OEPBEKC 3A BH3PACTHH C BKYC HA MAJIHHAS00 mg/25 mg/200 mg rpanyad 3a
NepopaieH pasTBop
l'[apaueramomtbeﬂnpamnﬂ MajieaT/AckopOnnoOBa KHCETHHA

FERVEX ADULTS RASPBERRY 500 mg/25 mg/200 mg granules for oral solution
| Paracetamol/Pheniramine maleate/Ascorbic acid

Ipouerere BHAMATEIHO NSJIATA JIRCTOBKA Thil KATO TA CHABLPKA BaXHa 32 Bac
nHpOpMaAnNL.
AKO UMaTE HAKAKBH nom.rmmeﬂnn BENPOCH, nonuTatite Banus nexap wian ¢papMaleBT.
ToBa nekapcTBo ce oTnycka 6e3 nexapcko npeanucanue. Benpeku ToBa, 3a Aa MOJMYUHTE Hak-
JoOpH pe3yiaTaTH OT ACYCHHETO, Bue TpsAOBa BHUMATENHO Ja cnaspare HHCTPYKIIHUTE 34
ynmpeﬁa Ha JIEKAPCTBEHHS NPOAYKT.
3anasere Ta3u JMcTOBKA. MoxXe J1a ce HaJIOXKH J1a 5 MPOYETETe OTHOBO.
* AKO ce HYX/aeTe OT JOITBIHUTENHA HH(OPMALMs HIH ChBET, nonnTaiTe Bammus dapManesr.
= Bue Tpa6Ba a NOTEPCHTE JieKapcxa TOMOiL, B CiTydait 4e Balnte cHMOTOMH c€ BIOMABAT
HIIH He ce noAoOdpaBar.
" AKO HAKOS OT HEXKEJAHHTE IEKAPCTBEHH PEaKLIHK CTaHE CEPHO3HA, HIIH 3a0eNIeKHTE ApYTH,
HeONKNCaHH B Ta3H JIHCTOBKA HEXENaHu peakliuu, MOJIA yBeioMeTe Bamius nekap wim

dapmanent.

B 143K JHCTOBKA:
1. Kaxso npeacrasnsgsa PEPBEKC 3A Bh3PACTHU C BKYC HA MAJIMHA wu 3a xakBo
ce H3M0I3BA

IIpenu na npuemere PEPBEKC 3A BB3PACTHU C BKYC HA MAJIMHA.
Kax na npuemare ®EPBEKC 3A Bb3PACTHHU C BKYC HA MAJIHHA

Kak za cexpanssate ®EPBEKC 3A B’I:BPACTHH C BKYC HA MAJIMHA.
HombaaurenHa aagopMaLms -
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1.  KAKBO IPEACTABJSIBA ®EPBEKC 3A Bb3PACTHH C BKYC HA
MAJIHHA H 3A KAKBO CE H3ITOJI3BA

QapMaKoTepaneBTHYHa Tpyna
ButaMun-AHanreTuk-AHTHIHApeTHK-H1 AHTHXMCTAMHH

TOBa MeKapCTBO C€ H3MOJ3Ba 3a 00NeKYaBaHE Ha CICHHTE CHMIITOMH IIPH: NIPOCTYA, anepruycH
PHHHT, pUHO(APHHTHT H IPHIONOACOHH CHCTOSHUSA TIPH BB3PACTHH K JC1A Ha U HaA 15 roguHH.

- HaMaJisiBa CEKPELHATA OT HOCA H CBJI3CHETO,
- KHXaHe

- NOBHUIIIEHA TENECHA TEMOEpaTypa

- 5eka 0 ymepeHa 60JKa OT pa3iudeH IpOU3XOJ

2. IIPEAUA JA IIPHEMETE ®EPBEKC 3A BH3PACTHH C BKYC HAMAJIHI-IA_
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He npuemaiite PEPBEKC 3A BBb3PACTHH C BKYC HA MAJIMHA B ciefHHATe Clyqau:

aeua nog 15 roauHu

aJeprus KbM HAKOA OT ChbCTaBKHTE

HAKou PopMHU HA rmaykoMa (YBENTHYEHO BHTPEOUHO H&HHF&HE)

3a00JABaHUSA HA MPOCTATATA M MNKOYHHTE ITBTHINA

CEpHO3HO YepHOAPOOHO 3a00i1ABaHE

TIPH HEMOHOCHMOCT KbM (IDYKTO32, CHHAPOM HA [IIHOKO30- -rafaKkTo3Ha Manaﬁcopﬁuﬂﬁ
WIH 3aXapo30-H30MaJTa3Ha HEJOCTATEYHOCT. |

- Kato npasuno, Bue He tpa6sa Aa ynotpefssare To3H IPOLYKT aKo CTe GpeMeHHA HITH KbpPMHUTE,
OCBeH aKo Baurust nekap ve Bu KanKe, ¢ MOXKE. -

KOTATO CE CbMHSBATE BUHATH CE CHbBETBAITE C BAILIWS JIEKAP UJTH
®APMALIEBT

=  CIHELHAJHU IPEAYTIPEXAEHWS
Ja ce cbxpansBa Ha MSCTO, HEJOCTBIHO 32 JeNa.

