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~ OEAEPAABHASA CAVKBA IO HAA3OPY B COEPE 3SAPABOOXPAHEHMS
o (POC3APABHAA3OP)

e IMPHJIOYKEHHUE
. KPETUCTPALIMOHHOMY YIOCTOBEPEHHIO
| | HA MEAULIUHCROE U3AEJIHE

- or 11 okrsGps 2018 rona  Ne P3H 2014/1524

Ha MeIuIuHCKOE H3IETHE
~ Anmapat HCKyccTBeHHO# BeHTHasinuy Jerkux Newport HT70 Plus,
¢ NPHHANTEKHOCTAMH:
- Kommekt:
- PyKOBOJCTBO 10 9KCILTyaTallny Ha OyMaXHOM HOCHTEJIE.
- brok nutanus - 1 mrt.
- CereBo#f kabens - 1 mr.,
- Bo3ayisbiii (UIBTP OJHOPA30BBIH, 5 IIT. B OJHON YIIAKOBKE,
- TlpokcumansHbliA GUIBTP OJHOPA3OBBIH, 5 IIT. B ONHON YIAKOBKE.
- bakTepuayipHblit QUIBTD - 1 WT.
- JJaT9uKH IIOTOKA - 2IIT.
Ipunapiexnocry.
1. JlaTuuKu I0TOKA OIXHOPA30BbIe, MHOTOPa30Bhie, He Oojee 10 mT.
- 2. JlaTunKH KMCIIOPO/HBIE IS B3pOCIBIX, U fleTei, He Oonee 10 mrr.
3. Kucinopoaablii 6a/uIoH.
4. KucnopogHO-BO3AYILHbIA CMECHTETh CO HITaHroM/|IA 0€3.
5, ltanry KuCIOpOAHbIE, He Golee 10 miT.
6. DUABTPBI CMECHTEIS, 5 MIT.
7. Anarrtepsl, He Goee 10 mit.
8. Koutexropsr, He 6onee 10 mt.
9. Byiox IATaHHS C CETEBBIM KabeaeM.
- 10. ok akKyMyJIITODHbIH.
~ 11. CereBoii Kabeb.
12. Ctolika Ha KojecuKax.
13. Kabenb BbI30Ba MEICECTPBL.
14. Kponmreitbl, He 6onee 10 mrr.
- 15. TloxacraBKu-fiepxkateny, He 6onee 10 mr.
16. Kpennenus, ve 6onee 10 mt.
17. KoHTypbl ObIXaTebHbIe UL ICTeH, A1 B3pOCIbIX, He Oosee 20 mmt.
18. OusbTphl OakTepHaabHbie, HE 0oee 10 mrT.
19. OunbTpsl BO3AyLIHBIE, HE 6oee 10 mrT.
20. OuabpTphI HPOKCHMaTbHEIE, He 6osee 10 mr.
21. Knamassl BJioXa, BbIIOXa, He Oojee 10 mrt.
22. YBAKHATEID. :
- 23. Bo3ayxoBozsl, He 6oiee 10 mt.
- 24 Braroc6opHuKH, He 6o7ee 10 . ,
~ 3amecrureas pykosoautens ®eepansuoii CiyRopE-. L /Ay
~ 1o Haj30py B cepe 3APABOOXPAHEHUST S G a5 JLIO. Hasmoxos




_ OEAEPAABHASA CAVKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHMA
e E e (POC3APABHAAZOP)

MPUJIOYKEHHUE

R PETHCTPALIUOHHOMY Y/IOCTOBEPEHHIO
HA MEJULIUHCROE U3/EJIUE

_or 11 oxTs6pn 2018 roga  Ne P3H 2014/1524

25. Tpybku u3meputesbabie, He 6oee 10 mT.
= 26. Tpybku coenuauTeNbHBIE, He Oosee 10 mT.
~27. PesepByap A5 HOAKTIOYSHHS KHCIOPO/a HU3KOTO IaBIICHHSL.

