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OEJNEPAJIBHAS CJIYKBA 10O HAI3OPY
B COEPE 3IPABOOXPAHEHUWUA

(POC3/IPABHA/I30P) Pyxosogurensm
PYKOBO/IUTE/Ib TEPPUTOPHAITBHBIX OpraHoB
Cnassinekas . 4, crp. |, Mocksa, 109012 PocanpaBHa,u3opa

Tenedon: (499) 578 02 20; (499) 578 06 70; (495) 698 45 38
www.roszdravnadzor.gov.ru
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T — OpranaM ynpaBJ/IeHUs
O HEZOBPOKAYECTREHHOM | 3ApaBOOXpaHeHHEM CyOBEKTOB
MEIAIHHCKOM H3ICIHH POCCHﬁCKOﬁ q)ellepaIJ;HH

®enepanpHas CiIyx0a Mo Han3opy B cdepe 3IpaBOOXpaHEHUS Ha OCHOBAHMH
oTpuiatensHoro 3axmodenus OI'BY «BHUMUMT» Poc3npasnajzopa coobmiaeT o
BBISBIIEHAM B OOpaimeHuu TeppuTOpHaTbHBIM oOpraHoM Poc3apaBHam3opa Mo
Xa6aposckomy Kparo ¥ EBpeiickoif aBTOHOMHOH 00nacTH Hen00pOKaueCTBEHHOTO
MEIUIITHCKOTO H3/IEITHS:

«IIudpoBas yneTpa3ByKoBas AMArHOCTHYECKAs CHCTEMa C IBETHBIM JOIICPOM
«Apogee» ¢ NPHHAIJIEKHOCTSIMH COIJIACHO CBEACHMSAM Ha MapKHpOBKE: Medical
Ultrasonic  Diagnostic ~ Systems  Digital ~ Color ~ Doppier  Ultrasound
Imaging System MODEL: Apogee 5800», SN 142251181112, mata mpou3BOACTBa
2022-07, mpoussozctsa "lllantoy WHCcTHTYT 00 YibrpacoHuk HMHCTpyMEHTC Ko.,
Jitn.", Kurail, perucTpanuonnoe ynoctosepenne ot 07.10.2015 Ne P3H 2015/3150
(cM. mpUIIOKEHHUE).

CybnexrtaM oOpamieHus MEIUIMHCKMX W3IEIUH IPELIaracTcss NpOBECTH
IpOBEpPKYy Hauuuuss B OOpaIleHMH YKa3aHHOrO MEIMIMHCKOrO H3/eus, B
YCTAHOBJIEHHOM TIOpSJKE TIIPOBECTH MEPONpPUATHS IO TPENOTBPAIICHHIO  €ro
oOparleHus, 0 pe3ynbTaTax IpoHH()OPMHPOBATh COOTBETCTBYIOLIUHI
TEPPUTOPHANTbHBINH opraH Poc3npaBHaazopa.

TeppuropHaibHEIM OpraHaM Pocs3apaBHajg3opa NpPOBECTH MEDOIPHATHA B
COOTBETCTBHH C JEMCTBYIOIIUM 3aKOHOAATEIIECTBOM Poccuiickoii ®egepauy.

3a Hapymenus B chepe oOpalleHHs MEIMIMHCKAX W3JENHH HpeTyCMOTpeHa
aIMHHHCTPATHBHAS OTBETCTBEHHOCTh COITIACHO CTaThsM 6.28 u 6.33 Konexkca
Poccuiickoit ®enepauun 00 aJIMHHMCTPATHBHBIX NPABOHAPYIICHHAX, YCTaHOBICHA
YTOJIOBHAs OTBETCTBEHHOCTB COTTIACHO cTaThe 238.1 YT0NOBHOTO KOJEKCa Poccuiickoi
®denepauum.

IMpunoxenue: Tabnuuma comocTaBleHHs MapaMeTpoOB M XapaKTECpHCTHK,
yKa3aHHBIX B KOMIUIEKTE PErMCTPallHOHHOW [NOKYMEHTalluH, C IapaMeTpamMu H
XapaKTEPUCTHKaMH 00pa3lioB BIABIEHHOTO MEAUIMHCKOTO U3IETHs Ha 4 1. B 1 3K3.

