Bepcus 9, 03/2013

IMMPAJTIOXKEHHE 1

KPATKA XAPAKTEPUCTHKA HA TIPOAYKTA



1. UME HA JEKAPCTBEHHS IPOAYKT

FUROTALGIN 2,5 mg/31,25 mg/87,5 mg/ml ear drops, solution
O®YPOTAJIITHH 2,5 mg/31,25 mg/87,5 mg/ml xarku 3a ymu, pa3sTBop
2.  KAYECTBEH H KOJJHYECTBEH CHCTAB

B 1 ml paszreop (27 Kank#) ce ChALPXKAT aKTHBHUTE BelllecTBa: HUTpogypan (nitrofural) 2,5 mg,
TeTpaKaWHOB XHApOXJopHN (tetracaine hydrochloride) 31,25 mg, penason (phenazone) 87,5 mg.

3a TRJIHMA CIUCHK HA IOMOITHATE BEMECTRA BHOKTE TouKa 6.1,

—_—
3. JIEKAPCTBEHA ®OPMA N3MLAHVTENHA ATEHLINS NG NEKAPCTBATA

Kpamxa xapakmepucmuxa Ha npogyxma - fipuacxesue 1
KarnxH 3a ymd, pa3teop 30/3F

BHCTpA, HEBITA TEYHOCT, ChC 3€NICHUKAR OTTEHBK, 0€3 MUPHC] KBM PE2. N8 .o 570 il rtesinssnssncssssssnasssnsansass
__
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4, KJHHYHHA JAHHHA

OQoGPBHLUB Ne .....cevvieirerirenrrrane,

4.1 TepaneBTHYHH NOKA3AHHSA
OcTpH BB3NAIMTENHA 3a00N9BaHHS HAa BBHIIHMA CIYXOB IIPOXOA H CPEAHOTO YXO.

4,2 J103HpPOBKA H HAYHH HA NPHJICKEHHE

EOBEEOBKE

Bwzpacmuu: 10 6-10 xanxu 3-4 mbTH JHEBHO

[Teduampuuna nonynayus
Heya nao 3 zoounu: io 6-10 kanxu 3-4 TsTH AHEBHO

Heya 00 3 200unu: 10 3-4 Karku 2 MsTH JHESBHO

Ha4yuH Ha DPHIOKEHHE

3a Hakangeade B yxoro! {a He ce mprema peTpemno! Kankute ce npriarar cliell NOYKHCTBaHe Ha
BRHIOHMA YilleH npoxo. I'nasaTa TpA0Ba Aa c€ HAKIIOHH CTPAHMYHO, TAKA 4¢ KAIIKHTE Aa OCTaHaT B
YXOTO 3a HAKOJIKO MHHYTH, CJIe/] KOETO YITHHAT KaHaj ce 3amymsa ¢ namyk. Heobxoaumo e
Pa3TBOPLT NPEIBAPHTENIHO Ja CE 3arpee IO TeIeCHaTa TEMIICpaTypa, 3a Aa c€ H30erne HenpHATHHA
KOHTAKT CHC CTYJICHATE KaIlKH M JIpa3HEHEe Ha BeCTUOyNapHus anapar.

[TpoBMKUTEIHOCT HA NSHEHUETO

Onpenend ce or Jexkypamua jekap. He TpaOra na npoanmkaea nopeve ot 10 anm.
4.3 IlporEBOnOKAZaAHHS

CBpBXYYBCTBHTEHOCT KbM aKTHBHHTE BelecTBa ((peHazoH; TeTpakauH, NpYTH JOKAJTHH
aHECTETHLH, OCOOEHO OT €CTepEH THIL, [1apAAMHUHOOEH30€Ha KHCEIHHA H HOHHHTE IIPOH3BOAHH,

HuTpodYpan U APyru HUTpoGYpaHOBH ITPOH3BOHH) WIH TIOMONTHOTO BEIIECTBO, H30POEHO
6.1;

[lepdopaums Ha ThiaH4eBaTa MeMOpaHa;
OToMEKO3H.



