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Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
orlf izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i in vitro.

_Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens!in natural orifice and in'surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the' manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect.to  body orifices (class /stenle)
Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
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/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

| /] 7 _ Dr. Ing. Roberto Cusolitg :
Data di Prima Emissione Data di Prima Emissione ITALCERT ~DatadiRinnovo Data di Scadenza,

{1f Fiist Issue Date-. First Issue Date [TALCERT Renewal Date Expiration Date
i 1998 07-23 . 2011-10-30 20/20-10—30 2023-10-29 ",

A Settore IAF14 29 = ACCREDIA ¢

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Slgnatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it

Digt
Datc
Rea:
Loc:



o

8 I TALCERT

CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in the Rules for the cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |
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Vo APTACA

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

CERTIFIED COMPANY UNI EN ISO 9001 & UNI EN ISO 13485

SCHEDA TECNICA PRODOTTO
TECHNICAL DATA SHEET

Data emissione / Date of issue
19.02.2021 =
Articolo: Piastre di Petri @ 90 mm
Iltem: Petri dishes @ 90 mm

DESCRIZIONE /| DESCRIPTION

Le Piastre di Petri sono prodotte con un elevato
standard di qualita garantito da un processo
produttivo completamente automatizzato, in
condizioni di asetticita 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. |l processo produttivo e il controllo
qualita sono eseguiti in base a specifiche
procedure ed istruzioni come richiesto dal
Sistema Qualita conforme alle Norme UNI EN
ISO 9001 e UNI EN ISO 13485 (Conformita a
tali Norme rilasciata da Ente notificato esterno).

Petri Dishes are produced with a high quality
N 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.Igs 332 del 08/09/2000
CE Marked product - manufactured in compliance with 98/79/CE Directive and D.Igs 332 dtd 08/09/2000

DESTINAZIONE D’USO / INTENDED PURPOSE

La destinazione € 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 & 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
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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

PRODUCT IDENTIFICATION / IDENTIFICAZIONE DEL PRODOTTO

Descrizione Confezionamento 1
Y . RDM
Description Packaging
Piastre di petri @ 90 mm, ventilate, asettiche 500 pcs
a Petri dishes @ 90 mm, with triple vents, aseptic (25 x 20 pcs) 1898166/R
Piastre di petri @ 90 mm, ventilate, asettiche, anonime 500 pcs
U Petri dishes @ 90 mm, with triple vents, aseptic, anonymous (25 x 20 pcs) e
. Piastre di petri @ 90 mm, ventilate, asettiche 480 pcs
a Petri dishes @ 90 mm, with triple vents, aseptic (24 x 20 pcs) 1898167/R
Piastre di petri @ 90 mm, ventilate, sterili irraggiate 500 pcs
sille Petri dishes @ 90 mm, with triple vents, sterile irradiated (25 x 20 pcs) et
Piastre di petri @ 90 mm, ventilate, sterili irraggiate, anonime 500 pcs
91/SG/AN Petri dishes @ 90 mm, with triple vents, sterile irradiated, anonymous (25 x 20 pcs) 1898213R
o Piastre di petri @ 90 mm, ventilate, sterili irraggiate 480 pcs
sille Petri dishes @ 90 mm, with triple vents, sterile irradiated (24 x 20 pcs) etz
Piastre di petri @ 90 mm, non ventilate, asettiche 500 pcs
101 Petri dishes @ 90 mm, without triple vents, aseptic (25 x 20 pcs) 1898143/R
Piastre di petri @ 90 mm, non ventilate, asettiche, anonime 500 pcs
B Petri dishes @ 90 mm, without triple vents, aseptic, anonymous (25 x 20 pcs) e
Piastre di petri @ 90 mm, non ventilate, sterili irraggiate 500 pcs
101/56G Petri dishes @ 90 mm, without triple vents, sterile irradiated (25 x 20 pcs) 1898182/R
Piastre di petri @ 90 mm, non ventilate, sterili irraggiate, anonime 500 pcs
ik Petri dishes @ 90 mm, without triple vents, sterile irradiated, anonymous (25 x 20 pcs) Tetle i
Descrizione Confezionamento 1
Y s RDM
Description Packaging
251 Petri dishes @ 90 mm, with 2 sectors and triple vents, aseptic 500 pcs 1898157/R
Piastre di petri @ 90 mm, a 2 settori, ventilate, asettiche (25 x 20 pcs)
Petri dishes @ 90 mm, with 2 sectors and triple vents, sterile irradiated 500 pcs
Zoiliie Piastre di petri @ 90 mm, a 2 settori, ventilate, sterili irraggiate (25 x 20 pcs) LRI
261 Petri dishes @ 90 mm, with 3 sectors and triple vents, aseptic 500 pcs 1898160/R
Piastre di petri @ 90 mm, a 3 settori, ventilate, asettiche (25 x 20 pcs)
Petri dishes @ 90 mm, with 3 sectors and triple vents, sterile irradiated 500 pcs
Agliie Piastre di petri @ 90 mm, a 3 settori, ventilate, sterili irraggiate (25 x 20 pcs) HEEERUUR
271 Petri dishes @ 90 mm, with 4 sectors and triple vents, aseptic 500 pcs 1898163/R
Piastre di petri @ 90 mm, a 4 settori, ventilate, asettiche (25 x 20 pcs)
Petri dishes @ 90 mm, with 4 sectors and triple vents, sterile irradiated 500 pcs
2711/SG Piastre di petri @ 90 mm, a 4 settori, ventilate, sterili irraggiate (25 x 20 pcs) LRV

L Repertorio Nazionale dei Dispositivi Medici
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Vo APTACA

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

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 € conforme ed idonea per il contatto alimentare in base a:
e ITALIA: Decreto Ministeriale 21/03/1973 e successivi aggiornamenti e modifiche; DPR 777/82 e successivi aggiornamenti
e modifiche
e 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.
e USA: Approvazione del Food and Drug Administration (FDA) - Title 21 §177 1640 (Styrene polymers).

Altresi il polistirolo da noi utilizzato non contiene metalli pesanti, & 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:
e ltaly: 21/03/1973 Ministerial Decree and following updating and changes; 777/82 DPR and following updating and changes
e  Furopean 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
e 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 asetticita controllata tali da garantire una contaminazione microbiologica ad
un livello trascurabile, garantendo un SAL? di 1 x 103 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, & garantito 5 (cinque) anni dalla data di fabbricazione.

Verifica dell’asetticita

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 I'assenza di
eventuali particelle sparse. Con cadenza settimanale viene prelevata una confezione da 20 petri da ogni macchina e viene testata
I'asetticita (carica microbica, muffe, lieviti, funghi) da un laboratorio esterno certificato ed accreditato. Per la verifica dell’asetticita
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 UFC?) I'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 & validato e verificato con cadenza trimestrale tramite audit
esterno. Per le piastre “sterili” & garantito un SAL di 1 x 10,

2 Sterilty Assurrance Level (SAL)
3 Unita 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 SAL* of 1x107 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 UFC?®) 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°¢ is granted for “sterile”
dishes.

L’elevato peso, I'ottima planarita 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 I'utilizzo in riempitrici € macchinari automatizzati:
e  Gli spigoli della base e del coperchio sono paralleli, entro 5°, con la superficie piana della base;
e 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;
e Nel caso di piastre a comparti separati (settori), I'altezza dei divisori & superiore al 50% dell’altezza della base tali da non
permettere perdite tra i comparti. L’altezza dei comparti & di 7,5 £0,5 mm;
e 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;
e La particolare conformazione della base rende le piastre facilmente impilabili; &€ 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 qualita al fine di garantire 'assenza di imperfezioni estetiche
e/o funzionali delle piastre. Altresi & verificata I'integrita del sacchetto e la sua corretta chiusura (termosaldatura).

Con cadenza settimanale € prelevata una campionatura di piastre da ogni pressa di produzione e sono verificati i seguenti aspetti:
e Rigidita;

Resistenza alla distorsione termica (testato con soluzione acquosa 1,5% di agar a 60°C) in accordo ISO 24998;

Resistenza alla rottura;

Stabilita 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:
e Plate and lid edges are parallel, within 5°, to the flat bottom surface;
o 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;
e 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;
e 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;
e  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:
e  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