N7
l . (},V[ - A.B. Camoiinosa
o~
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TIpunoxeHne K maceMy PocsnpasHansopa
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Ta6/uLa COmOCTABIEHIS apaMETPOB 1 XapaKTePHUCTHK, YKa3aHHBIX B KOMILIEKTC
PEerMCTPalMOHHOM JOKYMEHTAIHH, ¢ TlapamMeTpaMu 1 XapaKTepUCTHKaMU 00pasioB
BBISIBIIEHHOT'O MEIULIMHCKOTO U3ETH

CpaBHHBaeMbie Komnuekt
OGpasel BbLIABJIEHHOTO
cBeeHHS/ perucTpauHOHHON J0KYMEHTAIHH MEIHIMECKOr0 H3XeHs
napamMeTpsl (ot 07.10.2015 Ne P3H 2015/3150)
HanmenoBanue HanmeHoBaHHE H3IETHA Ha mapkupoBke obpasiia:
MeAHIHHCKOI0 Lludposas ynsTpasByKOBas JHarHOCTH- Medical Ultrasound Diagnostic Systems
H3JeHs yecKasi CUCTEMA C LIBETHEIM JIOTUIEPOM Digital Color Doppler Ultrasound Imaging
BAapHAaHT HCIIOHEHUA: «Apogee 5800» System
TexnuuecKne TEXHUYECKAS TOKYMEHTALHA,
xapakTepHcTHKH | n.7.4
MomnaocTs -o0-0 b, 0-100% OTcyTCTBYeT ~ BO3MOXHOCTB  YCTAaHOBHTb
sHaueHHe MolqHocTH -0 JI6 B B-pexume (2
D), Ilgerosom pesxume (C), pexume PW,
pexume CW
Peryupyromnics 30-180 ob B B-pexume (2 D) obecnedynsaercd
AMHAMHAYECKHH yCTaHOBKA JIMHAMHYECKOro [HarnasoHa (J16)
AHANA30H BhiLIe ykazauHoro oT 30 mo 330 JI6
Cyonna 1.6-30.8 cMm B B-pexume (2 D) obecneynBaercd
CKAHAPOBAHHH yCTaHOBKa TTyOMHBI CKAHMPOBaHMA LA V3
JIATYMKOB B JHara3oHe IHpe yKa3aHHOTOo
C3LC ot 1 cm oo 40 cm,
P3FC ot | cm 10 38 cMm,
L8LC ot | cm mo 28 cm.
MacmTabuposa- B peKMMe PeatbHOro OBecneunBaeTcs yCTAHOBKA B pexume B
HHE BpEMEHH: 4 CTYIIEHH (2D pesxum) MacIITabHpPOBAaHMA B PEXKHME

B peXKHUME cTon-Kajapa:

peajbHOro BpPEMCHH, B PCKHME cTom-Kajapa

4 cTynEeHH ot 1.0 0 10.0 x ¢ marom 0.1 (100 cTynenei)
KapTts! ceporo 0-23 B pexume B (2D pexuM) XapaKTepHCTHKA
nBeTa KapT Ceporo LipeTa oTobpaxkaeTcs B nb

OxpalueHHOCTD 0-7 B B-pexume (2 D)  oTcyTcTBYeT
BO3MOMHOCTB YCTaHOBHTb 3HAYECHHA
OKpAIIEHHOCTH 4epe3 CEHCOPHBIH 3KpaH (na
CEeHCOPHOM  JIMCTUIEE  COOTBETCTBYIOIIAA
KHOIIKa "OkpalivBaHue "Chroma"

OTCYTCTBYET)
Yacrora Yacrora nopTopenus umiyibcos (PRF) Wmeercs Bo3MokHocTh B pesame C
NOBTOPCHANR 0.25 xI'u-6.0 kI’ (UBETHOM pekMM) YCTAHOBHTb 3HaueHHUE
umny.asco (PRF) 4acTOTHI MOBTOpeHHs umitynbeos ot 0.1 1o

B M-pexname

18 k' (s narumka L8LC) B 3aBHCHMOCTH
ot ) 3HaueHus mkana PRF




CpaBHHBaeMble KoMnuexkr O6pasell BHISBICHHOTO
cBeaeHus/ pErncTpalHOHHOl JOKYMEHTAIHH Meu[:1 HHHCKOrO H3IETHST
napameTpsl (ot 07.10.2015 Ne P3H 2015/3150)
Kaptel B M- 0-23 ot 0 no 25
pe:xuMe

