OBHIAA XAPAKTEPI/ICTI/IKA JJEKAPCTBEHHOT O IIPEITAPATA
~ . (undopmanus Aas CIIEIHAIHCTOB)

1. HAI/IMEHOBAHI/IE .HEKAPCTBEHHOFO IIPEITIAPATA
MEKCUBE]I, Ta6nefn<1;1; TIOKpHIThIE 06ONOUKOH, 125 MT.

2. KAYECTBEHHBII M KOJMYECTBEHHBII COCTAB

Jleticmsyroujee eewjecmeo METHISTUIIIHPHAMHOA CYKIIMHAT — 125 mr (Ha ogHy TabNETKY).
JlaHHEIHA IeKapCTBEHHBIH Npenapar COASPXKHUT JIAKTO3y MOHOTU/par.
TToHBIA COMCOK BCIIOMOIaTEIbHBIX BEILIECTB CM. B ITyHKTE 6.1.

3. JEKAPCTBEHHASI ®OPMA N
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JIomycKaroTCs HEPOBHOCTH IIEHOYHOTO noprrm;! Ha nongﬂﬁ%‘(géfﬂiﬁ%ﬁ‘feﬁ’éﬁ i

LAPBEAS S VHIICTEPCTRA SAPABOOX Bl

4. KINHUYECKHUE TAHHBIE , Pecryinuky Benspycs
4.1 Toka3aHus K NPAMEHEHHIO o “MZOZO‘? < A -
. P Denee, 72 o 5, {.au“fdl’

B cocmase xomnnexcHot mepanuu npu: e e
- IOCNECTBHUSIX OCTPHIX HApYNIEHMH MO3rOBOTO KpOBOOOpAIIeHMs, B TOM HHCJIE IOCIC
TPAH3UTOPHON MIIEMHYECKON aTaku, B (ase CyOKOMIICHCALMH B KadUeCTBE Mpo¢HIAKTHUCCKUX
KYpCOB;

- 5HIIe(ANONATHH Pa3IMYHOTO reHe3a (IucMeTadoIuIecKas, oCTTpaBMaTHHeCkas, CMelIaHHas); .
- JIETKOM Y€peITHO-MO3IOBOM TpaBMe, MOCICACTBUAX YepemHO-MO3rOBOH TPaBMBI;

- ITKHX KOTHATHBHBIX PacCTPOHCTBax Ha (OHE aTePOCKICPOTHYECKOTO NMOPaXCHUS COCYNOB
TOJIOBHOT'O MO3ra.

4.2 PexxuM 103UpOBaHHS H C0CO0 MpUMEHEHMSs

JlekapCcTBEHHOE CpPEICTBO NPHHHMAIOT BHYTPh IO 0,25-0,5 r/cytkun B 2-3 [pHEMa;
MakcuMaibHas cyToddas go3a — 0,6-0,8 r. JUTMTENBHOCT JICYCHHA COCTABIACT 2-6 Henelnb.
PexxM [I03MpOBAaHHs MOAGHpPAETCA HHIMBUAYAIbHO, B 3aBHCAMOCTH OT CTCICHH TSKECTH
3a60o1eBanms. JleyeHre MPeKpalIaloT MOCTEICHHO, YMEHbIIIAs 103y B TEICHHAE 2-3 nHeH.

4.3 IlpoTuBONOKA3aAHHUS

OCTpbIe HapyIeHHs GYHKIHH IEYEHH H/WIH TIOYEK,

TOBBIIICHHAs YYBCTBUTEIBHOCTD K JIEKAPCTBEHHOMY Ipenapary,

OepeMEHHOCTB,

JIaKTaIus,

JI€TH | NOAPOCTKH 10 18 JeT, B CBA3M € OTCYTCTBHEM JOCTATOYHBIX KIHHHICCKUX aHHBIX.

4.4 Ocobble yKa3aHHSA H MepPbl NPEAOCTOPOKHOCTH NPH NPUMEHEHUH

[lanuenTamM C aprepuatbHBIM JaBieHneM OGosnee 180/100 MM pT. CT., KPH3OBBIM TCHCHHCM
apTepHaIbHOM runmepTeH3ud  Tpebyercs INpeABapuTeNbHAi — KOPPEKIMA apTepUaNIbHOM
TMIEPTCH3WH U CeIaTMBHAs TEPAllHs, a TAKKe KOHTPOJb apTepHaNbHOro NAaBICHUS BO BpeMs
TpOBE/ICHUS TEPANHH.

B CBA3H C COJIEp)KaHUEM JIAKTO3BI, JICKAPCTBEHHOE CPEACTBO HEOOXOIMMO C OCTOPOXKHOCTBIO
Ha3HAYaTh MALMEHTAM C PEIKON BPOXKICHHOH HENEPEHOCHMOCTBIO TIajlaKTO3bl, nedunuroM
naxTassl Jlanna win MaasabcopOuHe IIIOKO3bI-raJIaKTO3BI.