Base Coperchio Base + Coperchio (assemblati)
Base Lid Base + Lid (assembled)
Codice Spazio laterale Altezza tra la base Superficie
Code Diametro Diametro Altezza Diametro Altezza tra il coperchio e della piastra e il interna
interno esterno esterna esterno esterna Altezza la base piano di appoggio Peso utilizzabile
Internal External External External External Height Side space Height between Weight Internal
diameter diameter height diameter height between lid and dish plate and usable
plate support level surface
91 mm mm mm mm mm mm mm mm gr. mm?
86,0 +0,5 89 10,5 14,5 +1 92,5 +1 8,2 +1 15,9 2 0,75 0,2 0,5 +0,2 15 +1 5.809 +35
101 mm mm mm mm mm mm mm mm gr. mm?
86,0 +0,5 89 10,5 14,5 +1 92,5 +1 8,2 +1 15,9 2 0,75 0,2 0,5 +0,2 15 +1 5.809 +35
251 mm mm mm mm mm mm mm mm gr. mm?
86,0 +0,5 89 10,5 14,5 +1 92,5 +1 8,2 +1 15,9 2 0,75 0,2 0,5 +0,2 15 +1 5.800 +35
261 mm mm mm mm mm mm mm mm gr. mm?
86,0 +0,5 89 10,5 14,5 +1 92,5 +1 8,2 +1 15,9 2 0,75 0,2 0,5 +0,2 15,02 +1 5.795 +35
271 mm mm mm mm mm mm mm mm gr. mm?
86,0 +0,5 89 10,5 14,5 +1 92,5 +1 8,2 +1 15,9 2 0,75 0,2 0,5 +0,2 15,05 +1 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 qualita 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’unita di vendita & rappresentata dall'imballaggio secondario composto dalla scatola di cartone (con rivestimento kraft) contenente:

e 500 piastre (25 sacchetti da 20 pezzi). Il volume della scatola & di 0,078 m® (dimensioni 48,5 x 48,5 x 33 cm) — Peso 9,200
Kg. circa

Per i codici 91* e 91/SG*:

e 480 piastre (24 sacchetti da 20 pezzi). Il volume della scatola & di 0,077 m® (dimensioni 58,5 x 38,5 x 34 cm) — Peso 8,7
Kg. circa

Su ogni scatola & apposta I'etichetta identificativa del prodotto riportante:
Codice articolo;

Quantita;

Descrizione articolo;

Lotto di produzione;

Data di produzione e data di scadenza;

Codice a barre;

Indicazione di conformita 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 ltalian, 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:
e 500 dishes (25 bags of 20 pieces). The box volume is 0.078 m® (dimensions 48.5 x 48.5 x 33 cm) — Weight about 9.2 Kg.

For codes 91* e 91/SG*:
e 480 dishes (24 bags of 20 pieces). The box volume is 0.077 m® (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 famma 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’umidita

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/compatibilita 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

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



EC Certificate TUVRheinland

Production Quality Assurance

MDD Annex V
Registration No.: DD 2063008-1
Manufacturer: Boen Healthcare Co., Ltd.
Unit 602, International Center, No. 535, Shenxu Road,
Suzhou,
215021 Jiangsu
P.R. China
Products: Nasal Oxygen Cannulae, Suction Catheters, Stomach Tubes, Feeding

Tubes, Suction Connecting Tubes with Yankauer, Sterile Latex Surgical
Gloves, Disposable Surgical Blades & Scalpels With Plastic Handle, Sterile
Blood Lancets, Disposable Syringes, Disposable Infusion Sets, Disposable
Transfusion Sets, Intravenous Needles for Single Use, Sterile Hypodermic
Needles for Single Use, Disposable Tracheal Tubes (Standard &
Reinforced), Disposable Oxygen Masks, Non-Rebreathing Masks, Aerosol
Masks, Closed Suction Catheters, Tracheostomy Tubes, Laryngeal Mask
Devices, Disposable Air Cushion Face Masks, Disposable Breathing
Circuits, Oropharyngeal Airways, Venturi Masks, Self-destruction Safety
Syringes, Blood Collecting Needles, Foley Catheters, Disposable
Acupuncture Needles, Three-way Stopcocks (with Extension Tube),
Nelaton Catheters, Insulin Needles for Single Use, Wound Drainage
System with and without Trocars, Needle Free Connectors, Digital
Thermometers, Humidifier Jar (Bubble Humidifier Jar), Enteral Feeding
Sets (Bag);

Aspects of manufacture concerned with securing and maintaining sterile
conditions: Sterile Hemostasis Adhesive Dressing Series (Sterile Wound
Plaster, Liquid Transfusion Plaster and Adhesive Dressing), Disposable

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class Ill devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Report No.: 16092074 009
Effective date: 2020-11-18
Expiry date: 2024-05-26 _—
Issue date: 2020-11-18 ‘ &r UV
. ; "\ ~\Jason Pan’,
TUV Rheinland LGA Produgls Gmpk"
TillystraRe 2 - 90431 Niirberg ~Geérmany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
Page 1 of 2




DRG €

DRG Instruments GmbH ¢ FrauenbergstraBe 18 « 35039 Marburg DRG Instruments GmbH
FrauenbergstraBBe 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

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 Il 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:
TUV Rheinland, LGA Products GmbH, Tillystr.2, 90431 Niirnberg (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

/ .

1 | I

[ . | Vi
) 4l

Wilhelm Sanger) . Dr. Bernd Roder
General Manager Head of Regulatory Affairs

DRG Instruments GmbH
Geschéftsfohrer:
Wilhelm Sénger

Sitz: Marburg, HRB 1165

L

& ®
TUVRheinland
|, —
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Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

DRG International., Inc.

841 Mountain Avenue

Springfieid NJ 07081
USA

has established and applies a quality management system for medical devices
for the following scope:

Scope see attachment

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2020-11-25
Certificate Registration No.: SX 60153210 0001
An audit was performed. Report No.: 21238159 006

This Certificate is valid until: 2023-11-22
Certification Body

(! DAKKS

- Deutsche
AkKredmerur‘gsste'le
D-ZM-14163-01-02

Date 2020-11-25

Dipl.- lngé/)cew Hoffmann ‘

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

Tel.: +48 221 808-1371 Fax: +49 221 806-3835 e-mail:ceri-validity@de.tuv.com http:/iwww.tuv.com/safety



Attachment to
Certificate

Report No.:

Organization:

Scope:

(( DAkkS

Date: 2020-11-25

10/020 h 04.03 ® TU, TUT and TJ' " are recistere trdemarks. Utilisation

Registration No.:

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

and apolication requires wrior appr- 3l

- ®
TUVRheinland

TUV Rheiniand BEck it ESva Y
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SX 60153210 0001
21238159 006

DRG International., Inc.
841 Mountain Avenue
Springfield NJ 07081
USA

Manufacturing and distribution of in vitro diagnostic
reagents used in the diagnosis of autoimmune status,
cancer, cardiac markers, disease status, fertility testing,
pregnancy testing, diabetes and immune status.

Installation and service of in vitro diagnostic analyzers.

Certification Body




<I>EA,EPAABHASI CAV}KBA O HAA3OPV B CCDEPE 3.A,PABOOXPAHEHI/15I
(POCSA,PABHAASOP)

PEFHCTPAHHOHHOE Y,CIOCTOBEPEHPIE
| HA ME,L{HLIHHCROE HBAEJIHE

 Ne ®CP 2011/09957

ot 30;01(1"116[')'51 2012 ropa

,Hacmxmee perncrpaunoaﬂae y,Z{OCTOBCpeHPIe BBIIAHO
3axpeiToe akunoHepHoe obmecrso "IKOna6", 3A0 "E)KOnaﬁ"), =
- Pocens, 142530, MockoBckas oﬁ.ﬂac"rb, I. 3Jl€KTp0FOpCK, Vi Bynemmro, a. < =
1 TIOATBEPHKIAET, YTO METUIUHCKOE H3AeHe
~ HaGop pearenToB ""AHTHT¢H KapAHOIMIHHOBBIN //iA PeaKUUn
MHKDONpPEUHIATANAA "'Cn'(bnnuc-ArKJI-PMII"
no TY 9398-016- 70423725—2010 B cnenymmen KOMIUICKTALHH
NPOH3BOACTBA
‘3aKpbiToe AKIMHOHEPHOE 06IECTBO "BKO.rlafi" (3A0 "3KOJm’6"),
. Pocmﬂ, 142530, MockoBckas oﬁnacu, T 3Jlepr0r0pcK, yJIL. Bvaemloro, . 1
- MECTO NpOHM3BOJICTBA: , :
i) Poccml, 142530 MOCKOBCKaSI oﬁnacn), r. 3J1em*poropc1c, ya1. By):(euﬁoro, a. 1

: }? KJI&CC nmenunaﬂbﬁoro pHcKa 26

= f‘tBI/I)l MGJIHHHHCI\OI’O I’BI.[GJIHSI =

B COOTBETCTBUY ¢ npnxa30M Pocx,tzpannamopa ot 30 oxra6ps 2012 roma Ne 2280 Hp/ 12 =
~ mnpukasom ot 23 mrons 2013 rona Ne 3428-T1p/13 o saMeHe -
nonymeHo X o6pameHmo Ha Teppmopn 1 BoeeHiie
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CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA 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
Unita 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.

4265/5/D

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / 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 Qualita aziendale per I'applicabilita 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 & 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 aggiorate 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
= ['. WL 17
/s \ & \_/f,a.f f > _ FEDERAZIOME

|
| A%}
b Vincenzo Delacqua

Rappresentante Direzione / Management Representative C,m

ICIM S.p.A.

