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

M3roTOBJICHME MeIMIIMHCKMX M3Ae/INi, 10 cocTossHuIo Ha 17:45 22.06.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. VaukaapHbI HOMep peecTpoBoit 3amucu: 194975;
2. CKBO3HOM UAeHTUUKATOP peecTpoBoi 3anucu: 183346;
3. Cratyc: [leiicTBYyeT;

4. PeructpauyoHHbIil Homep meauiimackoro nsnenust: P3H 2024/24261 (EPYJI - '004-00110-
00/02941450);

5. laTa nmepBUYHOIN IOCYAAPCTBEHHOM perucTpaumnmu MeauumuHCKoro nsgemms: 19.12.2024;
6. JlaTa BHeceHMs M3MeHeHM B MeauuyHckoe usgenne: 17.01.2026;

7. Ilepuon meiictBust Bepcun: ¢ 17.01.2026;

8. Cpok mencTBuUSI permcTpalOHHOrO yIoCcToBepeHns: beccpouHo;

9. HaumeHOBaHMe MeIUIIMHCKOTO M3aeusi: Bumeorpoiieccop MEAUIIMHCKOTO SHAOCKOMA

B BapuaHTax ucrnojHenus: I. Bumeornporieccop EIS-2000U, B cocrae: 1. Buneomnporneccop EIS-
2000U - 1 wr. 2. Tenexxka snmockommnueckast ETL-2000 (mpu Heob6xomumocTty) - 1 mrt. 3. HHyp
muranus - 1 T, 4. Kabenb koMMyHMKanMOHHbA - 1 miT. 5. Kpbiiiika 6ananca 6esoro - 1 . 6.
HepskaTesnb KpbIliky 6aaHca 6esoro - 1 mt. 7. Kabenas SDI - 1 mrt. 8. Mounutop
SKUIKOKPUCTAJLTMYECKIH, 1 1IT., B BapMaHTax MUcrosHeHus (mpu Heob6xoaumoctn): 8.1. Monurtop
SKUIKOKpUCTaTMueckui, Tui 1 mogenb MDAC-2327), B cocraBe: 8.1.1. Mouutop
skugKoKpuctaummueckunt, uin 1 (moxens MDAC-2327) - 1 mrr. 8.1.2. HInyp nuranums - 1 wr. 8.1.3.
[TpoBop, sxBuUOTEHIIMAIBHOTO 3a3emiienns - 1 wt. 8.1.4. Kabenp DVI - 1 wrt. 8.1.5. Aganrep - 1 .
8.2. Mouutop >kuakokpucTtaummaeckuii, Tun 2 moaenb S271P B cocrase: 8.2.1. Mounutop
SKUIKOKpUCTIIMIecKuit, Mogenb S271P - 1 mr. 8.2.2. IIIayp nurtanus - 1 . 8.2.3. ITpoBox
9KBUIIOTEHIMA/IbHOrO 3a3emyteHus - 1 wt. 8.2.4. Kabenp DVI - 1 wr. 8.2.5. Apanrep - 1 mir. 8.2.6.
Jlenta 6aHmaskHOI MPoBOJIOKK - 1 11T, 9. PykoBozacTBO 110 3Kkcrutyartanyy - 1 wit. [Ipuuanneskaoctu: 1.

KiaBuarypa - 1 mrr. 2. IIpoBoj sKBUITOTEHIMAILHOTO 3a3emyienus - 1 mT. 3. [Tepekiouaresib HOSKHOM



