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    ALCOHOL ETHANOL 
 

Reagent for quantitative determination of alcohol 

in human serum, plasma, whole blood or urines. 

 REF 99029 R1  10 x 10 mL R2 1 x 5 mL 
 

 REF 99059 R1 2 x 100 mL R2 1 x 10 mL  

TECHNICAL SUPPORT AND ORDERS 

Tel : (33) 03 23 25 15 50 

Fax: (33) 03 23 256 256 

| IVD IN VITRO DIAGNOSTIC USE 

 

CLINICAL SIGNIFICANCE (1) 

Most toxicologists consider ethanol to be the most often used and 
abused chemical substance. Consequently, the measurement of 
ethanol is one of the more frequently performed tests in toxicology 
laboratory. Although less frequently encountered, it is important to 
include methanol, isopropanol and acetone (a metabolite of 
isopropanol) in a test battery for alcohols for proper evaluation (gas 
chromatography analysis) of the acutely intoxicated patient. 

PRINCIPLE (4) 

Enzymatic method described by Gadsen R. H. and al. Reaction 
scheme is as follows: 

ADH+ NAD
+

Ethanol Acetaldehyde + NADH + H
+

 

The ratio of ADH and NAD
+
/ Alcohol is maintained elevated so that 

equilibrium is reached relatively quickly. The conversion of ethanol to 
acetaldehyde proceeds rapidly. A “trapping agent” is used to drive the 
reaction to the right by complexion of acetaldehyde as it is formed. 
The absorbance of NADH, proportional to alcohol concentration in the 
specimen, is measured by end-point reading at 340 nm. 

REAGENTS COMPOSITION 

Vial R1  ENZYME COENZYME 

NAD
+
 > 2.4  mmol/L 

(Nicotinamine adenine dinucleotide phosphate) 
ADH > 25 000  IU/L 
(Alcohol dehydrogenase) 
TRIS Buffer pH 8.65 + 0.1 at 25° C 
Stabiliser 
Preservatives 
Before reconstitution:  

Xn, R22-32: Harmful if swallowed, Contact with acids liberates very toxic gas 

S22-38: Do not breathe dust. In case of insufficient ventilation, wear suitable respiratory 

equipment 

Once reconstituted: None 

Vial R2  STANDARD 

Ethanol: approximately 100 mg/dL (21.7 mmol/L) 

The exact concentration is printed on the label of the vial R2. 

SAFETY CAUTIONS 

BIOLABO reagents are designated for professional, in vitro diagnostic 
use. 

•  Verify the integrity of the contents before use. 

•  Use adequate protections (overall, gloves, glasses). 

•  Do not pipette by mouth. 

•  In case of contact with skin or eyes, thoroughly wash affected areas 
with plenty of water and seek medical advice. 

•  Reagents contain sodium azide (concentration < 0.1%) which may 
react with copper and lead plumbing. Flush with plenty of water 
when disposing. 

•  Material Safety Data Sheet is available upon request. 

•  Waste disposal: Respect legislation in force in the country. 
All specimens should be handled as potentially infectious, in 
accordance with good laboratory practices using appropriate 
precautions. Respect legislation in force in the country. 

REAGENT PREPARATION 

REF 99029 (vial R1): Use a non-sharp instrument to remove 

aluminium cap.  

Add promptly to the contents of the vial R1 the volume of 

demineralised water stated on the label. 

Mix gently and wait for complete dissolution before using reagent 

(approximately 10 minutes). 

STABILITY AND STORAGE 

Store at 2-8°C well capped in the original vial and away from light. 

•  Standard (vial R2): transfer the requested quantity, well recap the 
vial and store at 2-8°C. 

•  When stored and used as described, unopened reagent (vial R1) 
and standard (vial R2) are stable upon expiry date stated on the 
label. 

•  Once reconstituted and free from contamination: 
Working reagent (vial R1) is stable for 7 days Discard any reagent 
(vial R1) if cloudy or if absorbance at 340 nm is > 0.500. 

Don’t use working reagent (vial R1) after expiry date stated on the 
label of the kit. 

