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OEJNEPAJIBHASA COAYXBA IO HAZI30PY
B COEPE 3IPABOOXPAHEHU S

(POC3IPABHAI30P) PyKOBOI[HTeJIHM
PYKOBOJUTE.Ib TEPPUTOPHATIBHBIX OPraHOB
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| 0 HenobpoxasecTsemoM ] 3paBOOXPAHEHHEM CYOBEKTOB
MEIHLIHHCKOM H3JeTHH Poccuiickoii (Denepaunn

OenepanpHas cimyx0a Mo Hag3opy B cdepe 3MpaBOOXpPAHEHHS Ha OCHOBAHHH
otpunatenbHoro 3axkmodenns ®I'BY «BHUMUMT» PocznpaBHaazopa cooOIIaeT o
BBISBIIEHUM B oOpamenun TeppuropuaneHeiM opraHoM Poc3zgpaBHamsopa 110
XabapoBckoMy kpam W EBpeiickoii aBTOHOMHOW 00JacT HeA0OpPOKa4eCTBEHHOIO
MEUIIMHCKOTO M3 IEITH:

«[IudpoBas ynpTpa3ByKoBas JHArHOCTHYECKas CHCTEMA C I[BETHBIM JOILIEPOM
«Apogee» C TPHHAUIEKHOCTSIMH COIJIACHO CBeleHHsM Ha MapkupoBke: Medical
Ultrasonic ~ Diagnostic ~ Systems  Digital  Color = Doppier  Ultrasound
Imaging System MODEL: Apogee 5800», SN 142251181104, nara nmpoH3BOJCTBa
2022-07, mpousBoactBa "lllanToy HMHcTuTyT 0 Ynbrpaconuk HMucrpymentc Ko.,
JItn.", Kuraii, perucrpammonsoe ymoctoBeperue ot 07.10.2015 Ne P3H 2015/3150
(cM. mpunoXeHue).

CyObekTam oOpamieHHss MEOUIMHCKAX W3IEIMH IpeajiaraeTcs IPOBECTH
IIPOBEPKY HaMuyus B OOpalleHMH YyKa3aHHOIO MEJMIIMHCKOIO H3JEeus, B
YCTaHOBJIEHHOM TIOPAJKE IIPOBECTH MEPOINPUATHA [0 NPENOTBPALIEHHIO €ro
obpameHus, 0 pesynbTaTax NMPOHH(OPMHUPOBATH COOTBETCTBYIOIIMN
TEpPUTOpPHAIIbHBIN oprad Poc3apaBHaazopa.

TeppuropuansHeiM opraHaM Poc3apaBHaj3opa IIPOBECTH MEPONPHATHA B
COOTBETCTBHH C JEHCTBYIOIIKM 3aKOHOATENbCTBOM Poccutickoi ®eneparyy.

3a HapymieHHss B cdepe oOpamieHHss MEIULIMHCKHX H3JENUH IpexyCcMOTpeHa
aIMAHUCTPAaTHBHAS OTBETCTBEHHOCTh commacHo cTtatbsM 6.28 um 6.33 Kopekca
Poccuiickoli @eneparui 00 agMHUHHCTPAaTHBHBIX I[IPaBOHApYIIEHUSAX, YCTaHOBJICHA
YTOJIOBHAsi OTBETCTBEHHOCTH coryiacHo ctarbe 238.1 YronoBHoro konekca Poccuiickoi

@enepanyn.

ITpunoxenune: Tabnuia comocTaBlieHUsT MapaMETPOB M XapaKTEPUCTHK,
yKa3aHHBIX B KOMIUIEKTE pPErHCTPAllHOHHOM [AOKYMEHTAllMH, C IlapaMeTpaMH H
XapaKTepHUCTHKaMH 00pa3I0B BEISIBIEHHOTO METUIIMHCKOTO U3ENHs Ha 4 JI. B 1 3K3.