ACC RE D IA & Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (MI)
L'ENTE ITALIANO DI ACCREDITAMENTO - www.icim.it WIS C.COm

C150 & la Federazione Italizne di Organismi o
SGQ N° 004 A Certificazions del sistem| dl gestione azderdslz,
CI5Q i the Jalan Federation of mansgement
systam Certification Bodves
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DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE “Dispositivi Medico-Diagnostici In Vitro” e s.m.i.
according to Annex III of the Directive 98/79/EC on "In Vitro Diagnostic Medical Devices” as amended

fabbricante VACUTEST KIMA S.r.l. - articoli per laboratori analisi
manufacturer disposable labware
indirizzo Via dell'Industria, 12
FrESs 35020 Arzergrande (PD) - Italia

posta elettronica

p info@vacutestkima.it
e-mail

telefono fax
phone +39-049-9720624 P +39-049-9720182

Sistema di prelievo di sangue e altri liquidi biologici
S , ~ mediante provette con vuoto predeterminato in plastica
identificazione dei prodotti “WACUTEST KIMA".

product identification

“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

nome commerciale

brand name “"VACUTEST KIMA”

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product classification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i."Dispositivi Medico—-Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato Il della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui all’Allegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitro Diagnostic Medical Devices”.

All the supporting documents, as required by Annex III, in order to prove conformity to the Essential
Requirements as listed in Annex I, are retained under the premises of the Manufacturer

plllggoaﬁ ;Zgate Arzergrande, 01/01/2015
] Assicuratore Qualita / Quality Manager
irma _ Giovanni Chiarin

signature

| OV QLL«Q M

VACUTEST KIMA srl - Vacuum tubes - Via dell’Industria, 12 - 35020 ARZERGRANDE (PD) Italy - e-mail: info@vacutestkima.it
Tel. +39 049 9719511 / 9720624 - Fax +39 049 9719543 / 9720182 - Reg. Imp. Padova, Cod. Fisc. e P. IVA 03450130285 - REA PD 311870 - Cap. Soc.€15.300,00 i.v.



OELEPANIbBHOE ATEHTCTBO
NnO TEXHUHECKOMY PETYIUPOBAHUIO N METPOJIOTUN

CBHUIAETEJIBCTBO

06 yTBep)XXA€eHHH THNA CPEACTB H3IMEPEHHH

PATTERN APPROVAL CERTIFICATE
OF MEASURING INSTRUMENTS

RU.C.29.001.A  Ne_ 36987

JlelicTBUTENBHO 1O
01, Apekabps 2014

HacTosimee cBu1eTE€IBCTBO yI[OCTOBepﬂeT., YTO HAa OCHOBAHHUMU INOJOXHUTEIbHBIX

Pe3yJbTATOB UCHBITAHUHN YyTBEPXKAEH THII O e

M MHOTOKaHanbHbIX "Bnak"

.............................................. B R I T T T T R R R T}

HauMEHOBAaHME CpeACTBA ﬂBMePeHﬂﬁ

KOTOpHI# 3aperucTpupoBan B [ocyaapcTBEHHOM peecTpe CPeACTB U3MepeHui nox
Ne 41939-09 u nonymen kK npumenenuio B Poccuiickoit @enepanun.

Onucanuve TUNa CpencTtBa I/I3MepeHI/Iﬁ IIPUBEIEHO B MMPUJIOXKEHHUU K HACTOAIIEMY
CBUAETEINBCTBY.

3amecTHTEND ety B.H.KpyTHnkos

PyxoBoautens

3aMecTHTEdb

PykoBoaurens




AO «ONUMOH wen3ms Ne /003 ren. (495) 648 6068, 608 7617,

®EAEPAABHASL CAYJKBA MO HAA3OPY B COEPE 3APABOOXPAHEHMS
= ACOLUBMBHONG Tadlig i ie - -

PETUCTPALUUOHHOE YAOCTOBEPEHHE
Ne @CP 2009/05681

ot 15 cenradpsa 2009 roga Cpoxk nelcTBUS: He OrpaAHHYEH.

Hacrosmee YAOCTOBEPEHHUE BBLAAHO

3A0 "Tepmo ®umep CalienTudux',
Poccus, 196240, Canxr-IlerepOypr, yi. Kyouunckas, 1.73, xkopnyc 1, iuT.A

U TIOATBEPIKIAET, YTO U3/IEIHE MEAULIMHCKOTO Ha3HAYCHUS
(u3enre METUITHHCKOH TEXHUKH)

Jlo3aTophl IUNETOYHbIE, O{HO- H MHOTOKaHa/IbHBIE, ''BiK"
no TY 9443-008-33189998-2009

IIPOXU3BOJICTBA

3A0 "Tepmo ®umep CaiieaTndux'',
Pocensn, 196240, Canxt-IleTepOypr, ya. Kyounckas, 1.73, kopnye 1, aaT.A

KJIacc MOTEHIMATBHOIO PUCKa 2a OKII 94 4370

COOTBETCTBYIOLIEE KOMILJIEKTY PErMCTPAllMOHHON TOKYMEHTAHN
KPJ Ne 33014 ot 09.07.2009

npukasoM Pocsapasnanzopa ot 15 cenTabps 2009 roga Ne 7252-T1p/09

Oenepaniuu

PykoBoanTtens @enepaabHoii ciayx0b1
N0 HAJ30pYy B cepe 3ApaBOOXPAHEHUS
H COIHAJILHOI0 Pa3BHTHS




[o3aropbl NUNETOYHbIEe
Jlennunet bnak

CTunb 1 HapexHocTb B Baweit naboparopum

Part of Therme Fisher Scientific : SCIENTIFIC



MockosibKy TOYHOCTb U BOCMPON3BO-
OVMOCTb - CaMmble BaXHble CBONCTBa
noboro posatopa, JleHnunet bnak
obnapaeTt crneuvanbHO paspaboTaH-
HbIM MEXaHU3MOM PEeryMpoBKu
0O6bema, BbINOJIHEHHLIM B BUAE
aBTOHOMHOIo Mozayns. Mockonbky
MEexaHW3M peryimpoBku obbema
OTAENEeH OT Kopnyca Aosatopa, OH
obnapaeTt cyulecTBeHHO Oonbluei
TOYHOCTbIO, BOCMPOU3BOANMOCTbLIO

1 Npo4YHoCTbI0. Kpome Toro, 4Tobbl
VCKJI0YUTL BO3MOXHOE BNVSiHUE Tenna
PYKM Ha TOYHOCTb U3MEPEHUNA,
MEXaHU3M perynmpoBkn obbema
N03MPOBaHUsl M30IMPOBaH OT Kopnyca
nosaropa.

Nennunet Bnak umeeT HonbLLOWN,
NEerko YvTaemMblili gucnnen, no3Bosns-
IOLLMIA NIErKO M YeTKO 3azaBaTb 00beM.
Kpome Toro, HOBbI MexaHu3m
ycTaHoBKM o6bema No3BONSIET Nerko
ycTaHaBnMBaTb 06bEM A0 COTbIX A0nen
MKJ1, KOTOPbIA BUAEH Ha (oHe.
TouyHoCTb 0becneymBaeTcs Takxe
6Gnarogaps NPeuUv3voHHON
perynupoBke obbema, rae Kaxabli
war npv yctaHoBke obbema
COMPOBOXAAETCH LLENYKOM. ITO
No3BOSISIET PerynMpoBatb 06bLem

'/‘.C\* ™

Hnunet bnak

¢ warom ot 0,01 mkn po 20 mkn

B 3aBMCMMOCTU OT MOAENN [03aTopa.
Boane aucnnes npeaycMoTpeHo
ynobHoe MecTo Ans naeHtuduka-
LIMOHHBIX SPJIbIYKOB MONb30BaATENS.
Takune apnbluKU HYXHbl, 4TOObI He
nepenyTaTb 403aTOpbl U YTOObI OHX
He 3aTepsnnucb B nabopartopuu.

Kak n y Bcex nosatopos JleHnuner,
ycunusi, Heobxoaumble npu
[03MPOBaHUN, MUHUMU3NPOBAHDI.
KoHcTpykums JleHnuneT bnak
No3BOJISIET MOJSIL30BATENIO HAXUMaTb
KHOMKY A03WPOBaHNSA O4eHb Nerko,
41O obecneymBaeT NerkocTb, POBHOCTb
1 cTabunbHOCTL A03NPOBaHUs. 3TO,

B CBOIO O4Yepeab, NO3BONSET Mosy4arb
flydwmne pesynbTaTbl A03MPOBaHUS

B TeyeHve Bonee onnTENbHbIX
nepvonoB paboTtsl. Kpome TOro,
3anaTreHTOBaHHbIN MEexaHu3m
"CynepBbITaNkKMBaHUA" XUOKOCTN
MO3BOJIAET TOYHO [A03MPOBaTh Jaxe
MUKPOOOBLEMBI. TakoM MexaHu3Mm ecTb
B no3artopax o6bemom 50 mMkn

1N MEHbLLE.

JNleHnunet Bnak umeeT HOBYIO
KOHCTPYKLMIO OMepaLioHHON KHOMKKU
C BPALLAIOLLIENCs BEPXHEN HacTbio,
NO3BONSIOLLYIO UCKIIIOHUTENIbHO NErko
ycTaHaBnmBaTb 06bem. JlononHUTeNb-
HOE MPEeVMYLLIECTBO 3akK/ioHaeTcs

B TOM, YTO BPaLLAIOLLAACA BEPXHAA
4aCTb KHOMKW ABWXETCH He3aBUCUMO
OT MexaHu3ma perynmpoBkn obbema,
4TO NMpenoTBpaLlaeT cray4anHoe
n3meHeHve obbema. Kak 1 HUXHSS
4acTb OMepaLOHHOM KHOMKW, OHa
BbINOJIHEHA U3 MSAMKOro MiacTuka,
obecneynBaloLLLero OT/IMYHBLIA 3axsBar
npv perynupoeke obbema 6e3
MPUIOXEHUS YCUIUNA.

