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1O MEJUIIITHCKOMY TPUMEHEHILI)

JIEKAPCTBEHHOI'O IIPEITAPATA

Coman®

PerucrpaimmoHHbIii HoMep:
Toprosoe HaumeHoBanme: Comuan®.,

MexayHapoaHoe HellaTeHTOBAHHOe HAaMeHOBaHUe: aMUCYJIbIIPUI.
JlexapcrBeHHas opma: TaGIeTKH, MOKPHITHIE IICHOUYHOH 060JI0UKOH.
CocrtaB

B 1 TabneTke coepkutcs

oeticmeyougee eeujecmeo: amucyasnpu — 400 mr;

6cnomocamenvHuie seuyecmea: KapOOKCUMETHIIKpaXMall HaTpysl (HATpUsl aMMJIOTIEKTUHA TJIMKOJIAT)
(THI  A), J1aKTO3bI MOHOTH/pAT, LEJUII0JI03a MHUKPOKPHUCTAJUIMYECKasl, THUIPOMEIUIO3a, MarHHs

cTeapar.

Cocmae 0bonouKuU: THIIpOMCILJIO3a, MNSJUIKJIO3a MHKPOKPHUCTAJUIHYCCKAs, MaKporoJia <CTeapar,

tutana auokeus (E 171).
Onucanue

HpOZ[OJ'II“OBaTbIe ABOSKOBBITYKJIBIC Ta6J'IeTKI/I, IMOKPLITHIC IUICHOYHOM 000JI0UYKOM OeJIoro LBeTa ¢

rpaBupoBkoit «AMI 400» u nunuen pazmoma mexay AMI u 400 Ha ogHOM CTOpOHE.
dapMakoTepanieBTHYeCKAs TPYIHIA: TICHXOJSTITHKHI, aHTUIICUXOTHUSCKUE CPEJICTBA; OSH3aMHU/IbL.
Koxg ATX: NOSALOS.

dapmako/ioruiecKHe cBOMcTBA

Dapmaxodunamuxa

AMUCYIBIPU/ SBJISACTCS AHTUIICUXOTHUSCKUM IIPENapaToM W3 TPYIIIBI 3aMEIeHHBIX OSH3aMU/IOB.
{dapmakoIMHAMHYSCKHH MPOQUITH aMHCYJIBIIPHIa OOYCIIOBJICH CEICKTHBHON U MPEHMYIIECTBEHHON
adpunHOCTHIO K moaTunamM D u D3 10daMUHOBBIX peUENTOPOB JUMOMYSCKOW CHUCTEMBI.
Amucynapnpua He uMeeT apPUHHOCTH K CEpOTOHHHOBLIM U JIPYTUM HeHpopenenTopam, TakKUM Kak

THCTAMHHOBLIC, XOJIHHCPTUUCCKUC U AIPCHCPTUUCCKUC PCLCIITOPLL.



COOTBETCTBYET QKCIMNEPTHOMY OTHETY
B wuccneoBaHMSIX Ha JKHUBOTHBIX ObLIO IIJKa3aHO, YTO TPH INPAMCHEHME|UB] (BBICOKUX J103aX

aMUCYJIBIIPU] B OONIBINEH CTETICHH OJOKHPY no@aMﬂﬁeﬁrﬁQeéh{gﬂéﬁp%ﬁI'l\/['ég(ﬁﬂlvfﬁ‘hqecxoﬁ

CHUCTEMBI, UeM aHAJIOTHYHBIC HEHPOHBI B CHCTEME CTpHATYMa. DToH crierududeckor adhpPUHHOCTHIO
oOBSICHSIETCSI, TIO-BUAUMOMY, IIpeobiiaJaHue aHTUIICUXOTHUECKUX 3(P(HEeKTOB aMUCYIBIIPUAA HAJl €T0

SKCTpanUpaMUHBIMU d(hheKTaMu.

HpH IIPUMCHCHHUHU B HU3KHX J03aX aMUCYJIBIIPpHU/ IIPCUMYICCTBCHHO 6.HOKI/IpyeT NpeCUHAIITUYCCKHC
D2 u Ds ,Z[O(l)aMHHOBbIe PCOCIITOPBL, YEM MOKET OOBSICHATBCS €r0 IOJIOKHUTEIILHOE BIHSHHE Ha

HETraTUBHBIE CHMIITOMBL.
Dapmaxoxkuremuxa
Bceacvisanue

YV aMucyJIBIIPH/Ia OTMEUAIOTCS ABa aOCOPOLMOHHBIX MUKA: OJIUH JJOCTUTAETCS OBICTPO, Yepes uac, a
BTOpO# — Mexay 3 u 4 yacom mocie npuemMa npenapata. [locne npuema mpenapata B jo3e 50 mr
COOTBETCTBYIOIHE STHM IMHKAM MaKCHMAaJIbHBIC KOHI[CHTPAITUH B Tu1azMe KpOBH (Cmax) COCTABISIFOT

39 + 3 ur/min u 54 + 4 ur/MiL

Boraras yrieBojlaMu NHINA JOCTOBEPHO CHUIKAST IUIOMAAb IOJ KPHUBOM KOHICHTpPAIIHs)BpeMs
(AUC), BpeMsI HOCTHKEHUS MaKCUMAJIbHOW KOHIEHTPAIUU (Tmax) U Cpax aMHUCYNBIIPUAA, B TO
BpeMsi Kak Ooraras JKMpaMH [IHIa W3MCHEHHMH BBINMICYKA3aHHBIX (PapMaKOKHHETHUSCKUX
nmokasatesiel He BbI3bIBaecT. OHAKO 3HAUCHHUE STUX HAOIOACHUN B TOBCEHEBHOW KIMHHYESCKOH

MPaKTHKE HEU3BECTHO.
Pacnpeoenenue

OG0beM pacnpe/ieieHust paBeH 5,8 JI/KT. B CBSI3M ¢ HU3KOH CBs3BIO ¢ Oesikamu 1U1asMel (16%), He
OJKHJIAeTCS B3aMMOJICHCTBHS aMUCYJIBIIPHUIA C APYTHMH IperapaTaMid Ha YPOBHE CBSI3H ¢ OeITKOM.

AGcomoTHast OHOTOCTYIHOCTh cocTapiisieT 48%.
Memabonusm

AMUCYJIBIIPU] HEIHAUUTEIILHO MeTA0OIM3UpYETCs B MeueHH (0Kosio 4%), HISHTH(OUIIUPOBAHBI JBA
HEaKTUBHBIX MeTabonuTa. lIpu KypcoBoMm mpueme KyMYJIAIHH aMHCYJIBIIPHIA HE MPOUCXOJHT, H

ero (papMakOKMHETHKA HE U3MEHSACTCA.
Buigeoenue

[Ipu npueMe BHYTpB nepuo,1 momyBeiBeeHuUs (T1/2) aMHCYIBIIPUIA COCTABIISICT MPUOIUZUTEIBHO 12
9acoB. AMHCYJIBIIPH/] BEIBOJUTCS ¢ MOUOHM B HEM3MEHEHHOM BHJIe. [lod4euHBIN KIMpEeHC COCTaBIIsAeT

npumMepHo 330 Mr/MHUH.
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(MOCNEOOBATENBHOCTE 0002)

IHoueunas neoocmamourocms

COOTBETCTBYET SKCINEPTHOMY OTHETY

Tin y DanMeHTOB ¢ IOYEYHOM HEJOCTATOYHOCTBIO HE M3MEHSeTCS, HO CHUCTEMHBIM KIHpPEHC
yMmeHbmaeTcesi B 2,5-3 paza. AUC amucymbipuia Mpy MOYeYHON HEJIOCTATOUHOCTH JISTKOW CTEIeHH
YBEJIUYUBACTCS BJIBOC, a MPHU IHMOUSYHOW HEJOCTATOUHOCTH CpeJHEH CTENeHH TSKECTH — IMOUTH
JecATHKpaTHO (cM. pazaes «Crnocol mpuMeHeHHsI U A03bD»). OIBIT NpUMEHEHUs IpenapaTta Ipu
MOYEYHOH HEJOCTATOUHOCTH SIBJIICTCS OTPAaHHMUYSHHBIM, M OTCYTCTBYIOT JaHHbIE IO IpHEMY

aMUCYJIBIIPH/IA B J103€, TIpeBblmaromei 50 mr.
AMUCYJIbTIPU/T IPAKTHUESCKH HE BBIBOJIUTCS C TIOMOIIBIO TEMOTHAIIHA3A.
Heuenounas neoocmamounocms

B cBs3u ¢ TEM, YTO aMHUCYJIBIIPH HE3HAYUTCIIBHO MeTa60.]'II/I3preTCH B IICUCHH, ITpHU NeUeHOUYHOU

HEAOCTATOYHOCTH HAKOIUICHUS IIpeIIapaTa HE OXKHAACTCs, U CHUXKCHHA €TI0 103 HE TpeGyeTCﬂ.
Hauueﬂmbz NOACUTIOCO s03pacma

IIpu cpapHeHuH (papMaKOKHHETHUYSCKUX TOKazaTeseW MAaIlUeHTOB cTapiie 65 JIeT ¢ TaKOBLIMHU Y
NAIHeHTOB Gojiee MOJIOJIOTO BO3pacTa YCTAHOBICHO, UTO Y HHUX IMOCJE OJHOKPATHOTO IMpHEeMa
BHYTPh amMucyibnpuaa B goze 50 mr 3HaueHUA Cmax, T12 © AUC pbime Ha 10-30%. /lanHbie mo
nokazaTesissM (papMaKOKWHETHKH Y TAlMEHTOB IIOXKHJIOTO BO3pacTa IpH KypCOBOM IpHEMe

AMHUCYJIBIIPH/IA OTCYTCTBYIOT.
IToxa3zaHus K NpUMeHeHHIO

Jleuenue ocTpodl W XPOHHUYECKOH IMH30(PEHUH Y B3POCILIX C MPOAYKTHBHOM CHMIITOMAaTHKOH

(6pen, raJUTIOITUHAIIMN, PACCTPOMCTBA MBINMUICHUS) W/HJIA HETATUBHOW CHMITOMATHKOM (YIUTONMCHHE

addexra, MOTEPs SMOITUOHATIHLHBIX U COIHAJILHBIX CBA3CH), BKJIIOUAs MAIUEHTOB ¢ MpeobiaJaHueM

HEraTUBHOW CHUMIITOMATHUKH.

