1. AME HA JEKAPCTBEHHMS IIPOAYKT

KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

: 3 . [ M3MBIIHWUTENHA ATERUWA N
OTHIIAKC 4g/100g + 1g/100g xanmku 3a yis, pasTeop |

OTIPAX 4g/100g + 1g/100g ear drops, solution

0 NEKAPCTBATA
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2. KAYECTBEH M KOJHYECTBEH ChCTAB ' 6. 05 A0k

B 100 g pa3TBOp CE ChABLPIKAT: - l(/
¢enazoH (phenazone) 4g Mpsm_;e 1 J— S orsessmasnssesnnes
maaokans xuapoxnopun (lidocaine hydrochloride) . 1 g

[ToMoIIHH BeIUECTBa C H3BECTEH ehpeKT: TIIHLECPOI

3a ITBJIHKAS CIIMCHK Ha TIOMOLIHKHTE BEIIECTRA, BHXKTE ToUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

Kankw 3a ymu, pasrsop | | | |
bucrpa, He3uBeTHa WiM MHOTO ¢1a00 KBJITa TEHHOCT, ¢ MMPHC HA alIKOXOJI,

4. KJIIMHAYHHA JTAHHHA
4.1 Tepanenmqﬁn moKA3anNns

To3n nexapcTBeH TIPOAYKT € NpeaHazHaueH 33 JIOKANHO CHMITOMATAYHO fJCYeHHWe Ha OonkaTta INpH
CieAHNTE HellepQOpaTUBHH 3a00/19BaHHA HA CPEAHOTO YXO:

- OCTBP, KOHTECTHBEH CPEAEH OTHT;

- OTHT NpH CPHII, TAKa HAPEICH BHPYCEH OyJ103€H OTHT;

- GapoTpaBMaTHYEH OTHT. |

4.2 ,Hnsnpomca-.n HAYHH HA NPHICKCHHAE

Hozaposka:

OnaxoBka ¢ KalKOMEp: HaKamnear ¢e 4 KAlKH BbE BHHIUIHUA YIUCH KaHal 2 WAX 3 IETH JAHCBHO B 38CETHATOTO
yXO0, KaTO JIEKO C€ HATHCKA €acTUYHATA YacT Ha KanKkoMepa.

Hama BB3pacTOBO OrpaHH4YeHHe B ynoTpe0aTa Ha NpoayKTa.

HaunH Ha OpHJIOKEHHE:
INpunaraHe B yLure.

3a na ce u3berHe HEMPHATHHA KOHTAKT HA YXOTO CHC CTYACHHA pPAa3TBOD,
¢nakoHa MeX Iy PBIIETE..




Ykazanus 3a ynorpeda
- PasebpreTe kanaykara ot ¢akoHa.

- 3aBHHTeTe KanKoMepa Ha duIaKoHa.
- OTtcTpaHeTe 3alUTHATA KAladka OT KarkoMepa.

- ObObpHere (hnakoHa HAJOMY M JIEKO HATHCKAMTE KankoMepa AOKaTo ce oOpasypa 1 kanka.
- [TlosTopeTre cTUCKAHETO, JOKATO CE MONYYaT 4 KankH.
- 3apbpTere 06paTHO OsTaTa KAMavka Ha KarmkoMepa. cliien ynotpeba.

4.3. IlpornBonokazanus

To3H JekapeTBeH OPOAYKT He TPAOBa 1a ¢e IpUiara B CIIe{HHTE CIIyqaH:

- WH}eKuHO3HAa WIH TpaBMarHyHa mnepdopallds Ha ThMaH4YeBata MeMOpaHa (Bmwk T. 4.4.CneumanHu
DPEAYNIPSKASHNUA M IPENNa3Hi MEPKH NIPH ynoTpeda).

