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IIpogeTeTe JMCTOBKATA BHAMATEIHO NPEIM 1a 3aM0THETE ynoTpebara Ha TO3H
jIeKapcTBen NpoayKT. Ts chabpaa Bakaa HHEPopManud 32 Bamero aeaenue.
AKO MMAaTe J0MBJIHATETHH BLOPOCH, MOJIA 00bpHETE ce KbM Bamud jJexap Hin
¢apManeBT.

To3H JileKapCTBEeH NPOAYKT € Npenncan JHIH0 Ha Bac H He TpAbGBA Na ro
NpeOTCTHIBATE HA APYT, AOPH H CHMIITOMATE Ja ca noAodnu na Bamure.
3anazeTe JHCTOBKATA, THH KATO MoO’Ke Ja ¢e HAJIOXKH 3 MPoIereTe 0THOBO
undopManuATa HANIHCAHA B HeH.

1. OIIPEAEJSIHE HA JIEKAPCTBEHHSA IMMPOAYKT

A) HAUMEHOBAHME HA JIEKAPCTBEHHS ITPOAYKT
TRANXENE® 10 mg, capsule, hard

TPAHKCEH 10 mg, xancyaH, TBbpau

) CbCTAB

Tuxamaes kiopasenat (Dipotassium Clorazepate) 10 mg

[ToMOIIHH BellecTBa: Kaaues KapOoHaT, TalK; ChCTaB Ha Kancynara d TAIO0TO.
€PHUTPO3HH, THTAHOB JHOKCHI, XKEJaTHH.

8) JEKAPCTBEHA ®OPMA
30 po30BH KalcCyH.

r) ©APMAKOTEPAIIEBTHYEH KJIAC
AHKCUOJIUTUK

1) IPOM3BOAUTE

SANOFI WINTHROP INDUSTRIE

1, rue de la Vierge, Ambares ET Lagrave
33565 CARBON BILANC CEDEX

Dparnys |

¢) IPHTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA
Canogu-Asentuc bearapus EOO/L

Codns 1303

Byn, An. CramGonmuiicky 103

bparapusd

2 3A KAKBO TPAHKCEH 10 mg CE H3IIOJI3BA?
(TOKA3AHUS)

To3¥ JleKapcTBEH NPOAYKT Ce IPHIAra 3a JIC4eHHE HA TEXKH CBCTOAHH Ha TPECBOKHOCT,
CHIPOBOZICHH C HAPYLICHAE HA eXeJHEBHATa aKTHBHOCT HIIH 32 NIPE/Ta3Bate 1/HiH
NeYeHHe Ha A0CTHHEHTHY CHCTOAHHA NPA AMKOXOHMIBM.

3, [IPEJM YIIOTPEBATA HA TPAHKCEH 10 mg

a) KOTA HE TPSBBA JIA CE U3I10JI3BA TPAHKCEH ?
(IIPOTHUBOTIOKA3AHMS) -

Tpaukcen Smg He Tps#6Ba Aa ce NpHEMa IPH CIEARUTE CITyHau:
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* H3BECTHA CBPBXYYBCTBHTETHOCT KbM OeH30IHa3€IIHHH HITH KbM OCTAHAIIMTE ChCTABKY
Ha JIEKAPCTBEHHS IIPOAYKT.

*TEXKa AUXaTETHA HEAOCTATHYHOCT,

+ ,sleep apnea” cHEZIpOM (I1ay3H B IMIIAHETO [0 BPEME Ha CHH),

*TEXKa YEPHOAPOOHA HEAOCTATHYHOCT

*MHacTeRUs (MYCKYIHA cnabocT)

AKO UMATE HIAKAKBH CLMHEHHSA, OFbPHETE CE 3A ChbBET KbM
BALIINA JJEKAP NJIN ®APMAIIEBT.

6) CIIELTHAJTHH IIPETYTIPEKIEHHS

AKO IEYECHHETO Ce OKaKe HeNOCTaThUHO ¢EeKTHBHO, HE yABOsBaliTe 103aTa.

