JITI-Ne(000935)-(PI'-RU) ot 24.06.2022

JIucrok-BraaabI — HHpOpPMALHA A8 NalHEeHTa
Huatupa®, 2,6 %, kaniu yumnbie
JleficTByollee BelIeCTBO: pudaMULIUH

ITepeo npumenenuem npenapama nOTHOCMbIO RPOYUMATIME TUCMOK-6K1A0bIW, NOCKOJIbKY

8 HeM cooeprcamca eaxichvle 0na Bac ceedenus.

o Coxpanume smom nucmox-exnaoviut. Bozmooicrno, Bam nompebdyemcs npouumame e20 euje
pas.

e FEcnu y Bac 603Huknu 0ononHumenvHvle 80NpOChl, obpamumect K Jedaujemy epavy uiu
PpabomHuKy anmexu.

o [Ipenapam nasnauen umenno Bam. He nepedasaiime ez2o Opyeum nioosm. OH modcem
HaBpeOums UM, 0adxce eciu CUMRIMOMbL ux 3abonesanus cosnaoaiom ¢ Bawumu.

e FEcnu y Bac eosHuxiu kakue-nubo HediceiamenvHvle peakyuu, 06pamumecv K ieyaujemy
gpauy unu pabomuuxy anmexu. Jannas pekomenoayus pacnpocmpanaemcs Ha nioovie
B03MOICHbIE HedcelamelbHble PeaKkyuu, 6 mom yucie Ha He nepevucieHHvle 6 pasoene 4
JIUCMKA-6K1A0bIUUA.

CopepaaHHe JTHCTKA-BKIAbIIA

I. Yro u3 cebsa npeacrapnset npenapat Huatupa® u 17151 4ero ero npuMeHsIoT.
2. O yeMm crlelyeT 3HaTh nepe/i pUMeHeHueM npenapara Huatupa®.

3. [lpumenenue npenapata Huatnpa®.

4. Bo3MOXKHBIE HEKeaTeIbHbIE peaKLnH.

5. Xpanenue nipenapata Huatnpa®.

6. Cozepkumoe ynakoBKH U MPOYHE CBEICHHUSI.

1. Yro u3 cebst npeacrasasier npenapat Huatupa® u 1151 4ero ero npumMeHsor

IMpenapar Huatnupa® oTHOocHTCS K aHMTMOMOTMKAM M3 IpyMNnbl pU(pAMUIMHOB I MECTHOTO
MPUMEHEHHUS [UIs JICUEHUS! HEKOTOPBIX MH(EKLMit yXa.

IToxasanus K npUMeHeHHI0

Ipenapar Huatupa® npumeHsIoT y B3pocibIX U eTeil 1o MoKa3aHHAM:

® OCTpbIH HAPYXHBIN OTUT;

® 000CTpEeHHs XPOHUYECKOTO CPEIHEro OTHTA (B TOM YKCIIe NPH HAJTWYUK CTOWKO#M nepdopauuu
GapabaHHOM MepernoHKH);

® COCTOSIHHMA TOCJIE OMEPATUBHBIX BMELIATENILCTB HA CPEHEM YXE.

Cnioco6 aeiicTBust npenapara Huatupa®
JedcTtBys B KieTKe, pUpaMHULMH MPEnsTCTBYeT pocTy OakTepuid W BBI3BIBAET WX THOENb
(oka3piBaeT OakTepuumaHoe aeiictBue). [lpenapar Huatupa® aktuBeH B OTHOLIEHMM

GosbMHCTBA GakTepHil, BHI3BIBAIOLIMX Pa3BUTHE HH(EKLIMOHHO-BOCTIANMTENIBHBIX 3200 1eBaHHU
CpeaHero yxa.

Ecnu ynyuwenue He HacTynuio, uiand Bel 4yBcTByeTe yXyuieHue yepes 7 aHeH, HEOOXOAMMO
00paTUThCS K Bpauy.
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2. O 4em ciieayeT 3HATh Nepex NpuMenennem npenapata Huatupa®

IIpoTuBonokasanus

He npumensiite npenapat Huatupa®:

- ecnm y Bac amneprus Ha pudamuuMH waM moOble Apyrve KOMIIOHEHTBI Mperaparta,
nepevyuciIeHHbIe B pa3jiene 6 JMCTKa-BK/Ia/bllIa.

Oco0ble yka3aHusi 1 Mepbl NIPeI0CTOPOKHOCTH

[Tepe/ UCTIOIB30BAHKMEM YLIHBIX Karlesib corpeiite GJIakoH, Moepkas ero B pyKe, BO M30eKaHHe
HETMPUSATHBIX OLLYIIEHWH, CBA3aHHBIX C MOMAaJaHUEM XOJIOJHOM XKHUIAKOCTH B yXO.

