MHUH3IPAB POCCHH
A7 0946~ 210819

MUHUCTEPCTBO 3/IPABOOXPAHEHW S POC;CI/II?ICKOIZ OEJIEPALIMA

MHCTPYKIUS 1 COT'IACOBAHO
[10 MEJIMIIMHCKOMY TIPUMEHEHUIO JIEKAPCTBEHHOT'O TIPETTAPATA
HAJITPEKCOH

Perucrpanuonnsiii Homep: JII1-002591

Toprosoe nanmenoBanme: Hairpekcon

MesxayHapoaHoe HEMATeHTOBAHHOEe HAMMEHOBAHHe: HAJITPEKCOH
JlekapcrBenHast popma: Karcyibl

Cocras

Opna karcysa CoOJAepKuUT:

Jleticmsyrowee sewecmso.

HaJITpeKCOHa ruapoxyopus B nepecyere Ha 100 % BentectBo — 50,0 mr.

Bcnomocamenvuvie sewgecmsa:

JIAKTO3BI MOHOTHApAT — 98,5 Mr, Mmaruus creapat — 1,5 mr.

Kancyna meepoast ocenamunosas Ne 4 — 38,0 mr.

Kopnyc kancynwi:

tutana quokceua (E 171) — 2 %, xenarun 1o 100 %.

Kpviweura kancynot:

Kpacutesb keneza okcun skenteid (E 172) — 1,7143 %, turana auokceun (E 171) — 1 %,
kpacutesb uHaurokapmut (E 132) — 0,3 %, xenarun g0 100 %.

Onucanmne:

TBepapie xenatuHoBbIe Kancyiabl Ne 4, xopryc Kamncyibl 0enoro Isera, KpbllIedyKa TEMHO-
3esieHoro 1peta. CoJiepKuMoe KarcyJr: MopoInoK 0es10ro WM no4ru 0esoro mpeTa.
dapmakoTepaneBTHYECKAs] IPYIIA: ONUOU/IHBIX PELIEITOPOB aHTArOHHUCT.

Kox ATX: NO7BB04

dapmakosiornyecKkue cBoiicTea

DapmakoouHamuka

HajntpekcoH sBisIeTCSl YHCTBIM — QHTArOHHUCTOM  OMHOMJIHBIX  peuentopoB. KOHKypeHTHO
CBSI3BIBACTCS C ONUOMIAHBIMU PEUENTOPaMU BCEX THIOB W IMPEAYNPERIAeT WM YCTPAHSET
JIEHCTBHE KAaK YHJIOTEHHBIX OMHOMJIOB, TAK U YK30T€HHBIX OMUOM/IHBIX MPEenapaToB — OMHOUTHBIX
aHAJILIETHKOB U MX cypporaroB. Haubosiblee cpojIcTBO UMeEET K |- U K-perentopam. CHUxaer
spdext OIMMOMUHBIX aHaJIbIeTHKOB (aHAJIbIeTHUYECKHH, [IPOTUBOMAPENHBIH,
IPOTUBOKAIILIEBO#); ycTpaHseT noOouHbie SQPeKTbl ONMUOMI0B (B T.4. HHIOTCHHBIX), 3a
MCKJTIOYCHHEM CHMIITOMOB, OOYCJIOBJICHHBIX T'MCTAMMHOBON peakuueil. B cpaBHeHun c

HAJIOKCOHOM JIeHCTBYeT OoJiee CHJIBHO M JUIMTENIbHO. MOXeT BbI3BaTh MHO3 (MEXaHU3M




HeuspecteH). CoueraHue ¢ OnMOWAaMH B OOJBIIMX JI03aX MPUBOJAMT K [OBBILICHHIO
BBICBOOOK/IEHHSI TMCTaMHMHA C XapaKTepPHOW KIMHHYECKOH KapTHHOI (THIIepeMHs JIHIa, 3y,
ChlIlb). Y MAlMEHTOB € ONMUOM/IHON 3aBUCHMOCTBIO BBI3BIBACT MPUCTYIT AOCTHHEHIIHH.
HanrpekcoH He BbI3BIBACT AUCYIbGUPAM-110/I00HbIC PEaKIMH, KaK B pe3yJibTare yrnorpedieHus
onuouI0B M 9TaHosa. llpum ankoronusme CBSA3bIBAETCS € OMHOWJAHBIMH pEIENTOpAMH M
Onokupyer 3pdextsl dHA0pPUHOB. CHIKAET MOTPEOHOCTH B AJIKOrOJe W IPe/I0TBpALaeT
peUUIMBbBI B Te€YEHHE 6 MecsieB mociie 12-HeaeapHoro Kypea Tepamnuu (ycrnex JIeYeHHs 3aBUCHT
OT CcorJlacHus nauueHTa). J[mmreabHoe Ha3HaAuUeHHE HE BbI3bIBAET TOJIEPAHTHOCTH M 3aBUCHUMOCTH.
[Ippy OAHOBpEMEHHOM JUIMTEIILHOM HA3HAYCHHUH TPEAYIPEXkIaeT pa3BUTHE (PU3HUECKOM
3aBUCUMOCTH K MOp(uHY, repouHy u JpyruM onuowaam. B goze 50 wmr OGuokupyer
(bapmakosnoruyeckue dhpdexTsl 25 Mr BHYTPUBEHHO BBEJICHHOI'O I'epOMHA B TeUeHHe 24 4acoB,
nsoitHas no3a (100 mMr) — B Teyenue 48 vacos, a 150 mr — B teuenue 3 cyrok. KonkypeHrHas
0JI0Ka/1a ONMUOMJIHBIX PELENTOPOB MOXKET ObITh MPEO/I0JIeHa BBEJACHUEM 00Jiee BBICOKOM JI03bI
ONMOUIHOTO aHAJIbIeTHKA.

