INPECTA3HUH

HNucrpykuus
M0 MeIUIHHCKOMY MPHMEHEHHUIO JTeKAPCTBEHHOI0 CPeCTBA

Toprosoe nazpanme: [Ipecrasun.
MexayHapoiHoe HeMaTeHTOBAHHOE Ha3BaHMe: [ MIPOKCU3HH.
JlexapcTBenHast ¢popma: TaGieTkn, HOKPHITHIE TNICHOYHON 000JI0UKOM, JUIsl IpUeMa BHYTPb.
CocraB: Kaoswcoaa mabnemxa, noKpulmas nieHOYHOU 000I0UKOU, COOePIHCUM.:
I'mapoxcusuna ruapoxaopug USP 25 mr;
BcrnomorarenbHbIE BEIIECTBa (..
Kpacurens: Anoxcun tutana USP.
®dapmako-TepaneBTHYecKast rpynmna: TpaHKBHIN3aTOp (AHKCHOJHTHK).
Kon ATX: NO5BBO1.
dapmakosoruueckoe geficTeue:
Dapmakoounamuxa:
ITpousBoaHOe AudeHmImMeTana, 001a1aeT yMEPEHHOI aHKCHOINTHYECKOH aKTHBHOCTBIO; OKa3bIBAET TAKXKE CEAATUBHOE, IIPOTHBOPBOTHOE,
AHTUTUCTAMHMHHOC U M—XOHPIHOGJTOKI/IpleU_lee )IeﬁCTBMe. BnoxnpyeT HEHTPAJIbHBIE M-XOJIMHOPEUENTOPLI U TUCTAMUHOBLIE H—peuenTopbl 151
yTHETaeT aKTHBHOCTH OIIPEIECIEHHBIX CyOKOPTUKAIBHBIX 30H. He BBI3BbIBaeT NCHXUUECKOH 3aBUCHIMOCTH M MPHUBBIKaHMS. Kimanaeckuit
a¢dext HacTymaet yepe3 15-30 MuH mocie mpruema npemnapara BHyTPb.
Oxa3bIBaeT NOJIOKHUTEIBHOE BIMSHUE Ha KOTHUTHBHBIE CIIOCOOHOCTH, YIIy4IIaeT IIaMsITh U BHUMaHHE. PacciabseT CKelneTHyIo U TIaaKyio
MYCKyNaTypy, obasaeT OpOHXOIMIATHPYIONIMM 1 aHAJIBIe3UPyIomuM 3 deKTaMu, yMEepeHHBIM HHIHOUPYIOIIUM BIHSHUEM Ha JKEITyZOUHYIO
CeKpenuio. [ MIpOKCH3KH 3HAUUTENILHO YMEHBINAET 3y Y OONBHBIX KpanuBHUIIEH, 9k3eMoit n nepMatuToM. [Ipn JuintensHOM npueme He
OTMEYEHO CHHJpOMa OTMEHBI U YXyIIIeHHs] KOTHUTUBHBIX (yHKIuit. [Tomrcomuorpadus y 60ibHBIX OECCOHHUIIEH U TPEBOTON HATIIAIHO
JIEMOHCTPUPYET yUTHHEHNE MPOJIOJI)KUTENBHOCTH CHA, CHIKEHHE YaCTOThI HOUHBIX NMPOOYXKIEHHI 1ocIe OAHOKPATHOTO MIIN TIOBTOPHOTO
npueMa ruipokcusuna B 1o3e 50 Mr. CHIKeHHe MBIIIEYHOTO HalpsDKEeHHU Yy OOJIBHBIX TPEBOroil 0OTMEUeHO MpH IIpHueMe Ipenapara B 103e 50
Mmr 3 paza/cyT.
Dapmaxoxunemuxa:
BcacriBanne - THIPOKCH3NH B BEICOKOH crereHn abcopoupyercst n3 JKKT. Cmax ormedaercs gepes 2 U 1mociie npreMa rpernapata.
IMocne ogHOKpaTHOTO IIpHEMa TIpernapara B pa3oBoit fo3e 25 Mr uian 50 Mr y B3pOCIBIX KOHIEHTpanus B m1a3mMe coctasisier 30 Hr/mi u 70
HI/MJI COOTBETCTBEHHO.
BronoctynHoCT Ipu npuemMe BHYTPb cocTaBisieT 80%.
Pacripesienenue - ruApoKCU3UH OOJIbIIE KOHIICHTPUPYETCs B TKAHAX (B YACTHOCTH, B KOXKe), 4eM B mia3me. Koadduuuent pacrnpeneneHus
cocrasisier 7-16 J/kr.