¢ Jlo3upoBKaTa, NPONB/LKHTEIHOCTTA Ha IeUeHHE OT 5 AHA H KOHTPaMHAMKAUMHUTE TPAOBa Aa
- 6baT CTPHKTHO HabMOaBaHH. -
e He e npenoprurtenda ynorpedaTa Ha ajIKOXOJ, JIEKAPCTBCHH MPOAYKTH ChABPKALH
ANKOXOJI HITM CEAATHBHY JIEKAPCTBA MO BPpEME HA JIEHSHUETO.

KoHcynrupaiite ce BeAHAara ¢ Jiekap B c/lyuali Ha MPeA03HPAHE HIIH CITyuaiiHO IPHEMAHE HA
CBPBX BHCOKA /1034,

ToRa JeKapceTBO CHABPKA Mapaneramost B (peHHpaMun, JIpyra JJeKapceTea b0 ChHABPIKAT
Te3U cyocTannku. He komOnHupaiiTe TAKNEA JIEKAPCTBA, 32 A2 HE HAAXBBVIHTE :
NpenopHLYBAHATA AHEBHA X033 (BHXK “/03HpOBKA™).

e Bceako came cpaspka 11,5 g 3axaposa, koero TpaOBa aa ce B3eMe MO BHHMaH#e [P
XPaHHTEIIEH PEXHM C HACKO ChIABDKAHHE HA 3aXap HiM A1aber.
o Undopmupaiite Baims nexap win GapMarieBT, KOraTo eHOBPEMEHHO ¢ HEro B3UMarte |

ApYTo AeKapcTBO.

AKko cTpajare oT
®  TEHKKO Gfbﬁpeqﬂo HITH YePHOAPOOHO 3a60nﬂﬂaﬂe

®  aKO CTe [peApa3noNOXEHH KbM 3alleK, BHEHE Ha CBAT HIIH 3a00/sBaHE Ha THKOYHHTE
NbTHIA, TOBA JIEKAPCTBO TPAOBA Aa ce H3NMOM3Ba CaMO M0 JIEKapcKa npenopbKa.

B cayyail Ha: H3THYAHE HA THOHHH CEKPETH OT HOCA, CHMNTOMH Ha MTOBHIIIEHA TEMIIEpaTypa WM
JHICA Ha TTono0OpeHre Cliel 5 IHH OT HAYANO0TO HA NEYEHHETO, KOHCYJITUPANUTE CE C

BAIIIAS TEKAP.

IIpHeM Ha ApyId JeKapCcTBa
Monsa uadgopmupaiite Bamng nexkap HaK gpapMaLCBT, aKO NPpHEMAaTe HITH HACKOPO CTC npnema.uﬂ

......

JIpYTH JIEKapCTBa, BKIIOYATENHO U TaKWBa, OTIYCKAHH Oe3 peuenta. P



3a 1a n30ertere BpeAHHTe edeKTH OT upeao3upane, HE KOMBHHHUPAUTE c apyru
| mekapcTRa CHALPKAME AHTHXHCTAMHHH HIH napaue*rauon BE3 KOHCYJITAIIHH C

JEKAP,
| KOTATO CE CbMHSBATE, HE CE KOJIEBAPITE JA CE ObAJIUMTE HA BA]]IHH

JEKAP WJIH ®APMAIIEBT.

- IIpuem na @PEPBEKC 3A BB3PACTHU C BKYC HA MAJIHHA ¢ Xxpany ¥ HARHTKH
ToBa JlekapCTBO MOXeE a MpEAN3BHKA MOBHILIEHA CHHIIMBOCT OT aJIKOXOJ. |IpenopbYHTENHO €
JICYCHUETO ia Obae 3aM0YHATO BEYEp H a He Ce IPHEMA allKoXOJl.

bpeMeHHOCT H KbpMeHe |
IloceBeTBaliTe ce ¢ Bauma nemap 1017 tbapmauem npe;m ynoTtpebara Ha KOSTO H 1 € JIEKapCTBO.

. BpeMeHHOCT: He ce MpenopbyBa MPHEMA Ha TOBA JIEKAPCTBO 110 BpeMe Ha OpeMEHHOCT.

