KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA




1. UME HA JIEKAPCTBEHUSA ITPOAYKT

Jlpornekc 4 g/100 g + 1 g/100 g kanku 3a yimu, pa3TBop
Dropleks 4 g/100 g + 1 g/100 g ear drops, solution

2. KAYECTBEH U KOJIMMECTBEH CHCTAB

B 100 g pastBop ce cvabpxkat 4 g ¢peHa3oH (phenazone) v 1 g nuapokauHoB Xxuapoxnopua (lidocaine
hydrochloride).

[loMOUIHO BELIECTBO ¢ U3BECTHO JACHCTBUE: MNTHLEPOIT.

N3 lio iHATENhA ATEHUNS 110 512KAPCTBATA

3a MbJIHUSA CIMMUCHK HA MMOMOIIIHHUTE BEIIIECTBA BUXKTE TOUKa 6. *f‘(p‘"‘“’ Xapaxkmepucimuka Ha npogyxkma - (IpusoxeHue |
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3. JIEKAPCTBEHA ®OPMA

Kanku 3a yuiu, pasTBop.

4, KIUMHUYHHU JTAHHHU
4.1 TepaneBTHYHH MOKA3aAHHSA

To3u lekapcTBeH NPOAYKT € NpeAHa3HauyeH 3a JIOKAJHO CUMIITOMATUYHO MOBJIMABaHE Ha OoJiKkaTa Ha
cyieaHUTe HereppopaTUBHU 3a00JIIBaHUS HA CPEAHOTO YXO:

- OTaJIrusl, aCOLIMHUpaHa C BbHLIEH OTHT;

- OCTbP, KOHN€CTHBEH, HENepPOpaTUBEH CPEIEH OTHUT;

- OTHT IPH I'PHIl, TaKa Hape4YeH BUPYCEH OY/103€H OTHT;

- OapoTpaBMaTH4€H OTUT (B pe3y/TaT Ha TIMYpPKaHe UJIH MbTYBAaHE ChC CaAMOJIET).

TakuBa NpoayKTH ce U3IMO0JI3BAT B JIECHEHHETO HA KaTapasieH OTHT U NPEeAOTBpaTIBaHE Ha MHOINeHHH
YCJIOKHEHHUS NPH Jeua Ha Bb3pacT Mexxay | u 12 roguHm.

4.2 Jlo3MpOBKAa H HAYHH HA NPHJIOKEHHE

J1o3upoBKa

Hakansar ce 3-4 kanku BbB BbHIUHMS YLLIEH KaHasl, 2 UK 3 MbTH IHEBHO B OOJIHOTO yXO, KaTO JIEKO
CE€ HAaTHUCKa €JIaCTHYHATA YacT Ha arjIMKaTopa-Karnkomep.

Hsma Bb3pacToBO OrpaHuyeHue 3a yrnorpedara Ha NpoayKTa.

HayuH Ha nNpUaoKeHHe

[Ipunara ce B ymure. 3a 1a ce 30erHe HeNMpUATHUAT KOHTAKT Ha CTYAEHHUS pa3TBOP C YXOTO, Mpe/au
ynorpeda OyTHiikaTa MOXKe [1a ce 3aTOIUIH MEX/1y PbLETE.

[IpoabmxkUTEIHOCTTA HA JIeUEHHUETO € MakCUMyM 10 aHM.

4.3 IlporuBonoxkaszaHusi
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- CBpBXYYBCTBUTEIIHOCT KbM aKTHBHHMTE BELLECTBA WJIM KbM HAKOE OT MO
H30poeHH B Touka 6.1.

- CBpBbX4YBCTBUTEIHOCT KbM MPOU3BOAHH Ha NMUPa30JioHa (METaMH3011,
¢denazoH, nponudeHason).

- MHudekuro3na uau tpaBmMaTHuHa nepdopaums Ha ThliaHueBaTa MeMOp



4.4 ChoeunanHu npeaynpexaeHHs H NPeANa3Hl MEPKH NPH ynovpeda

[TpoaB/KHTENHOCTTA Ha ICUCHHUETO € MakCHUMyM 10 aHu,

[Ipeau na ce npunoXky NEKaApCTBEHUS NPOAYKT A4 C€ MPOBEpH Ay ThaH4ueBaTa MeMOpaHa He
¢ nepdopHpaxa.

Ako TbnaHueBata MemOpaHa ¢ nepdopHpaHa, WHTPaaypPUKYJIapHOTO NPUAOKEHHE MOXKE 3
JOBeJie A0 KOHTAKT Ha MPOAYKTA ChC CTPYKTYPHTE HA CPEAHOTO YXO U Ja AOBEAE A0 HEXKEIAHU
e()eKTH B T€3HM THKAHU.

