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1. UME HA JIEKAPCTBEHMUSA ITPOAYKT ‘ e - : |
2o 537 13-11- 025

JIpornekc 4 g/100 g + 1 g/100 g kanku 3a yLuu, pastBop
Dropleks 4 g/100 g + 1 g/100 g ear drops, solution

2. KAYECTBEH U KOJIHMYECTBEH CbCTAB

B 100 g pa3rBop ce cbabpxkar 4 g dpeHas3oH (phenazone) v 1 g NTMA0OKAUHOB XUAPOXJIOpUA (lidocaine
hydrochloride).

[IoMOLIIHO BELIECTBO C U3BECTHO JAEHUCTBHUE : MNIHLIEPOII.

3a MbJIHUA CITUCHK HA NMOMOIIHUTE BELIIECTBA BUXKTE TOYKA 6. 1.

3. JIEKAPCTBEHA ®OPMA

Kanku 3a yuu, pa3TsBop.

[TpencraBnsBa OMCTBHp, O€3LBETEH 10 CBETIO Ka(siBO-XKBJIT pa3TBOP.

4. KIUMHHUYHHU JTAHHH

4.1 TepaneBTHYHH NOKA3AHHS

To3u nekapcTBEH NPOAYKT € NMpe/IHa3HAUEH 3a JIOKAJIHO CUMITTOMAaTHYHO MOBJIMIBaHEe Ha Oonkara Ha

clieiHuTe HenepdopaTuBHU 3a001BAJIMA HA CPEAHOTO YXO:

- OTaJIrHsA, aCOLLMUPAHA C BbHILEH OTHT;

- OCTbP, KOHreCTHUBEH, HeneppopaTHBEH CpeIeH OTHT;

- OTHT MPH FPUI, TaKa HaApeYeH BUPYCEH OYJ103€H OTHT:

- OapoTpaBMaTH4YE€H OTHUT (B pe3y/iTaT Ha TMypPKaHe WK MbTYBaHEe ChC CaMOJIET).

TakuBa NpOAYKTH C€ U3IM0JI3BAT B JICYEHHUETO HA KaTapaJIeH OTHT W Npea0oTBpaTsABaHE HA MUOr€HHHU
YCJIOKHEHHUS TPH Jeua Ha Bb3pacT Mexay | v 12 ronuHu.

4.2 Jlo3HpPOBKA H HAYHH HA NPHJIOKEHHE

Jo3upoBka

HakanBar ce 3-4 kankv BbB BbHIUHMSA YILIEH KaHal, 2 WK 3 NbTH AHEBHO B OOJIHOTO yXO, KaTo JIEKO
C€ HATMCKAa eJlaCTHYHAaTa 4YacT Ha alulMKaTopa-Karnkomep.

Hsama Bb3pacTOBO OrpaHUuYeHHUeE 3a ynoTpedara Ha NpPoOAYKTa.

HayuH Ha npuIoKEeHHUE

[Ipunara ce B ywuure. 3a aa ce M30€rHe HENPUATHUAT KOHTAKT Ha CTYJIEHUS Pa3TBOP C YXOTO, NPeIM
ynotpeda OyTUIKaTa MOXKE J1a C€ 3aTOIJIM MEX/1Y PBbLETE.

[IpoabmKUTEIHOCTTA HA JIEYEHUETO € MakCUMYM 10 aHH.

4.3 TIlporHBONMOKAa3aHHA

- CBpBbX4YYBCTBHTEIHOCT KbM aKTHBHUTE BELECTBA HJIM KbM HAKOE OT MOMOLHUTE
U30poeHHU B TOUKA 6.1.
- CBpBbX4YBCTBHUTETHOCT KbM MPOU3BOJAHM HA MUPA30JI0HA (METAMHU30J1, U3NPOn
¢eHa30H, nponudeHa3oH).
- UH(pekuno3Ha uiu TpaBmMaTHyHa nepgopauus Ha ThrnaHyeBaTa MmemOpaHa (BHX\ T




4.4 Choenmuansn npeaynpexIcHHS R NPEANA3HH MEPKH NPH ynoTpeda

HpoobmKUTENHOCTTA HA JIEYEHHETO € MAKCUMYM 10 aHH.

[Ipeau na ce NpuIoKHM JieKapcTBeHHs MPOAYKT Ja C€ NPOBEPH JaNH ThllaH4yeBaTa MeMOpaHa He
e neppopupaHa.

