JIlncToBka: nHpOpMAIHA 32 NANHEHTA

HeuTyc 7 mg/ ml nepopaJien pasrsop
Ivitus 7 mg/ ml oral solution

CyX eKcTpar OT JIMCTa Ha OpbLULIAH
vy leaves dry extract

[IpoyeTreTe BHMMATE/IHO UAJIATA JIHCTOBKA, MPeAH Aa 3aN04YHeTe Aa NpHeMaTe TOBa JIEKapCcTBO,

ThbiH KaTO TH ChAbPKa BakHa 32 Bac nndpopmanus.

BuHaru npuemaite ToBa JIEKapCTBO TOYHO KaKTO € ONMUCAHO B Ta3W JIMCTOBKA WM KakTo Bu e kasan

Bawus nekap mau ¢papmalesBT.

- 3ana3zere Ta3u AUCTOBKA. MOXe a ce HanoXHu Aa g NpoYeTeTe OTHOBO.

- AKO ce Hy>aaeTe OT AOMNbJHUTENHA HHDOpMAaUMA WU CbBeT, nonuraite Bawns gpapmauesr.

- AKO MONy4YuTe HAKAKBM HEXEJaHHU JICKapCTBEHW peakuud, yeeaoMere Baiuusa nexap uwiu
¢apmaueBT. ToBa BKIKOYBA U BCHYKHM BB3MOXXHHU HEXKEJAHU pEeaKUMUH, HEONUCaHW B TasM
nucToBKa. Bukre TouKa 4.

- AKo cnen 7 IHM He ce 4yBCTBaTe Mno-a00pe wik cbeTosHKueTo B ce Biowu, TpadBa Aa NOTbPCUTE
JIeKapcKa MmoMoLl.

KakBo ¢cbAbpKa Ta3H JIHCTOBKA: g, >
L. KakBo npeacrasnsea UBUTYC M 32 KaKBO C€ M3I10J13Ba 01y
2 KakBo TpaOBa 1a 3Haere, npeau aa npueMere UButyc | Kou Pas. Ne ;.2/01911"-“-.-
3. Kak na npuemare MBurtyc Ne 1
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4. B1b3MOXHHU HEXeJIaHW peaKkLUu 63 ro2 2
5. Ka[{ ﬂa CBKP&HHB&T& ”BHWC = ---...:...u..un.-.-...u....u.“u- AR A EINN S AR RS SAR N
6. ChabpikaHHE Ha OMAKOBKATA M JOMbIHUTENHA HHPOPMEDROEPOMUO N ... o,
1. KakBo npeacrasiasBa UBuTyc 1 3a KakBoO ce H310.13Ba

MUBUTYC € pacTUTENEH JIEKAPCTBEH MPOAYKT U ChbAbPKAa aKTUBHOTO BELUECTBO CYX €KCTPAKT OT JIUCTa Ha
OpblungH. U3non3ea ce KaTo eKCreKTOPaHT B Cjlyyad Ha NPOAYKTHBHA KAalJIMLA NPH Bb3pacTHU, FOHOLLIH
MU eua Haa 2 roavHu.

2. KakBo TpsbGBa na 3HaeTe, npeau Aa npuemere UBUTYC

He npuemaiite UBHuTyC!:

- aKo CTe alepru4yHu KbM aKTUBHOTO BELLIECTBO MJIM KbM PaCTEHHUS OT CEMENHCTBO bpbLusISHABU MK
KbM HAKOS OT OCTaHA/IUTE CbCTABKHU HA TOBA JIEKAPCTBO (M30pOEHH B TOUKa 6).

- Npu aeua noja 2 roMHH Nopaaud pUCK OT BJIOLLIABAHE HA UXATEIHUTE CUMITTOMM.

