
CHCTEMA CEPTM<DHKALI,I1I1 rOCT P
(IJE;l,EPA.lbIiOE AI'EHTCfBO no TEXHWIECI\Om' PErn 11 POBAIIII 10 11 )IETPO.10rIlII

CEPTMclH1KAT COOTBETCTBMSI
Ng POCC US.~M24.B04482

CpOK AeftcTBH5I C 30.07.2010 no 29.07.2013

Ng 0369700
oprAH no CEPTH<1>HKAl.\HH No pacc RU.OOO1.11~M24

000 "LjEHTP CEPTWl>~KALj~~ ~ AEKI1AP~POBAH~H',

125040, r. MocKBa, 6erOBa~ anneR, A. 3. Tenlet>aKc (495) 783-42~17, ¢laKe (495) 945-64-85

npOAYKI.\HlI
KOM6lo1Hlo1pOBaHHaR Clo1CTeMa BrightView XCT

OAHO¢OTOHHO~ 3MIo1CCIo10HHO" KOMnbIOTepHO~ TOMorpa¢lo1lo1fKOMnbtOTepHO~

TOMorpaQ:>1011o1 C nIlOCKlo1M AeTeKTOpOM peHTreHOBcKoro 1013IlY4eHlo1R, C

nplo1HaAJle>KHOCTRMlo1 (CM. nplo1IlO>KeHlo1e Ha 5 Illo1cTax)

Cep~~Hbl~ BblnycK

COOTBETCTBYET TPE60BAHHlIM HOPMATHBHbIX AOKYMEHTOB

roCT P 50267.0·92 (M3K 60H-88), roCT P M3K 60601-1·1-2007, roCT P
50267.0.3·99 (M3K 60601-1-3-94), roCT P 50267.32-99 (M3K 60601-2-32-94), roCT P
M3K 60789-99, roCT P M3K 61675-2-2006, roCT P M3K 61675-3-2006, roCT P M3K
60601.244-2005, roCT P 50267.28-95 (M3K 601-2-28-93), roGT P 51533-99 (M3K
61331-2.94), roCT P 51534·99 (M3K 61331·3-98), roCT P 50267.0.2-2005 (M3K
60601-1-2·2001 )

H3fOTOBMTEAb ¢~I1~nc MeA~KaI1 C~CTeMc (Kn~BI1eHA)., VlHK., CWA, Philips
Medical Systems (Cleveland)., Inc., 3860 N First Street, San Jose, CA, 95134, USA v.
APyr~e (CM. np~I10)f(eH~e)

KOA OK 005 (OKnj:

944280

KOA TH 83,.\ Poccuu:

9022120000

CEPTli<l>I1KAT BblAAH "¢l~mtnc MeAlllKaI1 C..,creMc He,QepnaHoQ 6.8.", HIIIAepnaH,Qbl,"Philips Medical
Systems Nederland BV" ,Boschdijk 525, 5621 JG Eindhoven, The Netherlands, TeneepoH: +31 4027872 46,
et>aKc: +31 4027880 28

HA OCHOBAHI1I1 npoToKona TexHH~ecK"'X ..,cnbITaH"'~ N!! 634p·2009 OT 12.08.2009 000 "\f1cnblTaTenbHbI~
\.teHTp A¢>K", per. N!! poce RU.OO01.2H1M41; npoToKona IIIcnblTaHHiii N2 AB09ME16AK aT 12.08.2009 \f1fl l-1V1P
<l>!'Yn "P4LjLj<l>0", per. No POCC RU 0001.21M3".
PerlllCTpaLtl10HHoe YAOCToBepeHlIle ¢>eAepallbHoiii cny>K6bl no Hap,30py B cepepe JApaBOOXpaHeHIIIR III C0Lt"aI1bHoro
pa3BIIITIIlR NQ ¢>C3 2010107415 OT 19.07.2010

AOnOAHHTEAbHAJI HH<1>OPMAl.\l1l1

M~

A.A. AOKO

-~~

M.n. rpYJAOBa
........,..an.... $I..m......



