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Declaration

Mannheim, July lg,ZOl3

Roche piqgnostics GmbH
i.v.

Dear Sir / Madam,

we'-Roche Diagnostics GmbH, Maonheim, Federal Republic of Germany herewith confirm that theproducts which are placed on the market in the sense of nirectiv e9sfi9lfrEc in the EEA and whichbear the cE-mark comply with this mentioned. directive. This statement is true for the followingproducts:

r clinicalchemistry (Hitachiinstruments, Hitachi.system reagents, HitachiHlA reagents, Integrainstrum ents, lntegra sysJgr reas ents, rlt. gq I rA r""s ;;t",-l,ilifi h['ffi XH nu ro*" r", co basG000, cobas c s01 and s02 sysGm, c'ouast 6ol il;d;;ystem reagents)' lmmunodiagnostics (Gobas iore instruments and reagents, Erecsys iistruments and reagents, cobas6000' cobas 8000 cobas e 601 and 602 system, rou"i 
" 

icil and 602 system reagents)r urinanalysis (Miditron, urisys 1 i 00 and 
"ibas 

u41 1 instrumenrs and strips)o Bloodgas analysis (s190: cobas b 121,cobas b 2z1,cooas u. 128 analyzer and system reagents)I Near-Patient Testing (Primary care, Hospital Poc, bo"lri"iion monitoring, consumer products, cobas101 analyzerand reagents) 
-
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