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PEAEPA/IbHAS CNYXKBA MO HAJ30PY B COEPE 3[PABOOXPAHEHUS
(POC3[PABHA/I30P)

PEFMCTPALMOHHOE Y 1IOCTOBEPEHWE
HA MEZMUMHCKOE N3AENNE
oT 28 gekabps 2017 roga Ne PCP 2007/00597

Ha mMeguuyHCcKoe usaenue
MOHWTOpP NPUKPOBATHbIV peaHMMaTO/Iora U aHecTe3nosora NepeHoCHbI
MIP6-03-"TpuToH" no TY 9441-011-32119398-2015

HacTosLee perncrpaumoHHoe y0CTOBEPEHME BbILaHO

OO6LLIECTBO C OFPaHMYeHHO 0TBETCTBEHHOCTLIO hmpma "' TPUTOH-ONeKTPOHNKC"
(OO0 tmpma ""TpUTOH-INeKTPEHMKC™), Poccus,

620027, r. EkaTepuHb6ypr, yn. LHeByeHKo, a. 9, nom. 217

lNpounssoanTens

OO6LLIECTBO C OFPaHNYEHHOM OTBETCTBEHHOCTbIO (hmpma "TPUTOH-3NeKTPOHNKC"
(OO0 tmpma ""TpUTOH-DEKTPOHMKC™), Poccus,

620027, r. EkaTepunHbypr . LLieBYeHKo, 4. 9, nom. 217

MecTo npon3BoACTBa MeAULMHCKOr0 U3aenms
OO0 upma " TpUTOH-INEKTPOHNKC", Poccus, 620100, r. EkaTtepuHobypr,
yn. Cnbmpckuin TpakT, a. 12, cTp. 5

Homep peructpauunoHHoro gocbe Ne P1-20488/70020-0T 25.12.2017
Bug megmumHckoro-nsgenna 200690
Knacc noTeHumnasibHOro pucka NpUMeHeHns MeguUENHCKOro nsgennsa 26

Kog O6uepoccuiickoro KnaccugukaTopa npogyKumm no BngaM 3KOHOMUYECKOM
feATenbHoCcTn.-26.60.12.129

HacTosiee PercTpaLMoHHOE Y10CTOBEPEHUE MEET NMPUMOXKEHNE

npukasom Poc3apaBHaza3opa oT 28 aekabps 2017 roga Ne 108
[ONYyLIEHO K 0bpalleHnio Ha TeppuTopui Poccuiickoin dege

3amecTuTeNnb pykoBoauTens denepasnibHon Cyxobi
Mo Hag3opy B cdiepe 3ApaBoOXpPaHEHNS! KOB

0035078



PEAEPAIBHAA CNYXXBA MO HAL3OPY B COEPE 3[PABOOXPAHEHVA
(POC3[IPABH/I30P)

MPNNOXEHUE

HA MEANUMHCKOE N3AENNE

oT 28 pekabps 2017 roga  Ne PCP 2007/00597
Nnet 1

Ha meauumHCKoe usgenve

MoHUTOP NPUKPOBAaTHbI peaHMMaTOI0Fa M aHecTe3nosiora nepeHocHbIn MIP6-03
"TputoH" HOTY 9441-011-32119398-2015:

1 OneKTPOHHbIN 650K (McnonHeHne 1).

. DNEKTPOHHbIV 610K (MCnonHeHue 2).

. DNEKTPOHHbIN 610K (McnonHeHue 3)

. DNEKTPOHHbIV 610K (MCnonHeHNE 4).

. Kabenb nutaHus.

. BCTpOeHHbI akkymynaTop.

. Mogynb nynbeoKcMMeTpuUn.

. Moaynb nynseokcumeTpum MS-2040 MasimoSet

. Mogfynb KapaAvoMeTpuu.

10. Moy nb TepMOMETPUMN.

11. Mopaynb HeMHBA3VBHOIO-3MepPEeHNA apTepuaibHOro AaBJIeHMS.

12. Mopynn NHBa3MBHOIO U3MepPeHNs AaBeHNS.

13. MoZynb U3MepeHns NapaMmeTpoB AbIXaHus.

14. Mogaynb razoaHanu3a fAblXaTefbHOl CMeCH.

15. Mopaynu raszoaHanunsa fibixaTenbHoit cmecu AION 02-31 Multigas Analyzer, AION 03-31
Multigas Analyzer.

16. Moaynb npuHTepa.

17. AaTymK ONTO3NEKTPOHHbIN NyNbCOKCMMETpUYeCKMiA AOMNN-«TPUTOH», per.
ypoctoBepeHne No:@CP 2011/11675 ot 08.09.2016r. 000 dmpma «TpPUTOH-ONEKTPOHUKC»,
Poccus.

