KPATKAS XAPAKTEPUCTHUKA IIPEITAPATA



1. HA3BAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Furotalgin 2,5 mg/31,25 mg/87,5 mg/ml ear drops, solution
®yporanrus 2,5 mr/31,25 mr/87,5 Mr/Mi1 Karmy yrHele, pacTBOp

2. KAYECTBEHHBIN U KOJITMUECTBEHHBIN COCTAB

B 1 mu pactBopa (27 karmeins) copepxarcsi JiekapcTBeHHbIE BeniecTa: HuTpodypan (nitrofural) 2,5 mr,
TeTpakauna ruapoxyopun (tetracaine hydrochloride) 31,25 mr, denaszon (phenazone) 87,5 wmr.

[Tonub1in NEepCUCHb BCIIOMOI'aTCJIbHBIX BEIICCTB, CM. II. 6.1.

3. JIEKAPCTBEHHASA ®OPMA

Kannu ymnele, pactBop
IIpo3paunasi, xenras, ¢ 3eJ€HOBATHIM OTTEHKOM JKHJIKOCTb, O€3 3amaxa.

4. KIMHUYECKHUE JAHHBIE
4.1 TepaneBTH4YeCKHE MOKA3ZAHUS

OcTpble BOCHANMTEIbHBIC 3a00JICBAHUS HAPYKHOTO CIIYXOBOTO IPOX0Jia U CPEIHEr0 yXa y B3pPOCIBIX U
neTen.

4.2  Jlo3upoBKa u c1oc00 MpPUMEHEHHS

Crioco6 mpumenenusi: Jlnsg 3akanbiBaHuss B yxo! He mpuHumare BHyTph! Karmumm mnpumensrorcs mocie
OUUIIEHHS HAPY>KHOTO CIIyXOBOTO MPOX0a. ['0JoBy clie/lyeT CKIOHHTh HA0OK TaKUM 00pa3oM, 4TOOBI Karuid
OCTINCh B yX€ B TEUCHHE HECKOJBKUX MHHYT, IOCIE YEro CIyXOBOM MpPOXOJ 3aKphIBAIOT BATOM.
Heobxonumo npenBapuTesibHO HMOAOTPETH PACTBOP A0 TEMIEpaTyphl Tesla, YTOObI M30eKaTh HENPHUSTHBINA
KOHTAaKT C XOJIOJHBIMH KaIUISIMU M Pa3ipaKeHHE BECTUOYIISIPHOTO anmapara.

Jlo3upoBKa:

Bspocnvie u oemu cmapwe 3- nemnezo gozpacma: no 6-10 xaruteii 3-4 pasa B IeHb.

Jlemu 0o 3-nemnezo 6o3pacma. no 3-4 xarnm 2 pasa B ICHb.

[Ipo0HKHUTENLHOCTD JICYCHHUS: YCTaHABIMBAETCS JiedalluM BpadoMm. He momkHo mpomomkatecs Oonee 10
JTHEH.

4.3 IIpoTuBomoKa3aHus

. ['unep4YyBCTBUTENLHOCTD K IIOOOMY M3 aKTUBHBIX BElIECTB ((DeHA3MH; TeTpaKanH, APyriue MECTHBIE
aHECTETHKH, OCOOCHHO A(PUPHOTO THIIA, TAPAAMHHOOCH30MHAS KUCIIOTA U €€ TIPOU3BOJIHBIC; HUTPOPypas U
JpyTHUe MPOU3BOJIHBIE HUTPO(ypaHa) WK BCIIOMOTATEIIBEHOMY BEIIECTBY, CM. T1. 6.1;

o [lephopaums 6apabaHHOM EPETIOHKH;

. OTOMUKO3BI.

4.4  OcoOble mpeaynpe:xaeHust 1 Mepbl NPeI0CTOPOKHOCTH NIPU NPUMEHEHUHU

Jlo Ha3HaueHus JEKApCTBEHHOTO TIperapara CIEMUAINCTOM OTOPWHOJAPUHTOIOIOM, HEOOXOAMMO
MpoBepUTh, HET Ju mnepdopamuu Oapabannoit mnepemnmonku. Ecmm ycranaBmupaetcs mepdoparmms,



MIPOHUKHOBEHHUE JICKAPCTBEHHBIX BEIICCTB (OCOOCHHO TeTpakamHa) B CHCTEMHOE KPOBOOOpAIICHHE MOXKET
BbI3BATh OOOYHBIC CHCTEMHBIC PEAKIINH.

