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lEICJIAPAflUM 0 COOTBETCTBHH

O6wecTBo C orpaIlneHHofl OTBCTCTBCHIIOCTbIO “cDHJIHHC”
(000 “DHJIHHC”)

(iianMeHoBaHne OpraHH3aLIHll ‘Jill, (J)aMHMIIM, 11MM, oTLIecToo NHJ4IIBH4yaJ1bIIOFO npe4npHIIHMaTenn, flpnHasrllHx JielcIlapauNlo 0 COOTBCTCIBBI!)

I4HdHexuHa ee)epaJThHoii HanOroBon enyxcGM N9 3 no r. MocKBe , 02.02.2012
CBCAH1lM 0 perncpauii opraiinaunn win iitianiiyaiii,noro npe)lr]pHHH’JaTesIs

OUPH 1027700044074
(HailMeHonanhie perncpyioiuero opraHa, aTa pernCTpaunn, perHcTpaunouHb, HoMep)

123022, r. MocKBa, yji. Ceprea MaKeeBa, . 13, TenecoH: +7(495) 937 93 00, 4aKc: +7(495)937 93A,gpec:
59

(ailpee, Te31e4)OH, 4aKe)

B nrne Fellepaimlloro HpeICTOpa Kyrneuoa MaicdilMa EBreHbeBHa

(aonxoiocii., IrnMIIJIHX, 11MM, OTLIeCTB0 pyKoBoilHTena opraNH3aunn, OT HMCHH KoTopofl flHHHMCTCM Aekflapauhiil)

3aaBmleT, q’ro Cuc’rcMa MOIIHTOpHTH’a HauneilTa Rb BCMil MarIIHTuo-pe3onancnoii

ToMOrpØHn Essential c nplIIIaR.JICXCHOCTSIMH

(IlanroenoBanne, Tb, MapKa npo.ayInL.,.l (ycj,yrn), Ha KOTOPYIO pacnpoclpallaeTell ijeiclapabila)

KoR 0ICHJI2 26.60.12.129 ICoR TH 8341 9018 19 100 0
KOM 0K11R2 Ii (MMII) TH 83fl cl-it’ wi OK 002-93 (OKYH), eee’,na 0 cepiiiliioro BbIflyCKC HUH flBTHH

CepFdiHui BbIHCK

(HoMep napTHu, HoMepa naAenhlit pCICBH3Hrbl aoroaopa (KoHTpaicra), HaKnamHaa)

“ IIIIBITBO”, HORP3RCJICIIH “ønjixinc Menicai CHcTcMc”, CifiA,
Invivo, a division of Philips Medical Systems, 12151 Research Parkway, Orlando, FL 32826, USA

HanMeHoBanne H3r0T0BHTCUJI, CipaIlbi Ii TB.

COOTBCTCTBCT TpeGoBarn-IaM: FOCT P 50444-92, FOCI P M3K 60601-1-2010, FOCT ISO 9919-2011
(o6oanaeirne nopMaTnBHbIx aOKyMCHT0B, C00TBCTCTBIIe KOTOphIM AOIITBCP)KACHO maiinoll aeKnapauneW C

yKa3aHHeM 11HKT0B 3TIIX H0MBThlBHbIX 4OKyMCHTOB, Conepwautnx TpeGOBaIl[IR RuM RaHHOII HPOJIYKWIH (yCiiyrn))

JieIctapauHsl flHH5lT Ha ocHoBaHall: flOTOKOJfl TeXHHqeCKHX HCflLITaHHi N2 2019,TD-61.O9CD OT

27.09.2019 000 HJII4 “MeTecTflpn6op”, per. N9 P0CC RU.0001.21Mfl26 OT 22.07.2015
PerricTpaulloHHoe )‘JIOCTOBCpdHHe eeRepaJmuoii dJLy)1c6M no B c4epe 3JJBOOXHdHH5l

(P0C34PABHALL3OP) N2 P3H 2013/498 OT 03.09.2019
(nn4oproauwi 0 AOKyMCHTBX, MBMMI0IUHXCM oeNooaHneM MMII flpHHIITH$I Mexiiapau[lhl)

