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KPATKA XAPAKTEPUCTUKA HA NPOAYKTA
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UME HA NNIEKAPCTBEHUA NPOAYKT

OPO®AP 1 mg/1 mg Tabnerku 3a CMYUYeHe, OTNATK
OROFAR® 1 mg/1 mg Lozenges

Oﬁoﬁ_r_mlwuf a/,e//é'p?‘ﬂé’

KAYECTBEH U KOJIMMECTBEH CbCTAB

AKTMEHO AEVCTB3LUC BEWECTBO: -
= OROFAR® 1 mg/1 mg Lozenges

o beH3okcoHmes xnopua 1 mg, nMgokanHos Xxuapoxnopua 1 mg

* OROFAR® 0.2%;/0.15% Oromucosal spray

o beH3okcoHnes xnopua 2 mg/ml, nuaokauHos xugpoxnopng 1.5 mg/mi

[MoMOLLHW BelecTsa: 3a MbJIHUA CIIUCEK ¢ NMOMOLLHWM BeWEeCTBa, BUXCTE T.6.1.

®APMALEEBTUMHU GOPMMW
= Tabnetku 3a cMyJede, OTNsITH

= (Cnpew 3a yCTHA nvraBKLa

KMTMHNYHN AAHHW
4.1. TepaneBTUYHKN NOKA3ZAHMA

WHpeKunn Ha ycraTa m rpnoto: 601Ky B FBPAOTO NPU NPOCTYA], PaPUHIUAT, ABPUHTUT, CTOMATHT,
aTO3HU yUepaunm, TUHIMBUT, B KOMMNEKCHaTa TEPanuUA Ha TOH3WITUTMU,

4.2. 103UpoBKa M HAuWH HA NPUAIOXEHue
* OROFAR® 1 mg/1 mg Lozenges

B3ema ce no egHa tabneTka Ha Beeku AB3-TPW Haca U ce oCTaen Aa ce pa3TeapA B ycraTa. B ciyvail Ha
TEXKN MHEKUUM [o3aTa MOXe Ja ce yBEMMUM [0 1 TabneTka Ha Bcekm 1-2 vaca. He Tpsbea ga ce

B3eMat noeeqe ot 10 TabneTkt aHeBHO. ADTH - TabneTkara Aa ce pa3TBaps 6AaBHO B KOHTAKT ¢ Ne3unara.

deua:
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OROFAR® LOZENGES MOXE fia ce npunara npu AeUa Hag 4-roamwHa Bb3PacT, HO Ao3aTs cnegea fla ce

PEAyUMPa. la He ce pagaT 'oBeYe OT 6 TabneTku gHesHo.
" OROFAR® 0.29%/0.15%, Oromucosal spray

anonssaiite OROFAR® SPRAY ot 3 A0 6 NuTH AHeBHO, kaTo cnegeaTe MHCTPYKUMATa:
»  OTCTpaHere NPEANAa3HaTa Kanaukg.

»> locrasere ANVIMKaTOpa BbPXY NoMMaTa u HATUCHETE yBepeHo.

» [lpeav rmupeoHavanya ynotpeba Hammcrete ANANKATOPa HAKONKO MbTu A0 NosBaTta Ha cnpeis

HsIMa m3secTuu.
Kpatna Xapaxrepucring wa fipogyxra - OROFAR® .- Cenremspu 2008




4.8. Hexxenanu nexapcreeny peaxLn

B oTaenHM cnyvan mMoxe Aa Bb3HMKHE NeKo TOKaHO ApazHede. B u2onupanmn iyyam Moxe aa ce
NONYHaT KOXHU 3a4EPBABAHMA U OTOK HA NMUETO WU Ha MbProTo,
4.9. lMpegosupane

KaKTo Npyn BCUukM BELECTBa, Chabpkalum HYETBLDTUMEH a30T, CAYUYANHOTO BbBeXdaHe HE FroASMG

KONMYECTBO HEH3OKCOHMEB XNOPUA MOXE A3 NPEA3BUKA rageHe v noepbLlaHe. Mpenopsyea ce
MOMEHTANHO NpUnaraHe Ha MNAKo W GenThbuW, PasTBOPEHK BbB BoAa. fla ce n36area npremManeTo Ha
ANKOXON, TbU KaTO CTUMynupa pesopbumvnTa.

KoHuenTpaumsTa Ha nuaokanH 8 OROFAR® e TBBPAC Manka, 33 Aa NPeaM3BIKA HEXENAHN CTPAHWYRM
Peakuum B cnyvan Ha npegosvpaxe,

ODAPMAKOJIOTMMHU CBOWCTBA

5.1. dapMakoagMHaMNYHK CBOMCTBA
®apmakoTepanesTUuNa rpyna: AsTucenTuum. ATC Koz ROZAA.

bEH30KCOHMEBVAT X10pUA NpUTEXaBa cueH BaKTEPUOCTATIYEH 1 SakTepuumaen edexT cnpamo

Gram(+) v B No-manka crened cnpsamo Gram(-) 6akrepu. OcoBeHo aKTueeH e CNpaMo

MUKPOOPraHn3MuTe, KOUTO HAU-4eCTO NPUYMHABAT BykoapuHreantn UHheKLMM M KOMTO CNoMaraT 33
BOPMHPAHETO Ha Ib0EH KAMBK.