CMCTEMA CEPTM<DMI\AIJ:MM rOCT P
lIlEIlEPAllbHOE AfEHTCTBO no TEXHIflIECKOMY PErmHPOBAHHIO H METPOJlOfHH

NQ 0298459
TIPMAO:>KEHME

K cepTlupHKaTy COOTBeTCTB"~N' pOCC-US.It1M24.B04482

nepe1.feHb KOHKpeTHOH npOAYKIJ,HH, Ha KOTOpylO pacnpOCTpaHBeTCSI
AeHCTBHe cepTH$HKaTa COOTBeTCTBHSI

KOA OK 005 (OKII)

KOA TH B3A POCCIUI
__.-..-J.

HiUtMeHOBaHJIe " 0603Ha'leHne

npoAYK~lf,ee H3roTOBHTeAh
0603Ha'leHue AOKyt.teHTaquu.

no KOTOPOlf BblnyCKaeTCSI npoAYKlJ;}[jI

944280
902il2 000 0

I. KOM6~Hlo1pOBaHHas:l CVlCTeMa BrightView XCT
OAHOepOTOHHO~3MIIlCCVlOHH0l1 KOMnblOTepHo~

TOMorpaepl<101/KOMnbIOTepHo~ TOMorpaQ:>~HI c
nnQCKVlM AeTeKTOpOM peHTreHoBcKoro Vl3nY'-leHloHl:
1. YCTpOVlCTBO reHTpl1.
2. AeTeKTOpbl raMMa-Vl3ny'-leHlilSl (2 WTYK\tI).
3. nnOCKVlI1 AereKTOp peHTreHoBcKoro Vl3nyyeHVlSl.
4. PeHTreHOBCK8::l rpyoKa.
5. naHenb ynpaBIleHItls:l
6. YCTpOVlCTBo \o13MepeHIIls:l A03bl .

7. YcrpoVlcTBo OXIla)l(,AeH\tI5l.
a. YCTPO"CTBO KpenneHVlSl :WTeKTOpOB .

9. Cnell~aflbHbli1 Me~~II\t1HCK~Vi CTon Ans:l
nal..l~eHTa.

10. CnellltlanbHblVi MeA~l..l~HCKItlIi1MaTpac.

11. CnellltlaJlbHOe 3neKTpOMOTOpHoe yCTpoVicTBO.

II. npItlHa.qne)f(HOCT\tI:

1. KOMnblOTepHble pa60'l\tle CTaHl..l\tl\tl C
nporpaMMHblM 06eCne'leHltleM AflR ynpaBneH\tI5I

CItICTeMOVi \tI c60pa AaHHblX ltICCneAOBaHltlVi (OT 1 AO

5 WTyK).
2. KOMnblOTepHble pa60'l~eCTaHl..l\tl\tl C

nporpaMMHblM 05eCneyeH~eMAfl51 05pa60TK\tI,

npoCMoTpa \II apX~Bal..l\tl~ AaHHbix ~CCJ1eAOBaH\tIVi

(OT 1 AO 5 WTyK).

3. YCTpoViCTBa An51 CMeHbl KOnnl-1MaTOpOB (OT 1 AO

5 urryK).
4. ABTOMaTltI4eCK~e ~HbeKTOpbl (OT 1 AO 10 WTyK).

5. VlHTepepeVicbl aBTOMan1yeCKOrO \tIHbeKTOpa (OT 1
AO 10 urryK).
6. CToViKltI An51 aBTOMaT\tI'leCKOrO \tIHbeKTOpa (OT 1
~O 10 WTYK).
7. Q)ltIKCaTOpbl AJl51 aBTOMaT~'leCKorO ltIHbeKTOpa

