@ A0 Oskigupy T 9 0 - 20 16
HOO®EH 250 mMr taénerkn
Jlexapctaennoe cpencteo  NFNT250ReRegBY/04/2016 1 1.02 Bepcusa 04  ®eBpaan 2016

UHCTPYKIHS 10 MeAHUAHCKOMY NPHMEHEHHIO Crp. 1us 4
JIEKAPCTBEHHOIO CPEACTBA '
HOO®EH 250 mr COTJAACOBAHO
TabseTkn MUHUCTEPCTBOM 31PABOOXPAHEHUS
-~ PECNYBJIMKH BEJAPYCh
IIpikas MHHACTEPCTBA 3/PaBOOXPDAHEHILA
Ha3Banue JlekapcTBeHHOr0 cpecTBa P ec"yf?””“:egﬁ}"‘ S 36
HOO®EH 250 Mr tabieTku or o el

VNP =3 or 0408 2062
Mexcoynapoonoe nenamenmoesannoe nazeanue: phenibut.

Kparkas xapakrepucTHKa roToBoii 1ekapcTBeHHOI ¢popMbI
ITnockouummupryeckue TabeTKH OT 6€IOro 10 GENOro Co CabhiM KEITOBATEIM OTTEHKOM
1BeTa ¢ pacKoit M PUCKO# ¢ OAHOM CTOPOHBI TA0IETKH.

CocTaB 1eKapcTBEHHOTO cpeacTBa
Heiicmeyioweee eewjecmeo: y-amuHo-B-peHHIMACIISHON KHCTOTHI ruapoxyiopux 250 Mr.

Bcnomozamenvnvie eeuecmea: naxrosa momoruapar, Kpaxman kaprodensHsii (E 1401),
Kanbiug creapart (E 572).

®opMa BhIycKa
Tabnetxku 1 npreMa BHYTPB.

©®APMAKOJIOTHYECKHUE CBOMCTBA

®apMakoTepaneBTHYECKAS TPy
IIpoune ncuxocTuMyIATOPE! M HOOTponHBIE cpeacTsa. Kog ATC: NO6BX22

PapMakoAMHAMHKA

Heiictyiomee BemectBo Hoogena (y-aMHHO-B-peHUIMACIIAHONR KHCIOTHI THIPOXJIOPUL)
MOXHO pacCMaTpuBaTh KaK NPOM3BOAHOC y-aMuHOMAacnsHo# kucinorsl (CAMK) mmm kak
npousBofHoe B-penunstunamuna. Hooden obmamaer HOOTPOIIHOM aKTHBHOCTBIO, a Kak
npousBoaHoe 'AMK o6nanaer ankcHomUTHYECKMM (TpaHKBHIM3HpYIOMIMM) AeicTBHeM. He
BIHSACT Ha XONMMHO~- M a[ipeHopenenTopsl. Hooen uieH mpoTHBOCY I0pOKHOH aKTHBHOCTH.

HoodeH yaiunser naTeHTHBIH NEPHOA HUCTArMa M yKOPadMBAET €ro IPOJODKUTENBHOCTh H
BBIPOXXCHHOCTB.,

PapMaKOKHHETHKA

JlexapcTBeHHOE CPEACTBO XOPOIIO BCACKIBAETCS MOCTE npreMa BHYTPb U TIPOHHKAET BO BCE
TKaHH OpraHu3Ma, IpeONO0NeBaeT reMaTosHuedannueckuit 6apbep. B TKaHH TOIOBHOTO MO3Ta
NpoHUKAeT oxkono 0,1% BBefeHHOH HO3BI JIEKAPCTBEHHOTO CpPEICTBA, IPHYEM y JHI
MOJIOZIOTO M IIOXKHJIOrO BO3pacTa B 3HAYHTENLHO Gonbimed cTemeHu. MeraGonusmpyercs B
neueHy — 80-95%, no bapmaxonornyecks HeakTHBHBIX MeTaGoaUTOB. OKOIO 5% BEIBOIMTCS
TI0YKaMH B HCU3MEHHOM BH/ie. [Ipu OBTOpHOM BBEACHHH KyMy AL He HAGIIOAETCH.

Ioxa3anusa Kk npuMeHeHHIO

HIpHMEHSIOT TIpH NOBBIIIEHHOH HEPBHON BO3GYIMMOCTH (HEBpacTeHHUs) H HAPYIIEHHUAX CHa.
Y nerelt — 14 JicUeHUs 3aUKAHUS, THKOB.
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HOO®EH 250 mr rabneTiun _______PecoySumsu Besapyce
JlexapctBenHoe cpencteo  NFNT250ReRegBY/04/2016 11 02 Bepcusa 04  ®espaan 2016

HHCcTpyKuAs 00 MeAHIHHCKOMY NPHMEHEHHI0
JIEKAPCTBEHHOI'0 CPEACTBA

Crp.2 u3 4

Crnioco6 npuMeHenns u 10361

Hooden TabneTkn npuHEMAIOT BHYTPb HOCIIE €11bI, 3aNHMBas BOJOM.