4.4 CoenBajHHE DpeAyNMpPeXACHAA H HPEANAZHH MEePKH NPH yuoTpeda

TTpenu npeanmceade HA NEKAPCTBEHHMA TIPOIYKT OT CHELIAANUCT OTOPAHONAPHHIOJIOT, €
HeoOXOIHMO Aa ce TIPOBEPH AaJIH HAMA nepdopalms Ha ThlaHueBaTa MeMOpaHa. Ako MeMOpaHaTa €
nepdopHpana, MPOHHKBAHETO HA AKTHBHHTE BelIECTBA (0COOCHO TeTpaKauH) B CHCTEMHOTO
KpBROOOpallIeHHE MOXKeE /Ia IPEIH3BUKA HEXKECIAHK CHCTEMHH Pe3KIHH.

ITpu nonagase Ha PypoTairvH B THIIAHYEBATa KyXHAA € HeoOX0omuMo T4 Ja ce npomue (He Iof
HalIAraHe) ChC 3aTOIUIEH A0 TeJIECHATa TeMIiepaTypa (PH3HOJAOTHIEH pasTBOP, KOHTO ciIen TOBa Aa ¢
acrpupa. IIponeaypara ce H3BBPIIBA OT CNEUHAIHUCT OTOPHHOJIAPHHETOJIOT,

4.5 BiaamMogeHCTBRE ¢ APYTH JEKAPCTBCHA HPOAYKTH H APYTIE dopME HA BIAMMOACHCTRHAE

[Tpy IOKATTHO MPHIOKEHAE HA MPOAYKTa aKTHBHHTE BELIECTRA HE ¢e pe3opbupar (smk T. 5.2). Hama
JAHHM 34 JIEKAPCTBEHHU B3aUMONCHCTBUA

4.6 DepTHIATET, OPpeMCHBOCT H KhpPMEHE

bpemeHHOCT |
Hama naHiem OT aneKBaTHH H J00pe KOHTPOIHPAHH KITHHUYHH NPOYYBaHHA [1PH OPEMEHHHM KECHH.

IpenBua MHHUMATHATA CTENIEH HA CUCTEMHa pe3opOima DypoTanruH MOXe Ja ce IpHara 1pu
OpeMeHHH Ciie]] IpelieHKA Ha ChOTHOMIEHHETO TOI3a/pHCK.

KnpMmeHne
HsaMa pnaHHM 33 M3npuBaHeTo HA OypoTanri B KEPMATa, IOPAaH KOETO ce NIPCIophUBa
NEKAPCTBEHHUAT MPOIYKT Aa C€ MpAiara ¢ NOBHIIEHO BHUMAHHE IPH KbpPMAaUKH.

4.7 EdexTa BupXy cmocodHOCTTA 32 modupane A padboTa ¢ MAHHHA
d)ypqrranrm{ HE TIOBJIMABA ¢nocoOHocTTa 3a modupane H paboTta ¢ MammaN.
4.8 HekeJaHH JeKAPCTBCHH PEAKIHHA

HexcennanuTe peakiiny ca IPeACTaBEHH 10 CUCTEMaTa OpraH-Kiac H yecrora. Hecrorara ce onpeneid
KaTo: MHOro 4ecTH (> 1/10), vectu (= 1/100 no <1/10), neyectn (= 1/1 000 no <1/100), penxu

(= 1/10 000 no <1/1 000), muoro peakn (< 1/10 000), ¢ senssecTHa yecToTa (OT HANWIHWTE IAHHH He
MoxKe aa Ovlie HanpaBeHa OLEeHKA).

HexxenaHuTe neKapcTBEHH peakuyH nmpy ynorpebara Ha @ypOTAITHH Ca W3KIIIOYUTEIHO PEAKH.
Bonpexd TOBa, HMAa OIHMCAHH CIy4YaH Ha AN€PTHIHH PEeakilHH KbM HUTpodypal, (eHasoH H
TETpaKauH, KOWTO C& H3pa34BaT B XPa3sHEHE WIH XHIIEPEMHA Ha CIIyXOBHs KaHall.

[Tpn nonazase B ThNaHYeBaTa KyXHHa, MaKap U pAaKo, ce Habmoaasa:

Hapymeawa Ha HEpBHATA CHCTEMA

Heyecmu: Obpp30onpexoaeH CBETORBPTEXK, IMABOOONHE H HAMAICHHE HA CIIyXd 3a BUCOKHTE YECTOTH.
OOIH HApYINCHHS |

Hevecmuy: ranete, noBpHINAHE.

