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

M3roTOBJICHME MeIMIIMHCKMX M3Ae/Inii, 1o cocTossamio Ha 15:32 20.08.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. YHuKkanpHbI HOMEp peecTpoBoii 3amvicu: 193019;
2. CkBO3HOI uageHTUdUKATOP peectpoBoii 3anucu: 193019;
3. Cratyc: [leiicTBYyeT;

4. PerucrpaumoHHbiit Homep meauimuckoro uspennst: '004-00110-00/03777695 (EPVYJI - I'004-
00110-00/03777695);

5. laTa mepBUYHOJN IOCYAApCTBEHHOM perucTpaunmu Meguumuuckoro nsgeas: 20.11.2025;
6. JlaTa BHeceHMs M3MEHEeHM B MeAULIMHCKOoe U3fesue: ;

7. Ilepuon mencreus Bepcun: ¢ 20.11.2025;

8. Cpok mencTBuUSI permcTpalOHHOrO yIoCcToBepeHns: beccpouHo;

9. HameHoBaHMe MeIUIIMHCKOTO M3aens: AnmapaT MCKYCCTBEHHOM BEHTUJISILIMM JIETKUX B
BapMaHTax UCIIOJHEHNS: C TIOCTOSIHHBIM MOJI0KMUTebHbIM naBieHnem (CPAP), nByxdasHbim
nosioxkuTenbHbIM faBiieHeM (BPAP)

BapMaHThI ICTIOTHEHWS:

1. Anmmapat MCKyCCTBEHHOM BEHTUJISILIMY JIETKUX C MTOCTOSTHHBIM ITOJIOKUTETbHBIM 1aBJIeH/EM
(CPAP), mogens F-20C, B cocTaBe:

1.1 Bnok ocuoBHoi F-20C - 1 .

1.2 Macka Ha Bce o FMIIP, pasmep S (mpu Heo6xogumocTn) — 1 1.

1.3 Macka Ha Bce auio FMIIP, pasmep M - 1 .

1.4 Macka Ha Bce ymnio FMIIP, pasmep L (ripy Heo6xomumocTy) — 1 1iT.

1.5 HasanbHast macka NMI, pasmep S (ipu Heob6xogumocTn) — 1 wiT.

1.6 HasasnbHast Macka NMI, pasmep M (mipy Heob6xoamumocTu) — 1 miT.

1.7 HazanbHast macka NMI, pasmep L (mpu Heob6xoamumoctn) — 1 miT.

1.8 BosgyiuHbiit KOHTYp - 1 wIT.



1.9 Bo3nyiiHbiii KOHTYP C MOAOTPeBOM (TIpy HEOO6XOAMMOCTH) — 1 IIIT.
1.10 PesepByap A1t Bojibl — 1 IIIT.

1.11 BosmytHbiit puibtp — 1 1.

1.12 Kab6enb nutanms — 1 wir.

1.13 ApanTep nutanus — 1 wir.

1.14 TpexxomoBoit KOHHEKTOP — 1 IT.

1.15 SD kapra - 1 .

1.16 SpO2 nabop (1mpu HEOO6XOAUMOCTH) — 1 IIT.

1.17 PykoBopcTBO 10 3KCIuTyaTanmu — 1 1it.

2. AnmmapaT MCKYCCTBEHHOW BEHTWISIIIY JIETKMUX C IMTOCTOSTHHBIM ITOJIOKUTEbHBIM JJaBJIeHVEM
(CPAP), mogens F-20A, B cocTaBe:

2.1 bnok ocHoBHoM F-20A - 1 mir.

2.2 Macka Ha Bce suiio FMIIP, pasmep S (ripy HeobxoaumocTu)— 1 1iT.
2.3 Macka Ha Bce qmiio FMIIP, pasmep M - 1 .

2.4 Macka Ha Bce quiio FMIIP, pasmep L (mpn Heo6xogumocTn) — 1 wiT.
2.5 Hasanbuasg macka NMI, pasmep S (npu HeobxomumocTn) — 1 miT.
2.6 HazanpHas macka NMI, pasmep M (ipu Heob6xogumocTn) — 1 1irt.
2.7 HazanbHas macka NMI, pasmep L (mpu Heo6xogmumocTu) — 1 mit.
2.8 BosmyrHblii KOHTYp — 1 1T.

