








JEKJAPAIIASI O COOTBETCTBHUMA

O6L1eCTBO ¢ OrPAHHYCHHOI 0TBETCTBEHHOCTHIO "Mexrponuk"; 000 "Mearponnx"

(naumeuoaamie opraHu3auui Han (l)aMHJ’IHﬂ, MM3, OTHECTBO HHANBHAYANLHOIO NpeANpHINMATENA, NPHHABIIWX AEKAapaLHio o COOTBCTCTBHM)
MesxpaiioHHas uHcnekims denepanpHoit Hamorosoi ciyx6sr Ne 46 mo r. Mockase , 30.01.2008

CBEJIEHHA O perucTpaury oprasi3auui LM HHAKBHAYAIbHOTO npeanpHHUMATENA

OI'PH 1087746137247

(HANMEHOBAHHE PErHCTPHPYIOLLErO OPraHa, IaTa PerHCTPALIH, PErHCTPALMOHHbIR HOMED)
Anpec: 123317, r. Mocksa, [IpecHenckas HabepexHas, a. 10,
tenedon: +7 (495) 580-73-77, dakc: +7 (495) 580-73-78

(anpec, Tencedon, daxc)
B nune  Tenepansnoro aupektopa Ilnscynosoii Enensl BUKTOpOBHEI

(ﬂOﬂ)KHOCTb, cbamumm, HMSA, OTHECTBO PYKOBOAHTENA OpraHH3auly, ot HMEHH KOTOpOﬁ npmmmac*rcn lleKJlapal.llUl)
3asgBngET, 4TO AnnapaTtbl HCKYCCTBCHHOMH BCHTHJISIIMM JIETKHX NPB-840, NPB-760, NPB-740, c
NPHHANTEKHOCTAMHU

(HauMeHOBAHHE, THI, MAPKA NIPOIYKLIMH (YCTYTH), Ha KOTOPYIO PACTIPOCTPAHACTCS AEKapauna)

Konx OKII2 32.50.21.121 Kox TH B2/1 9019 20 000 0

kon OK 005-93 u (unu) TH BOJ CHI unu OK 002-93 (OKVYH), caenenns o cepuiiHoM BbINYCKE WIH NapTHA
CepwuitHbIil BBITYCK

(HOMep NapTHH, HOMEpa H3AENHT, PEKBU3UTLI A0TOBOPA (KOHTPAKTa), HakJIANHas)

“Kosuauen Jlne”, CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HaHMEHOBaHHE H3rOTOBHTENS, CTpaHbl U T.IL.

coorBercTByeT TpeGoBanuam: I'OCT P 50444-92 (p. 3, 4), TOCT P M3K 60601-1-2010,
I'OCT P UCO 80601-2-12-2013

(0603HauEHHE HOPMATHBHEIX JOKYMEHTOB, COOTBETCTBHE KOTOPLIM MOATBEPKICHO AalHOM Aeknapaunefi, ¢ YKa3aHWEM MYHKTOB STHX HOPMATHBHbIX
JOKYMEHTOB, CONEpKaLLHX TpeGoBatus s aHHOM nporykumn (Ycnyri))

Jlexnapalys NPUHATA HA OCHOBAHHM: MPOTOKONA TEXHHYECKHX HUCTIbITaHHH No 2019.TD-24.04CD ot
10.04.2019 OO0 UJILT "MexTectIIputop", per. Ne POCC RU.0001.21MI126 ot 22.07.2015
PerucrpanuonHoe ynocropepenue DenepalpHoil Cryx6bl 10 Han3opy B chepe 31paBOOXpaHEHHUs
(POC3IPABHA/I30P) NedC3 2011/11433 ot 30.12.2011

(llH(I)OpMaulm 0 JOKYMEHTaX, ABMAIOLINXCS OCHOBAHHEM LA NPHHATHA neKnapauml)

Jlata nmpunstus gexnapauud _ 29.04.2019

Jlexmapanus 0 COOTBETCTBHH ACHCTBHUTENILHA JI0 29.04.2022
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M.H.\g) ) r‘ré 4

SV Inscynosa Egena Bukroposna
. (tlomurines) (MBMIHANTE, QaMITHs)
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%\: aluy JeKJapalyy O COOTBETCTBHH
BENOUKAIINA U JEKJIAPUPOBAHHWS», Ne RA RU.11 MIT18

