COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 18.12.2025 N= 31530

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOFO TIPEITAPATA 017!

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

Comman, 400 mr, TaGJIETKH, MOKPHITHIC INIEHOYHOW 000JI0UKOM.

2. KAMECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB

JleicTByIO1IEe BEIECTBO: aMUCYIIBIIPUL.

Kaxxnas rabnerka cogepxut 400 Mr aMucybrpuia.

BcrmomorarenbHbie BelecTBa, HAIMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBEHHOTO

npenapara: Jlakto3sl MoHoruapat — 130,25 mr (cm. pazaen 4.4).

[TonHbIii IepeYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, TOKPHITHIE TNICHOYHOW 000IOUKOM.

[Ipononrosarelie JBOSKOBBIMYKJIbIE TA0JIETKH, OKPHIThIE IUIEHOYHOM 000JI0UKOM OesIoro 1BeTa ¢
rpaBupoBkoit «KAMI 400» u nunuei pasnoma mexxy AMI u 400 Ha ogHOM CTOpOHE.

4. KIMHUYECKHUE JAHHBIE

4.1 Moka3anusi K NPUMEHEHH IO

[Ipenapar Conuan moka3aH K MPUMEHEHHUIO Y B3POCIBIX JJIsl JICUEHUS OCTPOH M XPOHUYECKOM
MU30ppPEeHNH C MPOAYKTUBHOM cuMITOMarukod (Open, TraUTIOUHALIMM, paccTpOWCTBa
MBILIUIEHUS) W/WIM HETATUBHOM cuMNITOMAaTUKOM (yromienue apdexra, morepss SMOIMOHATILHBIX
U COLIMAJIbHBIX CBSA3€H ), BKJIOYAsl MAIUEHTOB ¢ MpeoliaJaHieM HeraTUBHOM CUMITTOMATHKH.

4.2 Pe:kuM 103UPOBAHUS U CIIOCO0 MPUMEHEHHS
PexxuM 1o3upoBaHus

OObI4HO, ecau cyTo4Has fo3a He npesbiaetT 400 Mr, oHa MOXeT NMpuHUMaTbest 1 pa3 B CyTKH.
Ecnu cyrounas no3a npesbimaet 400 Mr, TO OHa 10JDKHA JETUTHCS HA 2 TIpUeMa.

IIpu npeobraoanuu HecamusHoOU CUMNMOMAMUKU

Jlyig marueHToB ¢ mpeobsiajaHMeM HEraTHBHOM CHMIITOMAaTHKH PEKOMEH]yeTCs MPUMEHEHUE
amucynbnpuaa B go3e ot 50 1o 300 mr B cyTku (B cpeaneM B go3e 100 mr B cyTkn). [lon6op 10361
JI0JDKEH POBOIUTHCA MHAMBHYyalbHO. B ciaydae ecnu o3a menee 200 mr, cieayeT NpuHUMATh
tabnetku 100 mr wiu 200 mr.

Ilpu cmewannuix 3nU300ax ¢ NPOOYKMUGHOU U He2AMUBHOU CUMAIMOMAMUKOLL

J171s1 TalieHToB CO CMENTaHHBIMH (HETaTUBHBIMU U MIPOTYKTUBHBIMU ) CHMITTOMAaMH JTO3BI CIIETyET
moa0upaTh Tak, 4ToObI 00ECTIEYNTh ONTUMANIbHBIN KOHTPOJIb HaJl MPOAYKTUBHBIMH CUMIITOMaMH,

B cpeaHeM oHM cocTtaBisitoT oT 400 mr no 800 wmr. IlomnepruBarolee jeueHUE TOJIKHO
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OT PEaKIUH MALUEHTA).
Ocmpuie ncuxomuuecxue dnU300bl
e Hauano neuyenus
[Tpumensitorcas no3e1 o1 400 no 800 mr. MakcuMmainbHasi 103a HHUKOI/IA HE JIOJDKHA
npesbimiath 1200 Mr B CyTKH.
e [lognep:xuBaronias Tepanus
[TogoOpanHasi 703a COXpaHSETCS WIM KOPPEKTHPYETCS B 3aBUCUMOCTH OT PEaKLUU
nanuenta. Bo Bcex ciydasx MOJIEPKUBAIOLIME J03bl JIOJDKHBI yCTAHABJIMBATHCS

HHAWBUAYaAJIbHO HAa YPOBHC MUHUMAJIBHO 3(1)(1)CKTI/IBHLIX J03.

QOco0ble rpynisl MalueHToOB

Ilayuenmol ¢ Hapyuenuem QyuKyuu novex
Knunuveckuii onmpIT mpuMEHEHUs IMpernapaTa y MaldeHTOB C HApYUICHUAMHU (QYHKIMHU MOYEK
SIBJISIETCSl OTpaHUYEHHBIM. BpIBelleHHe aMHUCyJbIpUa OCYIIECTBIsAECTCS uepe3 mouku. [lpum
MMOYCYHOM HEJIOCTATOYHOCTH y MaiueHToB ¢ kiupeHcoMm kpeaturuHa (KK) 3060 ma/mun 103y
clieyeT CHUXKATh B 2 pasa, ans nanueHToB ¢ KK 10-30 mn/mun — B 3 pasa.
OTCyTCTBYIOT JaHHBIE 110 MPUEMY aMUCYIIBIIPUAA B J103€, MpeBbIatomiei S0 mr.
B cBs13u ¢ 0TCyTCTBHEM TaHHBIX IO TPUMEHEHHT0 TTpenapara y nanueHToB ¢ KK menee 10 mur/muH,
MIPUMEHEHHE aMHUCYJIBIIPH/IA Y 3TOM IPYIIbI MAIHEHTOB MPOTUBOMOKa3aHo (cM. pasaen 4.3).
Iayuenmwi ¢ HapyweHnuem QyuKyuu nevenu
B cBsi3u ¢ TeMm, uTo mpemapaTr ciabo MeTaboNMM3UpYyeTCsl B MEYEHH, CHUXKEHUS €ro J03bl MpHU
MEYEHOYHON HEJIOCTATOYHOCTH HE TpeOyeTcs.
Ilayuenmul nodxcunoco 6o3pacma
[Ipn mpuMeHeHUHM Tpemnapara MalMeHTaM TMOXKUJIOrO BO3pacTa cleAyeT coOMoAaTh 0coOyro
OCTOPOXHOCTH (CM. paznen 4.4).

eTH
O dekTHBHOCTh U 0€30MaCHOCTh MPUEMa aMUCYJIBIIPHUAA Y JETEH U MOAPOCTKOB /10 18 meT He
yCcTaHOBJEHbI. [I[pruMeHeHne aMuCynbIpra y TaliueHToB Miaamie 18 et mpoTUBOMoOKa3aHo (CM.
pasnen 4.3). Imerorcs orpaHUYeHHbBIE JaHHBIE TI0 MPUMEHEHHUIO0 aMUCYJIBIPUAA Y MOAPOCTKOB
pu U300 PEHUH.

Croco0 nmpuMeHeHs

[IpemapaT npeaHa3HaveH 1Jis IpreMa BHYTPb.
4.3 IlpoTuBONOKA3aHUS

® TUICPUYYBCTBUTCIBHOCTH K AaMHUCYJIBIIPUAY HUJIU K J'IIO6OMy N3 BCIIOMOTI'aTCJIbHBIX BEUICCTB,
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(MOCNEOCBATENEHOCTE 0003)

MepEYHCIICHHBIX B pazzene 6.1;

®  COIyTCTBYIOIIME MTPOJIAKTUH3ABUCHUMBIE OITyXOJIH, HAIPUMEp, IPOJIAKTUHOMA THIopu3a 1
paK MOJIOYHOM KEJIE3Bl;

e (peoxpomouuTOMa (JUArHOCTUPOBAHHAS WM OA03peBaeMasi)

e JIETCKMH U IOAPOCTKOBBIM Bo3pacT A0 18 ner (OTCyTCTBHE KIMHUYECKOTO OIIbITa
IIPUMEHEHMS])

® [I€pUOJ I'PYJHOTO BCKapMJIMBAHUS,

e oyeyHas HeAocTaToyHoCTh Tspkenoi cremeHu ¢ KK menee 10 mi/mun (oTCyTCTBHE
KJIMHUYECKOTO OIIbITA);

® CONYTCTBYIOLIAasl Tepanus aroHUCTaMu JO0(PaMUHOBBIX pPELENTOPOB (KabeprosuH,
XMHATOJIM/) IPY MX IPUMEHEHHUH He 1 JieueHus 6ose3uu [lapkutcona (cm. paszuen 4.5);

®  COIyTCTBYIOIAs TepaIHs JIEBOIOIOMN, aMaHTaJMHOM, allOMOP(PHHOM, OPOMOKPUTITHHOM,
SHTAKaIlOHOM, JIU3YPUI0M, IEProIUIOM, MIUPUOETUIOM, IPAMUIIEKCOJIOM, POIIMHUPOJIOM,
cenernwinHoM (cM. pazaen 4.5);

e COITCTBYIOIAS Tepamnus IpernaparaMu, CIOCOOHBIMH YIJIUHATH HHTepBan QT wu
BbI3bIBATh PA3BUTHE HAPYIIEHUI pUTMa, BKJIIOYAs NOTEHIMAIbHO OMACHYIO JUIS KU3HU
eIy JTOUKOBYIO TaXUKapUIO TUIA «IIUPYIT» (CM. pa3zaen 4.5):

