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PETMICTPALUNOHHOE YAOCTOBEPEHWE

HA MEONUNHCKOE N3AEJTVE
oT 27 moHAa 2016 roga Ne P3H 2016/4337

Ha meguunHckoe nsgenuve
Cuctema ynbTpasByKoBasi AgnarHocTnyeckas megnumHekasa cepum Logiq F ¢

NPUHALNEXXHOCTMU

HacTosllee peructpaluoHHoe yAQCTOBEPEHME BbILAHO

"k Megukan Cuctems (Kutait) Ko., 1Ta.", Kutan,

GE Medical Systems (China) Co., Ltd., No. 19, Changjiang.Road, Wuxi National Hi-
Tech Development Zone, 214028 Jiangsu, China

Mpounssogutesnb
" xn Megnkan Cuctems (Kutaii) Ko., /ita.", Kutais,
GE Medical Systems (China) Co., Ltd., No. 19, Changjiang Road, Wuxi National Hi-

Tech Development Zone, 214028 Jiangsu, China

MecTo npon3BoACcTBA MEANLUHCKOIO U3aenumsa
GE Medical Systems{(China) Co., Ltd., No. 19, Changjiang Road, Wuxi National Hi-
Tech Development Zone, 214028 Jiangsu, China

Howmep peructpaymoHHoro gocbe Ne P1-9451/61287 o1 08.12.2015

Bua meguumnHekoro nsgenma 260250

Knacc noTeHLUanbHOro pucka NpUMeHeHNs MEANLMHCKOTO n3genums 2a

Kog O6LuepoccniiCKoro knaccuukaTopa APOAYKUUN ans MeguunHcKoro-nsgenms 94 4280

HacToslee perncTpaluoHHoe y0CTOBEPEHME UMEET MPUIOXKEHWUE Ha 5 mcTax

iy . o .Ho

npukasom Poc3gpaBHaasopa ot 27 iy, a 2016
JOonyLLeHo K obpalleHunio Ha TeppuT|p3lin Eoccninck”™ ®endat i

PyKoBoauTenb ®PefepasibHOM Cy>K™NL y /Yy
Mo Haa30py B chepe 34paBooxXpaHeHue. //f L M.A. Mypaluko
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PEOEPANIBHAA CNYXBA MO HAA3OPY B CPEPE 3PABOOXPAHEHWA
(POC3OPABHAL3OP)

MPUNOXEHNE

K PEFTVICTPALVIOHHOMY YAOCTOBEPEHUIO
HA MEANLVHCKOE U3AENVE

Or 27 noHa 2016 roga Ne P3H 2016/4337
Jnet 1

Ha meguunHckoe nsgenve

CuncTema y/ibTpa3ByKOBas gnarHocTuyeckas mMeanumHckasa cepun Logiq F B
BapuaHTax UCNONNEHNSA C NPUHALNEIKHOCTAMMU:

BapvaHTbl ucnonHeHus:

I. Cucrtema ynbTpa3ByKoBas fMarHoCTnyeckas megnumHckas Logiq Fo:

1. KoHco/b Ans ynbTpa3ByKOBOM AUarHOCTUYECKON MeauLMHCKoi cucteMbl Logiq F6

2. MoHMTOP cneunanbHblil MeAULAHCKNIA.

3. Kabenb 31eKTPOHUTAHHA 418 CUETEMbI Y/1bTPa3BYKOBOW AMarHOCTUYECKON MeANLMHCKOM
4. JNeKTpOHHaa LOKYMeHTauug-Ha BHelwlHeM HocuTene - CD/DVD/USB Flash.

