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

M3roTOBJICHME MeIMIIMHCKMX M3Ae/INi, 10 cocTossHuIo Ha 13:59 29.09.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. YHuKanpHbIM HOMEp peecTpoBoii 3amvicu: 186126;
2. CKBO3HOM UAeHTUUKATOP peecTpoBoi 3anucu: 186126;
3. Cratyc: [leiicTBYyeT;

4. PerucTpatoHHbiit Homep meauimHckoro uspennst: P3H 2023/21051 (EPVYJI - I'004-00110-
00/02942906);

5. laTa mepBUYHOIN TOCYAAPCTBEHHOM perucTpaumnmu MeguumuHckoro nsgeams: 15.09.2023;
6. JlaTa BHeceHMs M3MEHEeHM B MeAULIMHCKOoe U3fesue: ;

7. Ilepuon mencrBus Bepcun: ¢ 15.09.2023;

8. Cpoxk gericTBust peructpainmonHoro yamocrosepennsi: 01.01.2028;

9. HaumeHOBaHMe MeIUIIMHCKOTO M3Ie/us: AMMapaT MCKYCCTBEHHOV BEHTWISLIMM JIETKUX V3
I. Cepuitnbie Homepa: ¢ RK300001 mo RK302000.

I1. Cocras:

1. byiok ocHoBHOM V3 - 1 1mIT.

2. PyKoBOACTBO IO 3KCILTyaTanuu - 1 IT.

3. Kabenp nmuranus - 1 mir.

4. Kabesnb 3a3emsienus - 1 mir.

5. Barapes akkymyJsITOpHast (IIpy HEOOXOAMMOCTH) - He 6oJjiee 2 IIIT.
6. Tenexxkka (rpy HeOGXOAMMOCTM) - 1 IIIT. B COCTaBe:

- OCHOBaHMe TeJIeXXKM - 1 IIT.

- Habop BUHTOB - 1 mIT.

- IepsKaTeJib IbIXaTeJIbHbIX KOHTYPOB - 1 IIIT.

- Kop3uHa - 1 mIT.

- cTo¥ka - 1 mir.



7. Ulnanr pnsa kucaopoga, mopenb 341-OXY-NS, npoussogurens Gentec (Shanghai) Corporation,
Kwurait - 1 mir.

8. llmanr mis Bo3gyxa, mogeib 341-OXY-DH-3, npousBoautenb Gentec (Shanghai) Corporation,
Kwurait - 1 wir.

9. ®wbTp omHOpasoBbiit, Mmogenb 800-51700, mponssoautens VADI Medical Technology Co., Ltd.
Yangmei, TaitBanb - 2 1IT.

10. XomyThI )18 IIJIAHTOB C YEPBSIYHBIM ITPUBOAOM - 1 IIIT.

11. JIérkoe TecroBoe ogHopasoBoe, mMomenab 800-21001, mpousBoautenabr VADI Medical Technology
Co., Ltd. Yangmei, TaiiBausb - 1 1ir.

12. JIérkoe TectoBOe MHOTOpasoBoe, Mogeab G-118004, VADI Medical Technology Co., Ltd.
Yangmei, TaiiBaub - 1 miT.

13. MellIOK ApIXaTeabHbIN OgHOPa30Bblit, Mogaeab 50430600, mpoussBogurens Vincent Medical
Manufacturing Co., Ltd., 'onkonr - 1 1.

14. Melioxk gpIxaTebHbIN MHOropasoBsiit, Mogenb G-118000-0, mpoussogutens VADI Medical
Technology Co., Ltd. Yangmei, TaBanb - 1 1.

15. Macka fpIxaTesibHas [1Jis1 HOBOPOKAEHHBIX, Momesib 5312, npoussoautenb GaleMed Corporation,
TaiBaub -1 mrt.

16. Macka fmpIxaTesbHas OJHOPA30Bast AJis JeTeit, Mmopesib 5313, nmpoussoaurens GaleMed
Corporation, TajiBaub - 1 1.

17. Macka fapIxaTesibHast OJHOPa30Bast AJ1sl B3pOCJIbIX, Mofeab 5315, mpoussoaurens GaleMed
Corporation, TaiBaub - 1 mrT.

18. KoHTyp mpIxaTesbHbII MHOTOPA30BbIN [IJIsT HOBOPOKAEHHBIX, Moaeb G-329000H, mpousBoauTesb
VADI Medical Technology Co., Ltd. Yangmei, TaiBaub - 1 11rT.

19. KoHtyp mpIxaTesibHbII MHOTOPa3oBbIi i meteit, monesib G-330000, npousBoautens VADI
Medical Technology Co., Ltd. Yangmei, TaiBaub - 1 miT.

20. KoHTyp mbIxaTebHbIN MHOTOPa30BbIN IJ1s1 B3pociibix, moaesb G-328000, mpousBoautens VADI
Medical Technology Co., Ltd. Yangmei, TaiBanb - 1 mrT.

