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Cwjwunwth <wupwwybnniejwl qunuiubiph htin Yuwws pnnnpubip putinn wud Uhbp
Ubwljwu, nwnuwtwuppbind  <wjwunwth Cwupwwbwnypjwu $huwtutbph
Uwfuwpwpniejwt 03.04.2018p. phy 03/26-3/6019-18 gpnipjwdp «Phup djwdhugn & L U
YGuwpnt»  UMC-hu  qunulubph gnpdpupwght  Jwuliwlghjn hpwyniup  sniutignn
dwutwyhgubph  gnigulynud ubipwnbnt  bwwwnwlyny Uwhuwabnujwd pupwgwlwpgny
ubipywjwgyws hhdptipp, wwnqbgh hGunlywp.

1. £LL dhuwtutbph hwlywnwpmmwh ubpyuwywgpwé thwuwbpp b gwhwhgn.‘

<< bhuwuutbph  bwiuwpwpnueiniup, << Chpwyh dwpgh «%nuipnt pdo2julw
YGuwnpnu» PRL-h 29.03.2018p. phy| 0456 gnnuejwl hhdwu pw, 03.04.2018p. phy 03/26-
3/6019-18 gpnipjwip nhdby £ << qunudutiph htinn yuwywd pnnnpubn puunn wudhu,
fuunptiiny  bwhiwsbnub  «Phup blwdhugn & L U Ybuwpnus UNC-htu  (wjunthbn'
Culytipnueynit) qunudubinh gnpdpupwght dwutwlglint hpwyniup sniubignn dwutiwyhgubph
gniguynud ubipwnbint pupwgwlwng:



2. «Phup jwdhugn & L U LUkbwpnt»y UMC-h ubpywywgpwsé thwuwnwplbpp U

nhppnpnynuip.

«Phup djwdhugn & L U Ybuwnpnu» UMPC-u << qunuiutiph hbn Yuwyws pnnnpubip
pulnn wudhu ninnyuwsd anniejwdp hwynuby £, np «Phup Swdhugn . L U. LEUuwnpnu»
UNC-hu  qunidubiph qnpdplpwght Jwuliwlghnt hpwyniup  sniubignn dwutiwlhgubph
gnigwlynud ubipwnbine hhdptipp Pwgwlw)nud bu htinlywy hhduwynpdwdp.

«Ynuipnt pdrlwljuwt YGuwnpnu»  PPL-h (wjunthbn  Lwl! Muwwndhpwinny)  Ynndhg
pd2jwlwl wwpwqwtph L uwnpwynpnuubiph dknppbpdwt Uywuinwlyny Yuquwlbpuyty
£ «3PY-Q<UMIP-18/4» dwdlwagpny quwlpdwl hwpgdwu pupwgwlwng (wjunthbn bwl'
Cupwgwlwng), nphu dwutiwlgbint Uywunwyny Cupwgwlwngh phy 26 swihwpwduh
dwuny  (38591200/4 phdhwlwt (wpnpwwnphwinud  Yhpwnynn uwnpbp/wpjwu
wwihquinnp) hwjn £ ubpluwjwgpb bwl «Phup djwdhugn & U U Ystunpnu» UMC-y:

Cupwgwlwpgh hpwybkph Cwybywd N1 wnblubhywlywt  punipwghp - qudwu
dwdwuwlwgnygny uwhdwudty £ Cupwgwlwpgh rhY 26 swihwpwduny uwhdwuyby £
htwnlywp.

CCX 13 wpywb wbwihquunnpp bwhuwinbuwsd wtwnp £ |huh wdpnnowljwl wnjnihg Jhtigl
19 swihywd inbuwnbiph wgyugdwl hwidwp: Ubwihquinnpp wwpuwnhp whwnp £ niubuw’
10,5 nynyd bplywpnyejudp ubunpwhtl Eypw, hbnnijubph wywnndwn Yuwihppwynpnu, QC
Uh6wlwgpnienty, njwilibph Ubpapyws Ywnwywpnuw, wyinnduwin ubdybp, (pwgnighg
ulwtbn, Ubpnpyws Yuwhywpwht whwwnbp, QC unjwiubph wwhng: Lhpnpyws udnigh
unwbnwpun Swyw)p wtnp £ Yuqdh' 50 dly; wipnnowlwl wnjwb dhypnudng wpjul

phihwlwt quqbiph hwdwp/pH, 110 dly' pnynp wlwihqubiph hwdwp, pwgh CO-opuhdbtinphwiyhg, 210
lwpnpwwnnphwjnul dy(’ prnph hwdwp' ubpwnywy CO-opuhdbnphw: Ubwihquinnph $hqhlywljwt njwibipt
Yhpwnynn U’ pwpdpnyeyniup' 43,7 ud,jwjtnyeinip' 56,7 ud, funpnyajnitip’ 43,8 wd:, 2
26 uwppbp/wpywt BlEyunpwlwunieywl hqnpnieynitip wbwnp | Yuiquh' 90-264 VAC, 50/60 Hz, 350 W:
wbwihquwnnp “wihppwynpnuwip' pnpnyp, 2,4,6 dwp by bpyneybinng wdpnnonuyht wiinndwmn

Ywihppwynpnud, Jnipwpwitiginiy 30 pnuybl dbl puwnpnyh dby Yhnnyg luuﬂmppwm{nhnu):
Ubwihqubiph Uwhwpnwltbpp whunp £ (hubu hbwnlywp’ A dwlwpnwl' 62 Yuwyplywt (38
udniy dwdnw), B Uwlwpnuwly' 134 Juyplywt (23 Ldniy dwdnw), C Uwlwpnuwl' 62 uyplywl
(38 udniy dwdnui): Yhpwnynn bdnubpt by wdpnnowljwl wpyni, wwquw, wpnbphuwg
i fuwhywpuwhl wpynd: 1SO 9001, CSA, FDA (Jhwyu in vitro hbunwgnnnyejniiubph

hwiwp) ubpunh$hlwintbph wnlwjnipinitip wwpuwnhp k

Cupwgwlwngh phy 26 swihwpwduh dwuny wnwght wnbn qpwnbigpwd dwutiwlyhg E
Swuwsyby «Phup dywdhugn ¢ L U “bLnpnt» UMC-U: Jbipghtiu hpwybipny uwhdwuws
dwdlinnud® hwudtwdnnnyhu E ubipyuwjwgpty hp' qunuiubipht Jwutiwlgbnt hpwyniupp L



hpwybpnd  bwhiwnbudws  npwlwynpdwt swithwuhpubiphu hwlwwwinwufuwunieiniup
hpduwynpnn’ hpwybpny bwhiwnbugws thwuwnwpenpbipp (nbnbynieiniuttpp):

Uwutwynpwwbu, Culbpniejwl Ynndhg ubplwjwgyty £ ufwpwghp Cupwgwlwngh
hpwdbph  phy 26  swihwpwduny wnweht wnbnp  qpwnbgpwd  dwutiwlgh Ynndhg
wnwownlynn wwpwuph Jpwptipjwy, nph hwdwédwju' «Phup Swidhugn & L U Ybuwpnu»
UNC-u, npybu «3PY-GLUMQIP -18/4» dwdlwagpny quwipdwl hwpgdwl pupwgwlwngh
2nowwynud  wnwohti  wbnp  qpuinbgpwé dwutwlhg, pun  swihwpwduh unnpl
utipywywgunwd £ hp Ynndhg wnwownyynn wwpwuph' wudwunuwip, wwnwupwht Upwp,
wpwnwnpnnh wuwunwp, dwqdwu tpyhpp L wbfuthywlw punypwqgnpbipp.

