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OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1002

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Hosoxannamun, 100 Mr/mit, pacTBOp [jisi BHYTPUBEHHOTO U BHYTPUMBIILICYHOT'O BBEICHUS

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JlelicTByrolee BEMECTBO: MPOKAMHAMKIA TUAPOXIIOPH]L

Kaxnplii M pacTBopa COIEpXKHUT JAEHCTBYIOIIEE BELIECTBO: IMPOKaWHAMMJA TMIPOXJIOPHI -
100,0 mr.

BcrnomorarenbHble BelecTBa, HATMYME KOTOPBIX HAJ0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npernapara: HaTpuid, HaTpus AUcyabGuT (cM. pasaen 4.4.).

[TonHbIi nepeyeHb BCIIOMOTaTENIbHBIX BEILECTB MPHUBEJIEH B pa3zaeie 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBOp 1151 BHYTPUBEHHOI'O M BHYTPUMBILIEUHOTO BBEACHMUSL.

[Tpo3pauHast GecliBeTHast MU CJIeTKa OKpaIleHHas! )KUIKOCTb.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

[Tpenapatr HoBokanHamu nokasaH K IpUMEHEHHUIO Y B3pOCIIbIX B BO3pacTe OT 18 jnet:

- TsDKeJIble apOKCU3MaJIbHbIE YKENyJOUYKOBbIE TaXHMAPUTMUH, YIPOXKAIOLINE >KU3HU, TaKUe Kak
yCcTOMUMBAs >KeTyJOUYKOBas TaxukapAus (Ui KyNMpPOBAaHUSA M NPOPHIAKTUKH MapOKCHU3MOB
TaxXHUapUTMHUH);

- TMapOKCU3MaJbHble HADKETyJOYKOBbIE TaXWapUTMHMM, TaKM€ KakK IapOKCHU3MalbHasl
npefcepAHas TaxMKapAus U Mapokcu3MaibHas (opma QUOPWIUIALMU WM TpENeTaHus
IpeIcepanii, CYNpPaBEeHTPUKYJISpHAs TaxuKapAus TMpUd CUHAPOMAX IPEKIECBPEMEHHOTO
BO30YXJIEHUS )KeTy0ukoB (cunapomMe WPW) (quist KynupoBaHUs TApOKCU3MOB TaXMapUTMUU B
TEX CIIydasix, Korja JApyroe jeueHue Hed(pPeKTUBHO WM MTPOTUBOIOKA3aHO).

4.2. PesxuMm 103MpOBaHNs U c1IOCO0 MPUMEHEeHUs

PexxuM 103upoBaHus

IIpumenenue npenapata HoBokanHamua ciieyeT Ha4MHATH B YCIOBUAX CTalMoHapa. JleueHue
JIOJKEH OCYIIECTBISATh APUTMOJIOT, UMEIOIIUN OMBIT JICYEHHUS] COOTBETCTBYIOIIMX HapyIIEHUN
CEpJIEYHOT0 PUTMA.

IIpn nedeHUM KU3HEYTPOKAIOMIMX MMAPOKCU3MAIBHBIX YKEIYJOYKOBBIX TAXUAPUTMUN IMALUECHT
JIOJDKEH HaxXOJMUTbCA TMOJA  TINATENbHBIM  KapJHOJIOIMYeCKHMM HaOJrofeHueM  (BKJIrOYas
MOHMUTOPHHT 3JieKkTpokaparorpamMmme (OKI') u KOHTposb apTepuanbHOIO JAaBIIEHUS) B YCIOBUAX
CHEUAIM3UPOBAHHOTO  OTIEJEHMs,  OCHAIlEHHOro  NeuOpuuIATOpOM U MPOYUM

O60py2[OBaHI/ICM JJIsL OKa3aHUs BKCTpeHHOﬁ MEIUIIMHCKOM ITOMOIITH.
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cokpaieHuii, aprepuansHoe masineHue (AJl) u OKI. Heobxomumo paccMOTpeTh BOMpOC O
MPEKPALICHUN JICYCHUs TPU TIOSBIICHWW JIFOOOTO W3 YKa3aHHBIX HIke wu3MeHeHuidt OKI':
1) pacuupenue komiiekca QRS Goine yem Ha 20 % ot ucxoanoro (wim > 0,12 c); 2) yuinHeHue
unteppana PQ 6omnee yem Ha 20 % ot ucxonnoro (wiu > 0,24 c); 3) ynnunenue unrepBaia QT
cbinie 460 mcexk win ynnuHenue uHTepBana QTc cBeimie 440 Mcek; 4) yBeTUYEHHE YACTOTHI
WU TSKECTU APUTMHUM.

Bspocnvie

Brnympusennoe gseoerue

Jnsg xynupoBaHHMs NAapoKcH3Ma TaXMapUTMHMM HAarpy304Hylo 103y npenapata HoBokanmHammn
ClielyeT BBOAUTH OJHUM U3 JIBYX CIIOCOOOB, YKA3aHHBIX HUXKE:

1) BHYTpUBEHHO CTPYWHO MeAJIEHHO (CKOpOCTh BBeAeHUs He Oonee 50 mr/mun) B no3e 100 mMr
kaxple 5 MuHyT noa konTpoaeM AJl, YHCC u OKI' 1o kynupoBaHus napoKcu3Ma TaXUapuTMUU
WIM /10 JOCTHXEHHsS CyMMapHOW J103bl npokamHamuga 500 wmr. 3arem (pu OTCYTCTBUH
addexTa) nepes BO30OHOBICHUEM BBEACHUS Iperapara peKOMEHIyeTcsl moaoxkaars 10 MUHyT
wim 0oJiee 7St TOro, 4To0bl 00eceunTs Haubobllee pacipeeieHie NpoKanHaMuia B TKaHsX;

2) BHYTPUBEHHO KamelbHO CO CKOpocThio 20 Mr/MuH B TeueHue 25 - 30 MUH O JOCTHKEHUS
cymmapHoi a03sl mpokanHamuga 500 - 600 mr. ms storo 10 mu mpemapara HoBokannamu
cinenyetr pasBectd B 40 ma 0,9 % pactBopa Hatpus xjopuaa (MpeArnodyTUTeNbHO) Wik S %
pacTBopa JEKCTPO3bl (IJIFOKO3bI) U BBOJUTH MPUTOTOBICHHBIN PacTBOpP €O CKOPOCTHIO 1 Mi/MHUH
B MuHyTy nog koutposem AJl, HCC u OKT'.

MakcumanbHas Harpy3o4Hasi J103a npernapara HoBokanHamua npu BHYTPUBEHHOM CTPYHHOM U
kanenbHoM BBegaeHUH - 1000 mr (10 mi).

[Ipu HeoOXomUMOCTH TOIJCpPKAHUS TEpPaleBTHUYECKOW KOHIIEHTpAalMM MPOKaMHAMHUJA
pEeKOMeHAyeTCsl JUIMTEeNIbHOE BHYTPUBEHHOE KaleJIbHOe BBEAEHUE CO CKOPOCTBIO 2 - 6 MI/MUH.
Hns atoro 10 mi mpenapara HoBokanmnamu cienyet pasBectd B 490 mi 0,9 % pactBopa HaTpust
xjopuaa (mpenmodyruTenbHo) wiam S5 % pacTtBopa JEKCTpPO3bl (TJIIOKO3bI) W BBOJUTH
MPUTOTOBIIEHHBIA PAacTBOp CO CKOpOcThio 1 - 3 mur/mMuH. MakcuManbHasi MOAEPKUBAOIIAS
cyTouHas fo3a npenapara Hopokanaamun - 3000 mr (30 m).

[Ipu mepexone Ha mepopajbHBIM MpPUEM MpOKaWHaMKAa MepBas J03a MpernapaTa HazHA4YaeTcs
yepes 3 - 4 yaca nocie npeKpaiieHuss BHyTpUBEHHON HHDY3UH.

Brympumviueunoe s6eoenuUe

JUis KynupoBaHMs TapoOKCHM3Ma TaXWapUTMHUHM Harpy3ouyHas J03a Ipernapara MOXeT OBITh
BBE/ICHA BHYTpHMBIIIEYHO. Pekomennyemas cxema BBeaeHHMs: mo 100 Mr BHYTPHMBIIIEYHO

kaxapie 5 - 10 munytr mox koutposeM AJl, UCC u DOKI' no xymupoBaHus Mmapokcu3Ma
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apdexTa mepes BO30OHOBIEHHMEM BBEICHHS INpenapaTa pPEKOMEHAYeTCs IOJO0XkAaTh
10 - 20 munyT MM 60s1ee TOTO, 4TOOBI OOECTICUNTh HaNOOJbIIIEe pacipeesieHne TPOKanHaMuIa
B TKaHsAX. MakcuMalbHasi Harpy304Has 03a npenapara HoBokanHamMul pyu BHYTPHUMBIIICYHOM
BBeaeHuu - 1000 mr (10 mi).

[Ipenapar HoBokanHaMua MOKHO BBOJUTH BHYTPHMBIIICYHO JUIS TPO(UIAKTUKY MAPOKCU3MOB
KETYJI0YKOBOW TaXMAPUTMHUH B TEX CIIydasix, KOT/Ia HEBO3MOXCH IPHEM MpPOKaMHAMH/IA BHYTPb
(HampuMep, B Tpel- U IMOCICONEPAMOHHOM IEPHOAC WM IMPH CHHIPOME MallbabCcopOIHH).
PexomeHnyemas no3a mpokamHamuaa cocrtamBiser S50 MI/KT Macchl Tela IMalueHTa B CYTKH
(mpumepno 2000 Mr B CyTKM Ul NALMEHTOB ¢ Maccol Tena meHee 55 kr, 3000 Mr B CyTKH Ui
MalKUeHToB ¢ Maccoit Tena 55 - 91 xr u 4000 Mr B CyTKH JJis IAIIMEHTOB C MAccoil Tena Oosee
91 kr). OOuIYI0 CYTOYHYIO /103y IPOKaUHAMHUIA HEOOXOAUMO PA3JICIIUTh Ha HECKOJIBKO PaBHBIX
JIO3UPOBOK, KOTOPBIE CIICAYET BBOAMUTH 4 - 6 pa3 B CYTKU 4Yepe3 paBHbIC HHTEPBAJIbI BPEMCHHU.

