHA. [TauueHTbl AOJKHbI HACTO KOHTPOJIMPOBATBLCS Ha MPEAMET PA3BUTHUS
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ﬂMﬂOﬂTpO(bHM. B Cily4yae pasBUTHS CHMITTOMOB ."[MﬂO&TpO(‘bHM Teparnua AWJaHO3HHOM JA0JIJKHA

ObITh NpeKpalleHa.

Bec mena u memabonruveckue napame mpol

Bo Bpems aHTMpeTPOBMPYCHOM Tepanuu MOryT HabMiONaTbCs YBENMYEHHE Macchl Tena W
KOHUCHTPALMH JUITH0B W TIIIOKO3bl B [11a3Me KPOBM, B HEKOTOPBIX CllyuyasX, Hanpumep, B
OTHOWICHWH JIMNIMIO0B, 3TO ABSETCS roKa3atesem I(H(HEKTUBHOCTH Tepanuu, KacaTesibHo
YBCIIMYEHMSI MacChl Tejla — HeT JI0Ka3aTe/bCTB TAKOM  3aBMcUMOCTH. Heobxoammo
PYKOBOACTBOBATbCS peKOMEHAauMAMU 1o jedeHnio BUY-undekumn kacarenbHo obmena
JOKHBI KOHTPOJIIMPOBATLCS B COOTBETCTBUM € KJIMHUYECKUMM PEKOMEH 1A LIMSIMH.

[Maukpearur

[Nankpeatut sBiseTCS THKEABIM TOKCHUECKMM 5 DEKTOM npumenenus npenapara. [lavkpeatnt
Pa3sAMYHOMN CTENEHM TSIKECTH, HEPEJIKO € JIETANLHBIM UCXO0M, MOXKET pa3BUTLCS Y 60JILHOTO Ha
Pa3HbIX dTANax JICYCHUs M HE 3aBUCHUT OT TOrO, IPUMEHSETCS JIM NPEnapar B BUe MOHOTEPAIUM
W B KOMOMHAUMKM C APYTHMHM npenaparamu, WM OT CTENEHW UMMyHocyrpeccuu. [laHkpeaTnt
SIBISICTCA 710303aBUCHMBIM OCI0XKHEHHEM. [lauMeHTbl, NIpUHUMAIOILME AMAAHO3UH B KOMOUHALMK
CO CTaBY/IMHOM, M'HAPOKCHKAPOAMUI0M, NOBEPIKEHbI BONee BLICOKOMY PUCKY Pa3BUTHS JAHHOTO
noboutoro sddekra. Puck pasBuTHA naHKpeaTMTa BO3PACTAET y MOKWIBIX MALMEHTOB, y
NauMeHTOB C MAHKPEATHTOM B aHaMHe3e, C HapylleHHeM (YHKUWM MOYEK NPH OTCYTCTBMM
COOTBETCTBYIOUIEH KOPPEKTHPOBKM /103bl Mpenapara, a Taioke y 60JbHBIX ¢ nporpeccupytoLedi
BUY-undekunei.

Y nauueHToB ¢ (akropamu pucKa pasBUTUS MaHKpeaTWTa JIMAAHO3ZMH CIE/lYeT MPUMEHSTh ¢
OCTOPOKHOCTbIO.

[Ipu nosBneHMKH CUMNTOMOB MAHKPEATUTA JIEYEHHE MPENAPATOM CJIEAYeT NPUOCTAHOBHUTD, & NIPH
MOATBEPKIEHNUM J[IMATHO3a JIEYEHHE CJedyeT MpekpaTuTb. [IpM KIMHWUYECKH 3HAYMMOM
MPEBbILIEHUU COJEPKAHMS OMOXMMMUYECKMX MAapKepoB, Jaxe MpU OTCYTCTBMH CHMIITOMOB
MaHKpeaTuTa, JIeYeHH e CIELyeT NPUOCTAHOBUTD.