- aHTHapuTMHUYeckue cpeactsa IA kiacca (xuHuaus, nuzonupamun) u I kmacca
(ammonapoH, cotanod, 10GeTuInI, HOyTUIUN);

— JIpyrHe JIeKapCTBEHHBIE cpecTBa (Oempuaui, U3anpua, MeTajoH, CyIbTONPUI,
CYABIMPHJ, THANPHUA, THOPUAA3MH, TUPEMaHWIa METWICYJb(}aT, BBOAUMBIN
BHYTPHUBEHHO SPUTPOMHULIMH, BBOJUMBIN BHYTPUBEHHO CIIUPAMUIIMH, MU30JIaCTHH,
BBOJMMBI ~ BHYTPUBEHHO  BUHKaMHH,  TajlohaHTpuH,  JTymehaHTpPHUH,
cniap¢IioKcald, MOKCU(IOKCAIIMH, TEHTaMHUIMH, UTAJIoNpaM, 3CLUTAIONpam,
JOMIIEPUIOH, TUAPOKCU3HH);

® HEMEepeHOCHUMOCTb JIAKTO3bl, Ee(UIHUT JIAKTa3bl, TITIOK030-TaJlaKTO3Has MajabaOcopOuus,
HaCJIe/ICTBEHHAsl HENEePeHOCUMOCTh TalaKTO3bl (B COCTaB Iperapara BXOIUT JAaKTO3bI
MOHOTHIpaT) (cM. pazzaen 4.4).

4.4 Oco0ble yka3aHusi 4 Mepbl NMPeI0CTOPOKHOCTH NMPHU NPHUMeHeHUH

C OCTOPOKHOCTBIO:

e VY @amueHToB C npeapacmnojaaratonmmumMn (I)aKTopaMI/I PA3BUTHUA TAKCIIBIX KCJIIYTOUYKOBBIX
apHTMHﬁ, BKJIFOYasd NOTCHHHUAJIBHO YI'pOXKAIOMIYIO JKU3HU KCIIYOAOUYKOBYIO TaXHUKAPpAUIO

TUNA «IIHUPYIT» (aMUCYIBIPHUI CIIOCOOEH J/10303aBUCUMO YIUIMHATH HHTepBan QT u
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YBEIMYMBATh PHUCK  Pa3BUTUSA  THKEIBIX %ﬁ%n@%%BZTEMQ&TD 'jg;'o—ﬁé')qag

KEJTYI0UKOBYIO TAXUKAPJHUIO TUTIA «IIUPYIT») (cM. pasznensl 4.5, 4.8):

— Yy HALUEHTOB C BPOKACHHBIM Y UIMHEHHBIM UHTepBaioM QT;

— Yy HAlMEHTOB ¢ IPHOOpETeHHBIM yanuHeHneM uarepsaina QT (mpu koMOMHUPOBAaHUH
C TMpenaparamy, yBEIWYMBAIOUIMMH MPOJOIDKUTEIBHOCTh HHTepBana QTC, 3a
HCKJIIOYEHHEM YKa3aHHBIX B pazzene 4.3) (cm. paznen 4.5);

— Y HaIueHTOB ¢ Opagukapauei MeHee 55 y1apoB B MUHYTY;

— Yy MALKEHTOB C JEKTPOJUTHBIMU HAPyILIEHUSIMHU, BKJIHOYasi THIIOKAIMEMHUIO;

— Yy NAIMEHTOB, MOJIYYAIOUINX COMTYyTCTBYIOIIYIO TEPAHIO IpernapaTaMu, CIOCOOHBIMU
BBI3BIBATH THITOKAIMEMHIO, BRIPAKCHHYIO OpauKapAuIo MeHee 55 y1apoB B MUHYTY,
3aMeJIATh BHYTPUCEPACUHYIO IPOBOIUMOCTb.

e V ManUeHTOB C IMOYEYHOM HEJOCTAaTOYHOCTHIO, TaK KAK HMEETCS PUCK KyMYJISALUU
npernapara, Ipyu 3TOM OINBIT €ro NPUMEHEHUs NPU NOYEUHOW HEJOCTATOYHOCTHU SIBIISETCS
orpaHu4eHHbIM (cM. pasaenst 4.2, 4.3, 4.4).

e V [alMEeHTOB MOXWUJIOrO BO3pacTra, TaKk Kak Yy HHUX MMEETCS [OBbIIIECHHAs
IIPEIPaCIIOIOKEHHOCTh K CHUKEHHUIO apTEPUAIbHOIO AABJICHUS U Pa3BUTHUIO UPE3MEPHOTO
cemaTuBHOTO Y deKTa.

e V¥ mainueHToB MOXKUIIOrO BO3pacTa ¢ IeMeHuuei (cM. paszaen 4.4).

e VYV nanueHToB ¢ paKTOpaMH pUCKa Pa3BUTHUS HHCYIbTA (CM. pasaen 4.4).

e VYV NAIMEHTOB C MWIENICUEN, TaK KaK aMUCYJIBIIPHUJT MOKET CHUKATh IIOPOT CyAOPOKHON
TOTOBHOCTH.

e V manueHtoB C (akTopamMu pHCKAa pPa3BUTHUA BEHO3HBIX TPOMOOIMOOIUYECKUX
oclokHeHuH  (cM. pasaensl 4.4, 4.8).

e V¥V nanueHToB ¢ 6osne3Hbto [lapkrHCOHA, TaKk KaKk aMUCYJIbIPUL, KaK U Ipyrue OJI0KaToOpbl
N0(paMUHOBBIX PELENTOPOB, MOXKET yCUJIMBATh NMposiBieHus Oose3Hu [lapkuHcoHa (cM.
pasnen 4.4).

e V MamMeHToB € caxapHbIM JIuMabeToM M MAIMEeHTOB C (PaKTopaMu pHCKa pPa3BUTHS
caxapHoro nuabera (Tak KaKk HEKOTOpble AaTUIHYHbIE HEUPOJNENTHKH, BKIOYAs
aMHCYJIBIIPUJI, MOTYT BbI3bIBATh MOBBIIIIEHUE KOHLIEHTPAIMH TJIFOKO3bI B KPOBH).

e VYV MauMeHTOB, UMEIOUINX B aHAMHE3€ (B TOM YHUCIIE CEMEHHOM aHAMHE3€) PaK MOJIOYHOMN

xenesbl (cM. pazaen 4.4).

3noKaYeCTBEHHBIN HEHPOJIENTUYECKUA CUHADOM

Kak 1 npu npuMeHEeHUH IPYTUX HEWPOJIENTHUKOB, MPH MPUMEHEHHH aMUCYJIbIpuAa (0cOOEHHO
BBICOKHX /103) MOXET Pa3BUTHCA 37I0KAUE€CTBEHHBIN HEHPOIENTUYECKUI CUHIPOM (ITOTEHIIUATIBHO
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JETAIbHOE  OCJIO)KHEHHE), XapaKTEepU3YIOUIHICs rp'ﬂé}')%el%rﬂé}ﬁ “T&pﬁﬂg&lﬁj:%ﬁmu

BET€TaTHBHBIMU paCCTpOfICTBaMI/I, pa6[[OMI/IOJII/I3OM, IIOBBIIICHUEM KOHIICHTpaluu
kpeatuHochokunazsl (KOK). [Ipu pazsutum rumneprepmMuy, 0ocOOCHHO Ha (OHE MPUMEHEHUSI
BBICOKUX 7103 HEWPOJICNITHKOB, BCE AHTHIICUXOTHYECKHE IPENapaThl, BKIOYAs aMHCYJIbIPHI,
JOJIZKHBI OBITH OTMEHEHEI.

Pabnomuonus Ttakxke HaOMIOAANCs y MAalMEHTOB 0€3 3JI0KAaYeCTBEHHOTO HEHWPOJIENITHYECKOTO
CHHJIPOMA.

Tak kak npu npueme npenapara CollMaH CyIIeCTBYeT PUCK Pa3BUTHs padIoMHOIM3a (MHOTAA C
JIETAILHBIM UCXOJIOM), CTIeAyeT HHPOPMHUPOBATH MAIMEHTOB O TOM, YTO HEOOXOUMO MPEKPATUTh
JIeYeHUE TperapaToM U CPOYHO OOPATUTHCS K Bpady, €CIM BO BPEMS JICUCHHUS MOSBISIOTCS
PHUTHIHOCTh MBIIII, MbIIICYHAss 0O0JIb, HApYLICHUE CO3HaHHs, HEOOBSICHUMOE IIOBBIIICHUE
TeMIlepaTypbl Tena, nosbiiieHue kouenTpaunn KOK B kposu.