Oco0Bble IPVIIILI TAIUEHTOB

Tlayuenmwi noowcunoeo eospacma (cmapwe 50 1em)
VY mnanuenTtoB ctapuie 50 jet mo3a mpenapara HoBokamHamua J0DKHA KOPPEKTHPOBATHCS B
3aBHCHUMOCTH OT KJIMHUYecKoro 3¢ddexra, Bo3pacra nanueHTa, QyHKIUU cepaua u mnovek. Jms
JOCTMDKEHUSI ONTUMAIIBHOTO KIMHUYECKOTO 3((eKTa W CHIKCHHS PHUCKA HEXKeIaTeIbHBIX
peakiuii MokeT morpeboBaThecsi Ooiiee HU3Kas JO3MPOBKA IMPOKaWHAMHIA WM YyBEJIHUYCHHE
MHTEPBAJIOB MEX/1y IPHEMaMu Ipenapara.
Tayuenmsi ¢ noueunoli HeAOCMaAMmMoOYHOCMbIO
VY ManMeHToB CO CHMYKEHHBIM KIIMPEHCOM KPEaTHHHWHA WIIH C TIOYEYHON HETOCTaTOYHOCTHIO IS
JOCTHDKEHUSI ONTUMAIIBHOTO KIMHUYECKOTO S((eKTa W CHIKCHHS PHUCKA HEXKeIaTeIbHBIX
peakuuii MoXxeT noTpedoBaThCs 0ojiee HU3Kask JO3UPOBKA MM YBEJIIMUEHNUE UHTEPBAJIOB MEXIY
npruemMamH rnpemnapara. J{jis malueHToB Ha reMOAHaIn3e MOXKET NOTpeOOBaTHCS KOPPEKIUS 103bI
IIPOKaMHAMHU/IA TI0CJIE CEaHCOB IeMOInaIn3a.
Ilayuenmul ¢ neuenouHol HEOOCMAMOYHOCMbIO
VY nanueHToB ¢ MeYEHOYHON HEAOCTATOUHOCTRIO JJIS IOCTHKEHHS ONTUMAIIBHOTO KITMHUYECKOTO
apdeKxTa U CHUXKEHUS PHCKa HEXKENATeNbHBIX peakluil MOXeT MOTpeOoBaThCs YBEIUYEHUE
MHTEPBAIOB MEX/Ty IPHEMaMHU TIpernapara.

eTH
bezonacHocth u 3¢ (eKTUBHOCTh NMPUMEHEHUs Ipenapara y aeteid B Bo3zpacte a0 18 yer He
yCTaHOBJIEHBI. [laHHbBIE OTCYTCTBYIOT.
IIpenapar HoBokamHamuj NpOTMBONOKA3aH K NPHMEHEHUIO y JETed B Bo3pacTe 1o 18 et

(cm. paznmen 4.3.).
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Cnoco6 npuMeHeHus (NMOCNEOOBATENEHOCTE 0002)

BHyTpuBEHHO, BHYTPUMBILLIEYHO.

WHCTpyKIIMU MO0 pacTBOPEHUIO JIEKAPCTBEHHOI'O Iperapara nepe NpUMEHEHUEM CM. B paszelie
6.6.

4.3. [IpoTuBoONOKA3aAHUS

- ['unepyyBCTBUTENBHOCT, K  IPOKaAaMHAMHUJY,  MECTHOAHECTE3UPYIOUIUM  CpeACTBam
CIOXHOX(UPHOU CTPYKTYphl (NPOKaWH, TeTpakawH, OEH30KaWH) WIH K JIOoMy u3
BCIIOMOTaTeNIbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3zene 6.1.;

- BepuunupoBanubiii cuHapoM bpyrana niu nogo3penue Ha Hanunuue cuHapoma bpyrana;

NOTUMOpP(HAS KeTyT0UKOBas TAXUKAPAUS THIIA «ITUPYIT» (B T.4. B aHAMHE3€);

ApyUTMHH, CBA3aHHBIC C MHTOKCUKAIUAMU CCPACUHBIMU INIMKO3UAaMU

aTPUOBECHTPUKYIISIPHAS Oyokaa IT u 111 CTETICHU y MMaI¥eHTOB 0e3
3JIEKTPOKAPAUOCTUMYIISITOPA;

- HApYIICHUSI BHYTPUIKETYIOYKOBOM MPOBOAMMOCTH (0JIOKaabl HOXEK mydka ['mca u apyrue
HapyIICHUs  NPOBOAMUMOCTH B cucreme [ wmca-Ilypkumabe) y — mamueHTOoB  0e3
3JIEKTPOKAPAUOCTUMYIISITOPA;

- XpoHHYeckasi cepaeuyHas HegocratouHocte Il - IV QynHkumonampHOro Kiacca 1o
knaccudukanuu NYHA;

- OCTpBIN HHPAPKT MHOKAP/IA;

KapI[I/IOFeHHHﬁ IIOK;

aprepuanbHas runorensus (cucronnueckoe AJl menee 100 mm pr.cT.);

CUCTCMHAad KpaCcHasl BOJTYaHKa,

JICHKOIICHHS,

OJTHOBPEMEHHOE NMPUMEHEHUE C aHTHAPUTMUYECKUMU JIEKApCTBEHHBIMHU TIpernapaTaMy KJIaccoB
IA, IB, IC u 1II;

- IIEpUOJ TPYAHOI'O BCKapMIINBAHUS;

- netckuit Bo3pact A0 18 net (3pdekTHBHOCTH 1 6€30MaCHOCTh HE YCTAHOBJICHBI).

4.4. OcoOble yka3aHMsl 1 Mepbl PeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBLIO

C 0CTOpOXKHOCTBIO MpenapaT HEOOXOAUMO IPUMEHSTh IIPU CIETYIOIINX COCTOSTHUSIX:
- aTpUOBEHTPUKYIIApHas Onokana I crenenu;

- yaninHenue unrepsana QT na OKT;

- BepuUpHUIMPOBaHHBINA CHHApOM bpyrana y 61u3KuX poJICTBEHHUKOB MMALUEHTA;

- CUHAPOM CJIa00CTH CHHYCOBOTI'O Y3114,

- TOCTUH(APKTHBINA KapAHOCKIIEPO3;
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NYHA;

- MAIIMEHTHl C WMIUIAHTUPOBAHHBIM JJICKTPOKAPAUOCTUMYISITOPOM HIIM  KapIHOBEPTEPOM-
nebuOpUILIATOPOM;

- MUACTCHUS TPABHC;

- HapymIeHue QyHKINH MEYCHHN W/IITU TI0YCK;

- OJTHOBPEMEHHOE MPUMEHEHHE C JICKAPCTBEHHBIMH TperaparaMu, yITUHSomMI naTepan QT
Ha OKI'; ¢ JlekapcTBEeHHBIMU TperapaTaMy, BIMSIOIIMMU Ha HEPBHO-MBIIICYHYIO MEepeaady; ¢
CepACYHBIMU TITMKO3HIAMH;

- CHCTEMHBIE 3a00JIeBaHUS COCTMHUTEIIHPHON TKAHWU;

- HapyIIeHUEe KOCTHOMO3TOBOTO KPOBETBOPCHHUSI UJTH JIF00ast ITUTONCHUS (B T.4. B aHAMHE3e);

- BBIPQXXCHHBIH aTePOCKIIEPO3;

- OEpEeMEHHOCTb;

- TIOKUJION BO3pAacCT.

Oco0ble yKka3auus

Ilpoapummocennoe oeticmsue

[IpokauHamMuJ, MOXKET BbI3bIBATH HOBbIE WJIM YXYALIMTH CYIIECTBYIOIIME HapyIIECHUS
CepleyHoro purMa. Takoe MpoapUTMOTE€HHOE IEHCTBHE BAPbUPYET OT YBEJIMUYEHUS YaCTOTbI
IPEKIEBPEMEHHBIX JKETYJOUYKOBBIX COKpAIIECHUN (MKEJIyJ0YKOBBIX 3KCTPACHCTON) JI0 PA3BUTHUS
KENyJOUYKOBOW TaXWKapauu (BKIIOYas MOJIMMOP(HYIO >KENIyJ0YKOBYIO TAaXUKapIUIO THIIA
«IUpY3IT») U GUOPHUIIIALUY JKeTy10uKoB. HekoTopble U3 3TUX apUTMHUI ONAacHbI s JKU3HU U
MOTyT TIOTpeOOBaTh MPOBEACHUS PEAHUMALMOHHBIX MEPONPUATUNH 1T TOTO, YTOOBI
IIPEAOTBPATUTH CMEPTEIbHBIN UCXOJ.

[ToaTomMy KakAplii MALMEHT, KOTOPOMY IUIAHUPYETCS] HA3HAYUTh WIM KOTOPBIA YK€ IOJIy4daeT
npenapat HoBokamHamug, IOKEH MPOXOAMTH 3JIEKTpOKapauorpaduyeckoe M KIMHUYECKOE
oOcienoBaHUe 10 Hayajla Tepaluyd M B MEPHOJ €€ MPOBEACHMS JUIsl PAHHETO BBIABICHUS
IPOAPUTMOT€HHOTO JeMCTBUSI, OLEHKH d((PEKTUBHOCTH IIpernapara M IeIeco00pa3HOCTH
IIPOJOJKEHUS TEPAIINH.

ITpumenenue npenapata HoBokanHaMuj ciieyeT HauMHATh B YCJIOBUSX CTalMoHapa. JleueHue
JIOJKEH OCYIIECTBISATh APUTMOJIOT, UMEOIIUN ONBIT JIEYEHHS] COOTBETCTBYIOIIUX HAPYILIECHHI
CepAECYHOr0 PUTMA.