21. KoHTyp mbIxaTebHbIN OJHOPA30BbIN AJIS1 HOBOPOKIEHHBIX, Mogeab G-316003-00-S,
npousBoautesb VADI Medical Technology Co., Ltd. Yangmei, TaiBanb - 1 miT.

22. KoHTyp mbIxaTebHbIN OMHOPa30BbIl A1 aetent, moaenb G-316002-01, mpoussoautesns VADI
Medical Technology Co., Ltd. Yangmei, TaiBaub - 1 mrT.

23. KoHTYp mbIxaTebHbIN OJHOPA30BbIN IJIsI B3poC/biX, Moaenb G-316002, mpoussoanutens VADI
Medical Technology Co., Ltd. Yangmei, TaiBasb - 1 1T.

24. Oronosbe (pasmepsl S, L), mogens DCA100, mpoussogutenb GaleMed Corporation, TaiBanb - 1
IIT.

25. Kanrons HasanbHas (pasmepst S, M, L), mogenr RVL0O01S/RVL001M/RVLO001L, npousBoautesb
Beijing Rongrui-Century Science & Technology Co., Ltd, Kurai - 1 mrT.

26. atuuk kucyiopoaa (rmpu HeooxoaumocTu), moaesib MOX-3, mpousBoautens City Technology
Limited - 1mrT.

27. Hebynaisep, momenb M-0801-W, npousBoautens VADI Medical Technology Co., Ltd. Yangmei,
TaiBaub - 1uiT.

28. Yenaxkuurenb (1mpu Heobxoamumoctn), moaenb VH3000, mpoussoautesns VADI Medical



Technology Co., Ltd. Yangmei, TaBanb - 1 1mir.

29. [laTumk TemriepaTypbl (ipu HeobxomumocTtn), momeab VH30T 165, mponssoautens VADI Medical
Technology Co., Ltd. Yangmei, TaBanb - 1 1.

30. Kabesnb ¢ dyHkimen Harpesa (rmpu HeooxomaumocTtn), moaesb VH30100, mpoussoanutens VADI
Medical Technology Co., Ltd. Yangmei, TaiBaub - 1 mrT.

31. Kamepa BopggHas (ipu HeobxoaumocTn), mozenb G-341005, mpoussoautesnib VADI Medical
Technology Co., Ltd. Yangmei, TaBanb - 1 1.

32. Mopysnb CO2 0CHOBHOT'O MOTOKA - 11IT.

33. ApanTep JJig B3pOCIbIX / IeTeli, OMHOpa3oBbii, Mmogeb 6063-00, mpousBoayuTenb Respironics
Novametrix, LL.C, CIIIA - 1mrT.

34. ApanTep [Jis HOBOPOXKIEHHBIX/MJIaIeHIIeB, OMHOPAa30BbIi, Mogenb 6312-00 mpousBoguTesb
Respironics Novametrix, LL.C, CIIIA - 1mur.

35. [lepskaTesnb moayJis, Mmozesnb 8751-00, mpousBoautens Respironics California Inc, Kamidopums -
5 .

36. Yoauuuteap CO2 - 1mir.

37. Mopysib CO2 60KOBOro MOTOKA - 11IIT.

38. Biraroc6opHuK - 1111T.

39. Tpy6ka a1 CymKku - 11iT.

40. Apantep, 60sbiioi pasmep, moaeab 040-001058-00, mpoussoautesb Respironics Novametnx,
LLC, CIIA - 1murr.

41. Apantep, maseHbkuii pasmep, moaesb 040-001063-00, mpousBoautesb Respironics Novametnx,
LLC, CIIA - 1mrT.

42. ODatunk SpO2 c kabenem s B3pocbix, mogeab A0816-SA105PV - 1.

43. Natunk SpO2 gyst B3pocibix, mogesib AS 104-068-01 - 1.

44. Y nnuaurenb kabenst SpO2 - 1.

45. Natunk SpO2 1151 B3POC/IbIX, IEeTel M HOBOPOKIAEHHBIX - 11IIT.

46. Cetka mnbuiesaiuTHas (py HeO6XOAUMOCTH) - 11IIT.

47. V3en 6pICTpOpa3beMHBIM BCAChIBAIOIIETO KianaHa (Mpy Heo6XoAuMOCTH) - 11IIT.

48. V3esn 6pICTpOpa3beMHBINM KiIanaHa Bbigoxa (Ipy HeoO6XoauMOoCTH) - 1 1iT.

49. Pazbem KJIEMMHbBIM UCTOYHMKA KKcaopoaa (Mpy HeoO6XoAMMOCTH) - 1 1IT.

10. HameHOBaHMe opraHu3alyy - yIoJTHOMOYEHHOTO Npe/ICTaBUTeJIsl IPOU3BOAMUTEIIS
(u3rotoBuTess) MeAMULIMHCKOrO u3aenys: O6I1eCcTBO ¢ OrpaHNMYEHHOM OTBETCTBEHHOCTBIO
"MEOCTPATEI'VA";

11. MecTo HaxOXIeHMsI OPraHU3aIUY - YIIOJTHOMOYEHHOT'O MPEICTaBUTE IS IPOU3BOANTEIIS
(usroroButesist) meauiHckoro usgenus: 195299, Poccus, Cankr-Iletep6ypr, BH.TEP.T.