5. PyKoBOACTBO M0nb30BaTeNG-ANA YbTPa3BYKOBbIX CUCTEM Ccepumn Logiq F Ha pyccKom
A3blKe (He 6onee 5 WT.).

6. PykoBoACTBO N0/ib30BaTeAsd 418 YbTPa3BYKOBbIX cUCTEM cepumn Logiq F Ha aHraniickom
A3bike (He 6onee 5 wT.).

Il. Cuctema ynbTpa3ByKoBas AnarHocTnyeckas MeauumHekas Logiq F6 ¢ nnaton 4-x
aKTVBHbIX Pa3beMOoB 414 NOAK/IHOYEHUS AaTYNKOB:

1. KoHconb Ana ynbTpasByKOBOMW ANArHOCTUYECKON MeAULNHCKON cucTeMbl Logig F6.

2. MoHMTOp crneunansHbiin MegNLMHCKNIA.

3. Kabenb anekTponuTaHua 411 CUCTEMbI YNIbTPa3BYyKOBOW 4MAarHOCTUUYECKOW MeAULUHCKOM
4. MnaTa 4-x aKTUBHbIX Pa3bEMOB A5 NOAKMOUYEHMA AaTYnKoB (He 6onee 1WwT.).

5. DneKTpoHHasa AOKYyMeHTaumns Ha BHelwHem Hocurene—CD/DVD/USB Flash.

6. PykoBoACTBO NOAb30BaTeNsa 4718 Y1bTPa3ByKOBbIX CMCTeM cepumn Logiq F Ha pycCKom
asbrice (He 60onee 5 WT.).

7. PyKoBOACTBO-NOMNb30BaTENA A9 YNbTPa3BYKOBbIX CUCTEM cepun Logig F Ha aHrNMICKOM
A3blKe (He 60/1e€5 WT.).

I1l. CuctemayabTpasByKoBas gmarHoctunyeckas MeanunHcekas Logigq F6 ¢ mOABMXHBIM
KPOHLITEAHOM AN KpeneXka MOHUTOpa:

1. KoHCONb-ANa yNbTpa3ByKOBOW ANAarHOCTUUYECKON MeAULNHCKOM cucteMbl Logiq F6.

2. MoHuMTOp cneumnanbHblil MegNLMHCKNIA,

3. MoABMXHDBIA KPOHLUTENH NS Kpenexa MOHUTopa.

4. Kabe/ib 3NeKTponuTaHuna Ans CUCTeEMbI yIbTPa3BYKOBOW AMarHOCTUYECKON MeANLMHCKONM
5. OneKIpoHHaA NOKYMeHTauua Ha BHellHe naenTee - CD/DVD/USB Flash.

6. PyKOBO/ACTBO Monb30BaTens 4na yfab; »”"B3"oBbLy, ciictem cepun Logiq F Ha pycckom
A3blKe)(He 6onee 5 wWwT.). A

7-PyKoBOACTBO MONb30BaTeNa Anf-=>,abTPa3ByKoLWX cuctem cepum Logiq F Ha aHTIMIACKOM
A3bIKe (He 6onee 5 wWrT.). |

I/ Cuctema ynbTpasBykosas gnarcrHyeckas meguuunHe” Logiq F6 ¢ MoHUTOpOM

PykoBoauTenb PeaepanbHONCNy bl
Mo HaA30py B chepe 34paBoOXPaHEHLLL, | M.A. MypaLlko

0020901



®EANEPANIBHAA CNYXBA MO HAA3OPY B COEPE 3PABOOXPAHEHWA
(POC3OAPABHAL3OP)

MPUNOXEHWE

K PETMUCTPAUNOHHOMY Y 1OCTOBEPEHIARO
HA MEONUNHCKOE N3AENTNE
Or 27 noHa 2016 roga Ne P3H 2016/4337

cneymanbHbiM MeguUMHCKUM 19 N T ®ka
1. KoHCO/b ANs yNbTPa3ByKOBOW ANAarHOCTMUECKON MeAULUNHCKONM cuctembl Logiq ro.
2. MOoHMTOp cneunanbHbIi MegnLMHCKI. A

3. Kabenb aneKTponuTaHua A48 CUCTEMbI yNbTPa3BYKOBOW AMarHOCTUYECKOM MeAULVHCKONA.
4. ONeKTPOHHaA JOKYMeHTauns Ha BHewHeM HocuTene - CD/DVDIUSB Flash.

