Er:gnuuacl::: Q00 «Arat-Men»
105173, r. Mockea, yin. ['maBras, 6-12

Ten. (495) 777-41-92

Z agat@agat.tu  www.agat.ru

HACIIOPT
Macio amMepcHoHHOe, THR A (Kiaccngeckoe), 100 v
Cepus 454/17 Hara erimycka 03.2023 Tonew oo 03.2026
KonuuecTso (akoHOB B cepun 20000
Hanmenosanue nokazaTens TpeGoBanna mo Peayar raTer auaamuia
rocr 13739-78
JKuaxocTk OT GeCHBETHOTO
1. BHemHHuii BHO COOTBETCTBYET
AQ CBETNIO-KENTOTO LBETA
2. TexHH9ECKHE XAPAKTEPHCTHKN
2.1. BaskocThk KuHemaTuyeckan (v), npu 20 6 1
°C, M2/c*10-4, He MeHee
2.2. Kosdduuument nponyckauua (T), npu
TONUIKHEE ¢a04 1 MM, %
TIpH ANHHE BOJTHEI 635 HM, He Menee 95 96
NpH JIHHE BOJHLL 440 HM, HE MeHee 92 08
ggggoatbdmuﬂem npenomnenua (n), npu 1515 + 0,001 1,515
g;tsgpem Aucnepcna (nf-nc) , npu 0,0106 +/- 0,003 0,0109

3axmoueHue OKK OO0 «Arar-Meg»:
HaGop cepun 454/17 peboBanuam I'OCT 13739-78 cooTBeTcTRYET.

Havamernk OKK QOO0 «ATAT-ME/[l» I'nanyu B.B.
« 01 » mapta 2023 r.

Digitally signed by Ceaicovschi Tudor
Date: 2026.02.06 17:46:57 EET
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

nus ana Jnektporopek Conoebepa T.B. WM k nokymenty PacxopHasBH Ne 691298 ot 03.03.25 k Topapy noa. 8



Knunseuecxin 000 «Arar-Mex»
105173, r. Mocksa, yn. ['maenas, 6-12

TeI. (495) 777-41-92

Z a m agat@agat.ru  www.agat.ru

IHHACIIOPT

Habop pearenTros g onpenencuus
KOHIIEHTpallH GeTka B Mode, 660 onp. x 3 Mn
«bejok B Moue - AT'AT»,

Cepua........... 66/820724 Jara eeimycka...  07.2024 Topenmo... 072026
Komaueetro HaGopoe & cepru... 500
HanmeHoBaHHE NoKaZATENR Tpebosanna HTH, Pezynbrarel aHanH3A
MpennpuATHA
1. Buemnnii B
1.1 KannGpoBouHbit pacteop anbbymuna | JKuakooTh GecuperHas | JKuakocts GecLpeTHas
npo3padHas npospadHag
et | D€3 IOCTOPOHHUX BIMRQUeRMA | |
[.2 Cynrdocannuunosas KUCNOTa I'OCT 4478-78 CootsercTayer

2, Texumueckue XapaKTePHCTHKH

2.1 3uavenne pH kamubposounoro
pacTEOpa ane0yMHHA, €4., B HHTEpEANe 6,5-8,0 CoorsercrByer
3. HlokazaTe,lH NPABUIALHOCTH
Onpeae/ICHHN

3.1 CootrBecTBUe cTaHmApPTHOMY 06pasiy,
oTkNoHeHNHe, %, He Gonee 2.0 Coorsercrayer

3akmouerre OKK 000 «Arar-Meny»:
Habop cepuu 66/820724 tpeGopanmsam T/ npeanpusrus cOOTBETCTBYET.

Hawansruk OKK OO0 «ATAT-ME/I» ['nagyn B.B. /ZQ

«10» wrona 2024r.

WA Ana 3nextporopck Conossera T.B. WM k aokymenTy PacxoaHanBH Ne 691298 ot 03.03.25 ¢ Tobapy noa. 7
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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

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

per i seguenti Processi
coricerning 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, | e diagnostici 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 taboratories of analysis and.non-sterile class t medical devices.
Marketing of invasive.and non-invasive medical devices of class lla, Is, | and in vitro diagnostics. Marketing of laboratory items
Il presente Certificato & soggetlo al rispetto delle condizioni stabilite dai Regolamenu per la certlhcazmne in v1gore applicabili.

T'his Certificate shall satisfy the requirements established in the Rules for the certification in force appl
In caso di drscordanza tra le lingue utilizzate nella traduzione del contenuto del presente cemflcato fare ri enmento alla lingua italiana
s of discrepancy between the languoges used in the transiation of the content of this certificate, please refer to the ltation lar nghgae
L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR
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 ACCREDIA <

SGQ N* 0234

Membro degll Accordi di Mutuo Riconosciments EA, IAF & 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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& ITALCERT

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

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

This Certificate

all satisfy the require

established in the Rules for the certificatiory in force gpplicable
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 translation of the content of this certificate, please refer to the italian langisage

L'’AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

(LZL.9v=

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 degli Accordi 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




Declaration of Conformity helena

Biosciences Europe

HL-7- 0135 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5183 Routine Control SA 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %{M /% Date: 31° October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0137 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5186 Routine Control N 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %{M /% Date: 31° October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0138 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5187 Routine Control A 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %{M /% Date: 31° October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7-0664DC DOI 2015/08 (1)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5267L Thromboplastin L 55983

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % M /% Date: 06 Aug 2015

¢
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Certificate

Quality Management System
EN ISO 13485:2016

EN ISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021

Registration No.: SX 1614112-1

Certificate Holder: KABE-Labortechnik GmbH

Jagerhofstr. 17
51588 Numbrecht
Germany

Scope: Design and development, production and distribution of in vitro
diagnostic devices and consumption materials for sample
withdrawal, preparation and storage as well as single-use

medical devices:

- cannulas for blood collection,
- winged cannulas for blood collection and
- capillaries for micro blood collection (KABE MBU capillaries).

The Certification Bodyof TUV Rheinland LGA Products GmbH certifies that the organization has established and applies

a quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality

management system is subject to yearly surveillance.

Report No.: 1160508-40
Effective date: 2024-10-16
Expiry date: 2027-10-15
Issue date: 2024-09-24

Replaces certificate SX 1614112-1 issued 2021-10-25.

This certificate can be validated on https://www.certipedia.com

(( DAKKS

Deutsche
1/2 Akkreditierungsstelle
D-ZM-14169-01-02

Donviede  btcds o it

_Dipl.-Ing. (FH) Daniele Wiedemuth
TUV Rheinland LGA Products GmbH
TillystrafRe 2 - 90431 Nirnberg - Germany

TUVRheinland®
Precisely Right.

