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

10622574

HanmeHoBaHne npoaykumm
AnnapaT C/lyXoBOW LKUGPOBOM NPOrpaMMMPyEMbIN 3ayLLHbIN «PyHa L» B ncnonHeHunn «PyHa L 6P»

CTaTycC 3anucu
B peecTpe

HaTa BKJOYEHUSNA

15.07.2025

Kopn OKMA2
26.60.14.120

Koa TH B3/
9021 40 000 0

MpenmywecTtso 15% (MM PO Ne 925)
He 3agBsieHo

lMpowunssoaunTesnb

OTKPbITOE AKUMOHEPHOE OBLWECTBO "MCTOK - AYOVNO NHTEPH3LLHN"

[lonHoe HanMmeHoBaHue

OTKPbITOE AKUMOHEPHOE OBLLECTBO "MCTOK - AYONO NHTEPHSLLHN"

VIHH
5052007599

KM

OrPH
1025007069471

N3roToBneHa no

TY 26.60.14-152-18163033-2023

OcHoBaHune

AKT skcnepTn3bl TMIM - 144-25-00053 - 27.03.2025

MpodunnbHbI AenapTamMmeHT
JenapTaMeHT pa3BnTusa apMaLeBTNYeCKON N MEQULNHCKON NPOMbILLJIEHHOCTH

CpoK LencTBusa ceegeHun

14.07.2028

2. Poc3gpaBHan3op: pernctpaunoHHoe ynoctosepeHmne P3H 2024/22400

Homep ynoctoBepeHus

P3H 2024/22400

CraTyc
DencrteyeT



JaTa peructpauum

10.04.2024

Cpok pencreus
beccpoyHo

HanmeHoBaHMe
AnnapaT CNyx0oBOW LNPOBON NporpaMMmpyemMbl 3ayLiHblin "PyHa L", "PyHa Pro" no TY
26.60.14-152-18163033-2023

Mpoun3ssognTensb

OAO "MAWN", NHH 5052007599

Ha3Ha4veHune

AnnapaT cnyxoBon (gnanee CA) npumeHseTcs 4N UHAWBUAYANbHOIMO MOJb30BaHWA MpKn
MOKa3aHMAX K 3J'IeKTpoaKyCTI/I‘-IeCKOIZ KOppeKuunn ciiyxXa y B3pOCJibiX N ,u,eTe|7|, B TOM Hucine C
Bblpa>X€HHbIM (peHOMeHOM YCKOPEHHOIo HapaCTtaHnda rPOMKOCTMW. CA MOXeT UCnosib30BaThbCH
TaK)>Xe B COCTaBe TeXHNYeCKNX CcpeancTB pea6|/|n|/|Tau,|/||/| npum o6y-|eH|/||/| n I'IpOdZ)GCCI/IOHEiﬂbHOVI
noaroToBke MHBaanaoB Mo Clyxy.

CBA3b € 3anucbto MMCI
CBAa3b Ha|7|,ueHa cepBnCOM aBTOMaTU4YeCKWN: COBMaJl Npon3BoanTeslb, U aBTOMaTN4YeCKada NnpoBepkKa
HallJla n3geinne B Crnncke NCMNOJIHEHUN yAOCTOBEPEHUA.

McnonHeHne, KOTOpoMy cooTBeTCcTBYyeT 3anucb MNCI
AnnapaT CNyxoBoun LNGPOBON NPpOrpaMMmnpyembIn 3ayLHbin «PyHa L» B uCcrnonHeHUn «PyHa L 6P»

KapTouyka B peecTpe Poc3apaBHan3opa

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

NcnonHerHuns (1315)

° BapWaHTbl UCMOJIHEHWNS:

* |. AnnapaT cnyxoBon LMMPOBON NPOrpaMMMUpyeMbI 3ayLLHbIN «PyHa L» B nCnonHeHuun

* «PyHa L 4S», B cocTaBe:

* 1. AnnapaT C/lyx0oBOW LUGPOBOM NPOrpamMmMmnpyemblin 3ayLiHbln «PyHa L» B UCNOIHEHWN

* «PyHa L 4S»-1 wT.

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

* 3. 3BYKOBOJ KPYrJibl/ K CJTyXOBbIM arnnapaTaM 3ayLHOoro tuna - «3syk» K 2- 1 wT. PerncrpaymoHHoe ygoctosepeHme Ne
®CP 2010/09762, npoussogutens OO0 "3BYK", Poccusa (npu HeobxoammocTn)

* 4. 3ByKOBOJ, KPYI /bl K CJIyXOBbIM arnapaTaMm 3ayLHOro tuna - «3syk» K 3 - 1 wiT. PerucrtpaunoHHoe yaocToBepeHume
Ne ®CP 2010/09762, npoussoauntens OO0 "3BYK", Poccusa (npn HeobxoammocTun)

* 5. 3ByKOBOA KPYr/bll K CIyXOBbIM arnnapaTaM 3ayLlHOro tmna - «3syk» K 4 - 1 wt. PerncrtpaunoHHoe yoocToBepeHne
Ne ®CP 2010/09762, npoussoantens 000 "3BYK", Poccusa (npu HeobxoammocTu)

* 6. D/IeMEHT NMUTaHNS BO34YLIHO-LMHKOBbLIN PR48 (Tun 13, 13AUP-6XE) - oo 6 wr.