A.B. Camoiinosa
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Ta6nuua conocTaBlIeH s IapaMeTpOB M XapaKTePUCTHK, yKa3aHHBIX B KOMIUIEKTE
PETUCTPALMOHHON JOKyMEHTallMH, C TapamMeTpaMH U XapaKTepUCTAKaMH o0pa3ioB
BBISIBJIEHHOTO MEIULIMHCKOIO U3ENTUs

CpaBHHBaeMbIe Kommiekr
cBeeHHs/ perucTPaluHOHHON JOKYMEHTAIHH COpiEI RRABIERAON
napamerpsl (ot 07.10.2015 Ne P3H 2015/3150) MENRIHMERORD SR
HaumenoBauue | HavMeHoBaHHE M3IENHA Ha mapkupoBke obpasua:
MeIHIHHCKOTO [Tudpoas ynbTpa3ByKoBas JHATHOCTH- Medical Ultrasound Diagnostic Systems
H3/1eJIHs YyecKas CHCTeMa C [IBETHBIM JOTIIEPOM Digital Color Doppler Ultrasound Imaging
BapHaHT ucronHeHus: «Apogee 5800» System
TexHH4YeCcKHE TEXHHUYECKA S JOKYMEHTALIWA,
XapaKkTepHCTHKH | n.7.4
MomHoCTE -0-0 1B, 0-100% OTCyTCTByeT  BO3MOMKHOCTH — YCTAHOBHTH
3HayeHHe MOIIHOCTH - JI6 B B-pexume (2
D), Ilgetopom pexume (C), pexume PW,
pexxume CW
Perympywomuiics 30-180 nb B B-pexume (2 D) obecneunBaercs
AHHAMHYECKHH yCTaHOBKA JMHAMHMYECKOro JHarnasoHa (J16)
AHANA30H BhIIIe ykasanHoro ot 30 no 330 JI6
I'ny6una 1.6-30.8 cm B B-pexume (2 D) obecneuusaercs
CKAHHPOBAaHHSHA yCTaHOBKA TTyGMHBI CKaHMpOBaHMs i Y3
NATYMKOB B JMana3oHe [MIHMpEe YKa3aHHOTO
C3LC ot 1 cM mo 40 cm,
P3FC ot 1 cMm o 38 cM,
L8LC or 1 cm o 28 cm.
MacmrabupoBa- B PeXKHUME peanbHOro OGecreunBaeTcs YCTaHOBKA B pexkime B
HHE BpEMEHH: 4 CTYIIEHH (2D pexumM) MacIITabUPOBaHHUS B PEXKHME

Kaprsi ceporo
nBeTa

OxpaieHHOCTh

Yacrtora
NOBTOpeHHS
amnyiascos (PRF)
B M-peixume

B pexKHUMe CTOI-Kajpa:
4 cTyneHH

0-23

0-7

Yacrora nosropenus umMitysibcos (PRF)
0.25 kl'1-6.0 x['y

pealbHOrO BPEMEHH, B PEXUME CTOT-Kajpa
ot 1.0 o 10.0 x ¢ marom 0.1 (100 cTyneHei)

B pexume B (2D pexum) xapaKTepHCTHKA
KapT ceporo Leera orobpaxkaerca B 1b

B B-pexume (2 D)  orcyrcTByeT
BO3MOXKHOCTh YCTaHOBHTh 3HAYECHHUS
OKpAIIIEHHOCTH Yepe3 CEeHCOPHbIH JKpaH (Ha
CEHCOPHOM  JMCIUIee  COOTBETCTBYHOLIAsA
KHOIIKA "OkpaluHBaHHe "Chroma"
OTCYTCTBYET)

Umeercs Bo3MoxkHOocTh B pexume C

(LBETHOM pEeXHMM) YCTAHOBMTH 3HA4YCHHE
4acTOTHl MOBTOpeHHs MMITysbcos ot 0,1 no
18 xI'y (ans matunka L8LC) B 32aBUCHMOCTH
ot ) sHayenus mkana PRF




CpaBHuBaeMblie

Komnuiekr

OGpa3el] BBISBJIEHHOTO

cpeleHus/ PerucTpalHOHHON JOKYMEHTalHH R
napaMeTpsl (ot 07.10.2015 Ne P3H 2015/3150)
Kaptel B M- 0-23 ot 0 mo 25
pexnme

DHILTP CTEHOK
B M-pe:xame

IL1oTHOCTH JIHHHH

IseTHOE yCcHJTE-
HHe

Yacrora nosTope-
HHS HMIYJILCOB
(PKP) B pesxume

PW

Yroa B pexxnme
PW

D ckxopocth B
pexume PW

MomHoCThH B
pe:xkume PW

CkopocTth B
pexame CW

MomuocTs B
pexame CW

PuabTp CTEHOK
B pe:xkame CW

Yroa B pexame
Cw

JAnanazoH mKaasl
CKOpDOCTH B
pexame CW

IMepcucrenTHOCTH
B pexume CW

3 kl'u, 50 crynenei

2 CTyneHH

6-16

1.0-20 k'