DapmaKkoKunemuka

Bcacwvieanue

Abcopbuus mocie npueMa BHyTpb — ObICTpast U mouTH 1noJjHas (96 %), moasepraercsi KMIIeUYHO-
MeYeHOYHON HMpKyssinuu. MakcumanbHass KOHUEHTpauus (Cpag), MEPUOJ MOJIYBBIBEICHUS U
oluiee  KOJIMYECTBO  [MOYEYHOW HKCKpPEIIMM Kak JUis  HAJITPEeKCOHa, TaK M Juld
6-B-HanTpeKCcoa, YBEJIMYMBAIOTCS IPOMOPIMOHAIBHO YBEJIMYEHHIO HA3HAYAeMO#  JI03bI
HasitpekcoHa ot 50 no 200 mr. Havano neiictBust — uepe3 1-2 yaca. TC, HaITpEeKCOHA U €ro
aKTUBHOTO MeTtabonuta 6-B-HaiuTpekcoia B IuiasMe — | yac, mocjie OJIHOKpaTHOro mpuema
50 Mr Cpax HaTTpeKcoHa — 8,6 HI/MiL, Cpax 6-B-HANTPEKCOMA — 99,3 HI/MIL

Pacnpeoenenue

Cpsa3b ¢ Oenkamu miasmel — HU3Kas (21 %). Xopoiio MpoHMKAeT 4yepe3 IMCTOreMaTHyecKHe
Oapbepbl. O0bem pacnpenenenus — 1350 1. buogoctynuocts — 5-40 %.

[Ipu pomurensHOoM npumeHeHuu B jo3e 100 Mr/cyT HalITpeKCOH He KyMyJHpyeT (Ipu 3TOM
KOHIEHTpalus 6-fB-Hanrpekcosia B miazme gocturaet 40 %).

Memabonusm

Merabonusupyercss B meueHn Ha 98 % c¢ oOpazoBanuem (apMakoJOrHUeCKH aKTHBHBIX
MeTabOJUTOB, TJIABHBI M3 KOTOPBIX — O-B-HAITpEKCoJ TaKXkKe SBISIETCS AHTAarOHUCTOM
onuou1oB. Jlpyrumu MertabonuTaMu SBISIOTCS — 2-THIPOKCH-3-METOKCH-6-f-HanTpeKkcon |
2-ruJIpOKCU-3-MeTOKCU-HANITpeKCOH. DepMeHThl cucteMbl nuroxpoma P450 ne yyacTByror B
metaboim3mMe HainTpekcona. HanrpekcoH u  ero MeraboauThl 00pa3ylOT KOHBIOTaThl €

IIFOKOPOHHU/IHHOM.



-

-

Buiseoenue
T, HanTpekcona — 4 yaca, 6-B-HanTpekcosa — 13 4acoB, 4TO OOBACHSET €ro CHOCOOHOCTH K

Kymyssiiiuu. HantpekcoHn v ero metabosuThl BRIBOAATCS peumMyecTBeHHO (53-79 %) moukamu

(HanTpekcoH — menee 2 %, 6-B-HaJTPEKCOI, B TOM YHCIC B KOHBIOTHPOBAHHOH (opme

43 %) m ¢ KaloBBIMM MaccaMu (B HE3HAYMTENIbHBIX KojuuecTBax). OOwmmit kimpeHc

1,5 n/MuH.

[leyenounas HepocTraTouHOCTH. DapMaKOKMHETHKA Ipenapara HAJITPEKCOH HE HU3MEHSETCS Y
MalUEHTOB C JIETKUM MJIH YMEPEHHO BBIPAKEHHBIM HapyIleHueM (YHKIMH Ne4YeHHU (KJ1acChl A U
B no Yaiinza-I1b10), TakuM nanueHTaM KOppeKlMU 1036l He Tpedyercs.

[loueynas wenocratounocts. Jlerkas moueunas HejgoctaroyHocth (Cl  kpearuHuHa
50-80 wu/MHH) TIOYTH HE BIMAET Ha (apMAKOKMHETHKY Iperapara HaJITPEKCOH U
HEOOXOIMMOCTh B KOPPEKIIMHU JI03blI Mpernapara OTCyTCTBYeT. B CBS3M ¢ TeM, 4TO HAITPEKCOH H
€ro MepBUYHBIH MeTaOOJUT BBIBOJSTCS W3 OpraHM3Ma B OCHOBHOM C MOYOH, Ha3HayaTh
HAJITPEKCOH MallMEHTaM C YMEPEHHO BBIPAKCHHOW M TSDKEJIOH MOYeYHOH HEJ0CTATOUYHOCTHIO
CJIEJIyeT ¢ OCTOPOIKHOCTHIO.

D¢} PexkTHBHOCTH MPUMEHEHHUs HAITPEKCOHA MpPU AJTKOTrOJIM3Me W OINHOUIAHONH 3aBHCHUMOCTH
MOJTBEPXK/ICHA KIMHUYECKHUMH UCCIICIOBAHUSIMH.

[Toxa3zanus K npuMeHeHHIO

— Jleyenue amkoronbHOU 3aBUCUMOCTH U 0J10Ka1a 3 (HEeKTOB 3K30TeHHO BBEACHHBIX OMTHOUIOB.

— KommnnekcHast tepanusi ONHOMJAHONW 3aBUCHUMOCTH C LEJIbIO TOJUICPXKAHUS Yy MalHeHTa
COCTOSIHUS, TIPU KOTOPOM OIUOK/IbI HE CMOTYT OKa3aTh XapaKTePHOTO JICHCTBUS.

— JlekapcTBeHHBIM Tmpemapar Tmoka3zaH JUIs  [PEJOTBpPAICHHUS  peluauBa  OMHOUJIHOM
3aBUCHUMOCTH TOCJIE ONMUOAHON JETOKCHKAIHH.

— JlomonHUTENbHAS Tepanusi B paMKax KOMIUIEKCHOW HpOrpaMMbl JICYEHHS, BKJIIOYAIOIIAs
MCUXOTEPANEeBTHYECKOE MMOCOOUe JUIs JCTOKCHIIMPOBAHHBIX TMAIMEHTOB C ONHOWJAHOH U
AJIKOTOJIbHON 3aBUCUMOCTBIO JUISI CHUIKEHHUSI PUCKA PELU/I1Ba.

