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Code Name Unit, ml

1. DCTVL D-Check 7 Low 2,0

2. DC7\ D-Cheok 7 Nomal 2,0

3. DCTVH D-check 7 Hieh 2.0

4. DC8VL D-Check 8 Low 2,0

5. DCSVtr D-Check 8 Normal 2,0

6. DC8VH D-Check 8 Hieh 2.0
,7, DCl8VL D-Check 18 Low 2.0

8. DCIS\N D-Check 18 Normsl 2.0

9. DC18VH D-Check l8 gieh 2.0

10. DCIST5L D-Check 18 Low 5.0

11. DCIST2L D-Cheok 18 Low 2.0

t2. DC18T2N D-Check l8 Nomal 2.0

DC18T2Il D-Check 18 High 2,0

14. DCI8T5N D.Check 18 Norul 5.0

15. DC18T5H D-Check 18 Hish 5,0

i6. DC3TL D-Cheok 3P Low
17. DC3TN D-Check 3P Normal 3.0

18. DC3TH D-Check 3P ltieh
19. DCCD3RTl D-Check CD3Ret 3.0

20. DCCD3RT2 D-Cheok CD3Ret 3.0

21. DCCD4KTL D-Check CD4K Low 3.0

22. DCCD4KfN D-Check CD4K Nomal 3.0

23. DCCD4KTH D-Cheok CD4K Hielt 3"0

DCCD4RTl D-Check CD4Ret 3.0

25. DCCD4RTz D-Check CD4Rct
DCA120T1 D-Check A120 Re1 r.0

OFFICE OF HEALTH AUTHORISATION AND
ADMINISTRATI\'E PROCEDURES

DEPARTMENT OF MEDICAL DEVICES

Sgbi$!: cerlificale
case number: 6007 6-00212414/otIG
Resistration No.l HlJ lCA0ll600'16l14
consullaDt: AdamEszter
Supplement:

The Depaftnodt of Medical Devices of the office of Health Authorisation and Administraiive

?rocedures according to the tuticle 7, poi{t (3) oftlc Decree No 8/2003'(lII13 ) EszCsM on "lo
vitro diagnostic miical devices" (in the-f;lowing lvD-decree) harmonizing the 98//9lBc
Directjve on In vilro dragnostic medjcal de!ices

certifies

that th€ Diag$ Ltd. (104? Budapest, Baross u 48-52.) has rotified the following IvD-devices

according to points (1) of Artiole 7 ofthe lvD-decree.

Device category (due to ISO 15225:2000): ]n vitro diagnostic medical devices

Name oflhe device(s):



21. DCA12OT2 D-Check Al20 Ret 4,0
DCAl2OT3 D-Ch€ck A120 Ret 4,0

29. DC I8PT2L D-Cheok 1S Plus Low
30. DCISPT2N D-Cleck 13 Plus Nollllai 2-5

31. DC18?T2H D-Check l8 Plus High
32. DCl SPTL D-clleck 18 ?1us Low
33. DClSPTN D-Check 18 Plus Nomral 4,0

DClBI'TH D-Check 18 Pl.s Hieh 4,0

35. DCSTL D-check SYS l-orv
36. DCSTN D-check SYS Noflnai
3',t. DCSTFI D-clEck SYS llish 4.5

DCTTL D-Chech Terh Low 3.5
39. DCfiN D-Checlr Tech Norlul 3.5
40. DCfiH D-Chech Tech Hish

DCXETL D-Check XE Low
DCXETN D-Check XE Nomal
DCXNTH D-Check XE Hish 4-5

' 44. DC4KRTL D-Check CD4KRet low 3.0

45. DC4KRTN D-Cl1eck CD4I(Ret Nomal 3.0

46. DC4KRTH D-Check CD4KRet Hish 3.0
DC5DTL D-Check C5D law 5,0

48. DC5DTN D-Check C5D Nomral 5.0
49. DC5DTH D-Check C5D Hieh 5.0
50. DCRETIVl D-Check Ret-I lV 1.5

fl. DCRETW2 D-Check Ret-I 2V l-)
DCRETIV3 D-Che€k ReFl3V 1.5

DCRETITl D-Check R€t-l lT
DCRETIT2 D-Check Ret-l 2T 3.0

55. DCRETIT3 D-Check Ret-I 3T 3.0

DCRETPl D-Check Ret P 1 4.0
57. DCRETP2 D-Cbeok Ret P 2
5ti. DCRETP3 D-Check Ret P 3 4.0

59. DSTl D-Sed-Plus level I 4.5

60. DST2 D-Sed-Plus level 2
61. DSVl D-Sed-Plus level 1 9.0

DSV2 D-Sed-Plus level 2 9.0
63. DCALCD D-Cal CD 3.0

DCALNEK D-Cal NEK 3.5

65. DCAIP D-Cal Phrg

66. DCALTECH D-CaI TECH 3.5
6't. DCXERETl D-Check )G-RET Level I 3.0
68. DCXERETz D-Cheok )GRET Level 2 3.0
69. DCXERET3 D-Cheok )G-RET l.€vel 3 3.0
'10. DCXENRBCl D-Check )G-nRBc Irvel 1 4,5
,I I, DCXENRBC2 D-Check XE-nRBC Level 2 4.5
'72. DCXENRBC3 D-Check XE-nRBC Level 3

Narre of manufacturel: Diagor Ltd.
Cooe of manufacturer: HUn 033 1050-2-41

This celtificate has been issued to the manufacturer in the plocedure launched on the request

?resenled on 19 November 2014, on the basis of documents available, ir! oldet to oertify that
notification accordins to Afiicle 7 of the M-decree has been done.
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