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Ha Ne oT
Oprasam ynpaBJIeHHS
T - ] 37]paBOOXpaHeHHeM CyOBEKTOB
MEIMUHHCKOM M3J1eIHHA Poccuiickoii @enepauuu

denepanpHas ciyx0a M0 Han3opy B cepe 31paBOOXPAHEHHS HAa OCHOBAHWH
oTpuuarensHoro 3akmouernsi PI'BY «BHUMHUMT» Poc3npaBHanzopa coobiiaer o
BBIABICHMM B obpameHud TeppaTopHambHbIM opranom PocsapaBHanzopa Mo
Xa6apoBckoMy Kparo U EBpeiickoil aBTOHOMHOH 00671acTH HeI0OPOKa4eCTBEHHOTO
MEIHULIMHCKOIO U3/1eITUs:

«ITudpoBast ynbTpa3ByKoBas AHArHOCTHYECKAs CHCTEMa C LIBETHBIM JAOIUIEPOM
«Apogee» C TPHHAUIEKHOCTAMH COIJACHO CBEICHUAM HAa MapKHPOBKE: Medical
Ultrasonic ~ Diagnostic ~ Systems  Digital ~ Color ~ Doppier  Ultrasound
Imaging System MODEL: Apogee 5800», SN 142251181105, mata mpou3BOACTBA
2022-07, mpoussozctsa "lllarToy UucTutyT 0o Yierpacomuk Mucrpymentc Ko.,
JItn.", Kuraii, peracrpanuontoe ynocrosepenue ot 07.10.2015 Ne P3H 2015/3150
(CM. TIPHIIOKEHHE).

CybGbekTaM oOOpamieHdss MEIWIMHCKAX W3JENHHd NpeaJiaracTcs MpOBeCTH
IpOBEPKYy HamW4usi B OOpallleHWH YKA3aHHOTO MEIHUIMHCKOro H3ICIHd, B
YCTAaHOBJIEHHOM TOpS/IKE IIPOBECTH MEPONPHATHA [0 MPEIOTBPAICHHIO €ro
oOpamieHus, 0 pe3ynbTaTax IpOHH(GOPMHUPOBAThH COOTBETCTBYIOLIUHI
TeppUTOpUATIbHEIN opraH Poc3apaBHan3opa.

TeppuropraibHEIM OpraHaM PocspaBHazzopa IPOBECTH MEPONPUATHA B
COOTBETCTBHH C IEHCTBYIOIMM 3aKOHOIAaTenbCTBOM Poccuiickon dDenepaiyy.

3a HapymeHus B cdepe OOpamieHHs MEIUIMHCKAX M3/E/HA IpelyCMOTPEHa
aJIMMHHCTPATHBHAs OTBETCTBEHHOCTh COIVIACHO CTaThsM 6.28 6.33 Kogaekca
Poccuiickoit @enepaniu 06 agMUHUCTPATHBHBIX IPABOHAPYIICHHAX, yCTaHOBJICHA
yrOJIOBHAS OTBETCTBEHHOCTh COIJIACHO cTaThe 238.1 YTOoIoBHOTO KOIeKCa Poccuiickoi

Denepanyu.

[Mpunoxenne: Tabnuua CcOMOCTAaBIECHHMs MMApaMETPOB M XapaKTEPHUCTHK,
YKA3aHHBIX B KOMIUIEKTE€ PETrHCTPAllMOHHOM MOKyMEHTalldH, C Mapamerpamu H
XapaKTepHCTHKAMH 06PAa3IiOB BBIABIEHHOrO MEUIIMHCKOrO U3/IeNus Ha 4 J1. B 1 9K3.
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Tabnuliia conocTaBneHHs rnapaMeTpoB H XapaKTepHCTHK, YKa3aHHBIX B KOMI{JIGKTC
pel"HCTpaI_IIrIOHHOﬁ JOKyYMEHTAlIlUH, C NapaMeTpaMHy U XapaKTepHUCTHKAMHA 06p33HOB
BBISABJIEHHOIO MEOUITHHCKOI'O U30CIIHA