(OT 1 AO 10 WTYKJ.
8. 5annoHbi AJl51 aBTOMaTW·leCKoro \tIHbeKTOpa (OT

1 AO 10 WTyK).
9, rOnOBK\tI An~ aBTOMaTItl'leCKoro \tIHbeKTopa (OT 1
AO 10 WTYK).

yKoBoAHTeAb opraHa

KcnepT

HOpMaT\tIBHa51 ,D.OKyMeHTal..l\tl51

~3rOTOB\tITen51

A.)),. )),"<0



ClfCTEMA CEPTlfl1llfllAIJ,lflf rOCT P
lDE,J:(EPA.lbJIOE AfEIITCTBO no TEXInlqECIWm' PErY:lHPOBAHIfIO H METPO:lorHn

N2 0298460
nPMAO:IKEHME

K CepTlllpHKaTy COOTBeTCTBHB No poce US.V1M24.B04482

nepeqeHb KOHKpeTHOH npOAYKU;HH, Ha KOTOPYJO pacnpOCTpaHSleTC5I
AeHCTBHe CepTHlPHKaTa COOTBeTCTBH5I

:
i KOA OK 005 (OK"!
I -:. ,
IKOA TH B3A POCCWI
i

HalfMeHOBaHJfe H 0603Ha'leHHe

npOA~,ee lf3rOTOBHTeA&
0603Ha'leHHe AOKYMeHTaqJtH,

no KOTOpOH BhlnycKaeTC5I npoAY~lUI

10. AeTeKTOpbl (0'1' 1 AD 50 wrYK).
11. KOJln~MaTOpbl (0'1' 1 AD 20 WTyK).
12. Kam10pOBO'-lHble epaHToMbl ,Q,Ilfl HaCTpo~K~

napaMeTpoB ~ KOHTpOI1Sl Ka'-leCTB8 (aT 1 AO 20
wryK).
13. Aep>K.uem1 ,o,ml epaHToMoB (OT 1 AO 20 wTyK).
14. KaJl~5paTOpbl A03bl paA~o¢apMnpenapaTa
(A03K8IlHopaTopbl) (0'1' 1 AD 5 wryK).
15. YCTpoHCTsa HaOF1IO,QeHHfI 3a COCTOl'lHHeM

nal..\HeHTa (0'1' 1 AO 5 wrYK).
16. CIo1CTeMbl 61010MeAIo1L1Io1HCKO~

KaP,Q~OC~HxpOH~3al..l~~ (OT 1 .0.0 5 urrYK),
17. 3IleKTpOAbl 3Kr (OT 1 AO 1000 urrYK).
18. Cnel..l~allbHble :meKTpOMOTOpHble YCTpoiliCTsa
(OT 1.0.010 wryK).
19. YCTpo~CTBa CBSl3~ ~ nepe,Qal.H\ ~306pa)f{eH~S1

(OT 1 .0.05 WTYK).
20. YCTpo~CTsa HaKOnlleH~SI AaHHbix (OT 1 AO 5
urrYKj
21. YCTpoillCTBa 3neKTpOn~TaHI-1S1 (OT 1 .0.0 10
WTYK).
22. YCTpo~cTBa KOppeKLt~~ nOmO~eHI-1S1 (OT 1 .0.0
10 wrYK).
23. Mo.o.eMHble YCTpo~CTBa (OT 1 AO 10 wrYK).
24. naHeIl~ yr.paBl1eH~SI (OT 1 AO 5 wrYK).
25. nYllbTbl ynpaBJ1eHI-1S1 (OT 1 AO 5 urrYK).
26. Cnel..llo1aIlbHble >KK-MOH~TOPbl (OT 1 AO 10
wryK).
27. CneLtlo1aIlbHble np~HTepbl (OT 1 .0.05 wryK),
28. CeHcopHble naHell~ (OT 1 AO 10 wryK).
29. YCTpOI1CTBa BBOAa-BblBOAa (Alo1cKoeoAbl CD­
ROM/R/RW, DVD-ROM/R/RW, DVD-RAM,
ep1l0nnlo1) (OT 1 AO 10 urrYK).
30. YCTpo~CTBa BBOAa (KIlaBlo1aTypbl, "MbIWIo1",
TP3K601l1lbl) (OT 1 .0.0 10 WTYK).
31. HOC\o1Tenlo1 ,anSi xpaHeHIo1Sl ~HepopMaLt~~ Ha
MarHI-1THblX AIo1CKax, n3Y, USB YCTpo~CTBax