BbiCOKOe Ka4ecTBO pe3ysibTaToB
3aBUCUT OT abCONOTHON CTEPUSIb-
HocTU. YTobObI 0HECNeunTL ee

1 NpeaoTBpaTUThL NEPeKPecTHoe
3arpsisHeHune, JleHnunet Bnak moxeT
CTepUIN30BaThCs B aBTOKJ1aBe

npu 121°C. CtepunuaosaTtb 003aTOP
MOXHO LeNukom B cbope nnm
OTAENbHLIMW AeTansaMu B CTepuinaa-
LIMOHHOM Meluke. [103aTop BbINOSIHEH
13 matepuanos, obnagaloLmx
BbICOKOM CTOWKOCTbIO K peakTuBam,
Y® cBety u Bnare.

Jlennunet Bnak o4eHb nerko
obcnyxuBaTh: NPOCTO pa3dbepute
nosartop, cHaB cbpacbiBatesib
HaKOHEeYHuKa pykon, a 3aTem

C MOMOLLBIO yA0BHOr0 MHCTPYMEHTa
ans 0b6CcnyXuBaHua yganuTe KOHYC
HakKOHEeYHUKa. TOT Xe NPakTU4HbIN
VMHCTPYMEHT UCMOoNb3yeTcs

ONS perynvpoBaHus Kanmbposku
NANETKN C NMOMOLLbIO KannBpoBOYHOM
raiiku, pacrnosioXeHHOW Hasepxy
pyKOATKM Ao3artopa.



CouetraHue kom¢popTa U aBTOKIIABUPYEMOCTH

JNlennunet Bnak umeeT WMPOKKUA yrnop
AN nanbla, KOTopbI NO3BONSET
aepxartb [03aTop nofa, naeanbHbIM
ONS 03MPOBAHUS YrIIOM U JAeT pyke
paccnabutbcs Mexay umkiamm
[o3vpoBaHus. B pesynbtate
ONVTeNbHbIE LUMKbI [O3UPOBaHUS
cTaHoBaTCcs 6onee KOMMOPTHLIMU

N MeHee YyTOMUTESNIbHbIMU, CHUXAEeTCs
PUCK pPa3BuUTUS TPaBMbl, BO3HUKAKOLLEN
n3-3a NOCTOSIHHOW Harpy3ku (repetitive
strain injury, RSI). KHonka cbpacbiBa-
Tenst HaKOHEYHWKa 3akpyrneHa

N UMEET 3ProHOMUYHYIO KOHCTPYKLMIO,
obecneunBatoLLyo Hanbonee
KOM@OpPTHOE NosioxeHue 60MbLIoro
nanbua npu copacbiBaHUW.

Y1006l yooBneTBopuThb notpebHocTn
Kaxaon nabopatopun, A03aTOPbI
JNlennunet bnak BbinyckalTCs

B O[HOKaHa/IbHbIX U MHOrOKaHasIbHbIX
BapuaHTax. OgHOKaHaNbHble 003aTOpbI
MOryT OblTb NEPEMEHHOIO UNn
dukcuposaHHoro obbema.

o xenaHuo 3akasynka NOCTaBNSKOTCS
LITATUBbI KaK ANs OAHOKaHasbHbIX, Tak
M ANsi MHOTrOKaHasbHbIX 403aTOPOB.
Kaxapin posatop JleHnunet Bnak
nmeeT yaobHyI0 LBETOBYID KOAUPOBKY
Ha OnepaumMOHHON KHOMKEe 1 Kopryce
PYKOAITKM, @ Takke Ha MHOrokKaHasb-
HbIX MOAynsx, 4ToObl nerye ObiNO
HaxoAMTb HYXHBIA HakoHe4HuK Finntip.

MHorokaHanbHble ao3atopb! JleHnuner
Bbnak BbinyckaloTCs 8-KaHanbHbIMWN

C pa3nuyHbiMK amana3oHamu obbema.
Kak n B ogHOKaHasnbHbIX MOAENAX
NeHnuneT bnak, MexaHn3m ycoBep-
LLIEHCTBOBAHHOW PEeryinpoBkn obbema
obecneynBaeT BbICOKMIA YPOBEHb
TOYHOCTU U BOCMPOU3BOANMOCTM.
Kpome Toro, B Moaensix manoro
obbema yHKUMUS CynepBbITankKMBaHUS
Xnakoctn obecneymBaeT ToYHOE
[031POBaHNE Aaxe camMblX MasbixX
06bLEMOB.

1

nTiFic O

OnepauunoHHas KHONkKa
Jlerkas perynupoBka o6bema
JlerkocTtb B pabote

LiseToBas KoAUpPOBKa

LLinpokuin noaaepXxmBealowmin ynop
ANg nanbua

MecTo ans pa3meLyeHus Spnbika
C AONONHUTENbHOW MHOpMaLmen

YcoBepLIEeHCTBOBAHHbI MEXaHU3M
perynupoeku 00bema,
NOBbLILLAIOLMIA TOYHOCTb U
BOCNpPOM3BOAUMOCTb

BonbLion aucnnen

MpoyHblA MaTepuan pyKOSTKu

Becb go3arop uenmkom
aBTOK/MIaBMpYeTCH

OrcyrcTBue MeTanna
obecneyuBaer nerkum sec

MexaHu3m cynepBbIiTaNnkMBaHus
XUAKOCTU




Kar. Ne 06bem TouyHocTb Bocnp-mocTb HakoHeunuk

MKN MKN % s.d.*mkn CV%*

4652002 1 +0,040 +4,00 0,040 4,00 Flex 10,10, 50

4652012 5 +0,070 +1,40 0,070 1,40 Flex 10,10, 50

4652022 10 +0,090 +0,90 0,080 0,80 Flex 200, 250 Yuus., 200 Yan.
4652132 20 +0,14 +0,70 0,10 0,50 Flex 200, 250 Yuus., 200 Yan.
4652032 25 +0,15 +0,60 0,13 0,50 Flex 200, 250 YHnug., 200 Yan.
4652042 50 +0,30 +0,60 0,20 0,40 Flex 200, 250 YHnue., 200 Yon.
4652052 100 +0,40 +0,40 0,30 0,30 Flex 200, 250 YHnus., 200 Yan.
4652142 200 +0,80 +0,40 0,60 0,30 Flex 1000,1000,1000 Yan.
4652062 250 +1,0 +0,40 0.8 0,30 Flex 1000,1000,1000 Yan.
4652072 500 +1,5 +0,30 145 0,30 Flex 1000,1000,1000 Yan.

4652082 1000 +3,0 +0,30 3,0 0,30 Flex 1000,1000, 1000 Yan.

ot

i

OpHokaHanbHbie A03aTOopPbi NUNETOYHbIE Jlennunet Bnak NnepemMeHHoro o6bema

Kar. N0 [uana3on LWar 06bvem TouHOCTb Bocnp-mocTb LiseToB. kog HakoHeyHuk
MK MKN % s.d.*mxn CV%*
4642022 0,5-5 mkn 0,01 mkn 5 +0,075 +1,50 0,050 1,00 Po308blit Flex 10, 10, 50
0,5 +0,030 #6,00 0,025 5,00
4642032 1-10 mkn 0,02 mkn 10 +0,100 +1,00 0,050 0,50 Pozosbiin Flex 10, 10, 50
1 +0,025 +2,50 0,020 2,00
4642042 1-10 mkn 0,02 mkn 10 +0,100 +1,00 0,080 0,80 XKentbiii Flex 200, 250 YHuB.
1 +0,035 +3,50 0,030 3,00
4642052 2-20 mkn 0,02 mkn 20 +0,20 +1,00 0,08 0,40 Bupio3osblii 50
2 +0,06 +3,00 0,05 2,50
4642062 2-20 mkn 0,02 mkn 20 +0,20 +1,00 0,08 0,40 XKenTtbiin Flex 200, 250 YHus.
2 +0,06 +3,00 0,05 2,50
4642132 5-50 mkn 0,1 mkn 50 +0,30 +0,60 0,15 0,30 KenTbiin Flex 200, 250 YHus.,
5 +0,15 +3,00 0,125 2,50 300, 200 Yan.
4642072 10-100 mkn 0,2 mkn 100 +0,80 +0,80 0,20 0,20 XKentbiin Flex 200, 250 YHuB.,
10 +0,25 +2,50 0,10 1,00 300, 200 Yan.
4642082 20-200 mkn 0,2 mkn 200 1.2 +0,60 0,4 0,20 XKentbin Flex 200, 250 YHus.,
20 +0,36 +1,80 0,14 0,70 300, 200 Yan.
4642092 100-1000 mkn 1 Mkn 1000 +6,0 +0,60 2,0 0,20 Cunnia Flex 1000, 1000,
100 +1,0 +1,00 0,6 0,60 1000 Yan.
4642102 0,5-5 mn 0,01 mn 5000 +25,0 +0,50 10,0 0,20 3eneHbiin 5 mn
500 +5,0 +1,00 4,0 0,80
4642112  1-10 mn 0,02 mn 10 000 +50,0 +0,50 20,0 0,20 KpacHbiii 10 mn
1000 +10,0 +1,00 8,0 0,80

