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8 ITALCERT

CERTIFICATO N° 5055GQ06

CERTIFICATE N° 5055GQ06

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

UNIEN SO 9001-2015 (ISO 9001-2015)

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 e dispositivi medici di classe | non sterile. Commercializzazione di dispositivi medici invasivi
e non di classe lla, Is I e diagnostici in vitro Commercializzazione di articoli da Iaboratorio

Design and manufacturma of diagnostic medical devices for ’abﬁratones of anaz/st an(i non- sterL class 1 medua/ devices.
Marketing of invasive.and non-invasive medical devices.of class lla, Is, | and in vitro diagnostics. Marketing of laboratory items.

I presente Certlflcato e soggetto al rispetto delle condizioni stabilite dai Rego!amentl per la cemhcaznone in vigore applicabili.
t sholl satisfy the requirements established in the Rules for the certification in force apy bie

n the translgtion of the t of this certificat p'-:v.,w' efer to the ltalion langbag

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

LWLl

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza
First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
1998-07-23 2011-10-30 2023-10-24 2026-10-29

Settore IAF 14 - 29 ACCREDlA

SGQ N° 0234

Membro degll Accord di Mutuo Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsrl@legalmail.it
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CERTIFICATO N° 505DM09

CERTIFICATE N° 505DM09

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)

é conforme alla norma
is in compliance with the standard

UNI CEI EN I1SO 13485-2021 (ISO 13485-2016)

per i sequenti 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 e dispositivi medici di classe | non sterile.

Commercializzazione di dispositivi medici invasivi e non di classe Ila, Is, | e diagnostici in vitro.
Management of the manufacturing and placing on the market of sterite tampons for sampling of biologicat specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic-medical devices for laboratories of analysis-and non-sterile class | medical devices.

Marketing of invasive and non-invasive medical devices of class lla, Is, | and invitro diagnostics.

Il presente Certificato é soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requireme

tablished in-the Rules for the certification in force applicable
In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana

In cases of discrepancy between the languages used in the transiation of the content of this certificate, please refer to the Italian language

L’AMMINISTRATORE DELEGATO
MANAGING BIRECTOR

WAA'NS

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza
First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 2011-10-30 2023-10-24 2026-10-29

ACCREDIA N

SGQ N° 023A

Membro degll Accordl di Mutuo Riconoscimento EA, TAF e ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

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




CERCCORTO ..

DECLARATION OF CONFORMITY

Forli, 29" February 2024

Producer: Ceracarta S.p.A
Address: Via Secondo Casadei, 14 47122 Forli - ITALY

DECLARES

that

THE RECORDING BLANK “THERMAL” AND/OR “INK” PAPERS IN THE MEDICAL
FIELD,codes 8597,12090,8605,13108,9516,8615,13108,11735,10907,8625,8605,7955, 9537,
10907,10360,8919,8918,8597,8605,10907,12660,12157,8141,10960,8631 identified and classified
in the Technical file, comply with the directive about medical devices (DIRECTIVE 93/42/EEC as
amended by 2007/47/EC).

In addition to this, we precise that:

- according to the Directive 93/42/EEC the listed products are medical devices belonging to
class |
- they are subject to the regulations of the Attachment | of the above mentioned directive,

- Ceracarta S.p.A. has implemented a quality system in accordance with the regulations UNI EN
ISO 9001: 2015 and UNI CEI EN ISO 13485:2016.

CERACARTA SPA
Bandini Alessandro

Dood B

Ceracarta S.p.A. Via Secondo Casadei, 14 - 47122 Forli [TALY - m m
H m liiNet &

Tel: +39.0543780055 Fax: +39.0543781404
http:/fwww ceracarta.it info@ceracarta.it M€D
ISO 9001:2008 EN ISO 13485:2012




VitalScientific S . . .
Zone industrielle 0.3.9..: V'taISC|ent|ﬁC
61500 Sées - France ego® Diagnostics for Life
www.vitalscientific.com

EU DECLARATION OF CONFORMITY

According to Annex IV of the regulation 2017/746 on in vitro diagnostic medical devices

u Manufacturer VitalScientific
Zone Industrielle, 61500 SEES, France

SRN Single Registration Number | FR-MF-000004722

We, as the manufacturer of the devices take sole responsibility for and hereby declare that products
mentioned in Annex I meet the provisions of:

Regulation EU 2017/746 on in vitro diagnostic medical devices

Risk class :
OA X B F'E oD

Conformity route:

[0 Conformity assessment based on self-declaration, Annex II : Technical Documentation.
[J Conformity assessment based on self-declaration, Annex III : Technical documentation on post-market

Surveillance.

K Conformity assessment based on a quality management system and on assessment of technical
documentation according to Annex IX chapters I and III with assessment of the technical documentation by
sampling according to section 4.

Other :
Common Specifications: Not applicable

Notified Body:

EU CERTIFICAT NUMBER: 39658 rev.5 issued on May 21st, 2025
Name of Notified Body: GMED SAS
Adress of Notified Body 1, rue Gaston Boissier, 75724 PARIS, France
Notified Body Identification : 0459
Expiry date : April 2nd, 2029
EU QMS Certificate :
NF EN ISO 13485 : 2016
Certificate number : 10462 rev. 10 issued on May 21st, 2025
Expiry date : July 270, 2026

X Only for Electrodes. Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the
restriction of the use of certain hazardous substances in electrical and electronic equipment, including Commission
Delegated Directive (EU) 2015/863 of 31 March 2015 amending Annex II to Directive 2011/65/EU of the European
Parliament and of the Council as regards the list of restricted substances. (_
v .

