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Avantor Performance Materials Poland Spétka Akcyjna
Sowiriskiego 11

44-101 Gliwice

Tel. 48 322392 000

Declaration of conformity

Avantor Performance Materials Poland S.A. who is an established manufacturer of reagents and
products for diagnostic in vitro located at:

Sowinskiego 11 Street
44-101, Gliwice
Poland

Herewith declares the following:

Reagents mentioned in attached list are labeled with J.T.Baker label, comply with the In Vitro
Diagnostic Medical Devices Directive 98/79/EC and the requirements of ISO 13485 Standard.
This declaration is the basic for CE marking of the In Vitro Diagnostic Medical Devices.

The products are not part of List A and List B of Annex Il of the IVD Directive 98/79/EC but are
subject to self registration.

This declaration is valid for all the IVD medical devices described above and which are placed
on the market by ourselves on or after the date hereof and which bear the CE marking

Digitally signed by Ceaicovschi Tudor
Date: 2023.12.15 10:17:36 EET

Gliwice, Poland Reason: MoldSign Signature
’ Location: Moldova

January 25, 2019

)
Lgﬂb{fz@, 6}’/{@

Anna Szuba
Quality Director

NIP 631-010-13-07

Numer w KRS: 0000010108

Sqd rejestrowy: Sqd Rejonowy w Gliwicach
X Wydziat Gospodarczy KRS

Kapitat zaktadowy 2 360 793,00 zt

Regon: 271563380



J.T.Baker product list for CE marked products

Product Product number Pack size
Diluid™ 100 Plus 3961 20L
Diluid™ 22 2990.9010PC 10L
e 3969 20L
Diluid™ 610
: 3969-00 20L
3430,9020 20 L
Diluid™ Abacus 3430.9010 10L
3430-00 20L
Diluid™ AC 900 3996 201
Diluid™ APR 3476.9020PC 20 L
Diluid™ Azide free 3957 20 L
3963 20 L
Diluid™ [l Diff 3963.9010 10L
3963-00 20 L
- 3459,9020 20L
Diluid™ Erma 34509.00 0L
A TM M 3439.9020PC 20 L
Diluid™ Mindray 3439.00 0L
T 3483.9020PC 20 L
H . 3483-00 20L
Diluid™ Ruby 2987.9020PC 20 L
Diluid™/Sheath 3200-4000 3832,9020 20 L
Diluid™ ST1600/2000 3976 20L
Sheath D 3495.9010PC 10L
Sheath Fluid 3000/3500 3471.9020PC 20 L
CN-free Lyse Diff AC 900 3998 5L
CyMet™ 22 CN Free 2986.0500PE 500 ml
CyMet™ 3000 3469.9010PC 10 L
CyMet™ 3200 CN free 3823,1000 1L
CyMet™ 3500 3839.5000PC 9l
CyMet™ 3500 CN free 3825 Bil.
3970 10 L
CyMet™ 610 CN free 3970-00 10L
3977 Bl
™ 3431.1000 1L
CyMet™ Abacus CN free 3431.00 m
CyMet™ APR Baso |l 3479.1000PE L
CyMet™ APR CN free 3417.0500PE 500 ml
CyMet™ APR EO 3478.1000PE 1L
CyMet™ ASA 2950.2500PE 251
CyMet™ ASB 2951.0500PE 500 ml
CyMet™ AS CN free 2952.9010PC 10 L
CyMet™ BS3 CN free 2982.0500PE 500 ml
: 3968 1L
Met™ || Diff
Ryve : 3968-00 500 mi
g 3511.1000 Tal:
™ .
CyMet™ |[I| Diff CN free 351100 5L
3416-00 500 ml
CyMet™ E
il 3416,0500 500 ml
CyMet™ H20 3853.1000 1 [
3425-00 500 ml
NS Cllriey 3425.0500 500 mi
CyMet™ Micro 3852,1000 1L
™ M 3863,1000 1 L micros
CyMet™ Micro CN free 3863.00 11 miios
CyMet™ Mindray _ 3441-00 500 ml

[CyMet™ Mindray CN Free

3440.0500PE

500 ml




J.T.Baker product list for CE marked products

Product Product number Pack size
CyMet™ NR Il 3484.1000PE [ [
CyMet™ NR IIl CN Free 3486-00 1L
3486.1000PE [
CyMet™ NR V 3485.1000PE 1L
CyMet™ Ruby CN Free 2988.5000PC 5L
CyMet™ ST 1600/2000 CN free 3759.5000 5L
LeucoLyse 3475.5000PC 5L
LeucolLyse Ruby 2989.5000PC SL
Blanking Solution 1600/2000 3947 20 L
™ 3763 5l
DetectoTerge 3766 L
DetectoTerge™ BS 2970.0900PE 900 ml
3900 5
ProClean™ 3900-00 5L
3768.1000 1 L micros
2 3432,5000 5L
ProClean™ Abacus 3432 1000PE E
ProClean™ CD 3902.0100PE 100 ml
3862,5000 51
3862.9020PC 201
ProClean™ Extra 3862-00 2L
3867-00 1 L micros
3867.1000PE 1 L micros
ProClean™ Plus 3901 100 ml
Rinse Mindray 3442 .5000PE LHE
3427/3428/3429 2.5 ml
8-Parameter Control L/N/H 3463/3464/3465 55 mi
8-Parameter Control 4xN 3747 4x25ml
8-Parameter Control 1xL+4xN+1xH 3751 6 x2.5ml
8-Parameter Control extended L/N/H 3633/3634/3635 2.5 ml
; 3433/3434/3435 2.5 ml
A RE Sntal LN 3502/3503/3504 4.5 ml
3-Diff Control extented L/N/H 3421/3422/3423 2.5 ml
CD-Diff Control L/N/H 3452/3453/3454 3.0 mi
CD-Diff Control 2xL+2xN+2xH 3838 6 x 3.0 ml
K-Diff Control L/N/H 3455/3456/3457 2.5 ml
Platelet Control- Extended value 3424 5x3.0ml
WBC Reduced RBC L/H 3698/3699 3.0 ml
XE-Diff Control L/N/H 3731/3732/3733 4.5 ml
Cervix Spray Fixative 3869,1200 12 x 125 ml
3933,1000 11
3933.5000PC 5L
3933,9010 10 L
o H 3933,9020 20 L
10% v/v Buffered Formaldehyde (4% wiv 3933 1000MB 7000 L
3933.9020PE 20L
3933.9010JL 10L
3933.9020JL 20 L
3905.2500PE 25L
UltraClear™ 3905.5000PE 5L
3905.9010PE 10 L




J.T.Baker product list for CE marked products

Product Product number Pack size
' : 3800.1000PE 1L
Eosin-Y Alcoholic 3800.2500PE 251
3856,1000 1L
Giemsa 3856,2500 25L
3856.9180ST 180L
; 3870,1000 1L
Hematoxylin er (Mayer) 3870,2500 2ol
_ £ S 3873,1000 1L
Hematoxylin Modified (Harris, Gill 11) 3873,2500 25L
= 3855,1000 1L
May-Grinwald 3855,2500 25L
; 3554.1000PE 1L
P
apanicolaou 2A 3554.2500PE 251
: 3555.1000PE 1L
Papanicolaou 2B 3555,2500PE 25L
; 3556,1000PE 1L
Papanicolaou 3B 3556.2500PE 25L
3921,0500 500 ml
UltraKitt™ 3921,0600 6x 100 mi
3921,9025S8T 25L
Mounting medium High 3882,0500 500 ml
Mounting medium Low 3883,0500 500 ml
3059 20L
PBS 3059.9010PC 0L

33




AJIANTOR

PERFORMAMNCE MATERIALS

Declaration of CE conformity

Avantor Performance Materials B.V. reg. No. 38013066 who is an established manufacturer of

Hematology- Reagents, Stains, Controls and Calibrators and products for Histopathology located at:

Teugseweg 20
7418 AM Deventer
the Netherlands

herewith declares the following:

The reagents (see attached list) are labeled with the J.T. Baker label and have the CE mark on the label
where applicable. The devices comply with the In Vitro Diagnostic Medical Devices Directive 98/79/EC
and the conformity assessment procedure according to Annex lll.

The products are not part of List A and List B of Annex Il of the IVD Directive 98/79/EC but are subject to
self registration.

This declaration is valid for all the IVD medical devices described above and which are placed on the

market by ourselves on or after the date hereof and which bear the CE marking.

Deventer, the Netherlands.
22 November 2011

Dr. J. Mittendorf
QA & RA Manager
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AJANTOR

PERFORMAMNCE MATERIALS

J.T.Baker product list for CE marked products

3863.1000 CyMet Micro CN free 1L micros
3440.0500PE CyMet Mindray CN Free 500 ml
3441.0500PE CyMet Mindray 500 ml
3480.5000PC CyMet SF Baso 5L
3481.5000PC CyMet SF Diff 1 5L
3482.0500PE CyMet SF Diff 2 500 ml
3775.1000 CyMet ST 1600/2000 1 liter
3759.1000 CyMet ST 1600/2000 CN free 1 liter
3759.5000 CyMet ST 1600/2000 CN free 5 liter
3788 CyMet STX/STL 1 liter
3919 CyMet STX/STL 5 liter
3484.1000PE CyMet NR IIT 1 liter
3486.1000PE CyMet NR III, CN Free 1 liter
3485.1000PE CyMet NR V 1 liter
3497.0500PE CyMet MH CN Free 500 ml
3489.1000PE CyMet MBA 1 liter
3487.1000PE CyMet MD(T) 1 liter
3488.0500PE CyMet MD(II) 500 ml
3077 LyzerGlobin™ 500 ml
3769 LyzerGlobin 6x15ml
3771 LyzerGlobin PCE 6x15ml
3770 LyzerGlobin 11 10 x 10 ml
3850 LyzetrGlobin CN free 6x15ml
Cleaners

3766.0500 DetectoTerge 500 ml
3763 DetectoTerge 5 liter
3766 DetectoTerge 1 liter
3900 ProClean™ 5 liter
3768.1000 ProClean 1L micros
3867.1000PE ProClean Extra 1L micros
3862.1000 ProClean Extra 1 liter
3862.5000 ProClean Extra 5 liter
3901 ProClean Plus 100 ml
3902.0100PE ProClean CD 100 ml
3432.5000 ProClean Abacus 5 liter
3946 Blanking Solution Hgb 20 liter
3947 Blanking Solution 1600/2000 20 liter
3917 Hypochlorite 0.5% 1liter
3917.5000 Hypochlorite 0.5% 5 liter
3936.1000 Hypochlorite 5% 1liter
3442.5000PE Rinse Mindray 5 liter
3915 Rinsing Solution Serono 9000 20 liter
3941.1000PE HypoChlorite NR 1 liter
3941.5000PC HypoChlorite NR 5 liter
3498.1000PE ProClean MX5 1 liter
Reagents for 5-part WBC diff. on STKS and MaxM.

