CBEOEHWA MO 3AMNCK U3 TPEX PEECTPOB

peecTp POCCUNCKON MPOMBbILLAEHHOW NpoayKuuu, Poc3apaBHansop,
PocnaTeHT

B COOTBETCTBUU C NocTaHossieHneM lpaButensctea PO o1 17.07.2015 Ne 719

1. PeecTp poccunckom npomebiwneHHon npoaykuum (FACHT)

PeecTpoBbIi HOMep

10622557

HanmeHoBaHne npoaykumm
AnnapaT C/lyXoBOW LKUGPOBOV NPOrpaMMmMpyemMblin 3ayLLHbIN «PyHa L» B nCNosiHeHUn «PyHa L
20S»

CraTyc 3anucu
B peecTpe

LaTa BKJOYEHUSN

15.07.2025

Koa OKMA2
26.60.14.120

Koa TH B3l
9021 40 000 O

Mpenmywectso 15% (MM PO Ne 925)
He 3agBnieHo

Mpoun3ssogunTens

OTKPbITOE AKUMOHEPHOE OBLLECTBO "MCTOK - AYONO NHTEPHSLLHN"

[MonHoe HanmeHoBaHue

OTKPbITOE AKUMOHEPHOE OBLWECTBO "MCTOK - AYANO NHTEPHSLLHA"

VHH
5052007599

KM

OrPH
1025007069471

N3roToBneHa no

TY 26.60.14-152-18163033-2023

OcHoBaHue

AKT 3kcnepTusbl TMM - 144-25-00053 - 27.03.2025

MpounbHbIN fenapTaMeHT
JenapTaMeHT pa3BnTusa apMaLeBTNYECKON N MEQULNHCKON MPOMbILLJIEHHOCTHY

CpoK OencTBus ceefeHunn

14.07.2028

2. Poc3pgpaBHapg3op: perncrtpaunoHHoe ynoctosepeHune P3H 2024/22400

Homep yagocToBepeHus

P3H 2024/22400



CraTyc
HencrteyeT

[aTa peructpauum

10.04.2024

Cpok pencreus
beccpoyHo

HanmeHoBaHue
AnnapaT C/yXxoBOW LKUPOBOV NporpamMMmmpyemolin 3aywHbin "PyHa L", "PyHa Pro" no TY
26.60.14-152-18163033-2023

[MponssoauTesb

OAO "MAWN", NHH 5052007599

Ha3Ha4veHune

Annapat CJ‘IyXOBOI7I (nanee CA) npuMmeHaeTca gna NHANBMAYaJibHOro noJZib30BaHUA Npu
MOKa3aHUdax K 3J'IeKTp0aKyCTI/ILIeCKOI7I KoppeKunnm cnyxa y B3poCJsibiX A neten, B TOM 4ucne ¢
Bblpa>KeHHbIM (peHOMEHOM YCKOPEHHOro HapacTaHUsA FPOMKOCTMN. CA MOXeT MUCMnosib30BaTbCH
TaK>Xe B COCTaBe TeXHNYEeCKUX CcpeacTB pea6mnV|Tauvw| npu 06y‘-IeHVII/I n I'IpOd:)eCCVIOHaJ'IbHOVI
noAaroToBKe MHBaNMNOOB MO CAyXY.

CB#3b € 3anucbto M'NCIM
CBAa3b Ha|7|ueHa CepBnCOM aBTOMaTUYeCKWN: COBMaJl Npon3BoaonTesib, U aBTOMaTUN4YeCKad NMpoBepKa
HallJla ns3genme B Crimcke NCMNONTHEHWN yAoCTOBEpPEHNUA.

McnonHeHne, KoTopomy cooTBeTCTBYeT 3anucb MMCrI
AnnapaT CJ‘IyXOBOI7| LI,I/ICprBOI7I rlporpaMMI/IpyeMbIVI 3ayLLIHb||7| «PyHa L» B ncnosHeHuun «PyHa L
20S»

KapTo4ka B peecTpe PoczapaBHaasopa

https://elk.roszdravnadzor.gov.ru/widget/med-product/197313

NcnonHeHusa (1315)

° BapuaHTbl UCMOJIHEHNS:

¢ |. AnnapaT C/yxoBOW LNGPOBOM NPOrpamMMmnpPyeMbI 3ayLlHbIn «PyHa L» B UCNOHEeHNN

* «PyHa L 4S», B cocTaBe:

* 1. AnnapaT C/lyxoBOW LUGPOBON NPOrpamMmMmpyemblin 3ayLiHbld «PyHa L» B MCNosHeHWn

* «PyHa L 4S»-1 wr.