Jlo Ha3Hauenus npenapata HoBokamHamMuJ JOJKHBI OBITh YCTPaHEHbl HApYyIIEHHsS BOJHO-
AIIEKTPOJIUTHOTO OajlaHca M MpeKpallieHa MpeAecTBYIOas aHTHAPUTMUUECKas Teparusl.
HeoOxoaumo paccMOTpeTh BONpPOC O MPEKpaIleHUH JIeUYEHUs MpH TMOSBICHUH JI000ro u3

ykazaHHbIX HWke u3MeHeHuit OKI': 1) pacmmpenne xommuiekca QRS Gonee uem na 20 % ot
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> 0,24 c); 3) ynnunenue uHTepBaia QT cBeime 460 Mcek wWiM YUIMHEHUE HHTEpBaa
QTc cBoimie 440 Mcek; 4) yBeTUYEHUE YaCTOThI UITU TSKECTH apUTMHUIA.

Cunopom bpyeaoa

YcTaHOBIEHO HEONArompusiTHOE BIUSHUE MPOKAMHAMUJA Ha SJIEKTOPU3HOIOTHYECKUe
[OKa3aTelnu M KJIMHUYECKME NPOsBIEHUS IpU cuHApome bpyrana (Bkirodas NpOBOKaIMIO
YKU3HEYTPOXKAIOUINX JKEITYA0YKOBBIX apuTMuil). [IpuMeHeHne npokamHammuaa MOXKET BBIIBUTH
OeccuMIITOMHOE Te4eHHue cuHapoma bpyrana u Bei3BaTh Opyragononoousie uamMenenus Ha JKI'.
[ToaTroMy mocne Hayana Tepanud pPEKOMEHIYETCS IPOBECTH 3JEKTpoKapauorpaduueckoe
oOcieoBaHre, 4YTOOBI HWCKJIIOUWTh HalIW4Me CcuHApoMa bpyraga u  OpyranomnomoOHbIX
n3meHenui Ha OKI'.

[Ipumenenue mnpemapata HoBokanHamMuj y MNAlUMEHTOB C BepU(UIMPOBAHHBIM CHHIPOMOM
bpyrana nnu nono3peHuneM Ha Hanuuue cuHApoma bpyraga mportuBomnoka3aHo. B cBs3u ¢ Tewm,
yro cuHApoM bpyrama mpencraBiseT co0oil reHeTmdeckoe 3a0oJieBaHHE, HACIEIyeMOE IO
ayTOCOMHO-IOMUHAHTHOMY THIIy, CJIE€AYeT C OCO0OW OCTOPOKHOCTbIO HPHUMEHSATH Ipenapar
HoBokannamuyn B ciydyae Hanuuusi BepuUIMPOBAHHOTO cuHApoMma bpyraga y Onam3kux
POJICTBEHHUKOB IALIUEHTA.

Kenyooukosvie napywenus pumma cepoya

[Tpumenenue npenapara HoBokanHamMua noka3zaHo TOJBKO MalME€HTaM, Y KOTOPBIX, 10 MHEHHIO
Bpaya, MOTEHIUAJIbHbBIE IPEUMYIIECTBA IEPEBELINBAIOT BO3MOKHBIN PUCK.

[Ipy nedeHHH XKU3HEYTPONKAOIMIMX MAPOKCU3MATIBHBIX KETYJOUYKOBBIX TaXHApPUTMHI HAlUEHT
JOJDKEH HaxOJIUThCS TMOJ THIATEJbHBIM  KapAHWOJIOTMYECKUM HaOMoJeHueM  (BKIrouas
MOHUTOPUHT OKI' ¥ KOHTpOJIb apTepuanbHOIO JAABJIEHUS) B YCJIOBUAX CIIELHUATU3UPOBAHHOTO
OTJENICHHs, OCHAIEHHOrO Je(UOPWILIATOPOM U MPOYMM OOOpYJOBAaHUEM Ui OKa3aHUsA
AKCTPEHHON MEIULIMHCKOW ITOMOILIH.

B cBsI31 ¢ BBICOKMM PHCKOM IIPOAPUTMOT€HHOTO eHCTBHS npenapat HoBokanHamua He cineayer
NPUMEHSTh y NAIMEHTOB C MEHEE TSDKEIbIMU HEXKHU3HEYIPOXKAIOIUMHU  KETyJOUKOBBIMHU
apuTMUSAMH (HalpuMep, MPH SKETyJOYKOBOM ADKCTPACHUCTONWH), AK€ €CIH JTU HaPYUICHHS
pUTMa COMPOBOKAAIOTCS HEMPUATHBIMU JJIs MMAIIUEHTa CHMIITOMaMH.

He ycraHoBieHo OnaronpusTHOE BIMSHHME TEpamuu MPOKaWMHAMUIOM Ha BBDKHUBAEMOCTb WIIU
4acTOTY BHE3AITHON CMEPTHU MAI[MEHTOB C JKETyJOUYKOBBIMU HAPYIIEHUSIMU CEPIEUHOTO pUTMA.
Haooicenyoouxosvie napyuwienus pumma cepoya

VYV nmanueHToB, He MONYYarolUX aJIeKBaTHYI0 aHTUKOATYJISIHTHYIO TEPANUI0, IPU IJIUTEIbHOCTH
napokcusma (GUOpHIUIAIMK/TpenieTanusl TpeAcepauii O6onee 48 dYacoB HE PEKOMEHIYETCS

BOCCTAHABIIMBaTh CHHYCOBBIM pUTM 0O€3 NpeaBapUTENbHON MOATOTOBKHU (TMpUEM MEepOpaIbHBIX
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HXOKapaAHorpaduuecKoro ucciaeIoBaHus JUIs UCKIIIOYCHNS BHYTPUCEPACUHBIX TPOMOOB) B CBSI3U
C BBICOKHM PHUCKOM TPOMOOIMOOINYECKUX OCIIOKHEHHHA.

He cnenyer npumensts npenapatr HoBokanHamu A BOCCTAHOBIICHUS CHHYCOBOTO pUTMa Y
MAIMEHTOB, TOCTOSTHHO MPUHUMAIOIIKX aHTUapuTMuueckue npenapatsl IC kimacca u 11 kiacca
(BKuTrOuas mponadeHoH, aMHOJJAPOH U COTAJIO0N) B CBSI3U C BBICOKMM PHUCKOM MPOAPUTMOTEHHOTO
JICUCTBUA.

He cnenyer npumensaTs npenapat HoBokanHamu 1t KynupoBaHUs MapoKcu3mMoB AB-y310Boit
PELUIPOKHON TaxUKapAWU B CBSI3U C OTCYTCTBHEM JIOCTATOYHOIO OINbITA KIMHHUYECKOTO
NPUMEHEHHS U HAJIMYUEM aTbTEPHATUBHBIX METOJIOB JICUCHHS.

He cnenyer npumensts npernapat HoBokanHaMua ajis JeUeHHs] HETSDKENBIX HAPKETYI0YKOBBIX
apuTMuil (HampuMmep, HaIKETYJOYKOBOM HKCTPACHCTOJIMK) B CBSI3M C BBICOKUM PHUCKOM
MPOAPUTMOT€HHOTO ACUCTBUA U APYTUX HEKENATEIbHBIX SIBICHUU.

Cunopom crabocmu CuHyco8020 y3ia

OnbIT MpUMEHEHHs TIPOKaMHAMU/IA TIPH CHHIIPOME CIIA0OCTH CHHYCOBOTO y3Jla HEJIOCTaTOuYeH, B
CBSI3M C YeM Ha3HaueHue npenapara HoBokanHaMul TakuM NaleHTaM He peKOMEHIYeTCsl.
Hayuenmovr ¢ UMNIAHMUPOBAHHBIM — INEKMPOKAPOUOCTUMYIIMOPOM/KAPOUOBEPMEPOM-
Odeubpunissmopom

Bnusare nmpokanHamMuga Ha IOPOTH CTUMYJISLIMU M JIETEKIMH HE M3y4deHo. [IockonbKy npyrue
aHTHapuTMUYeckue mnpenapatsl kimaccoB | u III Moryr moBhIIaTh MOPOTH CTUMYISALUUA U
JNETeKIIUU  DJEKTPOKAPAUOCTHUMYISITOPOB M UMIUIAHTUPOBAHHBIX  KapJIUOBEPTEPOB-
neGuOpmUIATOpOB, y TAIMEHTOB C YKa3aHHBIMH YCTPOWCTBAMH CJIEIyeT TPUMEHSTH
IPOKaMHAMUJ ¢ 0c000i OCTOPOKHOCTBIO. B ciiyyae HE0OX0IUMOCTH YacTOrO WIH JJIUTEIBHOTO
OPUMEHEHHs NpOKaMHaMHU/Ja PEKOMEHIYeTCsl PEryJsipHO MPOBEpSTh U, NPU HEOOXOJUMOCTH,
MepenporpaMMHUpPOBATh napaMmeTpbl ANEKTPOKAPAUOCTUMYISATOPA/UMILUTAHTUPOBAHHOT O
KapAuoBepTepa-aepuodpmsTopa.

Hughapxkm muokapoa

OnpIT TpUMEHEHHs TPOKAaWHAMHIA Yy TAIMEHTOB C HEJAaBHO IEPEHECEHHBIM HH(APKTOM
MHOKap/a OorpaHuueH. B CBs3u ¢ BO3MOXHBIM YTHETEHHEM COKPAaTUTEIbHOH CIIOCOOHOCTH
MHUOKap/a, TOHWKEHUEM apTepPHaJbHOTO JABICHHUS W PHCKOM TPOAPUTMOTEHHOTO JCUCTBUS
NpUMEHEeHHE Tpernapara Ipyu OCTpOM HH(papKTe MHOKapaa HE PEKOMEHIyeTcs. Y TMalueHTOB C
paHee INEpeHEeCEeHHBIM WH(pApKTOM MHOKapAa (MOCTHH(APKTHBIM KapAHOCKIEPO30M) CIEAyeT
NPUMEHSTH MPerapar ¢ 0COO0H OCTOPOKHOCTHIO.

Cepoeynas nedocmamouHocms
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MOJKET BBI3BIBATh JIEKOMIICHCAIIMIO CEPACYHONM HEIO0CTaTOYHOCTH. lIpuMeHeHue mpemnapara
HoBokamnamua y  MalMEHTOB € XPOHUYECKOW  CEpIEYHOM  HEJIOCTATOYHOCTHIO
IT - IV ¢ynknmonansHOTO Kiacca no kinaccudukanu NYHA He pekomeHayeTcs.

