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MEIHIIMHCKOM H3JETHH Poccuiickoii @enepaunu

denepansHas ciyx06a Mo Ham3opy B cepe 31paBOOXpaHEHHs Ha OCHOBAHWH
oTpuuarensHoro 3akmodenns ®I'BY «BHUMHMMT» PocsapaBHanzopa cooOmaeT o
BBISBJIEHMM B oOpamenun TeppuTopHalbHBIM OpraHoM Poc3npaBHan3opa IO
Xa6apoBckoMy Kpalo B EBpeiickoil aBTOHOMHOH 061acTH HeZOOpOKadeCTBEHHOTO
MEIUIMHCKOIO U3[1EIHA:

«{udpoBas yibTpasBykoBas AUAarHOCTHYECKAas CHCTEMa C IBETHBIM JOILIEPOM
«Apogee» C IPHHAIIOKHOCTAMM COTJIAaCHO CBeIEHHWSIM Ha Mapkuposke: Medical
Ultrasonic Diagnostic Systems Digital Color Doppier Ultrasound Imaging System
MODEL: Apogee 5800», SN 142251220240, nara mnpomsBoacta 2022-7,
npon3BozcTra "IlanToy MucTutyT 0dp Vierpaconuk Mactpymente Ko., JIta.", Kuraii,
PETHCTPALIMOHHOE  YIOCTOBEPEHHE  OT 07.10.2015 Ne P3H 2015/3150
(CM. IpHITOKEHHE).

CybbekraM oOpalieHuss MEOUIMHCKMX M3JeIHMH MpeUlaraerci NPOBECTH
OpOBEPKY Hanuuuss B 0OpallleHMM YKa3saHHOrO MENUIIMHCKOro H3JETHs, B
YCTAHOBJIEHHOM TIOPSIKE TIPOBECTH MEPONPHATHA TIO IPEJOTBPALIEHHIO €ro
obparenus, 0 pe3yJbTaTax nporH(OPMHPOBATH COOTBETCTBYIOIIUHA
TEPPUTOPHUAIILHEIN opraH Poc3apasHajisopa.

TepputopuansHeiM opraHaM PocsapaBHaa3opa MNPOBECTH MEPONPUATHSA B
COOTBETCTBHH C JIEHCTBYIOLIMM 3aKOHOATEIbCTBOM Poccuiickoi Denepanui.

3a HapymeHds B chepe obpaieHds MEIULUHCKHX H3JENHi MpexyCMOTpeHa
aJMMHHCTDAaTHBHAsd OTBETCTBEHHOCTb cOrNacHo crathsM 6.28 w 6.33 Kopekca
Poccuiickoiit ®enepandd 00 aIMUHHUCTPAaTHBHBIX NPaBOHApYLICHHWSX, YCTaHOBJICHA
YTOJIOBHAS OTBETCTBEHHOCTH COTTIacHO cTarbe 238.1 YromosHoro konexca Poccuiickon
@enepanuu.

IIpunokenwe: Tabnuma CconocTaBleHHs IapaMeETPOB MW XapaKTEPHUCTHK,

YKa3aHHbBIX B KOMILICKTE peFHCTpaHHOHHOﬁ JOKyMEHTaldd, C I1apaMeTpaMH H
XapaKTEPHCTHUKAMH OﬁpEIBI_IOB BBISBJIEHHOI0 MEOUIIMHCKOIO H3OCIHA Ha 4 1.8 1 3K3.
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Tabauia conocTaBieHus TapaMeTPOB H XapaKTEPUCTHK, yKa3aHHBIX B KOMILTIEKTE
PEerHCTPAIMOHHO JOKyMEHTAl|H, C IapaMeTPaMH M XapaKTePUCTHKaMH 00pasLoB
BBIABJICHHOTO MEIULIMHCKOTO H3/ENUs

