KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHUA IMTPOAYKT

CTPE3AM 50 mg TBbpaM KancyJu
STRESAM 50 mg capsules, hard

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Bcesika TBbpaa karncyna cbabpxka S0 mg erodokCHH Xuapoxsiopu (etifoxine hydrochloride).

3a MbJIHUS CITUCHK HA NMOMOILLHUTE BellleCcTBa, BUKTE To4ka-6.1. - PR—
aNBNHWTENHA AFERUNS 10 IEKAPCTBATA
3. JIEKAPCTBEHA ®OPMA DAmKa XapakmepUCTUKE HE NDOGYKITE - [IpUAOKEHUE T

TBbpaa karncyna 1H bM Pea. Ne ...

' PaspeweHue Ne
4. KJIMHUYHU JAHHH P 648323 L1-0k 20N

L BG/MAMP - iiisivsiisonsssstinesinnssasissonf ssanssnssassissnsrasnanonsarss
4.1 TepaneBTHYHH MNOKA3ZAHHSA DOOR00NIE: I ccimaininiviiivd sibrivimuranisepiasai i

CmE3HM € MOKa3aH 34 JICHECHHE Ha NCUXOCOMATH4YHH IMTPOABH HA TPECBOXHOCT IPH Bb3PACTHH.

4.2 Jl03MpOBKA H HAYHH HA NMPHJIOKEHHE

Jlo3upoBKa

Bb3pacTHu - 0OMKHOBEHO 3- 4 KarcyJid IHEBHO, pa3/ieJIeHH Ha 2- 3 npuema.
[TponbmKUTENTHOCT HA JICYEHUETO: HAKOJIKO AHH 10 HAKOJIKH CEAMHLIM.

HayuHa Ha NMPUJIOKEHHUE

Crpe3aM 1a ce npMeMa ¢ MaJIKO KOJIMYECTBO BOJA.
4.3 [IlporuBomnokKkasaHHus

- CBP’bX'—IyaCTBHTeﬂHﬂCT KbM aKTHBHOTO B€LICCTBO HJIH KbM HAKOC OT INOMOLIHHUTE BELICCTBA,

H30pOeHH B TOUKa 6. ]

- lllok;

- Texxka yepHoApoOHaA M/MnK ObOpeYHa HeJOCTATbYHOCT;

- CBpbX4YCTBUTEIHOCT KBM aKTUBHOTO BELIECTBO WJIH KbM HAKOE OT MOMOIIIHUTE BELIECTBA;

- MuacTeHus;
- [TaumeHTH, KOMTO ca UMaJIK TexKa hopMa Ha XeNaTHUT WK LIMTOJIMTUYEH XEeNaTHUT 10 BpEME Ha

[MPEJMUILLIHO JIeYEHHE C €TH(OKCHH:

- [TauMeHTH, KOMTO ca UMAJIM TE€XKKH AepMaTOJIOrHYHHU peakuuu, BKIouuTeHoO DRESS cunapom,
CHHJIpOM Ha Stevens Johnson (SJS) u reHepanu3npaH ekC(POJIMaTUBEH 1€PMATHT MO BPEME HA
MPeANLIHO JIYEHHE C €TH(HOKCHH.

4.4 ChneuHa/JJHH npeaynpexaeHHus H npeanasHid MepKH npH ynorpeda

[IpeaynpexaeHus

JleueHneTo ¢ eTO(POKCHH XHAPOXJIOPH TPAOBaA Aa C€ NPEKPaTH B CJIy4Yan HAa KOXKHH WK aJIEeprUyHU
peaKkUMH WK T€XKKH YEPHOAPOOHH MPOOJIEMH.

NaKTa3eH ae(uLmT.




