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SCHEDA TECNICA PRODOTTO 
TECHNICAL DATA SHEET 

 
Data emissione / Date of issue 
19.02.2021  

Articolo: Piastre di Petri Ø 90 mm 
Petri dishes Ø 90 mm Item: 

 

DESCRIZIONE / DESCRIPTION 

Le Piastre di Petri sono prodotte con un elevato 
standard di qualità garantito da un processo 
produttivo completamente automatizzato, in 
condizioni di asetticità controllata. Ideali per 
lavori di routine, ricerca batteriologica e per 
l’utilizzo in riempitori automatici. Le piastre 
sono conformi allo standard UNI EN ISO 
24998. Il processo produttivo e il controllo 
qualità sono eseguiti in base a specifiche 
procedure ed istruzioni come richiesto dal 
Sistema Qualità conforme alle Norme UNI EN 
ISO 9001 e UNI EN ISO 13485 (Conformità a 
tali Norme rilasciata da Ente notificato esterno). 
 
 
 
Petri Dishes are produced with a high quality 
standard guaranteed by a fully automated 

production process, under controlled aseptic conditions. Ideal for routine use, bacteriuria screening and for their use in automatic 
filling machines. Petri dishes are conform to UNI EN ISO 24998 standard. The production process and the quality controls are 
executed in accordance with specific procedures and instructions as required by the Quality System  in compliance with UNI EN ISO  
9001 and UNI EN ISO 13485 Rules (Conformity issued by external Notified Body). 

Prodotto con marchio CE - conforme alla Direttiva 98/79/CE e al D.lgs 332 del 08/09/2000  
CE Marked product - manufactured  in compliance with 98/79/CE Directive and D.lgs 332 dtd 08/09/2000  
 
 

DESTINAZIONE D’USO / INTENDED PURPOSE 

La destinazione è quella di “DISPOSITIVO MEDICO DIAGNOSTICO IN VITRO” Dispositivo atto a contenere terreni di coltura idonei ad essere 
inoculati con campioni biologici umani (per esempio urina, saliva, espettorato, pus, etc) al fine di effettuare analisi diagnostiche di 
laboratorio. Il dispositivo in oggetto è destinato esclusivamente ad uso professionale. 
Classificazione Nazionale dei Dispositivi Medici (CND) > W0503030101 (Capsule di Petri) 
Classificazione EDMA > 14909090 - Other Other Microbiology 

Intended purpose is “IN VITRO MEDICAL DEVICE” Device suitable to contain culture media suitable to be inoculated with human biological 
samples (for example, urine, saliva, sputum, pus, etc) in order to carry out diagnostic laboratory analysis. For professional use only. 
National classification of medical devices (CND - For Italian law) > W0503030101 (Petri dishes) 
EDMA > 14909090 - Other Other Microbiology 

CERTIFIED COMPANY UNI EN ISO 9001 & UNI EN ISO 13485 
 



  
Aptaca S.p.A. Regione Monforte, 30 - 14053 Canelli (Asti) Italy 

Tel. (+39) 0141/83.50.75 – Fax (+39) 0141/83.52.92 
E-Mail: info@aptaca.com – Website: www.aptaca.com 

 

Mod ST-059/11.2019/2 PIASTRE DI PETRI Ø 90 MM / PETRI DISHES Ø 90 MM Pag.  2 of 6      
 

PRODUCT IDENTIFICATION / IDENTIFICAZIONE DEL PRODOTTO 

 
COD. Descrizione 

Description 
Confezionamento 

Packaging RDM1 

91 Piastre di petri Ø 90 mm, ventilate, asettiche 
Petri dishes Ø 90 mm, with triple vents, aseptic 

500 pcs 
(25 x 20 pcs) 1898166/R 

91/AN Piastre di petri Ø 90 mm, ventilate, asettiche, anonime 
Petri dishes Ø 90 mm, with triple vents, aseptic, anonymous 

500 pcs 
(25 x 20 pcs) 1898169/R 

91* Piastre di petri Ø 90 mm, ventilate, asettiche 
Petri dishes Ø 90 mm, with triple vents, aseptic 

480 pcs 
(24 x 20 pcs) 1898167/R 

91/SG Piastre di petri Ø 90 mm, ventilate, sterili irraggiate 
Petri dishes Ø 90 mm, with triple vents, sterile irradiated 

500 pcs 
(25 x 20 pcs) 1898211/R 

91/SG/AN Piastre di petri Ø 90 mm, ventilate, sterili irraggiate, anonime 
Petri dishes Ø 90 mm, with triple vents, sterile irradiated, anonymous 

500 pcs 
(25 x 20 pcs) 1898213/R 

91/SG* Piastre di petri Ø 90 mm, ventilate, sterili irraggiate 
Petri dishes Ø 90 mm, with triple vents, sterile irradiated 

480 pcs 
(24 x 20 pcs) 1898212/R 

101 Piastre di petri Ø 90 mm, non ventilate, asettiche 
Petri dishes Ø 90 mm, without triple vents, aseptic 

500 pcs 
(25 x 20 pcs) 1898143/R 

101/AN Piastre di petri Ø 90 mm, non ventilate, asettiche, anonime 
Petri dishes Ø 90 mm, without triple vents, aseptic, anonymous 

500 pcs 
(25 x 20 pcs) 1898149/R 

101/SG Piastre di petri Ø 90 mm, non ventilate, sterili irraggiate 
Petri dishes Ø 90 mm, without triple vents, sterile irradiated 

500 pcs 
(25 x 20 pcs) 1898182/R 

101/SG/AN Piastre di petri Ø 90 mm, non ventilate, sterili irraggiate, anonime 
Petri dishes Ø 90 mm, without triple vents, sterile irradiated, anonymous 

500 pcs 
(25 x 20 pcs) 1898184/R 

 

  

COD. Descrizione 
Description 

Confezionamento 
Packaging RDM1 

251 Petri dishes Ø 90 mm, with 2 sectors and triple vents, aseptic 
Piastre di petri Ø 90 mm, a 2 settori, ventilate, asettiche 

500 pcs 
(25 x 20 pcs) 1898157/R 

251/SG Petri dishes Ø 90 mm, with 2 sectors and triple vents, sterile irradiated 
Piastre di petri Ø 90 mm, a 2 settori, ventilate, sterili irraggiate 

500 pcs 
(25 x 20 pcs) 1898198/R 

261 Petri dishes Ø 90 mm, with 3 sectors and triple vents, aseptic 
Piastre di petri Ø 90 mm, a 3 settori, ventilate, asettiche 

500 pcs 
(25 x 20 pcs) 1898160/R 

261/SG Petri dishes Ø 90 mm, with 3 sectors and triple vents, sterile irradiated 
Piastre di petri Ø 90 mm, a 3 settori, ventilate, sterili irraggiate 

500 pcs 
(25 x 20 pcs) 1898201/R 

271 Petri dishes Ø 90 mm, with 4 sectors and triple vents, aseptic 
Piastre di petri Ø 90 mm, a 4 settori, ventilate, asettiche 

500 pcs 
(25 x 20 pcs) 1898163/R 

271/SG Petri dishes Ø 90 mm, with 4 sectors and triple vents, sterile irradiated 
Piastre di petri Ø 90 mm, a 4 settori, ventilate, sterili irraggiate 

500 pcs 
(25 x 20 pcs) 1898204/R 

 
 

1 Repertorio Nazionale dei Dispositivi Medici 
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MATERIALE DI PRODUZIONE / MANUFACTURING MATERIAL 
Le piastre di petri sono otticamente trasparenti, atossiche, biologicamente inerti, prodotte in polistirolo cristallo antigraffio (PS - 
Numero CAS: 9003-53-6 - Numero CE: 500-008-9) unicamente di prima scelta. 
La materia prima utilizzata è conforme ed idonea per il contatto alimentare in base a: 

• ITALIA: Decreto Ministeriale 21/03/1973 e successivi aggiornamenti e modifiche; DPR 777/82 e successivi aggiornamenti 
e modifiche 

• UE: Regolamento 1935/2004/CE (oggetti destinati a contatto con alimenti) e s.m.i.; Regolamento 10/2011 (limiti di 
migrazione) e s.m.i.; Regolamento 1895/2005/CE (restrizione d’uso sostanze per contatto con alimenti) e s.m.i.; Direttiva 
2002/72/CE e successivi aggiornamenti e modifiche (contatto alimenti) e s.m.i. 