28. CymKa Jutsl TPaHCHOPTHPOBKH.
29. Keiic [id XpaHeHHsL.
30. Kop3uHna /15 akceccyapos.
31. Ilopt naBieHuUs:.
32. atunky JaBienus, He 6osee 10 mr.
33. KoMmakT-Iuck ¢ HHCTPYKIUEH 0 SKCITyaTallyy.
34. USB ¢mom-aMsTs.
MecTo TpoU3BOACTRA:
1. Covidien, Michael Collins Road, Mervue, Galway, Ireland. :
2. GVS Filter Technology UK - Medical Air Filtration Division, NFC House, Vickers Industrial
Estate, Mellishaw Lane, Morecambe, Lancs, LA3 3EN, United Kingdom.
3. Fisher & Paykel Healthcare Ltd., 15 Maurice Paykel Place, East Tamaki, Auckland 2013,
New Zealand. 2
4. AOK Tooling Limited, No. 3, Longtian 3 Road, Longtian Estate, Kengzi Street, Pingshan
District, Shenzhen, 518122 Guangdong, China.

- 5. GaleMed Corporation, No. 87, Li-Gong 2nd Road, Wu-Jia, I-Lan 268, Taiwan.
6. Instrumentation Industries Inc., 2990 Industrial Boulevard, Bethel Park, Pennsylvania 15102,

- USA. :

7. Vincent Medical (Dong Guan) Manufacturing Co., Ltd. 45-46 ShaBu Industrial Zone, Qiao

- Long District, Tang Xia Town, Dong Guan City, Guangdong Province, China.

- 8. Aerogen Ltd., Galway Business Park, Dangan, Galway, Ireland.
9.3M Edumex, S.A. de C.V., 6620 Oriente, Calie Ramon Rivera Lara, Cd. Juarez Chihuahua,
32605 Mexico. ,
10. Newport Medical Instruments Inc., 1620 Sunflower Avenue, Costa Mesa, CA 92626, USA.

.| 3amecrurens pykosogurens DelepaibHoi Cyd 8 AT v
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JAEKJIAPAIIUASI O COOTBETCTBUH

O6mecTBo ¢ orpannuennoii orsercreenHocTni0 "Mearponnk'; 000 "MearpoHux'
(HﬂllMCHOBaHHC OpraHu3auuy uinu cbamumm, HMA, OTHECTBO HHANBHAYANLHOTO NPEANPUHHUMATENA, NPHHABLINX ACKIapalHio o COOTBCTCTBHM)

Mexpaiionras nHcnekius QOenepanbHol Hamoroso eyl Ne 46 1o r. Mockse , 30.01.2008
CBEAEHHA O PErvCTPALIMH OPraHu3aLHH UK HHAMBHAYANBHOTO MPEANPHHHMATENS

OI'PH 1087746137247

(HanMEHOBAHHE PErkCTPHPYIOLIETO OPraHa, AaTa perucTpaLyt, perucTpauHoOHHbIH HOMEp)
Anpec: 123317, r. Mocksa, IIpecHeHckas HabepexHas, 1. 10,
tenedon: +7 (495) 580-73-77, baxc: +7 (495) 580-73-78
(anpec, TenedioH, dakc)
B e  I'enepamsHoro pupekropa Ilisicynosoii Enensl BUKTOpOBHEI
(IIOJI)KHOCTI:, (I)BMMJIIUI, UM, OTHECTBO PYKOBOAHTENA OpraHH3aurH, OT HMEHH KOTOpOﬂ NpHHUMAETCA Aexnapauun)
3asBis€eT, YTO Annapar uckyccrBeHHoili Benruasinun jerkux Newport HT70 Plus,

C NIPHHANJICKHOCTAMH

(HanMeHOBaHHE, THN, MAPKa NPOAYKLUH (YCAYrH), Ha KOTOPYIO PacNpOCTPaHAETCA AeKi1apalliis)

Kox OKIIJ2 32.50.21.122 Kox TH B2/ 9019 20 000 0

kof OK 005-93 1 () TH BOJZE CHI unn OK 002-93 (OKYH), cBeeHis 0 CepHitHOM BEIMYCKE WM NapTHH
CepHitHbIit BBITYCK
(HOMEp NapTHH, HOMEPA H3AEHH, PEKBH3NTL! AOrOBOPA (KOHTPAKTa), HakiaaHas)

