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<< qunuwiutiph hbin Ywwywsd pnnnpubin plinn wtdp (wjunthbin' twl Pnnnpubip puunn
wud)" nwnuwiuwuhpbing <wjwunwuh Cwupwwbwnipjwt $huwtiutbph bwhuwpwpnipjw
Ynndhg 15.01.2019p. phy 26-3/370-19 gpnipjudp «UUEUE M UMC-hu /<4<L 00107502/
qunuiutiph gnpdpupwght Jwutiwlgkint hpwyntup sniubignn  dwutiwyhgubiph  gniguynid
ubpwnbint bywwnwyny twhiwsbnuyws pupwgwlwnpgny ubipyuywgywsé hhdpbipp, wwngtig
htwunlywip.

1. &< $huwtubph Uwhiwpwpniew ubipywjwgpwé thwuwnbpp b wwhwop.

<< phuwtutbph  bwhiwpwpnieiniup, << wnnnawwwhnipjwl  bwhuwpwpniejw
(wjunthbi' bwl Mwwndhpwnny 09.01.2019p. phy <£/06.3/24-19 gpniejwu hhdwu Jpw,
15.01.2019p. bwfuwatnut £ «ULEUEM UMC-hu (wjunthbn' twl Cuybpnieyniu) qunwdubiph
qnpdplewght dwulwyghkint hpwyniup sniubignn dwuliwyhgubiph gniguwynd (wjunihtin'
uwl Snigwly) ubipwnbint pupwgwlywng' << qunwutiph hbwn Ywuwwsd pnnnpubip puunn
wudht ubplwjwgtbiny hwiwwwwnwuluwl hhdpbn:



2. &£ wnnnpuwwwhnipjwl  bwhiwpwpnipwi hbnhijqnwb_;hwumwnuhhnn L

nhppnpnynudp.

<< wnnnowwwhniejwt - Uwluwpwpniginiup - 09.01.2019p.  phy  ££/06.3/24-19
gnnipjwdp nhdb) £ << $huwtutbph Uwhuwpwpniyejwp' hwjnubinyg hbunlywip.

«Unnnowiywhnipjwt Uwfuwpwpnyejwt Ywphpubinh hwdwp wuhpwdbon pdoywywu
Upwlwlnipjwt  wwpwuptbn  dbnppbpbint  Uwwwnwynd, hpwhwuwgylty £ «<& UL
EUSUMAR-2018/41»  dwdlwagpny  quiwl  plpwgwlwng:  Sudwu nupwgwlwngh
quwhwundwt b wdthndwu  wpryniupnd «UdEUEY  UMC-h Ynndhg ubplyuwjwgywsd
hwjnbpp quwhwwinyby BU wupwywpuwp U depdyb hpwytipny uwhdwujws nbluuhywlywu
pUNewgnbipht shwdwwwunwutuwubint hhdpny»:

Ponnpubip - putinn  wudh  Ynndhg  hpwydhpdws Upunbpht  Jwubiwygnud
Muwwndhpwwnnih |hwgnpywsd ubpywjwgnighs Uhhpuwt Cwdpwpénidjwun:

3. «UMEUED» UMC-h tbipyujwgpwé thwuwmwplubpp b nhppnpnanudp.

Pnnnpubin putinn wudp nhib) b «U4EUEY UNC-hu' huwpwynpnigyniu pudbinking <<
dhtuwtubbiph bwhuwpwpnyejwt Ynndhg 15.01.2019p. phy 26-3/370-19 gpnipjwdp Pnnnputip
pUUNN wush dnun bwhuwdbnuyws pupwgwlwngh Jpwpbinjw) ubpywjwgub) Culbpnie)wl
apuinn - nhppnpngndp,  uwlwg depghthu  Ynndhg nplt gpwdnp  nhppnpngnud sh
ubpyuwjwgyby: 7

Fnnnpubip puinn wush Ynndhg hpwyhpyws Uhuwnbipht dwutwlygnd Ep Culbpniejwt
wnuopkl Ll[wr}hdhn Uuwnwigwup:

4. US-EU-2019/11 pupwgqulwpgh putinipjwt  hwdwp kwlwt  tywtwlnyeiniu

niltignn thwuwnbipp, Pnnnpubp pttinn wudh hhduwynpnidubpp b Egpwhwugnidp.

Pnnnpubp  plunn  wudu  nwnwuwupptl  E Cwjwunwuh  Lwupwwbwnniejwl
bhuwtutbiph  bwhuwpwpnipjwu  15.01.2019p. phy  26-3/370-19 gpnigynitup b Yhg



thwuwnwpenebnp, << wnnnowwwhniejwl Uwhuwpwpnyzjwt 09.01.2019p. phy ££/06.3/24-
19 gpnipniup, «<< UL EUBUMAR-2018/41» dwdlwagpny biEywnpnuwihtu wanpnh hpwdbipp
(wjunthtiin' twle ‘C['ILULI_IJ[]), «< UL EUBUMAR-2018/41» Sswdywagpny blbYunpnuwhu
wénipnh guwhwwnnn hwuduwdnnnyh (wjunthtin' bwb <wuduwdnnny) 27.10.2018p. Uhuwnh
rhy 5, 29.10.2018p. upuwh rhy 6, 12.11.2018R. Uhuwnh phy 7, 14.11.2018p. Uhuwh phY 8,
23.11.2018p. uhuwnh phy 9 L 23.11.2018p. Uphunh phy 10 wpdwlwagnnipiniuutinp,
«UMEUEY UMC-h Ynnidhg ubpluwjwgdwsd hwjnp, «ULEUET» UMC-h Pnnnpubip puunn
wudhu hwynwsé pwuwynp nhppnpn2nudp.