• USA: Approvazione del Food and Drug Administration (FDA) - Title 21 §177 1640 (Styrene polymers). 
 
Altresì il polistirolo da noi utilizzato non contiene metalli pesanti, è conforme alla Direttiva RoHS (2011/65/UE), alla Direttiva 
2005/84/CE (restrizione d’uso sostanze - ftalati, solfati) 
 
Nella fabbricazione dei Dispositivi non sono state usati materiale che contengono gomma naturale, latex, gomme sintetiche che 
contengono gomme naturali (ad esclusione degli articoli in lattice) 
Le piastre in oggetto sono apirogene, non contenendo endotossine batteriche. 
 
 
 
Petri dishes have high optical clarity and are atoxic, biologically inert, made in crystal Polystyrene non-scratch (PS – CAS number: 
9003-53-6 - CE number: 500-008-9) of top quality only. 
Raw material used is conform and idoneous to foodstuff contact according to: 

• Italy: 21/03/1973 Ministerial Decree and following updating and changes; 777/82 DPR and following updating and changes 
• European Union: 1935/2004/CE Rule (objects intended to come in contact with food) 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; 2002/72/CE Directive and following updating and changes 
(food contact) and following updates and changes 

• USA: FDA’s approval – Title 21 § 177 1640 (Styrene Polymers). 
 
Moreover the polystyrene we use does not contain heavy metals and is conform to RoHS Directive (2011/65/UE), Directive 2005/84/CE 
(substances use restriction – phthalates, sulphates). 
 
During Devices manufacturing no  materials containing natural rubber, latex, synthetic rubber are used (except for Articles of latex) 
Dishes in object are pyrogen-free as do not contain bacterial endotoxins. 

 
 

STATO MICROBIOLOGICO / MICROBIOLOGICAL STATUS 
Tutte le piastre in oggetto sono prodotte in condizioni di asetticità controllata tali da garantire una contaminazione microbiologica ad 
un livello trascurabile, garantendo un SAL2 di 1 x 10-3 in accordo, ove applicabile, con la British Standard BS-EN 556-2. Sempre in 
base alla citata BS, le piastre sono libere da contaminazione di particelle sparse, maggiori di 100 micrometri di diametro, individuate 
da un esame visivo. Lo stato microbiologico delle piastre, in base alle prove di invecchiamento effettuate e alla validazione del 
confezionamento, è garantito 5 (cinque) anni dalla data di fabbricazione. 
 
Verifica dell’asetticità 
Gli ambienti di produzione sono verificati ed igienizzati periodicamente in base alle procedure interne, in particolare le presse di 
produzione e gli automatismi di assemblaggio sono igienizzati ad ogni inizio turno di lavoro. 
Ogni confezione (20 piastre) viene ispezionata visivamente dagli operatori a bordo macchina al fine di garantire l’assenza di 
eventuali particelle sparse. Con cadenza settimanale viene prelevata una confezione da 20 petri da ogni macchina e viene testata 
l’asetticità (carica microbica, muffe, lieviti, funghi) da un laboratorio esterno certificato ed accreditato. Per la verifica dell’asetticità 
sono utilizzati protocolli ufficiali, incubando per 5 giorni le piastre con terreni Plate Count Agar (PCA) e Malt Extract Agar (MEA). Nel 
caso di esito positivo delle analisi (presenza di UFC3) l’intero lotto di produzione viene segregato ed inviato in sterilizzazione. 
 
Sterilizzazione 
Le piastre di petri vendute “sterili” sono sterilizzate per irraggiamento tramite radiazioni ionizzanti raggi Beta (Dose di sterilizzazione: 
21,6 kGy - Energia del fascio: 10 MeV). Il processo di sterilizzazione è validato e verificato con cadenza trimestrale tramite audit 
esterno. Per le piastre “sterili” è garantito un SAL di 1 x 10-6. 

 
2 Sterilty Assurrance Level (SAL) 
3 Unità Formanti Colonie (UFC) 
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All dishes in object  are manufactured under controlled aseptic conditions so as to grant a negligible microbiological contamination, 
assuring a SAL4 of 1x10-3 in accordance, where applicable, with the British Standard BS-EN 556-2:2003. Always in accordance with 
the said BS, dishes are free from contamination of scattered particles, with a diameter bigger than 100 micrometers, identified by a 
visual examination. The microbiological status of dishes, according to the executed ageing proofs and packing validation, is granted 
for 5 (five) years from manufacturing date. 
 
Aseptic Conditions Control 
Manufacturing rooms are periodically verified and hygienized according to internal procedures, in particular moulding machines and 
assembling automatisms are hygienized at each shift change. 
Each pack (20 dishes) is visually examined by workers by machine’s side in order to grant the absence of possible scattered 
particles. Every week a pack of 20 dishes is drawn out of each machine and aseptic conditions (microbical charge, molds, leavens, 
fungus) are tested by an external certified and accredited laboratory. Official protocols are used for the aseptic conditions control, 
incubating dishes with Plate Count Agar and Malt Extract Agar transport media for 5 days.  If analysis have a positive result (presence 
of UFC5) the whole production lot is segregated and sent to sterilization. 
 
Sterilization 
Petri dishes sold in sterile version are sterilized by ionizing radiations (Beta Rays - Applied dose: 21.6 kGy – Bundle energy: 10 
MeV). Sterilization process is validated and verified every three months by external audit. A SAL of 1x10-6  is granted for “sterile” 
dishes. 

 
CARATTERISTICHE FISICHE / PHYSICAL FEATURES 
L’elevato peso, l’ottima planarità e le dimensioni altamente standard, in accordo con la Normativa UNI EN ISO 24998, rende le 
piastre in oggetto prodotte dall’Aptaca particolarmente idonee per l’utilizzo in riempitrici e macchinari automatizzati: 

• Gli spigoli della base e del coperchio sono paralleli, entro 5°, con la superficie piana della base; 
• Né la base né il coperchio hanno sporgenze pungenti che potrebbero causare tagli accidentali, punture o abrasioni sulla 

pelle degli utilizzatori o compromettere il corretto utilizzo nei macchinari automatizzati; 
• Nel caso di piastre a comparti separati (settori), l’altezza dei divisori è superiore al 50% dell’altezza della base tali da non 

permettere perdite tra i comparti. L’altezza dei comparti è di 7,5 ±0,5 mm; 
• Nel caso di piastre ventilate, vi sono n°3 protuberanze, di 0,25 mm di altezza, uniformemente distribuite sulla circonferenza 

del coperchio, tali da consentire una idonea ventilazione della piastra; 
• La particolare conformazione della base rende le piastre facilmente impilabili; è possibile inclinare una pila di 10 piastre 

per un angolo di 12° dalla verticale senza che la pila crolli. 
 

Ogni confezione di piastre viene esaminata visivamente dal controllo qualità al fine di garantire l’assenza di imperfezioni estetiche 
e/o funzionali delle piastre. Altresì è verificata l’integrità del sacchetto e la sua corretta chiusura (termosaldatura). 
 
Con cadenza settimanale è prelevata una campionatura di piastre da ogni pressa di produzione e sono verificati i seguenti aspetti: 

• Rigidità; 
• Resistenza alla distorsione termica (testato con soluzione acquosa 1,5% di agar a 60°C) in accordo ISO 24998; 
• Resistenza alla rottura; 
• Stabilità nell’impilaggio; 
• Controlli dimensionali. 

 
The high weight, the excellent steadiness and the highly standard dimensions, in accordance with the Standard UNI EN ISO 24998, 
make dishes produced by Aptaca particularly appropriate for the use with automatic filling machines: 

• Plate and lid edges are parallel, within 5°, to the flat bottom surface; 
• Neither plate nor lid have thorny protrusions that could cause accidental cuts, punctures or abrasions on the users’ skin or 

compromise the correct use in automatic machines;  
• In case of dishes with sectors, divisors height is higher than 50% of bottom height as not to permit leaking among sectors. 