Hapywenus kposemeopenus

[lpumepro y 0,5 % mnauMeHTOB, TMOJYYaBIIMX TEPANUI0 MPOKAMHAMHUAOM, OBUIH
3apErHCTPUPOBAHBI  arpaHyJOIMTO3,  YTHETEHHWE  KOCTHOTO  MO3ra,  HEUTPOIEHHS,
TUIOIJIACTUYECKas AaHeMUs WIM TPOMOOIUTONEHUs. bBONbIIMHCTBO U3 3TUX NAIMEHTOB
NoJlydyalid TpOKauHaAMHUJ B PEKOMEHAYEMBIX TEpalneBTUYECKUX J03aX. bbulM OTMEYeHbI
JIeTabHBIC UCXO/IBI (B ONMMCAHHBIX CITYYasX arpaHyJOIHUTO3a CMEPTHOCTh COCTABIIsIa IPUMEPHO
20 - 25 %). bonpIIMHCTBO U3 yKa3aHHBIX OCJIOKHEHUH pa3BUIIMCh B TEUEHME NEPBBIX 12 Henenb
tepanuu. KonnuecTBO (OpPMEHHBIX 3JIEMEHTOB KPOBU OOBIYHO BO3BPAIIAETCS K HOPMaTbHBIM
3HAYEHUSM B TeueHHue 1 MecsIia nocie OTMEHbI IpOKanHaAMU/A.

B cBs3u ¢ pHCKOM pa3BUTUS HEUTPOINICHHMH W arpaHyJIONUTO3a, Tepel Ha3HAYCHHUEM
MPOKaMHAMHUJA HEOOXOMUMO YOETUThCS B TOM, YTO Yy TAIMCHTa HOPMAJIBHBIC ITOKa3aTeln
obmiero a”aim3a KpoBU (20COJIOTHOE KOJMYECTBO JICHKOLUTOB > 3,5*109/n A a0COJIFOTHOE
KOJIMYECTBO HeitpodmiaoB > 2,0%10°/m). Cnenyer ¢ 0co00il OCTOPOXKHOCTBIO MPHUMEHSThH
HoBokanHamuj y TalMeHTOB C HApYyIIEHHEM KOCTHOMO3TOBOTO KPOBETBOPCHHS WM JFOOOU
UTONEHUEH (B T.4. B aHAMHE3E).

KonTponb 3a kapTHHONH KpOBU HEOOXOAMMO OCYIIECTBIATH €XKEHEACNbHO B TEUEHUE IMEPBBIX
12 Henmenp Tepamuu, 3aTeM — Kaxaele 3 - 4 Mecsaua. Ecim Bo BpeMs Tepanmuu KOJUYECTBO
JIEHKOLIMTOB cHMXKaeTrcst g0 3,0 - 3,5*109/J1, WM KOJUYECTBO HEUTPO(DUIIOB CHIIKAETCS JI0
1,5 - 2,0¥10°/n, KOHTPOJIb 3TUX IMOKA3aTeNIel clielyeT MPOBOINUTH JIBa pa3a B Heaenwo. B ciyuae
MOSIBJICHUS JIIOOOTO W3 BBINIEYKA3aHHBIX TeMATOJOTHYECKHX OCIOXKHEHHH JeueHHe ITOHKHO
OBITH NPEKPAILIECHO.

Kaxaplii maruenT, modydaroniiil Teparnuio MPOKaunHAMUJIOM, JOJDKEH ObITh MH()OPMHPOBAH O
TOM, 9TO TIPU TIOSIBJICHUU TAKUX CUMIITOMOB, KaK TOBBIIIICHHE TEMIICPATYphI TeJia (JIMXOpajaKa),
cmaboctb, OONb B TOpie WM Jpyrde TPHUMIMONOA0OHBIE CHMIITOMBI, a TaKXe KOXKHbBIE
BBICHITIAHUS, KPOBOTEUCHUSI, MMOAKOKHBIE KPOBOUBIIUSHUSA, OH JODKEH HEMEJICHHO COOOIIUTH
00 ATOM JieuaremMy Bpauvy.

Tlosviwenue mumpa aumuHyKIeapHbix aHmumer

Y TnanWeHToB, [IWTETBHOE BpeMsS MONYYAOIIMX MPOKAaWHAMHJ, YacTO BBISBISIOTCS
MOJIOKUTEbHBIE TUTPHI aHTUHYKIeapHbIX aHTHTEeNn (AHA). IlpencraBnsiercs, 4To MOSBIECHUE
AHA He 3aBUCHT OT JO3MPOBKH Ipemnapara. ¥ TAlHeHTOB ¢ MPOKAWHAMUI-UHIYIIHPOBAHHBIM

yBenudueHueM tutpa AHA MoXeT pa3BUTBCS CHHIPOM, MOXO0XXHM Ha CHCTEMHYK KpPAacHYHO



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 03.12.2024 N= 26683

Bomuanky (CKB). HaumbGonee yacTteiMu cuMmr Tomamu! | Hefrstibres %GE%%IH/IE? '%.E)I%I;III/ITBI,

JUXOpajiKa, TMOPAXKEHUS KOXHM M IUIEBPUTHYECKas OOJb; pEXe BO3ZHUKAIOT MHUAITHA,
AKCCYAATUBHBIN TUIEBPUT, IEPUKAPIUT, TOJIOBHASA 00JIb, YCTAIOCTb, CI1a00CTh, TOIIHOTA U O0JIb B
XKUBOTEe. B peakux ciaydasx HaOm0Aamuch TPOMOOIMTONEHHUS, TEMOJUTUYECKas aHEeMHUs C
noyiokuTenbHOM peakiuein KymOca, mosimienne aktuBHOCTH ACT, AJIT m amumnasel B
CBIBOPOTKE KPOBH, BO3MOXHO, CBSI3aHHBIE C BOTYaHOYHOIIOI00HBIM CHHIPOMOM.

VY nanueHToB, NOIy4YaroUIMX HOJJIEPKUBAIOLIYI0 TEpalUi0 MPOKaWHAMUAOM, PEKOMEHAYETCS
PEryJIpHO MPOBOIUTH KIMHUYECKOE U J1a0opaTOpHOE 00CIIeIOBAaHUE sl BBISIBICHUS IPU3HAKOB
CKB. Crnengyer 0COOEHHO TIIATEIBHO W PETYISIPHO OOCIENOBaTh NHAIMEHTOB, Yy KOTOPBIX
NOSIBUWINCH aHTUHYKJIEapHble aHTUTeNA. B ciayuyae HapacTaHus noBbllieHHOTo TuTpa AHA nmmn
IpU NOSIBICHUU KiIMHMYecKuX mpu3zHakoB CKB pexomennyercss mpekpatuth HIpUMEHEHUE
npernapaTa U Ha3HaYUTh aJTbTEPHATUBHYIO AHTHAPUTMHUUECKYIO TEPAIIUIO.
BomuaHouHOMOJOOHBINM CHHAPOM MOKET OBITH OOpaTHMMBIM M HCY€3aTh MOCIE MPEKpalleHus
Tepanuu. B Tom ciyuae, eciau oTMeHa IpoKanHaMua He mpuBelna K pemuccuu cumntomoB CKB,
MOJKET OBITH 3¢ EeKTUBHBIM IIPUMEHEHNE [JIFOKOKOPTUKOCTEPOUIOB. Ecnu
BOJIYAaHOYHOMOAOOHBI  CHHAPOM  pa3BWiICA Yy  MalMeHTa C  PelUIUBUPYIOLIUMU
KUZHEYTPOKAIOUIUMH JKEITYAOYKOBBIMU apPUTMUSMU, KOTOPbIE HE KOHTPOJIUPYIOTCS APYTUMU
AHTHAPUTMUYECKUMU IpenapaTami, TO BO3MOXKHO COBMECTHOE IpPUMEHEHNE
[JIFOKOKOPUTKOCTEPOUI0B U POKAUHAMU/IA.

Muacmenus epasuc

VY mnauueHToB C MHUACTeHUEH MpUMEHEHHE NpOKauHaMUIa MOXKET BbI3BaTh YXYALICHHE
CUMITOMOB 3a00JIeBaHUS MU3-32 MIPOKAMHONOIOOHOTO JEMCTBUS, MPUBOASIIEIO K YMEHbBIICHUIO
BBICBOOOKJICHUSI ALETUJIXOJIMHA OKOHYAaHUSMU MOTOPHBIX HEHWPOHOB CKEJETHBIX MBIIILL.
Crnenyer ¢ 0co0Oi OCTOPOKHOCTBIO NMPHUMEHATh HpenapaT HoBokamHamuJ NpHU MUACTEHUU
IpaBUC, B Ciydae HEOOXOAMMOCTH KOPPEKTHUPOBAaTh JIO3UPOBKY AaHTUXOJIMHAICTEPA3HBIX
JIEKapCTBEHHBIX MPENapaToB U MPEeANPUHUMATH JPYTHe MEPbl IPEJO0CTOPOKHOCTH.

BcnomorarennHble BeecTBa

[Tpenapat HoBokanHamul COAEPKUT HATPUS JUCYIb(UT, KOTOPHI MOXET H3peKa BbI3bIBATH
TSDKEJIbIe PeaKIui TUIePUyBCTBUTEIBHOCTH U OPOHXOCHA3M.

[Ipenapar cogepxxut menee 1 mMmonp (23 Mr) HaTpusi B pa3oBOM J03€, TO €CTh, IO CYTH, HE
COJIEPKUT HATPHSL.