IIpoTuBonokazanusn

- T'unepuyBCTBUTEIBHOCTH K aMUCYJIBIIPH/Y WM K JPYTHM KOMIIOHEHTaM IIperapara.

- ComnyTCTBYIOIHE MPOJAKTHH3ABHUCHMBIC OIYXOJH, HAIPUMEP, TMPOJAKTHHOMA TrUNodu3a U pak
MOJIOYHOH JKEJIE3BI.

- MeoxpoMonuToMa (JUArHOCTUPOBAHHAS WJIM 110/103peBacMast).

- JleTckuii u MOAPOCTKOBBIN BO3pacT /10 18 jeT (0OTCYyTCTBHE KIIMHUUYECKOTO OIBbITa MPUMEHEHHUS).

- Ilepmon rpyaHOTO BCKAPMITHBAHHUS.



COOTBETCTBYET QKCMNEPTHOMY QOTYETY
IToueuynast HeJOCTATOYHOCTh TSDKEJIOW CRelleHH ¢ KJIMpeHCOM(Jkpearuupmal (KK) menee 10

MJI/MHUH (OTCYTCTBHE KIIMHHYSCKOTO OTIBITA)). (NOCHELOBATENBEHOCTE 000Z)

ComyTCTBYIOMAS Tepanus arOHUCTAMU JO()aMHUHOBBIX PelenTopoB (KaGeproJiMH, XHHATOJIH/T)
IIpU UX NPUMEHEHUHU He U JieueHus Oosiesnu llapkuHcona (cM. pasznen «BzaumoneHcTBUe ¢
JPYTUMH JIEKapCTBEHHBIMHU CPEJICTBAME ).
ConyTcTByIOIasi Tepamnusi JICBOJOMOH, aMaHTaAUHOM, anoMoppuHOM, OpOMOKPHUIITHHOM,
SHTAKAIIOHOM, JIU3YPUAOM, IHEpProMoM, NHUPUOSAHIOM, IPAMMIIEKCOJIOM, POIMHUPOIIOM,
ceJIeTHJIMHOM (cM. paszien «BzaumopeiicTBre ¢ IpyTrUMH JICKApCTBEHHBIMU CPEICTBAMMI ).
ComyTCcTBYyIOIMAs Tepanusi MperapaTaMu, CIIOCOOHBIMHU VIIUHATE UHTepBal QT W BBI3BIBATH
pa3BUTHE HApYIIEHHUH pUTMA, BKIIIOYAs] MOTSHI[MAIBLHO OMACHYIO JUIA JKU3HU JKEITYT0UYKOBYIO
TAXUKApAHIO THIA «IUPY>T» (CM. pasfen «BzaumojeiicTBue ¢ JpYrUMH JIeKapCTBEHHBIMH
CpeJICTBAMM»):
- aHTHapuTMUueckWe cpenactBa [A kiacca (xuHuauwH, ausonupamu) u Il kiacca
(aMHOAapOH, COTANOIN, TODSTHIN, HOYTHIIHLT);
- JIpyTHe JIeKapcTBeHHbIe cpeacTBa (Oenpuaui, IU3aNpua, METaJIOH, CYJBTOINPUI,
CYJILITUPU/, THATIPU, THOPHUIA3UH, JUPEMAHUIA METHIICYIb(AT, BBOAUMBIH BHYTPUBEHHO

SPUTPOMUIIHH, BBO,[[I/IMBIﬁ BHYTPHUBCHHO CIIMpaMHIIHUH, MH30JIaCTHH, BBOI[I/IMBIﬁ

BHYTPHUBEHHO BUHKAMHUH, rayiopaHTpHH, mymedaHTpHH, criapdoKcaIiis,
MOKCUQUIOKCAIIMH,  TEHTAMUJAMH,  LUTAJIONpaM,  OCHUTAJONpaM,  JOMIICPHJIOH,
TH/IPOKCUBHH).

HeHepeHOCI/IMOCTB JIAKTO3BbI, ,Z[e(bI/II_[HT JIaKTas3bl, TJIFOKO30-TaJIaKTO3HAasl Maﬂba600p6I_II’I$I,
HaCJICACTBCHHAs HCICPCHOCUMOCTL TaJIaKTO3bI (B COCTaB IIpCliapara BXOIAUT JIAKTO3BI

MOHOTHApAT) (cM. pazaen 4.4).

C OCTOPOKHOCTHIO

Y manueHToB ¢ IpegpaclosaraloliuMM  (GaKTOpaMH pPasBUTHS TSDKEJBIX JKEIYJOYKOBBIX
ApUTMHH, BKIIOYAs MOTCHIHAIBHO YIPOXKAIOMYIO JKU3HH 3KEJIYJOUYKOBYIO TaXMKApAHMIO THIIA
«IUPY3T» (AMUCYJIBIPHUJ CIIOCOOSH J0303aBUCHMO Y/UIHHATE UHTepBal QT U yBeMuMuBaTH pUCK
Pa3BUTHUSL TSDKEJBIX JKEJIYyJTOUYKOBBIX APUTMHUH, BKJIIOYAs JKeIYAOUYKOBYIO TaxXHKapAuIO THIIA
«apys™») (M. pazmensl  «lloGounoe  gelictBue», «BzammopelicTBHe ¢ JIpYTHMH
JIEKApCTBEHHBIMH CPEJICTBAME» ):

-y HAIMEeHTOB ¢ BPOIKIACHHBIM y/UIMHEHHBIM HHTepBaoM QT;

-y NAaIUeHTOB ¢ IpUOOpeTeHHBIM Y UIMHeHHeM MHTepBaia QT (Ipu KOMOMHHpPOBAHMHU C

InpemapaTtaMu, YBSJIHYHUBAOMIUMHU IIPOAOJDKUTCIIBHOCTE HHTCpBaJIa QTC, 34 HCKJIFOUCHUCM



COOTBETCTBYET SKCNEPTHOMY QTYETY
yKazaHHBIX B paszjeiie «lIportuponofazanus») (cM. pasicn «Baagnope MoTBHE! ¢ ApyTHMH

JIeKAPCTBEHHBIMH CPE/ICTBAMEN); (NOCNEOOBATENBEHOCTE 0002)

-y manmeHToB ¢ Opaaukapauel MeHee 55 y1apoB B MUHYTY,

-y NAIIUEHTOB ¢ HJISKTPOJIMTHLIMY HAPYIICHUSAMH, BKJIIOUYAsi THIIOKAJTUEMHIO;

- Yy TAIMeHTOB, MOJYUYAIOMHUX COMYTCTBYIOMYIO TEpamuio IpenapaTamMi, CHOCOOHBIMH
BBI3BIBATh TUIMOKATHEMHIO, BHIPAKCHHYIO Opajukapauio MeHee 55 yJapoB B MHHYTY,
3aMe/UISTh BHY TPUCEPISYHY O IPOBOIUMOCTD.

- VY manueHTOB ¢ MOYeUYHON HEeTOCTATOUYHOCTHIO, TAK KAK UMESTCsl PUCK KyMYJIIIIUM Tpernapara,
IIPU STOM OIIBIT €TO MPUMEHEHHUS TMPU OUSTHON HETOCTATOUHOCTH SIBJIISTCS OTPAaHUUSHHBIM
(cm. paznensl «DapmakokuHeTHKA», «Criocod MPUMEHEHHUS U J103bD», «OcoObIe YKa3aHHs»).

- YV [anMeHTOB IIOJKWJIIOTO  BO3pacTa, TaK KaK Yy HHUX HMEeTCsl  IOBBIIICHHAS
NIPE/IPACIIONIOKEHHOCTh K CHIDKEHHUIO apTepHAILHOIO JIaBJICHUS M PAa3BUTHIO YPE3MEPHOTO
ceaTuBHOTO > deKTa.

- Y mamueHToB MOKHIJIOTO BO3pacTa ¢ JieMeHIuen (cM. pasjiell «Ocolble yKazaHus» ).

- VY marueHToB ¢ akTOpaMHu pUCKa pa3BUTHUSA HHCYIIbTA (CM. pazen «Ocolble YKazaHU» ).