Sectors height is 7.5 ±0.5 mm; 
• In case of dishes with triple vent, there are three protuberances, of a height of 0.25mm, uniformly distributed on the cover 

circumference, as to allow an appropriate dish ventilation; 
• The particular plate shape makes dishes easily stackable; it’s possible to incline a pile of 10 dishes to a 12° angle from the 

vertical line without pile falling. 
 

Each pack of dishes is visually examined by quality control in order to grant the absence of aesthetic and/or functional imperfections 
of dishes. Moreover, the pack completeness and its correct closing (welding) is verified. 
 

 
4 Sterilty Assurance Level (SAL) 
5 Unit Forming Colonies (UFC) 
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Every week a dishes sampling is drawn from every production press and the following features are verified: 

• Stiffness 
• Thermal distortion resistance (tested in aqueous solution containing 1,5% Agar at +60°C according to ISO 24998) 
• Breaking resistance 
• Stacking stability 
• Dimensional controls  

 
DIMENSIONI / DIMENSIONS 

Codice 
Code 

Base 
Base 

Coperchio 
Lid 

Base + Coperchio (assemblati) 
Base + Lid (assembled) 

Diametro 
interno 
Internal 

diameter 

Diametro 
esterno 
External 
diameter 

Altezza 
esterna 
External 
height 

Diametro 
esterno 
External 
diameter 

Altezza 
esterna 
External 
height 

Altezza 
Height 

Spazio laterale 
tra il coperchio e 

la base  
Side space 

between lid and 
plate 

Altezza tra la base 
della piastra e il 

piano di appoggio 
Height between 
dish plate and 
support level 

Peso 
Weight 

Superficie 
interna 

utilizzabile 
Internal 
usable 
surface 

91 mm 
86,0 ±0,5 

mm 
89 ±0,5 

mm 
14,5 ±1 

mm 
92,5 ±1 

mm 
8,2 ±1 

mm 
15,9 ±2 

mm 
0,75 ±0,2 

mm 
0,5 ±0,2 

gr. 
15 ±1 

mm2 
5.809 ±35 

101 mm 
86,0 ±0,5 

mm 
89 ±0,5 

mm 
14,5 ±1 

mm 
92,5 ±1 

mm 
8,2 ±1 

mm 
15,9 ±2 

mm 
0,75 ±0,2 

mm 
0,5 ±0,2 

gr. 
15 ±1 

mm2 
5.809 ±35 

251 mm 
86,0 ±0,5 

mm 
89 ±0,5 

mm 
14,5 ±1 

mm 
92,5 ±1 

mm 
8,2 ±1 

mm 
15,9 ±2 

mm 
0,75 ±0,2 

mm 
0,5 ±0,2 

gr. 
15 ±1 

mm2 
5.800 ±35 

261 mm 
86,0 ±0,5 

mm 
89 ±0,5 

mm 
14,5 ±1 

mm 
92,5 ±1 

mm 
8,2 ±1 

mm 
15,9 ±2 

mm 
0,75 ±0,2 

mm 
0,5 ±0,2 

gr. 
15,02 ±1 

mm2 
5.795 ±35 

271 mm 
86,0 ±0,5 

mm 
89 ±0,5 

mm 
14,5 ±1 

mm 
92,5 ±1 

mm 
8,2 ±1 

mm 
15,9 ±2 

mm 
0,75 ±0,2 

mm 
0,5 ±0,2 

gr. 
15,05 ±1 

mm2 
5.790 ±35 

 
IMBALLAGGIO ED IDENTIFICAZIONE / PACKING AND IDENTIFICATION 
Le piastre sono confezionate in sacchetti di LDPE contenenti ognuno 20 pezzi. La chiusura del sacchetto avviene tramite 
termosaldatura. Sia la consistenza del sacchetto che la qualità della chiusura garantiscono lo stato microbiologico del prodotto per 
5 (cinque) anni dalla data di fabbricazione. 
Su ogni sacchetto sono serigrafate (in lingua italiana, inglese e francese) le istruzioni d’uso per un utilizzo corretto e sicuro del 
dispositivo (ad esclusione delle piastre cod. 91/AN, 91/SG/AN, 101/AN e 101/SG/AN). 
 
L’unità di vendita è rappresentata dall’imballaggio secondario composto dalla scatola di cartone (con rivestimento kraft) contenente: 

• 500 piastre (25 sacchetti da 20 pezzi). Il volume della scatola è di 0,078 m3 (dimensioni 48,5 x 48,5 x 33 cm) – Peso 9,200 
Kg. circa 
 

Per i codici 91* e 91/SG*: 
• 480 piastre (24 sacchetti da 20 pezzi). Il volume della scatola è di 0,077 m3 (dimensioni 58,5 x 38,5 x 34 cm) – Peso 8,7 

Kg. circa 
 

Su ogni scatola è apposta l’etichetta identificativa del prodotto riportante: 
• Codice articolo; 
• Quantità; 
• Descrizione articolo; 
• Lotto di produzione; 
• Data di produzione e data di scadenza; 
• Codice a barre; 
• Indicazione di conformità CE; 
• Indicazione del produttore Aptaca; 
• Simbologia conforme alla UNI CEI EN ISO 15223-1 
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Dishes are packed in LDPE bags each containing 20 pieces. Bag closing is made by heat welding. Both bag consistency and closing 
quality grant the microbiological status of the product for 5 (five) years from manufacturing date. Use instructions for a correct and 
safe utilization of the device are silk-screen printed on each bag in Italian, English and French (excluding codes 91/AN, 91/SG/AN, 
101/SG and 101/SG/AN). 
 
Sale unit is represented by the secondary packing made of cardboard box (with kraft lining) which contains: 

• 500 dishes (25 bags of 20 pieces). The box volume is 0.078 m3  (dimensions 48.5 x 48.5 x 33 cm) – Weight about 9.2 Kg. 
 

For codes 91* e 91/SG*: 
• 480 dishes (24 bags of 20 pieces). The box volume is 0.077 m3  (dimensions 58,5 x 38,5 x 34 cm) – Weight about 8.7 Kg. 

 
On each box is put a label identifying the product and indicating: 

• Item code; 
• Quantity; 
• Item description; 
• Production lot; 
• Manufacturing and expiry date; 
• Bar code; 
• CE Conformity indication; 
• Aptaca Manufacturer indication; 
• Symbology conform to UNI CEI EN ISO 15223-1 

 
 

AVVERTENZE PER L’USO / OPERATING INSTRUCTIONS 

• Utilizzare esclusivamente per effettuare analisi di laboratorio 
• In caso di fuoriuscita del contenuto usare dispositivi di protezione individuale: PERICOLO DI  CONTAMINAZIONE 
• Non avvicinare il Dispositivo alla fiamma o a fonti di calore che lo potrebbero danneggiare 
• Non utilizzare il prodotto scaduto o con la confezione aperta 
• Non riutilizzare: Dispositivo monouso 
• Nel caso di prodotto sterile o asettico: stato microbiologico garantito a confezione integra 
• Non variare la destinazione d’uso 
• Prodotto non adatto ai bambini 
• Utilizzare il Dispositivo unicamente con accessori in dotazione 
• Non esporre direttamente ai raggi solari; proteggere dall’umidità 
• Conservare in luogo asciutto, temperatura min. -10°C (14°F) – max +50°C (122°F) 
• Per lo smaltimento utilizzare gli appositi D.P.I. e smaltire secondo le normative vigenti 
• Materiale di produzione: polistirolo. Prima dell’utilizzo con sostanze particolari verificare la resistenza/compatibilità del 
materiale. 

