JAEKJIAPALIUS O COOTBETCTBHUHA

O6mecTBo ¢ orpannyennoii orsercreeHHocTei0 "Pmmune'" (000 "®uaunc')

(naumuoaamlc oprafizauuy iy (;J&MH.’IHR, HMSA, OTUECTEO HHAMBHAYANBHOTO NPEANPHHHMATENA, NPHHABIIHX JACKIAPALMIO O COOTBCTCTBHH)

Mexpaiionnas nacrnexunst MHC Poccrn Ne 39 no r.Mockse , 22.07.2002

CBE/JASHHA O PETHCTPALMHE OPraHH3auMHe WIH HHANBHAYATEHONO NPCANpHHHMATEN

OI'PH 1027700044074

(HauMeHoBaHKiE PETHCTPHPYIOULErO OPrata, JIaTa PerHcTPaiii, PericTPALHOHHBIH HOMED)

Anpec: 119048, Poccus, r.Mockea, yn.Ycaduesa, 1.35A, tenedon +7(495) 937 93 00

(anpec, Tt::tgfbtm, (akc)
B mune  emepanbhoro jupexropa Apu JKana Jle Monrcere

(MOMKHOCTE, DAMHIMA, UM, OTYECTRO PYKOBOANTENA OPraHH3AIH, OT HMEHH KOTOPOH NPHHUMACTCA AeKnapaLs)
3asBIIsIET, YTO Cucrema AHATHOCTHYECKAS YJIbTpasBykosas iE33 ¢ npunapiexxnocraMu
(cm. mpuyioxkenue Ha 1 JucTe)

(HanMeHOBAHKE, THII, MAPKA NPOAYKLIH (YCAYIH), HA KOTOPYIO PACIPOCTPAHACTCA CKNApaL)

Koa OKII 94 4280 Kox TH B3I 9018 12 000 0

ko OK 005-93 u (uan) TH B2, CHI™ nny OK 002-93 (OKVYH), ceesienna o cepHilHOM BLINYCKE WIH MapTHH
CepuifHblii BBITYCK

(HOMEp napTHH, HOMEPA H3JEMI, PEKBIUTHI 10r0BOPa (KOHTPAKTA), HAKIA/HAN)
"®uaune Yastpacayni, Uak.", CIHA,
Philips Ultrasound Inc., 22100 Bothell Everett Highway, Bothell, WA, 98021-8431, USA

HAHMEHOBAHHE H3TOTOBHTEA, CTPAHLI H T.1T.

cootetcTByer Tpebosanmam: ['OCT P 50444-92 (p. 3,4), TOCT P 50267.0-92 (MOK 601-1-88), 'OCT P
MDK 60601-1-1-2007, TOCT P 50267.0.4-99 (MK 60601-1-4-96), TOCT P M3K 60601-2-37-2009,
I'OCT P 50267.0.2-2005 (M3K 60601-1-2-2001)

(ofo3HaueHHe HOPMATHBHEIX TOKYMEHTOB, COOTBETCTBHE KOTOPBIM NOATBEPIKICHO IaHION JeKknapalHei, ¢
YKa3aHUEM NYHKTOB 3THX HOPMATHBHEIX IOKYMEHTOR, COACPKAIINX TpeGopanus Ana 1anHod npoiykunu (yenyri))

Jleknapaius IIPUHATA HAa OCHOBAHUHU: [poTOKosa uenbitanuit Ne 2011-606 ot 21.10.2011 WJI 3A0
"He3aBHCHMBIH HHCTUTYT MCTIBITAHKN MequImHCKoi TexauKH", per. Ne POCC RU.0001.2111M41
08.09.2010- 24.03.2015; mpotokona ucnbrraguii NeUS01SME.10MMR or 26.10.2011 WJI TC SMC AHO
"PagooGoponTect”, per. Ne POCC RU.0001.21MD53 21.05.2009-21.05.2014

Perucrpanuonnoe ynocroseperue deepaibHoi ciyx05l 10 HAA30py B cdepe 30paBOOXpaHEHH U
conuansroro passutis Ne @C3 2008/03103 ot 19.11.2008