AKo ThnaH4eraTa MeMOpaHa e nepdopHpaHa, KHTpaaypPHUKYJapHOTO MPHIOKEHHE MOXKE J1a
JOBeAe A0 KOHTAKT Ha MPOAYKTa CbC CTPYKTYPHUTE HA CPEIHOTO YXO H 44 J0BEAC OO HEKETAHH
e(EeKTH B TE€3H THKaHHU.

HeobxoanumMo e BHUMAHKE NPH NpHAArade Ha NMPOAYKTa Ha NAaLHEHTH ¢ NMPOMEHEHA
yepHOApoOHa (yHKLHS, enunencua, pUTbMHH Y MPOBOAHH HapyLIEHHS Ha ChPLETO,
MHACTEHHS WJIH B CbCTOAHHE HA LUOK.

To3u nekapcTBEH NPOAYKT ChAbPika aKTUBHO BELLECTBO, KOETO MOXKeE Aa AOBele 10
MOJOXHTEJIHH Pe3YJITaTH OT aHTH-JONMUHIOBH TECTOBE.

4.5 BiauMoaeHcTBHE C APYIH JEKAPCTBEHH NPOAYKTH H XpYrH ¢opMH Ha B3aHMOJeHCTBHE

He ca npoBe)xaaHu nNpoy4BaHUs 3a B3aUMOAEHCTBUATA.

[Ipy noKanHO nNpPUJIOKEHHE B YXOTO Ppa3TBOPpUTE Ha (PEHA30H W JHAOKAWH HE TIOKa3BaT
B3aMMoOJIciicTBHE. BBb3MOXKHOCT 3a B3aHMOJEHCTBHE CE ABABA CAMO KOraTo aKTHBHHTE BEIIECTBA Ce
MpuiaraT 4pe3 Apyrd MbTHILIA Ha BLBEXKIAHE MM B Cily4yald Ha NMPUNOXKEHHE FIpH nepdopHpaHa

ThbIIAHYCBA MeMﬁpaHﬁ.
HPOBE.H.GHH H3CleABaHUA TIpH MHLIKH T10Ka3BaT 34dCHJIBAHC Ha KOHBYJICHBHATa AaKTHBHOCT Ha

NTMAOKAKUH, H3MON3BaH KATO JIOKANEH aHECTETHUK, B MPUCHCTBHE Ha GIyMa3eHW, KAKTO W HapacTBaHe B
NIaTEHTHOCTTA Ha KOHBYJICUHTE C MOBUILABAHE HA 003aTa HAa (UyMa3CHHA.

Joka3aHO € 3HAYUMO HApacTBaHE HA TOKCHYHOCTTA Ha KOKAHH NPH €AHOBPEMEHHO WHTPABEHO3HO
MnpuilaraHe ¢ NTUA0KauH, np Sprague-Dawley MBbKKHM NIbXOBE.

EnHoBpeMEHHOTO NMpUIMKEHUE Ha JoKanHd aHecTteTHun U HHC nenpecantH, BKIKOYMTENIHO TaKHBA
M3NON3BAHM TpPH NpeaHacTe3us MAM B J00aBka KbM JIOKAJHATA aHECTEe3UA MOXKE Ja AoBeAe A0
aJlNTHBHH JETIPECOPHH €PEKTH.

HuxubupaHero Ha HEBPOHHMTE HUMIMYJICH OT JIOKAJHUTE AaHECTETHUM MOXE [a aHTAroHusuWpa
AHTUMHACTEHUUYHHSA €(EeKT HA CKeNETHO-MYCKYNHUTE pPellakcaHTH, ocobeHo B ciry4ali Ha ancopbupaHe
Ha rONAMO KOJIMYECTBO AHECTETHLIM, MOXKE Aa € HeoOX0AUMO NMPEXOIHO aaanTUpaHe Ha [03aTa, 3a Aa
C€ KOHTPONUPAT CUMITTOMHUTE HA MUACTEHHUA IPaBHC.,

YnorpebaTa Ha METOKCAMHH B KOMOMHAUMA C IOKATHH aHECTETHUY 3a YABI/BKABAHE HA TEXHHUAT e(rekT
€ HENPENOPBUMUTENIHA, YABLIDKEHHAT €(QEeKT HAa METOKCAMHWH MOXKE [0 JOBEAE [0 MNpPEeKaIeHO
OrpaHMYaBaH¢ Ha UMpKylauMaTa ¢ TMOCAeBalla TbkaHHa HeKpo3a. Ynorpebara Ha apyrH
Ba30KOHCTPUKTOPH TpsOBa Na ce NpoBeXaa ¢ BHHUMaHHE B 00NacTHTE C BIOLIEH KPLBOTOK, NOPaH
Bb3MOXKHOCT OT [10SBAa HA UCXEMMA U FaHrpeHa.

bera-6nokepure Morar aa 3abapaT MeTaboJIM3Ma Ha IMA0KAUH Ype3 peAyKLUS Ha YePHOAPOOHHUSA
KPbBEH TOK, KOETO MOBHLIABA PUCKA OT TOKCHYHOCT. ChLOTO € BaAKWAHO U 338 XMIAHTOKH H
LIMMETH/IHH, KATO MPH XWAAHTOHH CBHLUIECTBYBA H PUCK OT AAUTHBHMU ACNIPECHBHH €EKTH BHPXY
CbpIeuyHaTa ASHHOCT.