• Use only for laboratory analysis 
• Use appropriate personal protective equipment: contamination risk if contents leak 
• Keep out of flame or heat sources which might damage the product 
• Do not use after expiry date or if packing is opened 
• Do not re-use: Disposable Device 
• If sterile or aseptic Device: Microbiological status in undamaged pack 
• Do not vary the intended purpose of the product 
• Keep out of reach of children 
• Use with provided accessories only 
• Do not put under direct sun rays; store in a dry, cool place 
• Store in dry place, temperature range: min. -10°C (14°F) – max +50°C (122°F) 
• Disposal: use appropriate personal protective equipment and act according to applicable regulations 
• Raw material: polystyrene. Before use with particular substances check the resistance/compatibility 

 
 





   

   DRG Instruments GmbH • Frauenbergstraße 18 • 35039 Marburg DRG Instruments GmbH 
 Frauenbergstraße 18 
 D-35039 Marburg 
 Telefon +49(0) 64 21/17 00-0 
 Telefax +49(0) 64 21/17 00-50 
 e-mail: drg@drg-diagnostics.de 
 Internet: www.drg-diagnostics.de 
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Declaration of Conformity according to European Directive of in vitro diagnostic medical devices 
(98/79/EC) of the Medical Devices Act (MPG) 

 

 

We, DRG Instruments GmbH, Frauenbergstr. 18, 35039 Marburg, Germany 

 

Herewith declare under our own responsibility that the products of the attached list which are classified under 
Annex II list B of the European Directive 98/79/EC are in accordance with the requirements of the IVD 
Directive 98/79/EC of the European Parliament in regard to the in vitro diagnostic medical devices (IVDs) 
and therefore are allowed to be CE signed. 
 
Conformity assessment procedure in accordance with Annex IV excluding (4) and (6) by the notified body: 
TÜV Rheinland, LGA Products GmbH, Tillystr.2, 90431 Nürnberg (0197) 
 
This statement of conformity is valid in connection with the release document for the respective batch of 
produced devices. 
 

 

Quality Management and Norms 

DRG Instruments GmbH has established a Quality Management System for the design/development, 
production and distribution of in vitro diagnostic according to DIN EN ISO 13485:2016.  

 

Marburg, 2019-04-30 

 

 

 

__________________   ____________________ 

Wilhelm Sänger    Dr. Bernd Röder  

General Manager   Head of Regulatory Affairs 
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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. 
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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. 
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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. 
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For timely and updated information about any changes in the certification status referred to in this certificate, 
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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








ouueqi

MHdoiedogeir iiemeg a qioowKatfeH M qimio



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
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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











There are other facts to consider beyond the greenhouse 
gas emissions. When a cooler arrives at the laboratory, 
the researcher is often put in the untenable position 
of deciding whether to burn additional fossil fuels to 
transport the empty cooler across country for reuse/
recycling or to dispose of the cooler in a landfill. The best 
way to address the total environmental impact of “cold-
chain” transport is to follow the hierarchy of “reduce, 
reuse, recycle”: 1) Design the product for stability to 
ensure it can withstand the rigors of ambient shipping 
conditions without added refrigerant or insulation; 2) 
Design the packaging to be reusable, without increasing 
source material consumption; and 3) Recycle locally. We 
have opted to reduce whenever possible, reuse when it is 
an environmentally preferable option, and to encourage 
our customers to recycle locally.

Thermo Fisher Scientific has been systematically 
evaluating novel ways to minimize the impact of shipping 
Life Technologies™ products on gel or dry ice, and the 
CO2 footprint left by these products during distribution. 
Here we demonstrate that selected Custom Primers and 
TaqMan® Probes are stable at ambient temperatures 
during shipping. By avoiding the cooler and refrigerant, 
the product can be shipped in a smaller, corrugated 
cardboard box, which improves the carrier’s freight 
density (less fuel and emissions per box) and reduces 
the amount of packaging materials requiring disposal or 
recycling. By eliminating the cooler and gel or dry ice for 
these products, Thermo Fisher Scientific is helping to 
divert an annual total of nearly 1,826 kg (5,062 cubic feet) 

Abstract
To minimize the adverse environmental impact of 
packaging and shipping products on gel or dry ice, 
Thermo Fisher Scientific investigated the feasibility of 
shipping its Custom Primers and TaqMan® Probes at 
ambient temperatures. This report describes stability 
testing of dye-labeled primers and MGB, TAMRA™, and 
QSY® probes after subjecting them to simulated summer 
shipping conditions. Analytical and stability testing 
demonstrated that Custom Primers and TaqMan® Probes 
that underwent simulated summer ambient-temperature 
shipping conditions maintained the same integrity and 
functionality as primers and probes that were kept at the 
recommended storage condition. By shipping at ambient 
temperatures, the need for expanded polystyrene (EPS) 
coolers and added refrigerant is eliminated and the 
fuel consumption and greenhouse gas emissions from 
transporting the product are significantly reduced.

Introduction
The adverse environmental impact of shipping 
refrigerated or frozen products is tremendous. The 
annual carbon footprint to manufacture EPS and convert 
it into coolers for our Custom Primers and TaqMan® 
Probes is approximately 6 tons CO2-equivalents (CO2e) 
[1]. Factoring in the number of shipments, the average 
distance traveled per package, and the fact that most 
packages are shipped via air, the annual total carbon 
footprint for transporting Custom Primers and TaqMan® 
Probes is 32 tons CO2e [2].

WHITE PAPER Custom Primers and TaqMan® Probes

Custom Primers and TaqMan® Probes shipped 
at ambient temperature reduce environmental 
impact and retain their quality and stability



of EPS from landfills and incinerators by replacing it with 
recyclable corrugated paper packaging, and to reduce 
the annual total carbon footprint by 38 tons CO2e [1,2].

In 2009, we investigated the stability of five TaqMan® 
Assays: TaqMan® Gene Expression, Custom TaqMan® 
Gene Expression, TaqMan® MicroRNA, TaqMan® Drug 
Metabolism Genotyping, and TaqMan® SNP Genotyping 
Assays [3]. These assays comprise a preformulated set 
of unlabeled locus-specific oligonucleotide primers and 
minor grove binder–nonfluorescent quencher (MGB-
NFQ) probes labeled with a fluorescent dye (VIC® or 
FAM™ dye), and are supplied in liquid form. A total of 42 
different TaqMan® Assays were selected to represent 
the widest range of performance as well as chemical, 
sequence, and structural motifs. Assays were subjected 
to simulated summer ambient shipping conditions 
and subsequently analyzed for physical integrity and 
functional performance. Stressed samples were 
compared to controls in analytical HPLC and functional 
real-time PCR assays. In all cases, simulated ambient 
shipping of the assays had no effect on their quality, 
integrity, or functional performance. This study provided 
ample evidence for the stability of a wide range of 
structural motifs and oligonucleotide sequences under 
ambient shipping conditions and also demonstrated the 
stability of the VIC® and FAM™ dyes and the MGB moiety 
at the concentrations found in the assays.

For many years, Custom Primers and TaqMan® 
Probes have been shipped refrigerated on gel ice (with 
storage after shipping at +4°C or –20°C, depending on 
the product). Building on our 2009 study, this paper 
describes results from stability testing carried out after 
the Custom Primers and TaqMan® Probes were exposed 
to established summer shipping temperature profiles. 
These experiments demonstrate that by shipping 
selected Custom Primers and TaqMan® Probes under 
ambient conditions, not only can we supply researchers 
with the same superior-quality product they are used 
to receiving, but we can also reduce our environmental 
footprint in the process. This is a win for our customers 
(eliminating packaging waste and extra costs associated 
with refrigerated shipments), a win for our planet 
(reducing resource consumption and total carbon 
footprint), and a win for our company (eliminating the 
need to manage cold-chain transport).

Materials and methods
Products tested. Custom Primers are 5’-labeled oligos 
that come with a choice of six dyes: 6-FAM™, TET™, VIC®, 
HEX™, NED™, or PET™ dye. The Custom Primer Pairs 
also come with an unlabeled oligo in a separate tube. 
Primers and Primer Pairs may be HPLC purified and 
can be ordered in two or three different quantities, 
with the largest having the highest concentration. For 
this study, four different labeled primers at the highest 
concentration were selected to represent the variety of 
primer types and dyes available (Table 1). The FAM™ and 
VIC® dyes were not tested with the primers because the 
2009 study demonstrated the stability of these dyes in 
the TaqMan® Assays under ambient shipping conditions. 
Additionally, the Sequence Detection Primers, which 
are unlabeled, were not tested because the 2009 study 
established that unlabeled oligos are not affected by 
simulated ambient shipping conditions. All primers 
tested were formulated in Tris-EDTA (TE) buffer and 
were not HPLC purified. HPLC purification has no 
impact on the stability of the oligo or dye. Formulations 
in water were not evaluated because the pH of Tris 
buffers is known to vary inversely with temperature [4,5], 
something that does not occur in water, making TE a 
higher-risk formulation for ambient shipping.

