JIHCTOBKA: HHPOPMAIIHNA 3A ITAIIHEHTA

Tpakryc 600 mg npax 3a nepopajieH pa3Tsop B callie
Traktus 600 mg powder for oral solution in sachet

Antetunuucrenr ( Acetylcysteine)

IIpoyeTeTe BHHMATENHO NAJATA JJHCTOBKA, NPEH 1a 3aN09HEeTe 12 NPHEMATE TOBA JIEKAPCTBO, ThH

KATO TH chAbDXKA BaxHa 3a Bac nudopmanug,

- 3anasere Tasd JHCTOBKA. MOXKe 13 ce HAJIOXKH Aa A NpoUYeTeTe OTHOBO.

- AKO ce HyxJAaeTe OT ZOMbJIHHTENHA HHPOPMaUHA UK CbBET, nonuTalte Bawus dapmanesr.

- AKO MONyu4HTe HAKAKBH HEXEJAHH peaklnH, ypeaoMere Bawuuns nexap unu papmauest. Tosa
BKJIKOYBA H BCHYKH Bb3MOXXHH HEXENaHH peaKllMi, HEOTIHCAHN B Ta3H NHCTOBKA. BHxkTe Touka 4.

- Tpaktyc He TpaOBa Aa ce npuema 3a noseue ot 14 qHHn 6€3 KOHCYNTAaLHA ¢ NeKap.

-  Tpabsa na noTbpcHTE leKapcka MOMOLL, aKo ¢cield 4-5 JHH NPUEM HAa TOBA NIEKapCTBO HE CE YYBCTBATE
no-n1odpe MU CbCTOAHUETO BH Ce BIOLUM,

U3MbNHATENHA ATEHLIWA NO NEXKAPCTBATA
KakBo cHbALPKA Ta3H JHCTOBKA

Nucmobxa Npuaowerue 2

KakBo npeacraenssa TpakTyc U 3a KakBo ce HU3N0OJI3Ba
KakBo TpabBa na 3Haere, npeau na Bu ce npunoxn Tpaktyc Pa A

Kak ce npunara Tpaktyc
Bb3MOXHK HEXeENaHU peakUHH | BG/MA/MP "ém gi S

Kak na cbxpansapate Tpakryc OgobpeHue Nr .......c.vceve. /e sentea et
CbabpiaaHue Ha ONAKOBKATA U A0NbJAHHTENHA HHpOpMALKA

---------------------------
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1. KakBo npeacrasasaBa TpakTyc H 33 KaKBO Ce H3MOJI3Ba

TpﬂKT}’C CbAbpPAKa aKTHBHOTO BELICCTBO AUETHUIHHCTEHH H BTCHHABA FbCTHA CECKPET B AHUXATCIHHTC
[fbTHLIA.

TpakTyc ce H3NON3Ba 32 BTeYHSABAHE HA CEKpeTa H ofNexyaBaHe Ha KALIJTHUATA MPH 3a00N9BaHUA Ha
JUXATENHATA CHCTEMA C HAJTHYHE HA I'bCT CEKPET.

[TpoayXTHLT MOXE J1a C€ H3M0J3Ba CAMO NPH BL3PACTHH.
2. Kakgpo TpsafBa na 3naeTe, npeau na npuemere Tpakryc

He npuemaiite Tpakryc:

®  aKO CTEe aNepruyHH (CBPbXYYBCTBUTENHH) KbM ALETHILHNCTEHH, HIH KbM HAKOS OT OCTAHANUTE
ChCTABKH Ha TOBA JieKapCcTBO (M30pOeHH B TOUKa 6).

Heua nox 2 rogyiuHa Be3pacT He TpaOBa a4a H3NON3BAT TOBA JICKAPCTRO.