4.6 DepruanTer, peMEeHHOCT H KbPMEHE

JIMMCBAT JOCTaThYHO NPEAKIMHHYHH WIH KNIMHHYHH JaHHU OTHOCHO NPUIaraHeTo Ha ToBa IEKapCTBO
npu 6peMeHHOCT, eMOpPHOHANTHO, deTaNHO Wi NOCTHATANHO pa3BuTHE. TO3H NPOAYKT He Tpabea ja ce
npuiara npyd OpEeMEHHOCT, OCBEH B CTYHaWTE Ha A0Ka3aHa abCoNOTHA HEOOX0AUMOCT M TO CaMO Cle]

BHUMATENHA NPELeHKa HA ChOTHOWEHHETO MEXKIY NOTEHUMATHHAT PUCK 3a deTyca M Nnons
MaHnKara.




[Ipu HopManuu ycnoBua Ha ynortpeda, NpoOoyKThT MOXKE Ja €€ MpuJiara npu OpEeMEHHOCT H KbpMEHE,
aKo e HeoBxoaumo.

4.7 EdexrTa BHpXY cniocofnocTTa 32 modHpaHe H pabora ¢ MAIUHHH

[IpunaraHeTo Ha TOBa JIEKAPCTBO He MOBJIHABA CNOCOOHOCTTa 3a LiopupaHe UK paboTa ¢ MallMHH.

4.8 Hexenann JeKaAPCTBCHA PECAKIHEA

YecToTaTa Ha HEXENAHWTE PpeakLUH € OTIPEIENEHA NO CeAHUs HauYMH: MHOro YectH (>1/10), yectu (>
1/100 no < 1/10), Heuectu (> 1/1 000 oo < 1/100), peakn (>1/10 000 po <1/1 000}, mHoro penxu (<
1/10 000), ¢ HeH3BecTHA YecTOTa (OT HATMYHHATE IAHHU HE MOXeE 1a ObAe HanpaBeHa OLICHKA).

Hapywienus Ha yXoTo ¥ 1abupHHTa
Penku - TOKAJIHK aflepriyHKM peaklyu (cbpOex, MaKyno-nanyno3eH odpus), XUNepeMus Ha CAyXOBUS

[POXO/I.

CrobliaBaHe Ha NOAO3UPAHU HEXETAHHW PEAKLIMH
ChobuaBaHeTO Ha NOZO3HPAHU HEXKENIAHU PEaKLMM CAel pa3peLiaBpaHe 3a ynotpeba Ha lekapcTBeHUS

NPOAYKT € BaxkHO. ToBa No3eonsBa Aa NPoABAKH HabIIOAEHHETO Ha CbOTHOLUEHNETO NOA3a/PHCK 34
JIEKApCTBEHHUA NpoAYKT. OT MeAMLIMHCKUTE CAELIMATTHCTH C€ H3MCKBA Aa ChOOIIABAT BCAKA
NoJ0O3UpaHa HexXeJTaHa peakLMa Ype3 HaLMOHAaTHa cHcTeMa 3a cbodLuaBaHe B U3mbaHKTEHA areHLus
no nexkapctara yi. ,,Jlaman I'pyes” Ne 8, 1303 Codua, ten.: +359 2 8903417, yebcaT: www.bda.bg

4.9 IIpeaosupane

Hocera HaMa cbOOLIEHMS 34 ClTyqau Ha MpeaAO3upaHe.
5. ®APMAKOJOI'NMYHH CBOHCTBA

5.1 ®apMakOZHHAMHYHH CBOHCTBA

(dapMakoTepaneBTHuHa rpyna: OToNOrMYHU cpeacTBa. AHANTETHLM H aHECTETHLIU, KOMOHHALUHK.
ATC xon: S02DA30.