- CBPBXYYBCTBHTEIHOCT KbM aKTHBHHTE BEIISCTBA MM KbM HAKOE OT MOMOILHHTE BEMIECTBA, OCOOEHO

KBbM JIHIOKAHH,
4.4 'Cneuna.lmﬂ_ mpeaAYNpPeKICHHS H NpeINA3ZHH MePKH NpPH ynoTpeba

[Iponb/KHTENTHOCTTa Ha nedeHHeTo e MakcuMyM 10 auu. Cnen ToBa mopseldeHHeTo TpabBa ga ce
PEOLIEHH.

Kato mpeanassa Mspka Mpead Aa ce NPWIOKH NEKApPCTBEHHS MPORYKT TpsbBa Ja ce NPOBEPH AajH
ThbHanueBaTa memOpana He ¢ Tnepjopupana. Ako TehnandeBaTa MemOpana e nepdoprpaHa,
MHTPaaypHUKyIapHOTO NPHIOXKEHHE MOXKE Oa JOBe/¢ N0 KOHTAKT Ha MpPOARYKTA ChC CTPYKTYPHTE B
CPEIHOTO YXO U Jja AOBEAE O HEJKEJIaHH e()eKTH B T€3H ThKaHH.

TO3M "neKapcTBeH NPOAYKT CHABPXKA AKTHBHO BEIECTBO, KOETO MOXKE Ja JOBEAE JO MOJIOKHTEIHH
Pe3YATaTH OT aHTU-AOMHHIOBH TECTOBE. | ‘

4.5 B3aumoneiicTBHe c'npyrn JeKapCTBeHn UPOAYKTH H APYrH GopMHA HA B3auMoaeiicTBHE
HsAMa H3BeCTHH B3aUMOJEHCTBHA.
4.6 Deprunarer, OpeMEeHHOCT H KbPMeHe

ITpu MHTAKTHA THNAHIEBA MEMOpPaHa, CUCTEMHA TNIEHETPALIAA € MAIKO BEPOSTHA.

ITpy HOpMaiHH YCIOBHA HA yrioTpeba, MpoAYKTHT MOXe Ja ce mpwiara npd GpemeHHOCT
HEOOXOoAMMO.

4.7 Ed¢exTH BLPXy cnocobHOCTTA 32 modHPaHe H paloTa ¢ MANUHHH

Henpunosxumo.




4.8 Hexenann JeKapcTEeHR peaKHH

YecToTaTa Ha HEeXXENAHHTE PEaKLiMu € onpeaeaeHa kakto ciexsa: Mnoro yectd (>1/10); Hecru (>1/100 no
<1/10); Heuecru (>1/1,000 mo <1/100), Peaxu (>1/10,000 mo <1/1,000); Mnoro peaxu (<1/10,000);
HeussectHa (He MOxe za Obae omnpeneneHa OT HaNHYHHTE JaHHM). B oTAenHUTE rpynH no HecTora
HEXXeNaHUTe PeaKkivK ca MpeCTABeHH B HU3XOAAN] pe]l CIIOPe/] CTENEHTA Ha CEPUO3HOCT.

Hapymienns Ha yxoTo 4 1abupuHTa _ | |
Penxu: nokanHM aneprudHM peakimu (¢bpOex, Makyno-namyiioseH OOpDHB);, XMNEPEMHA Ha CIYXOBHA
NPOXOJ,.

Crobmanane Ha MOA03UPAHN HEKEJIAHN DEAKIHHA

Cro0maBaHeT0 Ha MOAO3MPAHH HEXENAHW PeakiMH cliell paspeluaBaHe 3a ynoTpeba Ha JieKapcTBEHMA
NpOaYKT € BakHO. ToBa MO3BOMABA Ja IPOIB/DKM HaOMIONEHHMETO Ha CHOTHOIICHHMETO MOJI3a/pPHCK 3a
JeKapcTBEHMA MpoAyKT. OT MeOMUIHHCKHTE CIELMATHCTH Ce H3HCKBa Aa ¢hoOWABaT BCAKA MOI03HPAHA
HeXKeNaHa peakius upes:

HMsmenuunrenHa afeﬂum o JCKapCTRaTa
yi. ,,JamsH I'pyes” Ne 8
1303 Codun

Ten.: +359 2 8903417
yebcaiiT: www.bda.bg

4.9 Hpenosnpaﬂé

Hama cpobinierns 3a cnygan Ha TIpeno3HpaHe.