l'uapoxcusuH nponukaeT yepe3 ['Ob u mianeHTapHbI 0apbep, KOHLECHTPHUPYSCh, B OOJBIIEH CTCIICHH, B TKAHX IUI0/Ia, YeM B OpTaHu3Me
MaTepu. MeTabonuThl OOHAPYKUBAIOTCS B TPYIHOM MOJIOKE.
Mertabonu3M U BEIBEICHHE - THAPOKCH3NH MeTabonn3upyercs B medeHn. OCHOBHON MeTabonuT (45%) - HEeTUPU3HUH, KOTOPBIH SBISIETCS
6JI0KaTOPOM THCTaMHHOBBIX H-pementopos.
Dapmakoxunemuxa 6 0CoObIX KIUHUYECKUX CILYYAAX:
VY neteit oOnmii KIMpEHC B 4 pa3a MEHbIIE, YeM Y B3pocibiX, T1/2 'y neteli B Bo3pacte 14 net cocranset 11 4, y neteit B Bo3pacte 1 rona - 4
q.
V narumenToB noxuinoro Boszpacra T1/2 cocrasister 29 4, koadduimeHT pacnpeneneHus cocrasiuser 22,5 J/Kr.
VY manueHTOB ¢ HapymeHusIMA GyHKIH nedend T1/2 yBenuuuBaercs 10 37 4, KOHLIEHTPALUS METa0O0IUTOB B CBIBOPOTKE KPOBH BHIIIE, YEM Y
MOJIOABIX OOJBHBIX C HOPMATBHOW (YHKIMEH TedeHH. AHTUTUCTaAMUHHBIN 3 (EeKT MOKET COXPaHATHCS Ha MPOTSDKEHUH 96 .
Iloxa3anusi kK IPUMEHEHHIO:
— U1t KyTUPOBAHUS TPEBOTH, ICHXOMOTOPHOTO BO30Y)KIEHHS, TyBCTBA BHYTPEHHETO HANIPSKEHHMS, HOBBIIIICHHON pa3ipakUTEINbHOCTH
MIPU HEBPOJIOTHYECKHX, TICUXHYECKHUX (B T.4. TeHEPAIN30BaHHAS TPEBOTa, PACCTPOHCTBA aalTAlluN) H COMaTHIECKHX 3a00JIeBaHUsX,
XPOHHYECKOM QJIKOT'OJIN3ME; CHHIpOMa aOCTUHEHIINH IIPH XPOHUYECKOM aJIKOTOJIM3ME, COPOBOXKIAIOIIETOCS ICHXOMOTOPHBIM
BO30YKACHHEM;
— B KayecTBE CEJATHBHOIO CPEJCTBA B IIEPUOJ IPEMETUKALIIH;
—  TIpH KOXKHOM 3y (B KauecTBe CUMIITOMATHYECKOH Teparnu);
—  IpH JCUPECCHH;
—  1pu OeCCOHHHIIE;
—  TpH HEBPO3E;
—  IpH KIUMaKce;
—  TpH SMUIETICHH.
IIpoTuBonoka3zanus:
- mopupus;
- GEpEMEHHOCTB;
- IEPHOJT POTOBOH AESATEIHLHOCTH;
- IEPHOJ JIAKTAUH (TPYJHOTO BCKapMIIBaHM);
- NIOBBIIICHHAS YyBCTBUTEIBHOCTD K KOMIIOHEHTAM IperapaTa;
- IeTH 10 3-X JICT;
- HOBBILICHHAs YyBCTBUTEIBHOCTD K LIETUPU3HUHY U APYTHM NPOM3BOJHBIM IUIIEPa3UHa, aMUHOGHIUIMHY WM STUICHAUAMUHY.
C ocmopodcnocmyio cieayeT Ha3Ha4aTh Ipenapar pY MAACTCHUH, THIIEPIIa3UH IPECTaTeIbHOM JKeIe3b! ¢ KITMHUYECKUMH TIPOSIBICHUSIMH,
3aTPYAHEHUH MOYEHCITYCKaHHs, 3a10paxX, PH MOBBIIICHUN BHYTPHUITIA3HOTO JABICHHS, IEMEHIIIH, CKIIOHHOCTH K CY0PO>KHBIM IPHITaIKaM;
IIPH TIPEPACIIONOKEHHOCTH K Pa3BUTHIO apUTMUH; TIPH OXHOBPEMEHHOM IIPHMEHEHNH IPErapaToB, 00I1a1al0NX apUTMOT€HHBIM JIEHCTBUEM;
OJTHOBPEMEHHO C APYTUMH cpencTBamy, yraeratomumu [THC, i xonnHOG10KaTopamu (TpedyeTcs CHIDKEHNe 10361). TpebyeTcst CHIKeHHne