Heobxoaumo e BHUMAHHE NPH NpHUIAaraHe Ha NpOAYKTa Ha rnalUeHTH ¢ NPOMEHeHa
yepHoaApoOHa PYHKLNA, SIIUIENCHI, PUTEMHH U TIPOBOJIHH HAPYLICHHUS HA ChPLETO,
MHACTEHMA MNH B CHCTOSHHE Ha LIOK.

To31 NexkapcTBEH NPOAYKT ChAbpKa aKTHBHO BELIECTBO, KOETO MOXKE Ja AOBEAE A0
[TOJIQXKUTETHY PE3YATATU OT AHTH-AONUHIOBH TECTORE.

4.5 BiaumopelcTBHE C APYIrd JIEKAPCTBEHH NPOAYKTH H APYrd GOpPMH HA B3aHMO/JeHCTBHE

He ca nposexaaHy Npoy4YBaHKWA 3a B3aUMOICHCTBUATA.

[lpy JSOKaJIHO TIPWIOXKEHHE B YXOTO pa3TBOpPUTE Ha (PEHA30H MW JHAOKAMH HE MOKa3BaT
B3auMoaehcTBrue. BB3MOKHOCT 3a B3aMMOACHCTBHE CE€ ABABA CAMO KOraTO aKTHMBHHMTE BEILECTBa Ce
NpuUiarar 4ypes ApPYrd NbTHUIA HA BbBEXIAHE WIH B Cly4aldl Ha mNpunoxeHue npu nepdopHpanHa
ThNaH4YyeBa MeMOpaHa.

[IpoBeneHH u3cnenBaHuMda INPM MHMIUKKH NOKA3BaT 3aCWIBaHE HA KOHBY/JACHMBHATA AaKTHBHOCT Ha
NTUAOKAHH, U3TTO3BaH KAaTO JIOKAIEH aHECTEeTHK, B MPUCHCTBHE Ha (DIyMa3eHuUN, KAKTO W HApPacTBaHE B
JIATEHTHOCTTA Ha KOHBYJICHHMTE C MOBULUABAHE Ha 103aTa HA QAYMAa3CHM.

JlOKa3aHO € 3HaYMMO HapacTBAHE HAa TOKCHYHOCTTA HA KOKAWH TPH €QHOBPEMEHHO MHTPABEHO3HO
MpuaraHe ¢ TMAOKauH, npu Sprague-Dawley MBxKKH IUTBX0BE.

EnnospeMendoro npunoxkeHue Ha nokandHu asHecretuud M L{HC genpecaHTH, BKAIOUYHMTENHO TAKHBA
H3MOM3BAHK NPW npeaHecTe3ud uWnv B JAo0aBKa KbM JIOKaNHATa aHecTe3us MOXKEe aa JoBede M0
a[IUTUBHU JENPECOPHHU edeKTH.

Huxubupanero Ha HEBPOHHUTE HMIYJCH OT JOKAJHHTE aHECTeTHLH MOXKE Ja AaHTaroHM3upa
AHTHUMHACTEHHYHHA €(EKT HA CKEETHO-MYCKYHHUTE pelakcaHTH, ocobeHo B cayyaii Ha agcopOupane
Ha roNaIMoO KOJIMYECTBO aHECTETHLM, MOXE 1a € HeoDXOAUMO IMPEXOAHO aJanTUpPaHe HA O034Ta, 3a Ja
C€ KOHTPOIMUpAT CUMITTOMMTE Ha MUHACTEHHA MPABUC.

Ynorpebarta Ha METOKCaAaMHUH B KOMOMHALIMA C JIOKANTHH AHECTETHLIM 32 YABJDKABAHE HA TEXHUA €(eKT
€ HENpenopbHHUTENHA, YABL/DKEHHUIT €(EeKT Ha METOKCAMHH MOXe Ja JoBelle 0 TMNpeKaleHo
OrpaHHYABAHE HA UMPKyJaLMATa C [MocjelBalla TbKaHHAa HeKpo3a. YnorpebaTta Ha [pyrH
BA30KOHCTPHKTOPU TpsOBa Aa ce nposexkia ¢ sHMMaHue B 00sacTUTE C BIIOLIEH KPBBOTOK, MOpau
Bb3MOXXHOCT OT MOSBAa HA MCXEMHS H FaHrpeHa.

bera-6nokepure Morat Aa 3abaBaT MeTab0aM3IMa Ha TMIOKAHH Ype3 peayKUuHd Ha YepHOApOoOHHS
KPBbBEH TOK, KOETO NIOBHIIABA PHUCKA OT TOKCHYHOCT. CBUIOTO € BATMAHO M 3a XUIAHTOMH U
UHMETUIHH, KaTO NNPH XHAAGHTOHH CBhIUECTBYBA U PHCK OT aAWTHBHH JENPECHBHHU e(DEKTH BbPXY
chpJeuHaTa AeHHOCT.