3938 RBCLyse™ 1 liter
3938G.1000PE RBCLyse G 1 liter
3939 WBCStabilise™ 500 ml
3492.0090 RetiCount MH 6x15ml
3493.0500PE RetiClear MHG 500 ml
3493.1000PE RetiClear MHG 1 liter
3494.0200PE RetiCount G 200 ml
3774 Reticount™ 30 ml
3777 Reticount CD 15x3.5ml

Prod.no. [Product [Pack size
Reagents for diluting and lysing

3961 Diluid™ 100 Plus 20 liter
3954 Diluid 590 20 liter
3969 Diluid 610 20 liter
3430.9010 Diluid Abacus 10 liter
3430.9020 Diluid Abacus 20 liter
3996 Diluid AC 900 20 liter
3996.9010PC Diluid AC 900 10 liter
3476.9020PC Diluid APR 20 liter
3957 Diluid Azide free 20 liter
3958 Diluid Azide free 10 liter
3963.9010 Diluid ITI Diff 10 liter
3963 Diluid ITI Diff 20 liter
3974 Diluid I1I Diff Seaccontainer 20 liter
3459.9020 Diluid Erma 20 liter
3483.9020PC Diluid NR 20 liter
3439.9020PC Diluid Mindray 20 liter
3832.9020 Diluid Sheath 3200-4000 20 liter
3976 Diluid ST 1600/2000 20 liter
3496.9020PC Diluid M5 20 liter
3495.9010PC Sheath D 10 liter
3826 Sheath Fluid 3000/3500 20 liter
3826.5000 Sheath Fluid 3000/3500 5 liter
3827.5000PC LeucoLyse 5 liter
3998 CN-free Lyse Diff AC 900 5 liter
3744 CyMet™ 1000 CN free 5 liter
3773.5000PC CyMet 4500 CN free 5 liter
3824 CyMet 3000 10 liter
3823.1000 CyMet 3200 CN free 1 liter
3825 CyMet 3500 CN free 5 liter
3839.5000PC CyMet 3500 5 liter
3975 CyMet 530+ CN free 10 liter
3971 CyMet 590 CN free 5 liter
3970 CyMet 610 CN free 10 liter
3977 CyMet 610 CN free 5 liter
3918.5000 CyMet 9000 CN free 5 liter
3431.1000 CyMet Abacus CN free 1 liter
3444.1000PE CyMet Abacus EO 1 liter
3445.1000PE CyMet Abacus Baso 1 liter
3477.0500PE CyMet APR CN free 500 ml
3478.1000PE CyMet APR EO 1 liter
3479.1000PE CyMet APR Baso II 1 liter
3755 CyMet Automated 5 liter
3757 CyMet Automated 500 ml
3780 CyMet Automated CN Free 1 liter
3460.0500 CyMet Erma 500 ml
3841.1000PE CyMet H12 CN Free 1 liter
3842.1000 EO Reagent Autocounter 1 liter
3853.1000 CyMet H20 1 liter
3968 CyMet 111 Diff 1 liter
3964 CyMet ITI Diff 5 liter
3972.1000 CyMet I Diff CN free 1 liter
3972.5000 CyMet I1I Diff CN free 5 liter
3740.0500 CyMet KX CN Free 500 ml
3852.1000 CyMet Micro 1 liter
3852.0500 CyMet Micro 500 ml
3857.1000 CyMet Micro CN free 1 liter
3857.0500 CyMet Micro CN free 500 ml
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AJIANTOR

PERFORMAMNCE MATERIALS

Hematology Controls 3684/3685/3686 |ADV-Diff Control L./N/H 3.5 ml
3721/3722/3723 |8 PMC Low/Normal/High 8 ml 3690/3691/3692 |ADV Retic 1/2/3 4.0 ml
3724/3725/3726 |8 PMC Low/Normal/High 2.5 ml 3828/3829/3830 |CD-Diff Control 3.0 ml
3633/3634/3635 |8 PMC Low/Normal/High ext 2.5 ml 3838 CD-Diff Control 2x I, N,H 6x 3.0 ml
3701/3702/3703 |8 PMC Low/Normal/High 4.5 ml 3687/3688 CD 4K Retic 1/2 3.0 ml
3922/3923/3924 |8 PMC L./N/H Swelab 4.5 ml 3892/3893/3894 |AC-Diff Control 2.5 ml
3746 8PMC1xIL,1xN,1xH 3 x2.5ml 3896/3897/3898 |K-Diff Control 2.5 ml
3747 8 PMC 4 x Normal 4x25ml 3696/3697 WBC reduced Plt Control L./H 3.0 ml
3748 8 PMC 4 x Normal 4x8ml 3698/3699 WBC reduced RBC Control 3.0 ml
3749 8 PMC 4 x Low 4 x2.5ml L/H
3751 8PMC 1xL,4x N, 1x H 6x25ml Laser controls for Coulter MaxM, GenS and STKS
3734/3735/3736  |3-Diff Control L/N/H 2.5 ml 3681/3682/3683 |5D Control Low /N /H | 5.0 ml
3630/3631/3632 |3-Diff Control L./N/H ext 2.5 ml Calibration Set for Cell Analysers.
3820/3821/3822 |3-Diff Control L./N/H 4.5 ml 3940 Cal Set 1 2x 2.5 ml
3752 3-Diff Control 4 x Low 4x25ml 3720 Platelet Control Ext. value 5x3ml
3753 3-Diff Control 4 x Norm 4x25ml Phosphate Buffered Saline.
3754 3-Diff Control 4 x High 4x2.5ml 3059 PBS, diluting fluid for 20 liter
3782/3783/3784 |[CA-Diff Control L/N/H 4.5 ml bloodgrouping
3607/3608/3609  |CA-Diff Control I./N/H 2.5 ml 3059.9010PC PBS, diluting fluid for 10 liter
3610/3611/3612  |DIA Diff 5 Control L/N/H 4.5 ml bloodgrouping
3731/3732/3733 |XE-Diff Control I.,/N/H 4.5 ml
3693/3694/3695 |SF-Diff Control L./ N/H 4.5 ml
3613/3614/3615 |BC Diff 5 Control I./N/H 4.5 ml
Number Product Content 3864.1000 Papanicolaou 2A OG6 1 liter
Stains and Dyes 3864.2500 Papanicolaou 2A OG6 2.5 liter
3554.1000PE Papanicolaou Solution 2A 1 liter 3865.1000 Papanicolaou 2B Orange 11 1 liter
3554.2500PE Papanicolaou Solution 2A 2.5 liter 3865.2500 Papanicolaou 2B Orange 11 2,5 liter
3554.9200PE Papanicolaou Solution 2A 200 liter 3866.1000 Papanicolaou 3B EA 50 1 liter
3555.1000PE Papanicolaou Solution 2B 1 liter 3866.2500 Papanicolaou 3B EA 50 2,5 liter
3555.2500PE Papanicolaou Solution 2B 2.5 liter 3876.1000 Shorr 1 liter
3556.1000PE Papanicolaou Solution 3B 1 liter 3878.1000 Wright 1 liter
3556.2500PE Papanicolaou Solution 3B 2.5 liter Clearing agent
3556.9200PE Papanicolaou Solution 3B 200 liter 3905.2500PE UltraClear 2.5 liter
3800.1000PE Eosine-Y Alcoholic 1 liter 3905.5000PE UltraClear 5 liter
3800.2500PE Eosine-Y Alcoholic 2.5liter 3905.9010PE UltraClear 10 liter
3801.1000PE Eosin Y 0.5% Aqueous 1 liter 3905.9200 UltraClear 200 liter
3801.2500PE Eosin Y 0.5% Aqueous 2.5liter Mounting media
3871.1000 Eosine Solution 0.2% ready to | 1 liter 3921.0500 UltraKitt 500 ml
use 3921.0600 UltraKitt 6x 100
3871.2500 Eosine Solution 0.2% ready to | 2.5 liter ml
use Fixatives
3856.0100 Giemsa 0.1 liter 3933.1000 10% v/v Buffered 1 liter
3856.0500 Giemsa 0.5 liter Formaldehyde
3856.1000 Giemsa 1 liter 3933.5000PC 10% v/v Buffered 5 liter
3856.2500 Giemsa 2.5 liter Formaldehyde
3870.1000 Hematoxyline er (Mayer) 1 liter 3933.9010 (PE) | 10% v/v Buffered 10 liter
3870.2500 Hematoxyline er (Mayer) 2.5 liter — Formaldehyde <PE>
3873.1000 Hematoxyline (Harris, Gll 1) | 1 liter 39339020 (PE) | 10% v/v Buffered 20 liter
3873. ) s Formaldehyde (PE)
3873.2500 Hematoxy]jne (Harris, Gill H) 2.5 liter 3869.1200 Cervix Fixative 12 x 125
3879.1000 Leishman 1 liter ml
3855.0500 May Griinwald 0.5 liter 3880.1000 Bouin’s Fixative 1 liter
3855.1000 May Griinwald 1 liter 3058.9010 Immuno PBS 20x 10 liter
3855.2500 May Grinwald 2.5 liter concentrated
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To whom this may concern
Date: March 01, 2021 Letter of Authorization

Avantor Performance Materials Poland S.A., reg. No. 0000010108 who is an established
manufacturer of Hematology- Reagents, Stains, Controls and Calibrators and products for
Histology located at:

Sowinskiego 11
44-101 Gliwice
Poland

herewith confirms that:

I.M Global Biomarketing Group Moldova S.R.L
Republic of Moldova

MD-2001, Chisinau

Tighina str. 65, 607 office

Tel (373 22) 549 120, 549 121

Fax (373 22 ) 547 373

is authorized to act as our distributor for our hematology/histology reagents and controls
(Products) in Moldova

We declare that we will supply the Products for the needs of tenders.
We declare that we will supply the Products for tenders with warranty as per the Avantor
General Conditions of Sale.

Furthermore .M Global Biomarketing Group is duly entitled to:
o Register, promote, offer, negotiate prices and sell our Products in Moldova;

e carry out the required product training of the medical and technical personnel who will
use these products.

The product specialists of I.M Global Biomarketing Group have been duly trained and are
qualified for providing all services in regards to consulting, sales, maintenance and training.

In all the above activities I.M Global Biomarketing Group is acting in its own name and on its
own account.
This authorization letter is valid until about 1 year after date.

Avantor Performance Materials S.A.
Poland

N\ oo
—

H van den Berg,
Marketing Product Manager Diagnostics



Certificate of Completion

This is to certify
Mr. Alexei Legun
Has successfully completed
The technical maintenance training course
On
Fully Automatic Blood Cell Counter

PCE-210

Particle(Blood Cell)Counter

PCE-170/PCE-170N
Hemoglobin 11'zeter

HO-20N

March 24, 2005

ERMA IWC e
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3 PART
D RENTIAL

Hematology Analyzer

€) BeneSphera: TRAINING

Sergiu Sorocovici
Mr /-Ms g

Global Biomarketing Group

str. Tighina 65, of. 607

2001 Chisinau, Moldau

has attended a 2-days training on goods manufactured or distributed by us.

April 12th — April 13th, 2012

Deventer, The Netherlands

Place, Date 13.04.2012

ATVANTOR

PERFORMAMCE MATERIALS

€ BeneSpherar

s
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global assurance

This is to certify that the Quality Management System of:

Avantor Fluid Handling B.V.

Maidstone 50
5026 SK Tilburg
The Netherlands

applicable to:

The design, engineering, manufacturing and distribution of Single Use Systems and
supporting hardware, including installation-, service- and maintenance activities for the
pharmaceutical and biotech industry.

has been assessed and approved by
National Quality Assurance, U.S.A., against the provisions of:

ISO 9001:2015

Certificate Number: 16880
EAC Code: 34
§ Certified Since: March 22, 2012
Valid Until: March 19, 2024
Reissued: March 20, 2021

Cycle Issued: March 20, 2021

For and on behalf of NQA, USA

ACCREDITETD

e ISOIIEC 7021

MAMNAGEMEMT SYSTEMS
CERTIFICATION BODY



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

s 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



c E Declaration of Conformity

We: ELITechGroup B.V.
Van Rensselaerweg 4
6956 AV Spankeren
The Netherlands

Declare under sole responsibility that the product indicated below (including all spares and accessories) and to
which this declaration relates, conforms to the provisions of the EU Directive on In Vitro Diagnostic Medical
Devices (98/79/EC) of the European Parliament and the Council of 27 October 1998. It is certified that this
product is registered in accordance with the requirements of above mentioned EU Directive and carries the CE
marking.

