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NYILVANTARTASBA VETELI IGAZOLAS
CERTIFICATION ON REGISTRATION

Az Egészségligyi Nyilvantartasi és Képzési Kozpont (tovabbiakban: ENKK)
igazolja,

hogy a Diagon Kft. (1047 Budapest, Baross u. 48-52.) az in vitro diagnosztikai orvostechnikai
eszkdzokrdl sz6l6 98/79/EC eurdpai direktivat honosité 8/2003. (Ill. 13.) ESzCsM rendelet (a
tovabbiakban R.) 7. § (1) bekezdésében meghatarozott bejelentést az alabbi IVD eszkoz(6k)
vonatkozasaban megtette:

The Health Registration and Training Center (hereinafter referred to as HRTC) certifies that
the Diagon Kft. (1047 Budapest, Baross u. 48-52.) has notified the foillowing devices
according to Article 7 point 1 of the Decree No. 8/2003.(l11.13.) EszCsM on ,,In vitro diagnostic
medical devices” (in the following IVD-decree):

Az eszkoz(6k) kategodridja az 1ISO 15225:2000 szerint: IVD eszkozok.
Device category (due to ISO 15225:2000): In vitro diagnostic medical devices.

Az eszkoz(6k) neve (Name of the devices):

Sorszam Termék koéd Termék megnevezése
(Product code) (Name of the product)
1. h15101, h15111 Diaton-CT Diluent
2. h15102 Diadriplyse-CT 1l
3. h15112 Diadriplyse-CT 0,1l
4. h15122 Diadriplyse-CT 0,03l
5. h15201, h15211 Diaton-CT-T Diluent
6. h15202, h15212 Dia-Rinse-CT
7. h15203,h15213 Dialyse-CT-T
8. h15208 DiaPack ACT
9. h15221 AcT-Diluent
10. h15223 AcT-Lyse
11. h15301, h15311, Diaton-CT-Diff. Diluent
12. h15303, h15313, h15323, h15333 Dialyse-CT-Diff.
13, h15305,h15315, h15325 Dia-Eritroibysey dgadd byHeemoy
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14, h15306 DiaPack ST

15. h15307, h15317, h15327, h15337 Diaclenz

16. h15308 DiaPack ACT Diff

17. h15309, h15319,h15339 Dialyse-CT-Diff-CF

18. h15310 DiaPack ACT Diff-CF

19. h15314, h15324 Dia-Stabilyser 0.351/0,5I

20. h15316 DiaPack M

21. h15321 AcT-Diff.Diluent

22. h15323 AcT-Diff.Lyse

23. h15329 Act-Diff Lyse-CF

24, h15401, h15411 Diaton-CT-Diff-Diluent CF

25, h15412 Dialyse-3-CF

26. h15414 Dia-Ret A

27. h15415 Dia-Ret B

28. h15416 Dia-Ret kit

29. h15424 Dia-Ret-Prep A

30. h15425 Dia-Ret-Prep B

31. h15426 Dia-Ret-Prep kit

32; h20101, h20111 Diaton STE6/STES8 Diluent

33. h20102, h20112 Dialyse STE6/STES

34, h20103, h20113, h20123 Diaclair

35. h20104, h20114, h20124 Dia-Terge

36. h20201, h20211 Diaton Diff. LMG Diluent

37.  |h20202 o Dialyse Diff. LMG MINOS

38. h20205, h26215 Dia-Cieaner

39. h20215P120 Dia-Cleaner

40. h20212, h20222 Dialyse-Diff-LMG

41. h20301, h20311 Diadifton Argos-5-Diff

42. h20301P, h20311P Diadifton Argos/Pentra

43. h20302, h20312 Dialyse-Argos LMG

44, h20304, h20314 Diafix EO 5Diff

45, h20312 P, h20322P Dialyse-Argos Pentra

46. h20313/P120, h20323/P120 Dialyse-Baso 5Diff

47. h20313/P Dialyse-Baso Il

48. h20314/P120 Diafix EO 5 Diff.P120

49. h20314/P60 Diafix EO 5 Diff.P60

50. |h24352 HGB-Reag-CF lizlé D
N i

A gyarto neve (Name of manufacturer): Diagon Kft.
A gyarté kddja (Code of manufacturer): HU/10831050-2-41

A regisztraciot a gyartd azon nyilatkozata alapjén végeztiik, amely szerint az eszk6z(6k) a R.
hatalya ald tartozé in vitro diagnosztikai orvostechnikai eszk6z(6k). Az ENKK a fenti
nyilatkozatok alapjdn a regisztracios kérelemnek eleget tett annak egyidej
hangsulyozésaval, hogy nem vizsgal minden egyes bejelentést, ezért a regisztracié nem
jelenti, nem is jelentheti a bejelentésben foglaltak jévahagyésat. A jelen igazolds tehat nem
tekinthetd sem jovahagyasnak, sem hozzajarulasnak.
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The registration has been recorded based on the declaration of the manufacturer states that
the device(s) fall within the definition of ,,in vitro medical device”, and was/were classified by
the manufacturer as falling within the IVD-decree. In accepting this registration, HRTC should
make clear that HRTC does not examine each individual notification and therefore cannot
and does not necessarily endorse these determinations. Neither does this letter represent any
form of accreditation or approval by the HRTC.

A R. Osszeegyeztethetd szabalyozast tartalmaz az Eurdpai Parlament és a Tandcs in vitro
diagnosztikai orvostechnikai eszk6zokrél sz6l6 98/79/EK iranyelv rendelkezéseivel.

The IVD-Decree contains regulations compatible with the Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on in vitro diagnostic medical devices.

Jelen hatdsagi bizonyitvany kidllitasa a R. 7.§ (1)-(2) bekezdése alapjan valamint a
kozigazgatasi hatdsagi eljaras és szolgdltatas altalanos szabalyairdl sz6lé 2004. évi CXL.
térvény 82-83. § rendelkezéseire figyelemmel tortént.

This notification is based on the Article 7 point (1)-(2) of the IVD-Decree and on the Article 82-
83. § of the Act CXL of 2004 on the general rules of administrative proceedings and services.

Jelen igazolast a terméklista médositasa miatt a HU/CA01/2313/04, HU/CA01/2658/06,
HU/CA01/2803/06, HU/CA01/0352/07, HU/CA01/0353/07, HU/CA01/5837/07,
HU/CA01/0593/08, HU/CA01/4056/08, HU/CA01/4684/08, HU/CA01/5596/08,
HU/CA01/10656/09, HU/CA01/27854/10, HU/CA01/42574/10 és HU/CA01/58749/10 szamu
igazolasok helyett adtuk ki.

This Certificate has been issued instead of the Certificates Ref. Number HU/CA01/2313/04,
HU/CA01/2658/06, HU/CA01/2803/06, HU/CA01/0352/07, HU/CA01/0353/07,
HU/CA01/5837/07, HU/CA01/0593/08, HU/CA01/4056/08, HU/CA01/4684/08,
HU/CA01/5596/08, HU/CA01/10656/09, HU/CA01/27854/10, HU/CA01/42574/10 and
HU/CA01/58749/10 because of modification of the product list.

Budapest, 2015. junius 25.
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