JIMHTENBHOCTE  Kypca  JICUCHHS ONpENENSeTcs BpadoM C  YYETOM 3aboseBaHus,
NIEPEHOCUMOCTH JIEKAPCTBEHHOTO CPEICTBA M IOCTHTHYTOTO 3¢ dexTa.

TabneTky MOXHO pa3[enuTh Ha JB€ paBHBIE TO3EL

IIpu nosviuennoii nepenoii 6036youmocmu (Heepacmenus) u Hapywenuax cHa

ITo 250-500 Mr 3 pasa B feHs.

Beiciune pasoBele TO3BI: 1 B3pOCIBIX — 750 MT, JUIS ML crapie 60 ner — 500 mr.

Kypc neuenns — 2-3 nenemn. Ilpu HeobxoqumMocTn KYPC MOXHO IPOIJIUTH 10 4-6 HENENb.

Ipumenenue y demeii u nodpocmxoe (013 neyenus 3auxanus, muKog)
Hetsm B Bospacte 1o 8 et no3a cocrasmster 125 mr 3 pasa B JIeHb, B Bo3pacTe oT 8 10 14 ner
— 250 mr 3 paza B fienb. Jletsam ctapme 14 JieT Ha3HAYAKOT 70361 VIS B3pOCIBIX.

Ilpuvenenne TaGneTHPOBAHHBIX  JIEKAPCTBEHHBIX dopm y pereit Mnamme 6 et
COTIPOBOMIACTCS NMOBBIICHHBIM PHCKOM aCIHMpalliH, TaK Kak NOJIHOCTBEO KOHTPOJb Haj
TIOTATENbHBIM peIIeKCOM pasBHBaeTCSA K ILIECTHJIETHEMY Bo3pacty. s [IPUMEHEHHS Y
JIETCH B BO3pacTe M0 6 JIET PEKOMEHIYETCS IPUTOTOBJICHHE TIOPOIIKA MM CYCIIEH3MHM B
YCIIOBHSAX allTeKH U1l TOYHOCTH JO3HPOBAHHAL.

Hayuenmo! ¢ napywenusmu @ynxyuu nevenu

Y NauueHToB ¢ HapyeHUsMH (DYHKIMH [EYEHH BHICOKHE JO3EI JICKapCTBEHHOTO CPEeACTBA
Hoodern Moryr BeI3BaTh remaToTOKCHYECKHi abdexr. Ilanmenram [anHOM rpymmsl
Ha3HA4AIOTCA MCHBLINE I03BI JICKAPCTBEHHOTO CPEJICTBA IO KOHTPOJIEM (GYHKIMH [IEYEHH.

Tlayuenmor ¢ napywenuamu pynxyuu novex

IlpiMeHenne NeKapCTBEHHOTO CPeNCTBA MPOTHBONOKA3AHO MAIHEHTAM C OCTpOH IMOYECYHOIH
HEJ0CTaTOYHOCTBIO.

Ipu jHTeNbHOM MPHMEHEHNH Y NIAUMEHTOB ¢ HAPYIICHHSIMH GyHKIMY NeYeHH W/WiK MoYeK
HEOOXOIMMO KOHTPOJIMPOBATH OKa3aTeH BYHKIHH [I0YeK U [EUYESHH.

Ecnu NPOITYCTHJIM IPUEM, IIPUMUTE JICKAPCTBEHHOE CPEJICTBO, KaK TOJBbKO BCIIOMHHUTE 00
9TOM, HO NPOIIYCTUTE, €CIIN YKC IMOYTH BPEMA CIIENYIOLIETO IpuemMma.
anorz[a HE NPUHUMANTE NBOMHEIE Z03bI I 3aMENICHUS HpOHyIIIeHHOf/'I JO03BbI.

IToGouHoe gelicTBHE

Hooden, kax u spyrue nexapcTBeHHBIE CPECTBA, MOXKET BhI3BIBATH MOGOYHEIE ACHCTBHS,
KOTODBIE MPOSIBJISIOTCS HE Y BCEX MALIUEHTOB.

Knaccudukanus HexenarenpHbIX NOGOYHBIX peaKuMi MO YacTOTe Pa3BHTHA: OYEHb YacTO
(= 1/10); wacro (> 1/100 o < 1/10); Hewacto (= 171000 mo < 1/100); pemxo (> 1/10 000 no
< 1/1000); ouens penxo (< 1/10 000); He u3BecTHO (HEBO3MOKHO OIIPEAENHTH MO AOCTYIIHBIM
JTaHHBIM).

