J1

PEANEPAJIBHAA CNYXBA MO HAA3SOPY B COEPE 3PABOOXPAHEHWA
(POC3OPABHAL3OP) Y

HA MEOVLIMHCKOE N3OENNE
OT 08 Hos16psa 2021 roaa P3H 2016/4138

Ha mefumumnHCKoe nsgenve
AnnapaT UCKYCCTBEHHOM BEHTUNAUMN NErKnx «Evita ¥300» ¢ NpUHaaNeXXHOCTAMM

HacTosLee perncTpaloHHoe yA0CTOBEPEHME BblaHO
O6LEecTBO € OrpaHNYeHHON 0TBETCTBEHHOCTLIO "'[perep™ (OO0 " Operep’), Poccus,
107061, Mocksa, NMpeobpaxkeHckas M., 4. 8, aT. 12, nomewy,. LITI

Mpoun3ssoanTens
“Operepeepk Al" yHa Ko. KI'aA™, I"'epmaHus,
Dragerwerk AG & Co. KGaA, 23542, Moislinger Allee 53-55, Lubeck, Germany

MecTo Npou3BOACTBa MEANLIMHCKOIO U3AENNS
CM.MPW/IOXEHWE

Homep peructpaymoHHoro gocbe Ne P1-44933/66770 ot 21.10.2021
*acc NOTEHLMANBLHOIO pUCKa NPUMEHEHUA MeLNLUHCKOro n3genus 26

Kog O6LepoccuiAickoro Knaccugukaropa npoayKumm no Bugam 3KOHOMUYECKOW
fearenbHoctn 32.50.21.122

HacTosee perncTpaloHHoe yA0CTOBEPEHVE MMEET NPUIOXKEHME Ha 3 NCTaxX

npukasomM Poc3apaBHag3opa ot 08 Hos6ps 2021 'Yn
[OMNYyLLEeHO K 06paLLeHno Ha TeppuTopun Poccrp&ucVi X oN
3amecTuTeNb pykoBoaTens deaepasnibHoM

Nno Haa3opy B chepe 34paBOOXPaHEHNS



®EANEPA/IBHAA CNYXBA MO HAA3OPY B CPEPE 3IPABOOXPAHEHWA
(POC3OPABHALSOP)

[MPUNOXEHWE

HA MEAVUWHCKOE U3AENVE
oT 08 Hos6psa 2021 roga Ne P3H 2016/4138

Ha meauumHckoe nsgenve

AnnapaTt UCKYCCTBEHHON BEHTUNAUMM NErknx «Evita V3Q0» ¢ NpuHaaNeXXHOCTAMMN:
Cocras:

1. Avcnnein ynpasnsatowumii Infinity C300.

2. OcHoBHo 610k annapata Evita V300.

3. KpoHWTENH A1 NOALEPXKKM [blXaTe/IbHbIX LUMaHIOB.

4. Aatumnkm notoka (Flowsensor), He 6onee 5 LwT.

5. MporpammHoe obecrieyeHne Evita V300.

6. PykoBoacTBO Nno akcnnyaTtaumm Evita V300 Ha pyCCKOM 5i3blKe, NeyvaTHOe.
lMpuHagnexHocTu:

1 JINLEH3MOHHBIA KoY AN1S aKTUBaLMW (YHKLUM BEHTUALMK NIEFKMX CO COPOCOM [aBfieHus
(APRV).

2. INLEH3MOHHbIN KNOY 415 aKTUBaUUK (YHKUMN 06beMHAs MUHYTHasA BEHTUNIALNS
MMV). ¢ .

3. JINLEH3NOHHbIN KU ANS aKTUBaLMK (YHKLUM KOMMEHCALMW CONPOTUBNEHNS
aHpoTpaxeasibHoM Tpybku (ATC).

4. JINUEH3VOHHbIV KN4 419 akTuBauum (PYHKLMU NPONOPLMOHaIbHON MOAAepXKKN
fasneHviem (PPS).

5. JINLLEH3NOHHBIV K/OY AN aKTUBALMKN pacLUMpeHHOro MoHuTopuHra (Monitoring Plus).
6. JINLEH3MOHHbIN KoY ANs akTmeaumm VIBJ1 HOBOPOXAEHHbIX.