- 1 wrr. II. Bugeonporieccop EIS-2000Pro, B cocrase: 1. Bugeomnporeccop EIS-2000Pro - 1 . 2.
Teneskka srmockonmueckast ETL-2000 (mpu Heob6xoaumoctn) - 1 mrr. 3. Llayp muranms - 1 mrr. 4.
Ka6enb koMMyHMKanOHHbIN - 1 11T, 5. Kpbiiiika 6amaHca 6etoro - 1 1miT. 6. JlepskaTesib KPbILIKA
6asanca 6esoro - 1 mr. 7. Kabenb SDI - 1 mr. 8. MOHUTOP SKUAKOKPUCTAIMUECKUI B BApMaHTaxX
ucrnosHeHust (mpu Heob6xoamumocTn): 8.1. MoHUTOP sKuAKOKpUCTa/uMueckmit, Tun 1 mogeas MDAC-
2327), B coctaBe: 8.1.1. MoHuTODp skumkokpuctaymueckui, tmil 1 (momens MDAC-2327) - 1 .
8.1.2. llnyp nuranus - 1 wr. 8.1.3. [IpoBop, sKBUIIOTEHIIMATBHOTO 3a3eMuieHust - 1 mt. 8.1.4. Kabenb
DVI - 1 wr. 8.1.5. Apanrep - 1 1T, 8.2. MOHUTOD >KUAKOKPUCTA/UIMUECKUI, TiIl 2 Mmoaeib S271P B
cocrase: 8.2.1. MoHUTOD sKUIKOKpUCTAIITMUECKI, Moaeab S271P - 1 mrr. 8.2.2. lIuyp nutanus - 1
T, 8.2.3. ITpoBoz, SKBUIIOTEHLMAIBLHOrO 3a3eMienus - 1 . 8.2.4. Ka6enr DVI - 1 wr. 8.2.5.
Anantep - 1 mrt. 8.2.6. JIeHTa 6aHIaXKHOM TPOBOJIOKM - 1 1mIT. 9. PykoBOACTBO 1O 3KCIuTyaTamn - 1
wt. [Ipunamieskaoctu: 1. KinaBuarypa - 1 mr. 2. [IpoBoa, sKBUITOTEHIIMAIBHOTO 3a3emyieHns - 1 miT. 3.
[Tepeximouarens HokHOM - 1 1T. III. Bugeonponeccop EIS-2000C, B cocrae: 1. Bumeonpoieccop
EIS-2000C - 1 wr. 2. Tenesxxka supockonmnueckasi ETL-2000 (mpu Heo6xogumoctn) - 1 wt. 3. Layp
muranus - 1 T, 4. Kabenb koMMyHMKanMOHHbA - 1 miT. 5. Kpbiiiika 6ananca 6esoro - 1 . 6.
Hepskatenb KpbIiky 6anaHca 6eoro - 1 mrr. 7. Kabens SDI - 1 mrr. 8. MonuTtop
SKUIKOKPUCTA/UTMUECKUI B BapMaHTaxX UCIOJHEHsT (TIpy HeobxoaumocTy): 8.1. MouuTtop
SKUIKOKpUCTaymueckuit, tui 1 mogenb MDAC-2327), B cocraBe: 8.1.1. Mouutop
SKUIKOKpUCTayImueckuit, Tui 1 (momenb MDAC-2327) - 1 rr. 8.1.2. IIInyp nuranms - 1 mr. 8.1.3.
ITpoBop skBuUNoOTEeHIMAIbHOrO 3a3emiienus - 1 mt. 8.1.4. Ka6enp DVI - 1 wiT. 8.1.5. AmanTep - 1 1rT.
8.2. MoHutop skuarokpucTtaummaeckuii, Tun 2 mogesib S271P B coctase: 8.2.1. Mouutop
