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\ MHH3TIPAB POCCHH

FX COI'TACOBAHO
MUHUCTEPCTBO 3JIPABOOXPAHEHNS POCCHUCKOW ®EIEPATINN

UHCTPYKILIUA
[1T0 MEJJMIITUHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPETIAPATA
IMPOCHU10JI
Perucrpaunonnsiii Homep: P N001172/01
Toprosoe nHanmenoanue: [Ipocunon
I'pynnupoBoYHoe HAUMEHOBAHHE: [TPOITHOHUI(PEHUIITOKCHITHIIITUIIEPUUH
JlekapcTrBenHas gopma: TaOJIETKH MOIbS3bIYHbIC
CocraB
Onna TabneTka COOepKUT:

[evncmeyowee sewecmeo:

MPOMHOHMIPEHUIIITOKCUITHIITUIIEpHIMHA ruipoxsiopu (mpocuion) — 20,00 mr

Bcnomocamenvnuie seugecmea:

caxapo3a — 96,64 mr, HaTpus caxapuHar — 1,20 mr, creapuHoBas kuciorta — 1,20 mr, xeraTuH —
0,96 mr

Onucanmne:

Tabnerku Genoro nBeTa MIOCKOIMINHIPHYECKUE ¢ (PACKOM.

dapmakorepaneBTHYECKAs FPYNIIA: AHAIBIE3UPYIOLIEE HAPKOTHYECKOE CPEJICTBO.
Hapxomuyeckoe cpeocmeo, enecennoe 6 Cnucoxk Il «llepeuns Hapkomuyeckux cpeocms,
NCUXOMPONHBIX 6ewjecms U UX NpPeKypcopos, nooneddcawux Koumpoaio 6 Poccuiickot
Deoepayuuy.

Kox ATX: N02AX

dapmakoiornyeckne CBOHCTBA

Dapmaxkoounamuka

Hapkoruueckoe ananbresupyromiee cpejactBo. [IponuoHundeHuITOKCUI THIIMHIICPUTUH
SBJISIETCS TJIaBHBIM OOpa3oM aroHUCTOM ONMHOMIHBIX M-peuentopoB. Takke oka3bIBaeT
CelaTUBHOE, MPOTUBOKAIILIEBOE U CITa3MOJIMTHYeCKoe AeicTBUe. CTUMYITUPYST ONMTHOUTHBIC
U-pELENTOPbl  KEeyJOYHO-KHIIIEYHOIO0 TpaKTa, CHHXKACT MOTOPHKY KHINeYHHKa. Ha
cuHKTEpDI BIUSAHU HE OKa3biBaeT. Boei3biBaeT Mr03. OKa3pIiBaeT aKTHBUPYIOIIEE BIIUSHUE
Ha PBOTHBINA LEHTP, 00JI1aa€T TOKOJTUTHYCCKUM JICHCTBHEM. YTHETACT JbIXaTeIbHBIM LIEHTP

(3HauuTeNIbHO ci1abee, yeM MOpQUH).



JITMTEeNbHOCTh @aHANIBreTHYEeCKOro aeicTBUs — 4-6 yacoB. [Ipu jurensHoM npumenenuu (Oosee
3 Mecs1eB) aHaIbIeTUYEeCKasi aKTUBHOCTH CHUIKAETCS (BCIEJACTBHE PA3BUTHUSI TOJIEPAHTHOCTH).
DapmakoKunemuka

Xopomuio BcacwiBaercs. Cs3b ¢ Oenkamu 1iasmbel — 40 %. Metabonu3upyercsi B NMEYEHH C
00pa3oBaHMEM HEAKTUBHBIX TJIOKYPOHU3MPOBAHHBIX METa00JMUTOB. BBIBOJIUTCS, B OCHOBHOM,
MOYKAMHM KaK B BUJIE METa0OJIUTOB, TaK U B HEU3MEHHOM BH/IE.

