MWHWUCTEPCTBO 3[IPABOOXPAHEHWA POCCUCKOW OELEPALIMM
VHCTPYKLINA
MO MEAULMHCKOMY NMPUMEHEHWIO NEKAPCTBEHHOT O MPEMAPATA

OJIAH3AINKWH-C3

PeructpauvoHHblii Homep: JM-002162

ToproBoe HaumeHoBaHue npenapara: OnatsanuH-C3
MesxnyHapoHoe HenaTeHTOBaHHOE HaMeHOBaHMe: oNlaH3aniH
IlekapcTBeHHas hopma: TabreTku, NOKpbITbIE MMEHOYHOI 060MOYKOM
Cocras:

1 TabreTka, NOKpbITas NAEHOYHON 0BOMOYKOIA, COAEPKUT:

0o3uposka 5 me

delicmeyroujee elecmeo: onaH3anuH (onaHsanHa opma 1) — 5 mr

8cnomozameribHble  8ewecmea: NaKTodsl  MoHoruapar  (nakTompecc) (caxap
MOIOYHbIN) — 74,2 Mr; kanblys cTeapat — 0,8 mr;
cocmag  obomoyku: Onagpaii Il (cnMpT  MONMMBMHWMOBBIA,  YaCTUYHO

ruaponuaoBanHbiv — 0,8 mr; Tanbk — 0,296 mr; TutaHa auokenp E 171 — 0,4374 wr;
makporon (nonuatuneHrnukons 3350) — 0,404 mr; anioMMHUeBLIi A Nak Ha OCHOBE
xentoro xuHonmHoBoro — 0,0602 Mr; antoMUHWEBbIA Nak Ha OCHOBE XKENTOro
conHeuHblit 3akat — 0,0014 mr; kpacutens xenesa okcug (1) xentbiit — 0,0006 mr;
anMUHKeBbIV Nak Ha ocHoBe UHaurokapmuHa — 0,0004 wr).

dosuposka 10 me

delicmeyroujee elecmeo: onaH3anuH (onaHsanuHa opma 1) — 10 mr
8cnomozameribHble  8ewecmea: NaKTossl  MoHoruapar  (nakTompecc) (caxap
MOIouHbIA) — 148,4 Mr; kanbuus creapar — 1,6 mr;

cocmag  obomoyku: Onagpai Il (cMMpT  MONMMBMHMMOBBIA,  YaCTUYHO

rMaponu3oBanHbiv — 1,6 mr; Tanbk — 0,592 mr; Tutasa auokenp E 171 - 0,8748 wr;
makporon (nonuatunexrnukonb 3350) — 0,808 mr; anioMMHUeBLI Nak Ha OCHOBE
xentoro xuHonmHoBoro — 0,1204 Mr; antoMUHWEBbIA Nak Ha OCHOBE XKENTOro
conHeutblit 3akart — 0,0028 mr; kpacutens xenesa okcug (1) xentbiit — 0,0012 mr;
anMUHKEBHIN Nak Ha 0cHoBe UHaurokapmuHa — 0,0008 mr).
Onucanue
TabneTku Kpyrnble, ABOSKOBbINYKMblE, NOKPbITbIE MNEHOYHON 0BOMOYKOW XKENToro
ysera. Ta6neTKu Ha W31IOMe CBETIIO-KENTOro LiBeTa.

TMYecKas rpynna TBEHHOTO Npenapara:
GHTUTCUXOTUYECKDE CPeAcTBo (HeMpOﬂeI‘ITI/IK)
Kop ATX: NO5AH03

®APMAKONOIrMYECKUE CBOMCTBA
®apmakoduHamuka
OnaHsanuH SIBMSIETC  AHTUMICUXOTUYECKUM  CPEACTBOM  (HeiiporienTukom) ¢
LIMPOKAM  papMaKoNorMieckuM  CTIeKTPOM  BNMSHUSL  Ha Pl PeLenTopHbIX
cucTeM. B [oknuHu4ecknx wccnenoaaHMﬂx YCTaHOBIEHO CPOACTBO onaHsannHa
K CepoToHMHOBbIM 5-HT, , 5-HT; nodamuHosbim D,
MyckapiHoBeiM M, ; aﬂpenepmqecmm @, W TUCTOMUHOBbIM H peqenTopaM E
JKCMEPUMEHTaX Ha XWBOTHbIX BbINO BLIABIEHO HANWUME aHTArOHMSMa OnaH3aNAHa
10 OTHOLLEHMHO k SHT, AothaMMHOBBLIM 1 XONMHEprnyeckuM peLientopam. B ycrosusix
in vivo w in vitro onaxsanuH obnapaeT bonee BblpaxeHHbIM CPOACTBOM U @KTUBHOCTbIO
B OTHOLLIEHUM CEpOTOHVHOBbIX SHT, PeLenTopo, B cpasHeHuM ¢ AOamMMHoBLIMI
D, pejentopamu. Mo AaHHLIM snenpowauonormecxmx V1CCefioBaHuii onaH3anuH
CNEKTUBHO CHIKAET BO36YAMMOCTb Me30onMMbUIeckux (A10) [LothaMUHEpTUYECKUX
HEeVpPOHOB, 1 B TO e BPeMsi OKa3blBaeT He3HauUTeNbHOe feficTBie Ha CTpUapHble (A9)
HepBHbIE NMyTW, y4acTBylOLLVE B PETYNALWN MOTOPHBIX (yHKLMA. OnaH3anuH cHikaeT
YCTOBHbII  3aLUMTHBI  pedbnekc (TecT, XapaKTepuylownii aHTUMCUXOTUYECKYIO
aKTBHOCTb) B [Jo3ax Ooree HU3KMX, Yem [03bl, Bbl3blBalolMe KaTarnencuio
(paccTpoiicTBo, oTpaaioliee NOBOYHOE BMUSHUE HA MOTOPHYlO (yHKumio). B
OTNMYME OT [PYIUX HeiipomnenTuKoB, ONaH3amMH YCUNMBAET MPOTUBOTPEBOXHBIN
athcheKT Npu NPOBEAEHUM «aHKCUONUTUYECKoro» TecTa. OnaHsanuH obecneunsaet
CTaTUCTUYECK [LOCTOBEPHYIO PEAYKLMIO Kak MpoayKTUBHBIX (Bpea, ranmioLyHaLmn 1
Ap.), Tak ¥ HeraTMBHbIX PACCTPOVACTB.
(DapmaKoKuHemuka
BeacbaHue
TMocne nepoparnbHoro np1ema onaH3aniH XopoLLO BCackiBaeTCs U €70 MakcuMarbHast
KOHLIEHTpaLWst B nasme AocTuraeTcs yepes 5-8 yacos. BeackiBaemMocTb onaHsaniHa
He 3aBUCUT OT Mpvema MuLM. B uccneoBaHusx ¢ pasHbiMK [j03aMK1 B AuanasoHe
ot 1 mr o 20 Mr nokasaHo, 4To KOHLIEHTPaLWN onaH3anuHa B nnasme U3MeHsIoTes
TIMHEIHO W MPOMOPLMOHATBHO A03E.
PacnpedeneHue
Ipu KoHueHTpauwy B nnasme ot 7 ao 1000 Hr/Mr ¢ Genkamu nnasMbl CBSi3bIBAETCS
okoro 93 % onan3anuHa. OnaH3anuH CBs3bIBAETCS B OCHOBHOM C arnbOyMuHOM
,-KUCTIBIM TTMKOMPOTENHOM.

lemabornusm
OnaH3anuH MeTabonuaupyeTcs B NeYeHn B pesysibTate MpoLEcCoB KOHbloraLyn 1
okucneHmst. OCHOBHbIM LMpKympyioLLm MeTabonuTom sisnsietcst 10-N-rriokypoHug,
KOTOPbIil TEOPETUYECKN HE NPOHUKAET Yepes reMaToaHLedbanuyeckuii Gapbep.
M3otepmeHnTsl CYP1A2 u CYP2D6 uutoxpoma P450 yuacTsytoT B 0bpasoBaHum
N-gesmetun u 2-ruapokcumeTunmeTabonuToB onaHsanuha. Oba metabonuta
B UCCTIE[loBaHUsX Ha XMBOTHbIX obnajani 3HauuTenbHO MeHee BblpaXEeHHOM

capmakonoruyeckoin akTUBHOCTbIO in  vivo, yem onaHsanuH. OcHoBHas
cbapmakonornyeckas  akTUBHOCTb  npenapata  oOyCrioBreHa  MCXOAHBIM
BELLECTBOM - OJ1aH3aNNHOM.

BbisedeHue

locne npuema BHYTPb CPEAHWI MEpHOL, NONyBbIBEAEHUS OflaH3an1Ha y 30pOBbIX
[06poBONbLIEB BapbipOBaN B 3aBUCUMOCTY OT BO3pacTa U norna.

Y 300poBbIX [0OPOBONbLEB MOXWMIOro BospacTa (65 meT u cTapiue) cpenHui
nepuop, nonysbiBeAeHns Obin 3amesneHHbiM (51,8 u), a KnMpeHe Bbin CHIKEH
(17,5 n/y) no cpaBHEHIO C aHaNOMMYHLIMM NokasaTensimu y Ny, 6onee Momnoforo
Boapacta (33,8 u 1 18,2 nu, cOOTBETCTBEHHO).

Y KEHLMH MO CPaBHEHWUIO C MYXYMHAMM CPEHWI Nepuof NonyBbiBeaeHUs Obin
3amefreHHbIM (36,7 4 no cpaBHeHMIO ¢ 32,3 Y), @ KIMPEHC OnaH3anuHa B nnasve
cHikeH (18,9 n/y no cpasHermio ¢ 27,3 ny).

