COOTBETCTEYET 3KCTNEPTHOMY OTHETY

ot 03.09.2025 N= 22023

OBIIASI XAPAKTEPUCTHUKA JEKAPCTBEHITOFO TIPEITAPATA “7Y%)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Comnnan, 100 mr, Ta0OJIeTKH.
Connan, 200 Mr, TaOJIETKH.
2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JelicTBytollI€€ BEIIECTBO: AaMUCYJIBITPHU/I.

Cosmasg, 100 Mr, TabJIETKH.

Kaxnas Tabnerka cogepxut 100 Mr amucynbnpua.
BcrmomorarenbHbie BEecTBa, HAIMYHE KOTOPBIX HA/I0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: JJakTo3sl MoHOTHIpaT — 69,6 Mr (cM. pasnen 4.4).

Cosmas, 200 Mr, TabJIETKH.

Kaxnas Tabnerka cogepxut 200 Mr aMucynbIpuia.
BcrmiomorarensHbIE BCIICCTBA, HAJIMYNEC KOTOPBIX HAI0 YYHUTBIBATH B COCTABC JICKAPCTBCHHOT'O

npenapara: JlakTo3sl MoHoTHIpaT — 139,2 Mr (cM. pazaen 4.4).

[TonHbIii IepeYeHs BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.
3. JEKAPCTBEHHAS ®OPMA
Tabnetku

Tabaerku 100 mr

Kpyribie nmnockue TabneTku 6€10T0 Uik MOYTH OEJIOTo IBETA C JISTUTEIHFHON PUCKOM HA OHOU
cTtopoHe u rpaBupoBkoit «AMI 100» Ha apyroii.

Tabaerku 200 mr

Kpyrubie minockue TabiaeTku 0e10ro Wwin MoyTH Oenoro 1BeTa ¢ JIeIUTEIbHOM PUCKOW Ha OJTHOM
cTtopoHe u rpaBupoBkoi «AMI 200» — Ha npyroii.

4. KIMHUYECKHUE JAHHBIE

4.1 Tloka3aHuA K IPUMEHEHU IO

IIpenapar ConuaH noka3aH K NPUMEHEHMIO Y B3pOCIBIX IJIs JIEYEHUS] OCTPOH M XPOHUYECKOU
IU30pPEHNH C MPOAYKTUBHOW CHUMOTOMAaTUKON (Open, TraJUIlOUMHAIMN, paccTpoicTBa
MBIIIJIEHHS]) U/WJIM HETraTUBHOM cUMITTOMAaTUKOM (yrutonieHue addekra, morepst SMOIMOHAIbHBIX
1 COLIMAJIbHBIX CBsI3€M), BKIIIOYas MAMEHTOB € IpeobiajaHieM HeraTUBHOW CUMITOMATHUKH.

4.2 PexxuM 103MPOBAHUS U CNIOCOO NPUMEHEHU
Pexxum 103upoBaHUs

OO0b1uHO, ecau cyTouHas no3a He npesbimaet 400 Mr, oHa MOXeT npuHUMaTbes 1 pa3 B CyTKH.

Ecnm cyrounas no3a npesbiaeT 400 mMr, To OHa AOJKHA JACTUTHCS HA 2 TIpUEMa.
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IIpu npeobraoanuu HecamusHOU CUMNIMOMAMURU

JlJis marueHToB ¢ mpeoOsiaJaHueM HEraTUBHOM CHMIITOMATHKH PEKOMEH]yeTCs MPUMEHEHUE
amucysbnpuaa B go3e ot 50 1o 300 mr B cyTku (B cpeaneM B go3e 100 mr B cyTku). [logbop 10361
JOJKEH MTPOBOJUTHCS MHIUBUTY AJIBHO.
Ilpu cmewannvix snu300ax ¢ NPOOYKMUBHOU U He2AMUBHOU CUMIIMOMAMUKOTU
J1J1s1 MaliMeHToB CO CMEUIaHHBIMU (HETaTUBHBIMU U MTPOIYKTUBHBIMH ) CHMIITOMAaMHU J103bI CJIEyET
moa0upaTh Tak, 4ToObI 00ECIIEYNTh ONTUMANIbHBIN KOHTPOJIb HaJl MPOAYKTUBHBIMH CUMIITOMAMH,
B cpenHeMm oHu coctaBisitor oT 400 mr mo 800 mr. IlognepkuBaroniee JiCUEHHE HOJAKHO
yCTaHABIIMBATHCS WHANBUAYAIBHO HA YPOBHE MUHUMATBHBIX 3Q(GEKTUBHBIX 703 (B 3aBUCUMOCTHU
OT pEaKIINH MaIueHTa).
Ocmpole ncuxomuueckue 3nU300bl
e Hayvano neuenus
[Ipumensitorcs ao3e1 o1 400 go 800 mr. MakcuMmalnbHasi J103a HHMKOI/IAa HE JIOJKHA
npesbiarh 1200 Mr B CyTKH.
e [lognepxuBaromias Tepanus
[TogoOpanHasi 703a COXpaHSETCS WIM KOPPEKTHPYETCS B 3aBUCUMOCTH OT PEaKLUU
nanueHta. Bo Bcex ciydasx MOIIEPKUBAIONIME 03Bl JIODKHBI yCTaHABJIMBATHCS

WH/IMBUYaIbHO Ha YPOBHE MUHUMAJIbHO 3((EKTUBHBIX J103.

Oco0ble TPYIIIBI ITAIMEHTOB

Iayuenmsi ¢ napywenuem @yHKyuu nouex

KnuHuueckuii onpIT mMpUMEHEHHs Ipernapara y MalueHTOB ¢ HapyIIeHUAMH (YHKIMM MOYeK
SBJIIETCS OTPaHUYEHHBIM. BpIBeleHuMe amMuCyipIpHa OCyLIeCcTBIseTCs dvepe3 mouku. [lpu
MMOYCYHON HEJIOCTATOYHOCTH Yy TmarnueHToB kiupeHcoMm kpearnHuHa (KK) 30-60 mu/mun 103y
CIIeZlyeT CHIXKATh B 2 paza, 1yt nanueHtoB ¢ KK 10-30 mu/mun — B 3 pasa.

OTCyTCTBYIOT JaHHBIE 110 IPUEMY aMHUCYJIBIIPUAA B 103€, peBplatoniei 50 mr.

B cBsi3u ¢ 0TCYyTCTBHEM IaHHBIX 10 IPUMEHEHHIo npenapara y nanueHToB ¢ KK menee 10 min/mus,
NPUMEHEHHE aMUCYJIBIIPHUIA Y ITOM IPYIIBI MAIMEHTOB MPOTHUBOITOKA3aHo (cM. pasen 4.3).
Iayuenmui ¢ napyuieHuem GyHKYuY nevexu

B cBs3u ¢ Tem, 4yTO mpemapar cinabo MeTaboJIM3HPYETCs B MEYEHH, CHU)KEHUS €ro J03bI MpH
MEYEHOYHON HEI0CTATOYHOCTH He TpeOyeTcs.

THayuenmuvr nodcunozo eo3pacma

[Ipu mpuMeHeHMM MpernapaTa MalMeHTaM MOXKWJIOTO BO3pacTa CleAyeT coOIoJaTh 0CoOyIo
OCTOPOXHOCTH (CM. paznen 4.4).

€TH
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ycTaHoBjeHbl. [IpuMenenue amucynbnpuia y NalueHToB Miaajame 18 et npoTUBOnoKa3aHo (CMm.

paznen 4.3). merorcs orpaHUYeHHbIE JaHHbBIE MO MPUMEHEHHUIO0 aMHUCYJIBIIPUAA Y MOAPOCTKOB

pHU U300 PEHUH.

Cooco0 nmpuMeHeHust

[Ipenapar npenHasHadeH Ui IpreMa BHYTPb.