Product : Clinical chemistry analyzer
Product No. : 6003-400

Model : Selectra ProM

GMDN code : 56678

Product classification

As per Article 9, section 1 the products are categorized as other devices (“self declaration”).
Conformity assessment procedure

In accordance with Annex Ili of the IVDD

The product (including all spares and accessories) may be marketed without any restrictions within the following
countries and regions:

=  The Netherlands (NL)
= All other member states of the European Union (EU)
= All other states that are part of the European Economic Area (EEA), including Switzerland

Spankeren, March 2015

4)

A. Altink

Managing Director

Code: 6003-400 Doc. No.: 510 Version: 06 Page 1o0f2




C€

Declaration of Conformity

List of applied (harmonized) standards

Standard version

Description

Certification by

Safety

IEC 61010-1:2001

Safety requirements for electrical equipment for
measurement, control, and laboratory use. Part 1:
General requirements

IEC 61010-2-010:2003

Safety requirements for electrical equipment for
measurement, control, and laboratory use —

Part 2-010: Particular requirements for laboratory
equipment for the heating of material

IEC 61010-2-081:2001

Safety requirements for electrical equipment for
measurement, control, and laboratory use. Part 2-
081: Particular requirements for automatic and
semi-automatic laboratory equipment for analysis
and other purposes

1EC 61010-2-101:2002

Safety requirements for electrical equipment for
measurement, control, and laboratory use -- Part 2-
101: Particular requirements for in vitro diagnostic
(IVD) medical equipment

DEKRA

EMC

IEC 61326-1:2005

Electrical equipment for measurement, control and
laboratory use - EMC requirements - Part 1:
General requirements

IEC 61326-2-6:2005

Electrical equipment for measurement, control and
laboratory use — EMC requirements — Part 2-6:
Particular requirements — In Vitro diagnostic (IVD)
medical equipment

DEKRA

Quality
systems

1SO 9001:2008

Quality systems - Model for quality assurance in
design, development, production, installation and
servicing.

EN 1SO 13485:2012

Medical devices—Quality management systems—
Requirements for regulatory purposes.

CAN/CSA 1SO 13485:2003

Medical devices—Quality management systems—
Requirements for regulatory purposes.

DEKRA

| Code: 6003-400

Doc. No.: 510 Version: 06
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ELITech Clinical Systems iy |
Zone industrielle ' @ ELlTeChGI‘OU p
61500 Sées - France

[ \ 3 I\
Tél: +33 (0)2 33812100 Fax: +33 (0)2 222877 51 EMPOWERING 1VD
www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELTTech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité
que les réactifs référencés dans la liste ci-jointe (6 pages), sont conformes aux exigences essentielles des annexes I et III de
la Directive Européenne 98/79/CE relative aux dispositifs médicaux de diagnostic /7 vitro et au code de la santé publique.

Ces dispositifs sont classés dans la catégorie « autre dispositif » puisqu'ils n‘appartiennent ni a la 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 jusquau 27 juillet 2026).

Nous, ELTTech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons les électrodes conformes 3 la
Directive 2011/65/UE du parlement européen et du conseil du 8 juin 2011 relative a la limitation de |'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 |'annexe II de la Directive 2011/65/UE du Parlement européen et du Conseil
en ce qui concerne [a liste des substances soumises & limitations.

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents such as listed attached (6 pages), conform to the essential reqguirements 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 fist A or list B of annex
II nor to self-testing class.

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

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify electrodes; conform to
Directive 2011/65/EU of the European Parfiament 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.

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra tnica
responsabilidad que los reactivos referenciados en Ia lista adjunta (6 paginas), son conformes con los requisitos esenciales de
los anexos I y IIT de la Directiva Europea 98/79/CE sobre dispositivos médicos para diagndstico in vitro y el codigo de salud
publica.

Estos dispositivos se clasifican en la categoria "ofro dispositivo™, ya que no pertenecen a la lista A ni a /3 fista B del
anexo 11, tampoco a la dlase de autodiagnostico.

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

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos los electrodos conformes
con la Directiva 2011/65/UE del parlamento europeo y del consejo del 8 de junio de 2011 sobre restricciones a la utilizacion
de algunas sustancias peligrosas en aparatos eléctricos y electronicos incluyendo la Directiva delegada (UE) 2015/863 de Ia
comisidn def 31 de marzo de 2015 por la que se modifica el anexo IT de la Directiva 2011/65/UE del Parlamento Europeo y
del Consejo en cuanto a la lista de sustancias restringidas.

Sées, le 12 octobre 2023

Valérie LAMBERT, ELITech Clinical Cécile GOUBAULT,
Responsable des Affaires Réglementaires LITech Clinical Systems SAS Directeur-Gépéral-Délégué

Regulatory Affairs Manager Zone Industrielle 15naging Djrecto >
Directora Gene !

Responsable de los Asuntos Reg/ementanbsré' +33(023 61500 SEES - France

3812100-Fax:+33(0)233287751

SIRET 318 365 228 00036

Société par actions simplifiée au capital de 1.688.392,33 € - SIREN : 318 365 228 - RCS ALENCON



Annex

REF PRODUCT NAME GMDN Code

3918-004 Sodium Electrode (Na+) 52896
3918-005 Potassium Electrode (K+) 52892
3918-006 Chlaride Electrode (Cl-) 52876
3918-003 Carbon Diogxide Electrode (CO2) 60773
3918-002 Reference Electrode (REF) 59241
ALBU-0250 ALBUMIN 53597
ALBU-5220 ALBUMIN 53597
ALBU-0600 ALBUMIN 0.5 53597
ALBU-5600 ALBUMIN F / 53597
ALBU-0700 ALBUMIN 53597
ALBU-5700 ALBUMIN 53597
ALBU-MB30 ALBUMIN 53597
ALBU-5M30 ALBUMIN 53597
ALPI-0230 ALP IFCC 52928
ALPI-5100 ALP IFCC 52928
ALPI-6050 ALP IFCC 52928
ALSL-0250 ALT/GPT 4+1 SL 52923
ALSL-5220 ALT/GPT 441 SL 52923
ALSL-6050 ALT/GPT 4+1 SL 52923
ALSL-0410 ALT/GPT 4+1 SL 52923
ALSL-5415 ALT/GPT 4+1 SL 52923
ALS|-6255 ALT/GPT 4+1 SL 52923
ALSL-0430 ALT/GPT 4+1 SL 52923
ALSL-0455 ALT/GPT 4+1 SL 52923
ALSL-0510 ALT/GPT4+1SL p- 1 -4 52923
ALSL-5515 ALT/GPT 4+1 SL 52923
ALSL-6615 ALT/GPT 4+1 SL 52923
ALSL-M490 ALT/GPT 52923
ALSL-5M30 ALTIGPT 52923
ALSL-6M30 ALT/GPT 52923
AMSL-0230 AMYLASE SL 52940
AMSL-5220 AMYLASE SL 52940
AMSL-0390 AMYLASE SL 52940
AMSL-5405 AMYLASE SL 52940
AMSL-0400 AMYLASESL D, I—14 52040
AMSL-M430 AMYLASE / 52940
AMSL-5M30 AMYLASE 52940
ASLO-0250 ANTI-STREPTOLYSIN O 59055
ASLOD-5025 ANTI-STREPTOLYSIN O 59055
ASLO-6006 ANTI-STREPTOLYSIN O 59055
ASLO-4001 ANTI-STREPTOLYSIN O 51744
ASSL-0250 AST/GOT 4+1 SL 52954
ASSL-5220 AST/GOT 4+1 SL 52954
ASSL-6050 AST/GOT 4+1 SL 52954
ASSL-0410 AST/GOT 4+1 SL 52954
ASSL-5415 AST/GOT 4+1 SL 52954
ASSL-6255 AST/GOT 4+1 SL 52954
ASSL-0430 AST/GOT 4+1 SL 52954
ASSL-0455 AST/GOT 441 SL 52954
ASSL-0510 AST/GOT4+1SL D 15 =13 52954
ASSL-5515 AST/GOT 4+1SL ' 52954
ASSL-6615 AST/GOT 4+1 SL 52954
ASSL-M490 AST/GOT 52954
ASSL-5M90 ASTIGOT 52954
ASSL-6M30 AST/GOT 52954
AUML-0250 URIC ACID MONO SL 53583
AUML-5220 URIC ACID MONO SL 53583
AUML-0420 URIC ACID MONO SL 53583
AUML-5405 URIC ACID MONO SL 53583
AUML-0427 URIC ACID MONOQ SL 53583
AUML-0497 URIC ACID MONQ SL 53583
AUML-5505 URIC ACID MONO SL 53583
AUML-0500 URIC ACID MONO SL 53583
AUML-0507 URICACIDMONOSL P, X0 XA 53583
AUML-0707 URIC ACID MONO SL * é 53583
AUML-5710 URIC ACID MONO SL 53583
AUML-M830 URIC ACID 53583
AUML-5M30 URIC ACID §3583
AUSL-0250 URIC ACID SL 53583
AUSL-5220 URIC ACID SL 53583
AUSL-6050 URIC ACID SL 53583
BIDI-0250 BILIRUBIN DIRECT 4+1 53233
BIDI-5220 BILIRUBIN DIRECT 4+1 53233
BIDI-6050 BILIRUBIN DIRECT 4+1 53233
BIDI-0500 BILIRUBIN DIRECT PAY,40 23 M 53233
BIDI-5600 BILIRUBIN DIRECT / i 53233
BITD-6250 BILIRUBIN DIRECT 53233
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Annex