Crobmasaye Ha IONO3HPAHY HEXKETAHH PEaKUMH
Cno0ImapaHeTo Ha IOAO3UPAHE HEeXeJIaHH PEaKiHe ClIe pa3pelnaBaHe 3a ynoTpeba Ha nexap
NPOAYKT € BakHO. TOBa NO3BOJI%BA /14 IPOABIDKA HaOIIOAEHHETO Ha CHOTHOIIECHHUETO I1OJI3 /an
JIEKApCTBEHUA IPOAYKT. OT MEAMIMHCKHATE CTICLIMAIIACTH C€ H3HCKBA /1a choOIIaBaT BCAK?
NOJI03MPAHA HEXeIaHa peaklid Ype3 M3ITIHHTE HA areHIMs 110 JIeKapeTsaTa, yii. ,.Jiamy
8, 1303 Codma, Ten.: +35 928903417, yebceaitr: www.bda.bg \




4.9 Ilpenozmpane

Hsama cro0menns 3a cny4an Ha npeo3HpaHe NPH NpaBHITHO NPHIOKEHHE Ha DypOTaIrHH.
ITpenozupane Moxke Aa HAcTHIM Korato PypoTanriH ce Opuiara fp epgopaliid Ha THaHyeBaTa
meMOpana. Crie1 pe3opOLMs 1 NONaJaHe B CHCTEMHOTO KPbBOOOpaUIeHHE MOTaT a HaCTHIIAT
[IPH3HALIA HA CHCTEMHA TOKCHYHOCT HA TETPaKaHH.

Ilpu npepo3npane € HeOOXOMMMO Ja Ce HAIIpaBH POMHBKA HA CPEAHOTO yXO ¢ PH3HONOTHMYEH CEPyM
(HO He O] HaJIIraHe), IpH HyXJa c€ NPOBEXKIAa CUMITTOMATHYHO JIEYCHHE.

5. @®APMAKOJIOITHYHHA CBOUCTBA

5.1 @apMakoAHHAMAYHEA CBOHCTBA

dapMakoTepaneBTHYHA IPyna: OTOJOTHYHH NPOAYKTH, aHAIFeTHLN H AHECTCTHLH, KOMOHHALIHS.
ATC xon: S02DA30.

@ypoTanrid ¢ KOMOMHHpaH JICKAPCTBEH IPOAYKT C AHTUMHKPOOHO, MPOTHBOBB3NAJIMTEHO H
00e300TABAaLIC ACHCTBHE.

Hurpodypan

Hurpodypan e mpoH3BOHO Ha S-HHTpodypalliexiia ¢ IUPOK aHTHOaKTepHaiIeH CIEKThP Ha
neiicTere, B kucena cpeza (Npy Bh3MATHTENEH POIIEC) M BUCOKA KOHLCHTPALMA HUTPOQYpal HMa
HaxkTepHLIMIHO ACHCTBYE, 4 B ANKANTHA CPEAa B HHCKA KOHIICHTpalia AMa OakTepHOCTaTHIEH e(eKT.
HeakTHBeH € cripaMo reOHUKH H BUPpYCH. MHKpooprasu3MuTe pa3sUBaT OaBHO PE3HCTEHTHOCT KBM
HETpOQYpas, HOPaJaH KOeTO TOl € aKTHBEH M cpelny DaKTepHH ¢ B€Ue pa3sBUTA YCTOMYUBOCT KEM
cyndoHaMuaIN U AHTHOMOTHITH.

TeTpakaMHOB XHMAPOXIOPUL

TeTpakaHHOB XHAPOXIIOPH] € CUHTETHYEH JIOKAIICH aHECTETHK, ECTEP Ha NApaaMHHOOCH30€HaTa
KucermmHa. [Ipunara ce 3a KOHTakTHa, MORBPXHOCTHA aHecTe3us. Clies JICKAJIHO NPHIIOKCHUS
BpEMEHHO DJIOKMpa NPOBOAKUMOCTTA Ha NepU(epHITE HEPBU K HAMAIABA YyBCTBHTCITHOCTTA HA
peuerrropure, 6e3 aa ce nosmuasa [THC. MecTHOTO aHecTe3npanio AEHCTBAE HACTHIIBA ClIel OKOIO 10
MHHYTH H OPOABKaBa OKOJIO 2 Jyaca.