4.5. B3amMmopeiicTBMe ¢ JPYTHMH JICKAPCTBEHHBIMHM MpenapartamMH W JApyrue BHIbI
B3aMMO/EHCTBHUA

Jpyaue anmuapummuueckue npenapamol
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(TakMH KaKk XWHUJIUH ¥ JU30MUPAMHJ]) MOXKET BBI3BaTh BBIPAKCHHBIC HAPYIICHUS
IIPOBOAMMOCTH CEpAlLla, YIHETEHHE COKPAaTUMOCTH MHOKapJa M pa3BUTHE apTEpUAIbHON
TUIIOTEH3UH, OCOOCHHO Y MAllMeHTOB C CepAeYHON NexomneHcanuel. [Ipokannamua ycunupaer
KapAuoJenpeccuBHbI 3¢ dekt nuaokanHa (mpenapar kinacca IB). Ilpu oaHoBpemeHHOM
NPUMEHCHUN TpoKamHamuaa u TnponadeHona (mpemapat kiacca IC) Bo3pacraeT pHCK
IIPOAPUTMOI€HHOr0 JeicTBUs. OJHOBPEMEHHOE NPUMEHEHHE MpPOKanHaAMUAA M amMHOJapoHa
(npemapat kinacca III) moxxer cmocoOctBoBaTh ymnuHenuto uHTepBaga QT na OKI. OmbiT
COBMECTHOTO NPHUMEHEHHUs IMpPOKaMHAMUJA C JPYTUMH aHTHUAPUTMHUYECKUMHU IpernapaTaMu
(cotanomn, TanmakoOHUTHHA THAPOOPOMHUT) OTPAHUYEH WIIM OTCYTCTBYET.

OnHoBpeMeHHOE NMPUMEHEHHE npenapata HoBokanHaMu ¢ aHTUAPUTMUYECKUMHE TperiapaTaMu
kimaccoB [A, 1B, IC u III (Bxirouas nuaokawH, mponadeHOH, aMUOJAPOH M COTAJON)
MIPOTUBOMNOKA3aHO B CBS3H C BBICOKUM PHUCKOM Pa3BUTHS MPOAPUTMOTEHHOTO ACHCTBHS U MHBIX
n00OYHBIX 3P (HEKTOB.

Ilpenapamul, yorunsrowue unmepsan QT na IKI'

[IpumeHeHre mOpoOKaMHAMUJA TUIAPOXJIOpUIA B COYETAHUU C JAPYTUMHU JIEKApPCTBEHHBIMHU
npernapaTamMu, YBeITHYUBAIOIIMMH POAOKUTENBHOCTS UHTepBasia QT, n3yueHo HEeA0CTaTOYHO.
[Tpr HEOOXOIMMOCTH COBMECTHOTO TPUMEHEHUS CIIEIyeT COOII0aTh 0COOYIO OCTOPOKHOCTD.
T'unomen3zusHuvle npenapamoi

[TpokanHaMu MOXKET MOTEHIIMPOBATh AHTUTUIIEPTEH3UBHOE JEHCTBHE TUA3HIHBIX JUYPETUKOB
U IPYTUX TUTIOTEH3UBHBIX JIEKAPCTBEHHBIX CPEICTB.

Cepoeynvie enuxko3uobl

[IpokanHamMu CHoOCOOEH TMOJABISATH APUTMHH, BBI3BAaHHBIE MPUMEHEHHUEM CEpJCUHBIX
TJIMKO3UJIOB U JUTUTAIMCHON MHTOKCHUKanuend. OHaKo MPU 3TOM MOT'YT Pa3BUThCS BHIPAXKEHHOE
HapyIIeHUEe aTPUOBEHTPHUKYISIPHON MTPOBOAUMOCTH, GUOPUILIAIINS KETYTOUKOB HIIA ACUCTOIHSI.
COOTBETCTBEHHO, TPUMEHEHHE TpOKaWHAMHUIA [UIs JICYCHHS apUTMUN, CBSI3aHHBIX C
WHTOKCUKAIIUEN CEepIEYHBIMH TTTUKO3UIaMH, IPOTHBOIIOKA3aHO.

Aunmuxonunepeuueckue npenapamul

AHTHXOJNMHEPTrUYEeCKUe Mpenaparbl NpH OJHOBPEMEHHOM IPUMEHEHHH C MPOKAWHAMHJIOM
MOTYT OKa3bIBaTh aIJUTHBHOE BO3JEHCTBHE HA AaTPUOBEHTPUKYISIPHYIO MPOBOJUMOCTh U
4acTOTY CEpJIEYHOT0 pUTMA.

Ilpenapamul, énuaowue Ha HEPEHO-MbIULEUHYIO Nepeoayy

[IpokanHaMu ycUIUBAaeT BO3JACHCTBUE JACTIONSPU3YIONINX MHOPENAKCaHTOB (TaKUX, Kak

CyKCaMeTOHUH) Ha paccialieHue CKeleTHbIX MbI. IIpokanHamua ymenbaer 3¢dext
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AQHTUXOJIMHECTEPA3HBIX CPEJCTB, MPUMEHSEMbIX st A Mractdinti lfjpaBpIc-," Ridsker

IPUBECTH K YCUJICHUIO MBIIICYHON CIa00CTH.

Anmubaxmepuanvbrvie npenapamol

[Tpy coBMECTHOM Ha3HAYEHUH IPOKAUHAMUA C TAKUMH aHTHOAKTEpUaIbHBIMU CPEACTBAMH, KaK
AMHHOIJIMKO3M/Ibl (KaHAMHMIMH, TE€HTAaMMLMH, HEOMMIMH, CTPENTOMMLHMH), (TOPXMHOJIOHBI
(uumpoduokcanyy, crnapdiaokcanuH), OanUTpanuH, TPAMUIUAWH, KOJMCTHMETAT HATPUS U
NOJMMHKCHH B, BO3MOXHO MOTEHLIMPOBAHUE HEHPOMBIIIEYHOH OJIOKAJIBI C pa3BUTHEM CIa00CTH
MBILILl M YrHETEHHWEeM JbIXaHus (amHo3). B ciydyae HeoOXOAMMOCTH OJHOBPEMEHHOI'O
IPUMEHEHHs cielyeT coOmonaTh 0co0yr0 OCTOpPOXHOCTb. He pexoMmenayercs NpUMEHSTbH
OpOKauHAMUJ B COYETaHUH C (PTOPXMHOJIOHAMU B CBA3H C BO3MOXKHOCTBIO aIMTHBHOTO
BO3/ICICTBUS 3THX MpPENapaToB Ha HEPBHO-MBIIIEUHYIO Nepeaady U yanuHeHue uHreppana QT.
DapmaroounamuyecKue 63auUmMo0eticmeusl

KoHueHTpanuio npokauHaMuga B IJIa3M€ KPOBHM MOTYT YBEIMYMBATH aMHJIOPHUJ, IONAMHUH,
KJIOMUAOTPEN, JIAMUBYIUH, JIUHATJIMNTHH, HOPAMHHEPPHUH, MNPAMHUIEKCON, MPOOCHEIHI,
PaHHUTUIMH, THAMUH, HIUMETUINH, dTHHE(PHUH, 3CTPOreHbl. MeTabosn3M MpoKanHaMHIa MOTYT
yMEHbIIAaTh  OeTa-aApeHOOJIOKATOPbl, OJOKATOphl  «MEAJEHHBIX» KaJbLIMEBbIX KaHAJIOB
(amyogMnuH, BepamamMwi, IWITHAa3eM, JIEPKAaHWIUNHWH, HUQEAUNNH), aTOpBaCTaTHH,
UTPAKOHA30J, KETOKOHA30J, OMeEMNpa3oi, padernpas3oi, CHMBACTaTHH, TPHIUKINYECKUE
AQHTHUJICTIPECCAHTBI, XWHUJWH, Mpenaparbl 3Bepo00s  MPOABIPABICHHOIO.  DKCKPEIHUIO
OpoKauHaMHuJa MOTYT YMEHbIIATh AaHTUOMOTHKU (11e(paJoCHOpHHBI, aMUHOTJIMKO3UIbI),
ayionypuHoi, nHruoutopsl AII® (mu3uHonpmi, Go3MHONPUIL, YHATANPHUIIAT), KaHArTU(IO3MH,
MeT(HOPMUH, HECTEpOMJIHbIE  TMPOTUBOBOCHAIUTENbHBIE  IIpenaparsl, nepopajbHble
AHTUKOATYJSIHTHl  (maburatpaH, puBapokcabaH, »5aokcaban), ¢ubpatel, dypocemus,
330MENPa30J1, STOHOPreCTPE.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMSA

bepeMeHHOCTB

[Tpumenenue npenapara HoBokanHamug BO BpeMsi OEpeMEHHOCTH BO3MOXKHO TOJIBKO B TOM
cilyyae, KOorja Iojib3a JUIsi MaTepu MPEBOCXOIUT MOTEHIHAIbHBIA PUCK Ul IUIoja/pedeHKa u
TOJIBKO TPU OTCYTCTBUU TEpaleBTHUECKON anbTepHATUBBL. lIpu mpruMeHeHuM NnpokanHaMuIa
npu OEpeMEHHOCTH CYHIECTBYET MOTEHIMAIbHBIA PUCK Pa3BUTHUS apTepUANbHON TMIIOTEH3UU Y
MaTepH, YTO MOXKET MPUBECTH K Pa3BUTHIO MAaTOYHOIUIAIIEHTAPHON HETOCTATOYHOCTH.

JlakTanus

ITpokanHaMuJ BBIBOOUTCS C TPYAHBIM MOJIOKOM, U MOXXET BIHUATh Ha HOBOPOXKIEHHOro. B
clly4ae HE0OXOAMMOCTH NPUMEHEHHUs npenapara HoBokamHamua B EpUOA JIAKTallMU TPYAHOE

BCKapMJIMBaHUE HGO6XO}II/IMO MMPEKPaTUTE.
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4.7. BausiHue Ha CIMOCOOHOCTH YNPABJATH TpananB&:h};WQﬁhﬁD{:M?ﬁTﬁa%%‘;ﬁ c

MeXaHu3MaMH
[Ipenapar HoBokanHamMua MOKET BbI3bIBATh HEBPOJIOTMUECKUE HAPYIICHHS (TOJIOBOKPYKEHHE,
TPEMOp, CYJIOPOTH U JIp.) U TCHUXHYECKHE PACCTPONCTBA, B CBSI3U C YEM MAIlMEHTaAM BO BpeMs
npueMa Tpernapara CieayeT COONIoJaTh OCTOPOXKHOCTh TPU YIPABICHHH TPAHCTIOPTHBIMU
CpGI[CTBaMI/I HUJIN BBIIIOJIHCHUU pa60T, TpC6yIOH_[I/IX IIOBBIILICHHOI'O BHHUMAHUA H 6BICTpOTBI
peakiuu.