TeXKy 1epMaTONOrHYHH peakiiun
MmMa cboliiieHns 3a ¢1yyan Ha TeXKUA NAepMATONOTUMHHU peaKlHy ¢ 4ecToTa ,,MHOTO peIKH ",

BKJIIOMHTEJTHO JIeKapCTBEeH 0OpHB ¢ €03rHOMNIMA 1 CHCTEMHH cuMnToMy (DRESS), cuHapoM Ha
Stevens Johnson (SJS) u resepanuzupal eKCHONHATHBEH ACPMATHT MPH U3NOI3BAHE HA ETHPOKCHH.
KoxHaTta TOKCHYHOCT npy npueM Ha STRESAM 00UKHOBEHO ce NpoABABA B PAMKHTE Ha HAKOJKO
aHU Ao 1 Mecell, B 3aBHCHMOCT OT THNA Ha peakuusATa. Crnopea MocTMapKeTHHNOBHTE AHHH,
KOXXHHUTE pPeakLiMy UMAT NpeAUMHO OJ1aronpuaTeH H3X0A CNeA NPEeKbCRAHE Ha JICYEHHETO C
eTHhokCcHH. HaMa ChOOLLEHHS 38 NETAJICH U3XO/ MOPAIY TEXKKH KOKHH HEXENIaHH peakUHH NpH
ynorpeba Ha eTu¢okcHH. IlauueHTHTe TPAOBA Ja Ca HASCHO OTHOCHO PHCKA OT KOXHA TOKCHYHOCT H
MPU3HALMTE K CUMIITOMHUTE OT CTPaHa Ha KoxaTa TpadBa na ObaaT BHUMaTeNnHo HabmoaaBaHu. I1pu
MOSBA Ha KOXHA TOKCHYHOCT, MALMEHTLT TpaOBa He3abaBHO Aa MpeyCTaHOBH NIPHEMA Ha ETH(ROKCHH H
JICUCHHE ¢ TO3U JIEKAPCTBEH NPOAYKT HHKOra He TpAOBa Oa ce 3ano4yBa OTHOBO.

TexxkH YepHOAPOOHH peakliuH

Hma cboOimeHus 3a TeXKH CIIyvyad Ha LMTOJIMTHHEH XeNaTHT ¢ YeCcTOoTa ,,MHOro peIKH* NpH
ynorpebara Ha €THHOKCHH MO BpeMe Ha NOCTMAPKETHHIOBYA onMT. Criope/l NOCTMAPKETUHIOBUTE
IaHHH, NOABaTa Ha YepHOAPOOHH peakuuu cnen ynorpeda Ha eTuOKCHH ce HabnoNapa rMaBHO B
paMKHTE Ha 2 ceaAMHLM 10 | Mecell Ha nedcHue, Tpabsa Aa ce noaxoxaa ¢ NOBUIUCHO BHHMAHHE TIPH
MalHeHTH C pUCKOBU HaKTOpPH 3a YepHOAPOOHH HAPYUIEHHMA, KAKBUTO Ca NALMEHTUTE B CTAPYECKA
Bb3PACT, [TALMECHTUTE ¢ ARAMHE3A 34 BUPYCEH XEMATHT B MMHAIOTO HIH ¢ ApYI'H 3a0019BaHUA,
YCTAHOBEHHM OT MPAaKTUKYBalLlUs JieKap 3a KOHKpeTHHA nauuenT. YepHoapoOHHTe HapyLIeHHA MOraT
na OboaT aCHMITOMATHYHH M Za ObAaT OTKPUTH CaMo 4Ype3 CielMpUYHH NabopaTOPHN H3CNEABAHMS.
ITpu nauMeHTH ¢ PUCKOBH (PaKTOPH 3a YepHOAPOOHH HapylIeHHA TpAOBa Aa ce HanpaBAT H3C/eBaHUA
Ha YepHOAPOOHHUTE PYHKLUMOHAIHH MOKA3ATeH IIPSAM 3aOMBaHE HA JICUCHHE ¢ €THPOKCHH U OKOJIO
eAHH Mecell Cled 3armouBaHe Ha npuema. Ilpu nossa Ha YepHOAPOOHA TOKCHYHOCT, NAI{HEHTHT TPAOBA
He3a6aBHO Ja NpeyCTaHOBY NMpHeMa Ha eTHHOKCHH H JICUCHHE C TO3H JICKAPCTBEH MPOAYKT HHKOra He
TpaOBa fa ce 3ano4Ba OTHORO.