SPECIMEN COLLECTION AND HANDLING (1) (2) 

Urines. Serum, plasma, whole blood (alcohol swabs should not be 

used during blood specimen collection). Use heparin, Potassium 

oxalate, E.D.T.A., Sodium citrate or fluoride as anticoagulant. 

•  Stability in whole blood (without sodium fluoride as preservative):   
at 18-25° C up to 2 days, at 2-8° C up to 2 weeks, at –15° C up to 4 

weeks. 

•  Stability in whole blood (with Sodium fluoride as preservative): 
at 18-25° C up to 2 weeks, at 2-8° C up to 3 months, at –15° C up to 

6 months. 

Specimens must be kept capped to avoid evaporative loss to the 
atmosphere.  

INTERFERENCES (3) 

Interferences studies performed on sera show no interference with 

Proceduren°1: 

Interferent Alcohol in (mg/dL) Results 

Ascorbic Acid 95 No interference up to 25 mg/dL  

Total Bilirubin 96 No interference up to 418 µmol/L  

Hemoglobin 90 No interference up to 189 µmol/L 

Glucose 50.7 No interference up to 1000 mg/dL 

Turbidity 90 No interference up to 0.308 abs 

(lactescence) 

Higher icteric, hemolysed or cloudy plasmas or sera may be 

deproteinised before performing the assay (§ MANUAL 

PROCEDURE). 

Several alcohols interfere with the determination but react more slowly 
than ethanol (respect incubation time stated in the procedure): 

Substance approximate % of reactivity 

Ethanol 100 

n-Butanol 28 

Isopropanol 4 

Methanol 0.3 

Ethylene glycol 1.6 

Acetone 0 

For a more comprehensive review of factors affecting this assay refer 
to the publication of Young D.S 
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MATERIAL REQUIRED BUT NOT PROVIDED 

1. Basic medical analysis laboratory equipment. 
2. Normal and pathological control. 
3. Demineralised water for the reconstitution of the reagent. 
4. TCA (Trichloro-acetic acid) 62.5 g/L. 

CALIBRATION 

•  Standard provided in the kit (vial R2) measured in standardized 
conditions with enzymatic method and aqueous standard traceable 
to NERL Standard 

•  Or any calibrator traceable to a reference method or material. 

The calibration frequency depends on proper instrument functions and 
on the preservation of the reagent. 

To ensure good results, it is recommended to calibrate in the following 
cases: 
1. When changing reagent batch. 
2. After maintenance operations on the instrument. 
3. When control values are out of range, even after using a new vial 

of fresh control. 

QUALITY CONTROL 

•  Normal Control Ethanol/Ammonia/Bicarbonate REF 95013 

•  Pathological Control Ethanol/Ammonia/Bicarbonate REF 95023 

•  External quality control program. 

It is recommended to control in the following cases: 

•  At least once a run. 

•  At least once within 24 hours. 

•  When changing vial of reagent. 

•  After maintenance operations on the instrument. 

If control is out of range, apply following actions: 
1. Repeat the test with the same control. 
2. If control is still out of range, prepare a fresh control and repeat the 

test. 
3. If control is still out of range, use a new vial of calibrator and repeat 

the test. 
4. If control is still out of range, calibrate with a new vial of reagent. 
5. If control is still out of range, please contact BIOLABO technical 

support or your local Agent. 

CLINICAL SIGNS (1) (2)  

Ethanol concentration 

in WHOLE BLOOD: 

States of alcoholic influence 

mg/dL mmol/L  

50-100 10.9-21.7 Flushing, slowing of reflexes, impaired visual activity 

> 100 > 21.7 Central nervous system depression (CNS) 

> 400 > 86.8 Fatalities reported (i.e.respiratory failure) 

URINES: Values in post-absorbtive state are similar to those of serum 

SERUM: Multiply by 1.2 to 1.3 the whole blood values. 

Alcohol level is virtually no detectable in abstaining subjects. 

Not all individuals experience the same degree of CNS dysfunction at similar 

blood alcohol levels. The statutory limit of blood alcohol concentration for driving 

a motor vehicle is different in function of the considered country. 