Puck ot SABUCHUMOCT: npn jIeueHHETO ¢ TO3H JIEKAPCTBEH MPOAYKT MOXKE Ja Ce
pazBHe QH3NYECKA WM ICHXHYHa 3aBHcHMOocT. Hiakomko ca paxropHure,
OnarompHATCTBAINYN PA3BUTHETO HA 3aBHCHMOCT :

- IPOXBIDKATETHOCT Ha JICYCHHETO

- IO3KpOBKaTa

- c/Iyyal Ha 3aBHCHMOCT KBM JPYTH BEIIeCTBA (JIEKApCTBEHH NPOJYKTH HIH HE) H
AITKOXOI.

34BHCHMOCT MOKe 1a Ce TIOSBH M IIPH NaNHEHTH, IPH KOUTO Te3H (aKTOpH He
IPUCHCTBAT.

3a nosewe mHGOPMAHE ce KOHCYATHpalTe ¢ Bamug nexap uan GpapManenT.

Hpeﬁﬂcaane Ha jgedesHeTo BHE3AITHO mo:xe Aa JoBeaE A0 MOABATA HA
CUHIIPOMA HA OTHEMAHETO. IToassBa ce Citel HAKOJIKO 4aca HIIH HAKOJIKO THH X
ce XapaKTepH31pa ChC CIICIHATE PH3HAIIM; HU3pa3eHO Oe3MOKOHCTBO, 6e3cpHHUE, OONKH
B MYCKYJIUTe, TPEBOTa, pa3/pasHeHue, [1apobone, K3TPEIBAHE H IOBHINCHA
YyBCTBHTEIHOCT HA MPBCTUTE Ha KpaKara ¥ phLETe, CBPBXTYBCTBUTEIHOCT KBM IIYM,
CBETJIMHA U JOIUp, U Jp.

ITpexvceane na neueruemo mpabea nvpeo 0a ce 06CLOU C 1EKysauuA nexap.
TTocTelleHHOTO HAMASBAaHE Ha [I034Ta M yBe/IMYaBane Ha HHTEpBaa MeX/y OTAEIHATE
NPHEMH € Hal-II0/XOAALIMS HaYNH 3a Pe/ina3BaHe OT CHHAPOMA HA2 OTHEMAHETO.
KonkoTo 1o-AbIbr € O’ MPEEMBT Ha JIEKapCTBEHHSA NPOAYKT, TOJIKOBA I10-
IpoABIDKATENIEH TPAOBa f1a 6B1¢ TO3N NEPHOA.

Hes3asHCHMO OT NOCTENSHHOTO HAMaIABaHe Ha [103aTa € Bb3MOXXHA [10ABaTa Ha TaKa
gapedenns “REBOUND” ¢ernoMeH, KOHTO Ce XapaKTepH3npa ¢ NPEXOIHO
Bb306GHOBABaHE HA CHMIITOMHTE (TPEBOXHOCT), KOETO OT CBOA CTpaHa OTHOBO HAlAra
JICYCHHE.

HskoJTKo Yaca cjiej| IpHeMa MOTAT /ia ce HaGmonaBar HapyIeHUs Ha NIaMeTTa U B P TREREEN
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ICHXOMOTOPHATa QYHKIIHS. G e DN

ITpy HAKOH MAIMEHTH, TO3H JIEKAPCTBEH IPOAYKT MOXeE Jia IPHIMHY PeaKuuy,:?
TIPOTHBOMOJNOXKHH HA HKEJIAHUTE: Oe3chHHE, KOIIMapH, Bb30yaa, HEPBHOCT, €
pa3ApPasHUTENHOCT, HAIIPEXKEHHE, HApYICHO Ch3HAHWe, IOPH H IIOTCHIIHATH



MoBeJieHHe (arpeCHBHOCT KEM cebe CH H OKONHHTE, TIOBE/ICHIECKH HAPYIICHUA
[TOBEICHYIECKH aBTOMATU3BM).

Axo 3a0enexHaTe HAKOS OT TE3H PEAKIHH, BEIHATA C¢ CBHPKETE C JCKYBAIMMA Bu
JeKap.

