
:.:' . ; . 

. .. : . 

". . .. ' . . . 

I 
Notified Body No1 023 

INSTITUTE FOR TESTING AND CERTIFlCATION
1 
Inc. 

Zlin , Czech Rl;3public '" .~jlr..'tll!1.£l 

EC CE·RTIFICATE 
No. 10 0799 QSINB 

Iss lied in compliance wrth the Oimctlve 98179/EC of the ElIloplilan Parli~11ent and of the Council of 
27

1t
' Octobr~r 1908 <in in vitro diagnostic rTI.edical devicGs as amended. which is implemented by the 

Czech Governrnenr Order No. 453/2004 (Cotfection of L13Wfi) . This certifies that the product$ _ in 
vitro diagnostic medic~ t devi(;!~s according to Annex II, List A of tl1e Directive 98!79/EC 

HBsAg EIA Test Kit 

HCV Anitibody EIA Test Kit 

HIV 112/0 Antibody EIA Teflt Kit 

AeON Laboratories, Inc. 
#10'125 Mesa Rim Road, San Diego, CA 92121 ,USA 

are manufactured Llndor conditions fulfilling the quality ~,ygtern requirements of Anm~x IV, Section 
3.2. of the Dimcttve!m/79/EC 

The Notified Body No.. 1023 has performed an !.1udit of tha abovo products qualit)jsystern. The 
quality system has b!iEm assessed, approved and is subject to continuous surveillance' accotdlng 1.0 
Annex tV,Section 5, of the Directive 981'T9/EC. The detailed description of the system parts, 
requirements and measures l'ippfle'd by the manufacturer are prE:lsented In the Final Report No. 
813600108/2010, which is enclo~ed to this certiff·oate. 

This CmtiOo9to ;$ iSSU(f(j (Jmi." the foJlowfIly condltJl)tls. 

r. It IJpplitt80nly 10 fflf) quality systom main/aillud ill the manufeu:tufI.I (If (flf,) al>ov9 refereflclld models of In 
vitro diagno.';l/C mOl/ica! (!(wlces ,gnd If (/OfJ() not 8IJblttitule th" d031gH or (yp()·exam;natiOl~ proccdllfBS, 11 
req/l6,s16d. 

2. TIlt) (;l:trtl(h:8·tQ f'6maiws Vllild I1mll the ml1rllJrMtLll'ing CI)fJditlont.1 0(' tflt; qua/lly .sy~tflm aro r;h/iln.ged .but 
Iwlil the 22"" September.lOtS fJt rh9Iat(!4/. 

3. T'flf) CeltlllCfl/tJ validity Is {;ol1ditlOIll~d by positive: f'f}$UIl.1 ()f swv9111ence 8iJdil~'. 
4. After fulfffling the rO/f)valll EU /f)Uislatic)/! reqUirement!>', the maf/lJftwturer stllllJl affix IQ H8Ch fnvilfO 

diagnostIc rnedioal device, of the llbovo reftmmced models, HII'! C1.7-miuklng fbllowed byi/ho ntlm/)(Jr of 
tM Notih(ld Body oocOf'dlng to t"i,~ f)~omp/e: . 

hMIU&rJ In Zlfn, on 23ra September 2.010 

(7~ ~'V (L!L~ \JrO 
RNDr. Radomfr ;J~Jjk 

R&pr~~entutivo or the Notified Sqdy No. 1023 
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