FEDERAL SERVICE FOR SURVEILLANCE ON CONSUMERS' RIGHTS PROTECTION
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EC DECLARATION OF CONFORMITY
Directive 98/79EC of the European Parliament and of the Council of 27 " of October 1998 on In
Vitro Diagnostic Medical Devices

Federal State Institution of Science “Central Research Institute of Epidemiology™ hereby under own
responsibility declares that the products covered by the declaration conform with Essential Req uirements
listed in Annex 1 of EC Directive 98/79%/EC (IVD Directive). Supporting decumentation is retained under
the premises of the manufacturer.

The quality management system meets the requirements of the standard EN 150 13435 “Medical devices
— Quality management systems — Requirements for regulatory purposes™ and certified by mdce medical
device certification GmblH (certificate No, 4122.48.11/0, valid till 31.05.2015).

Manufacturer: Federal State Institution of Science “Central Research Institute of
Epidemiclogy™
Authorized Representative: Ecoli 5.r.0.

Studenohorska 12

841 03 Bratislava 47
Slovak Republic

Tel: +421 2 6478 9336
Fax: +421 2 6478 9040

Product Name: Annex for this D{:c'.laratmn

Deseription: Reagent kits for measures (qualitative or quantitative) the amount
of the DNA (RNA) different infectious agents or mRNA (ber-abl)
chronic myeloid leucosis in human specimens

| Classification: Article 9, paragraph 1 of EC Council Directive 98/79/EC on in
Vitro Diagnostic Devices

Other 1VDs (According to EC Declaration of Conformity List)
Conformity Assessment Route: | Annex 111 (IVDD)

G 2
Signed / B Valid from  09.02.2011

| Valid until  08.02.2012
Full name: German Shipalim

Title: Chief of Department




EC Declaration of Conformity Annex

Page 2 of 8

[ o Product
Nela Deseription Product Code- Test Size
L | “Hemolytic™ 137-CE
2. “Mucolysin™ reagent for sputum preliminary treatment 1RO-CE
3. | *RNA-medium™ 981-CE
4. | “Transport Medium for Storage and Transportation of | oo 0
Respiratory Swahs"
5. | “Transport Medium with Mucolytic Agent” 952-CE
. “*Transport medium THM-EDEM™ 1533-CE
T “AUTO-so0rb™ nucleic acid extraction kit E2-14-96-CE
g “Citolizin™ nucleic acid extraction kit K1-3-100-CE
K1-11-30-CE
" - - N K1-11-100-CE
9. DNA-sorb-AM™ nucleic acid extraction kit K1-12-50-CF
K1-12-100-CE
o : . K1-2-50-CE
“ 2 _pm
10. DMNA-sorb-B™ nucleic acid extraction kit K1-2-100-CE !
11. | “DNA-sorb-C™ nucleic acid extraction kit K1-6-50-CE '
12. | “EDEM?” reagents kit for extraction of DNA by express K2-17-100-CE
| method
" M it : K2-9-E1-50-CF
13. RIBO-prep™ nucleic acid extraction kit K 7.8-Fi- 1 00-CE
3 i P . . K2-1-Et-30-CE
14, RIBO-sorb™ nucleic acid extraction kit K7-1-F1-100-CE |
i o ooy : ; K2-2-50-CE '
15, RIBO-zol-A" nucleic acid extraction kit K7.3-100-CE !
- “ L - K2-3-50-CE |
16. RIBO-zol-B" nucleic acid extraction kit K7-3-100-CF
A z : K2-13-30-CE
"l',rl " L] ’ p
1 RIBO-zol-C” nucleic acid extraction kit K2-13-100-CE
;. i , K3-4-50-CE ’
h 18. REVERTA-L"™ RT reagents kit K3-4-100-CE |
K3-200-CE '
" " - ——— K5-300-CE
19. | “EPh™ detection agarose kit K6-200-CE
K.6-300-CE
i A SR T i V23-50-R0,2-CE
200 | “AmpliSens” Adenovirus-EPh™ PCR kit V23-50-R0.5-CE
- g B - . V19-50-R0.2-CE
21. AmpliSens A:.rrm:ffu.a.ﬁEFh PCR kit V19-50-R0.5-CE
37 “ﬁmpliSmsm Borrelia burgdorferi sensu lato-EPh™ PCR B37-50-R0.2-CE
| kit B37-50-R0.5-CE
o . B ST B35-50-R0.2-CE
23. AmpliSens” Campylobacter spp.-EPR™ PCR kit B35-50-10.5-CE
- . ® . . T F1-100-R0,2-CE
24, AmpliSens™ Candida albicans-EPh™” PCR kit F1-100-R0.5-CE
= 2 & ¥ X ; V22-50-R0,2-CE
25 AmpliSens” CCHF-EPh™ PCR kit V22-50-R0.5-CE _
“ PP ; rs - . B23-50-R0,2-CE
26. | “AmpliSens” Clostridium difficile-EPh™ PCR kit B23-50-R0.5-CE
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27. “AmpliSensu' Corpnebacterinm dipliteriae-EPQ™ PCR kit EE?EE&EEE |