4.3 IIpoTHBONOKA3aHUSA

THUIIEPYYBCTBUTEIIBHOCTD K aMHUCYJIBIPUTY WU K JTFOOOMY U3 BCIIOMOTATEIIbHBIX BEIIECTB,
MEepPEUYUCIICHHBIX B pazzene 6.1;

COIYTCTBYIOILIKE MPOJIAKTUH3aBUCUMBbIE OIYXOJIH, HAalIpUMeEp, TPOJTaKTHHOMA runodu3a u
paKk MOJIOYHOM >KeJIe3bl;

(dheoxpoMoITOMa (IMarHOCTUPOBAHHAS WM TT0I03peBacMast);

JNETCKUH U MOAPOCTKOBBIM Bo3pacT n0 18 jer (OTCyTCTBHE KIMHHUYECKOTO OIbITa
MIPUMEHEHHS );

MIEPHOJ] TPYTHOTO BCKApMIUBAHUS;

nmoyeyHasi HejocTtaTouyHocTh Tsokenoit cremeHn ¢ KK menee 10 mi/mun (oTcyTcTBHE
KJIMHAYECKOTO OITBITA);

COMYTCTBYIOIIAsl Tepamusl aroHucTaMu J0()aMHUHOBBIX pPEIEenTOpoB (KabeproyuH,
XWHArOJIKT) TIPU UX TIPUMEHCHUH He s JeueHus 6omne3nu [lapkuncona (cM. paszaen 4.5);
COIYTCTBYIOIAsl T€PANHUs JIEBOJOIOM, aMaHTaJAMHOM, alloMOp(HUHOM, OPOMOKPUTITHHOM,
HHTAKAMIOHOM, JTU3YPUIOM, IEPTrOIUIOM, MUPUOETUIOM, TPAMHUIIEKCOTIOM, POITMHUPOIIOM,
cenerwimHOM  (cM. pasnen 4.5);

COIyTCTBYIOIAsl TEpamusi TpernaparaMu, CHOCOOHBIMU YIuHATH WHTepBan QT wu
BBI3BIBATh PA3BUTHE HAPYIICHWH PUTMA, BKIFOYAs MOTCHIIMAILHO OMACHYIO IS JKU3HH
KEITYJOUKOBYIO TaXUKAPAUIO THIIA «ITUPYIT» (cM. pazzaen 4.5):

— aHTHapuTMHU4Yeckue cpeactBa IA kmacca (xunuaus, auzonupamun) u I kmacca
(ammomapoH, cotanoin, 10heTuIn I, HOyTHINN);

— JIpyTHe JIEKapCTBEHHBIC cpeicTBa (OCPUIIII, ITU3ANIPH]I, METAJIOH, CYJIBTONPH]I,
CYJNBITUPHJI, THANPHJ, THOPHJA3WH, JudeMaHumiIa METWICYJIb(ar, BBOJIHUMBIN
BHYTPUBEHHO dPUTPOMHUIIMH, BBOJUMBIN BHYTPHBEHHO CITIUPAMHIIMH, MU30JIaCTHH,
BBOIUMBIH BHYTPUBEHHO BHUHKaMUH, ranoaHTpUH, nymedaHTpuH,
cnapdirokcar, MOKCH(IOKCAIMH, TICHTAMHJINH, ITUTAJIONPaM, JCIUTAIONPaM,

JOMIIEPUIOH, TUAPOKCU3HH);
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® HEMEepeHOCHUMOCTbH JIAKTO3bI, NEe(UINT JIAKTA3bL, TIIOK030-TATAKTO3HAS MAIha0COpOLIUs
HACJIe/ICTBEHHAsT HETIEPEeHOCHMOCTh TalaKTO3bl (B COCTaB Iperapara BXOIUT JAaKTO3bI
MOHOTHUJIpaT) (cM. pazzaein 4.4).
4.4 Ocobble ykazaHHsi U MePbI MPEI0CTOPOKHOCTH NPHU MPUMEHEHUH

C 0CTOPOKHOCTEIO:

e VY MamMeHToB C MpeapacrojiaralonMMU (aKTOPaMU Pa3BUTHS TSKEIBIX HKETYJOUYKOBBIX
apUTMUM, BKJIIOYas TOTEHIUAILHO YIPOKAIOIIYIO )KU3HU JKEJIyI0YKOBYIO TaXUKapIUIO THUIIA
«THPYIT» (AMHCYJIBIIPU]] CIIOCOOCH J10303aBUCUMO Y/UIMHATH MHTEpBal QT u yBenuunBaTh
PHUCK pa3BUTHSI TSKEIBIX JKEIYJOUKOBBIX apUTMHUHN, BKIIIOYAs KEJIYyA0UKOBYIO TaXUKapIUIO
THIA «ITUPYIT») (M. paszaersl 4.5, 4.8):

— Yy NaLUEHTOB C BPOKACHHBIM Y UIMHEHHBIM UHTepBaioM QT;

— Y aLIMEHTOB C IpUOOpeTeHHBIM yanuHeHneM untepBaia QT (mpu koMOMHUPOBaHUU
C TMperapaTtaMy, YyBEJIMYHMBAIONIMMH MPOJOIDKUTEIBHOCTh HHTepBana QTC, 3a
UCKJIIOUEHUEM yKa3aHHbIX B paznene 4.3) (cM. paznen 4.5);

— y MaLUEeHTOB ¢ Opagukapauel MeHee 55 yaapoB B MUHYTY;

— Y NAIMEHTOB C IEKTPOJIMTHBIMU HAPYLIEHUSIMU, BKIIOUasi TUIIOKAJIUEMHUIO;

— Y NAIMEHTOB, MOJYYAIOUINX COMYyTCTBYIOIIYIO TEPAIHIO IIperapaTaMu, ClIOCOOHBIMU
BBI3bIBATh TMITOKAIIMEMHUIO, BBIPAKEHHYIO OpaAuKapAuIO MeHee 55 y1apoB B MUHYTY,
3aMeUISITh BHYTPUCEPACUHYIO IIPOBOJAUMOCTb.

e V DAnMEHTOB C IOYEYHOM HENOCTATOYHOCTBIO, TAK KAaK HMEETCS PUCK KyMYJIALUU
Ipernapara, Ipyd 3TOM OIBIT €r0 NPUMEHEHMS IIPU NMOYEYHOM HEJOCTATOYHOCTH SIBISETCS
OrpaHUYCHHBIM (CM. pasnensi 4.2, 4.3, 4.4).

e V T[QalnMeHToB MOXWIOTO BO3pacTa, TaK Kak Yy HHUX MMEETCs IOBBIIICHHAs
IPEIPacIoNOKEHHOCTh K CHUKEHHUIO apTEPUATIbHOTO JIABJICHUS U Pa3BUTHUIO YPE3MEPHOTO
cegaTuBHOTO Y dexra.

e YV nanueHToB MOXKUIIOT0 BO3pacTa ¢ IeMeHIe (cM. paznen 4.4).

e V nanueHToB ¢ paKTopaMH PUCKa Pa3BUTHS HHCYJIbTa (CM. paszaen 4.4).

e V ManMeHTOB C SMWJIENCUEHN, TaK KaK aMHCYJBIIPUA MOXET CHUXKATh IOPOT CYJOPOKHOU
TOTOBHOCTH.

e VYV manueHToB ¢ (pakTOpaMu prcKa Pa3BUTHS BEHO3HBIX TPOMOOIMOOIMIECKUX OCITIOKHEHHUHN
(cMm. pasgaens 4.4, 4.8).

e VYV nanueHToB ¢ 6one3Hbpto [lapkuHCOHA, Tak KaKk aMHUCYJIbIPUI, KaK U Apyrue OJI0KaTOPHI
n0(aMHHOBBIX PELENTOPOB, MOXET YCWJIMBaTh MposiBieHus Oosne3nu llapkuHcona (cM.

paznen 4.4).
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e VY ManueHToB ¢ caxapHbIM AMA0ETOM U Ta
nuabeTa (Tak KaKk HEKOTOpPbIE aTUIMYHbIE HEWPOJENTUKHU, BKIOYAs aMUCYJIbIPUI, MOTYT
BbI3bIBAaTh I1OBBIIIEHUE KOHLIEHTPALUH TJIFOKO3bl B KPOBH).

e V panMeHToB, UMEIOIIMX B aHaMHe3€ (B TOM YHUCIIe CEMEHHOM aHaMHE3€) PaK MOJIOYHOM

JKenesbl (cM. pasnen 4.4).

3110KaueCTBEHHBINA HEUPOJIENTHUECKUI CUHIPOM

Kak u npu npuMeHeHuH Ipyrux HEWPOJIENTHUKOB, MIPU NPUMEHEHHH aMHCYJIbIpHIa (0COOCHHO
BBICOKHX JI03) MOKET Pa3BUTHCS 3JI0KAYECTBEHHBI HEHPOJIEITUIECKII CHHAPOM (TIOTEHIINAIBHO
JETAIbHOE  OCJOKHEHHE), XapaKTePH3YIOIIMHCS TUMEPTEPMHUCH, PHUTHIHOCTBIO  MBIIIII,
BEreTaTUBHBIMH  pPAacCTPOWCTBAMH,  pabJOMHOIU30M,  MOBBIIIEHUEM  KOHILEHTPAIHH
kpearunpocdoknnazel (KOK). [Ipu passutuum runeprepmun, ocOOCHHO Ha (OHE MPUMEHEHHUS
BBICOKHX /103 HEHPOJENTHKOB, BCE AHTUIICUXOTHYECKUE Mpenaparhl, BKIIOYas aMHCYJIBIPHI,
JOJDKHBI OBITH OTMEHEHBIL.

Pabnomuonu3 Taxke HAOMIONAICS y MAIMEHTOB O3 3JI0KaYeCTBEHHOTO HEHPOJIENTHYECKOTO
CHHJpOMa.

Tak kak npu npueme npenapara CojmaH CyLIECTBYET PUCK Pa3BUTUA pabaomMuoiIn3a (MHOTIA ¢
JIeTaJbHBIM UCXO/I0M), CIIeAyeT HHPOPMHUPOBATH MAIIUEHTOB O TOM, YTO HEOOXOIUMO NMPEKPATUTH
JIeYeHHE TpenapaToM W CPOYHO OOpATUTHCS K Bpady, €CIIM BO BPEMsI JICUCHHS TIOSBISIFOTCS
PUTHAHOCTD MBI, MBIIIEYHAss OO0JIb, HapyIICeHHWE CO3HAHUSA, HEOOBSICHUMOE IOBBIIICHHE
TeMIepaTypsl Tena, nopblieHre koHeHTpaunu KOK B kposu.