Cnenyer u3beraTb KOHTAKTOB Mpenapara ¢ 0J€kK10H, TaK KaK pacTBOP MOXKET OCTaBJIATh MATHA HA
TKaHH.

Bo3moxHO okpaturMBaHue GapabaHHON NEPENnOHKH B PO30BBIH LIBET.

Jlpyrue npenapatbl 1 npenapat Huatupa®
CooluuTe neyaiiemMy Bpauy 0 TOM, YTO Bbl npuHUMaeTe WM MOKeTe HauaTh NPUHUMATh KaKHe-
nubo Apyrue npenaparsl.

BepemenHocTh M rpy/iHOe BCKApMJ/IHBaHHE

Ecnu Bbl GepeMeHHBI MM KOPMHTE TPYAbIO, AymaeTe, 4To 3abepeMeHeNH, WM IaHUpyeTe
OepeMeHHOCTh, Mepe]l HayajloM MPUMEHEHHUs TMpernaparta MPOKOHCYJIbTUPYHTECH C JieUallluM
BpauOM.

[Ipn GepeMeHHOCTH M JaKTallMKM NPUMEHEHHE BO3MOXHO, €C/IM MOTeHLMUAIbHAsA MMOJb3a s
MaTepy MpeBbILAET BO3MOXKHBIN PUCK IS 171012 ¥ peOeHKa.

anaBneHne TPAHCIIOPTHBIMH CpEeACTBAMH H paﬁoTa C MEXaHU3MaAMH

[Ipenapatr He BaMseT Ha cMOCOOHOCTH YMPaBIATH TPAHCMOPTHBIMU CPEACTBAMU M padoTy ¢
MeXaHHU3MaMH.

3. Ilpumenenne npenapata Huatupa®

Bcerna npumensiite npenapat B MOJHOM COOTBETCTBUM C peKoMeHaauusMu Bpaya. [lpu
MOSIBJICHUH COMHEHHUH MOCOBETYHTECH C BPAYOM.

Pexomennyemasi n03a

Pexomenyemas 103a npenapara A B3pOCbIX — MO 5 Kareb 3 pasa B CyTKM MPH 3aKarblBaHUH
B YXO WM 2 pa3a B CYyTKH NPHU BBEAECHUH MaplieBOWH TYpYH/bl B HAPY>KHBII CIIyXOBOW MPOXOJ C
Mpe/IBApUTEIBHO HAHECEHHBIM Ha HEE NMpPEenapaToM.

IIpuvmenenue y aeteii ¥ NOAPOCTKOB

Pekomennyemas no3a s aereid — o 3 karuti 3 pasa B CyTKM MpH 3aKalblBaHWH B YXO WITH 2 pa3a

B CYTKH TpH BBEICHUM MapJieBOW TYPyH/bl B Hapy»KHbIH CIyXOBOH MPOXOJ C MpeABAPUTEIBLHO
HaHECEHHBIM Ha Hee MpenaparoM.

IIpoaoKHTE/ILHOCTD Tepanuu
JlnuTenbHOCTh MPUMEHEeHHUs npernapara — He Gosiee 7 THEM.
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Cnoco0 BBeeHHs

[IpenapaT 3aKanbIBalOT B yXO WJIM BBOJSAT MapJeBYIO TYPYHAY C MpeABapUTEIbHO HAHECEHHBIM
Ha Hee npernapaTom.

Hlopsiook pabomvl ¢ prakonom

Iepen npuMenenurem npenapara Huatnpa® TimatensHo BBIMOITE pyKH ¢ MBLIOM.

JIns ynaneHus Kojnayka ¢ ropJoBUHBI (iakoHa:

1. Ilanbuamu BO3BMHUTECH 3@ MJIACTMKOBYIO KPBILIKY CO CTOPOHBI CTPENIOK, HANpPaBJIE€HHBIX K
LUEeHTpY Koamnauka (puc. 1);

2. YaepxuBas GaakoH B pyKe, MOTSHUTE BBEPX /10 OTPbIBA JIENECTKA € M1aCTUKOBOM KPBILUKOM MO
JUHUAM ocnablieHHOro ceueHus (puc. 2);

3. TloraHuTe BOOK MO 4acoBOH MM MPOTHB YAaCOBOW CTPENIKM [0 MOJHOrO CHATHS KOJMayka ¢
¢nakoHa (puc. 3);

4. CaHumuTe npoOKy ¢ G1aKoHa M HaJIEHbTE HAa HErO KanejabHULly (puc. 4);

5. BpawaromuM JBWKEHHEM TPOTHB YacOBOW CTPEJIKM CHUMMTE KOJIMAYOK C KareJbHHILIBI
(puc. 5).

6. 3akanaiiTe HE0OX0AMMOE KOJIMUECTBO MpernapaTa B yX0O WM HAaHECHTE Ha MapJIEBYIO TYpPYHAY,
MOCJIE YEro 3aKpOHTe KarneabHHULL KOJIMauKOM BPaLlaloUM IBHAKEHUEM 110 YaCOBOW CTpEJIKE.
Xpanute GaakoH ¢ HafeTol KaneapbHULEH He Oonee | Mecsua.