<< wnnnowwwhnipjwt  Uwfuwpwpnejwt  Ywphpubph  hwdwp  pdolulwt
uwppwynpnwdubiph dbnppbpdwt uwwwnwyny hwywnmwpwpyb £« UL EUBUMAR-2018/41»
Swodlwagpny EtYwnpnuwihtu wénipnh pupwgwlwpg (wjunthtinn bwl' Uénipn), nphtu h phyu
wj] Jwutwyhgubph dwutwlgnipjuwt hwjn Ep ubpyujwgnt) «ULEUE M UMC-U' USnipnh
2-pn swithwpwduh dwuny:

Uénipnh hpwybph dwu Yuqunn wwjdwbwgph twhuwgdhtu Yhg ubpyujwgywsd phy 1
hwybwdny' Udnipnh 2-pn swihwpwdung twjuwnbujwd nbluuhywlywu puniyewgpny
«nyupwdwjuwiht uwppwynpnuubpy wwpwupwwbuwyph dwuny vwhdwudb] Gu hbnlyw|
hwuwnlwuhaubipp.

«Nyunpwédwjuwht hbnwgnndwu uwpp 3 wndhsny, wufuwtwt vungdwt uwppny U
wnwhsny  “Hhwqunuinhly  hBinwgnungggnittph hwdwp bwhiwnbujwd  hwnndy
huwpwynpnieniutbnny pywjht nywnpwdwjuwiht unwghnuwp hwdwlwng:

Swnwqwjrh pYwht duwynphgp, ny wwlwu, pwt' 12 phe,

thnfuwugdwt (hwnnpndwt) punniudwu pYwiht yepwdawlynn wihpubph pwuwyp, ns
wwlwu, pwt' 65000,

nhuwdhy whpnyep, ns Wwlywu, pwt' 208 p,

wjuw2tipn W dnyinhhwéwhiwywunyejwt ujwuwynpdwt wnlw)nientu,

Efun-wgnuwugwuubph qnigwhbn dowydwl wnlwjniejniu,

Efun-wqnwuswuubph pwnwihpwuh dowldwu wnlwjnieiniu,

$nyniutip wgnwtawuh hnfuwugdwt dwdwuwl, wnujwqu’ 8,

ufwuwynpdwl funpnipyniup, ns wwlwu, pwu' 30 ud,



wwuwnybph dadwgnid dwupuwph hpuluw dwdwhwhnid, ny Wwlwu, pw' 16 wuquwd,
wwunytipubiph ubiquBUnwp dedwgdwl wnlwjnip)niu,

"uwnbgywd” l;qu.amuhnh dtdwgnud, ng wwlwu, pwu' 16 wuquwd,

B-ntidhdh wnywjnip)niu,

Ybnd gnuwynpdwt pwpunbqubph  pwbwlyp' ny wwlhwu pwu 6 M-nbdhdh
wnluwjnipinit Ybnd gniiwynpdwt pwpnbtiqubph pwuplp' ny wwlhwu pwt 6 « B- UL M-
nbdhdubiph hwdwlygnud,

Pdwnyu-wihpwiht nnuyiph wnluwjnyejniu (PW)

» Ullywt Ynpblghwt ng wwlwu, pwt' +/-79°, pwyp ns wyb|, pwl' 2°

« PRF wihpnypep, ng wwlwu, pwt' 300 - 27900 <g.,

* wjntwpbnynn dwpuhdw) wpwgnieiniup, ng wwlwu, pwt' 8 d/ply.

» Cwjinuwptinynn dhuhdw| wpwgnyejniup, ng wyby, pwt' 4 ud/dply.

« B- v PW-nbidhdubiph hwdwlygnd nbw) dwdwtiwlynud Sniuwynp  nnykph
wnlwjnieiniu « PRF tnhpnypep, ng wwljwu, pwt' 400 - 25000 <g

* Cwjinuwpbipynn dwpuhdw) wpwgnginiup, ns wwlwu, pwt’ 181 ud/ypy.

* wjintwptinynn dhuhdw| wpwgnipjniup, ns wyby, pwt' 2,6 ud/yny.

* Snwwynpdwt pwpinbiqubiph pwuwyp, ng wwlwu, pwt' 8.

« Snwwynp nnwbip nbdhdnd Yunptiph hwéwhuwywunyenup/yny, ns wwlwu, pwl’
227,

» B- L gniiwynn nbidhdubiph hwdwlgyws wwwnltpwynpnuwip hpwywt dwdwuwynud,

« B, M - L gniwynp nbidhdubiph hwdwlgdws  wwwnybpwdnpnwdp  hpwlwu
dwdwuwynud,

« B, PW - L gniuwynp nbidhdubph hwdwlgywsd wwuwybpwynpnwip  hpwlwt
dwdwuwynud, .

 Ujwuwynpdwu wulwu dnthnfunieyw inhpnypep qowihu wnyhsubph hwdwp, ng
wwlwu, pwt’ +/- 10 wunhwu Uupunhwn-wihpwhu nnwtph wnywjnyentu

» wjinwpbipynn dwpuhdw) wpwgnigniup, ny wwlwu, pwt' 28 W/ypl, Eubpgbunhy
nnwph wnlwnieiniu (PA) « PRF tihpnypep, ns wwlwu, pwt' 400 - 24000 g,

* Sniwihtu pwpuintiqubiph pwtwyp, ny wwlwu, pwt' 8



e B- L Lubpgbwhy nnwbp nbdhdutiph hwdwugL{w‘Er wwwybpwynpnudp  hpwlwu
dwdwuwlynid

