MWHNCTEPCTBO 34paBOOXPaHeEHUS 2342878

Poccuiickoin deaepaymm

OEAEPANBHAA CNYXBA MO HAA3OPY Cy6‘be|('|'a|v| 06pa|_|_||e|-||/|;| n
B COEPE 31PABOOXPAHEHWNA ~
(POC3/IPABHAN30P) MEOMUNHCKNX U34ENTNN
CnassHckas nn. 4, ctp. 1, Mocksa, 109074 PyKOBO,ﬂMTe.ﬂﬂM
TenedoH: (495) 698 45 38; (495) 698 15 74 TEPPUTOPUASIbHBIX

opraHoB Poc3apaBHaza3opa

Ha Ne or MeauumHCKUM opraHm3aumsam
N
O Hepo6poKa4eCTBEHHOM MEANLIIHCKOM OpraHaM ynpasneHus
v3genvn 3[1paBOOXPaHEHNEM CYOBLEKTOB

Poccuiickont depepaumn

defepanbHas  cny)kba MO Haasopy B Cepe 34paBOOXPaHEHMs Ha  OCHOBaHWU
3KCMepTHOro 3aksntodeHnss ®rey «BHUNMT» Poc3gpaBHag3opa COOOLLAET O BbISIBNIEHUN
TeppuToprasbHbIM - opraHom PocsfpaBHagsopa no Kanmyckoil o6nactv B 0bpaLLleHun
HeJ06pOKaYeCTBEHHOIO MeAULMHCKOro m3genms: CornacHO MHCTPYKUMKW MO NMPUMEHEHWIO:
«YNbTPa3ByKoBas AuarHocTnka. KomnbtoTepHas odranbmonorusa. A-Scan Plus». CornacHo
MapKMpoBKM: «A-Scan Plus», SN 1214204, REF 24-4200, npov3sofcTtsa «Accutome, Inc.», USA,
perncTpaumoHHoe yaoctoeepeHne oT 09.10.2007 Ne &C3 2007/00396, CpoK [AeCTBUA He
orpaHnyeH (fanee —MeauuUMHCKOE W3LeNMe), B CBA3N C HECOOTBETCTBMEM TpPebOBaHUAM
TEXHUYECKOW [OKYMEHTaUMW MPOV3BOAUTENS, COAEpXallenca B KOMIJIEKTE  [aHHOM
PErMCTPaLMOHHON JOKYMEHTaLMK, B YaCTW NMPOBEPEHHbLIX XapaKTEPUCTUK (CM. MPUIIOXKEHWE).

defepanbHas cny>k6a No Ha430py B cepe 34paBOOXPaHEHUS Mped/iaraeT CyobekTam
obpallleHMs  MeAUUMHCKUX  W3OeNWiA  MPOBECTM MNPOBEPKY Ha/imuusa B 06palleHnm
MeauuMHCKOro  u3fenna, B YCTaHOB/IEHHOM MOPAAKE MPOBECTM  MepornpusaTua Mo
NpeaoTBpaLLEeHNO 0bpalleHns Ha TeppuTopumn Poccuiickor depepaunn MeauumHCKOro
U3AeNna 1 0 pesy/ibTatax MpPonHMOPMMPOBaTL COOTBETCTBYIOLMIA TEPPUTOPU/IbHBIA OpraH
Poc3apasHazasopa.

TeppuToprasibHbIM opraHam Poc3gpasHa30pa NpoBecT MeponpuATUS B COOTBETCTBUN
C NOPSAKOM, MPeayCMOTPeHHbIM ALMUHUCTPATMBHBLIM perfiameHToM defepasibHOM CyXObl
Mo Haa3opy B ciepe 34paBOOXPaHEHWsI MO WCMOIHEHUIO TOCYAAapPCTBEHHOM (YHKUMM MO
KOHTPO/KO 3a 00paLLeHeM MeAVUMHCKUX M3LeUiA, YTBEPXKAEHHbIM Mprka3oM MwuH3gpasa
Poccum ot 05.04.2013 Ne 196H.