Jakmoayuoos/Taxcenran hopma cmeamosa ¢ 2enamomezanueii

Jlakroauuzno3/Tsokenasn ¢opma crearosa ¢ renaroMeraineil, B TOM YUCe ¢ JIETalbHbIM HCXO0M,
OTMEYAIOTCsl NMPH MPUMEHEHUH HYKIECO3MAHBIX MHIMOUTOPOB 0OpaTHOM TpaHCKpUNTasbl Mpu
MOHOTEpanuu MM B KOMOMHALMK C APYTrMMH aHTUPETPOBHUPYCHBLIMHM MpernapaTaMu, BKIOYas
AUAaHO3uH. B ocHOBHOM, aaHHbIi nobouHblit addext nabnwonancs y xeHunH. OxupeHue u
JUTUTEIbHBIH [IPUEM HYKJICO3HIHBIX MHIMOUTOPOB 0OparTHON TPAHCKPUNTA3bl MOIYT CIYXHTh
(akTopamMu pUcKa BOSHMKHOBEHHS JlaHHOI0 1Mo0o4HOro s dexra. Y GepeMeHHbIX KEHIINH PUCK
pa3sBMTHUS JIAKTOALMIO03a C JieTallbHLIM MCXOJAOM BO3pactacr Mpu IpUeMe AMAaHO3MHA B

KOMOMHAUMKU CO CTaBYAMHOM WM JPYIHMM aHTUPETpOBUpYcHbIMK mnpenapatamu. Ocobyio
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OCTOPOJKHOCTb ClIelyeT cOo0/0aTh TakKe NP NMPUMEHEHWH [WIAHO3MHA Y MALMEHTOB ¢
HapylwieHHsIM1 QYHKLMK NMEYEHH B aHaMHe3e, 0J1HAKO Cllyyau Pa3sBUTUS JIAKTOALM/I03a U CTEaTo3a
OTMEHAIMCh Y MaLMEHTOB 6e3 KakuxX-1nb0o U3BECTHBIX (haKTOPOB pHCKa.

[lpy  nosBAEHWMM  KIMHMYECKM  NOATBEPIKACHHBIX  CHMITOMOB  CHMMITOMAaTHUYECKON
FHNEPIAKTATEMUH, FENATOTOKCHYHOCTH MM J1AKTOAlIM103a (KOTOPbIE MOrYT BKIIOYATH
rernaToMerajinio U CTeaTos name.npn OTCYTCTBHH SBHBIX MNPU3HAKOB YBEJIMUYECHHUSI aKTUBHOCTH
«MEYCHOYHBIX) TPAaHCAMMHA3) C W3MeHeHHeM nin 6e3 u3MeHeHus 1abopaTopHbIX NoKasaTeleii,
JICYEHHE NpPerapaTom CciieyeT NpUoCTaHOBUTh. I1pyu 3HAUMTENILHOM MPEBbILIEHUU AKTMBHOCTH
epmenToB nevenu u GunupyGumna (noBbiuenue 3-4 creneHu: B 5 pa3 Bbille HOPMbI IS
«NEYEHOUHBIX)» TPAHCAMMHA3 U LIEN04YHOI (ocdaTa3bl; B 2 pa3a Bbile HOPMbI A8 JINNA3bL; B 2,6
pa3 Bbille HOPMbI JU1s OUIMpPYOHHA) NedeH e ClleflyeT NPEKPATUTD.