[IpeaynpexaeHus H NpeANna3sHH MEPKH

["'oBopeTte ¢ Bawuus nekap uam papmauesT, npeau aa npuemere Msuryc:

- AKO uMare aucrnHes (3aTpyAHEHO AMLIAHE), aKO UMaTe BUCOKA TeMIepaTypa Uiu THOUHH XPaUKH;

- AKO CUMMIITOMHTE NPOABLJIKABAT NMOBEYE OT €1Ha CEAMULA,

- AKO Beye rnpuemMare Apyru NpoTUBOKALIIMYHU CPEJICTBA KATO KOJIEUH WU AE€KCTPOMETOP(DAH;

- AKO MMare raCTpuT WJIH A3Ba Ha CTOMAaxa;

-  VYnorpebata Ha TO3M JIEKAPCTBEH MPOAYKT HE C€ Mpenopbysa MpU NauMeHTH ¢ PAAKO CpellaH
HaCJ1€ICTBEH CHHAPOM Ha (PPYKTO3HA HENMOHOCHMOCT.

Jlena
To3u nekapcTBeH NMPOAYKT He TpsOBa Aa ce W3MoJI3Ba NMpH Jeua rnoj 2 roiMHH.

npuemaiite Usutyc.”

[Tpu aeua ot 2 10 4 roAMHHU € YNIOPHTA U MOBTapALLA C€ KalIMUa € HeobXxoauma
[peax NpUIaraHeTo Ha JIeYeHHe.



Apyru aexkapcrsa u UBuryc
Undopmupaiite Bawuius nexkap wim gapmaueBT, ako NpUEMaTE WK HACKOPO CTE NMPHEMATH, HJTH €

Bb3MOXXHO 11a MPUEMETE APYIH JIeKapCTBa.

HUBHTYC ¢ XpaHa, HAMMTKH H AJIK0XO0/1
UBUTYC nepopasieH pa3TBOp MOXKE J1a e MpUeMa HE3aBUCUMO OT XPaHEHETO.

bpeMeHHOCT, KbpMeHe H PepTHIHTET
AKO cTe OpeMeHHa WM KbpPMHUTE, CMATATe, Y€ MOXKE 1a cTe OpeMeHHa WM MJl1aHUpaTe OpEMEHHOCT,

nocbBeTBalTE ce ¢ Bawus nekap npeau ynorpedara Ha TOBa JIEKapCTBO.

bpemennocm
[Tpu nunca Ha agoctaTb4HO MH(GOpMaLMs 3a Oe3onacHOCTTa, ynorpedbara Ha UBuTyc no Bpeme Ha
OpeMEHHOCTTa HE € NPenopbYHTEIHA.

Kvpmene
[lpu nunca Ha goctaTbyHO HHPOpMauMs 3a Oe3onacHoCcTTa, yrnorpedara Ha UBUTYC no Bpeme Ha
KbpMEHE He € NMpenopbYMTE/IHA.

Depmunumem
HsamMa HanaMYHKU JaHHW OTHOCHO e()eKTa Ha CYXHSl €EKCTPAKT OT OpbLULISAH BbPXY GepTUIMTETA.

[llodpupane n pabora ¢ MALLIHHH
He ca npoBexaaHu npoy4BaHUA BbpPXY CNOCOOHOCTTA 3a WodupaHe U padoTa ¢ MALLUHM.

UBHTYC chABPKA TedeH MAJATHTOJ. Moxke 1a npeAu3BHKA JIEKO C/1a0HTEIHO AeHCTBHE.

3. Kak na npuemarte UBuTtyc

BuHaru npuemaiitTe ToBa 1€KapCcTBO TOYHO KakTo Bu e kazan Bawusar nekap uau ¢papmauesTt. AKO He
CT€ CUFYPHHM B HEllo, nonuraiTe Bawus nekap uau ¢papmauesT.
U3non3Baiite rpaayvMpaHaTta MEpUTE/IHA YalliKa, 3a 1a U3MEPUTE TOYHO Ao3ara oT Meuryc.

[IpenopbunTeIHATA 103 €:
FOnowu u ev3pacmuu

[lpuemaiiTe no 7,5 ml nepopaneH pa3TBop ABa MbTH AHEBHO (CboTBEeTCTBALL HA 105 mg cyx ekcTpakT
OT JIKCTa Ha OPbLUJAH).