7. JINUEH3NOHHbIV KoY Ans aktuaumm SmartCare/PS.

8. JINLEH3NOHHBIN KU ANS aKTMBALMW HEMHBA3MBHOW BeHTMAALMN nerkux (NIV).

9. JINUEH3NOHHbIN KoY NS akTuBaumm yHkummM Smart Pulmonary View.

10. JTNUEH3NOHHBIV KU AN aKTMBaUmn (yHKLUMKU noaaepkkun gasneHvem (PC-PSV).
11 JINLEH3MOHHbIN KoY Ans akTueaumm hyHkummn AutoFlow/VG.

4 2. JINUEH3MOHHBLL K/THOY AN aKTMBau i pyHKUnn nameperHns C02.

13. Tenexka.

14. TpaHcnopTHbIA Moaynb TSU.

15. 3aMOK 4119 COeJMHEHWNSA C TPAHCMOPTHLIM MOZY/EeM.

16. ¥Y'3en ana npucoegnHeHUs ¢ KpoBaThbio.

17. 3aMOK [N y3na CoefiMHeHNS C KpoBaTbto (CTOPOHa KPoBaTK)

18. LLnaHrn gna nofayv UeHTpaibHbIX ra3oB (K1CNopod, Cx He 60s1ee 2 L.
19. PenibC AN KpenneHus 4onosHUTeNbHOro 060pyaos

20. YBNaxHuTe b AblXaTe/lbHOW CMECH.

21 . Kamepa yBnakHUTeNs B3pocnast U AeTCKas. $ V- .-y

22. TemMnepaTypHbIN faTUNK YBNKHUTENS.

3amecTuTenb pykoBoauTens defepanbHOl cnyxo )

No HaA30py B Chepe 34paBOOXPaHEHUS [.FO. MaBnokoB
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23. Kaberib 060rpeBa LLTaHroB K YB/aXKHUTESTHO.
24, Hebynaiizep MHEBMATUHECKIINA (PacTbUINTESb SIeKAPCTBEHHbIX CPECTB).
25. Hebynaiisep ynbTpassByKoBOi (pacrblTe b IEKAPCTBEHHBIX CPEACTB).
26. AnanTep 19 Kaberisi 06orpesa LLIaHroB.

27. KoHTyp nauueHTa (KOMMNIEKT AbIXaTeNbHbIX LUIAHT0B) A/19 B3POC/IbIX:

- LLInaHrv abIxatesibHble /19 KOHTYpa /19 B3POC/bIX

- AnanTepbl A1 LLTAHroB /159 KOHTYPA /19 B3POC/IbIX

- Bnarootgenutenb A5 KOHTypa /19 B3POC/IbIX

28. KOHTYp naupeHTa (KOMIVIEKT [bIXaTe/TbHbIX LLaHIoB) /19 AETeN:

- LLinaHrn gpixatenbHble A8 KOHTYpa Ans AeTeil;

- AIanTepbI /19 LWIAHIOB [/19 KOHTYPa [/151 IETEN;

- Bnarootgenutenb Ans KOHTypa 414 LeTei.

29. KOHTYp 0f1HOpa30BbIl AbIXaTe/bHbIi NaymeHTa VentStar -25 wt./komnn.
30. KoHTyp oaHOpa3oBbIi AbixaTenbHbli nayneHTa Vent Set Coax - 20 wT./ KOMAA.