DuabTp CTEHOK
B M-pexxkame

ILnoTHOCTE JJHHHAH

IBeTHOE yCHIE-
HHE

YacToTa noBTOpE-
HHA HMIOYJIbLCOB
(PKP) B pexnme

PW

VYroa B pexame
PW

D ckopocths B
pexame PW

MomHoOCTh B
pexame PW

CKopocTh B
pexame CW

MomHoCTh B
pexnamve CW

@uALTP CTEHOK
B pe:xxume CW

Yroa B pexname
CwW

JAnanazon mKajsbi
CKOpPOCTH B
pexame CW

IlepcHCTEHTHOCTH
B pexxame CW

3 k', 50 crynenei

2 cTyrnieHH

6-16

1.0-20 xT'g

-80°-+80°

- ab—0 nb

24.414 xI'u, Makc, 50 ctynenei

-80°-+80°

1-9

WmeeTcst BO3MOXKHOCTS B pexkume C
(LIBETHOM PEXXHM) YCTAHOBHTDH 3HAUECHHE
hunbTpa cTeHok B Auanasone a0 9000 I'n

HmeeTcs BO3MOXKHOCTS B peskime C
(uBETHOM PEXUM) YCTAHOBUTH TPH 3HAYCHHA
(cTyneHH) HH3Koe, CpeaHee, BBICOKO0E

OTCyTCTBYET BO3MOMKHOCTD B peskume C
(LBETHOM peKUM) YCTAHOBUTH 3HAUEHHA
L[BETOBOTO YCHJIEHHS 4epe3 CEHCOPHBIA
3KpaH

Hmeerca Bo3MOXHOCTE B peskume PW
YCTAHOBUTH 3HAYEHHME 4aCTOThl MOBTOPEHHUS
ummysscos PRF (PKP) ot 0,1 k' o 15 kI’
(L8LC) 0,1 k' — 12,5 xI'u (P3FC, C3LC)
or -89° no 89°
orl mo6
OTCyTCTBYET BO3MOKHOCTD YCTAHOBHTD
3HaYEHHE MOIIMHOCTH - ©© 1b
orl mo6
OTCyTCTBYET BO3MOKHOCTb YCTAHOBHTD

3HAYEHHE MOILIHOCTH - 0 Ob

MMeeTcs BO3MOKHOCTL YCTAHOBUTD
3Hauenue ¢QuisTpa crenok 80 k'

ot -89° no 89°

orl mo6

OTCYTCTBYET BO3MOKHOCTh YCTRHOBHUTE B
pesxime CW 3HaueHHs MEPCHCTEHTHOCTH




CpaBHHBaeMble

Komniekr

OGpa3sen BbISBJEHHOI0

cpefeHHnA/ perHcTpauHOHHOM JOKYMEHTALHH e p—
napamMeTpsbl (ot 07.10.2015 Ne P3H 2015/3150)
Yacrora nosTope- 0.25-6kl'y ot 0.1 mo 6 xI'n
HHSl HMIY.J1bCOB
(PKP) B pe:xxname
TDI
DyHKIHHA Hudopmauus B matepuanax KPJl x PY B %3 (0417 pealr30BaHbl: METO
peanmsosannbie B | Ne P3H 2015/3150 ot 07.10.2015 DnacrorpadHu CABHUTOBOH  BOIIHEI,
H31eJHH OTCYTCTBYET HHpOpMALUs 0 hYHKIHMIX: cTpeccoBoro 3xa, nporpamma S-Helper
MeToa DnactorpadHy CIABHIOBOH BOJIHEI,
CTPeccoBoro 3xa, mporpamma S-Helper
CoorBeTcTBHE T'OCT P M3K 60601-1-2010, -11. 7.9.2.1 B PykoBocTBE 1O 3KCILTyaTallli{
HOPMATHBHOMH n.7.9.2.1 Obupe nonoKeHuUs Npe/CTaBIEHHBIM C W3[€JIHeM OTCYTCTBYET
AOKYMeHTANHH B MHCTPYKLMH MO 3KCILTyaTalMy JOJGKHBL | TIOJTHOE OTTHCAHHE napaMeTpoB
HUndopmanns o OBITh yKa3aHbI: YyCTaHaBIMBAEMBIX B  pexuMax Y3
npHHALNEXHOCTAX | - HasHayeHue ME U3JIEJINA, CKaHMPOBAHHH, OTCYTCTBYET MOJHOE

H CbEMHBIX YACTHX

npenycmotpernoe U3'OTOBHUTEJIEM;
- gauboJiee YacTo HCTOIb3yEMEIE
PyHKLH;

- moOble H3BECTHBIE MMPOTUBOIIOKA3aHHS K
npumeHer#to aanHoro ME M3 JIEJIHAL.
HMHcTpyKUMs 110 9KCIITyaTalyH 10JIKHA
BKJTIOYATH B ce0s BCce IPUMEHHUMBIE
kinaccubHUKalHH, YKa3aHHBIE B MHKTE 6,
BCEe MapKHPOBKH, yKa3aHHbIE B 7.2, H
NOSCHEHHs 3HAKOB O€30MacHOCTH H
CHUMBOJIOB, HaHeCeHHBIX Ha ME
MU3JIEJIUE.