naMSH~, l1a3epHblx, OnTlo1"leCK~X .o.lo1Cl<ax (OT 1 AO



CIICTEMA CEPTlIlDIII{All,1I11 rOCT P
(]JE)I,EPAJIbHOE AfEHTCTBO no TEXIII1'IECIiOMY PEfY:IIIPOBAHIiIO II METPOJIOfnn

NQ 0298461
IlPHAO:IKEHHE

K CepTH<pUKaTy COOTBeTC'fBU" NQ -EUCC..uSJ4M2,tB04482

TIepe'leHb KOHKpeTHOH npOAYKl\HH. Ha KOTOpylO pacnpOCTpaH.HeTCSI
AeHCTBHe cepTH4JHKaTa COOTseTCTBHg

1
KOA OK 005 IOKII) i

,
IKOA TH B3A Pacom

HaHMeHOBaHHe H 0603Ha'leuue

npoA~".ee H3rOTOBHTeAb

0603Ha'leHHe AOKYMeHTa~lH,

no KOTOpoR BblnyCKaerca: npoAY~SJ

....._....--..JAO""''''"''''·i_"''''·....'.= .._., ... ,......_,_,." _ ....'

A.D,. D,OKO

M.n. rpY3D.oaa
KH;:'~"Hii.n.-- -

PYKOBOAItTeJ\b opraHa

3KcnepT

100 wrYK).
32. CneLtlo1aflbHble MeAIo1l..lIo1HCKlo1e CTonbl AIls:!
na!.tlo1eHTa (aT 1 .0.0 5 WTyK).
33. CneLllo1anbHble MeAHLtIo1HCKlo1e MaTpaCbl (aT 1 .0.0
5 wryK).
34. Pa6o""llo1e MeCTa onepaTopOB (aT 1 .0.0 5 UJTyK).
35. CneLtLr1aIlbHble HacaAKIo1 AIls:! KOnJHtMaTopOB (aT
1.0.05 urrYK).
36. PeMHIo1 AIlS! eplo1Kcal...l1011o1 naUlo1eHTa (OT 1 .0.050
wryK).
37. nO.o.cTaBKIo1 Anfl pyK 101 HGr, eplo1KCIo1PYlOlJ.IIo1e
nOAronOBHIo1KIo1 (OT 1 AO 50 wrYK).
38. KIQBe3bl AflS'l neAlo1aTp~'-leCKIo1X Io1cCIleAoBaHIo1~

(1 A05 wrYK).
3&. Clo1nosble TpaHcepopMZlTOpbl. CTa5lo1nlo13aTopbl
(OT 1 AO 10 urrYK).
40. BblcoKosonbTHble reHepaTopbl (OT 1 AO 10
UrrYK).
41. YCTpo~CTsa 6ecnepe50~Horo nlo1TaHlo1R (OT 1 AO
10 wryK).
42. Tene>KKIo1, 6anKlo1 AJl5l TpaHcnopTlo1poSKIo1 (OT 1
AO 10 urrYK).
43. WTan.,sbl (HacTeHHble, HanonbHble,
nOTOnOl.lHble) (OT 1 AO 20 WtyK).
44. MeXaHIo1l.leCKlo1e y3nbl, C50PKlo1 (OT 1 AO 20
wrYK).
45. Cnel...llo1anbHble YCTpo~CTsa An5l
AeKOHTaMlo1Hal...llo1101 (OT 1 AO 5 wrYK).
46. nporpaMMHoe 06eCnel.leHlo1e Ha MarHIo1THblX
AIo1CKax, n3Y, USB YCTpoi1CTsa naM5lTIo1, na3epHblx,
oriTIo1l.leCKIo1X Alo1cKax (OT 1 AO 1-00 urryK).
47. PYKosoACTsa no 3KcnnyaTalllo1lo1, Io1HCTpyKl.I lo1101
nonb30sarenR, Io1i1CTPYKl.Ilo1lo1 cepslo1cHoro
06CI1Y>Klo1saHIo15l (OT 1 AO 50 urryK).
48. nnaTbl: KOHTponbHble, Io1HTepepei1cHble,
Io1H,QIo1KaTopHble, pacnpe,QenIo1TenbHble,
ynpaSn5lIOU\lo1e (aT 1 AO 10 LUtyK).
49. nnaCTIo1KoBble " MeTannlo1l.leCK"e 3amYLUK" 101