4.6 Depruauter, OpeMeHHOCT H KbpMEHE

Jluncear AOCTATHYHO MPEAKNHHHYHHN WK KIIMHHYHH JaHHH OTHOCHO NPWIAraHeTo Ha TOBA nexachBo
npu OpeMeHHOCT, eMOpUOHANHO, (PETANHO WM NOCTHATANHO pa3BuTHE. TO3M NPOAYKT He-TpabRa a ce
npunara npyd 6peMeHHOCT, OCBEH B ClyyauTe Ha Aoka3aHa abcooTHa Heobxonnpetnns i- |
BHMMATEIHA NPELEHKA HA CHOTHOLUEHHETO MEXIY MOTEHLHAIHUSA PHCK 3a (e & aﬂ' AQI13aTa 38 "D
Maitkara. / M -f'_‘_
JIuncear AaHHYU OTHOCHO BB3MOXHOCTTA 3a IPEMWHABaHE HA AKTUBHUTE Bem #
[IpenopbunuTenHo € aa ce u3bArea NMPUICKEHHETO HA TOBA JIEKAPCTBO NPH Kbt “*‘ |
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HPH HUHTAKTHA ThITaHYCBA Memﬁpaua, CHCTEMHA MNCHETPALHA € MAJIKO BEPOATHE




[Ipu HopmManuu ycnosusa Ha ynoTpeba, NPOAYKTHT MOXKE Aa C€ NpuJjiara npu OpeMEHHOCT M KbpPMEHE,
aKo € HEODXOIMMO.

4.7 EdexTn BbpXy cniocoOHOCTTA 32 WIoPpHpane H padoTa ¢ MALIAHH

{IpunaraHeTo Ha TOBA JIeKApCTBO HE NMOBAUABA CNOCOOHOCTTA 3a 10¢gHpaHe Win paboTa ¢ MalUHH.,

4.8 Hexenanu JeKAPCTBEHH PeaKIHH

UecToTaTa Ha HEXETAHUTE PEAKLIMH € OTIpeaeieHa NMo CEAHUA HaYUH: MHOro YecTd (>1/10), uectu (>
/100 no < 1/10), HeuecT (> 1/1 000 no < 1/100), peaku (>1/10 000 ao <1/1 000), MHOTO peakH (<
1/10 000), ¢ Hen3pecTHa YecTOTA (OT HATUYHWTE NaHHH HE MOXKE Ja Obae HalpaBeHa OLieHKa).

HapyuwieHus Ha yXoTo H nabupHHTa
Penku - TOKATHY anepruyHy peakuuu (copbex, MaKkyno-nanyno3eH oOpuB), XxunepeMus Ha CIYXOBHS

NPOXOA.

CrobutaBate Ha NOAO3UPAHU HEXKETAHH PEaKLIUH

CrofmaraHeTo Ha MOAO3UPAHH HEIKEIAHH PEaKUMH CIICA paspellaBaHe 3a ynotpeba Ha IEKapCTBEHHA
MPOAYKT € BaXkHO. ToBa no3BonsABa Aa NpoAb/KH HAOMIOAEHHETO HA CHOTHOLIEHHETO NOJ38/PUCK 33
neKkapcTBeHUs npoAyKT. OT MEAULIMHCKUTE CINCUHATMCTH CE H3UCKBA Ja choOI1aBaT BCAKa
MoJO3HpaHa HeXeNnaHa peakuus ypes: ManmsaHurenna areHnus no jexapersara ya. ,,JaMmas I'pyes™ No
8, 1303 Codus, ren.: +359 2 8903417, yebcaiiT: www.bda.bg

4.9 Ilpexoampane
Hocera HsiMa cb0o0IIEeHHS 32 CyYaH Ha NPEAO3UpaHe.

5. ©GOAPMAKOJIOTHYHHU CBOUCTBA

3.1 dapMakoAHHAMHYHH CBOHCTBA

PapmakoTepaneBTuuHa rpyna; OToJOruyHU CpeacTBa. AHAITETHUH H AHECTETHLIM, KOMOMHALMH,
ATC xon: S02DA30.