BeH30Ma3eIHHMUTE M CXOIHH CyOCTaHIMH Tpsi0Ba Za ce W3MOJ3BAaT ¢ BHUMaHHe OT
MALMEHTH B HalIpeIHaNa BB3pacT [OPaJH PUCK 0T CHHIMBOCT H/Am oTciabBaHe Ha
MYCKYJIHTE, KOETO /1a IPHIMHH CEPHO3HHN TPABMH.

s) IPEJATIAZHY MEPKH IIPH YIIOTPEDBA Ha TPAHKCEH 10 mg

ToBa JieueHHe NPHIATaHO CAMOCTOATEIHO HE MOXKE Ja pa3pellli ChCTOAHHATA Ha
GesnokolictBo. OOBpHETE C€ 32 CHBET KM Bammsg nekap, koiito e By noMoree fia ce
cIpasHTe ¢ npobnema.

VnoTpe6aTa Ha TO3M JieKapCTBeH POAYKT U3ACKBA PEIOBEH JIEKAPCKH KOHTPOIL,
ocobeHo B cydaill Ha HapylneHa 6r6pedHa QyHKIMA, XPOHH'THO YepHOIPOOHO
safoNaBade, ATKOXOMU3bM WIH AUXATENIHA HEAOCTAThIHOCT.

To3u NIeKapCcTBEH NPOIYKT He JieKyBa Aenpecus. He Tpsbpa na ce npuiara
CaMOCTOATENHO IPH NAHCHTH ¢ ACIPECHA , THH KATO cCIIoMara 3a 1nosgpara Ha CyHIHAHH
HaMepeHHus (CKIOHHOCT KbM caMOyOHIICTBO) |

Jla He ce ymoTpeGsiBa aIKOX0J MO BpeMe Ha JTeviCHHE,

Ipu comuenue ce KOKCyamupaime 3a Cbéem KoM Bawun nexap unu papmaveem.

r) JEKAPCTBEHH U IPYT'H ®OPMH HA B3AUMOJIEACTBUA
3a ja ce H30ersar BE3MOXHH JICKAPCTBCHH B3auMOACHCTBHS, TpAOBa BEIHATA 1A
yBEAOMHTE JIEKyBaIIya Jiekap WK gapManesT 3a Ipyrd MPHCMAHH JICKapCTBCHH

NPOAYKTH. -

1) BPEMEHHOCT B KbPMEHE

bpeMeHHOCT

He ce mpenops4Ba IpHEM Ha JICKapCTBEHHs MPOAYKT Npe3 MEPBUTE TPH Mecela Ha
OpeMEHHOCTTA.

AKO JIeKapCTBEHHS NPOAYKT € NPHEMaH Mpe/lH PakJaHETO € HANOKHTE/CH MEAHITHHCKY
KOHTPOJI Ha HOBOPOZREHOTO.

KnpMene
Toit KaTo € BE3MOXHO MpeMAHaBaneTo Ha TpankceH 10 mg B KEpMara, He €C
mpenops4Ba ynorpebara My 110 BpeMe Ha KbpMCHE.

110 BPEME HA BPEMEHHOCT ¥ KbPMEHE. ij; NN
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¢) BJIMSTHAE BBPXY CIIOCOBHOCTTA 3A INO®MPAHE M PABOTALC| 4 1

Cnoco6HoCTTa 3a modupane 1 paboTa ¢ MAIIMHU MOXE 2 CE BIIOLIH IIOpaIH n@%{r G
CBHJIMBOCT H HapyieHa OAUTENHOCT. N e N
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Beska xoMOHHAIMS C APYTH CEAATHBHH MM XHITHOTHYHH JIEKAPCTBEHH IPOIYKTH H
aIKOX0J, TpAOBa Aa ce n36arBa npH modHpane Wi paboTa ¢ MAlMHHA. PACKBT OT
HapyIIeHa GATETHOCT Ce 3aCK/IBa | NIPH JIANCATa Ha IOCTATHIHO CHH.

4, HAYUH HA YIIOTPEBA

a) Jo3npoBKa

3a BB3pacT U Aeua Haj 6 TOIHHH.

Jlo3aTa € cTporo HHAUBHAYaIHa, HAMA CTAHNAPTHA /1034,

BB BCHUKH CITydau CIPHKTHO TPAGBA Jla Ce Cra3Ba J103aTa IPe/HCaHa OT JICKYBaIllHs

6) HAYAH HA TITPHJIOKEHHUE
JlekapcTBEHHST NPOAYKT CE IpHEMa NPE3 YCTaTa; KancynaTa ce Iperiba ¢ Yala BoJa.

