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

M3TrOTOBJIEHME MeAULIMHCKNX U3Ae/ N, 1o cocTossHuIo Ha 17:38 22.06.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. VaukaapHbI HOMep peecTpoBoit 3amucu: 194959;
2. CKBO3HOI uaeHTUdUKATOP peecTpoBoi 3anucu: 183329;
3. Cratyc: [leiicTBYyeT;

4. PeructpauyoHHbIil Homep meauiimackoro usnenust: P3H 2024/24318 (EPYJI - '004-00110-
00/02936707);

5. laTa mepBUYHOIN IOCYAAPCTBEHHOM PerucTpaumnmu MeIULIMHCKOro usgemms: 26.12.2024;
6. JlaTa BHeceHMs M3MeHeHM B MeauuyHckoe usgenne: 17.01.2026;

7. Ilepuon meiictBust Bepcun: ¢ 17.01.2026;

8. Cpok mencTBuUSI permcTpalOHHOrO yIoCcToBepeHns: beccpouHo;

9. HanmeHoOBaHMe MeIUIIMHCKOTO M3aens: BuaeosHaoCKo AJ1s1 BEpXHUX OT/IEJIOB SKeJTyIOYHO-
KUIIIEYHOTO TPaKTa C MPUHAAJIEXKHOCTSIMMU

B BapmaHTax ucrojHenus: [. BumeosHaocKorm 11 BEpXHUX OTHEIOB KeTyIOYHO-KUIIIEYHOT'O TPAKTa
EG-200, B cocraBe: 1. BuaeosHI0CKOII [J11 BepXHUX OTIEIOB XeayaodHo-KuieyHoro Tpakta EG-200
- 1 mrr. 2. Kaonka Bo3gyxa/Bomel AWV-001 - 1 mrr. 3. Knonka orcoca SV-001 - 1 wrr. 4. Knaman
6uoncuiabii BV-001 - 10 wmrr. 5. KpbIiika coegMHUTeIbHOTO pa3beMa BCIIOMOTaTe/IbHOIO
BogocHaoskennsst AWC-001 - 1 mrr. 6. PykoBogcTso 1o skcrutyararyu - 1 . [Ipunanieskaoctn: 1.
3arsrymika guctanbHast TopieBas DEC-001 - 1 wr. 2. Illerka kopotkast JHY-CB-E - 1 wrr. 3. llleTka
unctaiiasg JHY-CB-06-180-A - 1 . 4. 3araymika kaHaiabHast CP-001 - 1 mt. 5. Tpy6Kka Bojbl
cuctembl cMbiBa AWT-001 - 1 mrr. 6. Agantep mjist ounctku cucteMbl orcoca I'T-001 - 1 . 7.
Wsmepurens yredek LT-001 - 1 mrr. II. Bumeosnmockor i BepXHUX OTAEIO0B SKeJTYIOYHO-
kutieyHoro tpakra EG-201, B cocrase: 1. BuaeosHn0CKOI [J1s1 BEPXHUX OTAEIOB KeTyIOUHO-
kutieyHoro tpakra EG-201 - 1 wr. 2. Knornka Bo3myxa/Boabt AWV-001 - 1 mrr. 3. Kaomnka otcoca

SV-001 - 1 wr. 4. Knaman 6uoncuiiubiii BV-001 - 10 mr. 5. Kpbliiika coeiMHUTEIBHOTO pa3bema



BcriomoraresibHOro BogocHaoskennss AWC-001 - 1 mrr. 6. PykoBoacTBoO 110 3KCIutyaTanym - 1 IiT.
[TpuragnesknocTu: 1. 3arnymka aucranbHas TopueBass DEC-001 - 1 mr. 2. IIletka kopoTtkas JHY-
CB-E - 1 wr. 3. lllerka unctamas JHY-CB-06-180-A - 1 wr. 4. 3arnymka kadaiabHast CP-001 - 1 .
5. Tpy6ka Bogs! cuctembl cmbiBa AWT-001 - 1 . 6. AganTep aJist ouncTku cuctembl orcoca 1T-001
- 1 wrr. 7. Ysmeputens yredek LT-001 - 1 urr. I1I. Buneosnmockomn iJist BEpXHUX OTIEJIOB JKeTyI0UHO-
kuireunoro tpakta EG-200T, B cocraBe: 1. BumeosHaocKoI A1 BEPXHUX OTHEJIOB JKeTyI0YHO-
kuireyHoro Tpakta EG-200T - 1 mt. 2. Knonka Bosmyxa/Bogbt AWV-001 - 1 mir. 3. KHomnka otcoca
SV-001 - 1 wr. 4. Kinanan 6uoncuiinsiii BV-001 - 10 wrr. 5. Kpbliiika coeiMHUTEIBHOIO pasbema
BcrioMorarebHoro BogocHaoskennst AWC-001 - 1 mr. 6. PykoBoAcTBO 1o sKCILTyaTamym - 1 ImT.
[Tpunapgnesknoctu: 1. 3arnymka auctaibHas TopueBas DEC-002 - 1 mrt. 2. Illetka kopoTtkas JHY-
CB-E - 1 wr. 3. Hletka unctsinast JHY-CB-06-180-A - 1 mrr. 4. 3arsnymka kKaHanbHast CP-001 - 1 mrr.
5. Tpy6ka Bogs! cuctembl cmbiBa AWT-001 - 1 1rt. 6. AganTep AJist ouncTku cuctembl orcoca 1T-001
- 1 mrr. 7. Usmeputens yreuek LT-001 - 1 mrr. I'V. BuoeosHmoCKOIT [1J1s1 BEpXHUX OT/IEIOB JKETyI0UHO-
kuireyHoro Tpakta EG-201T, B coctaBe: 1. BumeosHn0CKOII A5 BEPXHUX OTIEJIOB JKeTyI0UHO-
kuiieyHoro tpakra EG-201T - 1 wr. 2. Knonka Bo3myxa/Boabl AWV-001 - 1 mrr. 3. Knomnka otcoca
SV-001 - 1 wr. 4. Kinanan 6uoncuiiubiii BV-001 - 10 wr. 5. Kpbliiika coeiMHUTEIBHOIO pasbeMa
BcriomorareyibHoro BogocHabskennss AWC-001 - 1 wr. 6. PykoBogcTBo no akcruryaTtamm - 1 miT.
[Mpuuagneskaoctu: 1. 3arsyiika aucranabHas TopieBast DEC-002 - 1 wrr. 2. [Iletka kopoTtkas JHY-
CB-E - 1 wr. 3. lllerka unctamas JHY-CB-06-180-A - 1 wr. 4. 3arnymika ka"HaiabHast CP-001 - 1 .
5. Tpy6ka Bogsl cuctembl cMbiBa AWT-001 - 1 wt. 6. Aganrtep It OUncTKMU cuctemsbl otcoca IT-001