/< Utjwunuip Uypwipwiht | Upnwnpnnh | Dwqdwt Skjuuhjulwy punipwgpbpp
Uywlp wiywunuip GpYyhpp
26 | phupwlwl Stat  Profile | NOVA UL ¢ Upjwt wlwihquunpp
(wpnpwwinphwynud | pHOx  Ultra | BIOMEDICAL Uwfuwwnbuws £ wdpnnowljwt
Yhpwnynn with CO- | CORPORATION wpniuhg  dhugh 20 swihywd
uwnpbip/wpjwu Oximeter inbuwnbiph wughugdwl hwdwp:
wlwhquunp o pH, PCO2, P02, S02%

B Na, K, iCa, iMG, CI

. Glucose, Urea/BUN,
Creatinine, Lactate

° Hct, Hb

° 02 Hb, HHb, COHb,
MetHb, tBil
Ubwihquuwnnpp  niuh' 12,1
ynyd tplwpnipywdp
ubbunpwjphu Eypwt,
htnnwyutiph wywnndwn
Ywihppwynpnud, QC
Uh6wlwgpnipniu,
nyjwiubph ubpnpyuwd
Ywnwdpnd, | pugmighs

(optional) ulwtbpUywnndwin
ubdyltp. QC  wyjwubiph
wwhng: Lbpnpwd udniph
unwnwpun dwywp thnpp £
pwu 60 dy wdpnnowlwl
wpjwt  dhypnudng  wpwl
quqbtiph  hwdwp/ pH, 120
dyl  pnipp wuwihqubiph
hwdwp, pwgh CO-
opuhdtwnphwihg, 210 dy'
poinph - hwdwp'  ubpwnywy
CO-opuhdtinphw:

Ubwihquunph $hahljwlut




nyjw)ubipu Lu'
pwpdpnieyniup’ 43,7 ud,
lwuniyniup’ 56,7 uad,
funprigmiip' 43,8 ug:
ElEyupwlwunyejwl

hgnpnigyniup Ywqunu £ 90-
264 VAC, 50/60 Hz,

350W:4wihppwynpnuip'
punpndh , 2 dwdp dkl
Ytwnny wdpnnonyhu

wynndwuin Guwihppwynpnud,
Jnipwpwtiginy - 45 pnuybt
dey puwpndh dbYy Ytnng
Yuihppwynpnu:
Ubwihqubiph  wpnyniuptbiph
unwgdwt  dwywpnwlubpp
uky udnigh swithdw
nbwpnud.
¢ Adwlwpnuwly' 60
Juplyuit
* B dwlwpnwy' 120
Juyplywl (wdpnng
20wwpuwdbtnptiph
(wnbuwnbiph)
swihdwl nbwpnud),
Yhpwnynn
udniubip bu'
wdpnnowlwl
wnini,  wwqiw,
wpnbphw  Yud
Yuiwyhywpwjhtwpy
n: 1ISO 9001, ISO
13485:2012  CSA,
FDA ( dphuyu in
vitro
hbwnwgnunieiniu
tph hwdwnp)
ubpuh$hlwntibph
wwwnbkulbpp .
Yuginu bu:

i

L3

Cupwgwlwpgh quwhwwnnn hwuduwdnnndh 21.03.2018p. dwdp 14:00-htu  wnbinh

niutigwsd uhuwnh phy 4 wpdwlwgnnipjwl hwdwswiu.

«Unpgnyph  quwhwwnnn hwuduwdnnnyp  pninp dwutiwyhgutiph  npwlwynpdwt
swihwuhpubiph thwuwnwpenpetpp qUuwhwwinbg pwdwpwp, pwgh «Phup djwdpugn ¢ L U
Yblwpnu» - UMC-hg:  dbipghtu _hYy 26 swihwpwduh hwdwp  ubpyuywgpl

shwlwwwinwufuwnn inbuuhlulywl punipwqhp:



. Mwhwugyly £ ubpnpuws udnigh  unwunwpn  dwywip wbwp £ Yuqdh 504y
wdpnnowlwt dhlypntudny wpjwl quqtiph hwdwp/ pH, 110 4y’ pninp wuwihqubph hwdwp:

Spdty £ ubpnpdwd udniph unwunwpn dwywip thnpp £ puwb 60dy| wdpnnowlw
dhypnudni wpjwt quqbiph hwdwp/ pH, 120 dYy|’ pninp wbwihqubiph hwdwp:

2. Mwhwugyt £ Yuwihppwynpnudp puwnpndh 2,4,6 dwdp dby bpyne Yewnny wdpnnonyht
wywndwwn  Ywihppwynpnd Jnipwpwugnip - 30 pnwbt  dkly punpndh  dbly  Yewnny
Ywihppwynpnud:

Spdt £ Ywihppwynpnuip puwnpnyh 2 dwdp dby bplyn Ytwnny wdpnnonyhti wyinndwn
Ywihppwynpnud jnipwpwitiginip 45 nnwbt d&Y puwnpnyh dby Yenng Ywihppwynpnud:

3. Mwhwugdty £ A dwlwpnuly 62  Juypljw (38 udniy dwdnu), B dwlhwpnuwly' 134
Juyplywt (23 udniy dwdnw), C dwlwpnwl' 62 Juypluwu (38 udn dwdnud): _

Spdtp A dwlwpnuwly 60 quipwu (sh updwd Udnubiph pwuwlp dwdnuw), B
dwhwpnwy' 120 Juyplywu (sh Updws udnigubiph pwwlyp dwdnud), C dwlwpnwyp
pwgwluwynd E: »

Culbpnipjwup Mwwnyhpwinnth Ynndhg ninwplyty £ dwunignud, npny Cupwgwlwngh
qunwiubiph  hwdwlwpgnnp hwuwtb £, np «3PY-QCUMIP-18/4» Sdwdljwagpny
Cupwgwlwpgh  26-pn swihwpwduh  dwuny Culbpnieyniup  ubplwywgpty  E
shwlwwywunwufuwunn wnbfuthywlwt  punipwghp: Cupwgwlwpgh  qunuiutph
hwdwywpgnnp  wnwewplyly E dal  woluwnwupwiht  opyw pUupwgpnd  2inlyh;
wuhwiwwwwnwutuwunieiniitibpp:

«®hup dwdhugn ¢ b U Ybkunpnu» UMNC-h Ynndhg optiupny L hpwybpny uwhdwuyws
Ywpgny 22.03.2018p. h wwinwufuwl Cupwgwlwngh quwhwinnn hwuduwdnnnyh Uhuinh
wndwlwgpnipjwl rhy 4  wpdwbwgpnipjul, ubplwywgpt; 2nlwsd
wuhwlwywnwuluwbnyeniutbpp L ninwpydt; £ (phdhwlwt |wpnpwwnnphwnud
lihnwnynn uwinp/wnjwl whwihquinnp) uwnph plgwbdws nbuthlwlwy swthnpnohsutinh
punipwaghnp:

Culbpnuyeyniup Ybpp updwsd gpnuejwdp hwjinub £ hbwlywp.