[IporuBonokazanus

— [laumeHThbI, UMEIOLINE 3aBUCUMOCTH OT OIMHOHUIOB, B TOM YHCJIE HAXO/SIIMECs Ha JICYCHUHU
OTMOUTHBIMU ArOHUCTAMHU HJIH YACTHYHBIMU arOHUCTAMH.

— TlonoxurenbHast HajmokcoHoBas mpoda. [IpumeHeHHe OMMOMIHBIX AHAJIBICTUKOB MWJIH
MOJIOKUTEIBHBIN aHAJIU3 Ha COoJep)KaHue B Moue onuouoB. [lonoxkurenpHblii TECT HA HAJIMYHE
OIHMOUIOB B MOYE.

— OnuouHbINH aOCTUHEHTHBIH CHH/IPOM.

= rHHCp‘{)'BCTBI/ITeIIBHOCTb K KOMIIOHCHTaM IIperiapara.



— OcTpplif renaTuT WM MeYeHouHas HeJOCTaTOYHOCTh. Jle(UIUT aKTa3bl, HEMEPEHOCHMOCTD
JaKTO3bl. [ M0K030-ranakTo3xnas MajibadbcopOus.

— MHcnonb3oBanue B COYETAaHUH C OITMOM/I-COJICPIKALIIUM JIEKAPCTBEHHBIM CPEJICTBOM.

C 0cTOPOKHOCTHIO

Ecau y sac o00HO u3 nepeuucieHnvblx Hudice 3abonesanutl, neped HNpuemom npenapamad
00A3ame1bHO NPOKOHCYIbMUPYIUMECh C 6PAYOM.

Hapymenust QyHKIMM 1e4eHn W/Win MOYeK.

IIpumenenne npu 6GepeMeHHOCTH H B IEPHO/L I'PY/IHOT0 BCKAPMJIHBAHUS

[Ipenapar 1o creneHu TOKCHYHOCTH OTHOCHUTCS K Kateropuu C.

B skcnepumenTax Ha Kpbicax (mpuem B 03ax, B 30 pa3 HpeBBIMAIOLIIMX PEKOMEHIYEMBIE JUIS
JIFOZIEH HEMOCPEJACTBEHHO Mepel OepeMEHHOCTBIO U BO BpeMsl OEpeMEHHOCTH) U Ha KpPOJIMKAX
(nmpuem B 103ax, B 60 pa3z mpeBIIAOIIMX PEKOMEH/IyeMble JUIs JII0/IeH) YCTaHOBICHO HAIHYHE
TepaToreHHoro dexra.

[Ipumenenue npenapara rnpu OEPEeMEHHOCTH BO3MOXKHO TOJIBKO B Cllydyae, €CJId MOTEHIIHAIbHAS
10Jib3a OT €ro MPUMEHEHHSI IPEBBIIIACT MOTECHIIHATBHBIA PUCK VIS TUIO/IA.

[Ipu nepopajbHOM IpHeMe HaITPEeKCOHA OBUIO OTMEYEHO BBIJICIICHHE HAJITPEKCOHa H 6-f3-
HAJITPEKCOJIa ¢ TPyJHBIM MOJIOKOM. M3-3a MOTeHIMAIbHONH KaHIEPOT€HHOCTH M BEPOSTHOCTH
BO3HHUKHOBEHHUS Y TPYAHBIX JIETEH Cepbe3HbIX MOOOUYHBIX SBJICHUMH, CIICAYET MPUHATH PEIICHUE O
NPEKPALEHUH TEPAITUK [IPENapaToM BO BpeMsi KOPMJICHHUS IPYAbIO HJTH MPEKPAICHUH TPYIAHOTO
BCKapMJIMBAaHHs BO BPEMs JIEUCHMs TIpENapaToM, B 3aBUCUMOCTH OT CTEIICHU BOXHOCTH Teparun
JUISL MATEpH.

Cnocod npuMeHeHust U 103b1

Jleuenue onuoudnot 3a8ucumocmu

Dasza esedenus 6 Kypc mepanuu HAIMpPeKCOHOM

JleueHne HaNTPEKCOHOM HAYMHAIOT [OCJIE TOrO, Kak MalueHT B Tedyenue 7-10 pauei
BO3/ICPIKUBAETCA OT IPUEMa OMMOU/IOB (IIPU OTCYTCTBUM MPOSIBJICHUI CUHpOMA aOCTUHEHIIUN).
Bo3aep:xkanue ot ynorpebiieHus OMHMOUAOB HACHTHGUIUPYIOT 1O MOKa3zaTessiM J1adopaTOPHBIX
MCCIIC/IOBAaHUI MOYM Ha COJIepKaHHe OMHOWAOB. JleueHHMe HAYMHAIOT NPH OTPHULIATEJILHOM
MPOBOKALMOHHOM 1pode ¢ 0,5 MI HaJIOKCOHA.

Onucanue HaJIOKCOHOBOH MpoObl: manueHty Heodxoaumo BBectH 0,2-0,4 Mr HajlloKcoHa
BHYTPHBEHHO B TCUCHHE 5 MHH MJIH B BUJIC HHBEKIIMH MOJAKOXKHO JTHOO BHYTpUMBIIEYHO. Eciu
HET peaki[My Ha BBEJCHHE HAJIOKCOHA B TedyeHue 15-30 MUHYT, BBOJST BTOPYIO /103y Mpenapara
0,4 mr BuyrpuBenHo win 0,4-0,8 Mr nojaxoxHo u HabmoaaoT 3a peakuuen. [Ipoda cunraercs

MOJIOKHUTEJILHOU [PH BBIPAXKEHHOM MHJIpHa3e, u3MeHeHuu addexra ot 6J1aroymHo-COHIUBOIO



J0  UCHOPHUYECKOro, MOBEACHYECKHX PAcCTpOMCTBAX, TOSBICHHH MPU3HAKOB OIMUHHOM
abCTUHEHIIUH.