| MuoroxkaxanbHbie 403aTopbl nuneToyHsbie Jlennunet Bnak nepemeHHoOro o6nema

Kar. Ne Kon-so Ouanazon  LWar O6vem  TouHocTb Bocnp-mocTb LigetoB. ko HakoHeyHuK
KaHanos MK MKN % s.d.*mxn CV%*
4662002 8 1,0-10 mkn 0,02 mkn 10 +0,240 +2,40 0,160 1,60 Po3oBbiin Flex 10, 10, 50
| 1 +0,080 £8,00 0,070 7,00
k 4662012 8  5-50 mkn 0,1 mkn 50 +0,75 +1,50 0,35 0,70 XKentbin Flex 200, 250 YHus.,
5 +0,25 +5,00 0,10 2,00 200 Yan.
4662022 8 10-100 mkn 0,2 mkn 100 +1,30 +1,30 0,50 0,50 XKenTtbii Flex 200, 250
10 +0,25 +2,50 0,20 2,00 YHug., 200 Yan.
4662032 8  30-300 mkn 1 mkn 300 +3,0 +1,00 0,9 0,30 Opanxesbiit  Flex 300, 300
30 +0,6 +2,00 0,6 2,00
Cankr-Metepbypr Mocksa
Ten.: (812) 703 4215 Ten.: (495) 739 7641
®dakc: (812) 703 4216 ®dakc: (495) 739 7642
196240, r. CaxkT-MeTepbypr 141400, MockoBckas 0b6nacTtb, r. XuMkn
yn. Kybuxckas, 73A, kopn. 1 yn. NlennHrpaackas, 39, busnec Mapk Xvmkn,
E-mail: info.lcp.spb@thermofisher.com oducHoe 3paHue 2, opuc OB02_03_B2

E-mail: info.btd.moscow@thermofisher.com
http://www.thermo.com.ru
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IQNet, the association of the world's first class
certification bodies, is the largest provider of management
z % Systemn Certification in the world,
www.imq. it IQNet is composed of more than 30 bodies and counts

C E RTI F ICATO N . owver 150 subsidiaries all over the globe.
CERTIFICATE N. 9190.CRC3

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

UNITA' OPERATIVE / OPERATIVE UNITS

Vedere gli Allegati per le Unita Operative (n. 2 pagine)
View the Annexes for the Operative Units (n. 2 pages)

E' CONFORME ALLA NORMA /IS IN COMPLIANCE WITH THE STANDARD

ISO 9001:2015
PER LE SEGUENTI ATTIVITA'/ FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario, medicale
e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a lettura/scrittura in radio
frequenza (RFID). Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni elettrodiagnostiche e
ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Produzione di elettrodi per ECG.
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in commercio di
piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video
stampanti, stampanti e relativi materiali di consumo ed accessori
Manufacture and print of special recording chart papers for industrial, railway, medical use and ticketing also on
behalf of third parties. Manufacture and print of labels and tickets also radio frequency reading/writing (RFID),
Development and manufacture of creams, gels sterile and not sterile for electromedical and ultrasound
procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical
and ultrasound diagnostic devices and for electromedical equipment. Manufacture of electrods for ECG.
Production management and placing on the market of electrods for ECG. Placing on the market of
electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for videoprinters,
printers and related consumable and accessories

Ulteriori informazioni riguardanti I'applicabilita dei requisiti 1ISO 9001:2015 possono essere ottenute consultando l'organizzazione
Further clarifications regarding the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-08-29 2023-10-07

IMQ S.p.A_ - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

ACCREDIA X, |, \““Q

SGQ N° 005 A

FEDERAZIONE

CISQ

WWW.CIsg.com

Lo vahdts del cerificatn & subordinata a sorveghanza annuale & tessme compielo
del Sistema o Gestiane con peris nunnale

Thie vlidiy of Ahe cerficats is submMted 1o annusal audt and o eassRarmant Organismo di Certificazione Federato CISQ CISQ & |a Federazione Italiana di Organismi di
af the arfira management System wiinin tres years www.img.it Certificazione dei sistemi di gestione aziendale,
CISQ is the Italian Federation of management

system Certification Bodies.




CISQ is a member of

'.THE INTERNATICHAL L-:"-i I'I[-I(:AI'IIEI.'J NEWJ"_'[‘-\D-
www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
= . System Certification in the world.
www., II'T'Iq, “ IQNet is composed of more than 30 bodies and counts

ALLEGATO N . 91 90 .C R03_1 over 150 subsidiaries all over the globe,
ANNEX N.

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

Attivita:
Activities:

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario,
medicale e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a
lettura/scrittura in radio frequenza (RFID). Sviluppo e produzione di creme, gel sterile e non sterile per
applicazioni elettrodiagnostiche e ad ultrasuoni, anche conto terzi. Commercializzazione ed
immissione in commercio di accessori per applicazioni elettrodiagnostiche, ad ultrasuoni e per
strumenti elettromedicali. Produzione di elettrodi per ECG. Gestione della produzione ed immissione
in commercio di elettrodi per ECG. Immissione in commercio di piastre per elettrobisturi e defibrillatori.
Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e relativi
materiali di consumo ed accessori.

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties. Manufacture and print of labels and tickets also radio
frequency reading/writing (RFID). Development and manufacture of creams, gels sterile and not sterile
for electromedical and ultrasound procedures also on behalf of third parties. Trade and placing on the
market of accessories for electromedical and ultrasound diagnostic devices and for electromedical
equipment. Manufacture of electrods for ECG. Production management and placing on the market of
electrods for ECG. Placing on the market of electrosurgical plates and defibrillation pads. Trade of
videoprinters, photographic papers for videoprinters, printers and related consumable and accessories

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA’ OPERATIVA NELL'/AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AlM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRS| AL CERTIFICATO N. 9180.CRC23
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9190.CRC3

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-08-29 2023-10-07

—

IMQ S.pA. —VIA%N/TILIANO. 43 - 20138 MILANO ITALY
Management Systems Divisicn - Flavio Ornago FEDERAZIONE

Il presente documenta integra il certificalo n 9180 CRC3
ACCRED EA ( This document 15 A part of cenificate n 9190, CRCA
L} .
“

IAF: 07, 09,19, 29, 12

CISQ

SGQ N° 005 A www.cisg.com
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CISQ is a member of
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IQNet, the association of the world's first class
certification bodies, is the largest provider of management
z 3 System Certification in the worid,
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ALLEGATO N i 91 90 -C RC3_2 over 150 subsidiaries all over the globe,
ANNEX N.

CERACARTA SPA
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)

Attivita:
Activities:;

Produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi
Manufacture of creams, gels sterile and not sterile for electromedical
and ultrasound procedures also on behalf of third parties

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA' OPERATIVA NELL'/AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 9190.CRC3
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9190.CRC3

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-09-29 2023-10-07

IMQ S.p.A - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Omago

Il presente do integra il certificalo n. 2180 CRC3
ACCREDIA \ This document is a part of certificate n, 3120 CRC3
L 3
-

FEDERAZIONE

CIs@

LVENTE [TAshi0 ENLAAENTO
IAF: 12
SGQ N° 005 A Www.cisq.com
! Stam 8t Gustions ccn peratiats ety 4% ¢ (#SETE SO Organismo di Certificarione Federato CISQ  CISQ é la Federazione Italiana di Organismi di
ity ot fhe ceniNcats itiind www.img.it Certificazione dei sistemni di gestione aziendale.

The validty of {he cemiicate s submitted tn annual audt and & resssessmant

ofthe entire managemant Systam withip three yaars CI5Q is the [talian Federation of management

system Certification Bodies.
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/IMQ has issued an IQNet recognized certificate that the organization.

CERACARTA SPA

VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)
has implemented and maintains a

Quality Management System

for the following scope:

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties. Manufacture and print of labels and tickets also radio
Jrequency reading/writing (RFID). Development and manufacture of creams, gels sterile and not
sterile for electromedical and ultrasound procedures also on behalf of third parties. Trade and

placing on the market of accessories for electromedical and ultrasound diagnostic devices and for
electromedical equipment. Manufacture of electrods for ECG. Production management and placing
on the market of electrods for ECG. Placing on the market of electrosurgical plates and
defibrillation pads. Trade of videoprinters, photographic papers for videoprinters, printers and

related consumable and accessories
Further clanfications regarding the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization

which fulfills the requirements of the following standard:
ISO 9001:2015

Issued on: 2020 - 09 - 29
Expires on: 2023 - 10 - 07

This attestation is directly linked to the IQNet Partner’s original certificate
and shall not be used as a stand-alone document

Registration Number: 1T - 112265

_— ) |

Alex Stoichitoiu Ing. Mario Romersi
President of IONET President of CISQ

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Jtaly
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group US4
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI freland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia S Israel S1Q Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.iqnet-certification.com
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WHITE PAPER

Custom Primers and TagMan® Probes

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

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 TagMan® 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 TagMan® 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 TagMan®
Probes is approximately 6 tons CO,-equivalents (CO,e)
[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 TagMan®
Probes is 32 tons CO,e [2].