«l. Ldnph dwlwih Ybpwpbpjuy dpgnyph swihnpnphsubipnid wpjwt dwywih wwhwugh
Jepwpbpjw) by sh qplws: Cultpnigyniup Mwwinyhpwinniht utipywjwgund £ udniph



dwywih Jbpwpbpw) wdpnnowlwu njuiubipp:  Culjbpnipjwt  wnwownlws uwppntd
wnwu quqbiph U pH hwdwp wwhwugdnd £ 60UYL wdpnnowlwt wnniu: 105 dly
wdpnnowlwl wpynis CO-Oximetry U Total Bilrubin swihdwu hwdwp: 120 dyy dhypn tdniy

Inhy wwubjh hwdwp, wnwug CO-Oximetry: 210 dy; wdpnnowlwt wpywt |phy wwbh
hwdwp, wyn pYnud wl CO-Oximetry-h hwidwp:

2. Ywihpwynpdwu Jbpwpbipjuw.

Culipnipywt Ynndhg wnwowpyyws uwppl nih  htwpwynpnigynit’ Ywhpwynpnudp
puwpndh 2,3,4,5 Yud 6 dwdp gkl bpyne Ytwny wdpnnonyht wynndwin Yuihpwynpnud:
Calibaration frequency:2 point: 2,3,4,5 or 6 hours (user defined). Yhg ubpluwywyb) £ uwpph
purwjugwd wnbluthywlwl swihnpnohsubinh pwghpp wqibpbny;

Snipwpwtginin 30 Yuwd 45 pnwybt Uk puwnpndh dby Ywnnyg Ywihppwynpnu:

Calibaration frequency:1 point: 30 or 45 minutes or with every sample (user selectable). Yhg
Utpluywt £ uwnph punjwitiws inbtuthlwyuwt swihnpnghsubinh puwghpp wigybpbund:

3. Mwhwugyty £ A dwhwpnwy 62 Jujplywt (38 udniy dwdnud), B dwlwpnuwl' 134
Jujplywt (23 udnpy dwdnd), C Jwlwpnuy' 62 uyplwt (38 udniy dwdnud): Wu
wwhwgni A U C dwlwpnwyubpp Yplugnd by, wjn wwwbwnny dkup C dwlwpnwyp
sbup Upb: Mwhwugp' A dwlwpnul 62 Jwjpywt (38 udny dwdnud) b C dwlwpnwy' 62
Juynlywt (38 udnip dwdnid): Ubp wnwowplnipjwt db9 win wwhwugp Ywqunui £ 604nl:
A dwlwpnwlp wiu nbwpbiph hwdwp k, tpp swihnud E wpjwu quqbpp U pH: B dwlwpnuwly'
134 Jujplywt (23 udny dwinwd) —wwindhpwinniu UYwwh £ niubgh) uwpph hbwnlyw
62gnhwn wwhwgp: Time from sample introduction to result availability: up to 124 seconds:
Utitp hwuwnwwnnu Bup, np wju wwhwugp dbp wnwownynieniunid wwhwugyuws E:

* hug Jbpwpbpnud £ 23 udny dwdnu-wwindhpwinntu Ulwwnh-k niubigh uwpph tlbmujw[
629nhuin wwhwgp' Optimal throughput when analyzer calibrated, awaiting specimens:23 per
hour: Ubitp hwuwnwwnnui kup, np wju wwhwugp dbp wnwowpynipniunid wwhwuows k:»

Uunthtwnl, Culbpnipywtt £ ninuplyyty Cupwgwlwpgh quwhwwnnn hwudtwdnnnyh

23.03.2018p. phy 5 wpdwbwgpnueiniup (h nbw npnw Udws £ dby wy dwdywghp), nph

hwiwdwit Cupwgwlwnpgh phy 26 swihwpwduny npybu hwnpenn Jwutwlhg t upqwd
«MPNU-SEUS» UMC-u:



Pwuwnnphbi,

Culybpnipjuu  Ynndhg

uwhdwidws  dwdybnnd  ubpluywgyl  E

wuhwiwywunwufuwunyeiniubph nlnud, uwluyt hwuduwdnnndp puwn bplnypht sh
punnLub) onynwdubipp b pun Gpunyeht dbpdby & Cuytpnipyw hwyinp, uwluwyu Jepdtne
dwuht ng dh Ugnud wuquwd slw Cupwgwlwpgh quwhwinnn hwiduwdnnnyh 23.03.2018p.
wtinh niubigwd Uhuwnh phy 5 wndwuwgpnipjwu Jdby:

Upryniupnud,  Cupwgwlwnpgh quwhwnnn hwuduwdnnndp, fuwfunbind  qunwiutiph
dwuht << opbunpnipywdp uwhdwudws wwhwtgubinp, hpwwwpwyt) £ wywdwuwghp
Yupbint dwuht hwynwpwpnieniu, npunkin rhy 26 swihwpwduh dwuny Uk & hGunlywp.

uihwpwdhu 26:

Fudwt wnwpyw £ hwbnhuwun'  phihwlwt (wpnpwwnphwynd - Yhpwnygnn  uwppbip/wpywt

wbwhquuwnnp:
Cpwybph <pwybph
U wwhwugubkphtu wwhwugubpht
wutiuligh hwiwywwnwufuwtng shwiwwywunwufuwiing Ubhwilwywunwufuwtingejwt
</ wijwunuip h
wjnkp hwjnkp hwdwnnun tjwpwgpnypniy
/hwdwywinwufuwibin /shwlwwywnwufuwubnt
nbwpnud ugky “X"/ nbwpnud ugky “X"/
1 <<MMNU-SEUS >>Uume X
9 | <<®htp $pudhgn & L X Stfu. punipwagpp
U Ybuwnpnu>>UMne wihwiwwwnwufuwunp)niu
Cuwnpjws
Uwubiwlhgtb tustinigsy Uwubiwlgh wnwewpljws
it otk Uwutiwlgh /punpywd 9 s
qpwnbgpwé qhu
nbnk uiKjetinedty twliuligh /wnwtg UL, huq. npwd/
nsre hwdwp gty - 3
l(x"/
1 <<MPNU-SBUS >>Umne X 27000000
<<®hup dwdhugn & L
U YGuwnpnu>>Une 21990000