HajiokcoHOBYIO 1npo0Oy HEe MPOBOAST MAallMEHTaM ¢ CUMIITOMaMH a0CTUHEHIIUU U TIPU BLISIBICHUH
onuou10B B Moye. HasmokcoHoByto mpoOy MOXKHO MOBTOPUTH uepe3 24 yaca.

JleyeHne HAJITPEKCOHOM HAYMHAIOT C OCTOPOKHOCTBIO, IOCTENEHHO IOBBIMAS JI03Y.
Conepxumoe Karcyisl pactBopstoT B S0 M1 Bojabl. BHavane HazHavaioT 25 Mr HaJITpEeKCOHA
BHYTPb (COAEPKHUTCS B 25 MJ HMCXOJHOro pactBopa). Bpady cieayer KOHTpPOJIMpPOBATH aKT
MpOrJaThIBaHUs pacTBOpA Mpernapara.

[loooepoicusarowas mepanus HarmpekcoHoM

Ha cnenyrommii 1eHp mociie BBEJACHHMs HAYaJIbHOM J103bI HAITPEKCOH HAYMHAIOT HA3HAYATh I10
50 mr kaxzasle 24 yaca (IpUMEHEHHMSI HAJITPEKCOHA B YKAa3aHHOH J03€ JOCTaTO4YHO ISt
OsokupoBanus 3()(HEKTOB OMMOMJIOB, BBOJUMBIX MapeHTEpaIbHO, HANpUMeEp, 25 MI repouHa,
BBE/ICHHOTO BHYTPUBEHHO).

100 Mr HanTpEKCOHA Ha3HAYAKOT Kaxk/ible 2 JiHs uin 150 Mr kaxapie 3 JaHs.

Jleuenue ankozonuzma

B cocraBe KOMOMHUPOBAHHOM Teparum.

EsxenneBubli npuem 50 Mr HaJITpeKCOHA, MUHUMAJIBHBIH Kype — 3 MecsIa.

Jleuenue JOKHO OBITH YACThIO COOTBETCTBYIOIIEH MPOrpaMMbl YCTPAHEHHUS AJIKOTOJIBHOM
3aBucuMOCTH. Ha mpoTsbkeHHM Kypcea JieueHHs HEeOOXOJMMO OTCIICKHBATh MPHUBEPKEHHOCTH
BCEM KOMIIOHEHTAaM JICYCHHs aJIKOTOJIM3Ma, BIMSIONMM Ha OJIArONpPHUSATHBIH  HCXOJ.
MeaukamMeHTO3HOE JIeUeHHE PEKOMEH/IYETCS COITPOBOKIATH KYPCOM ICUXOTEPAITHH.

IloGounoe neiicTBue

HexenarenbHble sBJICHHUS CrPYNIUAPOBAHbI B COOTBETCTBHHM C KJIacCH(UKAIMEH OpraHoB U
cucreM opraHoB MedDRA, B npezenax ka0 rpynibl MepeynuciieHbl B MOPAIKE YMEHbIICHHS
3HAYUMOCTH.

Yacrora BO3HHUKHOBEHHMs MOOOYHBIX 3pQeKToB omnpeaesuiacb B COOTBETCTBUH €
kiaccudukanuein Beemupnoit Opranusanuu  371paBooxpaHeHusi: oudeHb uacto (= 1/10),
gacto (> 1/100, < 1/10), wewacto (> 1/1000, < 1/100), pexko (> 1/10000, < 1/1000), oueHs peako
(< 1/10000), BKJIFOUYast OT/I€IbHBIE COOOIIEHMUS.

B rtepaneBTHUYECKMX J103aX Y TMAlMEHTOB, B OpPraHHU3Me KOTOPBIX HE COJAEPIKATCS OMHUOM/IBI,
HAJITPEKCOH OOBIYHO HE BBI3bIBACT CEPHE3HBIX MOOOUHBIX I(PPEKTOB.

Hapywenus co cmoponsl nuwgesapumensoi cucmemvl. 0O4eHs 4acmo — TOUHOTAa W/WJIH PBOTa,
00Jb B JKHBOTE; yacmo — abjaoMUHalIbHAsi 0O0Jb, CHM)KEHHE WJIM IOBBILICHHUE alIeTHTA,

AQHOPEKCHSI, JIapesi WJIM 3aropbl, CYXOCTh CIIM3UCTOH OOOJOYKH MOJIOCTH PTa, METEOPH3M,



MOBBIIICHHE AKTUBHOCTU «IEYCHOYHBIX» (EPMEHTOB; peoko — YCYryOJIeHHe CHMIITOMOB
reMoppost, 3PO3UBHO-S3BEHHBIC TOPAKEHUS KEITYT0UHO-KHIIIEUHOTO TPaKTa.

Hapywenus co cmoponst HepsHOU cucmemsl U Opeanos 4yecme. 04eHs 4acmo — 0eCroKONCTBO,
HEPBO3HOCTh, HEOOBIYHAs YyCTAlIOCThb, 00ast ciabocTh, OECHOKOHHBIA COH, «KOIIMAapHBIE)
CHOBM/ICHHS, TOJIOBHAs 00JIb; Yacmo — roJIOBOKPYKEHUE, HEUETKOCTh 3PUTEJILHOTO BOCIIPUSTHS,
CIIyTaHHOCTbh CO3HAHMS, FAJUTIOIMHALMK, YTHETEHUE LEHTPAIbHOH HEPBHOM CHCTEMBI; PeOKo —
nenpeccus, Opejl, 3BOH U OUIYIIEHHE 3aJI0KEHHOCTH B yIlIax, 00JIb U YyBCTBO MOKEHHS B IJia3ax,
CBETOOOSI3Hb, Pa3PaKUTEIbHOCTh, COHJIMBOCTD, JI€30PUEHTAIMS BO BPEMEHH U MPOCTPAHCTBE,
MUTpEHb, 0OMOPOK, aCTEHHS, JIETApPrusi, TPeBora.