[NayueHmb | ¢ HapyweHUeM (yHKUUU NodYek

Y nauueHToB C HapylueHueM byHKUMM nodek (knMpeHc kpeaTuHuHa < 10 Mn/muH)

110 CPaBHEHMIO CO 3[,0POBLIMI ,06POBObLIAMM OTCYTCTBOBAMMN 3HAUUMbIE Pa3fIAYMS
cpefHero nepuofia nonyseisegeHns (37,7 4 no cpasHeHuto ¢ 32,4 ) u knupeHca
(21,2 n/u no cpasHeHuto ¢ 25,0 n/u). Okono 57 % MeueHoro pagyousoTonamu
OrnaH3anuHa BbIBOAMIOCH NOYKaMu, B OCHOBHOM B BUE METabonuToB.

Kypsiwjue nayuenms|

Y KypsilUMX MaLMEHTOB C HapyLLEHUeM (yHKLMM MeYeHU NErKoi CTeneHn cpeaHui
nepvo nonyBbiBeaeHus Obin 3ameaneHHbiM (39,3 u), a knupeHc Obin CHUKeH
(18,0 n/4) no cpaBHEHMIO C aHANOTMYHBIMYU MOKa3aTENAMMU Y HEKyPSILLAX 3[OPOBbIX
[nobposonbLes (48,8 uu 14,1 n/u cOOTBETCTBEHHO).

Y HekypsiUMX NaLMEHTOB (MYXCKOTO W IKEHCKOro rona) CpepHuii nepuos
noryBbIBEEHNS OnaH3anuHa Obin [onblue, YeM aHanomMuHbliA rnokasaternb Y
KypsLmx nauveHTos (38,6 u u 30,4 u), a knupeHc — Hike (18,6 nfu u 27,7 nhy).
KnupeHc onaHsanuHa B nnasme kpou Bbin HbKe Y NaLMeHToB NOXUNOro BoapacTa
10 CPaBHEHMIO C MOMOALIMA MALMEHTaMM, Y KEHLLMH MO CPABHEHMIO C MyXUMHaMM
1y HeKypsiLuMX Mo cpaBHeHuto ¢ kypsiymu. OfiHako cTeneHb BMMSHUS BO3pacTa,
riorna UM KypeHusi Ha KIMpeH: oMnaH3anuHa B nnasme W Mepuop nosnyBbiBeAeHNs
OnaH3anuHa HeBenvKka B CpaBHEHWY ¢ 0bLLel BaprabenbHOCTbI0 MeXY NaLveHTamu.
B uccnenosaHuM C yuyacTMeM N, eBPOMENCKOro, SIMOHCKOTO W KUTalickoro
NPOVCXOXEHNS pasnnuuil B hapmMakokMHETUKe OnlaH3anuHa, CBA3aHHbIX C PacoBOi
NPUHAANEXHOCTBIO, HE YCTAHOBIEHO.

MOKA3AHUA K MPUMEHEHUIO

OnaHaanuH nokasaH:

- [Nt NeyeHms! LWN30(peHmM;

- athdpeKTMBEH NMpW MoAAEpKMBAIOLLEl W [NATENbHOM Tepanuu Y NauueHToB C
LuK3ochpeHnen, y KoTopbix Habnoaancs aphekT oT NeyeHns Ha HayanbHOM aTane;

- Nt NeYeHmst MaHMaKarbHOro 3N 30fia YMEPEHHON UM TSHKENON CTEMeHM TSeCTH;
- ANS NPEeOTBPALLEHIS PELMANBOB Y NALMEHTOB C GUMONSIPHBIM PacCTPOCTBOM, Y
KOTOPbIX OH rokasan aheKTUBHOCTb MU NeYeHM MaHUaKassHOro anu3oaa.

B koMBMHaLMK ¢ (hryoKCETHOM OMaH3anuH NokasaH [s NeYeHns TepaneBTYeckn
PE3UCTEHTHOI EMPECCM Y B3POCTbIX NALMEHTOB (GoMbLUME enpeccuBHbIE AMU30Ab!
NPV HanW4MK B aHamHe3e HeaheKTUBHOTO MPUMEHEHIS [IBYX aHTUAENPECCaHTOB Mo
J03€ ¥ NPOLOIKUATENBHOCTY Kypca Tepanuu, afiekBaTHbIX JaHHOMY 3Mn30fy).
OnaHaanMH B MOHOTEpaNUM He NokasaH ANs IeYeHs TepaneBTUYECKN PE3UCTEHTHOM
Aenpect

HPOTVIBOHOKASAHVISI

- MOBbILLEHHast YyBCTBUTENbHOCTb K MoBOMY 13 KOMMOHEHTOB Npenapara;

- AedMUMT naKTashl, HEMepeHOCMMOCTb  NaKTo3bl,  [MIKO30-TanakTosHas
manbabcopbuus;

- [leTckuil Bospact fjo 18 ner;

- MaLVeHTbI C PUCKOM Pa3BUTUS 3aKPbITOYTOSbHON ayKoMbl.

C OCTOPOXHOCTbIO

lMeyeHouHas  HeJOCTATOYHOCTb,  KIMHUYECKM  3HAYMMas  runepTpodus
npeAcTaTenbHOI Kenesbl, 3aKpbIToyronbHas rnaykoma, napanuTieckas kuLeyHas
HernpoXoaAUMOCTb.

OnaHaanuH crieyeT MPUMEHsTb C OCTOPOXHOCTBIO Y MALMEHTOB C MOHUKEHHBIM
KOMMYECTBOM  NEMKOLMTOB WMWK  HeTpoUnoB B Nepuchepuyeckoit  Kposw,
06yCrOBMEHHbIM ~ PA3MYHBIMI  NPUUMHAMMA; C  MPU3HAKaMM  yTHETEHUst W
TOKCUYECKOrO  HapylleHUsi (DYHKUMM KOCTHOTO Mo3ra Moj  BO3AEHCTBUEM
nexapcTBEHHbIX MpenapaTos (B aHaMHe3e); ¢ YrHeTeHneM (yHKLMM KOCTHOTO Mo3ra,
obycroBneHHoro conyTcTByloLMM 3aboneBaHuem, pagumo- Ui xvumuoTepanvent (8
aHaMHes3e); ¢ runepao3uHounmen Unu MuenonponudepaTBHbEIM 3abonesaHuem.
OnaHaanuH crieflyeT MpUMeHsiTb C OCTOPOXKHOCTBIO Y BOMbHBIX C AMUMENTUYECKAMM
npunagkaMu B aHamHese WNU MpU Hanuuun pakTopoB, CHIDKAIOLMX MOpOr
CYAOPOXHOA TOTOBHOCTA. Y TakiX MALMEHTOB MU JIEYEHUN OMaH3arnHoM
CyAIOpOXHbIE Mpunajkv Habmiofan1ch peaKo.

y4yeToM OCHOBHOrO feiicTBuA onaH3anuHa Ha LIHC, cnepyer cobniogats
OCTOPOXHOCTb MpU MpUMEHeHNN npenapata OnaxaanuH-C3 B coueTaHum ¢ Apyrumm
nexapCTBEeHHbIMI CPEACTBAMY LiEHTPaIbHOTO AEMCTBUS 1 ankorosnem.
NMPUMEHEHWE TNPW BEPEMEHHOCTM W B TMEPUOQ TPYOHOrO
BCKAPMINUBAHUSA
bepemenHocms
KnuHnueckue uccnepoBaHWst onaHsanuHa Yy OepeMeHHbIX KEHIWMH He
npoBoAUNMCh. [aLMeHTkM [OMKHbI OblTb MpeAynpexaeHbl, 4To B crydae
HacTYNneHWs WNW  MNaHUpoBaHUs OEepeMEeHHOCTW B  Mepuof  neveHus
OonaH3an1HoM, UM HeobxofuMo coobLLNTL 06 3TOM CBOEMY Nevallemy Bpauy. V13-
3a HEJOCTATOYHOTO OMbiTa MPUMEHEHUS ONaH3anuHa Bo BpeMsi bepeMeHHOCTH,
npenapart criefiyeT HasHauaTb BO BPeMsi GepeMeHHOCTU TOMbko B TOM criyyae,
ecny roTeHUManbHas Monb3a ANs  NaUWeHTKW 3HauMTENbHO MpeBbiluaeT
noTeHLManbHbIiA pUck Ans NnoAa. Y HOBOPOXAEHHBIX, Ybl MaTepu MpUHUManu
HeliponenTuku (Bkntoyas onaxaanux) B Il Tpumectpe GepemeHHoOCTY, cylLecTByeT
pUCK pasBUTUS HexenaTenbHbIX peakuuit, BKMioYas dKCTpanupamuaHble
paccTpoiicTBa W CUMNTOMbI CMHAPOMA «OTMEHbI», Pa3NUYHble MO TSKECTU
1 npogomkutensbHocTh. Cooblianock o cryyasix passuTUs BO3bYxaeHMs,
TUNEPTOHUN, TUMOTOHWM, Tpemopa, COHMMBOCTH, PECTMPATOPHOTO AMCTPecc-
CHAPOMA Y HapyLUEHNsi cocaHusi. B cBSi3N ¢ 3TUM, HOBOPOX/EHHbIE, Ybi MaTepu
NpUHUManu onaH3anuH, AoMKHbI HaXoAUTLCS Mo, HabnioAeHNeM.
['pydHoe scKkapmrnusaHue
B vccnenoBaHim Hbino BbISBIIEHO, YTO ONaH3aniH BblAENSETCS C IPY/AHBIM MOMOKOM.
CpenHsis fo3a, monyyaemasi pebeHKoM (Mr/kr) Mpu AOCTWKEHWM pPaBHOBECHOM
KOHLiEHTpaLwu y MaTepu, coctasnsna 1,8 % [o3bl onaHsanuHa matepy (mr/kr). He
PEKOMEHYETCS KOPMIEHIE TPY/iblo BO BPEMSI Tepanui oniaH3anuHoM.
®epmunbHoCMb
Brinsiiue Ha hepTUnbHOCTL HEN3BECTHO.
CMOCOB MPUMEHEHUA U AO3bl
Bspocribie
LUnsodhpenms: PexomeHpyemasi HauanbHasi 4osa onaHsanuHa coctaenset 10 mr
OMH pa3 B CyTKM.
ManuakanbHbii snuson: HavanbHas fosa cocrasnset 15 Mr oauH pas B cyTki npu