HHpOpMAUHA O JOKYMENTAX, ABNAKOILHXCH OCHOBAHHEM ANA NPHHATHA JeKnapaliii
P P

Jara npunstus gexnapauun 21.11.2011

Jlexmaparys 0 COOTBETCTBHU ACHCTBUTENbHA 10 21.11.2014

Apn Kau Jle Honrcre
(uHAIIHATBL, (aMUITHT)

(HaHMEHOBAHNE H APEC OpraHa no cepTHHKam,

oBas autes, 1. 3, Tenedon: (495) 783-42-17

| E p - 3aperiCTPHPOBARLIERO JCKIAPAHTY 5
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S (nara pern Tpaimi i pcmmpammmmﬁ"}m.—\!_gp'ncmap win)

J.®@. 3ybapes

(noANUCE, ¥ HLHANK], d!ammng.mﬁémrmnﬂ oprana m ceprTidHkannn)



MNPUJIOXKEHUE K JEKJIAPAIIUU O COOTBETCTBHUHU

[TpunHagnexHoCTH:

1. MOHHUTOPBI MIIOCKHE JKHIKOKPHCTAJI/INUECKHE

2. YerpoiicTea 3anMCH JaHHEIX

3. Ycrpoiictea 00paboTku JaHHBIX

4. JlaTuuky yabTpa3ByKOBEIE JIMHEHHBIS

5. JlaTuMKH ynbTPa3ByKOBbIE KOHBEKCHBIE

6. JlaTuMkH yAbTpa3BYKOBBIE (ha3UpOBaHHbIE CEKTOPHbIE

7. JlaTuHUKH yNBTPa3BYKOBbIE MaTpHUHBIE

8. JlaT4MKHM yJIbTPa3BYKOBBIE TPAHCITUILIEBOAHEIE

9. [peobpazoBaTenu dNEKTPUIECKUE

10. DnemeHTHI KperuieHus

11. Hocurenu undopmaliiy Ha MarHMTHBIX JUCKaX, JIeHTaX, AuckeTax, [13Y, nasepHbiX, onTHYECKHX JHCKaX
12. Hacanku ajist ynbTpa3ByKOBBIX JaTUMKOB JUTS MPOBEAEHUsA Ouoncuu
13. HoxHo# nepexstiouarens (rejasb)

14. bnok nuranus

15. CnextpanbHbii aoriepoBekUi 610K

16. CneunanbHbIe MPUHTEPSI

17. Yerpoiicteo ans conpskenus OKI

18. Bnexrponsl

19. JInckoeoja

20. [TopTel NOAKAKOYEHUS AATHHKOB

21. Kabenu, KOHTaKTHbBIE 3JIEMEHTBI

22. AnanTepel creuHtanbHble

23. bnok BHaeo3anucH

24, CneunanbHoe MeIULIMHCKOE NporpaMMHoe obecrnevyeHHe Ha MarHUTHBIX JUCKaX, JIeHTax, auckerax; [13V; nasepHeix,
ONTHYECKHX JIMCKAX

25. YerpoiicTeo obecneuenus HecriepedoiiHOro NUTaHUs

26. [Tanens ynpaesieHus

27. 3anomMuHaollee YCTPOMCTBO HA MarHUTHBIX JMCKAX, JeHTax, auckerax; [13Y; nazepHebix, onTHYecKuX AUCKax
28. CnetasibHble MBI U TPIKOOLT

29. CraproBblit Habop:

- UnrepdeticHble, KOHTPOJIBHBIE, APXUBUPYIOIIHE H YTPABAAIOLLHE MJ1aThl
- Mukpocxemsl aMsiTH, UHTepdelicHbIe, yNpaBisolL1e