CpaBHHBaeMbIe Komnnekr
o O6pa3sel BEIABJIEHHOI0
cBegeHHs/ perucTpanHOHHON JOKYMEHTalHu SRR MR
napaMeTpsi (ot 07.10.2015 Ne P3H 2015/3150)
Haumenoranue HaumeHoBanue n3nenus Ha mapkupoBke obpasma:
MEJHUIIMHCKOrO [udposas yneTpa3BykoBas IHarHOCTH- Medical Ultrasound Diagnostic Systems
U3enus yeckas CHCTEMa C LIBETHBIM JOILIEPOM Digital Color Doppler Ultrasound Imaging
BapHaHT HCNOHeHUs: «Apogee 5800» System
Texnuyeckue TEXHHUYECKAS JOKYMEHTAILIHA,
XapakTepUCTUKH | n.7.4
MoIHOCTE -o0-0 gB, 0-100% OrcyTcTBYET BO3MOXHOCTH  YCTAHOBHTH
3HaYeHue MOIMHOCTH -co 16 B B-pexume (2
D), ILigeroBom pexume (C), pexume PW,
pexume CW
Perymupyrommiics 30-180 ob B B-pexume (2 D) obecneunBaercs
JTHHAMHYECKHH yCTaHOBKa JMHaMu4decKkoro auamasosa (ZI6)
JHana3oH BBIILE yKazanHoro ot 30 go 330 JI6
['my6una 1.6-30.8 cm B B-pexume (2 D) obecneuyuBaercs
CKaHHpOBaHHUA yCTaHOBKA [TyOMHBI CKAaHMpOBaHHsA s Y3
JATYHKOB B AMANa30He 1IUPE YKa3aHHOrO
C3LC ot 1 cm 1o 40 cm,
P3FC ot 1 cM 1o 38 cm,
L8LC ot 1 cM mo 28 cm.
Macmrabuposa- B peKHME peaslbHOTo ObecneunBaeTcs yCTaHOBKA B peskHMe B
HHE BpeMeHH: 4 CTyneHH (2D pexum) MacuITabHMpPOBaHHs B pEXXHME

Kaptsl ceporo
LBETAa

OxpanieHHOCTh

YacroTa
TIOBTOPEHHS
ummyiascoB (PRF)
B M-pexume

B PEXHUME CTOII-Kajpa:
4 cTryneHd

0-23

0-7

Yacrora noeropenus uMitynscos (PRF)
0.25 «l'u-6.0 xI'y

peabHOro BpeMEHH, B PEXHMeE CTOMN-Kajpa
ot 1.0 7o 10.0 x ¢ marom 0.1 (100 cTyneneit)

B pexxume B (2D pexnM) XapaKTepHCTHKA
KapT ceporo upera orobpakaerca B 1b

B B-pexume (2 D)  orcyrcTByer
BO3MOXHOCTb YCTaHOBHUTb 3HaYEHHUA
OKpAIEHHOCTH Yepe3 CeHCOPHBIH 3KpaH (Ha
CEHCOPHOM  JHCIUIeeé  COOTBETCTBYOINASA
KHOIIKA "OKpalnHBaHHe "Chroma"
OTCYTCTBYET)

Umeerca Bo3MOxkHOCTE B pexume C

(uBeTHOM peXWM) YCTAHOBHTH 3HAYEHHE
YacTOTHI MOBTOpPEHHsA WMIMyikcoB ot 0,1 mo
18 xI'a (ms patuuka L8LC) B 3aBHCHMOCTH
or ) 3HaueHus wkana PRF




CpaBHHBaeMbIe
cBeleHHs/
napaMeTpsl

Kommiexr
PerHCTPALMOHHON JOKYMEHTAIMH
(ot 07.10.2015 Ne P3H 2015/3150)

O6pa3en BbISIBJIEHHOIO
MeIHLIHHCKOI0 H31eJIHsl

Kaptel B M-pekume

DuIbTp CTEHOK
B M-pexxume

IInoTHOCTE MTUHHA

LlgeTHOE ycume-
HHE

YacroTa nopTope-
HHS HMITYJTECOB
(PKP) B pexume

PW

VYron B pexxume PW

D ckopocTs B
pexxume PW

Mo1inHoCTE B
pexume PW

CkopocThb B
pexume CW

Mo1HOCTE B
pexume CW

@uUIbTp CTEHOK
B pexkume CW

VYron B pesxume CW

0-23

3 k', 50 cryneneii

2 CTyIneHH

6-16

1.0-20 xI'n,

-80°-+80°

-0 1b —0 nb

24.414 kI'u, Makc, 50 ctyneneit

or 0 mo 25

HmeeTcs BO3MOXKHOCTD B pexkumMe C
(LBETHOH pekHM) yCTaHOBHUTL 3HAYEHHE
dubTpa cTeHok B auarasoHe 1o 9000 I'u