3a HapyweHuss B cdepe obpalieHUs MeSULUMHCKUX — W3OeNvid - npeaycMOTpeHa
aIMMHMCTPaTUBHAs OTBETCTBEHHOCTb COr/acHO CTaTbaAM 6.28 1 6.33 «Kopaekca Poccuitckoi
degepaunyt 06 agMUHUCTPATUBHBIX MPaBOHAPYLLEHUSAX», a TakXKe YCTaHOB/IEHA Yro/I0BHas
OTBETCTBEHHOCTb 3@ OOpalleHVe  (habCUULMPOBAHHBIX,  HEeA0OPOKAYECTBEHHBIX U
HEe3aperncTPUPOBaHHbIX MeAMUMHCKUX U3L4EeNNIA cornacHo ctatbe 238.1 YT0M0BHOMO Kogekca
Poccuiickont depepaumm.

[punoxxeHve: Tabimua conocTas/ieHNs NapaMeTPOB N XapaKTepUCTUK Ha 1/1. B 13K3.

PykoBoauTesb M.A. MypalLlko



or I'I gl/.

[punoxkeHve
K nncbMy Poc3apaBHa3opa
Ne O /un-"'"HO W

Tabnuua conocTaBneHUs NapaMeTPoB M XapaKTEPUCTUK, YKa3aHHbIX B KOMMN/EKTe
PErnCTPaLMOHHON OKYMEHTALMK, C NapaMeTpaMu 1 XapaKTepucTMKamy 06pasLoB
BbISIBIEHHOTO MeAULIMHCKOrO U3aeNns

CpaBHuBaeMble
ceefeHua/napame Tpbl

MapkupoBka,
YNaKoBKa,

TPaHCNOPTUPOBAHME U

XpaHeHwe

Afpec npou3BoANTENS
MeAULMHCKOro 13aenus

TexHnyeckme

XapaKTepUCTUKU.

[MnTaHue
BHELLHWM
NUTaHns

yepes
NCTOYHVK

KomnnekT perucTpaLyoHHoM
[OKyMeH T aLmy
(PerucTpaLyoHHOE Y10CTOBEPEHME
0T 09.10.2007Ne ®C3 2007/00396,
CPOK [IE/ACTBYS He OrpaHNyeH)

- T0f WVIBrOTOBMEHUS u3oerma (Wwm [aBe
rocriegHvie Lgpbl)

USA, 263 Great Valley Parkway Malvern
PA 19355

BbixogHoe HanpsbkeHve, Tok: 12V; 1,25 A
(MapKVpoBKa M3ae1A)

- YacToTa NUTaroLLEl CeT;

- noTpebrsiemasi MOLLHOCTb HOMUHa/TbHOM
pexxvive paboTb;

- rof BbIMyCKa,;

O6pasLbl BbISBIEHHOIO
MeANLMHCKOr0 U3aenus

OrcyTcTBYE B MAapKVpOBKE rofa
V3rOTOB/IEHUSA

CornaCHO  MapKV/POBKU: 3222
Phoenbceville Pike Malvern, PA
19355 USA
12 B noctosHHOro Toka; 34 A
(MapKkVpoBKa  BHELLHEro  6/1oka
MUTaHNA)

Ha a51eKTpOHHOM 6/10Ke CUCTEMbI
OTCYTCTBYET MaPKVPOBKE;

- YaCTOTbI MUTALOLLIEN CETU,

- rofia BbIMyCKa;

- YKazaH MaKCUMia/TbHO BOSMOXHb I
NoTPeb/sieMbIiA TOK BMECTO
NOTPeb/19eMO MOLLIHOCTMW.
CornacHo CBEAEHUSIM, B
NpeacTaBfieHHON ¢ M3OE/ieM
VHCTpYKUMM 10 MPUMEHEHWIO -
«BHELLHWIA 610K NUTaHUA (TOMbKO
mapk Accutome PN 24-4008)», npu
3TOM Ha MAPKVPOBKE
npeacTaB/ieHHOro aaarepa nTaH A
MEAMLIMHCKOTO  M3denns,  YKasaH
[PYro npov3BoauTeNlb U MOZEb
agarrepa; SL POWERTM  and

AULT® MODEL
MW153KB1203F01, KOTOpb I
NMeeT MHble BbIXOAHbE

XaPaKTEPVCTVKA 10 TOKY