- YV DanueHTOB ¢ SIMJICTICHEH, Tak KaK aMHCYJIBIPH MOMKET CHHIKATh IOPOT CYJIOPOIKHOU
TOTOBHOCTH.

- Y nmanueHToB ¢ (pakTOpaMH PUCKA PA3BUTHS BEHOZHBIX TPOMOOSIMOOIHMUSCKUX OCIOMKHEHUN
(cm. paznensl «IloGounoe neficTBre», «OcoOble YKAZaHUD)).

-V nmamuentoB ¢ GosesHbio [lapkuHCOHA, TaKk KaK aMHUCYJIBIPH/, KaK U Jpyrue OJI0KaTOphl
J0(aMHUHOBBIX PELEIITOPOB, MOMKET YCHWJIHBATh IHposiBieHus OosesHu Ilapkuncona (cwm.
pazen «Ocolble yKazaHHs» ).

- Y manmeHTOB ¢ caxXapHBIM JAHA0STOM H MAIIHCHTOB ¢ (aKTopaMH pHCKa PasBUTHS caXapHOTO
nuabera (Tak Kak HEKOTOpbIe ATHIMYHBIE HEHPOJCTITUKH, BKJIIOYAs] aMHUCYJIBIPHI, MOTYT
BBI3BIBATH IOBBIIEHUE KOHIIEHTPAIUY [JIFOKO3bI B KPOBH).

- Y nanueHTOB, UMEIOIIHMX B aHaMHe3e (B TOM YHUCIIe ceMeHHOM aHaMHe3e) pak MOJIOYHOM

JKenessl (eM. paszaest «Ocolble yKazaHusD).

IIpyMeHeHue TIpH GepeMeHHOCTH U B TIEPHO/ TPY/THOT0 BCKAPMIIMBAHUSA

bepemennocmyo

HMeroTcst oueHb OrpaHUYCHHBIC JTAHHBIC TI0 MIPUMEHEHHIO aMUCYJIBIIPUIA Y OepeMEHHBIX JKCHIIUH.
BezonacHOCTh TpueMa aMHCYJBIPHIA BO BpeMs GepeMeHHOCTH HE YCTAaHOBJICHA. AMUCYJIBIPU
IPOXOJUT Yepe3 IUTaleHTy. [IpumMeHeHne mpenapaTa He PeKOMEHAYSTCsl NMpU OepeMEeHHOCTH H Y

JKESHITUH PelpOaYKTUBHOTO BO3pacTa, He UCHOIB3YIOMHUX d(PPEeKTUBHBIX CcIIOcOOOB KOHTpAICTIIUN



COOTBETCTBYET QKCMNEPTHOMY QOTYETY
U IUTAHUPYIOMHUX OepeMEHHOCTh, 3a HCKIIOYeHHEM TeX CIIyJacB] ROIAd ojkHgapiras Jionb3a s

MaTepH MPeBbIIIAeT MOTEHI[HATBHBIN PHCK JUIf IUIOA. (MNOCHNELOBATENEHOCTE Q002)

HoBoposxkieHHble, KOTOpbIe TOJBEPTAINCH BO BpeMsl TpPETheTO TpUMECTpa OCpeMEHHOCTH
BHYTpHYTPOGHOMY BO3/ISHCTBHIO AHTHMIICHMXOTHYECKHMX IIpenapaToB, BKmouas Comman®, HMEIOT
PHUCK PazBUTHS Y HUX IIOCIIE POXKICHMSI HE)KEJIATEJIbHBIX peaKlMM, BKJIOYAs SKCTpalupaMuIHbIe
CUMIITOMBl WM CHHIPOM «OTMEHBD», KOTOpbIe MOTYT BapbUpOBaTh IO TSDKECTH U
IIPOJOIDKUTEIBHOCTH (cM. pazjien «Ilobounoe neficteue»). Coolmanoch 0 pa3sBUTUH BO30YKISHUS,
MBIIIEYHOTO THUIEPTOHYCA, MBIIIEUYHON THUIIOTOHMHM, TpPEMOpa, COHJIMBOCTH, JbIXATSJIBHBIX
PACCTPOUCTB WJIM HApYIICHHWH INpH BCKapMIMBAaHUU. 1lodTOMYy Takue HOBOPOMICHHBIC JTOJIMKHBI
HAXOJAUTHCS MOJ] MOCTOSIHHBIM MEIUIIMHCKUM HAGTIOCHHEM.

Ilepuoo zpyonozo eckapmaneaniis

AMECYTIBLIpPHL 0OHAPYKHBAICS B TPYAHOM MOJIOKE Y JKEHIHMH, NPUHAMAIOMUX Tpenapat Coauan®,
II03TOMY KOPMJIEHHE IPY/IbIO BO BpeMsI €ro NpHeMa IpOTUBOIIOKA3aHO.

Jlannoie 0 OKTUHUYECKUX UCCTIE008AHIL

B uccnenopaHusiX, TPOBEJSHHBIX HA JKUBOTHBIX, aMHUCYJIBIIPHU/ HE MPOJASMOHCTPUPOBAI MPAMOTO
WJIH KOCBEHHOTO TEPATOTSHHOTO WA HYMOPHOTOKCHUSCKOTO JISHCTBHSI.

D epmutoHocmy

Y OKMBOTHBIX OTMEUAJIOCh CHIDKEHHE (EepTHILHOCTH, CBsI3aHHOE ¢ (apMaKOJIOTHUSCKUMHU
shdexramu amucyabnpuaa (3 QexT, OmocpeIOBAHHBIN MPOIAKTHHOM).

Crnioco0 nmpuMeHeHHs M 10351

ITpenapat npe/iHa3HAYeH JUI [IpUEeMa BHYTPb.

OOGbIuHO, eciti CcyTouHasl Jo3a He npepbimaeT 400 Mr, OHa MOMKET IPUHHUMATHLCS OJTUH pa3 B CYTKH.
Ecnu cytounasi 1o3a npesbimaet 400 Mr, To oHa JTOJDKHA JISJIUTHCS Ha JIBa IIpUeMa.

Ipu npeobnadanuu Hezarmit6HOU CUMRIMOMAMUKU

Jlist mamueHToB ¢ MpeoliialaHueM HETaTUBHOW CHMIITOMATHKH PEKOMEHAYSTCSl TPHUMEHEHHE
amucynbnpuaa B go3e ot 50 o 300 mr B cyTku (B cpequeM B qo3e 100 mr B cyTku). [lonGop a03b1
JIOJDKEH IPOBOJUTHCS MHIMBHAYyaIbHO. B cilywae ecim jno3a meHee 200 Mmr, cieayeT NpHHUMATH
tabmetku 100 mr v 200 wmr.

Ilpu ememannvix mMU300ax ¢ RPOOYKMIUGHON 1 HE2AMILGHOT CUMPIMOMAMUKOU

JI71s1 manueHToB co CMEIIAHHLIMU (HEraTHBHBIMUA M IPOJAYKTHBHBIMHM) CUMIITOMaMHU JO3bI CJIEYET
o I0UpaTh Tak, YTOOBI 0OSCTIEUNTh ONTUMATIBLHBIN KOHTPOJIh HAJT TIPOTYKTUBHBIMUA CUMIITOMAaMH, B
cpeqHeM oHu coctapisitor ot 400 mr go 800 wmr. Ilogmep)kuBaroniee JieueHHE JOJDKHO

YCTAaHABJIUBATHECA UHIUBUAYAJIBHO Ha YPOBHEC MHHUMAJIbHBIX 3(1)(1)6KTI/IBHI>IX 03 (B 3aBUCHMOCTH OT

PeaKINH MalUeHTa).
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Hauano neyeniis (NOCNEOOBATENBEHOCTE 0002)

[Ipumensitores 10361 oT 400 o 800 Mr. MakcuManbHas 7032 HUKOTAA He JOJDKHA TpeBbimars 1200
MT B CYTKH.

Iloooepocusaronas mepanus

[TooGpannast 103a COXpaHSIeTCs] WM KOPPEKTHPYETCS B 3aBUCHUMOCTH OT peakiluM marueHTa. Bo
BCEX CJIydYasX IOJJIepKUBAIOIME [03bl JOJDKHBI YCTAHABJIMBAThCA HHIMBUAYAIbHO Ha YpPOBHE
MHUHHAMAJIBEHO 3P PEKTHBHBIX J03.

VY nayuenmoe c nouedHol Hed 0oCMaMoOYHOCIbBIO

KnuHuueckuil OMBIT NMpPUMEHEHUS Ipemnapara y MAlMEeHTOB ¢ HapyHICHUAMH (QYHKIHH IOUYSK
SIBJISIETCS]  OTpAaHUYECHHBIM. DBbIBe/leHHe aMHUCYJIBIpHAAa OCYIIECTBIsAeTCs uYepes mouku. llpu
MOYEYHOU HeJTOCTATOUHOCTH 103y Jiid narueHToB ¢ KK 30-60 mut/MuH clieyeT CHUXKATh B 2 pasa, a
qust marteHToB ¢ KK o1 10 1o 30 Mut/Musn — B 3 paza.

OTCYTCTBYIOT JIaHHBIE TIO IPUEMY aMUCYJIbIIPUIA B J103€e, IpeBblmatonei 50 mr.