B cnydasix, ecniu @yporanru nonajer B 0apadaHHYIO MOJIOCTh, HEOOXOAMMO CACNaTh MPOMbIBaHUE (HE IO
JaBicHueM!) GU3NOIOTUYECKUM PACTBOPOM, COTPETHIM J0 TEMIIEPATyphl Tea, KOTOPBIH HEOOXOAUMO TOCTe
3TOTO YAAIHTH (aCTIHPUPOBaThH). [Ipolieypa NpoBOIUTCS CIEIUAIUCTOM MO0 OTOPUHOIAPHHTOJIOTHH.

45 BzaumopneicTBHE ¢ APYTHMH JIEKAPCTBEHHBIMH NpenapaTaMu 1 Apyrue popmbl
B3auMoJelicTBHUA

[Ipy MecTHOM NpUMEHEHUH Tpernapara JIeKapCTBEHHBIE BellecTBa He pe3opOupyrorcs (cm. m. 5.2). Her
JAaHHBIX O JICKAPCTBEHHBIX B3aUMOICHCTBUSIX.

4.6 @epTWIBLHOCTH, 0EPEMEHHOCTH M I'PyHOE BCKAPMJIMBAHHE

Her maHHBIX OT aIcKBaTHBIX ¥ XOPOIIIO KOHTPOJIIMPYEMBIX HCCICIOBAHUN Y OEPeMEHHBIX KEHIIVH.
YuuteIBass MUHIMAJIbHBIN YPOBEHB CHCTEMHOM pe3opounu, OypoTaariuH MOKeT ObITh HCIIONB30BaH Y
OepeMEeHHBIX TOCTIE pPACCMOTPEHHUS I10JIh3a/PUCK OTHOIICHHE.

Her nokazarenscTs BelaeneHuss ypoTanrvt B rpyJHOM MOJIOKE, IOATOMY JIEKAPCTBEHHBIN MTpenapaT MOKHO
Ha3HA4YaTh KOPMAILMM I'PYIBIO KEHIUHAM C IPEIOCTEPEKEHUEM.

4.7  DddekThHI HA CNOCOOHOCTH BOAUTH TPAHCIOPTHBIE CPEACTBA U PadOTATH ¢ MAIIIUHAMM
®ypoTairuH He BIUSICT Ha CIIOCOOHOCTh BOJUTh TPAHCIOPTHBIE CPEACTBA U pa0dOTaTh ¢ MAIIMHAMM.
4.8 Tlo0ouyHbIe HelicTBUS

[MoGounble neiicTBusi mpu ynotpebiaeHnu DypoTanrdH HCKIIOYUTENBLHO penkue. HecMoTps Ha 3TO, ecThb
OTIMCaHHBIC CTyYaH aJUIEPTUYECKUX PeaKiuii Ha HUTpodypa, (heHa30H U TeTPaKamH, KOTOPBIE BEIPAKAIOTCS
B pa3paXeHUH WIH THIIEPEMHH CIIyXOBOTO ITPOX0JIa.

Hwxeonucannple MoOOYHBIE JEHCTBUS KIacCH(UIMPOBAHBI MO OpraHaM M CHCTEMaM H 10 YacToTe.
[ToOGouHbIe NeCcTBUS KIACCH(PHUIIMPYIOTCS M0 YaCTOTE CIICAYIOIIUM 00pa3oM: oueHb yacTbie (1 1/10), yacToie
(0 1/100 u <1/10), neuactsie (1 1/1 000 u <1/100), peaxue ([J 1/10 000 u <1/1 000), oueHs penxue (<1/10
000), ¢ Hen3BeCTHOM YaCTOTOM (Ha OCHOBAHHH CYIICCTBYIOIINX JAHHBIX HENb3S CIeTaTh OLICHKY).

