nan |
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JIACTOBKA: HHPOPMAIINA 3A IIOTPEBHTEA

OEPBEKC 3A BB3PACTHH BE3 3AXAP 500 mg/25 mg/200 mg rpanyJin 3a
nepopaneH paiTBOp
ITapaneramos/PenHpaMAH MATEAT/ACKOPOHHOBA KHCEIHHA

FERVEX ADULTS SUGSR-FREE 500 mg/25 mg/200 mg granules for oral solution
Paracetamol/Pheniramine maleate/Ascorbic acid

lIpouereTe BHAMATEJHO NNJATS JHCTOBKA Thil KATO TH cbAbPkA Bakna 3a Bac
HHdopMamma. |
Tosa NekapcTBO ce OTNycKa 6e3 Nekapcko mpeinucasne. Bompexku ToBa, 33 Ja MONMy9IHTE Hai-
XoOpH pe3aynraTd OT neueHHeTo, BHe Tpsa®Ba BHMUMATENHO A3 Cna3paTe HHCTPYKIHHTE 34
ynmpeﬁa Ha JEeKApCTBEHHUA MPOAYKT.
3ana’eTe TasH JUCTOBKA. MoXe 7ja ce€ HAJIOXKH Ja A IPOYETETe OTHOBO,
" AKO Ce HYXIAeTe OT JOTbIHHTENRA HHPOPMALUHA WIH CHBET, nonuTaiite Bamus ¢papMauesT.
»  BHe Tpa0Ba Aa MOTHPCHTE JIEKApPCKa NMOMOLY, B cayvali ye BaliTe CAMOTOMH C€ BIOIIABAT
UM He ce noaoOpsBar. | ~
" AKO HAKOS OT HeXKeNaHHTE JEeKAPCTBEHH PEAKLIMH CTaHe CepHO3Ha, WK 3abenexkure Apyrh,
HEOMHCAHH B Ta3H JIHCTOBKA HEXENaHM peaKUuH, Mo yBeaoMere Bainna nexap HaH

dapmalleBT.
B Ta34 JucTOBKA:
1. Kakso npeacrapnisa OEPBEKC 3A BHh3PACTHH BE3 3AXAP H 3a KakBo ce
H3I10JI3Ba

Tpenu aa npreMere @EPBEKC 3A Bb3PACTHH BE3 3AXAP

Kak na npuemate @®EPBEKC 3A Bh3PACTHH BE3 3AXAP
BB3MO3KHM HE)KENaHH peaKLHH

Kak aa cexpanspare PEPBEKC 3A Bb3PACTHH BE3 3AXA.P
JonmbHUTENHA UHPOpMALUA |

A

[MpenopbuBaT ce CAeAHNTE MEpKH IpH ynotpebaTa Ha PepBeKc:

- 1a He ce IperpABa CTajsTa U BE3AYXET Ja C€ OBIAKHABA

- 1a He ¢e MYLNH B CTadATa

- OpPraHi3MET Ja ¢€ XMpaTHpa, KaTo ce NHE BOAA B IOJIeMH KOJIHYECTBA

1. KAKBO NPEACTABJISIBA ®PEPBEKC 3A Bb3PACTHH BE3 3AXAP H
3A KAKBO CE H3IIOI3BA

Tosa nexapcTBO CHABPXKA NapaneTaMoll.
JlexkapcTBOTO € KOMOHHALMA OT G@HTHIHMPETUK, AHAIIEeTHK, AaHTHANCPTHYHO CPEACTBO H.
acCKOpOMHOBA KHCE/IMHA.
To ce W3NON3BRa 3a JieYCHHE HA TPOCTYAA, AIEPrHYEH PHHWT, PUHOPAPHHIHT H -
TPHOONOACOHH CHCTOAHNA NMPH BR3PACTHH M Aclia Hal 15 FoAMHM.

BAJKHO!




2. IIPEIA JA MPHEMETE ®EPBEKC 3A BH3PACTHH BE3 3AXAP

He npremaiiTe PEPBEKC 3A BH3PACTHH BE3 3AXAP B clieAHHTE CTy4aH:

e aneprus KbM HAKOA OT CbCTABKHMTE

® CEepHO3HO YepHOAPOOHO 3a0onsABaHe

e HAKOH QOPMHM HA rIayKoMa

e 330019BaHMA Ha NPOCTATATA U NHKOYHMUTE MBETHINA

e TpHu peua nop 15 roguun

¢ ceHunkeTOHYpHs (HacNeICTBEHO 3a0oNsABaHe, KOETO ¢ OTKPHBA MPH paXjaHe),

nopajH HAJTHIHME HA acnapTaM B JICKApCTBOTO.