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
CO, footprint left by these products during distribution.
Here we demonstrate that selected Custom Primers and
TagMan® 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)

technologies



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 CO,e [1,2].

In 2009, we investigated the stability of five TagMan®
Assays: TagMan® Gene Expression, Custom TagMan®
Gene Expression, TagMan® MicroRNA, TagMan® Drug
Metabolism Genotyping, and TagMan® SNP Genotyping
Assays [3]. These assays comprise a preformulated set
of unlabeled locus-specific oligonucleotide primers and
minor grove binder-nonfluorescent quencher (MGB-
NFQJ probes labeled with a fluorescent dye (VIC® or
FAM" dyel, and are supplied in liquid form. A total of 42
different TagMan® 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 TagMan®

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 TagMan® Probes were exposed
to established summer shipping temperature profiles.
These experiments demonstrate that by shipping
selected Custom Primers and TagMan® 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 TagMan® 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.

TagMan® 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 TagMan® QSY® Probes can be ordered with a

5 reporter dye (FAM", VIC®, ABY®, or JUN® dye) and the
QSY® quencher. All TagMan® 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 - &



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

Product Description

Reporter dye

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
TagMan® Custom Probes

TagMan® MGB Probe, 6,000 pmol, 20,000 pmol, 50,000 pmol

HEX", NED", PET",

6-FAM", VIC®, TET" 4304979, 4304981, 4304982

6-FAM",VIC®, NED", TET" 4316034, 4316033, 4316032

TagMan® TAMRA" Probe, 6,000 pmol, 20,000 pmol, 50,000 pmol

VIC®, 6-FAM", TET" 450025, 450024, 450003

TagMan® QSY® Probe, 6,000 pmol, 20,000 pmol, 50,000 pmol

4482777, 4482778,

6-FAM", VIC®, ABY", JUN" 00090

Products tested are in bold

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

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 [4]. Testing of winter ambient conditions
was not considered, due to the low risk of exposing the
Custom Primers and TagMan® 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 pm 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
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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.
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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).
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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 TagMan® TAMRA" Probe with the VIC" dye (bottom) compared to the matched control (top).



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 TagMan®
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 TagMan® 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 CO,e. Our
customers will see a reduction of 1,826 kg of EPS waste.
Our planet will collectively see CO, emissions reduced by
38 tons every year.

Find out more at lifetechnologies.com/ecotagman
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ORGENTEC Diagnostika GmbH
Carl-Zeiss-Stral}e 49-51, 55129 Mainz, GERMANY

Wir erklaren in eigener Verantwortung, dass das ORGENTEC Produkt
We declare in our sole responsibility that the ORGENTEC product

ORG 529 Anti-Phospholipid Screen IgG/IgM

zur quantitativen in-vitro-Bestimmung bestimmt ist und entsprechend Art. 9 Abs. Satz 1 der
Européischen Richtlinie 98/79/EG als ,Sonstige Produkte® (non-A, non-B, keine Selbstanwendung)
klassifiziert ist.

as intended for use in quantitative in vitro determination is classified as “Other Devices”
(non-A, non-B, no self-testing device) according to article 9 paragraph 1 sentence 1 of the
European directive 98/79/EC.
Das Produkt stimmt mit den Grundlegenden Anforderungen und allen zutreffenden Bestimmungen
der Richtlinie 98/79/EG des Européischen Parlaments und des Rates vom 27. Oktober 1998 Uber
in-vitro-Diagnostika Gberein. Die Konformitat zur Richtlinie wurde durch ein
Konformitatsbewertungsverfahren nach Anhang lll der Richtlinie festgestellt.

This product is conform with the essential requirements and meet the appropriate
provisions of the Directive 98/79/EC of the European Parliament and of the Council of 27
October 1998 on in vitro diagnostic medical devices. Conformity was proved by a
conformity assessment procedure referred to in annex Il of the directive.

Liste angewendeter Normen:

List of standards applied for CE marking:
EN ISO 13485, EN ISO 14971, EN ISO 18113, EN ISO 15223, EN ISO 23640, EN 13612.

Mainz, 2021-02-05 René Betz %

Head of Regulatory Affairs

Giltig ab / Valid from 2021-02-05 bis / until 2024-02-28

Notification pursuant to §25 Abs. 3 Nr. 3 Medical Devices Act, MPG
Type: Reagent

EDMS 12-10-90-90-00

GMDN 55085

ORG 529_CE declaration of conformity_ QM120348_2021-02-05_9 F4.01B Declaration of conformity

ORGENTEC Diagnostika GmbH Telefon: +49(0)6131/9258-0 Mainzer Volksbank eG Commerzbank AG USt-IdNr. DE149058799 Geschéftsfiahrer
Carl-Zeiss-StraBe 49-51 Telefax: +49(0)6131/92 58 58 IBAN: DE72 5519 0000 0159 8000 10 IBAN: DE13 550400220200 867000 Mainz 14 HRB 4300 Ralf Wehen
55129 Mainz orgentec@orgentec.com BIC: MVBMDESS BIC: COBADEFFXXX

Deutschland www.orgentec.com




ORGENTEC

EG Konformitatserklarung
EC Declaration of Conformity

ORGENTEC Diagnostika GmbH
Carl-Zeiss-Stralle 49-51, 55129 Mainz, GERMANY

Wir erklaren in eigener Verantwortung, dass das ORGENTEC Produkt
We declare in our sole responsibility that the ORGENTEC product

ORG 515 Anti-Cardiolipin IgG/igM

zur quantitativen in-vitro-Bestimmung bestimmt ist und entsprechend Art. 9 Abs. Satz 1 der
Europaischen Richtlinie 98/79/EG als ,Sonstige Produkte” (non-A, non-B, keine Selbstanwendung)
klassifiziert ist.

as intended for use in quantitative in vitro determination is classified as “Other Devices”
(non-A, non-B, no self-testing device) according to article 9 paragraph 1 sentence 1 of the
European directive 98/79/EC.
Das Produkt stimmt mit den Grundlegenden Anforderungen und allen zutreffenden Bestimmungen
der Richtlinie 98/79/EG des Européaischen Parlaments und des Rates vom 27. Oktober 1998 tiber
in-vitro-Diagnostika tUberein. Die Konformitat zur Richtlinie wurde durch ein
Konformitatsbewertungsverfahren nach Anhang lll der Richtlinie festgestelit.

This product is conform with the essential requirements and meet the appropriate
provisions of the Directive 98/79/EC of the European Parliament and of the Council of 27
October 1998 on in vitro diagnostic medical devices. Conformity was proved by a
conformity assessment procedure referred to in annex Ill of the directive.

Liste angewendeter Normen:

List of standards applied for CE marking:
EN ISO 13485, EN ISO 14971, EN ISO 18113, EN ISO 15223, EN ISO 23640, EN 13612.

Mainz, 2021-02-05 René Betz %

Head of Regulatory Affairs

Gultig ab / Valid from 2021-02-05 bis / until 2024-02-28

Notification pursuant to §25 Abs. 3 Nr. 3 Medical Devices Act, MPG
Type: Reagent

EDMS 12-10-90-01-00

GMDN 54870

ORG 515_CE declaration of conformity_QM120327_2021-02-05_8 F4.01B Declaration of conformity

ORGENTEC Diagnostika GmbH  Telefon: +49 (0)6131/92 58-0 Mainzer Volksbank eG Commerzbank AG USt-IdNr. DE149058799 Geschaftsfuhrer
Carl-Zeiss-StraBe 49-51 Telefax: +49 (0)6131/92 5858 IBAN: DE72 5519 0000 0159 8000 10 IBAN: DE13 55040022 0200867000 Mainz 14 HRB 4300 Ralf Wehen
55129 Mainz orgentec@orgentec.com BIC: MVBMDESS BIC: COBADEFFXXX

Deutschland www.orgentec.com




ﬁB Declarati £ Conformit Document ref.: DoC2021 vs. 12
%) Monobind Inc. eclaration of Conformity Page: 1 0f 6

DECLARATION OF CONFORMITY
1)  Manufacturer (Name, department): Monobind Inc.
Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES

and

2) European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;
(on product labels printed as:
CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS. www.cepartner4u.com)

3) PI’OdUCt‘ S) (name, type or model/batch number, etc.):

Immunoassay products;
AccuBind® ELISA,
Acculite® CLIA,
QSure® Control,
Instruments

see appendix

4) The product(s) described above is in conformity with:

Document No. Title
98/79/EC In vitro Dlagno_stlc Medlcal Devices
Directive

5) Additional information (Conformity procedure, Notified Body, CE certificate, Registration nr., etc.).

Conformity assessment procedure for CE marking: In vitro Diagnostic Medical Device Directive,
Annex Il
Registration nr. : NL- CA002-22758 and NL- CA002-22762

AShahla

Tony Shatola; QA Director, Monobind Inc.
(Place & date of issue (yyyy-mm-dd)) (name, function and signature of manufacturer)

Lake Forest, USA; 2021-09-20

Declaration form: Standard ISO/IEC 17050-1:2010
vs. 2020-11
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List of devices.