Hapywenus co cmoponvi nepenoii cucmemvl: He H3BECTHO — COHJIMBOCTS (B Havase eyeHus),
YCHIICHUE  pa3NpaXMTENbHOCTH,  BO30OYXIEHHE, TPEBOXHOCTb, TOJNOBHasS GO,
TONOBOKpYXeHHE (IpH TNpHeMe B Jo3ax Oojee 2 T B JeHb, IPH CHW)XXEHWH 03Bl
BBIPAKEHHOCTH IIOGOYHOTO JIEHCTBUS YMEHBIIACTCS).
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JlexapcTBEHHOE CpeCTBO NFNT250ReRegBY/04/2016 11 02 Bepcnsa 04  ®eBpaan 2016

HHCTpyKnMs 0 MeAHHHCKOMY NPHMEHEHHIO

Crp.3u3 4
JIEKAPCTBEHHOI0 CPEACTBA

Hapywenus co cmoponwr ocenydouno-xumeunozo mpakma: He H3BECTHO — TOINHOTA (B
Hayajie JICYeHH s ).

Hapywenus co cmoponv xodicu u nodkosicHvix mxaneii: PEIKO — aJIEpTHYECKHE PEaKIMu
(koXHas ChINb, 3y1).

Hapywenus co cmoponvr newenu u JHCen4esbl6O0AWUX Nymeli: HE W3BECTHO —
TeIIaTOTOKCHYHOCTH (NP [UIHTEBHOM IIPHMEHEHMH BBICOKHX J[03).

Hosydensl coobImenns o CiIyyasx pa3BHTHS SMOLHOHATBHOMN HEYCTOMYHMBOCTH M HAPYIICHHUI
CHA y ICTeH 10C/Ie IPHEMA JIEKAPCTBEHHOTO CPEIICTBA.

He Ha6moz(aercx 3aBHCHMOCTBb OT JIEKApPCTBEHHOI'O Cpe€acrna, HOOCI)CH HC BBI3BIBACT
«CHHAPOM OTMEHBI». B JIATEPATYpE UMEIOTCS JAaHHEIE 00 OTIACIbHBIX CiIy4YasdX NMpPHBBLIKAHUA,
BbI3BAHHBIX MPHMEHECHUEM JICKapCTBEHHOI'O CpEACTBA.

B ciiyyae BO3HMKHOBEHHS IOGOYHEIX PeaKuyii, B TOM 9HCIE HE YKa3aHHBIX B HHCTPYKIHH 110
IPUMEHEHUIO, HEOOX0AUMO OOPaTHTHCS K Bpady.

IIpornBonoka3anus

IIoBBIIIEHHAS YyBCTBHUTENBHOCTH K ACHCTBYIOIIEMY BEINECTBY MJIH BCIIOMOTATEIbHBIM
BEIIECTBAM JIEKAPCTBEHHOT'O CPEJICTBA.

Octpas moveyHas HeJOCTATOYHOCTS.

Ilepron 6epeMeHHOCTH 1 KOPMIIEHHS IPY/IBIO.

Ilepenozuposka

JlaHHBIX O CITy4asX Mepefo3UPOBKY HE MOCTYNAIO.

Cumnmompl: CORIHBOCTB, TOIIHOTA, PBOTA, TOJIOBOKpYXXeHHe. IIpy 1IHTeTbHOM IpUMEHEHHH
BBICOKHX JI03 MOXCT pasBHBAaThCA J03MHOGMINS, apTepHalbHas IMIOTEH3Us, HApyIICHHs
TIOYEYHOH AESTEIbHOCTH, XXHPOBAst AUCTPOGHS IeICHH (mpuem Gonee 7 r).

Jleuenue: MpOMBIBAHNE JKENTYIK, CHMITOMATHYECKOE JICUCHHUE. Cnenuduveckuit anTUROT
OTCYTCTBYeT.

Mepe1 npegocTopoxuocTn

Crenyer cobmonars OCTOPOXXHOCTH NAlMEHTAM C 3PO3UBHO-A3BCHHBIMH 3a00JI€BaHHAMHU
HKCIYROTHO-KUIICYHOTO TPAKTa U3-33 Pa3s/PaXaroIIero ACHCTBUS JIEKAPCTBEHHOTO CPECTBA.
OTUM NalMeHTaM Ha3HAYAKOTCSH MEHBLINE 0351 JIEKapCTBEHHOT'O CPENCTBA.

IIpu anuTeNbHOM MPUMEHEHHH HEOGXOIMMO KOHTPOJIHPOBATH MOKa3aTeNM nepudepudeckoit
KPOBH H (DYHKIMH II€YECHH.

Ecin Bo Bpems mpuema JieKapcTBEHHOTO CpeaCTBA CHMITOMBI 3a60/EBAHHS COXpaHSAIOTCS
HIIH IIPOUCXONHUT yXy/IICHHUE COCTOAHHAS, HEOOXOMMMO 0GPAaTHTLCS K Bpady.