IMoka3zanusi K NPUMEHEHHIO

boneBoll  CHHAPOM  CHJIBHOH W yYMEpPEHHOW  BBIPQKEHHOCTH  pa3IUYHOrO  reHesa
(3710KavecTBEHHBIE HOBOOOpa30BaHMsl, TPaBMa, OCTPBIH MAHKPEATHUT, sI3BEHHAsi OOJIC3HB Kely1Ka
M 12-mepcTHOM KHMIIKH, >KET4Has KOJIHMKA, MMOYeyHas KOJIMKA, KUIIeYHas KOJIMKa, IMpea- U
MOCICONEPAlMOHHBI  MepHo/Ibl, cHHApoM Jlepuina, oOJIUTEPHPYIOUIHI  SHAAPTEPUHT),
00JIe3HEHHbIC IUArHOCTUYECKHE MPOLIETyPHI.

IIporuBonoka3anus

— TMOBBIIICHHAs YYBCTBUTEIBHOCTh K JICHCTBYIOIIEMY BEIIECTBY HJIM BCIOMOraTeIbHbIM
KOMIIOHEHTaM IIpernapara;

— JeduuuT caxapasbl/H30MalbTa3bl, HENEPEHOCUMOCTh (PPYKTO3bI, TIIFOKO30-TallaKTO3HAS
MababcopOIus;

— YrHETEHHUE JBIXaTebHOIO UEHTPa, JbIXaTeJIbHask HEJIOCTaTOYHOCTh;

— TEYEHOYHAs /WM NMOYeYHask HeIOCTATOYHOCTD;

— KOMa;

— aJIKOroJibHasi MHTOKCUKAIIHS;

— OCTpasi UHTOKCHKAIMsl CHOTBOPHBIMH IpernapaTaMy, aHaJIbIeTHKAMHU, OITHOUIAMH U JIDYTHMH
NICUXOTPOINHBIMH IpernapaTaMu;

— OJIHOBPEMEHHOE JICUEHHE MHTMOUTOpaMM MOHOAMHUHOKCHJIa3bl (B TOM YHCIIEe B TedyeHue 14
JIHEH 10csIe UX IPUMEHEHUs );

— apTepuasbHasi TUIIOTEH3US;

— opraHuyeckue 3ab0JeBaHus [IEHTPAITbHONH HEPBHON CHCTEMBI;

— SIMWIENICHUS WM TOHUKO-KJIOHUYECKHE CYJIOPOTH B aHAMHe3e;

— OpoHxHasIbHas acTMa;

— OEepeMEeHHOCTh;

— TME€pHO/JI IPYIHOTO BCKApMITHBAHHS;

— JIETCKUH Bo3pacT Jio 18 ner.



C 0CTOPOKHOCTHIO
Ecau y Bac 00no u3 nepeuucienHvix 3abonesanuil, neped npuemMom npenapama 00A3ame1bHO

HPOKOHCYIbMUPYIMeECh C 8PAYOM.

MHUKceJIeMa, THITOTUPEO3;

— HaJMOYCYHUKOBASI HEIOCTATOYHOCTh;

— yrHETeHHUE HEHTPATbHOW HEPBHOM CUCTEMBI;

— YepernHo-MO3roBasi TpaBMa C MCHX030M;

— THUIEpIUIa3us Mpe/ICTaTeIbHOMN JKele3bl;

— CTPHUKTypa MOYEHCITyCKAaTEJILHOTO KaHaa;

— aJIKOTOJIU3M;

— CKJIOHHOCTH K 3JIOYNOTpPeOJICHHUIO JIEKAPDCTBEHHBIMH  CPEACTBAMH WM  OMHOUJIHAS
3aRHUCHUMOCTH (B TOM YHCJIE B aHAMHE3e);

— YCTaHOBJICHHasi  TsKesas HEIMEePEeHOCUMOCTh  OMHUOMJIOB aJNIEPrU4ecKoro I/I
HeaJUIepru4eckoro reHesa;

— OMOLMOHATbHAS JIAOMJIBHOCTh, CYHMIIMJAJIbHBIC MBICIIM MM TONBITKA (B TOM 4YHCIE B
aHaMHe3se);

— oO11ee TsHKeIoe COCTOSIHUE;

— TIOXWJION BO3pacT;

— IpU JUTMTEIBHOM MPHUMEHEHHH IMpernapara BO3HHUKAET PUCK CHIDKCHHUsI YPOBHS TOJIOBBIX
TOPMOHOB.

