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DECLARATION OF CONFORMITY FOR MATERIALS  
Hereby we declare that Nuova Aptaca Srl In Vitro Medical Diagnostic Devices (Directive 98/79/CE) and Medical Device 
(93/42/CE): 

 
1. During devices manufacturing no materials containing natural rubber, latex, synthetic rubber are used (except 

for Articles of latex). The statement is formulated on the basis of information and statements provided by the 
producers of the raw materials used. 

 
2. Devices are produced with materials that do not contain substances submitted to restrictions provided by 

10/2001/EU Regulation and respect the global and specific migration limits in accordance with the following 
conditions: 
- Simulant A ( distilled water) -40°C for 10 days  
- Simulant B ( acetic acid solution 3% p/v) – 40°C for 10 days  
- Simulant C ( Ethyl alcohol solution 10% v/v) - 40°C for 10 days 
- Simulant D1 (ethyl alcohol solution at 50% v/v) - 40°C for 10 days 
- Simulant D2 (Vegetable oil - Try substitute made with 95% ethyl alcohol as indicated by the Italian 

Ministerial Decree 34 of 21.03.1973) - 40°C for 10 days 
The global migration limit, together with all other specific restrictions which monomers and/or additives 
present in the material can be exposed to, are respected in the use conditions here above. Notes and/or 
simulant used for migration tests allow to fix the food or the group of food, admitted to the contact with food. 
The statement is formulated on the basis of analytical tests made by our qualified Laboratory and information 
and statements provided by the producers of the raw materials used 
 

3. Devices are produced with materials that satisfy the follow requirements: 
- Directive (UE) 2015/863 (substances use restriction – phthalates, sulphates) and following updates and 

changes 

- 1272/2008 Regulation ( labeling and use of dangerous substances) and following updates and changes 
- 10/2011 Regulation (specific migration limits) and following updates and changes 1895/2005/CE Rule 

(substances use restriction  for food contact) and following updates and changes 
- 2011/65/UE Directive (heavy metals, RoHS) and following updating and changes 
- 1895/2005/UE Regulation ( objects intended to come in contact with food) and following updates and 

changes 

 
The use in an industrial or commercial venue of the material indicated in this statement does not exclude the 
determination of its compliance with applicable rules of competence as well as the technological suitability for 
the purpose which it is intended by the user. 
 
 
Canelli, lì 21 May 2019 

Buono Duilio 

Quality and Regulatory Affairs Manager 



 

DICHIARAZIONE DI CONFORMITA’ DEI MATERIALI  
 

 

Con la presente si dichiara che i Dispositivi Medico Diagnostici in Vitro (Direttiva 98/79/CE e s.m.i.) e i Dispositivi Medici 

(93/42/CE e s.m.i.) della Nuova Aptaca Srl: 

 

1. sono stati prodotti utilizzando materiali che non contengono gomma naturale, latex, gomme sintetiche che 

contengono gomme naturali (ad esclusione degli articoli in lattice). L’affermazione è formulata sulla base delle 

informazioni e dichiarazioni fornite dai produttori delle materie prime utilizzate. 

 

2. sono realizzati con materiali che non contengono sostanze sottoposte a restrizioni secondo il Regolamento 

10/2011 (limiti di migrazione) e s.m.i. e rispettano i limiti di migrazione globale e specifica (ove applicabile) alle 

seguenti condizioni: 

- simulante A (acqua distillata) - 40°C per 10 giorni  

- simulante B (soluzione di acido acetico al 3% p/v) - 40°C per 10 giorni  

- simulante C (soluzione di alcool etilico al 10% v/v) - 40°C per 10 giorni  

- simulante D1 (soluzione di alcool etilico al 50% v/v) - 40°C per 10 giorni 

- simulante D2 (Olio vegetale - Prova sostitutiva effettuata con alcool etilico al 95% secondo quanto indicato dal 

DM 34 del 21.03.1973) - 40°C per 10 giorni 

Il limite di migrazione globale, unitamente alle altre restrizioni specifiche alle quali possono essere sottoposti i 

monomeri e/o gli additivi presenti nel materiale, sono rispettati nelle condizioni d’uso sopra menzionate. Le note 

e/o i simulanti impiegati per le prove di migrazione consentono di determinare il prodotto alimentare o il gruppo 

di prodotti alimentari, ammessi al contatto con alimenti. 

L’affermazione è supportata da prove analitiche da noi condotte presso Laboratori qualificati in accordo con il 

Regolamento citato e sulla base delle informazioni e dichiarazioni fornite dai produttori delle materie prime 

utilizzate. 

 

3. sono realizzati con materiali che soddisfano i seguenti dettati legislativi: 

- Direttiva Delegata (UE) 2015/863 (restrizione d’uso sostanze - ftalati, sulfati, ) e s.m.i. 

- Regolamento 1272/2008  (etichettatura e uso sostanze pericolose) e s.m.i. 

- Direttiva 2011/65/UE (metalli pesanti, RoHS) e s.m.i. 

- Regolamento 1895/2005/CE (restrizione d’uso sostanze per contatto con alimenti) e s.m.i. 

- Regolamento 10/2011 (limiti di migrazione) e s.m.i. 

 

L’utilizzazione in sede industriale o commerciale del materiale indicato nella presente dichiarazione non esclude 

l’accertamento della sua conformità alle norme vigenti di competenza nonché della idoneità tecnologica allo scopo 

cui è destinato da parte dell’utilizzatore. 