"Kosuguen Jlinc", CIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HAaHWME€HOBAHHE H3rOTOBUTENA, CTPaHbI H T.I.

cootBeTcTBYET TpeboBanusm: ['OCT P 50444-92 (Pasn. 3, 4), T'OCT P M3K 60601-1-2010, TOCT P
HUCO 80601-2-12-2013, 'OCT IEC 60601-1-8-2011

(0603HayeHHE HOPMATHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPbIM NOATBEPIKACHO AaHHOM Aeknapaupeii, ¢ ykasaHHEM MYHKTOB ITHX HOPMATUBHbIX
JIOKYMEHTOB, COAEpKaLIiX TpeGoBaHHs AA JaHHO NPOAYKLUHK (YCiyri))

Jleknapanus NpHHATA HAa OCHOBAHHH: IIPOTOKOJA TeXHHYECKHX Hcnbrraduit Ne 2018.TD-34.10CD ot
16.10.2018 OO0 MJILI "MexnTectlIpubop", per. Ne POCC RU.0001.21MI126 ot 22.07.2015
PeructpanyonHoe ynocroBepenue @emepanpHOM CiyxOGB 10 Hag3opy B chepe 34paBOOXpAHEHHS
(POC3IPABHA/I30P) Ne P3H 2014/1524 o1 11.10.2018

(nHdopMaLHs O HOKYMEHTEX, ABASIOLMXCA OCHOBAHHEM IS NPHHSATHS ACKIAPALIHK)

Hara nmpunsaTus nexnapanun  18.10.2018

Jexapanus 0 COOTBETCTBUH JIeHCTBUTENBHA 10 18.10.2021

Ilnacynosa Ejgena BukropoBna
(vHUIMANE], haMUIus)

[P CEPTUOUKAIINN 1 NEKJIAPUPOBAHMSI», Ne RA RU.11 MITI8

(Haumenoaauue H aapec oprana no ceprmbuxaumi,

':z~ Yi1. MuéBHuKH, oM Ne 3, kopryc 1 Tenedon: +7 (495) 783-42-17

3aperucTpipoBasLUEro nexnapaumo)

-US.MIM18.B.00143/18 ot 18.10.2018 gencrByet o 18.10.2021

(aata pericTpanii i perHcTPauHOHHbI HOMEp AeKnapaLlii)
A . doko

(moanuck, HHKLMANIEL, (aMIUIS PYKOBOAHTENS OpraHa no cepTidukaumi)




Anmnapar uckyccTBeHHoi BenTuisiunu jterkux Newport HT70 Plus, ¢ mpuHauie)XHOCTIMH
Kommnexr:

- PykoBOACTBO IO BKCILTyaTauy Ha OyMa)KHOM HOCHTEIIE.

- bnok nutanus - 1 mr.

- CeteBoii xabens - 1 mr.,

- Bozmymserit pUiasTp OQHOPA30BEIH, 5 IIT. B OOHOH yIIaKOBKE,

- [IpoxcumanbHeli GHIBTP OXHOPA30OBEIH, 5 IUT. B OJHOH YIIaKOBKE.

- BaktepuanpHbIit GUabTp - 1 MT.

- JlaTunku MoToKa - 2I1T.

Ilpunannexxuoctu:

1. JaTukky IOTOKA OJHOPA30BEIE, MHOIOPa3oBEIe, He 6onee 10 mmT.

2. JlaTuuKy KHCAOPOAHEIE AJIS B3POCIBIX, AN Aeteit, He 6onee 10 mT.
3. Kucnoponsslit 6amioH.

4. KrucnopoaQHo-BO3AYIIHEIH CMECHTENH CO IUTAHIOM/HUIH Oe3.

5. llnanru kucnopoaHele, He 6osee 10 mrT.

6. OUIBTPHI CMECHTENS, 5 IMT.

7. Anantepsl, He 6onee 10 mT.

8. Kounekropsl, He 6onee 10 mT.

9. bnok nuTaHUs C CETEBBIM KabeneM.