VY nmanueHToB € YCTAHOBJICHHOH TsDKENIOW HENEepeHOCHMMOCTBIO OIMUOMJIOB AJUICPIHYECKOro H
HEAJUIEPTUYECKOr0 I'eHe3a, a TaKkkKe CO CKJIOHHOCTBIO K 3JI0YHNOTPEOJICHUIO JIEKapCTBEHHBIMH
npernapaTaMM WM HapKOTHUYECKOH 3aBUCUMOCTHIO JieueHue [Ipocu10J10M TOMKHO MPOBOJIUTHCS
KOPOTKMMHU KypPCaMH U I0J1 MEIUIIMHCKUM HAOJIOCHHEM.

IIpumMenenne npu 6epeMEeHHOCTH B MIEPHO/ I'PY/IHOT0 BCKAPMJIHBAHHS

[Ipumenenue [Ipocuaona mpoTHBONOKA3aHO Y JKEHIIUH BO BpeMsi OEPEMEHHOCTH U B MEPHOJ
IPYJIHOTO BCKapMJIUBAHHUSL.

Criocod npuMeHeHHUs U J103bI

C 1enplo OKa3aHUsl CUCTEMHOIO JeHCTBHS TabJETKy MOMEIIAIOT MO A3bIK U JEP)KaT IO MOJHOTO
paccacbiBanus. J[03bl M KpaTHOCTH IMpHEMa IperapaTa YCTAaHABIMBAIOTCS BPAYOM C yUYETOM
MHTEHCUBHOCTHU OOJIM M COCTOsIHUS nanueHTa. OpHeHTHPOBOYHBINA PEXKHUM JT03UpoBaHus — 1o 10-

20 mr 2-3 pa3za B cyTku. MakcumainbHasi cytouHas no3a — 250 mr. He ciemyer mpumeHSITH



JIEKapCTBEHHBIA Mpenapar y Jereil B Bo3pacte 0 18 1eT B CBSI3W C HEBO3MOMXKHOCTBHIO
OIpe/IeJIeHUs TOYHOTO PEeXHMA JO3UPOBAHUSI.

ITo6ouHoe nelicTBHE

Yacrora BO3HMKHOBEHHsI MOOOYHBIX 3(dekToB ompeaensyiack B  COOTBETCTBHH €
kinaccudukanuein Beemupnoit Opranusanuu 3/1paBooxpaneHus: oueHb 4acto (> 1/10), gacto
(= 1/100, < 1/10), newyacro (> 1/1000, < 1/100), peaxo (> 1/10000, < 1/1000), oyeHb penko
(< 1/10000), yactora Heu3BecTHa (HE MOXKET OBITH OIICHEHa Ha OCHOBAHHH HMMEOIIUXCS
JIQaHHBIX ).

Hapywenusi co cmopoHbl UMMYHHOU CUCMEMbL. 4acmoma Heu3eecmHa — allepruuyecKue
pEaKIHH.

Hapywenus ncuxuku: wacmoma neussecmua — Nenupuil (MOCTMAPKETUHTOBBIE CIIy4YaH JIEITUPHUS
HaOMIOQIMCh Yy TMALUEHTOB C JIONMOJHUTEIbHBIMH (aKTOpaMH pHCKA, TaKUMH Kak paK H
MOXHIJION BO3PAcCT).

