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1. MmMe Ha neKapcTBEeH0TO CPencrTeo

Solpaffex
2. KonndecrBeH M KaUeCTBEeH CBCTaR

JlekapcTeeHo BElUeCTBO mg / kancyna
Ibuprofen Ph. Eur. 300mg

3. JiekapcTBeHa opMa

MpospayHa kancyna € fpo3pavHa opaHXaea YyacT, Ckabpalla 300mg nbynpodeH ¢
YABSIKEHO OCBOGOMaBaHE.

a4, KnueuvuHN BaHHEN
4.1. Tlokazakus

CYMITTOMaTYHO CBNEKYaBaHe HA PEBMaTUYHM 1 MYCKynHW Gonku, Sonku B repba,
HEBpaniMu, MUrpeHa, rhasobonve, 3u60601, AMCMEHOpes, NOBULIEHA TEMNEPaTypa,

nNpociyga 1 rpurt.
4.2, [o3npoBKa ¥ MEeToH Ha NPUWic)KEHUE
WHcTpykunn 3a ynorpeba

Kancynata He TpsiBBEa Aa ce AbBYE Wik CMyHE, Thil KaTo TOBa Lie HapyluM CBOWCTBaTa 1 Ha
zabageHo oceoBoXpaBaHe. MauMerT, KOUTO UMAT 3aTpyAHEHKS NPY NperntllaHe Ha
KancynaTa MOraT Aa U3CUNaT CoABPXKAHNETO Ha KancynaTta B MBXKULE C MEKa XpaHa, Kuceno
MIIAKO, WK nogo6Ha cybcrarums.

NpenopeyklTESiHa FO33

Bb3pacTHn 1 Jelia Ha u Haa 12 rogunn:

(BKKkHoBEHO HavyanHaTa A0za e Aee Kancynu (600ma) asa bW AHEBHO, NpUEMaHa CyTpUH
¥ BeYep, 3a NPeANOYKTIHE N0 BPEME WK Chejl XPaHeHe,

Moanspxaiua poza: EAHa whnk ABe Kancynu gea bt AHEeBHO.

He Tpsa6ea fa ce NpueMar NoBeYe OT YeTUPK Kancy/iv 3a REpUoR oT 24 vaca.

Deua:
[a He ce Aaga Ha Aeua nop 12 rofiMHK, GCBEH NO NEKAPCKa NpenopLKa.

Bt3pactim Hap 60 roguan
[03MpoBKaTa € KaTo NP BL3PaCTHW, HO CE NPENopEYEa MUHUMaNHaTa 032 38 BL3MOXHO
Hal-KpaTEK NEPUOA.

4.3. TNpoTHBGHOKazauns

Solpaflex capsules He Tpsbsa Aa ce AaBa Ha NalMeHTH, CBPBXHYBCTBUTENHN KbM ubynpacheH
WA HAKOA OT BPYMUTE CbCTaBKM, MPY aHaMHe3a 33 NenTuYHa 5383, WK CBPbXYYBCTBUTENHM
KBM acnMpWB MK ADYTW BECTEPOWAHN [POTUEOBE3MAANTEIIHN fISKEPCTER, BIIAIUUTEIHO Ha
MauueHT ¢ aCTMa, PURKUTA MAn YpTUKapus.

44. CreuHanBEy APOTHEOROKE3aHNS Y CNEUNGNHY NPERYNPEXAERNS 38
yrorpeba

b



SOLPAFLEX Capsules
Kparka Xapakrepucrika Ha MNpoaykTa

nekapcevsa. M3ucKsa ce BHMMaHUe Npu fNpuarade Npy naymMeHTy cbe chpietHa
HeaocTaThYHOCT Unw HBEPEUHO MK YepHoapobHO yepexdane. [pK naumMeHTy, CTpagail oT,
WAM ¢ aHaMHe3a 3a BPoHXWa/Ha acTMa WK anepriune 3abonsaBate, MoXe ha HaCThiN
BpoHxocnassM, Npy naumreHTH Haa 60 roauHKr, HexenaHuTe peaklmun MoraT fia ce HaManat
Ypes M3NON3BAHEeTO Ha MO-HUCKa edekThBHa A03a 3a NO-KPaTbK NEpUO OT BPeMe.

KakTo v npyt ApyruTe HecTEpoOMaHK NPoTUBOBBLINRAAWTAHN CPEACTEE, NPOALIIKUTENHATA
ynoTpeba Ha néynpodeH MoXe Aa oBeAe A0 yBpexaaHe Ha QepTUAMTETA Y XKeHW BbB
epTuHa Bb3pacT.

To3u NnekapcTBeH NMPOoAYKT He TpaGBa Aa ce Npunara npyu NauuesTy, Crpagaliv oT CheqHuTe
PENKW BPOAEHM HapylueHus Ha obMsiHaTa — (PYKTO3Ha HENOHOCMMOCT, F/IOKO30-FaiaKTo3Ha
ManabcopbLunsa WUnK 3axapHO-M3OMaNTo3eH AShULIUT.

4.5. JlexapcrBeHWU U ApYrn B3aUMOLeHCTBNS

HecrepangHuTe NekapcTsa MoraT fia 3acunaT edeKra Ha OpanHUTe aHTUKoaryna|Ty, 1 aa
HamanaT edexTa Ha aHTUXUNEDTEH3MBHIU CPEACTBA WY TUa3WaHN AMYpPETULN.
EAHOBPEMEHHOTO NPUEMAHE C SCTIMPUH UM APYIW HECTEPOMAHN, NMPOTUBOBBL3NANWUTENHK
CpeAcTBa MOXa Aa AoBeAe A0 NOBMLaBaHEe Ha YecToTaTa Ha HEXenaHuTe peakuun.