Hapywenus co cmoponvl ObixamenvHOU cucmemvl. He4acmo — Kalllellb, OXPHUILIOCTh T0JIoca,
3aJI0’)KEHHOCTh HOcCa (TUIIEpEMHsi COCYJIOB HOCOBOM IMOJIOCTH), 3aTPYJAHEHHE JbIXaHHS, 3y B
HOCY, PpHUHOpes, YHMXaHbe, OpPOHXOOOCTPYKIHS, 3aTpyJHEHHE JIbIXaHHs, OJIbIIIKA, HOCOBOE
KPOBOTEYEHHE, CYXOCTh B TOpJi€, MOBBILIEHHOE OTIEJIEHUE CIM3UCTOH MOKPOTHI, MH(EKIUU
BEPXHHUX JbIXaTEJIbHbIX IYyTEH, CHHYCHUT, JApPUHTHUT, (ApUHTHT (B T.4. CTPENTOKOKKOBBIN),
Ha30(apUHIUT, TAHMOPHT.

Hapywenus co cmoponvl cepoeuno-cocyoucmoii cucmemsl: Heyacmo — O0Ib B TPy,
MIOBBIIIEHUE APTEPUAIIbHOTO  JIABJICHHS, Taxukapaus, cepaueduenue, Hecrnenuduyeckue
M3MEHEHHs Ha 3JIeKTpoKapauorpamme, ¢iedur.

Hapywenus co cmoponwl opeanos spenus. peoko — KOHbIOHKTUBHT.

Hapywenus co cmoponvl M04enonogoil cucmemvl. 4acmo — CEKCyallbHbIE pPacCTPOHCTBA Y
MYXYHUH (3a/IepiKKa ISKYJISIUU, CHH)KCHUE TMOTEHIIMH), IOBBIIMICHUE WM CHHUIXKCHHE JIHOWJIO;
Heyacmo — TUCKOM(OPT MPH MOYECHUCITYCKAHUH, YUYaAIllEHUE MOYEHCITYCKaHUsI, OTEYHBIH CHH/IPOM
(oTex sMIa, MajiblieB, CTOI, FOJICHEH).

Annepauveckue peaxkyuu: yacmo — KOXHasi Cblllb, TUIEPEMHUs KOXKH (B T.U. THIIEPEMHUs JTHIQ),
TUIIEPTEPMHUSL, KOXKHBIN 3y/1, MOBBIIIEHUE CEKPEIIUHU CATBHBIX XKeJle3, 03H00.

Hapywenus co cmoponsl onopro-0eueameivho2o annapama: o4eHs 4acmo — O00Jib B CIIUHE,
CKOBAHHOCTBH CYCTaBOB, 00JIb B KOHEUHOCTSIX, Cla3M, MOJICPrUBaHUE MJIM CKOBAHHOCTH MBIIIIIL;
Yyacmo — apTpaarus, MUAITHS, apTPHUT.

Hapywenus co cmoponbl KoJCHbIX NOKPOGOE. TIallyJIe3Hast Chlllb, IOTHULA, YTPH, AJIONCIHSI.
IIpoyue: cyxocTb BO PTY WJIHM XKax/a, 00Jib B ropJjie, yBeJIMYCHHE WM MOTEPsi Macchl Tena, 00Jb
B 1axoBoi o0siactu, yBeJMYeHUE JTUMQPATHYECKUX Y3JI0B, JIMM(OLUUTO3; B OJHOM cCllydae
ONMKMCAHO  Pa3BUTHE  WJIMOMATHYECKOW  TPOMOOLMTONEHHUYECKOW mypnypbl Ha  (oHe
MpeIBapUTEIbHOW CeHCUOMIIM3AIIMM K IIperapary.

Cunopom «ommenol» onuoudos: adjoMuHalIbHAs 00JIb, Cra3Mbl B AMHUracTpalbHOM 001acTH,

0eCnmoKOMCTRO, HECPBO3HOCTD, YCTAJIOCTD, pasaApaXKUuTCIbHOCTD, Japes, TaxukKap/aus,



TUIEPTEPMHUsS, PUHOPEs, YUXAHBE, «IYCUHAs KOKa», MOTIMBOCTh, 3€BOTA, apTpalIrsi, TOIIHOTA
W/WIIK PBOTA, TPEMOp, 001mas ci1adbocTh.

Ecnu niobvie u3 ykazamuvix 6 uHCmpykyuu nobouHwvlx s3¢hghexmos ycyeyonsiomes, uiu Boi
samemuiu 10ovie Opy2ue noboynvie hghexmel, He yKazanuvie 6 UHCMPYKYUU, COOOuiume 0o
INOM 8pavy.

[TocTperncTpauHOHHBIH ONBIT NPHMEHEHHS

[lo  nutepaTypHbIM  JaHHBIM  OIIMCaH eJIMHUYHBIN  cilydai MJIHOTIATHYECKOH
TPOMOOLIMTONEHUYECKON MypPIypbl y MAllMeHTa, KOTOPbIH, BO3MOKHO, ObUT CEHCHOMIIU3HUPOBAH K
HAJITPEKCOHY B XOJI€ MpPEbLIyIIero JjedeHus. Bb3aopoBiieHHe MPOU30MILIO IMOCIE OTMEHBI
npernapaTa u poBe/IeHUs Kypca KOPTUKOCTEPOU/IHOM Teparuu.

Ilepeno3supoBka

Hantpekcon siBisercss ymepeHHo OezomacHbM rperiapatoM. COrJIacHO HCCIIEIOBAaHHAM, TaKe
OosbIINE [103bl HE BBI3BIBAIOT CEPHE3HBIX CHUMIMTOMOB. [Ipu momo3peHHH Ha HWHTOKCHKAIUIO
ClIe[lyeT Ha3HAUYUTh CUMIITOMAaTHYECKOE JICUCHHE.