Cunpywd dwutiwlyghts npngbint hwdwp Yhpwngwsd swihwuh?' udwqugnyl ght :

Culbpnpniup qununud &, np hp Ynnihg uwhdwudws dwdlbnnd tbipyujwgyt k
wuhwlwwwunwufuwunieyniuibph - onlnud,  pugp lhndht pwdwpwp tp Culybipniejwt




hwyinp hpwybiph wwhwugubipht hwiwwwnwuluwunn Swuwshnt b punpywd dwutwlhg
dwtwgbnt hwdwnp:

Pwgh wjn, «Phup dwdhugn & L U YGuwpnu» UMC-U nith  hwupwhwn  M&S
INSTRUMENTS MEDICAL AND SCIENCE INSTRUMENTS VERTRIEBSGES.M.B.H wpuwnpnn
puljpnueiniuhg hwnnily bwdwy, np «®hup djwdhugn ¢ L U Ybuwpnu» UMPC-h Yynndhg
ubipyuywgywsd uwppp hwunhuwun £ wpuwnpnueniuhg nnpu blywd CCx-13-h unpwgyws
dnnbip, unyt nbuthywlwu swihnpnzhsubipny b huwpwynpnieyniutibpny;

Wuwhuny, Jbpp 2wpwnpdwsh Japndnipyniuhg htinbinud £, np «%nuipne pdoywlwl
YBuwpnu» - PRC-h Ynndhg «Hnuwipnt pdoljwlwt YGuwnpnu» PRC-h Ywphpubiph hwdwp
pd2jwlwl wwpwquwubph U uwppwynpnudubph atnpptipdw ywwnwyny  hwnwpwpdws
«FPY4-GCUMAL-18/4» Sdwdlwgpny quwldwl hwpgdwu Cupwgwlwnpgh quwhwinng
hwtdbwdnnndp dbipdtiny Cuybipnipywu huynnp qnpdti| £ ng hpwlwswih, hugp hwlwunad E
qunuiubiph dwuht << opbunpnipjwdp uwhdwlywsd wwhwugubphu:

Culepngyniup futinpb £ «Phup Sjwdhugn 4. L U. YGuwnpntu» UMC-htu qunudubiph
qnpépupwght dwutwlgbint hpwyniup sniubignn dwutwyhgubiph gnigwynud subipwnt b <<
pnnnpwpydwu  funphpnh  US-UU-2018/39 dwdlwapny Lwhiwdbnuws  wwonnuwlwl
pupwgwlwnpgp dapdt:

Cultpnipyniup,  wwwpwé  Swunigywd  |hubing  US-UU-2018/39 pupwgwlwpgh
2nowlwlutipnud 10.04.2018p. dwdp 10:30-hu L 20.04.2018p. dwdp 10:50-htu hpwyhpyws
Uhuwntiph JEpwpbipjw), 20.04.2018p. dwip 10:50-htu. wwwhnyby £ hp ubipluywgnigsh
dwutwlgnipiniup, ny wunby £ Japnhhojuw gnnipjwdp bipluywgywsd nhppnpnonudp:

3. «Yynuipnt  pdolwlwli  Ykwpnty  DPL-h Ynnidhg  ubpluwjwgywé

wunmwplhubpp b npnonwdp.

«nudpnt pdolwlwu YEunpnu» PPL-u, <L $dhuwbtutlbiph bwhuwpwpnewut ninnyws
29.03.2018p. phy 0456 gpnipjwip hwynub) k, np «%ynudpnt pdowljw Yeuwnpnus PRL-h
Ynndhg  Yuquwhbpuyywsd «FPY-GLUMAL-18/4» dwdlwgpny quwupdwl  hwpgdwu
pUpwgwlwpgh 2powlwlubipnud «Phup Swdhugn ¢ L U Ybuwpnu» UNC-u phy 26



swihwpwduh dwuny hwjn £ ubplujwgpby, nph hwdwp wpdby £ hp Ynndhg hwunwingws
hwjinwpwpnipiniu Ywpgh 32-pn Yanh «q» Bupwytinh hwdwdwi b Swlwsyb punpywd
dwutiwyhg, uwlwyu Cwybywd 6 L 6.1-nwd wpdwuwagpyby Gu
wuhwlwwwwnwufuwunieiniutbn: Culbpnuejwp,  Ywngh  47-pn Ytnh hwdwdawyu,
ninupldy £ dwumgnud'  wnwewplbiny uwhdwijws  dwdlybnnd ol
wuhwlwwwwnwutuwunipiniuitbpp,  uwlugu npwup st onydly, nwwnh  quwhwinnn
hwuduwdnnnyp dtpdt) £ ndjwy hwypnp:

Fuwhwwnnn hwuduwdnnndp dbpdt; & njw) hwyinp hhdp punniibingd b ulgpwt L
2uynuwihg hbinn wnlw wuhwdwwwnwutuwunyeyniubpp, dwutwynpwybu'

wwhwlgyws udniph dwdwip 50 dly wnwownlynn uwpphup' 60 dy, husp
hwgbgunid | oqunwgnpdynn wpywt dwwih dbdwgdwp,

wwhwgdnud £ pninp wuwihqubph hwdwn 110 dy|, wnwowpyynn uwpphup 120 dy &,
husp unyuwbiu pugwuwlwt dEdwgnud k,

ubipptinujwé thwuwnwpenelph dby pwgwlwinud £ hnnud, np A L C dwlwpnwlyubpp
unyut b, hugwbu wb pwgwlwnud £ hunwly hnnud C dwlwpnwlh wnluwynipjwt dwuht,

B dwhwpnwyh hwdwp wwhwugynd £ 134 ypy, wnwownlynn uwpphup wyu dhusl 134
dnly £, htugp bpwuwynid £, np wwhwgp sh pwywpwnynud:

Muwundhpwnnt,  wwwnpws  dwungwd  |hubny  US-UU-2018/39 pupwgwywngh
2nowlwlutipnud 10.04.2018p. dwdp 10:30-hu L 20.04.2018pe. dwdp 10:50-htu hpwyppywd
Uhuwnbiph Jbpwpbipjwy, sh wwwhnyt hp ubipywjwgnigsh dwutwlgnie)niup:

4. US-UU-2018/39 pupwgwlwnpgh putiniypjw hwiwp bwhw Lywtwlnipinil
niubignn thwuwnbipp

L3

U3-UU-2018/39 pupwgwlwpgh pluniejwu hwdwp  Fwlwt tpwlwynyenit niubu
htwnlyw| thwuwnbpp'