® TUV, TUEV and TUV are registred trademarks. Utilisation and application requires prior approval.


https://www.certipedia.com/

Certificate

Quality Management System
EN ISO 13485:2016

EN ISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021

Registration No.: SX 1614112-1

Certificate Holder: KABE-Labortechnik GmbH
Jagerhofstr. 17
51588 Numbrecht
Germany

The scope of certification also covers the following sites:

No. Facility Scope

/01 c/o KABE-Labortechnik GmbH  Design and development, production and distribution of in vitro diagnostic
Jagerhofstr. 17 devices and consumption materials for sample withdrawal, preparation and
51588 Nimbrecht storage as well as single-use medical devices
Germany

/02 c/o KABE-Labortechnik GmbH  Warehouse and shipping
Werner-von-Siemens-Str. 1
51674 Wiehl
Germany

This certificate can be validated on https:/www.certipedia.com

(( DAKKS A TUVRheinland®

2/2 zslf:esérﬁeerungsstelle PreC|Se|y R'ght.

D-ZM-14169-01-02


https://www.certipedia.com/

MEDICA

Medica Corporation
5 Oak Park Drive
Bedford, Massachusetts 01730

Tel 781 275 4892
Fax 781 275 2731

www.medicacorp.com

Declaration of Conformity C€

Product Name: Model/Type:

EasyLyte and accessories per attachment EasyLyte Na/K, Na/K/Cl, Na/K/Li, Na/K/CI/Li,
Na/K/CalpH, Na/K/Cl/CalLi

EasyElectrolytes and accessories per attachment EasyElectrolytes Na/K/Cl, Na/K/Li

Manufacturer

#d Medica Corporation
5 Oak Park Drive, Bedford, Massachusetts, 01730, USA

Representative

Emergo Europe, Prinsessegracht 20,
2514 AP The Hague, The Netherlands
Tel: +31 70 345 8570
Fax: +31 70 346 7299

Means of Conformity

Medica Corporation declares that the products listed are covered by Annex Il of Directive 98/79/EC. These products are
self-certified since they are for professional use only and are not listed on Annex II, List A or Annex Il List B of Directive
98/79/EC. In addition, they are in conformity with the Annex |, “Essential Requirements” and provisions of council Directive
98/79/EC for In Vitro Diagnostic Medical Devices, Directive 2011/65/EU Restriction of Hazardous Substance in Electrical and
Electronic Equipment, and the corresponding national laws of the Member States.

Place and Date: Bedford, Massachusetts, USA, September 27, 2018

Signature:

Name: Photios Makris, Ph.D.
Title: VP, Regulatory Affairs




EasyLyte Accessories

Catalog
No.

2004
2014
2015
2016
2021
2030
2070
2101
2102
2113
2106
2150
2151
2152
2103
2258
2120
2121
2122
2123
2028
2109
2112
2115
2114
2026
2124
2814
2815
2843
2118
2598
2108
2107
2257

Accessory

EasyLyte Na/K Analyzer

EasyLyte Plus Na/K/Cl Analyzer

EasyLyte Lithium Na/K/Li Analyzer
EasyLyte Calcium Na/K/Ca/pH Analyzer
EasyLyte Na/K/Cl/Li Analyzer

EasyLyte EXPAND Analyzer, Na/K/Cl/Ca-Li
EasyLyte EasySampler

EasylLyte K+ Electrode

EasyLyte Na+ Electrode

EasyLyte Cl- Electrode

EasyLyte Li+ Electrode

EasylLyte Ca++ Electrode

EasyLyte pH Electrode

EasyLyte Disposable Reference Electrode
EasyLyte Reference Electrode

EasyLyte Membrane Assembly

EasyLyte Na/K 800 ml Solutions Pack
EasyLyte Na/K/Cl 800mL Solutions Pack
EasyLyte Na/K/Li 800mL Solutions Pack
EasyLyte Na/K/Ca/pH 800mL Solutions Pack
EasyLyte Na/K/Cl/Li 400mL Solution Pack
EasyLyte Na/K 400mL Solutions Pack
EasyLyte Na/K/Cl 400mL Solutions Pack
EasyLyte Na/K/Li 400mL Solutions Pack
EasyLyte Na/K/Ca/pH 400mL Solutions Pack
EasyLyte Na/K/Cl/Li 800mL Solution Pack
EasyLyte Na/K/Cl/Ca-Li 800ml Solutions Pack
EasyQC Bi-Level Quality Control Kit
EasyQC Tri-Level Quality Control Kit
EasyLyte Quality Control Sample Cups (60)
Daily Cleaning Solution Kit

EasyLyte Daily Cleaner Cup

EasyLyte Solutions Valve

EasylLyte Sample Probe

EasyLyte Sample Detector

EDMA Code
21071102
21071102
21071102
21071102
21071102
21071102
21071102
1104 01 06
1104 01 07
1104 0103
1104 01 04
11040102
11703102
11040401
11040401
21071102
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
115002 04
11500204
21071102
110101 27
21071102
21071102
21071102
21071102



EasyLyte Accessories, continued
Catalog No. Accessory

2104
2100
2492
2309
2111
2577
2323
2541
2595
2596
10745
2293
2590
2292
2578
2572
2571
2105
2095
2076
2074
7118
2544
2934

EasyLyte Tubing Kit

EasyLyte Calcium Tubing Kit

EasyLyte Internal Filling Solution (125mL)
EasyLyte Wash Solution (50mL)

EasyLyte Urine Diluent (500mL)

EasylLyte Standard Solution, Urine (50mL)
EasyLyte Probe Wipers (6)

EasyLyte Printer Paper (3 rolls)

EasyLyte EasySampler Sample Cups, 500uL (500)
EasyLyte Sample Cups 2.0mL (500)
Anti-Evaporation Caps (500)

EasyLyte Capillary Tubes

EasyLyte Capillary Adaptor Kit

EasyLyte Capillary Adaptor Cleaning Kit
EasyLyte Red Dye Test Solution (50mL)
EasyLyte Troubleshooting Kit

EasyLyte Troubleshooting Kit (Na/K/Ca/pH and Na/K/Cl/Li)
EasyLyte Quarterly Operating Kit
EasyLyte Maintenace Kit

EasyLyte Sample Tray

EasyLyte Sample Cup Retainer Ring

Daily Rinse/Cleaning Solution Kit
EasyLyte C Series Printer Paper (5 rolls)
EasyLyte Barcode Reader Kit

EDMA Code
21071102
21071102
11 04 04 90
11 04 04 90
11 04 04 90
11 04 04 90
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
11300111
21071102
21071102
21071102
21071102
21071102
21071102
11010127
21071102
21071102



EasyElectrolytes Accessories

Catalog No.
4002
4003
4102
4103
7205
7206
4203
4204
6204
4207
4301
2118
4402
4403
2814
2815
4405
4406
4404
4306
6504
6505
4506
4507
4508
7302
4522
4539
6537
6520