Hapywenuss co cmoponvl HepeHOU cucmembvl. 4acmoma Heu3eecmHa — TOJOBOKPYKEHHUE,
MBIIIeYHas c1aboCTh, rOJI0BHAs 00JIb, CYI0POTH, HAPKOJICTICHSI.

Hapywenus co cmoponul cepoya: wacmoma neuzgecmna — OpauKapusi.

Hapywenus co cmoponbt cocyoog: uacmoma Heu3eecmHa — CHWKEHHE apTepHaTbHOIro
JTaBJICHUSL.

Hapywenus co cmoponbel sceny0ouno-KumeyHo2o0 mpakma. 4acmoma Heu36ecmua — CyXocTh BO
PTY, TOIIHOTA, PBOTA, HApYyIIEHUE (YHKIIUH TEUYEHH, ATOHUS KUIIICUHUKA.

Hapywenus co cmoponel nouex u Moyegbleo0AwuUx nymeu. 4acmoma Heu36ecmHa — aTOHUS
MOYEBOI'0O y3bIpsl, HApYIIEHHE HYHKIIHH MTOYEK.

Hapywenus co cmoponel nonoguix opeaHo8 u MONOYHOU JHcene3bl. 4acmoma Heu3eecmua —
aMeHopesi, CHUKEHHUE JTHOH10.

Obwue paccmpoiicmea u HapyuieHUusi 6 Mecme 66e0eHUsL. 4acmoma Heu36ecmna — MPUBBIKAHKE,
CUHJPOM «OTMEHBI».

Ecnu nobvie u3 ykazaunvix 6 uncmpykyuu nobounvix spgexmos ycyeyonsiomes, uiu Bol
samemunu nobvie Opyaue nobouHvie 3¢hhekmoi, He YKA3AHHBIE 8 UHCMPYKYUU, COoOuiume 00
IMOM epauy.

Ilepeno3supoBka

Cumnmombl. YTHETEHHE [IbIXAHUS, YCHJICHHE BBIPAXKEHHOCTH MOOOYHBIX 3((eKToB, MHO3,



PBOTA, KOJUIAIC, PACCTPOMCTBA CO3HAHUS BILIOTH J0 KOMBI, CYZI0POIH, YTHETEHHUE JIbIXaTEILHOTO
IIEHTpa BILIOTH JI0 Mapajinya JbIXaHHsl.

Jleuenue: npoMmbiBaHHE JKenyiaka, HajuokcoH B jgo3e 0,4-2,0 mr (nmpu orcyrcTBHM 3¢dekra
BBEJICHHE HAJIOKCOHA MOXHO MOBTOPUTH 4Yepe3 2-3 MHUHYTHI), OOeCleYeHHE aJeKBaTHOM
JICTOYHOW BEHTWJISIIMM, CHUMIOTOMATHuYECKas Tepanus. BO3MOXKHO JieYeHHE I1epel03HPOBKH
HApKOTHUYECKUMH aHAJIbIeTHKAMHU IO PEKOMEH/IallUsAM Bpaya.

B3zaumopeiicTBHEe ¢ APYrHMH JIEKAPCTBEHHBIMH CPEICTBAMH

VY CHIMBAET yrHETAIOIee BIMSHUE HA IIEHTPAJIbHYIO HEPBHYIO CUCTEMY JIPYIHX HAPKOTHYECKHX
AQHAJIBI€TUKOB, CEJAaTHBHBIX M CHOTBOPHBIX JIEKAPCTBEHHBIX CPEIACTB, HEHPOJIENTUKOB,
AQHKCHOJIMTHKOB, JIGKAPCTBEHHBIX CPEACTB Ui OOIIeH aHeCTe3MH, ITaHOJa M HMHIMOMTOPOB
MOHOAMHHOKCHUIA3bl. Y CHIIMBAET JICHCTBHE IMIIOTEH3UBHBIX CPE/ICTB.

