






L1EKJIAPALH5I 0 COOTBETCTBHII

06ecmo C OHWIHHOli OTBCTCTRCHHOCTLIO “DHJ1I1HC”
(000 “DIIJIHHC”)

(HaliMeHoBanile Will 4laMHflHfl, HMII, OTCCTBO HHI1iBH1tyaJH,HorO flpe1UlpHHHMaTeJul, [IHHBWHX jiesiapawiio 0 C0OTBeTCTBIIH)

HHCneKwIsL I)e1epaJnHo HaJ1oroBoi ciiy6ii N2 3 no r. MocKBe , 02.02.2012
CBe11eHW1 0 percpawm OpFaHH3aII.HH WIll HH1IHBHlya3IbHol’0 flP1WPHHHMHl

OFPH 1027700044074
(HaHMeHOBaHHe perHc11pyIowero OpraHa, 1aTa perHCTpaLWH, perHcTpaliH0HHbl4 HoMep)

A.Lpec: 123022, r. MocfcBa, yii. Cepreii MaKeeBa, 13, Te.ne4oH: +7(495) 937 93 00, 4aKc: +7 (495) 937 93

59
(aapec, TeJIe4ioH, 4aicc)

B nrne FeHepaimHoro .LIHpeKTOpa Ky3Hei.oBa MaKCHMa EBFeHeBIIa

(iIoIoi<Hocm, 4aMHJIHII, HM5I, oT4ecrBo YK0BOJiHTJ5I oprallll3aullll, OT HMeHH KOTOpOI HHHHMTCB lleKJlapaUHhl)

3anBnieT, ‘cro CUCTCMa M0HHT0HHF IIaIIHCHTa BO BCMSI Ma[HHTHO-pe3OHaHCHOü

TOMO[flW Expression c 1IPHhIJIJICII0CTSIMII

(HaHMeHoBaHHe, THfl, apa flOKHH (ycnyrll), iia l(OTOYl0 pacnpocTpawie’rci Jielulapauwl)

KOJL 0KII1L2 26.60.12.129 Koi TH B3 9018 19 100 0
K0J1 OKFIIJ.2 H (ium) TH B3J CHC Will OK 002-93 (OKYH), cBeiernIsl 0 CePHBHOM BbIHYCKC Him [1PTHH

CepHHbIii BMEIYCK

(HoMep napTHH, iioiiepa H3ienH, PKBB31Thl iioroaopa (KoHWalcra), HaluIa.1u1a51)

“IliIBHB&’, noJ1pa3LeJ1eHHe “Dniuiiic MeIrnKaJJ CUCTeMC”, CIHA,

Invivo, a division of Philips Medical Systems, 12151 Research Parkway, Orlando, FL 32826, USA
HaHMeHOBaHHe H3r0T0BHTeSI5I, CTPHbI H Tn.

COOTBTCTBYT Tpe6oBaHwIM: [‘OCT P 50444-92 (p. 3,4), [‘OCT P M3K 6060 1-1-2010
(o6o3HaeHHe HOMTHBHbIX JIOKyMeHTOB, coorBeTcTBHe K0T0bIM fl02TBP*JCH0 2aHHo1 1IeK1apaw4el, C

yKaHHeM IIYHKTOB 3TIIX HOMT11BHbIX J0KyMCHTOB, Coaep)Kauulx We60BaHHII huB 1IBJIHOII flPOh1YKUHH (yciiyrll))

JJeKJIapawI flHH51T Ha ocHoBaHilil: nporoxona TeXHW-IeCKHX HCnMTaHHi J 2017-170.1 OT 24.04.2017

14J1 AO “He3aBHcHMbJI HHCTHTYT HCnMTaHHi Me.zHUHHCKO TexHHKH”, per. N2 P0CC RU.000 1.517966 OT

15.04.2015
PerHcTpauHoHHoe y.IocToBepeIIHe eLepaJmHofi cnyIc6hI no Ha.z3opy B c4epe 3,LpaBOoXpaHeHH5l

jOC34PABHA30P) )‘f C3 2010/08672 OT 18.05.2017
(HH4opMaIwn 0 oKyMeHTax, BBJIBIOWHXCB 0CH0BaHHeM 11J111 flpHHBTH)i hIeKJIapaLwH)

aa HHH5lTH$I .zeKnapaiuH 06.02.2020

,LeKJIapaIunI 0 COOTBTCTBHH .LeCTBHTejm1Ia zo 06.02.2023

Qra8a108a

C.) li,1eCTa0M
lo qu8e

°1I’3HeuoB MaKCHM EBrCHLCBH’I

(HHHUHaJmI, 4aMiuiHI)

enapauun 0 COOTBTCTBHH

CEPTWIHKALII4H 14 ,ZEKHAPHPOBAHI’I51>>, N2 RA.RU.1 1M1118
HaHMeH0BaHHe H a.zpee opraa no cepTwImKauHn,