1. «§ynudpnt pdolwlwt Yeunpnur $PL-h Ynnihg «Hnuipnt pdouiljwt YEunpnty
®PL-h Ywphpubiph hwdwnp' pdoywluwt Wwpwquwubiph b uwppwynpnuiubiph dnppbipdwl
Uywwwyny  hwpinwpwpyt) £ «3HPY-3LUNAP-18/4» dwdlwagpny quwupdwt hwpgdwl



pupwgwlwng, npht dwutiwlghbnt Uwwnwlny  huywn £ ubplujwgnb «Phup bjwdhugn ¢
U U YGuwpnu» UMPC-u:

2. Cupwgwlwpgh quwhwwnnn hwuduwdnnnyh Ynnuhg 15.03.2018p. dwdp 12:00-h
Upuinh phy 3 wpdwlwgpnipjwdp  Yujwgywsd npn2dwdp  «Phup Swdhugn ¢ L U
YGuwnpnu» UMC-u Cupwgwlwnpgh 26-pn swihwpwduh dwuny Swuwsyby t 1-hu wnbin
qrwnbgpwé  dwutiwlhg, nphu uwhdwudws  Ywpgny Swumgyty E npwlwynpdwt
swihwuhpubpp hhduwynpnn hpwytpny twhiwwnbudws thwuwnwpenpbnp, huswbu twl <<
Ywnwywpnipjw  04.05.2017p. N 526-1 npndwdp  hwunwnywsd «Funwiubiph
anpoplpwgh  Gwquulbinydwts Yungh 32pn 1-hu bupwltnh «q wwpptipnijwdp
Uwhuwunbuws thwunweninep ubiplujwgubint wuhpwdbunniejwu YGpwpbpyuw:

3. Cupwgwlwpgh qUwhwinnn hwudbwdnnnyh 21.03.2018p. dwdp 14:00-h Uhuwnp
rhY 4 wpdwluwgpnipjwl hwdwdwju' «Phup Swihugn ¢ L U Ykuwnpnu» UMC-h Ynndhg
26-pn swihwpwdh Jwuny ubipyujwgywsd nbuuhywlwu punipwgpnud wpdwiwgpyby bu
wuhwlwwwuinwufuwuniyeniitbn:

4. Cupwgwlwpgh quwhwwnnn hwuduwdnnnyp 22.03.2018p. dunip 17:30-h uhuwnh
rhy 4w wpdwuwgpnipjwdp Yujwgywsd npnpdwdp dbpdby k «Phup djwdpign ¢ L U
YGuwnpnt» UMC-h hwjunp:

5. £C qunuiubph hbwn Juwwé pnnnpubkp pltnn wudh hhﬁhw;]npmtihhpn b

bgpwhwhgmdn

<< qunudubiph htn Yuwyws pnnnpubip puinn wug' Uhtip Utwijwtu, nwnwuwuhpbiiny
& phuwtutbiph  Ywhuwpwpniejwl 03.04.2018p. phy 03/26-3/6019-18 qpmt[ajmhn,
«ynudpnt pdoljwlw  Yauwnpnus PPLC-h 29.03.2018p. phy 0456 gpnugyniup b Yhg
thwuwnwpenpebpp, huwjnund Gy hGunlywp.

«Gunwdutiph dwuhu» << opkuph 6-pn hnndwsh 1-hu dwuh 6-pn Ytwnh hwdwdwu'
pwgwnnipjwdp Unyl opbiuph 23-pn. hnnywsdh 1-ht dwuh 1-hu, 3-pn, 4-pn L 5-pn ytwnbpny
Uwfuwwnbujwd  pupwgwlwpgny qunid  Juwwpbint  ntwpkph, qunwdubph
pupwgwlwpgbpht  Jwutwygtnt hpwyniup  sniubt wyt - wudhup, npnup  hwjup



ubpywjwgubine opdw npnipjwdp ubpwndwsd bu qunuiubiph gnpdpupwght Jwutiwlygkint
hpwyniup  sniubignn  dwutwYhgubph  gnigulynud: Uwutwyhgt pungplydnd £ updwsd
gnigwlynud, bpb

w. fuwfunt) £ wwdwuwgpny twhuwnbudws fud quiwt gnpdpupwgh 2npowlwlynud
unwbiduwd wwpwnwynpnigniup, npp hwtgbgpt & wwuwyhpwwnnth Ynndhg wwdwuwgph
dhwynndwuh  mddwip  Yuwd quiwu  gnpdplupwght njw| dwutwlgh hbnwgqu
dwutiwlygnipjwt nwnwpbgdwlp,

p. nputiu puinpywsd dwutiwlyhg hpwdwnyt) b wywydwuwghp Yupbnug,

g.-hwwnbpp  pwgbijnig  htwn  hpwdwpdty £ qudwu gnpdpupwght  hbnwaquw
dwutiwlgnipiniuhg:

Opbuph 6-pn hnnwéh 2-pn dwup uwhdwund k, np qunuiubiph  gnpdpupwght
Jwutwygbint hpwyniuphg qplywd dwutiwlgh Jbpwpbipuwg niubgwd mbr[hunl[ajnlhhbph
hhdwt Ypw |hwgnpywé dwpdhup pupwgwlwnpg £ bwhiwsbnunid qunuiubiph hbw Yuwws
prnnputip  ptunn  Jwpdund®  wnwug  J6wph:  SYjw)  dwuliwlgh Ywnpdhpp ubng
htiwin qunuwiubiph htivn Ywwdwd pnnnpubip puinn wudp unyu optuph 50-pn. hnnywsh 6-pn
dwuny uwhdwuyws dwdybnnd npnpnud £ Yuywgunud dwutwlyght unyt  hnnwény
Uwhuwwnbudws gniguynd pungpytne Ypwpbipu: Uudp updws gnigwlynid pungpyynud k
tpynt tnwph dwdlybnny:

Optuph 34-pn hnnwdh 5-pn dwup 1-ht Yhwp uwhdwund E, np wnwoht U
hwonpnwpwp  wnbntipp  qpwnbgpwé  Jwutiwyhgubpht npngtinig  htwin hpwybpny
uwhdwudwd dwdytnnd wnweht wbnp qpwnbgpwd Jwutiwlhgp hwuduwdnnnypu £
ubpyuywgund hp' qunudubpht Jwubwlgbint hpwyniupp b hpwybpny Uwfuwwinbudwsd
npwlwynplwt  swihwuhubpht - hwdwwwwnwufuwunyeniup -hhduwynpnn' hmuu.[bnm{
Uwfuwwnbujws thwunwpenpbpp (nbntynyejniitbpp): \