IIpeayapexienns 8 npeAnasHH MepKkH

["oBopeTe ¢ Bawuns nekap niv MeAULMHCKA CECTpa, NIpEAX Aa npueMete TpakTyc, B cnyuah Ha:
® NPOMEHH B KOXATA;
Bb3HHKBAHETO HA TEXKKH KOKHH peakUHM, KaTo CHHAPOM HAa CTHBBLR-DKOHCBHH H CHHAPO q
ce cboOLIaBa MHOTO PSJKO BbB Bpb3Ka ¢ ynoTpebaTa Ha aueTHILHCTEHH. AKO Bb3HHKHAT




NPOMEHH MO KOXKATa W JIMraBHUKHTE, TPAOBA BeAHAra Aa ce NOTbpcH MEAHUHHKCKA NoMoLl H He3abaBHO
na ce cnpe ynorpebara Ha aUETHALHCTEHH.

e OPOHXHAJIHA ACTMA;

e A3IBH HA CTOMAXA HJIH MepBaTA (CTOMAUIHO-YPEBHH A3BH) B MHHAJIOTO MJIH MMOHACTOALIEM;

® CBPbXYYBCTBHTEJHOCT KbM XHCTAMHH;

TpsabBa na ce n3barea neyeHue ¢ NO-ronsiMa NPOALMIKHTEIHOCT NPH TaKHBA NMAUUEHTH, ThH KaTo
TpaxTyc nosinsea Metaboin3Ma Ha XHCTAMHH H MOXE Aa NPEOU3BUKA CHMIITOMH Ha HEMOHOCHMOCT
(vanp. rnaBobonue, xpema, copbex).

® HEMOHOCHMOCT KbM PPYKTO3a, Thil KATO TO3H NPOAYKT ChbAbPXKA copbuTon;

¢ deHHAKETOHYPHS, Thil KATO TO3H NPOAYKT ChAbPXa H3TOYHHK HAa QEHUIIANAHHHK;

® HecmocoOHOCT 33 OTXpadYBaHE

Ynorpebara Ha TpakTtyc, ocobeHO B HA4aNOTO Ha JIEYEHHETO, MOXKE a A0BEAE A0 BTEHHABAHE M
noBHIWEHO 00pa3yBaHe HA OPOHXHANEH CEKPET. AKO CTE 3aTPYAHEHH B OTXPA4YBAHETO Ha CEKPETA,
Bawnsar sekap TpabBa fa B3eMe ChOTBETHHTE MEPKH.

TpakTyc He TpaOBa aa ce u3non3sa B cnyuai Ha yepHoapoOHa UK OBOpedHa HeJoCTaThYHOCT, 33 Aa ce
H30erHe AONBbIHHTENEH NPHEM Ha BELLECTBA, ChABPXALLH a30T.

Hena # IOHOIIH

JlexapcTBaTta ¢ MYKONMTHYHO JeHCTBUE MOraT Aa OrpaHyd4ar NpoOXOoANMOCTTa HAa Bb3AY LUHHTE ABTHLLA
MpH Aela noj 2-roJMilEHa Bb3pacT nopaay PU3HOIOrHYHUTE XapakKTePUCTHKH Ha Bb3AYLIHHUTE MLTHILE B
Ta3d Bb3PACTOBA I'PyIa H OrpaHHYeHa CIOCOOHOCT 3a OTXpauBaHe Ha cekpera. [lopanu ToBa, nekapcTea C
MYKOJIMTHUYHO AcHicTBrEe He TpadBa Aa ce M3MOoN3BaT NPy Jeua noa 2-roauiiHa BL3pacrT.

TpaxkTyc He e MoAXOoAdll 3a Jela H KHoWU. HaluuHH ca Apyrd NoAXOoAALH NEeKAPCTBEHH GOPMH.

HApyru aekapcersa H Tpakrye
Hudopmupaiite Bawns nekap unn gapmauesT, ako MpHEMATEe, HACKOPO CTE NPHEMANH HIIH € Bh3MOXKHO
Na npremare Apyrd JeKapcTea. 1oBa ce oTHaca ocobeHo 3a:

e cpeacTBa 3a 001eKUABAHE HA KAWIHIA (MPOTHBOKAILITHYHH CPeACTBA)
Ynotpebara Ha TpakTyc B KOMOMHALIMA CbC CpeACTBa 3a oOnekyaBaHe HA KauliMua MOXe J1a
AOBEJe A0 OMAacHO HAaTPYMNBaHe Ha CEKPET NopaiH HaMmalleH kauutndeHd peduekc. [Ipean npunarane
Ha TaKOBa KOMOHHHUPAHO NeyeHHe € HeoO0X0ANMO BHUMATENHO AHAarHOCTHLUHPAHE. 3a1b/XXKUTENHO
ce KOHcynTHpaiTe ¢ Baluns nexap, npeau Aa 3anouyHeTe NeYeHHe ¢ TasH KOMOnHaUHA.