 

Canelli, lì 21.05.2019 

 

 
Buono Duilio 

Quality and Regulatory Manager 
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EC-Declaration of Conformity 
 

According to Directive 98/79/EC on in-vitro-diagnostic devices, Annex III 
 
 
Manufacturer:   nal von minden GmbH, Carl-Zeiss Str.12, 47445 Moers 
Classification: Other Products 
 
We herewith declare on our sole responsibility that all batches of below mentioned In-
vitro-diagnostic devices are conform with the Essential Requirements Annex I of the 
directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 
on in vitro diagnostic medical devices. The products are suitable for the intended 
application (only professional users). 

Relevant standards and guidelines are applied. 

 
141000 NADAL® EARLY hCG Pregnancy 

dipstick 

141000_SSL NADAL® EARLY hCG Pregnancy 
dipstick 

141002 NADAL® hCG Pregnancy Test 25 
mlU/ml dipstick   

142000 NADAL® EARLY hCG 10 mlU/ml 
cassette  

142002 NADAL® hCG Pregnancy Cassette 
Test 25 mlU/ml  

143003 NADAL® hCG Pregnancy Tests 10 
mlU/ml dipstick   

143004 NADAL® hCG t 25 mlU/ml dipstick 

143004_SSL NADAL® hCG t 25 mlU/ml dipstick 

144001N-10 NADAL® hCG Pregnancy Test, 
Midstream 20 mlU/ml cassette   

151002 NADAL® hCG Pregnancy 

151002SE NADAL® hCG Pregnancy rapid test 

151003 NADAL® hCG Test 10mlU/ml 
Urin/Serum Dipstick  

152000 NADAL® hCG Pregnancy 10 mlU/ml 
cassette 

152002 NADAL® hCG Pregnancy 25 mlU/ml 
cassette 

152003 NADAL® hCG  Pregnancy Test 20 
mlU/ml cassette S/P/W 

153002 NADAL® hCG Pregnancy TEST 10 
mlU/ml – Urin/Serum 

153003 NADAL® hCG 25 mlU/mln Dipstick  

153003_SSL NADAL® hCG 25 mlU/mln Dipstick 

161001 NADAL® hLH Ovulation rapid test 

161001_SSL NADAL® hLH Ovulation rapid test 

162001 NADAL® hLH Ovulation rapid test 

162001_SSL NADAL® hLH Ovulation rapid test 

164001 NADAL® hLH Ovulation 30 mlU/ml 
Midstream 

165001 NADAL® hLH Ovulation 30 
mlU/ml dipstick 

165001_SSL NADAL® hLH Ovulation 30 
mlU/ml dipstick 

165002 NADAL® hLH Ovulation rapid tests 
(2,5mm) 

165003 NADAL® hLH Ovulation rapid test 

165003_SSL NADAL® hLH Ovulation rapid test 

166001 NADAL® hLH Ovulation 30 mlU/ml 
cassette 

172001 NADAL® FSH cassette 

172001_SSL NADAL® FSH cassette 

172003N-10 NADAL® FSH cassette 

194002 NADAL® pH-Test 
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201001 NADAL® Syphilis dipstick  

201001_SSL NADAL® Syphilis dipstick 

202001 NADAL® Syphilis cassette 

202001_SSL NADAL® Syphilis cassette 

203001 NADAL® Syphilis rapid tests 

203002 NADAL® Syphilis rapid tests 

203002_SSL NADAL® Syphilis rapid tests 

221001A NADAL® Strep A dipstick 

221005 NADAL® Strep A reagent 1 

221006 NADAL® Strep A reagent 2 

221050N-50 NADAL® Strep A plus rapid tests 

222001A NADAL® Strep A cassette 

222007 NADAL® Strep A plus cassette 

222008 NADAL® Strep A plus cassette 

222011 NADAL® Strep A plus cassette 

222049BUL NADAL® Strep A Scan cassette 

222049BUL-
20 

NADAL® Strep A Scan cassette 

232001 NADAL® Strep B cassette 

232001_SSL NADAL® Strep B cassette 

232005 NADAL® Strep B reagent 1 

232006 NADAL® Strep B reagent 2 

241005N-10  NADAL® Influenza A+B dipstick 

241006N-25  NADAL® Influenza A+B dipstick 

242001  NADAL®  Influenza A+B cassette 

242006N-10 NADAL® Influenza A/B cassette 

252001  NADAL® Mononucleosis cassette 

252002  NADAL® Mononucleosis  dipstick 

252003 NADAL® Mononucleosis cassette 

252003N-20 NADAL® Mononucleosis cassette 

252005 NADAL® Mononucleosis positive 
conrtol 

252006 NADAL® Mononucleosis negative 
conrtol 

252017N-05 NADAL® Mononucleosis cassette 

262001  NADAL® H.Pylori Antikörper 
cassette 

262001_SSL NADAL® H.Pylori Antikörper 

cassette 

262002 NADAL® H.Pylori Antigen cassette 

262003 NADAL® H. pylori Ab cassette 

262004BUL NADAL® H. pylori Scan Ab cassette 

262004BUL
N-10 

