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OBLIAS XAPAKTEPHCTHKA JJEKAPCTBEHHOT'O-IIPEITAPATA,,
1. HAUMEHOBAHUE JJEKAPCTBEHHOTI'O IIPEITAPATA

Banepuansl skctpakt, 20 Mr, TabJIETKH, IOKPBITHIE 000I0YKO.

2. KAUECTBEHHBIA 1 KOJJUYECTBEHHBIN COCTAB

Opna TabneTka COAEepXXUT AEHCTBYIOLIEro BELECTBA BallepHaHbl IKCTPaKTa I'yCTo-
ro u3 Bajepuansl KopHeBull ¢ kKopHaMu (K3JI (2,36-2,73):(0,73-1,27) umu (5,33-
1,73):1), axcTpareHT — 3THI0BBIA cupT 40 % (06/06) — 20 Mr (¢ comeprkaHuem
CIIOXKHBIX 3(HpPOB KapOOHOBBIX KHMCIIOT B II€pecueTe Ha 3TUJIOBBIH 3¢up Banepe-
HOBOH KHCJIOTHI — He MeHee 0,3 mr).

BcrmoMoratenbHble BEIIECTBA, HAIMYUE KOTOPBIX HAZO YYUTBIBATH B COCTaBE Jle-
KapCTBEHHOr0 Ipemnapara: caxaposa — 55,2 mMr (cM. pasnen 4.4).

[ToyHBIN NEpeYeHb BCIIOMOraTe/IbHEIX BEIECTB IIPUBENEH B pa3aerne 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPBITbIE 000TI0YKON

TabneTku, NOKpBITEIE 000JI0YKOMN JKENTOrO 1IBETA, C ABOSKOBBIMYKIIONW MOBEPXHO-

CTBIO.

4. KIMHNYECKHUE JAHHBIE
4.1. IToka3aHHus K IPUMEHEHHIO

[Ipenapat BanepuaHbl 3KCTPaKT IOKa3aH K NPUMEHEHHIO y B3pPOCHBIX WU JETel
crapuie 12 JieT IIpy MOBBILIEHHON HEPBHOW BO30YyAMMOCTH (HEBPAaCTEHHH) U Ha-
pPYLICHHUSX CHA.
[TpuMeHeHMe 10 yKa3aHHBIM Ha3HAU€HMsSM OCHOBBIBAETCS TOJBKO Ha OMBITE MpO-
IOJDKUTENIBHOIO IPUMEHEHUS.
4.2. Peskxum 103MpPOBaHUSA U CIOCO0 NpUMeHEHUSs

e [Ipu moBBbILIEHHON HEpPBHOW BO30yauMocTH (HeBpacTeHus): oT 20 Mr 1o
100 mr (1-5 Tabnerok), mpuHUMAaeMBbIX 10 6 pa3 B Je€Hb B 3aBUCHMOCTH OT OOIIei

NEePEHOCUMOCTH U JOCTIKEHHS CeJaTUBHOrO 3ddekTa.
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o Ilpu Hapymenusx cha: ot 20 mr mo 100 mp (1-5'rabierok) 3a,monyaca —
ONMH Yac [0 CHa, B Clly4yae HEOOXOAMMOCTH PEKOMEHIOBaH MpeIBapUTEIbHBIN
IIpUEM JIEKapCTBEHHOT 0 penapata (1-5 TabneTok) B BeuepHee BpeMs.
JAMUTENBHOCTE Kypca 3aBUCHT OT 0COOEHHOCTeH 3a60JIeBanusl, TOCTUTHYTOTO (-

(heKTa ¥ IEPEHOCHMOCTH JIeKapCTBEHHOTO Mpenapara.

Oco0bble rpynrbl NanyueHToB

Ilayuenmer ¢ Hapywenuamu GyHKyuu nevenu w/unu novex

HNudopmanus oTcyTCTBYET.