[Tpu nmonaganuu B GapabaHHYIO TOJIOCTh, XOTS U PEIKO, HAOIIOJAI0TCS:

Hapyuienust HEpBHOU CHCTEMBI

Heuacmuie: OBICTpO Tiepexosiee TOJIOBOKPYKEHUE, TOJOBHAS 00Jb W CHIDKEHHE CIyXa M0 OTHOIICHHIO
BBICOKHX YaCTOT.

OO011Ke HapyLIEHNs

Heuacmpoie: TomrHoTa, pBOTAa.

4.9 TIlepemo3dumpoBka

HeT coobmiennii o ciyvasx rnepeo3upoBKHY TPH MPABHIBHOM MPpUMEHEHUH OypoTanruH.

[epeno3npoBka MOXKET HACTYITUTH B cly4ae, Korja OypoTanruH HCIob3yoT Npu nepdopanun 6apadbaHHON
nepenonku. [locie pe3opOIMK U MOCTYIJICHUSI B CUCTEMHOE KPOBOOOpAIlIEHHE MOTYT MOSIBUTHCS IIPH3HAKU
CHUCTEMHOI TOKCUYHOCTH TETpaKanHa.

[Ipu nepeno3upoBke HEOOXOIUMO MPOMBITE CpelHEE YXO (HU3UOTIOTMIECKUM PAaCTBOPOM (HO HE TIOA
JIaBJICHHEM), B ClTydae HEOOXOJMMOCTH - TIPOBOJUTH CHMIITOMATHIECKOE JICUCHHE.



5. ®APMAKOJIOTUYECKHAE CBOMCTBA
51 d@apmakoaMHaAMHYeCKHe CBOHCTBA

®dapMakoTepaneBTHUSCKAs TPYIINA: OTOJIOTUYCCKUE MTPeTaparhl, aHATBISTUKN H aHECTCTUKH, KOMOWHAITHS
ATXC kox: S02DA30

OypoTanruH - KOMOWHHPOBAaHHBIA JIEKAPCTBEHHBIH TMpemapar, oO0Najarolii MpOTHBOMUKPOOHBIM,
IPOTHBOBOCHAIUTEIBHBIM U 0OJICYTONSIONINM ACHCTBUEM.

Hutpodypan mpencrasmsier co0oil MpOU3BOAHOE S-HUTpO(dypambAeruaa ¢ MUPOKAM aHTHOAKTEPHUAIHHBIM
CHEKTpOM JAelcTBHA. B kucioil cpene /mpu BoCHATWTENHHOM Mpoliecce/ W MPHU BBHICOKOM KOHIEHTPALUH,
HUTpOo(dypan obOnagaer OaKTEPULIUAHBIM ACHCTBUEM, a B IIEIOYHOW CpeAe W MPU HU3KOW KOHICHTPALUH —
OaxTepuocTaTHuecKuM AeiicTBreM. He sBisieTcsl akTUBHBIM IIPOTUB T'PHOKOB U BUPYCOB. MUKPOOPraHU3MBbI
MEJJICHHO Pa3BUBAIOT PE3UCTEHTHOCTh K HUTPOQYpaily, MOITOMY OH aKTUBEH M IO OTHOIIECHHIO OaKTepui ¢
YK€ pa3BUTON YCTOMUMBOCTBIO K CyIb(pOHAMHIAM U aHTHOMOTHKAM.

TeTpakanHa THAPOXIIOPUA — CUHTETUYECKHI MECTHBI aHECTETHK, d(QHUp MapaaMHHOOCH30WHOW KHUCIIOTHI.
[IpumensieTcss [yisi KOHTaKTHOM, IMOBEPXHOCTON aHecte3uu. Ilocie MeCTHOro NpUMEHEHUs] BPEMEHHO
0JIOKHUPYET MPOBOJUMOCTH MEPUPEPUICCKUX HEPBOB U YMEHBIIIACT YYBCTBUTEIBLHOCTh PEICIITOPOB, HE BIIHSS
Ha [IHC. MectHoe aHecTesmpyromiee NEHCTBUE HACTyMaeT CIyCTs NMpuOIm3uTensHo 10 MHHYT W IUTCA
OKOJIO 2 4acoB.