4.8. HexkenaTeibHbIE peakunu

Pe3ioMe HexxenaTelIbHbIX DEAKIIUT

Bo Bpems JieueHMs HOBOKaMHAMUJOM COOOIIAJIOCH O CIEAYIOIIMX HEXKEeIaTeJIbHBIX
nexkapctBeHHblx peakuusx (HJIP). HJIP mpencraBiieHbl MO CHCTEMHO-OpPraHHBIM Kjlaccam B
cootBeTcTBUM C Kiaccudukamueii MedDRA u ¢ yacToTolf BO3HHUKHOBEHHUS: OYEHb YacTo
(> 1/10); gacro (> 1/100, < 1/10); Hewacro (> 1/1000, < 1/100); peaxo (> 1/10000, < 1/1000);
oueHb penko (< 1/10000); wacToTa HEHW3BECTHa - HEBO3MOXXHO OIICHUTh HA OCHOBAHHU
UMEIOIINXCS JTAHHBIX.

Hapywenus co cmoponul kposu u tumghamuueckoul cucmembl

YacroTa HEM3BeCTHA: JICMKONEHUS, HEUTPOIEHUS, TPAHYIOLUTONEeHHSI, arpaHyI0UUTO3 (B T.4. C
JETATBHBIM HMCXOJOM), TPOMOOILUTONEHHUSA, AYTOUMMYHHAs TE€MOJUTHYECKass aHEeMHusi ¢
MOJIOKHUTENBHOH peaknuent KymOca, r03un0bmus.

Hapywenus co cmoponvl uMmyHHOU cucmembl

YacrtoTa HeW3BECTHA: pPEAaKIMU THUIEPUYBCTBUTEIHHOCTH, aHTHUOHEBPOTHUYECKHHA  OTEK,
KpaIruBHUIIA, BOJTYAHOYHOIIO00HBIN CHHAPOM, CHCTEMHAs! KpacHas Boia4aHka (cM. pazaen 4.4.).
Ilcuxuueckue Hapyuwenus

YacrtoTa HEW3BECTHA: MaHMWs, JE€Npeccus, TMCUXOTUYECKHE peaklud ¢ MOPOAYKTUBHON
CUMITOMATUKOH, FaJUTIONWHAIIUY, CITYTAHHOCTh CO3HAHUA.

Hapywenus co cmoponvl nepgnoti cucmemoi

YacTtoTa HEW3BECTHA: TOJIOBOKPYXKEHHE, TOJIOBHAs O00Jib, CYAOPOTH, COHJIMBOCTb, AaTaKCHS,
HEWpOIaTUs, TPEMOP.

Hapywenus co cmoponwl cepoya

YacroTa HEW3BECTHA: cepJe4Has HEeAOCTaTOYHOCTb, CHIKEHHE COKPaTUMOCTH MHOKapaa,
aTPUOBEHTPUKYJISIpHAs OJIoOKaja, KeyJI04YKoBas apUTMHS, MapOKCHU3MallbHAsl KEIyJI04YKOBast
TaxuKapaus (B T.4. moauMopQHast )KeITyA0uKoBask TaXUKAPIUS TUIIA «ITUPYIT»), ACUCTOIIUSL.
Hapywenus co cmoponwl cocyoog

YactoTra HeM3BeCTHA: apTepHalibHAas TUTIOTEH3UsI, BRIpAXKEHHOE CHIDKeHHE A /], BacKymuT.
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Hapywenus co cmoponbl OvixamenvHoU cucmembi, opgc—cl}n'):e-lgj%ﬁgﬁ; -W"-ﬁ‘-&%bh&nénuﬂ

YacroTa HeM3BEeCTHA: TPOMOOIMOOIHS JIETOUHON apTepUH, IbIXaTeIbHAsI HEJOCTATOYHOCTbD.
Kenyoouno-kuuieunvie napyuenus

Yactora HEM3BECTHA: AHOPEKCHs, CHW)KEHHUE alllleTUTa, ropedb BO PTY, HAPYIIEHHE BKYyca,
TOILIHOTA, PBOTA, AUApesi, 00JIb B KUBOTE, HAHKPEATHUT.

Hapywenus co cmoponvl neuenu u scenuesvi800aumux nymet

YacToTa HEM3BECTHA: T€MATOTOKCHYHOCTD, MTOBBIIICHIE AKTUBHOCTH «II€YEHOYHBIX» ()EPMEHTOB,
MEYEHOYHAs HEJJOCTATOYHOCTD (B T.U. C JIETAIbHBIM HCXOJIOM).

Hapywenus co cmoponsl Kodtcu u nOOKOINCHbIX MKAHell

YactoTa HeU3BECTHA: KOKHBIN 3y, KOYKHAs ChlIlb, MaKyJIONAITYJI€3Has KO>KHAs ChIIlb.
Hapywenus co cmoponvl mbluleuHo-ckenemuou u coeOuHUmenbHou mKaHu

YacroTa HeM3BECTHA: MUACTEHUS TPABUC, MBIIIIEYHAs CIa00CTh.

Obwue paccmpolicmea u HapyueHus 8 mecme 68e0eHUs

YactoTa HeU3BeCTHA: IUXOpaiKa, c1a00CTh, OIIYIIEHUE Kapay.

Jlabopamopnvie u uncmpymenmanvHule OauHble

Yacrora HEM3BECTHA: IMOBBIIIEHHBIM TUTP AHTUHYKJICAPHBIX AHTUTEJN, THIEpraMma-
II00YTMHEMHUSI, U3MEHEHHUS JEKTPOKAPAUOTPAMMBI.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOmarb 0 MOJ03PEBAEMBIX HEXKENATENbHBIX pEaKUUsAX I0CJIE€ PErucTpaluu
JIEKapCTBEHHOTO IIpernapara ¢ IeJbl0 O00ECleyYeHUss HeNOoCPeACTBEHHOIO MOHUTOPHHIA
COOTHOILIIEHUS  «I0Jb3a-PUCK» JIEKAPCTBEHHOro IMpenapara. MeauuuHCKUM pabOTHHUKaM
peKoMeHayeTcss  cooOmaTh O  JIIOOBIX — MOJ03PEBAaEMbIX  HEKENATEJIbHBIX  PEaKIHIX
JIEKapCTBEHHOI'0 IIperapara 4epe3 HalMOHAJbHbIE CHCTEMbl COOOLIECHHS O HEKeIaTeIbHBIX
peaxkuusax rocyAapcTB - YWiEHOB EBpasnuiickoro 3KOHOMHUYECKOIO COr3a.

* Poccuiickas denepanus
Anpec: 109012, MockBa, CnaBstHCKast 1J1011a/1b, 1. 4, cTp. 1
®denepanbHas cinyx0a mo Haa30py B cdepe 3apaBooxpanenus (PocsnpaBaanzop)
Tenedon: + 7 (800) 550 99 03
OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru
Caiit: www.roszdravnadzor.gov.ru
4.9. Ilepeno3upoBka
[TpoxamHamMu MMeeT Y3KHH TepaneBTHYeCKHi uHAeKc. CHMOTOMBI NEpeI03UPOBKH MOTYT
HOSIBUTHCS TPU OAHOBpeMeHHOM npueme BHYTpb 2000 Mr nmpenapara. OJTHOBpEMEHHBINA MpHUeM
BHyTpb 3000 Mr mpokanHamuja NMPUBOJIUT K TSKEIOM MHTOKCHKALMUA M MOXKET NPEICTaBIATh

OMACHOCTb, OCOOEHHO /Jisi MAalMeHTOB CO CHUKEHHOW (QYHKIMEW IMOYeK, COMYTCTBYIOLIUMU
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COOTBETCTBYET 3K(
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OPraHUYECKMMH TIOPAKEHUSAMU MMOKApIa, a |TaKKe HH%'TEQM%EHE@%JX' ':éhgﬁﬁ%%bla».

“MEPTHOMY OTYETY

CuMOTOMBI

Bripaxxennas apTepuajbHast TUTIOTEH3US, Opanukapaus, CHUHOATpHUAJIbHAS u
aTPUOBEHTPUKYJIApHas OJI0Kajbl, pacmupenue kommiekca QRS u ynnmunenne nateppana QT Ha
OKI', mapokcu3mbl MOIMMOP(PHON KEIyIO0YKOBOH TaxuKapauu, (UOPHMIUISIUS >KETyT0YKOB,
OTEK JIETKHUX, CYXOCTb BO PTY, OJIUIYpHs, MHUJApHUA3, ACIUPHUM, CyAOpPOrd, KOMa, OCTaHOBKa
JIBIXaHUSI, ACUCTOJIHS.

Jleuenue

[Tpu nmepeno3upoBKe HEOOXOAUMO HEMEJIEHHOE OOpallleHne 3a MeIULIUHCKON noMolnbo. Eciu
nepe03upOBKa MPOU30IIIA HEJABHO, TO YMEHBIICHUIO a0COPOIIMH CIIOCOOCTBYIOT MPOBOKAIUS
PBOTBI, TIPHEM BHYTPh AKTHBHPOBAHHOTO YIS W/WIIM TPOMBIBaHUE Kenmynka. [lokazaHo
CUMIITOMAaTUYECKOE JIEYEHUE, MOHUTOPUHI aprepuanbHoro naeieHus u OKI. Ilpu
apTepUaIbHOM TMIIOTEH3UHU [T0Ka3aHO BBEICHHE TUIa3MO3aMEIIAIOIINX KUJKOCTEH B aIeKBATHOM
o0beMe; MpH OTCYTCTBHH 3(QeKTa - BHYTPUBEHHOE BBEICHHE Ba30IPECCOPOB (IOMAMHUH,
HOopormHehpuH WM GeHwdpuH). BHyTpHBEeHHOE  BBEJCHHE  PACTBOPOB  HATpPUs
rupokapOOHaTa WM HATpHs JlaKTaTa CHOCOOHO YCTPAaHUTh KapAHOTOKCHYecKHe 3S(dexTs
npokanHamuga. llpu pa3BUTUM aTPUOBEHTPHUKYJISPHOW OJIOKaapl IOKa3aHa YCTaHOBKA
BPEMEHHOI'O  3JIEKTpOKapAuocTUMyasTopa. Jlis MOYeuyHOM AJIMMUHANUU [POKAMHAMUJA
HEO0OXOUMO MOJJIEp/KaHUE BBICOKON CKOpPOCTHU KIyOOUKOBOW (puiabTpauuu M cHukeHue pH
MouM. ['‘emMonManu3 3HAUMUTENBPHO YMEHBIIAET TMEPHUOJ TOJYBBIBEICHHUS MPOKAUHAMHUAA U
N-AITA. IleputoHeanbHblii AUanu3 HeIP(HEKTUBEH.