CpaBHHBaeMbIe Komnnexkr
OGpa3sen BLISBJIEHHOTO
cBeeHus/ perucTpauHoOHHON JOKYMEHTalHH AT B e
napamMeTpsi (or 07.10.2015 Ne P3H 2015/3150)
HaumenoBanue Haumenosanue usnenus Ha mapkupoBke obpasia:
MEJHLIMHCKOTO ITudporas yneTpa3sBykoBas AHarHOCTH- Medical Ultrasound Diagnostic Systems
H3ETHA YyecKas CHCTEMA C LIBETHBIM J0NJIEPOM Digital Color Doppler Ultrasound Imaging
BapHaHT HcnonHeHus: «Apogee 5800» System
Texaudeckue TEXHUYECKAA TOKYMEHTAILIHA,
XapaKTEPUCTHKH n.7.4
MomnocTte -0-0 b, 0-100% OTCcyTCTBYET  BO3MOKHOCTH  YCTaHOBHMTH
3HAUEHHE MOILNHOCTH -0 JI6 B B-pexume (2
D), Ilserorom pexkume (C), pexume PW,
pexxume CW
Perymupyrouuiics 30-180 ob B B-pexume (2 D) obecneunBaercs
JTMHAMHYECKHI yCTaHOBKA JIHWHamMu4eckoro auanasona (/16)
IHana3zoH BeIIE ykaszanuoro ot 30 o 330 /16
['my6una 1.6-30.8 cMm B B-pexume (2 D) obecne4yrBaercs
CKAHUPOBAHUS yCTAHOBKa ITyOMHBI CKaHMpOBaHUA Juia Y3
JATYMKOB B HANa30OHe IHpe yKa3aHHOIO
C3LC ot 1 cM 1m0 40 cm,
P3FC ot 1 cm 1o 38 ¢cM,
L8LCor 1 cM mo 28 cm.
MacmrabupoBa- B pEKHME pPealbHOro O6ecneunBaeTcs yCTaHOBKaA B pexkume B
HHE BpEMEHH: 4 CTyNeHH (2D pexuM) MaciuTabMpOBaHHs B PEXKUME

Kaptsl ceporo
OBETa

OKpalmeHHOCTh

Yacrtora
[IOBTOPEHUS
umnynscos (PRF)
B M-pexxume

B PEKHME CTOM-Ka/pa:
4 cTyneHu

0-23

0-7

Yacrora nosropeHus umnyibeoB (PRE)
0.25 kl['u-6.0 k'

peaibHOrO BPEMEHH, B PeXKHME CTOM-Kapa
ot 1.0 70 10.0 x ¢ marom 0.1 (100 cTtyneneii)

B pexume B (2D pexuMm) XapakTepHCTHKA
KapT ceporo npera orobpaxaercs B 1b

B B-pexume (2 D) orcyrcTeyer
BO3MOKHOCTh YCTaHOBHTh 3HAYEHUA
OKpAILIEHHOCTH 4Yepe3 CeHCOPHbIH 3KpaH (Ha
CEHCOpPHOM JUCILICE COOTBETCTBYHOLIAA
KHOTIKa "OkpamuBaHHe "Chroma"
OTCYTCTBYET)

Hmeercs BO3MOXKHOCTE B pexume C

(uBETHOH peXHMM) YCTAaHOBHMTH 3HAYECHHE
4acTOTHl MOBTOpeHHA MMIynbcoB ot 0,1 mo
18 k' (s matumka L8LC) B 3aBUCHMOCTH
ot ) 3Hauenus mkana PRF




Kapts! B M-pexxume

OUIBTP CTEHOK
B M-pexume

[TnoTHOCTE JIMHHHU

LBeTHOE ycune-
HUe

YacToTa nosrope-
HHS UMITYJIECOB
(PKP) B pexume

PW

Vron B pexume PW

D ckopocTs B
peskume PW

MoHocTE B
pexcume PW

CkopocTh B
pexume CW

MoitHoCTE B
pexxume CW

@uIETp CTEHOK
B peskume CW

Vron B pexume CW

0-23

3 k', 50 crynene

2 cTyneHH

- 6-16

1.0-20 xI'y

-80°-+80°

-0 1b—-0 ob

24.414 xI'u, Maxc, 50 ctynenei

or 0 1o 25

Hmeercs BO3MOKHOCTE B peskume C
(LBETHOM PEKUM) YCTAHOBUTH 3HAUYECHHE
¢unsTpa creHok B auanasone 10 9000 I'u