MoHoTepanuy unn 10 Mr B cyTkv B cocTaBe KOMOWHUPOBaHHO Tepanuu (C nTuem
UNW BanbnpoaTom).
[penotspalienve peunanso bunonspHoro paccrpoiictea: PekomeHayemas
HayanbHas fo3a onaHaanuHa coctasnseT 10 mMr oauH pa3 B cyTku. MauueHTam,
nonyyaBlIMM  ONaH3anuH A7 NeYeHUs MaHuakanbHOro  anusoda, Ans
NpeaoTBpaLLeHUs PeLUaVBOB CrIeayeT MpofomKaTh Tepanuio B Toi xe Aose. [pu
pasBUTMI HOBOTO MaHMaKarbHOrO, CMELIaHHOrO WM [enpeccuBHOMO 3n13oaa,
crieayeT NpoAomkaTh Tepanuio OnaHsamuHoM (G Koppekuueit Ao3bl B cryvae
HeobXxoauMocTH), Ha (poHe [OMONHUTENLHON Tepanuu Asi feYeHns CUMNTOMOB
PaccTpoiicTBa HAaCTPOEHMS B COOTBETCTBIM C KITMHUYECKUMM MOKa3aHUSIMIA.
[Tpy neYeHnM LUM30PEHUN, MaHWaKaNbHOTO SNM30Aa U NPEAOTBPALLEHNS PELMANBOB
6MNONAPHOTO  PaccTpoiicTBa CyTOWHas [o3a MOXeT ObiTb CKOPpeKTUpoBaHa B
nvanasoHe ot 5 mr go 20 mr B cyTku. oBbIlWEHNE HavanbHOW [03bl crieayeT
OCYyLeCTBNSITb  TOMbKO MOCAE  Haffexallero KuHuYeckoro obcnenosaHus.
ToBbllLEHWE [103bl POBOANUTCS C UHTEPBANOM He MeHee 24 YacoB.
OnaHsanuH MOXHO HasHayaTb BHE 3aBMCMCMOTCH OT MpuUema MUKW, MOCKOMbKY
ynoTpebrieHne MWLy He okasblBaeT BNUSHUS Ha BCackiBaHIE npenapara.
lMpn npekpalleHnn neyeHns onaH3anvHoM [03y Mpenapata criedyeT CHUxaTh
NoCTENeHHO.
Ocobble 2pynnbi nayueHmos
MNoxunble naunentsl: MuHumansHas HavanbHas Aosa (5 Mr B cyTku) obblYHO He
HasHayaeTcsl, HO ee MPUMEHEHME OMKHO ObITb PACCMOTPEHO Y NaLMeHToB = 65 ner,
€CI 3T0ro TPeBYET KNMHNIECKOE COCTOSHUE KOHKPETHOTO NaLeHTa.
MaupenTbl ¢ noyeyHoil W/maM MNeveHouHoW HenocTaToyHocTbto: [lauueHtam ¢
MOYEYHON M/MNM NEYEHOUHON HEAOCTATOYHOCTBIO CrieyeT HauuHaTb fevyeHne ¢
MUHUManbHOM A03bl (5 Mr B cyTKu). Mpy NEYEHOUYHON HE[OCTATOUHOCTY YMEPEHHOM
cTeneHn TskecTn (uuppos, knacc A unn B no knaccudmkaumm Yaiing-lbto)
HavanbHas [j03a [joMKHa COCTaBNATb 5 Mr, nMpu HeobXoAMMOCTM A03y creayeT
YBEMNN4MBATb C OCTOPOXKHOCTHIO.

eHue:
HauanbHas fjosa 1 AnanasoH A03, kak MPaBUmO, HE HYXOAKTCS B UBMEHEHUSX B
3@BUCMMOCTY OT TOTO, KYPUT N1 NaLMEHT Unn HeT. MeTabonuam onaxsanuHa MoxeT
6bITb YCKOPEH KypeHneM. PekoMeHayeTcs NpoBOANTb KIMHUYECKUI A MOHUTOPUHT, B
crnyyae HeobxoaUMocTI A03a onaH3anuHa MoxeT EbiTb yBenuyeHa.
MMpyu Hanuumn Gonee ofHoro chakTopa, KOTOpble MOTYT MPUBECTU K 3aMeamneHuto
MeTabonuama (nauneHTbl XEHCKOro Nona, MoXUIoro BO3pacTa, HeKypsiLLme) MoxXeT
6bITb PEKOMEHOOBAHO CHWKEHWE HauanbHOWM [03bl. MMOBbIEHWE [O3bl Y Takux
NaLVeHTOB, NPV HANM4MN NokaaaHiii, He06X0AMMO MPOBOATL KOHCEPBATUBHO.
MNOBOYHOE IEUCTBUE
Bspocribie
HauGonee uvacTbiMu HexenaTemnbHbIMM — peakuusiMi  (HabnioaaslmMmmues  y
> 1 % nauWeHToB), CBS3AHHLIMU C MPUEMOM ONaH3anuHa Bo BPeMsi KIMHUYECKUX
UCCreaoBaHmiA, ObiNiv COHNMMBOCTb, YBENUYEHUE MacChbl Tefna, 303MHOMUMNS,
NOBbILLEHNE KOHLIEHTPALM NPONaKTUHA, XONeCTEPUHA, TMIIOKO3bl 1 TPUMMLEPUAOB,
[IOKO3ypWsi, MOBbILLIEHWE anneTuTa, roNoBOKPY)XEHUe, aKkaT3usl, NapkUHCOHWU3M,
NeiKOMeHUs,  HelTPOMeHUs,  AUCKUHE3Wsi, —opTocTaTuyeckas — rUMNOTEH3us,
aHTUXONUHEpruyeckiue addekThl, npexoasiyee GeCCUMNTOMHOe MOBbILIEHME
KOHL{EHTpaLMU amMUHOTpaHcepas MeyeHW, Cbiflb, ACTEHUS, YTOMIISIEMOCT,
nUXopafika, apTpanrusi, MOBbILEHWE KOHLEHTpaLUM NeyeHouHoW ocdarassl,
BbICOKas KOHLiEHTpauusi ramma-rnyTamuntpaHcdepasbl, MOYeBOI  KUCTOTbI,
KpeaTUHdochOoKNHA3bI U OTEK.
B creaytolet Tabnulie npeacTaBneHbl HexenatenbHble peakuuy 1 nabopatopHble
nokasaTenu, BbISBMEHHblE B CMOHTAHHbIX  COODLIEHUSX W KIMHUYECKUX
vccriefioBaHusx. B npemenax  kax@ow  rpynnbl  4acToTbl  BCTPEYAEMOCTM
HeXenaTenbHble peakLyi Nepeyncrienbl B nopsake y6bIBaHVI$| CTENEHN CEPLE3HOCTU.
YacToTy BCTpeyaeMocTi onpeaensnm creylolym obpa

Hagyuleuvm CO CTOpPOHbI cCepaua

Bpaaukapaus Xenypoukosas
YAnuHeHne Taxukapaus/
wHTepsana QT ubpunnsauma
ENYA0UKOB,
BHesanHas
cmeptb'!
Hapy CO CTOPOHBI COCY
OprtocTatn- Tpom6oambonus
yeckasi runo- (BKrIoYas
TeHaus Tpomboambonuto
Nero4Holt apTepun
1 TpomGo3

rny6okux BeH)

¥ CUCTEMBI, OPraHOB rPYAHOI KNeETKN 1

F CO CTOPOHBI A
Hocosoe

cpeaocTeHus:
KpoBoTeyeHme’

Hapyl.ueuvm CO CTOPOHbI XeNnyAo4YHO-KULWEYHOro TpakTa

CnabosbipaxeHHble | Bagytue xusota®  |MaHkpeatut'!
KpaTKoBpeMeHHbIe
aHTUXOMUHEPTU-
Yeckue athheKTbl,
BKITIOYaKLLVE 3arop
¥ CYXOCTb BO pTy
HapyweHuns co CTOpOHbI NeYeHM U XenyeBbIBOASIWMX NyTed
Mpexopsiyee nosbl- lenatut (BKnIoYas
LEHHe KOHLEHTpa- renatouenmionsp-
LUY «NEYEHOUHBIX» HbliA, XonecTa-

amMHoTpaHcdepas TUYECKWI U
(AT, ACT), cMeluaHHbIn)"
0COBEHHO B paHHMit

nepuog

Hapyl.ueﬂvm CO CTOPOHbI KOXMW U NOAKOXHbBIX TKaHe#

Cbinb Peakuus chotoceH- TNekapcTBeHHble
CMSVIHMGEL(IAM ESEMMOﬂeﬁCTEMR
Anoneuus C 3031HOUNMei
¥ CUCTEMHBIMU
cumMnToMamu
(DRESS
CUHAPOM,
HapyweHus co cTopoHbI ckeneT! in 0V TKaHU
[ Aptpanmus® [ [ Pabmommonma'
HapyweHuns co CTOpOHbLI NoYeK ¥ MOYEBLIBOASWMX NyTei
HenepxaHue Mo
3apepKa Modenc-
nycKaHus
3aTpyaHeHHoe
Hauario Mosevcny-
ckaHus'!
BepeMeHHOCTb, NOCNepoAoBbIe U NepUHaTaNbHbIe OC
CuHppom
«OTMEHbI» Y
HOBOPOXKEHHbIX
Hapy CO CTOPOHbI OpraHoB ¥ MOJIOYHOM Xene3bl
OpekTunbHast AwmeHopes Mpuanuam™
AvchyHKUmMS y YBenuienue
MYK4MH MOJIO4HbIX XKerne3

