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Opranam ymnpaBieHUS
T ——— | 3[paBOOXpaHeHHEM CyOBEKTOB
ME/IHITMHCKOM H3/1€THH Poccuiickor ®enepanuu

denepanpHas cayxba 1Mo Haa30py B cdepe 31paBOOXPaHCHHS HAa OCHOBAaHHH
oTpunarenbHoro 3akmodenns ®I'BY «BHUHMHMMT» PocsnpasHanzopa coofImaer o
BBISBICHHH B oOpamenud TeppuTopHanbHbIM opranoMm PocsapaBHaasopa mo
Xa6apoBckoMy Kparo M EBpeiickoif aBTOHOMHOH 061acTé HeIoOpOKaIeCTBEHHOTO
MEIUIMHCKOTO U3IEIHS:

«IIudpoBast yasTpa3ByKoBas AMArHOCTHYECKas CHCTeMa C IBETHBIM AOILIEPOM
«Apogee» C TPUHANTIEKHOCTAMH COTJIACHO CBEICHHMSIM Ha MapKHpOBKE: Medical
Ultrasonic Diagnostic Systems Digital Color Doppier Ultrasound Imaging System
MODEL: Apogee 5800», SN 142251181106, para mpoH3BOICTBA 2022-07,
npom3Bozctea "[llanroy UncTrTyT 00 YibTpaconuk Muactpymentc Ko., JItn.", Kurai,
permcTpamuoRHoe ymocroBeperue ot 07.10.2015 Ne P3H 2015/3150 (cm.
NIPHJIOYKEHHE ).

CybbekraM oOpameHuss MeIMIMHCKMX M3IENHH MPeAnaracTcs NpOBECTH
NpOBEPKY HauWyusi B OOpallleHMH YKa3aHHOTO MEJMIMHCKOro H3/enHd, B
YCTaHOBIIEHHOM IIOpSiAKE TIPOBECTH MEPONPHATHA IO MPEIOTBPAIICHHIO €ro
obpanienus, ) pe3yibpTarax pOUH(GOPMHUPOBATH COOTBETCTBYIOLIMHI
TEpPPUTOPHAIILHBIA opraH Poc3ipaBHag3o0pa.

TeppuropransHeIM opraHaM PocsapaBHan3opa IPOBECTH MEPONPUATHA B
COOTBETCTBHH C AEHCTBYIONIMM 3aKOHOIaTeIbcTBOM Poccuiickoit denepaluH.

3a HapymreHus B cepe oOpauleHHs MEIMIMHCKAX H3[ENHH IpelyCMOTpeHa
a[MUHUCTPATHBHAs OTBETCTBEHHOCTh COIVIACHO cTaThiM 6.28 u 6.33 Koznekca
Poccuiickoit ®enmepaumu 00 agMHHUCTPATHBHBIX NPAaBOHAPYIICHHSX, YCTaHOBJICHA
yTOIOBHAs OTBETCTBEHHOCTD COTJIACHO cTaThe 238.1 YromoBHOTo KOAEKCa Poccuiickoi
Denepanyu.

[Ipunoxenue: Tabnuma CONMOCTAaBIEHHs MAapaMeTpoOB M XapaKTCPHCTHK,

yKa3aHHBIX B KOMIUIEKTE PErMCTPAl[MOHHOH [OKyMEHTallid, C MapamMeTpamu H
XapaKTepUCTHKAMK 06Pa3IoB BHISBIEHHOTO MEIMIMHCKOTO H3/iesws Ha 4 J1. B 1 9K3.

- [\(/ 1\}\} / A.B. CamoiinoBa
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IIpunoxenne k muceMy PocampaBHagzopa
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Tabnuia conocraneHus NapaMeTPoOB M XapaKTEPUCTHK, YKA3aHHBIX B KOMILIEKTeE
PETHCTPallMOHHON JOKyMEHTAIMH, C TapaMeTPaMy U XapaKTEPUCTHKaMU 06pa3LoB