HaIII/IeHTI)I ¢ 00JIE3HBIO HaDKI/IHCOHa, IIPUHHUMAIOIMMEC arOHUCTHI I[Od)aMI/IHOBI)IX PEICIITOPOB

Cremyer cobar01aTh OCTOPOKHOCTD P MTPUMEHEHUH 0JI0KaTOPOB JO(AMHUHOBBIX PELIENITOPOB H,
B YaCTHOCTH, aMHCyJIbIpuia pu 6ose3nu [lapkuHCOHa, Tak Kak IpU ero IPUMEHESHHH BO3MOKHO
yXyJIIEHUE TeUYEHUsI 3TOro 3a0ojeBaHus. Y MalMeHToB ¢ O6ose3Hbto IlapkuHCcOHA aMUCYIbIPUA
CIIElyeT NMPUMEHSTHh TOJBKO B Cllydae, €ClM HEBO3MOXKXHO H30ekaTh ero npumeHenus. Ecmu
nanueHTy ¢ Oone3Hbto IlapkuHCOHA, IPUHHMMAIONIEMY aroHUCTHI A0()aMHUHOBBIX PELENTOPOB,
HEOO0XO/MMO JIeUEHHE aMUCYJBIPUAOM, TO AarOHUCTHI J0(PAMHHOBBIX PELENTOPOB CIEIyeT
OTMEHSTh MOCTENEHHO (IMyTeM MOCTETIEHHOTO CHUXEHHUS /03Bl 10 MOJHON MX OTMEHBI), TaK Kak
pe3Kasi OTMEHa MOXET MPHUBECTH K Pa3BUTHIO 3JIOKAYECTBEHHOTO HEHPOJIIENTHYECKOTO CHHIPOMA.

3KCTD3HHD3MI/I}IHI>II>1 CHUHJIPOM

Z[J'ISI KOPPCKIOUU SKCTpATUPAMHUIHBIX CUMIITOMOB, BO3HUKIIINX HA (I)OHC JICYCHUA aMUCYJIBIIPUIAOM,
CICAYCT TIPHUMCHATH M'XOHI/IHO6JIOKaTOpI>I HCHTPAJIBHOT'O JeHCTBUSA (a HC aroHMUCTHI

N0(paMUHOBBIX PELIETITOPOB).

Y nnunnenue narepsaaa QT

B cBsi3u ¢ TeM, 4TO aMUCYIBIIPHU]I BBI3BIBAET J0303aBUCHMOE YBETUYCHHUE MPOJOHKUTEIFHOCTH
untepBana QT, mpu ero mpueme yBENIUYMBACTCS PUCK PA3BUTHS CEPHE3HBIX KETYTOYKOBBIX
apHTMHfI, TAaKHUX KaK XKCIYyJOYKOBasA TaXHUKApAWA TUIIA IIHUPYIT». HOE)TOMy, €CJIN ITO3BOJISIECT
COCTOSIHME MAal[MeHTa, Nepell NMPUMEHEHHEM aMUCyJblpuja pexomenayercs cuaenate OKIT um
OMMPECACIINTG KOHLCHTpAIUU OJJICKTPOJIMTOB B KpPOBHU, BBIAABUTH H, II0 BO3MOXHOCTH,
CKOPPEKTUPOBATh (DaKTOPHI, KOTOPHIE MOTYT CIIOCOOCTBOBATh BO3SHHUKHOBEHHIO ITHX OIACHBIX
HapylIeHuid puTMa (Takue Kak Opagukapaus MeHee 55 yaapoB B MUHYTY, DJIEKTPOIUTHBIC
HapyIieHus (TUIIOKAIMEMHUsI), BPOXKJACHHOE WIIM NMPUOOpEeTeHHOe yaymHeHue uHTepBana QT,

OJIHOBPEMEHHBIH NMpHEM MpenapaToB, CIIOCOOHBIX BhI3bIBATH BBIPAXKEHHYIO OpagukapaAuio (MeHee
5
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55 ynmapoB B MHHYTY), THUIIOKAJIUEMHUIO, 31MeﬂneHHgl:|§H1g&g§€ﬂEEW%%gﬁ"o%;l%-{:m,

YBEJIUYHBATH MPOIOHKUTEIILHOCTS HHTEpBasia QT) (cM. pa3men 4.5).

YnorpebaeHue ankoros (3TaHosna)

Bo Bpemst jiedueHus] aMUCYIIBIIPUIOM HEJb3sl MPUHUMATh AJIKOTOJb (ITAHOJ) M JIEKAPCTBEHHBIC
IpenapaThbl, COAEpKaIINe 3TaHOJ.

TlanmenThl ¢ Suierncuei

Bceneacteue crocoOHOCTH mpernapara MOHMKATh HOPOT CYJOPOKHOW TOTOBHOCTH, TPH MPHEME
aMUCYJIBIIpHIA MAlMEHTAMH C OSIWICHCHEH 3a HHUMHU CIEAyeT MPOBOAUTH TIHIATEILHOE
KIIMHUYECKOE U, 10 BO3MOKHOCTH, dJIeKTpo3HIIeatorpaduueckoe HaOIIOACHHE.

HaHI/IeHTBI C CaXapHbIM III/Ia6eTOM HJIn C d)aKTODaMI/I PHUCKA pa3BUTHUA CaXapHOIO I[I/IaGGTa

Hekortopsle atunuyHble HEWPOJIENITUKY, BKIIKOYAsl aMUCYJIBIIPUJT, MOTYT BbI3bIBATH MOBBILLICHHUE
KOHIICHTPAllUM TJIFOKO3bI B KPOBH. Y TAIMEHTOB C CaxapHbIM JIHAa0ETOM MW TAIlMEHTOB C
(dakTopaMH pUCKAa Pa3BUTHs CaxXapHOro auadera Mpu MPUMEHCHHH aMHUCYJIBIPUAA CIEAYeT
PETYJISIPHO KOHTPOJIMPOBATH KOHLIEHTPALUIO TJIFOKO3bI B KPOBH.

HUucynbT

B paHIoMU3MpPOBAHHBIX KIMHUYECKUX HCCIIEIOBAHUIX, MPOBEACHHBIX y TPYMIbl MOXKHUIBIX
MMaIlMEeHTOB C JIEMEHITHEH, MOJTYy4YaBIINX JICUeHUE HEKOTOPBIMHU aTUITNYHBIMHA
AQHTUTICUXOTUYECKUMU TIpernapaTamMu, HaOII0Jaloch 3-KpaTHOE YBEIMYEHHUE DPHCKA pPa3BUTHUSA
11epeOpPOBACKYIISIPHBIX OCIOKHEHUN (OCTPhIX HApyIIEHWH MO3TOBOTO KpOBOOOpAIEHHS), MO
CpPaBHEHHIO ¢ mpueMoM Iiane6o. MexaHu3M 3TOro yBeNWYEeHHs] pUCKa Heus3BecTeH. Henbss
HCKJIIOYNUTHh YBEJIWYEHHUE TAKOrO0 pPHCKA NpPU NPUMEHEHUH JIPYTHX AHTUIICUXOTUYECKUX
npenapartoB WM y JAPYyTUX TPYNI TAIUEHTOB. AMUCYJIBNPUIl JOJKEH NPUMEHSTHCA C
OCTOPO’KHOCTBIO y MAlMEHTOB ¢ (haKTOpaMH PUCKa Pa3BUTHS UHCYIBTA.

IIanueHThl MOKUIIOTO BO3pacTa

v MAalMCHTOB IIOXWJIOIO BO3pacCTa aMHUCYJIBIIPUT, KaK H APYTuUe HeﬁpOHCHTHKH, CIICay€CT
INPUMCEHATE C ocoboit OCTOPOXHOCTBIO H3-3a BO3MOXXHOT'O PHCKAa CHMXXCHHA apTCPpUATIBHOI'O
AABJICHUSA WA YPE3MEPHOr0 CEAATUBHOTO 3(1)(bCKTa.