REF PRODUCT NAME GMDN Code

BIDI-M430 DIRECT BILIRUBIN 53233
BIDI-5M30 DIRECT BILIRUBIN 53233
BIDI-6M10 DIRECT BILIRUBIN 53233
BIDV-0850 DIRECT BILIRUBIN ENVOY 53233
BITO-0250 BILIRUBIN TOTAL 4+1 53229
BITO-5220 BILIRUBIN TOTAL 4+1 53229
BITO-6050 BILIRUBIN TOTAL 4+1 53229
BITO-0600 BILIRUBIN TOTAL4+1 D L5 A5 ,30. 314 53229
BITO-5600 BILIRUBIN TOTAL 4+1  / T 53229
BITD-6400 BILIRUBIN TOTAL 4+1 53229
BITO-M430 TOTAL BILIRUBIN 53229
BITO-5M30 TOTAL BILIRUBIN 53229
BITO-6M10 TOTAL BILIRUBIN 53229
BITV-0850 TOTAL BILIRUBIN ENVOY 53229
CALA-0250 CALCIUM ARSENAZO 45789
CALA-5220 CALCIUM ARSENAZO 45789
CALA-0600 CALCIUM ARSENAZO i 25 AY 45789
CALA-5600 CALCIUM ARSENAZO 45789
CALA-M430 CALCIUM ARSENAZOD 45789
CALA-5M30 CALCIUM ARSENAZO 45789
CALI-0550 ELICAL 2 47868
CALI-1550 ELICAL 2 47868
CHDL-0250 HDL CHOLESTEROL 53391
CHDL-5021 HDL CHOLESTEROL 53391
CHDL-6014 HDL CHOLESTEROL e 53391
CHDL-0600 HDL CHOLESTEROL B B, & o 53391
CHDL-5080 HDL CHOLESTEROL ! 53391
CHDL-6060 HDL CHOLESTEROL 53391
CHDL-M330 HDL CHOLESTEROL 53391
CHDL-5M30 HDL CHOLESTEROL 53391
CHDL-6M30 HDL CHOLESTEROL 53391
CHEB-0250 CHOLINESTERASE 52971
CHEB-5008 CHOLINESTERASE 52971
CHEB-6005 CHOLINESTERASE 52971
CHSL-0250 CHOLESTEROL SL 53359
CHSL-5220 CHOLESTEROL SL 53359
CHSL-0455 CHOLESTEROL SL 53359
CHSL-0497 CHOLESTEROL SL 53359
CHSL-5505 CHOLESTEROL SL 53359
CHSL-0500 CHOLESTEROL SL o 53359
CHSL-0507 CHOLESTEROLSL 9.53,j0O 53359
CHSL-0700 CHOLESTEROL SL__' 53359
CHSL-5710 CHOLESTEROL SL 53359
CHSL-0707 CHOLESTEROLSL D. Y4.\7, 53359
CHSL-MG90 CHOLESTEROL ) 53359
CHSL-5M90 CHOLESTEROL 53359
CKMB-0900 CK-MB CONTROL 44693
CKMB-1030 CK-MB CONTROL 44693
CKSL-0230 CK NAC SL 53003
CKSL-5220 CK NAC SL 53003
CKSL-6050 CK NAC SL = 53003
CKSL-0410 CKNACSL Y. 83,89 53003
CKSL-5405 CKNACSL / ‘ 53003
CKSL-6255 CK NAC SL 53003
CKSL-0430 CK NAC SL 53003
CKSL-M230 CK NAC 53003
CKSL-5M30 CK NAC 53003
CKSL-6M10 CK NAC 53003
CLDL-0250 LDL CHOLESTEROL ;Q ry e 53395
CLDL-5021 LDL CHOLESTEROL ) 53395
CLDL-6014 LDL CHOLESTEROL 53385
CLDL-M330 LDL CHOLESTEROL 53395
CLDL-5M30 LDL CHOLESTEROL 53395
CLDL-6M30 LDL CHOLESTEROL 53395
CMSL-0230 CK-MB 52994
CMSL-5220 CK-MB 52994
CMSL-6220 CK-MB 52994
CMSL-WR CK-MB ) | 52994
CMSL-0410 CK-MBSL P, Y7 G 52994
CMSL-5405 CK-MBSL ' = 52994
CMSL-6255 CK-MB SL 52004
CONT-0060 ELITROLI D Y4 47869
CONT-1060 ELITROLI 7 47869
CONT-0160 ELITROLII D, H-4— 47869
CONT-1160 ELITROLII [ 47869
CRCO-0600 CREATININE JAFFE 53251
CRCO-5600 CREATININE JAFFE 53251
CRCO-6600 CREATININE JAFFE 53251
CRCO-0700 CREATININE JAFFE 53251
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Annex

REF PRODUCT NAME GMDN Code
CRSL-0250 CREATININE PAP SL 53250
CRSL-5221 CREATININE PAP SL 53250
CRSL-6070 CREATININE PAP SL 53250
CRSL-0630 CREATININE PAP SL 53250
CRSL-5505 CREATININE PAP SL 53250
CRSL-6470 CREATININE PAP SL 53250
CRSL-M480 CREATININE PAP 53250
CRSL-5M90 CREATININE PAP 53250
CRSL-6M30 CREATININE PAP 53250
FEFE-0230 IRON FERENE 54758
FEFE-5140 IRON FERENE 54758
FEFE-6040 IRON FERENE 54758
FEFE-0600 [RON FERENE ), A A % % 9 54758
FEFE-5600 JRON FERENE ' ! i 54758
FEFE-6400 IRCON FERENE 54758
FEFE-0850 IRON ENVOY 54758
FEFE-M230 IRON FERENE 54758
FEFE-5M30 IRON FERENE 54758
FEFE-6M10 IRON FERENE 54758
GHSL-0250 GLUCOSE HK SL 53301
GHSL-5220 GLUCOSE HK SL 53301
GHSL-6050 GLUCOSE HK SL 53301
GHSL-0600 GLUCOSEHKSL _ N. 99 -5~ 1. 53301
GHSL-5505 GLUCOSE HK SL | 53301
GHSL-6605 GLUCOSE HK SL 53301
GHSL-M490 GLUCOSE HK 53301
GHSL-5M90 GLUCOSE HK 53301
GHSL-6M30 GLUCOSE HK 53301
GISL-0250 GAMMA-GT PLUS SL 53027
GISL-5220 GAMMA-GT PLUS SL 53027
GISL-6050 GAMMA-GT PLUS SL 53027
GISL-0400 GAMMA-GT PLUS SL 53027
GISL-0420 GAMMA-GTPLUSSL _ p.YE YX 53027
GISL-5405 GAMMA-GT PLUSSL ' ' 53027
GISL-6255 GAMMA-GT PLUS SL 53027
GISL-M230 GAMMA-GT 53027
GISL-5M30 GAMMA-GT 53027
GISL-6M10 GANMA-GT 53027
GPSL-0250 GLUCQSE PAP SL 53301
GPSL-5220 GLUCOSE PAP SL 53301
GPSL-0455 GLUCOSE PAP SL 53301
GPSL-0497 GLUCOSE PAP SL 53301
GPSL-5505 GLUCOSE PAP SL 53301
GPSL-0500 GLUCOSE PAP SL 53301
GPSL-0507 GLUCOSEPAPSL D, 5389 53301
GPSL-0700 GLUCOSE PAP SL i g 53301
GPSL-5710 GLUCOSE PAP SL 53301
GPSL-0707 GLUCOSE PAP SL . HhH hb 53301
GPSL-M690 GLUCOSE PAP ’ 53301
GPSL-5M90 GLUCOSE PAP 53301
HBAC-0043 HbA1c CALIBRATOR SET /), %.7. X 3 53315
HBAC-4301 HbA1c CALIBRATOR SET / 53315
HBAC-4302 HbA1c CALIBRATOR SET 53315
HBAC-4303 HbA1c CALIBRATOR SET 53315
HBAC-4304 HbA1c CALIBRATOR SET = 53315
HBAC-0049 HbATcCONTROLL+H ) ¥ A X5 44435
HBAC-4605 HbA1c CONTROLL+H / ! 44435
HBAC-4705 HbA1c CONTROL L + H 44435
HBAC-0240 HbATc DXL, X2 59000
HBAC-5224 HbA1c ! 59090
HBAC-6076 HbA1c 59090
HBAC-6004 HbA1c 59090
HBAC-7225 HbA1c 59090
HBAE-0043 HbA1c Enzymalic Calibrator Set 53315
HBAE-4301 HbA1c Enzymatic Calibrator Set 53315
HBAE-4303 HbA1c Enzymatic Calibrator Set 53315
HBAE-M130 HbA1c Enzymatic 63151
| HBAE-6M30 HbA1c Enzymatic 63151
HBAE-6M30 HbA1c Enzymatic 63151
HBAE-7050 HbA1c Enzymatic 63151
HDLL-0011 CHOLESTEROL HDL 2G CALIBRATOR 44696
HDLL-0041 CHOLESTEROL HDL 2G CALIBRATOR 44696
HDLL-0230 CHOLESTEROL HDL SL 2G 53391
HDLL-0380 CHOLESTEROL HDL SL 2G 53391
HDLL-0390 CHOLESTEROL HDL SL 2G F 53391
HLCA-0041 HDL LDL CALIBRATOR D). X ~X.F 47868
HLCA-4001 HDL LDL CALIBRATOR 7/ 47868
ICRP-0043 CRP IP CALIBRATOR SET 41838
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Annex

REF PRODUCT NAME GMDN Code

ICRP-4311 CRP |P CALIBRATOR SET 41838|
ICRP-4312 CRP |P CALIBRATOR SET 41838
ICRP-4313 CRP IP CALIBRATOR SET 41838
ICRP-4314 CRP IP CALIBRATOR SET 41838
ICRP-4315 CRP IP CALIBRATOR SET 41838
ICRP-0046 CRP IP CONTROL | 41839
ICRP-4610 CRP IP CONTROL | 41839
ICRP-0047 CRP JP CONTROL |l 41839
ICRP-4710 CRP IP CONTROL |l 41839
ICRP-0400 CRP 1P 53705
ICRP-6125 CRP IP 53705
ICRP-5025 CRP IP 53705
ICRP-M230 CRP IP 53705
ICRP-6M30 CRP IP 53705
ICRP-5M30 CRP IP 53705
IFRT-0042 FERRITIN CALIBRATOR 41927
IFRT-4230 FERRITIN CALIBRATOR 41927
IFRT-0230 FERRITIN 53718
IFRT-5020 FERRITIN 53718
IFRT-6005 FERRITIN 53718
IHAP-0400 HAPTOGLOBIN IP 53737
IHAP-6125 HAPTOGLOBIN |P 53737
IHAP-5025 HAPTOGLOBIN [P 53737
1IIGA-0400 IgA 1P 53760
1IGA-6125 IgA IP 53760
1IGA-5025 IgA IP 53760
11GG-0400 IgG IP 53787
11GG-6125 1gG IP 53787
1IGG-5025 lgG IP 53787
1IGM-0400 IgM IP 53795
IIGM-6125 lgM IP 53795
1IGM-5025 IgM P 53795
IMAL-0043 JALBUMIN |P CALIBRATOR SET 53477
IMAL-4311 JALBUMIN IP CALIBRATOR SET 53477
IMAL-4312 JALBUMIN |P CALIBRATOR SET 53477
IMAL-4313 YALBUMIN [P CALIBRATOR SET 53477
IMAL-4314 PALBUMIN |P CALIBRATOR SET 53477
IMAL-4315 PBALBUMIN IP CALIBRATOR SET 53477
IMAL-0046 WALBUMIN IP CONTROL | 53478
IMAL-4610 HALBUMIN [P CONTROL | 53478
IMAL-0047 BWALBUMIN IP CONTROL Il 53478
IMAL-4710 pPALBUMIN |P CONTROL II 53478
IMAL-0400 PALBUMIN IP 53475
IMAL-6125 PALBUMIN IP 53475
IMAL-5025 UALBUMIN IP 53475
IMAL-M230 MICROALBUMIN 1P 53475
IMAL-6M30 MICROALBUMIN IP 53475
IMAL-5M30 MICROALBUMIN 1P 53475
IORO-0400 OROSOMUCOID IP 53606
IORO-6125 OROSOMUCOID IP 53606
IOR0O-5025 OROSOMUCOQID IP 53606
IPAL-0400 PREALBUMIN IP 53957
IPAL-6125 PREALBUMIN IP 53957
IPAL-5025 PREALBUMIN IP 53957
IPRO-0043 PROTEIN |P CALIBRATOR SET 53583
IPRO-4311 PROTEIN IP CALIBRATOR SET 53593
IPRO4312 PROTEIN |P CALIBRATOR SET 53593
IPRO-4313 PROTEIN IP CALIBRATOR SET 53593
IPRO-4314 PROTEIN IP CALIBRATOR SET 53593
IPRO-4315 PROTEIN 1P CALIBRATOR SET 53593
IRCT-0046 RHEUMATOLOGY CONTROL | 47869
IRCT-4610 RHEUMATOLOGY CONTROL | 47869
IRCT-0047 RHEUMATOLOGY CONTROL I 47869
IRCT-4710 RHEUMATOLOGY CONTROL Il 47868
IRFA-0042 RF CALIBRATOR 42230
IRFA-4220 RF CALIBRATOR 42230
IRFA-0230 RHEUMATOID FACTOR 55111
IRFA-5020 RHEUMATOID FACTOR 55111
IRFA-6005 RHEUMATOID FACTOR 556111
ISCA-0250 ISE CALIBRATORS 52867
ISCA-4221 ISE CALIBRATORS 52867
1ISCA-4222 ISE CALIBRATORS 52867
ITRF-0400 TRANSFERRIN IP 59041
LACI-0250 LACTATE 53342
LACI-5008 LACTATE 53342
LACI-6005 LACTATE 53342
LDLL-0011 CHOLESTEROL LDL 2G CALIBRATOR 41728
LDLL-0041 CHOLESTEROL LDL 2G CALIBRATOR 41728