4.6. BpemMeHHOCT U TaKTauus

Btnpeku, Ye He ca Habnoaabauy TepatoreHHn edekTi NPU eKCrNepuMeHTH © XUBOTHM,
ynoTpebata no BpeMe Ha GpeMeHHOCT TpsbBa Aa ce n3bArsa, ako e Bb3MOKHO.
HacTbNBaHETO Ha paxaaHeTo Moxe Aa ce 3abaBl, a HEeroBaTa MPoNLBKUTENHOCT Aa ce
yBennun. B OCKbAHWTE AaHH, KOWTO ChluecTByBaT, mbynpodeHa ce oTKpuBa B Mal4MHOTO
MASKO B MHOMO Masiki KOHLEHTPaLUMKM U @ MafnKo BEPOSATHO A1 OKEXaT HEXENaHo
Bb34EMCTBUE BbpPXY KbpMayeTo. .

4.7. Ediekt¥ BbpXy cnocoBHoCTTa 3a wodypade n pabora c MalnHn
He ca v3BeCTHU,

4.8, HexenaHu JIeKapcTBEHN peaklmn

JoxnagBaBuTe HeXeNaHu peakunmn BIUTIoYBaT:

T SCTPO-HHTECTHHATHIY

AbpomuHanHa Gonka, rafgeHe v aucnencus. B peaku ciyyan, MoXe Aa ce Nnodasy nentiyiHa
S3Ba W racTPO-MHTECTVHANHO KbpBeHe,

Koxeru:

O6puBY, YpTUKapKu unn cepbex. Paako, excionuupar AepMaTuT 1 enuaepManta
Hekponuza,

Xemaronoritdtn:

TpombouuToneHus.

bropein:

MNanunapHa HeKpo3a, KoATO MOXe Aa pgosefe Ao 6LOpeyHa HeAOCTaTBYHOCT.

Apyrn:
PsaKo qepHoApobHa HeAOCTaTEYHOCT, [aBobonue, BUEHE Ha CBAT, HapyLIeHus B Ciyxa.

4.9. TipepoznpaHe

CUMIITOMMTE Ha npego3vpade Morat aa 6bAat raasobonne, NoBpPbLAHE, CHHIMBOCT W
XMMOTeH3Ks. JleueHUeTo NPy NpefosnpaHe BIKOYBa CTOMaLIHA PoMMBKa M, NpK

HEeoBXOAWMOCT, KOPEKUWS Ha CepyMHUTE eNekTponuTi. Hama creludnyaed aHTuaoT
ripenosupaxe ¢ ubynpodeH.
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5. DapMaKoNorMyHM AaHHN

5.1. dapmaKoaMHaMWYHW CBONCTBa

MBynpodeH e HeCcTeponaHO, NPOTUBOBL3NAaAUTENHO CPEACTBC € NOANEPTaHY aHanreTuIHN u
aHTUNMpeTIHN cBolicTBa. MBynpodeH MHXMBKWpa CMHTE3aTa Ha npocTarnaHagnHuTe.,

5.2, ®dapMaKOKMHETWYHW CBOICTBA

To3u nekapcTBeH NPOAYKT e Nnof (hopMaTa Ha Kancynu C YAbMKeHo oceoboXAaBaHe Ha
ubynpodeH, KOeTo ocurypsiBa TepaneBTUYHW Na3MeHy HUBa B NPOAL/DKEHME Ha akono 12
yaca.

5.3. lpegxAnBNyHKY A2HEK 3a 6ezonacHocT

HsAMa JONMBAHUTENIHN MPEeAKIMHWYHUTE AaHHUW 33 NPOAYKTA, KaKTo U TaKknBa, KOWTO ca oT
KTUHWYHA 3HaYKMMOCT U HE Ca COMEHATH BEUE B ripeiMliHUTE pasjieny Ha KpaTkata
XapaKTepUCTUKA. )

6. dapmaneBTNYHY AaHHK
6.1. CNnKCchK Ha NOMOLHNTE BEeHIeCTBa U TEXHUTE KoJMuecTea
Sucrose, maize starch, stearic acid, povidone.

Karicyna: Sunset Yellow {(E110), gelatin.
Macruno: Methylated spirit, shellac, red iron oxide (E172), purified water, 2-ethoxyethanal,
soya lethicin, dimethylpolysiloxane.

6.2. DPUINKO -~ XMMNYHW HECBEBMECTUMOCTH
He ¢a U3BeCcTHH.

6.3. CpoK Ha rogHOCT
Tpw roguHw,

6.4. CrnieyanHu yonioBus Ha ChxpaHenye
fla ce cbxpadsABa Ha CyX0, 3alUMTEHO OT CBeTNMHa MACTO, NpK TeMnepaTypa nog 30°C.

6.5. [AanHK 2a ONaKoBKaTa
Brvctepu ot PVC/PVAC (200pg/60g/m?) dunm c anyMmuHneso honvo, Ceabpxaly 12 unv 24
Kancynu. )

6.6. Tipenopbku npy ynorpeba
He ce ovHacs.

ARMuHMCTPAaTUBHK AaHHK
7. Mpuredkaren Ha paspewieHUETo 3a yrioTrpeda

GlaxoSmithKline Consumer Healthcare
GlaxoSmithKline Export Lid.
Brentford, TW8 9GS, UK

8. lNpouzsopguTen

SmithKline Beecham Pharmaceuticals — Crawley ’Manufacturing site
Manor Royal, Crawley, West Sussex, RH10 9Q], UK

9. JaTta Ha nbpBo paspemenne 3a yrnortpeba
24/08/1998

i0. JAata Ha (MacTMuHo) npepasraexAane Ha TeKcia

29 Man 2002