SKUIKOKpUCTAIIMUecKuit, moaenb S271P - 1 mr. 8.2.2. lnyp nuranus - 1 wr. 8.2.3. I1poBog,
9KBUITOTEHLIMAIBHOTO 3a3emiieHns - 1 wr. 8.2.4. Kabenp DVI - 1 wr. 8.2.5. Aganrep - 1 mr. 8.2.6.
JleHTa 6aHma)kHOI MPOBOJIOKM - 1 1mT. 9. PykoBopacTBO 1o sKkcrutyartanym - 1 wr. [IpuHanieskaoctu: 1.
KnaBuarypa - 1 mr. 2. [IpoBoa, sKBUITOTEHIMATBHOTO 3a3eMyienns - 1 mit. 3. [lepekttovaresib HOXKHOM
- 1 wrr. IV. Bugeonpoueccop EIS-2000E, B coctase: 1. Bugeomnpoueccop EIS-2000E - 1 mrr. 2.
Teneskka srmockonmueckast ETL-2000 (mpu Heob6xogumoctn) - 1 mrr. 3. Llayp muranms - 1 mrr. 4.
Ka6enb koMMyHMKaIMOHHBIN - 1 11T, 5. Kpbiiiika 6amaHca 6etoro - 1 mt. 6. JlepskaTesib KPbILIKA
6asanca 6esoro - 1 mrr. 7. Kabenb SDI - 1 . 8. MOHUTOP SKUAKOKPUCTAIMUECKUI B BapMaHTaxX
ucnosHeHus (mpu Heob6xoamumocTn): 8.1. MoHUTOp sKuAKOKpUCTa/umueckuit, Tun 1 mogeas MDAC-
2327), B cocraBe: 8.1.1. MoHuTOp skumkokpuctamueckui, tmil 1 (momens MDAC-2327) - 1 .
8.1.2. lInyp nuranus - 1 wr. 8.1.3. [IpoBox, sKBUIIOTEHIIMATBHOTO 3a3eMiieHus - 1 mt. 8.1.4. Kabenb
DVI - 1 wr. 8.1.5. Apanrep - 1 1T, 8.2. MOHUTOD SKUAKOKPUCTA/UIMUECKUI, TiIl 2 moaeib S271P B
cocrase: 8.2.1. MoHUTOD sKUAKOKpUCTAITMUECKI, Moaenab S271P - 1 wrr. 8.2.2. lIuyp nuranus - 1
T, 8.2.3. ITpoBof, SKBUIIOTEHLMAIBLHOrO 3a3eMyenus - 1 mr. 8.2.4. Ka6enr DVI - 1 wr. 8.2.5.
Anantep - 1 mrt. 8.2.6. JIeHTa 6aHmakKHOM TPOBOJIOKM - 1 1mIT. 9. PykoBOACTBO 1O 3KCIuTyaTarmn - 1
T, [TpunagnesxxHoctu: 1. Knasuarypa - 1 wt. 2. [TpoBoa 5KBUIIOTEHIMAIBHOTO 3a3eMiieHus - 1 miT. 3.
[Tepeximouarenb HOKHOM - 1 T, V. Bumeonponeccop EIS-20008S, B cocrase: 1. Bugeomnpoueccop
EIS-2000S - 1 wrr. 2. Tenexka snmockommnueckast ETL-2000 (npu Heob6xomumoctn) - 1 mrt. 3. HHyp
nutanus - 1 . 4. Kabenb KoMMyHMKaIMOHHbIA - 1 11T 5. Kppiiika 6amanca 6enoro - 1 mir. 6.
Hepskatenb KpbIiky 6anaHca 6eoro - 1 mr. 7. Kabens SDI - 1 mrt. 8. Monutop