DCCE-ECSSAS-v18

v

[’Cr ( :j” 418



Annex

REF PRODUCT NAME GMDN Code
[DLL-0230 CHOLESTEROL LDL SL 2G 53395
LDLL-0380 CHOLESTEROL LDL SL 2G 53395
LDLL-0390 CHOLESTEROL LDL SL 2G 53395
LLSL-0230 LDH-L SL 53072
LLSL-5220 LDH-L 5L 53072
LLSL-6050 LDH-L SL 53072
LLSL-0400 LDH-L 8L 53072
LLSL-5400 LDH-L SL 53072
LLSL-6250 LDH-L SL 53072
LLSL-0420 LDH-L SL 53072
LLSL-M230 LDH IFCC 53072
[LSL-5M30 LDHIFCC 53072
LLSL-6M10 LDH IFCC 53072
LPSL-0230 LIPASE SL 53108
LPSL-0250 LIPASE 53108
LPSL-5088 LIPASE 53108
LPSL-6061 LIPASE 53108
LPSL-0850 LIPASE ENVOY 53108
[XCR-0112 CRP LATEX 53707
MAGX-0230 MAGNESIUM XYLIDYL 46795
MAGX-0600 MAGNESIUM XYLIDYL 46795
MAGX-0850 MAGNESIUM ENVOY 46795
MGXB-0250 MAGNESIUM XB 46795
MGXB-5220 MAGNESIUM XB = 46795
MGXB-0600 MAGNESIUMXE __ D.LVY, 6 & 46795
MGXB-5600 MAGNESIUM XB 7/ > 46795
MGXB-M430 MAGNESIUM XB 46795
MGXB-5M30 MAGNESIUM XB 46795
PASL-0230 ALP (DEA) SL 52928
PASL-5220 ALP (DEA) SL 52928
PASL-6050 ALP (DEA) SL 52928
PASL-0400 ALP (DEA) SL 52028
PASL-5405 ALP (DEA) SL 52928
PASL-6255 ALP (DEA) SL 52928
PASL-0420 ALP (DEA) SL P. 56 54 52928
PHOS-0230 PHOSPHORUS i J 59123
PHOS-5220 PHOSPHORUS 50123
PHOS-0600 PHOSPHORUS 59123
PHOS-5600 PHOSPHORUS 59123
PHOS-M430 FHOSPHORUS 59123
PHOS-5M30 PHOSPHORUS 59123
PIVD-0850 ALP ENVOY 52928
PROB-0250 TOTAL PROTEIN PLUS 53985
PROB-5220 TOTAL PROTEIN PLUS 53985
PROB-0600 TOTAL PROTEIN PLUS 53985
PROB-5600 TOTAL PROTEIN PLUS 53085
PROB-0700 TOTAL PROTEIN PLUS 53985
PROB-5700 TOTAL PROTEIN PLUS 53985
PROB-M830 TOTAL PROTEIN 53985
PROB-5M30 TOTAL PROTEIN 53985
PRTU-0022 MICROPROTEIN PLUS Standard 100 ma/dL 53482
PRTU-0250 MICROPROTEIN PLUS 53481
PRTU-0600 MICROPROTEIN PLUS 53481
PRTU-5600 MICROPROTEIN PLUS 53481
PRTU-M230 URINE PROTEIN 53481
PRTU-5M30 URINE PROTEIN 53481
RHFA-M130 RHEUMATOID FACTOR 55111
RHFA-5M30 RHEUMATOID FACTOR 55111
RHFA-6M30 RHEUMATOID FACTOR 55111
RHFA-4220 RHEUMATOID FACTOR 42230
TGML-0250 TRIGLYCERIDES SL 53460
TGML-5220 TRIGLYCERIDES SL 53460
TGML-0425 TRIGLYCERIDES MONO SL NEW 53460
TGML-5415 TRIGLYCERIDES MONO SL NEW 53460
TGML-0427 TRIGLYCERIDES MONO SL NEW 53460
TGML-0455 TRIGLYCERIDES SL 53460
TGML-0497 TRIGLYCERIDES MONO SL NEW 53460
TGML-5515 TRIGLYCERIDES MONO SL NEW 53460
TGML-0515 TRIGLYCERIDES MONO SLNEW 53460
TGML-0517 TRIGLYCERIDES MONO SLNEW ), 40. 91 53460
TGML-0700 TRIGLYCERIDES MONO SL NEW ! T 53460
TGML-5710 TRIGLYCERIDES MONO SL NEW 53460
TGML-0707 TRIGLYCERIDES MONO SLNEW . +1, 944 53460
TGML-M690 TRIGLYCERIDES I ! 53460
TGML-5M30 TRIGLYCERIDES 53460
TIBC-0250 Direct 118G 53904
TIBC-5025 Diecl TIBC 53904
TIBC-6007 Direct TIBC 53904
TIBC-M130 Direct TIBC 53904

Vie. (X
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Annex

REF PRODUCT NAME GMDN Code
TIBC-5M30 Direct TIBC 53904
TIBC-6M30 Direct TIBC 53904
TRF2-M230 TRANSFERRIN 50041
TRF2-5M30 TRANSFERRIN 58041
TRF2-6M10 TRANSFERRIN 58041
URSL-0250 UREA UV SL 53587
URSL-5220 UREA UV SL 53587
URSL-6050 UREA UV SL 53587
URSL-0420 UREA UV SL 53587
URSL-5405 UREA UV SL 53587
URSL-6255 UREA UV SL 53587
URSL-0427 UREA UV SL 53587
URSL-0455 UREA UV SL 53587
URSL-0500 UREA UV SL 53587
URSL-5505 UREA UV SL 53587
URSL-6605 UREA UV SL 53587
URSL-0507 UREAUVSL D, I+1-+9 53587
URSL-M830 UREA J 53567
URSL-5M30 UREA 53587
URSL-6M10 UREA 53587
VITD-0043 VITAMIN D CALIBRATOR SET 54474
VITD-4311 VITAMIN D CALIBRATOR SET 54474
VITD-4312 VITAMIN D CALIBRATOR SET 54474
VITD-4313 VITAMIN D CALIBRATOR SET 54474
VITD4314 VITAMIN D CALIBRATOR SET 54474
VITD-4315 VITAMIN D CALIBRATOR SET 54474
VITD-0049 VITAMIN D CONTROL SET, 54475
VITD-4630 VITAMIN D CONTROL SET 54475
VITD-4730 VITAMIN D CONTROL SET, 54475
VITD-0250 VITAMIN D 54476
VITD-5021 VITAMIN D 54476
VITD-6005 VITAMIN D 54476
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ISO 9001 -NF EN ISO 13485

Zone Industrielle — 61500 SEES — France
Tél. : +33 (0)233 8121 00/Fax:+33(0)233287751

TO WHOM TO BE CONCERNED

We, Seppim S.A.S., manufacturers of Elitech Clinical Systems reagents, having
our factory at Zone Industrielle, 61500 Sées - France, confirm that our clinical reagents have
been validated on Vital Scientific equipment. As such available Elitech Clinical Systems
reagent applications for Vital Scientific instruments are CE-IVD compliant.

Reagents, other than Elitech Clinical Systems reagents, are not validated on Vital Scientific
equipments, and we also can't know the impact of other reagents on Vital Scientifc
equipments.

May 22™, 2012

Noi, subsemnatii Seppim S.A.S., compania producatoare a regentilor Elitech
Clinical Systems, avand fabrica de producere in Zone Industrielle, 61500, Franta, confirmam,
ca reagentii au fost testati si validati pe echipamentele Vital Scientific. Pentru acesti reagenti
existand si protocoale specializate pentru analizatoarele produse de Vital Scientific. Atat
reagentii cat si echipamentele sunt certificate CE-IVD.

Alti reagenti inafara de Elitech Clinical Systems, nu au fost testati si validati la echipamentele
Vital Scientific si noi nu cunoastem compatibilitatea si impactul lor asupra analizatoarelor Vital
Scientific.

22 mai 2012
/ v‘ (
(/’JQ&}_L,C&)“\

Signed on behalf of the manufacturer
Valérie GOURDON

Regulatory Affairs Manager
COMPANY SEPPIM S.A.S

SEPPIM S.A.S

4 rue Auguste Mattin
Zone Industrielle
61500 SEES — FRANCE
Tél. 433 (0)2 3381 2100 - Fax +33 (0)2 332877 51
SIRELT : 318 365 228 00036

Société par actions simplifiée au Capital de 1 219 592.14 €
SIRET 318 365 228 00036 APE 2059Z
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D-Dimer Control

REF 5509 D-Dimer Control H/L

Helena Biosciences Europe, Queensway South, Team Valley Trading
Estate, Gateshead, Tyne and Wear, NE11 0SD, United Kingdom

Tel: +44 (0)191 482 8440
Fax: +44 (0)191 482 8442
Email: info@helena-biosciences.com

Web: www.helena-biosciences.com
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D-Dimer Control
Instructions for use en

INTENDED PURPOSE
The D-Dimer Control H/L kit is intended for use as a quality control material.

D-dimer containing moieties are formed by plasmin degr;adahon of Factor X\Ha cross-linked flbnn Elevated levels of D-dimer are
found in clinical qopdmons such as deep vein thrombosis pulm
coa ulation (DIC) D-dimer levels rise during pregnancy and mgh Ievels are assoclated wnn comp\lcatlons The negative
ictive value of D-dimer for thrombosis is high", although a negative D-dimer does not completely rule out thrombosis.
he Helena Biosciences Europe D-Dimer Control H/L kit contains. plasmas with low and high levels of D-dimer. These lasmas are
for use with the Helena Biosciences Europe latex-enhanced immunoassay methods for D-dimer and should be tested before patient
samples to ensure the satisfactory performance of the assay system.

WARNINGS AND PRECAUTIONS

The reagents contained in this kit are for in vitro diagnostic use only — DO NOT INGEST. Wear appropriate personal protective
equipment when handllng aII kl( components. Refer to the produc( safety declaration for the link to appropriate hazard and

y Dispose of with local regulations.

Blood Froducts have been screened and found negative (unless otherwise stated on the kit box or vial) for the presence of:
Hepatitis B Anti en 5
Hle/v1 anti | antlbody

ant
However (hey should be handled with the same precautions as a human patient sample.
COMPOSITION
Component Content Description Preparation

D-Dimer Control -L 5 x 1 mL (REF 5509)  Each vial contains lyophilised Reconstitute each vial with 1 mL of saline
D-dimer enriched human plasma. solution. Allow to stand for 5 minutes and
mix well before use. Do not shake.

D-Dimer Control-H 5 x 1 mL (REF 5509)  Each vial contains lyophilised Reconstitute each vial with 1 mL of saline
D-dimer enriched human plasma. solution. Allow to stand for 5 minutes and
mix well before use. Do not shake.

Each kit contains instructions for use.
Each kit contains lot specific reference values insert.
ITEMS REQUIRED BUT NOT PROVIDED

REF 5551 /5552 / 5554
REF 5501 /5601

Auto Blue D-Dimer 400
Auto Red D-Dimer 700
STORAGE, SHELF-LIFE AND STABILITY

Unopened vials are stable unm lhe glven expiry date when stored under conditions indicated on the vial or kit label. Reconstituted
vials are stable for 5 days at or 3 moriths at -20°C. Do not freeze / thaw more than once.

SAMPLE COLLECTION AND PREPARATION
Not applicable.
PROCEDURE

Each control should be treated in the same manner as the unknown in with the ir
particular test protocol (REF 5551, 5552, 5554, 5501, 5601).

INTERPRETATION OF RESULTS
Lot specific expected values are provided with each pack of controls. Recalibration may be required if results fall outside quoted
ranges.

outlined in each

LIMITATIONS

The values listed are for use with Helena Biosciences Europe D-dimer procedures only. The use of other D-dimer procedures and
products may lead to erroneous results.