ONMCaHWe KHOMOK Ha CEHCOPHOM JIMCILIee,
ONMHCaHHe NAaTYMKOB IIPEACTaBJIEHHBIX C
W3eaHeM, OTCYTCTBYeT uH(popMalms o6
otobpaKeHHH 3HA4YeHWH TEMIOBOro W
MEXaHHUYECKOr0 MHJIEKCOB C HE0DXOMMMOH
TOYHOCTBIO, Kak HHTEPIPETHPOBATh
oToGpaskeHHBIE YIbTPa3BYKOBbIE NAPAMETPEI
SKCMO3MIHH YIBTPA3BYKOBOIO BO3JEHCTBHS,
spauenus Tteruoporo wHAaekca (TI) m
mexaHuyeckoro uHaekca (ML), orcyTcTByeT
uH(popMaLEs 0 BEIPabaThIBAEMBIX CHCTEMOH
M BHIBOAMMBIX Ha 53KpaH  MOHHTOpa
coODIIEHHAX O  COCTOSAHMH  CHCTEMBI,
coobmenns 06 ommubkax U HEHCIIPABHOCTAX,
ecJIv 3TH cooOLIeHUs TPeOYIOT pasbACHEHHS,
OTCYTCTBYeT HH(MOpMaLus 00 TEXHHYECKHX
JaHHBIX 00 YPOBHSX aKyCTHYECKOro BBIXOZa
JaTYHKOB, MCTIOJIB3YEMbIX C CHCTEMOH.

CooTBeTCTBHE
HOPMATHBHOH
JOKYMeHTAHH
Hnadopmannus o
NPHHANJIEKHOCTAX
H CheMHBIX 9acTHAX

'OCT P M3K 60601-1-2010,

n. 7.9.2.5 UHCTpYKIUHS MO 3KCIUTyaTalluy
JI0JKHA BKIIIOYATh B cefs:

- kparkoe ormcanue ME U3JIEJIMA;

- opsAoK (yHKLHOHUpOBaHHS ME

W3 IEJIUA;

- Haubonee BaXKHbIE UIHYECKHE H

dyHKUHOHANbHBIE XapakTepucTHKH ME
WU3EJIAA

'OCT P M3K 60601-1-2010,

. 7.9.2.14 UHCTpYKLMA MO 3KCILIyaTaluH
JIOJKHA BKJIFOHATh B ceds nepedyeHn
IIPI/II—[A,[[J'[E)KHOCTEFL CBEMHEBIX
yacTeil U MaTEpUAaJIOB, KOTOPBIE, KaK
onpenenun U3TOTOBUTEJIb,
npeHa3HaYeHbl A1 IPUMEHe-HHs
cosMmecTHO ¢ ME U3/IEJIMEM.

B PykxoBoACTBE I10 SKCILTyaTallHy,
Tpe/CTaBIeHHOM C M3/IE]IMEM, OTCYTCTBYET
uHhopMaIys 0 TEXHHYECKHX
XapaKTepUCTUKAX JaTYMKOB, HCIOMb3yEMbIX
C M3JENHEM

B PykoBozcTBe 110 3KCILTyaTal1H,
NpeacTaBIeHHOM C H3/I€IMEM, OTCYTCTBYET
HHGOPMALIHS O IaT4YMKAX U WX OMKUCaHKE,
TIPEJICTABJICHHBIX C M3/IEJTHEM.