NADAL® H. pylori Scan Ab cassette 

272001  NADAL® FOB cassette 

272001_SSL NADAL® FOB cassette 

272008 NADAL® FOB cassette 

272009 NADAL® Hb/Hp Complex cassette 

272010 NADAL® FOB cassette 

272011 NADAL® Hb/Hp cassette 

272011N-25 NADAL® Hb/Hp cassette 

272015  NADAL® Hb/Hp Complex cassette 

272015_SSL NADAL® Hb/Hp Complex cassette 

272016  NADAL® FOB plus cassette 

272031RU NADAL® Hb/Hp Complex cassette 

272031RU-
01 

NADAL® Hb/Hp Complex cassette 

272031RU_
SSL 

NADAL® Hb/Hp Complex cassette 

272035 NADAL® FOB60 plus cassette 

272035_SSL NADAL® FOB60 plus cassette 

272037 NADAL® FOB & Hb/Hp patient set 

272040 NADAL® FOB II Cassettes 

272041 NADAL® FOB60 Cassette 

272041_SSL NADAL® FOB60 Cassette 

272042 NADAL® FOB75 Cassette 

272043 NADAL® FOB75 II Cassette 

282000  NADAL® Troponin I cassette 

282001  NADAL® Troponin I cassette 

282001_SSL NADAL® Troponin I cassette 

282003  NADAL® Trop I, CK-MB, Myoglobin 
Combi- cassette 

282015 NADAL® Troponin I cassette 

292001  NADAL® Myoglobin cassette 

292001N-05 NADAL® Myoglobin cassette 
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302001  NADAL® CK-MB cassette 

302001_SSL NADAL® CK-MB cassette 

311003  NADAL® CrP Dipstick    

311004 NADAL® CRP plus Dipstick 

311006 NADAL® CRP plus Dipstick 

312001  NADAL® CrP cassette 

312002  NADAL® high sensitive CrP 
cassette 

312017 NADAL® CRP Quant RFID chip 

312021BUL NADAL® CRP Quant cassette 

312021NBU
L-20 

NADAL® CRP Quant cassette 

322003N-30  NADAL® Tuberkulose IgG/IgM 
cassette 

322003N-
30_SSL 

NADAL® Tuberkulose IgG/IgM 
cassette 

331001  NADAL® Mikroalbumin Dipstick    

331004N-50 NADAL® Mikroalbumin Dipstick    

333001 NADAL® Mikroalbumin Dipstick    

351006  NADAL® D-Dimer cassette 

351006_SSL NADAL® D-Dimer cassette 

351007 NADAL® D-Dimer cassette 

374018 qLabs aPTT-INR Control 

431001N-03  NADAL® PROM Test Dipstick    

431001N-
03_SSL 

NADAL® PROM Test Dipstick    

431001N-10 NADAL® PROM Test Dipstick    

431001N-
10_SSL 

NADAL® PROM Test Dipstick    

431001N-20 NADAL® PROM Test Dipstick    

431006N-03  NADAL® PROM Amniotic fluid 
Dipstick 

431006N-10 NADAL® PROM Amniotic fluid 
Dipstick 

431006N-20 NADAL® PROM Amniotic fluid 
Dipstick 

472001N-25 NADAL® Malaria Pf Ag test cassette 

472001N-
25_SSL 

NADAL® Malaria Pf Ag test cassette 

472003N-25  NADAL® Malaria 4 species cassette 

472003N-10 NADAL® Malaria 4 species cassette 

472003_SSL NADAL® Malaria 4 species cassette 

472008 NADAL® Malaria 4 species cassette 

472009 NADAL® Malaria Pf/Pv Ab cassette 

472030N-25 NADAL® Malaria Pf/Pan Ag 
4Species cassette 

472030N-10 NADAL® Malaria Pf/Pan Ag 
4Species cassette 

472036N-25 NADAL® Malaria Pf/Pan Ag 
4Species cassette 

481002 NADAL® Adenovirus rapid tests 

481003 NADAL® Adenovirus rapid tests 

481004 NADAL® Rotavirus rapid tests 

481005 NADAL® Rotavirus rapid tests 

481006 NADAL® Adenovirus 40/41 strips 

481007 NADAL® Adenovirus 40/41 strips 

481008 NADAL® Adenovirus Respiratory 
rapid tests 

481013 Adenovirus Positive Control 

481015  NADAL® Rota-Adenovirus cassette 

481015_SSL NADAL® Rota-Adenovirus cassette 

481015N-20 NADAL® Rota-Adenovirus cassette 

481016  NADAL® Adenovirus cassette 

481016_SSL NADAL® Adenovirus cassette 

481017  NADAL® Rotavirus cassette 

481049BUL NADAL® Rota-Adenovirus Scan 
cassette 

481049BUL-
10 

NADAL® Rota-Adenovirus Scan 
cassette 

491000N-10  NADAL® RSV plus Dipstick    

491000N-
10_SSL 

NADAL® RSV plus Dipstick    

491003N-25  NADAL® RSV Dipstick    

491005 NADAL® RSV cassette 

491008BUL NADAL® RSV Scan cassette 

491009 NADAL® RSV-Adeno Resp cassette 

491015 NADAL® RSV Dipstick    

495001  NADAL® MRSA Screen Latex-
Agglutinationstest  
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495001_SSL NADAL® MRSA Screen Latex-
Agglutinationstest 