-80°-+80°

- a1b—0 b

24.414 xI'u, Maxkc, 50 ctynenei

-80°-+80°

1-9

HMeeTcs BO3MOKHOCTE B pexume C
(LBETHOM PeXXHM) YCTAHOBHTh 3HAYCHUE
¢unbTpa creHok B quanasone ao 9000 I'u

HMeeTca BO3MOXKHOCTE B peskime C
(LBETHO# pexHM) YCTaHOBHUTE TPH 3HAUCHHIA
(cTyneHH) Hu3Koe, cpejHee, BhICOKOEe

OTCyTCTBYET BO3MOMKHOCTB B peskume C
(1BETHOM pejKHM) YyCTaHOBHTEH 3HAUEHHS
L[BETOBOI'0 YCHIIEHHs Y€Pe3 CEHCOPHbIH

9KpaH
WMeeTcs BO3MOXKHOCTE B pexame PW
YCTaHOBHTH 3HAYEHHE YacTOTHI MOBTOPEHHA
ummyascoB PRF (PKP) ot 0,1 kI o 15 k'
(L8LC) 0,1 xI'y — 12,5 k' (P3FC, C3LC)
ot -89° mo 89°
or 1l no6
OTCyTCTBYET BO3MOXHOCTb YCTAHOBHTB
3Ha4YeHHE MOIIHOCTH - © Ab
orl no6
OTCyTCTBYET BO3MOXKHOCTh YCTAHOBHTB

3HAaYE€HHE MOLIHOCTH - o Ob

HmeeTcs BO3MOKHOCTb YCTaHOBHTD
3Havenue GubTpa creHok 80 k'

ot -89° no 89°

orl no6

OrcyTCcTBYET BO3MOXKHOCTD YCTAHOBHTH B
pexume CW 3Ha4YeHHs MEPCHCTEHTHOCTH




CpaBHHBaeMble

Komnaekr

O6pa3zen BbISBJIEHHOIO

cBeaeHust/ PerucTpauHoOHHON JOKYMEHTAIlHH B
napaMeTpbl (or 07.10.2015 Ne P3H 2015/3150)
YactoTa noBTOpE- 0.25-6 k' or 0.1 no 6 k'
HHH HMIOYJILCOB
(PKP) B pexname
TDI
DyHKIHH HUndopmaums B matepuanax KPJl x PY B H3AEITUM peaTH30BaHbl: METOZ
peannzoannbie B | Ne P3H 2015/3150 ot 07.10.2015 Dnacrorpaduu COBHUIOBOH  BOJIHBI,
H3eJHH oTcyTcTBYeT HH(pOpMaIHs O QyHKIMAX: cTpeccoBoro 7xa, nporpamma S-Helper
MeTox DnacTorpadHu CIABUTOBOH BOJIHEL,
CTPEecCOBOr0 9xa, rporpamma S-Helper
CooTBercTBHE TI'OCT P M3K 60601-1-2010, -1. 7.9.2.1 B PykoBoAcTBe O SKCIUTyaTalluH
HOPMATHBHO# 11.7.9.2.1 Obmue nmonoxkeHUs TIpEe/ICTaBIECHHBIM C H3[eJIieM OTCYTCTBYET
JOKyMEeHTANHH B MHCTPYKLMH 1O 3KCIUTyaTallMd JODKHLL | ITOJTHOE OnHUcaHue napaMeTpoB
Hudopmanns o OBITH YKa3aHBI: yCTaHABIHBAEMEIX B pexuMax Y3
nNpHHAJJIeXKHOCTAX | - HasHayenne ME M3JIEJIMA, CKaHHPOBAHHA, OTCYTCTBYET MTONHOE

H Chb€MHBIX YaCTHX

npenycmorpernoe U3TOTOBHUTEJIEM;
- HanboJiee 4acTo UCMOJIb3YeMbIE
yHKmu;

- mroOBIe H3BECTHBIE TPOTUBOINOKA3aHMS K
npuMeHeHHio nannoro ME U3JIEJIHMAL.
HHCcTpyKLIMA M0 3KCIUTYaTallHH I0/DKHA
BKJTFOYATE B cebs Bce NPUMEHHMBIE
KiIaccH()UKALHH, yKa3aHHEIE B IyHKTE 6,
BCE MapKHPOBKH, yKa3aHHbIE B 7.2, H
MOSICHEHHWA 3HAKOB 6€30MacHOCTH H
CHUMBOJIOB, HaHECEeHHEBIX HAa ME
U3IEJIUE.