Accessory

EasyElectrolyte Na/K/Cl Analyzer

EasyElectrolyte Na/K/Li Analyzer

Reagent Module, Na/K/Cl

Reagent Module, Na/K/Li

EasyElectrolyte/EasyStat Na+ Electrode
EasyElectrolyte/EasyStat K+ Electrode

EasyElectrolyte CI- Electrode

EasyElectrolyte Li+ Electrode
EasyElectrolyte/EasyStat/EasyBloodGas Reference Electrode
EasyElectrolyte Spacer Electrode

EasyElectrolyte Troubleshooting Kit

Daily Cleaning Solution Kit
EasyStat/EasyBloodGas/EasyElectrolyte Red Test Dye Solution
EasyElectrolyte Urine Diluent

Bi-Level Quality Control Kit
Tri-Level Quality Control Kit

EasyElectrolyte Na/K/Cl Demonstration Kit

EasyElectrolyte Na/K/Li Demonstration Kit

EasyElectrolyte Capillary Tube Kit

EasyElectrolyte Sampler

EasyBloodGas/EasyElectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper
EasyElectrolyte Sensor Module

EasyElectrolyte Valve Module
EasyStat/EasyBloodGas/EasyElectrolyte Compression Plate
Probe Wipers

EasyElectrolyte Daily Cleaner Sample Cups

EasyElectrolyte Sensor Module, Li+
EasyElectrolyte/EasyStat/EasyBloodGas Serial Cable, 9-pin
EasyElectrolyte/EasyStat/EasyBloodGas Barcode Reader Kit

EDMA Code
21071102
21071102
1104 04 02
1104 0402
1104 01 07
1104 01 06
11040103
1104 0104
11040401
1104 0190
21071102
110101 27
11300111
1104 04 90
11500204
11500204
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

www.tuv.com

Certificate

Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

1SO 9001:2015
01 100 1810008

MACHEREY-NAGEL GmbH & Co. KG

Valencienner Str. 11
52355 Diiren
Germany

including the locations according to annex

Design, development, production and distribution of products
for filtration, rapid tests, water analysis, bioanalysis and
chromatography, as well as service and administration.

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

The certificate is valid from 2023-05-29 until 2026-05-28.

2023-04-18 &L\

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdéln

Deutsche A TUVRheinIand@

Akkrediti Il . .
DeBA6081 0200 Precisely Right.

(( DAKKS



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard

Certificate Registr. No.

No.

/01

/02

/04

1ISO 9001:2015
01 100 1810008

Location

c/o MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11

52355 Diiren

Germany

c/o MACHEREY-NAGEL GmbH & Co. KG
Neumann-Neander-Str. 6-8

52355 Diren

Germany

c/o MACHEREY-NAGEL GmbH & Co. KG
Bahnstr. 120

52355 Diren

Germany

2023-04-18

www.tuv.com

Scope

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

as well as service and administration

Design, development and production

of products for bioanalysis and
chromatography

Storage

2

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdéln

Page 1 of 1

A TUVRheinland®

Precisely Right.



Certificate TUVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1038121-1

Organization: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Diren
Germany

Scope: Design and development, manufacture and distribution of in vitro diagnostic
test strips including self-testing devices and reflectometers used in the field
of urine and gastric fluid analysis, as well as in vitro diagnostic products for
bioanalytical sample preparation.

(see attachment for sites included)

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.
Proof has been furnished that the requirements specnﬁe in—the— ovementloned standard are fulfilled. The quality

management system is subject to yearly surveillance. :

Report No.: 1127255-40
Effective date: 2023-05-29 -mrvnh.mlm
Expiry date: 2026-05-28
Issue date: 2023-04-12 o Cs-—ng

Irene Carraretto
= TUV Rheinland LGA Products GmbH
((( DAKKS TillystraBe 2 - 90431 Numberg - Germany

Deutsche
\\:‘:/// Akkreditierungsstelle
D-ZM-14169-01-02 112




Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1038121-1

Organization:
Valencienner Str. 11

52355 Diren
Germany

The scope of certification covers the following sites:

No. Facility
/101 c/o MACHEREY-NAGEL GmbH & Co.
KG

Valencienner Str. 11
52355 Diren
Germany

/02 c/o MACHEREY-NAGEL GmbH & Co.

KG

Neumann-Neander-Str. 6-8
52355 Duren

Germany

/03 c/o MACHEREY-NAGEL GmbH & Co.

KG
Bahnstr. 120
52355 Diren

Germany
Report No.: 1127255-40
Effective date; 2023-05-29
Expiry date: 2026-05-28
Issue date: 2023-04-12
7
( DAKKS

\\'\}_:,_, . Deutsche

Akkreditierungsstelle
D-ZM-14165-01-02

TUVRheinland

MACHEREY-NAGEL GmbH & Co. KG

Scope

Design and development, manufacture and
distribution of in vitro diagnostic test strips
including self-testing devices and
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VitalScientific

Zone industrielle g
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www.vitalscientific.com

DECLARATION DE CONFORMITE CE

Nous, VitalScientific, zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité que les réactifs
référencés dans la liste ci-jointe (1 page), sont conformes aux exigences essentielles des annexes I et III de la Directive
Européenne 98/79/CE relative aux dispositifs médicaux de diagnostic /n vitro et au code de la santé publique.

Ces dispositifs sont classés dans la catégorie « autre dispositif » puisqu’ils n‘appartiennent ni 2 Ia liste A et liste B de
I'annexe II et ni a la classe des autotests.

Cette déclaration est basée sur le contenu de chaque dossier technique et sappuie sur la certification de notre
systéme qualité selon la norme NF EN ISO 13485 : 2016 (Certification valable jusqu‘au 27 juillet 2026).

DECLARATION OF EC CONFORMITY

We, VitalScientific, Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility, that the
reagents such as listed attached (1 page), conform to the essential requirements of appendices I and III of European Directive
98/79/EC, relating to in vitro diagnostic medical devices and to the public health code.

These devices are classified in the "other device” category since they do not belong neither to list A or list B of annex
IT nor to self-testing class.

This declaration is based on the contents of each technical file and is supported by the certification of our quality
system according to the standard NF EN 15O 13485 ; 2016 (Certification valid until July 27, 2026).

DECLARACION CE DE CONFORMIDAD

Nosotros, VitalScientific, Zone Industrielle 61500 SEES France, declaramos bajo nuestra tnica responsabilidad que
los reactivos referenciados en ia lista adjunta (1 pagina), son conformes con los requisitos esenciales de fos anexos I y 111 de
Ia Directiva Europea 98/79/CE sobre dispositivos médicos para diagnadstico in vitro y el codigo de salud publica.

Estos dispositivos se clasifican en la categoria "otro dispositivo”, ya que no pertenecen a la lista A ni a la lista B del
anexo II, tampoco a la clase de autodiagndstico.

Esta declaracion se basa en el contenido de cada expediente técnico y estd respaldado por la certificacion de
nuestro sistema de calidad segun la norma NF EN ISO 13485 : 2016 (Certificacion valida hasta el 27 de Julio 2026).

