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OPUJIOKEHAE I

KPATKA XAPAKTEPUCTHUKA HA NPOIYKTA



1. VIME HA JEKAPCTBEHMS IPOXVKT WRIHAHNTEAMA ATERUNR 1O NEKAPCTBATA

RHINOLEX 30 mg/g + 50 mg/g nasal ointment A9 53\\ 3,55 ? g beoma - Mpunasmrue 1
PUHOJNEKC 30 mg/g + 50 mg/g ma3 33 HOC ooy, N 8% , Moy Qg

ovospen: =8/ L1+ 11- 2008

3. KAYECTBEH H KOTMYECTBEH CbCTAB

1 g Ma3 33 HOC ChABPIKA aKTHBHUTC pemecTsa: eheIpHHOB XMAPOXAOPHA (ephedrine hydrochloride) 30 mg;
cyagarvason (sulfathiazole) 50 mg.
3a [TBTHHA CHIUCHK HA TIOMOIIHHTE BELIECTEA, BIK TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA

Ma3 33 HOC

4. KJVMBEUYHY JAHHH

4.1 TepaneBTHYHU NOKAIAHHIA

OcCTbp pUHHMT; XPOHHYEH PHHMT H CHHYHT {npw oboCTpAHE).
4.2 Jlo3WpoBKa B HAYAH HA NPHIOKEHHE

[Tpurara ¢e CaMo Ha3aIHO. Criefl mpeABAPHTENIHO MOYUCTBAHE Ha HOCA CC HAMa3BaT HO3APHUTE C MAIKO
KomuuecTBO (OKOMIO 1 M) OT MasTa.
Brapacthn: 3-4 METH IHEBHO B IPOABIKEHNE HA 5 THY;
Jeua Hap 6 rOAHHY: 2-3 BT JHEBHQ B MPOABLDKCHHE HA 3 AHH.
Ay

4.3 TIpoTnBOMOKA3ZARUNA

. CEpbXUyBCTBHTSIHOCT KBM HAKOE OT aKTHBHITE BELIECTBA HITH MOMOUIHHMTE ChCTABKH Ha
NIPOSYKTA; .

. ATepockieposa;

. TexKH OPraHAYHH CHPACIHH 3abonsBaHMs;

. Jleua noa 6 roaunH. g

4.4 Creypand npelyNpeKICHAA ¥ NpeANasHE MEPKH npu ynorpeda

. Jla ce prnara ¢ BHUMaHKE PH MALMeHTH CbC ChPAEUHOCHAOBH 3a00NABAHNA KaTO XUNEPTOHHS,
APHTMHH, CHPAEHHA HEAOCTATEHHOCT, JcXeMAvHa BOIECT HA CHPLIETO, HATpPEAHaa aTepocKASpo3a,
TeCHOBIbIHA rMayKoMa, GeoXpoMOLHTOM, nuaber, xunepTpodiua Ha MPoCTaTaTa ¢ ypUHHa peTeHus
(Mopany ChAbPKAHHETO HA edeapuH B CBCTABA).

. Usnon3ea ce ¢ BHUMaHHE npH MAlHCHTH © rnioK030-6-hocdart AeXARpOreHaseH NePumT.

. [lpy JaHHW 32 aneprus KbM THaIHIHH My peTHLH (dyposemun), kapboaHxHAPasHH HHXHOUTOPH,
cynannnypeiind TPOAYKTH H cyngoHaMHIH. -

. JlexapcTBEHHAT NPOAYKT HE TpabBa Na C& H3MO3Ba OT CIOPTUCTH npen@yf%éﬁ@?{jﬁwesaﬂm, B

KaTO ChARpHA edeapHH, KOHTO MOKE A2 NO3ATUBHPA AOTIHHT Npo6a.
45 BiammopneiHcTBHE ¢ APYTH JIEKAPCTBEHH BPOAYKTH A IApyrH dopm

-
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[Mopanu AoKanHWd HAYMH Ha npunoKeHue He ca HaOMoIaBaH| mﬂ&aﬁg
B2aUMOIEHCTBHA. RO




4.6 BpeMeHHOCT B KbpMEHE

Vrotpebara Ha PHHONEKC HE Ce MPENOPBUBA MO BPEMC Ha GPEMEHHOCT M B MIEPHONA HA KBPMEHE NOpajH
ChABpKAHHETO Ha ebenpuH M cyndaTuason. TIpoayKTsT ce yrioTpelsBa caMo B CIIydaH, KOraro ouaKBaHaTa
on3a 38 MaliKaTa HAOXBBPNA NOTEHLMAIHHA PHCK 32 IO HIH KBpMa4eETO.

