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CE-Dichiarazione di Conformita

Secondo la normativa 98/79/CE relativa alla Diagnostica In-vitro, Appendice I

Produttore:

Tipologia di prodotto:

nal-von minden GmbH, Carl-Zeiss Str.12, 47445 Moers

vari prodotti

Con la presente dichiariamo sotto la nostra completa responsabilita che, tutti i lotti del
prodotto di diagnostica in-vitro menzionato sopra, sono conformi ai Requisiti
Fondamentali dell’Appendice | della normativa 98/79/CE del Parlamento Europeo e del
Consiglio del 27 Ottobre 1998 in materia di prodotti medici di diagnostica In-Vitro. Il
prodotto & adatto all utilizzo secondo le norme vigenti (solo in ambiti competenti).

Sono applicati tutti gli standard e le linee guida rilevanti..

141000 NADAL® EARLY hCG Pregnancy 152003 NADAL® hCG Pregnancy Test 20
dipstick mlU/ml cassette S/P/W
141002 NADAL® hCG Pregnancy Test 25 153002 NADAL® hCG Pregnancy TEST
mlU/ml dipstick 10 mlU/ml = Urin/Serum
141006 hCG negative control 153003 NADAL® hCG 25 mlU/mIn
142000 NADAL® EARLY hCG 10 mIU/ml Dipstick
cassette 164001 NADAL® hLH Ovulation 30
142002 NADAL® hCG Pregnancy mlU/ml Midstream
Cassette Test 25 mIU/ml 165001 NADAL® hLH Ovulation 30
143003 NADAL® hCG Pregnancy Tests mlU/ml dipstick
10 mlU/ml dipstick 166001 NADAL® hLH Ovulation 30
143004 NADAL® hCG t 25 mIU/ml mlU/ml cassette
dipstick 172001 NADAL® FSH cassette
144001 NADAL® hCG Pregnancy Test, 194002 NADAL® pH-Test
Midstream 20 mlU/ml cassette 201001 NADAL® Syphilis dipstick
144002 NA_‘DAL® hCGZO(_)O _ITEST 202001 NADAL® Syphilis cassette
Midstream — Urin (3 10) 221001A | NADAL® Strep A dipstick
151002 NADAL® hCG Pregnancy
222001A NADAL® Strep A cassette
151003 NADAL® hCG Test 10mIU/ml
. - 222006 NADAL® Strep A Comfort
Urin/Serum Dipstick it
152000 NADAL® hCG Pregnancy 10 cassette
222009 Strep A positive control
mlU/ml cassette -
152002 NADAL® hCG Pregnancy 25 222010 Strep A negative control
232001 NADAL® Strep B cassette