JI03BI TIpeTiapara y HalieHTOB ¢ OYEeYHOI HeJJOCTATOYHOCTBIO TSDKEJIOH U Cpe/iHel CTEeeHH, C IEYEHOYHOM HeJI0OCTaTOUYHOCThIO, Y TAllNeHTOB
MOXKMJIOTO BO3pacTa IPH CHWKEHUH KITyOO4YKOBOH (DHIbTpaIny.

Cnocod npuMeHeHHus U 103bI:

IMpenapaT npuHUMAIOT BHYTpb. PekOMeHayeTCs HaUMHAT JICYCHNE ¢ HU3KHX JI03 TIPenapaTta ¥ NOCTEIIEHHO MOBBIIIATh IO ONTUMAIBHO U T036I,
perynupys ee B COOTBETCTBHH C OTBETOM IAIIMEHTA Ha TEPAIIHIO.

Bspocnvie:

Jls cumnmomamuueckozo neuenusi mpegozu: ot 50 mo 100 mr B cyTku (0T 2 10 4 TabIETOK) BEUSPOM HEepe]] CHOM, €CIIH TPEBOTa MIPOSBIIETCS
IJ1aBHBIM 00pa3oM OeCCOHHHIEH.

s cumnmomamuuecko2o evweHust 3y0a aniepeudecko2o npoucxoxcoenus. ot 25 1o 100 mr (ot 1 10 4 TabIETOK) B CYTKH.

Jlna npemeduxayuu 8 xupypeuieckoil npakmuxe: onHoKpatHo ot 25 1o 100 mr (ot 1 10 4 TaGNETOK) HAa HOYB, Epesl XUPYPTUIECKUM
BMEIATEIbCTBOM.

MakcuMainbHas CyTO4Has 103a Iperapara I B3pocibIX U feTeit ¢ Maccol Tena 6oinee 40 xr cocrasiser 100 mr.

Jemu:

Hna cumnmomamuueckozo iewenus 3y0a ainepeuiecko20 npOUCXodcOeHUs:

- B Bo3pacte crapmie 12 net (¢ maccoii Tena 6omnee 40 kr): ot 25 1o 100 Mr (ot 1 10 4 TabNETOK) B CyTKH;

- B Bospacte ot 9 1o 12 ner (¢ maccoii Tena ot 28 10 40 kr): or 25 g0 75 mr (0T 1 10 3 TabJAETOK) B CYTKH.