JiumdonTeH KOIUT

Cro0111eHH ca HAKOJIKO cliy4as Ha MTUMQOLHTeH KONKT NpH ynorpedara Ha eTUHOKCHH 10 BpeMe Ha
MOCTMAPKETHHIOBUA nepuod. TpgdBa aa ce oOMHCIH HEOOXOOUMOCTTA OT HA3HAYaBaHE Ha
NOAXOHANIN TPErNeAU B cTyyalt Ha BOAHHCTA AMApHUA NPH NALMEHTH, IEKYBaHH C €TH(OKCHH. B
cnydall Ha nogBa Ha BOJHUCTA AUAPUs, TCUEHHETO ¢ eTH(POKCHH TpAOBa Aa ce MPeKpaTH BeaHara.

Merpoparus
ITpu ynorpebara Ha €THPOKCHH B MOCTMAPKETUHIOBH YCIOBUA €a ChOOIIABAHHU CTyYad Ha

METPOpArHA NPH X¢HH, NPUEMAILY IEPOPATHH KOHTPALIETTTHBH.

lMpeanainu MepKH

[Topaau pMCK OT B3aHMHO MOTEHUUPAHE:
- TpsOBa Ja ce MpeAnUCBa ¢ BHUMaHHUE KOMOHHALMATA ¢ NEKAPCTBEHH NPOAYKTH, noTuckau LIHC
- He Ce NMPEenopbUBa IHOBpEeMeHHaTa ynorpeba ¢ akoxon

4.5 B3anmoaelicTBHe ¢ APYTH Je€KAPCTBEHH MPOAYKTH H APYrH GopMH HA B3auMoaelicTBue

+ B3aumMoneicTBHE € AJKOXO0J1:

AJTKOXOJTBT 3aCHIBA CEAATHBHMA edexT. HapylieHneTo BHHMaHHE MOXE Ja HAIpaBH ONacHo
modupaneTo ¥ paboTarta ¢ MallIHHH,

Ha ce n36area ¢AHOBPEMEHHOTO NMpHeMaHe Ha CTpe3aM C allKOXOJ U ¢ APYrH IEKapCTBEHH NPOAYKTH,
CbAbPKALIH AJTKOXOJI.

Tpabesa 0a ce npuema ¢ enumanue Kombunauyuama c

+ Apyrn JeKapcTBeHH NPOAYKTH, noTHckamu HHC:




Nepusatd Ha MopduHa (06e36onaBaliy, oTXpaduBally CpeACTBA H HAPKOTHYHH 3aMECTHTENH);
feH30AHa3eNHHH; CHHOTBOPHH; HEBPONIENTHLIY; ceAaTHBHH H | aHTHXHCTaMHHK; CeJaTHBHU

AHTHAENPECAHTH; LEHTPATIHH aHTHXUNIEPUHTEH3UBHH CPEACTBa; DaknodeH; TanHAOMHKA.

4.6 @epTHanTeT, OpEMEHHOCT H KhPMEHE

KaTto ce ¥Ma B NnpeaABU HAMHYHHTE JAHHM, KATO MAPKA 3a De30nacT e 3a NpeAnoYuTaHe e Ja ce
1304rea NprUeMaHeTo Ha eTOoOKCHH M0 BpeMe Ha usanaTa OpeMEeHHOCT. B felicTBUTENTHOCT,
NOMy4YeHUTE AaHHH OT }XHBOTHH ¢a HACHPUYHTENHH, HO KIIMHHYHHTE JAHHH Ca HEAOCTATHYHH.
[Mopaau nunca Ha KJIIMHHYHM JaHHHU HE Ce IPETopbyYBa KbPMEHE 110 BpeMe Ha NeyeHne ¢ eTHPOKCHH.

4,7 EdexTu BLpXy cnocobHocTTa 3a mopupaHe H pabora ¢ MalIUHH

Ctpe3aM MOXe J1a NPUYHHH CHHJIMBOCT, 3aT0BA NauydeHTHTe TpAOBa na 6baaT BHUMATENHU IIPH
niopupare ¥ paboTa ¢ MalllMHH.