IIamueHTsl ¢ 00JIE3HBIO [IapkrHCOHA, IPUHUMAIOIINE arOHUCTHI I[Od)aMI/IHOBBIX PEICITOPOB

Crnenyet co0ir01aTh OCTOPOKHOCTH MPU MIPUMEHEHUHU OJI0OKaTOPOB JOPaMHUHOBBIX PELIENITOPOB U
B YaCTHOCTH, aMUCYJIbIIpuAa Ipu O60se3Hu [lapkuHCOHa, Tak Kak P €ro NPUMEHEHUU BO3MOXKHO
yXyJUIIEHHE TeUEHHs ATOro 3a0ojeBaHus. Y MalMeHToB ¢ 6one3Hbto [lapkuHCcOHa aMUCYIBIPHUT
ClIelyeT NMPUMEHSTHh TOJBKO B Cllyyae, €CclIM HEBO3MOXXHO H30exaTh ero npumeHeHus. Ecmu
nanueHTy ¢ Oone3Hpto IlapkuHCOHA, MPUHKUMAIONIEMY aroHUCTHI AO0()aMHUHOBBIX PELENTOPOB,
HEOOXOUMO JIEYEeHHE AaMHUCYJIBIPUAOM, TO AaroHHUCThI J10(AMUHOBBIX PELENTOPOB CIIEAYET
OTMEHSTH MOCTENEHHO (IyTeM MOCTETNIEHHOTO0 CHUKEHHUS J103bI 10 MOJHOM UX OTMEHBI), TaK Kak

PE3Kasd OTMCHA MOXKCT IMMPHUBCCTU K PA3BUTHUIO 3JIOKAYCCTBCHHOT'O HeﬁpOHeHTquCKOFO CHUHApOMaA.

DKCcTpanupaMUaHbIIA CHHIAPOM

HJ'ISI KOPPEKOHH SKCTpAaTUPpaMUIHBIX CUMIITOMOB, BO3HUKIIINX Ha q)OHe JICYCHHUA aMUCYJIBIIPUIOM,
CJICAYCT TIPHUMCHATH M-XOJ'II/IHO6J'IOKaT0pBI HCHTPAJIBHOT'O I[CI>'ICTBI/IH (a HEC AaroHucCThbl

10(haMUHOBBIX PELENTOPOB).

Ymmgenue narepsana QT
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B cBsa3u ¢ TCM, YTO aMUCYJIBIIPU BBI3bIBACT [ 3OSaBI/ICII/El/IfgéQ%E&ﬁEggb%ggﬁng}EééCTﬂ

untepBasia QT, mpu ero mpueme yBEIWYMBACTCS PUCK PA3BUTHS CEPHE3HBIX IKEITYAOYKOBBIX
apUTMUH, TaKUX KaK SKEIyJIOUYKOBas TaxuKapaus Tuma «nupydt». [lostomy, eciau mo3BoisieT
COCTOSIHME MAallMeHTa, Iepel MPUMEHEHUEM amucyiblpuaa pekomenayercs caenats OKI u
OTPENCTUTh KOHICHTPAI[MM JJIEKTPOJUTOB B KPOBH, BBIIBUTH U, II0 BO3MOXHOCTH,
CKOPPEKTUPOBATh (HAaKTOPBI, KOTOPHIE MOTYT CIIOCOOCTBOBATh BOSHHUKHOBCHHIO ITHX OIACHBIX
HapyluleHUi puTMa (Takue Kak Opaaukapaus MeHee 55 yaapoB B MHUHYTY, JJIEKTPOJUTHBIC
HapyIieHus (TUITOKAIMEMHUsI), BPOXKJACHHOE WIIM NMPUOOpETeHHOe yaymHeHue uHTepBaia QT,
OJTHOBPEMEHHBIH MPUEM MPENapaToB, CIIOCOOHBIX BBI3BIBATH BEIPAXKCHHYIO Opagukapanio (MeHee
55 ynmapoB B MHHYTY), TUIOKAJIUEMHIO, 3aMEIJICHWE BHYTPUCEPACUYHONW MPOBOAUMOCTH,
YBEJIMYMBATH MPOAOJKUTEILHOCTD HHTEpBana QT) (cm. pasaen 4.5).

YnorpebaeHue ankoros (3TaHosna)

Bo BpEMA JICUCHHA aMHUCYJBIIPUIOM HCJIb3S IMPUHHUMATh aJIKOI'OJIb (BTaHOH) " JICKApCTBCHHBIC
npemnaparnbl, COACPKAINEC 3TAHOJI.

IlanueHThl ¢ SIMICIICHEH

BcerencTBre crmocoOHOCTH Ipernapara MOHUKATh MOPOT CYJOPOXKHON TOTOBHOCTH, TPU TIPUEME
aMUCyJIbIIpUa MMalucHTaMu C SHUJIEIICUEN 32 HHUMHU CICAYCT HNPOBOJAUTH THIATCIBHOC
KJIMHUYECKOE U, TI0 BO3MOXKHOCTH, AJIeKTposHIedanorpadrueckoe HaOI0IeHUE.

IIanmeHThl ¢ caxapHbIM I[I/Ia6eTOM HJIH C d)aKTODaMI/I PHUCKA Pa3BUTHUA CaXapHOTO I[I/Ia6eTa

Hexoropsle aTunnyHble HEMPOJIENITUKH, BKIIFOYAasi aMUCYJIbIIPUI, MOTYT BbI3bIBATH IOBBIIICHUE
KOHIICHTPAllUU TJIOKO3bl B KPOBH. Y TAIMEHTOB C CaxapHbIM JHa0ETOM U TAIlMEHTOB C
(akTOpaMu pHCKa Pa3BUTHS CaxapHOro JuadbeTa TpH MPUMEHEHWH aMHCYJBIPHUAA CIEAyeT
PETYJISIPHO KOHTPOJIMPOBATH KOHLIEHTPALUIO TIIFOKO3bI B KPOBH.

HUHCcynbT

B pangomMu3supoBaHHBIX KIMHHUYECKUX HCCIECIOBAHUAX, MPOBEACHHBIX Y TPYIIbI MOKHIBIX
MMaIlMESHTOB C JIEMCHIINEH, MOJTYyYaBIINX JIeUeHNEe HEKOTOPBIMHU aTUITNYHBIMHA
AHTUIICUXOTUYECKUMHU TIpernapaTamMy, HaOMI0Janoch 3-KpaTHOE YBEIMUYEHUE PHCKA Pa3BUTHUS
11epeOpPOBACKYIISIPHBIX OCIOKHEHUN (OCTPHIX HApyIIEHWH MO3TOBOTO KpPOBOOOpAIICHHS ), IO
CpPaBHEHHUIO ¢ TpHUEeMOM IuIane6o. MexaHu3M STOTO YBEJIMYEHUS PUCKAa Heus3BecTeH. Henmb3s
WCKJIIOUYNUTh YBEJIWYEHHE TAaKOro0 pPHUCKA NPU MNPUMEHEHUU JPYTHMX aHTUIICHXOTHYECKHX
MpEenaparoB WIM y JAPYrUX TPy MNalUMEeHTOB. AMUCYIBNPUIL JIOJDKEH MPUMEHSTHCS C
OCTOPOKHOCTBIO y MAIMEHTOB ¢ (haKTOpaMH PUCKA Pa3BUTHsI UHCYIIBTA.

IIalueHThl MOKUJIOT0 BO3pacTa

VY mnanueHTOB MOXWIJIOTO BO3pacTa aMmHCYJIbIpUI, KaK M ApyTrue HEUPOJENTHKHU, CIETyeT

MPUMEHSTh C OCOOOH OCTOPOKHOCTBIO HM3-32 BO3MOXKHOTO PHCKA CHW)KCHHUS apTepUAIBHOTO
6
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TaBIICHUS UM YPE3MEPHOTO CEAaTUBHOTO Y ekTa.