-1 wr. 7. U3mepurens yreyexk LT-001 - 1 mrT.

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 Building 2, FIYTA Timepiece Building, Nanhuan Avenue, Matian Sub-
district, Guangming District, Shenzhen, 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 Building 2, FIYTA Timepiece Building, Nanhuan Avenue, Matian Sub-
district, Guangming District, Shenzhen, P.R.China;

16. CTpaHa OpraHm3anim - Mpon3BOANTEIA MEAMIMHCKOI'O n3aejana Ui OpraHn3alinim - USrOTOBUTEJIA

MeIuiMHCcKoro usgenusa: Kuraii;

17. OKII/OKI1O2: 26.60.12.126;

18. Kiacc nmoTeH1uaabHOrO pMcka MpMMeHeHMsT MeIVIIMHCKOTO U3 B COOTBETCTBUM C
HOMEHKJIaTyPHOM KjaccuduKraimein MeIUIIMHCKUX U3IeNINiA, YTBepsKaaeMoil MUHUCTEepCTBOM

3apaBooxpaHenys Poccuiickoit @enmepaiinm: 2a;

19. Hasnauenmne MeIUIMHCKOI'O n3aejinsd, YCTaHOBJIEHHOE ITPOM3BOANUTEIEM: ,H,aHHOE nsgeine
IIpeagHa3HavYeHO AJIsd Ha6J'I}OILeHI/IH, OUVATrHOCTUKU M SHOOCKOIIMYECKOr'O JieUeHM BEPXHUX OTAEJIOB

SKeJTyIOYHO-KUIIIEYHOTO TPaKTa B3POC/IbIX MAIlMEHTOB U JIETEN;

20. Bug MegUIIMHCKOTO M3Aeus B COOTBETCTBMM C HOMEHKJIATYPHOM KiIaccu@uKauyen MegUIMHCKNUX
u3nenmi, yreepykaaemon MuHnuctepcTBoM 3apaBooxpanenust Poccuiickoint @enepanym: 179420;

21. Anpec MecTa IIPOU3BOICTBA MJIM U3TOTOBJIEHNST MeauiHckoro usgenns: Shenzhen Comen
Medical Instruments Co., Ltd. ("IIsupwkans Komen Mepukan Uucrpymentc 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,E[eHI/IH O B3aMMMO3aMeHsIeMbIX MeOULIMHCKUX U3OeJIUSIX: ;

23. Monenu MegUIIMHCKOTO U3IeINs:

Kog Buga HaumenoBauue moaenu

179420 BueosHmocKom 1Jisk BEpXHUX OTIEJIOB JKeTyIOUHO-KUIIIEYHOTO TPaKTa C
MIPMHAJJIEKHOCTSIMY, B BapMaHTax ucnosHeHus: IV. BuaeosHaoCKoI 1151 BepXHMUX

OTIeJIOB XenymouHo-KuieyHoro Tpakra EG-201T, B cocrase:

179420 BupeosHaockor 1711 BepXHUX OT/IE/IOB XKeTyA0UYHO-KUIIIeYHOTI'O TpaKTa C
MIPMHAJIESKHOCTSIMY, B BapuaHTax ucnosHenus: I111. Bumeosnmockon s BepxXHUX

oTaenoB xenygouHo-kuieyHoro tpakta EG-200T, B cocrage:

179420 BupeosHmockoI 111 BepXHUX OT/IENIOB JKeTyA0YHO-KUIIIEYHOTI'O TPaKTa C
MIPUHAAJIESKHOCTSIMM, B BapuaHTax ucnoygHeHnus: 11. BugeosHmockor a1 BepxHux

OTAENOB XenymouHo-kuiireyHoro tTpakta EG-201, B cocrase:




179420

BI/I,ELGOBHILOCKOH OJI BEPXHUX OTOEJIOB JKeJTYyJOUHO-KUIIIEYHOI'O TPpaKTa C
IMpUHAOJIESKHOCTSIMM, B BapMaHTaX UCIIOJIHEHNS: I. BI/I,H,eOBH,ELOCKOH JJIsI BEpXHUX

OTAEeNoB xenymouHo-kuiiieyHoro Tpakta EG-200, B cocrase:

Brimicka copmupoBana Ha oduiaabHOM caiiTe PefepasbHONM CTYKObI IO HaA30py B cdepe

3apaBooxpaHeHys B cetu HTepHeT: https://roszdravnadzor.gov.ru/.

JOKYMEHT ITOATTMCAH
3JIEKTPOHHOU ITOAITHCBHIO

Ceprudurar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

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

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



https://roszdravnadzor.gov.ru/