Knpmene: He ce npenoppyBa NpAEMA Ha TOBA JIEKApCTBO N0 BpeMe Ha KbpMEHE.

ITiopupane u paGoTa ¢ MAIIMHH .

- XopaTta, KOATO 110QHpaT MOTOPHH npeﬂoanu C[JE,HCTBEI WIH paboTAT ¢ MAlIHHH, TpAOBa Ja Eﬁ,nar
nNpeAylIpeacHH 3a PHCKA OT CHHIMBOCT NpH yIIoTpebaTa Ha TOBA JIEKApCTBO.

To3u edekT ce ycunpa npu NpUEM Ha aNKOXO0 UM JIEKAPCTBA, ChABPXKAILH aJIKOXO0I HIH
CCAATHBHH JICKAPCTBEHH MPOAYKTH.

Baxua undopmManns oTHocHO HaAKoH ot cheTaBkATE Ha PEPBEKC 3A Bb3PACTHH C
BKYC HA MAJIHHA

ToBa nekapcTBO ChABPIKA 3aXap03a.
3. KAK JIA IPHEMATE ®EPBEKC 3A Bb3PACTHH C BKYC HA MAJIMHA

- Ho3upoBxka
- Bb3pacTHH M AcUa HA M Hag 15 rOAHHM:
ITo 1 came, kaTo HHTEPBATLT MEXKIY ABa npHeMa TpsOBa aa 6pae Hali-Manko 4 qaca, 6e3 fa ce

HaAXBLPIAT 3 callleTa AHESBHO.

~ Hauun na npanoxenue
[TepopanHo NpHIOKEHHE.
CHObpKaHHETO Ha CAlIETO Tpﬂﬁaa na ce npueMa ¢ JOCTATHYHO KOJHYECTBO ropeula Uil c'rynena -
BOJIA. |

Ilpn rpunonogofHu CbCTOAHMA, € nu—noﬁpe JEKapPCTBOTO J1a CE MPHEMA C mpema BOJA BEYED.

YecToTa HA npheMa
B ciiyuan Ha TexKa 650peuHa HeZOCTATHYHOCT (KPEaTHHHHOB KIHPBHHC < 10 ml/min)

HHTEPBAIET MEXAY Z1Ba TIpHEMa TPsOBa fia Gblie OHeE 8 yaca.
HE HPO,[[BJDKABAHTE JIE‘lEI-H'IETO BE3 I{OHCVJIT AITUAC JIEKAP

Il poagb/EKHTEIHOCT B JIe9€HHETO

[TpoabLIKUTENTHOCTTA HA JIedeHHE He TpAOBa Ja HAOXBEHPS 5 JHH.

AKO CTe mpHeIH noBede oT HeoGxoaumara no3a ®EPBEKC 3A B'BBPACTHH C BKYC HA
MAJIHHA, [TPEKPATETE JIEYUEHUETO U CE KOHCYJITHPAUTE }IEBAEABW c -
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AKO cTe NpONYCHAIN Aa IPHEMETE tIlEPBEKC 3A BB3PACTHH C BK‘.VC HA MAJIHHA:
He p3emaiite JBOMHA 1034 32 ]a KOMIIEHCHDATE MpomycHaTaTa osa. -

4 BB3MOKHH HEXXEJAHH PEAKLIMH

Kakto BcHukH nekapctsa, PDEPBEKC 3A B'bBPACTHH C BKYC HA MAJ]IH—IA MOXKe J1a

peAN3BHKA HEXKENaHH peakiiH, BhIPeKH Y€ He BCEKH TH ToAyapa. -

»  HacrbnBate Ha OCTBP NPHCTHII Ha TIayKOMa TIPH X0pa, KOUTO HMaT TﬂKOBﬂ
MpeApa3noIoXeHHe. | |

®  VpunapHH HapyIIeHHS (3HAYHTEIHO HAMANABAHE HA YPHHATA, 3aTPYIHEHO ypﬂﬂﬂpaﬂe)

" Cyxora B ycTara, HapylieHHs Ha aKOMOZJALUATA (CTIOCOOHOCTTA HA OKOTO J1a €€ Harjacasa

33 BXK/IAHE HA PA3IMYTHH Pa3CTOAHHA), 3aMeK. o .

= . HapyineHud Ha naMeTTa WU KOHLCHTpALIMATA, {)ﬁ’prB&HE CBBTBB'I:]JTE}K (no-qecm npH
MAalHEHTH B HAIIpEAHaJa Bb3pacT).

*  Jlumnca Ha KOOpAHHALHA B ABHXXCHUATA, TPETIEPCHE.