18. [laTuMK ONTO3NEKTPOHHBIA NyNbCOKCMMeTRUYECKUA JOTMH-«TPUTOH», per:
yaoctoBepeHne-Ne ®CP 2011/11675 ot 08.09:2016r. 000 dmpma «TpUTOH-BAEKTPOHUKC»,
Poccus.

19. AaTumnkK NyIbCOKCUMETPUYECKMUIA.

20. JaTuvK AYNbCOKCMMETPUYECKINIA NeanaTpuyecKmnii, 04HOPa30BBIiA.

21. JaTumK-yNbCOKCMMETPUYECKNIA HEOHATaIbHBIN, OLHOPA30BbLIN.

22. [0aTunK NyNbCOKCUMETPUYECKNIA NeanuaTpuYeckunii, Knmunca.

23. [aTyuK NynbCOKCUMETPUYECKNIA NeAMUaTPUYeCKnin/B3poCblid,

24. [0aTynK NynbCOKCUMETPUYECKNIA HEOHaTa/IbHBbIN, Pe3VHOBb

25. [aTyvK nynbCOKCMMETPUYECKMNIA HEOHATaNIbHBIW, OAHOPT

26. A4aTunK LNOP gns nynbeokcumeTpun: 1544, 1794,

2009/04043 ot 13.10.2015r. «Masimo Corporation», CIb

nan-gatumk LNOP ansa nynbeokenmetpumn: 1296, 1276, peiiMit&e?

3amecTuTenb pykoBoguTensa deaepasibHOM Cy>Xobl
Nno HazA3opy B chepe 34paBoOXpaHEHNS —ANIEXAIaBMOKOB

O©CoO~NOUOITE,WN

0042150



PEAEPANIBHAA CNIY)XBA MO HAJ3OPY B COEPE 3[PABOOXPAHEHUSA
(POC3[IPABHA/3OP)

MPNNOXEHUE

K PEFTVICTPALVIOHHOMY Y4OCTOBEPEHUIO
HA MEAMUWHCKOE N3AENNE

OoT 28 nekabps 2017 roga  Ne DCP 2007/00597
Nner 2

2009/04037 ot 13.10.2015r. «Masimo Corporation», CLUA;

nnn gatumk LNOP gnsa nynscokcumetpum:-1800, 1970, per. yaoctoBepeHme Ne dC3
2009/04042 ot 13.10.2015r. «Masimo Corporation», CLUA,;

nnn patunk LNOP gns nynbcokcumeTtpumn: 1798, 1651, per. yaoctosepeHne Ne ®C3
2009/04039 ot 13.10.2015r. «Masimo Corporation», CLUA,;

nnn patunk LNOP gns nynscokcumetpum: 1001, 1025, per. yaoctoBepeHue Ne ®C3
2009/04038 ot 15.10.2015r. «Masimo:-Corporation», CLUA.

27. Oatunk LNCS ans nynbcokcumeTpum: 2258, per. yaoctoepeHne Ne ®C3 2009/04043
ot 13.10.2015r. «Masimo Corporation», CLUA,;

nnun gatumnk LNCS ans nynscokcumeTpum: 1896, per. yaoctoBepeHne No ®@C3 2009/04041
ot 14.10.2015r. «Masimo Corporation», CLUA,;

nnn patumk LNCS gns nynscokcumetpum: 1864, 1895, per. ygoctoBepeHune Ne ®C3
2009/04037 ot 13.10.2015r. «Masimo Corporation», CLUA;

nnun patumk LNCS gna nynbcokeumetpun: 2330, per. ygoctoBepeHme Ne @C3 2009/04042
ot 13.10.2015r. «Masimo Cerporation», CLUA;

nnn patumk LNCS ana nyascokcumeTpun: 2328, 2329, per. yaoctoBepeHme Ne dC3
2009/04039 o1 13.10.2015r. «Masimo Corporation», CLUA,;

nnn gatumk LNCS agna nynscokcumeTtpun: 1859,1860, per. yaoctoeepeHne Ne ®C3
2009/04038 o1 15.10.2015r. «Masimo Corporation», CLLA.

