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Quality of Medical Laboratories

Re: notillcation of IVD products according 10 the dilective 98/79

Competent Authority: BE/CAo2

I\,,lanufacturer CORIS Bioconcept,
Parc Scientmque CREALyS
Rue Jean Sonet 4
8.5032 GEMBLOUX
BELGIUM

Date of registration: 24109/2016

Tvoe of IVD: lnstruments/ reaaenls for orotessionallse
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conlact Jeroen Poels
tel.: + 32 2 642 5394
fax: r 322642 56 45
e-mail: jeroen.poels@wvrsp.b€

IVD@wiv-isp.be

IVD GMDN Registration

Adeno-Strip (C-1 002/C-1 003) 41274 BE-CAo2-001-01
Crypto-Srrip (C-1005) 30675 BE-CAr2,002-01
Combi-Strip (qn004) 34442 BE-CAo2-003-01
Rola-Strip (C-1001) 30815 BE-CA02 004-01
RsV Resp;-Skrp (C-l!06) 30814 B[-CA02-005-02
Ad.no Respi-Strip (C-1 009) 4127 4 B€-CAo2-0S3-02
Influ+ Respi-Strip (C-1010) 30813 BE-CA1t2-094-02
Ad6n0 Uni-Slrjp (C-1 502) 41274 BE-CA0?-675-0:l

!!!aE9!qry!!-stf ip {cn s1 0) 30813 Ba-cA02-676-$il
40/41 Adeng U.i-Strip (C-1503 ) 41274 3E,CA02-677-03
Crypio Uni-St.ip (C-1505 ) 30675 0E C; 'r u7u l.l
combj uni-stiip (c-1504) 3A442 BE-tAo2,670-C3
Rota Uni-Shp {C1501} 30815 BE-CAo2-680,03
RSV Uni€lrip (q-1006) 30814 a E -c A02,611 1 -i*
Adeno Respi Uni-Strip (C-1509) 41274

=7.cn.a2 EKty
BE{AffiS0157 Coli-Strip ( c-1011) 37727

0157 Coli UnLShip (C-1511) 37727

E:#ffif1$Giafd,astrip & c|ardia qli-Stt,p 1C-rOrerc-r Sr ey 36173
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RSV Positive Conkol (C-1086) 42248 BE-CAC2-33E,04
Influ A+B Resp' Strip (C-1012) 30813 6g,cA02-019..35
Influ A+B Uni-St ip (C-1512) 30813 BE-CAC?-020.05
Gaslro Vk-Strip (C-1016)
Gastro Vir Uni-Strio {C-1516)

30815
41274 BE-CAo2-016-C6

Roia-ClT (C-1201) 30815 BE CA02-257,06
Adeno-ClT (C-1m2) 38442 ga-cAo2-258-06

CombiclT (C-1204) 34442 3E,CA02-25S..06
crypto-crT (c-1205) 30675 BE-CA02-260-C6
RSV-Respi-ClT (C-1206) 30814 8!,CAo2,261.06
Adeno-Respi-ClT (91209) 34442 BE-CAo2-262,06
Influ A Respi-ClT (C-1210) 30813 BE-CA02-263.t6
01s7 Coli-ClT (C-1211) 37727 BE-CA02-264-06
Influ A & B Respi-ClT (C-1212) 30813 BE-CAo2"265.C6
Giardia-ClT (C-1213) 36173 BE-CAo2-266-06
castroVir-'""-ctT (C-121 6) 38442 EE-CA02-267..ta
Adeno 40/41 CIT (C-1203) 38442 Br,ar,r2-263 C6

Control Test Influ A & B (C-1092) 41758 BF-CAt:-C2€,'J7
Control Test Adeno 40/4'1 (C-1083) 41273 BE CAO2-O21 .r7
Cortrol 16st Giardia (C-1093) 38442 BE CAO2.A2B 

' 
I

lnfluenza A positive control (C-1090) 41754 BE-CA02-040-07
Crypto/Giardia Duo-Strip, Crypto/ciardia Unlstfip,
Crvoto/Giardia'ClT

30675
36173 a!-cAo2-c01..18

Leishmania Oligoo-Test (C-3405 (20 tests), C-3705 (10 tests)) 38442 BE-CA02-172..C8
T. cruzi Oligoc- Tost (C-3404 (20 tesls), C-3704 (10 tests)) 38442 Ba-cA02-173.08
Pylori-Strip (C-1019 (25 tests)), Pylori Unislrip (G1519 (10
si|lgle tesls)), PyJo.i'ClT (C-1219 (20 sinqle tests)) 30825 BE,CA02-i74'0B

Negative Control (CTR- ! 000) 38442 BE-CAo2-175..08
Gastf ovf Conirol Test (C-1 096) 38442 BE-CA02-237-08
Pylori Posiliv€ Control (C-1O99) 34442 BE-CA02-298..08
Legionella V-Test ('10 tosis (C-1815);20 tests(C-1915)) 306S2 BE-CA02-299 C8