‘8 CBHINBOCT, 3aHHKEHO BHUMAHHE — MO-ACHO H3PA3eHO B HAYANOTO HA JICYCHHETO.

* JloHmwkeHHEe Ha KPEBHOTO HANATAHE IIPH ABUACHHE HITH HEHpaBHHe KOETO Moxe Aa ObAae

 TIPHAPYKEHO CBHC CBETOBBPTEK.

= (Crofulasa ce 3a peAKH CiIyuaH Ha KOXKEH OOpHB, 3auepBaBaHe Ha KUJK&TEI, ITH ancpmtma
peakuds nox ¢opMara Ha BHe3allcH OTOK Ha JIMLETO HIH LIHATA, HIIM BHE3AMHO
HEPA3MOIOXKECHUE C MOHWXEHHE HA KPBBHOTO HaJsATaHe, Jleuenuero TpsiOBa He3a6aBHO 11a Ce
MpeycTaHOBY, JIa Ce MOTHPCH CHBETA HA JIEKap M A He Ce NPUEMAT ITOBEYE JICKAPCTBa
ChJIhPXKALL MAPALCTAMOJT HIH (PEHHPAMUH.

» (Cpo0iaBa ce 3a HAKOJIKO pefiKH ciyqas Ha IIPoMsIHA B PE3YJITATHTE HA NabopaTropHHTE
M3CHeABaHN, HATIP. MHOTO HUCKH HHUBA HAa HAKOHM O€JIH KPbBHH TEJIA HIIH TPOMOOLIUTH,
KOeTO MOXeE Aa JA0BEAE 0 KbPBEHE OT HOCA HIIH BeHIHUTE. B TakhB cayyaii ce
KOHCYATHPAUTE C IeKap.

- AKO HIKOS OT HOXKCIAHUTE ACKAPCTBCHH PCAKIIMHA CTaHC CCPHO3HA, HIIH 3abenexure ADYIH,
HCOITHCAHH B TAa3H JIMCTOBKA HOXKC/IAHH PCaAKUHH, MOJMA YBCAOMCTC BHIJ.IHH JECKap HAH

(hpapMaLesT.

5. KAK JIA CbXPAHSIBATE ®EPBEKC 3A BH3PACTHH C BKYC HA MAJIHHA
‘Ja ce chxpaHABa HA MACTO, HEAOCTHIIHO 3a Aena. He H3monseaiite ®EPBEKC 3A

- Bb3PACTHH C BKYC HA MAJIMHA cnej cpoka Ha TOAHOCT, OoTOCAA3aH BBPXY

OIIAKOBKATA. |
- -CPOK'E:T Ha TOAHOCT OTroBaps Ha MMOCJICAHUA ACH OT INOCOYHCHHA MCCCL.

Ha ce cexpanssa noa 25 °C.

6.  JONMBJIHHUTEJHA HHOOPMAILHA

Kakpo cbabpxka PEPBEKC 3A BH3PACTHHU C BKYC HA MAJINHA

- AKTHBHHTE BELIECTBA Ca: MApaLcTaMoll 500 mg, peHnpaMuHl Manear 25 mg, acKOpOHHOBA
kucenrHa 200 mg

- Hpyrure CbCTABKH Ca: aKalm4, THMOHEHA KHCEJIHHA, HATPHEB saxapHHaT 3axap03a H
MaJIHHOB aPOMAT 3a €AHO carle. T




- Kak H3ri1exna tDEPBEICC 3A B’BSPACTI—]II C BKYC HA MAJIMHA n KaxBO ChIbLPXA
ONAKOBKATA

I"'paHyny 3a nepopalieH pa3TROpP — 6 unM 8 callera B KyTHA. .
- Tosa nexkapeTBo ChABPKE 3 aKTHBHH CyOCTaHIMK: aHAITETHK (napane*raman), aHTHXHBTaMHH
(¢heHHpamMHH) H aCKOPOUHOBA KHCE/IMHA.,

| HpﬂTémaTen Ha paspellieHHeTO 32 ym'rpeﬁa H HPOH3BOAHTEN

H[}HTGJRHTEJI HAa pa3pelieHHETO 32 yﬁn*rpeﬁa
Bristol-Myers Squibb Kft;
Lovohaz u. 39. 3.em.;

1024 Budapest,
YHrapus

IIpon3BOAHTEIH:

BRISTOL-MYERS SQUIBB
979, avenue des Pyrénées
47520 Le Passage, Opanuus

BRISTOL-MYERS SQUIBB
304, avenue du Docteur Jean Bru

47000 Agen, OpaHuua

JlaTa Ha MOCIeAHO NpPepasT/IexKIaHe Ha JHCTOBKaTa: 10/2012