OMHOBpEeMEHHOE MPUMEHEHHE C MNPOTHBOMUIPEHO3HBIMHM JIEKAPCTBEHHBIMH CPEJICTBAMH
(cymaTtpunTaH, 30JIMUTPUNTAH, ODJETPUNTAH) M AHTHJACHPECCAHTAMH MOXET IIPUBECTH K
Pa3BUTHIO CEPOTOHUHOBOIO CHHAPOMA.

HastokcoH ¥ HaNTPEeKCOH ABJISIOTCS cnenuduueckumu antaronuctamu Ilpocunona.

Oco0ble ykazaHus

[IpotuBonokazan jgersiMm B Bo3pacte Jo 18 ner. [lpumenenue mnpenapara B3pOCIBIMH,
UMCIOIIUMH  XPOHHUYECKHE 3a00JIeBaHUs, BO3MOXXHO C OCTOPOXKHOCTBIO IO aOCOIIOTHBIM
MOKa3aHUsIM M [OJ 0co00  TIIATEIbHBIM  HAOTIONICHUEM  BBICOKOKBAJIU(HIIMPOBAHHOTO
MEJIMLIUHCKOrO0 TMEepCcoHala B  YCJIOBHSX CHEIHMATM3UPOBAHHOIO CTAllMOHapa C  LEJbIO
CBOEBPEMEHHOTO BBISIBJICHUSI CHMITTOMOB BO3MOXHOH MEepeI03UPOBKU M 0OOUHBIX 3((HEeKTOB.

B nepuoj nedenus He jomyckaercs ynorpediaeHue 3TaHoa. Bo3MOXHO pa3BUTHE MTPUBBIKAHHS
M CHHIPOMA «OTMEHbI». Y MaIlMeHTOB CO CKJIOHHOCTBIO K 3JI0YNOTPEOICHHIO JIEKApCTBEHHBIMH
npenapatamMi WM HApKOTHYECKOH 3aBUCHMMOCTBIO JiedueHHe [IpocuoaoM 10KHO TPOBOAUTHCS
KOPOTKMMHM KypCaMH M MO MEIUIIMHCKUM HAOJIOIEHUEM.

[Tpu npumenenun [Ipocumona, kak U B cirydae ApyruxX OMUOM/I0B, BO3MOXKHO Pa3BUTHE PEIKOTrO,
HO CEpbE3HOr0 COCTOSIHUS, CBSI3aHHOIO C HEJOCTAaTOYHOH BBIPAOOTKON HaIIOYEUHUKAMH
koptuzosia. Heobxomumo npucranbHoe HaOJIOJEHHE MAlMEHTOB MPU MOSBICHUM CHMITOMOB
HEJIOCTAaTOYHOCTH HAJITOYEYHUKOB: TOLIHOTA, PBOTA, MOTEpsl amleTUuTa, yCTaloCTh, CIa0O0CTh,
TOJIOBOKPY’KEHHE, CHUXKEHHE apTepualbHOro JasieHus. llpm nojgo3peHuH Ha pa3BUTHE
HEJI0CTaTOYHOCTH Ha/IIOYCYHUKOB HEOOX0IMMO MpOBE/ICHUE COOTBETCTBYIOLIUX

JUArHOCTHYCCKUX TECCTOB. HpI/I IMOATBCPXKJACHUH JHATHO3a IMOKA3aHO JICYHCHHUC IIpcliapaTaMu



KOPTHKOCTEPOHJIOB, a TaKKe CHIKEHHE JI03bl M rocTeneHHas oTtmena IIpocupona (ecim
MPUMEHUMO).

[lpu uutenpbHoM npuMeHenuu [Ipocuiona, kak M B cilydae JPYrUX OIMOHMJIOB, MOJXKET
HaOJIIOIaThCS CHIDKEHHE YPOBHSI MOJIOBBIX TOPMOHOB. [lalMeHThl MOryT OTMEYaTh CHHIKEHHE
JTUOUJIO0, IPEKTHIILHYIO TUCHYHKIUIO, AMEHOPEIO, OECILIONHE.