* 7. Kopobka - 1wrT.

e 8. ®yTnap - 1 wr.

* 9. MporpaMma Ana HaCTPOMKK CyXOBbIX anmnapaToB «CaHTa» (Bepcua 11.2.3) - 1 wT. (MocTaBnsieTcs B ayANOLIEHTPbI)

* [puHaonexHoCTu:

. ToHkasa Tpy6bka (0,9) npaBas, pa3smepsl: -1, 0,1, 2,3 ,4 - 0o 6 wT.

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

. ApanTtep TOHKOW Tpybkun - 1 WT.

. Bknagbliw yHMBepcasibHbI OTKPbITbIA, pa3Mepbl 5 MM, 6 MM, 8 MM, 10 MM - 10 4 WT.

. Bknagbilw yHMBepcasbHbIA 3aKpbITbI 1 BEHT, pa3Mepbl 6 MM, 8 MM, 10 MM, 12 MM - oo 4 wrT.

. Bknagblilw yHMBepcCasnbHbIA 3aKpbITbI 2 BeHTa, pa3Mmepbl 6 MM, 8 MM, 10 MM, 12 MM - 00 4 WIT.

. Bknagbiw yHMBepCanbHbIA 3aKPbITbIA YCUJIEHHbIW, pa3Mepbl 6 MM, 8 MM, 10 MM, 12 MM - o 4 wWT.

. Habop mapkepoB (CuHUI, KpacHbIN) - 1T,

. WeTo4ka - 1 wT.

e 10. TpAno4yka - 1 wr.

* |l. AnnapaT cnyxoBou LMPOBON NPOrpPaMMUPYEMBbI 3ayLWHbIA «PyHa L» B uCNonHeHUn

* «PyHa L 65», B cocTaBe:

e 1. AnnapaT C/yx0oBOW LMUGPOBOM NporpaMMmpyemMbiii 3ayLUHbIA «PyHa L» B ncnonHeHun

* «PyHa L 65»-1 wrT.

* 2. AnnapaT C/1lyxoBOW LM POBOM NPOrpamMMumpyemblin 3ayLiHbI «PyHa L». PyKoBOACTBO Mo 3KcnayaTaunm - 1 wr.

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

° 4. 3BYKOBOJ, KPYr/bll K CIyXOBbIM arnnapaTaM 3ayLHOro tmna - «3syk» K 3 - 1 wT. PerncrtpaunoHHoe yoocToBepeHne
Ne ®CP 2010/09762, npoussoantens 000 «3BYK», Poccusa (npn HeobxoanmmocTu)
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* 5. 3ByKOBO/A KPYI/bll K CJIyXOBbIM arinapaTtaMm 3ayLHOro tuna - «3syk» K 4 - 1 wt. PerncrtpaunoHHoe yaocToBepeHume
Ne ®CP 2010/09762, npouzsoautens OO0 «3BYK», Poccusa (npn HeobxoammocTun)

* 6. 9N1eMeHT NUTaHnsa BO3A4YLLIHO-LUNHKOBbLIN PR48 (Tun 13, 13AUP-6XE) - o 6 wr.

e 7. Kopobka - 1wT.

e 8. ®yTnap - 1 wr.

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

* [lpuHapnexHocTn:

* 1. ToHkas Tpyb6ka (0,9) npasas, pa3mepsl: -1, 0, 1,2 ,3,4- 00 6 WT.

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

. ApanTtep ToHKON Tpybkm - 1 WwT.

. Bknagbliw yHMBepcasbHbI OTKPbITBIA, 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 - 0o 4 wWrT.

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

. Bknaghbilw yHMBepCasnbHbI 3aKPbITbIA YCUNEHHbIA, pa3dMepbl 6 MM, 8 MM, 10 MM, 12 MM - 00 4 WT.

. Habop mMapkepoB (CMHUIA, KpaCHbIA) - 1T,

. WeToyka - 1 wT.

* 10. Tpanoyka - 1 wrT.

e |ll. AnnapaT cayxoBon LMMPOBON MPOrpaMMmnpyeMbIn 3ayLLHbIA «PyHa L» B UCNONHEeHUN

* «PyHa L 85», B cocTaBe:

* 1. AnnapaT C/lyXx0oBOW LNUGPOBOM NPOrpamMmMmnpyemblin 3ayLiHbln «PyHa L» B UCNOIHEHWN

* «PyHa L 85»-1 wrT.