[Ipu HanMumKu BOMpOCOB N0 MPUMEHEHHIO MpenapaTa oOpaTUTECh K Bpavy.
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Puc.1 Puc.2 Puc. 3 Puc. 4 Puc. 5.

Ecan Ber npumennin 6osbie npenapata Huatupa®, yem Hy’HO — IPOKOHCYIBTUPYHTECH ¢
BpauoOM MJIM pabOTHUKOM arTeKH.

Ecan Bel 3a6b111 npumennth npenapat Huatupa®, npogomkaiite npumMeHeHHe crieayrommei
1036l B OOBIYHOM pexume. He mnpumensiite aBOMHYIO 103y, 4TOOBI KOMIIEHCHPOBATH
MpOITy LEHHYIO.

4. Bo3moikHbIe HeKenaTeIbHbIe peaKuHu

Onucanue HexKeIaTebHBIX PeaKUHil

[TogobHO BCEM  NeKapCTBEHHBIM —MperiapaTaM, [aHHBIA TpPenapaT MOXKET BHI3BIBATH
He)KeJlaTeJIbHbIe PEaKLMH, OJHAKO OHH BO3HMKAIOT HE y BCEX.

IIpexparure npumensts npenapat Huatupa® n nemeaenno obpaturech K Bpady, B ciyuae
BO3HMKHOBEHHS OJJHOTO M3 CJIEYIOLIMX MPU3HAKOB KOKHOMN alepru4eckKoi peakunu, Kotopas
Habmoaanack peako (He daiue, yem y 1 yenoseka 3 1000):

® KparnuBHHILIA,

® KOXHBIW 3y,

® MeJIKOTOYEYHAs ChIMb.
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CooO1eHHe 0 HexelaTeIbHbIX PeaKIHsAX

Ecnu y Bac Bo3HHKAIOT Kakre-T100 HeeNnaTe/IbHble PEeaKLMU, TPOKOHCYIbTHPYHTECH C BpauoM.
JlaHHasi peKOMEeHalKs pacrpoCcTpaHsieTcsi Ha JI0Oble BO3MOMKHBIE HEXKeJIaTeIbHbIC peaklny, B
TOM YHCJIE Ha He TMepeyrciieHHble B TUCTKe-BKIaabime. Cooblias o HeXeNaTebHbIX peakUusX,
Bel moMoraeTe noy4uTs 60JbIe CBEACHUH 0 6€30MacHOCTH npernapara.

Bbl MOeTe COOOLIMTL O HEKENAaTeNbHbIX pPEaKUMsX HarnpsMylo Yepe3 CHUCTEMY COOOLIEHHH
rocy1apcTB-41eHOB EBpa3uiicKoro 5KOHOMHYECKOro COro3a:

Poccuiickas @eaepauus

109074, r. Mocksa, CaBsiHCKasi Tuiolaab, a. 4, crpoeHue |

DenepanbHas ciyxba no Haazopy B cdepe 3apaBooxpanenus (PocsapasHanzop)

Tenedon: +7 495 698 45 38, +7 499 578 02 30

dakc: +7 495 698 15 73

DnekTpoHHas noyra: pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

Pecny6auka Kazaxcran

010000, r. Hyp-Cyunran, ya. A. Umanosa, 13

«HaunoHanbHBIM LEHTP SKCMEPTH3bl JEKapPCTBEHHLIX CPEACTB M MEIMLMHCKUX H3/EJHID)
KomuTera MeauUMHCKOro U (apMaleBTUYECKOro KOHTpOJi MHHHCTEPCTBA 31paBOOXPAaHEHHUS
PecnyOnuku Kazaxcran

Tenedon: +7 7172 78 99 11

DnexTpoHHas noyra: farm(@dari.kz

http://www.ndda.kz

Pecny6ninka benapyce

220037, Pecnybauka benapyce, r. Munck, ToBapuiueckuit nep. 2a

PecniyOnukanckoe  yHuTapHoe mnpeanpustue «LleHTp akcnepTM3 M MCHBITaHMR B
3paBooXpaHeHun», Pecrybinkanckas KIMHUKo-Gapmakonornyeckas gadoparopus

Tenedon: +375 17 242 00 29

DnexTpoHHas noyra: repl@rceth.by

http://www.rceth.by

Kbipreizckas Pecriybnuka

720044, r. buuikex, yia. 3-1 JuHus, 25

JlermapraMeHT J€KapCTBEHHbIX CPEACTB W MEAMLMHCKMX u3lenud npu  MuHHCTEpCTBE
3apaBooxpaHeHus Koipreizckoit Pecry6nuku