4.7 Edexrn BBpXY cnocoGHOCTTA 32 wodupane k pabora ¢ MAIIHBR
HaMa faHHH 3a NOBIVABAHE HA criocoBHocTTa 3a wodupaHe H paboTa ¢ MALIHHH.
4.8 HexenanH JeKAPCTBCHA PEAKIHH

Oxono 15-30 MAHYTH Criea TIpHnarafe Ha no-roieMi KOJMHYECTBA OT MPOJAYKTa MOXE I ce HabmoaaBat
GbP3ONPEXOHH HEXKE/TAHH JIEKAPCTBEHH PEAKLIFH, K3pa3sBaiiHy Ce B!

CbpaeHH HapyIeHHs: TAXHKapAHi, kO [IOBMILABAHE HA apTEPHATHOTO HATATAHE.

Hapywienns HA HEPBHATA CHCTEMA: TPEMOP, GesnokoiicTeo. Tpu Aerid MOXKE 1a MPEAH3BHKA Ge3chHHE.
HapyuieHAs 52 HMYHHATA CHCTEMA: CBPBXUYBCTBHTENHOCT, H3pasiBalla c& B JOKAITHO Apa3HeHe, Mapese,
cBpOex HA MACTOTO HA ATLTHKALHAL.

Oy peakuuH: MOBUIIEHO H3NOTABAHC.

IIpu xpoHHYHa yroTpeba Ha PUHONEKS MOKE [ia Ce PA3BHE TONIEPAHC, B PE3YNITAT Ha KOCTO ce HabmoAaBa
[IOHIKABAKE HA TCPANEBTHUHNA My eeKT.

49 [Ilpeposupane
HsMa NaHHH 38 [Ipeo3upaNe Ha MPOYKTa MPH JIOKAIHO NPUIIOKEHHC.

5 @®APMAKOJOIMTYHU CBOMCTBA

51 dapMakOAHHAMHIHH CBOHCTBA
@®apmaxoorHHHa rpyfa: J[ekoHrecTaHTH v JIpYTH Ha3aTHY MPOYKTH 32 NOKATTHO IPHIIOKEHHE.
ATC: RO1A BO5

PHHONEKC ¢ KOMOHHHDAH JIEKapCTBeH NPOAYKT 32 JICHEHHE HA PUHHT. EdenpuH npuTexasa HENPIK
CHMITATHKOMHMETHUEH BA30KOHCTPUKTOPSH ehext 1 uma 0TOLOBAINO A TORIKABALLO cexpeLusTa IeiiCTBHE
BBPXY HazaIHATA TUTaBHLIA, KOCTO nopobpasa auaneto. Cyndaruason npossisa cBOA DaKTEpPHOCTATHYEH
1 XMMHOTEpareBTHYEH e(eKT Ha GasaTa HAa KOHKYPEHTEH aHTAarOHH3BM 10 OTHOLLEHHE Ha FKHIHEHOBAKHHA
3a peiLia MHKPOOPTaHH3MU PACTEKCH ¢paKTOp — MapaaMUHOOEH30CHA KHCEIHHA. Toii noTHCKa
pPa3MHOKABAHETO ¥ PA3IBHTHETO HA CTPENTOKOKH, MEHWHTOKOKH, ¢TaUIOKOKH, FOHOKOKH, THEBMOKOKH.

52 dapmaKOKHHETHYHH CBOKCTBA

Pezopbuusn
AKTMBHHTE BELIECTBA HA MPOAYKTa € pesopOupar 6Bp3o upes nazanHata Jwraguna, [Ipu aokanHo

npunoxerue eqespuH ce pesopbupa B OKONO 64%. Cyndarnason UMa MHHAMAIHE KOXHA H N¥raBHuHa

peaopOuys. [IpH MHOrOKPATHO IIPHNOKCHNE BEPXY OCUIMPHH KOXKHY yHaCTBLH pesopbumATa ce yBen1uasa.

Paznpenenene

Edeaput Kymyupa B HepHHA npob, Genure apodose, 6sOpenrTe, CNE3KATa H MO3BKA.