 Uunpubiph hnwih wwwnlybpwynpdwy pwpdp wwpwdwywt/dwdwuwlywiht ndsdwu
nbdhdh oguiwgnpdnuip pninp Ynudbipuwihtt b gdwyht hwnnpnhsubipny "« B-, PW- L
UunpUbiph  hniuh  wwwybpwynpdwt  pwpdp  wwpwdwywt/dwdwbwluiht  nddwt
nidhdubiph  hwdwygdwsd  wwwbbpwynpnp  hpwhwt  dwdwbwlnd  nwwdpwht
hwpdnupyw" o <hduwlhwt hjnwdwsdpwiht hwpdnuplwih nbdhd; Pwpn pwquwwhpwjhu
wwwinlybpwynpnud hpwlwt dwdwbwynwt « Pwnn, puqiwwihpwiht wwunytpwdnpnuwp B- U
qniiwynp nnwlip nedhdubiph hwdwygnwing - Qwihnuwiubp, hwodwplubp U dpwgpuwght
wwwhnynwiubn hbnlyw htnwgnunieniuibph hwdwp' « Fhubyninghwlwt « <nnuwihl
Uwybnpbuwihti - opquutbph  «  B-ntidhdnd  wwwnybipubph  wywnnowwnhdhqughw' puwn
hjnwywsplbinh wynwwhy hwwnlyniegniutbph « Tnwybp uyblunph wdwnowwhdhquighw
Spwwbgwudwt  uywuwynpnd  hubnpdwghwih  wwhwywund U wpnwhwund e
Lbphunnigudwsd wofuwwnwtpwih Yuywuh wnlwnyeinit « Yngun ulwdwnuwbh Swywip ng
wwlwu, pwt’ 500gR « Shuwhwugnyg ny wwlwu, pwt' 2200 Yunp, 256 4P . Utnwnhy
Wwwlbpubph - wptuhjugnud  Ynan  ufwdwnwlyh  Jpw, ns wwlwu  pul htwnlywy
npdwintbipnd’ jpeg, DICOM o Uwnwwhl wwwnlbptbiph wpfupjwgn DVD/CD-RW
ujwdwnwyh Jpw, ng wwlhwu pwt hbnlbyw) $npdwinubpny’ jpeg, DICOM Tthuwdhy
wwwlbpubph - wpluhdugnud Ynonn  uhwdwnwlh  Jpw, ns wwlwu pwl hGunlyw
$npdwintbpnd” MPEG-4 W/ywd AVI, DICOM « THhuwdhy wuwnlbpubph wpfuhywgnid
DVD/CD-RW ulwywnwyh Jpw, ny wwlwu puwt hunlyw| $npdwinubipny’ MPEG-4 L/ywd
AV, DICOM « SYjwjubiph wudhgwlwt wbnwihnfund USB pwpwinh pw, ng wwlwu pwu
htwnlyw) $npdwintubipny’ jpeg U/ywd bmp, MPEG L/ljwd AVI, DICOM Lbpywnnigjwd USB
wnpwnbph pwlwyp ng wwlwu, pwt' 2 « "QFupd” ndjwubph wwhwwund Ubppht Ywd
wnnwpht wluwwnwupwiht dhowduyptpnd’ hbnwquw Yepwdpwldwl huwpwynpniejwdp
Unuhwnp® TFT, ng wwlwu, pwl' 177, pnyunynieniu, ng wwlwu, pwu' 1280x1024,
Syhsutip « Syhsubiph dhwgdwt wnpwnbiph pwlwy, ns wwlwu, pwt'3 1. YUnuybtipuwjhu nyghs -
EltdbUwnutiph pwuwly wnudwqu 128, hwlwuwywuneniup, ns wwlwu, pwt' 2-4 Udg
whpnyenwd, nhnwpydwl wulyniup ng wwlwu, pwu 55 wunhéwl, swnwdhnp ns wwlwu,



pwu 50 dd, 2. YSwihu wnyhy - badbuntubph pwlwly wnhqw‘qu 128, hwowfulwunieyniup, ng
wwlwu, pwl' 5-13 U<Lg whpnyenid, pugywdp, ny wwlwu, pwt' 40ud, 3. Lbipfunnnswihl
Ynuybpuwjhu mllhg, biGdGuwnubph  pwuw  wnuwqu 128,  hwlwfuwywuniyeiniuubph
nhwwwagnt ng wwlwu, pwt' 5-9 U<g wppnyenw, swnwyhn' ns wwlwu, pwu 9dd,
nhnwpydwt  wulniup wntujwqu 168 wuwnh6wl,  Uwpph hwdwpwlwadp'  Uwpp
ubppbinuwé  hwdwwwwnwuluwt  dpwgpbipny Unuybpuwiht  wnghs Sdwihu  wnghs
Ubipfunnngwiht Ynuybpuwhi iy (Cbgnnguyhti widhs)  3qwiht ub-uwhuiwl  wwghs
Ubfuwthwt uumgdwt uwpp, wngwtg wbuwyh Vwwnwlwpwpp wywpuwydnp & wpwdwnnb)
uwnph oquiwgnpddwt dbntwpl’ nnwbpbt Ywd wlqbipbu jGgnitkpny Uwwnwlwpwpp
wwpuwynp b Juwwpbp nbnunpnd b nwmgnd,  UwnwQwpwpp - wwpowydnp E
wpwdwnpb] ng wwlwu pwu 1 wwpdw  bpwotuhp Uwwnwywpwpp  wwpunwynp
dwnwlwpwpt) p. Upnfjut <nuwlph utngdwt wnpjnip’ 2204, 504g: Uwwhnyhsubiph
wnywjnieinit: Npwyh ubpinh$hywntbn’ CE Ywd FDA Npwyh utipunh$hlwntbn' 1SO13485
Ywd FOCT P UCO 13485 Ywd hwdwndbp Uwpwpp whwnp E |htuh sogunwgnndyws:( Lgywd
$wj| lot_2_i_texnikakan_bnutagir.pdf )GENERAL Refrigerant $hpdwjh, R410A, model -
AOGBOUMAYT 400V, 50Hz, 16,5kW, Ywd hwdwpdbppy:

Culapnpgniup USnipnht dwutiwlgbine twwwnwyny  ubplujwgyws hwjwmh N 1
hwyblwsdh™ nhdnw-hwynwpwpnipjwt 4-pn. Yhnng hugnwpunby b hwywuwnb) £, np «&L
Ud EUBUMAR-18/15» Swdljwgpny EiEYwnpnuwiht wénipnht dwubwlgbnt uywwnwyny
unyt  nhdnud-hwynwpwpnigniund - updwd — swithwpwduh (swihwpwdhuubph)  Jdwuny
wnwownlynn wuwnwuph (Wwpwuputinh) inbfuthywywu pUniRWgnbipp
hwlwwwwnwuuwund — BU gyt hpwdbph hwdwwwnwufuwt swithwpwdunwd
(swihwpwdhuubpnw) Upwd  wuwpwlph  (wwpwupubiph) nbfuuhywlwu  punypwagpbph
wwhwugubipht, L wwpwwynpyb) & wnwoht wbn gpunbgnws dwutwlhg Gwuwsybnt
nawpnd «<< UL EUBSUMAR-2018/41» dwdljwqpny Ebynpnuwihtt wénipnh hpwybpny
uwhdwuyws Ywpgny b dwdybnubpnud ubipyuwywguty hp Ynndhg wnwownyynn wwpwuph
(wwnwuptbiph) wujwunwp, dwgdwt bpyppp U nbluuhywyw punipwgntipp (wwpwuph
wdpnnowlwu Uwpwghp):