(-

EUDC - IVDR.B- v5 1/3

Société par actions simplifiée au capital de 5.663.754,36 € — SIREN : 318 365 228 - RCS ALENCON



VitalScientific .0_3 o . . .
Zone industrielle 0:0s8 VitalScientific
61500 Sées - France g0 viagnostics for Life
www.vitalscientific.com

DECLARATION DE CONFORMITE UE

Conformément a I'annexe IV du réglement 2017/746 relatif aux dispositifs médicaux de diagnostic /n vitro

u Fabricant VitalScientific
Zone Industrielle, 61500 SEES, France

SRN Numeéro d'enregistrement unique | FR-MF-000004722

Nous, en tant que fabricant des dispositifs, nous assumons I'entiére responsabilité et déclarons par la
présente que les produits mentionnés a I'annexe I satisfont aux:

Réglement (UE) 2017/746 relatif aux dispositifs médicaux de diagnostic /n vitro

Classe de risque:
OA X B oc oD

Parcours de conformité:

[ Evaluation de la conformité sur la base d'une auto-déclaration, Annexe II : Documentation Technique.

[ Evaluation de la conformité sur la base d'une auto-déclaration, Annexe III : Documentation technique

relative a la surveillance aprés commercialisation.

Evaluation de la conformité sur la base d'un systéme de gestion de la qualité et de I'évaluation de la
documentation technique selon Annexe IX, chapitres I et III avec une évaluation de la documentation
technique par échantillonnage selon la section 4.

Autre:
Spécifications communes: Non applicable

Organisme Notifié:

NUMERO DU CERTIFICAT UE: 39658 rev.5 établi le 21 mai 2025

Nom de I'Organisme Notifié: GMED SAS

Adresse de |'Organisme Notifié: 1, rue Gaston Boissier, 75724 PARIS, France
Numeéro d‘identification: 0459

Valable jusqu’au: 02 avril 2029

Certificat UE du systéme de management de la Qualité :

NF EN ISO 13485 : 2016
Numeéro de certificat : 10462 rev. 10 établi le 21 mai 2025
Valable jusqu‘au: 27 Juillet 2026

X Seulement pour les Electrodes: Directive 2011/65/UE du parlement européen et du conseil du 8 juin 2011 relative a
la limitation de I'utilisation de certaines substances dangereuses dans les équipements électriques et électroniques
incluant la DIRECTIVE DELEGUEE (UE) 2015/863 DE LA COMMISSION du 31 mars 2015 modifiant I'annexe II de la
directive 2011/65/UE du Parlement européen et du Conseil en ce qui concerne la liste des substances soumises a
limitations. V'ILLB/

Société par actions simplifiée au capital de 5.663.754,36 € — SIREN : 318 365 228 — RCS ALENCON (C-}’

EUDC - IVDR.B- v5 2/3



VitalScientific K4 —— ; :
Zone industrielle ; 008 VItEllSCIentlﬁC
61500 Sées - France Ly yiagnostics for Life

www.vitalscientific.com

DECLARACION DE CONFORMIDAD DE LA EU

Segun el Anexo 1V del reglamento 2017/746 sobre productos sanitarios para diagndstico i vitro

) VitalScientific
u Fahneaate Zone Industrielle, 61500 SEES, France

SRN Niimero de registro tnico | FR-MF-000004722

Nosotros, como fabricante de los dispositivos, asumimos la responsabilidad exclusiva y declaramos que
los productos mencionados en el Anexo I cumplen con:

X Reglamento EU 2017/746 sobre productos sanitarios para diagnostico /n vitro

Clase de riesgo:
OA X B oc oD

Via de conformidad :

[J Evaluacion de la conformidad basada en auto declaracion, Anexo II : Documentacidn Técnica.

[J Evaluacién de la conformidad basada en auto declaracion, Anexo III : Documentacion técnica
sobreseguimiento poscomercializacion.

& Evaluacion de la conformidad basada en un sistema de gestion de la calidad y en la evaluacién de la

documentacion técnica segun el Anexo IX capitulos I y III con evaluacion de la documentacion técnica por
muestreo segun la seccion 4.