CpagHHBaeMble
cBeleHHs/
napaMeTpbl

Kommiekr
perdcTpanHOHHON JOKYMEHTAlHH
(ot 07.10.2015 Ne P3H 2015/3150)

OG6paien BLIABJIEHHOIO
MeTHIHHCKOr0 H3/1eIust

CchlIKH HA
TeXHHYECKOoe
ONHCAHHE

'OCT P M3K 60601-1-2010,

m 7.9.2.16

MHCTpYKIMs 110 SKCILTyaTalliH IOJ/DKHA
COIEepKaTh CBEICHHU!, YKa3aHHEIC B 7.9.3,
WIH CCBUIKY, II€ yKa3aHHBIH B 7.9.3
MaTepHas MOKeT ObITh HaliieH (Hanpumep,
Ha PYKOBOJICTBO 110 00CITyKHBaHHIO).

m 7.9.3.1

TexHUYECKOE OMHCAHHE JOIDKHO
CoZIepKaTh BCE AaHHBIE, KOTOPBIE
Hauboee BaxkHbI 11 6e30macHoOR
3KCIUTYaTallMH, TPAHCIOPTHPOBAHUA U
xpanenus ME U3JIEJIWSL, a Takoke
Cpe/CTBA WITH YCIIOBHS, HEOOXOMMBIE /1A
€ro MOHTa)Ka M IMOATOTOBKH K
akcruryaTauui. OHO JO/DKHO BKTIOYATh B
cebn:

- Bee xapakrepuctuku ME M3JIEJIHA,
BKJTIOYas 061acTh(1) NpAMEHEHHH,
TOYHOCTPB M JJOCTOBEPHOCTh
HHIHLUMPYEMBbIX

3HAYEHMH MJIH MOKa3aHHH, €CIIH
IPHUMEHHMO

B PykoBOJCTBE 0 KCILTyaTallH,
TPE/ICTABIEHHOM C M3[IE/THEM, OTCYTCTBYET
uH(pOpMALIMS O Hana3oHe, TOYHOCTH H
KOPPEKTHPOBKH PETyJTHPOBOK apaMeTPOB.

PyKkoBOJCTBE MO IKCTLTyaTallHH
TpeLCTaBICHHOM C M3/I€THEM OTCYTCTBYET
HH(pOpMAIKA O JHaNa30He, TOYHOCTH U
KOPPEKTHPOBKH PEry/TMPOBOK MapaMeTpOB.

Texaraueckoe
ONHCAHHEe

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

m. 201.7.9.3.101 Texuuueckue gaHHbIE 06
YPOBHSX aKyCTHYECKOTrO BBIXO/IA

Jns Kaxaoro pexuma HeobXoauMo
ofecreuHTh MAKCUMAaTbHOE 3HaYEeHHe
kaxxnoro TETUIOBOI'O

HUHJIEKCA u» MEXAHHYECKOI'O
HUHJEKCA (Tak »e. KaK CBA3aHHbBIX C
HUMH MapaMeTPOB, MEePEeUHC/ICHHBIX
15 T€X YCIIOBHH paboThl, KOTOpBIE
TPHBOJAT K MaKCHMAJIbHOMY 3HaUEHHMIO
HMHJIEKCA), 1A KOTOpOro paccmar-
PHBaeMblii peXXHM paboThl BHOCHT
Haubonee CylIeCTBEHHbIH (HIH
eIMHCTBEHHBIH) BKJIaJ.

DKCILTyaTallMOHHAs JOKYMEHTaLHA,
npecTaBIeHHas ¢ 00pa3LoM MEIHLIMHCKOrO
W3IeHs He COIEPIKUT TEXHHYECKHE TaHHbIe
06 ypOBHAX aKyCTHYECKOrO BBIXO/IA.

CoorBercTBHE
HOPMATHBHOMH
AOKYMEHTAIHH

T'OCT P 50444-92

n. 3.1 WU3pende NO/BKHO M3rOTaBIHBATECS
B COOTBETCTBHH C TpeOOBaHUAMH
HACTOAILIEro CTaHAapTa, CTaHJapTOB H
TEXHHYECKHX YCIIOBHI Ha M3Je/IHe

n. 4.1 Wznenue nomxHO OBITE O€30MaCHBIM
IJIS ManMeHTa, MeIHLIMHCKOro H
o6cCITy:KHBAOLIETO NEPCOHANA,
JOMYIIEHHOTO B YCTAHOBJIEHHOM TMOPAJKE
K 3KCILTyaTalHH

O6pazer H3Ie/IHa He COOTBETCTBYET
tpeGosanusM TOCT P M3K 60601-1-2010,
'OCT P M3K 60601-2-37-2009 u
TEXHHYECKOH JOKYMEHTALIUH,
copepxameitcs 8 KPJ k PY ot 07.10.2015
Ne P3H 2015/3150