* 2. AnnapaT C/lyxoBOW LU(POBO NPOrpamMMmpyemblin 3ayLUHbIA «PyHa L». PyKoBOACTBO Mo akcnayaTauum - 1 wr.

* 3. 3BYKOBOJA KPYr/bll K CIyXOBbIM arnapaTaM 3ayLWHOro tmna - «3Byk» K 2- 1 wT. PernctpaumoHHoe yaoctosepeHmne Ne
O®OCP 2010/09762, nponssoautens OO0 "3BYK", Poccus (npn Heob6xoammocTun)

° 4, 3ByKOBOJ KPYrJibl/ K CJTyXOBbIM arnnapaTaM 3ayLHOoro tuna - «3syk» K 3 - 1 wT. PerncrpaynoHHoe yooCcToBepeHme
Ne ®CP 2010/09762, npoussoantens OO0 "3BYK", Poccusa (npyn HeobxoammocTun)

* 5. 3ByKOBO/A KPYI/bll K CJIyXOBbIM arinapaTaMm 3ayLHOro tuna - «3syk» K 4 - 1 wit. PeructpaunoHHoe yaocToBepeHune
Ne ®CP 2010/09762, npoussoauntens OO0 "3BYK", Poccusa (npn HeobxoammocTun)

* 6. 9NeMeHT NUTaHnsa BO3AYLUIHO-LUNHKOBbLIN PR48 (Tun 13, 13AUP-6XE) - o 6 wT.

e 7. Kopobka - 1wT.

e 8. ®yTnap - 1 wr.

* 9. MporpamMmma Ana HaCTPOWMKK CyXOBbiX annapaTosB «CaHTa» (Bepcua 11.2.3) - 1 wiT. (MOCTaBAsSeTCs B ayANOLIEHTPbI)

* [lpuHapnexHocTn:

. ToHkasa Tpybka (0,9) npaeas, pasmepsbl: -1, 0,1, 2,3 ,4 - 0o 6 wrT.

. ToHkaa Tpybka (0,9) neBas, pa3mepsnl: -1,0,1,2,3 ,4- 00 6 WT.

. ApanTep ToHKON Tpybku - 1 WwT.

. Bknagbliw yHMBepcasbHbI OTKPbLITbIA, pa3Mepbl 5 MM, 6 MM, 8 MM, 10 MM - 10 4 WT.

. Bknagbiw yHMBepcasbHbIN 3aKpbITbi 1 BEHT, pa3Mepbl 6 MM, 8 MM, 10 MM, 12 MM - 00 4 wWrT.

. Bknagbliw yHMBepcasibHbI 3aKpbITbI 2 BeHTa, pa3Mepbl 6 MM, 8 MM, 10 MM, 12 MM - 10 4 WIT.

. Bknapgbilw yHMBepCasnbHbIA 3aKPbITbIA YCUAEHHbINA, pa3dMepbl 6 MM, 8 MM, 10 MM, 12 MM - 00 4 WT.

. Habop mMapkepoB (CMHWUIA, KpaCcHbIA) - 1T,

. WeToyka - 1 wT.

* 10. Tpanoyka - 1 wrT.

e Il. AnnapaT cnyxoBou LM POBON NPOrpaMMUPyEMbI 3ayLLHbIN «PyHa L» B nCnoaHeHnn

* «PyHa L 6S», B cocTaBe:

* 1. AnnapaT C/lyx0BOW LUGPOBON NPOrpamMmMmnpyemblin 3ayLiHbln «PyHa L» B UCNOIHEHWN

* «PyHa L 6S»-1 wT.

e 2. AnnapaT C/lyx0oBOW LUGPOBOM NporpaMMmpyemMbiii 3ayLHbIA «PyHa L». PykoBoACTBO Mo skcnayaTauum - 1 wr.