Hmeetcs BO3MOKHOCTH B pexkume C
(UBETHOH pexHM) YCTAHOBUTE TPH 3HAYEHHS
(cTyneHH) HU3KOE, Cpe/iHee, BLICOKOE

OTCyTCTBYET BO3MOKHOCTB B pexxume C
(UBETHOM peKMM) YCTaHOBHTh 3HAYECHHSA
[[BETOBOT'O YCHJIEHHS YEPE3 CEHCOPHBIN
3KpaH

MMeeTcs BO3MOXKHOCTE B pekume PW
YCTaHOBUTh 3HAYEHHME YaCTOTHI MOBTOPEHHS
umnyscoB PRF (PKP) ot 0,1 k' 1o 15 k'
(L8LC) 0,1 xI'u— 12,5 xI'u (P3FC, C3LC)
ot -89° no 89°
orl mo6
OTCyTCTBYET BO3MOXKHOCTE YCTAHOBHTE
3Ha4YeHHe MOIIHOCTH - 0 Ob
orl no6
OTcyTCTBYET BO3MOMKHOCTh YCTAHOBHTD

3HaYE€HHE MOIIHOCTH - o 1b

HNmMeercsa BO3MOMKHOCTD YCTAHOBHTE
3HaueHue punsrpa creHok 80 kI'ny

ot -89° mo 89°

-80°-+80°
JlManasoH LKabl 1-9 orl 1o 6
CKOPOCTH B pesKHME
CW
TepcucTeHTHOCTD 0.7 OTCyTCTBYET BO3MOMHOCTE YCTAHOBHTE B
B pexxume CW ) peskame CW 3Ha4YeHMA NEPCHCTEHTHOCTH
YacroTta noBTOpe- 0.25-6xl'y or 0.1 mo 6 kI'y

HHS HMITYJTBCOB
(PKP) B pexxume
TDI




DyHKUHH
peanu30BaHHbIE B

Undopmarus B matepuanax KPJ] k PY
Ne P3H 2015/3150 ot 07.10.2015

B H3IEITHH
Dnacrorpaduu

METO,
BOJIHEL,

peaJIM30BaHbIL:
CIBUrOBOM

H3ACITHH orcytcTByeT uHGOPMALHA 0 QYHKLHMAX: cTpeccoBoro sxa, nporpamma S-Helper
Meron DnactorpaduH CHABHUIOBOH BOJIHEL,
CTpeccoBoro 3xa, nmporpamma S-Helper
CootBeTcTRHE I'OCT P M3K 60601-1-2010, -1. 7.9.2.1 B PykoBoACTBE MO IKCILTYaTallHH
HOPMAaTHBHOM m.7.9.2.1 Obmue nosnoxxeHus NpeACTABNEHHBIM C H3JIEJIHEM OTCYTCTBYET
NOKYMCHTallMH B MHCTpyKIMH MO SKCIUTyaTalliy JO/DKHBL | MOJIHOE OMUCaHHE rapaMeTpoB
Hndopmanms o OBITh YKa3aHBI: ycTaHaBJMBaeMBIX B pexumax Y3
NpHHAISKHOCTAX | - HasHayenne ME U3 IEJIHMA, CKaHWPOBaHHA, OTCYTCTBYET MOJIHOE

H ChE€MHBIX HaCTAX

npexycmorpentoe U3STOTOBUTEJIEM,
- HauboJlee 4acTO MCIIONIb3YEeMble
bynxumm;

- mo0Obie W3BECTHBIE [TPOTHBOMNIOKA3aHHA K
npuMeneHuro qanHoro ME U3JIEJIHMA.
HHCTpyKLMA MO SKCILTyaTalkH J0/BKHA
BKJIIOYATh B ce0s Bce IPUMEHHUMBIE
KIacCH(DHKALMK, YKa3aHHbIE B IyHKTE 6,
BCE MapKHPOBKH, YKa3aHHBIE B 7.2, U
TIOSICHEHHWA 3HAKOB 6€30nacHOCTH U
CHMBOJIOB, HaHeceHHBIX Ha ME
U3IEJIUE.