Hemu

besonacHoCTs npumeHenns y meteit no 12 et He ycTaHoBieHa. B cBs3y ¢ OTCyT-
CTBHEM JOCTaTOYHBIX NaHHBIX Ha3HA4YaTh NETAM 10 12 JieT He peKOMEeHIyeTcs..
4.3. IIporuBonoka3zanus

- THTIEPIyBCTBUTENBHOCTE K NEHCTBYIOLIEMY BEIIECTBY WM K JIO60MY U3
BCIIOMOT'aTeNbHBIX BEIIECTB IIPerapaTa, IepeuncleHHbIX B paszere 6.1;

- OepeMeHHOCTS (M. paszen 4.6);

- IIEpUOJ JIaKTauuy (cM. pasznen 4.6);

~ NETCKMH BO3pacT 10 12 et (cM. pasnen 4.4).

4.4. OcoOble yKka3aHUsi U MepbI NpeI0CTOPOKHOCTH NMPH MPUMEHEHHH

W3-3a mocrenenHoro passutus sddexra IpenapaThl BajiepUaHbl HE PEKOMEH[IO-
BAaHO NPUMEHATH B Cliy4asX 3KCTPEHHOH HEOOXOOUMOCTHM yMEHbIICHHS CHMIITO-
MOB IICHUXHYECKOTr0 BO30Y)KAEHUS ¥ HAPYILIEHHUIT CHA.

Ecin B Tedyenme 2 Henmens HempepsIBHOrO NpUeMa JIEKapCTBEHHOTO IIperapara
CHUMIITOMBI 3300JI€BaHKSA COXPAHSIOTCS MIIM MPOUCXOMUT YXyIILIEHHE COCTOSHHUS,
HEOOXOIMMO yBEIOMUTB MANMEHTa 0OPaTHTLCS K Bpauy.

Bcnom OraTeJIbHbIE BEIIECTBA

JlekapcTBeHHBIN mpemapaT COACPXHT Caxaposy. Ilannentam ¢ penko BeTpeyaro-
INEHCS HACIENCTBEHHOM HENEPEeHOCHMOCTHIO (QPYKTO3BI, TIFOKO30-TanaKkTO3HO

Manbabcopbuuelt umM AeQUUUTOM CcaxXapasbl-H30MANbTa3sl He CIeyeT MpHUHHU-

MaThb 3TOT npenapar.



4.5. BzaumopeicTBue ¢ JPYrHMH J1eKapCTBEHHBbIMH MpeHAPATAMHU H APYPHE
BHbl B3aHMOAEHCTBHA

JlaHHBIE 0 B3aUMONEHCTBUAX C NPYTUMH JIEKapCTBEHHBIMH IIpenapaTaMi OrpaHy-
YEeHBI.

KirHH9ecKu 3HaYuMBle B3aUMOJSHCTBHUS C IIpenapaTaMmu, MeTabo M3y PYFOIAMH-
- cs1 pepmentamu CYP 2D6, CYP 3A4/5, CYP 1A2 umu CYP 2El, He Habmona-
JIUCB.

KomMOuHaius npenapatos BanepuaHbl C CHHTETHYECKAMH CENATHBHBIMH CpELCT-
BaM# TpeOyeT HaOIIONeHUs Bpaya B PoLiecce TeUeHHs.

4.6. ®epTHABHOCTD, GePEMEHHOCTD H JAKTALMSA

BesomacHOCTs mpuMeHeHHs BO BpeMsl GepeMEHHOCTH U JIAKTAllUU He yCTaHOBIIe-
Ha. B CBSI3U C OTCYTCTBHEM NOCTATOYHBIX JAHHBIX IPHUMEHSTH BO BpeMs OGepeMeH-
HOCTH W JIAKTallUU HE PEKOMEHIyeTCs.

4.7. Bausinue Ha CMNOCOGHOCTH YNPAaBJAATH TPAHCIOPTHBLIMH CpeacTBaAaMH H
padoTaTh ¢ MeXaHH3IMaMH

B mepuon neueHus crnemyer oTkazaTeCcs OT YTpaBJIeHHUS] TPaHCIIOPTHBIMHU CPEJCT-
BaMH U BBINOHEHUS APYroi paboThl, KoTopas TpeGyeT MOBBILIEHHOT0 BHUMAHHS,
OBICTPBIX NICHXMYECKUX U IBUTATENBHBIX peakium.