)
=

.
O 00 ~NOUL A~ WN



* 3. 3BYKOBO/, KPYI /bl K CJIyXOBbIM arinapaTtaMm 3ayLWHOro tuna - «3syk» K 2- 1 wit. PeructpaumoHHoe yaoctosepeHme Ne
®CP 2010/09762, nponssogutens OO0 «3BYK», Poccusi (Mpu HeobxogmmocTn)

° 4. 3BYKOBOZ, KPYr/bll K CIyXOBbIM arnnapaTaM 3ayLWHOoro tmna - «3syk» K 3 - 1 wT. PerncrtpaunoHHoe yoocToBepeHmne
Ne ®CP 2010/09762, npoussoantens 000 «3BYK», Poccusa (npn HeobxoanmmocTu)

* 5. 3BYKOBOJA KPYrJibl/ K C/TyXOBbIM arnnapaTaM 3ayLHOoro tuna - «3syk» K 4 - 1 wT. PerncrpaynoHHoe yooCcToBepeHMe
Ne ®CP 2010/09762, npoussoautens OO0 «3BYK», Poccusa (npn HeobxoammocTun)

° 6. D1eMeHT NTaHns BO34YyLHO-LMHKOBbIN PR48 (Tun 13, 13AUP-6XE) - no 6 wr.

* 7. Kopobka - 1wrT.

e 8. ®yTnap - 1 wr.

¢ 9. [porpamma 0215 HaCTPOMKKN CITyXOBbIX annapaToB «CaHTa» (Bepcusa 11.2.3) - 1 wT. (NoCTaBAsSeTCA B ayANOLLEHTPbI)

* [pnHafnexxHoCTun:

e 1. ToHkas Tpy6ka (0,9) npaBas, pa3mepsl: -1, 0, 1,2 ,3,4 - 00 6 WT.

. ToHkasna Tpybka (0,9) nesas, pa3mepsnl: -1, 0,1, 2,3 ,4 - 00 6 WT.

. ApanTtep TOHKOW TpybkuM - 1 WT.

. Bknapgbllw yHMBepcCasbHbIA OTKPbLITHIA, pa3Mepbl 5 MM, 6 MM, 8 MM, 10 MM - 10 4 WT.

. BKnagbiw yHMBepcabHbIA 3aKpbITbin 1 BEHT, pa3Mepbl 6 MM, 8 MM, 10 MM, 12 MM - o 4 wT.

. Bknagbliw yHMBepcanbHbI 3aKpbITbIN 2 BeHTa, pa3Mmepbl 6 MM, 8 MM, 10 MM, 12 MM - 10 4 WIT.

. Bknagbliw yHMBepCasbHbIN 3aKPbITbIN YCUAEHHbIN, pa3Mepbl 6 MM, 8 MM, 10 MM, 12 MM - 00 4 WT.

. Habop mMapkepoB (CMHWUIA, KpacHbIA) - 1.

. WeToyka - 1 wT.

* 10. TpaAno4yka - 1 wT.

e |ll. AnmapaT cnyxoBou LUgpoBON NPOrpaMMmNPYEMBbIN 3ayLHbIA «PyHa L» B MCMOJHEHUN

* «PyHa L 85», B cocTaBe:

* 1. AnnapaT C/lyxoBOW LNGPOBON NPOrpamMmMmpyemblin 3ayLiHbld «PyHa L» B MCnosHeHun

* «PyHa L 8S»-1 wT.

* 2. AnnapaT C/lyxoBOW LU(POBO NPOrpamMMmpyemblin 3ayLUHbIA «PyHa L». PyKoBOACTBO Mo aKcnayaTauum - 1 wr.

* 3. 3BYKOBOJA KPYr/bl K CIyXOBbIM arnapaTaM 3ayLWHOoro tmna - «3Byk» K 2- 1 wt. PernctpaumoHHoe yaoctosepeHmne Ne
O®OCP 2010/09762, npounssoautenb OO0 «3BYK», Poccus (npn HeobxoammocTun)

* 43BYKOBOJ KPYIr/bli K CJIYXOBbIM anmnapaTaM 3ayLHOro Tuna - «3Byk» K 3 - 1 wT. PernctpaumonHoe ynoctoBepeHmne Ne
®CP 2010/09762, npoussogutens OO0 «3BYK», Poccusa (npu HeobxoammocTn)

* 5. 3ByKOBO/A KPYI/bll K CJIyXOBbIM arinapaTaM 3ayLHOro tuna - «3syk» K 4 - 1 wit. PerucrtpaunoHHoe yaocToBepeHume
Ne ®CP 2010/09762, npouzsoautens OO0 «3BYK», Poccusa (npn HeobxoammocTun)

* 6. 9NeMeHT NUTaHnsa BO3AYLUHO-LUNHKOBbIN PR48 (Tun 13, 13AUP-6XE) - o 6 wr.

e 7. Kopobka - 1wT.

e 8. ®yTnap - 1 wr.