2.9 BosgyIIHbIi KOHTYP C IOAOrpeBOM (IIpy HEOOXOAUMMOCTH) — 1 IIIT.
2.10 PesepByap aJist Boabl — 1 1iT.

2.11 Bosgymssiii guabtp — 1 mmiT.

2.12 Kabenp uranus — 1 mt.

2.13 Aparnrrep nuradms — 1 1mT.

2.14 TpexxomoBoi KOHHEKTOp — 1 mIT.

2.15 SD kapra - 1 1.

2.16 SpO2 Habop (pu Heob6xoaMMOCTHM) — 1 IIIT.

2.17 PykoBOACTBO MO 3KCILTyaTanmyy — 1 IIT.

3. AmmapaT MCKYyCCTBEHHOM BEHTUJISILIAM JIETKUX C MIOCTOSTHHBIM TIOJIOKUTEJIbHBIM aBJIEHUEM
(CPAP), mogennb R-20i, B cocTaBe:

3.1 Baok ocHoBHoM R-20i - 1 1.

3.2 Macka Ha Bce ymrio FMIIP, pasmep S (ipn Heob6xogmumocTu) — 1 1IT.
3.3 Macka Ha Bce ymno FMIIP, pasmep M - 1 1.

3.4 Macka Ha Bce yimtio FMIIP, pasmep L (ripu Heo6xoaumocTy) — 1 miT.
3.5 HasanpHas macka NMI, pasmep S (mipu Heo6xoamumocTi) — 1 1miT.
3.6 HazanpHas macka NMI, pasmep M (nipu Heo6xomumocTu) — 1 IT.
3.7 HazanpHast Mmacka NMI, pasmep L (mpy Heob6xomumocTu) — 1 1mT.
3.8 Bo3pyuiHbiil KOHTYp — 1 1IT.

3.9 Bo3pyiiHblii KOHTYP C MOJOrpeBoM (TIpy HeobXoammocTn) — 1 miIT.
3.10 Pe3epByap nj1s1 Bogbl — 1 1IT.

3.11 Bosnyusbn GwibTp — 1 miT.

3.12 Kabenp nmuraumng — 1 1ir.



3.13 Apanrep nutanus — 1 miT.

3.14 Tpexx0omoBOl KOHHEKTOP — 1 IIT.

3.15 SD kapta - 1 mir.

3.16 SpO2 uabop (rpu HEOOXOIAUMMOCTH) — 1 IIT.

3.17 PykoBOACTBO MO KCIUTyaTanmuy — 1 1mIT.

4. Anmapat MCKyCCTBEHHOM BEHTUJISILIMM JIETKUX C IBYX(a3HbIM MOJIOKUTEIbHBIM TaBJI€HMEM
(BPAP), mogens F-25A, B cocTase:

4.1 bnok ocHoBHoi F-25A - 1 miT.

4.2 Macka Ha Bce yimiio FMIIP, pasmep S (nmpu Heo6xoaumocTu) — 1 1iT.
4.3 Macka Ha Bce quiio FMIIP, pasmep M - 1 1.

4.4 Macka Ha Bce yimiio FMIIP, pasmep L (mipy Heo6xommumocTn) — 1 miT.
4.5 HasanpHast macka NMI, pasmep S (ripu Heob6xogmumocTn) — 1 1iT.
4.6 HazanbHast macka NMI, pasmep M (nipu Heob6xopumocTn) — 1 wit.
4.7 HazanbHast macka NMI, pasmep L (npu Heob6xomnumoctu) — 1 miIt.
4.8 BospyiHbIin KOHTYp - 1 1mT.