501006  NADAL® E.coli O157 Cassette    

501006_SSL NADAL® E.coli O157 Cassette    

501012 NADAL® EHEC Verotoxin 1-2, feces 
-  cassette á 10 

501012_SSL NADAL® EHEC Verotoxin 1-2, feces 
-  cassette á 10 

511002  NADAL® Cryptosporidium Dipstick 

511006 NADAL® Cryptosporidium cassette 

511006_SSL NADAL® Cryptosporidium cassette 

521001 NADAL® Giardia Dipstick 

521004 NADAL® Crypto/Giardia Test strips 

521006 NADAL® Giardia cassette 

521009  NADAL® Giardia cassette 

521010 NADAL® Giardia-Crypto-Combo 
cassette 

521010_SSL NADAL® Giardia-Crypto-Combo 
cassette 

532001_SSL NADAL® Dengue cassette 

532001N-25  NADAL® Dengue cassette 

532002N-25 NADAL® Dengue cassette 

532003N-25 NADAL® Dengue cassette 

532004N-25 NADAL® Dengue cassette 

532004N-
25_SSL 

NADAL® Dengue cassette 

532011 NADAL® Dengue IgG/IgM cassette 

532011N-25 NADAL® Dengue IgG/IgM cassette 

532012N-25 NADAL® Dengue NS1 Ag Cassette 

532016N-25 NADAL® Dengue NS1 Ag+IgG/IgM 
Cassette 

542001N-25  NADAL® Tetanus cassette 

552005  NADAL® Legionella Urin Antigen 
cassette 

552005_SSL NADAL® Legionella Urin Antigen 
cassette 

552006  NADAL® Legionella Urin Antigen 
cassette 

552006_SSL NADAL® Legionella Urin Antigen 
cassette 

552020 NADAL® Legionella Urine Antigen 
test 

562003N-10  NADAL® BCA/HB inkl.   

562003RU NADAL® BCA/HB inkl.   

572004N-10 NADAL®  Streptococcus 
pneumoniae cassette 

572005 NADAL® Legionella/S. pneumonia 
cassette 

580005N-25  NADAL® TSH cassette 

582003 NADAL® C. difficile Toxin A/B 
cassette 

582003_SSL NADAL® C. difficile Toxin A/B 
cassette 

582004 NADAL® Clostridium Difficile GDH 

582008 NADAL® Clostridium Difficile Toxins 
A&B cassette 

582009 NADAL® C. perfringens Ag cassette 

582009_SSL NADAL® C. perfringens Ag cassette 

582016N-10 NADAL® Clostridium Difficile Toxin 
A+B/GDH Cassette 

600002N-30 NADAL® Rheumatoid Factor test 
cassette 

611003N-10 NADAL® Gonorrhea cassette 

611003N-
10_SSL 

NADAL® Gonorrhea cassette 

611005N-10 NADAL® Gonorrhea cassette 

612004N-25  NADAL® CCA (Bilharzia) cassette 

622001N-30 NADAL® HAV IgM test cassette 

622040N-30 NADAL® HEV IgM cassette 

622070N-30 NADAL® HAV IgG/IgM cassette 

622070N-
30_SSL 

NADAL® HAV IgG/IgM cassette 

652001N-30  NADAL® Chagas IgG cassette 

652001N-
30_SSL 

NADAL® Chagas IgG cassette 

662001N-30  NADAL®  Leishmania cassette 

672001N-30  NADAL®  Filariasis cassette 

672001N-
30_SSL 

NADAL®  Filariasis cassette 

682002N-20 NADAL®  Chikungunya IgM 
Cassette    
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692001N-30  NADAL®  Typhus Cassette    

692001N-
30_SSL 

NADAL®  Typhus Cassette    

712001  NADAL® AFP Cassette    

712001_SSL NADAL® AFP Cassette    

722003  NADAL® CEA Cassette    

722003_SSL NADAL® CEA Cassette    

790001  NADAL® Celiac Disease tTG 
Cassette    

790001_SSL NADAL® Celiac Disease tTG 
Cassette    

790002  NADAL® Celiac Disease tTG & 
Gliadine Cassette    

795002  NADAL® ASO Latex  

795003  NADAL® ASO Latex  

795005  NADAL® CRP Latex  

795006  NADAL® CRP Latex  

795008  NADAL® RF Latex  

795008_SSL NADAL® RF Latex 

795009  NADAL® RF Latex  

795010 NADAL® RPR Carbon Latex 

795011 NADAL® RPR Latex  

795015  NADAL® VDRL  

795016  NADAL® VDRL  

795017  NADAL® Waaler Rose Latex  

795018  NADAL® Waaler Rose Latex  

795024 NADAL® IM Latex  

795027    NADAL® TPHA  

795028    NADAL® TPHA  

795030    NADAL® Rose Bengale 

850003    NADAL®Astrovirus Test Cassette  

850003N-10 NADAL®Astrovirus Test Cassette 

860001    NADAL® Bence Jones Proteinurie 
Dipstick  

870001    NADAL®  Lyme Borreliose Cassette    

920001    NADAL®  Norovirus Cassette  

920001_SSL NADAL®  Norovirus Cassette 

920002 NADAL® Norovirus  I+ II Cassette 

920002_SSL NADAL® Norovirus  I+ II Cassette 

1010002N-
20 

NADAL® Cholera O1/O139 cassette 

1120003N-
20 

NADAL®Candida Albicans (Cassette  
á 20) 

1130002N-
30 

NADAL® HSV-1 IgG/IgM - Herpes-
Simplex-Virus 

1130003N-
30 

NADAL®HSV-2 IgG/IgM - Herpes-
Simplex-Virus 

1200001 NADAL® Lactoferrin – Test – Feces 
(Cassette  á 10) 

1201004N-
10 

NADAL® Ferritin cassette 

1212001 NADAL® Calprotectin – Test – Feces 
(TK á 10)  

1212001_SS
L 

NADAL® Calprotectin – Test – Feces 
(TK á 10) 

1212002 NADAL® Calprotectin +Lactoferrin  
Test Feces (TK á 10) 

1222001 NADAL® Enterovirus – Test – Feces 
(TK á 10) 

1222001_SS
L 

NADAL® Enterovirus – Test – Feces 
(TK á 10) 