- B Bo3pacte ot 7 10 9 siet (¢ maccoii Tena ot 23 10 28 kr): ot 25 10 50 Mr (ot 1 10 2 TaONETOK) B CYTKH.

- B Bo3pacre ot 4 o 7 net (¢ maccoii tena ot 17 5023 kr): ot 25 g0 37,5 mr (ot 1 g0 1,5 TabneTok) B CyTKH.

- B Bo3pacte ot 3 10 4 net (¢ maccoii Tena ot 12,5 o 17 xr): ot 12,5 mo 25 mr (ot % no 1 Tabnerkn) B CyTKH.

Jlns nereit 1o3a onpesenseTcs ¢ y9eToOM MacChl Tela U3 pacdera | MI/KI/CyT A0 MaKCHMAaNbHOM 2 MI/KI/CYT, B pa3/ie/IeHHBIX J103aX.
IToGouHbIe neiicTBuA:

Co cropons! LITHC u nepudepuyeckoii HepBHOH CHCTEMBI: COHIMBOCTb, TIOBBIIIEHHAS! yTOMIIIEMOCTb, TPEMOP, CyJOPOTH, TOJIOBHAsI 0OJIb,
TOJIOBOKPY>KEHHUE, aTaKCHUsl, CIIab0CTh.

Co cTOpOHBI OpraHa 3peHus: OCTpas riiaykoma, HapylleHHEe aKKOMOJAIHH.

Co CTOPOHBI MOUCBBLACTUTEIILHON CUCTEMBL: OCTpas 3aiep’KKa MOYH.

Co CTOpPOHBI CEPAEUHO - COCYANUCTON CUCTEMBI: TaXUKapAusi, CHIbKeHne AJl.

Co CTOpOHBI MUIIEBAPUTENBLHON CUCTEMBI: CYyXOCTh BO PTY, 3a10p, MOBBIIIEHIE AKTUBHOCTH TPAHCAMHHA3.

IMpoune: GpoHXOCTA3M, AJUICPTUUESCKUE PEAKIUH, TTOBBIIICHHAS TOTIHBOCTb.

Ilepeno3upoBka:

Cumnmomul: yCHICHHE aHTUXOJIMHEPrIIecKuX 3G eKToB, yrHeTeHHe Wi napajgokcanbhas ctumyisinus [THC, romsora, pBoTa,
HETIPOU3BOJIbHAS ABUTATENbHAsl aKTUBHOCTD, TAJUTIONUHALINY, HAPYIICHUE CO3HAHMS, apUTMUS, apTepHaNbHasi THIIOTCH3US; PEIKO - TPEMOpP,
CYZOpOrH, Ie30pHEHTALNS, KOTOPbIE BO3HUKAIOT P 3HAYUTEIBHOM MepeJO3UPOBKE.

Jleuenue: eciyi CIIOHTaHHAs! PBOTA OTCYTCTBYET, HEOOXOANMO BBI3BaTh €€ MCKYCCTBEHHBIM IIyTEM WM ITPOBECTHU ITPOMBIBAHUE KEITYy KA.
ITpoBoasT 00muKe MEPONPHATHS, HAIPABIECHHBIE HA MOAJEPKAHUE )KU3HEHHO BaXKHBIX (QYHKIMI OpraHn3Ma, 1 MOHUTOPHOE HAaOMIOJEHHE 3a
MALUEHTOM /10 HCYE3HOBEHNUS] CHMITOMOB HHTOKCHKAIUHU B TIOCIEAyIoLHe 24 u.

B ciydae HeoOX0MMOCTH MOTyYeHUS BA30IPecCOpPHOro dddexTa HazHadaeTcss HopanuHeprH WIn MetapaMeHol. He ciaenyer npuMeHsTh
snuHeppuH. CrennpruuecKoro aHTHA0TA He cyniecTByeT. [IpuMenenne remoananusa HedPEeKTHBHO.