QUALITY CONTROL

Each laboratory should establish a quality control program. Normal and abnormal control Flasmas should be tested prior to each
batch of patient samples, to ensure satisfactory instrument and operator performance. If controls do not perform as expected,
patient results should be considered invalid.

REFERENCE VALUES

Reference values can vary between Iaboratones depending on the techniques and systems in use. For this reason each laboratory
should establish its own reference ranges.

PERFORMANCE CHARACTERISTICS

The following performance characteristics have beer Europe or their i using an
Each Iaboralory shou\d eslabhsh \Is own perlormance data.

Reproduc ity
Intra-assay precision Inter-assay precision
Sample n CV (%) CV (%)
D-Dimer Control - L 35 33 25
D-Dimer Control - H 35 6.4 0.9

BIBLIOGRAPHY

1. Elms MJ et al (1986) Rapid Detection of Cross-Linked Fibrin Degradation Products in Plasma Using Monoclonal Antibody-
Coated Latex Particles, J. Clin. Pathol, 85: 360-64.

2. Declerck PV etal (1 987) Fibrinolytic Response and Fibrin Fragment D-dimer in Patients With Deep Vein Thrombosis,
Thromb. Haemost, 58: 1025-9.

3. Ballegeer V et al (1987) Fibrinolytic Response to Venous Occlusion and Fibrin Fragment D-dimer Levels in Normal and
Complicated Pregnancy, Thromb. Haemost, 58: 1030-2.

4. Hansson PO et al (1994) Can Laboratory Testing Improve Screening Strategies for Deep Vein Thrombosis at an Emergency
Unit?, J. Intern. Med, 235: 143-51.

D-Dimer Control fr
Fiche technique

UTILISATION
Le kit D-Dimer Control H/L est destiné a étre utilisé comme produit de contréle qualité.

Les fragments contenant des D-dimeéres résultent de la dégradation par la plasmine de la fibrine croisée avec le facteur Xllla. On
trouve des concen(ra(l ns elevees de D- dlrneres dans le cadre de palho\o%es glnlques du type thrombose veineuse profonde
(TVP), e Les taux de D-dimeres augmentent pendant la
grossesse e( des taux e\eyes sonl egaTemenl observes en cas de comphcanons La vale r prédictive négative du D-dimere pour
une thrombose est élevée”, bien qu’un résultat négatif n’en écarte pas totalement la possibil

e kit de D-Dimer Control H/L Helena Biosciences Europe contient des plasmas avec des taux faible et élevé de D-dimére. Ces
Blasmas sont destinés a étre utilisés avec les méthodes de dosage immunologique optimisé avec des particules de latex pour le

;‘Jlrpere elt doivent étre testés avant les échantillons patients afin de vérifier que les performances du systéeme de dosage sont
satisfaisantes.

AVERTISSEMENTS ET PRECAUTIONS

Les réactifs du kit sont a usage diagnostique in vitro uniquement — NE PAS INGERER. Porter un équipement de protection
individuelle approprié lors de la manipulation de tous les composants du kit. Consulter la fiche de données de sécurité du produit
pour obtenir le lien vers les phrases de risque et les conseils de prudence le cas échéant. Eliminer les composants conformément
aux églementations locales.

Un déy |stage des produits sangulns a été réalisé et a donné un résultat négatif (sauf indication contraire sur la boite du kit ou sur le
flacon) quant & la présence de

Antigéne de I heFame B (AgHBs)

Anticorps anti-V!

Anticorps anu VIH 2

Anticorps ant C

Cependant, |Is dolven( étre manipulés avec les mémes précautions que celles prises pour les échantillons patients humains.

COMPOSITION

Composant Contient Description Préparation
D-Dimer Control - L 5 x 1 mL (REF 5509) Chaque flacon contient du Reconstituer chaque flacon avec 1 mL de
plasma humain lyophilisé solution ph snologniue Laisser ref
enrichi en D-dimere. minutes et ien mélanger avant util Ilsatlon Ne
pas agiter.
D-Dimer Control -H 5 x 1 mL (REF 5509) Chaque flacon contient du Reconstituer chaque flacon avec 1 mL de
lasma humain lyophilisé solution ph{)smlogliue Laisser ref
enrichi en D-dimere. mlnutes‘ et bien mélanger avant util Ilsa(lon Ne
pas agite

Chaque kit contient une fiche technique.
Chaque kit contient valeurs de référence spécifiques du lot.

MATERIEL NECESSAIRE NON FOURNI

REF 5551/ 5552 / 5554
REF 5501 /5601

Auto Blue D-Dimer 400

Auto Red D-Dimer 700

CONSERVATION, DUREE DE VIE UTILE ET STABILITE

Les flacons non ouverts sont stables jusqu'a la date de péremption indiquée siils sont conservés dans les conditions indiquées sur
I'étiquette du kit ou du flacon. Les flacons de plasma reconstitué sont stables 5 jours entre "2 —"8°C ou 3 moins & -20°C. Ne pas
congeler / décongeler plus d’'une fois.

PRELEVEMENT ET PREPARATION DES ECHANTILLONS

Non applicable.

PROCEDURE

Chague contréle doit étre traité de la méme maniére que I'échantillon & analyser en observant les instructions de chaque protocole
spécifique (REF 5551, 5552, 5554, 5501, 5601).

INTERPRETATION DES RESULTATS

Les valeurs prévues spécifiques du lot sont fournies avec chaque kit de controles. Il est nécessaire de réaliser un nouvel
étalonnage si les résultats se situent hors des plages indiquées.

LIMITES

Les valeurs indiquées ne sont valables que pour les méthodes de dosage du D-dimeére Helena Biosciences Europe. Lutilisation
d’autres protocoles et produits peut conduire & des résultats erronés.

CONTROLE QUALITE
Chague laboratoire doit établir un programme de controle qualité. Les plasmas de controle, normaux et anormaux, doivent étre

testés avant chaque lot d’échantillons patients afin de s’assurer que Tinstrument et I'opérateur offrent des performances
satisfaisantes. Si \es controles ne donnent pas les résultats prévus, les résultats du patient doivent étre considérés comme non

VALEURS DE REFERENCE

Les valeurs de référence peuvent varier d'un laboratoire & I'autre suivant les techniques et les systémes utilisés. C'est pour cette
raison qu'il appartient a chaque laboratoire de déterminer ses propres plages de référence.

CARACTERISTIQUES DE PERFORMANCES

Helena Biodsciences Europe ou ses r ont déterminé les suivantes en utilisant un
e opto-i

Chaque doit établir ses propres donnees de performance.

Précision intra-série Précision inter-séries

Echantillon n CV (%) CV (%)
D-Dimer Control - L 35 33 25
D-Dimer Control - H 35 6,4 0,9

BIBLIOGRAPHIE

1. Elms MJ et al (1986) Rapid Detection of Cross-Linked Fibrin Degradation Products in Plasma Using Monoclonal Antibody-
Coated Latex Particles, J. Clin. Pathol, 85: 360-64.

Declerck PV et al (1987) Fibrinolytic Response and Fibrin Fragment D-dimer in Patients With Deep Vein Thrombosis,

Thromb. Haemost, 58: 1025-9.

Ballegeer V et al (1987) Fibrinolytic Response to Venous Occlusion and Fibrin Fragment D-dimer Levels in Normal and

Complicated Pregnancy, Thromb. Haemost, 58: 1030-2.

Hansson PO et al (1994) Can Laboratory Testing Improve Screening Strategies for Deep Vein Thrombosis at an Emergency

Unit?, J. Intern. Med, 235: 143-51
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D-Dimer Control
Anleitung d e

VERWENDUNGSZWECK
Das D-Dimer Control H/L-Kit ist fiir die Qualitatskontrolle vorgesehen.

Beim Plasmin-Abbau von Fibrin, das durch den Faktor Xllla quervernetzt ist, entstehen D-dimer enthaltende Spaltprodukte. Erhdhte
Konzentrationen von D-dimer werden bei k\\g\schen Zusténden wie tiefer (TVT), Pulmor (PE) und
disseminierter intravasaler Koagulation (DIC) "~ beobachtet D-dimer Werte steigen wahrend der Sghwangerschaft an; hohe Werte
weisen auf Komplikationen hin”. Der negative Prognosewert des D-dimers fiir Thrombose ist hoch”, obwohl ein negatives D-dimer
eine Thrombose nicht volls(andlg ausschlieBen kann.
Das Helena Blosmences Europe D-Dimer Control H/L kit enthélt Plasmen mit niedrigen und hohen D-dimer Werten. Diese Plasmen
zum Gebrauch mit den Helena Biosciences Europe Latex verstdrkten Immunoassay-Methoden fiir D-dimer bestimmt und
sollten vor den Patlentenproben getestet werden, um eine zufrieden stellende Leistung des Test-Systems zu gewahrleisten.

'WARNHINWEISE UND VORSICHTSMASSNAHMEN

Die in diesem Kit enthaltenen r die von in-vitro- vorgesehen. NICHT
VERSCHLUCKEN. Tragen Sie beim Umgan m\t samtlichen Komponemen des K\\s geelgnele Schutzausrustung Beachten Sie
%egebenenialls die Verweise auf entsprechende Gefahren- und

nisorgen Sie die Komponenten gemaB den ortlichen Vorschriften.

Die Blutprodukte wurden untersucht und sind fiir folgende Gene ohne Befund (soweit nicht anderweitig auf der Verpackung oder
den Ampullen angegeben):

Hepatitis-B-Antikorper (HbsAg)

HIV-Antikorper 1

HIV-Antikérper 2

HCV-Antikorper

Sie sind jedoch mit den gleichen Vorkehrungen zu behandeln wie Proben von menschlichen Patienten.

ZUSAMMENSETZUNG

Komponente Inhalt Beschreibung Vorbereitung

D-Dimer Control - L 5x 1 mL (REF 5509)  Jedes Flaschchen emhalt Jedes Flaschchen mit 1 mL Kochsalzlésung
Iyophilisiertes, D -dime rekonstituieren. 5 Minuten stehen lassen

und vor gut mischen. Nicht
schtteln.
D-Dimer Control -H 5 x 1 mL (REF 5509) iJede aschchen enthlt Jedes Flaschchen mit 1 mL Kochsalzldsung
lyop!

ertes, D-dimer rekonstituieren. 5 Minuten stehen lassen
i L ut mischen. Nicht

schitteln.
Jedes Kit enthélt eine Gebrauchsanweisung.
Jedes Kit enthalt chargenspezifischen Referenzwerten.
ERFORDERLICHE, ABER NICHT MITGELIEFERTE ARTIKEL

REF 5551 / 5552 / 5554
REF 5501 /5601

Auto Blue D-Dimer 400
Auto Red D-Dimer 700

LAGERUNG, HALTBARKEIT UND STABILITAT
Un edffnete Flaschchen sind unter den au! Verpackung oder
stat

—*8°C 5 tage oder bei -20°C 3 Mona(e stabil. Nlch( mederho( einfrieren

! auftauen

PROBENENTNAHME UND VORBEREITUNG
Entfallt.

VORGEHENSWEISE

Jede Kontrolle sollte gemaB den Anleitungen der einzelnen Testprotokolle wie unbekannte Probe behandelt werden (REF 5551,
5552, 5554, 5501, 5601).

INTERPRETATION DER ERGEBNISSE

Chargenspezifische Normalwerte sind in jeder Packung mit Kontrollen enthalten. Liegen die Ergebnisse auBerhalb des
angegebenen Bereichs, kann eine erneute Kalibration erforderlich sein.

