Beinmcka
u3 'ocymapcTBeHHOro peecTpa MeIMIIMHCKUX M3Ae/INI Y OPraHU3aIuil
(MHAMBUAYAJIbHBIX MPeINPUHUMATEIeN), OCYIIeCTB/ISIONINX MIPOU3BOACTBO U

M3TrOTOBJIEHME MeAULIMHCKUX U3ae/ui, mo cocrossHuio Ha 12:31 08.09.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. YHukanpHbI HOMep peectpoBoii 3amvicu: 194180;
2. CKBO3HOM UAeHTUDUKATOP peecTpoBoi 3anucu: 136761;
3. Cratyc: [leiicTBYyeT;

4. PerucrpaumoHHbiii Homep meauimuckoro uspenns: P3H 2017/5758 (EPVJI - '004-00110-
00/02934642);

5. laTa nmepBUYHOIN IOCYAAPCTBEHHOM perucTpaumnmu Meguumuuckoro nsgems: 22.05.2017,;
6. laTa BHeCeHMs M3MEHEeHUN B MeauimHCcKoe nsmenne: 17.12.2025;

7. Ilepuon mencrBus Bepcun: ¢ 17.12.2025;

8. Cpok mencTBuUSI permcTpalOHHOrO yIoCcToBepeHns: beccpouHo;

9. HaumeHoBaHMe MeauIMHCKOro maaenust: Tabimiia nudpoBas opTajbMosornyecKkast Ijst IpoBepKu
octporsl 3penus HDC ¢ npuHaajiexxHOCTIMMA

B BapmanTax mMcnosgHeHUs:

- HDC-9000PF;

- HDC-9000N.

Cocras:

. Monurop skuaxokpucraumueckuit (LCD).

. ITy/IbT IMCTAHIIMOHHOTO YIIpaBJIeHNs - He 6osiee 3 1IT. (TTpY HEOOXOIUMOCTH).

. barapen (tun AA) - 2 wir.

. KaGesnp nmuranus - He 60stee 3 1IT. (TIpy HEOOXOAMMOCTH).

. Aparntep nuTaHus - He 6osiee 3 mIT. (IIpM HEOOXOIUMOCTH).

. KpoH1irreitH HacTeHHbIN ¢ KperieHueM - He 6oJiee 3 1IT. (Mpy HEOOXOAUMOCTH).

. Uexon nble3aniuTHeIi — He 6osee 11 mIT. (mpy HEOOGXOAUMOCTH).
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. Ctskka g1 Kabesen - 3 IiT.



9. PykoBOACTBO IO 3KCIUTyaTaluu.

[TpuHanesKHOCTH:

1. TTogcraBka 1151 yCTAaHOBKYM Ha CTOJIE C KpeIUIeHueM - He 6osiee 2 IIIT.
2. Croiika Ha KoJiecax ¢ KpellJIeHueM - He 6osiee 2 IIIT.

3. Ouku KpacHO-3eJieHbIe - He 6oj1ee 10 1mT.

4. Ouku nosiIpusaloHHbIe - He 60s1ee 10 miT.

10. HaumeHoBaHMe opraHmsaliui - yIoJJTHOMOUYEHHOTO MTPeACTaBUTES TTPOU3BOIUTEIIS
(usroroBuresist) meguimHckoro uspeusi: OBLLIECTBO C OTPAHUYEHHON
OTBETCTBEHHOCTBIO "INKCHUOH";

11. MecTo HaxOXXIeHMsI OpraHU3aIyy - YIIOJTHOMOUYEHHOT'O IPeICTaBUTE IS POU3BOIAUTEJIS
(usroroBuTesist) MeguiHckoro mapemusi: 127422, I'.'Mocksa, YJI. TUMUWPSA3EBCKAS, 1. 1,
I[TOMELNI. I KOMH. 2B;

12. FOpuanueckmii ampec opraHusanym - yIoJJHOMOYEHHOTO MPeICTaBUTE IS IPOU3BOIUTEJIS
(usroroBuTesist) MeguiHckoro mapemusi: 127422, I'.'Mocksa, YJI. TUMUWPSA3EBCKAS, 1. 1,
I[TOMELNI. I KOMH. 2B;

