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SIEMENS
Gpounoe yBeAoMneHHe o
6esonacHocru Ha Mecrax
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Hxrerpuposaxxsre 6roxnut,rqecxle aHanr3aropur Dilnension@
Pearexrxsri KaprpuA)r( Hemoglobin Alc (HBIC) Flexo(DF105A, SMN 1O/tS3822)
fl onoxnrensmoe orxnoHeHlte

B cootgercraun c uMenu{eficc y xac rn$opmaqnei, eaua na6oparopxr Morna nonyqarb
cneAybulnf npoAyfi:

Ta6nxqa l. Dimension@ Hemoglobin Alc

Tecr Houep no
KaTanory

Houep
MaTepxana

Siemens (SMN)
HoMepa noroB

Dimensiono HBlc 0F105A 10483822

GA4266 8A4273 B44280

B,44287 GA430'l GA43'15

GA4343 GA4350

GA4357 G45013 GA5020

flpxqxHa BHeceHrr rrmenexui Ha Mecrax
KoMnaHut Siemens Healthcare Diagnostics BHocr4T 143MeHeHrF Ha Mecrax B orHoureHhu noroB
peareHrHbrx Kaprpr4,qxefi Dimensiono HBl C Flexo, nepeqracreHHbtx a Ta6nyrqe 1.

Siemens noArsepArna, qro norbt pearexTHbtx Kaprpr4Axei Dimensiono HB1 C Flexo,
nepequcneHHbre a Ta6nuqe 1, gemoxcrprpynr nonox!4TenbHo oftnoHeHue, Koropoe B
cpeAHeM cocraBnRer 0.4 % [4.4 MMonb/Monb] eAxHt4q Feuono6nna A1c, h, BpeMF or
BpeMeHH, go 1.0o/o [11 uuonu/uons] eAxHull HbAlc 4nn o6pa:qoe naqlreHroB, ecfl!4
cpaBHrBarb nonyqeHHbte pe3ynbrarbt c pe3ynbTaTaM14 HaqnoHanbHof nporpaMMbl
craHAaprn3aqul4 rnhKupoBaHHoro reMornoohHa (NGSP). O6pa3qbt KK Tao(e Moryr
AeMoHcrpt4poBaru nogo6xoe or(noHeHt4e.

3ro otrnoxetue nplrBeno KToMy, r{To a Konnernp aMept4KaHcKr,tx naronoroB (CAP) nocrynr4rh
xano6ur B orxolleHr!t c6oea npn npoBeAeHllt4 uccneAoBaHni.

B gaeucutrrocTl oT npeAelbHbtx 3HaqeHt4i KoHTponc xaqecTBa era npo6nema uoxer
ocraBarbcf, He3aMeqeHHori.

B xacronqee BpeMi npoaoAr/rrcn paccneAoBaHue nepBonpuqnHu eroi npo6neuur.

Onacxocrg Ang 3AopoBbs

Sbmena Healthcare Dlagnoaticg lnc. gc! npesa raurrureHbr. crpar$qa r n3 4

p.o. Bo,( 6101 uFsN_ 1+60 cet{rr6ob 2014 r.
Nowark, OE 19714-6101
www,siom€ns.com/dlagnoslics



llonoxnrenuuoe orKnoHeHhe recra Dimension@ Hemoglobin Al c (HB1 C)

Ieqenue 6onuxurx c rhneprnuKeMnei gaencrtr or MoHt4roptaHra A!4erbt, 06pa3qa )Ku3Hyl,
KoHqeHrpaqnfr ffrloKo3br, HbA1c, a rapre or no46opa neqeBnn ArF rnu(eMuqec(oro KoHrponr.

llonoxnrenuxoe orKnoHeHlre eArar" ar.l HbAl c Ao 1 .0 % [11 runaonu/uonu] rrroxel 6urru orHeceHo
K KnhHu'1ecK[ 3HaquMoMy np]4 cyqecrBeHHbrx ypoBHFX HbAlc vr Moxer np]1Bec 4 K r,!3MeHeHa4lo
xoAy neqeHt4e rhneprnuKeMhh. Ll3MeHeHxe xoAa neqeHnn rnneprnuKeMhn Moxer yBenr4\.thrb
prtcK Bo3H!tKHoBeHuf, runornuKeMun, nponBnFtolueftcc Bo3H14KHoBeHueM cuMnroMoB t4lnnu
nepcoHafl bHoro MoHt4ToprHra rnoKo3bt.

Siemens xe peroMeHAyer nepecMarp14Barb 06ulue na6oparopHbte ,qaHHbte E orHouJeHhh
peaynbraroB, nonyqeHHbrx paHee c rcnonb3oaaHheM 3Thx noroB. Kounaxun Siemens
npeAocraBnFer onquoHanbHyto uHQopMaqt4|o Ann apauefi c !4HcrpyKqusMh no npoBeAeH,|lo
noBTopHbrx recroB (cM. nncbMo B npnnoxeHnh).