ClfCTEMA CEPTlf(J)lfKAU,lflf rOCT P
lIlE,llEPAJIbHOE AfEHTCTBO no TEXHfIllECl\mfY PEf}'iHlPOBAHlflO If METPD.T10Hm

NQ 0298462
nPIIAO)l(EHIIE

K CepTH<!>HKary COOTBeTCTBHlI N<! ~~US.IIIM24.804482

nepeqeHb KOHKpeTHOH npOAYKI(HH, Ha KOTOPYlO pacnpocrpaHBeTCSI
AeHCTBHe cepTH4j)HKaTa COOTBeTCTBHH"

IXOA OK 005 IOKn) i
KOA TH 83A PocCIUII

HaHMeHOB<lHHe H o603H<lQeHue

npoAYKl\JUI, ee H3CQTOBHTeAlo

0603HaQeHHe AOKYMeHTa~1f",

no KOTOpoil BhlnyCKaeTOI npoAYKlI,)UI

K0>KYXM (OT 1 ,QO 100 WTYI<).
50. JlaMnbl 3neKTpIAyecKMe (ranoreHoBble,
AyroBble) COT 1 AD 100 UJTYK}.
51. CMnoBOM ~OK, pacnpeAemrrenbHblM I..llMT (OT
1 AO 10 urryK).
52. MMKpocxeMbi naMs:lTlIl, IIlHTep¢!eMcHble,
ynpaB11SlIO~lAe (aT 1 AO 1000 wrYK).
53. ¢llllTMHflll, Tpy6KM coeAIIlHMTeJ1bHble (aT 1 AO

1000 wry,).
54. Kpene>l<HblA MaTepMan (aT 1 AO 1000 wryK).
55. KOHTaKTHble aneMeHTbl \13 nomu",epoB,
MeTaMOBIiI cnnaSOB (aT 1 AO 1000 WTYK).
56. HacronbHble 3allllllTHble YCTpoMCTsa (aT 1 AO

10 wry,).
57. YCTpo~CTBa KOHAL.1l..1.L.10HL.1poeaHL.1~L.1

BeHTL.1Il~l..I.lIIlIl (OT 1 ,Q,O 5 urryK).
58. 3all.lL.1THble npocB\iHl..I.OBaHHble epapTYK\i (OT 1
,Q,O 50 WTYK).
59. 3all.l\iTHble npOCBIIIHL\OBaHHble nep4aTK\i (OT 1
,Q,O 50 urryl<).
60 3aUlMTHbie npoceL.1HL\OBaHHble O'-ll<\i (OT 1 ,Q,O 50
wry,).
61. 3all.lMTHble npocslllH~oBaHHble6nOl<III (OT 1 ,Q,O

50 wry,).
62. 3aUlMTHbie npoceL.1Hl..I.OBaHHble CTeKIla (OT 1 ,Q,O

5 wry').
63. Cnel..l.\ianbHble MOHTa)f(Hble MHcTpyMeHTbl (OT 1
AO 10 WTYK).
64. nonynpoBo,Q,HIIIK\i, TpaH~IIlCTOpHble III AlIlOAHble

c60PKIIl (OT 1 AO 1000 WTYI<)·
65. KOHHeKTOpbl ClIlJlOBble, ynpaBJ1suol1tHe,

KoaKCL.18IlbHble (OT 1 ,Q,O 1000 wryK).