BiiusiHue Ha COCOOHOCTH YNPABJISITH TPAHCIIOPTHBIMH CPEACTBAMH, MEXaHH3MAMH

B nepuoj jiedeHus: HeOOXOMMO BO3JIEPIKUBATHCS OT YIIPABJICHHS TPAHCIIOPTHBIMU CPEACTBAMM,
MEXaHH3MaMH M 3aHATHHA MOTCHIMATBHO OMACHBIMH BHIAMHU JICATEIBHOCTH, TPEOYIOIUMHU
MOBBIIICHHOW KOHIICHTPALIUU BHUMAHUS M OBICTPOTHI IICUXOMOTOPHBIX PEAKIHH.

®opMa BbIITYCKA

Tabnetku noabs3praubie, 20 mr. [1o 10 TabneTok B KOHTYPHYIO SSYEHKOBYIO YIIAKOBKY M3 IIJICHKH
MOJIMBUHUJIXJIOPUIHOW W (OJIBTH  QIIOMHHHEBOM MM TMOKOH YINAKOBKM Ha OCHOBE
amoMuHueBo ¢osbru. [lo 1 uam 2 KOHTypHbIE SYEHKOBBIE YIIAKOBKHM € WHCTPYKLHEH I10
MPUMEHEHUIO B AYKY M3 KapTOHA.

YcioBusi XpaHeHHs

B COOTBETCTBHM C NpaBHJIAMH XpaHEHHWS HAPKOTHYECKHX CPEACTB, BHeceHHbIX B Crmcok I
«[TepeuHsi HAPKOTUYECKHX CPEJICTB, IICUXOTPOIHBIX BEHIECTB M UX MPEKYPCOPOB, MOJUICIKAILUX
KOHTpoio B Poccuiickoi Penepanuu».

B 3amuiineHHoM OT cBeTa MecTe MpH Temriepatype He Bbiie 25 °C.

XpaHUTh B HEJIOCTYITHOM JUIsA IeTEH MecTe.

Cpok roanoctu

5 net. He npuMeHsTH 10OC/Ie UCTEUYEHHUsI CPOKA MOJIHOCTH, YKa3aHHOI'O HA YIIaKOBKE.

YcaoBust oTmycka

OTmyckaroT 1O pelenty ¢ OrpaHHYEHUSIMH, [PEJIyCMOTPEHHBIMH JUI HApKOTHYECKUX
IpernapaToB.

IIpousBoauTe/IB:

®enrepaibHOE IOCY/IAPCTBEHHOE YHUTAPHOE NpeanpusaTHe « MOCKOBCKHIM 3HIOKPUHHBIA 3aBOJ»
HOpumnueckuit aapec: 109052, r. Mocksa, yi1. HoBoxoxioBckasi, 1. 25

IIpouseoocmeo 20mo6ou 1exapcmeenHou hopmbi:

r. Mockga, yi. HoBoxoxmoBckas, 1. 25, ctp. 2

Buinyckarowuit konmpone kavecmea:

r. Mockga, yin. HoBoxoxiioBckas, 1. 25, ctp. 1



Baajaesenn perucTpanMoOHHOIO Y/A0CTOBePeHHsI/HAUMEHOBAHHUE, Aa/Ipec  OpraHH3alMH,
NPUHUMAIOIIEH MPeTeH3HH MOTpedHTe s

denepaiibHOE rOCYIAPCTBEHHOE YHUTApHOE MpeaAnpustHe «MOCKOBCKHI SHIOKPHHHBIH 3aBOJI»
Poccus, 109052, r. Mockaa, yi1. HoBoxoxioBckas, 1. 25

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

http://www.endopharm.ru

HavyanpHUK ynpaBJIeHHS 110 BHEJPEHHUIO ; Q
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