N2 3, opnyc 1, 3T)K 3, noM.1, KOM. 26 Tene4oH: +7 (495) 783-42-17
hieKulapaw4lo)
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CHCTeMa M0HHT0HHT nairnea BO BPM51 MaTHHTH0-pe3oHaHcHofl TOMOFpa4II4H Expression c

HPHH31)KHOCTMH

BapHaHmI HdnoJIHeHHsI: Expression 865214, Expression MR200, Expression MR400, B C0CTB

1. BednpoBo,rnoii 6310K o6pa6oTKH.

2. EnoK ynpaneusi nojuunoqeue naIHeHTa.

3. Bnoi ynpaneuusi LIudnneeM.

4. Moiwrop )lcHzKolcpHcTasull1ecKHui.

flpuHazp1exrnocm:

1. BednpoBoHoi MOJTh 3KF.
2. BednpoBo.zHoi Mo.ziyim Sp02.
3. 13arapei ( OT 1 o 10 IUTyK).

4. Aan’repii CHJ1OBM (oT 1 ,Lo 10 ifiTyK).

5. 3apsijrnie YCTOCTB )JJI51 KKMX15ITOOB (oT 1 )0 10 IJITyK).

6. HOpTM noKrnoeHHs1 HpOBO.zHMX M0.LyJIeil (oT 1 10 urryK).

7. Ka6esrn, IJIHM I1HTHH5I (oT 1 ,zo 20 urryK).

8. KriaBuaTypa, MbuITh.

9. flpirwrep.

10. YCTpO1iCTBa 6edHpoBo,rHoro MOHHTOPHHT’a, HTHHbI (oT 1 ,zo 50 ifiTyK).

11. flnarii: KoHTpoJIbHMe, HHTep4eicHMe, nH,LHKaTOpHMe padnpeeJnITeJmHue, ynpauniiome (oT 1 o 100

IIITyK).

12. EMKOCTM C KaJn46poBoHMMn, KOHTpOnTHMMH ra3aMu (oi’1 o 20 UITYK).

13, flpeoxpaiurrenu, fl0KflKH (oT 1 o 100 urryK).

14. Ka6ern OTBeeHHI1 3KT (oT 1 o 10 luTyx).

15. 3neKTpobI J1SI H3MCHH51 3KT (oT 1 o 10 ynaxoBox).

16. I13MepHTeJm conpoTHBJIeHnl.

17. HHTep4eicHMe xa6enu ,ZIJISI CHHXP0HH3IWH (oT 1 jo 10 urryx).

18. MaHKCTM JT15I H3MHHSI HeJ-IBa3xBHoro apTepHaJITHOr0 aBneHH5I (oT 1 LO 100 ifiTyK).

19. LLLJIaHrH JI5l H3MHH51 HHHB3HBHOTO apepxamoro ,zaBrEeHHsI (oT 1 o 10 ijrryx).

20. CHsii4oHbI Ha FYHYIO KJICTKY (oT 1 o 10 ifiTyK).

21. )JaTHKH JJ15I H3MHHSI IJThCOKCHMTHH (oT 1 Z0 100 ifiTyK).

22. )JaPWKH ,ZI315I H3MHH5I ‘reMnepaTypbl (oT 1 Lo 20 mTyx).

23. )aTHKH Jul51 H3MPHH5I HHB3HBHOTO JuaBJIeHH5I (oT 1 JuO 20 urryx).

24. ,11epKaTenH ,IuJlSI H3MHH5I HHB3HBHOFO JuBJ1HH51 (oT 1 o 20 IIITyK).

25. Ka6enH JuJI H3MHFU1 HHBa.3HBHOTO JuaBJIeHHSJ (oT 1 JuO 20 inTyx).

26. AJuariTep H3MCHH$1 IIHB3HBH0F0 .LuaBjIeHwl.

27. Karnonil Jn51 KanHorpa4HH (oT 1 20 ynalcoBox).

28. AJuanTepM B03.LIYUIHLIX nyTei (oT 1 ,o 10 ynalcoBoic).

29. JTHHHH o’r6opa o6paiioB JuflSI KauHorpa4HH (oT lJuo 5 ynaKoBox).

30. B0JISIHMe JIOBYUIKH JuJISI IcanHOrpacjrnll (oT 1 o 5 ynaxoBox).

31. JIHHuxuILpT6opa o6pa3uoB HCTTHKOB (oT 1 .zuo .5 ynaKoBoK).

32 BowlHr1e I0BIJlKH JuJ151 HCTTHK0B (oT 1 Ju0 5 ynaKOBOK)

33 ,LIaTtIHKH ICMCJIO o (o’r 1 o 5 ynaxosox)