IIaueHThl MOKUIIOTO BO3pacTa ¢ JeMEHIINEH

VY manMeHTOB MOXHUJIOTO BO3pacTa C TICMX03aMH, CBA3aHHBIMH C JCMEHIIMEH, TPH JICUCHUU
AHTUIICUXOTUYCCKUMHU npenapaTaMH Ha6n}0)1anoc1) ITIOBBIIIICHHUC pI/ICKa HaCTyrIJ'IeHI/ISI CMepTI/I.
Ananu3 17-Tu miane60-KOHTPOIUPYEMBIX UCCIIeIOBAHNM (CpeTHeN TIPOOKUTEIHFHOCTHIO Ooee
10 Hemens), MPOBENEHHBIX, TIJIaBHOM 00pa3oM, y TMAIMEHTOB, IOIYYaBIIUX ATUIIHYHBIC
AHTUIICUXOTUYECKUE TpemnapaThl, MoKas3al, 4yTo y HuX umencs B 1,6—1,7 pa3 Gonpiuii puck
CMEpPTH, YeM Yy TMAalueHTOB, MOoJy4yaBmuxX Iwiane6o. B xoxme tummunoro 10-HeaenbHOTO

HUCCICAO0BAHHA YacTOTa CMEPTH Yy NAOMWCHTOB, MOJYYaBIIMX 3TH JICKAPCTBCHHBIC IIPCIIApaThI,
6
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cocrasisuia 4,5 %, M0 CpaBHEHHUIO C TAaKOBOW B rpynn%nrl;elfgtljllm TIB%EIIEIEXTEJ;&H%%{) u

cocraBisBuIie 2,6 %. X0Ts NpUYUHBI CMEPTH B KIIMHUYECKUX MCCIIEJOBAHUSIX C aTUIIMYHBIMU
AHTUIICUXOTUYECKUMHU TpenapataMyd BapbUpOBald, OOJBIIMHCTBO MNPUYMH CMEpPTEH HMEIu
CepJICYHO-COCYIUCTYIO (HampuUMep, cepleyHas HEIO0CTaTOYHOCTb, BHE3amHas CMEpTh) WU
MHQEKIMOHHYI0  (HampuMep, NHEBMOHHs) Tnpupoay. HabmomarenbHble HUCCIEIOBaHUA
MOJITBEP/IMIIN, YTO, TO100HO JICYSHUIO AaTUITMYHBIMU AaHTUIICUXOTHYECKHMHU CPEJICTBAMH, JICUCHHE
OOBIYHBIMH AHTUIICUXOTUYECKUMHU CPEJICTBAMU TaK)Ke€ MOXKET YBEJIUYHUBATh CMEPTHOCTb.
Crenensp, 10 KOTOPOI yBETMYEHHE CMEPTHOCTU MOXKET OBITh O0YCJIOBIEHO aHTUIICUXOTUYECKUM
IIpenapaToM, a He HEKOTOPbIMH OCOOEHHOCTSAMH IAlMEHTOB, HESCHA.

CUHIPOM «OTMEHBD)

[Ipy pe3koM MpekpalieHuu MpueMa BBICOKMX TEpPANeBTUYECKUX 103 HEHPOJICNITUKOB ObLIN
OIMMCAaHbI CIy4YaW Pa3BUTHUS CUHIPOMAa «OTMEHb». [Ipu mpueme aMucynblpuaa cooOIanocs o
BO3HUKHOBEHUH HEMPOU3BOJIbHBIX JBUTATEIbHBIX PACCTPOUCTB, TAKMX KaK aKaTU3Us, HAPYILICHUE
MBIIIEYHOTO TOHYCa M JAMCKHHE3Hs. [lodToMy mpu OTMEHEe aMHCyJbIpuAa PEKOMEHIYETCS
IIPOBOJUTH IIOCTENIEHHOE CHUXKEHUE JO3BI.

BeHosnbie TDOM603M6OJ'II/I‘IeCKI/Ie OCJIOXKHCHHA

[Ipy mnpuUMEHEHMHM aAHTUIICUXOTUYECKUX IpernapaToB HAOMIOJAIMCh CIy4yal BEHO3HBIX
TpOMOO03MOOINYECKUX OCIOXKHEHHUM, MHOTIAa ¢ JeTalbHbIM HcxoaoM. I[loatomy amucynbnpua
ClIelyeT MPUMEHSTh C OCTOPOXKHOCTBIO Y MAIMEHTOB C (paKTOpaMu pHCKa Pa3BUTHUS BEHO3HBIX

TpOoMOOIMOOTHYECKUX OCIIOXKHEHUH (cM. pa3men 4.8).

Pak M0OJ104YHOM Kene3nl

AMHCYIBIIPU MOKET YBEJIMUMBATH KOHIEHTPALUIO IPOJIAKTUHA B TUIa3Me KpoBH. [loaTomy npu
IPUMEHEHUH aMUCYJbIpUAa y MAlMEeHTOB, MMEIOUIMX B aHaMHe3e (B TOM YHUCIE CeMEeHHOM
aHaMHe3€) paK MOJIOYHOW KeJe3bl, CIeAyeT COOM0JaTh OCTOPOXKHOCTh. Takue MNalMeHTh
JOJKHBI HAXOAUTHCS MOJT TIIATEIbHBIM HAOII0ICHUEM.

JloOpoKadecTBEHHAS OIYX0Jb THHodu3a

AMUCYJIBIIPUT MOXKET YBEJIMYMBATH KOHIEHTPALMIO TPOJAaKTHMHAa B IUIa3Me Kposu. [lpu
NPUMEHEHUH aMUCYJbIIPHIAa COOOIIANIOCh O CIyyasX pa3BUTHs 10OPOKAYECTBEHHBIX OMYyXOJen
FI/IHO(i)I/ISa, TAaKUX KaK IIPOJIaKTHHOMA. HpI/I BBICOKHX KOHOCHTpaUUAX IMPOJIAKTHHA B IJIa3M€ KPOBHU
WM KIMHUYCCKUX IMPU3HAKaX W CHUMIITOMAax OITyXOJH FI/IHO(bI/I?)a (TaKI/Ie KakK ,Z[e(beKTI)I noaeun
3peHuss W ToJIoOBHAas 00ib) HEOOXOAMMO MPOBECTH PEHTTEHOJOTHYECKOoe O00CiieJOBaHNE,
HampuMep, MarHUTHO-PE30HaHCHYI0 ToMorpaduio runodusa. [Ipu moaTBepkKJIeHHM AUArHO3a
OITyXOJIb TUNIO(H3a JIeUSCHHE aMHUCYJIBIIPUIOM JOJKHO OBITH MPEKPAIIEHO.

IlanmeHTHl ¢ HapYIICHUSIMH dJVHKHI/II/I IMOYCK

BriBenenne amucynblipuia ocymiecTsisiercss noukamu. [lpu Hapymennn QyHKUHMU TOYEK 03B
7
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(MOCNEOCBATENEHOCTE 0003)

mpermapaTa IOJKHBI CHUKAThes (cM. pasaen 4.2).

JlelikoneHus, HEUTPONEHUS U arpa”yJ0ILUTO3

[Tpy mpUMEHEHNH aHTUIICUXOTHYECKUX TIpenaparoB, BKiItovas npenapar Coiuat, coo0Ianoch o
Pa3BUTHU JICHKOIICHIH, HEUTPOIICHHH U arpaHysonuro3e. He umeroniue o0bsicHeHHsT HHOEKIIMU
WM JTUXOPAJIKa MOTYT OBITh CBSI3aHBI C TEMAaTOJIOTUYECKUMHU HapylieHussMua (cM. pasnen 4.8) u
TpeOYIOT HEMEUIEHHOT'O TeMaTOJIOTUIECKOT0 00CIET0OBAHMS.

BcnomorarenpHBIE BEISCTBA

[laruenTaM ¢ penko BCTpEUarolIeiicsl HACIEACTBEHHONM HENEepEeHOCHMOCThIO TajaKTO3bl,
HEMEPEHOCUMOCTBIO JIAKTO3BI, Ie(PHUIIMTOM JIAaKTa3bl MM TIIOKO30-TaJTaKTO3HOU MaahabcopOrueit
He cieayeT npuHuMaTh npenapat Conuan (cM. pazaen 4.3).

4.5 B3aumojeiicTBHe ¢ JPYTHMH JIEKADCTBEHHBIMHU MpenapataMu U JApyrue ¢(opmbl
B3aNMOJAEHCTBUSA

IIporuBonOKa3aHHbLIE KOMOMHAIINMHU

C npenapamamu, cnocoouvimu yonuname unmepean QT u ewvizvieamv napokcuzMaibHbie
MAxuKapouu, 6KI0YAaAs NOMEHYUALIbHO TeMATbHYI0 NOTUMOPDHYIO HCETYOOUKOBYIO MAXUKAPOUIO
MUNA «KRUPYIM»:
- ¢ anmuapummuyeckumu cpeocmeamu IA kracca (xunuoun, ouzonupamuod) u |l xracca
(amuooapon, comanon, 0ogpemunud, ubymunuo),

- ¢ benpuounom, yuzanpuoom, MemaodoHOM, CYIbMONPUOOM, CYIbRUPUOOM, MUANPUOOM,
MUOPUOA3UHOM, OUDEMAHUIA MEeMUICYTbDAMOM, IPUMPOMUYUHOM (BHYMPUBEHHO),
CRUDAMUYUHOM — (6HYMPUBEHHO),  MUZ0IACMUHOM,  BUHKAMUHOM  (8HYMPUBEHHO),
eanoghanmpunom,  ymepanmpuHom, cnapghnoxcayurom, 2amughI0KCayuHoMm,
MOKCUGhIOKCayuHoM, NeHMAaAMUOUHOM, OOMNEPUOOHOM, 2UOPOKCUSUHOM;

- C YUManonpamom, SCYUMaionpamom.
[ToBbIlIaeTcst PUCK pa3BUTHS MAPOKCH3MAJIbHBIX TaxXWKapAWi, BKIOYas IMOTEHIHAIBHO
JICTAILHYIO TIOUMOP(HYIO KETYA0UKOBYIO TAXHKAPAUIO THIIA «IUPYIT» (cM. pa3zaen 4.3).
C azonucmamu 00PamuHo8bIX peyenmopos (Kabep2oiut, XuHa2oauo) npu ux NPUMeHeHuu He OJis
neuenus bonesnu Ilapkuncona
B3anmMHBIi aHTaroHm3M 3P QEeKToB aroHUCTOB JO()aMUHOBBIX PEIENTOPOB M HEWPOJIECTITHKOB.
ATOHHUCTBI JO()aMHUHOBBIX PEIENTOPOB MOIYT BBI3bIBATH HIIM YCHIIUBATh ICHXOTHUYECKYIO
CHMITTOMATHKY.
C nesooonoii (cm. pazoen 4.3)
PerunpoxHplit aHTaroHn3m 3¢ ¢GEKTOB JEBOAOIBI U HEHPOJICTITHKOB.