ONHCAHHE KHOMOK Ha CEHCOPHOM JIMCILIEE,
ONMCaHHE J[aTYHKOB TPEACTaBIEHHEIX C
m3genueM, oTcyTcTByer uHbopMaims o6
oTobpaskeHHH 3HA4YEHWH TEIUIOBOr0 H
MEXaHMYEeCKOr0 HMHAEKCOB ¢ HeoOXomuMOi
TOYHOCTBIO, KaK HHTEPIPETHPOBATh
oToOpaXkeHHBIE YIBTPa3BYKOBbIE MapaMeTphbl
9KCIIO3HIIHH YJIbTPa3ByKOBOIO BO3AEHCTBHA,
sHadenus TtemwtoBoro uHAekca (TI) w
MexaHMyeckoro mHpaekca (M), orcyTcrByer
uHpopMaLKs O BLIPAOATEIBAEMBIX CHCTEMOMH
M BBIBOJMMBIX Ha 3KpaH MOHMTOpa
COODIIEHHAX ©O  COCTOAHMH  CHCTEMEI,
coobmenHs 06 omubkax ¥ HEMCIIPABHOCTSAX,
eciiH 3TH coo0IeHHs TpebyIoT pa3bACHEHHMS,
oTcyTCTBYeT HHGbOpMalMs 06 TEXHHYECKHX
JaHHBIX 00 YpOBHSX aKyCTHUECKOIrO BBIXOAA
JaTYMKOB, MCTIONIb3YeMBIX C CHCTEMO.

CootBeTcTBHE
HOpPMAaTHBHOH
JOKYMEHTALUH
Hudopmaius o
TIPHHAUTEKHOCTAX
Y CbEMHBIX 4acTAX

I'OCT P M3K 60601-1-2010,

1. 7.9.2.5 MHCTpYKIMA MO 3KCIUTyaTalkH
JOJDKHA BKJTIOYATh B cebs:

- kpatkoe onucanre ME MU3JIEJTUSL;

- OpAAOK QyHKUHOHUpOBaHUS ME

U3 IEJINAL;

- Haubosiee BaXKHBIE PUINUECKHE H
¢byHKIMOHATBHEIE XapakTepucTHKH ME
WU3IEJTUA

I'OCT P M3K 60601-1-2010,

n. 7.9.2.14 UncTpyKUMs 110 SKCILTyaTaluu
JOJDKHA BKJIFOYATH B ce0s nepeyeHs
TTPUHAIJIEXXHOCTEH, chemmbix
yacTeil M MaTepHaIoB, KOTOPELIE, KaK
onpeaenun H3TOTOBUTEJID,
npeaHasHa4deHbl 418 NpUMEHE-HHA
cosmectHo ¢ ME M3IEJIMEM.

B PykoBoacTBe 1Mo 3KCILTyaTalHH,
NpeICTARIIEHHOM C M3/IEJIHEM, OTCYTCTBYET
HWH(OpMAaLIHA O TEXHHUECKHX
XapaKTepHCTHKAX JaTYHKOB, HCIONB3yeMbIX
C H3IIENHEM

B PykoBoAcTBE IO 3KCILTyaTallly,
Npe/ICTARIIEHHOM C M3/IEJIHEM, OTCYTCTBYET
HH(pOpMaLKUs 0 JaTYMKAX H HX OMUCAHHE,
TIPECTABIICHHBIX C H3CTHEM.




Ccbliky Ha
TEXHHYECKOE
OMHUCaHHE

I'OCT P MBK 60601-1-2010,

m. 7.9.2.16

HHcTpyKIMs M0 3KCIUTyaTallHH J0JDKHA
CoZlepIKaTh CBeJeHHs, YKa3aHHble B 7.9.3,
HJIH CCBUTKY, TA€ YKa3aHHBLIH B 7.9.3
Marepuall MOXXeT OBITh HaleH (Hanpumep,
Ha PyKOBOJICTBO MO 0OCTY>KHBAHHIO).