4.8 HexenaHy JeKapcTBEHH PeaKIINH

N30poeHHTe MO-A0MYy HEXENAHH PeaKlUMH ca KNaCHQULMPAHH MO CHCTEMO-OPTaHHH KIACcOBE U MO
YeCTOTa M ¢a JAeGUHMpPaHH KaTo: MHOrO yecTH (>>1/10), yectn (> 1/100, < 1/10),5evectn (> 1/1,000, <
1/100), peaxu (> 1/10,000, < 1/1,000) 1 muoro peaku (< 1/10,000).

[pu Bcsako rpynHpaHe Nno 4ecToTa, HeelaHHUTE JIEKapCTBEHH peakLH ce W30posBaT B HU3XOAALL pel
[0 OTHOLLIEHHE Ha TAXHATA CEPHO3HOCT.

Cucremo-opraHen Peakxn MHoro peaks Heun3specrna
KJIAC
Hapymenus Ha Cnabo uspaszeHa
HEPBHATA CUCTEMA CbHIUBOCT,
NpoOABsABa CE B
HAYIOTO HA
NICYEHHETO U
H3ue3Ba CIIOHTAHHO
B X0Ja Ha
NEYEHHETO.
Hapyuienus Ha KOXXHH peakuuH: ANEprudHH peakumu: | AHaQUIAKTHYECH
KOXATa ¥ MOJAKOKHATA | MAKYJO-NIANYJIO3eH | YPTHKApus, OTOK HA | LIOK,
ThKaH oOpuB, nonuMopdpHa | Quincke Ceprosnu JIEBKOLIMTOKJIACTHYCH
epuTeMa, cplex, KOXXHHM peaKLIMH: BACKYJIMUT
OTOK Ha JIMLIETO. DRESS cunapom,
CHHAPOM Ha Stevens-
Johnson,
reHepalin3upaH
exconMaTupeH
AE€PMaTHT
XenaroOunuapHH XenaTur,
HapyIiLeHUS LIMTOITATHYEH
XENAaTHT.
HapyireHus Ha MeTpoparus npu
Bb3NPOH3BOAUTENIHATA KEeHH, NTpHeMalllH
CHCTEMA nepopanHu
Y I'bpaaTa KOHTpauenTHBH
CToMalIHO-YpPEBHH JINMQOLHTEH KOMHT
HAPY LICHUS




ChofimaBaHe HA MOJO3HPAHH HEXKEIAHH JEKAPCTBEHH PeaKiHH

Cbo0liaBaHeTo Ha MOAO3ZMPAHH HEXEIaHU PeakUHU Clel pa3peliaBaHe 3a ynorpeda Ha jekapcTBeHUs
MPOAYKT € BaxkHo. TOBa NO3BOJIABA 2 NPOAb/IKH HaGNIOAEHHETO Ha CHOTHOLLIEHHETO MOJI3a/PUCK 3a
NeKapCcTBEHH NMPOLYKTH. OT MEANIIMHCKUTE CNELIHAIMCTH Ce H3UCKBA Aa CboOLIaBaT BCAKa
NoJO3MpaHa HexeNnaHa Peakius Jypes:

M3mbaHUTENHA areHI|s 110 JIEKApCTBATa

yn. ,,Jlamsas I'pyer” Ne 8

1303 Cogus

Ten.: +359 2 8903417 yebcaitr: www.bda.bg

4.9 [IIpeno3upane

PHCK OT CHHIUBOCT. AKO € HEOOX0IMMO MOXE N1a Ce NMPHIOKH CUMIITOMATUYHO JieyeHue He
CBLIECTBYBA cricllHGHYEH aHTUIOT.

5. ®APMAKOJIOFHYHH CBONCTBA

5.1 d@apmMaxkoARHAMHYHH CBOHCTBA

dapmakoTepaneBTH4YHa rpyna: JIpyru ankcuonutuuy, ATC koa: NOSBX03
EtndokcuH Xuapoxnopua cnaja KkbM XUMHYHATa rpyna Ha O€H30KCa3HHHTE,

- KaTo aHKCHONNTHK eTHPOKCHUHBT NPOABKBA PErYJIATOPHA aKTHBHOCT Ha HUBO ABTOHOMHA HEPBHA
CUCTEMA,

- In vitro ¥ in vivo mpOy4BaHHUA IPH IUTbXOBE W MUILKH NOKA3BAT, Y€ aHKCHONHTHYHATA AKTHBHOCT HA
eTHhOKCHHA Ce AB/DKH Ha JBOHHUS MEXaHU3BM Ha AelicTBHe (MPEKTEeH H HHAHPEKTEH) BbPXY
GABA A peuernrropure, ypeanyaBaliki GABA — epruvuHara TpaHCMHCHS.