BBISIBJICHHOTO MEJUIIWHCKOTO U3IETHA

CpaBHuBaemMbie Komnuekr
cBeNeHHs/ PerHcTPauHOHHON JOKYMeHTALHH O6pasen BLIABJIEHHOTO
napamerpui (ot 07.10.2015 Ne P3H 2015/3150) S
HanmenoBanme | Haumenosanwe m3menus Ha mapkuposke o6pasua:
MEeJHIHHCKOro Ilndposas yneTpa3BykoBas AHarHOCTH- Medical Ultrasound Diagnostic Systems
H3/1eJIusA 4ecKasi CHCTEMa C LBETHBIM JOILIEPOM Digital Color Doppler Ultrasound Imaging
BapUaHT HcroiHeHus: «Apogee 5800» System
Texanueckue TEXHUYECKAS IOKYMEHTALIMS,
XapakTepHCTHKH | n.7.4
Mom#uocTs -00-0 nb, 0-100% OtcyTcTBYeT BO3MOXHOCTE  YCTAHOBMTH
3HaY€HHEe MOIIHOCTH - JI6 B B-pexume (2
D), Iseroom pexxkume (C), pexxume PW,
pexxume CW
Perymmpywmuiics 30-180 ob B B-pexume (2 D) obecneunraercs
JHHAMHYECKHH yCTaHOBKa JUHaMH4eckoro auamnasona (/16)
AHANA30H BhIIIE yKka3anHoro ot 30 mo 330 16
I'nybonna 1.6-30.8 cm B B-pexume (2 D) obecneunBaercs
CKAHHPOBAHHSA YCTaHOBKa ITyOHHBI CKaHHpOBaHuA A1 Y3
JaTYMKOB B IHANa30He IIHPE YKa3aHHOTO
C3LC ot | cM go 40 cm,
P3FCot 1 cM 1o 38 cm,
L8LC or 1 cM mo 28 cm.
Macmrabuposa- B pe;KHMe peaslbHOro O6ecneunBaeTcs yCTaHOBKA B pexuMe B
HHE BpPEMEHH: 4 CTYIEeHH (2D peskum) MaciTabHpPOBaHHA B PEKHME
B PEIKHUME CTOMN-Ka/pa: PETBLHOrO BPEMEHH, B PEXKHME CTOTI-Kajpa
4 cTyneHu or 1.0 mo 10.0 x ¢ mmarom 0.1 (100 cryneneii)
Kaprel 0-23 Hmeetcs BO3MO3KHOCTh YCTaHOBHTH
3HayeHue kapt ot 0 mo 25
Oxpamennocts 0-7 B B-pexume (2 D) orcyrcTByer
BO3MOXHOCTD YCTaHOBHTE 3Ha4YeHus
OKpalIeHHOCTH Yepe3 CEHCOPHBIH 3KpaH (Ha
CEHCOPHOM  JIHCIUIEE  COOTBETCTBYOLIAA
KHOIKA "OkpamuBaHue "Chroma"
OTCYTCTBYET)
Yacrora YacroTa nopropenus ummysscos (PRF) Hmeercs Bo3MOXHOCTE B pexxume C
MOBTOPEHHAS 0.25 xI'u-6.0 k' (UBETHOH pEXHM) YCTaHOBHTH 3HAYEHHE
ammyabcoB (PRF) 4acTOThI NMOBTOPEHHA MMIynscoB oT 0,1 mo
B M-pexkume 18 k' (mnsa matumka L8LC) B 3aBHcHMOCTH
OT ) 3HaueHus mkaia PRF




CpaBHHBaeMbIe
cBeNeHus/
napaMerpsl

Komnaext
PErHcTpallHOHHOH NOKYMEHTalHH
(ot 07.10.2015 Ne P3H 2015/3150)

O6pa3en BLIABIEHHOIO
MeIHIHHCKOI0 H3IeTHs

DUILTP CTEHOK
B M-pexxnme

ILlnoTHOCTH IMHAH

IlpeTHoe ycuiie-
HHE

Yacrora nosTope-
HHA HMIYJILCOB
(PKP) B pexkame

PW

¥Yroa B pexame
PW

D ckopocts B
pexame PW

MomHocThs B
pexame PW

Ckopoctsb B
pexume CW

MomuocTs B
pexame CW

DOHILTP CTEHOK
B pexxame CW

Yroa B pexxume
CW

Juana3on mKaJIbl
CKOPOCTH B
pe:xxame CW

IlepcucrenTHOCTH
B pexame CW

3 kI, 50 crynenei

2 cTyneHH

6-16

1.0-20 xI'y

-80°-+80°

-0 ab -0 ab

24.414 kI'u, Makc, 50 cryneneit

-80°-+80°

1-9

HNmeerca BoZMOKHOCTE B pexkume C
(L1BETHO# pelKHM) YCTaHOBHUTH 3HaY€HHE
¢uneTpa cTeHok B AHarnasoHe 1o 9000 'y

