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SIEMENS
Gpovxoe yBeAoMneHne o

6egonacxoctr.t
31983 Pea. A

. Cexrn6ps 2014 r.
Crcreuu CLINITEK Status@, CLINITEK Status@+ 1| CLINITEK StatusoConnect

lloapexgexxsri 6nox nlrannn - Heuegnexxoe npeKpaqeltre rcnorb3oBaHrn

B coorEetcrarn c hMetoqeicf, y Hac uHQopMaqnei, BauJa na6oparopxn Morna nonyqarb
cneAyoqne npoAyrTbt, B KoMnneKT nocraBKn Koropbtx Mor BxoAltrb noepe4qexxufi 6nox
NUTAHT':

Ta6nrqa 1. Sparoeanxsn npoAyt<rbt CLINITEKo

fl prrrxa Hacrorulero yBeAoMneHxr o 6elonacxocry:
KoMnaHrr siemens. Healthcare Diagnostics nonyqhna xano6br or 3a&l3qu|()B B orHoureHhlr
noBpexAeH[g AHeUJXI4X 6nOXOS 1UTaHUP. KOTOpbE BXOAnT B KOMnneKT noCTaBKr aHaru3aroDoB
Mor{[ CLINITEK Statuso, CLINITEK Statuso+ ra CLtnfgX Statuso Connect, 

"ro "o*". 
-- -'-

yBent,tr{lrrb pllcx nopa(eHut norb3oBarenc onexrpt4,{ecK[M Totou. B xacrorqenr
yBeAoMneHt4r4 T€tnKe cqAepx[Tcn IH(popMaqrr o 3anacHbtx qacrnx Afls 3aka3a.
Ha erux 6paxoeaxHurx 6noxax nutaHnn clogT llTaMnbr co cneAytoullrMn qu$poesnan ro4anau
aaTbr:

?9199,9'!'!30, 52130,01140,021/rc, milt{),04140, 0s1lo, 06140,0710, 08140, 0e140,
1O14o, 111&, 1214/'' 13140,14140,15140, 16140,1714,1fl40; 19140, 20140',21140',
22140,23140.

PncyHoK 1, PacnonoxeHre r rgenrxslraqxr KoAa AarLl

HoMep Marepr,rana Slemens (SMN) OnrcaHre npoAyrra

1 0379675; 1 0379676; 103796771
1 0379678; 1 0379679; 1 0379680:
10379681 ; 1 069781 3: 10376324i
(npexHufi lGr. Ne 1780)

CLINITEK Status+

10376322i 10376323 (npexxni Kar. Ne
1 790); 10470849 (npexxr4i t(ar. Ne 1797)

C[creua CLINITEK Status Connect

1 0378632; 10378633; 1 0378634;
1 03091 77; 103091 78; 10324c/}0i
10376820

EnoK n[raHue CLINITEK Status - 3anacHat
'{acTb

Tanioi/n, Hhlo-tioD{ 10591
www_stem6ns.cdn/diagnoslics

GPF{03 { V5.1 acrynloo a cuny, ZOt+IZ-OZ
Cooracrcrsyoqar npoq€Aypa: Gp-003 DX-Field Aclon

Cpo'rHoc yB€AoMneHn. o 66onacHocry Ha x€qax 31983 -
CcHrr6pb 2014 r.
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lloepexdeuuafi 6nor nu maHun - Heuednexuoa npeKp auleHue ucnonb3oeaHun

r Hanpnuep, xa noo6paxerun noKa3aH KoI Aarbt03140,
pacnonoxeHHbri e negoi qacrn 6noKa nwtaHtn.

Onacxocru gnr 3AopoBbt
fioape44enxsri 6nor nrlraHuc Moxer yBenIqurb pl,tct< nopan<eHtan nonb3oBareni
SneKrplqecKuM ToKoM.