TaqMan® MGB Probes incorporate a 5’ reporter dye 
(FAM™, VIC®, TET™, or NED™ dye) and a 3’ nonfluorescent 
quencher, with the MGB moiety attached to the quencher 
molecule. The TAMRA™ probes incorporate a 5’ reporter 
dye (FAM™, TET™, or VIC® dye) and a 3’ TAMRA™ quencher 
dye. The TaqMan® QSY® Probes can be ordered with a 
5’ reporter dye (FAM™, VIC®, ABY®, or JUN® dye) and the 
QSY® quencher. All TaqMan® Probes are HPLC purified 
and supplied at a single concentration in TE buffer. 
The MGB, TAMRA™, and QSY® probes were each tested 
with their respective dyes, with the exception of the 
MGB probe. This probe was not tested with VIC® dye 
because our own unpublished studies have shown that 
FAM™ is more labile than VIC® at elevated temperatures; 
therefore, FAM™ was used to represent a “worst-case” 
scenario. Because the 2009 study showed that variation 
in sequence and length did not affect oligo stability, a 
single sequence was chosen for all primers and probes:

5’ - TGGACAGCCACCGACGAGAGCCTGG - 3’



validated by Amgen to simulate global ambient shipping 
conditions and mimics product temperature extremes 
encountered during transit of over 2,500 shipments 
during summer months between the latitudes of 59.9° 
N and 37.8° S [6]. Testing of winter ambient conditions 
was not considered, due to the low risk of exposing the 
Custom Primers and TaqMan® Probes to cold conditions.

Stability and integrity testing. Structural integrity 
changes in stressed samples compared to controls 
were measured by reverse-phase HPLC (RP-HPLC) and 
MALDI mass spectrometry. RP-HPLC samples were 
analyzed using an Agilent® 1200 HPLC. The HPLC column 
used was a Phenomenex® Clarity® 3 µm Oligo-RP, 2.0 
mm ID x 50 mm. Mobile phases used were 0.1 M TEAA 
(triethylamine acetate) in water and 0.1 M TEAA in  

Creating replicates. To help eliminate manufacturing lot 
variability when creating the replicates, individual tubes 
of the primers and probes were manufactured, pooled, 
and aliquoted into the same packaging tube at the same 
fill volume as specified for the manufactured product. 
A total of 10 lots for each primer and probe were used 
to create five replicate stress tubes and five replicate 
control tubes. The control tubes were kept at –20°C for 
the duration of the study.

Simulated shipping conditions. To simulate 
temperatures experienced during shipping, samples 
were placed in a cycling environmental chamber 
(Thermotron® S-16) programmed to reproduce a “worst-
case” 288-hour (12-day) summer temperature profile 
(Figure 1). This profile is adopted from one developed and 

Table 1. Custom Primers and TaqMan® Probes represented in this study.

Product Description Reporter dye Cat. No.

Custom Primers

Sequence Detection Primers, 10,000 pmol, 80,000 pmol, 130,000 pmol None 4304970, 4304971, 4304972

Custom 5’-Labeled Primer Pair Di-Repeats, 10,000 pmol, 80,000 pmol, 300,000 
pmol

HEX™, NED™, PET®,  
6-FAM™, VIC®, TET™ 4304976, 4304977, 4304978

Custom 5’-Labeled Primer, 10,000 pmol, 80,000 pmol, 300,000 pmol
HEX™, NED™, PET®,  
6-FAM™, VIC®, TET™ 450007, 450006, 450017

Custom 5’-Labeled Primer Pair, 10,000 pmol, 80,000 pmol, 300,000 pmol
HEX™, NED™, PET®,  
6-FAM™, VIC®, TET™ 450056, 450059, 450062

Custom 5’-Labeled Primer Pair Di-Repeat + Tail, 10,000 pmol, 80,000 pmol, 
300,000 pmol

HEX™, NED™, PET®,  
6-FAM™, VIC®, TET™ 4304979, 4304981, 4304982

TaqMan® Custom Probes

TaqMan® MGB Probe, 6,000 pmol, 20,000 pmol, 50,000 pmol 6-FAM™, VIC®, NED™, TET™ 4316034, 4316033, 4316032

TaqMan® TAMRA™ Probe, 6,000 pmol, 20,000 pmol, 50,000 pmol VIC®, 6-FAM™, TET™ 450025, 450024, 450003

TaqMan® QSY® Probe, 6,000 pmol, 20,000 pmol, 50,000 pmol 6-FAM™, VIC®, ABY®, JUN® 4482777, 4482778, 
4482779

Products tested are in bold

Figure 1. 288 hr summer temperature profile used to simulate shipping conditions. The summer temperature profile was used to mimic average high 
temperature extremes between the latitudes of 59.9° N and 37.8° S.



50% water/40% acetonitrile/10% methanol for the primers, MGB, and TAMRA™ probes, and 0.1 M TEAA in water 
and 2.0 M TEAA in 5% water/95% methanol for the QSY® probes. Absorbance was monitored at 260 nm for the 
oligonucleotide and at the maximum absorbance wavelength of the dye. Samples for MALDI mass spectrometry 
were analyzed on an AB Sciex® 4800 Plus MALDI TOF/TOF™ Analyzer.

Results
RP-HPLC. RP-HPLC was used to create peak profiles of the dye-labeled primers using UV/Vis absorbance detection. 
Matched test and control tubes from each assay were analyzed. An example of the data is shown in Figure 2. Test and 
control peak profiles were compared, and the purity (peak areas) were calculated (data not shown). For all samples 
analyzed, test samples were judged as identical to matched controls (no degradation), confirming that the simulated 
shipping stress did not affect product integrity.

Figure 2. Simulated summer ambient shipping does not affect oligonucleotide stability—representative HPLC data. The effect of simulated 
summer ambient shipping on oligonucleotide integrity was measured by comparing RP-HPLC profiles of matched test and control samples. The 
HPLC chromatogram profiles of the test samples are comparable to the profiles of the control samples. There was no indication of probe or primer 
degradation in the simulated ambient-shipped 5’-Labeled Primer Pair Di-Repeats with the NED™ dye (red) compared to the matched control (blue).

Figure 3. Simulated summer ambient shipping does not affect oligonucleotide stability—representative MALDI mass spectrometry data. The effect 
of simulated summer ambient shipping on oligonucleotide integrity was measured by comparing mass spectrum profiles of matched test and control 
samples. The profiles of the test samples are comparable to the profiles of the control samples. There was no indication of probe or primer degradation 
in the simulated ambient-shipped TaqMan® TAMRA™ Probe with the VIC™ dye (bottom) compared to the matched control (top).
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MALDI mass spectrometry. MALDI mass spectrometry 
was used to generate mass profiles of the dye-labeled 
primers and probes. Again, matched test and control 
assays were analyzed and compared to each other. 
An example mass spectrum is shown in Figure 3. Test 
and control samples showed the same mass profiles, 
indicating that no degradation of the oligo, dye, or 
quencher occurred during the shipping simulation, 
further confirming that the simulated shipping stress did 
not affect product integrity.

Conclusions
The data described in this paper demonstrate that 
ambient shipping conditions have no effect on the 
quality and stability of Custom Primers and TaqMan® 
Probes. For each dye-labeled primer and probe tested, 
we were able to clearly demonstrate that ambient-
temperature shipping conditions do not affect the 
product quality or integrity.