HMeeTcs BO3MOIKHOCTE B pexumMe C
(LIBETHOH peKHUM) YCTAHOBHMTD TPH 3HAYEHHS
(cTymeHH) HH3KOoe, cpelHee, BLICOKOE

OT1CcyTCTBYET BO3MOXKHOCTE B pexkume C
(uUBeTHOM peKHM) YCTaHOBHTE 3HAYEHHA
LIBETOBOT'O YCHJIEHHS Yepe3 CEHCOPHbIH
9KpaH

Hmeercs BO3MOXKHOCTH B pexume PW
YCTAaHOBUTb 3HaYEHHWE YacTOThl TMOBTOPEHHA
umnyascoB PRF (PKP) ot 0,1 k' 1o 15 k'
(L8LC) 0,1 xI'u— 12,5 xI'u (P3FC, C3LC)
ot -89° mo 89°
or 1l mo6
OTCYTCTBYET BO3MOMKHOCTb YCTAHOBHTH
3Ha4YEeHHE MOIIHOCTH - o 1b
orl mo6
OTcyTCTBYET BO3MOXKHOCTE YCTAHOBHTE

3HAYEHHE MOLLHOCTH - o b

HmMeeTcs BO3MOXKHOCTE YCTAHOBHTD
3HayeHHe punpTpa cteHok 80 kI’

ot -89° no 89°

-80°-+80°
JlHana3oH MIKAIb -9 or 1 no6
CKOPOCTH B pE3KHMeE
CW
TlepcucreHTHOCTD 0.7 OtcyTcTBYeT BO3MOMKHOCTD YCTAHOBHTH B
B pexxume CW ) pesxxuMe CW 3HaueHHs NEPCHCTEHTHOCTH
Yacrora noeTope- 0.25-6 kL or 0.1 no 6 kI'1x

HHS HMITYJICOB
(PKP) B pexxume
TDI




CpaBHHBaeMblIe Komnuexr
OGpa3en BLISIBJIEHHOI0
cBefeHHuA/ perucTpalHOHHON JOKYMEHTALHH MEIRINHCKOr0 H3Ne/IAY
napaMeTpbl (ot 07.10.2015 Ne P3H 2015/3150)
DyHKUMH Hndopmarus B matepuanax KPJ[ k PY B %3 (S)8517 1 peaiu30BaHEbI: METON
peamzoeantbie B | Ne P3H 2015/3150 ot 07.10.2015 Dnacrorpaduu CABHUTOBOH  BOIHEIL,
H3IETTHH OTCYTCTBYET HH(pOpMaLHMs O GyHKIHIX: CTpeccoBoro 3xa, nporpamma S-Helper
MeTo[ Dnactorpadiy CIBUTOBOH BOJHEL
CTpeccoBOro 3xa, mporpamma S-Helper
CoOTBETCTBHE I'OCT P M3K 60601-1-2010, -m. 7.9.2.1 B PykoBoacTBse 110 3KCIUTyaTaluu
HOPMAaTHBHOH 1.7.9.2.1 Obmue nonoxeHus NpeCTaBIEHHBIM C HW3[E/IMeEM OTCYTCTBYET
JIOKYMEHTALHUH B HHCTPYKLMH O 3KCIUTyaTALMH JIO/DKHBI | MOJIHOE OMHCaHHe napaMeTpoB
Hndopmanms o OBITE yKa3aHbL: yCTAHABJIMBAEMBIX B pexumax Y3
OPHHANIEXKHOCTIX - naspayenne ME M3JIEJIUA, CKaHMpOBaHHA, OTCYTCTBYET MOJIHOE

H CBEMHBIX YaCTAX

npenycmorpenHoe U3TOTOBHUTEJIEM;
- HauboJee YacTo UCMONIb3YEMBIE
byHKImu;

- moOble U3BECTHBIE MPOTHBOIIOKA3aHHA K
npuMeHenuro nanHoro ME U3 IEJIAAL.
WHeTpyKLMs N0 SKCILTyaTalliH I0JUKHA
BKJIFOYATH B ceOs BCe MPHMEHUMBIE
KiaccHMKaIHK, YKa3aHHbIE B MyHKTE 6,
BCEe MapKHpPOBKH, YKa3aHHBIE B 7.2, H
MOSICHEHHs 3HAKOB 0e30MacHOCTH H
CHMBOJIOB, HaHeceHHbIX Ha ME
WU3JIEJIUE.