Aeicreun, Koropbte AonxHbt npe,qnpu]trrb 3aKa3{l,tKr,l

. npeKparure ,rcnonb3oBaHue u yrrnr,ranpyfire norbt, npugeAeHnue e Ta6nnqe 1.

o floxanyicra, noKaxr4Te oro nncbMo rnaaHoMy epavy. flnn Bauieto yAo6crBa KAaHHoMy
coo6qexun npxnoxeHo utnQoprrlaqnoxxoe nucbMo Anf, Bpaqefi. C ort4M nncbMoM
AonxeH o3HaKoMhrbcn rnaBapaq. Ecnu eH peutltre pacnpocrpaHt4Tb xHSopMaq!4oHHoe
nIcbMo cpqAI Bpaqei, 3aKa3btBaBult4x recrbt HbAlc c ]4cnonb3oBaHreM 6paxoaaxxurx
noToB, ero cneAyer aAanrhpoBarb (cni|. asr4enetxuri u no4vepxnyrbli reKcr B nhcbMe
AnF Bpaqefi) x aaulei na6oparopnu.

o Siemens 6ecnnarHo 3aMeHur Bce He[cnonb3oBaHHble 3anacbt ucnopqeHHbtx noroa.
floxanyicra, yKaxnre npoAytfi, roropuri xeo6xognuo 3aMeHurb, B OopMe npoBepKn
g(pQerruBHocru ncnpaenenui Ha Mecrax.

floxanyficra, 3anonHnre Qopnay a nprnoxeHhlt 14 ornpaBbre ee no SaKcy npeAcraBhrenp
pernoHanbHoi cnln(6bt rexHuqecKoi noAAepxxr4 Siemens.

lloNanyicra, coxpaHnre oro n]4cbMe B cBoeM na6oparopHoM )trypHane !4 nepeHanpaBbre ero
BceM TeM, KTo Mor nony'{aTb AaHHbtf npoAyKr.

Mbt np[Hocr4M ]43BnHeHnq 3a HeyAo6crBa, cBF3aHHbte c AaHHoi crryaqtaei. Ecnlr y aac
Bo3HuKnn rarne-nu6o Bonpocbt, noxanyicra, cBnx!4recb c qeHTpoM o6cnyxheaHhq
3axa3qu(oB - qeHTpoM TexHnqecKux peuJeHlrf Siemens, ru6o c perroHanbHbtM
npeAcraBhreneM qeHTpa rexHt4'{ecxoi no44epxxu.

Dimensiono n Flex@ ssnnnrcs roproBbrMl,r MapKaMu (oMnaglt]r siemens Healthcare Daagnostics.

Siemens.Healthcare Diagnostica Inc. Bc€ npa6a saqrqeRbr.

P.O. Bor 6101
N.wark, DE l97ta-6101
wrrw.siemens.conrdtegnostics
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flonoxurensxoe orkroHeHne recra Dimensiono Hemoglobin Al c (HBI C)

NPOB EPKA SOOE KT 14 BHOCT14

l,'lHTerpupoBaHBsre 6uoxuuuqecKtte aHanrt3aropsr Dimension@
Pearerrturi KaprpxA)r{ Hemoglobin Alc (HBIC) Flexo (DF105A, SMN 10483822)

fl onoxlrTenbHoe orxfl oHeHre

AaHHaq SopMa orBera npeAHa3HaqeHa Ang noATBepXAeHxB nonyqeHt.lg Cpovxoro ysegounerun o
6e3onacHocrt4 Ha Mecrax, ornpaBreHHoro KoMnaHrei Siemens Healthcare Diaqnostics B ceHB6oe 2014
roAa B orHoueHun nonoxxrenbHoro orKnoHeHue recra Dimension@ HBlC (DFiO5A) lloxaryficra,
npo'{fiTaiTe Bonpocbr }r orMerbre noAxoAf,t4lte BapxaHTbt oreera. Ornpaaute ganonHeHHylo SopMy no
(paKcy B t(oMnaHxlo Siemens Healthcare Diagnostics no Hoirepy, yKa3aHHoMy B HlixHef qacr!4 crpaH,,r.lbr.

1. I osnaroiilnncr h noHf,n nHcrpyKqr4r4 B CpoqHoM yBeAoMneHhn o Aa ! Her
6e3onacnocru Ha Mecrax, Koropbte npuBoAsrce B AaHHoM nncbMe.

2. Pacnonaraere rn Bbr xaxuu-nu6o 13 ynoMnHyrbtx npoAyKroB B Aa !
HacroFu{ee epeme? Flpex4e qeM orBeqarb, npoBepbre,

. noxanyhcra, ToBapHbte 3anacbt.

Ecnu eu orBernn[ xa npnee4exxurfi 8bl.!e Bonpoc nonoxurenbHo,
noxanylcra, 3anonH[Te ra6nuqy Hnxe, e roropoi cneAyer
yxaearu 6paxoeaHHblfi nor (crr,r. Ta6nraqy 1), a rapKe (onuqecrBo
roBapa B Bauiefi na6oparop!4r4 u npoAyKLl4lo, Koropyr) Heo6xo,quMo
3aMeH&rTb.

Her !

Onucaxne npoAyKTa

Houeo nora HbAlc
Vrnnueupoaaxloe

KONTqECTBO

6paxoaaxxoro
npoAyKra B

TOBapHbtx 3anacax

Kofl14,{ecrBo roBapa,
noMexau{ero

3aMeHe

Siemens Healthca.e Diagnostlcs Inc. Bce npala 3auruureHbr.

P.O. Aor 6lol
N.wark, DE l9?l+6101
www.stamanr.comldtagnos0c!
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flonoxntenlnoe orKnoHeHhe recra Dimensiono Hemoglobin Al c (HB1C)

noxany[cra, ornpaBbre 3anonHeHHy|o QopMy no SaKcy perxoHanbHoMy npeAcraBnrenlo orAena
TexHuqecKoi noAAepxKx Siemens. Ecn!t y Bac Bo3HIKnu raxue-nn6o aonpocbt, noxanyicra, cBgxrrecb
c per[oHanbHbrM npeAcraBnreneM qelrpa rexnnqecxoi noAAepxKr4 Siemens.

Siemons Hoalthcaro Diagnosiics Inc. Bce npaBa 3aulr,rqeHbr. croarrua 4 ||3 4

P.O. Bor 6101
N.w.rr, DE r'7rir-Gr.r uFstt - t'60 c.xrn6pb 20t:t r.
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