¢ ANTHOHOTHIH
3a na ce u3berHe noBiIMABaHE OT CTpaHa Ha aHTHOMOTHLNTE HA edeKTa Ha AETHIILUCTEHH, Te
TpaOBa aa ce npueMar OTASTHO, C URTEPBAN OT MOHE 2 yaca. ToBa He ce€ OTHACH 3a JIEKapCTRa,
YHEeTO AKTUBHO BeilecTBO € uedPHKcHM KK nopakapbed. M npu aBete akTHBHY BELLECTBA HE €
HabnwaaBaKo B3aHMOAEHCTBHE, NOPAJH KOETO T€ MOraT Aa € NpHeMaT €JHOBPEMEHHO C
AUETUIILIHCTEHH.

® AKTHBEH BbLIJIeH
AKTHBHHAT BbIJIEH MOXE /1a HaMalli e(eKTa Ha aleTHILIHCTEHH.

® I/IHLUEPUIOB TPHHHTPAT
[MoBnuIEHO NOBYLLIABAHE HA KPbBOHOCHHUTE ChAOBE H MOHIXEH edeKT BbpXy TPOMOOLIUTHTE ca
choblaBanu Npu eAHOBpeMeHHa ynoTpeba Ha MMULEPHIOB TPUHHUTPAT H aUSTHAUNCTEHH. BalUAT
nekap e NpoBepABa KPLBHOTO BY Hansrane 3a éBEHTyaIHO NOHHUXEHHE, KOETO MOXKe Aa Obae
CepHO3HO M NPHU3HAaK 3a Hero Aa 6bae rnaBobonne.




JlabopaTopHH HiceIBAHHA

KaxeTe Ha Batuug nekap, 4e npueMare TpakTyc, ako BH nNpeACTOAT HAKOH OT CJICAHUTE H3CIEABAHHA,
Tbil KaTo € Bb3MOXHO Jia Ce MOBAHAAT Pe3y/ITATHTE 3a:

® CATHLMNATH: IeKapCcTBa 3a 00nekueHHe Ha 60Ka, Bb3NajleHHe HIH PEBMATH3bM
® KETO TeJia B YPHHATA

bpeMeHBOCT, KbpMeHe H PepTRANTET
Ako cTe OpeMeHHa HiH KbpMHUTE, CMATATE, Ye MOXeE Aa cTe OpeMeHHa UK NIaHupaTe OpeMeHHOCT,
nocbeeTBaiiTe ce ¢ Bawua nekap uaun papmauesT npeau ynorpedara Ha TOBa JIEKAPCTBO.

bpemennocTt

Hsama nocratsy4HO AaHHH 33 ynorpebaTa Ha aLeTHNUHCTEHH NpH OpeMEeHHH XeHH, nopaay Koeto TpadBa
Aa u3nonisare TpakTyc npe3 OpeMeHHOCTTa caMO ako BalllUAT nexap npeueHHy, Ye € KaTEropHYHo
Heo0X0aHMO.

Knpmene
Hama nidopmaunsa nanu aueTHNUNCTEHH nonana B kbpMata. [Topasau tosa Tpabsa na nanonssare
TpakTtyc npe3 nepuoja Ha KbpMEHe caMo ako BalHAT nekap NpeueHn, Ye e KaTeropu4HO HeoOX0AHMO.

Llogupane # paboTa ¢ MAlIHAR
HsaMa naHHM aueTHILHCTENH Ja NOBAKsBa CrtocobHocTTa 3a wodupane U paboTa ¢ MallIHHH MAH OKa3Ba

HC3HAYHUTECIHO BIIMAHHE,

TpakTyc ¢bALPKA acnapTaM H copOHTON

ToBa nekapcrtso cbraAbpxka 10 mg acnapraM BbB BCAKO callie. ACNapTaMbT € M3TOYHUK Ha peHHNaNaHHH.
Moxe 1a Bu HaBpeau ako uMate PeHUIKETOHYPHA, PAAKO reHeTHHHO 3abosigBaHe, MpPH KOETO Ce
HAaTpyMnBa PeHHNaNaHHH, Tbi KaTO OPraHN3MbT HE MOXE Aa IO OTAEAS NPAaBUIHO.