- [Tpn nupexTHOTO AeicTBHE BbPXY GABA —A peuentopure upes anocrepuyHa MOAynalms,
eTH(OKCHHBT Ce CBbp3Ba NpedepeHuuanto ¢ 6era 2 v 6era 3 cybeaunnimre Ha GABA-A
PELIEITTOPHTE; NPOYYBAHUATA NTOKA3BAT, He eTHPOKCHHBT C€ CBBP3Ba Ha pas3iMyHH MecTa ¢ GABA-A
peLEenTOpUTE OT OEH30AHAZUITHHHTE.

- [TpH HHAMPEKTHOTO AEHCTBHE €THPOKCHHDBT YBETHYABa HEBPOHAIHATa NPOAYKLMA Ha
HEBPOCTEPOHIH (4pe3 AKTHBALMA HA MHTOXOHAPHATHHA TPAHCIOKATOPEH MPOTEHH) KaTo
anonperHaHoioH, KOHTO € NO3UTUBEH anocTepuyeH Moaynarop Ha GABA A peuentopure

5.2 @apMaAKOKHHETHYHH CBOHCTBA

ETndokcuH xuapoxaopuz ce pe3opbupa aobpe crnea nepopasHo npHUIoKeHHE H He C€ CBBP3Ba C
¢opMeHNTE eleMeHTH Ha KpbBTa. [1nasMeHuTe KOHLEHTPAUHY HaMasBaT 6aBHO B TP (a3u U ce
eJIMMUHUDPA MNTABHO 4pe3 ypuHaTa. ETudokcHH XxuapoxJiopul NpeMHHaRa Npes3 NaaleHTara.

5.3 IlpeaxauHnuHu AaHHH 33 GezonacHocT
WicnenraHUATA H3BBLPLUEHH C )KHBOTHHU NMOKA3BaT, Y€ HAMA JICKapCTBEHA 3aBHCUMOCT.

6. ®APMALEBTHYHH JAHHH

6.1 CnoHcBK HA NTOMOLLHHTE BellieCTRA

JlakT03a MOHOXHAPAT

Tank

MuKpOKpPUCTaIHa LETyJ1034

be3BojieH KOMOHIEH CHIHLMEB AHOKCHA
MarHesues cTeapar




6.2 HecpBMEeCTHMOCTH

He e npuiioxKHMo.

6.3 Cpok Ha roanocT

3 roaAnHU

6.4 Chneunnannu yc/I0BHA HA ChLXpaHeHHe

Jla ce cbxpanaBa 00 25°C npy HOpMaJIHa BIAKHOCT.
Jla ce cbxpaHABa Ha MACTO, HEXOCTEITHO 32 JeLd.

6.5 Buiau cbaLpKaHHE HA ONAKOBKATA

BrnucTepn oT aTyMHHHEBO (PONIMO M NONUBHUHUI XJOPHI B KAPTOHEHA KyTHs Ch/AbpiKalla 60 kancyiu.
6.6 Chneunananu npeinazHy MEPKH MPH HIXBLPAANE H paboTa

HaMa crienHanHy U3HCKBAHKS.

7. NPHTEXATEJ HA PAZPELIEHHETO 3A YIIOTPEBA

BIOCODEX
22 rue des Aqueducs
94250 Gentilly

OpaHuns
8. HOMEP HA PA3PELIEHHETO 3A YIIOTPEBA
Perucrpaiponen Ne: 20040544

9. 9.JATA HA IbPBO PA3ZPEILLIEHHUE 3A YIIOTPEBA /TTOAHOBSABAHE HA
PA3SPEILIEHHETO 3A
YHNOTPEBA

29.11.2004

10. JATA HA AKTYAJIU3ALINA HA TEKCTA

01/2025