Hopmanbnan 2unepmensun, ne ceA3aHNaA ¢ UUPPOIOM NEYeH U

B nocTMapKeTMHIOBBIX MCCIE0BaHMAX ObUTH OTMEHEHbl Cly4an MOPTANbLHON IUNEpTeH3UM,
HECBSI3aHHOM C LIMPPO30M MEYEHH, BKIIKOUAs CJlydau, NPUBOASLLME K TPAHCIJIAHTALIMM [IEYEHH, a
TAKKE K CMEPTEbHbIM MCX0AaM. He cBa3aHHas ¢ UMPPO30M MeyeHH MopTaibHas MHNEPTEH3Hs,
BbI3BAHHAS MPUEMOM JIMAAHO3MHA, Oblia MOATBEPIKAEHA Yy MALMEHTOB C HEMOATBEPHKIEHHbIM
BUPYCHBIM IenaTuToM. IlepBble MpU3HAKK U CUMOTOMBI MOPTAIbHOM MNEPTEH3UH NOABAUCH B
MEPHOJL OT HECKOJIBKUX MECSALEB /10 HECKOIbKMX JIET I0C/ie Hayana Tepanuu AuAaHO3MHOM.
O6ume npu3Haku pasBUTHA TOPTANLHOM TUNEPTEH3UH BKIIOYAIW: MOBbILIEHWE AKTUBHOCTH
(epmeHTOB neueHH, BAPUKO3HOE paclUMpeHMe BeH [MILEBOJA, KpOBaBas pBOTA, AaCLMT,
CIJIEHOMEraus.

[TaunenTsl, NPUHUMAIOLLME AMAAHO3MH, 101XKHBI PEryJsipHO 00C/1€10BaThCS HA HATMYKME PAHHUX
MPU3HAKOB MOPTAJIbHOM runepTeHsuu (Hanpumep, TPOMOOUMTONMEHHUS M CIUIGHOMEranusi) BO
BpeMsi TJ1aHOBLIX BM3MTOB K Bpauy. CoorBercrByioiuiue sabopaTopHble HcCleI0BaHMS,
BK/IIOYAIOLIME HCCAEN0BAHUE aKTUBHOCTM (DEPMEHTOB rMeveHH, KOHUEHTpauui OunupyOuHa,
anbOyMUHa B CbIBOPOTKE, pa3sBEpHYTHIH aHaIM3 KPOBHM, MEXCIyHapOAHOE HOpPMalU30BaAHHOE
otHoweHue (MHO) u ynbrpacoHorpadus, 101KHbI ObITh Ha3HAYEHbl TAKUM TALMEHTaM.

[lpuem anjaHo3uHa Jo/KeH ObITb NpeKpalleH NpH MOSABIEHWU Yy MNaLMEHTa NPU3HAKOB
MOPTabHOM MHNEPTEH3UH, HE CBA3aHHOM C LUPPO3OM MEYEHH.

[Tepudepuueckan Heiiponatus

[Meputpepuueckass Heiponarus OObIYHO CONPOBONKIAETCS JIBYCTOPOHHUM CUMMETPHUHBIM
4YBCTBOM OHEMEHMsI KOHEeYHOCTei: rokaibiBaHue u OosiM B cTOMax M, pexe, B KUCTAX. DTH
SIBIEHMSI BCTPEYAIOTCS uallle Ha MO3/HUX cTaausX 3abosieBaHus, y NalMeHToB ¢ HelponaTueil B
aHaMHe3e WM C Npe/liecTBYOUeH HeMpoTOKCHYeCKONH Tepanueit, Bkitouas craByauH. [pu

MOSBJIEHMM ABJICHKUI nepudepryecKoii HeiliponaTuu cielyeT NPeKpaTUTb Teparuio 111aH03MHOM.
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HAnaanosun ObICTPO paspyliaeTcs B KMCIOM COAEPIKMMOM JKENy/0MHOro coka. B Kancysax
AMJAHO3WH COJEPIKMTCS B BMAE TIPaHysl, MNOKPHITHIX KHILEYHOPACTBOPUMON 000/04KOI,
BCJIEICTBME YEr0 BCACHIBAEMOCTh IMAAHO3MHA B KMLLIEYHMKE MOBbILIAETCS.

BcachiBaemocTh 1M1aHO3MHA HE3aBUCHMO OT JIGKAPCTBEHHONH (OPMbl B MPUCYTCTBMU MHILM
CHWKaetcs B cpeaHeM Ha 50 %.

[Tpn Hasznauenuu npenapata 60JbHBIM, HAXOASUIMMCS HA JUeTe C OrpaHUYeHHeM noTpedaeHus
COJIH, Clle/lyeT yuuThiBaTh, 4T0 B 100 r coaepkumoro Kancyn cogepxurcsi He MeHee 0,424 mr
HaTpuA.