D
. (1anMeHoBallle K AIPEC Oprana no cepTHpHKaUI,

i) MuépnuKy, oM Ne 3, kopryc 1 tenedon: +7 (495) 783-42-17

3aperucTpHpOBABILIETrO JEKIapaLHio)

/481-US.MIM18.B.00890/19 ot 29.04.2019 nelicTByeT Ao 29.04.2022

(maTa PErHCTPALLITH 1 PECHCTPALIIOHHEIIT HOMED JEKNapaLHif)
A1, Toxo

(noANHCh, NHNLIANGL, PAMILTHA PYKOBOMITENS OPrana no cepTdukauin)



ATmnaparsl HCKYCCTBEHHOM BeHTHIALHH Jerkux NPB-840, NPB-760, NPB-740, c nprHaaIeXHOCTIMH
[MpunannexxsoCTH:

1. TloacraBku-AepxaTenu (Tenexku), He 6onee 10 .

2. IoacTaBKH-AepKaTenu rpaguueckoro 1 MHEBMaTHYECKOTO GJI0KOB 11 KPEMJICHHs! KOHCOIM, He 6onee 10
IIT.

3. Kpemuienus st KUCIOPOAHBIX OaioHoB, He 6onee 10 wmr.

4. KoMIIIEKTBI KpEMexXHbIe i1 YBIaXHUTENs, He 6onee 10 wiT.

5. Komnpeccopbt MEIMIMHCKOTO BO3AyXa, He 6onee 10 wmiT.

6. KoMMmyHuKaimoHHbIe aHeny, He 6onee 10 wmir.

7. Mozynu ABYXypOBHEBO# BCIoMoratensHol BenTuisiuH Bilevel, He Gonee 10 mr.

8. Moyu KOMIIEHCAllMK COTIPOTHBIEeH S, He 6onee 10 wrT.

9. Moly/ii HeOHATAIbHbIE C afalTepaMy HEOHATAIBHBIX (HIBTPOB U ONHOPA30BBIMU HEOHATATEHBIMA
¢dunpTpamu, He 6onee 10 mr.

10. Monynu 06BeMHO# BEHTHIISLIMA ¢ MUHMMAJIBHBIM 1aBJICHHEM B JBIXATE/IBHbIX MyTAX, HE oonee 10 mr.
11. Monynu mpoIopIHOHANBHOM BCIIOMOTaTebHON BeHTHIANUY, He Gonee 10 mT.

12. Monynu KOMIIEHCaluH yTedek, He 6onee 10 mr.

13. Monynu Tpennos, He 6onee 10 wr.

14. Moaynu pecniupaTopHoii MexaHukH, He 6onee 10 .

15. Moaynu nutanus, He 6onee 10 .

16. MoHuTOps! AbIXaTenbHBIX QyHKIMH, He Gonee 10 mT.

17. YcTpoiicTBa Ul MHTQIAIXOHHOTO BBEEHHS, He Goee 10 mt.

18. EMkocTu A npenaparos, He 6onee 10 .

19. IlInanryu BO3AyIIHBIE, KUCIOPOIHbIE, YBIaXHUTENS, HE Gonee 10 wr.

20. KoHTypsI AbIXaTeNBHEIE B3pOCIbIe, JIETCKHE, MIIOIOPa30BbIe, HEOHATAIBHBIE, ONHOPA30BEIC,
MHOTOpa30BbIE, CHIIMKOHOBBIE C BiIlarocOopHuKamy, He 6osee 10 mr.

21. dunbTps! GakTepHaTbHbIE, BXOAHbIE, BO3AYIIHbIE, BEHTHIIATOPA, He Gosee 10 mT.

22. GunsTpsl BIOXA M BeI0Xa OakTepuansHele, He 6onee 10 mrT.

23. Braroc60pHHKH MHOTOKPaTHOTO UCTIONb30Banus, He Gonee 10 mr.

24. Biiaroc60pHHKH OJHOKPATHOTO KCIIOJb30BanMus, He Gonee 10 wr.

25. Venaxuurenu, He 6onee 10 mT.

26. Jlunuu nasiieHud, He O6oinee 10 mrT.

27. laTuuku motoka, He 6omnee 10 mir.