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

* 3. 3BYKOBOJ KPYrJibl/ K CJTyXOBbIM arnnapaTaM 3ayLHOoro tuna - «3syk» K 2- 1 wT. PerncrpaymnoHHoe ygoctoepeHme Ne
®CP 2010/09762, npoussogutens OO0 «3BYK», Poccusa (npu HeobxoammocTn)

* 43BYKOBOJA KPYrJibl K CJIyXOBbIM annapaTaM 3ayLHOro tuna - «3syk» K 3 - 1 wt. PerncrtpaunmoHHoe ygoctosepeHmne Ne
®CP 2010/09762, nponssogutens OO0 «3BYK», Poccusi (Mpu HeobxogmmocTn)

* 5. 3ByKOBOA KPYr/bll K CIyXOBbIM arnnapaTaM 3ayLlHOro tmna - «3syk» K 4 - 1 wT. PerncrtpaunoHHoe yoocToBepeHumne
Ne ®CP 2010/09762, npoussoantens 000 «3BYK», Poccusa (npn HeobxoanmmocTu)

* 6. D/IeMEHT NMUTaHNS BO3[YLIHO-LMHKOBbLIN PR48 (Tun 13, 13AUP-6XE) - no 6 wr.

* 7. Kopobka - 1wrT.

e 8. ®yTnap - 1 wr.

* 9. MporpaMma Ana HaCTPOMKK CyXOBbIX anmnapaToB «CaHTa» (Bepcua 11.2.3) - 1 wT. (MoCcTaBnsieTcs B ayANOLIEHTPbI)

* [puHaonexHoCTu:

° ... Meweé 1255: nosHbIN CNNCOK B KapToyke peecTpa Poc3apaBHaa3opa
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3. PocnaTeHT: ToBapHbie 3Haku npaBoobnagatens

3Hakn OTKPbBITOE AKUNWOHEPHOE OBLLUECTBO "NCTOK - AYANO NHTEPH3LLUHA" (MHH 5052007599): 3.
MpaBoobnagaTens HanaeH no MHH nponssognTens. 3Haku NpuHagfiexxaT NMPou3BOANTENO NPOAYKLWN, HO
He 06a3aTeNIbHO OTHOCATCS UMEHHO K 3TOMY U3LOENNIO.

3Hak Ne 1138451 - pencreyeT

3apeructpuposaH 05.08.2025, pencrteyeT 0o 25.12.2034

Mo OTKpPbLITbIM AaHHbLIM PocnaTeHTa Ha 02.10.2026. N306paxkeHne 3Haka u knaccobl MKTY — Ha cTpaHuue 3Haka ®UMC no ccoinke
HUXe.

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

3Hak Ne 1123889 - pencrteyeT

3apeructpuposaH 16.06.2025, gencrteyeT 4o 25.12.2034

Mo oTKpbITbIM AaHHbLIM PocnaTeHTa Ha 02.10.2026. MI306pakeHne 3Haka 1 knaccbl MKTY — Ha cTpaHuue 3Haka PUMC no ccbinke
HUXe.

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

3Hak Ne 804710 - pencreyeT

3aperucTtpuposaH 01.04.2021, pencteyeT A0 16.12.2030

3aaBka 2020772298 o1 16.12.2020 - 6tonneteHb Ne 7

Knaccel MKTY: 10, 11

10 - peumnpKynaTopbl BO3Ayxa yAbTpadurnoneToBble bakTepuunaHbie AN MegMLNHCKUX uenen; obayydaTenn ynbTpaduroneTosble
6akTepuuMaHbIe OTKPLITONO 1 3aKPbITOro TUMNa Ans MeauuMHCKUX uenei. 11 - peupkKynaTopbl Bo3ayxa y/bTpaduroneTosble
bakTepuumgHble.

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




[lokyMmeHT chopmmpoBaH cepsmncomM ToBapMunHIPO (tovarminpro.ru) n3 oTKpbITbIX AaHHbIX. Pa3gen 1 - peecTp poCcCUNCKOM
npomblwneHHon npoagykumm (FTUCIM) Ha pnaTy dopMmpoBaHus. Paspen 2 - peecTp MeANLNHCKUX n3genuin PocsgpaBHagsopa
(0OTKpbITble faHHble Ha 22.10.2026). Pa3gen 3 - oTKpbITble AaHHble PocnaTeHTa Ha 02.10.2026, cTpaHuWLbl 3HAaKOB B
OTKpbITbIX peecTpax PUMC nony4veHbl 04.11.2026. [laHHbIE MOT/IN N3MEHUTbLCA. [JOKYMEHT He siBNseTCs ourumanbHOn
BbIMUCKOM Poc3apaBHaA30pa nam PocnaTeHTa U He 3aMeHseT UX.

CcpopmuposaHo: 13.11.2026, 05:34:25



