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DECLARATION OF CONFORMITY

Manufacturer: Research and Development Department Of Salmonella
Center IMMUNOLAB Ltd.

Poland, 80-822 Gdansk, Street: Kfadki 24

Medical device for in vitro diagnostic: Serum for slide agglutination of Salmonella

Risk qualification: in vitro diagnostic medical device, other than in vitro diagnostic medical
device from list A and list B, other than self-testing device and other than device
for performance evaluation, in accordance Annex I, list A and B of Directive
98/79/EC

We declare that Serum for slide agglutination of Salmonella is in accordance with Directive
98/79/EC of the European Parliament and of the Council on medical devices used for in vitro
diagnosis.

The conformity assessment procedure complies with Annex 1l of the Directive 98/79/EC.

The technical documentation referred to at Annex lil of the Directive 98/79/EC is located at
the manufacturer's premises and is available on request within 5 years of the end of
production.

Serum for slide agglutination assay of Salmonella has been marked with the sign:
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Annex to the Declaration of Conformity of 27.05.2020

Sera for Salmonella slide agglutination:

LIST

Polyvalent antiserum oM
Ready-to-use rabbit serum, nreserved with thimerosal
Polyvalent antiserum OMA ( groups A,B,D1,D2,E1,E4)
Ready-to-use rabbit serum, preserved with thimerosal
Polyvalent antiserum OMB ( groups C1,C2,CaF.GH)
Ready-to-use rabbit serum, sreserved with thimerosal
Polyvalent antiserum HM
Ready-to-use rabbit serum, sreserved with thimerosal
Polyvalent antiserum HE ( eh, enx, enzis)
Ready-to-use rabbit serum, nreserved with thimerosal
Polyvalent antiserum HG ( fg, fgs, gm, gmgq, gmt, gp, gy, gt, gst, 99 )
Ready-to-use rabbit serum, oreserved with thimerosal
Polyvalent antiserum HL (v, Iw, 1z13, |z28 )
Ready-to-use rabbit serum, sreserved with thimerosal
Polyvalent antiserum HZs ( z4z23, 24224 )
Ready-to-use rabbit serum, oreserved with thimerosal
Polyvalent antiserum H1 ( factors 1,2,5,6,7 )
Ready-to-use rabbit serum, oreserved with thimerosal
Polyvalent antiserum Hg,s,t
Ready-to-use rabbit serum, oreserved with thimerosal
Somatic antiserum OA ( factors 2)
-to-use rabbit serum, sreserved with thimerosal
Somatic antiserum OB ( factors 4,5)
Ready-to-use rabbit serum, sreserved with thimerosal
Somatic antiserum OC ( factors 6,7,8,20 )
Ready-to-use rabbit serum, oreserved with thimerosal
Somatic antiserum OD ( factors 9,46)
Ready-to-use rabbit serum oreserved with thimerosal
Somatic antiserum OE ( factors 3,10,15)
Ready-to-use rabbit serum sreserved with thimerosal
Somatic antiserum OE¢ ( factors 1 319)
Ready-to-use rabbit serum, sreserved with thimerosal
Somatic antiserum O G ( factors 13,22,23)
Ready-to-use rabbit serum, oreserved with thimerosal
Somatic antiserum O 2 ( group OA)
Ready-to-use rabbit serum, preserved with thimerosal
Somatic antiserum O 3 (groups OE,OE4)
Ready-to:use rabbit serum, sreserved with thimerosal
Somatic antiserum O 3,10
Ready-to-use rabbit serum, preserve
Somatic antiserum O 4
Ready-to-use rabbit serum, preserve
Somatic antiserum O 6
Ready-o-use rabbit serum, preserv
Somatic antiserum O 6,7
Ready-to-use rabbit serum, sreserved with thimerosal




Somatic antiserum O 7
Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum O 8
Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum O 8,20
Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum 0 9
| Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum 0 10
Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum O 11

Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum 0 12
Ready-to-use rabbit serum, preserved with thimerosai

Somatic antiserum O 13 ( group OG)
Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum 0 13,22
Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum 0 13,23
Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum O 14 (group OH )
Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum 0 14,24
Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum O 15
Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum O 16
Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum O 18
Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum O 19
|_Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum O 20
Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum 0 21
Ready-to-use rabbit serum. preserved with thimerosal

Somatic antiserum 0 22
Ready-to-use rabbit Serum, preserved with thimerosal

Somatic antiserum 0 23
Ready-to-use rabbit serum. preserved with thimerosal

Somatic antiserum O 28
\jceady-to-use rabbit serum, preserved with thimerosal

Somatic antiserum 0 35
Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum O 41
Ready-to-use rabbit serum, preserved with thimerosal

Somatic antiserum O 46
| Ready-to-use rabbit serum, preserved with thimerosal

Capsular antiserum Vi
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H a
Ready-to-use rabbit serum, preserved with thimerosal

LFlagellar antiserum H b
R

eady-to-use rabbit serum, preserved with thimerosal




[Flagellar antiserum H b ( concentrated )
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H ¢
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H d
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum Hd ( concentrated )
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H i
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H i ( concentrated )
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H g
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H g,m
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H g,p
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H f,g
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H m
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H p
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H f
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H q
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H s
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H t
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H u
| Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H e;h
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H e;h ( concentrated )
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H h
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H e,n,x
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H e,n,x ( concentrated )
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H n
Ready-fo-use rabbit serum, preserved with thimerosal

Flagellar antiserum H x
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H k
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H l,v
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H Lv ( concentrated )
Ready-to-use rabbit serum, preserved with thimerosal




Flagellar antiserum H v
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H |,w
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H |,w ( concentrated )
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H w
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H r
Ready-to-use rabbit serum, preserved with thimerosai

Flagellar antiserum H r ( concentrated )
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H y
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H 1,2,5
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H 2
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H 2 ( concentrated )
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H 5
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H 5 ( concentrated )
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H 6
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H 6 ( concentrated )
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H 7
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserumHz
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H z¢
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H z; ( concentrated )
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H z 10
| Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H z10 ( concentrated )
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H z 13
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H n,z 15
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H zs 223
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H z23
Ready-to-use rabbhit serum, preserved with thimerosal

Flagellar antiserum H z 24
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H z 2
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H z 2
Ready-to-use rabbit serum, preserved with thimerosal




Flagellar antiserum H z35
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H z 38
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H z 39
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H z 2
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H z 53
Ready-to-use rabbit serum, preserved with thimerosal

Flagellar antiserum H z 57
Ready-to-use rabbit serum, preserved with thimerosal
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