CHwxeHue nubugo y | Fanaktopes y
MYXHUH U Y KEHLMH | KEHLMH

pa3
Ovyeb Yacto (21/10), yacto (21/100 - <1/10), HevacTo (2 1/1000 <1/1000), peaxo MnexomacTus/
(2110000 - <1/1000), oueHs pemko (<1/10000), HewssecTHO (He MOXET BbiTb ﬁi’m‘:‘iﬁ'r;eneay
onpeferneHa Ha 0CHOBaHUN UMEILNXCS AaHHBIX). MYKIMH
(::g_:,': ’ Yacto ’ Hevacro ’ Peako ’ qacm"‘i" Obwwme paccTPoCTBa M HapylWeHNs B MecTe BBeAeHUs
Hapy CO CTOPOHbI KPOBEHOCHOW U NUMaTU4eCcKon cUCTeM @g::zg_rb
309MH0¢MHI¢‘105! Tpor‘nﬁoqmone- Orex
el Ao’
Hapy CO CTOPOHLI UMMYHHO# CUCTEMbI TlabopatopHsle U MHCTPYMeH RaHHble
’ ‘ TvnepuyBcTBy- ’ | Mol Mo Mol
TenbHOCTb!! KOHL|eH- KOHLieHTpaumm KOHLieHTpaLun
|Hapy CO CTOPOHbI 06MeHa BeWeCTs 1 NUTaHNs Eﬁiﬁ”aﬁma %?:ﬁ?”w toccpa- gE,L:":;;’GMH a
Yeenuuenve | MosbiweHne Passuue nnn Tunotepmmsi™ Bnnasve® | [oBblieHHast
Macchl Tena' | KOHLeHTpaLum [iekoMneHcauys KOHLiEHTpaLWS!
XxonectepuHa®* caxapHoro KpeaTUHhoChoKH-
MNoBbllweHne AnabeTa, B HEKOTO- Haabl!!
KOHLieHTpaLuu PbIX Cy4asix ToBbILEHHaS
TTlioKO3bI* conposoxaatoume- KOHLIGHTPaLWs ram-
MosbiweHne C KeToaunA3oM Ma-yTaMUn-TpaHC-
KOHLIEHTpaLmm 1 puabeTn4eckoi depaabl’®
TPUIMMLEPUAOB>®  |KOMOIA, B TOM YMC- [0OBbILLIEHHAS KOH-
[ ntokosypust 1Ie G neTaflbHbIM LIeHTPaLVs MO4eBO
gﬁ:;ﬁ::m vexopom! KUCTIOTBIO
Hapy CO CTOPOHbI W CUCTEMbI " [N BCex rpynn MauWeHTOB, HesaBMCUMO OT MHAekca Maccel Tema (UMT),
CoHnuBocTb | 0noBokpyxeHue Cypnoporu y 3roKka4ecTBeHHbIN HabmioAanock KMHUYECKV 3HaYMMoe yBENMYEHe Macchl Tena.
Axaruaus® nauueHTos ¢ HeliponenTuieckui YBenunyeHue macchl Tena Ha 7 % v bonee oT cpeHero 3HaYeHus Mocne NpoBeseH!s
”ﬁPK”Hw”"‘gMS cyaoporamy 8 cuHpom ' KOPOTKOTO Kypca NneyeHus (CpeaHsisi MPOLOMKUTENBHOCTL - 47 AHel) Habnofanock
Avcxuresus :gﬁmﬁ:i}g’g;% E::'??ZOM «omme- oueHb yacTo (22,2 %), ysennuerne Ha 15 % u Bonee 6bIno uacTbim (4,2 %) n
pucka pasammnp yBenuyerme Ha 25 % u Bonee Bbino HeyacTbim (0,8 %).
cynopor't Y nauueHToB, Monyvalolux ANUTENbHOE nevyeHne (He MeHee 48 Hepenb),
[incronuns noBbllleHne Ha = 7 %, 2 15 % u = 25 % 6bino oyeHb yacTbiM (64,4 %, 31,7 %,
(Bkiovas 12,3 % coOTBETCTBEHHO).
OKYNOMpHBIA 2 CpefHee TMOBbILIEHNE KOHLEHTPAUWMM NWNMLOB HaToWak —(XomecTepuHa,
'ISI%E)H a5 nunonpoTenpoB Huskoit nnotHoct  (JIMHIM), Tpurnuuepuaos) 6bino  Gonee
nm@m”emﬂn BbIPKEHHBLIM Y MaLMEeHTOB ©e3 WUCXOAHbIX MPU3HAKOB HapyLIEHUs NUNUOHOTO
AmHesuns® obwmeHa.
NusapTpust 3 Habritoganock yBenuyeHne KOHLEHTpaLu XONecTepuHa oT HopMarbHbIX 3HaUeHUi

HaTowak (< 5,17 MMonb/1) 0 NOBbILLEHHbIX (= 6,2 MMOML/T).



VI3MeHeHWe KOHLIEHTpaLM XonecTepuHa OT MOrpaHuyHbIX MokasaTeneil HaTtollak
(25,17 - < 6,2 MMOnIb/M) 10 NOBBILLEHHBIX (2 6,2 MMOTb/M) ObINO 0YeHb YacTbIM.

4 Habniopanocb yBenuYeHWe  KOHLUEHTpaUWUM  [7loKo3bl  OT  HOpMambHbIX
3HayeHWd HaTowak (< 556 MMomb/n) [0 MOBbIWEHHbIX (= 7 MMOMb/M).
VI3MeHeHWe  KOHLEHTpaLuKM [MIoKko3bl  OT MOTpaHUYHbIX MokasaTenelt Hatollak
(25,56 - < 7 MMorb/n) A0 MOBLILLEHHBIX (= 7 MMOMb/N) BbINO OYEHb YaCTbIM.

° Habniopanoch yBenuyeHue KOHLEHTpaLuM TPUIMULEPUAOB OT HOPMarbHbIX
3HaueHni Hatowak (< 1,69 MMonb/n) o NoBbILLIEHHbIX (= 2,26 MMonb/M).
V13MeHeHWe KOHLEHTpaLMM TPUIMULEPUA0B OT MOTPaHUYHBIX NokasaTenel HaTollak
(21,69 - < 2,26 MMOnb/NT) A0 MOBBILLEHHBIX (2 2,26 MMOML/M) GbINO 0YeHb YaCTbIM.

® B Xxofe KMMHUYECKUX WCCNEeAOoBaHuiA, Cryyan NapKMHCOHM3Ma W AUCTOHUM Y
NauueHToB, MPUHUMAIOLMX OnaH3anuH, Gbinu Gonee yacTbiMK, HO pasnuuve ¢
rpynnoi nnawe6o He BbINo CTAaTUCTUYECKN 3HAUUMBIM.

Y nauueHToB, NPUHMMABLUMX ONaH3amWH, Crydau pasBUTUS NapkUHCOHW3MA,
aKaTuauM, AUCTOHWM, Habmioaanuch pexe, YeM y MNaUMeHTOB, MOMyYaBLUMX
TUTpOBaHHble [03bl ranonepuaona. Beugy otcyTcTBUS MoApoGHOR MHOpPMaLMM
O HalMuuu y MaLMeHToB B aHaMHese OCTPbIX W MO3AHUX SKCTPanMpaMuaHbIX
PaccTpOVACT, B HACTOSILLIEE BPEMSI HEBO3MOXHO CAieNaThb BbIBOA O TOM, UTO ONaH3anH
B MeHbLLEV CTENEH BbI3bIBAET Pa3BUTUE NO3AHUX AUCKUHE3UA UMW APYTUX NO3OHUX
aKCTpanupamuaanbHbIX CUHAPOMOB.

7 [pu pesKoit OTMEHE OnaH3anuHa Habmnoaanuc Takve CUMMTOMbI, kak MOTAMBOCTb,
6eccoHHuLa, TpemMOop, TPEBOra, TOLHOTa W PBOTA.

& B KIMHNYECKUX UCCTIELOBAHMSIX POAOIMKUTENBHOCTBIO 40 12 Heflenb KOHLEHTpaLyst
nponakTuHa B Mnasme Mpesbillana BEPXHIO TpaHuLy HOPMbI Y NPUBAU3UTENBHO
30 % nauveHToB C HOpMasbHBIMU WCXOAHBIMM MOKasaTensiMu nponaktuHa. Y
GOMbLUMHCTBA TaKUX NAUMEHTOB YBENUYEHME KOHLEHTpauuM nponaktiHa Obino
YMEPEHHBIM, 1 MeHee YeM B 2 pa3a MpeBbILLarno BEPXHIOKo rPaHuLy HOpMb.

® HexenatenbHble sBneHns, 3adukcupoBaHHble BO BPEMS  KIMHUYECKMX
MCCIEe0BaHMI C ONlaH3amnHoOM.

' HexenatenbHble SBMEHNs, 3aUKCUPOBaHHble BO  BPEMS  KIMHUYECKUX
MCCIE0BaHMI C ONaH3aNMHOM 1 OLiEHEHHbIE N0 hakTUHECKOMY 3HaUEHMIO.

" HexenatenbHble sBNeHUs], 3aukcpoBaHHble Mpu MOCT-MapKETUHIOBOM OMbiTe
NPUMEHEHS C OnpeeneHHol YacToToM.