EINSCHRANKUNGEN

Die aufgelisteten Werte gelten nur mit den Helena Biosciences Europe D-dimer Verfahren. Andere D-dimer Verfahren und Produkte
konnen falsche Ergebnisse liefern.

QUALITATSKONTROLLE

Jedes Labor muss fiir eine eigene Qualitatskontrolle sorgen. Normale und pathologische Kontrollplasmen missen vor jeder
Testreihe mit Patienten) roben getestet werden, um eine zufrieden stellende Gerdtleistung und Bedienung zu gewéhrleisten. Liegen
die des sind die Patientenergebnisse nicht zu verwenden.

REFERENZWERTE

Referenzwerte konnen je nach Technik und verwendetem System von Labor zu Labor unterschiedlich sein. Aus diesem Grund
sollte jedes Labor seinen eigenen Referenzwertbereiche erstellen.

LEISTUNGSMERKMALE

Die folgenden Leistungseigenschaften wurden von Helena Biosciences Europe oder in ihrem Auftrag mit einem optomechanischen
Gerinnungsgerat ermittelt. Jede Labor muss seine eigenen Werte ermitteln.

Reproduzierbarkeit
Intra-assay-Prazi Inter-assay-Prazi
Probe n CV (%) CV (%)
D-Dimer Control - L 35 33 25
D-Dimer Control - H 35 6,4 09

LITERATURVERZEICHNIS

1. Elms MJ et al (1986) Rapid Detection of Cross-Linked Fibrin Degradation Products in Plasma Using Monoclonal Antibody-
Coated Latex Particles, J. Clin. Pathol, 85: 360-64.

2. Declerck PV et al (1987) Fibrinolytic Response and Fibrin Fragment D-dimer in Patients With Deep Vein Thrombosis,
Thromb. Haemost, 58: 1025-9.

3. Ballegeer V et al (1987) Fibrinolytic Response to Venous Occlusion and Fibrin Fragment D-dimer Levels in Normal and
Complicated Pregnancy, Thromb. Haemost, 58: 1030-2.

4. Hansson PO et al (1994) Can Laboratory Testing Improve Screening Strategies for Deep Vein Thrombosis at an Emergency
Unit?, J. Intern. Med, 235: 143-51



D-Dimer Control |t
Istruzioni per 'uso

SCOPO PREVISTO
Il kit D-Dimer Control H/L & concepito per I'uso come materiale di controllo qualita.

Le frazioni contenenti il D-dimero si formano in seguito alla degradazione, da parte della plasmina, della fibrina stabilizzata dal
fattore Xllla. Livelli elevati di D- dlmero sono stati riscontrati in condw;wgm cliniche quali la trombosi venosa profonda (DVT), I'embolia
ela 0! DIC | livelli di D-dimero aumentano durante la gravpanza e livelli
molto elevati sono associati a compllcazlom Il valore predlmvo negallvo del D-dimero relativo alla trombosi & elevato®, sebbene un
D-dimero negativo non escluda complelamenle la trombosi
Il kit di D-Dimer Control H/L di Helena Biosciences Europe contiene plasmi con livelli ridotti ed elevati di D-dimero. Questi plasmi
sono destinati ad essere utilizzati con i metodi di immunodosaggio al lattice di Helena Biosciences Europe per il D-dimero e devono
essere testati prima dei campioni dei pazienti, per garantire le prestazioni soddisfacenti del sistema di dosaggio.

AVVERTENZE E PRECAUZIONI

| reagenti conlenuh |n questo kit sono deshnah escluswamente alla dlagnoshca in vitro - NON INGERIRE. Indossare un’adeguata

prof dure tutti i componenti del kit. Per conoscere i relativi simboli precauzionali
e di pericolo, \addove pertinente, fare nfenmemo Ol dichiarazione i siurezza del prodotto. Smaltire i componenti conformemente
alle normative locali vigenti.

| prodotti ematici sono stati sottoposti a screening e trovati negativi (salvo diversa indicazione sulla confezione del kit o sulla fiala)
per la presenza di:

Antigene dell epame B (HbsAg)

Anticorpo HI

Anticorpo HIV 2

Anticorpo HCV

Questi prodotti devono tuttavia essere manipolati con le stesse misure precauzionali adottate per un campione paziente umano.

COMPOSIZIONE

Componente Contiene Preparazione
D-Dimer Control - L 5 x 1 mL (REF 5509) Ognl flacone contiene Ricostituire ogni flacone con 1 mL di soluzione
lasma umano arricchito con  fisiologica. Lasciare riposare per 5 minuti e
-dimero liofilizzato. miscelare bene prima dell'uso. Non scuotere.
D-Dimer Control -H ~ 5x 1 mL (REF 5509)  Ogni flacone contiene Ricostituire ogni flacone con 1 mL di soluzione
isma umano arricchito con fisiologica. Lasciare riposare per 5 minuti e
-dimero liofilizzato. miscelare bene prima dell'uso. Non scuotere.

Ogni kit contiene un Istruzioni per I'uso.
Ogni kit contiene un inserto recante i valori di riferimento specifici per il lotto.

MATERIALI NECESSARI, MA NON IN DOTAZIONE

REF 5551 /5552 / 5554
REF 5501 / 5601

Auto Blue D-Dimer 400
Auto Red D-Dimer 700
CONSERVAZIONE, VITA UTILE E STABILITA

| flaconi non aperti sono stabili fino alla data di scadenza indicata se conservati nelle condizioni riportate sul flacone o sull'etichetta
del kit. | flaconi ricostituiti sono stabili per 5 giorni a *2 —*8°C o 3 mesi a -20°C. Non congelare / decongelare pit di una volta.

RACCOLTA E PREPARAZIONE DEI CAMPIONI
Non applicabile.
PROCEDURA

Ogni controllo deve essere trattato seguendo la stessa procedura adottata per il campione non noto, conformemente alle istruzioni
riportate in ciascun protocollo di test specifico (REF 5551, 5552, 5554, 5501, 5601).

INTERPRETAZIONE DEI RISULTATI

| valori previsti si)ecmcw per il lotto vengono forniti con ciascuna confezione di controlli. Pud essere necessario eseguire una
ricalibrazione qualora i risultati fuoriescano dai range indicati.

LIMITAZIONI

I valori elencati sono destinati ad essere utilizzati esclusivamente con le procedure per D-dimero di Helena Biosciences Europe.
Lutilizzo di altri prodotti e procedure per il D-dimero pud portare a risultati errati.

CONTROLLO QUALITA

Ogni laboratorio deve definire un programma di controllo qualita. | plasmi di controllo normali e anormali devono essere testati prima
di‘ogni lotto di campioni di pazienti, per garantire un livello prestazionale soddisfacente sia per quanto riguarda lo strumento che per
I'operatore. Qualora i controlli non funzionassero come previsto, i risultati relativi ai pazienti dovranno essere considerati non validi.
VALORI DI RIFERIMENTO

Per la sicurezza del paziente & necessario che il sistema sia
ciascun laboratorio dovra elaborare i propri range di riferimento.

CARATTERISTICHE PRESTAZIONALI

Le seguenti caratteristiche prestazionali sono state determinate da Helena Biosciences Europe o dai propri rappresentanti con
I'utilizzo di uno strumento di coagulazione opto-meccanico. Ciascun laboratorio dovra pertanto elaborare i propri dati prestazionali.

Riproducibilita

daun qualificato. Per tale motivo

Precisione intra-dosaggio Precisione tra i dosaggi

Campione n CV (%) CV (%)
D-Dimer Control - L 35 33 25
D-Dimer Control - H 35 6,4 0,9
BIBLIOGRAFIA

1. Elms MJ et al (1986) Rapid Detection of Cross-Linked Fibrin Degradation Products in Plasma Using Monoclonal Antibody-
Coated Latex Particles, J. Clin. Pathol, 85: 360-64.

Declerck PV et al (1987) Fibrinolytic Response and Fibrin Fragment D-dimer in Patients With Deep Vein Thrombosis,

Thromb. Haemost, 58: 1025-9.

Ballegeer V et al (1987) Fibrinolytic Response to Venous Occlusion and Fibrin Fragment D-dimer Levels in Normal and

Complicated Pregnancy, Thromb. Haemost, 58: 1030-2.

Hansson PO et al (1994) Can Laboratory Testing Improve

Unit?, J. Intern. Med, 235: 143-51.
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D-Dimer Control
Instrucciones de uso €S

USO PREVISTO
El uso previsto del kit D-Dimer Control H/L es como material de control de calidad.

Los fragmentos que contienen dimero D se forman por la accion de la plasmina al degradar la fibrina estabilizada por el factor Xllla
Niveles elevados de dimero D pueden observarse en patologias chmcas t§|§s como la trombosis venosa profunda (DVT), el
embolismo pulmonar (PE) y la coagulacion intravascular dlsergmada (DI Los niveles de dimero D aumentan durante el
emgarazc estando asociados los niveles altos a negativo de dimero-D para trombosis es
alto”, aunque un dimero-D neﬁ_anvo no descarta completamente la’ (rombosls

El Kit de D-Dimer Control H/L de Helena Biosciences Europe contiene plasmas con niveles altos y bajos de dimero-D. Estos
plasmas_sirven para utilizarse con los métodos de inmunoanalisis mejorados con latex de Helena Biosciences Europe para
dimero-D y deben probarse ante muestras de paciente para un del sistema de analisis.

ADVERTENCIAS Y PRECAUCIONES
Los reactivos que contiene este kit son sélo para uso de diagnostico in vitro: NO INGERIR. Lleve el equipo de proteccion personal

adecuado cuando utilice lcudcus los componentes del kit. Consulte la declaracion de seguridad del producto para saber mas sobre
y riesgo. Desechar los conlasr locales.

La sangre se ha sometido a pruebas que han resultado negativas (a menos que se indique lo contrario en la caja del kit o en el vial)
de la presencia de:

Antigeno de la hepatitis B (HbsAg)

Anticuerpos del VIH 1

Anticuerpos del VIH 2

Sin embargo, deben manipularse con las mismas precauciones que una muestra de un paciente.
COMPOSICION

Componente Contiene Descripcion Preparacién

D-Dimer Control-L  5x 1 mL (REF 5509)  Cada vial contiene plasma Reconstituir cada vial con 1 mL de solucion
humano enriquecido con salina. Dejar reposar durante 5 minutos y
dimero-D liofilizado. mezclar bien antes de usar. No agitar.

D-Dimer Control-H 5 x 1 mL (REF 5509)  Cada vial contiene plasma Reconstituir cada vial con 1 mL de solucion
humano enriquecido con salina. Dejar reposar durante 5 minutos y
dimero-D liofilizado. mezclar bien antes de usar. No agitar.

Cada kit contiene instrucciones de uso.
Cada kit contiene valores de referencia especificos insertados del lote.
ARTICULOS NECESARIOS NO SUMINISTRADOS

Auto Blue D-Dimer 400
Auto Red D-Dimer 700

REF 5551 /5552 / 5554

REF 5501 /5601

ALMACENAMIENTO, CADUCIDAD Y ESTABILIDAD
Los viales no abiertos son estables hasta la fecha de caducidad indicada cuando se conservan en las condiciones indicadas en el
vial o en la etiqueta del kit. Los viales reconstituidos permanecen estables durante 5 dias a *2 —*8°C, 0 3 meses a -20°C. No
congelar / descongelar mas de una vez.

RECOGIDA Y PREPARACION DE LAS MUESTRAS

No aplicable.

PROCEDIMIENTO

Cada control debe tratarse de la misma forma que la muestra desconocida, de acuerdo con las instrucciones indicadas en cada
protocolo de prueba concreto (REF 5551, 5552, 5554, 5501, 5601).