ToBa nekapctso ¢babpxka 2071,80 mg copburton BbB Beako cawe. Tpabsa na ce nma npeaBua
aAWTHBHHAT MY €(]EKT KbM €JHOBPEMEHHO MPHEMAHH JICKAPCTBEHU NMPOAYKTH, ChABbpXKAUIK copbuton
(MnK PpyKTO3a) KAKTO N NPHEM Ha copOUTON (MM GpyKTO3a) KATO 4acT oT AueTata. ChAbpXKaHHETO Ha
copOUTON B NEKAPCTBEHUTE MPOAYKTH 3a NEPOPATHO NPHUIOKEHHE MOXE A NOBJINAE BbPXY
OMOHATHYHOCTTA Ha ApYIH NepPOpaliHU JEKAPCTBEHH NMPOAYKTH, IpHeMaHH eAHOBpeMeHHO. [TaleHTHTE C
peAKH HacleACTBEHH 3a00nABaHNA Ha HEMOHOCHUMOCT KbM dpykTo3a (HF]), He Tpabea na npuemar To3m

NIEKapCTBEH NMPOAYKT.

3. Kak na npuemaTte Tpaktyc

Bunaru npuemaliTe TOBa J€KAPCTBO TOYHO KAKTO € OMUCAHO B THCTOBKATA WK KakTo By e kazan Bauuar
NIEKAp HIH dapMaleBT. AKO He CTe CHIYPHH B Helllo, nonuTalite Baluua nekap unu dapmauesrT.

[IpenopbunTeNHaTa N03a 33 Bb3PAaCTHHU H IOHOLUMW HaJ 14 roauHy e | calne fHeBHO, OCBEH ako Bauusr
nekap € npeanucan apyra aosa.

Ha49HH Ha NPHJIOKEHHE
TpakTyc e 3a nepopanuio npunoxkeHue. TpakTyc MoXxe Ja ce npueme ¢ uin 6e3 xpaHa.




Pa3z0bpkaiiTe CbAbPAKAHHETO HA CALIETO 0 MMbJAHOTO MY pa3TBapsHe.




M3nuiiTe uanoro cbabpKaHUe HA yaluara.

Ila IIHEHTH B CTap4yeCkKa Bb3paCcT H HCMOIIHH NAUHECHTH
3a NnpeEANO4YUTAHE € NNTAUHEHTHTE C HAMAJICH KAlllJIHYCH pec]:mef{c (HB.I.I,HﬂHTH B CTaAp4yC€CKa Bb3pacT H

HEMOLUHH NalMEHTH) Ja MpUeMar npaxa CyTpHH.

[Ipoab/KHTEHOCT HA ynoTpebaTa

TpakTyc He TpsOBa aa ce npuema noseye oT 14 aHU Oe3 KOHCYJITalUHs € JieKap.

Ako cuMniTomuTe Bu ce BAOwWIAT WK HEe HACTLNH noaoOpeHue cien 4-5 nHU, TpaOBa 1a ce KOHCYyATHpaTe
C JIeKap.

AKO cTe npHeJIH noBeve oT HeoOxoanmaTa 103a TpakTyc
B cnyuail Ha npeao3MpaHe MOXKe a Bb3HMKHE Jipa3HeHe Ha CToMaxa M yepsara, Hanp. 0oJika B kopema,
rajeHe, NoBpblaHe, IHAPHA.

Jlocera He ca cbOOLIaBaHU HEXKEJIaHW PEaKLUK WK MPU3HALM HA OTpaBsHe, JOPH MPH CEPHO3HO
npeao3upane. Benpeku ToBa, npu noao3peHue 3a npeao3upane ¢ Tpakryc, TpsadBa 1a cboOLHUTe HA
Bawius nekap.