Cwustuwdnnnyh 29.10.2018p. Uhuinh phy 6 wpdwtwgnnuejwl 6-pr. Yunh hwdwdwu’
«£< UL EUBUMAR-2018/41» dwdywanny klbywpnuwiht wénipnh 2-pn swihwpwduh dwuny
Cuybpnipjwup 6wﬂwgdﬁl E wnwohU wnbn gpunbgunn dwutiwlyhg:

Lnyt wpdwlwgpnipjwt 7-pn Yawnny <wustwdnnnydp npnaby b swunigl] «U4BUG T
UNC-pt' wnwewpybiny dwunignwip ninuplbint opduiuhg hwpqwé tpbip wiuwwnwpwihu
opdw pupwgpnd Ubipywjwgub npwlwynpdwt  swihwuhgubipp  hhduwynpnn hpwytpny
twtuwwnbudwd thwunwpenpbipp b puniewanbpp’ Usnipnh 2-pn swithwpwdUh dwuny:

Wunthtwnl, 12.11.2018p. Ywjwgwd Uhunh phy 7 wpdwlwgpnipjwl 1-htu Yunny
Cwudtwdnnnyu - wpdwuwgpt, £, np «UdBUBT  UMC-h  Ynndhg  ubipyujwgywsd
wbfuthwlwt punipwapbpp tbpluywgyly bu ng |hwpdbp (wnwowpyywsd wwpwuph
punipwagnbpp ubpyuwywgywsd sku) W hunwlybgdwu Ywphp nubu:

«U4EUEY UMC-h Unnihg <wudtwdnnndht £ ubpyujugyty «Nyunpuédwjuwht
uwnpwynpnui Qbit7 CHISON Medical Technologies Co.,Ltd/2htiwuwnwt/» wwpwupwwnbuwyh
hunwltgwé nbuthlwywt punyewghpp' hbnlyw) pnwunwynipjwdp.

« thwgunuwnhly hGwnwgnunigniuutiph hwdwp Uwluwwnbuywd pywjhu
niunpwdwiuwiht unwghnuwp hwdwlwpg 3 wdhsny, wufuwthwt vungdwu uwppny b
pYwjhU ul-uwhunwl wnwhgny:

hdwniu-wihpwihtu nnwtph wnhwynieniu (PW)

Sniwwynp nnwyaph wnywynye)niu (Color)

Uupunhwwn-wihpwjhtu nnwjtiph wnwniyejniu (CW)

Eutipgbwnhy nnwitph wnyw)nuyeniu (PA)

Ninnpnywd tubipgbinpy nnwtiph wnlwniegnu (DPD)

B Mode, 2B Mode, 4B Mode, B/M mode, M mode, CFM Mode, CPA Mode, DPD Mode,
B/BC

Mode, CWD, Pulse Doppler Mode, Trapezoidal imaging, Multiple Compound Imaging,
SRA, AlO,

2D Steer, Triplex, Quadplex, Free Steering M Mode, TDI, Color M Mode, Curved
Panoramic

Imaging, Virtual HD, FHI mode



Unuhwinp' 197, pnyjwwnynueniu’ 1280x1024,

Syhsutiph dhwgdwu wnpubiph pwuwy' 4

bhnqwnnlgqmé USB wnpwnbiph pwuwy' 6

DVD/CD-RW uljwywnwyh wnluwnipniu,

Uywuwynpdwu funpnipyniu’ 36 ud,

Muwwnybiph dedwgnut® 20 wuqud,

Bwnwquweh pywht suwdnphsp' 12 phpe,

Pnfuwugdwu /hqunr}dwh punnudwt pYwiht Jbpwdpwlynn  wihpubiph
pwuwl'184320,

Tthuwdhl whpnypep 1657,

Luyuwgbipuin L dnyuinphwéwhiwlwunipywt ufutwynpnd,

Efun-wqnwuzwutbph gqniquhtn / punwihpwuh dowldw wnlwjnieiniu,

Uqnwlpwuh thnfuwugdwu $nynw’ 8,

Uywuwynpdwt funpnipnia’ 36 ud,

Mwuwybph dhErLugnuf hpwywu dwdwuwynud® 16 wugwd,

"uwntigywsd" wwwinlybph dedwgnid' wdpnng Eypwny wwwnlybpnu,

Wwwnybipubiph ubqubtnwn dEdwgdwt wnlwynyeiniu hpwljwu dwdwtwynud,

B-ntidhuh wnlwjniejniu

4tnd gniuwynpdwl pwpwntiqubph pwtwy' 1-9

M-ntidhdh wnlwjniejniu

4tind gnibwynpdwl pwpunbqubph pwtiwl' 1-9

B/M nkdhdubiph hwdwygnud,

hdwnyu-wihpwjht nnwph wnywjnyeiniu (PW)

Utlywt Ynpblyghwt' +/-80°

PRF wnhpnyep’ 500 - 20000 <g.,

wjintwptinynn dwpuhdw) wpwgniejniup' 16.7 d/ypy.

Cwjintwptinynn dhuhdw| wpwgniegniup' 1.2 ud/ypl.

B/PW ntdhuubtiph hwdwlygnwd

Sniuwynp nnwbph wnywjnieyniu Color



PRF whpnypp' 500 - 20000 <g

Lwynuwpbpynn Jwpuhdw) wpwgniniup’ 284 ud/yny.

CUJJU'IUUJ[J'J[‘IQHI’]_ dhuhdw) wpwgnyeyniup' 0,8 ud/ypy.

Sniuwynpdwt pwpunbqubph pwuwlyp'1-9.