- [TnacTMaccoBble PUKCATOPBI U HACAKH IU14 JJaTHUKOB

- CneunanbHas TepMUveckas OymaykHas fenTa

- l'enp nns nauuenTa

- [IpoBOAHHKY 3/IeKTpUYecKHe, TPAHCHOPMATOPbI, CTAOMUIU3ATOPBI

- [Ipenoxpannrenu

- [Tepexntouareny, pese, npeoOpa3oBaTe/IM JIEKTPUYECKHE

- CneuManpHble NeKTpUYecKye JIaMITbl, CBETOAHO/IbI

- Pazbemsl

Apn Kan Jle Monrcre
(uuuuanel, GamMuTs)

(II']II\{ﬁHDBﬂHHe H aapec oprada no CepT}‘I(TJI‘IK']llHH

Bas ayutes, a. 3, tenedon: (495) 783-42-17

3AperHCTPHPROBABILET! /cl\mpaunm)
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(NMoANKCE, | IMLHANLL, (I)a'\{H'ﬂTﬂ pymao IHTENsA opraHa r o ceptrdukanum)



®EAEPAABHAS CAYIKBA ITO HAA3OPY B COEPE 3APABOOXPAHEHWM
1 COLIMAABHOTO PA3BUTUA

FEDERAL SERVICE OF HEALTH CARE AND SOCIAL DEVELOPMENT CONTROL

PETUCTPALIHOHHOE YAOCTOBEPEHHUE
REGISTRATION CERTIFICATE

Ne ©C3 2008/03103

ot 19 Hosiops 2008 CpoKk JIeHcTBUS: He OrpaHHYeH

Hacrosiiee y10cTOBEpeHHE BEIIAHO

"®uaune Meauxan Cucreme Hegepaaana B.B.", Huaepiaanasl,

Philips Medical Systems Nederland B.V., Boschdijk 525, 5621 JG Eindhoven,
The Netherlands

¥ HOATBEPIKIAET, YTO H3/IC/IHE MEAUITMHCKOTO Ha3HAYEHUS

(u3enHe MEIUIIMHCKON TeXHUKH)

CucTeMa JHATHOCTHYECKAS yabTpa3BykoBas iE33 ¢ npuHa/VIeKHOCTIMH
(cm. Ipuioskenne Ha 2 IMCTAX)

MPOU3BOJICTBA

"®umunc YasTpacayna, Mak.", CIIA,

Philips Ultrasound, Inc., 22100 Bothell Everett Highway, Bothell, WA, 98021-
8431, USA

Kracc moTeHIHaaIbsHOro pucka 2a OKIT 94 4280
CoO0TBETCTBYET KOMILIEKTY PEerHCTPAIlMOHHON TOKYMEHTALHH

KPJ{ Ne 51847 ot 17.11.2008

npukasom Poc3apaBraazopa ot 19.11.2008 Ne 9093-I1p/08

pasperieHo K HMIIOPTY, MpoJiake U MPUMEHEHHIO Ha TEPPUTOPHA
Poccuiickoit @enepannu

10 Ha/30pYy B cdepe 3ApaBoOXpaHeHHSE
H COIIHA/ILHOTO PA3BHTHSA




OEAEPAABHASA CAYXBA I10 HAA3OPY B COEPE 3APABOOXPAHEHWAA
1 COLUIMMAABHOTO PA3BUTMA

FEDERAL SERVICE OF HEALTH CARE AND SOCIAL DEVELOPMENT CONTROL

MMPHJIOXXEHHE
KPETHCTPALIMOHHOMY YAOCTOBEPEHHIO

ATTACHMENT Jiner 1
Ne ®C3 2008/03103

[TpunaaieKHOCTH:
1.MOHHUTOpPBI MIIOCKHE KUIKOKPHCTAILTHYECKHE.

2.YcTpoiicTBa 3aUCH JaHHBIX.

3.YerpoiicTBa 00pabOTKH JaHHBIX.

4.JlaTyMKH yJIbTPAa3BYKOBLIE TMHEHHBIE.

5.JlaT4uKy yIbTpa3ByKOBEIE KOHBEKCHBIE.

6.JlaT4ukn yIbTpa3ByKoBEIE (Pa3UpOBAHHBIE CEKTOPHEIE.