KOTATO CE CBMHSIBATE BUHATH CE CBBETBAMTE C BAILIUA JIEKAP
WA GAPMALIEBT

» CIHEIHAJIHHA I[PE,I[Y]IPE)K,IEEEH
KoucynrHpaiite ce BeqHara ¢ lekap B Clly4ail Ha DpeAO3IHpaHe HAH CITydaiHo npﬁeuaue

HA CBP'BX BHCOKA J03a.

ToBa AeKap<cTRO CHALPKA I;;panerauoﬂ. Jpyru JieKapcTha ChIN0 ChABPEAT TA3H |
cyocrannua. He wxomMOMEEpaliTe TAKHBA JIeKAPCTBAa, 338 1A He HAIXBLPJIHTE
NpenopLYBAHATA JHEBHA 1034 (B “o3npoBka™).

Temneparypara Tpa6Ba sa cnagHe MHOro 0Bp30.

He HanxpbpnsiiTe HOCOUEHATA JO3HPOBKA H C€ KOHCYJITHPAHTE ¢ ICKap BeAHara B
CJIy4al Ha NMpeo3HpaHe.

He n3non3saiite JeKapcTBOTO 3a NMPOIBDKUTENHO JIeUeHHe 0e3 HasHauYeHne OT Jiekap,
oco6eHo ako CUMIITOMHTE Ha MOBMINEHa TEMIIEPATYPA NPOABIDKAT NoBeYe OT 3 AHH, a

JpYrUTe CHMATOMH — M0BEYE OT 5 HH WM Ce BIOINAT WK CC NOABH APYT CHMITTOM

ClIiCd MpHEMAaHEe Ha JICKapCTBOTO.

e IIPEAIIA3HHM MEPKH ITPH VIIOTPEEA
* HWndopMmupalite Bawmma nekap nnu  ¢gapMaugs:

3a0onaBaHe, O6peMEHHOCT H KbPMEHE;




» HudpopMmupaiite Bainua nekap HAH (papMaleBT, KOraTo €AHOBPEMEHHO C HETO
B3eMATE M JPYro NEKapCTBo. |
KOTATO CE ChbMHSABATE, HE CE KOJTEBAUWTE JIA CE OBAJTUTE HA BAILIWA
JIEKAP WIH ®PAPMAIIEBT.
= [lasere oT Aeua.
= [lo BpeMe Ha JIeYSHHETO € HeXeaTeNHO A3 Ce MPHeMa aIKOXON HAH CEAATHBHM

cpencTBa (no-cnelnanHo 6apobuTypath).

IIpHeM HA QPYTH JieKapcrea
3A JIA W3BETHETE MOTEHLMAJIHU JIEKAPCTBEHM B3AMMOJENCTBHSA,

MOJISET HHOPOPMUPAUTE BALIMA JIEKAP WM @OAPMAIIEBT, AKO
[IPMEMATE WJIM HACKOPO CTE IIPMEMAJIM JOPYTU JIEKAPCTBA,
BIJTIOYUTEJIHO H TAKHMBA, OTITYCKAHH BE3 PELIEIITA.

3a ma u3bernere BpeauuTe edektd or npefosupane, HE KOMBUHUPAMTE nmpyru
fNeKapcTBa CHABPKAWM aHTHXMCTaMMHM Win napauetamon BE3 KOHCYJITALIUA C
JIEKAP.

KOTATO CE ChbMHSIBATE, HE CE KOJIEBAMTE JIA CE OBAZIUTE HA BALLIMA
| IEKAP T ®APMALIEBT. |

== R R i ———— - i —

IIprem aa ®EPBEKC 3A Bb3PACTHH BE3 3JAXAP ¢ xpaHn B HADATKH

[To BpeMme Ha JeueHHETO HE TpAOBa na ce NpHeMa ajIKOXoJl.

bpeMeHHOCT H KbpMeHe

Kato npeanasHa MApKa, TOBA JIEKAPCTBO HE € MPENOPHYHTENHO N0 BpeMe HA OPeMEHHOCT -
U KBpMEHE.

KATO OBIO IPABWIO, 110 BPEME HA BPEMEHHOCT WJIH KbPMEHE
BUHATH CE KOHCVJITUPAUTE C BAIIIUS JIEKAP WIH ®APMAILIEBT ITPEJIH
[MPUEMA HA HAKAKBO JIEKAPCTBO.