<< Ywnwywpnipjwt 04.05.2017p. N 526-U npnodwdp  hwunwingws «Sunwiubiph
gnpdptpwgh Yuquwlbpwdw» Yungh 32-pn Ytwnh 1-ht bupwytinh «q» wwppbpniejwt
hwiwdwt' hpwytpny bwhwwnbuynd £ bwl, np Jwutwlhgp hwjnny ubipywjwgunud £
wuwpwpttiph qudwt nbwpnwd hp Ynndhg hwunwindws hwynwpwpnieniy’ wnwownlynn
wwnpwuph® hpwybipny twhuwnbudws nbuthyuwywl punyewgnptpht hwlwwwunwufuw-



unipjwt Ybipwpbpw)' wwydwuny, np wnwght wnbnu qpuntgnwd Jwutiwyhg dwtwgybnt
nbwpnud hpwydbpny uwhdwuywsd Yuwpgny ubiplujwgund £ wuypwuph nbfuthjwlwu
punipwaptipp,  hul  hpwybpny Uwhiwnbudwd  nbwpbpnd  twl wnwowpyynn
wypwupwht bpwup, wpnwnpnnh wwunudp, Swqudwt GpYppp (wjunthbn' wwpwuph
wdpnnowlw uywpwghp)

“wngh 43-pn Yhwnh 4-pn Bupwlytinh hwdwdwt® hwyinbiph pwgdwt Uhuwnh wywpunhu
hwonpnnn  woluwwnwupwihti opp hwuduwdnnndh pwpunninupp ElGlwnpnuwiht ¢hnunh
dhongny Swumgnud £ wnweht inkinu qrwnlignwd dwutwlght' wnwowplybny Sdwunignudu
ninwpltiint opwuhg bpbp woluwwnwupuhu opw pupwgpnd Eikywnpnuwht tnunh
dhongny  ubipluywguly  npwlwynpdwt swihwuhubipp  hhduwynpnn'  hpwybpny
Uwfuwwnbudwsd thwuwnwpenpetpp, pwgwnnipjwdp unyt uwpgny bwhuwwnbudws ntwptph,
wuypwuptbph qudwu nbwpnd twl unyl Ywpgh 32-pg Ybwh 1-hu hhréu:lqhmh «q»
wwppbpnipjwdp  twfuwnbudwd thwunwpeninep, huly  pwllwiht Gpwpluhph  &dlny
ubipyujwgywsd hwyinh wwwhnydwu puophtwlyp’ Yhg gpniejwdp: Unyl dwuny uwhdwuywd
dwdlybnnud  thwunwpenpbp  punhwupwwbu subiphuywgytiint nbwpnud  hwuduwdnnnyp
hwjntiph quwhwindwu uhunnud depdnud E wnwght wbnt qpwnbignwd dwutiwlygh hwyinp
L thwunwpenpbp  ubipywjwgubnt wwhwtg £ ubplujwgund  hwonpnwpwp inbin
qpwntignwd dwutiwlght:

“wngh 47-pn Ybwnp uwhdwund k, np wnweht inbin qpwnbignwé dwutiwlgh Ynndhg
thwunwpenpbpt wdpnnowlywu subipyuywgytint, huswbu twl ubipyujwgywsd’ ubpwnjuy
Yndpwth Ynndhg wnpwdwnpdws npwlwynpdwt swihwuhpubpp hhduwynpnn' hpwybpny
Uwfuwwnbujws thwunwpenebiph, hul wwpwptbiph qudwu nbwpnid bwl unyu Yungh 32-
i Yawnh 1-ht Bupwlbnh «q» wwppbipniejwidp Uwhiwwnbujws thwunwpenph qbwhtymdwh
wpryniupnd  hpwybph  wwhwgubiph Ujwundwdp  wuhwdwwwnwufuwunieniutibn
wpdwlwgndbnt  nbwpnud  hwuduwdnnnyh pwpuininwpp  unyt opt  bilwpnuwght
tnwuwyny dwunignud £ wnweht nbnu qruwnbtignwé Jwuliwlght' wnwewnybny dkly
wofuwwnwupwhti opdw pupwgpnid 2ty wuhwlwwwwnwutuwunieniup:

Lnyu Ywpgh 48-pn Ytinh 2-pn Bupwltwh hwlwdwt' wnwohti nbkn qpwnbgpwd
dwutwlgh  Ynndhg  wpdwbwgpyws wuhwlwwywwnwufuwunieyniup — uwhdwudws



dwdlytiinnud - spinlybnt  nbwpnud hwuduwdnnndh  npnpdwdp  hwynp  depdynud £, L
thwuwnwpenpebn Ubpyuwjwgubine wwhwug k ubpyuywgynid hwenpnwpwp wnbn qpunbgpws
dwutwlyght:

«Gynudpnt pdalwlwit YEunpnu» PRL-h Ynndhg «%nuipnt pdoulywt Yhuwnpnus PPL-h
Ywphpubiph  hwdwp'  pdolwlwu Wwpwquwubph L uwppwynpnuiubiph  &knppbpdwt
Uywuwwyny  hwynwpwpdb) £ «3PY-GLUMAL-18/4» dwdlwagpny quwupdwl hwpgdwl
DURWgWlwng:

Cupwgwlwpgh hpwybpny Cupwgwlwnpgh 26-pn swihwpwduh hwdwn bwhuwnbuyb)
htwnlyw| wbuthywlwu puniyewghpp.

CCX 13 wnjwb wbwihquwnnpp bwhuwnbugws whwnp £ |huh wdpnnowlwt
wnyniihg dhtgl 19 swihywd nbunbiph wuglwglwl hudwp: Ubwihquwnnpp
wwpunwnhp wbwnp £ niibuw' 10,5 nynyd bplwpnigjuidp ubbunpwiht Eypw,
htnnuyubph wywnndwn Yuwihppwynpriud, QC Yhbwlwgpnye)niu, ndjwiubph

ubpnpywsd Yunwywpnu, wdundwn ubdybp, (nwgnighs uluwubp, bbpnpyws
Yuuhywpwihts wnwwwnbp, QC wndjwiubph wwhng: LEpnpYws udniph
unwbnuwpn dwywip wbnp £ Ywquh' 50 dly wdpnnowljwt wnjwt dhlypnudni
phihuluts wnjwu quqgbiph hwdwp/pH, 110 dy' pnpnp wbiwihqubiph hwdwp, pwgh CO-
opuputinphwjhg, 210 dy|’ pninph hwdwn' Ubpwnyug CO-opuhdtiinphw:

26 l“"l”""““""”h“”"‘ Ubwihquunnph $hahluwlus indwiibnt b’ pupspnupjndip' 43,7 ud,juwjinejndip
npaindinn 56,7 ud, funpnipyniup' 43,8 ud: BlEyunpwlwunipywl hgqnpnuyejniup whinp &
uwnebpAnLL | 90,264 VAC, 50760 Hz, 350 W: Ywihppwynpnuip’ ptpnuh, 2,4,6 dwdp
i dby tpyne Yewnny wdpnnonyhls wifinndwn Ywihppwynpnu, Jnipwpwtiginip 30
pnybb dey pnpnyh dbl Yenng Ywihppwynpnud: Utwihqubiph dwlwprnwyutpp
whwnp £ |hubt htnlywip' A dwlwpnwl' 62 Juyplywt (38 udnip dwdnuw), B
dwlwpnuwly' 134 Juyplywt (23 bdng dwdnui), C dwlwpnuwl' 62 Jujplyw (38
udng dwdnuw): Yhpwnynn Ldnubpt bY' wdpnnowljwl wnni, wywqdw,
wpunbphw| ud Yuuhywpwiht wppniu: 1ISO 9001, CSA, FDA (Jpwyt in vitro
hbwwagnnngyniuibph  hwdwp) ubipunh$hlywintbiph wnluwnyejnitip wwpnwnhp

k:

Cupwgwlwnght dwutiwlgbint bywwnwyny  huyn £ ubpyuwjwgnty «Phup dbjwdhugn &
L U Ybunpnts UMQ-u: ) P

Culbpnygyniup hwyinh phy 4 hwybwsény hwjnnwpwpb; b hwjwuwnb E, nnt «FPY-
GFCUNAAR-18/4» dwdlwgpny quwlpdwl hwpgdwup dwulwygbint ywwnwyny hp Ynnihg
ubpujwgyws dwutwlygnipjwl nhdnwnud tgws swihwpwduh (swihwpwdhuubph) Jwuny
wnwgwnlynn wuypwuph (wwpwuptbiph) nbfuthjwlw punipwagntipp
hwlwwwwwufuwund B unyt  hpwybiph hwlwwwunwufuwt  swihwpwdunid



(swihwpwdhuubpnul)  tpYwsd  wwpwph (wwpwuptbph)  wbfuuhyulw punipwapbiph
wwhwgubpht:

Uhlunyt  dwdwuwy unyu hwjnwpwpnipjwdp  Culjbpnieniup wwpwwynpdb k
wnwoht wbinp  qpwntignwd  Jwuliwlhg Gwuwgybin nbwpnd  «FPY-FLUMAL-18/4»
dwdlwgpny  quwudwl hwpgdwl hpwybpny uwhdwuws Ywpgny b dwdlybwnubpnud
ubpluywguby  hp - Ynndhg  wnwewplynn  wwpwiph  (wwpwlpltiph) wuywunwp,
wwpwupwihtt bpwp, wpnwnpnnp, Swqdwl Gpyhpp L wnbuuhywyw punipwagpbpp
(wwpwlph wdpnnowlw Uywpwghp):

Cupwgwlwpgh quwhwinnn hwuduwdnnnyh Ynndhg 15.03.2018p. dwdp 12:00-h thunp
rhy 3 wpdwlwqgpnipjwdp Yujwgyws npn2dwdp «Phup Sjwdhugn & L U Ysuwnpnts UMC-
U Cupwgwlwpgh 26-pn swihwpwdth Jwuny Swuwgdk £ 1-hu wnbn  qpwnbgpwé
dwutwlhg, npht  uvwhdwudws Ywpgny Swunigdty £ npwlwynpdwt swithwuhgubpp
hhduwynpnn  hpwybipny Uwfuwwbudws  hwunwpenpebpp, huswbu twlk <K
wnwywpnipjwu  04.05.2017p. N 526-UL npn2dwdp  hwunwingwd  «Sunuiubph
gnpopUpewgh  Yuquwlbpwdwu» Yungh 32-pn 1-ht bupwltnh «g» wwppbpnigjwdp
Uwfuwwnbujws thwunwpeninep ubipyuwywgubynt wuhpwdtonniput YGpwpbipjuwy:

Culpnipywt Ynndhg Cupwgwlwpgh 26-pn swihwpwduny wnwewplyynn wuwpwuph
hwdwn Ubpywywgyty b hnlyw| nbuthywlwt punipwahnp.

U< Utjwunwip Uypwipwiht | Upnwnpnnh | Dwqdwl Skfuthywlwl pumpwqpbpp
Upwlp wiywlinuip Gpyhpp
26 | phdhwlwl Stat  Profile | NOVA uuu Upjwt wlwhquuwnpp
(wpnpwwinphwynud | pHOx  Ultra | BIOMEDICAL Uwfuwnbudws £ wdpnnowlwl
Yhpwnynn with CO- | CORPORATION wpnithg  dhtsl 20 - swihdwd
uwppbip/wpjwu Oximeter wnbuwnbph wughwgiwl hwiwp:
wbwihqwwnp “e  pH, PCO2, P02, S02%

o Na, K, iCa, iMG, CI

. Glucose, Urea/BUN,
Creatinine, Lactate

. Hct, Hb

. 02 Hb, HHb, COHb,
MetHb, tBil
Ubwihquinnpp nsh® 12,1
rynyd Gplwpnipjudp
ubUunpwyhu Eypw,
htnniyubiph  wywindwn
Ywihppwynpnud, QC




Yh6wlwgpnipyniu,
nyjwiubph ubpnpquwsd
Yuwnwywpnul, |pwgnighs

(optional) ulwubip
Udunndwin  ubidytp. QC
nyjwiutph wuwhng:
Lbpnpdwsd udnigh

unwlnwpwun Swlwip
thnpp £ pwlt 60 dly
wdpnnowlw wnjwu
dhypnudny wnw
quqtph hwdwp/ pH, 120
dy  pninp - wlwihqubiph
hwdwp, pwgh CO-
opuhdtitnphwyhg, 210 dy|'
pninph hwdwp' ubpwnyuwy
CO-opuhdtinnphw:
Ubwihqwwnph
hahliwlwl ity
GU' pwpdpnipyniup’ 43,7
ud, |wjumpynup' 56,7
uad, funpnipeyniup’ 43,8
ud:  Elbhupuwlwunypywt
hgnpnipjniup  Yuqunud £
90-264 VAC, 50/60 Hz,
350W:  Ywihppwynpnuip'
puwpndh, 2 dwdp dky
Ybwny wdpnnonyh
wywnndwn
Ywihppwynpnud,
Jnipwpwginip 45 pnwbu
dby puwpndh dby Ytnnyg
Ywihppwynpnud:
Utwihqubiph
wpryniipubph  unwgdw
Jwlwpnwlubpp dky
udnih swihdwu nbwpnud.