OIIHCaHHEe KHOIIOK Ha CEHCOPHOM MHUCILIEE,
OMUCaHHe [JaT4HMKOB IIPEACTaBJICHHBIX C

w3zenueM, OTcyTcTByeT MH(boOpMauus o6
orofpakeHHH 3HA4YeHHH  TEIUIOBOro
MEXaHMYECKOr0 HMHEKCOB C HEOOXOIMMOH
TOYHOCTBIO, Kak HHTEPIIPETHPOBATh
oTOOpakeHHBIE YIBTPa3ByKOBBIE MapaMeTPbl
IKCMO3MLHH YJIBTPa3ByKOBOIO BO3EHCTBHA,
3paueHus Ttemioporo wHaekca (TI)
mexaHudeckoro uHzekca (MI), oTcyrcTByer
uH(OpMauus O BeipabaThIBAEMBIX CHCTEMOH
M BHIBOAMMBIX Ha  9KpaH
cOOOIIEHHAX O  COCTOSHMH
coobienus 06 omMubKax H HEUCIPABHOCTAX,
€CIIH 3TH coo0ImeHus TpeOyIOT pa3biCHEHHU,
oTcyTcTByeT MH(popManus 06 TeXHHYECKHX
JaHHBIX 00 YPOBHSX aKyCTHYECKOIO BBIXOJA
JIaTYMKOB, HCTIONB3YEMBIX C CHCTEMOM.

CooTreTcTRHE
HOPMaTHBHOH
JOKYMEHTAITHHA
Hudopmauus o
TIPHHAJIEIKHOCTAX
¥ CBEMHBIX YacTaX

I'OCT P M3K 60601-1-2010,

n. 7.9.2.5 MHCTpyKIMA MO 3KCITyaTalHH
JIOJKHA BKJTFOYATE B ceb:

- kpatkoe onucanie ME U3 JIEJIMA;

- nopsanok ¢yskiHorupoBanus ME
U3JIEJINA;

- Haubonee BayKHbIE (PUIHYECKHE H

(byHKIMOHATbHEIE XapakTepucTHKH ME
HU3JIEJIUA

I'OCT P M3K 60601-1-2010,

m. 7.9.2.14 MUHCTpYKLMA MO SKCILTyaTalluH
JIOJDKHA BKJIFOYATh B cebs nepeyeHs
[IPUHA JUTEXXKHOCTEH, chemubix
YacTel ¥ MaTepUaioB, KOTOpPBIE, KaK
onpenenun U3TOTOBUTEJID,
NipeIHa3HAYEeHBI /1 IPUMEHE-HHA
cosmectHO ¢ ME MU3JIEJTMEM.

B PykoBoacTse 10 3KCTITyaTaluH,
NpeaCTaBIEHHOM C H3AEIHEM, OTCYTCTBYET
HHpOpMALHs O TEXHHYECKHX
XapaKTEPUCTUKAX JIATUMKOB, HCIIOJIb3YEMbIX
C HU3JIeNTHeM

B PykoBOZCTBE IO 3KCILTyaTaLHH,
NPEICTaBIEHHOM C H3/IEJIMEM, OTCYTCTBYET
uH(opMaLHs O JaTYMKaX H UX OMHCaHHe,
MpPEeICTABIEHHBIX C H3/ICJTHEM.

MOHHTOpa
CHCTEMBI,




CpaBHHBaeMble
cBedeHHsA/
napaMeTpol

Komnunekr
perdcTpalHOHHON NOKYMEHTAlHH
(or 07.10.2015 Ne P3H 2015/3150)

O6pa3sen BLIABJIEHHOI0
MEeIHIHHCKOro H3Je/Ius

CchInKH Ha
TEXHHYECKOE
OIMUCaHHE

T'OCT P M3BK 60601-1-2010,

m 7.9.2.16

HHcTpyKIMA 10 SKCIUTyaTalil J0JKHA
COMepXaTh CBefIeH s, yKazanHsie B 7.9.3,
WIIH CCBUIKY, I/le YKa3aHHBIH B 7.9.3
MaTepHanl MOXKeT ObITh Hal/leH (HanpHMep,
Ha PYKOBOJCTBO MO 0OCITY>KHBaHHIO).