28. Kabenb LNOP: 1005, 1006, 1173, per. yaoctoBepeHue Ne @C3 2009/04043 ot
13.10.2015r. «Masimo Corporation», CLLIA.

29. Kabenb LNCS: 2013, per. ygoctoBepeHue Ne @C3 2009/04043 ot 13.10.2015F «Masimo
Corporation», CLUA;

nnn kabenb LNCS: 1816, per. yaoctoBepeHne Ne ©C3 2009/04041 ot 14.10.2015r.
«Masimo Corporation», CLUA,

nnun kabens LNCS: 2017, 1814, per. ygoctoBepeHune Ne ®C3 2009/04037 o1.13.10.2015r.
«Masimo Corporation», CLLA.

30. Kabenb naumeHTa.

31. JaTumnKTemnepaTypbl NOBEPXHOCTHbIN:

32. [laTunk TemnepaTtypbl BHYTPUNONOCTHOMN.

33. JaTumK TemnepaTypbl 0HOPA30BbIiA.

34. Tepex0AHUK faTyuMKa TemnepaTypel.

35. MamxeTbl: Cuff-LDA, Cuff-LD8,per. yaocTtoBepeHune

11.05.2016r. «Little Doctor International (S) Pte. Ltd.», Cu

36. MaHxeta HNAL.

37. MaHxeTa, SoftCheck «Statcofp Medical», CLUA.

3amecTuTeNb pykoBoauTens defepanbHoi cryKobl
Mo Haf30py B cdepe 34PaBOOXPaHeHMs! NIOKOB

0042174
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PEAEPA/IBHAA CNYXXBA MO HAZ3OPY B COEPE 3[PABOOXPAHEHUSA
(POC3JPABHA/3OP)

MPNNOXEHUE

K PEFTYICTPALIOHHOMY YAOCTOBEPEHIO
HA MEAVNLUMHCKOE VN3AENVE

oT 28 fekabps 2017 roga Ne &dCP 2007/00597
Nnet 3

38. MaHxxeTa A4n14 onpeaeneHns HemHBasMBHOFO apTepuasibHOro 4aB/eHUS,-Per.
ypocTtoBepeHue Ne P3H 2015/2702 ot 11.06.2015r. «Shenzhen EMS Life'Technology Co.,
Ltd» KHP.

39. 9neKTpoabl MeAULMHCKUE C NPUHAAEXHOCTAMN, per. yaocTtoBepeHne No dC3 Ne
2012/12612 OT 11.12.2012r. «Covidien Lie», CLLUA

40. SKTI -aneKTpoAabl 04HOPa30Bble A1g-AMarHoCTUKN, per. yaoctoBepeHmne No @C3 Ne
2008/02776 ot 07.03.2014r. «/Ambu.A/S», daHus.

41. Inektpoabl ana KT, per. yaoctoBepeHne Ne ®C3 2010/07536 o1 29.07.2010r. NMAB
SpA, Utanus.

42. COefJMHUTENN: XECTKMe, 3N1acTOMepHble, TMOKVe, LapHUpHLIE, NpsAMbIe, YrnoBble, T -
obpasHble, Y-06pa3Hble, aganTepsl, per. yaoctoBepeHne Ne ®C3,2009/03551 ot
11.05.2011r. «Intersurgical Ltd», BenukobputaHus.

43. MepexoHuKK, per. yaoctoBepeHne Noe P3H 2013/1311 o1-10.02.2014r. «Flexicare
Medical Limited», CoegnHeHHOe KoponeBCcTBoO.

44. Y pnnHnTeNb MHY3MOHHBIX Hacocos (PPI), per. ygoctoBepeHve Ne @C3 2010/06121 ot
02.02.2010r. "BALTON Ltd.", MNonbLua.

45. KomnnekT Filter Line; per. yaoctoBepeHne ®C No2006/1864 o1 29.12.2014r. «Oridion
Medical», V3panns.

46. KomnnekT ansa nsmepeHusa C02:

- FilterLine,

- marucTpans FilterLine, T
- afjanTep BO34yX0BOAa,

per. ypoctoBepeHue Noe P3H 2014/2009 ot 20.10.2014r. «Philips Medizin Systeme
Boblingen GmbH», "epmaHus.

47. ®PUNbTPbI, HOCOBbLIE KAHKON, IMHUN COELUHEHUSA, MacKK, TPYOOMNPOBOAbI,- afanTepbl,
KOHHEKTOpbI™*

per. ygoctoBepeHune Ne P3H 2014/2197 ot 29.12.2014r. «Oridion Medical»;-3pannb.