AKO cTe nponycHa iu Aa npuemerte Tpakryc
He B3emaiiTe ABOMHaA /1034, 3a /1a KOMIEHCHpaTe nponycHarara jo3a. [Ipocto npuemere cieasaiara cu
103a B 00OM4AHOTO 3a TOBA BpeMme.

AKO UMaTe HAKAKBH JIONBJIHUTEIHU BbIIPOCH, CBBbP3aHH C yrnoTpedaTa Ha TOBA JIEKApPCTBO, MNONUTANTE
Bawius nexkap nnu papmauesr.

4. Bb3MOKHH HeXKeJIAHH peaKIHH

KakTo BCHUYKH JICKAPCTBA, TOBA JICKAPCTBO MOKE 1a NPCJAH3BHKA HCKCJIAHH PCAKLUIHH, BBIIPCKH HC HC
BCCKH I' NOJ1y4aBa.

Cnpere npuema Ha TpakTyc u BeaHara ce cBbpxkere ¢ Bamus Jiekap, aKo Bb3HHKHAT NPH3HALH HA
aJIepPru4Ha HJIH CEPHO3HA KOXKHA peaKlHs.

HewecTn (Morar jaa 3acerdar a0 | Ha 100 ayuiu)
® aJepruyHu peakuuu (cbpOex u oOpa3zyBaHe Ha YPTHKH (YPTHKApHA), TEXKKO MOJAKOXKHO MOyBaHe
(AHTHOHEBPOTHYEH OTOK) U KOKEH 0OpHUB);
® YCKOPEH CbpJEYEH PUTHM (TaXUKapAHs);
® [IOHHXXEHHE HAa KPbBHOTO HajisAraHe (XMrnoTOHHUs );
e rnaBobosue;

e
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IIYM B YIUKTE (THHHTYC);

Bh3MaleHHe HA JTUraBMIlaTa Ha ycTaTa (CTOMATHT);
CTOMAaTUT, KOpeMHa OoJika, rageHe, NoBphLiaHe H AHAPHA,
MOBHLLEHA TEMMNepaTypa

Peakn (Morat aa 3acernar a0 1 Ha 1000 nywn)
¢ 3anyx, OpoHxocnazsM — Hall-Beye NpU NaLUEeHTH CbC CBpbXpeakTHBHA OPOHXUAIIHA CUCTEMA B
ciy4ait Ha OpoHxHanHa acTMa
¢ HapylleHHEe HAa XpaHOCMHNAHETO (IMCTENCHA)

Mnoro peaks (Morar aa 3acersar ao | Ha 10000 aywn)
® TEXKH ANePruMHH peakiL i, KOHTO MOraT A4 C€ Pa3BHAT BKJIKOYHUTEIHO A0 LOK
® CEpPHO3HH KOXKHK peakluuH, Hanp. CHHAPOM Ha CTUBBHC-/DKOHCBHH M CHHAPOM Ha Jlakn*
® Bb3HUKBAHE HA KbpBEHE (KPbLBOM3IIUB), OTYACTH BbB BPb3Ka C peakLMH Ha CBPbXUYYBCTBHTENHOCT

C BeH3BEeCTHA WeCTOTA (0T RANKNYHHUTE NaHHH He MOXKe XA Onae HanpascHa ouelma)

® NOANYXBAHE Ha IHLUETO CNeA 3aIbpPXKAHE HAa TEHHOCTH B OPraHH3ManoHNXEHA arperaiys Ha
TpoMboLUTHTE

*B MHOro peaku cnyuas ca A0K13JBAHU TE€XKH KOXKHHU peakLUy, KaTo CHHAPOM Ha Stevens-Johnson
TOKCHYHa enHAepManHa HEeKponu3a acOuMUpaHa no speMe ¢ ynorpedara Ha aueTwiLHCTenH. B noeedero
OT AOKJIANBAHUTE CIY4YaH, CbBMECTHHAT MPHEM HA MOHE €1HO AOIBAHUTEIHO NEKAPCTBO € BbIMOXKHO A4 €
3aCHNIHN ONKCAHHUTE KOXKHO-JINTABHYHH PEaKLHH.