SKUIKOKPUCTAJIMYECKUI B BapyaHTax MCIoaHeHus (ipy HeobxoaymocTtn): 8.1. MoHuTop



SKUIKOKpUCTaymueckui, tui 1 mogenb MDAC-2327), B cocraBe: 8.1.1. Mouutop
sKugKokpuctayumdeckuit, in 1 (mogenb MDAC-2327) - 1 mrr. 8.1.2. llInyp nmuranus - 1 mrr. 8.1.3.
[TpoBop, sxBuUOTEHIIMAIBHOTO 3a3emiienns - 1 wr. 8.1.4. Kabenp DVI - 1 wrr. 8.1.5. Aganrep - 1 .
8.2. MOHUTOD KUAKOKPUCTA/IMUECKUIA, TUII 2 Mogesib S271P B coctase: 8.2.1. MoHuTop
SKUIKOKpUCTAITMUecKkuit, moaenb S271P - 1 mrr. 8.2.2. IInyp nuranus - 1 wr. 8.2.3. [IpoBog,
9KBUIIOTEHLIMAIbHOrO 3a3emyenus - 1 1it. 8.2.4. Ka6enb DVI - 1 wr. 8.2.5. Apanrep - 1 1T. 8.2.6.
JleHnta 6aHmaskHO MPOBOJIOKM - 1 11T, 9. PykoBoacTBO 10 3Kkcrutyatanyy - 1 . [Ipuuamieskaoctn: 1.
KiaBuarypa - 1 1rt. 2. IIpoBoj 5KBUITOTEHIMAIbLHOTO 3a3emyenus - 1 mT. 3. [Tepekitouaresib HOSKHOM
- 1 mrr. VI. Bugeonponeccop EIS-2000X, B cocrase: 1. Bumeonponeccop EIS-2000X - 1 mrT. 2.
Teneskka srmockonmueckast ETL-2000 (mpu Heob6xomumoctn) - 1 mrt. 3. Llayp muranus - 1 mrr. 4.
Kabesib KoMMyHMKaIMOHHBIN - 1 1T, 5. Kpbiiika 6ananca 6emoro - 1 mrT. 6. JlepskaTesib KPbIILIKA
6ananHca 6esoro - 1 mr. 7. Kabenb SDI - 1 1. 8. MOHUTOD SKMIKOKPUCTAIIIMYECKUI B BapUaHTax
ucrosHeHus (pu Heob6xoamumocTn): 8.1. MoHUTOP KUAKOKpUCTa/uMueckuii, Tun 1 mogeas MDAC-
2327), B coctaBe: 8.1.1. MoHuTODp skumkokpuctammueckui, tmi 1 (momenb MDAC-2327) - 1 .
8.1.2. lInyp nuranus - 1 wt. 8.1.3. [IpoBog, sKBUNIOTEHIIMATBHOTO 3a3emieHust - 1 mit. 8.1.4. Kabenb
DVI - 1 wr. 8.1.5. Apanrep - 1 1T, 8.2. MOHUTOD SKUAKOKPUCTA/UIMUECKUI, TiIl 2 moaeib S271P B
cocrase: 8.2.1. MoHUTOD KUIKOKpUCTAJITMUECKI, Moaeab S271P - 1 wrr. 8.2.2. lIInyp nuranus - 1
T, 8.2.3. ITpoBof, SKBUIIOTEHLMAIBLHOrO 3a3eMyenus - 1 mr. 8.2.4. Ka6ear DVI - 1 mr. 8.2.5.
Apantep - 1 mt. 8.2.6. JIeHTa 6aHmaXHOM TPOBOJIOKK - 1 11T, 9. PykoBOACTBO 10 3KCIuTyaTanmm - 1
wt. [TpunamieskHoctu: 1. KinaBuarypa - 1 mr. 2. [IpoBoa, sKBUITOTEHIIMAIBLHOTO 3a3emyieHns - 1 miT. 3.

[TepexsrouaTesib HOXKHOM - 1 INT.

10. HaumeHoBaHMe opraHu3aiuu - YIoJJHOMOYEHHOTO TIPeiCTaBUTEIS ITPOU3BOANTEIIS
(usrorosutesns) mepuiyHckoro musgenus: OBILLIECTBO C OTr'PAHUYEHHOU
OTBETCTBEHHOCTBIO "KOMEH MEIUKAJI PYC";

11. MecTo HaxOKIeHMs OpraHU3aIi - YIIOJJTHOMOYEHHOTO TIPeICTaBUTEIST IPOU3BOAUTEIS
(usroroButesns) meauiHckoro usgenus: 117342, . MOCKBA, BH.TEP.T'. MYHULUITAJIBHBIN
OKPYT KOHBKOBO, VJI OFPYYEBA, /1. 52, CTP. 3;

12. FOpumnyeckmii ampec OpraHm3amym - YIoJHOMOYEHHOT'O TIPeICTaBUTE IS ITPOU3BOIUTEIIS
(usroroButens) meguimHckoro usgenus: 117342, . MOCKBA, BH.TEP.T'. MYHULUITAJIBHBIN
OKPYT KOHbKOBO, VJI OBPYUYEBA, [I. 52, CTP. 3;

13. HamMmeHoBaHMe OpraHmM3aniy - IPOU3BOAUTEISI MEIUIIMHCKOIO U3IeINs UM OpraHu3aium
MU3roToBUTE I MeauuyuHcKoro usgenys: Shenzhen Comen Medical Instruments Co., Ltd.

("LIsubwkonb Komen Menukan Uucrpymentc Ko., JIta.");

14. MecTo HaxOXXIeHMsT OPTaHU3aIY - TTPOU3BOIUTEIISI MEAVIIMHCKOTO U3HENS U OpPTaHU3aIn
usroroButenst meguuyHckoro nspesmst: Floor 10, Floor 11 and Section C of Floor 12 of Building 1A
& Floor 1 to Floor 5 of Buildings 2, FIYTA Timepiece Building, Nanhuan Avenue, Matian Sub-
district, Guangming District, Shenzhen, Guandong, 518106, P.R. China;