®deHazoH - npou3BoaHOE nupa3oiona u3 rpynmnsl HCIIBC. O6nanaeT aHaIbreTHIeCKUM, KapOTIOHMKAIOITUM
u Oonee cnabo BBIPAKEHHBIM MPOTHBOBOCHAIUTEIBHBIM JeiicTBUEM. Ero ocHOBHbBIE (apMakoIormyecKue
s¢ ekt 00yCIIaBIUBAIOTCS TOMABICHHEM CHHTE3a MPOCTArIaHIUHOB ITyTeM ()ePMEHTHOTO IOAABICHUS
LUKJIOOKCUT€HA3bl, TOHIKCHHEM OTBETa Ha O0Jib, BBI3BAHHYIO OpaJWKWUHUHAMH M OpaJUKHHUHAMH C
npocrariganauHoM El, ycunenueM BbICBOOOXIeHMs Oera-3HI0pGUHOB. OKa3biBaeT aHTUIKCCYIATHBHOE,
IPOTHBOBOCHAIUTEIBHOE JCHCTBIE, YMEHbIIAS IPOHULAEMOCTD KaIlIHIISIPOB.

5.2 ®apmakokuHeTHYECKHE CBOiicTBA

Het naHHBIX 0 BCachIBaHUM JIEKAPCTBEHHBIX BEIIECTB M JOCTIKEHUHM KIMHUYECKH 3HAUMMBIX IJIa3MEHHBIX
KOHILIEHTPALMH IPU MECTHOM IIpUMEeHEeHnH PypoTanruH.

5.3 JlokauHHYecKHe JaHHBbIE 0 0€30MACHOCTH

Her JOKIIMHUYECCKHX TAaHHBIX O 0E30IMaCHOCTH.

6. DOAPMALNEBTHYECKHUE JAHHBIE
6.1 Chnucok BcnoMorateJbHbIX BellleCTB
I'muueponn.

6.2 HecoBmecTUMOCTH

He npunoxumo.

6.3 Cpok rogHocTu

3 rona.
Cpok roHOCTH TIOCJIEe BCKpHITHA (hakoHa: 10 1 Mecsa.



6.4 OcoOble ycJIOBHSI XpaHEHHUsI

XpaHI/ITL B OpI/IFPIHaJIBHOﬁ YIIaKOBKE, B CYXOM U 3alllMIICHHOM OT CBETAa MECTE, ITPU TEMIIEPATYPE HE BBILIC
25 °C.

6.5 JlanHble 00 ynmakoBke

IlepBuuHas ynakoBKa:

ITo 5 mn npenapara AO3UPYIOT B KpyTJble (PIakoHbl 13 KOPHYHEBOTO CTEKIIA.

@D1aKOHBI YKYNOPHBAIOT HABUHYMBAIOIIMMHUCS KOJNNAYKaMU C KalleJIbHULEH.

ITo 5 mn mpenapata AO3UPYIOT B Kpyrible (IakoHBI U3 modunponuieHa. OrakoHbl CHa0KEHBI KallelbHUIeH
13 TIOJIMATHIICHA M YKYTIOPHUBAaOTCs Komaykamu Tuma “[lunedepnpyd” u3 nonusTuiaeHa.

Bropudnas ynakoBka: KapTOHHAas IMa4ykKa U JIMCTOK-BKJIAABIII.

6.6 Oco0Oble MepbI MPEAOCTOPOKHOCTH MPH BHIOPACHIBAHUHT

Het ocobbix TpeGoBaHmii.

7. BJIAAEJIEL PASPELLIEHUSI HA IPUMEHEHHUE

AO CODPAPMA

yi. Unmenckoe mocce 16, 1220 Codwust, bonrapus

8. HOMEP(A) PASPELIEHUSI HA TIPUMEHEHUE

10176

9. JATA IEPBOI'O PASPELHIEHUA/IIOAHOBJIEHHU A PASPELIEHN S HA IPUMEHEHUE
30.12.2010

10. [JATA AKTYAJIM3AIIUU TEKCTA

SuBaps, 2015