10. biok akKyMyJIsSTOPHBIHA.

11. CeteBoit xabensb.

12. Croiika Ha KONECHKaX.

13. KaGens Be130Ba MEACECTPHI.

14. Kponmreiinsl, He 60nee 10 mt.

15. TloncraBku-nepxareny, He 6onee 10 mr.

16. Kpennenus, ne 6onee 10 mr.

17. KoHTypHI AbIXaTeNbHbIE I AeTell, Ast B3pocibIX, He 6onee 20 mrT.
18. ®unpTpEI GakTepuanbHble, He Gonee 10 mT.

19. OunsTpEI BO3AYIHEIE, HE Oosee 10 mT.

20. OunbTpe! NpoKcUMANbHELE, HE Gonee 10 . 21. Kiranans! Booxa, Beloxa, He 6onee 10 mrt.
22. YBnaxXHuTeNb.

23. Bo3nyxoBogsl, He 6onee 10 mT.

24. Bnaroc6opHuxH, He 6onee 10 wrT.

25. Tpybku usmeputenbHele, He 6onee 10 mwiT.

26. Tpybku coenuHuTENbHEIE, HE 60n€ee 10 mT.

27. Pe3epByap Ui NOKITIOUEHHS KHCIIOPOJa HU3KOTO JIABICHHS.

28. CymKa 7151 TpaHCIOPTHPOBKH.

IlnscynoBa Enena BukroposHa
(uHULMATEL, (aMUIIKS)

> CEPTUGUKALIUA U JEKJTAPUPOBAHM A», Ne RA RU.11 MIT18

(HanMeHOBaHHE H ApPeC OpraHa No cepTHhHKALMH,

yi1. Muésnuky, nom Ne 3, xopnyc 1 tenedon: +7 (495) 783-42-17

3apEerncTpHPOBABLIEro ACKNAPaLIHIO)

0-US.MM18.B.00143/18 ot 18.10.2018 nevctayet go 18.10.2021

(maTa perHcTpaLiii 1 PErHCTPALHOHHbIH HOMEp AcKIapauin)
A L. Moko

(NOANHCH, HHULKMANL, (HPaMIIA PYKOBOMITENS OPrana no cepTudukau)




30. Kop3uHa a1 akceccyapos.

31. Tlopt naBsnenus.

32. laturku nasnenus, He 6onee 10 mr.

33, KoMnakT-gucK ¢ HHCTPYKIMEH 110 IKCILTyaTaluH.

34, USB ¢nam-namaTs.

MecTo MPOU3BOACTBA:

1. Covidien, Michael Collins Road, Mervue, Galway, Ireland.

2. GVS Filter Technology UK - Medical Air Filtration Division, NFC House, Vickers Industrial Estate,
Mellishaw Lane, Morecambe, Lancs, LA3 3EN, United Kingdom.

3. Fisher & Paykel Healthcare Ltd., 15 Maurice Paykel Place, East Tamaki, Auckland 2013, New Zealand.
4. AOK Tooling Limited, No. 3, Longtian 3 Road, Longtian Estate, Kengzi Street, Pingshan District,
Shenzhen, 518122 Guangdong, China.

5. GaleMed Corporation, No. 87, Li-Gong 2nd Road, Wu-Jia, I-Lan 268, Taiwan.

6. Instrumentation Industries Inc., 2990 Industrial Boulevard, Bethel Park, Pennsylvania 15102, USA.

7. Vincent Medical (Dong Guan) Manufacturing Co., Ltd. 45-46 ShaBu Industrial Zone, Qiao Long District,
Tang Xia Town, Dong Guan City, Guangdong Province, China.

8. Aerogen Ltd., Galway Business Park, Dangan, Galway, Ireland.

9. 3M Edumex, S.A. de C.V., 6620 Oriente, Calie Ramon Rivera Lara, Cd. Juarez Chihuahua, 32605 Mexico.
10. Newport Medical Instruments Inc., 1620 Sunflower Avenue, Costa Mesa, CA 92626, USA.

IlascyHoBa Esena BukropoBHa
(uHHIHATIE], (aMHIIHs)
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