1232001 NADAL® Campylobacter – Test – 
Feces (TK á 10) 

1242001 NADAL® Salmonella spp. – Test – 
Feces (TK á 10) 

1242002 NADAL® Salmonella Typhi-Test – 
Feces (TK á 10) 

1252001 NADAL® Listeria-Test – Feces (TK á 
10) 

1262001 NADAL® Shigella-Test  - Feces (TK à 
10) 

1262002 NADAL® Shigella Dysenteriae-Test 
– Feces (TK à 10) 

1320002 NADAL® HB Hämoglobin Dipstick  
(á 50) 
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1320003 NADAL® HB Kontroll Dipstick  (á 2) 

1320004 NADAL® HB Kapillarröhrchen 10 µl 
(á 50) 

2090001 NADAL® Entamoeba cassette 

2090001_SS
L 

NADAL® Entamoeba cassette 

2200001 NADAL® IgG cassette 

2201001N-
10 

NADAL® IgE cassette 

2210001 NADAL® IgE cassette 

2210001_SS
L 

NADAL® IgE cassette 

  

 
 
 
 
 
 

 
This document is valid until 23.03.2019. 
 
Moers, 24.03.2017 
nal von minden GmbH 

 
 
Sandra von Minden 
CEO 
nal von minden GmbH 
 
 
 
 
 







        
 
 

 

 

 

 
 

  

 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1810008 

 

 Certificate Holder: 
 

 MACHEREY-NAGEL GmbH & Co. KG  
 

 Neumann-Neander-Str. 6-8 
52355 Düren 
Germany  
 
 including the locations according to annex 
  

 

 Scope:  Design and development, production and distribution  

of products for filtration, rapid tests, water analysis, 

chromatography and bioanalysis 

 

   Proof has been furnished by means of an audit that the 

requirements of ISO 9001:2015 are met. 

 

 

 

 Validity:  The certificate is valid from 2020-05-29 until 2023-05-28. 

  

  

  

 2020-05-25   

 

  

  TÜV Rheinland Cert GmbH  
 Am Grauen Stein · 51105 Köln  
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 ®
 T

Ü
V

, 
T

U
E

V
 a

n
d

 T
U

V
 a

re
 r

e
g

is
te

re
d

 t
ra

d
e
m

a
rk

s
. 

U
ti
lis

a
ti
o
n

 a
n
d

 a
p

p
lic

a
ti
o
n

 r
e
q

u
ir

e
s
 p

ri
o
r 

a
p

p
ro

v
a

l.
 



 
 

 Page 1 of 1 

 

    

 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810008  
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    No.  Location  Scope 
  H 
/01 MACHEREY-NAGEL GmbH & Co. KG 

Neumann-Neander-Str. 6-8                                                        
52355 Düren                                                                     
Germany 

Design, development and production  
of products for chromatography  
and bioanalysis 

/02 MACHEREY-NAGEL GmbH & Co. KG 
Valencienner Str. 11                                                            
52355 Düren                                                                     
Germany 
 

Design, development, production  
and distribution of products for filtration, 
rapid tests, water analysis. 
Service and administration 

/03 MACHEREY-NAGEL GmbH & Co. KG 
Papiermühle 50                                                                  
52349 Düren                                                                     
Germany 
 

Waste disposal 

/04 MACHEREY-NAGEL GmbH & Co. KG 
Bahnstr. 120                                                                    
52355 Düren                                                                     
Germany 
 

Storage 

/05 MACHEREY-NAGEL GmbH & Co. KG 
Monschauer Str. 64                                                              
52355 Düren                                                                     
Germany 
 

Production 

 

 2020-05-25    

 

            TÜV Rheinland Cert GmbH 

Am Grauen Stein · 51105 Köln 

 
 

 

 

 

 

 











Место и дата: От выпускающего офиса:
Espoo, 18 июня 2021 DNV - Business Assurance

Keilaranta 1, 02150 Espoo, Finland

Kimmo Haarala
Представитель руководства

 

Невыполнение условий Договора на сертификацию делает данный Сертификат недействительным.

Аккредитованный офис:  DNV GL Business Assurance Finland Oy Ab, Keilaranta 1, 02150 Espoo, Finland - TEL: +358 10 292 4200. www.dnvgl.fi/assurance

MANAGEMENT SYSTEM

CERTIFICATE  

Сертификат №:
59878-2009-AQ-MCW-FINAS

Дата начальной сертификации:
20 декабря 2000

Действителен:
01 сентября 2021 – 31 августа 2024

Настоящим удостоверяется, что система менеджмента организации:

АО «ТЕРМО ФИШЕР САЙЕНТИФИК»
Кубинская, д.73, литер А, корпус 1, Санкт-Петербург, Российская Федерация, 196240

была признана соответствующей стандарту:

ISO 9001:2015

Настоящий сертификат действителен для следующей области:

ПРОИЗВОДСТВО ДОЗАТОРОВ ПИПЕТОЧНЫХ И СПЕЦИАЛЬНОГО
ДИАГНОСТИЧЕСКОГО ПЛАСТИКА.

http://www.dnvgl.fi/assurance


 

This is to certify that the management system of: 
Awareness Technology, Inc. 

Main Site: 1935 SW Martin Highway 

Palm City, Florida  34990 USA 

Additional site:  2325 SW Martin Highway, Palm City, Florida 34990 USA 

has been assessed by Intertek as conforming to the requirements of: 

ISO 13485:2016 

The quality management system is applicable to: 

 

The design, development, manufacture, distribution, installation and 

service of IVDD General Laboratory Instruments.   