,Qeicrern, Koropble AonxHbt npeAnpxHtrb 3aKa3qrK]l

Bunonrure cne4ypqee B orHoueHuh npoAyKroB, neper{ncneHHbrx B Ta6nhqe 1:

'1. flpe4ge veu nprcrynarb B npoBepKe 6nora nrraHuq, BbIKnPqUTE npu6op r,l

u3Bnerr4Te 6nor nutaxnn ro poaerxlt.

2. flocne ocMorpa xopnyca 6noxa nuraH[n Ha HeM MoxHo yBhAerb uraMn c KoAoM
Aarbr (Pr4cyHoK 1).

3. Ecnn t<lA Aarbt Ha 6noxe nhraHhr coBnaAaer c Ko.qaMn, neper{ucneHHbtMr,t Bbtue,
neo6xo4uuo xeue4nexio npeKparltrb ero ncnonb3oBaHhe, yrllnlt3rlpoBarb, 3anonHlrb
$opuy npoeepu oSSeKrnBHocru, I BepHyrb 3anonHeHHylo SopMy B perloHanbHbri
qeHTp o6cnlDmB€rxrn ga€gqurce Siemens.

4. Ecnu KoA Aarbr ta 6nore nuraHut ornnqaerci or KoAoB, nepequcneHHbtx Bbtue, Ho
Kopnyc rpecHyr ,tnx noBpexAeH nE6btM ApyruM o6pasou (Pncyror 2), Heo6xoAnMo
HeMeAneHHo npe(par[Tb ero !tcnonb3oBaHue, yrunta3xpoB€rrb, sanontllru $opuy
npoBepKu ooSeKrlBHocTll, 14 BepHyrb 3€lnonHeHHyb oopMy B pen4oHanbHbti qeHrp
o6cfl )Dro4BaHuq garag,{l,txog Siemens.

Pr,rcyxor 2, nprMep noreHqranbHoro noBper(AeHxr xopnyca

511 &n€dict Avg.
Taoto./n, Hbto-l4op( 10591
www.si€mens,co.n/db0rbslacs

GPF-OD3 -6V5.1 Bcrynrno ! cxny:2014{7-07
Cooraercr6ypqar npoqcAyps: Gp{03 Ox-nonaA6icrBu6

Cpoqroa y8cAoxn Hr,ra o 5€oflacHoc H. rcciax 3t983 -
C6Hyr6Db 2014 r.

noYrolhri Ho{.p I 444



I Cnouaxxurr xopnyc 6noxa nlranut

Ecnu eu rBnnerecb BnaAeflbqeM CLINITEK Craryc unn CLINITEK Status+, MoxHo
npoAotu(arb pabory c aHan[3aropoM c ucnonusoBa]tr,teM axrcyuynnropa. flnn nonyqeHr4e
r4HcrpyKflxfi cu. Pyxoeodcmeo onepamopa. Teu xe uenee, ct4creMbt CLINITEK Status Connect
He paoorapr or aKlyMynrropa.

Mbr npa,rHod4M l43BnHeHtF 3a HeyAo6crBa, cBn3aHHbte c AaHHoi cnryaq,|ef. Ecnn y aac
Bo3Hr4Knn xarre.nn6o Bonpocu, no)€nyicra, cBnxurecb c qeHTpou o6cnl/xueaxr4n
saxag,{11t(oa Siemens, nu6o c pernoHanbHbtM npeAcraBxreneM qeHTpa rexHt4.{ecKof
noAllepxKl4.

noxaflyicra, coxpaHure ero n[cbMo e caoeu na6oparopnoM )trypHane ta nepeHanpaBbre ero
BceM TeM, KTO MOr nony'{aTb AaHHbti npOAyKr.

CLINITEK Status, Status+ ,l CLINITEK Status Connect rMelorce roproBHM]t MapKaM!t KoMnaHu]t
Slemens Hsalthcare Diagnostics.

511 B€n€dlct Ave.
Tarytovrn, Hb|o-topx 10s91
www,si6msns.com/dtagnostica

GPF{03 -6 V5.1 Bcrynrno E cnry 2Ot4-07-07
coor!.rcr.yroqar npoqeAyp.: dp-003 Dx-noncA€icrlr.