HepexkomMeHAYyEMBIS KOMOMHAIIMHU
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C npenapamamu, Y8eIUUUBAIOWUMU  PUCK so3HUk %EHJEJ'%%mI%%%T%%%HOa

ROAUMOPPDHOU JHCeYOOUKOBOU MAXUKAPOUU MUNA «RUPYINY

- C npenapamamu, 8bl3vl8AUUMU OpaduKkapouro (bema-aopeHob10Kamopsvl, 6epanamu,
ounmuazem, KIOHUOUH, 2YAHDAYUH, cepOeyHble 2TUKO3UObL, OOHENe3Ul, pUSACmMueMuH,
MAKpUuH, ambOeHoHUs XA0pUo0, 2aNAHMAMUH, NUPUOOCIMULMUHA OPOMUO, HEOCTUSMUHA
bpomuo);

- C npenapamamu, 6bl3bl8AIOUUMU SUNOKATUEMUIO (C OUYPEemUKaMU, 6bl3bl8ar0UUMU
UNOKATUEMUIO, CLAOUMENbHbIMU, CIUMYIUPYIOWUMU NEePUCMATLIMUKY KULUEeUHUKA,
BHYMPUBEHHO — 8800UMbBIM — amgomepuyunom B,  entokoxopmuxocmepoudamu,
mempaxko3axmuoamu) — IPH UX MPUMEHCHHH CIIeyeT 00s3aTelIbHO BOCCTAHABIIUBATH
NOTEPU Kalusl U MOAIEP>KUBATh HOPMAIbHBIN YPOBEHb Kalls B KPOBHU;

- C HeKomopuiMU HeUpOLenmuKamu (2aionepuooiom, NUMOUOOM, NUNOMUASUHOM,
CepmMuHOO0JIOM, XTOPNPOMAZUHOM, JIe80MENPOMAZUHOM, YUAMEMAZUHOM, 8EPATUNPUOOM,
OpONepuodoiom), UMUNPAMUHOBLIMU AHMUOENPECCaAHMaM, Npenapamam  JTumusl,
A30IbHBIMU  NPOMUBOSPUOKOBBIMU CPEOCMBAMU.

BospacTaer puck pa3BUTHS KeyI0YKOBBIX aPUTMHUIA, B YACTHOCTH KEITYJOUKOBON TaxUKapaAuu
THUTIA KITAPYIT.

C smanonom

AMUCYIBIIPU YCUIMBAET LEHTpalbHble 3(PQEeKThl dTaHONA. DTAHOJI YCHIMBAET CEJAaTHBHOE
JIEHCTBUE HEUPOJIEIITUKOB.

C acoHucmamu 00ghamunoswix peyenmopos (AManmaout, anomMophuH, 6POMOKPUNIUH,
IHMAKANOH, TUZYPUO, NEP2ONUO, NUPUDEOUT, NPAMUNEKCOL, PONUHUPOIL, CEeNlecUUH) (CM. pazoevl
4.3,4.4)

B3aumublii antaroHnsm 3¢ ¢GeKToB aroHUCTOB JO(PAMHHOBBIX PEHENTOPOB U HEHPOJIENTHKOB.
ATOHHCTBI JO(PAMHHOBBIX PEIENITOPOB MOTYT BBI3BIBATH WM YCHIUBATH TICHXOTHYECKYIO
CUMITOMATUKY. AMHCYJIBIIPU MOXKET YCHIINBATh CUMIITOMBI OoJie3Hn [TapKkuHCOHA.

KomOunanumu KOTOPBIC CIICAYET NPUHUMATh BO BHUMAHHUEC

Co cpedcmeamu, yeHemarowumu yeHmpanvhyio Hepeuyio cucmemy (LIHC): npouzeoonvimu
Mopguna (ananveemuxu, npomusoxKauiessle npenapamol),; bapoumypamamu,
bensoouazenuHamu, HeOeH300UA3eNUHOBBIMU AHKCUOIUMUKAMU, CHOMBOPHbIMU CPEOCMBEAMU,
aHmMuoenpeccanmam ¢ CceOamuBHuIM d¢)ghekmom (amMumpunmuiut, OOKCEeNUH, MUAHCEPUH,
Mupmasanus, mpumunpamun);, oroxamopamu Hi-eucmamunosvix peyenmopog ¢ cedamuenvim
appexmom;  SUNOMEHZUBHBIMU — CPEOCMEAMU  YEHMPAIbHO20  OelUcmeus  (KIOHUOUH),

Heupoienmuxkamu, 6axkiogheHom, maiuoomMuoom, NU30mMugpeHom
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BrlpaxxeHHOE yCHUIIEHHE YTHETAIOLIETO JACUCIBUA Hénlﬂﬁglﬂ&ﬁg%ﬁﬁ%gg :'cllt;ll'-)lééHHe

KOHIIEHTPAIMM BHUMAHUS, YTO CO3/1a€T OOJBIIYIO0 ONMACHOCTH I BOJUTENICH TPaHCIIOPTA U JIHII,
paboTaronux ¢ MeEXaHu3MaMHu.

C eunomeH3uBHbIMU CPEOCMBAMU, BKIIOUASL bema-adpeHobI0Kamopbl (OUCONPOION, Kap8eoulol,
Memonponon)

Puck pasButus aprepuanbHOW TUIIOTEH3UWU, B YACTHOCTH, OPTOCTATHUYECKONM TMIOTEH3UHU
(ammutuBHBIA 3ddexT). B oTHOMEHNH OeTa-aapeHO0I0KATOPOB IOMOJHUTEIBLHO CM. pasaen 4.5
noapaszaen «HepekomenayeMble KOMOMHALIHI.

C knozanunom

CoBMecCTHOE MPUMEHEHHE C KJIO3A[MHOM MOXET MPHBOIUTH K YBEIMUYCHUIO KOHIICHTPAIIUU
aMHCYJIbIIPU/IA B TIJIa3ME KPOBH.

4.6 ®epTHIBLHOCTH, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

NwMmerorcss O4YeHb OrpaHWUYCHHBIC JAHHBIC 10 NMPUMEHEHHWIO aMUCYJBIPHAAa Y OepeMEHHBIX
JKEHIIUH. be3omacHoCcTh Mpuema aMmHCyNIblpUia BO BpeMs OEpPEeMEHHOCTH HE YCTaHOBIIEHA.
AMUCYIBIIPUA MPOXOTUT Yepe3 IulaneHty. [IpumeHenue mpernapata HE PEKOMEHAYETCS IMpHU
OCpEMEHHOCTH W y KCHIIUH PENPOAYKTHBHOTO BO3pPAcTa, HE HCIONB3YIOIMUX d()(HEKTHBHBIX
CII0COO0B KOHTPAICTIIINY U TUIAHUPYIOMINX OCPEMEHHOCTD, 32 UCKITIOYCHHEM TeX CITydaeB, KOTraa
OKHJaemasl 1oJjb3a AJsl MaTepu MPEeBbIIIaeT NOTeHIIUAIbHBIA PUCK IS IO/,
HoBopoxaeHHble, KOTOpBIE MOJBEPTajiCh BO BpeMs TPEThEro TPUMECTpa OepeMEeHHOCTU
BHYTPUYTPOOHOMY BO3JICHCTBUIO aHTUIICHXOTHYECKHUX TpernaparoB, BkItodas CoymaH, UMEIOT
PUCK Pa3BHUTHS Y HUX TIOCJIC POXKICHUS HEXKEIATEIBbHBIX PEAKIIHMA, BKITFOYAsT SKCTPATUPAMHUTHBIC
CUMIOTOMBI HWJM CHHIPOM «OTMEHB», KOTOpPbIE MOTYT BapbUpOBaTh MO TSKECTH U
npojokuTensHocTh (cM. pazaen 4.8). CooOmianoch 0 pa3BUTHHU BO30YKIEHHUS, MBIIIEYHOTO
TUTIEPTOHYCA, MBIIICYHONW TUIIOTOHUH, TPEMOpPA, COHJIMBOCTH, JIBIXaTEIBHBIX PACCTPONCTB WIIN
HapyIICHWH TpH BCKapMIIMBaHWU. [103TOMYy TakWe HOBOPOXKJICHHBIC JOJDKHBI HAXOIUTHCS IO
MTOCTOSIHHBIM METUIIMTHCKUM HAOTIOICHUEM.

Jlakranus

AMUCYITBIIPU OOHAPYKUBAJICS B TPYAHOM MOJIOKEC Y KCHINWH, MPHHAMAIONIUX IIpernapar
ConmaH, T03TOMY KOPMJICHHE TPYABI0 BO BpEMs €ro IpreMa IIPOTHBOTIOKA3aHO.