4.8. HesxenartesibHble peaknHu

MHpopmanus o HexenaTeNbHbIX PeakUUiX M3N0KeHa B COOTBETCTBUH C CUCTEM-
HO-OpraHHOM KilaccuuKanmei.

Hapyienus co CTOPOHBI UMMYHHOM CHUCTEMBI:

- KOXXHaA ChIIIb,
- 3yI[,
- THIIEpEMHU 4,

-OTEK KOXH.

Hapymenus co CTOPOHEI HEPBHOM CHCTEMBI:

- TOJIOBHas 00JIb,
- obwas cimabocTs,

- COHJIUBOCTD,



- pa3paKUTEeNbHOCTB,
- TPEBOXHOCTS,
- CHMDKEHHsI paboTOCIIOCOOHOCTH.

Hapyienus co CTOPOHBI cepalia.

- OpaquKap/us Ipy MPUMEHEHUY B BRICOKUX [03aX,
- AQPUTMHS IIPY IPUMEHEHHH B BEICOKHUX J03aX.

)KCJ'[VI[O‘IHO-KHH.IG‘IHBIC HApYIIIESHUs:

- TOIIHOTA,
- 00U B XUBOTE,

- CHIDKCHHE MOTOPHKH KUINEYHHKA (3a110p) IIPU IPUMEHEHHH B BHICOKHX 103aX.

B ciydae BO3HUKHOBEHUS HEXeTaTebHbIX PEaKLuH, B TOM YHCIIe HE YKAa3aHHbIX B
MHCTPYKIIUH TI0 NPHMEHEHUI0, HEOOXOOHNMO YBENOMHTH NAllHEHTa IPEKPATUTh
TIPHEM JICKapCTBEHHOTO MperapaTa ¥ 0OpaTHThCS K Bpauy.

Coo011IeHNEe 0 TOI03PEBAEMEIX HEXKEIaTebHbIX DEAKIIUIX

BaxHO c0061IaTh 0 M0103peBaEMbIX HeXeTaTebHEIX PeaKLUsIX MOCTIe perucTpa-
HHH JICKapCTBEHHOTO Mpenapara ¢ LeNblo 06ecedenus HeMpepsIBHOr0 MOHHTO-
PUHTA COOTHOIICHHS «IONb3a-PHCK» JIEKAPCTBEHHOTO Tpenapara. MeIuuHCKIM
pabOTHHKaM PEKOMEHIYETCS COOBIIATD O JHOOBIX [I0OI03pEBAEMBIX HEXeJIaTelhb-
HBIX pPeaKHAX JIEKapCTBEHHOrO NPenapaTa Yepe3 HaUOHAIBHYH CHCTEMY C000-
IIEHHS O HeXENNAaTeNbHbIX pEaKLIUsX.

Pecniy6iumka Benapych

220037, r. Munck, Tosapuineckuit nep., 2a

PVYII «IleHTp 9KCHEePTH3 U UCTIBITAHKI B 30paBOOXPaHEHU U

Tenedon ornena dapmaxonanzopa: +375 (17) 242 00 29

®@akc: +375 (17) 242 00 29

On. moura: repl@rceth.by, rceth@rceth.by

http://www.rceth.by

4.9. Ilepexo3uposka



CHYMIITOMBI: JUINTENbHEBIH TIpHeM neKapCTBeHHofo npeﬁépa"ra} B zib3ax, IPEBhI-
LIAOIIX PCKOMCHIOBAHHbIE, BBI3EIBACT YyBCTBO YTHETEHHOCTH, FOJOBHYIO GOJb,
COHIIMBOCTE, CHWXKEHHE PabOTOCHOCOGHOCTH, AUCKOMGOPT CO CTOPOHBI Key-
AOTHO-KHIIETHOr0 TPAaKTa, TOWHOTY, HapyIIeHHe CEpeYHOH AesTensHocTH (Gpa-
nukapauio). IIpn onHOKpaTHOM mpreMe Ype3MepHO BBICOKOH JO3BI (oxomo 20 r
KOpHS BalepHaHbl) BO3MOXHO pPa3BUTHE GOJeH B KHUBOTE CIACTHYECKOIro Xapak-
T€pa, 1yBCTBA CTECHEHUs B IPY/U, TONOBOKPYXEHHS, obIIel ci1abocTH, Tpemopa
PYK M pacIIUpeHHs 3payKoB.