Illo¢gupane H pabora ¢ MAMIUHA




Xopata, KONTO MOMHUPAT MOTOPHH TIPEBO3HM CpelCTBa MM paboTAT ¢ MallMHH, GHBAT
npeAyNpexKAaBaHH 32 PUCKA OT CHHJIMBOCT NPH yoTpebaTa Ha TOBA JIEKapCTBO.

To3n edexT ce YyCHIIBA NMPH NpHEMA Ha ANKOXON MM IEKapCTBa ChABPKALIH AJIKOXOJ.

Baxna uHpopMalHa oTHocho Haxom or cheraskare Ha OEPBEKC 3A
BB3IPACTHH BE3 3AXAP

e CIIMCHK HA MOMOIIHHATE BEIECTBA, HATHYHETO HA KOHTO
TPABBA JA CE HMA IIPEJ] BHJ 3A FE3OIIACHA YIIOTPEBA ITPH
OIIPEJEJIEHH NAMEATH

AcnapTtaM (H3TOYHHK Ha dennnananun) (E951), MmaruTON.

3. KAK JA IIPHEMATE ®EPBEKC 3A BB3PACTHH BE3 3AXAP

¢ JO3ZHPOBKA

Bp3pacThHu ¥ geua HAA 15 roiMHu:
[Io 1 came, nBa HIIH TPH ITETH Ha ACH.

e« HAYHMH HA MTPHIOXEHHE
HuTepBansT MeXAy Apa npuema Tpadea aa 6bae Haii-Manko 4 yaca.
CaabpkaHHeTO Ha cateTo Tpabpa na ce npHemMa ¢ A0CTATHYHO KONHYECTBO rOpeiia HH

CTYZeHA BOJA.

[lepopaiHo MPHAOKEHHE.

¢ YECTOTA HA JIEMEHHETO

[Ipy rpunonogoOHKU CHCTOAHHA Ce NPENophYBa JACKApCTBO Ja C€ B3HMA € ropelna BoAa

BEUYEp, IOM C€ MOABRAT N'bPBATC CUMITTOMH.

B cnyuam Ha ocTpa 6B6pedHa HeAOCTATBYHOCT (KPEBTUHHMHOB KIHPBHC < 10 ml/min)

MHTEPBAIET MEKIY ABa MpHema Tpadpa ja 6nje none 8 4aca.




e MMPOABDKMTEJHOCT HA IEYEHHETO

He u3nomssaiite TOBa NeKapcTBO 3a NPOABIKHTENHO NeveHHe 6e3 KoHCynTalMa ¢ nemp;
0Cc00EeHO aKO CHMIITOMHTE MPOABIDKAT NMOBEYE 5 AHM.

AKo cTe npHe]n noseue ot Heobxoumara 1038 GEPBEKC 3A BH3PACTHH BE3
3AXAP

B cnyuaif Ha ciydalino Wi npeJHaMEpeHO Npeao3npane nHpopMupaliTe Bamus aexap
Wi papMaLeBT. |

4. BH3IMOKHH HEXEJIAHA PEAKTIHH

KakTo BCcHUKH JiekapcTBa, ®EPBEKC 3A BBE3PACTHH BE3 3AXAP MOXe Xa NpeU3BMKA

HeXXEJIaHH PeaKkLyH, BEIPEKH e He BCEKH 'Y NoTyJasa.

* HacrenBaHe Ha OCTbp NMPUCTHN HA [J1ayKOMa NpH XOpa, KOHTO HMaT TaKopa
NpeaApasoNOKEHHE

*  VpuHapHM HapymieHHA (3HAYHTENHO HaMa/liBaHe Ha YPHHATA, umy.ﬁﬂéﬂo
YPHHHpAHE) | '

= CyxoTa B ycTara, HapyilleHHs Ha akoMoJalmATa (CrocoOHOCTTa Ha OKOTO Ja C€
HarJacABa 3a BIDKAAHE Ha Pa3s/IMYHH Pa3CTOAHUA), 3aNeK

* Hapymenns Ha NaMETTa WIM KOHLEHTPALMATA, 00bpKBaHe, CBETOBLPTEXK (NO-4ECTO
NpH NalUeHTH B HalpeHala Bh3pacT)