IIaueHThl MOKUIIOTO BO3pacTa ¢ JeMEHIIMCH

VY manueHToB MOXKUJIOTO BO3pacTa C ICHX03aMH, CBSI3aHHBIMU C JEMEHIIMEW, MpH JICUEHUU
AQHTUIICUXOTUYECKUMHU TpernaparaMyd HaOJI0JalloCh IMOBBIIICHUE PUCKAa HACTYIUICHHUS CMEPTH.
Amnanu3z 17-11 mianeb0-KOHTPOIUPYEMBIX UCCIEIOBaHUN (CpeHEN MPOIOIDKUTEIBHOCTRIO OoJiee
10 Henmenw), NPOBENEHHBIX, IJIABHOM 00pa3oM, Yy MAlMEHTOB, MOJYYaBIIUX aTUIUYHBIC
AQHTUTICUXOTHYECKHUE Tpernaparsl, MoKasaj, 4To y HuUX umencs B 1,6—1,7 pa3 Oonpuii puck
CMEpTH, YeM Yy TMAalMeHTOB, Moiy4aBIuxX Iutae6o. B xome tunuunoro 10-HenenbHOrO
HCCJIEIOBaHMsI 4acTOTa CMEPTH y MAlMEHTOB, IOJYYaBUIMX 3TH JIEKAPCTBEHHBIE IPENapaThbl
cocraBimsuia 4,5 % 1O CpaBHEHHUIO C TAKOBOM B TPYINE MAIlMEHTOB, MOJYYaBIIUX ILIane0o, u
cocraBisBiieit 2,6 %. XO0Ts IpUYUHBI CMEPTH B KIMHUYECKUX UCCIICOBAHUIX C aTUIIUYHBIMU
AHTUIICUXOTUYECKUMHU TpenapataMyd BapbUPOBald, OOJBIIMHCTBO MNPUYMH CMEPTEH HMMETu
CEpJCUYHO-COCYIUCTYIO (HalpuMep, cepledyHas HEIO0CTaTOYHOCTh, BHE3alHasi CMEPTh) WIU
WHOPEKIMOHHYI0  (HampuMep, WHEBMOHHs) Tnpupoay. HabOmomarenbHble HUCCIEIOBaHHSA
MOATBEPAWIIM, YTO IMOAOOHO JICYCHHIO ATUIUYHBIMU AHTUIICUXOTUYECKUMH IMpernapaTami,
Jie4eHWEe OOBIYHBIMU AHTUIICMXOTHUYECKHMMHM T[pernaparaMyd TakKe MOXKET YBEIHYMBaTh
cMepTHOCTh. CTeneHb, J0 KOTOPOW YBEIUYEHHE CMEPTHOCTH MOXKET OBITh OOYCIIOBIICHO
AHTUIICUXOTUYECKUM IIPErapaToM, a He HEKOTOPBIMU OCOOEHHOCTSIMU MallMEHTOB, HESCHA.

CHHIPOM «OTMEHBI»

[Ipy pe3koM MpekpalieHuy MpueMa BBHICOKMX TEPANeBTUYECKHX J103 HEHPONENTHUKOB ObLIN
OINMCAaHbI CIy4au Pa3BUTHUS CUHIpPOMa «OTMEHb». lIpu mpueme aMucynblpuaa cooOLIanocs O
BO3HUKHOBEHHH HETIPOU3BOJIHLHBIX JIBUTATEIIBHBIX PACCTPONUCTB, TAKMX KaK aKaTU3Hsl, HAPYIIICHHUE
MBIIIEYHOTO TOHyca M JucKuHe3us. [losToMy Mpu OTMEHE aMHCYJbIpUAa PEKOMEHIYEeTCs
MIPOBOJIUTH MMOCTENEHHOE CHIXKEHUE J103bl.

BeHo3HbIe TPOMO0IMOOINYECKHE OCHOKHEHMS

[Ipy mnpuMeHeHMH aHTHIICUXOTUYECKUX IMpernapaToB HaOMIONaINCh CilIydad BEHO3HBIX
TPOMOOIMOOIMUECKUX OCIIOKHEHHM, WHOT/Ia € JIeTANbHBIM HcxofoM. loaToMy aMucynbnpua
CIIelyeT MPUMEHSATh C OCTOPO’KHOCTBIO Yy MAIlMEHTOB C (PAKTOpPaMM pUCKa Pa3BUTHS BEHO3HBIX

TpoMOOIMOOTHUECKHUX OCIIONKHEHUH (cM. pa3zen 4.8).

Pak M0OJ104YHOM JKene3nl

AMHCYIBIIPU MOKET YBEJIMUMBATH KOHUEHTPALUIO ITPOJIAKTUHA B IU1a3Me KpoBHU. [loaTomy npu
NPUMEHEHUH aMUCYJbIpUAa y MAlMEeHTOB, MMEIOUIMX B aHaMHe3e (B TOM YHUCIE CeMEHHOM
aHaMHe3€) paK MOJIOYHOW KeJe3bl, CIEAyeT COOM0JaTh OCTOPOKHOCTh. Takue MNalMeHThI
JOJKHBI HAXOAUTHCS 1TOJ] TIATEIbHBIM HAOIIOIEHUEM.

JloOpokadyecTBEHHAsL ONVXOJIb THIIOhu3a
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IIPUMEHEHUH aMHUCYJIBIIPUIAa COOOLIAIOCh O CIy4yasix pa3BUTHS JOOPOKAYECTBEHHBIX OIyXOJIeh
runodusa, TaKMX Kak npojakTuHoma. [Ipu BHICOKMX KOHIIEHTpALMSIX TPOJAKTHHA B IJIa3Me KPOBU
WIM KIMHUYECKUX MPU3HAKAX U CUMIITOMAX OIyXOjiH rumnodusa (Takue Kak nedeKTbl mosei
3peHHsT M TOJOBHAas O0Jib) HEOOXOIMMO TMPOBECTH PEHTTEHOJOrMYeckoe oO0cie0BaHue,
HampuMep, MarHUTHO-PE30HaHCHYI0 ToMorpaduio runodusa. [Ipu moaTBepKIeHUH aUarHo3a
OITyXOJIb TUIIO(H3a JICYCHHE aMUCYJIBIIPUIOM JIO0JKHO OBITh IPEKPAIeHO.

IlanmeHTHl ¢ HapYIISHUSIMH (bVHKHI/II/I IIOYCK

BriBenieHre aMUCyIIbIIPUIa OCYIIECTBIsIeTCs Toukamu. [Ipu HapymieHn QyHKIIMHA MOYEK O3B
mpernapara JI0JKHBI CHIKAThCs (M. paszzaen 4.2).

JlelikoneHHs1, HEUTPONICHHUS M arpaHyaolMTO3

[Ipy nprMeHeHUN aHTUIICUXOTUYECKUX MpenapaToB, BKI0Yas npenapat Coiaual, coo01anocs o
pa3BHUTUU JICHKONICHUH, HEUTPOIICHUU | arpaHyJionuto3e. He nMmeromue oObsICHeHNsT HHPEKITUN
WM JTUXOPAJIKa MOTYT OBITh CBSI3aHBI C TEMAaTOJIOTHYECKUMHU HapymieHusMu (cM. pazzaen 4.8) u
TpeOyIOT HEMEAJIEHHOTO TeMaTOJIOIMYECKOT0 00CIeIOBaHMSI.

BcnomMorarenbHbI€ BENIECTBA

[TanpeHTaM € peaKko BCTPEYAIOLIEHCsS HACIEICTBEHHONW HENEPEHOCUMOCTBIO TaJIaKTO3Bl,
HENEPEHOCUMOCTBIO JaKTO3bl, 1€(UIIUTOM JIAaKTa3bl WU TIII0KO30-TaJaKTO3HONW ManbaOcopOIueit
He cienyeT npuHuMars npenapat Conuas (cM. pasnen 4.3).

4.5 B3aumoneiicTBHMe ¢ APYIMMH JIEKAPDCTBEHHBLIMHM MpenapatamMu W Jpyrue ¢opmbl
B3aMMO/AEeHCTBUA

IIporHBONOKa3aHHbBIE KOMOMHAIINU

C npenapamamu, cnocobuvimu yonuuame unmepeanr QT u 6wvlzbieamv nApOKCUIMATbHbIE
MAxuKapouu, 6KIOYAaAsi NOMEHYUATIbHO TeMATbHYI0 NOTUMOPDHYIO HCETYOOUKOBYIO MAXUKAPOUIO
MUNA «NUPYIM»:

- ¢ anmuapummuyeckumu cpeocmeamu IA knacca (xunuoun, ouzonupamuod) u |l xracca

(amuoodapon, comanon, 0ogemunud, ubymuiuo),

- ¢ benpuounom, yuzanpuoom, MemaodoHOM, CYIbMONPUOOM, CYIbRUPUOOM, MUANPUOOM,
MUOPUOAZUHOM, OUDEMAHULA MeMUICYIbHAMOM, IPUMPOMUYUHOM (BHYMPUBEHHO),
CRUDAMUYUHOM — (6HYMPUBEHHO),  MUZ0LACMUHOM,  BUHKAMUHOM  (6HYMPUBEHHO),
eanoghanmpunom,  ymepanmpunHom, cnapghnokcayurom, 2amughroKcayurHom,
MOKCUGDAOKCAYUHOM, NEHMAMUOUHOM, OOMNEPUOOHOM, 2UOPOKCUSUHOM;

- C YUManonpamom, dICYUmaionpamom.
[ToBpIlaeTcst pPUCK pa3BUTHS TAPOKCH3MAJBHBIX TaXHWKApAWi, BKIOYas IMOTCHIUAIBHO

JICTATIBHYIO TOTMMOP(HYIO JKEITYT0UYKOBYIO TAXMKAPIAHMIO THIIA «ITHPYIT» (cM. pasmen 4.3).
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nevenus 6oaesnu Iapkuncona

B3anMueiii anTaronnsM 3)()EKTOB aroHUCTOB J0()AaMHUHOBBIX PEENTOPOB M HEWPOJICTITHKOB.
ATOHHCTBI JO(GaMHUHOBBIX PELENTOPOB MOTYT BBI3BIBATH WM YCHIIMBATH IICHXOTHYECKYIO
CHMIITOMATHKY.