Additional site: Manufacturing, Quality   Control, Distribution, Shipping, 

Installation and Service. 

 

Certificate Number: 

9362-8 

Initial Certification Date: 

March 28, 2012 

Date of Certification Decision: 

March 24, 2021 

Issuing Date: 

March 27, 2021 

Valid Until: 

March 27, 2024 

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This 

certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at 

certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon 

request.  

CT-ISO 13485_2016-SCC-EN-LT-P-12.dec.17 

 

Calin Moldovean 
President 
 
Intertek Testing Services NA Ltd.,  
1829, 32nd avenue, Lachine, QC, H8T 3J1, 
Canada 
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flosaiopbi nuneiOMHbie JleHnnnei 5/13K

(MG)

FlOCKO/lbKy TOHHOCTb M BOCnpOMSBO-

AMMOCTb - CaMbie B3>KHbie CBOMCTBa

/iro6oro AosaTOpa, JleHnnner B/iaK

oS/iaAaer cneunanbHO paspaboraH-

HWM MexaHMSMOM pery/inpOBKM

o6teM3, BbinOJlH6HHblM B BMA6

aBTOHOMHOrO MOAyna. FloCKO/lbKy

MexaHM3M peryjii/ipoBKH o6teMa

OT Kopnyca Aosaropa, OH

TOHHOCTbKD, BOCnpOMSBOAHMOCTbK)

M npOHHOCTbKD. KpOMG TOTO, HTO6bl

MCK/llOHMTb BO3MO>KHOe B/lMflHHe
H3 TOHHOCTb M3M6peHHM,

pery/inpOBKn o6teMa

nsojinposaH OT Kopnyca

Aosarapa.

5o/lbLUOM AMCn/ieM

JlennnneT BJISK MMeeT

jierKO HuraeMbiM Ancn/ieti, no3BO/is-

K3LU,MM TierKO M H6TKO 33AaBaTb o6l>eM.

KpOMG TOTO, HOBbIM MGXaHMSM
yCTBHOBKH o6t6Ma n

ycTanaB/iMBaTb oCbeM AO coTbix

MKJ1, KOTOpblPi BMA6H H3 qbOHG.

ToHHOCTb o6ecneHMBaeTcn TBIOKB

Ka>KAbiM

3TO

o6teMa,

Luar npn ycTanoBKe

conpOBO>KAaeTC?i

c LiiaroM OT 0,01 Mien AO 20 MKJI

B SaBMCMMOCTM OT MOA6/1M AO33TOpa.

Bos^e pytcnnea npeAycMOTpeno

yAo6noe MBCTO /yw nAeHTnqbuKa-

UMOHHblX qp/lblHKOB nO^b3OBaTe/ia.

TaKne qp^biHKn nyxHbi, HTo6bi He

nepenyraTb AOsaTOpbi n HTo6bi OHM

ne 3aTepq/incb B .naSopaTopnn.

I JleHnwneT B/13K

_ 6

JiHn npw flO3KpoeaHMH. Aoaarop 1-10 Mtul

JlerKOCTb fl03MpOBaHM51

KaK n y ecex AoaaTOpOB JlennnneT,

q, neo6xoAHMbie npn

JlennnneT

o/ibsoBaTe/iio na>KHMaTb

KHonKy AoanpoBannq onenb /lerKO,

HTO o6ecnenMBaeT JlerKOCTb, posnocTb

M CT36n^bHOCTb AOSMpOBaHMfl. 3TO,

B CBOio onepeAb, no3BO/ineT
jiynujne pesynbTaTbi

B Tenenne 6o^ee

nepnoAOB pafioTbi. KpoMe Toro,

TOHHO

l. T3KOM M6xaHM3M SCTb

B AOsaTOpax o6teMOM 50 MK/I

M MGHbllie.

Hoeafl
KHORKM

JlennnneT BJISK MMGGT HOByio

KOHCTpyKUMK) OnepaUMOHHOM KHOHKM

c BpamaiomeMCH sepxHeti HacTbK),

MCK/UOHMTe/lbHO

Hoe npenMymecTBO

B TOM, HTO Bpamaromaqcq
HaCTb KHOHKH ABCDKGTCq H63aBMCHMO

OT MexaHM3M
HTO npeAOTBpamaeT

M3MeH6HMe o6"beMa. KaK n

nacTb onepauHOHHOM KHOHKH, ona

Bbino/iHena M3 MflrKoro n/iacTMKa,

oSecneHMBaramero OT/innHbiPi 3axsaT

npn pery^npOBKe oeteMa 6es

BbicoKoe KanecTBO pesy/ibTaTOB

33BMCMT OT aBcO^HDTHOM CTepM/lb-

HOCTM. HTo6bi o6ecneHMTb ee

n npeAOTBpaTMTb nepeKpecTHoe

3arpq3H6Hne, JleHnnneT B^SK MOKST

CTepH/lM3OBaTbCS1 B aBTOK/iaBG
npn 12TC. CTepn/in3OBaTb

MOXHO U6/1MKOM B C6ope HJ1M
OTAe/lbHbIMM A6TajlHMM B

LJ.MOHHOM MeLUKe. flOSBTOp BbinO/IHeH

MS MaTepnajioB, o6^aAaK)Lu,nx

BblCOKOM CTOMKOCTbKD K peaKTMBaM,
V0 CBGTy n

OBKu B /ia6oparopHM

JleHnnneT B^SK onenb

o6c/iy>KMBaTb: npocTo

A033TOP, CHSB c6paCblB3Te/lb

HaKOHGHHMKa pyKOM, 3 33T6M
c noMoinbio yAo6Horo

Him o6c/iy>KMBaHMq yAa/iMTe KOHyc

HaKOHGHHUKa. TOT >K6 npaKTMHHbIM
HHCTpyM6HT

c noMomwo

pacno/iTOKGHHoPi nasepxy

AO33TOpa.