A Jdwlwpnwy 60
quyplyun :

B dwlwpnwy 120
Juynlyw «(wdpnng
20wwpwdbwnpbph
(inbuwinbph) swithdwl
ntwpnud),  Yhpwnynn
udnipubpu bu'
wdpnnowlwu wpntu,
Wwquw, wpunbphw| fud
Yuwhywpwjhtwpyniu:
ISO 9001, ISO 13485:2012
CSA, FDA ( dhwyt in vitro
htinnwqnunnieyniuutiph
hwdwp)




ubipinh$hlwinubiph
wwwbkubbpp  Ywgynd
Gu:

Cupwgwlwnpgh quwhwinnn hwudtwdnnnyh 21.03.2018p. dwdp 14:00-h uhuwnh phy 4
wpdwwgpnipiwt hwdwdwil' «Phup djwdhugn & U U Yblwpnt» UMC-h Ynndhg 26-pn
swihwpwdh  dwuny  ubpluywgyws  nbuthywluwt punipwgpnud  wpdwlwgpyk] b
wuhwiwwwwnwufuwungniuttp:  Vwubwynpuybu' ubpnpwsé  udnh  unwunwpan
dwywip whwnp £ Yuqdh 50 dy; wdpnnowlwl dhypnudny wnw quqbiph hwdwp/ pH, 110
dy pninp - wbwihqubph  hwdwp, uwluwyu ubpyuwywgyws nbluhlwlwl punipwgpnid
udniph unwtnwpn dwywp thnpp £ pwt 60 dly wdpnnowlwu dhypnudny wpywl qugtiph
hwdwp /pH, 120 dy|' pninp wuwihqubiph hwdwp: Mwhwugyl £ Yuihppwynpnd punpndh
2,4,6 dwdp dby tpynt YEwnng wdpnnonyhti wynndwwn uLLflhpnun{nnmd Jnipwpwginp 30
pnwbu deYy puwnpndh dbly Yennyg Yughppwdnpnud, uwluwl ubpyuwywgywsd nbuthjulywt
punipwgph hwdwdw)t' Ywihppwdnpnwp punpndh 2 dwdp dby Gpynt Ywngd wdpnnonyht
wywnndwwn - Juihppwynpnd - jnipwpwgnip 45 pnwyb dby puwpndh dbly  Ytwonyg
Ywihppwynpnud: Mwhwgdty £ A Jdwlwpnuly' 62 uiplywt (38 udny dwdnui), B
dwlwpnuwy' 134 Juyplwu (23 udny dwdnu), C dwiwpnuwy' 62 Jujplywu (38 udniy
dwinu), uwluju ubpyuywgyly £ A dwywpnwy' 60 Yuyplywu (sh Updwd udnwubph
pwtwyp dwdnu), B dwlywpnuwl' 120 Juyplyw (sh updwd udnipubph pwuwlyp dwdnuw), C
dwlwpnwlyp pwgwlwynud E:

Cupwgwlywpgh quwhwwnnn hwuduwdnnndh pwpunninupp 21.03.2018p. dwumghy &
«®Phup djwdhugn & L U Yeuwpnu» UMC-ht' wnwownltiny uvwhdwudwsd dwdybinnud
anyy  Culbpnipjwt  ubpyujwgpws  wwpwtph mb[‘uyhl{wuwh ;i-b'm‘[aqu‘md

L

wpdwtwgpywsd dwunigdwt dby updwd wuhwlwwwwnwufuwunyeiniutbpp:
Cupwgwlwpgh quwhwwnnn  hwuduwdnnnyht  ninnywsd gpnipjwdp  Culybpnugyniup
ubpluywgpty £ wbfuthuywt  punpwgph  onldws  wwppbpwlp U (phdhwlw
(wpnpwnnphwynd  Yhpwnynn  uwpp/wpwt  wbwihqunnp) uwpph  punwjudwsd
nkfuthywlwt swihnpnghgubiph punyewghpp:
ULoqwsd gpnipjwdp Culybipnigniup hwjntt) b hbnlywp.




«l. Ldnigh dwlwh ybpwpbipjw’ dpgnyeh swihnpnohsubipnud wpjuwt dwywih wwhwugh
dbpwpbipwy phy sh gpwsd: Culbpnuyeyniup Mwwnyhpwwnnithtt ubipluywgund £ udniph
dwywih Ybpwpbpw) wdpnnowlwt  wnYjwibpp:  Culjbpniyejwt wnwowpywsd uwppnid
wpuwu qugbph b pH hwdwp wwhwueynd £ 60UYL wdpnnowlwl wpniu: 105 dy;
wdpnnowlwu wpyniu CO-Oximetry L Total Bilrubin swthiwu hwdwp: 120 dy; dhypn udny
Inhy wwubh hwdwp, wnwug CO-Oximetry: 210 dly wdpnnowlwt wpjwt |phy wwubh
hwdwp, wyn pYnwd bwlb CO-Oximetry-h hwdwp:

2. Ywhpwynpdw yepwpbipjw.

Cuybpnipywt Ynndhg wnwowpyyws uwppl niuh huwpwynpnipni’’ Ywihpwynpnuwip
punpndh 2,3,4,5 Ywd 6 dwdp dbl Bpyne Yenng widpnngnyht wywnndwwnn Ywihpwynpnud:
Calibaration frequency:2 point: 2,3,4,5 or 6 hours (user defined). Yhg ubpyuwjwdby £ uwpph
punwjujws inbuthulywt swihnpnohsubinh puwghpp wigiiptuny:

Snipwpwuginip 30 Ywd 45 pnybt dby punpndh gkl Yenng Ywihppwynpnud:

Calibaration frequency:1 point: 30 or 45 minutes or with every sample (user selectable). Yphg
utipluywyb £ uwnph pnujudws nbfubhYwywt swiinpnzhsubinh piwghpp wggkpkuny;:

3. Mwhwtgyty £ A dwhwpnuwly 62 Juplwu (38 udny dwdnu), B dwlwpnwy' 134
Yt (23 udnp dwdnw), C Jwlwpnwly' 62 Jupwt (38 udny dwdnu): Uyu
Wwhwugnud A b C dwlwpnwlubipp Ypludnd bu, win ywwnbwnny dkup C dwywpnwyp
sbup Ugt: Mwhwugp' A dwhwpnuwl 62 Juyplywt (38 udny dwdnu) b C dwlwpnuwly' 62
Jujplw (38 udnp dwdnu): Ukip wnwowpynuyejwl dbg win wwhwugp Yuqdnud | 604py:
A dwlwpnwlp wju nbwptiph hwdwn £, Gpp swthnd b wpywt quigbpp L pH: B dwlwpnuwy'
134 Juyplywt (23 udny dwdnwl) —wwwndhpwnnt bywnh | niibghy uwpph hbunlyw|
62qnhun wwhwugp: Time from sample introduction to result availability: up to 124 seconds:
Utitp hwuwnwwnnud bup, np wju wwhwbgp Jbp wnwewpynipniuntd wwhwwuws k:

hus Jepwptipnud £ 23 udny dwdnud-wwindhpwnnit ufunh | niubighy uwnph hbwnlyw
62qnhun wwhwugp' Optimal throughput when analyzer calibrated, awaiting specimens:23 per
hour: Ubktp hwuwnwwnnud bup, np wju wwhwtgp dbp wnwewnlniejniunud wwhwwudwsd k:»

Cupwgwlwngh quwhwinnn hwuduwdnnndp 22.03.2018p. dwdp 17:30-h uhuwnh phy
4w wpdwuwgpnipjwdp Jujwgywsd npnpdwdp «Phup Sjwdhugn & L U YGuinpnu» UMC-h
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