C nesooonoii (cm. pazoen 4.3)

PenunpokHbiii aHTaroHu3M 3G HEKTOB JIEBOIOIBI U HEHPOJIEITHKOB.

HepexkoMmeHAyEMBIS KOMOMHAIIMHU

C npenapamamu, y8equuuUBAOWUMY PUCK  BO3HUKHOBEHUS NOMEHYUATbHO — JeMmAalbHOU
ROAUMOPPDHOU HCEYOOUKOBOU MAXUKAPOUU MUNA «NUPYINLY

- C npenapamamul, 8bl3vl8AUUMU OpaduKapouro (bema-aopeHob10Kamopsvl, epanamu,
ounmuazem, KIOHUOUH, 2yaH@ayuH, cepoeynvle 2IUKO3UObl, OOHene3u, pueacmueMuH,
MAKpuH, amOeHoHUs XA0puo, 2araHmMamut, RUPUOOCULMUHA OPOMUO, HEOCUSMUHA
bpomuo);

- C npenapamamu, 6bl3bl8AIOUUMU SUNOKATUEMUIO (C OUYPemuKamu, 6bl3bl8arouUMU
SUNOKATUEMUIO, CLAOUMENbHbIMU, CIUMYIUPYIOWUMU NEePUCMATILIMUKY KULUEeUHUKA,
BHYMPUBEHHO — 8800UMbIM — amgpomepuyunom By entokoxopmuxocmepoudamu,
mempaxko3axmuoamu) — IPH WX MPUMEHEHHUH CIIeyeT 00s3aTelIbHO BOCCTAHABIINBATH
MOTEPH KalHsl U MOEPKUBATH HOPMAIbHBIN YPOBEHb Kallvsl B KPOBH;

- C HeKomopuiMU HeUpOLenmuKamu (2ailonepuooiom, NUMOUOOM, NUNOMUASUHOM,
CepmMUHOO0IOM, X1OPNPOMAZUHOM, J1e80MENPOMAZUHOM, YUAMEMAZUHOM, 8EPATUNPUOOM,
OpONnepuodoiom), UMUNPAMUHOBLIMU AHMUOENPECCAHMAaMy, Npenapamamu JTUumus,
A30IbHBIMU  NPOMUBOSPUOKOBBIMU CPEOCMBAMU.

BospacTaer puck pa3BUTHS KeTyI0UYKOBBIX apPUTMHIA, B YACTHOCTH KEITYTOUYKOBON TaxUKapaAuu
THUTIA KITAPYIT.

C smanonom

AMUCYNBIIPU YCUJIMBAET IEHTPaIbHbIE d(PGEKTh 3TaHONA. DTAHON YCHUJIIMBAECT CEIATUBHOE
JIEHCTBUE HEUPOJIETITUKOB.

C aeconucmamu 00GaMuHOBbIX peyenmopos (aMaHmaouH, anomop@uH, OPOMOKPUNMUH,
SHMAKANOH, TUZYPUO, NEP2OUO, NUPUOEOUT, NPAMUNEKCOTl, PONUHUPOJ, Cele2UNUt) (CM. pazoeibl
4.3,4.4)

B3aumublii aHTaroHnsm 3Q¢GEeKToB aroHUCTOB AO()AMHUHOBBIX PEIENTOPOB M HEHPOIETITUKOB.
AroHHCTHI JTO)aMHUHOBBIX PEIENTOPOB MOTYT BBI3BIBATH WM YCHIMBATh ICUXOTUYECKYIO
CUMITOMATUKY. AMHUCYJBIIPU MOXKET YCHIIMBAaTh CUMITOMBI OoJie3nu [lapkuHcoHa.

KOM6I/IHaITI/II/I, KOTOPBIC CIICAYET NPUHUMATh BO BHUMAHHUC
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Mmopguna (ananveemuxu, NpOMUBOKAULIEBbLE npenapamut); bapoumypamamu;
benzoouasenuHamu, HeOeH300UA3eNUHOBLIMU AHKCUOIUMUKAMU; CHOMBOPHLIMU CPEOCEAMU;
aHmuoenpeccanmam ¢ CceOamuHuIM d¢hghekmom (amMumpunmuiut, OOKCENUH, MUAHCEPUH,
Mupmaszanus, mpumunpamun); oroxamopamu Hi-eucmamunosuix peyenmopog c ce0amugHvim
appexmom;  SUNOMEHZUBHBIMU — CPEOCMEAMU  YEHMPAIbHO20  OelUcmeus  (KIOHUOUH),
Helpoienmuxkamu, 6axkiogheHom, maioomMuoom, NU30mugpheHom

Bripaxxennoe ycuinenue yrueraromiero aeiicteus Ha I[IHC. JlomonHuTenbHOE CHUMKEHHE
KOHIIEHTPAIIMM BHUMAaHUS, YTO CO3/1aeT OOJBIIYIO OMACHOCTh ISl BOJUTENCH TPAHCIIOPTA U JIHII,
paboTaronuXx ¢ MEXaHU3MaMHU.

C ecunomeH3uHbIMU CpeOCmMBamu, 8K0YAs bema-aopeHobioKkamopsl (6UConpoon, Kapeeouiol,
Memonponon)

Puck pasButus aprepuanbHOM TUIIOTEH3UWH, B YACTHOCTH, OPTOCTATHUYECKONM TMIOTEH3UHU
(ammuTuBHBI 3 dekT). B oTHOMEeHNN 6eTa-aapeHo0I0KaTOPOB AOMOIHUTEIBHO cM. pasnen 4.5
noapaszaen «HepekomenayeMbie KOMOMHALIHI.

C knosanunom

CoBMeCTHOE MPUMEHEHHE C KJIO3alMHOM MOXKET NPHBOJIUTH K YBEIMUYCHUIO KOHIICHTPAIIUU
aMUCYJIBIIPH/IA B TUIA3ME KPOBH.

4.6 ®epTHIBLHOCTb, 0ePeMEHHOCTb M JAKTALUS

bepemeHHOCTD

Nmerorcss O4YeHb OrpaHWUYEHHBIC JaHHBIC 10 MPUMEHEHHWIO aMUCYJBIPHIA Yy OepeMEHHBIX
KeHIMH. be30macHOCTh mpueMa aMHCyNbIpHaa BO BpeMs OCpEeMEHHOCTH HE YCTaHOBJICHA.
AMUCYIBIIPUA TPOXOTUT Yepe3 IulaneHty. [IpumeHeHue mpemnapata HE PEKOMEHAYETCS MpHU
OepeMEHHOCTH M y KEHIIUH PErnpoAyKTHBHOTO BO3pPacTa, HE HCMONB3YIOIMUX 3(H(HEKTUBHBIX
CHOCO0O0B KOHTPAIETIINH ¥ IIAHUPYIONINX 0€peMEHHOCTb, 32 UCKITFOUEHHEM TeX CITydaeB, KOTa
OKHJaeMasl 1moJb3a JIJIsl MaTepy TPEBHIIaeT NOTCHINATBHBIA PUCK JUTS IUI0JA.
HoBopoxaeHHbIe, KOTOpBIE MOJBEPTajiCh BO BpeMs TPEThEr0 TPUMECTpa OEpeMEHHOCTU
BHYTPUYTPOOHOMY BO3JICHCTBUIO aHTUIICMXOTHYECKUX MpernaparoB, BkItouas ConmaH, UMEIOT
PHUCK Pa3BHUTHS Y HUX TIOCJIC POXKICHUS HEXKEIATEIbHBIX PEAKIIHMA, BKITFOYAst SKCTPAITUPAMHUTHBIC
CUMITOMBI HWJIM CHHJIPOM «OTMEHBD», KOTOpPhIE MOTYT BapbUpPOBaTh IO TSKECTH H
npojoinkuTebHOCTH (cM. pazaen 4.8). CooOmiamock O pa3BUTHH BO30YKICHUS, MBIIICYHOTO
TUIEPTOHYCA, MBIIIEYHONW TUIIOTOHUH, TPEMOpPA, COHIMBOCTHU, JIBIXaTEIbHBIX PACCTPOUCTB WU
HapyIIeHU Tpu BCKapMiiiBaHUU. [10ATOMy Takue HOBOPOKIIEHHBIE JOKHBI HAXOIUTHCS MO

MMOCTOSIHHBIM MEIUIIMHCKAM HAOIIOACHUEM.

JlakTanus
10
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AMUCYIBIPUA OOHAPYKMUBAJICS B TPYIHOM MOJOKE I\ﬂ';i'(é}lﬁﬂ; EETDEB‘HQMJ)P 'Hﬁgﬁé'maT

COJII/IaH, IMO3TOMY KOPMJICHHC I'PyAbIO BO BpEMs €ro nmpucMa NpoOTUBOIIOKA3aHO.