Otro:
Especificaciones comunes: No aplicable

Organismo Notificado:

NUMERO DE CERTIFICADO UE: 39658 rev.5 establecido el 21 de mayo de 2025
Nombre del Organismo Notificado : GMED SAS

Direccion del Organismo Notificado: 1, rue Gaston Boissier, 75724 PARIS, France
Identificacion del Organismo Notificado: 0459

fecha de caducidad: 02 de abril de 2029

Certificado del sistema de gestion de calidad de la UE:

NF EN ISO 13485 : 2016
Numero certificado: 10462 rev. 10 establecido el 21 de mayo de 2025
fecha de caducidad: 27 de julio de 2026

X Solamente para Electrode: Directiva 2011/65/UE del parlamento europeo y del consejo de 8 de junio de 2011 sobre
restricciones a la utilizacién de determinadas sustancias peligrosas en aparatos eléctricos y electrdnicos incluyendo la
directiva delegada (UE) 2015/863 de la comision de 31 de marzo de 2015 por la que se modifica el anexo II de la
Directiva 2011/65/UE del Parlamento Europeo y del Consejo en cuanto a la lista de sustancias restringidas

Sées, 13 juin 2025 VitalScientific

Zone Industrielle i
Valérie LAMBERT, 61500 SEES - France Cécile GOUBAULT,
Responsable des Affaires Réglementaires T¢| @ +33(0)2 33 81 21 00 Dire 'Fal-Bé}égue'\.
Regulatory Affairs Manager i i

. SIRET 318 365 228 000386
R@%uﬁt@s Reglementarios
CUlavusdka _

Société par actions simplifiée au capital de 5.663.754,36 € — SIREN : 318 365 228 -