yflo6cTBO H SprOHOMMHHOCTb

JlemMnej B/13K MMeeT LUMPOKMM ynop

A/IB na/ibua, KOTOPWM nosBO/iaer

A6p>KaTb AO33TOP HOA MAea/lbHblM

A/iq AO3MpOBaHMH yr/iOM M Aaer pyKe

B pesy/ibraie
A/lMTe/lbHbie UMKJlbl

CTaHOBflTCfl 60/166 KOMt()OpTHblMH

M M6H6e yTOMMTe/lbl-lblMM, CHM>KaeTCfl

PUCK paSBMTMfl TpaBMbI, BO3HMKaK3LU,eM

M3-sa nocTOSHHOM HarpysKn (repetitive

strain injury, RSI). KHonKa c6pacbiea-

re^fl HaKOHeHHMKa aaKpymena

M MMeeT SprOHOMMMHyK) KOHCTpyKUMKD,

KOMc)3opTHoe no/iO)KeHMe 6o/ibiuoro

na/ibua npM cSpacbieaHMM.

Pa3HOo6pa3H6 THROB M

aCCOpTMM6HTa o6b6MOB

Hro6bi yAOB/ieTBOpnTb norpe6HOCTM

Ka>KAoPi jiaSopaiopHM, Aoaaiopbi

JleHHMneT BJISK BbinycKaiOTcq

B OAHOK3HanbHblX M MHOPOKaHa/lbHblX

sapMaHTax. OAHOKaHa/ibHbie Aoaaropbi

Moryr 6biTb nepeMeHHOro M/IM

(J)MKCMpOBaHHoro oStewa.

Flo >Ke/iaHMio saKaaHMKa nocTaB^aKDTca

LUTaTMBbl K3K PJ\K OAHOK3HanbHblX, T3K

M A/iq MHOrOK3Ha^bHblX AO33TOPOB.

Ka>KAbiM Aoaajop /leHnMner BJISK

MMeer yAoSnyKD LiBeroByra KOAMpOBKy

Ha onepauMOHHOM KHonKe M Kopnyce

pyKOflTKM, a T3KX6 H3 MHOFOKaHanb-

HHX MOAynax, HToSbi jierHe 6bmo

HaXOAMTb HyXHbIM HaKOH6HHMK Finntip.

bi

Aoaaropw

B/13K BbinycKaKDtcq

c paa/iMHHbiMM AManaaoHaMM

KaK M B OAHOKaHanbHbix

BJISK, MexaHM3M ycosep-

pery/iMpOBKM o6teMa

oSecneHMBaer BbicoKMM yposeHb

TOHHOCTM M BOCnpOM3BOAHMOCTM.

Kpowe roro, B MOAe^nx Ma/ioro

o6"beMa cfiyHKUMfl cynepBbira/iKMBaHMH

XMAKOCTM oSecnenMBaei TOHHOB

AoanposaHne Aaxe CBMNX Mant>ix

Onepai4MOHH35i KHonKa

JlerKan peryjiupOBica o6beMa

JlerxocTb B pa6ore

lilnpoKMM ynop

Mecro &n* pasMeuteHHfl

YCOBepllJeHCTBOBaHHMH M6X3HH3M

M

BOCOpOHSBOflMMOCTb

Becb Aosarop UCJIMKOM
aBTomiasMpyercsi

OicyrcTBiie ueraji/ia
o6ecneHMBaer nemtu sec

XHAKOCTM



nuneTOHHwe JleHnMner EJISK nocrosHHoro o6i>eMa

Kai. NO

4652002

4652012

4652022

4652132

4652032

4652042

4652052

4652142

4652062

4652072

4652082

06b6M

MKn

1

5

10

20

25

50

100

200

250

500

1000

mmmmmm
•••••••••••••••••••••••I

OflHOKaHa/ibHwe Aoaaropw

Kar. Na

4642022

4642032

4642042

4642052

4642062

4642132

4642072

4642082

4642092

4642102

4642112

mm

fluanasoH

0,5-5 MKJI

1-10 MKJI

1-10 MKJI

2-20 MKJI

2-20 MKJI

5-50 MKJI

10-100 MKJI

20-200 MKJI

100-1000 MKJI

0,5-5 MJI

1-10 MJI

mMmgmmjjmggggHimm

TOMHOCTb

MIO1

±0,040

±0,070

±0,090

±0,14

±0,15

±0,30

±0,40

±0,80

±1,0

±1,5

±3,0

mm

Bocnp-MOCTb
% s.d.'MKn CV%*

±4,00

±1,40

±0,90

±0,70

±0,60

±0,60

±0,40

±0,40

±0,40

±0,30

±0,30

•••

0,040

0,070

0,080

0,10

0,13

0,20

0,30

0,60

0,8

1,5

3,0

••B

4,00

1,40

0,80

0,50

0,50

0,40

0,30

0,30

0,30

0,30

0,30

r

MBKDWMK

Flex 10,10, 50

Flex 10,10, 50

Flex 200, 250 VHMB.,

Flex 200, 250YHMB.,

Flex 200, 250YHHB.,

Flex 200, 250VHMB.,

Flex 200, 250VHMB.,

Flex 1000,1000,1000

Flex 1000,1000,1000

Flex 1000,1000,1000

200 Van.

200 Van.

200 Van.

200 Van.

200 Van.

Van.