DepTUILHOCTD

Y JKUBOTHBIX OTMEYAJIOCh CHIDKCHHE (EPTHILHOCTH, CBS3aHHOE C (HapMaKOJOTHYECKUMH
s dexramu amucynbiipuaa (3QPexT, ornocpe0BaHHBIN MPOIAKTUHOM).

4.7 BausiHue HAa CHOCOOHOCTHb YNPABJIATH TPAHCHOPTHBIMHU CPeJACTBAMH W PadoTaTh ¢
MeXaHHu3MaMH

[Tpu npumenennu npenapara Coiaran HEOOXOIUMO COOJIIOIATh OCTOPOKHOCTD TIPH YIIPABICHUH
TPAHCIIOPTHBIMU CPEACTBAMH U PAbOTE C MEXaHU3MAMH.

Cnenyer wHPOPMUPOBATH MAIUEHTOB, OCOOCHHO SIBISIONIMXCS BOIUTEISIMU TPaHCIOPTHBIX
CpeACTB WM paboOTaloIIMX C MEXaHM3MaMH, a TaKKe JIHUI, 3aHUMAIOIIUXCS JPYTHMHU
MOTEHIMAJILHO ONTACHBIMU BHJIAMH JCSTEIBHOCTH, O BO3MOKHOCTH IOSIBJICHUS] Y HUX COHJIMBOCTH,
HEYETKOCTH 3PCHUS M CHW)KCHUS TICHXOMOTOPHBIX PEaKIUi BO BpeMs MpHeMa aMHUCYJIBIIPHUIA,
O0COOCHHO B Hadyalie JICUCHHS, TaK KaK 3TO MOXKET OBITh OMACHBIM NPH 3aHATHH 3TUMHU BHIAMHU
JESITeIbHOCTH, TPEOYIOIIMMH TOBBIIICHHOTO BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKIIUH.
4.8 HexesaTebHbIE peaKIuu

Pesrome HDOd)I/IJUI 0€30IaCHOCTH

VYka3aHHbIC HIDKE HEXKENATSIbHBIE PEaKIMU IMPEICTABICHBI B COOTBETCTBUHU CO CJICTYIOIIHMH
rpajaysMi 49acTOThl MX BO3HMKHOBEHHS: o4yeHb dacto (= 1/10); wacto (> 1/100 u < 1/10);
Hevacto (> 1/1000 u < 1/100); peaxo (= 1/10000 u < 1/1000); ouens peako (< 1/10000); wactora
HEW3BECTHA (0 MMEIOIIMMCS JIAHHBIM OTPEJICIIUTh YaCTOTY BCTPEYAEMOCTH HE MPECTABIISICTCS
BO3MO>KHBIM).

Hapywenus co cmoponuvl Kpogu u tum@amuyeckou cucmembl

Heuacro: neiikonenusi, HedTporneHus (cM. pazaen 4.4).

Penxo: arpanymnornuros (cM. pasaen 4.4).

Hapywenus co cmopoHbl uMmMyHHOU cucmemsl

Heuacro: anneprudeckue peaxkiuu.

DHOOKpuHHbIE HAPYWEHUS.

Yacto: amuCyJIbIpPH] BBI3BIBACT YBEIMUCHUE TUIA3MECHHBIX KOHIIEHTPAMKA TMPOJIAKTHHA,
oOpaTtuMoe Tociie OTMEHBI IperapaTa. IT0 MOXET MPHBOIUTh K BOSHUKHOBCHHIO TaJIAKTOPEH,
aMEHOpEH, THHEKOMACTHH, 00JICH B MOJIOYHBIX JKeJle3aX U IPEKTUILHOU JUCHYHKITHH.

Penko: nobpokadecTBeHHAas OMyX0Jb TUIIOGU3a, TaKas Kak MPOJIAKTHHOMA.

Hapywenusa memabonuzma u numanus

YacTo: yBemMUeHUE MAcCHI Tela.

Heuacro: runeprimkemus (cM. pazzaeinsl 4.4), TUTIEPTPUTIULEPUICMUS, THIIEPXOJICCTEPUHEMUS.
11
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Penxo: runonarpuemus, CHHIPOM HEaJI€KBATHOU cwped%&%%%ﬂ@gk@g (I:JD‘_I{{'SEQ? )

Icuxuueckue napywenus

Yacro: OeccOHHHUIIA, YYBCTBO TPEBOTH, aXHUTAlMs, HapylIeHHWE oprazma (oprazMuyeckas
TUChHYHKITHSA).

Heuacro: cnyTaHHOCTE CO3HAHUA.

Hapywenus co cmoponul HepéHoii cucmemul

OdeHp yYacTo: OHKCTpalMUpaMUAHBIE CHMITOMBI (TPEMOpP, PHUTHUIHOCTh, TUIIOKUHE3US,
TUIepcaluBalus, aKaTU3usd, JUCKUHE3Us). OTH CHUMIOTOMBI OOBIYHO OBIBAIOT YMEPEHHO
BBIPOKECHHBIMU TIPH TIPUEME B ONTUMATBHBIX 032X U YACTHYHO OOpAaTUMBIMU TIpHU AO0ABICHUU
AHTUXOJIMHEPTUYCCKUX TPOTUBOMAPKHHCOHUYECKUX TIperaparoB 0€3 MpeKpalleHus JICUCHUS
aMuCyJIbIpuIoM. HacToTa BOSHUKHOBEHHS SKCTPANMPAMUJIHBIX CUMITOMOB 3aBUCUT OT JO3BI.
[losToMy y mNanMeHTOB C MNPEMMYLIECTBEHHO HETaTUBHBIMU CUMIITOMaMH, MNPUHUMAKOLIUX
amucynbpnpun B go3e 50-300 mMr B CyTKHM, 4acTOTa BO3HHUKHOBEHHUS SKCTPAIMPAMUIHBIX
pacCTpOMCTB SBJISIETCA OU€Hb HU3KOM. 110 TaHHBIM KIIMHUYECKUX UCCIIEA0BAHUN TPU NPUMEHEHUN
aMuUCyJIbIIpUIa HabI01a71aCh JIOCTOBEPHO MEHbIIas 4acToTa BO3HUKHOBEHUS
SKCTpaANUPaMUIHBIX CUMIITOMOB, Y€M IIPY IPUMEHEHUH TaJIoNEepHUa0Ia.

YacTo: ocTpast TUCTOHUS (CIIacTHYECKasi KpUBOIIES, OKYJIOTHPHBIN KpU3, TPU3M), 00paTUMBbIE TIPU
100aBIICHUH aHTUXOJUHEPTUUECKUX MPOTUBOMAPKUHCOHUYECKUX MPEnapaToB 0€3 MpeKpalieHus
JIEYEHUS] aMUCYJIBIIPUIOM; COHIIMBOCTb.

HeuacTo: mno3aHsAs JAMCKUHE3Us XapaKTEpU3YIOUIAsiCsi PUTMUYHBIMH, HENPOU3BOJIBHBIMU
JBIDKEHUSIMHU TIPEUMYIIECTBEHHO SI3bIKA W/WJIM MUMHYECKUX MBIIII, ¥ BO3HUKAIONIAs OOBIYHO
mociie JUIMTEIbHOTO MpHeMa Mpernapara (aHTUXOJIMHEPrHYecKUe MPOTHUBONAPKUHCOHUYECKUE
mpemnapaTsl B ATHX CIIy4asx HedPPEKTUBHBI MU MOTYT YCUITUBATh CUMIITOMATHKY ); CyIOPOTH.
Penko: 31m0KayecTBEHHBIN HEHWPOJENTUYECKUM CHUHAPOM, KOTOPBIA SBISETCS MOTEHIIMAIBHO
JIeTAJIbHBIM OCIIOXKHEHUEM (cM. pasnen 4.4).

YacroTa HeM3BECTHA: CUHIPOM OECIIOKOMHBIX HOT' ¢ aKkaTU3Mel min 0e3 Hee.

Hapywenus co cmoponwl opeana 3penus

YacTo: HEUETKOCTh 3PEHUS.

Hapywenus co cmoponul cepoya

Heuacro: 6pagukapausi.

Penxo: ynmuHenne naTepBasia QT xKeTy0YKOBBIC HAPYIICHUS PUTMA, TaKWe KaK oJuMopdHast
KEIYyJOUKOBasT TaxWKapAus THUIA «IHPYIT», KEIYyJAOUKOBas TaxukKapaus, QGUOpHILIALIUs
KEITyIOUYKOB, OCTAHOBKA CEpJilla M BHE3amHas cMepTh (cM. pasnen 4.4).

Hapywenus co cmoponwl cocyoos

Yacrto: cCHI)KEHUE apTepUaIbHOTO JIaBICHHUS.
12
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(MOCNEOCBATENEHOCTE 000E)

HeuacTo: noBbllieHne ApPTCPUAIBHOT'O OABJICHUSL.