5. DPAPMAKOJIOTUYECKUE JAHHBIE

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

dapMakoTepaneBTUYECKass TpyMma: CpeacTBa Ans  JiedeHWs 3a00JieBaHUN  cepala;
aHTUApUTMUYECKUE cpeAcTBa, knacchl | u IIl; anTnaputmudeckue cpenctsa, kinace 1A.

Kon ATX: CO1BAO2

Mexanusm geiicTBus

AnTtnaputmudeckuii  mpemapar  [A  kmacca. OxaspiBaeT  MeMOpaHOcCTaOWIM3MpyHOLIee,
MECTHOAHECTE3UPYIOIee U C1a00e M-XOJIMHOOIOKHpYIOlIee JeicTBUE.

[TpokanHaMu TOPMO3UT BXOASIIUIN OBICTPHIN TOK MOHOB HaTPHsl, CHUKAET CKOPOCTh OBICTPOI
nenonspuzanuu (daza 0 moTreHuMana JEHCTBHUS) MUOKapja MpeAcepAuil U KeTyJ0uKoB, B
MEHbBIIEH cTeneHu - nmydka ['mca m BosokoH Ilypkunbe. 3amennseT NpoBElEeHUE UMITYJIbCa B
npencepausx, cucreme I'uca-IlypkuHbe u kenymoukax. YBenuuuBaeT 3(P(GEKTUBHBIN
pedpakTepHbIil IeprUoa IPEACEePANil U - B MEHBIIEH cTenenn - mydka [ uca, BojmokoH [lypkuHbe

N MHOKapJa XEJIyaT04YKOB. 3aMe)IJ'I$[eT IMPOBOAMMOCTD B NOMMOJHUTCIBHBIX IMTPOBOAANIUX ITYTIX.
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[IpokanHaMu B HE3HAYMUTEIBHOM CTENEHU BIMSICT kﬁ':'c;d;l%e;fﬁ%aﬁzggﬁ%énT%B&%h(Ho

HE3HAYUTENIFHOE YBEIHMYCHHE BO3OYIMMOCTH 3a CYET M-XOJHMHOOIOKUpYRomero 3¢dexra) u
OKa3bIBAa€T PA3HOHAIPABIECHHOE BO3JICHCTBUE Ha aTpUOBEHTpHUKYJsipHOe (AB) coenunenue. B
TEpalneBTUYECKUX J03aX MpsAMOE YrHeTaroulee JeWCTBUE IpOKauHamMuga Ha CKOPOCTb
MPOBEJICHUS  YPAaBHOBEIIMBACTCS M-XOJIMHOOJOKUPYIOIIMM  JEHCTBHUEM, MPUBOJIALIUM K
YCKOPEHUIO  aTPHUOBEHTPHUKYISPHOW  MPOBOJUMOCTU.  M-XOIHMHOONOKUpYOmUi 3¢ dekt
MPOKAaWHAMU/JIA, TI0 CPABHEHHUIO C XMHUAMHOM M JU30MUPAMHIOM, BBIPAXKEH MEHBIIE, TO3ITOMY
MapaJoKCAIbHOIO YIYYIIEHUSI aTPUOBEHTPUKYISAPHOM MPOBOJAUMOCTH OOBIYHO HE OTMEYaeTCs.
B BBICOKMX M TOKCHMYECKMX J03aX IpPOKauHaMHUJ 3aMelJIAeT aTPHUOBEHTPUKYISIPHYIO
MPOBOJAMMOCTE ¥ MOXET BBI3bIBAaTH AB-O10KaIbI.

[IpokauHamMu B  TEpalneBTUYECKUX 033X 3aMEUIAeT MEUIEHHYI JMACTOJIMYECKYIO
nenonsipuzanuio (dasza 4 moTeHHMana AEUCTBUA), CHIDKAET, TaKUM 00pa3oM, aBTOMAaTU3M U
BO30yIUMOCTh MHOKapJa Ipeacepauil, MUOKapa *KelyJAouKoB U BoJokoH IlypkuHbe (3a cuer
YBEJIMYEHHUS TOpora BO30YXKIEHHUs), a TakKe MOJABJISET aBTOMATHU3M AKTONMYECKHUX OYaroB
BO30YXKICHHSI B MIPEICEPAMSIX U KEITYI0YKax. B BRICOKUX M TOKCHUYECKUX J103aX NMPOKAMHAMH]I,
HAIPOTHUB, YBEIMYMBAET BO30YAMMOCTh MHOKApAa EIYJAOYKOB M BBI3BIBACT KEIYJA0YKOBYIO
9KCTPACHCTOJIMIO, KOTOpask MOXET TpaHCHOPMHUPOBATbCS B (QUOPMILIALIUIO KEITyTOYKOB.
MexaHu3M TaHHOTO 3P PeKTa HEH3BECTCH.

[Tpoxamnamu obnamaer cnabblM OTPHUIATENILHBIM MHOTPOIHBIM 3 dekToM. Y manueHToB 0e3
3a00yIeBaHUN cep/ila MPOKaWHAMMJI B TEPANeBTHUECKUX J103aX HE3HAYUTETBHO CHIKAET
COKpPaTUMOCTh MHOKAapJa, CYLIECTBEHHO HE HM3MEHSET WJIM HEMHOIO0 YMEHbBIIAeT MHMHYTHBII
0o0beM KpoBH. Y MAallMEHTOB C OPraHMYECKUMH IOPAKEHUSMU MHOKap/a OTpULIATEIbHBIN
MHOTPOIHBIN 3(PPEKT MOKET OBITH CYIIECTBEHHO BBIPAYKEH.

[TpokanHaMuJ  OKa3bIBAa€T  Ba3OAMJIATHPYIOIIEE  JEHCTBUE, KOTOPOE, COBMECTHO C
M-XOJIMHOOIOKUPYIOHINM 3 dexToM, 00ycliaBIuBaeT pa3BUTUE TaxuUKapauu, cHkeHue AJl u
YMEHbILIEHUE O0IIero MnepupepuyecKoro COCyIUCTOr0 COMPOTHBICHUS NpPH NPUMEHEHUU
npernapara.

Ha OKI »snexkrpodusuonorunueckue 3GGHEKThl NpoKanHaMUAa TMPOSIBISIOTCS CHHYCOBOM
TaxukapaueH, paciupenueM komiuiekca QRS u - HECKONbKO pexe - yAJIMHEHHEM HHTEPBAJIOB
PQ u QT. B psane ciiyyaeB 0OTMEYaETCsl CHXKEHUE aMILTATY/bI KoMIuiekcoB QRS u BomH T.

[Tpu npueme nmpokavHaMua TUAPOXJIOpUIA BHYTPh B (hopMe TaOJIETHPOBAHHBIX MPENapaToB C
HEMEIJICHHBIM BBICBOOOXKJIEHUEM TepamneBTHUeCKuil A((eKkT pa3zBuBaeTrcs NPUOIUIUTEIHHO
yepe3 1 yac mocie mpuema Harpy3ouHod a03bl 1000 mMr wnm uepe3 4 yaca mocie mpuema
npenapara Kaxzasle 3 yaca B noaaepsxkubaronieit 1o3e 250 - 500 mr.

N-aneTminpokanHaMuJI
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OCHOBHOM METa0OJUT TpPOKaWHAMHIA - N-aueTﬂgHﬁgkl%MﬁTE(@tﬂﬁKI:' Q):-'d;'édlaeT

BBIpR)KEHHON (hapMaKOIOTHYeCcKOi aKTUBHOCTBIO, OTJIMYAIOIIEIHCS OT JACHCTBHS MpOKaMHAMUIA
U CXOMHOU ¢ 3¢ (heKToM aHTHAPUTMHUSCKHUX JieKapcTBeHHBIX cpeactB III kmacca. N-AITA
OJIOKMpYET KaJMeBble KaHaJIbl, YBEJIMYMBAET IPOAODKUTEIBHOCTh IOTEHLMANA JEeHCTBHS,
yIUIMHAET 3(QPEeKTUBHBIN pedpakTepHblii Nepruo MPOBOJAIIEH CUCTEMBbI CepAlla U MUOKapJa.
VY mnsger uatepsan QT nHa OKI'. B BbICOKHX KOHIIEHTpAIUAX CHUXKAET apTepUaIbHOE JaBICHNE
U yYrHETaeT COKPaTMMOCTb MHOKapaa. MOXET BBI3BIBATh MOJIUMOP(HYIO IKEITYZ0YKOBYIO
TaXUKapIUIO TUIA «ITUPYIT.

5.2. DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopouus

[Tocne nmpuema BHYTph BcacbiBaeTcs 110 95 % ot mpuHsTOM N03b1. buogocrymHocts - 85 % (3a
cueT 3(dexTa «mmepBoro MPOXOXKIAEHHUS» UYepe3 IeueHb). MakcuManbHas KOHIEHTpalus B
IUIa3ME€ KpPOBM IpU IIpMEME BHYTpb JAocTuraercs vepe3 | - 2 w4aca. TepameBruueckas
KOHIICHTpPALUs MPOKaMHAMK/IA B TIIIa3Me KPOBH cocTaBisieT 3 - 10 MKr/mi.