PERFORMANCES CHARACTERISTICS (4) 

Within run  
N = 20 

Low level  High level   Between run 
N = 20 

Low level  High level  

Mean mg/dL 41.2 108.3  Mean mg/dL 41.6 109.5 

S.D. mg/dL 0.87 1.41  S.D. mg/dL 1.6 1.3 

C.V. % 2.1 1.3  C.V. %  3.97 1.23 

Detection limit: approximately 10 mg/dL. 

Sensitivity for 100 mg/dL: approximately 0.430 Abs at 340 nm. 

Comparison studies with a commercially available reagent (enzymatic 

method):  

40 sera within 40 and 280 mg/dL have been evaluated with both 

reagents (linear regression):  
y = 1.0069 x – 0.21 r = 0.9987 

X (mg/dL) Acceptable 

Inaccuracy (4) 
Y calculated value Observed 

Inaccuracy 
Conclusion 

100 +/-5 100 0 Passed 

300 +/-9 302 2 Passed 

LINEARITY 

The assay is linear up to 300 mg/dL (65 mmol/L). 

Above, dilute the specimen (1 + 4 ) with saline solution and re-assay 
taking into account dilution factor to calculate the result. Linearity limit 
depends on specimen/reagent ratio. 

MANUAL PROCEDURE 

Let stand reagent and specimens at room temperature. 

Procedure n°1: Sera, plasmas, Urines (Without deproteinisation) 

Pipette into 5 mL test tubes: Blank Standard Assay 

Working Reagent (vial R1) 3 mL 3 mL 3 mL 

Demineralised water 10 µL   

Standard (vial R2)  10 µL  

Specimen   10 µL 

Mix. Incubate for 10 minutes at 37° C or 15 minutes at 30° C or 30 minutes at 

room temperature. 

Read absorbance at 340 nm (or Hg 334) against reagent blank. 

The reaction is stable for 2 hours (see § INTERFERENCES). 

Note:  

Urines: It is recommended to perform a specimen blank (10 µL 
specimen + 3 mL water, read against water). Then deduct the 
absorbance of specimen blank from the absorbance of assay (read 
against reagent blank). 

Procedure n°2: whole blood, very icteric, hemolysed or cloudy 
sera or plasmas (With deproteinisation) 

1-Supernatant preparation  

Pipette in centrifuge tube: Standard Specimen 

TCA Solution 62,5 g/L 1.8 mL 1.8 mL 

Standard (vial R2) 200 µL  

Specimen  200 µL 

Cap tubes. Mix vigorously. Let stand for 5 minutes. 

Centrifuge for 5 minutes at 2000-3000 RPM. (Do not centrifuge Standard).  

2- Assay 

Then, pipette into 5 mL test tubes: Blank Standard Assay 

Working Reagent (vial R1) 3 mL 3 mL 3 mL 

Demineralised water 100 µL   

TCA diluted Standard  100 µL  

Supernatant   100 µL 

Mix. Incubate for 10 minutes at 37° C or 15 minutes at 30° C or 30 minutes at 

room temperature. 

Read absorbance at 340 nm (or Hg 334) against reagent blank. 

The reaction is stable for 2 hours (see § INTERFERENCES). 

Specific procedures are available upon request for automated 
instruments. Please contact BIOLABO technical support. 

CALCULATION 

Calculate the result as follows: 
 

Result = 
Abs (Assay) 

x Standard concentration  
Abs (Standard) 

REFERENCES 
(1) TIETZ N.W. Text book of clinical chemistry, 3rd Ed. C.A. Burtis, E.R. 

Ashwood, W.B. Saunders (1999) p. 922-927. 
(2) Clinical Guide to Laboratory Test, 4th Ed., N.W. TIETZ (2006) p. 1344-

1347. 
(3) YOUNG D.S., Effect of Drugs on Clinical laboratory Tests, 4th Ed. (1995) p. 

