SOLPAFLEX TabneTku
KpaTtika XapakrepucTuia Ha lMNpoaykra

MURUCTERCTEO HA SBPABEONASBAKETO
1. Vime Ha JieKapCcTBeHUs NMPORYKT

TIPHAOKBEHE KM v AN
Solpaflex tablets pa3pelierse 3a ynotpeda i ](.5{)&‘?31] (/
2. KonuuecTBeH ¥ KaYeCTBEH CbCTaB é(/dp/ f—Z- 12.0% WVUD
AKTVBHO BellecTBO mg / Tabneta
Ibuprofen 200 mg.

3. JlekapcreeHa dopMma

Bsna, ¢ dbopMa Ha Karncyna Tabnetka, ¢ puaMosa 06BMBKa U PaBHW Kpauila,
OT eflHaTa CTpaHa HarlevaTtaHo “Solpaflex”.

4. KnuayuHv gaHHu
4.1. TlokazaHus

JlexapCTBEHMAT NMPOAYKT MOXe /ia Ce NMpenopbyBa Kato aHanreT1K 1
MPOTMBOBL3NANIUTENHO CPEACTBO 3a 0brieKyaraHe Ha ieka Jo cpefiHa 6onka u
cnabo M3pa3eHo Bb3MNajeHne nMpy CLCTOsHUS KaTo:

- HABAXBaHWS, pPEBMATUYHK 6OMKK, SieKka (popMa Ha apTpuTtu, nymbaro,
hrnbpoauTK, BonkK B rbpba, MyCKyHK B0MKY, 3600071, MEHCTPYaNHK 607Ky,
rnaBobonve, MUrpeHa, HEBPanruy, CUMMTOMK Ha MpocTyaa v rpum.

ChlU0 Taka e rnokKasaH 3a MoHWwXaBaHe Ha BUCoKaTa TeMneparypa.
4.2. [Ao3npoBKa M HAUYMH HA NPUJIOXKEHNE
Solpaflex tablets ca camo 3a per 0s npmem.

Bb3pacTtuu (BKAUYMTENHO T€3W Hah 60 roanHn) n fela Ha u Hapg 12
rOANHMN:

EgHa vunu ase TabileTku ¢ Boaa, 10 TpY MeTK gHEBHO. [lo3aTta He Tpabea aa
ce NpreMa npes UHTepBan, No-KpaThK 0T 4 yaca. He Tpabsa Aa ce npuemat
noBeye OT LECT TabNeTkM 3a nepuog ot 24 Jaca. AKO CMMNTOMMWTE Ha
MOBMIUEHA TEMNEpaTypa He OT3ByYaT A0 3 AHW, a 6onKaTa U Bb3naneHneTo
[0 5 [iHW, KOHCYMTUpanTe ce ¢ Bawus nekap.

Aena:
[a He ce nasa Ha fela nog 12 roaMHK, oCBeH NO JieKapcKka npenopbKa.

4.3, TpoTuBOnoKasaHus

Solpaflex tablets He TpsibBa aa ce npyema oT NalKeHTyH, CBp‘bX%(BCI(BM‘L&R?}
KbM MOYNPOEH UNU HAKOS OT APYIrUTE ChCTaBKy, NPY aHaMHE3E SRl
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SOLPAFLEX Tabnetiu
Kpatka XapakTepucTuka Ha poaykTa

Hanu4ne Ha NenTuyHa S3Ba UK acT™a, PUHKUTK UNK YPTUKapKUs!, CBhP3aHu C
AcrupUH WNW APy HECTEPOUAHW NPOTUBOBb3NANMTENHY cpeactea (HIBC).

4.4, CneumasiHK¥ NPOTUBONOKa3aHNA M CrelnaliHn
npeaynpeXxpeHus 3a ynorpeba

[la ce npunara ¢ BHMaHKe Npu NauneHTy CbC CbpAeuHa, 6bbpeyHa nnu
yepHoapobHa yBpeXaaHe, aHaMHe3a 3a NenTuyHa S3Ba, acTMa U anepruyHn
33bonsBaHus.

KakTo » ZpyruTe HeCTEpOUAHN NPOTUBOBBLINENUTENHI CPEACTBA, NpK
NPOAbIDKUTENHA YNOTpeba nbynpodeH MoXe Aa yBpeayn hepTwinTeTa Ha
YKEHW BbB (PEepTUNHa Bb3pacT.

4.5. JlekapCTBEHM M APYTy B3aMMO[EHCTENS

HIIBC MoraTt Aaa noTeHuMpar ehekTa Ha OopasiH1TE aHTUKOArynaHTu 1 Aa
HaManaT edexTa OT aHTUXUNEPTEH3UBHUTE MY ANYPETUYHN CPEACTBaA.
EnHospeMeHHaTa ynotpeba ¢ acnvpuk unu apyru HEBC morat aa nosuvtar
pUCKa OT HEXENaHW Peakiinu.

4.6. bpemMeHHOCT M NakTauus

Bhbripexu, ue He ca HabniogaBaxy TeEpaToreHHW eMeKT Npyu eKCnepuMeHTH C
KMBOTHM, yrioTpe6aTa Ha Solpaflex tablets no Bpeme Ha GpemeHHoCT TpsbBa
na ce u3bsarsa. HacTbrNBaHETO Ha paXXAaHETO MOXE Jla ce 3abaBu, a
HeroeaTa NPOSL/MKUTEMHOCT Aa e yBenvdu. B orpaHnyeHnTe AanHW, KOUTO
ChliecTByBat, ubynpodeHa ce OTKpMBa B MaNUMHOTO MIISKO B MHOMO Marnku
KOHLIEHTpaLMN 1 € Manko BEpOSITHO 4a GbAe oKasaHO HeXxenaHo Bh3jeicTane
BbPXY KbPMaueTo.