Van.

Van.

Flex 1000,1000, 1000 Van.

mfHKimtftfmmmmmmmmmfm^^^^B^K

nHneroHHbie JleHnuneT E/m nepeMeHHOro o6i>eMa

LUar

0,01 MKJI

0,02 MKJI

0,02 MKJI

0,02 MKJI

0,02 MKJI

0,1 MKJI

0,2 MKJI

0,2 MKJI

1 MKJI

0,01 MJI

0,02 MJI

06i>eM
MKn

5
0,5

10
1

10
1

20
2

20
2

50
5

100
10

200
20

1000
100

5000
500

10000
1000

To^HOCTb

MKn

±0,075
±0,030

±0,100
±0,025

±0,100
±0,035

±0,20
±0,06

±0,20
±0,06

±0,30
±0,15

±0,80
±0,25

±1,2
±0,36

±6,0
±1,0

±25,0
±5,0

±50,0
±10,0

%

±1,50
±6,00

±1,00
±2,50

±1,00
±3,50

±1,00
±3,00

±1,00
±3,00

±0,60
±3,00

±0,80
±2,50

±0,60
±1,80

±0,60
±1,00

±0,50
±1,00

±0,50
±1,00

Bocnp-MOCTb
s.d.'MKn CV%*

0,050 1,00
0,025 5,00

0,050 0,50
0,020 2,00

0,080 0,80
0,030 3,00

0,08 0,40
0,05 2,50

0,08 0,40
0,05 2,50

0,15 0,30
0,125 2,50

0,20 0,20
0,10 1,00

0,4 0,20
0,14 0,70

2,0 0,20
0,6 0,60

10,0 0,20
4,0 0,80

20,0 0,20
8,0 0,80

UB6TOB. KOA

POSOBblH

POSOBbIM

XejiTbiii

BnplO3OBblCl

XejiTbiii

XeJITbIM

XeJITbIM

Xej,™*

CMHMM

3ej,eHb,ii

KpacHbiPi

HaKOH6HHMK

Flex 10, 10, 50

Flex 10, 10, 50

Flex 200, 250 VHMB.

50

Flex 200, 250 VHMB.

Flex 200, 250 YHMB.,
300, 200 Van.

Flex 200, 250VHMB.,
300, 200 Van.

Flex 200, 250VHHB.,
300, 200 Van.

Flex 1000, 1000,
1000 Van.

5 MJI

10 MJI

•̂w, ^̂ HHiM ĤMMiî ^̂ HK

MHoroK3Ha/ibHue Aoaaropu nnneTOMHbie /lennHnei E/m nepeMeHHOro oGfceMa

Kar. NO

4662002

4662012

4662022

4662032

Kon-BO

KananoB

8 1,0-10 MKJI

8 5-50 MKJI

8 10-100 MKJI

8 30-300 MKJI

fluanaaoH

0,02 MKJI

0,1 MKJI

0,2 MKJI

1 MKJI

War

10
1

50
5

100
10

300
30

06b6M

MKn

±0,240
±0,080

±0,75
±0,25

±1,30
±0,25

±3,0
±0,6

ToiHOCTb

MU1

±2,40
±8,00

±1,50
±5,00

±1,30
±2,50

±1,00
±2,00

Bocnp-MOCTb
% s.d.'MKn

0,160 1,60
0,070 7,00

0,35 0,70
0,10 2,00

0,50 0,50
0,20 2,00

0,9 0,30
0,6 2,00

UBCTOB. KOA

CV%*

PoaoBbiPi

XeJITblii

XejiTb,*

OpanxeBbM

HaKOHeiHMK

Flex 10, 10, 50

Flex 200, 250 VHMB.,
200 Van.

Flex 200, 250
VHMB., 200 Van.

Flex 300, 300

CaHKT-neTep6ypr

Ten.: (812) 703 4215
OaKc: (812) 703 4216
196240, r. CaHKT-nerep6ypr
y/i. Ky6nHC<asi, 73A, Kopn. 1
E-mail: info.lcp.spb@thermofisher.com

http://www.thertno.com.ru

MocKBa
Ten.: (495) 739 7641
cpaKc: (495) 739 7642
141400, MocKOBCKan o6jiacrb, r. XHMKM
yji. JleHUHrpaACKaa, 39, Busnec FlapK XMMKH,
octpncHoe SAanne 2, o0nc OB02_03_B2
E-mail: info.btd.moscow@thermofisher.com



 

 

 
DECLARATION OF CONFORMITY 

 
 

PRODUCT IDENTIFICATION 
 

Product name Catalogue number 

RPR Carbon kit 044150A 
044500A 

 
 
 

MANUFACTURER 
 

Name Lorne Laboratories 

Address Unit 1 Cutbush Park Industrial Estate 
Danehill 
Lower Earley 
Berks, RG6 4UT 

Country United Kingdom 

 
 

MEANS OF CONFORMITY 
 
I hereby declare that the products listed above comply with the essential 
requirements and provisions of Directive 98/79/EC of the European 
Parliament and of the Council (also SI 2002 No.618 which transposes the 
requirements of Directive 98/79/EC). 
 
This declaration is valid from 17 May 2015. 
 
 

 
_______________ 
Eddy Velthuis 
Technical Director 
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