3-251-to 3-253 
(4) GADSDEN R.H., TAYLOR E.H., STEINDEL S.J. et al: Ethanol in Biological 

Fluids by Enzymic Analysis. In: Selected Methods of Emergency 
Toxicology. C.S. Frings, W.R. Faulkner, Eds. Vol 11. Selected Methods of 
Clinical Chemistry, Washington DC, AACC Press, 1986, p. 63-65 
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Certificato n. 1976/MDDCERTIFICATO CEDichiarazione di approvazione del sistema qualità(Garanzia di qualità della produzione)
CERACARTA SPA 47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

Visto l'esito delle verifiche condotte in conformità all'Allegato V, punto 3 e tenendo conto dell’Allegato VII, punto 5 della direttiva 93/42/CEE e s.m.i., si dichiara che la ditta:
mantiene negli stabilimenti di:47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italyun sistema qualità che assicura la conformità dei seguenti prodotti:Carte per registrazione ad uso medicoModd. come da documento allegato "ELENCO CARTE DIAGRAMMATE CLASSE I F.M. REV.15 - 16/10/2017"; valido solo se provvisto di timbro IMQ. Marca Ceracartaai requisiti metrologici ad essi applicabili della direttiva suddetta (in tutte le fasi della fabbricazione) ed è sottoposta alla sorveglianza prevista dal punto 4 dell'Allegato V.Riferimento pratiche IMQ:DM17-0017248-01.Questa Dichiarazione di approvazione è rilasciata dall'IMQ S.p.A. quale organismo notificato per la direttiva 93/42/CEE e s.m.i.Il numero identificativo dell'IMQ S.p.A. quale organismo notificato è: 0051.

Questa Dichiarazione di approvazione è soggetta alle condizioni previste dall'IMQ nel "Regolamento per la certificazione CE dei dispositivi medici in base alla direttiva 93/42/CEE".

Emesso il: 2017-11-18
Data Scadenza: 2022-11-17 IMQ



Certificate No 1976/MDDEC CERTIFICATEProduction Quality Assurance System Approval Certificate
CERACARTA SPA 47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

On the basis of our assessment carried out according to Annex V, section 3 and considering the Annex VII, section 5 of the Directive 93/42/EEC and its revised version, we hereby certify that:
manages in the factories of:47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italya quality assurance system ensuring the conformity of the following products:Electromedical recording chart paperType ref. as to annexed document "ELENCO CARTE DIAGRAMMATE CLASSE I F.M. REV.15 - 16/10/2017"; valid only if provided with IMQ stamp. Trade mark Ceracartawith the relevant metrological requirements of the aforementioned directive (as far as all the manufacturing stage is concerned) and it is subject to surveillance as specified in section 4 of Annex V.Reference to IMQ files Nos:DM17-0017248-01.This Approval Certificate is issued by IMQ S.p.A. as Notified Body for the Directive 93/42/EEC and its revised version.Notified Body notified to European Commission under number: 0051.

This Approval Certificate is subjected to the provisions laid down in the “Rules for managing the EC Certification of Medical Devices on the basis of the Directive 93/42/EEC”.

Date: 2017-11-18
Expiry Date: 2022-11-17 IMQ

This is a translation of the Italian text, which prevails in case of doubts



ELENCO CARTE DIAGRAMMATE CLASSE I F.M.   REV.15 - 16/10/2017Codice famiglia identificativo Descrizione famiglia22.01 Pacchi stampati medicali (per ECG,EEG,CTG,e laboratorio analisi)21.01 Rotoli stampati medicali (per ECG,EEG,CTG,e laboratorio analisi)32.01 Schede e  dischi stampati medicali

                      
     Carte diagrammate per tutte le apparecchiature di elettrodiagnostica. Materiale di consumo ed accessori elettromedicali. Carte per apparecchi registratori industriali. Rotoli e pacchi speciali per sistemi esattoriali, di controllo, lotterie. Etichette radiofrequenza e soluzioni integrate. 