5. PyKOBOACTBO M0/Ib30BaTeNA ANF-YNbTPa3BYKOBbIX cUCTEM cepuiaLogiq F Ha pycckom
A3blke (He 6onee 5 WT.). A

6. PyKoBOACTBO No/ib30BaTena 415 Y1bTPa3BYKOBbIX CUCTEM Ccepuin Logig F Ha aHINiACKOM

A3blKe (He 6onee 5 WT.). 0.
V. Cuctema ynbTpasByKoBas guiarHocTuyecKas meguunHekassLogiq F8:

1. KoHCo/b 4N18 yNbTPa3ByKOBON ANArHOCTUYECKOM MeANLUHCKOW cuctembl Logiq F8.

2. MOHUTOp cneyynanbHblii MEANLUHCKUIA. A
3. Kabenb anekTponuTaHug-Ana CUCTEMbl YNbTPa3ByKOBOW ANArHOCTUYECKON MeAULNHCKOIA.
4. INeKTPOHHasA JOKYMEHTALMA Ha BHeWwHeM HocuTene -~CD/DVD/USB Flash.

5. PykoBOZCTBO M0Nb30BaTend And ynbTpasByKoBbIX cucTem cepun Logiq F Ha pycckom
A3bIKe (He 6onee 5 14T.); A

6. PyKOBO/ACTBO MO/I30BaTENA ANA Y/IbTPA3BYKOBbLIX/CUCTEM cepun Logiq F Ha aHrnmmcko

A3blKe (He 6onee 5 WT,)- -CoO
VI. Cuctema ynbTpasByKoBas AnarHocTnyeckas MeanunHckas Logiq F8c nnaTom 4 =X

aAKTUBHbIX pasbeMoB A5 NOAKMOUYEHUA LaTUMKOB: A T erh

1. KoHco/b Ana yAbTpa3ByKOBOW ANArHOCTNYECKON MeANLUHCKOW cuctembl Logiq bs.

2. MoHUTOp crneunanbHblii MegnULMHCKNIA.

3. Kabesnb anekTponuTaHusa 4ns CUCTeMbl YNbTPa3BYKOBOW AMAarHOCTUYECKOU Me,CI,VILI,VIHCKOVI.
4. Mnata 4-x/aKTUBHbIX pa3beMoB 415 MNOAKAYEHNA [aTUMKOB (He 6onee |-LIT.).

5. dNeKTPOHHAS JOKYMeHTaUNA Ha BHelHeM HocuTene - CD/DVD/USB Flash.

6. PyKoBOACTBO No/ib30BaTena A4 yNbTPasByKOBbIX CUCTEM cepuu Logig.F'Ha pycckom
A3blke (He-0onee 5 wWT.). T mT »
7. PYKOBOZACTBO M0/ib30BaTeNS AN Y/IbTPA3BYKOBbIX cucTeM cepun Logig F Ha aHrﬂI/IVICKO
A3bIKe (He 6onee 5 wr.).

MpuHaane>xHOCTu:

1. PyeuduumpoBaHHaa HakafKa Ha Kiasvary] AN AW

2. laTunKn KoHBeKeHblo cepun C (Re6 0 n A wr)~c ~

3./4aTumkn KoHBeKCHble 4G-RS (He 60jj™ 5ffT.). » n
4.-BuoncuitHble Hacagku ana garumka “oi*koHoro 4CXXb (" .6onee 5 wr.).
5=/laTunknm MUKPOKOHBEKCHbIe cepw Ll (He;~nee 5 LWWT). -

6. [laTunkn MUKPOKOHBEKCHBIE | BC-KdHe 6onee 5 wrT.).