Penxo: BeHO3HBIE TPOMOOIMOOIMUECKUE OCIOKHEHUS, BKIIOYAs TPOMOOIMOOJIHIO JIErOYHOM
apTepUH, MHOT/A C JIETAIbHBIM HCXOI0M, H TPOMOO03 Ti1y0OKHX BeH (cM. pasnen 4.4).
Hapywenus co cmoponul OvixamenvHoti cucmemsl, Op2aHos8 2pyOHOU KIemKU U Cpe0oCmeHUs
HedacTto: 3al0)keHHOCTh HOCA; AaclNUpaldOHHAs IHEBMOHMSA (TJIaBHBIM 0O0pa3oMm, mpu
OJHOBPEMEHHOM NPUMEHEHUU C JPYTUMH AaHTHIICUXOTHUYECKUMH CpPEACTBAMHU U CPEICTBAMH,
yraetatouumu [THC).

Kenyoouno-kuweunvie HapyuieHus

Yacro: 3amop, TOIIHOTA, PBOTA, CyXOCTh BO PTY.

Hapywenus co cmoponul neuenu u dcenuesbi8o0auux nymeti

Heuacro: renarouenironsipHbie MOpaKeHUsI.

Hapywenus co cmoponul Kodtcu u noOK0NCHbIX MKAHell

Penko: aHrMOHEBPOTUYECKU OTEK, KpAaIMBHHULIA.

UYactora HeusBecTHA: (poTOCEHCHOMIM3ALIUS.

Hapywenus co cmoponwl mviuieyHotl, ckeiemHotl u coeOUHUmMenNbHo MKaHu

Hewacro: ocreonenus, octeonopos.

YacroTa HEM3BeCTHA: pabJOMHUOIH3.

Hapywenus co cmoponul nouek u Mouesbigo0sawux nymet

HeuacTo: 3aepxka MOYH.

bepemennocms, nocinepoooswiti nepuoo u nepuHamaivbHbvle COCMOAHUSL

YacTora HEM3BECTHA: CHHIPOM «OTMEHBI» Y HOBOPOXKIECHHBIX (CM. paszern 4.6).

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble

Hewacto: moBblllIeHHE aKTUBHOCTH «IEYEHOYHBIX» (PEPMEHTOB B TJIa3Me€ KpPOBH, TJIaBHBIM
o0pa3oM TpaHCaMHUHa3.

YacroTa HensBecTHA: NMOBbIIEHHE KOHLIEHTpauu KOK B ruiazme KpoBH.

Tpasmbl, unmoxcukayuu u 0ClLOHCHEeHUsL NPOYeoyp

YacroTa HeusBecTHA: MajJeHHs (MHOTJA MPUBOMAIINE K IMEperoMaM) Kak CIEIACTBHE Pa3BUTHUS
HEeXKENaTEeNbHBIX PEaKIUil, CBSI3aHHBIX C BO3MOXHBIM HapyIIEHUEM PaBHOBECHSI.

COO6HI€HI/Ie 0 MOAO03PEBACMBIX HEKECITATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOA03pEBAEMBIX HEXKENATEeNbHBIX PEAKLHUAX IOCIE PErucTpaluu
JIEKapCTBEHHOI'O Tperapara ¢ 1ejibio 00ecredeHts] HeMPepbIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«T0JIb3a — PHUCK» JIEKAPCTBEHHOIrO Mpenapara. MeAUIMHCKUM DPAaOOTHUKAM PEKOMEHyeTCs
coo0mare O JIOOBIX MOJ03PEBAaEMbIX HEXKEJIATeNIbHBIX PEAKIMAX JIEKApCTBEHHOIO Ipernapara
4yepe3 HAllMOHAJIbHBIE CUCTEMBI COOOIIEHUS O HEKENATENIbHBIX PEaKLUsIX roCyJapCTB — YWIEHOB

EBpa3uiickoro 3kOHOMHUYECKOT0 COI03a.
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Poccuiickas @enepanns

aapec: 109012, r. Mocksa, CnaBsHcKas 1iomais, a. 4, crp. 1

®enepanbhas Ciyx0a 1o Haa30py B chepe 3apaBOOXpaHCHHS

ten.: +7 (800) 550-99-03

aJipec 3NMEKTPOHHOM mouThl: pharm(@roszdravnadzor.gov.ru

uHTepHeT-caitt: http://www.roszdravnadzor.gov.ru

4.9 Ilepeno3upoBKa

CuMOTOMBI

[Tpu mepeno3upoBKe cOOOIANTOCH O 3HAYUTEIBHOM YCHJICHHH HW3BECTHBIX (PapMaKOJIOTHUECKUX
3¢ deKTOB Mpenapara, a UMEHHO O Pa3BUTUU COHJIMBOCTH, CEIAIMH, CHIDKCHHH apTEePUaTbHOTO
JaBIICHUS, Pa3BUTUU OKCTPAUPAMUIHBIX CHMITOMOB M KOMBI. VIMenuch cooOmeHus o
JIETaJbHBIX UCXOJAaX MpPU TEPEI03UPOBKE, TJIaBHBIM 00pa3oM, MPU KOMOMHALUU C APYTUMH
MICUXOTPOITHBIMHU CPEICTBAMH.

Crnemyer uMeTh B BHJY, YTO IEPEI0O3UPOBKA MOKET OBITH BbI3BaHA OJHOBPEMEHHBIM IPUEMOM
HECKOJIbKUX MPETapaToB.

Jleuenue

Crenuduueckoro aHTHIO0TA JIUIsl aMUCYJIBIIPUIA HET.

B ciydae mepeno3upoBKH ClieAyeT KOHTPOJIMPOBATh W TOJICPKUBATh OCHOBHBIC >KM3HEHHO
BaXKHble (YHKIMM OpraHu3Ma BIUIOTH /O IIOJHOTO BBIXOJA TMAalMeHTAa M3 COCTOSHHS
nepenosupoBku. Ilpu mepenozupoBke mpoBeaeHue OKI'-MoHMTOpUpOBaHUS  SIBIISETCS
00s13aTeNbHBIM, TaK KaK IMEETCSI pUCK yIITHHEeHUs nHTepBasia QT M pa3BUTHS OMACHBIX IS YKU3HH
HapyuieHuit purMma (cM. paszaen 4.8).

B ciyuae mosiBIEHHS TSKENBIX HKCTPAUPAMUAHBIX CHMIITOMOB, CIIEAyeT HPUMEHSATh M-
XOJIMHOOJIOKATOPBI LIEHTPAJILHOTO AEUCTBUS, HAIpUMep, TPUTeKCU(DEHHU UL

Tak kax BBIBEJCHWE aMHCYJIBIIPH/IA TIPH TTOMOIIM T€MOJNAIN3A SBISETCS HE3HAYUTEIBHBIM, TO
JUIE  €ro  BBIBEJCHHWS TPH  TEPENO3UPOBKE TPUMEHEHHE TeMOJHUalln3a  SBISETCS
HeleNeco00pa3HbIM.

5. PAPMAKOJIOTMYECKUE CBOMCTBA

5.1 dapmakoanHaMHYecKHe CBOHCTBA

dapMakoTepareBTUYeCcKas TpyMa: MCUXOJENTHKH; aHTUIICUXOTUYECKUE CPECTBA; OCH3aMMIbI.
Kox ATX: NOSALOS.

MexaHu3M aeiicTBUS

AMUCYTIBIPU SIBIISICTCS aHTUTICUXOTUYECKUM MTPENIapaTOM U3 TPYIIIBI 3aMEIIEHHBIX OEH3aMHU/I0B.
dapmakoaHAMUYECKUNA  TIPOodHIIb aMuCyJiblpuia  OOyCJIOBJIEH  CEJIGKTUBHOH W
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MPEeUMYIECTBEHHOW apPUHHOCTBIO K MOATHIIAM DQI:E-%Q'%E'(BJ%E%E Tﬁegggﬁépm

TUMONYecKoil cucteMbl. AMHUCYIbIpU HE HMeeT apPUHHOCTH K CEPOTOHHUHOBBIM U JPYTUM
HEHpOpEeLeNnTopaM, TakKUM KaK TI'MCTAMHUHOBBIC, XOJMHEPIrMYECKHE M  aJpEHEPrHYECKUe

pELenTOpHI.

B uccnenoBaHusX Ha KMBOTHBIX OBUIO TOKa3aHO, YTO IMPH MPUMEHEHHHM B BBICOKHX J103aX
aMHCYJIBIIPU]] B OOJIBIIEH CTEeTIeH! OJIOKUPYET 10paMUHEPTUIECKHE HEHPOHBI ME30IMMONIECKOM
CHCTEMBI, YEM aHAJIOTMYHbIE HEHPOHBI B CHCTEME CTpUaTyMmMa. OTOH creruduuecKon
adhGUHHOCTPIO OOBSACHACTCS, MO-BUAMMOMY, NpeoOIaJlaHhe AHTUIICUXOTHYECKUX 3S()QPEeKTOoB

aMHCYJIBIIPHUJIA HAJ[ €T0 IKCTpanHpaMHUIHBIMU 3 dekramu.