n 7.93.1

TexHHYecKOe ONMHMCcaHNE JOKHO
CoIepKaTh BCE JaHHbBIE, KOTOPHIE
HanboJiee BaXKHHI AJ1a 6e30macHoi
SKCILTYyaTallHH, TPAHCIIOPTHPOBAHHSA H
xpanenus ME U3JIEJIMSL, a Taroke
CpEeNCTBa WIIH YCIIOBHS, HEOOXOAUMBIE /11
€ro MOHTa)Ka ¥ MOATOTOBKH K
skcrutyataii. OHO JOJDKHO BKJIIOYATh B
cebs:

- Bce xapakrepuctuku ME U3JIEJIHA,
BKJTFO4ast 00/1acTh(M) NPUMEHEHHS,
TOYHOCTh H IOCTOBEPHOCTE
HHAMLIHPYEMbIX

3HAYEHHH WITH TTOKa3aHUH, ECIIH
MPUMEHHUMO

B PykoBojcTBe 10 SKCIUTyaTall1H,
TpeCTaBICHHOM C U3/ICIHEM, OTCYTCTBYET
uH(popMaLus O JHana3oHe, TOYHOCTH H
KOPPEKTHPOBKHM PETYJIHPOBOK NapaMeTpoB.

PykoBOJACTBE MO 3KCILTYaTallHH
TMPeCTABIEHHOM C M3/IETHEM OTCYTCTBYET
uH(pOpMalUs O AHaNa30He, TOYHOCTH U
KOPPEKTHPOBKH PEryTHPOBOK [1apaMeTPOB.

Texnuueckoe
OIIHCaHHE

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

n. 201.7.9.3.101 Texuuueckue aHHbIe 00
YPOBHSX aKyCTHYeCKOro BhIXOJa

JIIsl KaKIoro pexxuMa HeoOX0JUMO
obecneynTh MAaKCHMATTEHOE 3HAYEHHE
kaxxgoro TEITJIOBOI'O

HUHIEKCA u MEXAHUYECKOI'O
HMHJEKCA (Tak »xe. KaKk CBA3aHHBIX C
HHMH [IapaMeTPOB, NEPEYHCIEHHBIX
UL TeX YCIIOBHIT paboThl, KOTOpPLIE
NPHBOASAT K MAKCHMAJIbHOMY 3HAUEHHIO
HHJEKCca), A1 KOTOpOro paccMar-
pHBaeMBblii pexkiuM paboThl BHOCHT
HauboJllee CyIIECTREHHBIH (U1K
©IMHCTBEHHbIH) BKJIa.

DKCIUTyaTalMOHHas JOKYMEHTallu,
npejacTapieHHas ¢ 06pa3LoM MeJULMHCKOTO
H3/IeNUA HE COIEePIKUT TEXHHYECKUE NaHHbIe
00 YpOBHAX aKyCTH4ECKOI'O BBIXO/A.

CootBercTRHE
HOpPMAaTHBHOH
JIOKYMEHTaLHH

T'OCT P 50444-92

n. 3.1 H3nenue N0mKHO U3rOTABIMBATLECH
B COOTBETCTBHH C Tp66OBaH]'U[MH
HaCcTOALUEIO CTaHaapTa, CTaHOapTOB H
TEXHHYECKMX YCJIOBHH Ha H3/Ie/IHE

n. 4.1 Hsnenue nomkHo ObITE Ge30MacHbIM
JUIS TIALHEHTa, MEJULUHCKOIO 1
o0cy>;KHMBAIOILEr0 NIEPCOHAa,
JIOMYLIEHHOTO B YCTAHOBJIEHHOM IOpAZKE
K HKCTUTYaTaLuu

Obpasen H3A€IHs HE COOTBETCTBYET
tpebopanusam [OCT P MBK 60601-1-2010,
I'OCT P M3K 60601-2-37-2009 u
TEXHHYECKOH JOKYMEHTALHH,
conepxameiics 8 KPJI k PY or 07.10.2015
Ne P3H 2015/3150