PykoBoguTenb defepanbHon cayx6% , N . yY mx MvoamKO
Mo Haf3opy B chepe 34paBoOOXpaHeHme . n

002L997



PEOEPANBHAA CNYXBA MO HAA3OPY B CPEPE 3PABOOXPAHEHUNA
(POC3OAPABHAL3OP)

MPUNOXEHWE

KPETMCTPALUNOHHOMY YAOCTOBEPEHWUIO

HA MEOVNUMNHCKOE N3OENWNE

OT 27 viioHa 2016 roga Ne P3H 2016/4337
Jlnet 3

7. JaT4nKn MUKPOKOHBEKCHbIE BHYTPUNOMoCTHbie ESC-RS (He 6onee 5wr.)-

8. laT4MKN MUKPOKOHBEKCHbIe BHYTPUAONOCTHbIe E8Cs-RS (He 60nee 5-UT.)-

9. laTyMKn MUKPOKOHBEKCHbIE BHYTpUMONoCTHble BE9CS-RS (He 6omee 5 nrr.).

10. BuoncuiiHble HacafKu ANa faT4NnKa-MUKPOKOHBEKCHOMO BHYTPUMIOAOCTHOro E8C-RS (He
6onee 20 wr.).

11. BuoncuiHble HacafKn MeTannnyeckme ans gatymka MMKPOKOHBEKCHOIO
BHyTpunonoctHoro E8C-RS (He 6osee 5wT.).

12. BuoncuitHble HacagKn ANa JaTyMkKa MUKPOKOHBEKCHOTO BHYTPUNonocTHoro BE9CS-RS
(He 60nee 20 wr.).

13. BuoncuiHble Hacagkn MeTaannyeckme ana gartymka MMKPOKOHBEKCHOTO
BHYTpUNonoctHoro BE9CS-RS (He 6onee 5 wr.).

14. laTunKK CeKTOPHbIe (ha3upoBaHHble cepumn S (He 6onee 5)WT.).

15. laTunKn CeKTOpHble (ha3upoBaHHble 3Sc-RS (He 60n1e€'5 WT.).

16. Jatunky ceKTOpHble hasnpoBaHHble 6S-RS (He 6onee.5'wT.).

17. BuoncuiHble HacafKu AN faTymMKa CeKTOPHOro (asupoBaHHoOro 3Sc-RS (He 6onee 5
LT.).

18. laTumKun nuHeiHbrescepum L (He 6onee 5wrT.).

19. JaTtunku nuHeiiHble L6-12-RS (He 6onee 5 wr.).

20. AaTymku nuHeinHble L8-18i-RS (He 6onee 5 wrt.).

21. buoncuiiHble HacafKu ans gatynka nuHeHoro/L6-12-RS (He 6onee 5 wWwrT.).

22. [laTunKn KOHBEKCHbIE MexaHnyeckue 4D cepun RAB (He 6onee 5 wT.).

23. [laTunkn KOHBEKCHbIe MexaHn4veckne 4D RAB2-6-RS (He 6onee 5 wt.).

24. buoncuiiHble Hacafkn Ana gaTymka KOHBEKCHOro mexaHuyeckoro 4D RAB2:6-RS (He
6onee 5 Wrt.).

25. Mogynb RPOrpaMMHbIi BCTPOEHHbIV ANS MONyYeHU MeANLUHCKUX Y/IbTPa3BYKOBbIX
N306paXXEHNI B peXxume aHaTOMUYECKOr o) M-pexxnma, akTUBUPYEMbI 3NEKTPOHHbIM
K/HOYOM.

26. Mogfy#ib MPOrpaMMHbI BCTPOEHHbIA-AA8 paboThbl B pexxmmMe YnpouweHHoro 3D,
aKTUBUPYEMbIA 3N1EKTPOHHBIM K/HOYOM.

27. Mofynb NporpaMmMHbIi BCTPOEHHBHA. 415 paboTbl B peXXMMe aBTOMATMYeCKoro
n3mepernsa TUM, akTUBUPYEMbIA 3NEKTPOHHBIM KHOYOM.