Ileouampuuna nonynayus

JHeya om 6 0o 11 eodunu
5 ml nepopaneH pa3TBop ABa NbTH AHEBHO (CbOTBETCTBALL HA 70 Mg CyX €KCTPAKT OT JIMCTA Ha

OpbLLIAH).

Heya om 2 0o 5 200unu
2,5 ml nepopasieH pa3TBOp ABa MbTH JAHEBHO (CbOTBETCTBALL HA 35 Mg CyX €KCTPAKT OT JIHCTA Ha

OpbLUIAH).

eya 0o 2 200unu
MBUTYC € NpOTUBOMNOKA3aH MpH A€Lla Ha Bb3pacT noja 2 roJiMHH.

[Tpu ynopura 1 noBTapsila ce Kaliiua npy aeua ot 2 10 4 roaMHH, € Heo0Xoau
JAMarHo3a npeay nNpuiaraHeTo Ha JIeueHHe.




MBuTyC nepopalieH pa3TBop ce nNpHeMa ¢ MOMOLLTA Ha NpeaocTaBeHaTa MEPUTESTHA YallKa (C aeieHHs
2,5ml, S5mln7,5ml).

AKO cTe NpHeJIH noBeve oT HeoOxoaumara ao3a or UBuTtyc

[Tpeno3zupaHeTo MOXke aa NPUYMHM raaeHe, NoBpbLIaHe, AMapus U Bb30yaa.

Ako cte npuenu noseuye MBuTyc oTkoakoTo TpsdBa, HHPopMupakiTe He3abaBHO Bauiunsg nekap unu
dbapmauesT.

AKO cTe nponycHaJu aa npuemere UBuryc
He B3emaklite ABO#HHA 103a 3a A1a KOMIIEHcHpaTe nponycHarara. [Ipoabnkere ynorpedbara Ha UBuTyc,
KaTo crna3pare obuuaiiHaTa 103MpPOBKaA.

AKO UMaTe HIKaKBH JOMbJIHUTEIHH BbIIPOCH, CBBP3aHM C yrnoTpedara Ha TOBa JIEKApCTBO, MOMUTANTE
Bawus nekap nnu gpapmauesnr.

4. Bb3MOXKHH HEXeJ/IAHH PpeaKlHH

KakTo BCHYKH JICKApCTBa, HBHT}’C MOXKC Ja NpECAU3BHUHKA HEXC/IAHHU PE€AKLIUH, BBITPEKH 4€ HC BCCKH I'H
[nojiy4asa.

CrieaHUTE HEXEJIaHU peakUMH Bb3HUMKBAT 4ecTo (Te Morar aa 3acerHat a0 1 Ha 10 yoBeka):
['aneHe, noBpbLaHe, AUAPHA.

CneaHWTE HEXEaHW peaKkLMH Bb3HUKBAT HeuecTo ( Te morar jaa 3acerHar ao 1 Ha 100 yoBeka):
YpTukapus KoxKeH oOpUB, 3aayX.

AKO 3a0enexuTe HAKOS OT ropernoco4YeHUTe HeXETaHW peakuuu cnpere aa npuemare MBUTyc U nocerere
Baiwus nekap.

AKoO 3a0enexxuTe CHMITOMH Ha CBPbX4YYBCTBUTEHOCT, CripeTe aa npuemarte UBUTycC.