4.7. EdeKkTn BbpXy CcriocobHocTTa 3a modvipaHe v pabora c
MaLluuHN

He ca n3BeCTHW.
4.8. He>xxenaHu NeKapCcTBEHW peakuny

Hexenanure peakuuM MoraT fia BKOYBaT abaoMuHanHa 6onka, aucnencus
WK ragede. B peaku cnydyan, MoXe Aa ce rosiBik CTOMALIHO KbpPBEHE,
AenTuyHa yiuepauums, rnasobonve, BueHe Ha CBAT, HapyllaBaHe Ha CNyXa,
6bbpeuna unu YeprogpobHa auchyHkuma. Cbllo Taka e AoKIaaBaHo 3a
06pMBKM 1 MHOTO PSAKO 3a TpoMbouwvToneHus. Mpu nauMeHT ¢ aHaMHe3a 33
ACIUPUH YyBCTBUTENHA acTMa Moxe Aa 6bie NPOBOKUPaH 6POHXOCNasbM.

4.9. [TipepoznpaHe
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SOLPAFLEX Tabnetkm
Kpartka Xapaxkrepucrtika Ha [pogykra

FpW HeOOXOAMMOCT, KOPEKLIMS Ha CEPYMHUTE eNeKTponuTh. Hiama
creyudpuyes adTMaAoT Npy Npeaosupade ¢ bynpodeH.

5. dapMarosIorM4Hu gaHum

5.1. dapmakogMHaMMUuHK CBOMUCTBA

NeynpoceH e nobpe M3BECTeH, HECTEPOULEH, NPOTUBOBBL3NANUTENEH 8reHT C
MoAYepTaHW aHanreTuuHu 1 aHTUNMPETUYHW CBONCTBa. MbynpodeH nHxmbrpa
CUHTE3aTa Ha NpoCTarfiasauHnTe.

5.2. ®apMaKOKMHETUYHM CBOMCTBa

NeynpodeH ce pe3opbupa B racTpo-UHTECTUHAIHUS TPaKT W FIMKOBUTE
KOHLUEHTPaUMK B KpbBTa ce Habnogaeat 1 yac aneg npuema. M6ynpodeH ce
CBbP3Ba C NIA3MEHUTE MPOTEUHW B ronsMa CTereH 1 uMa nnasMex
MOMYXXWBOT OKONO 2 Yaca. Otaens ce 6bp30 1 u3uanio npes 6ubpeunre.

5.3. MNpepwinHNYHK AaHHM 3a 6e3onacHoCT

Hama apyrn NpesiimimHUYHY JaHHK, KOUTO g Ce OTHACHAT 3a MpoAyKTa U a He
Ca CMoOMeHaTn Beve B ApYri YacTy Ha KpaTtkaTa XapakTepucTika Ha
HpogykTa.

6. PapMaleBTHYHN AaHHEN

6.1, CnMcCbK Ha MOMOLWHMTE BEIUECTBa M TEXHUTE KoJInuecTsa

mg / TabneTka

Ibuprofen 300 mg
Spray Dried Lactose 50.0 mg
Microcrystalline Cellulose 50.0 mg
Maize Starch 50.0 mg
Colloidal Silicon Dioxide 2.50 mg
Magnesium Stearate 2.50 mg
Croscarmellose Sodium 10.0 mg

CbCcTaB Ha o6BUBKaTa

Hydroxypropy! methylcellulose 6.70 mg
(6 cps)
Triacetin 1.34 mg
Printing

Red Ink 5302 (chabpalt
1,5% Red Dye E127) cneay okeno 0.01




SOLPAFLEX TabneTku
KpaTtka Xapakrepuctvika Ha MNpogykTa

6.2. ®OU3INKO - XMMUYHK HECHBMECTUMOCTH

He ca n3BeCcTHW.

6.3. Cpokx Ha rogHocr

36 meceua B PVC / anyMuHueso gonno 6ancrepu u HDPE wiviteta,
6.4. CneuvanHy ycsji0BMS Ha CbXpaHeHwne

[a ce cbxpaHsiBa npu TemMnepaTypa noa 25°C

6.5. HaHHu 3a oOnaKoBKaTa

Bamcrepy oT 250 wm PVC mnm v 20 pm anyMuHUeB0 (POAMO B KaPTOHEHK
OMakoBKY, ChabpxXalin 12 Tabnetky.

6.6. [llpenopbku Npy ynorpeba
He ce oTHacs.
ABMWHUCTPaATNBHU AGHHM
7. MpuTeXxaTen Ha pa3pellueHneTo 3a ynorpeba
GlaxoSmithKline Consumer Healthcare
GlaxoSmithKline Export Ltd.
Brentford, TW8 9GS, UK

8. MpouseopuTten

GlaxoSmithKiine Dungarvan Lid.
Knockbrack, Dungarvan, Co Waterford, Ireland

S. Homep v aata Ha NbPBO paspelueHre 3a ynorpeba
980 0853 / 24.08.1998
10. [Oata Ha (YacTvuHO) ripepasraexpgaHe Ha TeKcTa

Maii 2002