Hponnexke npeacTapasipa KOMOMHALMSA OT PEHA30H H NTUAOKAWH. DEHA3OHET € MUPA3CI0HOBO
NPOU3BOIHO ¢ AHANTETHYHH U IIPOTHBORB3NAIUTE/IHH CBONACTBA. JINIOKAHHDBT € JIOKANEH aHECTETHK OT
aMUJHAaTa rpyna.

AKTHBHOCTTA Ha JILAOKAWH €€ Ab/DKU I'NTaBHO Ha HHXMOMpaHe Ha TpaHCMeMOpaHHUA TPAHCIOPT Ha
HATpUeBH HOHH, KOETO BOAU A0 NOHH)KABAHE Ha CHIATa M YECTOTA Ha ACNOIAPH3aLMg B HEBPOHAIHATA
MeMOpaHa M HEBB3MOXKHOCT 3a IOCTHIaHE Ha HEODXOIUMOTO HUBO 3a NpeaaBaHe HA AKLHOHHUA
MOTEHLIMAN, KOETO BOAN A0 OJ10KaXK H aHECTE3HA.

AKTHBHOCTTA Ha (PeHA30H BHPXY MYKO03aTa € cnab aHeCTETHYEH, NOTEHLMpalll AHECTETHYHATa
AKTUBHOCT Ha JILAOKAHH.

5.2 @DapMaKOKHHETHYHH CBOHCTBA

[Topaan BBLHIIHOTO NPUNOKEHUE W MPHJIATAHETO HA HACKY 103H, Ha NPAKTHKAa CHCTEMHATA pe3opiumi €
HEBB3MOXKHA (MpH HHTAKTHA ThNaHYeBa MeMOpaHa).

QdeHazoH ce pe3opbupa 6Bp30 H HATBAHO Clie] NEPOPATHO NpuUIokKeHHE. Toil ce CBBp3Ba C na3MeHuTe
MPOTEUHHU B NMO-Maliko oT 10%.

JiunokauH ce abcop6upa 206pe ciiex NapeHTepaTHo WK NepopanHo npunoxenne. DFGLIHINELQ0
70% ot npunoxkeHara ao3a ce nojnara Ha SuotpaHchopmMauua B UepHUAT apob. /4 HaCOpAgUI S
NEeCHO NPeMHUHABa B AMHUOTHYHATA TEYHOCT M (ETATHUAT KPbBOTOK, KbAETO AOC g (ol REH T
okono 40% ot Te3n Ha Maiikara.




5.3 IlpeakaHHHYHH JaHHA 33 fe30MacCHOCT

Hama manHm.
6. PAPMALIEBTUYHHU JAHHH

6.1 ChnHcbx HA MOMOIIHHTE BellleCTBa

Harpues THocyndar
Eranon 96%

[IpeuncreHa Boaa
HaTpues xuapokcua

[ nuuepon

6.2 HecbBMECTHMOCTH
Henpunoxumo.

6.3 Cpok Ha rognocr

4 rovHH.

Cpok caea nupBO oTBapsHe Ha OyTunkara: 28 qHM.

6.4 ChnennalHn yCJIOBHA Ha CbXPAHCHHE

Ha ce ¢cbxpaHsaBa Ha MACTO, HEAOCTBIHO 3a acua. Jla He ce cpxpaussa Haja 25°C.
6.5 Bnaan cLABLPKAHHE HA ONNIAKOBKATA

Kapronena kyTus, cbabpkaiia 6ana HeripospayHa LDPE Oyrunka ot 15 ml, ¢ 6an LDPE annukarop-
kankomep, 3aTeopeHa ¢ HDPE 3amuren npbweTeH U 6ana kanayuka Ha BHHT.

6.6 Chnennannu npeanassn MepKH IPH H3XBLPJIAHE H padoTa

Hewn3non3paHUAT NPOAYKT WIH OTNAAbYHUTE MATEPHAIHU OT Hero TpAOBa A C€ U3XBLPJIAT B
CHOTBETCTBHE C MECTHUTE H3HCKBAHMA.

7. IIPHTEXATEJ HA PAZPEIIEHUETO 3A YIIOTPEBA
Bopna Meaucune Espona EOO/]

yn. ,,bopuc Pymenos® 16

1407 Codus, boarapus

8. HOMEP(A) HA PAJPEIIEHHETO 3A YIIOTPEBA

Per. Ne: 20210104

9. AATA HA ITBPBO PAZPEINIABAHE/TIOAHOBABAHE HA PAZPEHIEHH
YIIOTPEBA

Hara na nspeo pa3pewtapane;:27.04,.2021
JlaTa Ha nocneAHO NMOAHOBABAHE:!



10. [ATA HA AKTYA/IM3BUPAHE HA TEKCTA

10/2025