Hynrens . Lo ;
4.5 B3aﬂMOHeﬁCTB“e ¢ JApyrumMHu ﬂeKaPCTBeHHblMﬂ npe “‘Bg’ra APYFHC: Bl

B3aHMO/AeHCTBUA

VeunuBaeT — ACHCTBHE —~ OEH30Ma3eNMHOBBIX ~ aHKCHOIMTHKOB, - IPOTUBOIMUIEITAYSCKHX
(xapbamasenyH),  MNPOTHBONAPKUHCOHMHECKNX (meBosoma)  MpenaparoB. YMeHbUIACT
tokcudeckue 3¢ ¢GeKTsI 3TaHOMA.

4.6 ®epTHILHOCTH, GePEMEHHOCTD H JAKTALH

BesomacHOCTh IIpHMEHeHHs nperapata Mekcuben B IepHol GepeMEHHOCTH M JIAKTallMk HE
YCTaHORJIEHa, 10 9TOM NPHYHHE NPHMEHEHUE Ipenapara BO BpEMi GepeMEHHOCTH U B MEPHOLL
JIaKTalli¥ MPOTHBOIOKA3aHO. .

4.7 BausiHMe HA CHOCOGHOCTH YNPABIATH TPAHCHOPTHBIMM CPeACTBAMH H paboraTth ¢
MeXaHH3MaMH o

VunTbiBas BO3MOYXHbIE HEXEJATENbHBIE PEaKIuy, B NMEPUOJ JICHCHHA HeoOX0MMO coOMOAaTh
OCTOPOXHOCTB IIPH BOXICHHHM aBTOTPAHCIIOPTa U 3QHATHM JPYTAMH NOTEHIHAIBHO ONACHBIMU
BUJIAMH JICATEIBHOCTH, TPeOyIONUMH [OBBIIIIEHHOM KOHLCHTpAl[Md BHUMaHUA H OBICTPOTHI
HCHXOMOTOPHBIX PEAKIIHH.

4.8 HexeaaTeJbHbIE pEAKIHHA

Co cmopoHbl NuWeeapumenbHoU CUcheMpl: TOIHOTA, CyXOCTb BO pTy, JHapesi, METEOPH3M.
Ipoyue: AIEPrUYECKHE PEaKLUH, HAPYIICHUA CHa (COHIMBOCTD MM HApyIIECHHE 3aChINaHUsN).
Coo6menne 0 noA03peBaeMbIX HexeJaTe/IbHbIX PeaKIHAX

BaxHo COOGHATh O TOJO3PEBAEMBIX HEXENATENBHBIX —PEAKIHMAX IOCIe perucTpalnuu
JIEKapCTBEHHOTO Mperapara ¢ HEJIbIo obecriedeH s HEMPEepPbIBHOTO MOHUTOPHHIA COOTHOIICHUA
«IOMB3a — PHCKY JIEKApCTBEHHOro mNpemnapara. MenuuuHCKAM paGOTHHKaM PEKOMCHAYCTCA
cO0OMmMATh O JIOOBIX IIOA03PEBAEMBIX HEKENATCIBHBIX PEaKIMiIX JIEKapCTBEHHOIO Mpenapara
yepe3 HAIMOHAIBHYIO CHCTEMY COOOIIEHHS O HEXeNaTeIbHbIX pPeaKUuiX (YIT1 «llentp
SKCIIEPTH3 ¥ MCTIBITAHUHA B 3]PaBOOXPaHCHUHY, http://www.rceth.by).

4.9 Ilepeao3npoBKa

Cumnmombl: HapylleHus cHa (GeccoHHHIIA, COHJIMBOCTB).

Jleuenue, Kax TpaBuno, He TPeOyeTcs, MOCKOJIbKY CHMIITOMBI HCUE3al0T CaMOCTOATENIBHO B
TeyeHHE CYTOK. B TXENbIX clydasx Mpu GeccoHHHMIle — HATpasenaM 10 Mr, okcasenaMm 10 Mr
WM JiMa3enaM S5 MI. :

5. DPAPMAKOJIOTHYECKHUE CBOMCTBA
5.1 dapMaKoaMHAMHYECKHE CBOHCTBA

®apMaKoTepaneBTHYECKAsl IPYNNA: NPOIHC JICKAPCTBCHHBIC Cpe/icTBa, NPHUMEHSEMBIE TUIA
JleueHus 3a00eBaHi HEPBHO! CHCTEMBL.
Koa ATX: NO7XX.