15. FOpuanueckuit anpec opraHmsanyy - MPOU3BOAUTEISS MEIULIMHCKOTO M3AeIUS I OpraHu3aInn
usroroButenst meguuyHckoro nspesmsi: Floor 10, Floor 11 and Section C of Floor 12 of Building 1A
& Floor 1 to Floor 5 of Buildings 2, FIYTA Timepiece Building, Nanhuan Avenue, Matian Sub-
district, Guangming District, Shenzhen, Guandong, 518106, P.R. China;

16. Ctpana opra"msaiium - TPOU3BOAUTEISI MEAUIIMHCKOTO U3HEeINS MM OPraHu3alyi - U3TOTOBUTEJS
MeIuiMHCcKoro usgenusa: Kuraii;

17. OKII/OKI1O2: 26.60.12.119;

18. Kiacc nmoTeH1uaabHOrO pMcka MpMMeHeHMsT MeIVIIMHCKOTO U3 B COOTBETCTBUM C
HOMEHKJIaTyPHOM KjaccuduKraimein MeIUIIMHCKUX U3IeNINiA, YTBepsKaaeMoil MUHUCTEepCTBOM
3apaBooxpaHenys Poccuiickoit @enmepaiinm: 2a;

19. HaznaueHnne MeIMIIMHCKOTO U3AesIusl, YCTAaHOBJIEHHOE ITpou3BoAuTeieM: [laHHOe usmenne,
UCIIOJIb3YEMOE C MEAUIIMHCKUM SHIOCKOIMYECKMM MUCTOUYHMKOM CBETa U BUIEO3HIOCKOIIOM
npousBoacTBa Kommnauun «Komen» (Comen), mpegHasHavYeHO [1J1T 06pabOTKM BUIEO KIMHUUECKOTO

Ha3HaueHM U ITogauM IUTaHMI Ha BUOEO03HO0CKOII;

20. Bug MegUIMHCKOrO M3Oeaus B COOTBETCTBMM C HOMEHKJIATYPHOM KiIaccuuKauyen MeguIMHCKUX
U3IeIunit, yTBepskaaeMoi MuHucTepcTBoM 3apaBooxpanenns Poccuiickon ®@enmeparimu: 271500;

21. Agpec MecTa MPOU3BOACTBA MJIM U3TOTOBJIEHMS MeauIHCcKoro usnens: Shenzhen Comen
Medical Instruments Co., Ltd. ("[LIsubuskanb Komen Meaukan Uncrpymentc Ko., JIta."), 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,
Guandong, 518106, P.R. China;

22. CBe,I[eHI/IH O B3aMMO3aMeHsIeMbIX MeOULIMHCKUX U3OeJIUSIX: ;

23. Mogenu MegUIIMHCKOTO U3IeIs:

Kog Buga HaumenoBauue mojaenaun

271500 Bupeonpoueccop MeaUIIMHCKOIO SHAOCKOIIA, B BapyaHTaX UcojaHeHus: VI.
Bupeonpoueccop EIS-2000X, B cocTaBe:

271500 Bupeonpoueccop MeaAUIIMHCKOIO SHAOCKOIIA, B BapyaHTaX UCIIOJHEeHUS: V.
Bupeonpoueccop EIS-2000S, B cocrage:

271500 Bupeonpoueccop MeAUIIMHCKOIO SHAOCKOIIA, B BapyaHTaX UCIoaHeHus: IV.
Bupeonpoueccop EIS-2000E, B cocTase:

271500 Bupeonpoueccop MeAUIIMHCKOIO SHAOCKOIIA, B BapuaHTax ucrnojHenus: I11.
Bupeonpoueccop EIS-2000C, B cocraBe:

271500 Bupeonpoueccop MeaUIMHCKOrO SHAOCKOIIA, B BapyaHTaxX ucnojHeHus: 1.

Bupeonpoueccop EIS-2000Pro, B cocTaBe:




271500 Buneonpoiieccop MeauIIMHCKOIO SHAOCKOIIA, B BApMaHTaX UCIIOJTHEHMS: 1.
Bupeonpoueccop EIS-2000U, B cocTaBe:

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

JOKYMEHT ITOAITMCAH
BJIEKTPOHHOM IO CBHIO

Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A
Komy Bbinan: ®EJEPAJIBHASI CJIVIKBA 11O HAJI30PY B COEPE 3TIPABOOXPAHEHUS

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



https://roszdravnadzor.gov.ru/