7. J1aT4uKH yJIbTpa3ByKOBEIE MATPHUHBIE.

8.JlaTunKH yIbTpa3ByKOBbIE TPAHCITHIIEBOIHBIE.

9.Ilpeobpa3zoBaTeny MEKTPUIECKHE.

10.21eMeHTBI KpeIUIeHHs.

11.Hocurenmu nrpOpManyui Ha MarHUTHBIX JUCKAX, JIGHTaX, AuckeTtax, [13VY, nasepHbix.
ONITHYECKHX JIUCKAX.

12.Hacanku utst yIbTpa3ByKOBBIX AaTYUKOB JUIS TPOBEICHUSA OHOIICHH.

13.HoxHo# nepekiroyarelib (1e1aib).

14.bnok nuTanus.

15.CnekTpaibHbIi TOMIEPOBCKHIt OII0K.

16.CnenpanbHble IPUHTEPHI.

17.Verpoiicto s conpsikenus KT,

18.2nexTposl.

19.JTuckoBo,.

20.ITopThl MOAKIIOYEHHUS JaTYUKOB.

21.Kabenu, KOHTAKTHBIE 2JIEMEHTEIL.

22.Anantepsl CrielHaIbHbIE.

23.bnok BUAECO3ANUCH.

24.CrienpaibHOE MEAMIMHCKOE MporpaMMHOe obecrieyeHue Ha MarHUTHBIX JINCKaXx,
nenrax, muckerax; [13V; nazepHbIX, ONTHYECKUX JHCKAX.

25.YcrpoiictBo 06ecniedenus GecniepebOHHOrO MATaHU.

26.I1anens ynpaBieHus.

H COLHAJIBHOr0 PAa3BHTHSA
19 nHosi6ps 2008 rona

N\l

! F =
8 6061 « 387817, r. Mocuea, 2008 rl.




- ®EAEPAABHAS CAVKBA T1TO HAA3OPY B COEPE 3APABOOXPAHEHWA
1 COUMAABHOTO PA3BUTUA

FEDERAL SERVICE OF HEALTH CARE AND SOCIAL DEVELOPMENT CONTROL

[MPUJIOKEHHE
KPETHCTPALIHOHHOMY YAOCTOBEPEHHIO

ATTACHMENT Jucr 2
Ne ®C3 2008/03103

27.3anomMuHaro1ee yCTpOHCTBO Ha MArHUTHBIX TUCKaX, JIeHTaxX, Auckerax; [13VY;
Jla3epHBIX, ONTHYECKUX JUCKAX.

28.CneuunanbHble MBIIIb U TPIKOOILIL.

29.CraproBslii Habop:

-MatepdeiicHble, KOHTPOIbHEIE, APXHUBUPYIOIIHE W YIIPABIISIONIHNE TIATHL.
-Muxpocxemsl namsTH, UHTEepQEHCHbIE, yIpaBIsIOIIHE.

-ITnmactmaccoBbie pukcaTOpbl ¥ HaCAAKK /IS JATIUKOB.

-CneunanpHas TepMuYecKas OyMakHas JIeHTa.

-I"ens st nanueHTa.

-[IpoBoHuKH €K TpUYECKHE, TPaHC(HOPMATOPBI, CTAOMIH3ATOPEI.
-IIpenoxpanureny.

-Ilepexmoyarenu, pene, npeoOpa3oBaTeIH MEKTPUIECKHUE.

-CnennanbHble AJICKTPHYECKHUE JIaMITBI, CBETOUOIBL.

-Paznemsl.

-MemOpanbl, K0blia YILIOTHUTEIbHBIE.

-MHCcTpyKuMs U1 MOIB30BATENS HA 3JIEKTPOHHOM HIIH OYMaXKHOM HOCHTEJISX.

-y

PykoBoauTeas PenepanbHoil cymkonr g Y

1o Haja3opy B cdepe 31paBoOXpaHEeHH B g, #
H COIHAJIBHOTO Pa3BHTHS o

19 nosiops 2008 roaa
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