Cro0maBaHe HA HeKeJIAHH peaKIHu

AKO NOJIyYHUTE HIKAKBH HEXKEJIaHU IEKAPCTBEHHU peakUMnH, yBeaoMeTe Baluunsa nekap unn dapmauesT
WM MEeAULMHCKA cecTpa. ToBa BK/IKOYBA BCHUYKHM Bb3MOXKHH HEOMKWCAHU B Ta3M JIMCTOBKA HEXEIaHU
peakuur. Moxe cbl1o Ja CbOOLUMTE HEXETAaHH PeaKUMK JMPEKTHO Ype3 HallHOHA/IHATa CUCTEMA 3a
cboOLLaBaHe, B M3nbaHuTenHara areHuus no jekapersara yi. ,.JlamsaH ['pyes” Ne 8, 1303 Codus,
Ten.: +35928903417, yebcaitT: www.bda.bg. Kato cbobiuiapate HexeslaHH peakLiMK, MOXETE 1a
aajnere CBOA MPUHOC 3a NoJjlyyaBaHE Ha noeevye HHPOpMaLHUA OTHOCHO 0€30MacHOCTTa Ha TOBA
JIeKapCTBO.

5. Kak aa cexpansaBare HButyc

Jla ce cbXxpaHsBa Ha MACTO, HEAOCTBITHO 3a Aeua.
UsuTyc He TpsaOBa aa ce u3non3ea noeeye ot 14 AHU ciea NbpBO OTBapsHE HA OyTHIIKaTa.

Cnen oTBapsHe a ce cbXpaHsaBa npu temrneparypa noa 25 C.
He u3non3Baiite TOBa JieKapCTBO CJiell CpOKA Ha FOAHOCT, OTOE/A3aH BbPXY €TUKETAa U KApTOHEHaTa
ornakoBka cnej ,,l oneH 10:” CpoKbT Ha rOAHOCT OTrOBaps Ha MOCAEAHUA AEH OT NMOCOUYEHHA MECELL.

6. ChabpxkaHHe HA ONAKOBKATA H A0NbJHHTE/IHA HHGOpMaL U

KakBo cbabpxka UBuTyc

Bceku | ml oT nepopanHus pa3TBop chabpika 7 mg CyX €KCTPaKT OT JIMCTa Ha Op
folium), DER (4-8:1), ekcrparenT — Etanon 30% ( 06./00.)
3



Jlpyrure cbCTaBKM ca: HaTpUeB O€H30aT, TeUeH MaITUTO, 0€3BOIHA JIMMOHEHA KHCEJIMHA,
KCaHTAHOBA rymMa, apomar Ha Mea*, npeumcTeHa Boa.

e apoMaTt Ha ME€A: NPONUWJICHIJTUHKO/1, JIHHAJION OKCHJ, JIMHAJ10J1, dJEHeTHHOB AJIKOXO!J1, NMponaHoOJl.
[ToMOLIIHO BELIECTBO NMpyU NPpUIroTBAHETO HA CYXHUA €KCTPAKT - MAJITOACKCTPHH.

Kak n3riexna UBHTYC H KAKBO ChAbPiKa ONMAKOBKATA

UButyc e OUCTBP, KadsaB, BACKO3EH pa3TBOP € apoMar Ha MeJ.

OnakoBaH € B Kadsapa cTokieHa Oytunka (tun I, no 100 ml, 150 ml unu 200 ml), ¢ 64na kanauka
Ha BUHT OT MOJIMNIPONMEH, 3alllMTEHA OT ella U MEPUTEJIHA YalllKa OT MOJUIMPONUIIEH C AE/I€HHS
2.5ml, 5,0 ml u 7,5 ml, noctaBeHn B MHAMBUAYATHA KAPTOHEHA KYTHUS C JIMCTOBKA 3a MaLIMEHTA.

He BCHUYKM BHIOBE ONMAaKOBKH Morar Ja ObaaT nycHaTHHa nasapa.

IIpuTexaTe) HA pa3pelIeHHETO 3a ynoTpeoda:
bynarepmen BE EOO/]
yna. buctpuwko woce Ne7

1756 Codums
bbarapus

IIponsBoauTen:

H2 PHARMA

21 rue Jacques Tati
ZA LA Croix Bonnet
78390 Bois d'Arcy

OpaHuuUs
JlaTa Ha NOCJIeIHO Npepa3rjexiaHe HA JHCTOBKATA:

Mapt 2024