BEH30KCOHVEeBMAT XNopKa MMa ChiO Taka PYHrUMLHA Y cnaba NPOTMBOBMPYHE aKTUBHOCT CrpAMo
MeMBpaHOChAbPXALWM BUPYCH, KaTO WHNYeHUa, MapanHdNyeHLa 1 Xepnec XOMUHUC BUpYC.

To3n aHTMCENTMYEH KaTUOHEH areHT NpUTexasa NOBBPXHOCTHA aKTMBHOCT BbB BUCOKA CTEMNeH, KORTO
NMO3BONABA CUNHATAa My NeHeTpauws.

Hvpokann e nokanen anectetvk. Toit o6nexvasa Gonkata Py npermbiyade, NpUYuHeHa oT
Bb3ManeHUeTo.

OROFAR® ce 13non3sa 3a neveHve Ha Bbana MTenHn npoueck B ycraTa U repnoTo. He gpasHu

MraBnyaTa v He NpeaMsBUKBa Kapvec.
3.2. DapMaKOKMHETHYHM CBORCTBA
BEH30KCOHMEBMAT XNOPUA NPAKTMYECKM He ce pe3opbupa. MNpn yoBeka enuMUHALMATS My qDE3 YDUHATS
€ HACKa {(0k0/10 1% OT NpunokeHaTa 24-4acoBsa A033). TNasMeHnTe KOHUEHTPALMK Ca e]8a AONOBKMM.

FMpwn »mBoTHM NpwbnuzmTenHo 95% ot NEPOPanHO NpUomKeHaTa A03a Ce enMMUHUpaT Ype3 devleca, He
Ce HAbMAABa ThkaHHa KyMynaLus.

Cnen nepopanHo RPUNoXeRe nuaokaumH ce pe3opbupa ot 6ykanHata nurasmua. Tobi nperspnasa first-

pass meTabonnasnm 8 uepHus apo6. HerosaTa OnoHanwqHocT e 35% cneq NePpopPaNHO NPUNoXKEeHME.

MeTabommaMbT B YepHun apob e Obp3 1 MeTabonutute ce EKCKPETHMPAT Ype3 ypuHaTa.
>.3. MpearknurnuHN aaHHK 32 GesonacHocT

{nea npoBeaeHn TecToBe 3a MyTareHHOCT C GEH30KCOHMER XNOPKUA U NULOKaWH, HE Ce YCTaHOBM
MyTareHeH noTedywar. e

EkcnepumenTuTe Npy AKNBOTHW, CBbP3aHK C NPeUeHKa Ha 6e30nacH

:ﬁ

HUTO TEPATOreHeH NOTEeHUMan, HATO APYW CTPaHN4YHU ethekTw BbpD zf-mﬁ ﬂHEl WJTH 45}
KOBTKS XSPSKTEGHCTIHKS Fa flpogyrTa - OROFAR® - Cenremspun 2008 \f
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6. PAPMAUEBTUYHHA JAHHW

6.1. Cnucbx Ha noMollHuTe BewecTea

COROFAR® 1 mg/l mg Lozenges - copburon 1g, 3axapuH HaTPUAN, MUKPOKPWUCTanNHa uenyno3a,
NOMMETUNERTNNKON, LAPEBUNHO HUWECTE, HATPUEB XNopua, MarHesuer

KUCeNMHE MOHOXMAPAT, NOPTOKANOBa eceHUMs.

CreapaT, NMMOHEeHa

OROFAR® 0.2%/0.15% Oromucosal Spray - e€taHon 94(1/T), rMvuepon, MEeHTON, MEHTOBO MacCno,
COJIHAa KUCEMHE, NpevncTeHa Boaa.

6.2. HecvBMecTumocTn

HamMa u3BeCcTHW.

6.3. Cpok Ha rogHoCT

* OROFAR® 1 mg/1 mg Lozenges - 3 rogmHu

= OROFAR® 0.2%/0.15% Oromucosal spray - 5 rogumHi
6.4. Cneynankun ycnoBua Ha cbhxpaHeHue

fla ce CbxpaHsaBa npu TemnepaTtypa noa 30 °C. OpbxTe B OPUMNAHANHA OTIAKOBKA.
6.5. [lanHv 3a onakoBKarta

» QOROFAR® 1 mg/1 mg Lozenges — ALU-PVC/PE/PVDC blister

OROFAR® 0.2%/0.15% Oromucosal spray — Oytunka ov HDPE ¢ aosupauwa CNper noMna u
anaumkarap 33 ycra ot .

6.6. CneyranHu npeanasHn Mepku npu ynorpeba n naxpbpnsHe
APEXKTE BCUYKK IEKapCTBa AaNney OT A0CThNa Ha Aela.

7. TIPUTEXXATEN HA PA3PELUEHMETO 3A YNOTPEBA
Novartis Consumer Health GmbH, 81379 Miinchen, MepManns

8. HOMEP HA PAZPELLIEHWETO 3A YNOTPEBA U PEFUCTPALIMOHEH Ne B BbIITAPUA
= OROFAR® 1 mg/1 mg Lozenges

o 11-15907/29.12.2006
o 20011273
" OROFAR® 0.2%/0.15% Oromucosal spray
o 1I-15906/29.12.2006
o 20011274

9. BATA HA MBbPBOTO PA3PELWUEHMUE 3A YTIOTPEBA
25.0xKTomBpn. 1994

10. AATA HA AKTYANTN3UPAHE HA TEKCTA
Centemepn 2008 r.
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