'2 HexenarterbHble siBNeHns, 3adukcpoBaHHble Mpu MOCT-MapKeTUHIOBOM OfbiTe
NPUMEHEHUS C YaCTOTON, OnpeaeneHHoN Mo BepxHel rpaHuLe 95 % aosepuTenbHoro
MHTepBana.

HexenamenbHble aghghekmb y 0cobbixX 2pynn nauueHmos.

OueHb yacTbiM (= 10 %) HexenaTtenbHbIM 3 eKTOM Ny NPUMEHEHUM ONnaH3anuHa
B KIMHMYECKUX UCCIIEOBAHMSX Y NALMEHTOB C NCIXO30M, CBA3aHHBIM C AEMEHLMEN,
6b1110 HapYLLEHIME NOXOAKM U NaAeHNS.

Yacteimu (< 10 % n = 1 %) HexenatenbHbIMU ddeKkTamn Npu NpUMEHEHUN
onaH3anuHa y MoXUnbIX NaLMeHToB C MCUX030M, CBSI3aHHBIM C AEMEHLEN, Bbinu
HeflepXaHune MU 1 MHEBMOHMS.

B KIMHWYECKUX UCCMEOBaHUSX Y MaLUMEHTOB C MCUXO30M, MHAYLMPOBAHHBIM
npuemMom npenapata (aroHucta [oaMuHOBBLIX PELEnTopoB) Mpu GonesHu
lMapKMHCOHa, ycuneHue CUMNTOMOB MapkWHCOHW3Ma OTMEYanoch O4YeHb 4acTo
(=10 %) u c Gonee BbiCOKOI YacToTOM, YeM B rpynne nnayebo. lanmoyuHalm
Taloke 0TMeyanuch o4eHb yacTo (= 10 %) u ¢ 6onee BLICOKO YaCTOTO, YeM B rpynne
nnave6o.

Y nauueHToB G OWMOnsipHOM MaHuel, Monyyalolwymx onaHsanvH B KOMOUHaLM
C npenapatamu JIUTUSL UMW BarbNpoeBON KUCIOTOW, oveHb yacTbiMu (= 10 %)
HexenatenbHbIMU adhdekTamu Gbinn yBENMUEHNe Macchl Tena, CyxocTb BO PTY,
noBbILLEHVe anneTuTa, Tpemop v vactbiMu (< 10 % n 21 %) paccTponcTBo peun.

MNEPEJO3UPOBKA

Cumnmombl. OueHb uacTble (4actota = 10 %) cuMnTOMbl — Taxukapaus,
B036YXKaeHMe/arpeccuBHOCTD, paccTpoicTeo apTUKynALmN, pasnuyHble
aKCTpanMpamuiHble  paccTpoiCTBA M HapylieHMsA  CO3HaHMA  pasHoit

cTeneHn TskecTW (OT cedaTvBHoro adpdpekta [0 KOMbl). [lpyrue KnvHudecku
3HaYMMble MOCMEACTBAS MEPEeo3NPOBKM OnaH3anuHa — [Aenupuii, Cyaoporu,
3110KaYECTBEHHbII HEPONENTUYECKUA CUHAPOM, YTHETEHME [blXaHus, acnupavs,
NOBbILUEHNE WNN CHWXEHWe apTepuanbHoro fAasnenus (Afl), aputmum cepaua
(<2 % cnyyaes nepeao3npoBkm), OCTaHOBKa CepALa U AbixaHus. MuHumanbHas Ao3a
npu OCTPOIA Nepefo3npoBKe ¢ neTanbHbIM ucxoaom — 450 Mr, MakcumanbHasi npu
nepenosunpoBke ¢ bnaronpusaTHLIM UcxogoM (BbixvBarue) — 1500 mr.

MeduyuHckasi nomowb npu nepedo3uposke.

Crelyndnyeckoro aHTMAOTa Ans ONaH3anuHa He cyluecTsyeT. He pekomeHayeTcs
npoBoLMpoBaHKe pBOTb.. MoryT 6biTb MOKa3aHbl CTaHAapPTHbIE  MPOLEAypbI
npu nepefosnpoBke (MPOMbIBaHWE Xenyaka, MpUem aKTMBUPOBAHHOMO  YIfis).
COBMECTHbII MpUEM aKTUBMPOBAHHOTO YINIsi U ONaH3anuHa nokasan CHKeHWe
61040CTYMHOCTY ONaH3anuHa Npu Npueme BHyTpb A0 50 — 60 %.

CnegyeT obecneuntb CUMNTOMATUYECKOE fEYeHUe W KOHTPOMb  (PyHKLWIA
KM3HEHHO BaXHbIX OpraHoB B 3aBMCUMOCTU OT KIMHWYECKOW KapTWHbI, BKMtouas
neyeHne apTepuanbHoi TUNOTEH3UM W COCYAWCTOrO Komnanca W noafepxaHue
nbixaTenbHoi yHKUMK. He cregyeT npuMeHsTb anuHedpuH, fonamuH U fpyrie
CUMNATOMUMETUK, KOTOpble SIBASITCS aroHUcTamu beTa-afpeHopeLenTopoB, Tak
KaK CTUMYNSLMS STUX PELENnTOpOB MOXET YCyrybnsitb apTepuanbHyto rMnoTeHauio.
Heobxogumo  obecneunTb  KOHTPOMb  CEPAEYHO-COCYAMUCTBIX —MoKasaHuit  Ans
BbISIBNIEHWUS BO3MOXHOW apuTMuW. TllaTenbHoe HabnioAeHWe 3a COCTOSHUEM
navuueHTa HeobxoAMMO 10 MOMHOTO €70 BbI3[OPOBIEHNS.

B3AUMOJEWCTBME C APYTMMU NIEKAPCTBEHHbLIMW CPELCTBAMU
TMomeHyuarsHble 83aumodelicmaus, Okasblealoujue e/USHUS Ha OflaH3anuH
lMockonbky onaHsanuH meTtabormaupyetcsi ¢ yuyactuem usodepmenta CYP1A2,
MeTabonuam onaHsanuHa MOXET W3MEHSITbCA MOf AEWCTBUEM WHTMOUTOPOB W
MHOYKTOpOB  M30depMeHTOB LuToXpoma P450, nposBrsitowmx  cneyydudeckyto
aKTUBHOCTb B OTHOLLIEHUN u3ochepmerTa CYP1A2.

WUHOykyus usopepmerma CYP1A2

MeTabonuam onaHsanuHa MoxeT 6biTb MHAYLMPOBAH KypeHUEM UMK NpUMEHEHNeM
KkapbamasenuHa, YTo MOXeT MPUBOANUTL K CHIKEHWUIO KOHLIEHTPaLMK OnaH3anuHa.
OTtmeyanoch nuLub HebornblLUoe UMK YMEepeHHOe yBENUYeHNe KpeHca onaHsanuHa.
Knuhnyeckne nposiBrieHns ckopee Bcero OyayT orpaHUueHHbIMK, OAHAKO
PEKOMEH/I0BaH KIMHUYECKUI MOHUTOPUHT, W, B Crly4ae HeobX0AMMOCTH, MOBbILLIEHWE
[l03bl OfaH3anmHa.

WHeubuposaHue usogepmerma CYP1A2

dnyBokcamuH, creuuduyeckuii  MHMGUTOp M3odepmerta CYP1A2,  sHaummo
nofasnsieT MeTabonuam onansanuHa. MakcumanbHasi KOHLEHTpaLusi onaHsanuHa

(C,,) mocne npumererns ysokcammHa B_cpeaHem yBenuuvsanace Ha 54 % y
HEKYPALUMX MALMEHTOK XKEHCKOTO nona u Ha 77 % Y KyPALWMX NaLyeHTOB MyXCKOro
nonma, a nokasatenb AUC (nnowadb NOA KPWBOW  KKOHLIEHTpaLMS-BPEMs»)
onaHsanuHa B cpeaHeM yBenuumsancs Ha 52 % u 108 %, cootBeTcTBEHHO. CrielyeT
paccmMoTpeTb BOMOXHOCTb HasHaueHst 6onee HU3KOM HauanbHOI 403bl onlaH3anuHa
Y NaLVMEHTOB, NPUMEHAIOLMX hyBOKCAMUH MnK Apyrie MHMMGUTOpLI n3odepmeHTa
CYP1A2, Hanpumep, uunpocriokcauuH. B Hauane npumeHeHus mnpenapaTtos,
OTHOCALLUXCS K MHIMOUTOpam usodepmerta CYP1A2, Ha doHe Npuema onaHaanuHa
CcreflyeT pacecMOTPETb BO3MOKHOCTb CHUKEHUS A03bl NOCIEAHETO.

CHuxeHue 6uodocmynHocmu

AKTUBUPOBaHHbIA Yrofb CHWXaeT GMOAOCTYMHOCTb OnaH3anuHa nocrne npuema
BHYTpb Ha 50-60 % u [OMmkeH NPUMEHATLCA Kak MUHUMYM 3a 2 yaca [0 W rocre
npuMeHeHUst onaHsanuHa. ®nyokceTuH (MHrMGUTOp u3oepmeHta CYP2D6),
OfHOKpaTHble [103bl AHTALWMAOB (AMOMUHWI-, MarHUACOAEPXaLLMe) U LIUMETUAVH
He OKa3blBany 3Ha4MMOro BNNSIHUS Ha thapMakoKUHETVKY OnaH3anuHa.
CnocobHocmb onaHsanuHa enusime Ha dpyaue flekapcmeeHHble npenapams|
OnaHsanuH MOXeT MOfaBNsATb BO3AEHCTBUE MPSAMbIX W HEMPSMbIX aroHWUCTOB
nochamuHa. OnaHsanuH He NoAaBnsieT oCHOBHble W3odepmenTbl CYP450 in vitro
(Hanpumep, 1A2, 2D6, 2C9, 2C19, 3A4). CornacHo pesynbTatam MCCriefoBaHus
in Vvivo He oXupaeTcsi 0coboro B3aMMOAEHCTBUS C OflaH3amMHOM CriedyHLLMX
npenapaTos: TPULMKIMYECKUX aHTUAENPECCAHTOB (METAboNM3MpyeMbIX B OCHOBHOM
¢ yyactuem usocpepmerta CYP2D6), Bapcapura (CYP2C9), Teodpunnmna (CYP1A2)
v anasenama (CYP3A4 n 2C19).