B cBs13u ¢ 0TCYTCTBHEM JaHHBIX 110 MPUMEHEHUIO Tipenapata y nanueHTor ¢ KK menee 10 mur/mun,
MPUMEHEHUE AaMHCYJIBIpPHUJA Yy HSTOH TPYIINLl MANMEHTOB IPOTHBOMOKA3aHO (CM. paszfen
«IIpoTuBomOKAZaAHUS ).

Y nayuenmoe c neuenounoil HedocmamouHoCcmyio

B cBsBu ¢ Tem, uTo mpemapar ciaabo MeTaboNIM3UpyeTCsl B MEUYCHH, CHIJKEHHSI €TO JI03bl IpH
MEYSHOUYHON HEeTOCTATOUYHOCTH HEe TpeOyeTes.

Y nayuenmos nosxcunozo eospacma

[lpy mnpuMeHeHHMH Tpenapara NalMEHTaM TIIOXKHIIOTO BO3pacTa cleayeT coOaoaaTh 0co0yro
OCTOPOIKHOCTH (cM. pazaea «Ocolble YKazaHUD» ).

VY oemeii

DpdexTuBHOCTL U 6e30MACHOCTh NpHUEMa aMHUCYJIBIPUAA Y JeTed ¥ MOAPOCTKOB Jo 18 meT He
yCTaHOBJICHBI. [IpMMeHeHMe aMHUCYJIBIpHUAA V NAMEHTOB MIajme 18 JieT IpOoTHBOIIOKA3aHO (CM.
paznen «lIpotuBonokazanus»). UMeroTest orpaHHYeHHbIE JJaHHBIE 110 IPUMEHEHHUIO aMUCYJIBIIpUIA
y IOAPOCTKOB TPH MTH30(pEeHUH.

IloGounoe neiicTBHe

Hexenarenpuble peakiuu (HP) mpenctaBieHbl B COOTBETCTBHHM €O CIEAYIOIUMHU TpaJIallUsIMU
YacTOThI MX Pa3BHTHS: O4eHb 4yacTo (= 1/10); wacto (= 1/100 u < 1/10); mewacto (= 1/1000 u <
1/100); penko (= 1/10000 u < 1/1000); ouenb pemko (< 1/10000);, wactoTa HeuszBecTHa (110
HMEIOIHUMCS JTaHHBIM OIPeJe/IUTh YacTOTY BCTPEYAEMOCTH He IIPEJCTABISCTCS BO3MOIKHBIM).

Hapywienus co cmoponst Kposu u iumpamuieckoit cucmemyt



COOTBETCTBYET SKCINEPTHOMY QTYETY
Heuacmo: nefixonenuss, HeuTponeHus (cM. pagien «Ocobble ykazamusn )20 23 Mo 10148
Peoxo: arpanynonutos (cM. pasaen «Ocolbie /KaBaHI/IFf:)H.{ JCNEOOBATENBHOCTE 0002)

Hapyuwienus co cropoHst UMMYHHOU ClCIeMbl

Heuacmo: annepruyeckue peakijuu.

DHOOKpuUHHbLE HAPY UL eHILA

Yacmo: aMUCYIIBIIPU/I BHI3BIBAST YBEJIMUCHUE TUIA3MEHHBIX KOHIIEHTPAIIUH MPoJIakTHHA, 00paTUMOe
IOCJIe OTMEHBI IIpenapaTa. DTO MOXKET INPHBOJUTH K BO3HHUKHOBEHHIO TaJaKTOPEH, aMEHOPEH,
THHEKOMACTHH, 00JIel B MOJIOUHBIX JKeJIe3aX M SPEKTHIBHOHN TUC]YHKITHH.

Peoxo: moGpokauecTBeHHAS OMYXOJIb THIO(U3A, HATIPUMED, TPOJIAKTHHOMA.

Hapywienus memabonuzma u numanus

Yacmo: yBeTMUSHHUES MACChI TeJla.

Heuacmo: rtunepriukemus (oM. pazienasl «C  ocTOpoKHOCTBIO» M «OcobOble  yKazaHU»),
TUIIePTPUTIIUIEPUICMUSL, TUIIEPXOJICCTEPUHEMHUSL.

Peoxo: THIIOHATPUEMUS, CHHAPOM HEaJeKBATHOU CEKPEIUU aHTHIUYPETHUSCKOTO TOPMOHA.

I cuxuueckue napyuwienus

Yacmo: OeCCOHHMIIA, UYYBCTBO TpPEBOTH, AKHTAIUSA, HApyIOIeHHE oprazMa (oprasMuieckas
JUACHYHKITHS).

Heuacmo: ciyTaHHOCTh CO3HAHMSL

Hapywienus co crmoporst HepeH ol clcmembt

Ouenv  yacmo:  DKCTpallMpaMUAHBIE  CHMITOMBI  (TPEMOp, PUTHAHOCTh, THIOKUHE3HS,
TUIEepCAIUBALINS, AKATU3Us, [JUCKHUHE3Ws). OTH CHUMIOTOMBI OOBIYHO OBIBAIOT YMEpPEHHO
BLIPQKCHHBIMH TIPU MPHEME B ONTHUMAIBHBIX J03aX M YAaCTHYHO OOPATUMBIMH TIpH JT0OaBICHUH
AHTUXOJIMHEPTHUCCKUX TPOTUBOMIAPKHHCOHHUSCKUX IMpenaparoB Oe3 TpeKpalleHHus JICUSHHS
aMUCYJIBIpUIOoM. YacToTa BOBHUKHOBEHHSI DKCTPAHUPAMHUIHBIX CHUMIITOMOB 3aBHCHUT OT JO3BIL
[losToMy y TAUEHTOB € MPEHMYI[ECTBEHHO HETATUBHBIMU CHMIITOMAMH, TIPHHUMAIOIIUX
amucysbnpui B goze S50-300 Mr B CyTKHM, 4YacTOTa BO3HUKHOBEHHUSI DKCTPAIMpPaMHIHBIX
PACCTPOUCTB sABJISIETCS] OUeHb HU3KOH. [lo JaHHBIM KIMHHUSCKHUX MCCIICJOBAHUN MPU NPUMEHEHUHU
aMUCYJIBIpUIa HAOIIOAIACh TOCTOBSPHO MEHBINASI YacTOTA BOZHUKHOBEHHSI DKCTPATUPAMM/THBIX
CHMIITOMOB, YeM TNIPU NPHUMESHEHHUH TaTOTIEPH/IOIA.

Yacmo: ocTpasi AUCTOHHS (CIIACTHUECKAst KPUBOIIES], OKYJIOTUPHBIN KpU3, TPU3M), 0OpaTHMbIC TIPH
M00aBICHUH AHTUXOJIMHEPTUYECKUX TPOTUBOTIAPKUHCOHUUYESCKUX TIpenapaToB Oe3 TNpeKpameHust
JICUSHUSI aMHUCYJILIIPUIOM; COHJIUBOCTb.

Heyacmo: To3AHSIS JAUCKUHE3US, XapaKTepURYIOMAsiCsi PUTMHUUYHBIMH, HEIIPOU3BOJILHBIMU

JABHIKCHUAMHA, INPCUMYIICCTBCHHO JI3bIKa W/HJIA MHMHYECKHX MBIIII], H BO3HHKAIOMIas1 OOBIYHO

8



COOTBETCTBYET SKCNEPTHOMY OTYETY
[OCJIe JUIMTEJIBHOTO TIpHeMa IpenapaTa $aHTHXOJHUHEPIHHCCKHUS 5 IPOIHBOTAPKUHCOHUYESCKHE

npemnapaThl B 3THX CJIydasix Hed(P(PEKTUBHBI WA MOTYT '}Jéﬂﬂnéﬁlrr[ Eﬂﬁﬁ%b&ﬁ%ﬂkyf}?c&ﬁoﬁb' )

Peoxo: 3II0OKaYeCTBECHHBIH HEHPOJICNITHYSCKUH cHHAPOM (cM. pazgesn «OcoOble yKazaHHS»),
KOTOPBIH SIBJIACTCS] TOTEHIMAIIBLHO JISTAIBHBIM OCJIO)KHEHHEM.

Yacmoma Heuzéecmua: CUHIPOM OeCITOKOMHBIX HOT ¢ aKaTU3UeH uiu 6e3 Hee.

Hapywierus co cmoponut opzana 3peHus

Hacmo: HeUeTKOCTD 3pSHUSL.

Hapyuwienus co cmoponst cepoya

Heuacmo: Gpanukapausi.

Peoxo: ynnunenune untepBana QT; xemyToukoBble HApYIICHUS PUTMA, TaKWe Kak HOJHUMOpdHAas
JKETYTOUKOBasl TaxXUKapIus THUNA «IUPYIT», IKEIYJOUYKOBAasl Taxukapaus, (uOpuusus
JKEJTYTOUKOB, OCTAHOBKA Cep/lla U BHe3amHasi cMepTh (M. pazaes «Ocolble yKazaHU»).
Hapywenus co cmoponst cocydoe

Yacmo: CHUKEHHE apTepUATBLHOTO JIaBJICHUS.

Heuacmo: noBbIlIeHHe apTePUATILHOTO JIABJICHHUSL

Peoxo: BeHO3HBIE TPOMOOSIMOOIMUSCKHE OCIIOKHEHHUS, BKJIIOYasi TPOMOOSMOOIMIO JIETOYHOM
apTepuH, HWHOTJA C JeTaJbHBIM HCXOJOM, W TpomOo3 TiayOokux BeH (cM. pazaen «OcoOble
YKazaHUsD ).