Sées, le 24 avril 2025

, VitalScientific

Valérie LAMBERT, ; Cecne GOUBAULT,
. 4 | Zone Industrielle

Responsable des Affaires Réglementaires 61500 SEES - France
Regulatory Affairs Manager .

Responsable de los Asuntos RegfementanasTEi : +33(0)2 33 81 21 &IU
SIRET 318 365 228 00036
E ﬁ...\.'kk 4.

UrC eneral Deiegue

=T

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

REF PRODUCT NAME GMDN Code
ASLO-0250 ANTI-STREPTOLYSIN O 59055
ASLO-5025 ANTI-STREPTOLYSIN O 59055
ASLO-8006 ANTI-STREPTOLYSIN O 59055
ASLO-4001 ANTI-STREPTOLYSIN O 51744
HDLL-0011 CHOLESTEROL HDL 2G CALIBRATOR 44696
HDLL-0041 CHOLESTEROL HDL 2G CALIBRATOR 44696
HDLL-0230 CHOLESTERQOL HDL SL 2G 53391
HDLL-0380 CHOLESTEROL HDL SL 2G 53391
HDLL-0390 CHOLESTEROL HDL SL 2G 53391
IIGA-0400 IgA IP 53760
IIGA-6125 IgA IP 53760
IIGA-5025 IgA IP 53760
1GG-0400 lgG IP 53767
IIGG-6125 1gG IP 53787
1GG-5025 IgG IP 53787
1IIGM-0400 Igh IP 53795
IIGM-6125 IgM IP 53795
IGM-5025 IgM IP 53795
LDLL-0011 CHOLESTEROL LDL 2G CALIBRATOR 41728
LDLL-0041 CHOLESTEROL LDL 2G CALIBRATOR 41728
LDLL-0230 CHOLESTEROL LDL SL 2G 53395
LDLL-0380 CHOLESTEROL LDL 8L 2G 53395
LDLL-0380 CHOLESTEROL LDL SL 2G 53395
LXCR-0112 CRP LATEX 53707
MAGX-0230 MAGNESIUM XYLIDYL 46795
MAGX-0600 MAGNESIUM XYLIDYL 46795

DCCE-IVD-v22
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VitalScientific 2% .« .o . .

Zone industrielle '.3.9:: VltaISCIentlﬁC
61500 Sées - France %o Diag fhe
www.vitalscientific.com

gnostics far

EU DECLARATION OF CONFORMITY

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

VitalScientific

Manufacturer 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:

X Regulation EU 2017/746 on /n vitro diagnostic medical devices

Risk class :
OA X B | 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:
Name of Notified Body:
Adress of Notified Body
Notified Body Identification :
Expiry date :

EU QMS Certificate :

NF EN ISO 13485 :
Certificate number :
Expiry date :

39658 rev.5 issued on May 21st, 2025
GMED SAS

1, rue Gaston Boissier, 75724 PARIS, France
0459

April 2nd, 2029

2016
10462 rev. 10 issued on May 21st, 2025
July 27th, 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. L
VA

-

1/3

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

EUDC - IVDR.B- v5



VitalScientific .2_' ° . . .
Zone industrielle «:0:e VitalScientific
61500 Sées - France o0 ignostics 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 in vitro

Classe de risque:
OA B Ooc oD

Parcours de conformité:

[J 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 technigue

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 jusquau: 02 avril 2029

Certificat UE du systéme de management de la Qualité :

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

) 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'l!,r.s/

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

EUDC - IVDR.B- v5 2/3



VitalScientific

I " . ®
Zone industrielle : '. O_: VIt&'SCIentIﬁC
61500 Sées - France o0 lagmastics

www. vitalscientific.com

DECLARACION DE CONFORMIDAD DE LA EU

SegUln el Anexo IV del reglamento 2017/746 sobre productos sanitarios para diagndstico /in vitro

. VitalScientific
u Fincante 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 diagnastico in vitro

Clase de riesgo:
OA X B ac Ob

Via de conformidad :

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

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

& Evaluacién de la conformidad basada en un sistema de gestion de la calidad y en la evaluacién de la
documentacion técnica segln el Anexo IX capitulos I y III con evaluacién de la documentacion técnica por
muestreo segln 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
Nimero 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
Valérie LAMBERT, 61500 SEES - France Cécile GOUBAULT,
Responsable des Affaires Réglementaires Tg| - +33(0)2 33 81 21 00 i eratl Bélégué\.

Regulatory Affairs Manager SIRET 318 365 228 00036

RespCo\fgahlackmuntes Reglementarios
LY -

Sociéte par actions simplifiée au capital de 5.663.754,36 € — SIREN : 318 365 228 — RCS ALENCON
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Annex |