OnaHsanuH He BCTYNWi BO B3aMMOAENCTBUE C IUTUEM U BUNEPUAEHOM.

MOHMTOPMHT KOHLEHTpaLM Baribnpoarta B niasme KpoBy He BbISIBUM HE06X0AMMOCTU
KOppEKLWM [103bl Barbrpoarta nocre Hayana ero NpUMEHeHNs ¢ onaH3an1HoM.
Obwas akmusHocmb LIHC

Heobx0a1Mo NposiBNsTE OCTOPOXHOCTb NPY MPUMEHEHNM ONaH3anuHa y NauneHTos,
ynoTpebrsIoLMX ankoromb UK NONyYaroLLyX NekapcTBeHHbIe npenaparbl, KoTopble
BbI3bIBAIOT YTHETEHWE LiEHTPanbHOI HEPBHO CUCTEMBI.

CoBMECTHOE NMPUMEHEHIE OMnaH3an1Ha ¢ NPOTUBONAaPKMHCOHNYECKUMM CPeACTBaMM Y
nauveHToB ¢ boneaHbio MapkHCOHa 1 AEMEHLMeN He pekoMeHAyeTes.

WHmepsan QTc

CrepyeT MposiBNSTL OCTOPOXHOCTb MPU MPUMEHEHUN OMaH3anuHa COBMECTHO G
npenaparamu, cnocobHbIMM YANUHATL UHTepBan QTc.

OCOBbIE YKA3AHUA

KnuHudeckoe ynydlueHue Npu NeYeHUM aHTUNCUXOTUYECKUMU CPeAcTBaMi MOXeT
HaCTyMUTb B MEPUOA OT HECKOMbKUX [HEW [0 Heckorbkux Hepenb. Tpebyetcs
TlaTenbHoe HabntofeHue 3a naLyeHTamm1 B STOT Nepyoa.

[cuxo3 Ha ¢hoHe OeMeHyuU u/unu HapyuweHusi NogeoeHus!

OnaHsanuH He nokasaH Ans NeveHusi Ncuxosa Ha hoHe AeMeHLUN N HapyLLIEeHH
NOBEAEHNS BBIY MOBLILIEHUS YPOBHS CMEPTHOCTU M pUCKa PasBUTUS HapyLLEHWN
MO3rOBOTO KpoBOOGPALLEHUS Y AaHHbIX NaLueHToB. B nnawe6o-KoHTponupyemblx
1ccnefoBaHusix (MPOAOMKUTENBHOCTL OT 6 A0 12 Heflenb) y NOXUMbIX NaLWeHToB
(cpenHuit BospacT 78 neT) ¢ Ncuxo30M Ha (hoHe AEMEHLMN WU C HapyLUEHUSIMM
NoBefEHNs OTMeYarnoch ABYKpaTHOE YBENUYEHUE CrlyyaeB CMepTU B rpynne
onaHsanuHa Mo CPaBHEHWI C TPYNMON OfaH3anuHa No CPaBHEHWIO C Ipynnow
nnauebo (3,5 % n 1,5 % cooTBeTCTBEHHO). BOnee BLICOKUI YPOBEHb CMEPTHOCTY He
CBsi3aH C [J03011 OflaH3anuHa (cpeaHsis 4osa 4,4 Mr) v ¢ ANUTENbHOCTBHO NIEYEHIS.
dakTopbl pucka, KOTOpble MOTYT BAWSATL Ha MPEApacrionokeHHOCTb STOW TPYMMbl
nauveHToB K Goree BbICOKOI CMEPTHOCTW My NEYEHNM OflaH3an1HOM, BKMoYaT
Bo3pact > 65 neT, Aucchanio, cefiaunio, HeAOCTaTOYHOE NUTaHWE W 06E3BOXMBAHE,
HarnMume naTonoruv nerkux (Hanpumep, MHEBMOHWUS C acrupaument uim 6es Hee)
WNK coyeTaHHoe MpuMeHeHne ¢ beHsoanasenuHamun. OaHako yacToTa fieTanbHbIX
MCXO10B Obina BblWe Y MaLMEHTOB, MOMyYaBlUMX TEpanuio OnaH3anuHoM, Mo
CpaBHEHWIO C NaLWeHTaMy, Nony4YaBLUMMKM NNaLebo, He3aBUCMO OT 3TUX (hakTopos
pucka.

B Tex e KIMHWYECKUX WCCNefoBaHMAX OTMevanuch  LiepebpoBackynspHble
HeXenaTenbHble SBMEHUS (HampuMep, WHCYNbT, TpaH3UTOpHas WLemuyeckas
aTaka), BKMOYawlas cnyyam ¢ neTanbHbIM - McxodoM. B nmnauebo-
KOHTPOMMpYeMbIX UCCTIEfOBaHMSX OTMeYanach B Tpu pasa 6onee Bbicokas YacToTa
Liepe6poBackynsipHbIX HeXenaTenbHbIX SBNEHWIT y NaLMEeHTOB B rpynne onaHsanuHa
no cpaBHeHwio ¢ rpynnoi nnauebo (1,3 % npotms 04 %, COOTBETCTBEHHO).
Bce nauveHtl ¢ LepeBpoBackynsipHbIMM  HapyLLeHWsIMKM,  MonyyasLUne
onaHsanuH 1 nnauebo, uMenu npeplwecTsyolme hakTopbl pucka pasBUTUS
LiepeGpoBackynsipHbIX HexenatenbHbIX siBneHnit. Bospact > 75 neT n femeHuus
COCYAMCTOrO WMK CMELLaHHOTO TUNa ONPeaensnuch kak dakTopbl pucka passuTs
LiepebpoBackynsipHbIX HexXenaTenbHbIX SBMEeHUt Ha (hoHe NEeYeHNs onaH3an1HoM.
B xofie AaHHbIX 1ccnenoBaHust aheKTUBHOCTL OflaH3aniHa He Gbina ycTaHoBMEeHa.
BonesHb [NapkuHcoHa

He pekomeHayeTcsi npuUMeHeHWe oOnaH3anMHa MpW  NEYEHUN  MCUXO30B,
VHAYLMPOBaHHBIX MPUEMOM aroHWUCTOB [ohaMUHOBLIX PEeLenTopoB npu Gonestu
[NapkuHcoHa.

B KnuHM4ecknx uccnefoBaHusx ycyrybneHue cumntomatukv 6onestm MapkvHcoHa
¥ ranniolMHaLmn oTMeYanoch O4YeHb Yacto u ¢ Gonee BbICOKOW 4YacToTOW, YeM
B rpynne nnauebo, a addeKTUBHOCTL NPU NEYSHUM MCUXOTUYECKUX CUMMTOMOB
onaHsanuHoM He npesblana nnaue6o. B AaHHbIX KMMHUYECKUX WCCNEAOBAHUSX
nauveHTbl  NpeaBapuTenbHO  JOMKHBI  ObiNMM - AOCTUTHYTH — cTabunusaumv  Ha
MUHUMarbHOM 3dhdeKTUBHON [jo3e NpenapaToB Ans neveHus 6onesnu MapkuHcoHa
(aroH1CTbI JochammHa) 1 NPOAOIVKATL UX MPUEM B TOM Xe A03€ Ha MPOTSIKEHUN BCETO
vccnenoBaHus. HavanbHas 4o3a onaHsanuHa cocTasnsana 2,5 Mr B cyTku v Morna
6bITb yBENMUYEHA A0 MaKCUManbHoM — 15 Mr B cyTkv No pelueHmio uccnegosartens
3nokayecmeeHHbIl Heliponenmuyeckuli cuHopom (3HC)

3riokayecTBeHHbII HeriponenTuieckuii ciapom (3HC) - noTeHymanbHo yrpoxaiollee
XWU3HU COCTOSIHME, BO3HMKAlOlLee Ha (hoHe MpUMEHeHWs HelponenTukos. Peakve
cnyyan 3HC Tarke Gbimn 3aperucTpupoBaHbl M MPU MPUMEHEHUN OnaH3anuHa.
KnuHndeckue nposiBNeHMs  3MOKaYECTBEHHOTO HEpOMNenTUYEckoro  CUHApPOMa
BKITIOYAIOT rMNEPNUPEKCMio, PUTMAHOCTL MblLLL|, U3MEHEHWE NCUXMYECKOro cTaTyca
¥ BereTaTvBHble HapyLUEHUs (HEperynsipHbIi NynbC UNK apTepuanbHoe fasrnexne,
Taxukapausi, Avadopes M HapylieHue CcepAeyHoro puTMa). [lononHUTEnbHble
NpU3HakM MOTYT BKIIOYaTh MOBBILLEHNE KOHLEHTPaLMN KpeaTUHUHE(OCHOKIHASbI,
MUOrMOBUHYpWio  (pabaomuonua) 1 OCTpylo  MOYEYHYl0  HEAOCTaTOYHOCTb.
KnuHndeckue nposiBNeHMs  3MoKaYeCTBEHHOTO  HEpOMNenTUYeckoro  CUHApPOMa
WU 3HauuTenbHOe HeoOBSCHUMOE MOBbILEHWE TemnepaTypbl Tena 6es Apyrux
CMMMNTOMOB 3110KQYECTBEHHOTO HEWPONENTUYECKOro CUHApOMa TPebylT OTMEHbI



BCEX HEPOIeNnTUKOB, BKIIOYas OfaH3arniH.