Tenedon: +996 31221 04 95

®akc: +996 312 21 05 08

OnektpoHHas noyra: dlsmi@pharm.kg

http://www.pharm.kg

Pecny6sinka ApmeHus

0051, r. EpeBan, np. Komuraca, 49/4

«HayuHplli 1EHTp SKCMEpTU3bl JIEKApCTB M MEAMLMHCKUX TEXHOJOrMH HM. akaaeMuka 0.
["abpuensnan AO3T

Tenedon: +374 1023 16 82

["opsiuast nuuus: + 374 10 20 05 05, + 374 96 22 05 05
DnexTpoHHas noyra: vigilance(@pharm.am
http://www.pharm.am
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5. Xpanenue npenapata Huatupa®

XpaHuTe npenapar B HeIOCTYTHOM ISt A€Te MecTe TakK, YTOObI IeTH He MOTJIH YBUAETH €ro.
Cpoxk rogHocTu: 3 roja.

He npumensiite naHHblii npenapat mocie HCTEYEHHs CPOKa TFOJHOCTH (CpOKa XpaHEeHHs),
YKa3aHHOTO Ha yMaKOBKe.

JlaTo# ucteueHus cpoka roJHOCTH SABJISETCS MOCIEIHUN JeHb MecsLa.

Xpanute npenapaT npu Temmnepatype oT 2 10 8 °C B OpHrHHalIbHOW yrmakoBke (B Mauke).
BekpriThiii y1akoH XpaHuTh npy Temrneparype He Boile 25 °C He Gonee 1 Mecsiua.

He npumensiite npenapar, ecniu Bel 3amernnu, 4to ¢akoH noBpexIeH, MOMEHSICS LBET
pacTBOpa, UM B HEM MOSABUIMCH BUJUMBbIE BKITFOYEHHs/0CAI0K.

He BreiGpackiBaiiTe npenapar B KaHaIW3aLMI0. YTOUHHTE y Bpaya Wik pabOTHHKA anTeKd, KakK
clieflyeT yTHUIM3UPOBaTh IMpernapar, KOTopblii Oosblue He notpedyercs. DTH Mepbl MO3BOJAT
3alMTUTh OKPYIKAIOLLYIO Cpesy.

6. Coaep:kumoe YNaKOBKH H NPOYHE CBEIEHHS

Ipenapatr Huatupa® comepikut:

JleAcTBYIOIMM BEILECTBOM MpernapaTa sBiseTcss pudaMHLIH HATPHS.

OnuH MUIIMIWTD TperapaTta COAEPXKUT 26 Mr pudaMHLKMHA HATPUS, YTO COOTBETCTBYET
20000 EZI.

[Ipoynmu (BcrioMoraTe/IbHbIMM) BELLECTBAMH SBJISIOTCSA: MOJMATHIIEHIIMKONL (Makporoan) 400,

ackopOMHOBas KMCJIOTA, KAk MeTaOUCYIbGUT, TUTHSA THAPOKCHI, JMHATPUs 3JeTaT, BoAa JJIs
WUHBEKLMHA.

Buewmnuii Bua npenapata Huatupa® u conepumoe ero ynakoBku

[Ipenapat ynakosan no 10 Ma Bo ¢1akOH M3 OKPAaIlIEHHOTO CTEKJIA, FEPMETHYHO YKYNOPEHHBI
pe3vHOBOM NMPOOKOH, 005KaTO KOMOMHMPOBAHHBIM KOJINAYKOM.

[To 1 ¢nakony B KOMIUIEKTE ¢ KaneabHULEH MOJIMMEPHOM, YIaKOBaHHOH B OIMCTEp W3 MICHKH

MoNMMEpHOH ¢ Gymarod uiau 6e3 Hero, BMECTE ¢ WHCTPYKUHMEH MO NPUMEHEHHIO (JIMCTKOM-
BKJIaJIbILIEM) B NAYKy W3 KapTOHa.

JlepikaTenib perucTPaHOHHOIO Y10CTOBEPEHHUSI H TIPOU3BOINTEh
00O «I'potekey, Poccus

195279, r. Cankr-TletepGypr, MHaycTpuanbshbii npocnekr, a. 71, kopm. 2, 1uT. A
Ten.: +7 812 385 47 87

@axc: +7 812 385 47 88

AZpec 3/1eKTPOHHOM MOYThI: grtx(a@grotexmed.com

www.solopharm.com

3a moboii nHpopmaumeii o npenapare, a TakKe B CTy4asx BOIHUKHOBEHHS TPETEH3HH crenyer
obpallarbes K AepKaTesnio PerncTpaMOHHOTO Y10CTOBEPEHHMS.
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