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Declaration of Conformity

NovaTec Immundiagnostica GmbH
Waldstralie 23 A6, 63128 Dietzenbach, Germany

herewith declare under our own responsibility, that the products listed
below are in accordance with the requirements of the 1VD Directive
98/79/EC of the European Parfiament and Council of Oct. 27,1998 in
regard to in vitro diagnhostic medical devices (IVDs).

The accordance was shown by conformity assessment procedures in
Annex ill (2 - 5), resp. Annex IV.3.

Dietzenbach, 2017-10-23 .
\\ N i
DF. Claudia Rezmer
Management Representative

The conformity of the above mentioned product is checked at least every 3 years.
This is documented by rechecking and signing the general requirements.

Prod. No. Name and_Description
1. ADVAGO10 Adenovirus IgA
2 ADVGO0010 Adenovirus 1gG
3 ADVMO010 Adenovirus IgM
4. ASCG0020 Ascaris lumbricoides IgG
5, ASPG0680 Aspergillus fumigatus IgG
6 ASPMO680 Aspergillus fumigatus IgM
7 BOPAOO30 Bordetelia pertussis IgA
8 BOPG0030 Bordetella pertussis 1gG
9. BOPM0030 Bordetella pertussis IgM
10. BPTAQ610 Bordetella pertussis toxin (PT) IgA
11. BPTGQ610 Bordetella pertussis toxin (PT) 1gG
12. BORGO040 Borrefia burgdorferi 1gG
13. BORMO0040 Borrelia burgdarferi Igt
14. BRUG(050 Brucella 1gG
15. BRUMQ050 Brucella 1gM
16. CANAO00B0 Candida albicans IgA
17. CANG0060 Candida albicans 1gG
18. CANMO060 Candida albicans IgM
19. CHAGO0560 Chagas (Trypanesoma cruzi) IgG
20. TRYPQ570 Chagas
21, CHIG0590 Chikungunya 1gG capture
22. CHIMO590 Chikungunya IgM p-capture
23. CHLAOQ70 Chlamydia trachomatis IgA
24, CHLGO0070 Chlamydia trachomatis 1gG
25. CHLMO0070 Chlamydia trachomatis 1gM
26. CHLA0510 Chlamydia pneumoniae 1gA
27. CHLGO05190 Chlamydia pneumoniae 1gG
28. CHLMOQ510 Chlamydia pneumoniae IgM
29, CMVG0110 Cytomegaiovirus (CMV) IgG
30. ACMV7110 Avidity Cytomegalovirus (CMV) IgG
31. CMVMO0110 Cytomegalovirus (CMV} IgM
32. CORG0090 Corynebacterium diphtheriae toxin igG
33. - CORG5008 - Corynebacterium diphtheriae toxin-5S-19G
34. PCORG009 Cerynebacterium diphtheriae texin 58 IgG plus
35. COX1G0600 Coxiella burnetii (Q-Fever) Phase 1 1gG
36. COX2G0600 Coxiella burnetii (Q-Fever) Phase 2 IgG
37. COX2MQ0600 Coxiella burnetii (Q-Fever) Phase 2 IgM
38. DENG0120 Dengue Virus igG
38, DENMQ120 Derigue Virus Igh
40. DVMO0460 Dengue Virus [gM p-capture
41. ECHG0130 Echinococcus 19gG
42, ENTGO0140 Entamoeba histolytica 1gG
43. EBVAD150 Epstein-Barr Virus (VCA) IgA
44, EBVG(0150 Epstein-Barr Virus (VCA) IgG
45, AEBV7150 Avidity Epstein-Barr Virus (VCA) 1gG
48. EBVMO0150 Epstein-Barr Virus (VCA) IgM
47. EBVG0580 Epstein-Barr Virus (EBNA) IgG
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48. FiLO760

49, GIAD0160S
50. HANGO670
51. HANMO06B70
52. HELAD220
53. PHELAD22
54. HELG0220
55. PHELGQ22
56. HSVGG250
57. HSVMO0250
58. H8V1G0500
58. HSVTMO0500
60. HSV2G0540
61. HSV2M0540
62, INFAO290
63. INFG9290
64. INFM0280
65. INFAQ300
66. INFGO0300
87. INFM0300
68. LEGG0650
69, LEGMO0650
70. LEIG0310
1. LEPG0660
72. LEPMOGE60
73. LEIG0310
74. MALO0620
75. MEAGQ330
78. AEA7330
77. MEAMG330
78. MUMG0340
79. MUMMO340
80. MYCAO0350
81. MYCGO0350
82. MYCMO0350
83. PAIA0360
84, PAIG03860
85. PARGO0370
86. PARMO370
87. RSVA0380
88. RS8VG0380
89. RSVMO0380
90. RUBG0400
91, ARUB7400
92. RUBMO0400
93. SCHGO0410
94 SCHM0410
95. STRO0690
96, TAEG0420
97. TETG0430
98. TETGS5043