[unepenukemus u caxapHb il duabem

HeuacTo oTMeuanuch cnyyan runeprivkemMui Wnunu passiuTis U AekoMnexcauun
caxapHoro auabeta, B HEKOTOpbIX CIy4asix COMPOBOXAAIOLIMECS KETOALMA030M
1 [mabeTnyeckoil KOMO, B TOM uuCrie C NeTarnbHbIM UCXO[OoM. B HekoTopbix
Ccryyasix OTMeYanoch MOBbILIEHWE MacChl Tena, KOTopoe MOro MOCHyXUTb
npefpacronarawolM  aktopom. PexomeHayeTca TilaTeNbHbIA  KIMHMYECKNIA
MOHUTOPVHT NaLMEHTOB ¢ caxapHbiM A1abeToM 1 NaLMeHTos ¢ dakTopamm pucka
pasBuTMs caxapHoro auabeTa B COOTBETCTBMM CO CMEAYIOWMMM YKASAHUSAMM:
M3MepeHNe UCXOAHOW KOHLIEHTpaLMW  [Mioko3sl kpoBW, 4eped 12 Hepenb
rocnie Hayana npuema onaHsanuHa M BOCEACTBUM EKErofHO. Y MalMeHToB,
NPUHUMAIOLYMX ~ @HTUMICUXOTUYECKNe Mpenapatbl, B TOM u4ucne Mnpenapar
Onansanui-C3, HeobxofuMo MpoBepATb HanMuMe NpUsHakoB M CUMMTOMOB
TUNEpINuKeMAM  (Takux Kak Monmuauncus, nonuypus, nonudarusi, cnabocts).
MauveHTam ¢ caxapHbM AuabeToM Wnu hakTopamu pucka BO3HUKHOBEHUS
caxapHoro inabeTa HeobXoMM perynsipHbIil MOHUTOPUHT KOHLIEHTPaLUM [TTH0KO3bI
KkpoBu. Heobxoaumo npoBoauTb perynspHbiil KOHTpONb Macchl Tena: nepeq
Hauarnom neuenus,, yepes 4, 8 u 12 Hepenb nocne Hayana npuema onax3anuHa u
BrOCNeACTBUM Kaxable 3 MecsiLia.

WsmeHeHue nunudHozo npogpuns

B xope nnaue6o-KOHTPONMpyeMbIX WMCCIe0BaHIA, Y MaLMEHTOB, MOMyYaBLUMX
onaHsanuH, Habniofanuch HexenatemnbHble WM3MEHEeHWs INMMNOHOTO  CrieKTpa.
M3meHerns nunupgHoro npocuns HeobXoaumMo KOPPeKTMpOBaTb B COOTBETCTBUM
C KIMHUYECKON HeoBXOAUMOCTbIO, 0CODEHHO Y MaLMeHTOB ¢ AUCTMMAeMUel 1
y NauuMeHToB ¢ (hakTopamu pucka pasBUTUS HapyLUeHWil MuNUaHoro obmea. Y
NaLMEHTOB, MPUHUMAIOLLMX aHTUMICUXOTUYECKIE MpenapaTbl, B TOM Yuche npenapar
OnaHsanuH-C3, HeobxoouMo perynsipHo MpoBepsiTb  NUMUAHBIA - Npounb B
COOTBETCTBIN C PEKOMEHAALMsIMA: Nepef HavanoMm neveus, yepes 12 Hepenb
nocre Havana npuema onaxsanvHa 1 BriocneAcTsIm kaxable 5 ner.
AHmuXonuHepauyeckas akmueHoCMb

HecmoTpsi Ha To, UTO OMaH3anuH MPOSIBNAN aHTUXOMMHEPTUYECKylo aKTUBHOCTb
B 1CCNeJ0BaHNAX IN Viro, MPUMEHeHNe B KITMHMYECKUX MCCIE0BaHNAX BbISBUNO
HU3KYI0 4acTOTy CBA3AHHBIX C Heli OCTIOXHEHM. OfIHaKo, MOCKOMbKY KIMHUYECKMiA
OMbIT MPUMEHEHNS ONaH3anuHa y NaLMeHToB C COMyTCTBYIOLMMYU 3aboneBaHMsMM
orpaHuyeH, crepyeT cobriofaTtb OCTOPOXHOCTb MPU Ha3HaYeHUW onaH3anuHa
nauyMeHTaM C KIMHUYECKM 3HAYMMOIA TvnepTpodmeil MpeAcTaTenbHON Kemesbl,
napanuT4eckoil KNLLEYHOM HEMPOXOAUMOCTbIO 1 MOAOBHEIMM COCTOSHUAMM.
HapyweHus yHKuuU neyeHu

Yacto, 0CODEHHO Ha paHHUX STanax Tepanuu, OTMEYanochb TPaH3UTOPHOE
6eccUMNTOMHOE MOBLILIEHUE KOHLIEHTPALMM «MEYEHOUHbIX» aMUHOTpaHcdhepas
(acnaptatamuHoTpaHctepassl  (ACT) wu  anaHuHamuHoTpaHcdepassl  (AITT)).
Ocobast 0CTOpOXHOCTb Heobxoauma Mpu yBenuieHun KoHueHTpauum ACT wu/vnm
AJTT B CbIBOPOTKE KPOBM Y MALIMEHTOB C CUMMTOMAMM HapyLIEHNS (DYHKLIAM NEeYeHm,
C paHee AMArHOCTUPOBAHHBIMA COCTOSHUSIMM, CBS3aHHBIMM C  OrpaHMyeHueM
(YHKUMOHANbHOTO pe3epBa MEYeHU WIW Y MAaLMEeHTOB, MOMyvalowwyX NeyeHune
NOTEHUMANbHO  renaToTokcMyeckuMi  npenapatamu. [pu  AuarHocTUpoBaHUM
renatiTa (B TOM YuCe renaToLensoNApHOro, XoNecTaTnieckoro i CMeLLaHHOTo)
npyMeHeHIe onaH3anuHa creayeT NpexpaTuTh.

HelimponeHus

C OCTOPOXHOCTbIO CrieayeT MPUHMMATL OflaH3anH Y NaLyeHTOB C HU3KUM YNCTIOM
NEKoLMTOB W/WNK HEATPO(UIOB B KPOBY; Y NALMEHTOB, MONyYaloWWX Npenapartbl,
KOTOpble MOTYT Bbi3blBaTb HEATPOMEHMIO; Y MaLMEHTOB G NeKapCTBEHHbIM
yrHETeHMeM (YHKLM KOCTHOTO MO3ra B aHaMHese; Yy MaLeHTOB C yrHeTeHuem
(YHKUMM  KOCTHOTO Mo3ra, 0OYCIOBNEHHbIM ~ CONMYTCTBYIOLMM — 3aboneBaHueM,
Ny4eBoli MMM XUMMOTEpanuel; a Talke Y MaLUMEHTOB C 303UHODMNMEN Wnu
muenonponndepatusHbiMi 3abonesaHnamn. O cryyasix passuTAS HETPONeHnn
4acTo cooblLanoc Npi OAHOBPEMEHHOM MPUMEHEHNN ONlaH3amnnHa v Banbnpoara.
[pekpaueHue mepanuu

B penkux cnyvasx (= 0,01 % u < 0,1 %) npu peskom npekpaLieHy npuMeHeHus
OnaHsanMHa OTMevyanuch Credylolye OCTpble CUMMTOMbI  MOTOOTAENeHue,
6eccoHHMLa, TpeMop, TPEBOXHOCTb, TOLHOTa WK PBOTA.

Wumepean QT

B KnuHMYeckux MCCNEeNoBaHNAX KIMHUYECKM 3HAYUMOE YANUHEHWe WHTepBana
QTc (xoppekuuss QT no copmyne ®pupepuka [QTcF])> 500 munnucekyHn] B
no6ol MOMEHT BpeMeHU nocre Hadyana neyetus npu ucxogHom QTcF < 500 mc)
BcTpevanoch Hevacto (0,1 % - 1 %) y mauueHToB, NonyyaBlUMX OfaH3amuH, ¢
OTCYTCTBMEM 3HAUUMBIX Pa3NUYNiA B COMYTCTBYIOLMX OCTIOKHEHMSX CO CTOPOHbI
ceppLa no cpasHeHuio ¢ nnatebo. OfHako cneayeT cobmnioaaTb 0CTOPOXHOCTL NPK
Ha3HaYeH!M ONaH3anuHa CoBMECTHO C Npenaparamu, yBenu4mMBatoLLIMK UHTepBan
QTc, ocobeHHo y MaLUMeHToB MOXWIOT0 BO3pacTa C BPOXAEHHBIM CUHAPOMOM
YATMHeHHoro uhTepBana QT, 3aCTOWHOW CEpAEYHOA  HEAOCTATOYHOCTbIO,
runepTpoduelt cepaua, rmnokanuemneit i rmnomarHnemmnen.

Tpomboambonus

Heuacro (= 0,1 % u < 1 %) cooblanoch 0 crnyyasix BPEMEHHOM CBS3U Mexy
pasBUTMEM BEHO3HOI TpOoMBoamMbonMK 1 Tepanuelt onaHaanHom. Hanuume npuymHo-
CrEefICTBEHHO CBA3V MEXY MPUEMOM ONlaH3anHa 1 BeHO3Hoi TpomMboambonuei He
ycTaHoBneHo. OfHaKo yunTbIBas, YTO Y NALMEHTOB C LM30(PEHNelt YacTo UMetoTCs
npuobpeTeHHble hakTopbl prcka pa3siTus TpoMBoambonun, creayeT BbISBNATL Bee
BO3MOXHbIE (haKTOpbl pUcka JAHHOTO OCTIOKHEHUS!, B TOM YucTie, UMMOBUNMU3aLMO
NaLMeHTOB, U MPUHUMATL HeOOXOAUMbIE MEPbI MO NpohUaKTHKe.