. 7.9.3.1

TexHuyecKoe OMHCAHHE JOJDKHO
colepKaTh BCe JAHHBIE, KOTOPhIE
Haubonee BasxHb! 1719 Oe30macHoi
9KCIUTyaTaLliH, TPAHCTIOPTHPOBaHHMS H
xpanenus ME U3JIEJIMA, a Taroke
Cpe/CTBa WIH YCIOBHS, HEOOXOAUMBIE AJIs
€ro MOHTa)Xa ¥ MOJITOTOBKH K
skciuryaTaid. OHO JO/DKHO BKJIFOYATh B
cebds:

- Bce xapaktepuctuku ME U3JIEJIU A,
BKUTIOYaa obnacTh(M) NPUMEHEHHUH,
TOYHOCTB H JOCTOBEPHOCTH
WHIULHMPYEMBIX

3HAYEHUH WK NOKA3aHHH, ECITH
MIPHMEHHMO

B PykoBojcTBe N0 3KCIUTyaTalluy,
TIPEJICTABJIEHHOM C M3JIEJIHEM, OTCYTCTBYET
uHpOpMalLs O JHana3oHe, TOYHOCTH H
KOPPEKTHPOBKH PETYJIMPOBOK MapaMeTpoB.

PyKOBOZCTBE MO HKCILTyaTalliK
NpeCTaBIEHHOM C M3/IEJIUEM OTCYTCTBYET
uHbOpMaLHs O THana3oHe, TOYHOCTH H
KOPPEKTHPOBKH PETyIHPOBOK NapaMeTpPOB.

Texunyeckoe
OTNMCcaHHe

T'OCT P MBK 60601-2-37-2009

n. 201.7.9.3.101 Texuuyeckue naHHbie 00
YPOBHSX aKyCTHYeCKOT 0 BBIXO/a

JUng Kaska0ro peskuMa HeoOX0aHMO
ofecrneynTs MaKCHMAJIEHOE 3HaYeHHE
kaxxaoro TETLJIOBOT'O

HHJIEKCA u MEXAHUYECKOI'O
HMHJIEKCA (Tak »e. KaKk CBS3aHHBIX C
HHMH T1apPaMEeTPOB, MEPEYHUCTIEHHBIX
IS TE€X yCIoBHiH paboThl, KOTOpBIE
MPHBOIAT K MAKCHMAJIbHOMY 3HaYEHHIO
HHJIeKca), U1 KOTOpOoro paccMar-
pHBaeMbli peskUM paboThl BHOCHT
Hauboliee CylleCTBEHHbIN (MITH
©MHCTBEHHBIH) BKIA.

DKcrnyaTaldOHHasA JOKyMeHTaLHs,
npezcTaraeHHas ¢ 06pasloM MeAHLIUHCKOro
W3/IeIHA HE CONEPIKUT TEXHHUYECKHE TaHHBIE
00 ypOBHAX aKyCTHHECKOIO BBIXO/A.

CooTtBercTBHE
HOpPMAaTHBHOM
JOKYMEHTAI[HU

I'OCT P 50444-92

n. 3.1 Hzpenue no/mKHO H3rOTaBIUBATECA
B COOTBETCTBHH C TpeOOBaHHAMH
HACTOSIIEro CTaHAapTa, CTaHAapTOB H
TeXHWUYECKHX YCIIOBHH Ha U3JIeHe

n. 4.1 Usnenue nomxHO OBITE O€30MacHbBIM
JUIS [IALMEeHTa, MEAULIMHCKOTO H
00CIy>;KHMBAIOIIEro epcoHaIa,
JIOTYILIEHHOTO B YCTAHOBJIEHHOM IOPA/IKE
K 9KCILTyaTaluu

O6pa3sell H3/EHA HE COOTBETCTBYET
tpebosanusm [OCT P MK 60601-1-2010,
I'OCT P M3K 60601-2-37-2009 u
TEXHHYECKON JOKYMEHTALHH,
conepxaueiics B KPJIx PY ot 07.10.2015
Ne P3H 2015/3150