,LLaTa HHH5lTH5I AdKHPflHH

2leicnapauna 0 dOOTBTdTBHH

01.10.2019
zletidTBHTeJmHa 1O 11.07.2022

A41. ,L[OKO

Ky3neuon MaKCHM EBrcIIbeBu

BaxBanosa (HHHuHaJ1M, d2aMHJrnsl)
.nhra BnapIlMwposHa

vKoBopjTenh OTMeMa
ripaBJ1eHMIo KaROCTBOM

000 øMf1MflC”
10 ROB000HHOCTII

CBeAeHHa HCTpauHH eicrapaua 0 C00TBCTC’EBHH

00 - ‘ PTHeHKALJI’114 H EKJ1API4P0BAHH5I>>, N2 PA.RU. 11 MH1 8
I 4i’ (lianroelioBaIlne H auipec opraiia no cepTn)nIcauhin,

,

____

IëBHHKH, ThOM N2 3, icopilyd 1 Tenecj)oH: +7 (495) 783-42-17
-

laperllcTphiposaBwero sekIlapaunlo)

S.Mfl18.B.01 574119 OT 01.10.2019 RCTBVT o 11.07.2022
• (aaTa FIlCTUUHH H pernCTpaIuIoI1nb1i i,oroep neKnapauFi[t)

M, . 4?4$lO+

(noijilileb. hlHiilLhiaJ]I,I, 4laMiiJiHhi pyK000wlTeulM opraiia 110 eepni(j)IiKauIiH)



CHCTeMa M0HHTOHHF HaIweHTa 80 BCM5I MarHHTH0-pe3ouaucHoü TOMOFpØHH Essential c
HHHJflC)KHOCTHMH

B COCTaBe;

I. Bnoic annapaa Ga3oubIti.

II. HpuHaAnecHocTH:

1. 3axcnMbJ-rcJTHnca ng jaqnxa nynTeOIcCHMeTpHecIcOro (He ôoiiee 10 lilT.).

2. 3aic1-iMM oxEamiBaloJune jjnsi arrnica HyJmCOKCHMeTpH’lecxorO (He 6onee 10 yll.).

3. JjaT’rnKn HYJThCOKCHMTHMCCKH (He 6onee 10 HiT.).

4. Mo.nynn 6ecnpono.uHsle HyJThCOKCIIMCTpH’ieCKHe (He 6oiee 2 HiT.).

5. AxKyMynsLTopM OCHOBHMC (He Gonee 2 mr.).

6. AKKyMyIaT0pM MOJlysteu (He GoAee 4 mr.).

7. kaan’repu flHTHWI (He Gonee 5 HiT.).

8. ifiHypu flHTHH5l (He ôonee 5 urn).

9. eYTJMf5 JuTa nepeHocKH.

10. Crouixa

11. YHnBepcansHoe xpenneHHe:
- [LITTTpLKH (2 HiT.);

- 3aHM;

- Py’nca;
- BHHT C HaIcaTaHHofl rOJIOBK0fl.

12. HHcTpyKUHSI HO 3KdHhIyaTaW-IH Ha 6yMaicHoM H/Him 3iIKT0HH0M HOCHTeJTHX.

13, PyxoBoAcrBo CBHCHO Ha GyMaxHoM H/HuH 3flICTOHH0M HOduTensiX.

14. HporpaMMHoe O6eCHeeHHe Ha 3JIKTOHHbIX HocHTeaMx,

MeeTo npoH3BoJcTBa:

1. Invivo, a division of Philips Medical Systems, 12151 Research Parkway, Orlando, FL 32826, USA.
2. Sanmina-SCI Systems Singapore Pre. Ltd., 2 Chai Chee Drive Singapore 469044, Singapore.

ICy3Ifcuon MawcuM Enreni.cnrn
SaxsaJloBa (HuHuHbI 4aMHnHYI)

Onbra Bial1Miriposn’
PyKosofl1Tenb OTAeJla

no yripanewio xa9ecTaoM
coo ewnwnc

[10 osepeHHocTM

:HH 1eKJpaUHH 0 COOTBTCTBfl

RVHKAUI4H 14 JjEKJIAPHPOBAHI4JI>>, N2 RA.RU.1 1MH1S
(IlalIMelloBaInle II a,pec oprana 110 cepIIl(jnlKaunu.

LHëBHHKTI. 1M N 3. Kopayc 1 Tene4JoH: +7 (495) 783-42-17
saperllcTpllposaBwero lcK:IapaulIIo)

US.MfllB.B.01574119 OT 01.10.2019 peiCTBVeT qo 11.07.2022
(JiaTa pe1ICTPaIAI4II H per.IcTpa[aLIo.III.IiI KOMC aeKnapaunn)

-_A.$.JoKo______M.H.
(nonhIHcb, F,IIIluHaJ,bT, (I)aM,lJflIM pyK000.awrernI opralia 110 cepTH1j.IKau&lI)