Obuwjas akmugHoCMb 8 OMHOWEHUU ueHmparbHol HepsHoll cucmemb! (LIHC)

C yuétom ocHoBHOro AeiicTBis onaHsanmHa Ha LIHC, cnepmyet cobniopath

OCTOPOXHOCTb  MPW  MPUMEHEHUM  OflaH3arMHa B COYETAHUM C  APYTvMM
TekapCTBEHHBIMW Nperiapatamy LiEHTParbHOro AeiCTBUS 1 ankororiem. Mockombky
OnaH3an1H MOXET MPOSIBNSATb @HTArOHNU3M B OTHOLLEHUM JO(aMUHOBbIX PELIENTOPOB
B YCTOBMSX in Vitro, OH MOXeT ObITb aHTaroHUCTOM 3(hEeKTOB NPAMBIX U HEMPSAMBIX
aroHNCTOB A0(haMUHOBbIX PELIENTOPOB.

Cydopoau

OnaH3anuH crieflyeT MpUMEHSTb C OCTOPOXHOCTBIO Y MaLMEHTOB C CyAoporamu
B aHamMHe3e WM MOJBEPKEHHbIX BO3AEHCTBUIO (hakKTOPOB, CHWXAIOLMX MOPOT
CYLOpOXHOM aKTMBHOCTU. Cryyau Cy#opor HEYacTo BCTPeYanuCh y MaLUeHTOB,
MPUHAMAIOLLWX OfaH3aMMH, 1 B GOMBLUMHCTBE 3TUX CIyYaeB coobLLanoch O Hanmuumn
CY[IOpOT B aHaMHe3e Wi o (hakTax pucka passiuTis Cyaopor.

[1030Hs5 QucKuHe3us

B cpaBHUTENbHBIX MCCNENOBaHUSX, NMPOJOMKUTENBHOCTBIO [0 rofa, JleyeHne
OMNaH3anMHoM [I0CTOBEPHO pexXe COMpOBOXAANOCh PasBUTUEM  [MCKMHE3NM,
TpebytoLueit MeKkaMeHTO3HOM koppekuu. OAHAKO CriesyeT YuuTbIBaTh YBENuUeHne
pucka MO3OHEM [MCKMHE3MM MpU  ANMTENBHOM  Tepanuu  HelporenTukamu.
py pasBATAM MpU3HAKOB MO3OHEW [WCKVMHE3NM MNpWU ANUTENbHOWA Tepamun
HeWiponenTukamu. [pu pasBUTAM NPU3HAKOB MO3OHEN AMCKUHE3NM PEKOMEHAYETCS
CHIKEHME [103bl UMM OTMEHa OMnaH3anuHa. CUMMTOMbI NO3AHEN AUCKUHE3UW MOTyT
HapacTaTb U MaHUEeCTUPOBATH NOCIIE OTMEHbI Npenapara.

[TMocmynameibHasi 2unomeH3ust

locTynaTenbHas TMNOTEH3Wsi HeyacTo HabMioAAETCs B KITMHUYECKUX UCCIE[OBaHUSX
OnaH3anuHa y NOXWUmbIX NauMeHToB. PekoMeHayeTcs Mepuopuyeckn UMepsitb
apTepuarnbHoe [laBneHue Y nawyeHTos cTapiue 65 ner.

Bresannas cepdeyHasi cmepmb

Mo pesynbTatam MOCTMapKETMHTOBbIX HabniofeHnit Obin 3adukcupoBaH cryyait
BHe3anHoi cMepTu. B peTpocrnekTBHOM HabniojatenbHoM WUCCTeoBaHUN puck
npeanonaraeMoi BHE3anHol CepaeyHo CMepTW Y MaLMeHToB, MOMyyaBLUMX
OMnaH3anuH, Obln MpUONUSUTENBHO BBOE BbIE TakOBOMO Y MALMEHTOB, HE
MPUHAMABLLMX HEAPONENTUKA. B [aHHOM MCCIeoBaHWN PUCK MPU MPUMEHEHUN
oraH3anuHa Bbif CONoCTaBUM C PUCKOM MPH MPUMEHEHU ATUMIMYHBIX HEMPOTIENTHKOB,
BKITIOYEHHBIX B 0OBE/MHEHHBIN aHamM3.

[Jlemu

OnaHaanuH He PeKOMEHZYeTCs! K IPUMEHEHMIO Y ETe ¥ MOAPOCTKOB. MccneaoBaHus
C y4acTuem nawueHTos B BospacTe 13-17 neT BbISIBUNM pasnndHble HexenatenbHble
peakuuw, BKMiouasl MPUPOCT Tena, M3MeHeHWs MeTabonuyeckux rnokasatened u
TOBBILLEHVE KOHLIEHTpaLM MponakTuHa.

Jlakmosa

Tabnetkn npenapata OnaHsanuu-C3 copepxar B CBOEM COCTaBE IaKTO3y.
MMaumeHTam ¢ peaKoil HaCTEACTBEHHON HENEPEHOCUMOCTLIO rasnaKTosbl, NaKTasHo
HE[IOCTAaTOYHOCTBIO UMM TTIIOKO30ranakTo3Hon Manbabcopbumeii He  criedyet
MPUHAMATb OMaH3amnvH.

BJIMAHUE HA CI'IOCOEHOCTb YNPABNATb ~ TPAHCMOPTHbIMU
CPEACTBAMW, MEXAHU3MAM

MMauueHTam, npUHUMALOLMM npenapaT OraxsanuH-C3, criefiyeT nposiBnsito
OCTOPOXHOCTb MPW  YMPaBNIEHUN  TPaHCMOPTHLIMA  CPEACTBAMM U 3aHSTUSIX
MOTEHLMANbHO OMacHbIMWA BUAAMU [ESTENbHOCTY, TPEDYIOLMM  MOBLILLIEHHOI
KOHLIEHTPALMM BHUMAHUS M ObICTPOTbI MCUXOMOTOPHBIX PeaKLyid, MOCKOMbKY
OMnaH3an1H MOXET Bbl3blBaTb COHMMBOCTb.

®OPMA BbIMYCKA

TabneTku, NOKpbITbIE NNeHoYHOI 060m0uKoiA, 5 Mr 1 10 Mr.

Mo 10 wnm 14 TabneTok B ynakoBKy YEIKOBBIE KOHTYPHBIE.

Mo 28, 30 unn 90 TabneTok B GaHKI NONMMEpHbIE U3 MONU3TUNEHa HUSKOTO AaBNEHNS
C KpbILLKaMI M3 MONMATUIIEHA BbICOKOTO JaBIIEHMS UMM BO hriakoHbl MONMMEPHBIE U3
MONMATUIIEHA HUKOTO [JABIIEHMS C KPbILLIKaMY U3 MOMMATUIEHA BbICOKOTO AABIIEHMSI.
Kaxayto GaHky unu cpnakoH, unv 3, 6, 9 ynakoBok siueikoBbIX KOHTYpHbIX no 10
Tabnetok, unu 1, 2, 3, 4 ynakoBK siueitkoBble KOHTYpHble Mo 14 TabneTok BMecTe ¢
VHCTPYKLMEH 1O MPUMEHEHIIO MOMELLLAIOT B NaUKy KapTOHHYH.

CPOKTOQHOCTK

3ropa.

He npumeHsiTb Mo UCTEYEHM cpoka FOAHOCTH, Yka3aHHOTO Ha ynaKoBKe.

YCIIOBUA XPAHEHUA

B 3aLLMLLieHHOM OT cBETa MecTe, Npu TemnepaType He Bbile 25 °C.

XpaHuTb B HE[IOCTYMHOM Anst eTel MecTe

YCIOBUA OTMYCKA

OtnyckatoT no peLienTy.

NPOU3BOJUTEIb

HAO «CesepHas 3Besga», Poccus

188663, JlenuHrpaackast  obn.,  BceBomoMCkuiA  MyHWLMNAmbHbIA  paiioH,
KysbMoroBckoe ropofickoe noceneue, r.n. Kyssmornosckuit, yn. 3asoackas, 4. 4;
a. 4 xopn. 1; 4. 4 xopn. 2

Ten/caxc: (812) 309-21-77.

BNAJENEL, PETUCTPALMOHHOIO  YOOCTOBEPEHUA/OPIAHU3ALINA,
MPUHUMAIOLLIAA MPETEH3UW NOTPEBUTENA

HAO «CesepHas 3Besna», Poccus

FOpuduyeckuti adpec npednpusimus-npoussodumens:

111524, r. Mocksa, yn. nektpoaHas, 4. 2, cTp. 34, atax 2, nomeLy,. 47

Adpec npousgodumensi u NPUHMUS npemex3ul:

188663, [IleHuHrpaackast obn.,  BceBomomckuit  MyHWLMNAmbHbIA  paiioH,
KyabMoroBckoe ropofickoe noceneue, r.n. Kyssmornosckuit, yn. 3asoackas, A. 4;
a. 4 xopn. 1; 4. 4 xopn. 2

Ten/caxc: (812) 309 21-17.

lMpouseoautca B cooTBeTcTBMM cO cTaHAapTamu GMP (Good Manufacturing Practice).

3aKnYeHns 0 COOTBETCTBUM NPON3BOAUTENS NEKapCTBEHHbIX CPeacTB Ans

by Mpaeun opr

NPOM3BOACTBA M KOHTPONSA KayecTBa

NeKapcTBeHHbIX CPeAcTB BblAaHbl MMHMCTGPCTBOM MPOMBbILWNEHHOCTU U TOProenu POCCMMCKOM we.qepauuu

Ceptudukar GMP BbiaaH EBponeiickum areHTCTBOM.



