AEKJIAPALIMA O COOTBETCTBUHA

OdmecTno ¢ orpanndednoii orsercreeHHocThi0 "Kopnanen Espasusn'; Q00 "Kosnauen Eppazua”

{(HauMEHOBAHHE OPraHIT3ALIEHE HIE (aMINUA, UM, OTIECTBO HHANBHAYRISHOIC NPEANPHHHMATENS, IPUHSABIIHX JIEKIAPAUHI O COOTBETCTBHH)
MeéxpatiogHas pHcnekunsg OepepansHol Hanororo# cryx0sr Ne 46 o r. Mockse , 23.07.2001

CBEACHHR O PETHUCTPALIMA OPTaHH3alEHH WIH HWHAHBHAYANBHOI) NPEANPHHUMATSIIL

OI'PH 1027739579284

(HAMMESHOBAHHE PErMCTPUPYIOIIERO Oprana, AaTa PerUCTPALIMN, PETHCTPAMOHHEIT HOMED)

Anpec: 105120, r. Mockea, nepeynok CeipomsarAanaeckuii 2-i, gom 1 tenedon: +7 (495) 933-64-69

(ampec, Tenedon, dakc)
B mune  T'enepanezoro mupexropa boxkosoi Mapuu JIbBoBHBI

(BOMKHOCTS, (AMAIUA, HMS, OTYECTRO PYKOBOAMTENA OPIraHU3aLHN, OT HMEHH KOTOPOM APHHUMAETCR ASKIapaLiis)
3agBiieT, YTo Hinennn PAaCcXodHBIC K aNaparamM I/ICKYCCTBeHHOﬁ BEeHTHISENEHN JErKux

(HAMMEHOBAHYE, THIL, MADKA NPOAYKUMY (YCTYTH), Ha KOTOPYIO PACIIPOCTPAHACTCA ASKIApaLns)

Kox OKII 93 9800 Koa TH B3/ 9019 20 000 0

xox OK 005-93 u () TH B3] CHT wnu OK 002-93 {OKVYH), ceeaenns 0 cepHilHOM BBITYCKE HAKM HAPTHH
CepriiHBII BEITYCK

(HOMEp MapTHH, HOMEpPA U3ACANE, PEKBH3HTE A0OrOBOPA (KOHTPAKTA}, HaKRAKHad)
"Kosnauen JLne", CHIA,
Covidien Lle, 15 Hampshire Street, Mansfield, MA 02048, USA;
Liebel Flarsheim Company, 2111 East Galbraith Road, Cincinnati, OH 45237, USA;
Covidien, formerly Tyco Healthcare Group LP, Nellcor Puritan Bennett S.A. de C.V, Division, Boulevard
Insurgentes #37, 22570 Tijuana, B.C., Mexico;
Covidien, formerly Nellcor Puritan Bennett Ireland, Ltd., Mervue, Galway, Ireland;
Covidien, formerly Tyco Healthcare MMJS.A. de C.V., Ciudad, Juarez, Chihuahua, Mexico;
Fisher & Paykel Healthcare Ltd., 15 Maurice Paykel Place, East Tamaki, 2013 New Zealand;
AIR SAFETY LTD,, Vickers Ind estate, Mellishawlane, Morecambe, Lancashire, UK, 1.A3 3EN.

HAaUMCHOBAHNE HIrOTOBKUTEIA, CTPAHBI H T.0,

coorserctyer TpeboBanusm: ['OCT P 50444-92 (p. 3, 4), 'OCT ISO 8185- 2012 T'OCT P 50267.0-92
(M3K 601-1-88), T'OCT 31513-2012 (ISO 7767:1997), 'OCT P 52770-2007, 'OCT ISO 10993-1-2011,
'OCT ISO 10993-4-2011, I'OCT ISO 10993-5-2011, TOCT ISO 10993-6-2011, 'OCT ISO 10993-10-
2011, I'OCT ISO 10993-11-2011

(o603HAYEHHE HOPMATHBHDIX IOKYMEHTOB, COOTBETCTBHE KOTOPBIM ITOATBEPHICHO JAHHOM| ACKIAPALHMEH, C YKR3AHHEM IMYHKTOB 3THX HOPMATUBHEIX
AOKYMEHTOB, COJEpHaliMX TpeGoBaHMA 1A AAHBOR NPOAYKLIRY (YCIYTH))

Jexnapanus npHHATa HA OCHOBAHMH: NpoToKona uenbitanuii Ne 2015.TD-29.08CD or 13.08.2015 OO0
WL  "MenTecrllpuGop", per. Ne POCC RU.0001.21MIT26 or 22.07.2015; 3axkmouyeHus
TOKCHKONormdeckux uensrranmii Ne 2808.014 or 12.08.2014 UJIL ©@TBEVH "HUHU OXM" ®MEBA Poccun,
per. Ne POCC RU.0001.21M1M33, 05.09.2012 - 16.07.2015
Perucrpannonnoe ymoctosepenne DepepanbHod ciy:xOp 10 Hag3opy B chepe 3/paBOOXPaHEHHS U
coraneroro passuris Ne GC3 2011/09845 or 25.05.2011