28. Akceccyaphl K YBIQXHUTENIO, He Oosee 10 mit.

29. Kameps! yBIaXXHATEJS AETCKHE, B3pocible, He Gonee 10 wr.

30. Kameps! BIOXa U BeIIoXa, He 6onee 10 mir.

31. Anmantepsl, He 6onee 10 mT.

32. Kpemnenus TepMoJaTduKoB, He 6onee 10 mrt.

33. TepMoaaT4HKH [ist yBIaXHUTENS, He 6onee 10 wwT.

34. 3axuMsl 219 KOHTYpa, IU1anros, He 6onee 10 mr.

Bl
35. A6eopOupytomad Gymarg; fe Goxee 10 .

MH e Ilasicynosa Enena BukroposHa

(ToIHCEH) (MHHIKATEL, (haMATHS)
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Ty oHYS

JIeKJTapalii O COOTBETCTBUH
KAIIMU U IEKJIAPUPOBAHU SI», Ne RA RU.11 MII18

(HanMeHOBaHHE H afipec opraHa o cepTidukaiuy,

hdprmicu, oM Ne 3, kopnyc 1 Tenedon: +7 (495) 783-42-17

3aperHcTpHpOBABLIEro JAeKapaunio)

2 j S.MM18.B.00890/19 ot 29.04.2019 geiicTByeT A0 29.04.2022

(nata perncTpaLHH 1f PErHCTPALIIONHBIT HOMCD JeKnapatin)
AL JToxo

(noanich, WHILMANE, (haMHig PYKOBOANTENS Oprana no cepTuduKaLlii)



36. Jlepxareny ¥ KpOHIUTEHHBI KOHTYpa, He 6oee 10 miT.

37. Knanansl PEEP muoropa3soBsle, He 6onee 10 mr.

38. bnoku akkymynstopHele, He 6onee 10 wir.

39. KoHHEKTOpHI C IOPTOM JAaBieHus, He 6onee 10 .

40. CerteBsle mIHYpHI, He 6onee 10 mT.

41. CoenunurensHble Kabenn, He 6oiee 10 wrT.

42, TectoBsle jerkue, He domnee 10 mr.

43. YcrpoiicTea oborameHus Kiucnopoaom, ne 6onee 10 mwr.

44, PykoBoacTBa nons3osarens, He 6onee 10 mT.

45, TIporpammHoe obecnievenne Ha CJ] nuckax, ve Gonee 10 mr.

MecTo Mpou3BOACTBA:

1. Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA.

2. Covidien Llc, formerly Nellcor Puritan Bennett, 37 Blvd. Insurgentes Libriamento A La P., La Mesa
Tijuana, B.C., Mexico.

3. Covidien Llc, formerly Nellcor Puritan Bennett Ireland Ltd., Michael Collins Road Mervue, Co. Galway,
Ireland.

4. Fisher & Paykel Healthcare Ltd., 15 Maurice Paykel Place East Tamaki, Auckland, 2013, New Zealand.
5. Air Safety Ltd.,Vickers Ind Estate, Mellishawlane, Morecambe, Lancashire, LA3 3EN, UK.

6. LHI Technology (Shenzhen) Co., Ltd. Bang Ling Cun Xiao Zu (Cun Bei) Gui Hua Cun, Guan Lan, 518110
China.

7. Aerogen (Ireland) Ltd., Galway Business Park, Dangan, Galway, Ireland.
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MH SHoficy : INascynosa Enena BukropoBua
(noanuce) (uHuUMAITEL, (HaMUINS)
- v&f}»'
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(HauMeHOoBaHKE 1 AAPEC OPrana no cepTHhHKaLIL,
dnépnuxu, oM Ne 3, xopnyc 1 Tenedon: +7 (495) 783-42-17

3aperucTpHpOBaBIIEro ACKNAPaLIIO)

S.MI118.B.00890/19 ot 29.04.2019 geitcTByeT A0 29.04.2022

(naTa perncTpauMit i PeriiCTPALIOHHEIT HOMED AEKNapaLuin)
A oxo

(MOANHCD, HHNLHANBL, (HAMIINA PYKOBOAHTENS OPrana no cepTikarii)