Sniuwynp nnwbp nbdhdnud Yunpbph hwwhuwywunyejniup/ypy' 495,

B/Color, B/M/Color, B/PW/Color, B/PD, B/PW/Q-Flow /wunplUbph hnilh
wwinybpwynpny/

Uhwuwdnpdwl wulwu thnihnfunipjwt wnhpnyep gdwiht indhsutiph hwdwp'+/- 20°

Uupunhwwn-wihpwjhtu nnwtph wnlwniyejniu CW

Cwjinuwpbipynn dwpuhdw| wpwgnieiniup' 96 d/4py,

Eubpgbwnhly nnwtph wnwniyeginiu (PA)

PRF inhpnyep' 150 - 16300 <g,

) nwywdpwihu hwpdnuhlw Tissue harmonica (FHI),

nwywdpwihtu hwpdnuhywjh nbdhd;

Fwpn pwquwwihpwht ywwybpwynpnud,

Quithnwiubip, hwodwpyubp b dpwgpuwiht wwwhnynwubp hbnlyw) puwgqwywnutipp

Ghubyninghw, Npndwyu, Nipninghw, Uhpwn, Unwynyn-uybibnw|, Uwlbpbuwhtu

opquuubn, Uwulwpwpdwlwl, Sbwnw|, Pnpp opquuubp, dwhwuwsdlh gbng,
Mbphdbiphy wunputn,

Owwhdwgunu £ wnuwjwnywd 2D wwwnlbpp' dby Yndwyh ubndwyny PW L CW
ntdhdnul

Ty tin uwbYuph wywnnowwnhdhqughw /AlO/

Syjwiubiph ywhwwunw hbnwgw Yepwdawydwu huwpwynpniygjwdp

Ynouin ulwywnwyh dwywp' 250-500gF

Stuwhwugnyg' 4000 Ywnp, 256 4P

Muwuwnybpubph wppuhyugnd Ynonn ujwywnwyp b DVD/CD-RW ulwywnwlyh Jpw
htwnlyw| $npdwwnttipny’ jpeg, Dicom, BMP, AVI cine playback.

SYjwiubiph wudhgwywu nbnwihnfunwd USB pwpunh Ypw,

Lbpywnnigywd USB wnpunbph pwuwyp' 6



Syhgutip’

Unuybpuwht nyghs - hwwhuwywunyenu' 2-6.8 ULg, btdkunubiph pwuwy' 128,
nhunwpydwt wuyna' 60°, swnwihnp' 60 Uy,

Sdwihu wyhs - hwwhuwywunieiniu' 4-15 U<Lg, bitidbunubph pwuwy' 128, swnwypnp'
50dd,

Lbintunnnswihu Ynuybpuwyht ndhs, hwbwhuwlwunyeniu' 4-15U<g, pwnwypn’ 1044,
nhunwnpldwu wulyna' 171°,

Uwpnph hwywpwywqdp' uwnp ubppbnuwé hwdwwwunwuluw dpwgnpbpny,
Ynuytipuwyhts indhs,

qdwyhu tnyhy,

ubipfunnnswih Ynuytipuwhl inghg (htizuinguih wighy),

rYwiht ul-uwhwwy wwhs,

wlfuwthwt utunigdw uwpp, wngwug wbuwyh

<nuwtph uumgdwt wnpynip’ 2204, 50<g: Uwwhnyhsubph wnywynyginiu:

Npwlh ubpinh$hlwnubn’ CE L 1ISO13485x:

Cwuduwdnnnyh 14.11.2018p. uhuwnh phy 8 wpdwuwgpniejwl 2-pn Yewnh hwdwdw)u'

Cuybpnipjwu ynndhg

ubnpyuwywgyws

nbfuuhyulywu punipwanbipp skl

hwldwwwwnwufuwub hpwdbpny uwhdwudws nbuuhlulwl punyewgptiph wwhwugubphu:

Cwuduwdnnnyu wpdwuwagnpby § hbnbyw| wuhwdwwywwnwufuwuneniuubpp.

<pwybipny uwhdwugwd nbuuhfulwu
puniewanh wwhwugubpp

«UdBUE» UNC-h Ynndhg ubpywjwgdws
nbuuhywlwu punipwghp

Tthuwdhy wnhpnyep, ns wwlwu pwu' 208
T

“thuwdhy nhpnypep 165 p

hdwniu-wihpwjht nnwanh

wnlwjniejniu

| - PRF whpnyep, ns wwlwu, pwt' 300 -
127900 <gq.,

hdwnyu-wihpwjht nnwtph
wnywjniejniu

- PRF tnhpnypp' 500 - 20000 <g.,

Sniuwynp nnwytph winwyniniu
- PRF wnhpnyep, ny wwlwu, pwt' 400 -
25000 <g.,

Sniwwynp nnwGph wnfwjnyeintu
- PRF whpnypp, ns wwlwu, pwt' 500 -
20000 4g.,




Eubipgbuinhy nnwtph wnywnyeniu I:Ubnqbthhu nnwtiph wnlwnie)ntu
- PRF wnhpnypep, ny wwlwu, pwt' 400 - - PRF inhpnypep, 300 - 16300 <g.:
24000 <g.:

: GuGind dJbpngnuwihg, hwtdtwdnnnyp npnobp £ «UYBUE N UMNMC-h  Ynndhg
ubipywjwgywsd hwyinp 2-pn swihwpwduh dwuny depdt:

Cupwgwlwnpgh puuniyejwu uwwwnwyny Pnnnpubp puinn wudh Ynndhg hpwyppyws
Uhuwnh dwdwuwy Culybpnipjwu wnbopbup hwjnubg, np 12.11.2018p. Ywjwgwd hwjntiph
quwhwwndwl thunh phy 7 wpdwuwgnnyjwu 1-hu Ytwnny <wuduwdnnnyu wpdwuwagnt Lk,
nn «U4EUET» UMC-h Ynndhg ubpyuywgywsd nbuthywywtu punypwagpbpp ubipyuwjwgyby
U ny |hwpdtip (wnwownpyywd wwpwuph punipwagntpp ubpyuywgyws sbu) b hunwybgdwu
Ywnhp nwbl: Cun Culbpnipjwl wnuopbuph’ <wuduwdnnnyh Uhunh wpdwlwgpnyejwt dby
wnlw sk wpdwlwgpwé  wuhwdwwwwnwufuwunygniutbph  Jwupwdwut W uwwnhs
Uywpwgpniginiup, nph wpryniupnd Culbpnuyeiniup huwpwynpnieiniu sh niubigh; 62gphwn
Ynndunpnayb b wwhwugynn thwuwnmwpnenw Yuwnwnpb| wuhpwdton snynwiubnpp:

<< Ywnwywpnipjwu 04.05.2017p. N 526-U npnodwdp hwuwmwndwd «Yunwiubiph
gnpépupwgh  Ywqdwlbpwdwu» Yupgh (wunthbn' Ywpg) 46-pn Yhnh  hwdwéw’
hwjwintiph quwhwuwdwu wpryntupubiph hwutnwndwl Uhuwp hpwyhpdnd £ ny nip, pwl
thwuwnwpenebpp  hwusuwdnnndh  wunwdubphu  wpwdwnpdbne hwenpnnn  Bppnpn
wfuwwnwupwiht  opp: Cun npnwl, wwpwuptbph qudwt nbwpnwd  hwtéuwdnnnyp
quwhwwnnd £ uwl ubphujwgywsd nkuuhywywt punyewgpbiph hwdwwwwnwufuwunieniup
hpwytph  wwhwugubpht, huy wiuhwdwwwwnwupwunEnu  wpdwuwgpbine  nbwpnd
hwuduwdnnnyh  Uhuinh  wpdwuwgpnigywt  dby  dwlpwdwut  Uwpwgpynd B
hwjnuwpbnywsd wuhwdwwwunwuluwunygniuubpp:

L& Ywnwywpnyejwu 18.05.2017@. N 534-U npnadwdp hwunwnywd «Ejkyunpnuwhu
wénipnh hpwywuwgdwu» Yunpgh'

- T-pn Yawh 3-pn Bupwlybinh  «w»  wwppbpnywtu  hwdwdwit'  hpwdbpng
Uwfuwwbuynd £ uwl, np wnwoht nbnu qpunbigpwé dwuwsywd dwutwlhgp hpwybpny
uwhdwudwd' npwlwynpdwt swihwuhubppt pp hwdwwwwnwufuwunieiniup hhduwdnpnn
thwuwwpenpetph  hbtwn  dhwuht - ubplwjwgund £ uwl pp Ynndhg  hwunwnwd'



wwpwptbph qudwu nwpnd' wnwewnplynn wwpwuph wujwunwp U wnbuthywlwt
punewgnbpp:

- 19-pn Ybwnh 4-pn Bupwybnh hwdwdwiu' quwhwwnnn hwuduwdnnndh pwpuintqupp
hwdwlwngh dhongny dwunignid £ wnwoht wnbnu qpwnbgpwd dwutwyght' wnwownltiiny
dwunignwdu  ninwpybiint opjwuhg hwoywd bpbp woluwwmwupwiht opw plupwgpnid
hwdwlwngh dhongny ubpyuwjwguby npwlwydnpdw swihwuhoubipp hhduwydnpnn' hpwydbpny
Uwhiwwmbujwd  thwuwnwenebpp, pwgwnniejwdp  qunuiubph dwupt Swjwuwnwlp
Lwupwwbwnpjwu optuunpnipjwdp uwhdwujwsé nbwpbph, puswybu twl unyu Yuwpgh
11-pn. Ytwnh 3-pn Gupwlybwnny twuwwnbuwd hwunmwpenebipp:

- 21-pn Yewh hwdwédwt' Opbuph 6-pn hnnwsdh 1-hu dwup 6-pn Ybwnnyg
Uwfuwwnbudwd hhdpbpu h hwywn quint opdwt hwenpnnn hhug wluwwnwupwiht opyw
pupwgpnd wwwdhpwwninit ndjw) dwutwygh nydjwiubpp’ hwdwwwwnwutuwu hhdpbpnd,
gpwynn ninupynud £ fhwgnpywd dwpdhu: Lnyu Yupgh 20-pn Yewnng uwhdwudwsd
hhdptph wnlwynipjwu nbwpnud unyu Yewnny bwhuwnbudws ndjuiutipp sk ubplywjwgynid
lhwgnpywé dwpdhu:

- 23-pn Ybwnh  hwdwdwt' wnwoht  wbnu  gqpwnbgpwd Jwutwygh Ynndhg
thwunwpenebpl wdpnnewlwt  subpyujwgytiny,  puswbu  twb  ubpluywgyws
npwlwynpdwt swihwuhgubpp hhduwynpnn' hpwdbpny bwuwwnbujwsd thwunwpenrbph,
hul wwpwuputiph qudwtu nbwpnw wl unyu Ywpgh 11-pn Yewnp 3-pn Bupwybnh «ws
wwppbpngjudp  bwhiwwnbudwsé  thwunwpeneh  quwhwwndwt  wpynupnd  hpwybph
wwhwugubph  ujwwndwdp Lu'uhLudLuwwmwurouUnanm’uhbp wpdwuwgpybnt  nbwpnd
pwpwuininupp unyu opp hwdwlwngh dhongny dwunignd £ wnwoht wbnu gpwnbgpwsd
dwutwyght'  wnwowpytind by woluwwnwlpwiht  opdw  pupwgpnd  gwlyby
wuhwdwwwunwufuwunyeniup:

- 24-pn Ybinh hwdwéw)t' wpdwuwgpyws wuhwdwwwnwufuwunyeniut wnweht
intint qpunbgpwd dwutiwygh Ynnihg uwhdwugwsd dwdybnnd’

1) anydbnt nbwpnul hwinp quwhwnynw £ pwdwpwp, b wnweht wnbnu qpunbgpwd
dwutwlyhgp hwjrnwpwnynd £ punpwé dwutwlyhg.