CpoqHo6 yB€AonneH$a o 56onacHocrr 
'ta 

lracrax 31983 -

noqroBbri Ho €p '14-64
CEHrc6ph 2014 r.



noepexieHHbfi 6noK numaHut - HeuedneHHoe npeKpauleHue ucnonb3oeaHun

. FIELD CORRECTION EFFECTIVENESS CHECK

noBpeMeHHHi 6noK nnraH$i - HeMeAneHHoe npeKpalleHxe rcnonb3oBaHl'ti

AaHHag SopMa orBera npeAHa3HaqeHa Anr noATBepMeHue nonyqexl,tr cpoqHoro yBeAoMneHxt o
6eaonacHocrh HoMep 31983, ornpaBneHHoro B cexra6pe 2014 r. B orHoureHxn f'loBpeMeHHoro 6noKa
nrfraHur u HeMeAneHHoro npeteaqeHr'9 ero ucnonb3oBaHl4t. noxanyticra, npogtfiaiTe KaMbtli Bonpoc
14 orMerbre no,qxo,qqu.luri Bap[aHT oraera. Ompaaure sanonxeHHylo SopMy B KoMnaHuo Siemens
Healthcare Diagnostics no Sarcy, HoMep Koroporo yKa3aH B Hi4xHeF qacru cTpaHnqbr.

1. ff oaxaxounncn I noHnn nHcrpyrqt,tlr B CpogHoM yBeAoMneHh[
o 6e3onacHocrl4 Ha Mecrax, KoropHe npnBoArrcc B AaHHoM
nncbMe.

2. Pacnonaraere nu au xaruu-nu6o n3 ynoM9Hyrbrx npoAyrcroB B

Hacrorqee BpeMr? npeMe qeM orBeqarb, npoBepbre,
not€nyicra, ToBapHbre 3anacbt.

Ecnr gu orBerunlt Ha np[BeAeHHbri Bblue Bonpoc
nonoxnrenbHo, noxany[cra, yKaxure KonuqecrBo
6paxoaaxxoro npo4yKra B cBoei na6opatopun, a rau<e
KonltqecrBo roBapa, Koropbti Heo6xoAuMo 3aMeHlrrb.

Ol4O nuqa, 3anonHFloqeto aHKery:

AaD

Aa!

HeT tr

HeT D

OnncaHl|g npoAyKra

HoMep npoAtma no
xararpry, Horrop Slem€ns

tsltNl

KoAbt Aarbr 6ro(a
nrtaxrn

Kon{qecaBo 6pa|(oBaHHbrx
6toxoB nrIaErt, t(oropb|e

6bnx y nx3xpoaaHbl

H906lo!rMoo xonrqeclBo
TOaApa, noanexaqsro

3aMeFO

[BBeAnre liHQopMaqnp n3
ra6nrqu 1.1

,Qonxxocru:

Opranugaqta: CepxiHbrri HoMep aHanr43arooa:

TopoA: peruoH:

TeneSoH: Crpaxa:

Ilpr,rr.unnre sanonxennyo B OTAen KoMnaHltyr Cl4MeHc.

' Ecnr y Bac Bo3HnKn[ kaxne.nlt6o Bonpocbr, noxany&cra, cBrx[Tecb c perxoHanbHbrM npeAcraB[TeneM
L{eHTpa rexHuqecKoi noAAepxu Siemens.

51 1 8en€dlct Av6.
Tariown, Hb|o-ropx 1059.1
www.si6men5,co.n/diagmsuca

GPF{03 6 V5.1 Acyynxno . cJ'ny.2O114147
Coorlarcr3yroqlr npoqcAyps: cP{03 Ox-nonoAeicrsx.

CpolHod yBaAoMn.xic o 6e3oflacHocry Ha x€crar 31983 -
CcHrr6Db 201 4 r.
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