48. Habopbl'ana KoHTpons aasneHus ¢ npeebpasosatenem KOMBUTPAHC, per.
ypocTtoBepeHne No P3H 2013/245 ot 21.04,2014r. «<B.BRAUN Melsungen/AG», MepmaHus.
49. MNpeo6paszosaten KOMBUTPAHC gkomnnekTe ¢ kpaHom AKCAAWH, per.
yaocTtoBepeHue Ne P3H 2013/245 ot 21.04.2014r. «<B.BRAUN Melsun G», MepmaHus.
50. MnactnHa ans kpenneums npeobpasosatenei KOMBUTPAH eHue Ne <
P3H 2013/245 ot 21.04.2014r. «<B.BRAUN Melsungen AG», I":

51. Aepxatens Kombu-xongep ans npeobpasosatenein KOMB,

ypocTtoBepeHune Ne P3H 2013/245 07:21.04.2014r. «B.BRA

52. - Kabenu coegmHutenbHble KOMBUTPAHC, per. yaocTos

3amecTuTenb pykoBoanTens defepasibHOM CyXobl

no Haf3opy B chepe 34paBoOXpPaHeHMSA rB/IOKOB

0042148



PENEPAIBHAS CNYXXBA MO HAZ30PY B COEPE 3[PABOOXPAHEHUS
(POC3[PABHA/3OP)

MPUNJTOXXEHWE

KPEIM'MCTPAULMOHHOMY Y AOCTOBEPEHWIO
HA MEOVNUMNHCKOE NSAEJTNE

oT 28 nekabps 2017 roga Ne &®CP 2007/00597
Jlnct 4

21.04.2014r. «<B.BRAUN Melsungen. AG», "epmaHus;

nnun kabenb coeagnHUTensHbi, «Unimed Medical Supplies, Inc.», KnTail.

53. MNpeobpasosatens CeHcoHopper. yaoctoBepeHne Ne P3H 2013/245 ot 21.04.2014r.
«B.BRAUN Melsungen AG», "epmaHus.

54. Habop ana koHTponsa gasnenus KOMBUAOWH, per. yaoctoBepeHme Ne P3H 2013/245 ot
21.04.2014r. «<B.BRAUN Melsungen AG», NepmaHus.

55. Kynona CEHCOHOP, per;-ygoctosepeHune Ne P3H 20137245 ot 21.04.2014r.
«B.BRAUN Melsungen AG»; I"'epmaHus.

56. Kabenb nuTaHna Ans NnogkKIoYeHNs K BHELUHEMY UCTOYHMKY NOCTOSHHOMO TOKa (TO/MbKO
A/19 NPM60POB C YHMBEPCANBHBLIM MUTaHWEM).

57. TlepexofHMK faTunKa AyIbCOKCMMETPUYECKOTO.

58. WnaHr ona maHxeTbt;

59. YcTaHOBOYHOE 060py0BaHuMeE.

60. Moaynb nmnefaHCHoON Kapauorpadgun, per. yaoctosepeHve Ne P3H 2014/1649 ot
02.06.2014r. OO0 «Muwukpontoke», Poccus.

61. Mofy/ib HEMHBA3WBHOIO U3MEPEHUs CephevHOro Bbiopoca, per. ygoctosepeHme Ne P3H
2016/4355 ot 28.06:2016r. 000 dupma «TpUTAH-INEKTPOHUKC», Poccus.

62. Moy b OUeHKN rny6unHbl aHecTesnm, per. ygoctoeepeHue Ne P3H 2015/2595 ot
21.08.2015r. 000 dmpma «TpUTOH-IeKTPOHUKC», Poccus.

63. Mofy/lb MOHUTOPMHIa NapameTpPOB PECNPATOPHOM MEXaHNKWN 1 3HePro0BMeHa.

64. [laTunk noToka, per. yaoctosepeHne ®C3'Ne2012/13363 ot 11.12.2012r. «Envitec-
Wismar GmbH», "'epmaHus.

65. [laTumK nynbCoKCMMeTpun, per. yaocrosepeHe ®C3 Ne2012/13363-01 11.12.2012r.
«EnvitecsWismar GmbH», MepmaHus.

66. Moay/b raszoaHanu3sa fbixaTefibHoin-emecun (6e3 oT6opa NpPobbl).

3anacHble YacTtu:

1 lMpegoxpaHutens BIT6-7-1 A

2. Bnarootgenutens.

JKenayaTaunMoHHas JOKYMeHTaums:

1 PykosogcTBO no akcnnyatauun-MMnPe6-03.

2..Hacnopt MINMP6-03.

? ~ ;5BW

1ri gl
3amecTuTenb pykosoauTensa degepanibHOM Cnyxobl /p
Nno Haa30py B cepe 34paBooxXpaHeHns Wwo!

0042