[Ipy nbpBHTE NPH3HALM HA PEaKLMA HA CBPBXUYYBCTBHTEJIHOCT (BX. no-rope), TpakTyc He TpadBa aa ce
[IpueMa OTHOBO. B Takbs cnyuyali € HeobXoaMMa KOHCYITALMA C neKap.

CpolOlapaHe HA HEKEJAHH PEAKNHH

AKO MONYUYUTE HAKAKBU HEXENIAHW NEKAPCTBEHH peakLU Uy, yBeaoMere Bawusg nekap unu papmMauesT.
ToBa BXJI0YBA BCHYKH Bb3MOXKHU HEONHUCAHH B Ta3Y JIUCTOBKA HExeNaHU peakUnu. Moxere ¢cbuio na
CLODLUMTE HEXENAHU PEeaKiIHK AUPEKTHO Upe3:

MansnHuTenHa areduus no nekapcersara (MAJ)

yi. ,,JdamaH I'pyeB” Ne &

rp. Cogua 1303,

Ten.: +35928903555

en.nouwa: bda@bda.bg

yebcaiiT: www.bda.bg

KaTto ¢cbobLuaBaTe HexeNalu peakluy, MOXKETe 1a AafeTe CBOA MPUHOC 3a NMONYYABAHE HA NOBEYE
HHPOpPMALIUA OTHOCHO DE30MacHOCTTa Ha TOBa NEKapCTBO.

5. Kak aa coxpanaBaTte TpakTyc

Ha ce cbxpaHaBa Ha MACTO, HEAOCTBIHO 32 Aela.

CbXxpanapaiiTe B OpMrdHajiHaTa OflaKkoBKa4, 3a Aa ce npeanasy ot cBeTnuHa. Jla ce cbxpansasa nog 25°C.

Cnep paipexaane, pa3TBopbT TpabBa aa ce W3non3na HezabasHO.




He nw3non3ealiTe TOBa NeKapcTBO CIEA H3THYAHE CPOKAa HA FOAHOCT, OTOENA3AH BbPXY €THKETA Clea
[ 0eH 10:". CpOKBT Ha MOJHOCT OTrOBaps Ha NOCNAEAHHMA JC€H OT MOCOYEHHS Mecell.

He n3xpLpnsghTe iekapTcBaTa B KaHAJIN3ALMATA HWIH B KOHTeliHepa 3a JoMaliik oTnaabud. [lonuradire
Bauinar dapMaueBT Kak 4a H3XBBPJIATE JIEKAPCTBATA, KOUTO Beue He H3NOA3BaTe. Te3ud MEPKH Lle
CMOMOTHAT 3a ONna3BaHe Ha OKOJIHATA Cpeaa.

6. CoaAbpKAHHE HA ONAKOBKATA H JONLJIAHATeHA AHdopManAs

KaxBo cnanpxka TpakTyc

- AKTHBHOTO BELUECTBO € aueTHALHCTerWH. Besko calne coabpxka 600 mg alleTHALMCTEHH.

- Hpyrx cperaBku ca: anda-tokogepon, yepseH xenedeH okcHp (E17211), xbaT xeneseH okcua
(E172ii1), acnapram, auecyndam Kaiuii, apoMaT Ha OPTOKaN, copOHTON.

Kak n3rnexna TpaxTyc nepopaieH NPaX H KAKBO ChAbLPXKA ONMAKOBKATA
TpaxTyc nepopaeH npax € opaHxes.

[lepopannusat npax ¢ onakosaH B PET/ Al/ PET / PE caiuera

BunoBe onakoBKH:
6, 10, 30 cauera

He BCHUYKH BHO0BE OINIAKOBKH MOIraT na 6'L,E[ET NYCHATH HA Ila3apa.

IIpaTexaTes HA pa3peIleHKEETO 33 YNOTPe6a H NPOH3BOIANRTEN
HOBEJI ®DAPMA EOO/I

ya. ,,OkonoBpbeTeH MbT Neo 36
rp. Codns 1415, brnrapus

JaTa Ha MOCAeAHO Npepa3riexaaHe Ha JHCTOBKATA:
02/2024 r.