REF PRODUCT NAME BASIC UDI
3918-004 Sodium Electrode (Na+) 370170083918-004072C
3918-00; Potassium Electrode (K+) 370170083918-005072H
3918-00 Chioride Eleclrode (Cl-) 370170083918-00607ZN
3918-003 Carbon Dioxide Electrode (CO2] 370170083916-0030727
3918-002 Reference Elactrode (REF) 370170083918-0020722
ALBU-0250 ALBUMIN 37017008ALBUO0EC
Al ALBUMIN 7017008ALBUGOEC
Al ALBUMIN 701700BALBUDOGC
Al ALBUMIN |37017008ALBUG06E
Al ALBUMIN 701700BALBUOOGC
ALBU-5700 ALBUMIN 37017008ALBUO0BC
[ALBU-M830 ALBUMIN 37017008ALBUCTBE
ALBU-5M30 ALBUMIN 7017008ALBUDTGE
ALPI-0230 ALP IFCC 7017008ALPI037Q
ALPI-5100 ALP IFCC 37017008ALPI037Q
|ALPI-6050 ALPIFCC 701700BALPI037Q
|ALSL-0250 ALTIGPT 4+1 SL 7017008ALSLOD8N
|ALSL-5220 ALTIGPT 4+1 SL 7017008ALSLO08N
[ALSL-6050 ALTIGET 4+1 SL 7017008ALSLO0BN
|ALSL-0410 ALTIGPT 4+1 SL 37017008ALSLODBN
[ALBL-5415 ALTIGPT 4+1 SL 37017008ALSL008
|ALSL-6255 ALTIGPT 4+1 SL 37017008ALSLODBN
|ALSL-0430 ALTIGPT 4+1 8L 3701700BALSLODBN
ALSL-0510 ALT/GPT 4+1 SL 37017008ALSLO0BN
|ALSL-5515 ALTIGPT 4+1 SL 3701700BALSLO0BN
[ALSL-6615 ALTIGPT 4+1 SL 3701700BALSLO0BN
|ALSL-M490 ALTIGPT 3701700BALSLO18Q
ALSL-5M90 ALTIGPT 37017008ALSL018Q
[ALSL-6Ma0 ALTIGPT 3701700BALSL018Q
| AMBSL-0230 AMYLASE SL 37017008AMSLO0BZ
[ AMSL-5220 AMYLASE SL 3701700BAMSLO08Z
| AMBSL-0390 AMYLASE SL 37017008AMSLO08Z
AMSL-5405 AMYLASE SL 37017008AMSLO0EZ
AMSL-0400 AMYLASE SL 3701700BAMSLO0BZ
[AMSL-M430 AMYLASE 37017008AMSLG193
[AMSL-5M30 AMYLASE 3701700BAMSLO19
[ASSL-0250 ASTIGOT 4+1 SL 37017008AS5L0DB
ASSL-5220 ASTIGOT 4+1 SL 7017008ASSLODE
|ASSL-6050 AST/GOT 4+1 SL 7017008ASSLODB
ASSL-0410 ASTIGOT 4+1 SL 7017008AS5L00B
[ASSL-5415 ASTIGOT 4+1 SL 7017008ASSLODB:
|ASSL-6255 ASTIGOT 4+1 SL 7017008ASSLO0B
ASSL-0430 AST/GOT 4+1 SL 701700BASSLODB
|ASSL-0510 AST/GOT 4+1 SL 7017008ASSLODB
ABSL5515 ASTIGOT 4+1 SL 7017008ASSL00B3
ASSL-6615 ASTIGOT 4+1 5L 701700BASSL00B3
ASSL-M4S0 ASTIGOT 7017008AS5L01BE
ASSL-5M90 ASTIGOT 37017008AS5L01B5
ASSL-6M30 ASTIGOT 37017008AS5L01B5
AUML-0250 URIC ACID MONO SL 7017008AUMLO0AF
AUML-5220 URIC ACID MONO SL 7017008AUMLODAF
AUML-0420 URIC ACID MONO SL 7017008AUMLO0AF
AUML-5408 URIC AGID MONO SL 7017008AUMLO0AF
AUML-0427 [URIC ACID MOND SL 37017008AUMLODAF
AUML-0487 [URIC ACID MONO SL 3701700BAUMLOOAF
[ AUML-5505 URIC ACID MONO SL 37017008AUMLO0AF
AUML-0500 URIC ACID MONO SL 37017008AUMLO0AF
AUML-0507 URIC ACID MONO SL 37017008AUMLO0AF
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 37017008AUSLO0BR
AUSL-5220 URIC ACID SL 37017008AUSLO0BR
AUSL-6050 URIC AGID SL 37017008AUSLOOBR
BIDI-0250 BILIRUBIN DIRECT 4+1 37017008BIDI004H

EUDC-IVDR.B-v5

BILIRUBIN DIRECT 4+1

37017008B101004H

BILIRUBIN DIRECT 4+1

37017008BID1004H

[BILIRUBIN DIRECT

37017008BIDI004H

BILIRUBIN DIRECT

37017008BIDI004H

BILIRUBIN DIRECT

37017008BITDO0EZ

IDIRECT BILIRUB

37017008EIDI014C

DIRECT BILIRUB!

37017008BI1DI014C

BIDI-6M10 DIRECT BILIRUB 37017008BIDI014C
BIT0O-0250 BILIRUBIN TOTAL 4+ 37017008B/T0008Q
BIT0-5220 BILIRUBIN TOTAL 4+1 370170088[TO00BQ
BITO-6050 BILIRUBIN TOTAL 4+1 37017008BITO00EQ
BITO-0600 BILIRUBIN TOTAL 4+ 37017008B1T0008Q
BITO-5600 BILIRUBIN TOTAL 4+1 37017008BIT0008Q
B[TD-6400 BILIRUBIN TOTAL 4+ 37017008BITD00BZ
|BITO-M430 TOTAL BILIRUBIN 37017008BITO018S
BITO-5M30 TOTAL BILIRUBIN 37017008BITOD18S
BITO-6M10 TOTAL BILIRUBIN 37017008BITOD1BS
CALA-0250 CALCIUM ARSENAZO 37017008CALAOOZF
CALA-5220 CALCIUM ARSENAZO 37017008CALAQD2F
CALA-0600 CALCIUM ARSENAZO 37017008CALACO2F
CALA-5600 CALCIUM ARSENAZO 37017008CALACD2F
CALA-M430 CALCIUM ARSENAZO 37017008CALAO12H
CALA-5M30 CALCIUM ARSENAZO 37017008CALAOT2H
CALI-0550 [ELICAL 2 37017008CALIO43X
[CALI-1550 ELICAL 2 3701700BCALID43X
[CHDL-0250 HDL CHOLESTEROL 37017008CHDLO04]
[CHDL-5021 HDL CHOLESTEROL 37017008CHDLODAT
[CHDL-6014 HOL CHOLESTEROL 37017008CHDLO04]
CHDL-0600 HDL CHOLESTEROL 37017008CHDLODA]
[CHDL-5090 HDL CHOLESTEROL 37017008CHDLO0AT
| CHDL-6050 HDL CHOLESTEROL 37017008CHDLODA
CHDL-M330 HDL CHOLESTEROL 37017008CHDLO14V
CHDL-5M30 HDL CHOLESTEROL 7017008CHDLO14V
CHDL-6M30 HDL CHOLESTEROL 7017008CHOLO14V
CHEB-0250 CHOLINESTERASE 701700BCHEBO33N
CHEB-5008 CHOLINESTERASE 701700BCHEBO33N