EUDC - IVDR.B- v5 3/3






Annex |

REF PRODUCT NAME BASIC UDI
3018-004 Sodium Electrode (Na+) 370170083918-00407ZC
3918-005 Potassium Electrode (K+) 370170083918-005072H
3918-006 Chioride Elecirode (G- 370170083918-00607ZN
3918-003 Carbon Dioxide Eleclrode (CO2] 370170083918-00307Z7
3918002 Reference Electrode (REF) 370170083918-0020722
ALBU-0250 ALBUMIN 701700BALBU00GC
ALBU-5220 ALBUMIN 7017008ALBUOGEC
ALBU-0600 ALBUMIN 7017008ALBUO0BC
ALBU-5600° ALBUMIN |37017008ALBU006C
[ALBU-0700 ALBUMIN 7017008ALBUO0EC
ALBU-5700 ALBUMIN 37017008ALBUGOEC
[ALBU-M830 ALBUMIN 7017008ALBUOTGE
ALBU-5M30 ALBUMIN 7017008ALBUOTEE
ALPI-0230 ALP IFCC 7017008ALPI037Q
ALPI-5100 ALP IFCC 701700BALPI037Q
ALPI-6050 ALP IFCC 701700BALPI037Q
[ALSL-0250 ALTIGPT 4+1 5L 7017008ALSLO0OBN
[ALSL-5220 ALT/GPT 4+1 SL 7017008ALSLO0B
[ALSL-6050 ALTIGPT 4+1 SL 7017008ALSLO0BN
[ALSL0410 ALTIGPT 4+1 SL 3701700BALSLODBN
[ALSL-5418 ALTIGPT 4+1 SL 37017008ALSLO0S
[ALSL 6255 ALTIGPT 4+1 SL 37017008ALSLO0BN
[ALSL-0430 ALTIGPT 4+1 SL 37017008ALSLO0BN
[ALSL0510 ALTIGPT 4+1 SL 37017008ALSLODEN
[ALSL 5515 ALTIGPT 4+1 SL 37017008ALSLODBN
[ALSL-6615 ALTIGPT 4+1 SL 3701700BALSLO0BN
[ALSL-M450 ALTIGPT 37017008ALSL018Q
ALSL-5M80 ALTIGPT 3701700BALSLO1BQ
[ALSLBM30 ALTIGPT 3701700BALSLO18Q
AMSL-0230 [AMYLASE SL 37017008AMSLO08Z
AMSL-5220 AMYLASE SL 7017008AMSLO08Z
AMSL-0390 AMYLASE SL 701700BAMSLO0BZ
AMSL-5405 AMYLASE SL 7017008AMSLO08Z
[AMSL-0400 AMYLASE SL 7017008AMSLO0BZ
[AMSL-M430 AMYLASE 37017008AMSLO193
AMSL-5M30 AMYLASE 7017008AMSLO19
[ASSL-0250 ASTIGOT 4+1 SL 7017008ASSLO0OB
ASSL-5220 ASTIGOT 4+1 SL 7017008AS5L00E3
|ASSL-6050 ASTIGOT 4+1 SL 701700BASSLODB
ASSL0410 ASTIGOT 4+1 SL 7017008ASSL00B
[ASSL-5415 ASTIGOT 4+1 SL 7017008ASSLODB?
ASSL-6255 ASTIGOT 4+1 SL 37017008ASSLO0B
[ASSL-0430 ASTIGOT 4+1 SL 37017008ASSLODB?
ASSL-0810 AST/GOT 4+1 SL 7017008ASSLO0E:
ASSL5515 ASTIGOT 4+1 SL 7017008ASSLO0E
[ASSL-6615 ASTIGOT 4+1 SL 7017008ASSLODB:
ASSL-M480 AST/GOT 7017008ASSL0TBS
ASSL-EME0 AST/GOT 37017008ASSL01B5
ASSLBM30 AST/GOT 3701700BASSL01B5
AUML-0250 URIC ACID MONO SL 7017008AUMLOOAF
AUML5220 URIC ACID MONO SL 701700BAUMLOOAF
AUML-0420 URIC ACID MONO SL 7017008AUMLO0AF
AUML-5408 URIC AGID MONO SL 7017008AUMLO0AF
AUMLD427 [URIC ACID MONO SL 37017008AUMLO0AF
AUML-0457 [URIC ACID MONO SL 37017008AUMLOOAF
AUML-5508 URIC ACID MONO SL 37017008AUMLODAF
AUML-0500 URIC ACID MONO SL 37017008AUMLOOAF
AUML-0507 URIC ACID MONO SL 37017008AUMLOOAF
AUML-0707 URIC ACID MONO SL 37017008AUMLOOAF
AUML-5710 URIC ACID MONO SL 37017008AUMLOOAF
- [AUML-M830 URIC ACID 37017008AUMLO1AH
AUML-5M30 URIC ACID 37017008AUMLO1AH
AUSL-0250 URIC ACID SL 37017008AUSLOOBR
AUSL-5220 URIC ACID SL 37017008AUSLOOBR
AUSL-8050 URIC ACID SL 37017008AUSLOOBR
BIDI-0250 BILIRUBIN DIRECT 4+1 37017008BIDI004H
BIDI-5220 BILIRUBIN DIRECT 4+1 37017008BIDI004H
BIDI-6050 BILIRUBIN DIRECT 4+1 37017008BIDI004H
IBIDI—USOO BILIRUBIN DIRECT 37017008BIDI004H
BIDI-5600 BILIRUBIN DIRECT 37017008BIDI004H
BITD-6250 BILIRUBIN DIRECT 37017008BITDO0BZ
BIDI-M430 DIRECT BILIRUB 37017008BIDI014C
BIDI-5M30 DIRECT BILIRUB 37017008BIDI014C
BIDI-BM10 DIRECT BILIRUB 37017008BIDI014C
BITO-0250 BILIRUBIN TOTAL 4+ 37017008B/T0008Q
BITO-5220 BILIRUBIN TOTAL 4+1 7017008B/TO008Q
BITO-6050 BILIRUBIN TOTAL 4+1 7017008BIT0008Q
BIT0O-0600 BILIRUBIN TOTAL 4+ 37017008B(TO00BQ
BITO-5600 BILIRUBIN TOTAL 4+1 37017008BITO00BQ
BTD-6400 BILIRUBIN TOTAL 4+ 37017008B/TD006Z
BITO-M430 TOTAL BILIRUBIN 37017008BITO018S
BITO-5M30 TOTAL BILIRUBIN 37017008BITO018S
BITO-6M10 TOTAL BILIRUBIN 37017008B/T00188
CALA-0250 CALCIUM ARSENAZO 7017008CALACO2F
CALA-5220 CALCIUM ARSENAZO 701700BCALADO2F
CALA-0600 CALCIUM ARSENAZO 37017008CALACOZFE
CALA-5600 CALCIUM ARSENAZO 37017008CALAQO2F
CALA-M430 CALCIUM ARSENAZO 37017008CALADT2H
CALA-5M30 CALCIUM ARSENAZO 37017008CALAO12H