Hi*:

IC
10 /4uIlS4JHHOCTI4

CBe 0perHCTpaLHH uexnapaiuuu 0 COOTBeTCTBHH

, CCEPTHHKAUHH H EKMAPHPOBAHH, N2 .RU.1 1M1118

//,‘.
F

(IlaitMeitoBaHile H anpec oprana no

4 MHëBHHKH, JuOM N2 3, icopnyc 1, 3Ta)K 3, noM.1, ICOM. 26 TesIecjoH: +7 (495) 783-42-17

( , sir taperitcTpilpoBaBulero icKJIapaw1Io)

°\ fl-US.Mfl18.B.02331I20 OT 06.02.2020 ELe1CTBVeT qo 0602.2023
\, s -

(jara periicpawin it periicpaunoitniit itoep JeKJJapaw1i1)

Y7 A Ziolco

0 (noonilcb HHHWIflbI aMIIi111t1 pyK0BotHTeJt51 opraa HO cepTitd)HKaLtHH)
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34. Mowraicmie KpoHmTeflHh[ ,1flsi MPT-o6opyoBaHH5I (oT 1 .zo 5 IUTyK).

35. Moiyirn 3Kcnpecc-o6c.r[y)KHBaHH (oT 1 .zo 5 ifiTyK).

36. HporpaMMHoe o6ednetleHne Ha MaI-HHTHMX HcKax, JucKeTax; 113Y; na3epimix OHTW1CKHX ,zwcicax,

4JIem-KapTax (oT 1 ,zo 30 IIJTyK).

37. 3anoMHHaouwe YCT01CTB Ha MFHHTHMX HCKaX, HcKeTax; fl3Y; na3epHMX 0HTHt1CKHX JCKaX,

4J1em-KapTax (oT 1 30 HITyK).

38. MuicpocxeMLI HMSITH HHTep4eflcHMe, yripansuome (oT 1 ,zo 100 urryx).

39. flpoorncii 3UeKTpW{ecKlle, TpaHc4opMaTopbI, cTa6HnH3aTopM (oT 1 ,ro 100 m’ryic).

40. HepeIduoaTeJrn, pelle, ripeo6pa3oBaTefrn expecxue (oT 1 ,zo 100 ulTyK).

41. CneIwaiHLIe 3neKTplrnecKHe .llaMflM, CBT0H0bI (oT 1 o 50 ulTyK).

42. Teim .zvui nairnea (oT 1 o 30 GymuloK).

43. I4HCTPyKLUISi ,EJ15I TI0JIL30BTJU1 Ha 3flKT0HHMX HocHTeJI5Ix.

44. 3auwrrn,ie qexn ,zjiq ,IaTqHKa eriepaypi (oT 1 .zo 5 yIIaK0B0K).

45. I1H40pMaLH0HHMI nopaii Expression 1P5.

46. CtIHTMBaTeuL mTpux-Koa.

MecTo npoH3Bo.zcma:
1. Invivo, a division of Philips Medical Systems, 12151 Research Parkway, Orlando, FL 32826, USA.

2. Philips Medical Systems, 3000 Minuteman Road, Andover, MA 018 10-1099, USA.

6axBaJloBa (HHHJHaJIM, 4aMHJIH5I)
.‘Jlbra BJ1aRIIMMpQBHa

PyKonoRLlTenI, OTfleJla
rio ynpaBneHL,Icj Ka’lecTHoM

000 1fli4flC

C perHcTpaiwi .zeicnapãuirn o CoTBeTCTBHH

1? CEPTWIFTKALHH H EKJ1APF1POBAHH51>>, N2 RA.RU.1 1MH18
//c

/ ii1 (HaHMCH0BaHIIe ii aapec oprana no cepTll4)nIcauHll,

ii. MHBHHKH, OM N2 3, opnyc 1, 3T)K 3, nOM.1, KOM. 26 TesIe4oH: +7 (495) 783-42-17
3aperllc’rpHpoBaBuiero eicriapauiiio)

fl-US.Mfl18.B.02331120 OT 06.02.2020 JeiiCTBVeT qo 06.02.2023
(oara per1ici’paun ii penc1pauionnbli iioiep eIcnapauHH)

/ A.. Toio

KY3IICUOB MaKCIIM EBreHbeBu

(no1ulHch, HI-niU4asI5I, aMwI14n PYKOBO1U1TJUI opraa 110 cepTwjMKauI4H)