Ha »srane QOKJIMHMYECKOTO HCCIEAOBAHUS MpPH MOBTOPHOM BBEJICHHH HAJITPEKCOHA B JI03€
100 Mr/kr, mpeBblIAIONIIEH MAKCUMAIBHYIO CYTOYHYIO JI03Y JUIsS 4eJ0OBeKa MpUMEpHO B 35 pas,
HE BBIBICHO KAKMX-JIMOO CYIIECTBEHHBIX W3MEHEHHH B reMaTOJOrHYECKUX U OHOXHMHUYECKUX
nokazaressix KpOBH, a TaKKe B CTPYKTYpe BHYTPEHHHX OpraHoB. MecTHO-paz/ipakaroiiee
JICCTBHE HAJITPEKCOH TAK)Ke HE OKa3bIBACT.

B3aumoseiicTBHe ¢ IPYrUMH JIeKADCTBEHHBIMH CPeJCTBAMH

CHmxaet 3 (HeKTHBHOCTD JICKAPCTBEHHBIX CPEJICTB, COJIEPIKAIIUX OMUOU/IBI (TIPOTHBOKAIILICBBIC
JICKapCTBEHHBIC CPEJICTBA, ONMUOMJIHBIC AHAIBIETHKH, MPOTUBOIPOCTY/HbIEC Ipernapatsl). Tawm,
1€ BO3MOXKHO, JIOJDKHBI HCIIOJIB30BATHCS AJIbTEPHATUBHBIE IperapaThl.

['emaroTokcHUYecKHe JIEKapCTBEHHBIC CPEJICTBA YBEJIMYMBAIOT (B3aHMHO) PHUCK IOpPaXKEHHUs
MeYCHH.

Jlucynbshupam MHrHOMPYET MHKPOCOMAIbHOE OKHCIEHHE B IEYEHH, BCJIECJICTBHE YEr0 MOXKET
BBI3BATh MOBBIIIEHHE KOHIICHTPAIIMM IpernapaToB B IUIa3Me KPOBH, METaOOJM3UPYIOLIUXCS B
neyeHH (HAITPEKCOH), YTO YBEJIHYUBACT PUCK HHTOKCUKALIUH.

Bo3MoskHa jieTaprust Wiy MOBBIIIEHHAs COHJIMBOCTH IPU COUYETAHUHU C THOPUJIA3UHOM.

VCKOpsieT MOSIBJICHHE CHMIITOMOB CHHJIpOMa «OTMEHBI» Ha ()OHE OIMMUOMJIHOW 3aBHCHMOCTH,
XapaKTePU3YIOLIUXCS CTOMKOCTBIO U TPYIHOCTBIO UX YCTPAHEHHUSI.

Ocobbie ykazanus

Hanrpekcon 3¢exTuBeH ToJIbKO B COCTaBE KOMIIJIEKCHOM Tepanuu 3aBUCUMOCTH.



[lepen  npumeHeHueM  HEOOXOJHUMO  MCKIIOYUTH  CYOKJIMHMYECKYKD  MEUYEHOUHYIO
HEJIOCTATOYHOCTh, BO BpeMs JICUEHHS CJIe/IyeT MEepUOIMYeCKH KOHTPOJIUPOBATH TPAH3UTOPHOE
MOBbIIIEHHE aKTUBHOCTH TPaHCAMHUHA3.

HantpekcoH oka3bIBaeT rernarorokcuyeckoe jgeicraue. [Toaromy npu JUIMTEIbHOM TPUMEHEHUH
HE0OX0/IMMO KOHTPOJIMPOBATH (PYHKIIUIO [IEYEHH.

HanTpekcoH Ha3HAyalOT TOJIBKO MOCIE KYIHPOBaHHUS a0CTUHEHTHOTO CHHPOMA.

[Ipenapat HaUMHAIOT IPUHUMATE TOJIBKO B CIIEIHATH3UPOBAHHBIX YUPEKICHHUSIX MO KOHTPOJIEM
Bpaya. Cresyer BHUMATEIbHO CIEIUTH 3a [OSIBJIGHHEM [PU3HAKOB JICIIPECCHH  WJIU
CYMIIMJIAJIBHBIX MBICJICH Y MAlMeHTOB ¢ aJKOrOJIbHOW W/UIU ONMUOUIAHON 3aBUCHUMOCTHIO, B TOM
YuCie MAlMEHTOB, MOJIYYaIOIUX JICYeHHE HAITPEKCOHOM. YJICHOB ceMel U yXaXKMBAIOIIUX 3a
NalUeHTaMu JIIOICH ClieayeT MpeaynpeauTb O HEOOXOJUMOCTH BHUMATE/IBHO CJEIUTh 3a
BO3HHKHOBEHHEM CHMIITOMOB JICMIPECCHH WM CYUIUIAIBLHOTO TOBEICHHUS W HEMEIJICHHO
coo0IaTh O BO3HMKHOBEHHM TaKHMX CHMIITOMOB JedaniemMy Bpady. Jlns obOecneuenus
3 PeKTHBHOCTH JIeueHHss HEoOXOJMMO IMpPOBEJICHHE KOMIUIEKCHOH Teparuu, BKJIIOYAroen
MICUXOJIOTHYECKYIO MOJIEPIKKY.

Hanrpekcon Onokupyer jaeiicTBue onmuou10B. biiokasia MoxkeT ObITh MPeooIeHa MOBIIIEHUEM
J103 OITHOUJIOB.

[lanmenTa, KOTOpBIH MOJIyYaeT JICYEHUE HAJITPEKCOHOM, CJIEIyeT MPEeAyHpeauTh O TOM, UTO
HEKOHTPOJIMPYEMbIH MpPUEM OIMHOUJIOB B 3TOT MEPHO/I MOXKET MPUBECTH K TSIKEIOMY CHHAPOMY
aOCTHHEHIIMH BILIOTH /10 pa3BUTHS KOMBL. CyIIECTBYET PUCK JIETAIBHOTO UCXO/1.