)
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CHEB-8005 ICHOLINESTERASE 37017008CHEBO33N
[CHSL-0250 CHOLESTEROL SL 37017008CHSLO084
[CHSL-5220 CHOLESTEROL SL 37017008CHSLO084
|CHSL-0497 CHOLESTEROL SL 37017008CHSLODES
|[CHSL-5505 CHOLESTEROL SL 37017008CHSLO084
|CHSL-0500 CHOLESTEROL SL 3701700BCHSLOOES
CHBL-0507 |CHOLESTEROL SL 37017008CHSLO084
|CHSL-0700 CHOLESTEROL SL 3701700BCHSLO0ES
CHSL-5710 CHOLESTEROL SL 37017008CHSLO0B4
CHSL-0707 CHOLESTEROL SL 37017008CHSLO0BS
|CHSL-M890 CHOLESTEROL 37017008CHSLO186
|CHSL-5M90 CHOLESTEROL 7017008CHSLO186
CHSL-5M30 CHOLESTEROL 7017008CHSLO188
[CKMB-0900 CK-MB CONTROL 7017008CKMBOSEK
CKMB-1030 CK-MB CONTROL 37017008CKMBOSEK
[CKSL-0230 CK NAC SL 37017008CKSLO0S5
(CKSL-5220 CK NAC SL 37017008CKSLO08S
CKSL-6050 CK NAC SL 37017008CKSLO095
ICKSL-0410 CK NAG SL 7017008CKSLO09S
CKSL-5405 CK NAC SL 701700BCKSLO095
CKSL-6255 CK NAC SL 7017008CKSLO095
CKSL-M230 CK NAC 7017008CKSLO197
CKSL-56M30 CK NAC 701700BCKSLO197
|CKSL-6M10 CK NAC 7017008CKSLO197
|CLDL-0250 LDL CHOLESTEROL 7017008CLDLODGY
CLDL-5021 LDL CHOLESTEROL 37017008CLOLO0OGT
CLDL-6014 LDL CHOLESTEROL 7017008CLDLOCET
|CLDL-M330 LDL CHOLESTEROL 7017008CLDLO168
CLDL-5M30 LDL CHOLESTEROL 701700BCLOLO16Y
[CLOL-6M30 LDL CHOLESTEROL 7017008CLOL0163
CMSL-0230 CK-MB 701700BCMSLO38Z
CMSL-5220 CK-MB 701700BCMSL039Z
CMSL-6220 CK-MB 7017008CMSLO39Z
CMSL-WR CK-MB 7017008CMSLO382
CMSL-0410 CK-MB SL 7017008CMSLO0ST
CMSL-5405 CK-MB SL 701700BCMSLOOST
CMSL-5255 CK-MB SL 7017008CMSLO0ST
CONT-0060 ELITROL 7017008CONTO5AY
CONT-1060 ELITROL 7017008CONTOSAY
CONT-0160 ELITROL Il 37017008CONTOBAY
CONT-1160 ELITROL Il 3701700BCONTOSAY
CRCO-0600 CREATININE JAFFE 37017008CRCO008H
CRCO-5800 CREATININE JAFFE 3701700BCRCO008H
CRCO-8600 CREATININE JAFFE 37017008CRCO008H
CRSL-0250 CREATININE PAP 5L 3701700BCRSLO0B.
CRSL-5221 CREATININE PAP SL 7017008CRSLO0B.
CRSL-6070 CREATIMINE PAP 5L 7017008CRSLODB.
CRSL-0630 CREATININE PAP SL 7017008CRSLO0B
CRSL-5505 CREATININE PAP SL 7017008CRSLOCE
CRSL-8470 CREATININE PAP SL 37017008CRSLOOB
|CRSL-M480 CREATININE PAP 7017008CRSLO1BL
CRSL-5M30 CREATININE PAP 37017008CRSLO1BL
CRSL-6M30 CREATININE PAP 3701700BCRSLO1BL
FEFE-0230 IRON FERENE 37017008FEFEQD4C
FEFE-5140 IRON FERENE 3701700BFEFE004C
FEFE-6040 IRON FERENE 3701700BFEFEQD4C
FEFE-0600 IRON FERENE 701700BFEFEDQO4C
N FERENE 7017008FEFEQD4C
N FERENE 701700BFEFEDD4C
FERENE 7017008FEFEQ14E
[IRON FERENE 701700BFEFEOTAE
FEFE-6M10 IRON FERENE 37017008FEFEQ14E
GHSL-0250 [GLUCOSE HK 5L 37017008GHSLO09Q
GHSL-5220 GLUCOSE HK SL 37017008GHSLO0SQ
GHSL-6050 GLUCOSE HK SL 37017008GHSLO020
GHSL-0600 GLUCOSE HK SL 3701700BGHSLO09Q
[GHSL-5605 GLUCOSE HK SL 7017008GHSL009Q
|GHSL-6605 GLUCOSE HK SL 7017008GHSL009Q
|GHSL-M480 GLUCOSE HK 701700BGHSLO19S
| GHSL-5M830 GLUCOSE HK 7017008GHSLO19S
| GHSL-6M30 GLUCOSE HK 701700BGHSLO19S
GISL-0250 GAMMA-GT PLUS SL 7017008GISLO0AS
GISL-5220 GAMMA-GT PLUS SL 7017008GISLO0A
GISL-6050 GAMMA-GT PLUS SL 37017008G1SLO0A
GISL-0420 GAMMA-GT PLUS SL 37017008GISLO0A;
GISL-5405 GAMMA-GT PLUS SL 37017008GISLODA
GISL-6255 GAMMA-GT PLUS SL 37017008GISLOOA.
GISL-M230 GAMMA-GT 37017008GISLO1AS
GISL-5M30 GAMMA-GT 37017008GISLO1AS
GISL-EM10 GAMMA-GT 37017008GISLO1AS
GPSL-0250 GLUCOSE PAP SL 37017008GPSLO0CG
GPSL-5220 GLUCOSE PAP SL 701700BGPSLOOCG
GPSL-0497 GLUCOSE PAP SL 37017008GPSLO0OCG
GPSL-5505 GLUCOSE PAP SL 7017008GPSLO0CG
GPSL-0500 GLUCOSE PAP SL 7017008GPSLO0OCG
GPSL-0507 |GLUCOSE PAP SL 7017008GPSLO0CG
GPSL-0700 GLUCGOSE PAP SL 7017008GPSLO0OCG
GPSL-5710 | GLUCOSE PAP SL 37017008GPSLO0OCG
GPSL-0707 GLUCOSE PAP SL 37017008GPSLO0CG
GPSL-M8g0 |GLUCOSE PAP 37017008GPSLOIC
GPSL-5M50 [GLUCOSE PAP 37017008GPSLOTC
| GPSL-6M30 GLUCOSE PAP 37017008GPSLO1CY
HBAC-004 HbAic CALIBRATOR SET 37017008HBACO42Y
HBAC-430 HbA1c CALIBRATOR SET 3701700BHBACO42Y
HBAC-4302 HbA1c CALIBRATOR SET 3701700BHBACD42Y
HBAC-4303 HbA1c CALIBRATOR SET 701700BHBACD42Y
HBAC-4304 HbA1c CALIBRATOR SET 701700BHBACO42Y
HBAC-0049 HbA1c CONTROL L + H 7017008HBACDS532
HBAC-4805 HboA1c CONTROLL +H 701700BHBACO532
IHBAC-4705 HbA1c CONTROLL+H 7017008HBACDS32
|HBAC-0240 HbA1c 37017008HBACOD2Q
|HBAC-5224 HbA1c 37017008HBACO020