These results substantiate the change to ambient 
shipping conditions, and provide the researcher with 
confidence that when shipped under ambient conditions, 
their Custom Primers and TaqMan® Probes will exhibit 
no difference in function or stability compared to dry or 
gel ice–shipped products. In addition to ensuring our 
customers will continue to receive the highest quality 
possible, this study enables us to reduce the impact 
of transport of these products by 32 tons CO2e. Our 
customers will see a reduction of 1,826 kg of EPS waste. 
Our planet will collectively see CO2 emissions reduced by 
38 tons every year.
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Microscope Cover Glass 

 

Hinged-lid box wrapped in Individual Vacuum Tropical Pack. 200pcs/box. Or package of 10×100pcs/Vacuum 

Tropical Pack. 

  

Cat. No. Description 

Thickness (mm) 

Qty/Case (bxs) 

No.1 No.2 

620801 12×12mm 0.13-0.17 0.17-0.25 100 

620802 14×14mm 0.13-0.17 0.17-0.25 100 

620803 16×16mm 0.13-0.17 0.17-0.25 100 

620804 18×18mm 0.13-0.17 0.17-0.25 100 

620805 20×20mm 0.13-0.17 0.17-0.25 100 

620806 22×22mm 0.13-0.17 0.17-0.25 100 

620807 24×24mm 0.13-0.17 0.17-0.25 100 

620808 24×32mm 0.13-0.17 0.17-0.25 100 

620809 24×40mm 0.13-0.17 0.17-0.25 100 

620810 24×50mm 0.13-0.17 0.17-0.25 100 

620811 24×60mm 0.13-0.17 0.17-0.25 100 
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620812 ∮12 mm 0.13-0.17 0.17-0.25 200 

620813 ∮13 mm 0.13-0.17 0.17-0.25 200 

620814 ∮16 mm 0.13-0.17 0.17-0.25 200 

620815 ∮18 mm 0.13-0.17 0.17-0.25 200 

620816 ∮19 mm 0.13-0.17 0.17-0.25 200 

620817 ∮20 mm 0.13-0.17 0.17-0.25 200 

620818 ∮22 mm 0.13-0.17 0.17-0.25 200 
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Appendix 
 

 Date: 2021-09-20 
List of devices. 
 

Device types 

Item# 
AccuBind® 

ELISA 
Microwells 

Item#   
AccuLite® 

CLIA 
Microwells 

Item# 
QSure® 

Control 

Item# 
Instru-
ment 

EDMS code Risk 
Class 

First date of 
CE-marking 

Allergy & Anemia        

Ferritin Test System 
2825-300A 
2825-300B 

2875-300A 
2875-300B 

  12.07.01.02.00 Low 2005-11-11 

Folate Test System 
7525-300A 
7525-300B 

7575-300A 
7575-300B 

  12.07.01.03.00 Low 2010-06-29 

Immunoglobulin E (IgE) Test System 
2525-300A 
2525-300B 

2575-300A 
2575-300B 

  12.02.01.02.00 Low 2005-11-11 

Transferrin Soluble Receptor (sTfR) Test 
System 

8625-300A 
8625-300B 

8675-300A 
8675-300B 

  12.07.01.06.00 Low 2010-06-29 

Vitamin B-12 (Vit B12) Test System 
7625-300A 
7625-300B 

7675-300A 
7675-300B 

  12.07.02.04.00 Low 2011-09-26 

Folate, Vitamin B-12 (Anemia Panel VAST) Test 
System 

7825-300A 
7825-300B 

7875-300A 
7875-300B 

  12.07.01.00.00 Low 2013-09-16 

Autoimmune 

Anti-Cyclic Citrullinated Peptide IgG (Anti-CCP 
IgG) Test System 

12725-300A 
12725-300B 

12775-300A 
12775-300B 

  12.11.01.90.00 Low 2019-04-03 

Anti-Thyroglobulin (Anti-Tg) Test System 
1025-300A 
1025-300B 

1075-300A 
1075-300B 

  12.10.03.04.00 Low 2005-11-11 

Anti-Thyroperoxidase (Anti-TPO) Test System 
1125-300A 
1125-300B 

1175-300A 
1175-300B 

  12.10.03.01.00 Low 2005-11-11 

Bone Metabolism & Growth 

Calcitonin Test System 
9325-300A 
9325-300B 

9375-300A 
9375-300B 

  12.06.03.02.00 Low 2019-04-03 

Growth Hormone (hGH) Test System 
1725-300A 
1725-300B 

1775-300A 
1775-300B 

  12.06.04.02.00 Low 2005-11-11 

Parathyroid Hormone (PTH) Test System 
9025-300A 
9025-300B 

9075-300A 
9075-300B 

  12.06.03.13.00 Low 2011-09-26 

Parathyroid Hormone (PTH) 3rd & 2nd Gen 
(VAST) Test System 

10025-300A 
10025-300B 

10075-300A 
10075-300B 

  12.06.03.13.00 Low 2019-04-03 

25(OH) Vitamin D Total Direct (Vit D-Direct) 
Test System 

7725-300A 
7725-300B 

7775-300A 
7775-300B 

  12.06.03.10.00 Low 2017-07-05 

Cancer Markers 

Alpha-Fetoprotein (AFP) Test System 
1925-300A 
1925-300B 

1975-300A 
1975-300B 

  12.03.90.01.00 Low 2005-11-11 

CA-125 Test System 
3025-300A 
3025-300B 

3075-300A 
3075-300B 

  12.03.01.06.00 Low 2005-11-11 

CA 15-3 Test System 
5625-300A 
5625-300B 

5675-300A 
5675-300B 

  12.03.01.02.00 Low 2010-06-29 

CA 19-9 Test System 
3925-300A 
3925-300B 

3975-300A 
3975-300B 

  12.03.01.03.00 Low 2005-11-11 

Carcinoembryonic Antigen (CEA) Test System 
1825-300A 
1825-300B 

1875-300A 
1875-300B 

  12.03.01.31.00 Low 2005-11-11 

Next Generation Carcinoembryonic Antigen 4625-300A 4675-300A   12.03.01.31.00 Low 2010-06-29 
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Device types 