31. Macka anst HemHBasMBHON BeHTUNSALMK NovaStar.

32. Macka [ns HeMHBa3MBHOW BEHTMNALMM 0fHOpPa3oBble GlassicStar.

33. Macka 411 HerHBa3VBHON BEHTUAALMM oaHopa3oBble ComfortStar.

34. dunbTpbl OgHOPa30BbIe AblXaTesbHble aHTUbakTepuanbHble SafeStar, He 6onee 50 WT.
35. dunbTpbl 04HOPa30Bble AblXxaTe/bHble aHTMOaKTepnanbHble CareStar, He 60nee 50 WT’
36. ®uNbTPLI 0JHOPa30BbIe AblXaTe/bHble aHTUbakTepuanbHble TwinStar, He 6onee 50 LT,
37. KOHHEKTOP /191 CoeAMHEHNA AbIXaTe/bHbIX LLTaHIoB ErgoStar.

38. TennonarobMeHHVKM 04HOPa3oBble AbixaTesibHble HumidStar, He 6onee 50 L.

39. KaHton1 HasasbHble A8 HEMHBA3WBHON BEHTUNALMM HOBOPOXAEHHbLIX BabyFlow, He
6onee 20 wr. ’

40. Mackv ansi HeMHBa3MBHOW BEHTUNALMMN HOBOPOXAEHHbIX BabyFlow, He 6onee 10 wir.
-A3—AfanTepsbl 4ns- HeMHBa3VBHOW BEHTUMALMN HOBOPOXAeHHbIX BabyFlow, He 6uiee-8iuT.
42. baHAKW AN HEMHBA3UBHOW BEHTUNALMN HOBOPOXKAEHHbIX BabyFlow, He 6onee 10 wT
43. LLlanoykn ans HeMHBa3MBHON BEHTUNALMN HOBOPOXKAEHHbIX BabyFlow; He 6onee 10 TrTT
44. Kabenb ana nHteperica Medibus, anuHa 2 m.

45. Oatumkm notoka Infinity ID, He 6onee 5 .

46. NaTumk notoka SpiroL.ife.

47. OaTumK NnoToka HeoHaTanbHbIN (ISO 15, Y-piece).
48. Kabenb HeoOHaTa/lbHOrO AaTymKa.

49. AaTtumk CO2.

50. KioBeTa gatumka C02 (B3pocnas, feTcKas).

51. KtoBeTa gatunka ogHopasosas C02 (B3pocnas.
3amecTuTenb pykosoauTensa defepanbHOM CryXo

Mo Haa30py B chepe 3apaBoOXPaHEHUS O. MaBntOKOB

0090751
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HA MEANLUNHCKOE U3AENVE

QT 08 Hos16pa 2021 roga P3H 2016/4138
Nunet 3

TecToBOE ferkoe.

KnanaH Bbl0xa 04HOPa30BbIil.

KnanaH BbLL{0Xa MHOIOPa30BbIi.

Bnok komnpeccopa GS500.

bnok nutaHna PS500.

KpenneHue ynpasnstoulero aucnnes Infinity C300 ans NOTONOUYHON KOHCONN.
KpenneHune ocHoBHOro 61oka Evita V300 4515 NOTONOYHON KOHCONN.

Kaberib cucTeMHbIiA, fyiHa 0,7 wn 2,80 M.

OULTP BEHTWIATOPA OX/TaXAEHMS anrnapara NPoTUBONbIIEBON.

MecTo npon3BoACTBa:

1. Dragerwerk AG & Co. KGaA, 23542, Moislinger Alice 53-55, Ltibeck, Germany.

2. GlobalMed Inc., 155 North Murray Street, Trenton, Ontario, K8V 5R5, Canada.

3. Shanghai Drager Medical Instrument Co. Ltd., 3#,N0.229, Hupo Road, Shanghai
International Medical Zone, Pudong New Area, 201321 Shanghai, People's

Republic of China.

4. Sleepnet Corporation, 5 Merrill Industrial Drive, Hampton, NH 03842, USA. .

5. Meditera Tibbi Malzeme San. ve Tic. A.8., Ibnimelek OSB Mh. Tosbiyol 4 Sk. No:29
35900 Tire-Izmir-Turkey.

6. Nolato MediTor AB, Nolatovagen, 269 04 Torekov, Sweden.