Jleuenwue: Ilpy OXHOKPAaTHOM IpHeMe BBICOKOM IO3bI PEKOMEHI0OBAHO MPOBECTH
MHIYKIHMIO PBOTBI, MPOMBIBAHUE XENyZKa (HEe MO3Hee 2 4acoB IOCNE NpHeMa
npenapata). Ilpu mnuTensHOM mpHeMe NeKapCTBEHHOro npemnapara B BBICOKUX
A03aX peKOMEHI0BaHa OTMEHA JIeKapCTBEHHOro npenapara. Crenubuyeckoro an-
THAO0Ta HeT. CUMIITOMaTHYecKas Teparnusl.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA
5.1. @apmakoaAHHAMHYEeCKHE CBOHCTBA

DapmakoTepaneBTHYecKas IPyIa: Ipoyne CHOTBOPHBIE ¥ CE€IAaTUBHBIE CPEICTBA.
Koo ATX: NO5SCMO09.

IlpenapaTel KOpHs BanepuaHbl 06JANAIOT CeNATHBHBIM nercTBHEM, 06Jeryaror
HACTYILICHHE CHA W YJy4IIAarOT KayeCTBO CHA. DTH 3(P(EeKThI Heb3sl 0ObICHUTE
ACUCTBHEM KaKOro-JIHOO OJHOr0 KOMITOHEHTA Banepuanel. HexoTopele Mexanus-
MBI EWCTBHsI, KOTOPBIE BBI3BIBAIOT JAHHBIE KIMHUYECKHE 3¢ dexThl, 6bLTH Ompe-
ACTEHBL JUIA PasMIHBIX KOMIIOHEHTOB KOPHs BallepHaHbl (CECKBHTEPIICHOUIBI,
JIUTHAHBI, ()IaBOHOU[BI) ¥ BKIIOYAIOT B CeOS BIUSHHE Ha ['AMK-cucremy, Al
a[ICHO3MHOBBIE penenTopsl U 5-HT1A penenrtopsr. Cenatusubii 3 dexT mpu uc-
TOJIb30BAHMH IIPETIapaToB BalepHaHBl MPOSBILETCA MEIEHHO, HO I0CTATOYHO
CTa0UIIBHO U IIOJHOCTBIO Pa3BHBAETCS TONBKO IPH CHCTEMATHYECKOM KYPCOBOM
JIeYEeHUH.

3.2. PapmaKoKHHeTHYEeCKHE CBOICTBA
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CDapMaKOKI/IHeTI/IKa BaﬂepI/IaHBI HU3y4YE€Ha HCHOCTaTOqHO, YTO CBSI3aHO C HEBO3-
MO>XHOCTBIO TOYHOMU HﬂeHTHCbHKaHHH IIeI‘;ICTByIOIHeFO Hay4dalia JIeKapCTBeHHOFO
Hpel'IapaTa.

6. PAPMAIEBTUYECKUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIeCTB

Maruus kapOoHAT OCHOBHOI TSKEJbIi,

KapTO(MEIbHBIA Kpaxmarl,

TaJbK,

YKENaTHH,

Marausi KapOoHaT OCHOBHOI JIerkuii,

BOCK ITYEJTMHBIA NIPOU3BOACTBEHHBIH,

TUTaHa JUOKCHU]I,

XAHOJUHOBEIN XenThlit E 104,

caxaposa,

KPEMHHUS TUOKCH KOJUIOUIHBIN GE3BOIHBIIH,

IIONCOJIHEYHOE MacCJI0 paQUHUPOBAHHOE,

napauH TBepIBIH.

6.2. HecoBmecTumMocTh

He npumenumo.

6.3. Cpok rofiHoCTH (CPOK XpaHeHHs)

2 rona.