(MHcbOpMALMA O AOKYMEHTAX, ABIAIOUIMXCA OCHOBAHHEM IR NPUHATHA NEKIADALLIN}

Ttara mgffissast Nk 13.08.2015
TCRRuH NefCTRUTEHHA 10 13.08.2016

boxopa Mapus JIbsosHa
(MHATHATEL, (aMUITHI)

L

(HAMMEHOBAHHE ¥ aNipec OpPTraHa no cepmquam»m

a, YL Muesnyxm, oM Ne 3, xkopayc 1 Teredom: +7 (495) 783-42-17

3apETHCTPHPOBABILETO ASKNAPELIHMIO)

POCC US.MM41.J105500 ot 13.08.2015

(0aTa pericTPALlHU 1 PErNCTPALMOHHBIH HOMED HEKIapaltii)

e A . doxo

(DOANHCE, HHHEHANLL, (MAMANUA PYKOBOAMTEA OpraHe mo ceprudiixatitm)




W3nenus pacxOOHEIC K allflapaTaM MCKYCCTBEHHON BEHTHIISIIUY JIETKHX

1. IloacTaBKa-nepxaTent (TeICKKH).

2. IlogcTraBku-aepsxaTenyt rpaiueckoro U MHEBMATHYECKOTO OJIOKOB JUIs KPEILICHHS Ha KOHCOJIH.
3. KOMIDIEKTB! KpetexHble A YBJIAKHHTEIIA.

4. KoMupeccopbl MEIUITHHCKOTO BO3AYXa.

5. KoMmMyHEKAIOHILIC ITAHEIH.

6. Moxyny ZBYXYpOBHEBOM BCIOMOraTe/IbHON BeHTHIsIHYA Bilevel.

7. MoIyii KOMIEHCAIMH COMPOTHRIICHUS.

8. Momynu HeoHaTANBHBIE ¢ aJaNTePaMil HEOHATANBHBIX QUIBTPOB H OAHOPA30BEIMM HCOHATATIHHEMH
(hunbLTpamMu.

9. Monynu o0pEMHON BCHTHIIAIMH ¢ MHHHMANEHEIM JaBICHHCM B /IBIXATENBHBIX My TIX.

10. Moayi TponopHUOHAIBHOH BCHOMOTATEILHOM BEHTHIIAIHH.

11. MoBuTOPE! IbIXaTe/IbHBIX QYHKIMIA.

12. Pacosumresny.

13. EMKOCTH I IpenapaTos. -

14, Illnanry Bo3/(yIIHBIE, KHCIOPOIHEIE, YBIAKHATEIIA.

15. KoHTypEl ABIXATEIBHEIC B3POCIIBIE, JETCKAE, MHOTOPA30Bble, HEOHATAIBHBIE, ONHOPA30BEIe, MHOTOPa3OBEIC,
CIIMKOHOBEIE ¢ BIarocOOPHHKAMH.

16. @ureTpel OaKkTepHaNbHEIC, BXOIHEIC, BO3IYIIHEIC, BCHTHISTODAE.

[7. OUILTPEL BAOXA I BLII0XA OAKTEPHATHHEIE.

8. Komtexropsl.

19. YenaxHRTENH,

20. JImpum napiaenns.

21. KOMIIIEeKTE aKkceccyapoB K VBIAKHHTENIO.

22. Kameps! yBIakKOHATENE ACTCKHE, B3POCIBIC.

23. ApanTepsl.

24. KperuieHnst TepMO,1aTuHKa,

25. TepMONaTIHKY A7 YRIIKHUTETI.

26. 3axXuMHBI 21711 KOHTYpa, MIIaHr0B.

27. Abcopbupyromnias ymara.

28. epkareny W KPOHINTEHHEI KOHTYpa (BO3MOXKHA KOMIINCKTANHS KPEIUIEHHEM YBIAKHHATEN).
29. Knananst PEEP mMHOTOpa30RHE.

30. KomruiekTsl BHEITHAX Pe3epBHLIX OaTapei.

31. KoHHEXTOpEI ¢ HOPTOM JaBJICHUS.

32. CeTeBrie ITHYPEL.

33. TecroBHe JerKHe.

34. YerpoiicTia oborameHus KUCIOpOIOM.

a5792EH:3n
CEBH;

3pa3nny
«Covidien

bokosa Mapus JIbpoBHa
(MHULHAIEL, (haMELTHS)

CreaemprroperncTpalyy IEKIapalii O COOTBETCTBUH
ROEMEHTPCEPTUOUKAITNN W JIEKJIAPUPOBAHHA», Ne POCC RU.0001.11AMA4]

N (HAMMEnOBANHE 1 A[PEC OPTaHa o ceprrdkaluy,

4, viI. MueBHEKH, oM Ne 3, xoprye 1| terredon: +7 (495) 783-42-17

=" ona
BEEAAPALIL
)
5

: } 3BPETHCTPUPORABINETD JSKTAPaLIED)

3 POCC US.FIM41.J105500 ot 13.08.2015

(HAaTa peruCTpAUME W PEFHCTPAHHOHHEIH HOMED ACKNAPALIHH}

S AJl. Hoko

(FoAMHeL, BHAUMATIEL, (DaMIIHA PYKOBOXHYEN OpiaHa 110 CepTHIhHKAINI)