CALI-0550 [ELICAL 2 3701700BCALI043X
CALI-1550 ELICAL 2 7017008CALIOA3X
CHDL-0250 HDL CHOLESTEROL 7017008CHDLO04]
CHDL-5021 HDL CHOLESTEROL 7017008CHDLO04T
CHDL-6014 HDL CHOLESTEROL 7017008CHDLO04
CHDL-0600 HDL CHOLESTEROL 7017008CHDOLOD4]
CHDL-5090 HDL CHOLESTEROL 7017008CHDLO04T
[ CHDL-6060 HDL CHOLESTEROL 37017008CHDLO0A
CHDL-M330 HDL CHOLESTEROL 37017008CHDLO14Y
CHDL-5M30 HDL CHOLESTEROL 7017008CHDLO14V
CHDL-6M30 HDL CHOLESTEROL 37017008CHDLO74V
CHEB-0250 CHOLINESTERASE 701700BCHEBO33N
CHEB-5008 CHOLINESTERASE 7017008CHEBO33N
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[CHEB-6005 CHOLINESTERASE 37017008CHEBO33N
CHSL-0250 CHOLESTEROL SL 37017008CHSLO084
[CHSL-5220 CHOLESTEROL SL 37017008CHSLO08
CHSL-0497 [CHOLESTEROL SL 37017008CHSLO0B
CHSL-5505 CHOLESTEROL SL 3701700BCHSLO0B
[CHSL-0500 CHOLESTEROL SL 37017008CHSLOD82
CHSL-0507 [CHOLESTEROL SL 37017008CHSLO0BA
[CHSL-0700 CHOLESTEROL SL 37017008CHSLO0BA
CHSL6710 CHOLESTEROL SL 37017008CHSLO084
CHSL-0707 CHOLESTEROL SL 7017008CHSL00B4
[CHSL-ME90 CHOLESTEROL 7017008CHSLO186
[CHSL-5M90 CHOLESTEROL 7017008CHSLO186
CHSL-5M30 CHOLESTEROL 37017008CHSLO186
[CKMB-0900 CK-MB CONTROL 37017008CKMBO56K
CKMB-1030 CK-MB CONTROL 37017008CKMBO56K
CKSL-0230 CKNAC SL 37017008CKSL0095
CKSL-5220 CKNAC SL 37017008CKSLO0SS
CKSL-6060 CKNAC SL 37017008CKSLO0YS
CKSL-0410 CK NAG SL 37017008CKSL009S
CKSL-5405 CKNAC SL 701700BCKSLO09S
CKSL-6255 CKNAC SL 7017008CKSL0035
CKSLM230 CKNAC 7017008CKSLO197
CKSLBM30 CKNAC 7017008CKSLO197
[CKSL6M10 CKNAC 7017008CKSLOTS7
[CLDL-0250 LDL CHOLESTEROL 7017008CLDLO0G7
CLDL-5021 LDL CHOLESTEROL 7017008CLDLODBT
CLDL-6014 LDL CHOLESTEROL 7017008CLDLO0GY
CLDL-M330 LDL CHOLESTEROL 7017008CLDLO169
CLDL-5M30 | DL CHOLESTEROL 37017008CLDLO169
[CLDL-6M30 (DL CHOLESTEROL 37017008CLDLO169
CMSL-0230 CK-ME 37017008CMSLO39Z
CMSL-5220 CK-MB 701700BCMSL039Z
CMSL-6220 CK-MB 7017008CMSL039Z
CMSLWR CK-MB 7017008CMSLO38Z
CMSL-0410 CK-MB SL 7017008CMSLO0ST
CMSL-6405 CK-MB SL 7017008CMSLO0ST
CMSL6255 CK-MB SL 7017008CMSLODST
CONT-0080 ELMTROL 701700BCONTOSAY
CONT-1060 ELITR 701700BCONTOBAY
CONT-0160 ELITR 37017008CONTO5AY
CONT-1160 ELITR 37017008CONTO5AY
CRCO-0600 CREA 37017008CRCO00EH
[CRCO-5600 CREA 701700BCRCOD0BH
[CRCO-6600 CREA] 7017008CRCOD08H
CRSL-0250 7017008CRSLO0BJ
CRSL-5221 CREAT 701700BCRSLO0B
CRSL-6070 CREA] 7017008CRSLOOE.
CRSL-0630 CREA 7017008CRSLO0BJ
CRSL-5505 CREA 7017008CRSL00B
CRSL-6470 CREA] 7017008CRSLO0BY
CRSL-M490 CREA 7017008CRSLOTBL
CRSL-5MS0 CREAT 37017008CRSLOTBL
CRSL-6M30 CREAT 37017008CRSLOTBL
FEFE-0230 IRO! 37017008FEFEQ04C
FEFE-5140 IRON 37017008F EFED0AC
FEFE-6040 1RO 37017008FEFED04C
FEFE-0600 1RO 37017008FEFEDDAC
37017008FEFEQDAC
7017008FEFEDDAC
701700BFEFEOT14E
7017008FEFEOT14E
37017008F EFEOTAE
GHSL-0250 [GLUCOSE 37017008GHSLO09Q
GHSL-5220 GLUCOSE 37017008GHSLO0SQ
GHSL-6050 GLUCOSE 37017008GHSL009Q
GHSL-0600 GLUCOSE 37017008GHSLO09Q
GHSL-5505 GLUCOSE 37017008GHSL009Q
GHSL 6605 GLUCOSE HK SC 37017008GHSL009Q
[GHSL-M4S0 GLUCOSE HK 7017008GHSL019S
[GHSL-5MS0 GLUCOSE HK 7017008GHSLO195
[GHSL-6M30 GLUCOSE HK 7017008GHSLO195
GISL-0250 GAMMA-GT PLUS SL 7017008GISLODAS
GISL-5220 GAMMA-GT PLUS SL 7017008GISLODAS
GISL-6050 GAMMA-GT PLUS SL 37017008GISLO0A3
GISL-0420 GAMMA-GT PLUS SL 37017008GISLODAS
GISL-5405 GAMMA-GT PLUS SL 37017008GISLO0A
[GISL-6255 GAMMA-GT PLUS SL 37017008GISLODA:
GISL-M230 GAMMA-GT 37017008GISLOTAS
GISL-5M30 GAMMA-GT 37017008GISLOTA5
GISL-EM10 GAMMA-GT 37017008GISLOTAS
GPSL-0250 GLUCOSE PAP SL 37017008GPSLOOCG
GPSL-5220 GLUCOSE PAP SL 7017008GPSLOOCG
GPSL0497 GLUCOSE PAP SL 7017008GPSLO0CG
GPSL-5505 GLUCOSE PAP SL 7017008GPSLO0CG
GPSL-0500 GLUCOSE PAP SL 7017008GPSLO0CG
GPSL-0507 GLUCOSE PAP SL 7017008GPSL00CG
GPSL-0700 GLUCOSE PAP SL 7017008GPSLO0CG
GPSL5710 GLUCOSE PAP SL 7017008GPSLO0CG
GPSL-0707 GLUCOSE PAP SL 37017008GPSLO0CG