28, | “AmpliSens® EBV-EPh” PCR kit ;3:}33:%3:?55

29. | “AmpliSens” Enterovirus-EPh” PCR kit V16-50-CE

30. | “AmpliSens” Flavivirus-EPh" PCR kit | Eggﬁg?&

31, | “AmpliSens” Gardnerella vaginalis-EPh” PCR kit E;::ﬁ:ﬁgj:g%

-;2. “AmpliSe ns" Hantavirus-EPh" PCR kit Egg:ggﬁgﬁjgf

33, | “AmpliSens” HAV-EPh” PCR kit ﬂjﬁgﬁg

34, | *AmpliSens” Helicobacter pylori-EPh™ PCR kit gigg:ﬁg:g:gﬁ

35, | “AmpliSens® HGV-EPh" PCR kit . 3&&3?%2

36, | “AmpliSens” HHVG-EPh” PCR kit | ﬁlgﬂﬁﬂiﬁ

37. | “AmpliSens” HPV 16/18-EPh” PCR kit f,:ﬁ :ﬁjﬁ;ﬂ;ﬁjﬁﬁ

3%, | “AmpliSens™ HPY 31/33-EPh" PCR kit 3;2:133:&3:;255

39, | “AmpliSens” HPV 35/45-EPh” PCR kil E::gggﬁgs :
V11-100-R0,2-CE i

40. | “AmpliSens® HPV 6/11-EPh™ PCR kit V11-100-R0,5-CE

_ V11-50F-CE

41, | “AmpliSens” HPY HCR genotype-EPh™ PCR kit V25-50F-CE ]

432, “Am;‘ntiﬁtns@' HPVYHCR sereen-EPh™ PCR kit 3;:::131‘1}?{1?3

43, | “AmpliSens® KRSV-EPL” PCR kit Egiﬁﬁﬁﬁég -

44, | “AmpliSens® HSV I, II-EPh” PCR kit EEZ: Egjﬁﬁﬁjgﬁ

45, | “AmpliSens” Influenza virus A/B-EPh” ELR AL Eﬁgﬁgﬁﬁﬁ

46, _ ""Am]l]iScnsm Listeria monocytogenes-EPh™ PCR kit g:iggﬁg@:g%

47. | “Am pfenf‘* MBT-EPh” PCR kit g: gjﬂjﬁgﬁﬁ

48. | “AmpliSens” Mycoplasma genitalium-EPh* PCR kit E:igﬁ:gg:?ﬁ;

49, | “AmpliSens” Mycoplasma hominis-EPh” PCR kit g;_igg_ﬁgig?

50. | “AmpliSens” Mycoplasma prewmoniae-EPh® PCR kit g:g:g&:gj:g; -
B5-100-R0,2-CE

51, | “AmpliSens”™ Neisseria ponorrhoeae-EPh” PCR kit gg;]?g$§§é?é E
B24-100-R0,5-CE