4.9 Bo3mylHbIN KOHTYP C TIOJOTPEeBOM (IIpy HEOOXOAMMOCTH) — 1 mIT.
4.10 Pe3epByap 1151 BOAbI — 1 IIIT.

4.11 BosmyHbiin Guabtp — 1 1.

4.12 Kab6enp nmuranmst — 1 1iT.

4.13 Apanrep nutauus — 1 miT.

4.14 TpexxomoBOM KOHHEKTOp — 1 1IT.

4.15 SD kapra - 1 wir.

4.16 SpO2 Habop (rmpu Heo6XoaAMMOCTH) — 1 TIIT.

4.17 PyKOBOJCTBO IO 3KCIUTyaTanyy — 1 IIT.

5. AnmapaT MCKYCCTBEHHOM BeHTU/ISILIMY JIETKUX C ABYX(}a3HBIM IOJIOKUTEIbHBIM [aB/IeHeM
(BPAP), mogenb, R-30A, B cocTage:

5.1 Bsiok ocuoBHOI R-30A - 1 mit.

5.2 Macka Ha Bce quiio FMIIP, pasmep S (ripu Heo6xogumocTn) — 1 1iT.
5.3 Macka Ha Bce juio FMIIP, pasmep M - 1 1ur.

5.4 Macka Ha Bce yimiio FMIIP, pasmep L (ipu Heo6xommumoct) — 1 mirT.
5.5 HasanpHas macka NMI, pasmep S (mipu Heo6xoamumocTi) — 1 1.
5.6 Hasanpuas macka NMI, pasmep M (ripu Heo6xoaumocTy) — 1 1.
5.7 Hasanpuast macka NMI, pasmep L (npu HeobxoaumocTn) — 1 11T
5.8 BosmyHbiii KOHTYp — 1 1mT.

5.9 Bosgy1iHblii KOHTYD C ITOAOrPeBoM (Ipy He06X0oaAUMOCTH) — 1 IIIT.
5.10 PesepByap aj1s Bombl — 1 11IT.

5.11 Bospyuuubiii GuabTp — 1 1mT.

5.12 Kabesnb muranus — 1 mir.

5.13 Apanrep nuradus — 1 mir.

5.14 TpexxomoBoi KOHHEKTOp — 1 IIIT.

5.15 SD kapra - 1 wir.

5.16 SpO2 nabop (rmpu HeobxoaMMOCTH) — 1 IIIT.



5.17 PykoBoACTBO 10 SKCIuTyaTanmm — 1 1mr.

6. Ammapar MCKyCCTBEHHOM BEeHTWISIIIUMA JIETKUX C IBYX(as3HbIM IMOJIOKUTETbHBIM JaBJIeHNEM
(BPAP), mogens R-30T, B cocTaBe:

6.1 biiok ocHoBHO¥ R-30T - 1 .

6.2 Macka Ha Bce qutio FMIIP, pasmep S (ripu Heo6xoaumocTu) — 1 1iT.
6.3 Macka Ha Bce quiio FMIIP, pasmep M - 1 mir.

6.4 Macka Ha Bce yimuio FMIIP, pasmep L (ipu Heo6xoamumocTu) — 1 mit.
6.5 Hasanbuas macka NMI, pasmep S (npu HeobxomaumocTn) — 1 miT.
6.6 HasanbHas macka NMI, pasmep M (ipu HeobxogumocTn) — 1 miT.
6.7 HazanbHast Macka NMI, pasmep L (nmpu Heob6xoaumocT) — 1 1.
6.8 BosnyiHbiit KOHTYp — 1 1miT.

6.9 Bo3myIiHbIii KOHTYp € TOAOrpeBoM (ITpy HeOOXOAMMOCTH) — 1 IIIT.
6.10 Pesepsyap m1s Bogbl — 1 mrT.

6.11 BosmyiiHbiii GuabTp — 1 1T

6.12 Kabenb nmutanms — 1 mir.

6.13 ApganTep nuranus — 1 1iT.

6.14 TpexxomoBoi KOHHEKTOp — 1 1iT.

6.15 SD kapra - 1 .

6.16 SpO2 Habop (pu Heo6XOAMMOCTH) — 1 IIT.

6.17 PykoBoaCTBO 1O 3KCIuTyaTanyuy — 1 IiT.

7. AnmapaT MCKYCCTBEHHO BEHTUJISILIMY JIETKUX C IBYX(ha3HbIM MOJIOKUTEIbHBIM TaBJIeHMEM
(BPAP), mogens R-30V, B cocTase:

7.1 Bnok ocroBHoM R-30V - 1 .

7.2 Macka Ha Bce ymiio FMIIP, pasmep S (mpu Heob6xogumocT) — 1 1mT.
7.3 Macka Ha Bce yimiio FMIIP, pasmep M - 1 1.

7.4 Macka Ha Bce ymiio FMIIP, pasmep L (ripu Heo6xoaumocTy) — 1 1iT.
7.5 HasanpHas macka NMI, pasmep S (mipu Heo6xoamumocTi) — 1 1miT.