DeHa30H

(deHa30H e MHPa30a0HoBO Mpou3BoaHO oT rpynara Ha HCIIBC. [lpurexxaBa aHaIreTHIHO,
AHTHITHPETHYHO M [10-¢J1a60 W3pa3cHO NMPOTHRORBINANKHTENHO AcHcTBHE. OCHOBHHTE MY
dhapMaKOIOruiHH €EeKTH ¢e AB/DKAT Ha MOTHCKAHE CHHTE3ara Ha MpOCTarjIaHAMHUTE Ype3 CH3UMHO
HHXHOHpaHe Ha ITHKICOKCUIeHA3aTa, MOHWXaBaHe OTTOBOpa KbM DOJIKa, IPENH3BHKAHA OT
OpagHKHHMHHA ¥ 0T OpaHKHHHHH C MpocTaniananH E 1, 3acunBane Ha oceobokaaBaHe Ha Oeta-
eHpopdpunay. OKasra aHTHEKCYJATHBHO H IIPOTHBOBE3NAIIATC/IHO ASHCTBHE YPE3 HAMAABAHE
MPOITYCKIHBOCTTA HA KAIILIAPHTE.

3.2 DapMAKOKHAHETAYHH CBOHCTBA

- AbBcopbimg
Hsama naHHHA 3a pe3opbIMA Ha AKTHBHUTE BEIIECTBA H NOCTHIaHE HA KIIMHHYHO 3HAYHMH IJIA3MEeHH
KOHLICHTPALMH OPH JTOKATHO NPHIOKEeHHE Ha DypoTalirHH.

5.3 IIpeaxnuBAYAA JaHHHA 32 DE30NACHOCT

Hamva npemomHmyHY AaHEY 33 6€3011acHOCT.

6. DAPMAINIEBTHYHHU TAHHH




6.1 CnuchbKk B2 TOMOIMHBHETE BeMECTBA
I'manepon.

6.2 HechBMECTHAMOCTH

Henpunoxumo

[Tpu JTuTICa HA IPOYYBAHHS 33 HECHBMCCTHMOCTH TO3H JISKAPCTBEH IIPOAYKT He TpAOBa Aa ce CMECBa ¢
JPYTH JICKAPCTBEHH IPONYKTH.

6.3 Cpox na rogaocrt

3 I'OAHHM.
Cpok Ha roagHOCT ciel OoTBapsaHe Ha OyTHnkara: Ao 1 Mecell,

6.4 Croenuainm ycJI0BHA HA ChXpaHEHHE

Jla ce cpXpaHABa B OPHIMHAIHATA ONIAKOBKA, 34 Ja Ce NMpeAliasH OT CBCIIHHA.
Ha ce cexpansasa moa 25°C.

6.5 BuaauchaAbPKAHHE HA ONAKOBKATA H CHCNMHATHEA Npacnocobiennsn 3a ynoTpeda,
NpHIOKEeHHE HJIH HMIJIAHTEPAHE

ITepBHYHA ONMAKOBKA: MO 5 ml pa3sTBOp B CTHKICHA HIIH MOMIIPOITHICHOBA OYTIUIKA, C OTKAIBaIoO
YCTPOHCTRO.
BTopHuHa 011aKOBKA: KAPTOHECHA KYTHS U THCTOBKA.

6.6 Coenmanuy NpeAna3’Hd MepKH HPH A3XBbLpJgHe H padora>

HaMma crieiHanHy H3UCKBAHUA 32 H3XBBPIISIHE,

HeH3non3BaHusT IEKAPCTBEH NPOAYKT HIIM OTIIATBYHMTE MaTEPHAJIA OT HETO TPAOBa Aa €& U3XBBPIIAT

B CBOTBETCTBHE C MECTHHTE H3HCKBAHHA.

7. HNPATEXATEJ HA PASPEINNIEHUAETO 3A YIIOTPEBA

CODPAPMA A/l

yin. Mmencko moce 16, 1220 Codna, bearapus

8. HOMEP(A) HA PAPEINIEHHUETO 3A YHHOTPEBA

20030138

9. JHATA HA IIBPBO PAIPEINIABAHE/IOJHOBABAHE HA PASPEINIEHHETO 3A
YIIOTPEBA

Jata Ha mepeo paspelnasane: 12.02.2003
Jata Ha mocneaHo nogHorsBane: 08.06.2009




10. JATA HA AKTYAJIM3ZAPAHE HA TEKCTA

Onu 2013