Filariasis

Giardia lamblia antigen

Hantavirus 1gG

Hantavirus IgM

Helicobacter pylori 1gA

Heficobacter pylori IgA plus
Helicobacter pylori IgG

Helicobacter pylori igG plus

Herpes simplex Virus 142 (HSV) 19G
Herpes simplex Virus 142 (HSV) IgM
Herpes simples Virus 1 (HSV 1) 19G
Herpes simplex Virus 1 (HSV 1) JgM
Herpes simplex Virus 2 (HSV 2) IgG
Herpes simplex Virus 2 (HSV 2) IgM
Influenza Virus A IgA

Influenza Virus A IgG

influenza Virus A IgM

influenza Virus B lgA

Influenza Virus B 1gG

Influenza Virus B 1gM

Legionella pneumnophita IgG
Legionelfla pneumophiia igM
Leishmartia infantum lgG

Leptospira 1gG

Leptospira igM

Leishmania infantum igG

Malaria

Measles Virus I1gG

Avidity Measles Virus IgG

Measles Virus IgM

Mumps Virus 1gG

Mumps Virus g

Mycoplasma pneumoniae IgA
Mycoplasma pneumoniae 1gG
Mycoplasma pneumonize IgM
Parainfluenza Virus 1,2,3 IgA
Parainfluenza Virus 1,2,3 IgG
Parvovirus B19 1gG

Parvovirus B19 IgM

Respiratory Syncytial Virus 1gA
Respiratory syncytial Virus igG
Respiratory syncytial Virus IgM
Rubella Virus [gG

Avidity Rubella Virus IgG

Rubela Virus IgM p-capture
Schistosoma mansoni 1gG
Schistosoma mansoni IgM
Strongyloides

Taenia saolium 1gG

Clostridium tetani toxin IgG
Clostridium tetani toxin 5S 19G
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PTETG043
TICG0440

TICM0O440

PTICGO44
TOCG0450
TOXAO0460
TOXG0460
ATOX7480
TOXM0460
TRIG0480
VZVA0490
VZVG0490
VZVM0490
ZVG0790
ZVMO790
ATG1010
ATPO1020
TSH1030
RFM3010
DNOV0O1
DNOV002
DNOV003
DNOVO004
DNOV005
DNOVG06
DNOVO007
DNOVO008s
DNOV009
DNOV010
DNOVO11
DNOV012
DSNOV20
DSNOV21
DSNOV22
DSNOVz24
DENOV25
DSNOV26
DSNOVv27
DNOVO030
DNOV031
DNOV032
DNOV033
DNOV(034
DNOV051
DNOV(052
DNOVO053
DNOV054
DNOV057
DNOV060
DNOVO061
DNOV062

Clostridium tetani toxin 58 1gG pius
TBE/ FSME 1gG

TEC/CQRC LA
TRE/ EovIE (gl

TBE/ FSME IgG plus
Toxocara canis 1gG
Toxoplasma gondii 1gA
Toxoplasma gondii 1gG
Avidity Toxoplasma gondii IgG
Toxoplasma gondii 1gM p-capture
Trichinella spiralis 19G
Varicella-Zoster Virus (VZV) IgA
Varicella-Zoster Virus (VZV) 1gG
Varicella-Zoster Virus (VZV) IgM
Zika Virus IgG capture
Zika Virus igM p-capture
Anti-TG

Anti-TPO
TSH

Rheumatoid Factor IgM
Cortisol
Testosterone

17 beta-Estradiol

17-OH Progesterone

DHEA-S

Progesterone

Free Estriol
Androstenedione

Free Testosterone

Urinary Cortisol

Total Estriol
Aldosterone

Cortisol Saliva
Testosterone Saliva

17 beta-Estradiol Saliva
DHEA-S Saliva

Progesterone Saliva

Estriol Saliva
Androstenedione Saliv

LH

FSH

Prolactin

AFP

beta-HCG

Free T3

Free T4

Total T3

Total T4

Thyroglobulin

CEA

CA 125

CA 15-3
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