7.6 HazanpHas macka NMI, pasmep M (nipu Heo6xomumocTu) — 1 IT.
7.7 HazanpHast Macka NMI, pasmep L (tipy Heob6xogumocTu) — 1 IT.

7.8 Bo3pyiiHblii KOHTYp — 1 1IT.

7.9 Bo3pyiiHblii KOHTYP C MOJ0rpeBoM (IIpy HeobXoammocTn) — 1 mIT.
7.10 Pe3epByap 1151 Boabl — 1 1IIT.

7.11 Bosnyunbiii uabTp — 1 mT.

7.12 Kabenb nutanus — 1 miIt.

7.13 Amanrtep nuranus — 1 miT.

7.14 TpexxomoBO KOHHEKTOp — 1 IIIT.

7.15 SD kapta - 1 mir.

7.16 SpO2 Habop (rpu HeoOXOAUMMOCTH) — 1 IIIT.

7.17 PykoBomCTBO MO 3KCIuTyaTauyy — 1 mrIT.

10. HammeHOBaHMe OpraHu3anym - yIIOJHOMOYEHHOI'O IIPeaCTaBUTES IIPOU3BOIUTEIIS
(usroroButesns) meauiackoro msgenus: OBIIIECTBO C OT'PAHUYEHHOUN



OTBETCTBEHHOCTDBIO "KOMITAHUS "BUBU";

11. MecTo HaxOsKIEeHUsT OpraHM3alyy - YIIOJHOMOUYEHHOIO MPeACTaBUTe IS IIPOMU3BOIATEIS
(usroroButesist) MmeauiHckoro usmenns: 129085, r. Mocksa, np-KkT. Mupa, a. 101, ctp. 1, opuc. 700;

12. FOpunnueckmii afipec OpraHm3aiym - YroJHOMOYEHHOT'O TIPeICTaBUTEISI ITPOU3BOIUTEIIS
(usroroBuresist) meauiHckoro usmenus: 129085, I MOCKBA, BH.TEP.T'. MYHULIUTTAJIBHBIN
OKPYT OCTAHKMHCKUM, ITP-KT MUPA, [I. 101, CTP. 1, [IOMEIII, 1/1;

13. HameHoBaHMe opraHm3aiuiu - MpOM3BOAUTENST MEIUIIMHCKOTO U3/IeJMs VIV OpraHMU3alun
usroroBuTenst meguuyHckoro nsnesmsi: Hunan Beyond Medical Technology Co., Ltd. («XyHaH

Benonn Menukan Teknonomsku Ko. JIto»);

14. MecTo HaxOsKIeHMUsT OpraHu3aliy - IPOU3BOAUTEIIS MEIUILMHCKOTO U3Ae/IMs VI OpraHu3aLyn
MU3rOTOBUTENST MeauLmHCKoro nsnesmsi: Beyond Zone Lijiacun Rd, Xueshi Street Yuelu District
410208 Changsha, Hunan, People’s Republic of China.;

15. IOpuanueckuit agpec opraumsanyy - MIPOU3BOAUTEIIS MeIULIMHCKOTO U3Ie/ M I OPraHu3alun
MU3rOTOBUTENST MeauLmHCKoro nsneymsi: Beyond Zone Lijiacun Rd, Xueshi Street Yuelu District
410208 Changsha, Hunan, People’s Republic of China.;

16. Ctpana opra"usaiuy - IpOU3BOAUTENSI MEIUIIMHCKOTO U3HE/INUS UM OPraHu3alyi - USTOTOBUTEJIS
MeguiMHCcKoro usgenus: Kuraii;

17. OKII/OKIIA2: 32.50.21.122;

18. Kitacc noTeHIIMaabHOIO pMCKa IPUMEHEHNST MEIUIIMHCKOTO U3/ B COOTBETCTBUM C
HOMEHKJIATyPHOM KjaccuduKalmer MeIUIIMHCKUX U3IeniA, YTBep:KaaeMoil MHIUCTepCTBOM