5.1.1 MexaHH3M JAeiiCTBHA :

OkaspBaeT AHTHOKCHIAHTHOE, AHTHTHIOKCAHTHOE, MEeMOPaHONPOTEKTOPHOE, HOOTPOITHOE,
AHKCHOJIMTHYECKOE, POTHBOCYAOPOXKHOE jelicTBre. [loBbILACT YCTOMYMBOCTh OpraHu3Ma K
CTpecCy, BO3ACHCTBHIO OCHOBHBIX TOBPEKAIOIINX (aKTOpoB M K KHCIOPOJ03aBUCHMBIM
[aTO/IOTHYECKUM  COCTOSHHMAM  (IIOKY, THIIOKCHH, HINCMHUH, HapyIIEHUIO  MO3TOBOTO
KPOBOOODAILICHHS, HHTOKCHKAIIMH AJIKOTO/IEM 1 AHTHUIICHXOTHYECKUMH Npenapatamu). O0nanaet
YMEPEHHBIM THIOTHIHAEMHIECKUM neiicrereM. CrabuiusupyeT MeMOpaHHBIC CTPYKTYPEI
KJIETOK KpOBH, IOBBIIAET YCTOHYMBOCTD TPOMGOUMTOB M JIEHKOLMTOB [IpH TEMOJHIC,
HUBENMpPYET BHI3BAHHBIE THIOKCHEH HM3MCHCHUS (DU3MKO-XUMHYECKMX CBOHCTB KICTOUHBIX
MeMOpaH HepBHOM TKaHH (YMEHBINACT BA3KOCTH NTAOMAHOTO OUCIION, YBEIMYUBACT TEKYdECTh
MeMOpaHBbl ¥ IOBBIAET COOTHOIICHAC JIMOHA-6eI0K), 9TO GIArONpHATHO CKa3hIBACTCA HA €€
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JIAMAZIOB, IOBBIMIACT AKTHBHOCTh CYNECPOKCHAAUCMYTA3bl, yBeIl GHBACT-- BHYTPUKICTOUHOE L

coJlepKaHue HAM® u il M®, MofysiupyeT aKTHBHOCTb MEMOPaHOCBA3AHHBIX depmenTos (Ca-
HezaBHCHMON dochoauscTepassl, ancHUIATIHKIIA3E, ALIETUIXOJIMHACTEPA3bl), PELENTOPHBIX
xomIutekcoB (Oen3omuasennHoBeX, TAMK, Al[CTHJIXOJIMHOBBIX), YCHIIMBas HX CIIOCOGHOCTH
CBA3BIBATECS C PELENTOPAMH M YIIydillas TPAHCIIOPT HEHpOMEAHaTopoB H CHHANTUYECKYIO
nepenady. [[OBEILIaeT COAEP)KaHHE ONTAMHHA B TOJIOBHOM MO3T€. VY cunuBaeT KOMIIEHCATOPHYIO
aKTHBALMIO a’pOOHOTO TIIMKOJNH3a, CIOCOOCTBYET BOCCTAHOBIICHUIO MHTOXOHAPHATBHBIX
OKHCIIUTEIbHO-BOCCTAHOBHTEbHBIX TIPOIIECCOB B YCJIOBHSX THIIOKCHH, YBETHYHBACT CHHTC3
AT® u kpearundpocdara. YMEHbIIACT GEPMEHTHYIO TOKCEMHUIO H SHAOTCHHYIO HHTOKCHKAIHIO
IIPH OCTPOM ITAHKPEATUTE.

Viyuimaer naMaTh 1 paboTocnoco6HOCTs. OKa3pBaeT aHKCHONMTHHYECKOS JeiicTBUE, yCTpaHACT
TPEBOTY, CTPaX, HANPHKEHUE, OECIIOKOHCTBO, YIIy4IIacT SMOLIMOHAJIBHBIH CTATYC.

.

5.2 ®apMaKOKHHETHYECKHE CBOHCTBA
5.2.1 AGcopbuus

BeICTpO BcachlBacTCs IpPH IPHEME BHYTPb (nepuox monyabeopouuu — 0,08-1 y). Bpems
noctuxkeHust Cmax TIpH TIpHeMe BHYTpb — 0,46-0,5 4. Crmax HIpH NpHEME BHYTPb cocrapiser 50-
100 Hr/miL.

5.2.2 Pacnpenenenue

BrIcTpo pacmpenensercs B OpraHax M TKaHAX. CpenHee BpeMs yAepKaHus Npenapara B
opranusme — 4,9-5,2 4. Cas3biBaeTcs € GenxaMy KpoBH Ha 42%.