6.4. Oco0ble MepbI NPeIOCTOPOIKHOCTH NPpH XpaHEeHUH

XpaHUTb B OPUTHHANBHON YNAaKoBKe (KOHTYpHAS SdeifKoBas YTaKoBKa, (IaKkoH)
AU 3AIIMTEI OT BJIard NMPH TeMIlepaTtype He Bole 25 °C.

6.5. XapakTep u cogepiaHHe NepBHYHOI YNaKOBKH

10 TabneTokx B KOHTYpHOM S4EHKOBOM ynakoske u3 miaeHku [IBX u donsru amo-
MUHHEBOH. 5 KOHTYPHBIX S4EHKOBBIX YIIaKOBOK 10 10 TaBNeToK BMecTe c JIUCT-

KOM-BKJIaIBILIIEM [IOMEIIAIOT B [1a4Ky U3 kapToHa (Nel0x5).



50 TabneTok Bo (aKkoHe U3 OECLBETHOTO CTEKJa, YKYMOPEHHOM MpPOOKOH-¢ yiI-
JIOTHUTENBHBIM 3JIEMEHTOM. | (pJIakOH BMeCTe C JINCTKOM-BKJIAAbIIIEM B [Ta4YKeE W3
KaproHa (ymakoBka Nel).

6.6. OcoOble MepbI NPeIOCTOPOIKHOCTH NPH YHHYTOKEHHH HCIOJb30BAHHOTO
JIEKAaPCTBEHHOI0 MpenapaTa MJIH OTXOA0B, MOJYYEHHbIX MOCje NPHMEeHEeHHs
JIEKAPCTBEHHOI0 NMpenaparTa Wid padoTel ¢ HUM

Hert oco6s1x TpeOoBaHuit K yTHIM3ALUH.

Beck ocTaBiumiics NeKapCTBEHHBIN Ipenapar U OTXOMIBl CeNyeT YHHYTOXHTb B
YCTaHOBJICHHOM MOPSIIIKE.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Pecny6nuka Benapycs

OTKpBITOE aKIHOHEpHOE 001EeCTBO « BOPUCOBCKHUIA 3aBO MEIUIIMHCKIX npemnapa-
TOBY»

222518, Munckas o6iacts, r. Bopucos, yi. Yanaesa, 64

Ten/dakc: +375 (177) 735612, 744280

E-mail: market@borimed.com

7.1. IlpencraBuTe/b Jep:KaTessi PerHCTPALHOHHOIO YAOCTOBEpEHHsI Ha Tep-
putopuu Coro3a

IIpeTeHsuu notpebuTeneii HaNpaBIATh 110 agpecy:

Pecnybnuka Benapycs

OtkpsIToe aknHoHepHOe 061mecTBO «BOPHCOBCKUIA 3aBO MEIHIIMHCKUX npemnapa-
TOBY

222518, MuHckas 0651acTb, T. bopucos, yn. Yanaesa, 64

Ten/dakc: +375 (177) 735612, 744280

E-mail: market@borimed.com

8. HOMEP PETUCTPAIIMOHHOTI'O YIOCTOBEPEHU SI

22/05/243

9. ATA NTEPBUYHOM PETUCTPALIMU (IIOATBEPKJAEHUS PEI'HU-
CTPAIIMH, IEPEPETUCTPAIIMN)

Jara nepBu4HO# peructpanuu: 25.09.1996.



JlaTa mocienHero NoATBEPKAEHHS perucTpaunu (nepeperucrpanu): 27.04.2016.

10. JATA IIEPECMOTPA TEKCTA r COTJACOBAT

iIMCTEPCTBOM 3IPABOOXPA {
CITYBJIUKH BEJIAPYCI }

fy "

LIpuKa3 MuHucTepeTsa
i > - T >
i Pecnyonuku Bexamy

YcaoBus OTIYCKA HU3 aNTEK e

bes peuenra.

OO1mast XapaKTepucTHKa JEKapCTBEHHOrO IIpenapaTa JOCTyIHA Ha OQHIHAIBHOM
CafTe  YHOJIHOMOYEHHOrO  OpraHa roCyiapcTtBa B  HH(MOPMAIHOHHO-

KOMMYHUKaIHOHHOM ceTn «MHTepHeT» www.rceth.by.