mlU/ml cassette
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241005N- NADAL® Influenza A+B dipstick 322003N- NADAL® Tuberkulose IgG/IgM
10 30 cassette
241006 NADAL® Influenza A+B dipstick 331001 NADAL® Mikroalbumin Dipstick
241011 NADAL® Influenza A+B dipstick 351003 NADAL® D-Dimer cassette
242001 NADAL® Influenza A+B cassette 374018 glLabs aPTT-INR Control
252001 NADAL® Mononukleose 431000 NADAL® PROM Test Dipstick
cassette 431001N- NADAL® PROM Test Dipstick
252002 NADAL® Mononukleose 03
dipstick 431001N- | NADAL® PROM Test Dipstick
262001 NADAL® H.Pylori Antikorper 10
cassette 431001N- | NADAL® PROM Test Dipstick
262002 NADAL® H.Pylori Antigen 20
cassette 431003 NADAL® PROM Test Dipstick
262006 NADAL® H. pylori Antigen 452015N- NADAL® 4th Gen HIV Ag/Ab
control (3ml) 25 cassette
262008 H. pylori Antigen Positive 472001N- NADAL® Malaria Pf Ag test
control — Pylorigen 25 cassette
262013 H. pylori Positive Control 472003N- NADAL® Malaria 4 species
262014 H. pylori Negative Control 25 cassette
272001 NADAL® FOB cassette 472030N- NADAL® Malaria Pf/Pan Ag
272011 NADAL® Hb/Hp cassette 25 4Species cassette
272012 FOB Positive Control 481013 Adenovirus Positive Control
272013 FOB Negative Control 481015 NADAL® Rota-Adenovirus
272015 NADAL® Hb/Hp Complex cassette :
cassette 481016 NADAL® Adenovirus cassette
272016 NADAL® FOB plus cassette 481017 NADAL® Rotavirus cassette
282000 NADAL® Troponin | cassette 481019 NADAL® Rota-Adenovirus-Test —
282001 NADAL® Troponin | cassette Feces cassette
282003 NADAL® Trop I CK-MB, 481020 Adenovirus Positive Control
Myoglobin Combi- cassette 481021 Rotavirus Positive Control
282035 Troponin | positive control 491000N- NADAL® RSV plus Dipstick
282037 Troponin | negative control 10 —
- 491003N- NADAL® RSV Dipstick
292001 NADAL® Myoglobin cassette 25
302001 NADAL® CK-MB cassette 491005 NADAL® RSV cassette
311001 NADAL® CrP Dipstick 491006 RSV Positive Control
312001 NADAL® CrP cassette 491009 NADAL® RSV-Adeno Resp
312002 NADAL® high sensitive CrP cassette
Cassette 491012 Negative Control RSV
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495001 NADAL® MRSA Screen Latex- Antigen test
Agglutinationstest 562003 NADAL® BCA/HB inkl.
501005 NADAL® E.coli 0157 Positive 572004N- NADAL® Streptococcus
Control (a 1) 10 pneumoniae cassette
501012 NADAL® EHEC Verotoxin 1-2, positive control
feces - cassette @ 10 580004 NADAL® TSH Test cassette
511004 NADAL® Cryptosporidien 582004 NADAL® Clostridium Difficile
cassette GDH
511005 NADAL® Cryptosporidium 582005 Clostridium difficile Toxin A+ B
Positive Control (a 1) Positive control
511006 NADAL® CRYPTOSPORIDIEN — 582007 Clostridium difficile GDH
TEST Positive Control
521008 NADAL® Giardia Positive Control 582008 NADAL® Clostridium Difficile
(al) Toxins A&B cassette
PP
521009 NADAL® Giardia cassette 582009 NADAL® Clostridium perfringens
521010 NADAL® Giardia-Crypto-Combo Ag- cassette
cassette 600002N- NADAL® Rheumatoid Factor test
532001N- NADAL® Dengue cassette 30 cassette
25 600001 NADAL® Rheumafaktoren
532002N- | NADAL® Dengue cassette Dipstick
25 611003N- NADAL® Gonorrho cassette
532003N- NADAL® Dengue cassette 10
25 611006 Gonorrhea positive control
532004N- NADAL® Dengue cassette 612001N- NADAL® CCA (Bilharzia)
25 25 cassette
532011 NADAL® Dengue 1gG/IgM 622000 NADAL® HAV-test Hepatitis A
Cassette IgM cassette
532011N- | NADAL® Dengue IgG/IgM 622001N- | NADAL® HAV IgM test cassette
25 cassette 30
542001N- NADAL® Tetanus cassette 622040N- HEV-TEST Hepatitis E IgM
25 30 cassette
542005 NADAL® Tetanus cassette 652001N-30 NADAL® Chagas cassette
552005 NADAL® Legionella Urin 66200IN- | NADAL® Leishmania cassette
Antigen cassette 30
552006 NADAL® Legionella Urin 67200IN- | NADAL® Filariasis cassette
Antigen cassette 30
552012 Generic Negative Control 682001N- | NADAL® Chikungunya Cassette
552015 Legionella positive control 30
552020 NADAL® Legionella Urine 682002N2 | NADAL® Chikungunya Cassette
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0 900004N- NADAL® h-FABP Cassette
692001N- NADAL® Typhus Cassette 10
30 920001 NADAL® Norovirus Cassette
®
692001 | NADAL® Typhus Cassette 920002 | NADAL® Norovirus I+ 1l Cassette
702001N- NADAL® Leptospira Cassette
30 41010-L Reactif G Dipstick
®
712001 | NADAL® AFP Cassette 41020-L | Reactif GP Dipstick
722003 NADAL@ CEA. Casjc,ette 41021-M Reactif 2 Dipstick
790001 NADAL® Celiac Disease tTG 41022-L Reactif 2B Dipstick
Cassette 030-L R if 3 Dipstick
790002 NADAL® Celiac Disease tTG & 41030- eactif 3 Dipstic
Gliadine Cassette 41040-L Reactif 4 Dipstick
795002 NADAL® ASO Latex 41050-L Reactif 5B Dipstick
41080-L Reactif 85G Dipstick
®
735003 NADAL® ASO Latex 41101-L | Reactif 10SL Dipstick
795005 NADAL® CRP Latex 411101-L Reactif 11M Dipstick
795006 NADAL® CRP Latex 41130-S Reactif 13 Dipstick
795008 NADAL® RF Latex 42100-A Ratisbonne 10 M
20 cassette
795011 NADAL® RPR Lat
Bhaies 1120001 | NADAL®Candida Albicans
795015 NADAL® VDRL (Cassette & 20)
795016 NADAL® VDRL 1120003N- | NADAL®Candida Albicans
795017 NADAL® Waaler Rose Latex 20 (Cassette & 20)
795018 NADAL® Waaler Rose Latex 1130001 NADAL® HSV 1 und 2 Herpes-
795024 NADAL® IM Latex Simplex-Virus (TK a20)07
795027 NADAL® TPHA 1200001 NADAL® Lactoferrin — Test —
795028 NADAL® TPHA o Feces (gasse“]‘f a10)
795030 NADAL® Rose Bengale 1 NADAL L‘acto errin Positiv
795043 NADAL® Strept t Lat Control {a1)
reptococcust Latex 1201001N- | NADAL® Ferritin Test
850003 NADAL®Astrovirus Test 10 (semiquantitativ) cassette
Cassette 1201002N- | NADAL® Ferritin test (ualitative)
860001 NADAL® Bence Jones 10 cassette | _
Proteinurie Dipstick 1212001 l;IADALTKC? i)(;otectln —Test—
870001 NADAL® Lyme Borreliose eces (® a10)
Cassette 1212002 NADAL Célprotectln ,
+Lactoferrin Test Feces (TK &
900001 NADAL® h-FABP Cassette