GPSLMGS0 [GLUCOSE PAP 7017008GPSLOTC]
GPSL-5MS0 [GLUCOSE PAP 37017008GPSLOTC
GPSL-5M30 GLUCOSE PAP 37017008GPSLOTC]
HBAC-0043 HbA1c CALIBRATOR SET 37017008HBAC042Y
HEAC-4301 HbATc CALIBRATOR SET 37017008HBACG42Y
HBAC-4302 HbA1c CALIBRATOR SET 37017008HBACO42Y
HBAC-4303 HbA1c CALIBRATOR SET 7017008HBACO42Y
HBAC-4304 FbA1c CALIBRATOR SET 7017008HBACO42Y
HBAC0049 HbA1c CONTROL L+ H 7017008HBAC0532
HBAC-4605 HbATc CONTROL L + H 701700BHBAC0532
[HBAC-4705 HbATc CONTROL L+ H 7017008HBAC0532
[HBAC-0240 HbATG a7017008HBAC002Q
[HBAC-5224 HbATc 37017008HBACO02Q
[HBAC6076 HbA1c 37017008HBAC0O02Q
HEAC-6004 HbAlc 37017008HBAC002Q
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|[HBAC-7225 HbAlc 37017008HBAC0020Q
HBAE-0043 HbA1c Enzymatic Calibrator Sel 3701700BHBAED43A
|HBAE-4301 HbA1c Enzymatic Calibrator Sel 3701700BHBAEQ43A
HEAE-4303 HbA1c Enzymatic Calibrator Sel 3701700BHBAEO43A
[HBAE-M130 HbA 3701700BHBAE0134
|HBAE-5M30 HbA1c Enzymatic 37017008BHBAED134
HBAE-EM30 HbA1c Enzymatic 3701700BHBAEQ134
HBAE-7050 HbA1c Enzymalic 3701700BHEAED1 34
HLCA=0041 HDOL LDL CALIBRATOR 37017008HLCAQ46]
HLCA-4001 HDOL LOL CALIBRATOR 37017008HLCAQ46J
ICRP-0043 CRP IP CALIBRATOR SET 3701700BICRPO49G
ICRP-4311 CRP IP CALIBRATOR SET 37017008ICRP049G
ICRP-4312 CRP IP CALIBRATOR SET 37017008ICRP049G
ICRP-4313 CRP IP CALIBRATOR SET 37017008ICRPO49G
ICRP-4314 CRP IP CALIBRATOR SET 37017008ICRP049G
CRP-4315 CRP IP CALIBRATOR SET 7017008ICRP049G
CRP-D046 CRP IP CONTROL 7017008ICRP0O59
CRP-4610 CRP IP CONTROL 7017008ICRP058.
CRP-0047 CRP IP CONTROL Il 7017008ICRP0D54
[ICRP-4710 CRP IP CONTROL Il 701700BICRP059.
ICRP-0400 CRPIP 7017008/CRP00S8
CRP-6125 CRP IP 7017008ICRPO098
PCRP-SUZS CRP IP 7017008/CRP0098
[ICRP-M230 CRFP IP 7017008ICRPO19A
CRP-6M30 CRPIP 7017008ICRPO19A
CRP-5M30 CRP IP 7017008ICRPO19A
IFRT-0042 FERRITIN CALIBRATOR 7017008IFRT04BS
[IFRT-4230 FERRITIN CALIBRATOR 7017008IFRT04B5
|IFRT-0230 FERRITIN 7017008IFRTO3B3
FRT 050 FERRITIN 701700BIFRT03B3
FRT-6005 FERRITIN 7017008IFRTO3B3
HAP-0400 HAPTOGLOBIN IP 7017008IHAPO3TVE
HAP-6125 HAPTOGLORIN IP 7017008IHAPO37E
HAP-5025 HAPTOGLOBIN IP 7017008IHAPO3TE
|IMAL-0043 UALBUMIN IP CALIBRATOR SET 37017008IMALO4BK
IMAL-43 WALBUMIN IP CALIBERATOR SET 37017008IMALO4BK
IMAL-4312 LALBUMIN IP CALIBRATOR SET 37017008IMALO4BK
IMAL-4 JALBUMIN IP CALIERATOR SET 37017008I1MA E 48K
IMAL-4314 PALBUMIN IP CALIBRATOR SET 37017008IMALO4BK
IMAL-4315 PACBUMIN 1P CALIBRATOR SET 37017008IMALO4BK
IMAL-0048 WALBUMIN IP CONTROL 37017008IMALOSBM
IMAL-4610 PALBUMIN IP CONTROL 3701700BIMALDSBM
IMAL-0047 PALBUMIN IP CONTROL Il 37017008IMALOSEM
IMAL-4710 PALBUMIN IP CONTROL I 3701700BIMALOSBM
[IMAL-0400 PALBUMIN IP 37017008IMALODBB
IMAL-6125 HALBUMIN IP 7017008IMALOOBE
IMAL-5025 LALBUMIN IP 7017008IMALODBE
MAL-M230 MICROALBUMIN IP 37017008IMALO18D
MAL-EM30 MICROALBUMIN IP 37017008IMALO1BD
MAL-5M30 MICROALBUMIN IP 37017008IMALD18D
ORO-0400 OROSOMUCOID IP 37017008I0RO03DD
ORO-6125 OROSOMUCOID IP 37017008I0RC03DD
[|IORO-5025 OROSOMUCOID IP 37017008IORO030DD
IPAL-0400 PREALBUMIN IP 37017008IPALD3S
IPAL-6125 PREALBUMIN IP 37017008|PALO39.
IPAL-5025 PREALEUMIN IP 37017008IPALO3S.
| IPRO-0043 PROTEIN IP CALIBRATOR SET 37017008|PRO04D:
IPRO-4 PROTEIN IP CALIBRATOR SET 37017008IPRO04D:!
IPRO-4 PROTEIN IP CALIBRATOR SET 37017008IPRO04D:
IPRO-4 FROTEIN IP CALIBRATOR SET 37017008|PRO04D
IPRO-4314 PROTEIN IP CALIBRATOR SET 37017008IPRO04DS
IPRO-4315 [PROTEIN [P CALIBRATOR SET 37017008IPRO04DS
IRCT-0046 RHEUMATOLOGY CONTROL 37017008IRCTOSC2
IRCT-4610 RHEUMATOLOGY CONTROL 37017008IRCTOSC2
IRCT-0047 RHEUMATOLOGY CONTROL II 37017008|RCTOSC2
IRCT-4710 |RHEUMA’I’0:DGY CONTROL Il 7017008IRCTO5C2
IRFA-0042 RF CALIBRATOR 7017008IRFAD4SN
IRFA-4220 |RF CALIBRATOR 37017008IRFAQ4SN
IRFA-0230 RHEUMATQID FACTOR 3701700BIRFAQ0SE
IRFA-5020 RHEUMATOID FACTOR 37017008IRFAQOSE