EC Declaration of Conformity Annex

Page 4 of 8

“AmpliSens” Neisseria meningitidis A, B, C-EPh” PCR | B26-50-R0,2-CE
2 i | B26-50-R0.5-CE
_53 “AmpliSens” Neisseria spp., Haemophilus spp., B25-50-R0,2-CE
| Streprocecens spp.-EPh” PCR kil B25-30-R0.5-CE
x V27-50-R0,2-CE
54. | “AmpliSens” Norovirus genotypes 1, 2-EPh” PCR kil Vv27-50-R0.5-CE
. ; . V15-50-R0,2-CE
55. | “AmpliSens” Rotavirus-EPh™ PCR kit V15-50-R0.5-CE
W A " . B11-50-Ri,2-CE
56. | “AmpliSens” Satmonetla spp.-EPh™ PCR kit B11-50-R0,5-CE
: TV29-100-R0,2-CE
“ . m "
57. | *AmpliSens” SARS-Coronavirus-EPh™ PCR kit TV29-100-R0.5-CE
R, o w . B12-50-R0,2-CE
58 “AmpliSens” Shigella spp. and EIEC-EPh™ PCR kit B12-50-R0.5-CE
. . - .  B18-50-R0,2-CE
50, “ A m ﬂltS’El’lﬁ! mr.tpfﬂfﬂffﬂj Epp.-EPIl PCR kit Bl E—jﬁ-lﬁﬂ,quE
i " ; B20-100-R0,2-CE
60. | “AmpliSens” Treponema pallidum-EPh™ PCR kit B20-100-R0,5-CE
6l "‘ﬁu.t:;ntiSm‘ns‘E‘1 Trichomonas vaginalis-EPh” PCR kit Eg::gg:%g:g:gg
. S B19-100-R02-CE
i ] - r s
62. AmpliSens™ Uparveem | Unrealyticnm-EPh™ PCR kit B19-100-R0,5-CE
| . . . B2-100-R0,2-CE
63. | “AmpliSens” Ureaplasma spp.-EPh” PCR kit | B2-100-R0.5-CE
i et ~ . q B22-50-R0.2-CE
64, | “AmpliSens” Yersinia enterocolitica-EPh™ PCR kit B27-50-R0.5-CE
65. | “AmpliSens” Yersinia psendotuberculosis-EPh" PCR kit Eig:;gﬁgﬁ:{éé
66. “AmpliSens” All-screen-FEP” PCR kit _ B45-FEP-CE
a7, "‘,.f'nmfnliSl:l'l!:‘?Jl All-screen-FRT” PCR kit ILE-IHQRG,EE}C E
; . R-V3T(RG)-CE,
G ® > 5 el
68. | “AmpliSens” ARVI1-screen-FRT™ PCR kit R-V5T(Q.DU-CE
60, “Ampliﬁen_v.‘g Bacilfus anthracis-FRT" PCE kit R-B41{RG)-CE
70. | “AmpliSens” Borrelia burgdorferi sensu lato-FEP” PCR kit EE?-F]’:F—CEI_ _
Tl “hmplisms"‘ Borrelia burgdorferi sensu lato-FRT” PCR kit | R-B37(RG)-CE
= y ; ) B10-50-R0,2-FEP-CE
72. "amm_;.bms“ Brucella spp.-FEP™ PCR kit B10-50-R0.5-FEP-CE
73. | “AmpliSens” Brucella spp.-FRT" PCR kit R-BINRG)-CE
. -F3-F(RG.iQ)-CE
74 “AmpliSens” C.albicans | C.glabrata | C.krusei- Eng {i!.'i'}- c I;:Q}
MULTIPRIME-FRT" PCR kit R-F3(RG)-CE
75. | “AmpliSens” Campylobacter spp.-FEP" PCR kit B35-FEP-CE
76, | “AmpliSens” Campylobacter spp.-FRT" PCR kit R-B35(RG,IQ)-CE
- I . . : F1-100-R0,2-FEP-CE
77. | “AmpliSens Candida albicans-FEP™ PCR kit F1-100-R0.5-FEP-CE
R-F1-F{RG.iQ)-CE
78, | “AmpliSens” Candida albicans-FRT™ PCR kit R-F1{iQ)-CE
R-F1{RG)-CE
79, | “Am ]'pli!:-]'q.luw."a Cronebacter sakazakii-FEP” PCR kit B58-FEP-CE
80. | “AmpliSens” Cronobacter sakazakil-FRT" PCR kit R-B38(RG.10Q)-CE
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R-V9-100-8(RG.iQ.Mx)-CE