Hapyuwienus co crmoponst 0bIxamenbHOotl CLUCeMbl, OP2AH 06 ZPYOHOU KIemKU U CPedoCcmeHiis
Heuacmo: 3alloK€HHOCTh HOCA, AacHHUpallMOHHAs THEBMOHHMs (TJaBHBIM oOpaszoMm, TMpH
OJIHOBPEMEHHOM IIPUMEHEHHH C JIDYTHUMHM AHTHUIICUXOTHYECKUMH CpPEJICTBAMH H CpeJCTBaMH,
VYTHETAOMIUMHU IIEHTPaJIbHYIO HepBHYIO cuctemy (I1THC)).

Kenyoouno-xuuieunsie napyuierus

Yacmo: 3anop, TOMHOTA, pBOTA, CYXOCTh BO PTY.

Hapyuwienus co crmoponst nedeHit i Jceiiessl600auux nymeii

Heuacmo: renaToleUTIOJISAPHBIE TIOPAXKEHUSL.

Hapywienus co crmoponst Koxicu 1 ROOKONCHBIX MKaHell

Peoxo: aHTHOHEBPOTHUECKHH OTEK, KpAITHBHHIIA.

Yacmoma neuseecmua: GOTOCCHCUOUITU3AIHUS.

Hapywienus co crmoporst MoluiedHoll, CKellemHOIl U COeOUHUMETbH O MKAHU

Heuacmo: ocTeoneHus1, 0CTEONOPO3.

Yacmoma neuzgecmna: pabaoMHOIIU3.

Hapywienus co crmoponst no4ex u Mo4esvleo0auiux nymeit

Heuacmo: 3aJICPIKKa MOYH.



COOTBETCTBYET SKCNEPTHOMY OTYETY
Bepemernnocme, nociepodossiit neprod u nepunamanvrsie ocrmpoAnus (123 Mo 10144

Yacmoma Heuzeecmua: CUHIPOM «OTMEHBI» [y HOBoﬁdMéﬁH};&l'iéﬁ\}[f""ﬁézﬂéﬂ' k?ﬂpﬁl\!méﬂ'eﬁne pu

OepeMEeHHOCTH | B MIEPHO/T TPYTHOTO BCKAPMITUBAHUS ).

Jlabopamoprnuie u urncmpymenmavHsie OaHHble

Heuacmo: TNOBBIMIEHHWe aKTHUBHOCTH «IICUCHOYHBIX» (PEPMEHTOB B KpOBH, IJIABHBIM 00pa3oMm
TpaHCAaMHUHAa3

Yacmoma neuseecmHa: MOBBIIISHUE KOHIIEHTpanuu kpeaTundpocdokunaszsl (KOK) B miazme kporu.
Tpaemot, UHMOKCUKAUUIL 1 OCTLONCHEHUS HPOUedyp

Yacmoma Heuzéecmua: NaJeHUs] (MHOT/Ia TPUBOSANINE K IepesioMaM) Kak CJISACTBUE pa3BUTHS
HeJKeJIaTeJIbHBIX PeaKIUH, CBS3aHHBIX ¢ BO3MOKHBIM HApyIIEHUEM PAaBHOBECHSI.

Ilepeno3upoBka

Cumnmonmut

Ilpu mepeno3zupoBke cooOMAIOCh O 3HAYUTEIBHOM YCHJICHHH H3BECTHHIX (hapMaKOJIOTHUSCKUX
s¢pdexToB mpemapaTa, a UMEHHO, O PAa3BUTHH COHJIMBOCTH, CEAITUH, CHUKCHHH apTePUATHHOTO
JTABJICHUS, PA3BUTUU HKCTPATTUPAMU/IHBIX CUMIITOMOB M KOMBI. MMenuch cooOmeHus o JeTaIbHbIX
HCXO/axX TPHU Tepe/IO3UPOBKE, IJIaBHBIM 00pa3zoM, IpH KOMOMHAITUH C JIPYTUMH ICHXOTPOIHBIMH
Cpe/ICTBaMH.

CrneyerT uMeTh B BHJAY, UTO IEPETO3UPOBKA MOXKET OBITH BbI3BaHA OJTHOBPEMEHHBIM IPUEMOM
HECKOJIBKHX IIperapaToB.

Heuernue

Crenuduueckoro aHTHI0TA Ui aMUCYJIBIIPUA HET.

B ciyuae nepe/1o3UpOBKH clieTyeT KOHTPOJUPOBATh U MOISPKUBATH OCHOBHBIC )KM3HEHHO Ba)KHBIC
(PYHKIUU OpraHHW3Ma, BIUIOTH JIO MOJIHOTO BBIXOJIa MAIUEHTA M3 COCTOSHUS Mepeqo3upoBkH. llpu
nepeno3upoBke npopeAeHue DKI'-MOHUTOPHUPOBAHUS SIBISCTCS OOSI3aTE/IbHBIM, TaK KaK HMeeTcs
puUcK ymMHeHHUs uHTepBajia QT ¥ pa3BUTHsI ONACHBIX JUIS )KM3HU HapylIeHUH pUTMa (CM. pa3fell
«IloGounoe nercTBHEY ).

B ciydae DOSBICHUS TSDKEJBIX SKCTPAllUPAMHUJHBIX CHMIITOMOB CJIeAyeT IPHUMEHATh M-
XOJMHOOIOKATOPHI IICHTPATILHOTO JCHCTBHSL, HATIPUMED, TPUTCKCUDESHHUTHIL.

Tak kak BbIBeJICHUE aMHUCYJIbIPH/IA TPU TIOMOIIN TeMOJUATN3A SIBJISICTCS] He3HAUUTSIILHBIM, TO JUIS

CI'0 BBIBSJICHUS TIPHU MEPSAO3UPOBKES IPUMCHCHHUC I'CMOJHAJIA3A SABJEICTCI HeI_IeJIeC006p33HbIM.

Baamwoneﬁcmne C APYIMMH JIEKAPCTBEHHBIMH CpeacTBaMM

Hpomusonoxa:muubte Komﬁlmau;uu
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COOTBETCTBYET SKCNEPTHOMY OTYETY
C  npenapamamu, cnocobHvimu Yonuuamel unmepean QOf'y | BGILEaMS|0 AGPOKEUIMaTLHBIE

MAXUKapouy, 6Kouas NOMEHYUATLHO NeMaIbHYI0 n&ﬁuﬁvﬁ&#ﬁ[%é@équ&%l yﬁaﬁ'@i}mpdum

MUNG « NUPYIM »:

- ¢ aHmuapummuyeckumu cpeocmeamu 1A xnacca (xunuouw, ousonupamuo) u Il xnacca

(aMUOOapOH, COMANON, OOGemUnUod, UOYMULUO);

- ¢ benpuounom, yuzanpuooMm, MemacoOHOM, CYLbMONPUOOM, CYIbNUPUOOM, MUANPUOOM,
MUOPUOGZUHOM,  OUDPEMAHULA  MEMUACYTLPAMOM,  IPUMPOMUYUHOM — (6HYMPUEEHHO),
CNUPAMUYUHOM — (GHYMPUBEHHO),  MUZOAACNUHOM,  GUHKAMUHOM  (6HYMPUEEHHO),
2anOpaHmpUHOM, YMePaHMPUHoM, cnapgroxcayuHom, amUpROKCAYUHOM,
MOKCUDNOKCAYUHOM, NEHMAMUOUHOM, OOMNEPUOOHOM, SUOPOKCUIUHOM;

- C Yumanonpamom, ICYUManonpamom.
[TopblmaeTest pUCK Pa3BUTHS MAPOKCU3MAIBLHBIX TaXUKApAUH, BKIIOYAs NOTCHIIHAILHO JIETAJIBHYIO
MOJIUMOP(PHYIO JKEITYTOUKOBYIO TAXUKAPAUIO TUIIA «ITAPYHIT» (CM. pazjen «lIpoTuBomokasaHus» ).
C aeonucmamu OOPAMUHOBHIX Peyenmopos (Kabepeonut, XUHAOMUO) Npu ux NpuUMeHeHuy He Ond
nedenus ooneznu [lapxuncona
Bzaumubiii  aHTaroHu3M >¢Q@(EKTOB aroHUCTOBR JO(PAMHUHOBBIX pEIENTOPOB M HEHPOJICIITHKOB.
ATOHHUCTBI JTO)AaMHHOBBIX pEIETITOPOB MOTYT BBI3BIBATH WM VCHJIHBATh TICHXOTHYECKYIO
CUMITOMATHUKY.
C nesooonoii (cm. pazoen «llpomusonoxazanus »)
PenunpokHeiif aHTaroHU3M 3P (PeKToB JeBOIOIBI U HEHPOJICTITHKOB.
Hepexomerndyemore kombunauuu
C npenapamamii, y8enuuuaOWUMY PUCK 6O3HUKHOEEHU NOMEHYUATLHO NTEMANTbHON NOAUMOPPHON
2HCENYOOUKOBOU MAXUKAPOUL IMUNA « NUPYII»