28. Mogynb nporpaMMHbIii BCTpoeHHbI Lp 0L p& LA ckopocTy TkaHel n306paxeHni,
aKTUBUPYEMbIA 3NEKTPOHHbBIM K/IHOHOMANY)' ™ A

29/ Mogaynb NporpaMmMHbIil BCTPOEHH)” AN NONYYEHUA MEANLNHCKUX YIbTPa3BYKOBbIX
ns3gbpaxxeHnii B pexxnume coHoanacto]athmu - Elastography, akTuBMpyemMblii 3N1€KTPOHHbLIM
KA UOM. i 3

PykoBoauTenb ®egepasibHON CAyanr

Mo HaA3opy B cpepe 3gpaBooxXpaHeHl|anr”~0 " "N/ MypaLuko

/ 0021998



®EAEPANIBHAA CNYXEBA MO HAA3OPY B COEPE 3PABOOXPAHEHWA
(POC3APABHAL3OP)

MPUNOXEHWE

K PETICTPALVOHHOMY YOCTOBEPEHIIO
HA MEAULMHCKOE N3AENNE

OT 27 nioHsa 2016 ropa Ne P3H 2016/4337
Jlnct 4

30. Mogfynb NPOrpamMMHbIii BCTPOEHHbIW LA KONMYECTBEHHOTO aHaNM3a MeLNLMHCKNX
YNbTPa3BYKOBbIX N306paXeHWA B PEXUME COHO3/1aCTOrpadun, akTMBUPYEMbIN 3N1EKTPOHHbIM
K/TIOUOM.

31. Mofynb NporpamMmMmHbIiA BCTPOEHHbLIA 415 MONYYeHUA MeAULUHCKNX YbTPa3BYKOBbIX
N306paXXeHNI B peXXMe NaHOPaMHOI 0 CKaHMpoBaHUs - LogiqView; akTuBupyembli
3/IEKTPOHHBIM KNHOYOM.

32. Mogfynb NporpaMmMHbIil BCTPOEHHbIV 418 NONYYeHUA MeAULUHCKNX YNbTPa3ByKOBbIX
N306paXKeHNI B peXXnMe HeNnpepbIBHO-BOSIHOBOTO AONMNIepa, aKTUBUPYEMbIV 3/IEKTPOHHbLIM
K/TIOUOM.

33. Mofynb NporpaMMHbIil BCTPOEHHbIV 415 NONYYeHUA MeAUUNHCKMUX YNbTPa3ByKOBbIX
n3obpaxeHuii B pexxume Contrast Image - Y3 ¢ KOHTpacTUpOBaHMEM, aKTUBUPYEMbIiA
3/1EKTPOHHBLIM K/THOHOM.

34. Moaynb NPOrpaMMHbIiAi-BETPOEHHbIN, 06ecneyYnBaro W Uit )BO3MOXHOCTb Nepeaayn
JaHHbIX - DICOM, aKTUBMPYEMbI 3/1eKTPOHHBIM K/THOUHOM,

35. Mogynb NporpaMMHbLIA BCTPOEHHbIW 415 NONYYeHUA 06bEMHbIX MEAULUHCKUX
YNbTPa3BYKOBbIX M306PaXeHNA B peXxuMe peasbHOro BpeMeHu 4D.

36. Mogynb NporpaMmMHbIii BCTPOEHHbIN 415 NONYyYeHUs 06bEMHbK MeLULUHCKUX
YNbTPa3BYyKOBbIX U306paXeHNn B pexkxnmMe paclimpeHHoro 3D, akTUBMPYEMbI 31eKTPOHHbIM
K/IK0UOM.

37. Mogfynb NPOrpamMmHbIiA BCTPOEHHbIV 415 NONYYEHUSA MeANLNHCKNX YNbTPa3BYKOBbIX
N306paXXeHNIi B peXnMe HeLOoNMNAepoBCKON BU3yamM3aLmmm KposoToka - B-flow,
aKTUBUPYEMbIA 3[TEKTPOHHbLIM K/IHOYOM.

38. Mogynb NpOrPamMMHbIil BCTPOEHHbIN ANa ONpeaeneHns nNynbCMpyroLLero-foTokKa,
aKTUBUPYEMbIiA-3NEKTPOHHbBIM K/TIKOUOM.

39. Moaynb RPOrPaMMHbIl BCTPOEHHbIV ANA MONYYeHNA MeAULUHCKUX YNbTPa3ByKOBbIX
N306paXKEHNI B pexxMe YIbTPa3ByKoBOW sromorpadum - TUI, akTUBMPYeMbHA 3/1eKTPOHHbIM
K/TIKOYOM.