HantpekcoHn oka3piBaeT remaTotokcuueckoe aeiictsue. [looromy npu 1auTeIbHOM IPUMEHEHHH
HE0OXO0IMMO KOHTPOJIMPOBATE (PYHKIIMIO MEYEHH.

HantpekcoH HeOOXOQMMO OTMEHMTH HE MeHee dYeM 3a 48 4YacoB /10 XHPYpPruyecKoro
BMEIIATE/ILCTBA, TP KOTOPOM MOTpeOdyeTcsi IPUMEHEHHUE ONMMOM/IHBIX aHAJIbIeTUKOB. B ciydae
HEOOXO0IMMOCTH MPOBEJICHUs] IKCTPEHHOM aHAJILI€3UH C OCTOPOKHOCTHIO HA3HAYAIOT OTTMOU/IBI B
MOBBIIIEHHOMH J103€ (JUIsl IPEO/I0JICHHS] aHTArOHU3Ma), MOCKOJIbKY YTHETEHUE JbIXaHUs [IPH 3TOM
Oyner Oosiee rayOOKMM U TPOJIODKMTENIbHBIM. [l mpeaoTBpallleHust pa3BUTHS OCTPOro
aOCTUHEHTHOIO CHHJIpOMa IMALUEHTh! J0JDKHBI KAK MHHUMYM 3a 7-10 JHEH npekpaTtuTh mpUuem
ONHOUJIOB U JIEKAPCTBEHHBIX CPEJICTB, UX COAEPIKALINX, 00s3aTeIHLHO ONpe/IeICHUE OITHOUIOB B
MOYE M IIPOBEJICHHE IPOBOKAIMOHHOIO TEeCTa C HAJIOKCOHOM; IpU HECOOIIOACHHH ITHX
TpeOOBAHUI MOKET MPOSBUTHCS AOCTUHEHTHbIH CHHIPOM.

Croiikoe CHI)KCHHME AallleTHTa M MPOTrpeccUpyrollee MOoXy/JaHue TpedyIoT IpeKpaleHHs
Teparuu.

HesddextuBen rmpu JIeUeHHH KOKAMHOBOM, a TaKkkKe HEONMOMIHOM  JIEKapCTBEHHOM

3aBUCUMOCTH.



B03MOXKHO pa3BuTHE 203UHO(DUIBHON MTHEBMOHUU, PE3UCTEHTHOH K aHTUOMOTUKOTEpANIUU; TIPH
Pa3BUTHU TMPOTPECCUPYIOIICH OJBIIIKH M TMIIOKCHH HEOOXOJIMMO HEMEJUICHHO OOpaTUThCS K
Bpayvy.

Crnenyet npeaynpex/iath NalueHToB, YTO:

— npu  oOpamieHuu 3a MEJAMIMHCKON IOMOIIBIO MalUeHTbl 00s3aHbl  UH(OPMHUPOBATDH
MEIMIIMHCKHX paOOTHUKOB O JICYEHUH HAITPEKCOHOM;

— B cllydae nosiBjieHusi 0oJielt B )KUBOTE, MOTEMHEHHUSI MOYH, [MOXKEJITEHUsI CKIIEp HEOOXO0IUMO
NPEeKpaTUTh IIPUEM U 0OpPaTUTHCS K Bpauy;

— MpH CaMOCTOSITEIbHOM YNOTPeOJICHUH reépOuHa U JPYTrUX OMHOU/IOB B MAJIBIX J03ax dddexTa
OT UX IIPUMEHEHUS He Oy/eT, a JanbHeillee yBeIHYeHUe JJ03bl OMUMOU/IHBIX CPE/ICTB IIPUBEET K
JIeTaTbHOMY UCXO/Y (OCTAaHOBKA JIbIXAHUS).

Bimsinue Ha ¢c0COOHOCTH K YNIPABJIEHHIO TPAHCIIOPTHBIMH CPeICTBAMHU, MEXaHU3MAMH

B nepuon neueHust HeoOX0AUMO COOIIOAATH OCTOPOKHOCTH MPH BOKIACHUU aBTOTPAHCIOPTA U
3aHATHH  JIPYTUMHM  TOTEHIMAIBLHO ONAaCHBIMH  BUJAMH  JCSATEIBHOCTH, TpeOYIOLUMMHU
MOBBIIIEHHONW KOHIICHTPALIUU BHUMAHHS U OBICTPOTHI ICHXOMOTOPHBIX PEaKI[Hii.

®opma BbINIyCKA

Karncynbr 50 mr.

[To 10 karcysn B KOHTYPHYIO SYEHKOBYIO YITAKOBKY M3 IJICHKH MOJMBHHIIXJIOPHIHON U Horabru
QTIOMUHHUEBOM. 1, 2 UM 5 KOHTYPHBIX AYEHKOBBIX YIAKOBOK ¢ MHCTPYKIMEH 110 IPUMEHEHHUIO B
nmauky u3 kaprona. [To 100, 200, 300 KOHTYpHBIX SYEHKOBBIX YIAKOBOK C PaBHBIM KOJHYECTBOM
MHCTPYKLHUH 10 TPUMEHEHHIO, COOTBETCTBEHHO, B KOPOOKY HJIU SIIUK (JIUIs1 CTAl[HOHAPA).
YeaoBusi XpaneHust

B 3amuineHHOM OT cBeTa MecTe Mpu Temreparype He Boie 25 °C.

XpaHUTh B MECTaX, HEJIOCTYIHBIX VIS ACTEH.

Cpok rogHocTu

3 roja. He npuMeHsTh OC/IE HCTEUEHUs! CPOKA MOJIHOCTH, YKA3aHHOTO Ha YIIAKOBKE.

YcioBust ornycka

OTnyckaroT 1o peuenty.