Hmeercs Bo3MOKHOCT B pesxume C
(UBETHOH pe’kUM) YCTaHOBHTE TPH 3HAYEHHA
(cTymieHH) BBICK cpejl HH3K

OTCyTCTBYET BO3ZMOXKHOCTE B peskume C
(UBETHOH peIKUM) YCTAHOBUTD 3HAUEHHS
LIBETOBOT'O YCHIIEHUS Y€pe3 CeHCOPHBIH
9KpaH

HNmeercs BO3MOxHOCTE B pexume PW
YCTaHOBHTH 3HAYEHHE YacTOThl MMOBTOPEHHMS
umnynecoB PRF (PKP) or 0,1 kI'm mo 15
kl'y (L8LC) 0,1 xI'm — 12,5 xI'm (P3FC,
C3LO)
ot -89° mo 89°
orl mo6
OTcyTCcTBYET BO3MOMKHOCTh YCTAHOBHTE
3HAYEHHUE MOIIHOCTH - oo Ab
or |l mo 6
OTtcyTCcTBYET BOZMOKHOCTE YCTAaHOBHTD

3Ha4YeHUE MOIIHOCTH - o 1b

Hmeercs BO3MOKHOCTD YCTAHOBHTD
3Ha4eHHe ¢punbTpa creHok 80 kI

oT -89° no 89°

orl o6

OtcyTeTBYET BOSMOKHOCTD YCTAHOBHTD B
pexume CW 3Ha4YE€HHS IEPCHCTEHTHOCTH




CpaBHHBaembie

Komnuexkr

O6pa3sen BLISBJIEHHOTO

cBeaeHus/ PETrHCTPALHOHHOH JOKYMEHTALIHH S —
napameTphi (ot 07.10.2015 Ne P3H 2015/3150)
Yacrora noBTope- 025-6kl'a o1 0.1 no 6 xI'yy
HHA HMIYJILCOB
(PKP) B pexame
TDI
DyHKIHHA Hudopmarus B matepuanax KPJ] k PY B H3EIHH peanH30BaHbL METOJ
peann3oBanubie B | No P3H 2015/3150 o1 07.10.2015 Onacrorpaduu COBHTOBOH  BOJIHEI,
wanennn OTCYTCTBYeT HH(pOpMaLud O GYHKLHAX: CTpeccoBOro 3xa, nporpamma S-Helper
Meron DnactorpadHH CIABHIOBOM BOJIHBI,
CTpeccoBOro sxa, nporpamma S-Helper
CooTBeTcTBHE I'OCT P M2K 60601-1-2010, -m. 7.9.2.1 B PykoBozacTBe No 3KCIUTyaTallMy
HOPMATHBHOI n.7.9.2.1 Obume nonoxeHus [PEACTABIEHHEIM C H3JEIHEM OTCYTCTBYET
AOKYMEHTAHH B MHCTpYKLIMH 1O SKCIUTYaTaLWK JOIDKHEL | TIOJTHOE OITHCaHHe rapaMeTpoB
Hadopmanus o OBITh yKa3aHbI: YCTAHABIMBAEMBIX B pexuMax Y3
NPHHAJANEKHOCTHX | - HasHaveHHe ME U3JIEJIM S, CKaHHpPOBaHHSH, OTCYTCTBYET MOJTHOE

H CbEMHBIX 9aCcTHX

npenycmorpenHoe U3STOTOBUTEJIEM;
- Haubonee 4acTo HUCMOb3yEMBIE
bynxumm;

- M0OBIE H3BECTHBIE IIPOTHBOMOKA3aHHS K
NpHMeHeHuro naHHoro ME U3 IEJIN AL
HHCcTpyKIms 1o sKcIutyaTalyy Jo/bKHA
BKJIIOYATE B ce0s Bce MPUMEHHUMBIE
KJ1acCH(HKalMK, yKa3aHHEIE B IyHKTE 6,
BCE MapKHPOBKH, yKa3aHHbIE B 7.2, U
NOACHEHHS 3HAKOB 0e30MacHOCTH H
CHMMBOJIOB, HaHeCeHHbIX Ha ME

M3JIEJIUE.