RSV K-SeT (K-1506, K-1206) 49500 3€,CA02,2'16-10
Combi K-SeT (K-1 504, K-1.204) 48235 6E-CA02-2'17.10
Pylori K-SeT (K-1519, K-1219) 30825 a€,cA02-218.10
Adeno Respi K-SeT (K-1509, K-1209) 43856 BE-CA02-268-10
Influ-A KSeT (K-1510, K-1210) 49150 BE-C402-269.-10
Giardia K-SeT (K-l513, K-1213) 52249 BE-CAA2-274..10
P,aeruginosa moxQ-TosT (C-3806) 51266 BE-CA02,271.-10
Proguanil/ Malarone - Strip (C-'l0Tl ), Proguanil - Strip (C-40T1) 34442 BE aA02,O1211
PG Uni-Strip (C45T1) 38442 BE-CA02,Ii 3-11

Mefloquine / Lariam - Slrip (c.10T2). Mefloquine - Svip (C-40T2) 34442 BE-CA02-014-11
MQ uni-Stip (C-45T2) 34442 BE-CA02-015.11
Clostrjdium K-SeT (Kn220, K- 1520, 56001044, 56001056) 30714 8E-CA02-1.46-1 ',l

Gaslrovir K-SeI (K-1516, K-1216) 30815 BE-CA02,1BB-'12
C.diff-Strip (C"1020) 30714 s8,cA02,189-12
E.coli O157 Positivo Conhol (C-1091) 44023 6f cA02-190 l2
Legionella Ca.d letitest (56001036, 56001048) 30692 tst: c^,u2-1ff6
HAT Sero K-SeT (K-12S2, K-15S2) 38442 Bt1;ilM.
Inllu A+B (-SeT (K-12'12, K-1512) 30813 BEENqffil
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Her cobdcler pytori Strip letitest (56001033. 560010b t) 30825 ut-cAo2-263-.12

;FiHffiff 
pyru uaro rerr€ar (5bu0ru34, 5600.t050.

30825 BE,CA02,:64,12

++!:jt<1jr:gt l9!!:!!l!P9.1!$, 56001047) 30813 8E"CAo2-285..12

^ov 
rrnp re(resr (5buu1041, 56001045) 30814 BE-CA02-266-12

^ov 
uaro rel|rest (5r'uutu42, 56001046 56101003t 30814 BE CAO2-267 12

Lesrone a (Ju I relrresr (56001037.56001049) 30692 gE cAA2-268"12
Aoc'rovrrus 4ul41 su,p tetlest (56001027. 5600105d) 41274 BE-CA02-2n:-12

5!uvrr ornp rerfiesr (5bu{J1030. 5600.1055) 30815 SE-C,r02-270-12
u urrrc,re Ag uard telrtest (56001044. 56001056) 30714 BE-CAO2-271-12
Adeno Respiratory Strip terrrest (5600.1OmJ 41274 BE-aAO2-272-12
srdrora uaro tellest (5tioo1o32l 36173 eE CAA2-273.12
urdrurd ourp reulesr (5buu l{JJt )

Uryprcsoordium / Giardia Cornbo Strio letrtest r5600lo?q\
36173 Bf,cA!2-274-12
30675 SE Cl\r2-2,t-12

uryprospofl otum smp tetrlest {56001028) 30675 Br-a AD2-?7 6-12
Aoeno rresprrarory uard tgtitesi (56001025) 41274 BE CA02 109,.13

^uEvrus/Aoenovtrus uombo strip tetitest (5600103a\ 41274 BE.CA02-t t0 t3ujt9:I9yllg*:m!s 99rd I etitest (s6001 03e ) 41274 BE-CAA2-a 11-13
^a'avrus nrnp relrest (5ooo1o40) 30815 BE-CA02,112-t 3
nruela ArD uarc toulest t5tioo1052. 56101002) 30813 BE-CA02-434..13

Adeno 40 Positive qontrol (C-10S4- 41273 BF-CAo2-43$-13
prrep-A reulesl (5buo1063) 30710 8E-aA02-150-1,1
ruep-A KgspF$tnp (u-1022) 30710 BE-CA02,'133-14
Leg onela ,\ne | (K-1215. K_1515)
OXA-48 K-SeT (K-15R1t

30692 aF-cA02-200,1.{
33359 BE-CA02-00.1-15

o I KEi-A HOStIlVe UOnVot (P_1022\ 30710 8E-4A02-002- 15
6P-A earo relregl (5b1u10u1) 30710 BE-'AC2-054,15v6-{o edro renrcsr (cbuu1ub5)

Ilq/(sdr (K-15R4 

-

33359 R|:-CA02-19!i"15

33359 Be-cAt2-200,i5
^rv ^-De 

I tenlest (5b(.r01ooti)

NDM K-seT (K-15R6)
33359 6E-CA02-i]15-] 5

61275 DE-CAO2-JOJ- I6
ror-o u.u,^. A:set {K-lcK4) 6127 5 BE-C402-304,1ti

Fcorsr -J u.K.N. X-t'e I (K_15R5) 61275 BE,CAo2-305-15

Jeroen Poels
IVD Conpetenl Authority
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This noiification conlains 3 pagos and reptaces the cortificate issued 17105/2016.
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