40. MogyAab, NPOrpaMMHbI/i BCTPOEHHbIN4AS NONyaBTOMaTUYeCKUX U3MEPEHMIA B
aKyLlepeTBe - SonoBjpmetry, akTUBUPYEMbIV 3NEKTPOHHbM K/HOUOM.

41 MofyJib NpOrpamMMHbIii BCTPOEHHbHA- AR MONYYeHUSA MeSULMHCKUX, Y /IbTPa3ByKOBbK
N306pakKeHNIN B peXXnMe CTPECC-3X0, AKTUBMPYEMbIA 3N1EKTPOHHbLIM KAOY

42. Tlnata 4-X aKTUBHbIX Pa3beMOB SAS NOAPHOYEHLA AaTYMKOB (He.bonee 1wT.).

43. [104BMXHbIV KPOHLWITENH ANd KPen e~ MoHn3ppa.” A

44, CeHcopHasa naHenb. C A

45,°Y cTpoiicTBO, 0becneumnBaroLLee p|rucTpaunio insmo'noruwreckux curtanos IKIr.
46.-Kabenu ansa yctpoicTsa, obecne|ulltowero peructpaurg §rsnonornyecknx curHanos
PykoBoauTenb ®efepasnibHon ¢csays|6L], /1 N

Mo Haa30py B cthepe 3APaBOOXPaHe&A T M.A. Mypallko

0021999



PEOEPANBHAA CNYXBA MO HAA3OPY B COEPE 3APABOOXPAHEHWA
(POC3APABHAL3OP)

MPUNOXEHWE

KPEIT'MCTPAULMNOHHOMY YAOCTOBEPEHUIO
HA MEOVNUWHCKOE U3OENVNE

oT 27 nioHAa 2016 roga Ne P3H 2016/4337
Jinct 5

IKTI (He 6onee 5 wr.).

47. MepanbHblli NepeknoYvaTenb.

48. J1oTKKN Ana xpaHeHus Kabenei.

49. JToTKn gns xpaHeHus éymar.

50. n3B-HakonuTenb N8 XpaHeHUS MEANLUHCKUX YNbTPa3BYyKOBbIX M306paXKeHnii (He
6onee 2 wrt.).

51. BHYTpPeHHWIA NpUBOA ANA YTeHUA 1 3anucK faHHbiXx Ha DVDICD-ancku.

52. lep>xatenu ans gatymkos (He-6onee 2 wT.).

53. YcTpoiicTBO, Neyartarollee 4epHo-6enble YNbTPa3ByKOBblE N300PaXKeHNS.

54. Monka Ana KpenneHns yctpoicTaa Ana YepHo-6e/10i nevyaTu ynbTpasByKOBbIX
N300paXKEHNIA.

55. YCTpoiCTBO, NeyvaTalLlee LBeTHbIe YIbTPa3ByKOBble N30BpaXeHNs.

56. bymara 110 mm ansa ycTpoiicTBa, NeyaTatoLLero YepHo=6enble yNbTPa3ByKOBbIE
n3obpaxeHns (He 6onee _50-Hrr.).

57. bymara 84 MM 4ns yCTPOWCTBa, NevaTaroLLero 4epHo-0esble yibTpa3ByKOBble
n3obpaxeHns (He 6onee-50 wT.).

58. bymara gns ycTporcTBa, neyvaTaloLwero UBeTHble yAbTPa3ByKOBble N306paxkeHns (He
6onee 10 wr.).

59. Kabenu ons nofgKmoyeHnsa yCTPOCTBaA, NevaTatoLero yibTpasByKoBble N306paXeHus.
60. MporpammHoe obecreveHmne 419 MOLepHU3aLUU yNbTPa3ByKOBON KOHCONN HA €D aucke
nnn USB el kapTe.

3

PykoBoauTenb ®eaepasibHON CNy>Kobl
Nno Haa3opy B chepe 34paBooxpaHYons

T W rwiji