OMHCAaHHE KHOMOK Ha CEHCOPHOM JHCILIEE,
OMUCAHHE [aTYMKOB TIPEACTABIEHHBIX C
H3JIE]IHEM, OTCYTCTBYeT HHGpopMmauus 00
oToOpaskeHMH 3HAYEHWH TEIUIOBOTO M
MEXaHHYECKOTO HMHIEKCOB C HEeOOXOmHUMOi
TOYHOCTEIO, KaK HHTEPIIPETHPOBATh
oToOpakeHHBIE YIbTPa3BYKOBBIE NTapaMeTpPhbI
SKCIO3HIMH YIBTPAa3BYKOBOI'O BO3JAEHCTBUS,
3HayeHusa TtermioBoro wuHAekca (TI) w
MexaHudeckoro HHuekca (MI), orcyrcTByet
HH(pOpMaLUs O BhIPabaThHIBAEMbIX CHCTEMOM
M BBIBOAMMBIX Ha 3KpaH MOHHMTOpa
CcOOOIIEHHAX O  COCTOAHHHM  CHCTEMBEI,
coobmenns 06 omMOKax U HEHCIPABHOCTAX,
€CJIH 9TH coobeHus TpebyIoT pa3biCHEHHUs,
oTcyTCTBYeT MH(popManus 06 TeXHHYECKHX
JaHHbIX 006 YPOBHAX aKyCTHYECKOI'0 BBEIXOJa
JATHHKOB, HCTIONB3YEMBIX C CHCTEMOI.

CoorBercTBHE
HOPMATHBHO#H
JAOKYMEHTAIlHH
HAudopmanus o
OPHHAMIEKHOCTHX
H CheMHBIX YaCTHX

I'OCT P M3K 60601-1-2010,

. 7.9.2.5 HHCTpyKuMs 10 3KCIUTyaTaliy
JOJ/DKHA BKJTFOYATH B ced:

- kparkoe onMcanue ME U3JIEJTMSL;

- nopaaok GyHKIHOHUpoBauus ME
H3JIEJINA;

- Haubornee BaxHbIe QUIHYECKHE H
(GyHKUHOHANBbHBIE XapakTepucTHkH ME
U3JIEJINA

I'OCT P M3K 60601-1-2010,

0. 7.9.2.14 UHcTpyKUHMsA MO SKCIUTyaTaLMK
JI0JDKHA BKJIIOYATH B ce0s nepeyeHs
ITPUHA JUTEXXHOCTEW, cremubix
4acTel H MaTepHasioB, KOTOPbIE, KaK
onpeaenun U3ATOTOBUTEJID,
NpeHa3HAYEHBl IS IPUMEHE-HHS
coBMecTHO ¢ ME U3JIEJIMEM.

B PykoBoAacTBe MO 3KCILTYaTalHH,
IPEeACTaBIEHHOM C H3JEJIHEM, OTCYTCTBYET
HH()OPMALIHSA O TEXHHYECKHX
XapakTepHCTUKAX JaTYHUKOB, HCIIOJIb3YEeMBIX
¢ U3JeNTHeM

B PykorozcTBe mo 3kcruyaTaiyy,
IPEACTaBIEHHOM C H3IEITHEM, OTCYTCTBYET
HHGDOPMALIHA O IATYHKAX H HX OIHCAHHE,
NpeACTaBJIEHHEIX C H3/IETHEM.