Device types

Appendix

Item#
AccuBind®
ELISA

Item#
AcculLite®
CLIA

Item#
QSure®

Control

Instru-

Date: 2021-09-20

Item#
Risk  First date of

EDMS code Class CE-marking

ment

Allergy & Anemia

Microwells

Microwells

" 2825-300A | 2875-300A
Ferritin Test System 2825-300B 2875-300B 12.07.01.02.00 | Low | 2005-11-11
Folate T 7525-300A | 7575-300A 12 ] L 201 5
olate Test System 7525-300B 7575-300B .07.01.03.00 ow 010-06-29
. 2525-300A | 2575-300A
Immunoglobulin E (IgE) Test System 2595-300B 2575-300B 12.02.01.02.00 | Low | 2005-11-11
Transferrin Soluble Receptor (sTfR) Test 8625-300A | 8675-300A AL
System 8625-300B | 8675-300B 12.07.01.06.00 | Low | 2010-06-29
o i 7625-300A | 7675-300A
Vitamin B-12 (Vit B12) Test System 7625-300B 7675-300B 12.07.02.04.00 | Low | 2011-09-26
Folate, Vitamin B-12 (Anemia Panel VAST) Test | 7825-300A | 7875-300A
System 7825-300B | 7875-300B 12.07.01.00.00 | Low | 2013-09-16
Autoimmune
Anti-Cyclic Citrullinated Peptide IgG (Anti-CCP | 12725-300A | 12775-300A "
IgG) Test System 12725-300B | 12775-3008 12.11.01.90.00 | Low | 2019-04-03
) . ) 1025-300A | 1075-300A
Anti-Thyroglobulin (Anti-Tg) Test System 1025-300B 1075-300B 12.10.03.04.00 | Low | 2005-11-11
Anti-Th i Anti-TPO) T 1125-300A 1} 1175-300A 12.1 1 L 2005-11-11
nti-Thyroperoxidase (Anti-TPO) Test System 1125-300B 1175-300B .10.03.01.00 ow 005-11-
Bone Metabolism & Growth
L 9325-300A | 9375-300A
Calcitonin Test System 9325-300B 9375-300B 12.06.03.02.00 | Low 2019-04-03
1725-300A | 1775-300A
Growth Hormone (hGH) Test System 1725-300B 1775-300B 12.06.04.02.00 | Low 2005-11-11
. 9025-300A | 9075-300A
Parathyroid Hormone (PTH) Test System 9025-300B 9075-300B 12.06.03.13.00 | Low | 2011-09-26
Parathyroid Hormone (PTH) 3rd & 2nd Gen 10025-300A | 10075-300A A
(VAST) Test System 10025-3008 | 10075-3008 12.06.03.13.00 | Low | 2019-04-03
25(OH) Vitamin D Total Direct (Vit D-Direct) 7725-300A | 7775-300A oo
Test System 7725-3008 | 7775-3008 12.06.03.10.00 | Low | 2017-07-05
Cancer Markers
) 1925-300A | 1975-300A
Alpha-Fetoprotein (AFP) Test System 1925-300B 1975-300B 12.03.90.01.00 | Low 2005-11-11
A125 T 3025-300A | 3075-300A 12 ] L ) 1111
CA-125 Test System 3025-300B 3075-300B .03.01.06.00 ow 005-11-
5625-300A | 5675-300A
CA 15-3 Test System 5625-300B | 5675-3008 12.03.01.02.00 | Low | 2010-06-29
A 199 T 3925-300A | 3975-300A 12 1 L 5 1111
CA 19-9 Test System 3925-300B 3975-300B .03.01.03.00 ow 005-11-
. . ) 1825-300A | 1875-300A
Carcinoembryonic Antigen (CEA) Test System 1825-300B 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#
AcculLite®
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 B-Subunit Human Chorionic Gonadotropin | 2025-300A | 2075-300A
(Free Beta hCG) Test System 2025-300B | 2075-300B 12.03.01.90.00 | Low | 2005-11-11
Cardiac Markers
s 2925-300A | 2975-300A
CK-MB Test System 2925-300B 2975-300B 12.13.01.02.00 | Low 2005-11-11
Digoxin (DIG) T 925-300A | 975-300A 12.08.01.01 L 2005-11-11
igoxin (DIG) Test System 925-300B 975-300B .08.01.01.00 ow 005-11-
_ - 3125-300A | 3175-300A
High Sensitivity CRP (hs-CRP) Test System 3125-300B 3175-300B 12.13.01.90.00 | Low 2005-11-11
Myoglobin Test S 3225-300A | 3275-300A 12.13.01.05.00 | L 2005-11-11
yoglobin Test System 3225.300B | 3275-300B 13.01.05. ow -1-
. 3825-300A 3875-300A
Troponin | (cTnl) Test System 3825-300B 3875-300B 12.13.01.07.00 | Low | 2005-11-11
Diabetes
. 2725-300A 2775-300A
C-Peptide Test System 2795-300B 2775-300B 12.06.01.01.00 | Low 2005-11-11
Insulin T 2425-300A 2475-300A 12 1 L 5 11-11
nsulin Test System 2495-300B 2475-300B .06.01.03.00 ow 005-11-
_ _ 5825-300A
Rapid Insulin Test System 5825-300B 12.06.01.03.00 | Low 2010-06-29
Insulin - C-Peptide (Di Panel VAST 7325-300A | 7375-300A 12.06.01 L 2005-11-11
nsulin - C-Peptide (Diabetes Panel VAST) 7325-300B 7375-300B .06.01.03.00 ow 005-11-
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
- 9725-300A | 9775-300A
Anti-Mllerian Hormone (AMH) Test System 9725-300B 9775-300B 12.05.02.16.00 | Low | 2019-04-03
) . ) 425-300A 475-300A
Folicle Stimulating Hormone (FSH) Test System 495-300B 475-300B 12.05.01.04.00 | Low 2005-11-11
B-Human Chorionic Gonadotropin (hCG) Test 825-300A 875-300A L
System 8253008 | 875-3008 12.05.02.05.00 | Low | 2005-11-11
B-Human Chorionic Gonadotropin Extended 8825-300A 8875-300A
Range (hCG-XR) Test System 8825-300B | 8875-300B 12.05.02.05.00 | Low | 2013-09-16
Rapid B-Human Chorionic Gonadotropin (Rapid | 3325-300A L
-hCG) Test System 3325.300B 12.05.02.05.00 | Low 2005-11-11
. 9525-300A 9575-300A
Inhibin A Test System 9525-300B 9575-300B 12.05.01.90.00 | Low 2019-04-03
Inhibin B Test S 9625-300A 9675-300A 12.05.01.90.00 | L 2019-04-03
nhibin B Test System 9625-300B | 9675-300B :05.01.90. ow -04-
T 625-300A | 675-300A 12.05.01
Luteinizing Hormone (LH) Test System 625-300B 675-300B .05.01.05.00 | Low | 2005-11-11
Pregnancy Associated Plasma Protein — A Mass | 12625-300A | 12675-300A
Units (PAPP-A Mass Units) Test System 12625-300B | 12675-3008 12.05.02.10.00 | Low | 2017-07-05
Prolactin H PRL) T 725-300A | 775-300A 12.05.01 L 2005-11-11
rolactin Hormone ( ) Test System 725.300B 775-300B .05.01.08.00 ow 005-11-
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Device types

