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Design and nranufacture of nucleic acid test kits for Donor-screcning$r nF'.#; H.q-iirta'*iy::= lli i iiiil
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sesign and manufacture of nucleic acid test kits to aid in the diagn6'3i'ii16n6,'maqgernent of
Cytomegalovirus in transplant patients and for detection of HCV, HBV, HIV-I, HIV-2 and
Chla mydia Trachomatis. ,:
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Annex IV, th#rduality sysignr
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on the basis of our examination under the requirements of CouncfF:Directive 9SJffip#$F,
was found to meet the requirements of 98l79lEC Annex IV. "t*

For and on behalf of BSI, a Notified Body for the above Directive (Notified
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Gary E SlaclE Senior Vice President Medical Devices
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I\tD0201,
IVDO2O3

cobas@ MPX Test Kit - 95 Tests
(6800/8800 Svstems) ir:iiriiri il t:

. 'i,l.
cobas@ MPX Test Kit - 480Tests
(680018800 Svstems)
cobas@ MPX Control Kit
(680018800 Svstems)
cobas@ NHP Negative Control Kit
f680018800 Svstems)

rvD0201,
IVDO?03

cobas@ TaqScreen MPX Test v2.0
(s 201 system)

[ltffi 0fi170e22acobas@ TaqScreen MPX Control Kit v2.0
(s 201 svstem)

M0201 COBAS@ AmpliPrep/COBAS@ TaqMan HIV-1
Test v2.0 (ouantitative) t See"CE 708017

rvDo201 COBAS@ Ampl iPreplCOBAS@ TaqMan HIV- 1

Test v2.0 (oualitative)
t).::.t:1,i:i:::4 liXl I ::a
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M0201 cobas@ HIV-1 Test
(6800/8800 Svstems)

tiil,si!:"lil li ,:,,::=
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M0201 cobas@ HIV-1 Test
(quantitative, 4800 System)

See CE

M0201 cobas@ HIV-1 Test
(quantitative & qualitative. 4800 Svstem) see Cfr 709e?9

rvDo203 cobas@ HBV Test
(6800/8800 Svstems)

See cE 708019
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