DdepTIbHOCTH

VY JKUBOTHBIX OTMEYAJOCh CHMKEHHME (EpTHIILHOCTH, CBS3aHHOE C (hapMaKOJIOTMYECKUMHU
s dexramu amucynbnpuaa (3¢ ek, onocpe10BaHHbIN MPOITAKTUHOM).
4.7 BausiHue Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMM CPeACTBAMH W PadoTaTh C

MeXaHUu3MaMH
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[Tpu npumenenun npenapara Coiaran HEOOXOIEMO coGﬁQ)II—IIgI‘;l %@%B’GXIEJQW%%TV%QE 3 L

TPAHCIIOPTHBIMU CPEACTBAMH U PabOTE C MEXaHU3MAMH.

Cnenyer WH(POPMHUPOBATH MAIUCHTOB, OCOOCHHO SBJISIONIMXCS BOIMTEISAMH TPaHCIOPTHBIX
CPEICTB WM pPadOTAOIIMX C MEXaHW3MaMH, a TaKkkKe JIMI, 3aHUMAIOIUXCS JAPYyTUMHU
MOTEHIIUATIHHO OMACHBIMU BUIAMH JICITEILHOCTH, O BO3MOKHOCTH TOSIBJICHUS Y HUX COHJIMBOCTH,
HEYETKOCTH 3PCHHUS M CHIKCHUS TICHXOMOTOPHBIX PEaKIUi BO BpeMs MpHeMa aMUCYIbIPHUIA,
O0COOCHHO B Hadyalie JICUCHHS, TaK KaK 3TO MOXKET OBbITh OMACHBIM IPH 3aHATHH 3THMH BHIAMHU
NESATEIIbHOCTH, TPEOYIOIIMMH MOBBIIICHHOTO BHUMAHUS U OBICTPOTHI IICHXOMOTOPHBIX PEaKIIUi.
4.8 HexkesaTeJIbHbIE peaKIIUH

Pesrome HDOd)I/IJIﬂ 0€30IaCHOCTH

VYkazaHHbIC HIDKE HEXeNATCeIbHbIC PEaKIUK IMPEICTaBICHbl B COOTBETCTBHH CO CIICTYIOIUMHU
rpajaliisIMH 4acTOThl MX BO3HHUKHOBEHHS: o4yeHb 4acTto (> 1/10); wacrto (> 1/100 u < 1/10);
Hevacto (> 1/1000 u < 1/100); peaxo (> 1/10000 u < 1/1000); ouens penko (< 1/10000); wactora
HEM3BECTHA (110 MMEIOIIMMCS JAaHHBIM OTPENEIUTh YaCTOTY BCTPEUAEMOCTH HE MPECTABISACTCS
BO3MOJKHBIM).

Hapywenus co cmoponul kposu u tumpamuyeckoii cucmembl

Heuacro: nelikonenusi, HerTponeHus (cM. pazuen 4.4).

Penxo: arpanymnonuros (cM. pasaen 4.4).

Hapywenus co cmopoHsl ummyHHOU cucmemvl

HeuacTo: annepruyeckue peakiuu.

OHOOKpuHHbIE HAPYULeHUS

YacTo: aMHCYNBIPHI BBI3BIBACT YBEIUYCHUE IIJIA3MEHHBIX KOHIIEHTPAIM IPOJAaKTHHA,
oOpaTtuMoe mociie OTMEHBI IMpernapaTa. ITO0 MOXKET MPUBOIUTH K BOSHUKHOBEHHIO TallaKTOPEH,
aMeHOpeH, TMHEKOMACTUH, 00JIei B MOJIOYHBIX JKeJle3aX U dPEeKTUILHOU JUCQYHKITHH.

Penko: nobpokadecTBeHHas OMyX0Jb TUIIOpU3a, TaKask KaKk MPOJaKTHHOMA.

Hapywenus memabonuzma u numanus

YacTo: yBenTuueHHE MacChl Tefa.

Hewacro: runepriaukemMus (cMm. pa3aenst 4.4), THIEPTPUTIUIEPUIEMUS, TUTIEPXOJIECTEPUHEMHUSL.
Penxo: rumoHarpueMusi, CHHAPOM HealeKBaTHOW CEKPEIUH aHTHINYPETHIECKOTO TOPMOHA.
Tcuxuueckue Hapyuienus

Yacto: OecCOHHMIIA, YYBCTBO TPEBOTH, QKWTAIMSA, HapylIeHHWEe oprasMa (oprazMuyeckast
TUCQHYHKITHS).

HeuacTo: cmyTaHHOCTb CO3HAHUSI.

Hapywenus co cmoponul nepanoii cucmemvl

11
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OdveHb  YaCTO: OKCTPANUPAMHIHBIE  CUMITTOMEI (%mgru“ E ‘J%ﬁ;g&lftlcqﬁﬁo% dh) U,

THIEepCaNBALNs, AKaTHU3Us, JAWCKUHE3Us). OTH CHMITOMBI OOBIYHO OBIBAIOT YMEPEHHO
BBIPXEHHBIMU IIPU IIPUEME B ONTUMANbHBIX J103aX M YACTHUYHO OOpaTUMBIMU IpU A00aBICHUU
AHTUXOJIMHEPTUYECKUX MPOTUBOMAPKUHCOHUYECKUX IIpernaparoB 0e3 MpeKpalleHus JeYeHHUs
aMHUCyIbIpUIOM. YacToTa BOZHUKHOBEHUS 3KCTPAUPAMUIHBIX CUMITOMOB 3aBUCUT OT JO3BL.
[loaToMy y DalMEHTOB C NPEUMYIIECTBEHHO HETaTUBHBIMU CHUMIITOMAMH, MPUHUMAIOLINX
amucynenpua B ao3e 50-300 mMr B CyTKHM, 4YacTOTa BO3HHUKHOBEHMS HKCTpANUpPaMUIHBIX
paccTpoicTB sABIsIETCS OUeHb HU3KOU. [10 JaHHBIM KITMHUYECKHUX UCCIIeI0OBaHUM IPU MPUMEHEHUU
aMHUCYJIbIpUIA HabI0AaIach JIOCTOBEPHO MeHbLIast yacTtoTa BO3HHUKHOBEHUS
AKCTpanupaMUAHBIX CUMIITOMOB, YEM IIPU IPUMEHEHUH TaJIONepuI0Ia.

Yacro: ocTpast AUCTOHMS (CIaCTUYECKask KPUBOIIES, OKYJIOTHPHBIN KPU3, TPU3M), 00paTUMBbIe IPU
N00aBJICHUH aHTUXOJIWHEPTHUYECKUX MPOTUBOMIAPKUHCOHUYECKUX TperapaToB 0e3 MmpeKpalieHus
JICYEHHUS aMUCYJIBIIPUIOM; COHJIUBOCTb.

Hewacro: mno3nHsss [OUCKMHE3Ms, XapaKTEpPU3YIOIIAsCs pPUTMUYHBIMU, HENPOU3BOJbHBIMU
JIBUKCHUSIMH TIPEUMYIIECTBEHHO $I3bIKa W/WJIM MHUMUYECKUX MBIIII, ¥ BO3HHUKAIOUIAs OOBIYHO
nociie JUIMTENFHOTrO MpHeMa IMpernapara (aHTUXOJMHEPrHYecKHe NPOTHBOIMAPKUHCOHUYECKUE
MpernapaTsl B 3TUX CIy4asx HeI(P(EKTUBHBI WIIM MOTYT YCHIMBATh CHMITOMATHKY); CyIOPOTH.
Penko: 3710Ka4eCTBEHHBINM HEHPOJICNITUYECKHM CHUHAPOM, KOTOPBIA SABJISIETCS NOTEHIUAIBHO
JIETAIbHBIM OCIIOXKHEHHEM (cM. pasnen 4.4).

YacToTa HEM3BECTHA: CUHAPOM OECIIOKOMHBIX HOT ¢ akaTu3uei uiu 0e3 Hee.

Hapywenus co cmoponwl opeana 3penus

YacTo: HEUETKOCTh 3pEHHS.

Hapywenus co cmoponul cepoya

Heuacto: 6paaukapaus.

Penxo: ynnmuaenne uaTepBana QT; xKelry1I0YKOBbIC HAPYIIECHHs] pUTMA, TaKHue KaK MOJTUMOpQHas
KEITyJI0UKOBasi TaxHKapAus THIA «IHPYIT», KEIyJA0UYKOBas Taxukapausd, QuOpuIIAanus
KEJTyZI0YKOB, OCTAHOBKA CEp/IIla M BHE3aIHasi CMePTh (cM. paznen 4.4).

Hapywenus co cmopoHul cocy0os

Yacrto: CHU)KEHUE apTepUaIbHOTO JIaBICHHUS.

Heuwacro: noBbllieHne apTepruaibHOTO AaBJICHUS.