* 9. lporpamMmma Ana HaCTPOWMKK CyXOBbix annapaTosB «CaHTa» (Bepcua 11.2.3) - 1 wiT. (MOCTaBAsSeTCS B ayANOLIEHTPbI)

* [lpuHapnexHocTn:

° ...uneweé 1255: nonHbIN CNNCOK B KapTo4ke peecTpa Poc3gpaBHag3opa

.
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3. PocnaTeHT: TOBapHble 3Hakn NpaBoobnanatens

3Hakn OTKPbITOE AKUMNOHEPHOE OBLUECTBO "UCTOK - AYOWNO MHTEPHSLWHA" (MHH 5052007599): 3.
MpaBoo6nagaTtesnb HangeH no MHH npoussoanTens. 3Haku NpuHaaaexXaT NPon3BOAUTENI0 NMPOAYKLUKN, HO
He 0653aTeNlbHO OTHOCATCSA UMEHHO K 3TOMY M3Leuio.

3Hak Ne 1138451 - pencrteyeT

3apeructpuposaH 05.08.2025, gencrteyeT 4o 25.12.2034

Mo OTKpbITbIM AaHHbLIM PocnaTeHTa Ha 02.10.2026. MI306pakeHne 3Haka 1 knaccbl MKTY — Ha cTpaHuue 3Haka OUMC no ccbinke
HWXe.

https://www1.fips.ru/fips_servl/fips_servlet?DB=RUTM&DocNumber=1138451

3Hak Ne 1123889 - pencrtByeT

3aperunctpuposaH 16.06.2025, gencrteyeT Ao 25.12.2034

Mo oTKpbITbIM AaHHbLIM PocnaTeHTa Ha 02.10.2026. M306parkeHne 3Haka 1 knaccbl MKTY — Ha cTpaHuue 3Haka OUMC no ccbinke
HUXe.

https://www1.fips.ru/fips_servl/fips_servlet?DB=RUTM&DocNumber=1123889




3Hak Ne 804710 - pencreyeT

3apernctpuposaH 01.04.2021, gencTeyeT 80 16.12.2030

3asaBka 2020772298 o1 16.12.2020 - 6tonneTeHb Ne 7

Knaccel MKTY: 10, 11

10 - peumpKynsiTOpbl BO3A4yXa ybTpacuosieToBble bakTepruunaHble A MEANLNHCKNX Lienield; obnyyYaTenn yabTpaduroneTosble
H6akTepnumMaHbIE OTKPLITOrO 1 3aKPbITOro TUMa AN MeAULUHCKIUX ueneit. 11 - peunpKyaaTopbl Bo3ayxa yJbTpaduroneTosble
bakTepuumgHble.

https://www1.fips.ru/fips_servl/fips_serviet?DB=RUTM&DocNumber=804710

[lokymeHT chopmmpoBaH cepsmncomM ToBapMuHPO (tovarminpro.ru) n3 oTKpbITbIX AaHHbIX. Pa3zgen 1 - peecTp poCcCUNCKOMN
rnpomeblwneHHon npogykumm (FTNCI) Ha paTy dpopmumpoBaHns. Pasgen 2 - peecTp MeAnUnHCKUX nsgennn PocsgpasHansopa
(oTKpbITble faHHble Ha 22.10.2026). Pa3gen 3 - oTKpbITble AaHHble PocnaTeHTa Ha 02.10.2026, cTpaHuWLbl 3HAaKOB B
OTKpbITbIX peecTpax PUMC nonyyeHbl 04.11.2026. JaHHble MOrN N3MEHUTbLCA. [JOKYMEHT He ABNsSeTCs ohULnanbHON
BbINMCKOM Poc3apaBHag3opa uav PocnaTeHTa U He 3aMeHseT UX.

CcpopmuposaHo: 13.11.2026, 05:58:33