- C Npenapamamii, ebl3bl8AIWUMN OpaAoUKapouio (bema-aopeHobIoOKamopsl, 6epanamiil,
OUNMUazem, KIOHUOUH, ZYaHQayuH, cepoedHvle 2MUKO3UOLL, OOHEeNe3unl, PUeaCUSMIH,
MAKpuH, aMOEHOHUA XNOPUO, SANAHMAMUH, NUPUOOCHUSMUHA OPOMUO, HEOCMUSMUHA
bpomuo);

- ¢ Npenapamamiu, 6ul3bleaIOMUMN  CUNOKATUEMUIO (C  OUYPEMUKAMHN, 6bl3bl6aIOUUMU
SUNOKANUEMUIO;  CADUMENbHUIMU,  CIMUMYTUPYVIOUWUMY  NEPUCATLIMUKY  KUWEUHUKA;
GHYMPUGEHHO — 6600UMBIM  ampomepuyurHom B  2TIOKOKOPMUKOCTNEPOUOAMU,
mempaxozaxmuoamu) — MpU HUX TPUMEHEHHH CIISAYeT 00s3aTeIbHO BOCCTAHABIUBATH
MOTEPH KaJIUs U NOIIePKUBATh HOPMaJIbHBIH YPOBEHD KaJIusl B KPOBH,

- C  HEKOMOpHIMU  HEUPONENnMUKAMY  (SANONEPUOONOM,  NUMOZUOOM,  NUNOMUAZUHOM,

C@pmuHaOJlOM, XAOPHPOMASUHOM, JNEEOMENPOMASUHOM, YUAMEMAZUHOM, eepaﬂunpuaom,
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COOTBETCTBYET SKCNEPTHOMY OQTYETY
Oponepuoonom),  UMUNPAMUHOEHL anmuoenpesqanmantuy () Mipeaparmamu  tumus,

(NOC OBA sHOCTE 0002)
A30MLHLIMU NPOMUEOSPUOKOSHIMIU C eocmeatt QCHELOQBATENBEHOCTE O00Z)

BoszpacTaeT pHCK pasBUTHSI JKEIYTOUKOBBIX apUTMHH, B YACTHOCTH, JKEIYJAOUYKOBOHW TaXHKapIuH
THIIA KTTAPYITY.

C amanonom

AMUCYJIBIIPH]] YCHIHBACT ICHTpaIbHbIe >((eKThl STaHOoNa. DTaHON YCWIHBAST CeIaTHBHOS
JIeWCTBHE HEWPOJICIITUKOB.

C  aeonucmamu  OOPAMUHOBHIX — peyenmopos (AMaHMAOUH, anoMopQuH, OPOMOKPUNIMUH,
IHMAKANOH, U3YPUO, NEPeONUO, NUPUOEOUN, NPAMUNEKCON, PONUHUPON, CEeNecUNiH) (CM. pasoenbl
«IIpomusonoxazanus» u « Ocobvie yrazanus )

Bzaumubiii  aHTaroHu3M >¢Q@(EKTOB aroHUCTOBR JO(PAMHUHOBBIX pEIENTOPOB M HEHPOJICIITHKOB.
AroHHUCTBI J10)aMHUHOBBIX pELCNITOPOB MOTYT BBI3BIBATH WJIM YCHIHBATh IICUXOTHYECKYIO
CHMITOMATHUKY. AMHUCYJIBIIPUJ] MOXKET YCUIMBATh CUMITOMBI Gosie3Hu [lapkuHcona.

Kombunayuu, xomopuie ciiedyem npuHUMams 60 6HUMAHUE

Co  cpeocmeamy,  yewemawwumu  I[HC:  npoussoonsimu  MOpQuHa  (aHanbeemuxi,
NpomUsOKaULIesble npenapamsl); bapbumypamami;, 6eH300UA3eNUHAMU, HeDeH300UA3eNnUHOGHLMHI
AHKCUOTUMUKAMU, CHOMEOPHBIMU CPEOCMEaMil; aHMUOENPeCCanmamit ¢ CeO0amuerbviM sgghexmom
(aMUMpUNmMunuH, OOKCeNnuH, MUAHCEPUH, MUPMA3anuH, mpumunpamut); oOroxamopamu Hi-
SUCTNAMUHOBHIX ~ PeYenimopos ¢  CeOamueHuiM  IQPPeKxmom; SUNOMEHZUSHVIMU — CPEOCEaM
YEHMPAanLHO2O — Oelicmeus  (KNOHUOUH);  Heuponenmuxamu;,  OakioPeHoM;  ManuoOMUOOM,
nU30MUPEHOM

BelpaxxeHHOe ycwiieHHe YyrHeraromero jeuicteuss Ha IIHC. JlomoiaHWTenbHOE CHH)KCHHE
KOHIICHTPAI[UA BHUMAHUS, UTO CO3/1aeT OOJBIIYIO OMACHOCTD JUIS BOJAUTEICH TpaHCIOPTA W JIUI,
paboTaromux ¢ MeXaHU3MaMH.

C eunomeH3USHLIMU CPpeOCmeami, 6KIOYas Oema-aopenoOIoKamopsl (DUCONPONON, KAPEeOUnorn,
Memonponon)

Puck paspuTHs apTepuHa bHOM TUMOTEH3WH, B UYaCTHOCTH, OPTOCTATHUSCKOM THIIOTCH3UM
(ammutueHbId 5ddekt). B oTHomeHWH OeTa-aipeHOOIOKATOPOB JOTOJHUTEIBHO CM. pasJiel
«BzaumMoJielicTBHe ¢ JIPYTUMH JICKapCTBEHHBIMH CpeAcTBaMm» monapasfaen «HepekoMeHayembie
KOMOHWHAIUWY.

C xnosanunom

CoBMecTHOE NpUMEHEHHE ¢ KJIO3AIMHOM MOXKET MPUBOAUTE K YBEJIWYCHHIO KOHICHTpAIUH
aMUCYJIBIPHUIA B IJIA3Me KPOBH.

Oco0ble yKkazaHUA
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COOTBETCTBYET SKCINEPTHOMY QTYETY
Jnoxkauecmeen bl HEUPOIENMUHECKUIL CUHQPOM or 31.05.2023 Ne 10148

Kak ¥ mpu npuUMeHEHUM JPYTUX HEUpOJIEJUKOB, nplﬁﬁpx!lﬂejﬂleﬁﬁﬁ\ la&wh‘éyh‘faﬁitnfﬁa QQ&%@GHHO

BBICOKHX [103) MOJKET Pa3BUThCSA 3JIOKAUSCTBCHHBIH HEUPOJCTITHUSCKUN CHHAPOM (ITOTCHI[HAIBHO
JIETAJIbHOE  OCJIOXKHEHHE),  XapaKTepH3YIOIUHCS  TUOepTepMUSH, PUTHAHOCTHIO  MBIIIIL,
BETCTATUBHBIMH PACCTPOMCTBAMH, pabaOMHOJIM30M, MoOBbIMeHneM KoHmeHTpaiiuu K®OK. Ilpu
Pa3BUTHH THUIEPTEPMUH, OCOOCHHO Ha (POHE NPUMEHEHMS] BBHICOKHUX JI03 HEHMpOJISNITHKOB, BCE
AHTUIICUXOTUYECKHE MTpeTaparthl, BKII0OYAs aMUCYJIBIIPU/L, JOJDKHBI ObITH OTMEHEHBI.

PaGnomuonns Takxke HaOmojaics y  TAalMEHTOB O3 3JI0KAYeCTBEHHOTO HEHpPOJISNITHYSCKOTO
CHUHJIpOMA.

Tak kak mpu npueme npenapata Conuan® cymIecTByeT PUCK pasBUTHS paGIoMHoJH3a (MHOTAA ¢
JICTAJILHBIM MCXOJIOM), CJIeyeT WH(OPMUPOBAThH MAIIUCHTOB O TOM, UTO HEOOXOJUMO MPEKPAaTUTh
JIeYeHUE TIpenapaToM M CpouHO OOpaTHThCS K Bpady, €CJIH BO BpeMsl JICUCHHS IOSBILIIOTCS
PUTHIHOCTh MBINII, MblOIeuHasi Oo0Jb, HapyIIeHHWE CO3HAHUS, HEOOBACHUMOS IOBBLIIICHUS
TEeMITepaTyphl Teja, oBbIMeHHe KoHmeHTpanuu KOK B kpopw.