RHEUMATQID FACTOR

7017008IRFAQ0SE

N IRON FERENE 7017008IRONOODE
N-560 IRON FERENE 37017008IRONODDE
TIRON-5400 IRON FERENE 37017008IRONOODE
IRON-0250 IRON FERENE 37017008IRONOODE
IRON-5024 [IRON FERENE 37017008IRONODDE
IRON-6013 IRON FERENE 37017008IRONDODE
[IRON-M230 IRON FERENE 37017008IRONO1DG
[IRON-5M30 IRON FERENE 7017008IRONO1DG
[IRON-6M30 IRON FERENE 7017008IROND1DG
ISCA-0250 ISE CALIBRATORS 37017008ISCA043C
1SCA-4221 ISE CALIBRATORS 37017008ISCAD49C
SCA-4222 ISE CALIBRATORS 37017008/SCAD49C
[LACI-0250 (ACTATE 37017008LACIO35K
LACI-5008 CACT 37017008LACI035K
LACI-6005 [ACT 37017008LACIO35K
LITH-0230 LT 3701700BLITHO3BV
LITH-5008 [T 37017008LITHO3BV
LITH-0048 LITHIUM CONTROL 3701700BLITHO5BZ
LITH-4080 CITHIUM CONTROL 701700BLITHOSBZ
LLSL-0230 [DH-L SC 701700BLLSLO0DS
LLSL-6220 [DH-L SL 37017008LLSL00DS
LLSL-6050 LDH-L SL 37017008LLSLOODS
LLSL-0400 [DH-L SL 37017008LLSLO0DS
LLSL-5400 LDH-L SL 37017008LLSL00DS
[[LSL-6250 [DH-L SL 37017008LLSLO0DS
LLSL-M230 [DH IFCC 3701700BLLSLO1D7
LLSL-5M30 LDH IFCC 37017008LLSLO1D7
[LLSL-6M10 [DH IFCC 37017008LLSLO1D7
LPSL-0250 LIPASE 37017008LPSLO3ERP
LPSL-5088 LIPASE 37017008LPSLO3EP
LPSL-6061 [IPASE 3701700BLPSLOEP
MGXE-0250 [MAGNESIUM XB 37017008MGXB00BC
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MGXB-5220 MAGNESILM XB 3701700BMGXB00BC
WMGXB-0600 MAGNESIUM XB 3701700BMGXB0O0BC
MGXB-5600 MAGNESIUM XB 37017008BMGXEO00BC
MGXB-1430 MAGNESIUM XB 3701700BMGXB01BE
(MGXB-5M30 MAGNESIUM XB 37017008MGXBO1BE
[PASL-0230 ALP (DEA) SL 37017008PASLO0AY
[PASL-5220 ALP (DEA) SL 37017 008PASLOCAY
[PASL-6050 ALP (DEA) 5L 37017008PASLODAY
|PASL-0400 ALP (DEA) SL 37017008PASLOOAY
PASL-5405 ALP (DEA) SL 37017008PASLO0AY
[PASL-6255 ALP (DEA) 5L 7017008PASLO0AY
PASL-0420 ALP (DEA) SL 7017008PASLOOAY
PHOS-0230 PHOSPHORUS 701700BPHOS00DL
PHOS-5220 PHOSPHORUS 701700BPHOS00DL
PHOS-0600 PHOSPHORUS 37017008PHOS00DL
5HOS-5600 PHOSPHORUS 37017008PHOS000L
PHOS-M430 PHOSPHORUS 3701700BPHOS01DN
PHOS-5M30 PHOSPHORUS 37017008PHOS010ON
[FROB-0250 TOTAL PROTEIN PLUS 37017008PROBO0ED
PROB-5220 TOTAL PROTEIN PLU: 37017008PROBO0OED
PROB-0600 TOTAL PROTEIN PLU 37017008PROBO0OED
[FROB-5600 TOTAL PROTEIN PLUS 37017008PROBOOED
[FROB-0700 TOTAL PROTEIN PLUS 37017008PROBOOED
PROB-5700 TOTAL PROTEIN PLUS 37017008PROBOOED
[PROB-MEB30 TOTAL PROTEIN 701700BPROBOTEF
[PROB-5M30 TOTAL PROTEIN 7017008PROBOTEF
PRTU-0600 MICROFROTEIN PLUS 7017008PRTUD0DJFE
[PRTU-5600 MICROPROTEIN PLUS 7017008PRTUODJF
PRTU-M230 URINE PROTEIN 7017008PRTUOTJH
[ URINE PROTEIN 3701700BPRTUDT