Item# 
AccuBind® 

ELISA 
Microwells 

Item#   
AccuLite® 

CLIA 
Microwells 

Item# 
QSure® 
Control 

Item# 
Instru-
ment 

EDMS code Risk 
Class 

First date of 
CE-marking 

(CEA-Next Gen) Test System 4625-300B 4675-300B 

Free β-Subunit Human Chorionic Gonadotropin 
(Free Beta hCG) Test System 

2025-300A 
2025-300B 

2075-300A 
2075-300B 

  12.03.01.90.00 Low 2005-11-11 

Cardiac Markers 

CK-MB Test System 
2925-300A 
2925-300B 

2975-300A 
2975-300B 

  12.13.01.02.00 Low 2005-11-11 

Digoxin (DIG) Test System 
925-300A 
925-300B 

975-300A 
975-300B 

  12.08.01.01.00 Low 2005-11-11 

High Sensitivity CRP (hs-CRP) Test System 
3125-300A 
3125-300B 

3175-300A 
3175-300B 

  12.13.01.90.00 Low 2005-11-11 

Myoglobin Test System 
3225-300A 
3225-300B 

3275-300A 
3275-300B 

  12.13.01.05.00 Low 2005-11-11 

Troponin I (cTnI) Test System 
3825-300A 
3825-300B 

3875-300A 
3875-300B 

  12.13.01.07.00 Low 2005-11-11 

Diabetes 

C-Peptide Test System 
2725-300A 
2725-300B 

2775-300A 
2775-300B 

  12.06.01.01.00 Low 2005-11-11 

Insulin Test System 
2425-300A 
2425-300B 

2475-300A 
2475-300B 

  12.06.01.03.00 Low 2005-11-11 

Rapid Insulin Test System 
5825-300A 
5825-300B    12.06.01.03.00 Low 2010-06-29 

Insulin - C-Peptide (Diabetes Panel VAST) 
7325-300A 
7325-300B 

7375-300A 
7375-300B 

  12.06.01.03.00 Low 2005-11-11 

Endocrine        

ACTH Test System 10625-300 10675-300   12.06.04.01.00 Low 2019-04-03 

Aldosterone Test System 10125-300 10175-300   12.06.02.01.00 Low 2019-04-03 

Leptin Test System 10925-300 10975-300   12.06.90.17.00 Low 2019-04-03 

Fertility & Prenatal        

Anti-Müllerian Hormone (AMH) Test System 
9725-300A 
9725-300B 

9775-300A 
9775-300B 

  12.05.02.16.00 Low 2019-04-03 

Folicle Stimulating Hormone (FSH) Test System 
425-300A 
425-300B 

475-300A 
475-300B 

  12.05.01.04.00 Low 2005-11-11 

Β-Human Chorionic Gonadotropin (hCG) Test 
System 

825-300A 
825-300B 

875-300A 
875-300B 

  12.05.02.05.00 Low 2005-11-11 

Β-Human Chorionic Gonadotropin Extended 
Range (hCG-XR) Test System 

8825-300A 
8825-300B 

8875-300A 
8875-300B 

  12.05.02.05.00 Low 2013-09-16 

Rapid Β-Human Chorionic Gonadotropin (Rapid 
-hCG) Test System 

3325-300A 
3325-300B    12.05.02.05.00 Low 2005-11-11 

Inhibin A Test System 
9525-300A 
9525-300B 

9575-300A 
9575-300B 

  12.05.01.90.00 Low 2019-04-03 

Inhibin B Test System 
9625-300A 
9625-300B 

9675-300A 
9675-300B 

  12.05.01.90.00 Low 2019-04-03 

Luteinizing Hormone (LH) Test System 
625-300A 
625-300B 

675-300A 
675-300B 

  12.05.01.05.00 Low 2005-11-11 

Pregnancy Associated Plasma Protein – A Mass 
Units (PAPP-A Mass Units) Test System 

12625-300A 
12625-300B 

12675-300A 
12675-300B 

  12.05.02.10.00 Low 2017-07-05 

Prolactin Hormone (PRL) Test System 
725-300A 
725-300B 

775-300A 
775-300B 

  12.05.01.08.00 Low 2005-11-11 
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Device types 

Item# 
AccuBind® 

ELISA 
Microwells 

Item#   
AccuLite® 

CLIA 
Microwells 

Item# 
QSure® 
Control 

Item# 
Instru-
ment 

EDMS code Risk 
Class 

First date of 
CE-marking 

Prolactin Hormone Sequential (PRLs) Test 
System 

4425-300A 
4425-300B 

4475-300A 
4475-300B 

  12.05.01.08.00 Low 2005-11-11 

Human Chorionic Gonadotropin (hCG) , Human 
Prolactin (hPRL), Human Luteinizing Hormone 
(hLH), Follicle Stimulating Hormone (FSH) 
(Fertility Panel VAST) Test System 

8325-300B 
8325-300D 
8325-300E 

8375-300B 
8375-300D 
8375-300E 

  

12.05.01.90.00 Low 2006-08-24 

Alpha-Fetoprotein  (AFP), Human Chorionic 
Gonadotropin (hCG), Unconjugated Estiol (u-
E3) Triple Screen (Triple Screen Panel VAST) 
Test System 

8525-300A 
8525-300B 

8575-300A 
8575-300B 

  

12.05.01.90.00 Low 2010-06-29 

Infectious Diseases 
Anti-H. Pylori IgG (H. Pylori Ab IgG) Test 
System 

1425-300A 
1425-300B 

1475-300A 
1475-300B 

  15.01.04.03.00 Low 2005-11-11 

Anti-H. Pylori IgM  (H. Pylori Ab IgM) Test 
System 

1525-300A 
1525-300B 

1575-300A 
1575-300B 

  15.01.04.03.00 Low 2005-11-11 

Anti-H. Pylori IgA (H. Pylori Ab IgA) Test System 
1625-300A 
1625-300B 

1675-300A 
1675-300B 

  15.01.04.03.00 Low 2005-11-11 

Anti-SARS-CoV-2 (COVID-19) IgG Test System 
11925-300A 
11925-300B 

11975-300A 
11975-300B 

  15.04.80.90.00 Low 2020-08-25 

Anti-SARS-CoV-2 (COVID-19) IgM Test System 
11725-300A 
11725-300B 

11775-300A 
11775-300B 

  15.04.80.90.00 Low 2020-08-25 

Anti-SARS-CoV-2 (COVID-19) IgA Test System 
11825-300A 
11825-300B 

11875-300A 
11875-300B 

  15.04.80.90.00 Low 2020-08-25 

Anti-SARS-CoV-2 (COVID-19) S1-RBD IgG 
Test System 

12025-300A 
12025-300B 

12075-300A 
12075-300B 

  15.04.80.90.00 Low 2021-09-20 

D-Dimer Test System 
9225-300A 
9225-300B 

9275-300A 
9275-300B 

  13.02.05.03.00 Low 2020-08-25 

Procalcitonin (PCT) Test System 
1425-300A 
1425-300B 

1475-300A 
1475-300B 

  12.06.90.16.00 Low 2017-07-05 

Neonatal  

Neonatal 17OHP (N-17OHP) Test System 
5525-300A 
5525-300B    12.05.01.07.00 Low 2008-02-01 

Neonatal (N-T4) Thyroxine  Test System 
2625-300A 
2625-300B    12.04.01.12.00 Low 2005-11-11 

Neonatal TBG (N-TBG) Test System 
8925-300A 
8925-300B    12.04.01.09.00 Low 2013-09-16 

Neonatal TSH (N-TSH) Test System 

3425-300A 
3425-300B 
3425-300D 
3425-300E 

 

  

12.04.01.90.00 Low 2005-11-11 

Steroid 

Androstenedione (ANST) Test System 12425-300A 
12425-300B 

12475-300A 
12475-300B 

  12.05.01.01.00 Low 2021-09-20 

Cortisol Test System 
3625-300A 
3625-300B 

3675-300A 
3675-300B 

  12.06.02.04.00 Low 2005-11-11 

Dehydroepiandrosterone (DHEA) Test System 
7425-300A 
7425-300B 

7475-300A 
7475-300B 

  
12.05.01.02.00 Low 2011-09-26 

Dehydroepiandrosterone  Sulfate (DHEA-S) 
Test System 

5125-300A 
5125-300B 

5175-300A 
5175-300B 

  
12.05.01.02.00 Low 2010-06-29 

Estrone (E1) Test System 
10325-300A 
10325-300B 

10375-300A 
10375-300B 

  
12.05.02.04.00 Low 2019-04-03 
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Device types 

Item# 
AccuBind® 

ELISA 
Microwells 

Item#   
AccuLite® 

CLIA 
Microwells 

Item# 
QSure® 
Control 

Item# 
Instru-
ment 

EDMS code Risk 
Class 

First date of 
CE-marking 

Estradiol (E2) Test System 
4925-300A 
4925-300B 

4975-300A 
4975-300B 

  
12.05.01.03.00 Low 2010-06-29 

Unconjugated Estiol (u-E3) Test System 
5025-300A 
5025-300B 

5075-300A 
5075-300B 

  
12.05.02.02.00 Low 2010-06-29 

Progesterone Test System 
4825-300A 
4825-300B 

4875-300A 
4875-300B 

  12.05.01.06.00 Low 2010-06-29 

17-OH Progesterone (17-OHP) Test System 
5225-300A 
5225-300B 

5275-300A 
5275-300B 

  12.05.01.07.00 Low 2010-06-29 

17-OH Progesterone SI (17-OHP-SI) Test 
System 

9925-300A 
9925-300B 

9975-300A 
9975-300B 

  12.05.01.07.00 Low 2010-10-18 

Sex Hormone Binding Globulin (SHBG) Test 
System 

9125-300A 
9125-300B 

9175-300A 
9175-300B 

  12.05.01.09.00 Low 2013-09-16 

Testosterone Test System 
3725-300A 
3725-300B 

3775-300A 
3775-300B 

  12.05.01.10.00 Low 2007-11-01 

Free Testosterone Test System 
5325-300A 
5325-300B 

5375-300A 
5375-300B 

  12.05.01.10.00 Low 2010-06-29 

Thyroid  

Total Triidothyronine (tT3) Test System 

125-300A 
125-300B 
125-300D 
125-300E 

175-300A 
175-300B 
175-300D 
175-300E 

  