Cyadarnason ce pasupeiens B THKaHWIE H NpeMUHaBa [LIAUCHTAPHATA W XEMATOSHLL

[Topaan MEHUMANHATA CTENCH HA pesopbuHs TOBA HE C& HAGMONAaBa e TOKATHO SIPH

Merabouinm

Manka gacT OT eeapwna ce metaGomusupa GagHo B uepHua apod upes

JeMeTHIHpaHe, apoOMaTHO XMAPOKCHIMpaHe H kowroramys. MeraGOIHTHT Qr
¥

hydroxyepinephrine, p-hydroxynorepinephrine, norephedrine A TEXHH KOHIOT



MeTabonu3sMbT Ha cymba'mazon Cce OCHIIECTBABA B MHKPO30MHTC Ha xenarouura, Kato MO-3HAYHTENHA HacT
ce TIOANara Ha aleTWIupase 1pu a30THUA aTOM HAa 4-ta TIQ3UUMA, & OCTAHAIATA - ype3 KOHtoramua ¢
rIIIOKYPOHORZ KHCENHHa.

EauMundpane
EdpeapHH Ce elMMEHMpZ OCHOBHO HDE3 66penure. CKOPOCTT2 HAa YPUHHATA eKCKpeLlsl Ce BiHse OT

Heitnoto pH, Karo mpH HHUCKH CTOMHOCTH T# ¢¢ MOBWmasa. [ipeMwHaBa [NAaUCHTapHATA fapHepa H
eKCKpeTHpa B MafMHHOTO MJIAKO. PenanHaTta eKCKpeLs Bapupa MeXLy 27 - 99% u 3aBucH ¢HHo oT pH Ha
ypunata. [Tpu KKcena ypuHa Ts € 73 - 99%, npu ankanusupane - 21 ,8 - 34,7%.

CynaTiazol WMa OCHOBHO YPHUHHA CKCKPOHMA nol popMaTa Ha TJIOKYPOHATH, aUCTHIHPatH MeTaboNHTH
WNA B HETIpOMeHeH Bl MasTk KOlTM4eCcTsa ce e/IMMHHHpAT dpes XKJITbUKaTa, (ereca H MaifuHHaTa KBpMa.
5.3 IlIpeakndHATHA AAHHH 32 GezonacHocCT

Hsima JHTEPATYPHU AaHHH 33 eMOPUOTOKCHHEH, TepaToreHe W KAPUMHOreHeH eeKT Ha MPORYKTA.

6. OAPMAIEBTHIHH JAHHHA
6.1 Cnpcbk HA TOMOIMHATE BEIOECTBA

LInHeon (eBKAJIHTITON), HHAIIOBO (FOMEHO/IOBO) MACNO, HATPHEB XHAporeHKapOoHar, napadyiH, TEUEH;
naHonKH; napapuH, O MEK.

6.2 HechbBMeCTHMOCTH
Hama naHHy,
6.3 Cpox Ha rogHOCT

2 rOOWHH.
CpoK Ha FOAHOCT CIIeR OTBAapAHE HA TyOara - 1 Mecell

6.4 Crpennajfn yc10BHS HA CHXPAHCHHE

Jla ce ChbXpaHaBa B OPHTMHANHATA OTIAKOBKA, Tipu TEMnepaTypa NoA 25°C.

6.5 /TanHH 32 OMAKOBKATA

ITuperuna onaKoska: 18 gMas B MemBpaHHa anyMuHHEBa Tyba ¢ InacTMacosa Kana4ka ot
NOMIPOITANIEH.

BropH4HA 0NIAKOBKA: e/Ha Ty6a B KAPTOHEHA KYTH4, 32€/IHO C JIUCTOBKA.

6.6 CrHenmanHm mpeAnalHn MepKH MPH HIXBLPATHE

Hama cnelManti H3HCKBAaHHA.

7. TIPATEXATEJ HA PASPEIIEHMETO 3A YIOTPEBA

CO®APMA AA
yi. UnyeHcKo moce 16, 1220 Codwms, brarapus

8. HOMEP(A)HA PASPEMIEHHETO 3A YIIOTPEBA




20030594/ 27.08.2003.

9. JATA HA ITHPBO PAZPEHIABAHE/NIOJHOBABAHE HA PASPEIIIEHUETO 3A
YHOOTPEBA

10. JATA HA AKTYAJIM3HUPAHE HA TEKCTA: nekemspu 2008.
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