) IPOABJIKMTEJIHOCT HA JIEYEHHETO
[IpOXBIXATENHOCTTA Ha JIeUCHHETO TPsA6Ba fa 6B1¢ BE3MOXKHO HAU-KPATKO, [ia HE
npeBuInasy 8-12 cexMuITy.

r) IPEJJO3UPAHE
[Ipu npefo3upaHe Ha JEKapCTBEHHS NPOAYKT TPpsAOBa fa yBEAOMHUTE Bamms nexap niH
¢dapManeBT.

x) TP MIPOITYCKAHE HA JAJEH ITPHEM
[pu npomyckaHe Ha Ja/icHa 033, B3eMaTa C/Ie/IBalnaTa KakTo oOuxkHOBeHO. He B3eMatiTe
IBOIHA 032 33 CMETKA Ha POITyCHATa.

¢) CHHIPOM HA OTHEMAHETO
CHHAPOM Ha OTHEMAHETO H ,,rebound” ¢eHOMEH. (BHX T. 30)

5. HEXKEJIAHY JIEKAPCTBEHH PEAKITVH
[TOJIOBHO HA BCUUKY JIEKACTBEHH ITPOJYKTH Y TO3U JIEKAPCTBEH
[TPOJTYKT MOXE JIA ITIPHUMHH [TOSIBATA HA HEXEJIAHH JIEKAPCTBEHU

PEAKITVH.
Te 3aBACST OT MPHEMAHATA 032 M TyBCTBHTENHOCTTA Ha NTAIMEHTA.

Hesxenann HeBpo-ncuxuann peakunn (iox 3 6, CIIEITMAJIHH
[IPEXYITPEX/{EHYS) .
& CMYIIEHHS B NaMeTTa (Pa3CesHOCT) MOTar Ja C¢ MOJTyqaT X MPU TeParCBTHIHA
... [F03a, KaTo PHCKa HapacTBa B 3aBHCHMOCT OT 103aTa,
‘»  TIOBEZIEHYECKH HapyIIeHHS, HAPYIIEHO CH3HAHUE, Pas/PasHATEIHOCT,
.. arpecHBHOCT, MOBHINECHA B30y MMOCT,
¢ (bH3MdIecKa H NCHXHYECKA 3aBHCHMOCT JIOPH H IIPH TEPANeBTHIHH J03H,
CBbP3aHH ChC CHHAPOMA Ha oTHeMaHeTo WiH ‘rebound” QeHOMEH MpH CIHpAHE

Ha JICYCHHETO, 7
e ' YYBCTBO Ha 3aMasHOCT, IM1aBOGONAE, TPYAHOCTH B KOODAMHHPAHETO HA'R TiC

. PBIKCHHS, | i3
o . 06BpKBaHe, HAMaNleHa 6aUTETHOCT, ZOPH CHHIHBOCT (0COGEHO npn{p SIS
. BB3PAcTHUTE MAUUEHTH), Oe3CHHUE, KOIIMAPH, HANPEXEHHUE, \ 2 i

¢ . . [IPOMEHH B JIMOHIOTO N2



K osxum peaKIuA
06puB 110 Xoxara (ChC MM 6e3 ceplex)

O6ImH HapYIeHus

cnafocT B MyCKyJIHTe, yMOpa

Hapz? meHHA HA 3PEHHETO
JABOMHO BHXKJaHE

CToManIHO-9YPE¢BHH OILIAKBAHHS
HapyIIeHHs Ha CTOMAIIHO-YPEBHHA TPaKT

VBegoMere nekyBammus B siexap wim gapMaleBT 3a HOsSBaTa HA BCAKA HEXETAHA
JIEKAPCTBEHA peakIusi, HECIIOMEHATa B JIACTOBKATA.

6. CbXPAHEHHE

Jla He ce M3MO3BA CIIEK M3THYaHe CPOKA HA TOAHOCT, 0003HAYCH HA ONAKOBKATA.
bes oco0eHH yCIIOBUS Ha ChXpaHCHHE.

Jla ce chXpaHaBa Ha MECTO, HEJOCTHITHO 32 AENA.

9. JATA HA MOCJIENHA PEJAKIIUS HA JIMCTOBKATA
ABI:)_FCT 2007