OMHCAaHHe KHOTIOK Ha CEHCOPHOM JHMCILIEE,
ONHMCaHHE [aTYHKOB [IPE/ICTABJIEHHBIX C
M3[IETTHEM, OTCYTCTBYeT HHGopMmauus o6
oToOpakeHHH 3HA4YeHMH TEIUIOBOrO H
MEXaHHYECKOr0 HHIEKCOB C HeoOXOIHMOH
TOYHOCTBIO, KaK HHTEPIIPETHPOBATh
oTobpaXkeHHBIE YIBTPa3BYKOBbIE MTapaMeTphl
3KCTIO3HMIIMK YJIBTPA3BYKOBOTO BO3JEHCTBHS,
apayenus Ttermooro uHAekca (TI) w
MexaHuyeckoro uHaekca (Ml), orcyrcTyer
uHGOpMAaIMA 0 BeIpabaTBIBAEMBIX CHCTEMOH
M BBIBOAMMBIX HAa 5KpaH MOHHTOpA
COOOIIEHHAX O  COCTOSHHHM  CHCTEMBI,
coobmenns 06 ommubKax ¥ HEMCIPABHOCTAX,
€CJIH 3TH coo0ImeHHus TpeOyoT pa3bACHEHH!,
oTcyTcTBYeT HMHpopMalus 00 TeXHHYECKHX
JaHHBIX 00 YPOBHAX aKyCTHYECKOIO BBIXOJa
JaTYMKOB, MCTIONB3YEMBIX C CHCTEMOH.

CooTBeTcTBHE
HOPMATHBHO#
AOKYMEHTAIHH
Huadopmanus o
NPHHAAJIEKHOCTAX
H CbeMHBIX 9aCcTAX

T'OCT P M3K 60601-1-2010,

. 7.9.2.5 MHcTpyKUMs 1O SKCIUTyaTalHy
JOJDKHA BKJTFOYATh B cels:

- kpaTkoe ormmcanne ME U3JIEJTAS,

- nopanok yHkuuoHupopanus ME
HU3JTEJINS;

- HanOonee BakHble (PU3HYECKHE H
(byHKIMOHATbHBIE XapaKTepHcTHkH ME
U3JIEJIN S

I'OCT P M3K 60601-1-2010,

n. 7.9.2.14 UHCTpyKILMA MO SKCIUTyaTallid
JOJDKHA BKJIIOYaTh B cebd nepedeHs
ITPUHA JUTEXKHOCTEH, chemubix
YacTel ¥ MaTepHasioB, KOTOPHIE, KaK
onpeaemin U3TOTOBUTEJIDb,
npeaHa3HaueHbl 1U1s IPUMEHE-HHU
coBmectHo ¢ ME U3JTEJIMEM.

B PykoBoAcTBe 110 3KCILTyaTalluy,
MpEACTABICHHOM C H3JEJIHEM, OTCYTCTBYeT
HHGOpMALHUs O TEXHHYESCKHUX
XapaKTePUCTHKAX JATYHKOB, HCIIONb3yEeMbIX
C H3JEIHEM

B PykoBOJICTBE MO 3KCIUTyaTallHH,
NpeCTABIIEHHOM C M3/IEJIHEM, OTCYTCTBYET
HH(OpMALIHS O JaTHHKAX H HX OIHCAHHE,
MPEeICTABIEHHBIX C H3JIETHEM.