Pacnpenenenne

Kaxymuiics oobem pacnpenenenus (Vd) nmpokanHamuga oObr4HO coctamisier 1,75 - 2.5 n/kr
maccsl Tena. [IpumepHo 20 % npenapara oOpaTUMO CBS3bIBAETCS C albOYMHUHOM ILIa3Mbl KPOBH.
[TpoxamHaMu MPOHUKAET Yepe3 TeMaTodHIe(haTHIeCKUil U TUTalleHTapHBIN Oapbep, BBIICIACTCS
B I'PYJIHOE MOJIOKO.

Mertaboausm

[TpoxamHamMuJ 4aCTUYHO METabOIM3MPYETCsl B IMEYEHH C 0Opa3zoBaHHEM (PapMaKoJIOTHUECKH
akTuBHOrOo Merabonura - N-anetminpokanHamuia (N-AITA). KonnuectBo N-AITA Bapbupyer y
pa3HBIX TAIMEHTOB M cocrtaBisger 16 - 21 % oT npuHsATOW 103BI Yy T.H. «MEIJICHHBIX
aleTUIATOpoB» U 24 - 33 % y T.H. «OBICTPBIX ALlETUISATOPOB.

BeiBenieHue

[Tpokannamun u N-AITA BBIBOASTCS MOYKaMHM IMOCPEACTBOM KIyOOUKOBOM (QHMIbTpanuu u
aKTHUBHOM KaHanblieBoM cekperuu. B cpemnem 50 - 60 % mnpokanHamuaa BBIBOJAUTCS B
Hen3MeHHOM BuJe (auamnas3oH 30 - 80 %). KonnuecTBo npenapara, BeiBogumoe B Buae N-AlIA,
BechbMa BapuabenabHO U cocTaBisieT oT 6 % 10 52 %. HeznauntenbHOe KOIMUeCTBO (OOBIYHO HE
o6omee 10 %) mpokamHaMuIa BBIBOJAUTCS B BHUIE CBOOOAHOM WM KOHBIOTHPOBAHHOMN
napaaMUHOOEH30MHOM  KHCHIOThl.  [Ima3MeHHBIM  KIUpEeHC NpoKauHaMUAa  COCTaBIsieT
400 - 600 ma/muH, noueunslii knupenc cocraniser 200 - 400 mu/muH. Tlepros moTyBeIBEICHUS
NpoKauHaMKJa y NalMeHTOB ¢ HOPMAJIbHOM (yHKIMEH MoYeK cocTaBiisieT oT 2,5 no 6 yacos (B
cpenneM 3 - 4 yaca). [loueunsriii kimupenc N-AITA HECKOIBKO MeIJIEHHEE, YeM Y HEU3MEHEHHOTO

npokanHamua. [lepuon nonyssiBeaenust N-AITA cocrapinsieT okoso 6 4yacos.
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Oco6ble TPYIINBI MAHEHTOB (MOCNEOOBATENEHO

Tlayuenmul nodicunozo eospacma

VY nauuMeHToB MOXWIOTO BO3pacTa YBEIMUMBAIOTCS KOHLEHTpaLus B IIa3M€ KPOBHU U MEPUOJ
MOJIYBBIBEJICHUs, a TaK)Ke CHWXKACTCS I0Ye4Hass »JKCKpeuus npokanHamuaa u  N-AITA
(mpumepHo Ha 25 % y nun B Bo3pacte 50 et u npumepHo Ha 50 % y nui B Bo3pacte 75 JeT no
CPaBHEHUIO CO 3JJOPOBBIMU JIFOABMH MOJIOZOIO BO3pacTa).

Tayuenmoi ¢ HapyweHuem yHKyuu novex

[Ipn XpoHMYECKON NOYEYHOM HENOCTATOUYHOCTH YBEIMYMBAETCS KOJIMYECTBO MPOKAMHAMMUJA,
nojBepraoiuerocs anetwinpoBanuo (10 40 % oT mpUHATON 103bI), a TaKKE yBEINYMBACTCS
nepuol MoNyBbiBeAeHUs: mpokamHamuga (mo 11 - 20 wacoB) m N-AIIA. Konuenrpauus
npokanHamMua U N-AITA B mazMe KpOBHM YBEIWYMBACTCA INPONOPLHMOHAIBHO CHUKECHUIO
KIUpeHca KpeaTMHHHA. BO3MOXHO HakoruieHHe MeTaboiuTta B KPOBU /IO TOKCHUECKHUX
KOHLIEHTpalui, IPU 3TOM KOHUEHTpalus HEM3MEHEHHOr0 IMPOKauHaMHUAa OCTAeTCsl B Mpeaeiax
TepaneBTUueckoro nuana3ona. Ilpoxkannamug u N-AITA BbIBOIATCS HpU reMoAMaIN3€, HO HE
IIPU IEPUTOHEATBHOM JHATIHU3E.

Tlayuenmsi ¢ cepOeynoli HeOOCMamoUHOCMbIO

Y manueHToB ¢ cepeYHOM HETOCTaTOUHOCTbIO, IIIOKOM HJIM CHUKEHHBIM CEpJICYHBIM BEIOPOCOM
CYIIECTBEHHO CHIDKEHBI KaXYHIMHCs OO0BEM paclpeneieHuss W/WIM CKOPOCTh AIIMMHUHALUU
IPOKAMHAMUJA, YTO MOKET NPUBOAMUTH K YBEJIWYEHHIO KOHLIEHTpAallMM IIpernapara B IUla3Me
KpPOBH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Ilepeuenb BcoMoOraTe/ibHbIX BelIeCTB

Harpus nucynsdur

Bona nns nHbekumit

6.2. HecoBmecTuMOCTD

JlaHHbBIN JIeKapCTBEHHBIM MpernapaTa HE CIEAyeT CMEIIMBAaTh C JIPYTUMHU JIEKAPCTBEHHBIMU
npenapaTram, 3a UCKIIOUEHUEM YIIOMSIHYTHIX B pazzene 6.6.

6.3. Cpok roguocTu

5 ner.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

B 3amuiieHHOM OT cBeTa MeCTe P TEMIIEPATYpE HE BbIIIE 25 C.

6.5 Xapakrep u cogep;kaHue NEPBUYHON YIIAKOBKH

ITo 5 mn B amnynel HeWTpanbHoro crekiaa mapku HC-3 winum 1-ro ruposnutryeckoro kiacca ¢

KOJIBIIOM U3JI0Ma, JIM0O ¢ HAJAPE30M M TOUKOM MM MaPKUPOBOYHBIMU KOJIBIIAMU.
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[To 5 ammyn momemaroT B KOHTYPHYIO SYEUKPBYIO ﬁ%ék%%:#héﬂgﬂtﬂ%gﬁhéﬁﬂéﬁ u3

MOJIMMCPHBIX MAaTCPpHUAJIOB.

| unm 2 KOHTypHBIE SYEHKOBBIE YIAKOBKM BMECTE C MHCTPYKLHUEH MO MEIULIUHCKOMY
MPUMEHEHHUIO TOMEIAIOT B MAYKy U3 KapTOHA.

6.6. OcoOble Mepbl MNPEeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpenapara WJIM OTX0A0B, TOJYYEHHBIX TOCJe NpPUMEHEeHHs
JIEKAPCTBEHHOT'0 MPenapara, u Apyrue MAaHUILYJISIIIHN ¢ IPenapaToM

BHyTpuBEHHOE KaneabHOS BBEACHHUE

10 mn npenapara HoBokannamup cienyer pazsecty B 40 mu 0,9 % pactBopa Hatpus xjopuia
(mpeanourutensHo) win 5 % pacTBOpa JIEKCTPO3bl (TJIHOKO3bI) U BBOJAUTH IPUTOTOBJICHHBIN
pacTBOp CO CKOPOCThIO | Mi/MuH B MUHYTY 110 KoHTposieMm AJl, UCC u DKT'.

JInuTenbHOE BHYTPUBEHHOE KAllEIbHOE BBEACHUE

10 mn mpenapara HoBokannamun cnenyet pazsectd B 490 mut 0,9 % pactBopa HaTpus xjaopuaa
(mpenmourutenbHo) win S % pacTBOpa JEKCTPO3bl (TJIFOKO3bI) M BBOAUTH MPUTOTOBIICHHBIN
pacTBOp €O CKOPOCTHIO 1 - 3 Mi/MuUH.

Yrunuzauus

Bech ocraBmmiicst iekapCTBEHHBIN Mpenapar U OTXO/bI CIeyeT YHUUYTOXXUTh B YCTAHOBICHHOM
HOpSIKE.

7. AEPXKATEJIb PETUCTPALHUOHOI'O YAOCTOBEPEHUS

Poccuiickas ®enepanus

AxtmonepHoe obmiectBo «Opranuka» (AO «Opranukay)

654034, Kemeporckas obmacte - Kyszbacc, r.o. HoBokysneukuit, r. HoBoky3Helk, paiioH
Ky3znerkuit, mocce Ky3unerkoe, 1. 3

Ten. (3843) 994-222

root@organica.su

7.1. IlpeacraBuTe/Ib AepKaTE/Ns PETUCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3un norpeduTeIed HAIPABIATE 110 aIPECY:

Poccniickas @enepanvs

AxktmonepHoe obmiectBo «Opranuka» (AO «Opranukay)

654034, Kemeporckas obmacte - Kyszbacc, r.0o. HoBokysueukuii, r. HoBoky3Helk, paioH
Ky3neukwuii, mocce Ky3neukoe, . 3

tei. (3843) 994-222

root@organica.su

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA
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9. IATA TEPBUYHOW PEMMCTPAIIMU (MOJTBEPHIEHNS PEFUCTPAHUMN,

INIEPEPETUCTPALINN)

JlaTa nepBUYHON PErUCTPALIUHN:

10. JATA IIEPECMOTPA TEKCTA

OOmast XxapakTepUCTHKa JIEKapCTBEHHOro mpemapara HoBokamHamMuja — JOCTymHa  Ha

uH(pOpMallMOHHOM TMopTajie EBpasuiickoro »KOHOMHYECKOTO COr03a B HH(OPMAaLMOHHO-

KOMMYHUKaIMOHHOU cetn «MHTepHeT» http://www.eec.eaeunion.org/.
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