Hpomnekc npeacrapnspa komOuHaLUMs OT GeHA30H ¥ NuaoKaruH. DeHa3OHBT € MHPa30JICHOBO
MPOU3BOJHO ¢ AHAJIFCTHYHH H NPOTUBOBB3NANUTEIHH CBOHCTBA. JIMAOKAUHDBT € JIOKaJAEH aHeCTETHK OT
aMHJIHaTa rpyna.

AKTHBHOCTTA Ha JTHAOKAWH C€ XbJDKH IVIaBHO Ha HHXUOUpaHe Ha TpaHCMeMOpaHHHUA TPAHCIOPT Ha
HaTpHEeBH HOHH, KOETO BOJM OO0 MOHWKABAHE HA CHJIATA H YECTOTA Ha ACMONAPH3aLlMg B HEBPOHAIHATA
meMOpaHa ¥ HEBB3MOXCHOCT 3a AOCTHraHe Ha HeoOX0AUMOTO HHBO 32 fPeNaBaHe HA aKIIHOHHHSA
NOTEHLIHAJ, KOETO BOAH A0 OJIOKAX M aHeCcTe3Us.

AKTUBHOCTTa Ha (PEHA30H BBPXY MYKO3aTa € ¢nad aHeCTETHUCH, NOTEHUHPALL aHECTETHYHATA

aKTHBHOCT Ha JIUWOKAHH.
5.2 @apMaKOKHHETHYHH CBOHCTBA

[lopaay BBHIIHOTO NMPWIOXKEHHKE U NPWIaraHeTo Ha HUCKH 031, HA MPAKTUKA CHCTEMHATa pe3opOLms e
HeBb3MOXKHA {NPH HHTAKTHA Th1aHUYeBa MemMOpaHa).

MeHa3oH ce pezopbupa OBp30 ¥ HAMTBAHO CJIEN NEPOPATHO NMPUIOKEHHUE. TOH ce CRBP38a-C-BAAIMEHHTE
MPOTEUHH B NNo-MaNko ot 10%.

JInpokaun ce abcopbupa nodpe cnen napeHTepanHo WiH NEpopaTHO APUo _
70% ot npuiaoKeHaTa A03a ce noanara Ha SuorpaHcopMauns B yuepHus apgasiaie
JIECHO NPEMHHABA B aMHHOTHUHATA TEYHOCT 1 (DETATHUAT KPBLBOTOK, KbAET{] ASd g oL
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5.3 IlpenxATHHMYHH JAaHHH 33 De30nacHOCT
Hama gaHHhu.

6. POAPMAIEBTHUYHHA JAHHH

6.1 CnHcbK HA BOMOLIHHTE BellecTBA
Harpuer tuocyndar

Etanon 96%

IlpeusnicTena Boaa

Harpues xuapokcua

["avuepon

6.2 HecbBMecTRMOCTH

Henpunoxumo.

6.3 Cpok Ha roapocTt

4 roauHy,

Cpok cren mbpso oTBapsiHe Ha OyTuikara: 28 aHu,
6.4 ChnenMalHH YC/IOBHA HA CHXPAHEHHE

Ja ce cbxpaHasa Ha MACTO, HEOCTBITHO 3a Aeua. [la He ce chxpaHapa Han 25°C.

6.5 BuaH chaAbpxkaAHHE HA ONIAKOBKATA

KaproHena kyTHs, cpabpikata 0ana Henpospauda LDPE 6yrunka ot 15 ml, ¢ 6an LDPE annuxatop-
kankomep, 3atBopeHa ¢ HDPE 3amureH npweren v 64na Kanauka Ha BUHT.

6.6 Cpoennannu npeAnas’HH MePKH NPH H3XBBPJAHE H pabora

Heun3non3saHMAT NpOAYKT WM OTNaABbYHHTE MAaTEPHANIM OT HEro TpaOBa 1a ce U3XBHPJIAT B
CLOTBETCTBHUE C MECTHHUTE H3UCKBAHHA,

7. IIPHTEXATEJ HA PAPEHNIEHHETO 3A YIIOTPEBA

Bopna Meaucune Espona EOO
yn. ,,bopuc Pymenos®™ 16
1407 Codus, bunrapus

8. HOMEP(A) HA PAJPEINEHMUETO 3A YIIOTPEBA
Per. Ne: 20210104

9. JIATA HA ITBPBO PA3PEIIABAHE/MIOXHOBSBAHE HA PA3P
YIIOTPEBA

Jata Ha mbpBo paspelnasaHe:27.04.2021
IlaTa Ha NOCAENHO MOAHOBABAHE:




10. JATA HA AKTYA/IM3UPAHE HA TEKCTA

05/2026