[ 91 “AmpliSens” EB Voscreen/monitor-FRT™ PCR kit
52, | “AmpliSens” EHEC-FEP" PCR kit B59-FEP-CE
83. | “AmpliSens” EHEC-FRT" PCR kit R-B39WRG,iQ)-CE
; " V16-50-R0,2-FEP-CE
24, | “AmpliSens” Enterovirus-FEP” PCR kit V16-50-R0.5-FEP-CE
: R-VI6{RG)-CE
85, | “AmpliSens” Emterovirus-FRT” P(?".R kit RV ﬁ-EF L]?i]{] \-CE
86. | “AmpliSens” Escherichioses-FEP” PCR kit B62-FEP-CE i
87. | “AmpliSens” Fscherichioses-FRT™ PCR kit R-B62{RGIQ)-CE
. : | B7-100-R0,2-FEP-CE
88 | “AmpliSens” Gardierella vaginalis-FEP” PCR kit Ié.}._ lm-Rﬂﬁ-FliP CE
R-B7-F(RGLiQ)-CE
89, “Ampliﬁﬂlsf’ Gardnerella vaginalis-FRT™ PCR kit R-BT0Q-CE
R-B7(RG)-CE |
90, | “AmpliSens” HAV-FEP" PCR kit V4-FEP-CE
91, | “AmpliSens” HAV-FRT” PCR kit R-V4(RG.iQMx)-CE
92, | “AmpliSens” Heficobacter pylori-FEP? PCR kit BY-FEP-CE
3. | “AmpliSens” Helicobacter pylori-FRT" PCE kit | R-BYRG.IQ)-CE o
94, | “AmpliSens” HHV6-screen-titre-FRT™ PCR kit R-V10-T(RG,iQ Mx)-CE
95, | “AmpliSens” HPV 16/18-FEP* PCR kit V12-FEP-CE
95, | “AmpliSens” HPV 16/18-FRT" PCR kit R-VI2{RG,iQ.Mx)-CE
97. | “AmpliSens” HPV 6/11-FEP" PCR kit VII-FEP-CE ]
98, | “AmpliSens” HPY 6/11-FRT” PCR kit R-V11{RG,iQMx)-CE
99, | “AmpliSens” HPV HCR genotype-FRT"” PCR kit R-¥23(RG.iQ Mx)-CE
100. | “AmpliSens” HPF HCR screen-FEP” PCR kit Eg::iiﬁ_@%rz
; - - A R-W31-T-2x{RG,iQ.5C)-CE
B . T "
101. | “AmpliSens ™ HPV HCR sereen-titre-FRT™ PCR kit R-V31-T-4x(RGiQ.Mx)}-CE |
. ; V37-50-R0,5-FEP-CE
i - B o il EELI BT 1
102, [ *AmpliSens” ARSV-FEP" PCR kit V37-50-R0.2-FEP-CE
103, | “AmpliSens” ARSV-FRT" PCR kit R-VIN(RG)-CE
: : V8-100-R0.2-FEP-CE
” @ .
Jﬂ-*: AmpliSens™ HSV 1, II-FEP" PCR kit V8-100-R0.5-FEP-CE
R-V8-F(RG,i()-CE
105, | “AmpliSens™ HSV 1, [I-FRT” PCE kit R-V&(iQ)-CE
_ R-V8{RG)-CE '
" 2 ® . S . V3i8-100-R0,2-FEP-CE
106. | “AmpliSens” HSV-typing-FEP™ PCR kit V38-100-R0,5-FEP-CE i
: R-V38-F(RG,iQ)-CE
107. | “AmpliSens” HSV-typing-FRT" PCR kit R-V38(i()-CE
R-V38(RG}-CE
4 ; -30-ROA5-FEP-CE
108, | “AmpliSens” Fufluenza virus A/H1-swine-FEP” PCR kit E;gggﬁg;; EP-E L
R-V35(RG)-CE
109, | “AmpliSens” Mfluenza virus A/H1-swine-FRT” PCR kit | R-V55(iQ)-CE
R-V35-F(RG,1Q,Dt.5C)-CE
o . ) = . V54-50-R0,5-FEP-CE
110, | *AmpliSens ™ Tnfluenza virus A-type-FEP” PCR kit V54-50-R0.2-FEP-CE