He conepxut caxaposy, No3ToMy orpaHMUeHMi Uist IpUMEHEHUs npenapara 60bHbIX caXapHbiM
AHabeToM HeT.

Biausinue na c1oco0HOCTb ynpaB/siTh TPAHCIOPTHLIMY CPEICTBAMH, MEXAHNU3MAMMH
CreunanbHbIX MCCIENOBAHUM, M3YUalOWMX BIAMAHME AMAAHO3MHA HA COCOOHOCTH yNpaBisTh
TPAHCIOPTHBLIMU CPEACTBAMU M MEXaHM3MAMH, HE MPOBOAMIIOCD.

®opma Bblnycka

Kancynbl kuieuHopacTBopumsble, 125 mr, 250 mr, 400 wmr.

Iepguunan ynakosxka a1exapcmeenno2o npenapama

[To 5 wau 10 xancyn B KOHTYPHYIO AYEHKOBYIO YNAKOBKY M3 IUIEHKM [OJMBUHUIXIOPUAHON
mapku DI1-73 1 donbru aTtoOMUHUEBOMN Me4aTHOI JJAKMPOBaAHHOM.

[To 30 unu 500 kancyn B 6aHKy M3 MOJIMATHIIEHA HU3KOTO AaBAEHUS C KPbILLKOH HAaTArMBaeMoii ¢
KOHTPOJIEM TepBOro BeKpbliTHa. Ha GaHKK HAKNeMBalOT ITUKETKM W3 OyMard 3TMKETOYHOH Wi
MUCYEH, WK U3 MOJIMMEPHBIX MAaTepUanoB, CaMOK/IEsILMeECs.

Bmopuunas ynakogka 1ekapcmeennozo npenapama

[To 3 KOHTYpPHBIX SIMEHKOBBIX YIAKOBKH BMECTE ¢ MHCTPYKLMEH M0 MPUMEHEHHUIO NMOMEILAIOT B
nayKy W3 KapToHa Juisi oTpeOMTeNbCKOM Tapbl MOArpyr XpoMOBbIA Wi Xpom-3p3ail. [lauku
MOMEILAIOT B FPYNIOBYIO YNaKOBKY.

[To 1 H6aHKe BMECTE C MHCTPYKLMEH MO MPUMEHEHMIO MOMELIAIOT B MaukKy U3 KapToHa s
notpedurenbekoit Tapbl. [Tlauku nomewaroT B rpynrnoBylo yrnakosky.

YcaoBusi XxpaHeHUst

Xpanutb npu temneparype He sbie 25 °C.

XpaHuTb B HEIOCTYTHOM [Uls JIeTER MecTe.

Cpoxk roasocTu

2 roza.

He ucnonb3oBarh Mo UCTEUEHUM CPOKA MOAHOCTH, YKA3aHHOIO Ha YIIAKOBKE.

YcioBust 0OTIycKa

[lo peuernry.
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IlIpousBoaurens

AQO «®apmacunres», Poccus

lOpuaunueckuit anpec:

664007, Mpkyrckas o6a., r. UpkyTek, yn. Kpachorsapaetickas, 1. 23, oduc 3
AZpec Npou3BOICTBEHHOM MJIOLIAKH:

r. Upkyrck, yi. P. JlrokcemBypr, n. 184

Ten.: +7 (3952) 55-03-55

Daxc: +7 (3952) 55-03-25

AJipec 3n1eKTpoHHO# nouTsl: info@pharmasyntez.com

Oprauusauus, npUHMMAIOUIAsl IPETEH3UU OT noTpeduTeneii

AO «®Dapmacunres», Poceus, 664040, r. UpkyTck, ya. P, JliokcemOypr, 1. 184
Ten: 8-800-100-15-50

Anpec anextporHo#t noutsl: info@pharmasyntez.com

Buue-npe3uaeHt
1o pa3BuTHIO Ou3Heca

AO «@apmacuHTes) Manbix H.10.

N M3 PO 15
o T SKCINEPTHBUA OTYET j
0

| & | IRACTBMTENEH JULA JAHH
- BEPCUV JIOKVMEHTA
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