B3anmopeiicTBHe ¢ IPYTrUMH JeKapCTBEeHHBIMH CPEeACTBAMM:

Ipecra3un noreHnMpyeT AeicTBUe npenaparos, yrHeraomux [IHC, Taknx xak OIMHONJHEIE aHATBICTHKH, 0apOUTypaTHl, TPAHKBUIH3AaTOPHI,
CHOTBOpHBIE NPEHapaThl, 3TaHOJ (IIPH KOMOMHALMAX TPeOyeTCss MHANBUYANIBHBIN T0J00p 103 PErapaToB).

IMpecra3uH mpu 0THOBPEMEHHOM ITPUMEHEHHH NPEISITCTBYET IPECCOPHOMY JISHCTBHIO SnMHEeDpUHA (aipeHaINHa) U IPOTUBOCY IOPOXKHOI
aKTUBHOCTH (DEHUTOMHA, a TAKXKE MPEMSATCTBYET JEHCTBUIO OETaruCTHHA M OJIOKaTOPOB XOIHHICTEPA3hIL.

IMpumenenue npenapata IIpecTasun He BIUSET HA aKTUBHOCTh aTPONMHA, alNKaTOUI0B OEIIaOHHBI, CEPASUHbIX INTUKO3H/I0B, THIIOTEH3UBHBIX
CpeACTB, OJIOKATOPOB TMCTaMUHOBEIX H -penentopos.

Crnenyet nzberatb coBMecTHOTO HazHaueHus [Ipecrasnna ¢ narnoutopamu MAO 1 XOMHHOOIOKaTOPaMH.

I'mppoxcnsus sBisiercs nHrnOnTOpoM nzodepmenta CYP2D6 u npu npuMeHEHNH B BRICOKHX 033X MOXKET OBITh IPUYUHON B3aNMOACHCTBHS
¢ cyocrparamu CYP2D6. ITockonbKy TApOKCH3UH METa00IM3UPYETCS B IIEUCHN, MOXKHO OXKUJIATh YBEIMICHHS €T0 KOHIICHTPAUH B KPOBU
Ipyu COBMECTHOM HasHA4Y€HUU C MHFI/I6I/ITOpaMM ICYCHOYHBIX d)epMeHTOB.

Oco0ble ykazaHusi:

ITpn HE0OXO0AMMOCTH NMPOBEACHHS AJUIEPTOTOTHIECKUX TECTOB, IPUEM THIPOKCH3HHA HEOOXOIUMO MPEKPATHUTH 33 5 THEH [0 NCCIETOBAHHS.
BinsiHne Ha CIIOCOOHOCTH K BOK/ICHHI0 ABTOTPAHCIIOPTA M YNPABJICHHI0 MEXaHHU3MAaMM:

B nepuox Tepanuu HEOOXOIUMO BO3AEPKUBATHCS OT 3aHATHH MOTSHIIMAIBHO ONMACHBIMH BHIAMH AESTENEHOCTH, TPEOYIOIMMH HOBBIICHHOTO
BHUMAaHUS U OBICTPBIX ICHXOMOTOPHBIX PEAKIHH.

®opma BbIIYCKA:

15 TabneTok, MOKPHITHIX TUICHOYHON 000JI0uKOoH, B Kax oM Oiuctepe [IBX. 2 Giuctepa BMeCTe ¢ HHCTPYKIUEH 110 MPUMEHEHHIO B KAPTOHHOM
yMaKOBKE.

YciaoBus XpaHeHus:

XpaHHUTB B CyXOM, 3alUIIEHHOM OT CBETa MECTE, IIPH TeMIepaType He Boiie 25 °C 1 B MECTaxX, HEAOCTYIHBIX AT AETEH.

Cpox rogHocTH:

‘Yka3aHO Ha YIIaKOBKe.

He ncnonb30BaTh 0 HCTEUEHUH CPOKA TOAHOCTH.

YcaoBus ormycka:

[To penenry Bpaua.