CpaBHuBaeMblie
cBefeHHs/
napaMeTphbl

Kommiaekr
percTpauHOHHON JOKYMEHTALHH
(ot 07.10.2015 Ne P3H 2015/3150)

O6pa3zel BbISIBJICHHOTO
MEeHLHHCKOr0 H31eJIHs

Ccbl/IKH HA
TEXHHYECKOE
ONHCAHHE

I'OCT P M3K 60601-1-2010,

m 7.9.2.16

HHcTpykiusa no 3KCIUTyaTalil JoJDKHA
cojiepXKaTh CBeJIeHHs, yKa3aHHbIe B 7.9.3,
WITH CCBUIKY, I/le yKa3aHHbIH B 7.9.3
MaTepHal MoKeT ObITh Hal/leH (Harpumep,
Ha PYKOBOJCTBO M0 06CITy>KHBaHHIO).

m 7.9.3.1

TexHudeckoe onmucaHHe JOJDKHO
coziepKaTh BCe JaHHBIE, KOTOPbIE
Haubonee BakHbI 1715 Oe30MacHo#H
9KCIUTyaTallHH, TPAHCTIOPTHPOBAHHS H
xpanenus ME U3JIEJIMA, a Taxke
Cpe/IcTBa WIIH YCIIOBHS, HEOOXOAUMBbIE 1S
€ro MOHTa)Ka M MOArOTOBKH K
sKcIuTyaTaii. OHO IO/KHO BKJIKOYATH B
cebds:

- Bce xapaktepuctiku ME U3JIEJIMAL,
BKJTIOYas 001acTh(1) NpUMEHEHHS,
TOYHOCTb W IOCTOBEPHOCTH
HWH/TUIIHPYEMBIX

3HAYEHWI WIH TIOKa3aHMi, eclld
[IPUMEHHMO

B PykoBojCcTBe MO 3KCIUTyaTalluH,
IPE/ICTABIIEHHOM C M3/IeJIMEM, OTCYTCTBYET
uHbOpMalLlHs O JHANa30He, TOYHOCTH H
KOPPEKTHPOBKH PETryJIHPOBOK NapaMeTPOB.

PykoBoacTBE MO 3KCILTyaTallHH
NPeNCTABNIEHHOM C M3/Ie/IHEM OTCYTCTBYET
uHdopmaLms 0 AHanazoHe, TOYHOCTH H
KOPPEKTHPOBKH PEryJIMPOBOK T1apaMETpOB.

Texaugeckoe
OnHCcaAHHE

I'OCT P M3K 60601-2-37-2009

n. 201.7.9.3.101 Texuuveckue gaHHbIE 00
YPOBHSX aKyCTHYECKOI0 BbIXO/1a

JUnsi KaxKaoro pexuma HeoOX0auMo
obecreYuTh MAKCHMAITBHOE 3HAYEHHE
kaxporo TETUIOBOT'O

HHIEKCA u MEXAHUYECKOI'O
HUHJIEKCA (Tak e. Kak CBA3aHHEIX C
HWUMH NapaMETPOB, NEPE4HCIIEHHBIX
[I1s TeX YCIIOBHiA paboTEI, KOTOpPEIE
NPHUBOASAT K MAKCHMAJIBHOMY 3HaYEHMIO
MHIEKca), Ul KOTOPOro paccMat-
pHBaEeMBIi pexkuM paboThl BHOCHT
HauboJsiee cylecTBeHHbIH (MITH
eOWHCTBEHHbIH) BKJIAL.

DKCIUTyaTalMOHHAs JOKYMEHTaL s,
npeacTaBieHHas ¢ 06pa3LoM MEHIIMHCKOrO
M3/IeNTHs HE COAEPIKUT TEXHUUECKHE IaHHbIE
00 ypOBHSX aKyCTHYECKOT0 BbIXO/IA.

CooTrBeTCcTBHE
HOPMATHBHOH
AOKYMEHTAUHH

TOCT P 50444-92

. 3.1 H3nenwe nomiHO U3rOTABIMBATHCH
B COOTBETCTBHH C TPeOOBaHUAMH
HACTOALIEro CTAHAAPTa, CTAHAAPTOB H
TEeXHUYECKHX YCIIOBHH Ha H3JIEJTHE

. 4.1 Wspenue nomkHO OBITE O€30MacHbBIM
A4 narfieHra, MEJULIHHCKOI'o H
ofciTy;KMBaOIIEro NMEpPCoHaNa,
JIOMYIIEHHOT0 B YCTAHOB/IEHHOM IOPSAKE
K JKCIUTyaTalu!

O6pazer U3enHs HE COOTBETCTBYET
tpebosanusm 'OCT P M3K 60601-1-2010,
I'OCT P MBK 60601-2-37-2009 u
TeXHHYECKOH JOKYMEHTALIUH,
coneprameics B KPJI k PY ot 07.10.2015
Ne P3H 2015/3150