= JIkunca HAa KOOPpAMHALMA B ABHXKEHMATA, TPENEPEHE

* CoHHAHBOCT, 3aHHXEHO BHHMaHUE — NMO-ACHO H3pa3eHo B HAYAJI0TO Ha JICUCHHETO

= (Crobmapa ce 3a peJKH CAy4aH Ha KOXXeH OOpHB, 3auepBsBaHEe Ha KOXaTa, WIH
ajepruyHa peakuusa noa ¢dopMara Ha BHE3aNEH OTOK HA JHMLCTO WIH MHATA, HIH
BHE3aIHO HEpasTONOKEHHe ¢ MOHWKEHHE Ha KPHBHOTO Hanarame. Jleuenwero
TpAGBa He3a0aBHO Ja C¢ NPEYCTAHOBH, [Ja ¢€ NOTHPCH CHBETA HA JICKap M Ja He CC
NMpHeMAaT NMOBeYE JEKAPCTBa ChIbPKALIN NapaleTaMosl Wil GpeHNpaMHH

» (CpobmaBa ce 3a HAKOJKO peAKH Cay4as Ha I[pOMAHA B pesyn'ranﬂe- Ha
nabopaToOpHUTE H3CAEABAHMA, HANp. MHOrO HHCKH HHBA HA HAKOH Genn KpBBHH

TeJILA MM TPOMOGOLIMTH, KOETO MOXKE A2 NOBEAE 10 KhPBEHE WIH BeHIUTe. B

TAKBB CYyuai ce KOHCYNTHpalite ¢ JeKap.



CBHOBILUETE HA HA BALIMA JEKAP WIH ®APMALIEBT 3A BCHYKH
HEXEJNAHHU JIEKAPCTBEHU PEAKIIUU, 3A KOUTO HE CE CbOBIIABA B
TA3HU HHO®OPMAILIHAAL

AKO HAKOS OT HexXeJlaHUTE NCKAPCTBEHH PeaklHH CTAHE CCpHO3HA, HIIH 3a0enexuTe
APYTH, HEOMHCAHH B TA3M JIMCTOBKA HEXENaHH peakliy, MOJIA yBeaoMere Baluna nexap

1M (apMaliesT.

5. KAK JA CBXPAHSABATE ®EPBEKC 3A BB3PACTHH BE3 3AXAP

» HaMma ceumanHu ycnoBHs Ha CbXpaHEHHE. -

= Jla ce CHXpaHABAa Ha MACTO, HEAOCTBHITHO 34 AClA.
p

HE M3NOJI3BAKUTE ®EPBEKC 3A BH3IPACTHH BE3 3AXAP CJIEQ] CPOKA
HA T'OIHOCT, OTBEJISI3AH BHPXY OITAKOBKATA.

6. AOITBJIHATE/THA HH®OPMAIINA
Kaxpo cbabpika ®EPBEKC 3A Bb3PACTHH BE3 3AXAP

- AKTHBHHTE BemecTsa ca: napaueramon 500 mg, ¢eHHpaMHH Manear 25 mg,
ackopOuHOBa KucenrnHa 200 mg

- JpyTHTe CBCTaBKH ca: MAHMTOJN, Oe3poAHa JIHMOHEHA KHCEAHHA, TOBHAOH,
Oc3BoeH Marse3neB LMTPAT, acnapTaM, aHTHJICKH apoMar 3a €AHO callre.

Kak u3rnexna ®EPBEKC 3A Bb3PACTHH BE3 3AXAP H KaKBO ChbIbpPia ONAKOBKATA
["'panynu 3a nepopaneH pasTBop - 8 cameTa B KyTHS.

IIpHTEXATE) Ha PA3PEINEHHETO 33 YNIOTPeta H NPOHIBOARTE

IIpHTexkaTE] HA Pa3pelleHHEeTO 38 YIoTpeba:

Bristol-Myers Squibb Kit
Lovohaz u. 39. 3.em.
1024 byzanema, YHrapus

IIpousBoanTEIM:
BRISTOL-MYERS SQUIBB
304, avenue du Docteur Jean Bru

47000 Agen, Opasuus

BRISTOL-MYERS SQUIBB
979, avenue des Pyrénées




47520 Le Passage, OpaHuus

BRISTOL-MYERS SQUIBB
Champ de Lachaud Goualle

19250 Meymac, ®Ppanuus

JaTa Ha NOocJIeAHO OROOPCHUE HA JIHCTOBKATA
10/2008

3a AOMBJAHHUTENHA HHPOPMALIHA OTHOCHO TOBA JIEKAPCTBO, MOJIA CBBPXKETE C€ ¢ JIOKATHHA
NpeACTABHTE) HA MPHTEXKATENA HA paspelmieHHeTo 3a ynorpeba:

O30n JIaGoparopuc brarapus
yia. "Acen 3aarapor" N 1
1504 Codna

Tea: 0800 12 400