5.2.3 MeTa60/143M 4 BBIBEJICHHE

MeraGomusupyercs B IledeHM ¢ 0Opa3’oBaHHEM docdar-3-okcunvpuuHa M
[JIEOKYPOHKOHBIOTaToB. IlepBhiii METabOIHT — docdar-3-oKCHITHPHIUH — B KPOBAHOM pyCiIe IO/
BIMSHMEM LIENOYHOM Qocdarasbl pacnafaeTcs Ha OKCUNUPHIMH H pochopHylO KHUCIOTY.
Bropoit MeTaGoNHT ABJIAeTCA (papMaKoIOruIeCcKu aKTHBHBIM H oGHapyXuBaeTcs B Mo4e B 1-¢ 1
2-e CYTKM IOCle BBeleHHMA npemapara. Tperuit MeTaboNuT Takxe OOHapyXXHBAcTCi B MOUC.
YeTBepThlii M NATBIA METaGOMMTHl MPEACTABIIOT coGoil TIIOKYpOHKOHBIOraThl. lepnon
nonyBeIBeJeHUs T, TpPH TpHEME BHYTPh — 2,0-2,6 4. B cpemneM 3a 129 ¢ ModoH
skckperupyercs 0,3% npenapara B HEH3MCHHOM BHJC H 50% — B BHJIE INIIOKYPOHKOHBIOTaTOB.
Hambodee MHTCHCHBHO BHIBOAMTCS B TeYeHHe MEPBHIX 44 IOCIE TIpUeMa Ipernapara.
[lokazaTeqd BHIBEJCHHMS C MOYOH HEHM3MCHEHHOro Ipenapara H MeTaboJIMTOB  UMEIOT
3HAYMTE/IBHYIO HHIMBHUAYAIbHYIO BApHAOCIBHOCTD.

6. PAPMAIIEBTHYECKHUE CBOICTBA )
6.1 IlepeyeHb BCIOMOraTeIbHBIX BELIECTB

JIaKT03a MOHOTHAPAT; METHJILIEILUTION03a; MoBHAOH K-25; Kanbuus cTeapaT; KpeMHH JIAOKCH]T
KOJUTOM/THBIH Ge3BOHBIIA; KPOCKApMEIUIO3a HaTpHs; KapTodelbHBIH Kpaxmal, omnajpaii OebIi.
Cocmae o6onouxu onadpaii Genviti: TOIMBUHWIOBBIA CIHPT, YacTH4YHO TH/IPOJTA30BaHHEIH;
MaKpOroJI/TIOTH3THIICHTIHKOJIb; TallbK; THTaHa AHOKCHUIL.

6.2 HecoBMeCTHMOCTDH .
He npumennMo.
6.3 Cpok roaHoCTH

3 roxa.
TIpenapat Helb3s HCIOMB30BATH IO HCTEICHHH CPOKaA roJIHOCTH.



6.4 Ocobbie MepbI NPEAOCTOPOKHOCTH NPH XPAHCHUH

B 3alMIIeHHOM OT BJIard M CBETa MECTE IIPH TEMIICPAType HE BEII
XpaHHUTh NpenapaT B HEIOCTYITHOM I JICTCH MecTe.
VYcnoBus OTIIyCKa: no pelenry.

6.5 Xapaxrep " conepmaﬂne nepnnqﬂon YNaKOBKH

[To 10 Ta6ieToK B KOHTYpPHYIO .S4YEHKOBYIO YNAKOBKY M3 IUICHKA TIOJMBUHUIXIOPHIHON H
honpru amomuHueBoi. 10 TpH KOHTYPHBIC SYCHKOBBIC YIAKOBKM BMECTC C JIMCTKOM-BKJIAJIBILIEM
HOMEIAIOT B IAUKy B3 KapToHa.

6.6 Ocobbie M€EPbI NPpeaOCTOPOKHOCTH HNpH YHHYTOKCHHHU HCIOJIH30BAHHOI'0
JE€KaApPCTBCHHOI 0 npemnaparta HJIH 0TX010B, NoJIy4€HHBIX nocJje NPHMEHEHH A
JIEKAPCTBCHHOI'0 npenaparta wjin paﬁoTbl ¢ HUM

Hert ocoObIx TpeGoBaHuii K YTHITH3ALMH.
Bech OCTaBIIMIACS JTE€KapCTBEHHBIH npenapar u OTXOJIBI cnezxyeT YHHUYTOXHUTh B yCTAHOBJICHHOM
HOpSIKE.

7. IEPJKATEJIb PETUCTPAITMOHHOI'O YJIOCTOBEPEHUA

PVII «benMenmnpenaparsl», ot nME, -
Pecny6:uka Benapyce, 220007, r. MHHCK, & Na N
yi. dabpunuyca, 30, Ten./daxc:(+375 17) 220 37 16, - > S

e-mail: medic@belmedpreparaty.com cmivd

8. HOMEP PETUCTPAIIMOHHOT'O YIOCTOBEPEHUS

9. TATA IEPBUYHO! PETUCTPALIAUA
JlaTa nepBoit peructparmu: 6 urons 2008 r.
10. JATA IIEPECMOTPA TEKCTA