2) soinydbint nbwpnd hwuduwdnnndh npnpdwdp hwju;n dbpdynuwd £, L thwunwpenebp
ubplywjwgubint wwhwg £ ubpuiywgynud hwenprwpwn wbin qpuntignwé dwutiwyght:

«LC UL l:LliSLl'ﬂQQ—2018/41 » dwdlwapny ElEYunpnuwihu wénipnh hpwybpp'

e 710 Ytwh 3-pn bupwlbnh «w» wwppbpnEjwu  hwdwdwit' quwhwnnn
hwuduwdnnnyh pwpwuininupp  hwdwlwpgh  dhongny  wnweoht  wnbnp  qpwnbgpwé
Jwutwlyght niqupynut £ dwunignid, wnwowpybiny dwunignuit ninwipytint opdwuhg bipkip
woluwwnwupwiht opjw pupwgpnd hwdwlwpgh dhongny ubipywjwguby wnwownlynn
wunwuph wdpnnowlwl ujwpwaghpp.

e 712 Utwh hwdwdwi' Opbkuph 6-pn hnndwsdh 1-hu Jwuh 6-pn Yhwnyg
Uwfuwwnbujwd hhdpbpu h hwjnn quint opywt hweonpnnn hhtug w2fuwwnwupwiht opdw
pupwgpnw wwwyhpwwnt ndjw| dwutiwygh wjjuiutpp’ hwdwwwwnwufuwtu hhdpbpny,
gpwynp nuqwpynud £ jhwgnpywé dwpdht, npp npwup unwbwinu hwonpnnn hhug
w2fuwwwupwiht opjw pupwgpnd gpwynp  bBnwuwyn wpwdwnpnd £ qunwitubph
pnnnpwpydwu  funphpnht: Cun npnwd, beb  Jwutwygh' hpwdbpnd  Uwhuwnbuwd
qunuiubpht dwutwygbnt hpwyniup niubtwine b (Ywd) npwlwynpdwt swihwuhoubpp
pwywpwpbnt dwuht hwjnny ubplujugywsd hwjnwpwpnyeniubpp npuyynd Bu npwbu
hpwlwunygywup shwdwwwwnwufuwunn Ywd dwutwlhgp Ywd wnwoht nbn qpunbgpud
dwutwyhgp  hpwybipny  vwhdwudwd Ywpgnd L dwdybnubpnud  sh ubpyuywgunid
hpwybnny twhiwwnbujwé thwunwenpebipp, www wjn hwugwdwupp hwdwpynd £ npwbu
qudwu gnpdpupwgh 2ngwtwynd unwudugws wwpuwynpnygjwl fuwfuwnnud:

e 7.16 lawnh 2-pn Gupwlybnh hwdwdwiu' wnwht wnbnp qpunbgnpwsd dwutwygh
Ynndhg thwuwnwpenebpt wdpnnowlwu subpyuwjwgybiny, huswbu twl Ubpluywgyws,
Ubpwnyw) Yndhwbh Ynnihg wpwdwnpjws, npwlwynpdwu swihwuhoubpp hhduwynpnn
thwuwnwpnpetnh U (Ywd) wwpwuph wdpnnowywt tlwpwagph quwhwwndwu wpnynupnid
hpwybph  wwhwugubph ujwwdwdp wuhwdwwwwnwuluwunyeniubp  wpdwuwagnpybine
nGwpnd hwuduwdnnnyh pwpwninupp hwdwywpgh dhongny dwunignud £ wnwehu wnbinp
qpwnbignwd dwutwlght wnwownytiny bl wpluwwnwupwihu opdw pupwgpnud nlb;
wuhwdwwwwnwufuwungniup:  Cun npnd dwunigdwup  wwpuwnhp Ygynwd  k
hwuduwdnnnyh Uhuwnh wpdwlwagpniejwl wwwnbbup, npnwd wwpuwnhp b dwupwdwut



-

wbwp £ Uwpwgpwé  |hubt quwhwwndwt  wpyniupnd wpdwbwgnyws
wuhwldwwwwnwufuwunyeniubpp,  tbpwnjw)  wwpwuph  wdpnnowlwt  ulwpwgph
Yupwpbpjw:

e 717 Ytwh hwdwéwit' wnweht wbnp gpwnbgpwd Jwuliwlgh Ynnihg
wndwwgpywd wuhwdwwwunwufuwunyeniup uwhdwuwsd dwdytinnd'

1) 2uybiint nbwpnd hwynp quwhwnynud £ pwdwpwp b wnweht nbnp qpuntignud
dwulwyhgp hwjnwpwpynt £ punpdwsd dwuliwyhg.

2) ouytint nbwpnul hwuduwdnnndh npnpdwdp hwyinp depdynud £ U unyl uhuwnnd
hwudUwdnnnyp wnwght wnbinp qpunbgnwd Jwutwlhg £ Swuwsnud hwonpnwpwn wnkn
qpwnbtgnwdé dwutiwyght® Yhpwnbiing unyu hpwydbph 1-ht Jwuh 7.9-hg 7.16-pn. Yhwnbipny
uwhdwujwd pupwgwlwngn:

«Funuwiubph dwuht» << opbkiuph (wyunthtinn' Opkup)'

e 6-pn hnndwsdh 1-hu dwuh 6-pn Yhwh «w» Bupwlbnh hwdwdwit' dwutwlhgl
pungnyynid £ qunwdubiph qnpdpupwght dwutwyghbint hpwntup sniubignn Jwutiwyhgubph
gnigwynul, et fuwfunb) £ wwjdwuwgpny twuwnbudws Ywd qudwtu gnpdptpwgh
2nawtiwynud unwbduwd wwpnwynpnipinitp, npp hwugbigpt) E wwwnyhpwnnih Ynnihg
Wwjdwuwgph dhwynndwuh  nisdwip Yud qudwt gnpépupwght widjw) dwuliwygh
hbwnwqw dwutwlygniejwt nwnwnpbgdwup;

e 6-pn hnnwsdh 2-pn dwuh hwdwdw)t' qunwiubph gnpdpupwght dwutiwlghnt
hpwyniuphg qnyywsd dwutwlygh yYbpwpbpw) niubigws nbnbynueyniuiiph  hhiw Ypw
lhwgnpywsd  dwpdhup - wwownnuwywt  pupwgwlwpg b bwhiwdbnund  qunwiubiph
prnnpwpydwt funphpanud® wnwtg Y6wnph: Syw| dwulwlgh Ywpdhpp (ubing hbwnn
qunuiutiph pannpwipldwt funphnipnp npngnud £ Yuwjwglinud dwutiwlght unyt hnndwdny
Uwfuwwnbujws gnigwlynid pungpybne Yepwpbpjwy;

e 34-pn hnnywsdh 1-ht dwuh hwdwdwjt' hwjnbpp quwhwnynd B hpwdbpny
uwhdwudws  Ywpgny:  Pwjwpwp  bBu quwhwnynd  hpwybpny  Gwhiwnbugws
Wwjdwuubpht hwdwwwunwufuwtnn hwynbpp, hwlwnwy nbwpnwd hwynbpp quwhwnynud
GU wupwywpwp b depdynud bu:



* 34-pn hnnywsh 5-pn dwup 1-ht Yhwnh hwdwdwt' w}lwghb L hwonpnwpwp wnbnbpp
qrwnbtignwé  dwutiwbhgutipht  npngbing  htnn - hpwdbipny uwhdwuyws  dwdlybunnu®
wnwoht wnbnp qpﬁml:gptué dwuliwlhgp hwusuwdnnnyht £ ubplwjwgunud hp' gunidubph
Jwuliwygbint hpwyniupp L hpwybipny Uwuwwnbudws  npwlwynpdwt swhwuhaubiphu
hwdwwwwwufuwbnyeniup  hhduwynpnn' hpwytpny bwhuwnbuws thwuwnwenpbpp
(nbinbYynieniutbpp):

Ujuwhund, Pnnnpubip ptitinn wudt wpdwuwagpnud £, np.

- «UdBUET UML-Uu «&& UL EUBUMAPR-2018/41»  dwdlwgpny  biblipntiwght
waéninnh 2-pn swihwpwduh dwuny Swlwsyb £ wnweht nbin qpuwnbtigpwé dwutiwlhg:

- Cwuduwdnnnyp  Swunighy b «UdbUET UMC-hU' wnwowplbyny  Swunignudp
ninwnltne opjwuhg hwoywsé bpbp  woluwwnwupwhti opyw pupwgpnd  hwdwlwnpgh
dhongny  ubpYuywguby  npwlwynpdwi swihwuhoubnp  hhduwynpnn hpwybipny
Uwfuwwnbuywsd thwuwnwrenebpp b wnwewnlynn wuwpwuph puntpwgpbpp:

- 12.11.2018p. Yuywgwd huwinh phy 7 wpdwuwgpnigjwl 1-hu Yawnny <wuduwdnnnyu
wnawuwgnt £, np «U4EUE UNC-h Ynndhg ubipyuywgyws nbluthywywl punyewgpbipp
ubipywywgydt B ng thwnpdtip (wnwownlws wwnpwuph punuyewagnbinp ubiplwjwgywsd sku) b
huinwytigdwu Ywphp niubu:

- dbpp Ugdwé Uhunh wpdwbwgpnipjw Utig Lwusuwdnnnyh Ynndhg wpdwuwgpywsd
wlhwlwwywinwufuwUnigniututinp Jwlpwidwut sk Uywpwanyb:

- «UdBUE™ UMC-h Ynndhg <wustwdnnnyht ubpyuwjwgyty «Nyunpwdw)wht
uwppwynpnul Qbit7 CHISON Medical Technologies Co.,Ltd/2ptiwumnwt/» wwpwupwuwnbiuwyh
hunwlbgdws wnbluuhywlywu punyewghpp:

— Qwuduwdnnnyp «UdBUEM UMC-h Ynndhg hwjnnyg Ubpywjwgywsd nbfuuhywlwu
pUnyewgpnud wpdwuwaqnb) k wuhwdwwwwnwuluwunieggniubp, U Jdbpdt) £ Jbpghupu
huyinp’ winwownlynn wwjpuiuph wbiutihlwywt punyewgph' Cupwgwlwngh hpwybph
wnbfuthywlwu  punpwgpny  uwhdwuws wwpwdbwpbpht  shwdwwwwnwufuwubin
hhduwynpdwdp:

Pnnnpubp plunn wudp quund E, np Cwudbwdnnnyn' Culbpnyeywu  Ynnihg
ubpluywgywd  wnwownpyynn  wwpwuph punipwgph  quwhwwdwl  wpryniipnud



wpdwtwgnyus wuhwdwwwnwutuwbnyesgniutbpp Uhuwnh Eunéwhqum[ajwh Uk uwwinhy
U dwbwpwdwul sufwpwanbiny’ fuwunb) £ Ywpgh 46-pn Yanny uwhdwtlws wwhuwgp,
hush wprumnpmd‘ Culbpnygyniit pun Enygjwu gpldb; b wnwewplynn wwnwuph
punipwgpnd  wnlw  phpniyejnuubph (wuhwdwwwwnwufuwunieiniuubph) — 2unlynud
Ywwnwnbnt huwpwynpnieiniuhg:

Cwayh wnubiny ybpngnjwip’ Pnnnplbip piinn wudp guntinud &, np wnlw £ «UdEUEM
UNC-hu qunwiubph gnpdpupwght dwutwlyghint hpwyniup  sniubignn  Jwutiwlhgubph
gniguynwl ubipwnbnt hhdpbp wnlw sku:

Glubiny  Jbpngpuihg U nblwywpyting «Funwiubiph  Jwuhu» << opbiuph 6-pn
honJwsh 2-pn dwuny, 50-pn hnndwsh 7-pn dwuh 2-pn Ybwny' << qundubiph hbn
pnnnpubin puunn wudp
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<< phtiwtiutiiph bwhuiwpwpnyeywt Ynndhg 15.01.2019p. rhy 26-3/370-19 gpnuyejwdp
«UdEUE UMNC-hu /<U<L 00107502/ qunidubiph gnpdpupwght dwutwyghint hpwyniup
sniibignn Jdwutiwlhgubiph  gnigulynud ubpwnbint  bywwwynd  whiwsbnuws
nupwgwlwngp dbpdh):

<< qunudutiph htn Ywwyws pnnnputip putinn wudh npnanwlt hpwywwwpwnwnhn k,
o Guipnn £ thniainfuyty uad dipwgybl, win pynu dwutiwbh, dhugt nwnwpwth Ynndhg:

<< qunuiubiph htinn Ywwywsd pnnnpubip pulnn wudh punniuwd npnonwit ndh dhg
dinund wju nbntlwagpnud hpwwwpwlbnu hwenpnnn opywtihg:

<< qunuiubph htn Yuwuwsd
pnnnpubp putinn wua®
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