Item#
AccuBind®
ELISA
Microwells

Item#
AcculLite®
CLIA
Microwells

Item#
QSure®

Control

Item#
Instru-
ment

EDMS code

Risk
Class

First date of
CE-marking

Prolactin Hormone Sequential (PRLs) Test 4425-300A | 4475-300A L
System 4425-300B | 4475-3008 12.05.01.08.00 | Low | 2005-11-11
Human Chorionic Gonadotropin (hCG) , Human | 83253008 | 8375-300B
Prolactin (hPRL), Human Luteinizing Hormone 8325-300D | 8375-300D e
(hLH), Follicle Stimulating Hormone (FSH) 5305.300E | 8375.300E 12.05.01.90.00 | Low | 2006-08-24
(Fertility Panel VAST) Test System
Alpha-Fetoprotein (AFP), Human Chorionic 8525.300A | 8575.300A
Gonadotropin (hCG), Unconjugated Estiol (u- - - R
E3) Triple Screen (Triple Screen Panel VAST) 8525-300B 8575-300B 12.05.01.90.00 | Low | 2010-06-29
Test System
Infectious Diseases
Anti-H. Pylori IgG (H. Pylori Ab IgG) Test 1425-300A | 1475-300A
System 1425-300B 1475-300B 15.01.04.03.00 | Low | 2005-11-11
Anti-H. Pylori IgM (H. Pylori Ab IgM) Test 1525-300A | 1575-300A L
System 1525-3008 1575-300B 15.01.04.03.00 | Low | 2005-11-11
) ) i 1625-300A | 1675-300A
Anti-H. Pylori IgA (H. Pylori Ab IgA) Test System 1625-300B 1675-300B 15.01.04.03.00 | Low | 2005-11-11
Anti-SARS-CoV-2 (COVID-19) IgG Test S 11925-300A 1 11975-300A 15.04.80.90.00 | L 2020-08-25
nti-SARS-CoV-2 ( -19) IgG Test System | 44955 3008 | 11975-3008 04.80.90. ow -08-
) 11725-300A | 11775-300A
Anti-SARS-CoV-2 (COVID-19) IgM Test System 11725-300B | 11775-3008B 15.04.80.90.00 | Low | 2020-08-25
] 11825-300A | 11875-300A
Anti-SARS-CoV-2 (COVID-19) IgA Test System 11825-3008 | 11875-300B 15.04.80.90.00 | Low | 2020-08-25
Anti-SARS-CoV-2 (COVID-19) S1-RBD IgG 12025-300A | 12075-300A oL
Test System 12025-300B | 12075-300B 15.04.80.90.00 | Low | 2021-09-20
) 9225-300A | 9275-300A
D-Dimer Test System 9295-3008 9275-300B 13.02.05.03.00 | Low 2020-08-25
o 1425-300A | 1475-300A
Procalcitonin (PCT) Test System 1425-300B 1475-300B 12.06.90.16.00 | Low 2017-07-05
Neonatal
5525-300A
Neonatal 170HP (N-170HP) Test System 5525-300B 12.05.01.07.00 | Low | 2008-02-01
N | (N-T4) Thyroxine TestS 2625-300A 12.04.01.12.00 | L 2005-11-11
eonatal (N-T4) Thyroxine Test System 2625-300B .04.01.12. ow -11-
8925-300A
Neonatal TBG (N-TBG) Test System 8925-300B 12.04.01.09.00 | Low | 2013-09-16
3425-300A
3425-300B
Neonatal TSH (N-TSH) Test System 3425-300D 12.04.01.90.00 | Low | 2005-11-11
3425-300E
Steroid
. 12425-300A | 12475-300A
Androstenedione (ANST) Test System 19425-300B | 12475-300B 12.05.01.01.00 | Low | 2021-09-20
) 3625-300A | 3675-300A
Cortisol Test System 3625-300B 3675-300B 12.06.02.04.00 | Low 2005-11-11
Deh i DHEA) T 7425-300A | 7475-300A 12.05.01.02.00 | L 2011-09-2
ehydroepiandrosterone ( ) Test System 7425-300B 7475-300B .05.01.02. ow 011-09-26
Dehydroepiandrosterone Sulfate (DHEA-S) 5125-300A | 5175-300A .
Test System 5125-3008 | 5175-3008 12.05.01.02.00 | Low ) 2010-06-29
E E1) Test S 10325-300A | 10375-300A 12.05.02.04.00 | L 2019-04-03
strone (E1) Test System 10325-300B | 10375-300B 05.02.04. ow -04-
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Itemi# Itemi# o ltemi#t Itemi
. AccuBind® | Acculite QSure® Instru- Risk  First date of
Device types ELISA CLIA ment ~ EPMScode | cics  CE-marking
Microwells Microwells Control
. 4925-300A | 4975-300A
Estradiol (E2) Test System 4925-300B 4975-300B 12.05.01.03.00 | Low | 2010-06-29
. ) 5025-300A | 5075-300A
Unconjugated Estiol (u-E3) Test System 5025-300B 5075-300B 12.05.02.02.00 | Low | 2010-06-29
4825-300A | 4875-300A
Progesterone Test System 4825-300B 4875-300B 12.05.01.06.00 | Low 2010-06-29
5225-300A | 5275-300A
17-OH Progesterone (17-OHP) Test System 5225-300B 5275-300B 12.05.01.07.00 | Low | 2010-06-29
17-OH Progesterone S| (17-OHP-SI) Test 9925-300A | 9975-300A
System 9925-300B | 9975-3008B 12.05.01.07.00 | Low | 2010-10-18
Sex Hormone Binding Globulin (SHBG) Test 9125-300A | 9175-300A oL
System 9125-300B | 9175-300B 12.05.01.09.00 | Low | 2013-09-16
3725-300A | 3775-300A
Testosterone Test System 3795-300B 3775-300B 12.05.01.10.00 | Low 2007-11-01
5325-300A | 5375-300A
Free Testosterone Test System 5325-300B 5375-300B 12.05.01.10.00 | Low 2010-06-29
Thyroid
125-300A 175-300A
. . 125-300B 175-300B
Total Triidothyronine (tT3) Test System 125-300D 175-300D 12.04.01.05.00 | Low 2005-11-11
125-300E 175-300E
1325-300A | 1375-300A
. . 1325-300B 1375-300B
Free Triidothyronine (fT3) Test Stystem 1325-300A 1375-300D 12.04.01.01.00 | Low 2005-11-11
1325-300B 1375-300E
. ) 8125-300A | 8175-300A
Total Triidothyronine (tT3 SBS) Test System 8125-300B 8175-300B 12.04.01.01.00 | Low | 2010-06-29
i i i id - 11225-300A
gsstlgn':'otal Triidothyronine (Rapid -tT3) Test 112953008 12.04.01.01.00 | Low 2017-07-05
525-300A 575-300A
T3-Uptake (T3U) Test System 525.300B 575-300B 12.04.01.06.00 | Low | 2005-11-11
225-300A 275-300A
) 225-300B 275-300B
Thyroxine (tT4) Test System 225-300D 275-300D 12.04.01.07.00 | Low 2005-11-11
225-300E 275-300E
1225-300A | 1275-300A
) 1225-300B 1275-300B
Free Thyroxine (fT4) Test System 1225-300D | 1275-300D 12.04.01.02.00 | Low | 2005-11-11
1225-300E 1275-300E
) 8225-300A | 8275-300A
Total Thyroxine (tT4 SBS) Test System 8225-300B 8275-300B 12.04.01.01.00 | Low 2010-06-29
) ) ) 11125-300A
Rapid Total Thyroxine (Rapid -tT4) Test System 11125-300B 12.04.01.01.00 | Low | 2017-07-05
325-300A 375-300A
) 325-300B 375-300B
Thyrotropin (TSH) Test System 325-300D 375-300D 12.04.01.11.00 Low 2005-11-11
325-300E 375-300E
6025-300A | 6075-300A
Rapid TSH Test System 6025-3008 | 6075-300B 12.04.01.11.00 | Low | 2010-06-29
) o ) 3525-300A | 3575-300A
Thyroxine-Binding Globulin (TBG) Test System 3525-300B 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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Itemi# B /teT# o ltemi#t Itemi
AccuBind® ceulLite QSure® Instru- First date of
ELISA CLIA ment EDMS code CE-marking

Microwells Microwells Control

Device types

2225-300B 2275-300B
Total Thyroxine (tT4), Total Triidothyronine (t73) | 8025-300B | 8075-3008
& Thyroid Stimulating Hormone (TSH) (Thyroid | 8025-300D | 8075-300D 12.04.01.01.00 | Low | 2005-11-11
Panel VAST) Test System 8025-300E 8075-300E
Free Thyroxine (fT4), Free Triiodothyronine 7025-300B | 7075-300B
(fT3) & Thyroid Stimulating Hormone (TSH) 7025-300D | 7075-300D 12.04.01.01.00 | Low | 2010-06-29
(Free Thyroid Panel VAST) Test System 7025-300E 7075-300E
Miscellaneous Controls
Anti-H. Pylori Control (IgA, IgG, IgM) — Positive HPC-300 12.50.01.16.00 | Low | 2013-09-16
& Negative
Anti-Tg & Anti-TPO Control — Positive & AIT-101 12.50.01.16.00 | Low | 2010-06-29
Negative
Materna_l Control — (AFP, uE3, hCG, Free beta MC-300 12.50.01.16.00 | Low 2010-06-29
hCG) Tri Level
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 TMC-300 12.50.01.16.00 | Low | 2013-09-16
19-9) Tri-Level
Miscellaneous Instruments
Autoplex® ELISA & CLIA Analyzer INOO6 21.02.10.01 Low | 2010-06-29
Autoplex® G2 ELISA & CLIA Analyzer INO06-2 21.02.10.01 Low | 2013-09-16
Autoplex® G3 ELISA & CLIA Analyzer INO06-3 21.02.10.01 Low | 2017-07-05
NeoEldex® ELISA Analzyer INOO9 21.02.10.01 Low | 2011-09-26
Impulse® 3 CLIA Analyzer INOO7 21.02.10.01 Low | 2010-06-29
NeoLumax® CLIA Analyzer INO10 21.02.10.01 Low | 2011-09-26
LuMatic® CLIA Analyzer INOO8 21.02.10.01 Low | 2011-09-26
PrisMatic® ELISA Analyzer INO13 21.02.10.01 Low | 2013-09-16
PlateWash - Immunoassay Washer INOO2 21.02.10.01 Low | 2010-06-29
TITIN® ELISA & CLIA Analyzer INO15-EC 21.02.10.01 Low | 2017-07-05
TITIN® ELISA Analyzer INO15-E 21.02.10.01 Low | 2017-07-05
TITIN-s® ELISA & CLIA Analyzer INO16-EC 21.02.10.01 Low | 2017-07-05
TITIN-s® ELISA Analyzer INO16-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 M

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

MCT-1003 Rev 2.0
Page 1 of 2
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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, Monobind Inc.

Manufacture 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: FO02818

Verified by:
Director of Certification

MCT-1003 Rev 2.0
Page 2 of 2
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