_'
[PRTU-4020 MICROPROTEIN Standard 37017008PRTUO4JP
RHFA-M130 RHEUMATOID FACTOR 37017008RHFAQ19P
RHFA-5M30 |RHEU MATOID FACTOR 3701700BRHFAD19P
RHFA-6M30 RHEUMATOID FACTOR 37017008RHFAD19P
RHFA-4220 RHEUMATOID FACTOR 37017008RHFAD19P
| TGML-0250 TRIGLYCERIDES SL 37017008TGMLODDC
| TGML-5220 TRIGLYCERIDES SL 37017008TGMLODDC
TGML-0425 TRIGLYCERIDES MONO SL NEW 37017008TGMLO0DC
[GML-5415 TRIGLYCERIDES MONO SL NEW 7017008 TGMLOODC
':'GML—Ut 27 TRIGLYCERIDES MONO SL NEW 7017008TGMLOCDC
TGML-0497 TRIGLYCERIDES MONO SL NEW 7017008TGMLOODC
[ TGML-5515 TRIGLYCERIDES MONO SL NEW 7017008TGMLOCDC
TGML-D515 TRIGLYCERIDES MONO SL NEW 7017008TGMLOODC
TGML-05617 TRIGLYCERIDES MONO SL NEW 37017008TGMLOODC
| TGML-0700 TRIGLYCERIDES MONO SL NEW 37017008TGMLOODC
[TGML-5710 TRIGLYCERIDES MONO SL NEW 37017008TGMLODDC
| TGML-0707 TRIGLYCERIDES MONO SL NEW 37017008TGMLOODC
TGML-MB20 TRIGLYCERIDES 37017008TGMLO1DE
| TGML-5MS90 TRIGLYCERIDES 37017008TGMLO1DE
TGML-5M30 RIGLYCERIDES 37017008TGMLO1DE
j‘IBC-0250 Direct TIBC 37017008TIBCODAB
TIBC-5025 Direct TIBC 7017008TIBCO0AB
j’IBC-SOD? Direct TIBC 7017008TIBCO0AB
| TIBC-M130 Direct TIBC 7017008TIBCO1AA
| TIBC-5M30 bﬂl‘lﬁc T7017008TIBCO1AA
| TIBC-6M30 Direct TIBC 7017008TIBCO1AA
TRF2-M230 TRAMNSFERRIN 7017008TRF201BR
| TRF2-5M30 TRANSFERRIN 701700BTRF201BR
TRF2-6M10 TRANSFERRIN 7017008TRF201BR
[URSL-0250 UREA UV SL 37017008URSLO0JU
_URSL-&EZD UREA UV SL 37017008URSLOOJU
URSL-6050 UREA UV SL 37017008URSLOOJU
URSL-0420 UREA UV SL 37017008URSLOOJU
URSL-5405 UREA UV SL 37017008URSLO0JU
URSL.6255 UREA UV SL 37017008URSL00JU
URSL-0427 UREA UV SL 37017008URSLOOJU
URSL-0500 UREA UV SL 37017008URSLOOJU
URSL-5505 UREA UV SL 37017008URSLOOJU
URSL-6605 UREA UV 5L 37017008URSLO0JU
URSL-0507 UREA UV SL A701700BURSLOOJU
URSL-MB30 UREA 7017008URSLO1JW
URSL-5M30 UREA 7017008URSLOTIW
URSL-6M10 UREA 701700BURSLO1JW
VITD-004 VITAMIN D CALIBRATOR SET 37017008VITDO4FD
VITD-43 WVITAMIN D CALIBRATOR SET 37017008VITDO4FD
VITD-4312 VITAMIN D CALIBRATOR SET A7017008VITDO4FD
VITD-43 VITAMIN D CALIBRATOR SET 37017008VITDO4FD
VITD-4314 WVITAMIN D CALIBRATOR SET 37017008VITDO4FD
VITD-4315 WVITAMIN D CALIBRATOR SET 37017008VITDO4FD
VITD-0049 WITAMIN D CONTROL SET 37017008VITDOSFF
VITD-4630 VITAMIN D CONTROL SET 37017008VITDOSFF
VITD-4730 VITAMIN D CONTROL SET 37017008VITDOSFF
VITD-0250 VITAMIN D 37017008VITDO3FE
VITD-5021 VITAMIN D 37017008VITDO3FB
VITD-8005 VITAMIN D 37017008VITDO3FB
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