66. nplIlBO,Q,Hble YCTpOMCT8a (OT 1 ,Qo 100 wryl<).

67. 6aTapelll aKK)'MYJlRTOpHble (OT 1 AO 50 wryK).
66. 6noK YClllneHlIl~ peHTreHOBCKOro 1Il3nY""eHIIl~ (OT
1 AO 10 WTYK).
69.61101< 06pa60TKlIl J.1 aHanlll3a ,Q,aHHblX (OT 1 ,Q,O 10

wry,).

PyKoBoAHTeAb opraHa

3KcnepT

A.,[I. ,[101'0--M.n. rpY3nOB3--
----_......_....:..._., ... ,.........,.-"'".,_........,



CI1CTEMA CEPTI1(J)I1I{AU.1111 rOCT P
lDE,J,EPAJIbIlOE AfEIITCTBO no TEXIIUqECIiOMY PErYJUIPOBAIIUIO I{ METPOJIOfHl{

N. 0298463
nPMAO)KEHME

K CepTH<!>HKaTY COOTBeTCTBHlt No -POGG-US~Lo1M24,B04482

nepe'leHh KOHKpeTHOH npOAYKIJ;HH, Ha KOTOpylO pacnpOCTpalUleTCg
AeHCTBue CepTll<pHKaTa COOTBeTCTBl1Sl

KOA OK 005 {Olml

_KO,/\, TH 83A Pocow
I 1

HaHMeHOBaHHe If 0603Ha'leHlIe

npo,ll,)'KllHH. ee H3roTOBHTeAl>

0603Ha'leHHe AOXYMeRTau,HIt,

no KOTOPOi'i BhIJI}'CI\aeTOl npo,ll,}'KqHJI

70. 6nol< 3neKTpoHHo-onn1~ecKoro

npe06pa308aH~~ (OT 1 ~o 10 WT)'K).
71. 6nOfl: peHTreHOBCKoH C'beMKI'I (OT 1 AD 10 WT)'K).
72. 6noK ynpaeneHIilSl AB">KeHMeM CTona naLt",eKTa
(OT 1 AO 10 wry').
73. 6nOK ynpasneHMA ABM>t<eHl4eM peHTrehOBCKO~

TPy6KM (OT 1 AO 10 wryK).
74. 6naK eocnpo143BO,QCTBa AaHHblx (OT 1 AO 10
wry,).
75. 6noK pac4eTa A03bl (aT 1 AD 10 wryK),
76. 6noK 06pa60TKH 14 nepeAa4l'1 peHTreHoBcKoro
l'IJ06pa)l(eHl'IA (OT 1 AD 10 U.'T)'K),

77. KaTYwKH I'IHAYKTIo1BHOIe (OT 1 AO 20 WTYK),
78. nepeKIl104aTel1Yl, pene (OT 1 AO 100 WTyK).
i9. npeo6pa30eaTenM 3nel'TpM~ecKMe (OT 1 AO 100
wry,).
80. YrOIlbHbie l..L.IeTKM (OT" AO 100 urryK).
81. MeM6paHbi (OT 1 AO 100 L1ITYK).
82. KOIlblla ynnoTHMTeIlbHble (OT 1 AO 100 wTyK).
83. ¢.MflbTpbl (OT 1 AO 100 wryK).
64. nOMnbl MacmlHble (OT 1 AO 100 WTyK).

III. OpraHM3allM~ - J.13rOTOBMTeIlb:
- Philips Medical Systems (Cleveland), Inc., 595
Miner Road, Cleveland, OH. 44143, USA.

PyKoBoAHTeJLb opraHa

3KcnepT

A.JI. Jlo".
--............~-

1.n. rpY~!l~~~ __.<l>ilo<I"_

___..........-_"'.......,...",-.;__.,_I'lII,....__..." __.