Buiiajesienn perucTpanMoHHOr0 y/10CTOBEPEHUsI/HAMMEHOBAHHE, a/Ipec TPOH3BOIHTEIS
JIEKAPCTBEHHOTO MpenapaTa/opraHu3auusi, NPHHUMAKOMIAS IPeTeH3HH:

dejiepasibHOE TOCY/IAPCTBEHHOE YHUTAPHOE Npeanpusitie « MOCKOBCKHI dHIOKPUHHBIA 3aBO1)
109052, Poccus, r. Mockaa, yi1. HoBoxoxsioBckas, 1. 25

Ten./daxc: (495) 678-00-50/911-42-10

http://www.endopharm.ru



AJlpec MecTa MPOU3BOICTBA JIEKAPCTBEHHOI0 Mpernapara:

109052, Poccus, r. Mocksa, yi. HoBoxoxJjoBckas, 1. 25, ctp. 2

HanmvenoBanue H aJapec OpraHu3ainuf, OCYIIECTBJSIIONIEH BBINMYCKAKWIMHI KOHTPOJIbL
Ka4ecTBa JIEKAPCTBEHHOT0 npemnapara:

denepanbHOE rOCYAAPCTBEHHOE YHHTAPHOE MpeAnpusiTHe « MOCKOBCKHIT SHIOKPHHHBIH 3aBOI»

109052, Poccus, r. Mocksa, yi1. HoBoxoxnosckas, 1. 25, ctp. 1

[lepBbiit 3amecTuTenb ['enepanbHOro upexTopa ‘
_‘;. D

E.A. ExoBa

‘ OI'VIT «MOCKOBCKHI YHTOKPHUHHBIN 3aBOJI»
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MHH3IPAB POCCHH
004591~ 1101110
MUHUCTEPCTBO 3/IPABOOXPAHEHUA POCCUNCKOU ®EJIEPALIMN
COI'IACOBAHO

et —

———

MHCTPYKILIMA
10 MEJIMLIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

Hauarpekcon
TOProBo€ HaMMECHOBAHUE JIEKAPCTBEHHOI'O IpernapaTa

Haarpekcon

MEXK/1yHapOJAHOE€ HENATCHTOBAHHOE, WK IPYNIHPOBOYHOE,
WJIN XUMHYECKOC HAMMCHOBAHHE

kancyiabl 50 mr
JiekapcTBeHHas Gopma, 103UpoBKa

@eepaibHOE TOCYAAPCTBEHHOE YHHTAPHOE NPEANPUsITHE
«MockoBCKHIT YHIOKPHHHBIH 3aB0o1», Poccust

HAaWMEHOBAHUE MMPOU3BOAMUTEIIS, CTPAaHA

U3menenue Ne 1

21 N9 90
JlaTta BHecenus MU3MeHeHus « » L10120 920 I
Crapas peapakuusi HoBasi pepakuusi
YcnoBusi XpaHeHHs YeiioBusi XxpaHeHus

B 3auuiieHHOM OT cBeTa MecTe Ipu | B 3amMiineHHOM OT cBeTa MecTe IIpH
temnepatype He Bbiie 25 °C. Temriiepatype He Bbiuie 25 °C.
XpaHUTh B MeCTax, HEJOCTYMHbIX i | XpaHUTh B HEJOCTYIIHOM Ui JIE€TEH

JIETEeN. MecCTe.

Baagenen perucrpauuonHoro yao- | [lpousBoaurenn:

CTOBepeHHﬂ/HaHMeHOBaHHe, ajipec d)enepanbﬂoe rocy1apCTBEHHOE YHH-

NPOM3BOAUTEISA JIEKAPCTBEHHOro | TapHOe npeAnpusTie «MOCKOBCKHM dH-
npenapara/opraHu3auus, NPHHHU- | JOKPUHHBIN 3aBOJ
MaoLasi NPeTeH3HHu: [1pouzs00cmeo 2omoeotl 1ekapcmeenHol

DenepaibHoe  TOCYIAPCTBEHHOE  YHHU- | hopmol:

TapHoe npeanpustue «MockoBckuit oH- | r. MockBsa, yi. Hosoxoxsosckast, 1. 25,
JIOKPUHHBIHU 3aBOI» CTp. 2

109052, Poccus, r. Mocksa, yi. HoBo- | Botnyckarowuit konmpone kauecmea:

XOXJIOBCKas, 1. 25 r. Mocksa, yi. HoBoxoxioBckas, . 25,




~

Crapas peaakuus

HoBasi pepakuusi

Ten./dakc: (495) 678-00-50/911-42-10
http://www.endopharm.ru

Anpec MecTa NPOU3BO/ACTBA JIEKAPCT-
BEHHOI0 npenapara:

109052, Poccus, r. Mocksa, yia. Hoso-
XOXJIOBCKas, 1. 25, cTp. 2
HaumenoBaHHe M aJapec OpraHusa-
UM, OCYHIECTBJSIIOLIEH BbINYCKAKO-
HHA KOHTPOJIb KavyecTBa JIeKapcT-
BEHHOI0 nMpenapara:

®denepanpHOe TOCYAapCTBEHHOE YHHU-
tapHoe rnpeanpusitue  «MOCKOBCKUM
HJIOKPUHHBIN 3aBOJI»

109052,

Poccusi, r. MockBa, YL

HoBoxoxJioBeckas, . 25, ctp. 1

ctp. 1

Biiagenen perucTpauMHOHHOIO ya0CTo-
BepeHHsI/HAHMEHOBaHHe, ajpec opra-
HU3AUMH, MPHHHMAKOWIEH NpeTeH3HH
norpeduTeIs:
denepalibHOE  rOCYIapCTBEHHOE  YHH-
TapHoe npeanpusTie «MOCKOBCKHH dH-
JIOKPUHHBINA 3aBOJI»

Poccus, 109052, r. Mockga, yi. Hoso-
XOXJIOBCKas, 1. 25

Ten./bakc: (495) 678-00-50/911-42-10

http://www.endopharm.ru

[lepBoiii 3amecTuTeb [ eHepanbHOTo Aupe

OI'YIT «kMockoBCKMI SHIAOKPUHHBIN 3aBO»:

)