3npaBooxpaHennst Poccuiickon @enepanym: 2a;

19. Ha3HaueHre MeIUIIMHCKOTO MU3IeNsl, YCTaHOBJIEHHOE TTpon3BoauTeseM: Vsgenue nmpegHasHaueHO
1151 obecrieueHst HeMHBA3MBHOV BEHTWISLIMM JIETKMUX Y B3POCJIbIX MAlMEHTOB C OOCTPYKTUBHBIM
aIrtHOd CHA WIM JIbIXaTeJIbHOM HeJJOCTaTOYHOCThIO. JlonoHuTe/bHbie Habopbl SpO2 mpegHa3HaAYEHbI
ILJIST TIOJTYYEeHMST JKM3HEHHO BaskKHbBIX MTOKasaresieil, Takux Kak SpO2, yacrora mysabca. Uspene

UCIIOJIb3YETCA B J'Ie‘-IE6HO-l'IpO(1)I/IJ'IaKTI/I‘-IECKI/IX YUpeXIeHUIX 1 Ha JOMY,

20. Bug MegUIIMHCKOTO M3Aeus B COOTBETCTBMM C HOMEHKJIATYPHOU KiIaccuuKauyen MeguIMHCKIX
u3nesmin, yreepykaaemor MuHuctepctsoM 3apaBooxpanenust Poccuiickoin @enepanym: 318670;
318710;

21. Agpec MecTa MpOU3BOACTBA MJIM U3TOTOBJIEHMS MeauIHcKoro usnenms: Hunan Beyond Medical
Technology Co., Ltd. («XyHau bernona Meaukan Teknonomsku Ko. JItn»), Beyond Zone Lijiacun Rd,
Xueshi Street Yuelu District 410208 Changsha, Hunan, People’s Republic of China.;

22. CBE,E[eHI/IH O B3aMMMO3aMeHsIeMbIX MeOULIIMHCKUX U3OeJIUSIX: ;



23. Mogenu MegUIMHCKOTO U3IeIs:

Kopx Buga HaumeHnoBaHMe Mmopgein

318670 ArmnmnapaT MCKYCCTBEHHOJ BEHTUJISIIUY JIETKUX C ABYX(ha3HbIM MOJOKUTEIbHBIM
nmasienueM (BPAP), mogenb R-30V

318670 ArmnmapaT MCKYCCTBEHHOV BEHTUJISILIVY JIETKUX C ABYX(ha3HbIM MOJIOKUTETbHBIM
nmasjenueM (BPAP), mogenb, R-30T

318670 ArmnmapaT MCKYCCTBEHHOV BEHTUJISILIMY JIETKUX C ABYX(ha3HbIM MOJIOKUTETbHBIM
nmasienueM (BPAP), mogenb, R-30A

318670 ArmnmnapaT MCKYCCTBEHHOJ BEHTUJISIIUY JIETKUX C ABYX(ha3HbIM MOJOKUTETbHBIM
nasieniem (BPAP), momens F-25A

318710 ArnmapaT MCKYCCTBEHHOM BEHTWISILIMM JIETKUX C TIOCTOSTHHBIM TOJIOKUTEJIbHbIM
nmasjenneM (CPAP), momens R-20i

318710 ArnmapaT MCKYCCTBEHHOM BEHTWISILIMM JIETKUX C TIOCTOSTHHBIM TOJIOKUTE/IbHbIM
nmasjenueM (CPAP), mogens F-20A

318710 ArnmapaT MCKYCCTBEHHOM BEHTWISILIMM JIETKUX C TIOCTOSTHHBIM TOJIOKUTE/IbHbIM

nmasiaenueMm (CPAP), mogens F-20C

Brimicka copmupoBana Ha oduiaabHoM caitTe PefepasbHONM CITYKObI IO HAaA30py B cdepe
3apaBooxpaHenys B cetu IHTepHeT: https://roszdravnadzor.gov.ru/.

IOKYMEHT ITOAINVCAH
SJIEKTPOHHOM IMOAIIUCHIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy biman: ®EJEPAJIBHAS CJIVIKBA ITO HAI30PY B COEPE 3TPABOOXPAHEHUS

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



https://roszdravnadzor.gov.ru/