Penko: BeHO3HBIE TPOMOOIMOONIMYECKHE OCIIOKHEHHUS, BKIIOYas TPOMOO3MOOIINIO JIErOYHOU
apTepHH, HHOT/IA C JICTAIbHBIM UCXOJIOM, H TPOMOO03 TIIyOOKHX BeH (cM. pasnen 4.4).

Hapywenus co cmopoHbl ObixamenvHoul cucmemsl, opeanos pyOHOU KIemKU U cpeooCmenus

12
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Heuacro: 3al0)K€HHOCTh HOCA; acCIUpalMOHHAS ﬂl@%ﬁﬁﬂcﬁiﬁéﬂﬁﬂﬁﬁﬁ'%%E%Q&'E"lhpn

OJIHOBPEMEHHOM NPUMEHEHUU C JAPYTUMHU AHTUICUXOTUYECKUMH CPEACTBAMHU M CPEACTBAMHU,
yraetatouumu [THC).

Kenyoouno-kuweunvie HapyuieHus

Yacro: 3anop, TOIIHOTA, pBOTA, CYXOCTh BO PTY.

Hapywenus co cmoponvl neuenu u cenyesvi8o0auux nymet

Heuacro: renaronemitonsipable TOPaKEHUS.

Hapywenus co cmoponul Kodtcu u noOK0NCHbIX MKAHell

Penko: aHrMOHEBPOTHYECKU OTEK, KpAaIMBHHULIA.

UYactora HeusBecTHa: (POoTOCEHCHOMIM3ALINS.

Hapywenus co cmoponul mviuieyHotl, ckenemHoll u coeOUHUMenNbHo MKaHu

Heuacro: ocreonenusi, octeonopos.

YacroTa HeM3BeCTHA: pabJOMHUOIHU3.

Hapywenus co cmoponul nouex u Mouesbigo0sauux nymet

Heuacro: 3anepxka Mmouu.

bepemennocmo, nocnepoooswiii nepuoo u nepuHamaivbHbvle COCMOAHUSL

YacTora HEM3BECTHA: CHHPOM «OTMEHBI» Y HOBOPOXKICHHBIX (cM. paszen 4.6).

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble

Hewacto: moBblllIeHHEe aKTUBHOCTH «IEYEHOYHBIX» (EPMEHTOB B TJIa3Me€ KpPOBH, TJIaBHBIM
o0pa3oM TpaHCaMUHa3.

YacroTa HensBecTHA: MoBbIIeHHE KOHIEHTpauu KOK B riazme KpoBu.

Tpasmbl, unmoxcukayuu u 0CI10HCHEHUsL NPOYeoyp

YacroTa HeusBecTHA: MajJeHHs (MHOTJA MPUBOMAILINE K IMEperoMaM) KakK CIEIACTBHE Pa3BUTHUS
HEXeJaTelbHbIX PEaKIUH, CBA3aHHBIX C BOBMOXXHBIM HAPYIIIEHUEM PABHOBECHSI.

Coo011eHune 0 MoI03pEBAEMBIX HEXKEIATEIBHBIX PEAKIINIX

Baxxno cooOmare 0 MOJ03pEBAEMBbIX HEXKENATeNbHBIX pEeaKIusAX II0CJIe PEerucTpaluu
JIEKapCTBEHHOTO TIperapara ¢ melibio 00ecredeHns! HelPephIBHOTO MOHUTOPHHTA COOTHOIICHHUS
«MONb3a — PHUCK» JIEKapCTBEHHOTO TMpernapara. MeauIMHCKUM paOOTHUKAM pPEKOMEHIYeTCs
coo0maTe O JIIOOBIX MOJ03PEBAEMbIX HEKENATeNIbHBIX PEaKIUAX JEKapCTBEHHOTO Ipemnapara
yepe3 HallMOHAJIbHbIE CHUCTEMBI COOOIICHUS O HEXKEaTeNbHbIX PEAKIUAX rOCyAapCTB — YJICHOB
EBpazniickoro 5KOHOMHUYECKOTO COKO3a.
Poccuiickas @enepanus
aapec: 109012, r. Mocksa, CnaBgHckas momajis, a. 4, crp. 1
®denepanphas Ciryx0a o Haa30py B chepe 3ApaBOOXpAHCHHS
ten.: +7 (800) 550-99-03
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IPCNEOCBATENBHOCTE 0003)

-~ |
aZipec AIIEKTPOHHOU MOoYThI: pharm@roszdravnadzor.gov.

MHTEepHeT-caiT: http://www.roszdravnadzor.gov.ru

4.9 Ilepeno3upoBKa

CuMOTOMBI

[Tpu nepeno3upoBKe COOOIIATOCH O 3HAYUTEIBHOM YCHUJICHUH M3BECTHBIX (PapMaKOIOTHYCCKUX
3 QeKToB mpenapara, a UMEHHO O Pa3BUTHU COHJIUBOCTH, CEIAllMH, CHIKCHUH apTepUaIbHOTO
JaBJICHUS, PA3BUTHM OKCTPANMPAMHUIHBIX CHMITOMOB M KOMBI. lIMemuch cooOmeHus o
JETAIBHBIX MCXOJax IpPH TEPEeJO3UPOBKE, TJIaBHBIM 00pa3oM, NMpH KOMOHMHAIMH C APYTHMHU
MICUXOTPOITHBIMU CPEJICTBAMH.

Crenyer UMeTh B BUJy, YTO MEPEAO3UPOBKA MOKET ObITh BBI3BAHA OJJHOBPEMEHHBIM HMPUEMOM
HECKOJIBKHX MIPenaparos.

Jleuenue

Crnennuueckoro aHTHIOTa I aMUCYJIBIIPH/IA HET.

B cinyyae mepemo3MpoBKH CleIyeT KOHTPOJIHMPOBATh M IOJJICPKHBATH OCHOBHBIC KM3HECHHO
Ba)XHbIe (YHKIMM OpraHu3Ma BIUIOTH JO TIIOJHOTO BBIXOJa TAallMEHTa W3 COCTOSHUS
nepeno3upoBku. [lpu  mepenosupoBke mnposeaenue IKI'-MoHuTOpUpOBaHUS  SIBISETCS
00s13aTeIbHBIM, TAK KAK KIMECTCsl PUCK Y UTHHEHHs nHTepBaia QT v pa3BUTHS OMACHBIX IS )KU3HU
HapyuieHuit purMma (cM. paszaen 4.8).

B cnydyae mosSBIEHMS TSDKENBIX SKCTPANMPAMUAHBIX CHMITOMOB, CIIEAYET INPHMEHSTH M-
XOJIMHOOJIOKATOPHI IEHTPAJIBHOTO ACUCTBHS, HAIPUMED, TPUTEKCUPESHUINIL.

Tak kak BbIBEJICHUE aMHCYJBIPHUIA TIPH MOMOIIM FeMOIUAIN3a SBJSICTCSI HE3HAUYUTEIBHBIM, TO
JUIE  ero  BBIBEACHHWS IpPHU  TIEPSIO3MPOBKE  NPHUMEHEHHWE TIeMOIUalin3a  SBISCTCS
Helenecoo0pa3HbIM.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1 dapmakoanHaMHUYecKHe CBOHCTBA
®dapmMakoTepareBTUYeCcKas TpyMa: MCUXOJENTHKH; aHTUIICUXOTUYECKUE CPECTBA; OCH3aMMU/IBI.
Kox ATX: NO5SALOS.

MexaHu3M aeiicTBUS

AMUCYIBIIPU SIBIISIETCSA aHTUTICUXOTUUYECKUM MPENapaToM U3 IPYIIIbI 3aMEIIeHHbIX O0€H3aMUIO0B.
dapMakoAMHAMUYECKUA  MpoQuib  aMUCYNIbIpHAa  OOYCJIOBIEH  CEJIEeKTUBHOW U
MpeuMylIecTBeHHON adduHHOCTRI0O K mnoatunaM Dz u Dz n0daMuHOBBIX penenTopos
TUMOMYecKoil cuctemMbl. AMUCYIbIpU He nMeeT ahGUHHOCTH K CEPOTOHMHOBBIM U JAPYTHM
HEHpOopelenTopaM, TakKUM KaK T'MCTAMHUHOBBIE, XOJMHEPIrMYECKHME U  aJpEeHEpPruuecKue

PELeTTOPHI.
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B uccrnenoBaHmusax Ha JKMBOTHBIX OBLIO MOKa3aHo, ng_lIr;lfa;l-lE%I%Jmtﬁggll&ﬁ;[ﬂ&ax

aMUCYJIBIIPH]T B OOJBIICH CTETICHH OJIOKUPYET T0paMUHEPTrUIeCKIe HEHPOHBI ME30JIMMONIECKON
CHCTEMBI, YEM aHAJIOTMYHbIE HEHPOHBI B CHCTEME CTpuUaTyma. OTOH creruduuecKon
ahUHHOCTPIO OOBSACHSACTCS, MO-BUAUMOMY, NpeoOIaJaHhe AaHTUIICHXOTHYECKUX 3(PdeKToB

aMHCYJIBIIPHUJIA HAJ[ €T0 IKCTpanpaMHUIHBIMU 3 dekramu.