|HBAC-B076 HbA1c 37017008HBACO02Q
HBAC-6004 HboAlc 37017008HBACO02Q
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|HBAC-7225 HbAlc 3701700BHBAC0020Q
|HBAE-0043 HbA1c Enzymatic Calibrator Sel 701700BHBAEQ43A
|HBAE-430 HbA1e Enzymatic Calibrator Sel 701700BHBAED43A
|HBAE-4303 H ¢ Enzymatic Calibrator Sel 37017008HBAED43A
|HBAE-M130 H 3701700BHBAED134
|HBAE-5M30 HbA1c Enzymatic 3701700BHBAED134
HBAE-6M30 HbA1c Enzymatic 3701700BHBAEQ134
HBAE-7050 HbA1c Enzymalic 37017008HBAED134
HLCA=004 1 HDOL LDL CALIBRATOR” 37017008HLCAQ46]
HLCA-4001 HOL LOL CALIBRATOR 37017008HLCAD46]
ICRP-0043 CRP IP CALIBRATOR SET 3701700BICRPO49G
ICRP-4311 CRP IP CALIBRATOR SET 37017008ICRPO49G
ICRP-4312 CRP IP CALIBRATOR SET 37017008ICRP049G
ICRP-4313 CRP IP CALIBRATOR SET 37017008ICRPO48G
ICRP-4314 CRP IP CALIBRATOR SET 37017008ICRP049G
ICRP-4315 CRP IP CALIBRATOR SET 7017008ICRP049G
[ICRP-0046 CRP IP CONTROL 70170081CRP058.
CRP-4610 CRP IP CONTROL 7017008ICRP058.
[ICRP-0047 CRP IP CONTROL Il 7017008ICRPOS2.J
CRP-4710 CRP IP CONTROL 11 7017008ICRPO59]
ICRP-0400 CRP IP 7017008ICRPO0S8
CRP-6125 CRPIP 7017008ICRP0OOg
CRP-5025 CRPIP 7017008ICRP003
[ICRP-M230 CRPIP 7017008ICRPO19.
CRP-6M30 CRPIP 7017008ICRPO18A
ICRP-5M30 CRP IP 7017008ICRPO19A
IFRT-0042 FERRITIN CALIBRATOR 7017008IFRT04B5
|IFRT-4230 FERRITIN CALIBRATCR 37017008IFRTO4B5
|IFRT-0230 FERRITIN 37017008IFRTO3B3
[IFRT-6020 FERRITIN 37017008IFRT03B3
FRT-6005 FERRI 7017008IFRTO3B3
HAP-0400 HAPTOGLOBIN IP 7017008IHAPO3TE
HAP-6125 HAPTOGLOEIN IP 7017008IHAPO3TE
HAP-5025 HAPTOGLOBIN IP 37017008IHAPO3TE
IMAL-0043 UALBUMIN IP CALIBRATOR SET 37017008IMALO4BK
IMAL-4 JALBUMIN IP CALIBRATOR SET 37017008IMALO4BK
IMAL-4312 UALBUMIN IP CALIBRATOR SET Iﬁ?ﬂ‘ 7o08IMALD4BK
IMAL-431 pPALBUMIN IP CALIBRATOR SET 37017008IMA ._C_MBK
IMAL-4314 PALBUMIN IP CALIBRATOR SET 37017008IMALOABK
[IMAL-4315 PALBUMIN IP CALIBRATOR SET 37017008IMALO4BK
|IMAL-0046 WALBUMIN IP CONTROL 37017008IMALOSEM
IMAL-4610 PALBUMIN [P CONTROL 37017008IMALOSBM
IMAL-D047 PALEBUMIN IP CONTROL I 37017008IMALOSBM
IMAL-4710 LALBUMIN IP CONTROL || 37017008IMALOSBM
| IMAL-0400 UALBUMIN IP 37017008IMALDOBE
MAL-6125 HALBUMIN IP 37017008IMALOOBE
MAL-5025 PALBUMIN IP 37017008IMALODBE
MAL-M230 MICROALBUMIN IP 37017008IMALO1BD
MAL-BM30 MICROALBUMIN [P 37017008IMALD18D
MAL-5M30 MICROALBUMIN IP 37017008IMALO18D
ORO-0400 OROSOMUCOID IP 37017008I0R0O03DD
ORO-6125 OROSOMUCOID IP 37017008/CRO03DD
|IORO-5025 OROSOMUCOID IP 37017008|OR0O03DD
IPAL-0400 PREALBUMIN IP 37017008IPALD39
IPAL-6125 PREALBUMIN IP 37017008|PALO39.)
IPAL-5025 PREALBUMIN IP 37017008IPALO3E.
IPRO-0043 PROTEIN IP CALIERATOR SET 37017008IPRO04DS
IPRO-4311 PROTEIN IP CALIBRATOR SET 37017008IPRO04DS
IPRO-4312 PROTEIN IP CALIBRATOR SET 37017008IPRO04D
[IPRO-431 PROTEIN IP CALIBRATOR SET 37017008|PRO04D
IPRO-4314 PROTEIN IP CALIBRATOR SET 37017008IPRO04DS
IPRO-4315 |PROTEIN [P CALIBRATOR SET 37017008IPRO04DS
[IRCT-0045 RHEUMATOLOGY CONTROL 37017008IRCTOSC2
IRCT-4610 RHEUMATOLOGY CONTROL 3701700BIRCTOSC2
IRCT-0047 RHEUMATOLOGY CONTROL Il 37017008|RCTOSC2
IRCT-4710 |RHEUMA' LOGY CONTROL Il 7017008IRCTOSC2
IRFA-0042 RF CALIBRATOR 7017008IRFAD4SN
IRFA-4220 RF CALIBRATOR 37017008IRFAQ49N
IRFA-0230 RHEUMATOID FACTOR 3701700BIRFAQ0SE
IRFA-5020 RHEUMATOID FACTOR 37017008IRFAQOSE
IRFA-5005 RHEUMATQID FACTOR 7017008IRFAOOSE
IRON-0600 IRON FERENE 7017008|RONOODE
IRON-5600 IRON FERENE 7017008IRONDODE
IRON-6400 IRON FERENE 7017008IRONODDE
IRON-0250 IRON FERENE 37017008IRCNOODE
[IRON-5024 IRON FERENE 37017008IRONGODE
IRON-6013 IRON FERENE 37017008IRONOODE
[IRON-M230 [IRON FERENE 37017008IRONOTDG
[IRON-5M30 IRON FERENE 7017008IRONOTDG
[IRON-BM30 IRON FERENE 7017008IRONO1DG
1SCA-0250 ISE CALIBRATORS 37017008ISCAQ48C
ISCA-4221 ISE CALIBRATORS 37017008ISCAD49C
SCA-4222 ISE CALIBRATORS 37017008ISCA048C
|LACI-0250 LACTATE 37017008LACI035K
LACI-5008 LACT 37017008LACI035K
LACI-6005 LACT 37017008BLACI035K
[LITH-0230 LITHI 7017008LITHO3BY
LITH-5008 LITHI FO017008LITHO3BY
LITH-0048 LITHIUM CONTROL 3701700BLITHOSBZ
LITH-4080 LITHIUM CONTROL 3701700BLITHOSBZ
LLSL-0230 LDH-L 5L 37017008L 0005
|LLSL-5220 LDH-L 5L 37017008LLSLOODS