10)
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Analyzer(a 1)

1320002 NADAL® HB Hamoglobin
Dipstick (4 50)

1320003 NADAL® HB Kontroll Dipstick (a
2)

1320004 NADAL® HB Kapillarréhrchen 10
ul (2 50)

1670001N- | NADAL® Toxo 1gG/IgM Test

30 cassette

2090001 NADAL® Entamoeba, feces —
test cassette (a 10)

2140001 NADAL® Cardiac 2DT QUANT -
Cassette

2140003 NADAL® Cardiac 3DTB QUANT -
Cassette

2201001N- | NADAL® IgE — Immunglobulin E

10 test cassette

2210001 NADAL® Ebola Antigen test

cassette

1212003 NADAL® Calprotectin Positiv
Control (a 1)

1222001 NADAL® Enterovirus — Test —
Feces (TK & 10)

1222002 NADAL® Enterovirus Positiv
Control (a 1)

1232001 NADAL® Campylobacter — Test —
Feces (TK & 10)

1232002 NADAL® Campylobacter Positiv
Control (a 1)

1242001 NADAL® Salmonella spp. — Test
— Feces (TK 4 10)

1242002 NADAL® Salmonella Typhi-Test
— Feces (TK 4 10)

1242003 NADAL® Salmonella spp. Positiv
Control (a 1)

1252001 NADAL® Listeria-Test — Feces
(TK 4 10)

1252002 NADAL® Listeria Positiv Control
(al)

1262001 NADAL® Shigella-Test - Feces
(TKa 10)

1262002 NADAL® Shigella Dysenteriae-
Test — Feces (TK a 10)

1262003 NADAL® Shigella Positiv Control
(al)

1320001 NADAL® HB Hamoglobin

Questo documento e valido fino al

31.03.2017

Moers, 04.12.2015
nal von minden GmbH

nal von minden

Carl-Zeiss-Strafe 12

47445 Moers

Tel: 99820-
, Fax 9820-1

info@nal-vonminden.de

von minden

Sandra von Minden
CEO
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