CpaBHHBaeMbIe
CcBeIeHHR/
napameTpbl

Komniekr
PErHCTPAUHOHHON NOKYMEHTAUHH
(or 07.10.2015 Ne P3H 2015/3150)

O6pa3en BhISIBIIEHHOI0
MeIHIHHCKOTO H3JeJIHA

CchlIKH Ha
TeXHHYECKOe
ONHCAHHEe

T'OCT P MBK 60601-1-2010,

n.7.9.2.16

HHeTpyKkums no SKCIuTyaTanuu JOKHA
COJlepKaTh CBEICHHS, YKa3aHHble B 7.9.3,
WJIM CCBUIKY, I'l€ YKa3aHHBIH B 7.9.3
MaTepHall MOXeT OBIThL HaliieH (HanpuMep,
Ha PYKOBOJCTBO MO 00CITY>KHBaHHIO).

m. 7.9.3.1

Texnuyeckoe onucanue MOJKHO
COMEepKaTh BCE JaHHbIE, KOTOPLIE
Haubouee BaykKHbI 11 Ge30macHoM
9KCILUTyaTallHH, TPAHCTIOPTHPOBAHHSA H
xpanenus ME HU3JIEJIN A, a taxxke
CPeICTBa MITH YCITOBHA, HEOOXOIUMBIE 1151
€ro MOHT&)Ka U MOATOTOBKH K
9KcIuTyaTauuy. OHO JOJBKHO BKIIFOYATH B
cels:

- Bce xapakrepuctuky ME U3JIEJIAA,
BKJTIFOYas 001acTh(M) IpHMEHEHHS,
TOYHOCTDb H JOCTOBEPHOCTb
HHIHLIMUPYEMBIX

3HAYECHHH WM MOKAa3aHHWH, ECiIH
MTPHMEHHMO

B PykoBozacTBe 1o sKCIUTyaTalHH,
NpPEeACTaBIIEHHOM C H3JEJTHEM, OTCYTCTBYET
HH(pOpPMalHs O Hana3oHe, TOYHOCTH U
KOPPEKTHPOBKH PEryJIMPOBOK MTApaMETPOB.

PykxoBoAcTBE MO SKCTUTyaTaLK
[pEeCTABIEHHOM C U3AEJTHEM OTCYTCTBYET
HH(OpMalMs O IHArIa30He, TOYHOCTH H
KOPPEKTHPOBKH PETyJMPOBOK NAPaMETPOB.

Texnnueckoe
OnHCcaHHe

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

n. 201.7.9.3.101 Texuuueckue naHubie 06
YPOBHAX aKyCTHYECKOTO BBIXOJa

Jlns kaknoro pexuma HeoOX0AUMO
06ecreynTh MaKCHMATLHOE 3HAYEHHE
kaxcgoro TEITJIOBOI'O

HHJIEKCA u MEXAHUYECKOI'O
HHJIEKCA (Tak xe. KaKk cBI3aHHBIX C
HHMH ITapaMeTPOB, MEPEYHCIIEHHBIX
AT TEX YCIIOBUH paboThl, KOTOpEIE
NPUBOIAT K MAKCHMaNbHOMY 3HAYEHHIO
HHJIEKCa), A1 KOTOPOro paccMar-
PHBaeMbIH pexxuM paboThl BHOCHT
Haubonee CyIeCTBeHHbIH (WIH
€UHCTBEHHBIN) BKIa.

DKcruTyaTaliHOHHas IOKYMEeHTALIUs,
npeacTaBleHHas ¢ o6pa3uoM MeIHIHHCKOro
H3/IENTUs HE CONCPHKHUT TeXHHYECKHE JaHHbBIE
00 YpPOBHSX aKyCTHYECKOr0 BBIXO/A.

CooTBercTBHE
HOPMATHBHOMH
JOKYMEHTAIHH

I'OCT P 50444-92

m. 3.1 Hanenue M0/HDKHO U3rOTABIUBATLCH
B COOTBETCTBHM C TpebOBaHUSIMH
HaCTOSIIEr0 CTaHAApTa, CTAHJAPTOB H
TEXHHYECKUX YCIIOBHI Ha M3/IE/IHE

n. 4.1 HUspenue momkHo 6bITh 6€30MaCHBIM
JJIs NalMeHTa, MeIHIHHCKOrO H
obciTy>KMBalOLIero nepcoHaa,
JAOMYIIEHHOI'0 B YCTAHOBIEHHOM TIOpPAIKE
K 9KCIUTyaTalHH

O6pasen H3€MM HE COOTBETCTBYET
tpeboBanusm ['OCT P M3K 60601-1-2010,
I'OCT P M3K 60601-2-37-2009 u
TEXHHUYECKOH JOKYMEHTAIIHH,
copepxamieiica B KPJ] k PY ot 07.10.2015
Ne P3H 2015/3150