Chart Papers for all electrodiagnostic equipments.Disposable and electromedical accessories. Chart Papers industrial recording instruments. Special rolls and fanfolds for tickets checking systelottery. Rfid labels and chain solutions.   Sede (Head office and works) :   Via Secondo Casadei, 14 - 47122 FORLI� � ITALY  Tel : 0039 0543 780055 � Fax : 0039 0543 781404 http : // www.ceracarta.it � e-mail : info@ceracarta.it. Capitale Sociale :  � 1.000.000 int. vers. Registro Imprese FORLI�-CESENA P.I. / C.F. / VAT.N. IT 00136740404 R.E.A. FORLI� N. 72646 � N. MECC. FO 006863     
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 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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 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 

 
 

 

 

 

 

 



MED 26032Reg. Numero /
Reg. Number

2006-09-07

2021-05-242024-05-26

10

di / of1 4

Primo rilascio /
First issue date

Scadenza /
Valid until

Revisione /
Revision

Ultima modifica /
Last change date

Pagina / Page

2021-05-24Valido da /
Valid from

Via Staffora, 18/9

LUMED S.r.l.

20073 Opera, MI - Italia

Sede Operativa / Operational Headquarter:

Si certifica che, sulla base dei risultati degli audit effettuati, il Sistema di garanzia di Qualità della
Produzione dell’Organizzazione/ We certify that, on the basis of the audits carried out, the
Production Quality Assurance System of the Organization:

Certificato CE del Sistema di Garanzia della Qualità
EC Quality Assurance System Certificate

Via Vittor Pisani, 28

20124 Milano, MI -  Italia

Sede legale   /  Registered Headquarter

Via Senio, 36/40

47121 Forlì, FC -  Italia

Sede Operativa   /  Operational Headquarter

è conforme ai requisiti applicabili della Direttiva 93/42/CEE e successive modifiche ed integrazioni, 
Allegato V, attuata in Italia con Dlgs. 46 del 1997/02/24 e successive modifiche ed integrazioni per 
le seguenti tipologie di Dispositivi Medici / Is in compliance with the applicable requirements of 
93/42/EEC Directive as amended, Annex V, transposed in Italy by Dlgs. 46 of 1997/02/24 as 
amended  for the following Medical Devices:

Carte di registrazione per apparecchiature elettromedicali / Recording chart paper for medical 
devices
Dispositivi monouso per diagnostica polmonare / Disposable devices for pulmonary test
Elettrocardiografi / Electrocardiographs
Elettrocardiografi di seconda generazione / Electrocardiographs
Holter ECG / Holter systems

Rif. rapporto di audit/ Ref. audit report: 12-13-14-15/01/2021

Chief Operating Officer

Giampiero Belcredi



MED 26032Reg. Numero /
Reg. Number

2006-09-07

2021-05-242024-05-26

10

di / of2 4

Primo rilascio /
First issue date

Scadenza /
Valid until

Revisione /
Revision

Ultima modifica /
Last change date

Pagina / Page

2021-05-24Valido da /
Valid from

Identificazione  dei Dispositivi  Medici/  Identification of Medical Devices:

Allegato  tecnico  al Certificato/
Technical sheet enclosed to the Certificate 

Tipologia  / Medical Devices:
Carte di registrazione per apparecchiature elettromedicali / Recording chart paper for medical devices

Classe  di rischio  / Risk class:
I m - Limitatamente agli aspetti relativi ai requisiti metrologici / restricted to the aspects concerned the 
metrological requirements
Codice  NANDO  / NANDO codes:

MD 0104

Carte termiche prive di Bisfenoli / Phenol free chart paper

Modello  / Model:

CF αα xxx (/yyy) BF αα xxx (/yyy)

Codici  / Codes:

Tipologia  / Medical Devices:
Dispositivi monouso per diagnostica polmonare / Disposable devices for pulmonary test

Classe  di rischio  / Risk class:
II a

Codice  NANDO  / NANDO codes:

MD 0106

Boccagli / Mouthpieces

Modello  / Model:

TSxxxx (/yyyy); 910300

Codici  / Codes:

Boccagli con filtro antiparticolato / Mouthpieces with particulate filter

Modello  / Model:

TSFxxxx

Codici  / Codes:

Filtri B.V. (batterici – virali) / Bacterial-viral filters

Modello  / Model:

TSVBM xxx (/yyy)

Codici  / Codes:

Chief Operating Officer

Giampiero Belcredi



MED 26032Reg. Numero /
Reg. Number

2006-09-07

2021-05-242024-05-26

10

di / of3 4

Primo rilascio /
First issue date

Scadenza /
Valid until

Revisione /
Revision

Ultima modifica /
Last change date

Pagina / Page

2021-05-24Valido da /
Valid from

Identificazione  dei Dispositivi  Medici/  Identification of Medical Devices:

Allegato  tecnico  al Certificato/
Technical sheet enclosed to the Certificate 

Tipologia  / Medical Devices:
Elettrocardiografi / Electrocardiographs

Classe  di rischio  / Risk class:
II a

Codice  NANDO  / NANDO codes:

MD 1302

euro_ecg 3view; euro_ecg 6view; euro_ecg 12view;

Modello  / Model:

EP-LU30001 EP-LU30002 EP-LU30003

Codici  / Codes:

Tipologia  / Medical Devices:
Elettrocardiografi di seconda generazione / Electrocardiographs

Classe  di rischio  / Risk class:
II a

Codice  NANDO  / NANDO codes:

MD 1302

euro_ecg 301A; euro_ecg 301; euro_ecg 301B; euro_ecg 601A; euro_ecg 601; euro_ecg 601B; euro_ecg 
1201A; euro_ecg 1201; euro_ecg 1201B

Modello  / Model:

EP-LU30111, EP-LU30101, EP-LU30121, EP-LU30112, EP-LU30102, EP-LU30122, EP-LU30113, EP-LU30103, EP-
LU30123

Codici  / Codes:

Chief Operating Officer

Giampiero Belcredi



MED 26032Reg. Numero /
Reg. Number

2006-09-07

2021-05-242024-05-26

10

di / of4 4

Primo rilascio /
First issue date

Scadenza /
Valid until

Revisione /
Revision

Ultima modifica /
Last change date

Pagina / Page

2021-05-24Valido da /
Valid from

Identificazione  dei Dispositivi  Medici/  Identification of Medical Devices:

Allegato  tecnico  al Certificato/
Technical sheet enclosed to the Certificate 

Tipologia  / Medical Devices:
Holter ECG / Holter systems

Classe  di rischio  / Risk class:
II a

Codice  NANDO  / NANDO codes:

MD 1302

euro_holter 3view ; euro_holter 12view

Modello  / Model:

EP-LU20001 EP-LU20002 EP-LU20003 EP-LU20004

Codici  / Codes:

La lista completa dei codici, relativi ai modelli certificati, è disponibile presso Kiwa Cermet Italia./ The complete list of the codes 
related to the certificated models is available at Kiwa Cermet Italia. Il presente Certificato è soggetto al rispetto dei requisiti 
contrattuali di Kiwa Cermet Italia ed è valido solo per le tipologie di dispositivi sopra identificate soggette a sorveglianza/ This 
Certificate is subject to Kiwa Cermet Italia regulations and it is valid only for the above mentioned Medical Devices that are subject to 
survey. L’allegato tecnico è parte integrante del presente Certificato./ The technical sheet is an integrating part of this Certificate.

Chief Operating Officer

Giampiero Belcredi



DICHIARAZIONE CE DI CONFORMITÀ
CONFORMITY CE DECLARATION - DECLARATIONE CE DE CONFORMITE

KONFORMITÄTSERKLÄRUNG - DECLARATION CE DE CONFORMIDAD
Modulo: TPM999 (ref. ISO/IEC 17050-1)

Nome del rilasciante - Manufacturer's name - Nom de la Société délivrante - Name des Hersteller - Nomgre de expedidor

Oggetto della dicharazione - Subject of declaration - Objet de la déclaration - Betreffvon Erklärung - Objeto de la declaración

TECNO-GAZ dichiara sotto la propria responsabilità che l'oggetto della dichiarazione sopra descritto è conforme ai requisiti dei seguenti documenti:

TECNO-GAZ erklärt, dass der Gegenstand dieser Erklärung den Anforderungen folgender Unterlagen beachtet:
TECNO-GAZ déclare sous sa responsabilité que l'objet de la déclaration décrit ci-dessus est conforme aux exigences des documents suivants

TECNO-GAZ S.p.A.
Strada Cavalli n. 4, 43038, Sala Baganza, Parma, ITALY

ROTOLI PIATTI mm 150x200 mt

STERILIZATION PAPER REELS mm 150x200 mt

REF:   CS005Z01

TECNO-GAZ declares under its own responsability that The object of the declaration described conforms to the requirements of the following documents:

TECNO-GAZ declara bajo su responsabilidad que el objeto de la declaración se ha descrito anteriormente se ajusta a los requisitos de los siguientes documentos

confezione 4 pz

4 units box package

*Direttiva 93/42/CEE e successive modifiche e integrazioni | Directive 93/42/EEC and following modifications and supplements | Directive 93/42/CEE et modifications ultérieures et
supplémentaires | Richtlinie 93/42/EWG und folgendene Änderungen und Ergänzungen | Directiva 93/42/CEE e siguientes variaciones e adiciones.
Recepita in Italia dal Decreto Legislativo n.46 del 24 Febbraio 1997 e successive modifiche e integrazioni.
La procedura di valutazione della conformità è conforme all'allegato VII della direttiva 93/42/CEE | The conformity assessment procedure is in accordance with Annex VII of Directive 93/42/EEC |
La procédure d'évaluation de la conformité est en conformité avec l'annexe VII de la directive 93/42 /CEE | Das Konformitätsbewertungsverfahren ist gemäß Anhang VII der Richtlinie 93/42/EWG
| El proceso de evaluación de la conformidad se conforma al anexo VII de la directiva 93/42/CEE.
Classe I - Class I - classe I - Klasse I - Clase I .

EN 11607

EN ISO 868-1 5

Paolo Bertozzi
Presidente - Chairman - Président - Vorstandvorsitzender - Presidente

Sala Baganza (PR),  13/06/2019

Data di produzione | Production date | Date de fabrication | Produktionsdatum | Fecha de producción

Luogo e data di rilascio - Place and date of issue  - Lieu et date de délivrance - Ort und Datum - Lugar de producción

13/06/2019

Marchio CE è stato apposto sul prodotto in data 13/06/2019   |   CE mark have been affixed to this product on  13/06/2019   |   Le marquage CE a été apposée
sur le produit le 13/06/2019   |   Die CE Markierung wurde am 13/06/2019 angebracht   |   Marca CE se ha puesto sobre el producto en la fecha 13/06/2019



 

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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CERTIFICATO n. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

MEUS S.r.l. 
 

Unità Operative / Operative Units 

Via Leonardo Da Vinci, 24B-26-28 - Zona Industriale Tognana - 35028 Piove di Sacco (PD) - Italia 
Progettazione e produzione di kit diagnostici per l’analisi del sangue e dei liquidi biologici. Progettazione e 

produzione di terreni di coltura per microbiologia.  
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi. 

Via dell'Industria 2-16 - 35020 Arzergrande (PD) – Italia 
Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico. 

È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 
 

UNI CEI EN ISO 13485:2016 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

Progettazione e produzione di kit diagnostici per l’analisi del sangue e dei liquidi 
biologici. Progettazione e produzione di terreni di coltura per microbiologia. 

Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico. 
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi. 

 

Design and production of diagnostic kits for blood and biological liquids analysis. 
Design and production of culture media for microbiology. Design and production of 
sterile needles and devices for collection of haematological samples. Design and 

production of moulds for plastic labware. 

Riferirsi alla documentazione del Sistema di Gestione per la Qualità aziendale per l'applicabilità dei requisiti della norma di riferimento. 
Refer to the documentation of the Quality Management System for details of application to reference standard requirements. 

 

Il presente certificato è soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico. 
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification  of company management systems” and Specific Scheme. 