[Ipy npuMeHeHMM B HHU3KHX J03aX AaMUCYJbIpPUJI  TPEUMYIIECTBEHHO  OJIOKHpYET
npecuHantuyeckue D2 u D3 nodaMuHOBBIE peuenTopbl, YeM MOMKET OOBSACHATHCA €ro
MIOJIOXKUTEIbHOE BIIMSIHUE HA HETATUBHBIE CUMIITOMBI.

5.2 dapmakokuHeTHYECKHUE CBOWCTBA

AOGcopbuus

VY amucynbnpuaa OTMEUaroTCs Ba a0COPOIIMOHHBIX TUKA: OJIMH JOCTUraeTcs ObICTPO, Yepes vac,
a BTOpoil — mexay 3 u 4 yacoM nociie npuema npemnaparta. [locne npuema npenapara B go3ze 50 mr
COOTBETCTBYIOIIIME JTUM IMHKaM MaKCHMallbHbIe KOHIEHTpalu B IutasMe KpOBH (Cmax)

CcOCTaBIAIOT 39 + 3 ur/mit 1 54 + 4 ur/mor.

boraras yrieBojaMu nuina JOCTOBEPHO CHMXKAET IUIOIIAJb MOJ] KPHUBOW KOHIIEHTPALUs/BpeMs
(AUC), BpeMsi JOCTH)KEHUSI MaKCUMaJIbHON KOHLIEHTPAUUH (Tmax) 1 Cmax aMUCYJIBIIpUAA, B TO
BpeMs Kak Ooraras >KUpaMd NHUINAa W3MEHEHHWH BBIIICyKa3aHHBIX (PapMaKOKHMHETHIECKUX
nokasateiieii He Bb3biBaeT. OIHAaKO 3HAUEHUE dTUX HAOIIOACHUI B MOBCEIHEBHON KIMHUYECKOMN
MIPAKTUKE HEM3BECTHO.

Pacnpenenenue

O06bem pacnipeneneHus paBeH 5,8 1/Kr. B ¢Bsi3u ¢ HU3KOM CBA3BIO ¢ Oenkamu mia3mel (16%), He
OYKHUJTaeTCs B3aUMOJICHCTBUS aMUCYJIBIIPUA C APYTUMH TIpenapaTaMy Ha YPOBHE CBSI3H C OCITKOM.
AGcomoTHas 6M0I0CTYIHOCTH cocTaBisieT 48%.

Buorpanchopmariust

AMUCYIBIIPUT HE3HAUUTEIBHO MeTabonu3upyeTcs: B nedeHu (0kosio 4%), naeHTUPUIHPOBAHbBI
JIBa HEaKTUBHBIX MeTabonuta. Ilpm KypcoBOM mpuemMe KyMyJSLIHUU aMHCYJIbIpUIa He

MIPOUCXOJIUT, U €ro GapMaKOKMHETHKA HE U3MEHSETCS.

ONUMUHALIMS
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[Tpu npreme BHYTpH nepuoA noiayBeiBeaeHus (112) aMH'cUJII-TL;H;LEt;gg'c"flﬂ%ﬁ%%gﬁggi%ﬁbﬂo

12 yacoB. AMUCYJBNPUJT BBIBOAUTCS C MOYOM B HEM3MEHEHHOM Buje. [loueuHsblii KiIMpeHC
coctaBysieT mpuMmepHo 330 mur/MuH.

Oco0ble T'PYIIIBI ITAITWMEHTOB

Tloueunas neoocmamounocmo

T1/2 y NalMEHTOB € MOYEYHOM HEJOCTATOYHOCTBIO HE HM3MEHSETCS, HO CHUCTEMHBIN KIHUPEHC
yMmenbmaerca B 2,5-3 paza. AUC amucynblpujia Opd MOYEYHOM HEJOCTATOYHOCTH JIETKOH
CTENIEHU YBEJIMYMBAETCS BJIBOE, a MIPU MOYECYHOU HETOCTATOUHOCTU CPEAHEN CTENEHU TAKECTU —
noyTH JAecATukpatHo (cMm. pasgen 4.2). OnelT TPUMEHEHHUs TMperapara INpH  IMOYEHHOM
HEJIOCTATOYHOCTH SIBJIIETCSI OTPAHUYEHHBIM, U OTCYTCTBYIOT JIaHHBIE 110 MPUEMY aMUCYIIbIIPUAA

B J103€, NpeBblaromiei 50 mr.
AMUCYTBIIPHU TPAKTUUYECKH HE BHIBOJUTCS C MIOMOIIBIO0 FEMOUAIN3A.
Tleuenounas neoocmamounocms

B cBs3u TEM, YTO aMHUCYJIbIIPUA HE3HAUYUTCIIBHO MGT&GOHHBpreTCﬂ B I[ICYCHH, IIpU IICYCHOYHOU

HCIOCTATOYHOCTHU HAKOINJICHUS IIPCIIapaTra HC OKUAACTCS, U CHUIKCHUS €T0 103 HC Tpe6yeTc>1.
H(llxﬂxleHl’I’Zbl noatcusioco eospacma

[Ipu cpaBHeHMM (hapMaKOKMHETHUECKUX IMOKa3aTele MalueHToB cTapiie 65 JeT ¢ TaKOBBIMU Y
MalUeHTOB 00Jiee MOJIOIOT0 BO3pacTa YCTAaHOBJIEHO, YTO y HUX IOCIE OJAHOKPATHOTO IMpHEMa
BHYTpb amucyJbiipuia B 1o3e 50 mr 3HaueHus Cmax, 112 1 AUC Boime Ha 10-30%. anHble 1o
nokaszarensiM (apMaKOKMHETHKHM Y TAalMEeHTOB MOXKWJIOTO BO3pacTa HpU KypCOBOM IpHEME
aMHCYJIbIIPUJIA OTCYTCTBYIOT.

5.3. laHHble JOKJIUHUYECKO 0e30MacHOCTH

B nccnenoBanusax, IpoOBEEHHBIX HA )KUBOTHBIX, aMHUCYJIBIIPU]] HE TPOJEMOHCTPUPOBAII IPSIMOTO
WA KOCBEHHOTO T€PATOTEHHOT'O M SMOPHUOTOKCHUYECKOTO JEHCTBUSI.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1 [lepeyeHnb BCIOMOraTeJbHBIX BElECTB

KapOokcumetnnkpaxmai HaTpus (HaTpUs aMIIIONIEKTHHA TJIMKOJIAT) (THIT A)
JlakTO3BI MOHOTHIPAT

[enrono3a MUKpOKpUCTAJUTHYECKAS]

I'mnpomenosa

Maruus creapat
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6.2 HecoBMecTUMOCTH

He nmpumenumo.

6.3 Cpok rogHocTu (CPOK XpaHeHHUs )

3 roxa.

6.4 Oco0ble Mepbl NPEAOCTOPOKHOCTH NMPH XPAHEHUH
XpaHuTh IpU TeMnepaType He Boiie 25 °C.

6.5 XapakTep u coepkaHHe NEPBUYHONH YIIAKOBKH

ITo 10 tabnerok B [IBX/Anmomunuessiii 6maucrep. [lo 3 Gmucrepa BMecTe ¢ MHCTPYKIHMEH IO
MPUMEHECHHIO B KAPTOHHYIO MAYKYy.

6.6 OcobOble Mepbl MNPeIOCTOPOKHOCTH TPH  YHHYTOKEHHH  HCNOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 NMpenapara Wi 0TX010B, MOJYYeHHBIX MOcJe MPUMEHEeHHs Npenapara u
Apyrue MaHMIYJSIIMHU € NPenapaTomM

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMUOHHOI'O YJIOCTOBEPEHUSA

OpaHus

Canodu Bunrpon Uuaycrpus

82 asento Pacnait 94250 Xanruiin

7.1 IlpeacraBuTe/ib AepKaTeasl PErHCTPALMOHHOIO YA0CTOBEPEHUS

IIpereH3un HOTDC6I/ITCHGI\/'I HanpasJATHh 10 aapeCy:

Poccuiickas @enepanns

[IpencraButensctBo AO «Canodu-aBeHTUC TPYy», DpaHius

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

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

anpec anekTporHou moutel: Sanofi.Russia@sanofi.com

8. HOMEP PEIT'UCTPALIUOHHOI'O YAOCTOBEPEHUA

JITI-Ne(002467)-(PT'-RU)

9. IATA IEPBUYHOUN PETUCTPALIMU (IOATBEPXKJIEHUSA PETUCTPAIIUH,
MNEPEPEI'MCTPALIUN)

Jara nepBoii peructpannn: 02 urona 2023 r.

10. JATA IEPECMOTPA TEKCTA

OOmiast XxapakTepuCTHKa JIeKapcTBeHHOro npenapata ConmaH JTOCTyNHa Ha MH(MOPMALMOHHOM
noptane EBpazuiickoro 3KOHOMHYECKOTO COI03a B MH(OPMAIIMOHHO-KOMMYHHUKAIIHOHHON CETH

«Hurepuer» http://eec.eaeunion.org/
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