12.04.01.05.00 Low 2005-11-11 

Free Triidothyronine (fT3) Test Stystem 

1325-300A 
1325-300B 
1325-300A 
1325-300B 

1375-300A 
1375-300B 
1375-300D 
1375-300E 

  

12.04.01.01.00 Low 2005-11-11 

Total Triidothyronine (tT3 SBS) Test System 
8125-300A 
8125-300B 

8175-300A 
8175-300B 

  12.04.01.01.00 Low 2010-06-29 

Rapid Total Triidothyronine (Rapid -tT3) Test 
System 

11225-300A 
11225-300B    12.04.01.01.00 Low 2017-07-05 

T3-Uptake (T3U) Test System 
525-300A 
525-300B 

575-300A 
575-300B 

  12.04.01.06.00 Low 2005-11-11 

Thyroxine (tT4) Test System 

225-300A 
225-300B 
225-300D 
225-300E 

275-300A 
275-300B 
275-300D 
275-300E 

  

12.04.01.07.00 Low 2005-11-11 

Free Thyroxine (fT4) Test System 

1225-300A 
1225-300B 
1225-300D 
1225-300E 

1275-300A 
1275-300B 
1275-300D 
1275-300E 

  

12.04.01.02.00 Low 2005-11-11 

Total Thyroxine  (tT4 SBS) Test System 
8225-300A 
8225-300B 

8275-300A 
8275-300B 

  12.04.01.01.00 Low 2010-06-29 

Rapid Total Thyroxine  (Rapid -tT4) Test System 
11125-300A 
11125-300B    12.04.01.01.00 Low 2017-07-05 

Thyrotropin (TSH) Test System 

325-300A 
325-300B 
325-300D 
325-300E 

375-300A 
375-300B 
375-300D 
375-300E 

  

12.04.01.11.00 Low 2005-11-11 

Rapid TSH Test System 
6025-300A 
6025-300B 

6075-300A 
6075-300B 

  12.04.01.11.00 Low 2010-06-29 

Thyroxine-Binding Globulin (TBG) Test System 
3525-300A 
3525-300B 

3575-300A 
3575-300B 

  12.04.01.09.00 Low 2005-11-11 

Thyroglobulin (Tg) Test System 2225-300A 2275-300A   12.04.01.08.00 Low 2005-11-11 
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Device types 

Item# 
AccuBind® 

ELISA 
Microwells 

Item#   
AccuLite® 

CLIA 
Microwells 

Item# 
QSure® 
Control 

Item# 
Instru-
ment 

EDMS code Risk 
Class 

First date of 
CE-marking 

2225-300B 2275-300B 

Total Thyroxine (tT4), Total Triidothyronine (tT3) 
& Thyroid Stimulating Hormone (TSH) (Thyroid 
Panel VAST) Test System 

8025-300B 
8025-300D 
8025-300E 

8075-300B 
8075-300D 
8075-300E 

  
12.04.01.01.00 Low 2005-11-11 

Free Thyroxine (fT4), Free Triiodothyronine 
(fT3) & Thyroid Stimulating Hormone (TSH) 
(Free Thyroid Panel VAST) Test System 

7025-300B 
7025-300D 
7025-300E 

7075-300B 
7075-300D 
7075-300E 

  
12.04.01.01.00 Low 2010-06-29 

 
Miscellaneous Controls 

Anti-H. Pylori Control (IgA, IgG, IgM) – Positive 
& Negative   HPC-300  12.50.01.16.00 Low 2013-09-16 

Anti-Tg & Anti-TPO Control – Positive & 
Negative    AIT-101  12.50.01.16.00 Low 2010-06-29 

Maternal Control – (AFP, uE3, hCG, Free beta 
hCG) Tri Level    MC-300  12.50.01.16.00 Low 2010-06-29 

TBG Control – Tri-Level   TBG-300  12.50.01.16.00 Low 2013-09-16 

Tg Control – Tri-Level    TG-300  12.50.01.16.00 Low 2010-06-29 

Tumor Marker Control – (CA 125, CA 15-3, CA 
19-9) Tri-Level   TMC-300  12.50.01.16.00 Low 2013-09-16 

 

Miscellaneous Instruments 
Autoplex® ELISA & CLIA Analyzer    IN006 21.02.10.01 Low 2010-06-29 
Autoplex® G2 ELISA & CLIA Analyzer    IN006-2 21.02.10.01 Low 2013-09-16 
Autoplex® G3 ELISA & CLIA Analyzer    IN006-3 21.02.10.01 Low 2017-07-05 
NeoEldex® ELISA  Analzyer    IN009 21.02.10.01 Low 2011-09-26 
Impulse® 3 CLIA Analyzer    IN007 21.02.10.01 Low 2010-06-29 
NeoLumax® CLIA Analyzer    IN010 21.02.10.01 Low 2011-09-26 
LuMatic® CLIA Analyzer    IN008 21.02.10.01 Low 2011-09-26 
PrisMatic® ELISA Analyzer    IN013 21.02.10.01 Low 2013-09-16 
PlateWash - Immunoassay Washer    IN002 21.02.10.01 Low 2010-06-29 
TITIN® ELISA & CLIA Analyzer    IN015-EC 21.02.10.01 Low 2017-07-05 
TITIN® ELISA Analyzer    IN015-E 21.02.10.01 Low 2017-07-05 
TITIN-s® ELISA & CLIA Analyzer    IN016-EC 21.02.10.01 Low 2017-07-05 
TITIN-s® ELISA Analyzer    IN016-E 21.02.10.01 Low 2017-07-05 
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Certificate of Registration 

of Quality Management System 

to ISO 13485:2016 
Brazil - RDC ANVISA n. 16/2013 RDC ANVISA n. 23/2012 RDC ANVISA n. 67/2009 

Canada - Medical Devices Regulations – Part 1- SOR 98/282 

United States- 21 CFR 803, 21 CFR 806, 21 CFR 807 – Subparts A to D, 

☒ 21 CFR 820 - Quality System Regulation, 
 

The National Standards Authority of Ireland is an MDSAP Recognized Auditing 

Organization and certifies that: 

Monobind Inc.  

100 North Pointe Drive 

Lake Forest, CA 92630 

USA 

 
Facility ID: F002818 

has been assessed and deemed to comply with the requirements of the above 

standard and regulations in respect of the scope of operations given below: 

 

The Design, Manufacture, and Distribution of In-Vitro 

Diagnostic Medical Device Immunoassays and Related 

Reagents and Controls.  The Distribution of Related 

Washers and Analyzers.  
 

Additional sites covered under this multi-site certification are listed on the Annex (File 

No. MP19.4585) 

 

Approved by: 
Kevin Mullaney 

Director of Certification 

 
 

 
 

 

 

Certificate Number: MP19.4585 / Rev 2 
Certification Granted:  2019/09/25 
Effective Date: 2022/09/25 
Expiry Date: 2025/09/24 
 
 
 

 
 

National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800 

National Standards Authority of Ireland, 20 Trafalgar Square, Nashua, New Hampshire, NH 03063, USA T +1 603 882 4412 

All valid certifications are listed on NSAI’s website – www.nsaiinc.com  The continued validity of this certificate may be verified under “Approved 

Client Listing 
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Annex to Certificate Number: MP19.4585 / Rev 2 
  

Scope of Registration:  

 The Design, Manufacture, and Distribution of In-Vitro Diagnostic Medical Device 

Immunoassays and Related Reagents and Controls.  The Distribution of Related 

Washers and Analyzers.  

 

  

Activity  Location 

Headquarters, Design, 

Manufacture  

Monobind Inc.  

100 North Pointe Drive  
Lake Forest, CA 92630  

USA  
File No.: MP19.4585  

Facility ID: F002818 
 

Manufacture, Distribution Monobind Inc.  
103 North Pointe Drive  

Lake Forest, CA 92630  
USA  

File No.: MP19.4585/A  

Facility ID: F002818 
 

  

 
 

Verified by: 
Director of Certification 
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