13. HaumeHoBaHMe opraHm3anym - IPOU3BOAUTEIISE MeIULIMHCKOTO U3Ie/IU MY OpraHu3aIinn
msroroBuTesst meguumHckoro usnenus: Huvitz Co., Ltd. (Xysuri Ko., JITx.);

14. MecTo HaxOXXIeHWsT OpTaHU3aIY - TTPOU3BOIUTEIISI MEAVIIMHCKOTO U3IENS UM OpTaHU3aIn
MU3TOTOBUTENST MeaULIMHCKOTO nsneymst: 38, Burim-ro 170beon-gil, Dongan-gu, Anyang-si, Gyeonggi-
do, 14055, Republic of Korea;

15. IOpuanueckuit afpec opraumsanyy - IPOU3BOAUTEIIS MeIULIMHCKOTO U3Ae/ M VI OPraHu3alun
MU3TOTOBUTENST MeaULIMHCKOTO nsneymst: 38, Burim-ro 170beon-gil, Dongan-gu, Anyang-si, Gyeonggi-
do, 14055, Republic of Korea;

16. Ctpana opra"usaiuy - IpOU3BOAUTENSI MEIUIIMHCKOTO U3HE/INUs UM OPraHu3alyi - USTOTOBUTEJIS
MenuuyHckoro usnennst: Kopes, Peciy6imka;

17. OKII/OKIIO2: 26.60.12.119;

18. Kitacc noTeHIIMaabHOIO pUCKa IPUMEHEHNST MEeIUIIMHCKOTO U3/Ie/Ms B COOTBETCTBUM C
HOMEHKJIATyPHOM KjaccuduKale MeIUIMHCKUX U3Ie/NiA, YTBep:KaaeMol MHIUCTepCTBOM

3apaBooxpaHenys Poccuiickoi @enepauum: 1;

19. HazHaueHne MeIUIIMHCKOTO M3eMsl, yCTaHOBJIEHHOe TTponsBoauTenem: Lndposas Tabimiia
MpeHa3sHayeHa )i MpoenypoBanus rpaduueckor nHGopMaImy Ha SKpaHe C IeJIbI0 OnpeneaeHust

OCTPOTBI 3pEHUS ¥ TECTUPOBAHMS Pa3IMUHBIX 3PUTEJIbHBIX (PYHKIINIA;

20. Bug MmeauImMHCKOTO U3e/us B COOTBETCTBUM C HOMEHK/IATYPHOM Kiaaccuduramyen MeauIymHCKIX



u3nennn, yreepskaaemor MuHucrepctsoMm 3apaBooxpanenust Poccuiickoin @eneparyn: 118390;
21. Agpec mecTa MPOU3BOACTBA MJIM U3TOTOBJIEHMS MeauiHckoro usneaust: Huvitz Co., Ltd.

(Xysuri Ko., JITa.), 38, Burim-ro 170beon-gil, Dongan-gu, Anyang-si, Gyeonggi-do, 14055, Republic
of Korea;

22. CBe,HEHI/IH O B3alMMO3aMeHsIeMbIX MeIULIMHCKUX U3OeIUIX: ;

23. Mozenu MegUILIMHCKOTO U3IeIns:

Kog Buga HaumenoBaHue mopgein
118390 HDC-9000N
118390 HDC-9000PF

Brimicka chopmupoBana Ha oduimaabHoM caitTe PemgepasbHONM CTYKObI IO HAaA30py B cdepe
3npaBooxpaHenus B cetu MuTepHer: https://roszdravnadzor.gov.ru/.

JOKYMEHT ITOAITMCAH
BJIEKTPOHHOU IO CBHIO

Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A

Komy Bbinan: ®EJEPAJIBHASI CJIVIKBA 110 HAJI30PY B COEPE 3TIPABOOXPAHEHUS

Teiicteurenen ¢ 2025-08-18 mo 2026-11-11



https://roszdravnadzor.gov.ru/