[Ipy npuMeHeHMHM B HU3KHX JI03aX AMUCYJBIPUA  TNPEHUMYIIECTBEHHO  OJIOKHpYET
npecunantudeckue Dz u D3 godaMuHOBBIE peLIENTOPHI, Ye€M MOXKET OOBSCHITHCS €ro
MOJIOKUTEIBHOE BIMSIHUE HA HETAaTUBHBIE CUMIITOMBI.

5.2 dapmakokuHeTHYECKHUE CBOWCTBA

AOGcopbuus

Y amucynbnpuaa OTMEYal0TCA Ba a0COPOIIMOHHBIX TUKA: OJIUH JIOCTUraeTcs ObICTPO, Yepes vac,
a BTOpoil — Mmexay 3 u 4 yacoM nociie npuema npemnaparta. [locne npuema npenapara B go3ze 50 mr
COOTBETCTBYIOIME JTUM IMHKAM MaKCHUMAJIbHbIC KOHIEHTparuu B Iu1asMe KpoBH (Cmax)

coCTaBIIOT 39 + 3 ur/mi u 54 + 4 ur/mu.

boraras yrieBogamu muila JOCTOBEPHO CHIDKAET IJIOLIAAb IMOJ KPUBON KOHIEHTpAaLUs/BpeMs
(AUC), BpeMs TOCTHKEHUS MaKCHUMallbHON KOHIEHTPAUH (Tmax) U Cmax amucynbnpuaa, B TO
BpeMsl Kak Oorartas >KUpaMH TIHINA HM3MCHCHHW BBINICYKa3aHHBIX (DapMaKOKHHETHICCKHIX
okasarejiell He BeI3bIBaeT. OMHAKO 3HAUECHHE DTUX HAOIIOAECHUNA B IIOBCEIHEBHON KIMHUYECKON
MIPaKTUKE HEM3BECTHO.

Pacnpenenenue

O6bem pacnpenenenus paBeH 5,8 n/kr. B cBsi3u ¢ HU3KOM CBA3BIO ¢ Oenkamu mia3mel (16%), He
OKHJIaeTCsI B3aUMOJICHCTBHS aMUCYJIBIIPUIA C APYTUMHE IIpenapaTaMy Ha YPOBHE CBSI3H C OEITKOM.
AbcoutoTHas OMOIOCTYITHOCTD cocTaBiseT 48%.

EI/IOTDaHCd)ODMaI_II/ISI

AMUCYIBIIPU/T HE3HAUNTENIBHO MeTabonu3upyeTcs B nedeHu (okosno 4%), uaeHTuGUuIrupoBaHbl
JIBa HEaKTUBHBIX MeTabonuta. Ilpm KypcoBOM mpuemMe KyMyJSlUU aMHCYJIbIpUIa He

MMPpOUCXOAHUT, U €TO (bapMaKOKI/IHeTI/IKa HC U3MCHACTCA.

ONUMUHALIMA

[Tpu nprieme BHYTpb niepro oayBeiBeaeHus (T12) aMuCysbIpyuIa COCTaBISET MPUOTU3UTEIEHO
12 yacoB. AMUCYJIBNPH]J BBIBOAUTCS C MOYOM B HEHW3MEHEHHOM BHJe. lloueuHslil KiaMpeHc
cocraBisieT npuMepHo 330 mMi/MuH.

Oco0ble rpynmel MalueHToB

Tloueunas neoocmamounocmo
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T12 y NalMEHTOB € MOYEYHOM HEAOCTATOYHOLTBIO Hel:rll/ll’o:l:lv;e;lili_[—é}lg}ﬁ “J@%&%Iﬁﬂgﬁﬂem

ymesblaercss B 2,5-3 paza. AUC amucyipnpuaa Npu MOYEUHOM HEIOCTATOUYHOCTH JIETKOM
CTEINEHHU YBEIMUYUBAETCS BJIBOE, A IIPU MTOYEUHOM HEJOCTATOUHOCTH CPEAHEN CTENEHU TSHKECTH —
OYTH JecATukpatHo (cM. pasgen 4.2). OnelT NpUMEHEHUs Ipernapara INpU I[IOYEHHOM
HEJ0CTAaTOYHOCTH SIBJISIETCS OFPaHUYEHHBIM, U OTCYTCTBYIOT JaHHbBIE 110 IPUEMY aMUCYJIBIIPUAA

B 7103€, IpeBplatonieit 50 mr.
AMHCYTIBIIPHU]T TPAKTUYECKU HE BBIBOJUTCS C TOMOIIBIO T€MO/HAIH3A.
Ileuenounas HedocmamouHocmo

B cBs3u ¢ TEM, YTO aMHUCYJIbIIPUJ HE3HAUYUTCIIBHO MeTa6OJII/I3I/Ipy€TC$I B I[ICYCHMH, IIPHU IICYCHOYHOM

HCAOCTAaTOYHOCTHU HAKOIUICHUA IMperapara HE O KUAACTCA, U CHUKCHHA €T0 103 HC Tpe6yeTcs1.
Hal/ﬂ/{eHl’I’Zbl noosicus10co so3pacma

[Ipu cpaBHeHMH (hapMaKOKUHETHUECKUX MMOKa3aTeei MalueHToB cTapiie 65 JeT ¢ TaKOBBIMU Y
MalUEeHTOB 00Jiee MOJIOJOT0 BO3pAacTa YCTAaHOBJIIEHO, YTO y HHUX IOCJTE OJHOKPATHOTO MpHeMa
BHYTpb amucyibipuia B 1o3e 50 mr 3HaueHus Cmax, T12 1 AUC Bbime Ha 10-30%. lanHble 110
nokasaressiM (papMaKOKMHETUKH Yy TMAlMEeHTOB IMOXKUIJIOTO BO3pacTa IpU KypCOBOM IIpHEME
aMUCYJIbIPHUIA OTCYTCTBYIOT.

5.3. laHHble JOKJIUHUYECKOH 0e30MacHOCTH

B uccnenoBanusix, mpoBeeHHBIX HA )KUBOTHBIX, aMUCYJIBIPU]T HE TIPOJEMOHCTPUPOBA MPSMOTO
WJIM KOCBEHHOTO TEPATOTEHHOTO UM SMOPHOTOKCHYECKOTO JCHCTBHUS.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1 Ilepeyennb BcoMoOraTeJibHBIX BellleCTB

Aopo

KapOokcumernnkpaxmai HaTpus (HaTpUs aMHJIONIEKTHHA TJIMKOJAT) (THIT A)
JlakT03BI MOHOTHPAT

[enmnron03a MUKpOKpUCTATIIHYECKAS

I'mnpomenosa

Marnus creapar

Obonouka

I'mnpomenosa

Lenmono3a MUKPOKpUCTAIITNYECKAS
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s Ean
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(MOCNEOCBATENEHOCTE 0003)

Makporoia creapar

Turana guokcun (E 171)

6.2 HecoBmecTMOCTH

He npumenumo.

6.3 Cpox rogHoOCTH (CPOK XpaHeHUs1)

3 rona.

6.4 Ocodble MepbI MPETOCTOPOKHOCTH MPH XPAHEHUH
[Tpu Temneparype He Bbite 25 °C.

6.5 XapakTep u coaepkaHue NePBUYHON YIAaKOBKH

ITo 10 Tabnerox B IIBX/AmomunueBsiii Omucrep. [lo 3 Onmcrepa BMecTe ¢ MHCTPYKLIHUEH IO
IPUMEHEHHIO B KAPTOHHYIO NauKy.

6.6 OcoOble Mepbl TMPeAOCTOPOKHOCTH NPH  YHUYTOKEHHH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 Npenapara WM 0TX010B, IOJYYEeHHBIX M0cje NIPUMEHEeHUsl npenapara u
Apyrue MAHMIYJISILMHU € IPernapaTomM

Oco6ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A

®panuus

Canodu Bunrpon Unaycrpus

82 asenro Pacnait 94250 XXantuiin

7.1 IlpeacraBuTeNb AepsKaTesi PErHCTPANMOHHOI0 YI0CTOBEPEeHUs!

IIperen3un norpeduTene HaIPaBIATh 110 AAPECY:

Poccniickas @enepanns

IIpencraButensectBo AO «Canodu-aBeHTHC Ipym», OpaHIus

aapec: 125009, r. Mocksa, yi. Tepckas, 22

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

aznpec anekTpoHHoi moutel: Sanofi.Russia@sanofi.com

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

JITI-Ne(002478)-(PI'-RU)

9. IATA TEPBUYHOM PETUCTPALIMM (ITOATBEPKJIEHUSI PETUCTPAIIUA,
NMEPEPET'UCTPAIIUN)

Jara nepBoii peructpaunn: 05 urona 2023 r.

10. JATA IIEPECMOTPA TEKCTA
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OOmias xapaKTepHCTHKA JIEKAPCTBEHHOTO Iperjapara C&Q&jﬁ&%g%%%ﬁaﬂ%%hm

noptane EBpazuiickoro 3KOHOMHYECKOTO COI03a B MH()OPMAIIMOHHO-KOMMYHHUKAIIHOHHON CETH

«Hurepuer» http://eec.eaeunion.org/
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