Hoogen 250 mz mabremxu codepocam naxkmosy. He cnemyer npuMEHsATh manmeHTam c
BPOXZCHHOH HEIIEPEHOCHMOCTBIO TalaKTO3bl, JAEMHIHTOM IaKTa3shl HIH C [IIOKO30-
raJlakTO3HOM MasbabcopOImei.

IIpumenenne Bo Bpems GepeMEHHOCTH H B IIePHOA KOPMJICHHS IPY/AbIO

[IpumeHenne Bo Bpemst GEpeMEHHOCTH H B [EPHOL KOPMJIEHHS TPYBIO NPOTHBONOKA3aHO,
T.K. OTCYICTBYIOT a[€KBaTHBIC M XOPOIIO KOHTPOJHPYEeMble KIMHHYECKHE HCCICIOBAHUS O
6€30I1aCHOCTH IPUMEHEHNS JTEKAPCTBEHHOTO CPECTBA B STH HEePHOIBL.
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I/IHCprKlﬂlﬂ 10 METHIHHCKOMY IIPHMEHECHH IO
JICKAPCTBEHHOI'O CpE/JACTBA

Crp.4u3 4

B OKCIICPUMEHTANIBHBIX HCCIENOBAHUSX Ha JXHBOTHBIX HE YCTaHOBJICHO MYTarcHHOTO,
TEPATOTCHHOI'O U 3M6pI/IOTOKCI/I‘ICCKOFO JICUCTBHSA JICKAPCTBCHHOT'O CPEACTBA.

Binsinue Ha cnocoGHOCTL ynpaBisTL TPAHCIOPTHBIME CPeACTBAMH H 00CJYKHBATH
MEXAHU3MBI

IlanpenTaM, y KOTOPBIX HaGIOZAIOTCS COHJIMBOCTS, TOJIOBOKPY)XCHHE WM JpYyTHE
HApYLICHUA CO CTOPOHBI IICHTPANTLHOH HEPBHOH CHCTEMBI, BO BpeMs JICUEHHS HE CIEAyeT
YIPABIATH TPAHCTIOPTHBIMH CPEACTBAMH HIIH OOCITY>KMBATH MEXAHU3MEL

BsaumoneiicTBHe ¢ ApyruMu JreKapcTBeHHBIME CpeACTBAMH

Kom0OunupoBanue IekapcTBeHHOro cpeacTsa Hooden ¢ gpyrumm neuxoTponssME
CPeACTBaMH TpeOyeT MpeNBAPHTEIBHON KOHCYNbTAMH Bpada W HAOIIONCHHS Bpaya B
MPOLECCE JTCUECHHUS.

He pexomeHnyercs onHoBpeMeHHOe Ha3HaueHHe JIeKapcTBeHHOro cpeactea Hooden c
KapbaMasenMHOM, OKCKap6a3eHHOM WK HHruduTopamu MAO.

Cpoxk rognocTn

4 roga. He IPUMCHATH JICKAPCTBEHHOE CPCACTBO IIOCJIE HCTCUYCHHUSA CpOKa TOAHOCTH,
YKa3aHHOI'O Ha YIIaKOBKE.

YcaoBus xpanenus
B cyxoM, 3ammmineHHOM OT cBeTa MecTe mpu TeMIieparype He Boiie 25 °C.
XpaHUTb B HEIOCTYIIHOM IS JIeTei MecTe.

Ynakoska

10 Tabnerox B KOHTYPHOM S4YEHKOBOM YIIAKOBKE M3 IUIEHKH NOJMBUHUIIXTIOPHHOM U GONBrH
ATIOMHHHEBOIA.

2 6muctepa (20 TablIeTOK) B MauKe KAPTOHHOM C BIOKEHHO!M HHCTPYKIHEH 110 IPUMEHEHHIO.

YcaoBus ornycka u3 anrex
ITo peuenty Bpaya.

IpoussoxuTe.IsL M BiIajKe/ 1€l PErHCTPALHOHHOIO YAOCTOBEpEHHSA
AO «Omnaitadapm».
Anpec: yn. Pynuuny 5, Onaitae, LV-2114, Jlarsus.

Aodpec opzanusayuu, npunumaroweii na meppumopuu Pecnybnuxu Benapyce npemenzuu
om nompebumeneii no Kauecmesy npodyKkyuu (mosapa):

Hpencrasurenscreo AO «Omnaiindapm, r. Munck, yn. KpacHossesmnas, 1. 18 «By, k. 501,
Pecny6:iuka benapycs.

HaTa nocJiexHero 0GHOBJICHHS ONHCAHHUS JIEKAPCTBEHHOro cpeacTBa: ¢espans 2016 .