LLSL-6050 L DH-L 5L 37017008LLSLOODS
|LLSL-0400 LDH-L SL 37017008LLSLO0DS
|LLSL-5400 LDH-L SL 37017008LLSLOODS
ILLSL-6250 LDH-L SL 37017008LLSLO0DS
LLSL-M230 LDH IFCC 37017008LLSLO1D7
|LLSL-5M30 LDH IFCC 37017008LLSLO1D7
[LLSL-6M10 LDH IFCC 3701700BLLSLO1D7
|LPSL-0250 LIPASE 37017008LPSLO3EP
LPSL-5088 LIPASE 37017008LPSLOZEP
LPSL-6061 LIPASE 37017008LPSLO3EP
MGXE-0250 MAGNESIUM XB 37017008MGXBO0BC
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MGXB-5220 MAGNESIUM XB 3701700BMGXBO0OBC
MGXB-0800 MAGNESIUM XB 3701700BMGXBE00BC
MGXB-5600 MAGNESIUM XB 3701700BMGXB00BC
MGXB-M430 MAGNESIUM XB 37017008BMGXBE01BE
[MGXE-5M30 MAGNESIUM XB 37017008MGXB01BE
[PASL-0230 ALP (DEA) SL 37017008PASLO0AY
[PASL-5220 ALP (DEA) SL 37017008PASLO0AY
[PASL-6050 ALF (DEA) SL 7017008PASLO0AY
[PASL-0400 ALP (DEA) SL 7017008PASLOOAY
FASL-5405 ALP (DEA) SL 7017008PASLO0AY
PASL-6255 ALP (DEA) SL 7017008PASLO0AY
PASL-0420 ALP (DEA) SL 7017008PASLODAY
PHOS-0230 PHOSPH 7017008PHOS00DL
PHOS 5220 PHOSPH 7017008PHOS00DL
PHOS-0B00 PHOSPH 37017008PHOS00DL
PHOS-5600 PHOSPH 37017008PHOS00DL
PHOS-M430 PHOSPH 37017008PHOS01DN
PHOS-5M30 PHOSPHORUS 37017008PHOS01DN
PROB-0250 TOTAL PROTEIN PLUS 37017008PROBOOED
PROB-5220 TOTAL PROTEIN PLUS 37017008PROBOOED
PROB-0600 TOTAL PROTEIN PLUS 37017008PROBOOED
PROB-5600 TOTAL PROTEIN PLUS 37017008PROBOOED
[PROB-0700 TOTAL PROTEIN PLUS 37017008PROBOOED
PROB-5700 TOTAL PROTEIN PLUS 37017008PROBOOED
[PROB-MB30 TOTAL PROTEIN 37017008PROBOTEF
[PROB-5M30 TOTAL PROTEIN 37017008PROBOTEF
PRTU-0600 MICROPROTEIN PLUS 37017008PRTUDOJF
[PRTU-5600 MICROPROTEIN PLUS 7017008PRTUDOJF
[PRTU-M230 URINE PROTEIN 701700BPRTUOTJH
PRTU-5M30 URINE FROTEIN 37017008PRTUO1JH
[PRTU-4020 MICROPROTEIN Standard 3701700BPRTUO4JP
RHFA-M130 RHEUMATOID FACTOR 3701700BRHFADT9P
RHFA-5M30 |RHEUMATOID FACTOR 37017008RHFAO19P
[RHFA-6M30 RHEUMATOID FACTOR 37017008RHFAQTSP
RHFA-4220 RHEUMATOID FACTOR 37017008RHFAG19P
[TGML-0250 TRIGLYCERIDES SL 37017008TGMLODDC
[TGML-5220 TRIGLYCERIDES SL__ 70170087 GMLOODC
TGML-0425 TRIGLYCERIDES MONO SL NEW 70170081 GMLODDC
[TGML5415 TRIGLYCERIDES MONO SL NEW 7017008TGMLODDC
[TGML0427 TRIGLYCERIDES MONO SL NEW 7017008TGMLOODC
TGML-0497 TRIGLYCERIDES MONO SL NEW 7017008TGMLOODC
[TGML5515 TRIGLYCERIDES MONO SL NEW 7017008TGMLOODC
[TGML-0515 TRIGLYCERIDES MONO SL NEW 70170081 GMLOODC
TGML-0517 TRIGLYCERIDES MONO SL NEW a7017008TGMLODDC
[TGML-0700 TRIGLYCERIDES MONO SL NEW 37017008TGMLOODC
[TGML-5710 TRIGLYCERIDES MONO SL NEW 37017008TGMLODDC
[TGML-0707 TRIGLYCERIDES MONO SL NEW 37017008TGMLODDC
TGML-MBI0 TRIGLYCERIDES 37017008TGMLO1DE
[TGML-5M90 TRIGLYCERIDES 370170081 GMLOTDE
[ TGML-5M30 RIGLYCERIDES 37017008TGMLO1DE
[TIBC-0250 Direct TIBC 7017008TIBCO0AB
TIBC-5025 IELGHBC 7017008 TIBCO0AS
[TIBC-6007 Direct TIBC 7017008TIBCO0AE
[TIBCW130 Direct TIBC 7017008TIBCOTAA
TIBC-5Ma0 |D irect TIBC 7017008TIBCO1AA
TIBC-6Ma0 Direct TIBC 7017008TIBCOTAA
TR 2-M230 TRANSFERRI 3701700BTRF201ER
TRF2-5M30 TRANSFERRIN 7017008TRF201BR
TRE2-6M10 TRANSFERRIN 7017008TRF2018R
[URSL-0250 UREA UV SL 7017008URSLO0JU
[URSL5220 UREA UV SL 701700BURSLO0JU
URSL-6050 UREA UV SL 37017008URSLO0JU
URSL-0420 UREA UV SL 37017008URSLGGJU
[URSL-5405 UREA UV 5L 37017008URSLO0JU
[URSL-6255 UREA UV SL 37017008URSL00JU
URSL-0427 UREA UV SL 37017008URSLO0JU
URSL-0500 UREA UV SL 37017008URSLODJU
URSL-5505 UREA UV SL 37017008URSLO0JU
URSL-6605 UREA UV SL 37017008URSLO0JU
URSL-0507 UREA UV SL 37017008URSLO0JU
URSL-M830 UREA 7017008URSLOTIW
URSL-5M30 UREA 7017008URSLOTIW
URSL-GM10 UREA 701700BURSLOTIW
VITD-004 VITAMIN D CALIBRATOR SET 37017008VITDDAFD
VITD-43 VITAMIN D CALIBRATOR SE] 37017008VITO04FD
VITD-4312 VITAMIN D CALIBRATOR SET a7017008VITDO4FD
VITD-43 VITAMIN D CALIBRATOR SET 37017008VITD04FD
VITD-4314 VITAMIN D CALIBRATOR SET 37017008VITDO4FD
VITD-4315 VITAMIN D CALIBRATOR SET 37017008VITD04FD
VITD-0049 VITAMIN D CONTROL SET 37017008VITDOSEF
VITD-4630 VITAMIN D CONTROL SET 37017008VITDOSFF
VITD-4730 VITAMIN D CONTROL SET 7017008VITDOSFF
VITD-0250 VITAMIN D 7017008VITDO3FE
VITD-5021 VITAMIN D 7017008VITDO3FB
VITD-6005 VITAMIN D 7017008VITDO3FE
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