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 
FIRST ISSUE CURRENT ISSUE EXPIRING DATE 

 18/01/2007  18/01/2022 17/01/2025 
 

 

 

____________________________________________ 

Vincenzo Delacqua 
Rappresentante Direzione / Management Representative 

ICIM S.p.A. 
Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 

www.icim.it 

mailto:info@icim.it
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CERTIFICATO n. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

ROLL S.r.l.  
 

UNITÀ OPERATIVA / OPERATIVE UNIT 
 

Via Leonardo Da Vinci, 24A - Zona Industriale Tognana - 35028 Piove di Sacco (PD) 
Italia 

È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 
 

UNI CEI EN ISO 13485:2016 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.  
Progettazione e produzione di kit diagnostici per l’analisi del sangue e dei liquidi 
biologici. Stampaggio di materie termoplastiche ad iniezione per articoli medicali. 

 

Design and production of Holders for vacuum sampling.  
Design and production of diagnostic kits for blood and biological liquids  

analysis. Injection moulding of thermoplastic materials for medical devices. 

Riferirsi alla documentazione del Sistema di Gestione per la Qualità aziendale per l'applicabilità dei requisiti della norma di riferimento. 
Refer to the documentation of the Quality Management System for details of application to reference standard requirements. 

 

Il presente certificato è soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico. 
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification  of company management systems” and Specific Scheme. 

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 
FIRST ISSUE CURRENT ISSUE EXPIRING DATE 

 18/01/2007  18/01/2022 17/01/2025 
 

 

 

____________________________________________ 

Vincenzo Delacqua 
Rappresentante Direzione / Management Representative 

ICIM S.p.A. 
Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 

www.icim.it 

mailto:info@icim.it
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CERTIFICATO n. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

VACUTEST KIMA S.r.l. 
 

Sede / Head office 
Via dell'Industria, 12 - 35020 Arzergrande (PD) – Italia 

Uffici direzionali e amministrativi 
Unità Operative / Operative Units 

Via dell'Industria, 12 - 35020 Arzergrande (PD) – Italia 
Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine. 

Produzione di provette per microprelievi di sangue. Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni 
di coltura per microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto predeterminato e aghi sterili. 

Via Leonardo Da Vinci, 22 – 35028 Piove di Sacco (PD) 
Uffici commerciali e magazzino. 

È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 
 

UNI CEI EN ISO 13485:2016 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo 
ematico, liquidi biologici e urine. Produzione di provette per microprelievi di sangue. 

Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per 
microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto 

predeterminato e aghi sterili. 
 

Design and production of test tubes with predetermined vacuum for collection of 
haematological samples, biological liquids and urine samples. Production of test tubes 
for micro-collection of haematological samples. Trading of the products of the Group: 
diagnostic kits, culture media for microbiology, plastic disposable labware, test tubes 

with predetermined vacuum and sterile needles. 

Riferirsi alla documentazione del Sistema di Gestione per la Qualità aziendale per l'applicabilità dei requisiti della norma di riferimento. 
Refer to the documentation of the Quality Management System for details of application to reference standard requirements. 

 

Il presente certificato è soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico. 
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification  of company management systems” and Specific Scheme. 

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 
FIRST ISSUE CURRENT ISSUE EXPIRING DATE 

 18/01/2007  18/01/2022 17/01/2025 
 

 

 

____________________________________________ 

Vincenzo Delacqua 
Rappresentante Direzione / Management Representative 

ICIM S.p.A. 
Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 

www.icim.it 

mailto:info@icim.it


DURICO C&T INC.

33, Oedap 6-gil, Sangju-si, Gyeongsangbuk-do, Korea

Design, Development, Manufacture and Service of Special Paper 
(Thermal Paper, Ink-jet Paper, Photographic Paper, Mat Sheet)

ISO 13485:2016
Medical Devices - Quality Management Systems

Certificate No : GK-0233-MD
Valid Period : 05 Jul 2020   ~   04 Jul 2023
Initial Date : 05 Jul 2014 Issue Date : 01 Jul 2020
Expiry Date : 04 Jul 2023
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