Hayuenmet ¢ 6one3nvio Ilapxuncona, npunumaiouiie azoHUCmMsl 00AMUHOBBIX Pelenmopos
CrieryeT coOIr01aTh OCTOPOIKHOCTH IIPHU MPUMEHEHHUHU GJIOKATOPOB TOPAMUHOBBIX PEIICTITOPOB H, B
YaCTHOCTH, aMHCYJIbIpHaa nipu GosiesHu [lapkuHCOHA, Tak Kak MpH ero MPUMCHEHHH BO3MOKHO
YXyAIICHUe TeUeHHs dToro 3abosieBaHus. Y MAalMeHTOB ¢ OoJie3HbI0 IlapKMHCOHA aMUCYIIBIPUL]
cileayeT NPHUMEHATh TOJIBKO B Ciydae, €CJIM HEBO3MOXKHO M30exaTh ero mnpumMeHeHus. Ecnm
marueHTy ¢ GoJesHblo [lapKWHCOHA, TMPHHUMAIONIEMY AroHUCTHI JO()aMHHOBBIX PELEITOPOB,
HeoOXOUMO JICUCHHE AaMHCYJBIIPUIOM, TO aroHUCTHI JO(AMHUHOBBIX pPEIENTOPOB CIEIyeT
OTMEHATH MOCTSNCHHO (TYyTeM IOCTEIIEHHOTO CHUIKCHHS 03Bl JIO0 TIOJHOW WX OTMEHBI), TaK Kak
pe3Kasi OTMEHA MOXKET NMPUBECTH K PA3BUTHIO 37I0KAYSCTBEHHOTO HEHPOJISTITHUSCKOTO CHHIPOMA.
IrcmpanupamuoHsiil CHHOPOM

JI1s1 KOppeKIMH SKCTpaUpaMU/IHBIX CHMIITOMOB, BO3HUKIIUX Ha ()OHE JICUSHHUSI aMHUCYJIBIIPUIOM,
cieayeT IPUMEHATh M-XOJIHHOOIOKATOPHI IIEHTPAJIBHOTO ASHCTBUSA (a HE arOHUCTHI J10()aMHUHOBBIX
pelenTopoB).

Yonunenue unmepeana QT

B cBsi3M ¢ TeM, YTO aMHCYJBNPHUJ BBI3BIBACT JO303aBHCHMOE YBEIHUYCHUE MPOJAOIKUTSIHHOCTH
unTeppasia QT, mpu ero mpueMe YBEJIMUHMBASTCS PHCK PAa3BUTHSL CEPbE3HBIX JKEIYTOUYKOBBIX
apUTMHUH, TAaKUX KaK JKEITyJOUKOBas TaxXWKapJusl TUNA «mupy>T». [losTomy, eciid mo3BOJISieT
COCTOSIHME TMAIlMeHTa, Iepes INPUMEHEHHEM aMHCYJIbIpuaa pekomenayetcs caenats OKIT u
ONpe/e/IUTh  KOHIIEHTPAIUU  DISKTPOJIUTOB B  KPOBH, BBISIBUTH U, 110 BO3MOXHOCTH,

CKOPPEKTUPOBATH (1)aKTOpr, KOTOpbIE MOTI'YT CIOCOOCTBOBATL BO3HHUKHOBEHHIO DTHX OIIACHBIX
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COOTBETCTBYET SKCINEPTHOMY QTYETY
HapylleHMH puTMa (Takue, Kak OpaaukapiMsi MeHee 55 yaapos LBl (MUHYLY] (PIEETPOIUTHRIE

HapylieHus (TUMOKAJIUEMHS), BPOIKICHHOE || UK nﬁd(&%&%hﬁbepﬁ;hﬁﬁdﬁgnﬂé' l'm!ﬂ‘epl'‘32'1':{121 QT,

OJIHOBPEMEHHBIH MIPHEM MPeTapaToB, CIIOCOOHBIX BBI3LIBATH BRIPAKEHHYIO Opagukaputo (MeHee 55
VAapOB B MHUHYTY), TMIIOKUIMEMHUIO, 3aMe/UICHUE BHYTPHCEP/I€UHON MPOBOIUMOCTH, YBEIMUUBATH
npojomkuTenbHocTh uHTepBasia QT) (cM. paznen «BzaumoseiicTBue ¢ IpYTUMHU JISKAPCTBEHHBIMHU
CpeICTBAMM» ).

VYnompebnenue ankozons (3manona)

Bo Bpemsi jedeHHsT aMUCYJBIPUAOM HEJb3sl NMPUHUMATH AJIKOTOJIh (STAHOI) M JICKApCTBEHHBIS
TpeTapaThl, COJIepIKalIue STAHO.

Hanuenmeot ¢ snunencueil

Benenersue cnocoOHOCTH TpemapaTa MOHIIKATh HMOPOT CYJOPOKHOM TOTOBHOCTH, INPH TIpHEME
aMUCYJIBIPU/A NAITUSHTAMHU ¢ SITWICTICHSH 32 HUMHU ¢JIe/TyeT IPOBOJUTH TIIATSIBHOS KIMHHUSCKOS
U, TI0 BO3MOKHOCTH, JIeKTposHIedaorpadguieckoe HaOIOICHHE.

Hayuenmsi ¢ caxapHsim Ouademom Wil ¢ PaKkmopamu puUcKa pazeumis caxapHozo ouabema
HekoTopble aTUNHYHBIE HEUPOJICTTHKH, BKJIIOYAST AMUCYJIBIPH[, MOTYT BBHI3BIBATH IOBBINICHHES
KOHI[CHTPAITUH TJIIOKO3bI B KPOBHU. Y MAIHSHTOB ¢ CaXapHBIM JUa0ETOM U MAIHSHTOB ¢ (akTopaMu
pHUCKAa pa3BUTHS caxapHOTO JAuabeTa NpH TPUMCHEHHH AaMHCYJIBIPHIA CISIYyeT peryJsipHO
KOHTPOJIUPOBATH KOHIIEHTPAIIUIO IJIFOKO3BI B KPOBH.

Hucynom

B paHIOMHU3HPOBAHHBIX KIMHHYSCKUX HCCICAOBAHUAK, TIPOBEACHHBIX VY TPYIIBI IMOXKHIBIX
MAIUSHTOB ¢ JeMEHIMEH, MOIy4aBIIUX JeUeHHEe HEKOTOPbIMU AaTUITUYHBIMHM AHTHIICUXOTUYECKUMHU
mpemapaTaMu, HaOIIOJAIoCh 3-KpaTHOE VYBEJIMUCHHME pPHCKA pa3BUTHA IepeOpoBacCKYIISAPHBIX
OCIIOJKHEHUH (OCTPBIX HApPYMECHHH MO3TOBOTO KpPOBOOOpAIICHHS), TO CPABHEHHIO C TNPUEMOM
mwiane6o. MexXaHu3M TOTO YBEJIMUSHUSI pUCKA Heu3BecTeH. Henb3sl HCKIIIOUNTE YBEJIMYSHHUE TaAKOTO
pPHUCKA IIPH IPUMCHEHHUH JIPYTUX aHTUIICHXOTHYSCKHUX MPENapaToB WiH Y APYTUX TPYIII MAIUSHTOB.
AMHUCYIBIPU/ TOJIKEH MIPUMEHATHCS ¢ OCTOPOIKHOCTHIO V MAUSHTOB ¢ (hJaKTOpaMH pPUCKA Pa3BUTHSA
HHCYJIbTA.

Iayuenmor noxcunozo éo3pacma

VY ManueHTOB MOKUIOTO BO3pacTa aMHCYJIBIIPHI, KaK U JIPYyTHe HEUPOJICTITHKH, CIISAYST IPUMEHSITh
¢ 0co0o# OCTOPOMKHOCTBIO H3-32 BO3MOJKHOTO PHCKA CHIIKCHHSI apTepHAJILHOTO JIABJICHUS WIIH
Ype3MepHOTo CeTaTUBHOTO A deKTa.

Hayuenmur noxcuiozo éo3pacma c demenyueit

Y NanueHTOB MOXKWJIOTO BO3pacTa ¢ IICHXO03aMM, CBSI3aHHBIMH C JISMGHI[UCH, NpH JICUSHUH

AHTHIICHXOTHYCCKUMHU IIpeliapaTaMu HaGJ'II-O)_'[a.]'IOCB IMOBLIIICHUE PHUCKa HACTYIUICHHUS CMCEpPTH.

14



COOTBETCTBYET SKCIMNEPTHOMY OTHETY
Ananuz 17-ti mwiae6o-KOHTPOIMPYEMBIX HdC/IeoBaHUH (cpelel) HpaoIkpTeIBHNCThI0 Oomee

10 wmenmenn), NPOBEJICHHBIX, TJIaBHOM oQbazom, 'Wﬁaﬁﬂe{uﬂ]‘dﬁ:’" Hoh&}th;'?&fﬁ#:'é@{ﬁﬁhme

AHTHIICHXOTHYSCKHE TIPEIapaThl, MOKa3all, YTO Y HUX UMeJcs B 1,6—1,7 pa3 GONbIIHA pUCK CMEPTH,
YeM y TAalMeHTOB, HoJydyaBmMX IuianeGo. B xoge tunuuyHoro 10-HeAeNbHOTO HCCIIETOBAHHS
4acToTa CMEPTH y MAlUEHTOB, MTOJIyYaBIINX STH JIEKapCTBEHHbIE IIpenapaTthl, cocTapiisuia 4,5 %, mo
CPaBHEHMIO ¢ TAKOBOM B I'pyIIe MAI[USHTOB, IMOIYyYaBIIUX IUTanebo, U cocTaBisiBImIeH 2,6 %. XoTs
NPUYUHBl CMEpPTH B KIMHHUYECKHUX HCCIIC/IOBAHUAX C ATUIHYHBIMH AHTUIICUXOTHYECKUMHU
npernapaTaMid  BapbHpOBaJH, OOJIBITUHCTBO TPHYMH CMEPTeH WMENIH CepJIeYHO-COCYTUCTYIO
(HampumMmep, cepieuHAs HEJIOCTATOYHOCTh, BHE3aIHAsl CMEPTh) WIM WH(PEKIUOHHYIO (HAIMpHMED,
MHeBMOHMSI) npupoay. HabGmonaTenbHble HCCISTOBAHUS MOJTBEPAWIIH, YTO, MOJOOHO JICUCHHUIO
ATUIUYHBIMHA  AHTUIICUXOTHUYSCKUMHU CpEJICTBAMH, JICUCHHE OOBIYHBIMH AHTHUICHUXOTHYSCKHUMHU
Cpe/ICTBAMH TaKKe€ MOJKeT YBEJIMYUBaTh CMEpTHOCTh. CTeleHb, J0 KOTOPOM VyBeJIHYEHHE
CMEPTHOCTH MOJKET OBITh OOYCJIOBJICHO AHTHUIICUXOTHYSCKHM IIpelapaToM, a He HEKOTOPBIMH
0COOCHHOCTSIMH NAITUCHTOB, HEsCHA.