MyHUIMNaabHbi OKpyr Ne21, yi. Kupuiickas, g. 2, mut. A, obuc yactb nomertl. 6H ¢ Hom. 39.49;

12. FOpuandeckmii afpec OpraHm3amym - yroJJHOMOUYEHHOT'O TIPeICTaBUTEISI ITPOU3BOIUTEIIS
(usroroButesist) meauiHckoro usgenus: 195299, Poccus, Cankr-Iletep6ypr, BH.TEP.T.

MyHUIMNaabHbI OKpyT Ne21, yi. Kupuiickas, g. 2, mut. A, obuc yactb nomernl. 6H ¢ Hom. 39.49;



13. HamMmeHoBaHMe OpraHmM3aniy - IPOU3BOAUTESI MEIUIIMHCKOIO U3IeINs UM OpraHu3aium
M3roToBUTEIIS MemuiHckoro usneams: " lenbuwkonb Komen Menukan Uucrpymenrc Ko., JIta.";

14. MecTo HaxOKIEHMUsT OpPraHMU3aly - IPOU3BOAUTESI MEAUIIMHCKOTO MU3Ie/IUST MY OpraHu3alun
MU3TOTOBUTENS MeauLHcKkoro usgenns: , Kurait, Shenzhen Comen Medical Instruments Co., Ltd.,
Floor 10, Floor 11 and Section C of Floor 12 of Building 1A & Floor 1 to Floor 5 of Building 2,
FIYTA Timepiece Building, Nanhuan Avenue, Matian Sub-district, Guangming District,Shenzhen
Guangdong,518106, China;

15. FOpuanueckuit anpec opraHmsanuy - MPOU3BOAUTEISS MEIULIMHCKOTO M3Ie IS I OpraHu3aInn
MU3rOTOBUTENST MeguumHCKoro usnesms: , Kurain, JlaapHee 3apybeskbe, Shenzhen Comen Medical
Instruments Co., Ltd., Floor 10, Floor 11 and Section C of Floor 12 of Building 1A & Floor 1 to Floor
5 of Building 2, FIYTA Timepiece Building, Nanhuan Avenue, Matian Sub-district, Guangming
District,Shenzhen Guangdong,518106, China;

16. CtpaHa opra"msaium - IPpOU3BOAUTEISI MEIAUIIMHCKOTO U3HEINS MM OPraHU3aly - U3TOTOBUTEJIS
MenuuyHcKoro usnennst: Kuraii;

17. OKII/OKI1[2: 32.50.21.123;

18. Kitacc noreHmaabHOro pyucka NpUMMeHEeHMSI MEIUIIMHCKOI'O M3/ B COOTBETCTBUMA C
HOMEHKJIaTyPHOM KjaccuduKalmein MeIUIIMHCKUX U3IeNINiA, YTBEpsKIaeMol MHUCTEpCTBOM

3npaBooxpaHennst Poccuiickon @enepanym: 26;

19. Hasnauenmne MeIUIMHCKOIO n3nensd, YCTaHOBJIEHHOE ITPOM3BOAUTEJIEM: |

20. Bug MmeauImMHCKOTO U3ens B COOTBETCTBUM C HOMEHK/IATyPHOM Kiaaccuduramyen MeauIymHCKIX
u3nennn, yreepykaaemor MuHuctepctsoMm 3apaBooxpanenust Poccuiickoin @eneparnyn: 232870;

21. Agpec MecTa MpOU3BOACTBA MUJIM U3TOTOBJIEHMS MeaUIIMHCKOro usneaus: Shenzhen Comen
Medical Instruments Co., Ltd., Floor 10, Floor 11 and Section C of Floor 12 of Building 1A & Floor 1
to Floor 5 of Building 2, FIYTA Timepiece Building, Nanhuan Avenue, Matian Sub-district,
Guangming District, Shenzhen, Guangdong, 518106, P.R. China;

22. CBefeHys 0 B3ayMO3aMeHsIeMbIX MeIUIIMHCKUX U3NeTUIX: ;

23. Mogenu MeoUIIMHCKOTO U3IeIns:

Kopx Buga HaumeHnoBaHme Mmopgeiin

232870

Brimicka chopmupoBana Ha oduiaabHoM caiiTe @egepasbHONM CTYKObI IO HAaA30py B cdepe
3apaBooxpaHenys B cetu HTepHeT: https://roszdravnadzor.gov.ru/.


https://roszdravnadzor.gov.ru/

JOKYMEHT ITOATTMCAH
3JIEKTPOHHOU ITOAITHCBHIO

Ceprudukar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy sbinan: ®EJEPAJIBHAS CJIVIKBA ITO HAZI30OPY B COEPE 3IPABOOXPAHEHUS

Ieticteurenen ¢ 2025-08-18 no 2026-11-11