5. ®DAPMAKOJIOTHYHH CBOICTBA

5.1 qlapuauominamnqnn cBoiicTBa

(DapmakoTepaneBTHHHA Tpyna: JIOKaNiHR aHANreTUIW W aﬂecre’fﬁuﬂ 33 ynorpeba B yxoro
(S:cneuwaaHyu ceH30PHU OpPraHH)
ATC xon: S02D A30

Otunakc npeacTeaiiBa KOMOMHALHEA OT (€HA30H U IMAOKAHH.
(DeHaz0HBT € MHPa3oNOHOBO MPOU3BOAHO C AHAJINETHYHH U NPOTHBOBB3NATHTE/IHA CBOMCTBA.
JInnoxauHbBT € IOKAJICH aHECTETHK OT AMHIHATA rpyna.

5.2 ®apmMaxoxBHETHYIHH ¢BOHCTBA

Tlopamn BHHIIHOTO MPHIOKEHHE H NMOCTABAHETO HA HUCKMU JO3M, CUCTEMHA pe30piuus € HepbIMOKHA (TIpy
HHTAKTHA ThlaHuyepa MemOpaHa), nopaji KoeTo He ca NpPoBEKAaHH (hapMAKOKHHETHUYHH ITPOYYBAHHI.

5.3 Hpenﬂﬁmnnqun naﬁﬁn 3& OezonacHocTt
Hama ﬂaHHﬁ 3a T&RHB&.

6. DAPMATIEBTHYHH TAHHM

6.1 CHouchK Ha IOMOIHHTE BEMECTBA

Harpues THocyndar, eraHo, TIHIEPO H IPEYHCTEHA BOJA.




6.2 HecnhBMecTHMOCTH

Henpuioxumo.

6.3 Cpox na ropsocT

3 rOAVHH

Cpok Ha rOAHOCT ¢Jiel MBPBO oTBapAHe- 1 Mecer (30 auu).

6.4 CoensajnH yCJI0OBHA H2 CLXpaHeHne

Ha ce cpxpanasa noa 30°C, na He ce w3nara Ha CBET/IHHA.
Jla ce cpXpaHABa HA MACTO, HEAOCTHIIHC 32 AeLa.

6.3 Buja u chaLpikanue Aa ONAKOBKATA

dnakon 15 ml (kwaro crekio, I Tum), ceappxamo 16 g pasrsop, 3aTBopeno cbe samyluanka (LDPE) ¢
momMda (LDPE) u xkankomep (monxeTHner/BuHMN alerar) ¢be 3anymanka (LDPE).

6.6 Cnenuaaan ﬂpenna:jun MEPKH HpPHE HIXBLPISHEe B paGoTa

HensnonspaHuAT NPOAYKT MK OTNAABLYHHTE MATEpHAlH OT HEro TpsOBa Ja ce M3XBBPIAT B
CBOTBETCTBHE ¢ MECTHHTE H3HUCKBAHUY ‘

7. IPATEXXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

BIOCODEX |
7 avenue Gallieni, 94250 Gentilly

PDpaHuuA

8. ~ IPHTEXATEJ HA PASPEIIEHHUETO 3A NAPAJIEJIEH BHOC
“@apManeik bbarapus” OO/, ya. ..,Kpym llonos “44, er.1, 1421 Codua, brarapus
9. HOMEP HA PA3SPEIIEHHUETO 3A YIIOTPEBA

PerncrpanuoHer HoMep: 9700455

10. JATA HA ITLPBO PASPEMIABAHEMIOTHOBSIBAHE HA PA3PEIMMEHHETO 3A
YIIOTPEBA

07.10.1997/ 14.06.2004
11. JATA HA AKTYAJM3APAHE HA TEKCTA

HoeMBpH/2017