Cunopom «ommenol)

[Ipu pe3koM npeKpalieHuu IprueMa BRICOKUX TePaleBTUISCKUX 103 HEHPOISITUKOB ObLTH OTIHCAHBI
CIy4aW pa3BUTHS CHHIpPOMA «OTMeHbI». llpu mpHeMe aMHUCYJIBIpUAa coOOMAIOCh O
BOZHHUKHOBEHUHU HENPOU3BOJIBHBIX JIBUIATEIbHBIX PACCTPOMCTB, TAKMX KaK aKaTHU3Hsl, HapyLIeHHUE
MBIIIEYHOTO TOHyca M JUCKHHe3Ws. llosToMy Impu OTMeHe aMHUCYJIBIpHIa pPEeKOMEHTyeTcs
TIPOBOJUTH MOCTEIIEHHOE CHUIKEHHUE JT03BL.

Bernosrvie mpomboImbonuneckue ocnoxicrenus

[lpy TpPUMEHEHHWH  AHTHIICHXOTHYECKMX MpenapaTtoB  HaOJIIOMATUCh  CIyYad  BEHO3HBIX
TpOMOOSIMOOTHUCCKUX OCTIOKHEHHHM, HWHOTAA C JIeTATBHBIM HCXodoMm. IlodToMy amMucymsmpum
cieqyeT MPUMEHATh ¢ OCTOPOXKHOCTBHIO Yy MAIlMEHTOB ¢ (paKTOpaMH PUCKA Pa3BUTHUS BEHO3HBIX
TpoMOOIMOOTIHISCKUX OCIOKHSHUH (cM. pazaen «lloGounoe nelcTrHE» ).

Pax monounou sncenesot

AMUCYJIBIIPU]] MOKeT YBEJIMUUBATh KOHILIEHTPAIMIO IIPOJIAKTHHA B IIazMe KpoBH. llosTomy mpu
MPUMEHEHUU AMUCYJBIPHJA y TAIUCHTOB, HUMEIOIMIUX B aHaMHe3e (B TOM YHCIE CeMEHHOM
aHaMHe3e) paK MOJIOUHOM JKeJesbl, cleayeT coOmrofaTh OCTOPOKHOCTh (cM. pazgen «C
OCTOPOXKHOCTHION). Takue MaIrueHThI TOJIKHBI HAXOUTHCS TI0/T TINATEIIbHBIM HAOIIOICHUEM.
/lobpoxauecmeennasn onyxons cunogusza

AMUCYJIBIIPH]] MOXKET VYBEJIMYMBATh KOHICHTpAllMIO IIpOJIAKTMHA B IUIa3Me Kposu. Ilpu
MIPUMEHEHUH aMUCYJIBIpHAa cooOmaioch O CIydasXx pa3BUTUSL JOOPOKAYECTBEHHBIX OIYXOJeH

FI/IHOCI)I/IS&, TaKUX Kak IIPOJIAaKTHHOMA. HpI/I BBICOKHX KOHIOCHTpAIUAX IIPOJIAKTHHA B IVIa3ME KpOBH
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COOTBETCTBYET SKCNEPTHOMY OTYETY
WM KIMHUYECKUX MIPU3HAKAX U CUMITOMAX OfyXoiu runodusa (Taxie Rax’Actherib] nosiel 3penus

U TOoJIOBHas O©0Jb) HEOOXOJUMO TIPOBECT peHTrélllbﬂ(')rH'!xe{:kcdg’"‘ddcﬁgﬂbga'ﬁnu ’ ﬁdthMep,

MAarHUTHO-PE30OHAHCHYIO ToMorpaduio runoduza. Ilpu moATBEpIKICHHM JHArHO3a OIYXOJb
runoduza jJeueHUe aMUCYJIBIPHUIOM JIOJDKHO OBITH IPEKPAIIEHO.

Hayuenmot ¢ HapyuwieHuAMU QYHKUUL HOYEK

BriBesieHue aMHCyJIbIIpHIa OCYHISCTBIsICTCs MoukaMu. [lpu HapymeHuu (YHKIMH TMOYEK JT03BI
IpernapaTa JOLKHBI CHUKATHEA (eM. pasjien «Crnocod NpUMeHEHHUS U JTO3BI» ).

Heiixonenus, HettmponeHus u azpanyiouumos

®, HaOJII0aIUCh

IIpy npuMeHEeHHH AHTUIICUXOTHYECKUX IpenaparoB, BKJoudas mpemnapar Conuan
JCUKOTICHUsI, HEHUTpONeHUs U arpanyyonuto3. He wumeromue oOBSCHEHHS HHDEKIUM WIH
JUXOpaJKa MOTYT OBITh CBSI3aHBI C TeMATOJOTHUSCKMMH HapyIeHUsAMH (cM. pasznen «lloGounoe
JeUCTBUE») U TPeOYyIOT HeMeNICHHOTO T'eéMaTOJIOTHIECKOTro 00CIeJ0BaHuUS.

BmisiHue Ha clOCOGHOCTH YIPABIATH TPAHCIIOPTHHIMU CPeICTBAMM H MeXaHH3MaMH

®

HpH MpHUMCEHCHHUH IIpeliapaTa Conman H606XOILI’IMO COﬁJ’[I-O[[aTL OCTOPOKHOCTL IIpH YIIpaBJICHUH

TPaHCIIOPTHBIMHU CpEJACTBAMH U pa60Te C MCXaHHU3MAaMH.

Cnez[yeT I/IH(i)OpMI/IpOBaTB IMannuCHTOB, 0COOEHHO SABJBIFOIMIUXCA BOAUTCIIAAMUA TPAHCIIOPTHBIX CPEACTB
WA pa60TaI-0]J.IHX ¢ MCXAaHH3MaMH, a TakKKE JIMI, 3aHUMAIOIUXCA JPYIHMH IIOTCHIHAJILHO
OITIAaCHBIMH BHJaMH ACATCIIBHOCTH, O BO3MOIKHOCTH IIOABJICHHUA Y HHUX COHJIHBOCTH, HCUCTKOCTH
S3peHHUA U CHHMKCHHUA IICHXOMOTOPHBIX peaKI_II/II\;I BO BpeMiA NpHUCMa aMHUCYJIBIIpHUIA, 0COOEHHO B
HavdaJIC JICUCHHUS, TaK KaK 3TO MOIKET OLITH OTIACHBIM IIpH 3aHATHH 5THMHU BHUJaAMHU JICATCIILHOCTH,

TpeOYIOMMUMHU TOBBIINIEHHOTO BHUMAHUS U OBICTPOTHI TICUXOMOTOPHBIX PEeaKITHH.
dDopma BBIOIYCKA
TabneTku, MOKPHITHIS TUIEHOYHOU 0000uK0#, 400 MT.

[To 10 Tabaetox B IIBX/Amomunuersiii Ommctep. Ilo 3 Onuctepa BMecTe ¢ WHCTPYKIHEH IO

MIPUMEHEHUIO B KApTOHHYIO IAUKy.
Y caoBust xpaHeHUs

XpaHUTH TIpU TemmepaType He Boie 25 °C.
XpaHUTh B HEJOCTYITHOM JIJIS1 JIETeH MecTe.
Cpoxk rogHocTH

3 roza.

He ucnoan3oBath Iperapar MmocJjic HCTCUCHU CPOKa 'oJJHOCTH, YKAa3aHHOI'O Ha YIIAKOBKE.
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
Venosus oTiycka ot 31.05.2023 Ne 10148

S — (NOCNEOOBATENBHOCTE 0002)

IOpumrieckoe o, Ha UM KOTOPOT0 BHITAHO PerHCTPAIMOHHOE YI0CTOBepeHHe
CAHO®U-ABEHTHUC ®PAHC, ®Opannus.

IIpouzBoauTe H

Hendapm Tmxon, Opaninusi.

Delpharm Dijon, France.

6, boulevard de I’Europe 21800 Quetigny, France.

OpraHuzaigis, MPUHUMAIOIIAS TIPeTeH3UH OT NMOTpeduTe el

Bcee npeTensnu HO'IDe6I/ITeJIeI\;I CJICAYET HAIIPABJIATH NIPCACTABUTCIIO JACPKATECIIA PETHCTPAITHOHHOT'O

YAOCTOBCPCHHS .

Poccuiickas @enepanus

[IpencrapurensctBo AO «Canodu-apeHTHC TPYyID», OpaHIius
agpec: 125009, r. MockBa, yi. Tepckas, 22

Ten.: +7 (495) 721-14-00

ajipec sileKTpoHHOH moutsl: Sanofi.Russia@sanofi.com
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