INTERPRETACION DE LOS RESULTADOS

KoHTponb KayecTBa BbICOKUWA U HU3KUI ANA TECT-CUCTEM

"O-aumep” ru

VHCTPYKLUWA

HA3HAYEHUE

Komnnekt D-Dimer Control H/L npeaHasHayeH fif MCroNb30BaHNA B KAYECTBE MATEpUaNa AIA KOHTPONA KAYecTea.

YacTuubl, copepxawwe [-aumep, o6pasyloTcA nyTem pacnaga nnasmmuHa hubpuHa, nepekpecTHo ceAsaHHoro daxtopom Xllla.

ToBbIWEHHbBIE YPOBHM CONEPXAHMA [-AvMepa B TaKm , KaK TPOMGOS [TYOOKMX BeH

(TrB), nieroyHan ambonua  (JI3) u  cuHapom i i koarynaumm (COBK)™".  YposHy
BO BPeMA GepeMeHHOCTY; BI:ICQKMe ypoem COAGPXaHA CONYTCTBYIOT OCIIOKHEHMAM".

I'pornocmwocm OTPULATENLHOTO pesynbTaTa [l-aMMEpa AR TPOMGO3A BLICOKAR', XOTA OTPULATEMbHbI MOKa3aTens

D-nwme§a He MOMNHOCTHIO UCKIoYaeT TPOMGO3.

Habop KoHTpona kauecTBa BbICOKWMA U HU3KWIA ANA TecT-cucTem "[-aumep" coaepxuT nnasMb\ C HUBKMM U BbICOKMM ypoBHeM

[-aumepa. 311 nnasms! anA c NIATEKCHbIM

Biosciences Europe anA [l-mvmepa M AOMKHbI MOABEPraTbCA aHanuay nepen obpasuamu naumemoe 4TOGbI oﬁecnewm‘b

YAOBNETBOPUTENBHYIO PAGOTY TECT-CUCTEM.

NPEAYNPEXAEHUA U MEPbI MPEAOCTOPOXXHOCTHU
Copiepalumecn B ;aHHOM HaGope peareHTbl npennaanaweuhl TONLKO ANA in vitro anarHocTnku— HE MPUHWUMATbL BHYTPb! Mpu

pa6oTe co BCeMM Tamn Habopa b COOTBETCTBYIOWUME CPEACTBA WHAMBWAYanbHOM 3awuTbl. B cnyyae
HEOGXOAMMOCTY CM. CBMAETENCTBO O GE30MACHOCTV U3AENVA ANA C COOTBETCT or onacHoro
BO3AEICTBIA N CBEAGHUAMN O Mepax MPeAoCTOPOXHOCTU.  YAaneHue TOB B OTXOAbI e B c

MeCTHbIMV Npasunamm.

MpenapaTbl KPOBW GbiNM NOABEPrHYTHI CKPUHMHTY M MoKasanu OTpuuaTeNbHbIA pesynbTar (ecnn Ha Kopobke, B KOTOPYtO
YMaKOBaH KOMMIEKT MAV Ha NPOBIPKE HE YKA3aHO MHOE) Ha:
AHTUreH K renatuty B (HbsAg)

AnTuTena k B4 1

AnTtuTena k BUY 2

AHTUTena K BUpYCY renatuta C (HCV,

TeM He MeHee C HUMM CneayeT o6palaThC, Te xe Mepbl , 4TO 11 MpK c
MOMNYHYEHHBIM OT YeroBeKa.
COCTAB
KomnoHeHT C [o] MpuroTtoBnexue
KoHTponb Huakuii «[-Aumep» 5x1mn (Kat. Ne 5509) B kaxpaoi amnyne BoccTaHosuTte Ka)«ny»o amnyny
COAEPXKUTCA C MomowLbio 1 M
wecwro pacTsopa.
nnasma KpoBu Yenoseka, OcrasbTe Ha 5 MUHYT N
o6oraweHHan [1-anmepom. XOpOLUO NepemeLlanTe nepen,
vcronb3osanmem. He
BCTPAXMBANTE.
KoHTponb BuicokMii «[-Avmep» 5 x 1 mn (KaT. Ne 5509) B kaxoit amnyne BOCCTaHOBUTE Kaxaylo amnyny
CORePXNTCA C nomowbio 1 Mn
b V4ECKOro pacTBopa.
nnaama KpoBY Yesnoseka, OcTasbTe Ha 5 MUHYT 1
o6oraweHHan [1-aumepom. XOPOLUO nepemelainTe nepen
vcronb3osanmem. He
BCTpAXMBAIATE.
B Kaaom HaBope COAEePXKMTCA UHCTPYKLMA MO MPUMEHEHMIO.
B kaxxaom Habope conepxuTtca C 3TanoHHbLIMN , or ANA [aHHO NapTUW NPoAyKTa.

HEOBXOAUMbIE KOMMOHEHTbI, HE BKJ/TIOYEHHBIE B KOMMJIEKT NOCTABKU

Kart. Ne 5551 / 5552 / 5554
Kat. Ne 5501 / 5601

Tect-cuctema "AsTo Cuhnin [I-aumep 400"
Tect-cuctema "AsTo KpacHblii [I-aumep 700"

XPAHEHME, CPOK FOAHOCTU U YCTONYMBOCTb
HeECKprTbIe amnynbl coxpanmor CTabWbHOCTb 10 MCTEYEHWA YKAa3aHHOrO CpokKa FOAHOCTW Mpu_ COGMIOAEeHAN YCNoBWi

Se facilitan los valores esperados especificos de lote con cada paquete de controles. Puede ser necesaria una nueva calil ion si
los resultados no estan dentro de los intervalos mencionados.

LIMITACIONES

Los valores se apl Gni tos de dimero-D de Helena Biosciences Europe. El uso de otros
procedimientos y prcuduclos de dlmeru D puede conllevav resultados erréneos.

CONTROL DE CALIDAD

de control de calldad Los plasmas de control normales y anormales deben
estudiarse antes de cada lote de muestras del paciente, para asegurar adecuado del ir y el operador.
Si los controles no se realizan como se esperaba, los resultados del paclente deben considerarse invalidos.

VALORES DE REFERENCIA

Los valores de referencia pueden variar entre los laboratorios dependiendo de las técnicas y sistemas usados. Por esta razon,
cada laboratorio debe establecer sus propios intervalos de referencia.

CARACTERISTICAS FUNCIONALES

Las siguientes caracteristicas de rendimiento han sido i por Helena Bi Europe o sus representantes usando
un de Pt Cada debe sus propios datos de rendimiento.

Reproductibilidad

Precision intra-ensayo Precision inter-ensayo

Muestra n CV (%) CV (%)
D-Dimer Control - L 35 33 25
D-Dimer Control - H 35 6,4 0,9
BIBLIOGRAFIA

1. Elms MJ et al (1986) Rapid Detection of Cross-Linked Fibrin Degradation Products in Plasma Using Monoclonal Antibody-
Coated Latex Particles, J. Clin. Pathol, 85: 360-64.

2, Declerck PV et al (1987) Fibrinolytic Response and Fibrin Fragment D-dimer in Patients With Deep Vein Thrombosis,
Thromb. Haemost, 58: 1025-9.

3. Ballegeer V et al (1987) Fibrinolytic Response to Venous Occlusion and Fibrin Fragment D-dimer Levels in Normal and
Complicated Pregnancy, Thromb. Haemost, 58: 1030-2.

4. Hansson PO et al (1994) Can Laboratory Testing Improve Screening Strategies for Deep Vein Thrombosis at an Emergency
Unit?, J. Intern. Med, 235: 143-51.

STVIKETKE amnysbl WM HaBopa, BOCCTAHOBNIEHHbIE aMMY/Tbl COXPAHAIOT CTAGMNBHOCTL B TeUeHNe 5
,nHeM npm 1eMnepa1ype ‘2 —*8°C, unu 3 mecAua — npu Temnepatype -20°C. He 3amopaxvsaiiTe / pacTannvsaite 6onee ofHOro
pas:

OTBEOP U NOArOTOBKA OEPA3LIOB

He npumerumo.

MPOLIEAYPA

C kaxablM KOHTponem cneayeT obpalwartbCA Tak e, Kak C HeU3BeCTHbIM 06pasuLoM B COOTBETCTBUM C MHCTPYKLMAMM,
yKa3aHHbIMU B K&X/A0M OTAE/IbHOM NPOTOKONE aHannsa (REF 5551, 5552, 5554, 5501, 5601).

WHTEPNPETALMA PE3Y/IbTATOB

C kaxpaon i1 KOHTponemn pesynbTarbl, ANA AaHHoW napTtuu. Ecnmn
pesynbTaThl BbIXOAAT 38 yKa3aHHble HDEﬂeﬂbl Mo*er norpeﬁosarbc;l noBTOpHaA KanbpoBka.
OrPAHUYEHUA
anA Toni ¢ A-anm Helen
Europe. U Apyrux ch POM 1 nponynos MOXET NpUBECTU K OI.I.IMGOHH}:IM peayanaTaM

KOHTPOJIb KAYECTBA

B Kaxz0ii naBopaTopuy AOMKHa BbITh YCTAHOBNEHa NPOrpamMMa KOHTPONA KavecTsa. Mepea Kaxaol napTueil Npob nauneHTos
cnepyeT  NpoaHanMavpOBaTb — HOPMA/IbHYIO  KOHTPOJIbHYIO  MNa3My U KOHTPONb-MAToNorvio,  4ToGbl  06ecnequnTs
YAOB/IETBOPUTENbHYIO PaGOTy MHCTPYMEHTA W onepatopa. ECNM KOHTPONM AECTBYIOT He TaK, Kak OXWAAnoCh, pesynbTartel
aHaNM30B NPO6 NALMEHTOB CAIEYeT CYMTATb HEBEPHBIMMA.

HOPMAJIbHBIE MOKA3ATENN

OTanoHHbIe 3HaYEHNA MOTYT PasNyaTLCA B PA3NIIHbIX 1aGOPATOPMAX B 3aBMCMMOCTM OT MCMOL3YEMbIX METOAVMK 1 chcTem. B
CBA3Y C 3TUM KaxKaan N1abopaTopuA [IOMXKHA YCTAHOBUTL CBOM COGCTBEHHBINA AMANa3oH HOPMasbHBIX 3HAUEHNIA.

SKCNNYATALUNOHHBIE XAPAKTEPUCTUKKN

KomnanuA XeneHa wnv eé AUCTPUGHLIOTOPbI ONPeAeN NN Cneayiolwme OpUEHTVPOBOYHbIE aHaIMTUYEcKNe XapaKTepucTUKM.
Kaxnan 1a6opaTopuA AOMKHA ONPEAENUTEL CBOM COOCTBEHHbIE aHANNTUHECKIME XapaKTepUCTUKIA.

Mpy  MCMONb30BaHMM  ONTUKO-MEXaHUYECKOro KoarynomeTpa MW peareHToB XeneHa Obiv  onpedeneHbl  cneaylowme
KoahchuumeHTb Bapuauum (CV):

W3yuenune nosTopAemMocTn

BHyT Byt
CX0AUMOCTL €X0AUMOCTL
O6pazey Yucno CV (%) CV (%)
o6pasyos
KoHTponb Huakwii «[-Aumep» 35 33 25
KoHTponb Bbicokuit «[1-fumep» 35 6,4 0,9

JIUTEPATYPA
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2. Declerck PV et al (1987) Fibrinolytic Response and Fibrin Fragment D-dimer in Patients With Deep Vein Thrombosis,
Thromb. Haemost, 58: 1025-9.

3. Ballegeer V et al (1987) Fibrinolytic Response to Venous Occlusion and Fibrin Fragment D-dimer Levels in Normal and
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4. Hansson PO et al (1994) Can Laboratory Testing Improve Screening Strategies for Deep Vein Thrombosis at an Emergency
Unit?, J. Intern. Med, 235: 143-51.
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Auto Blue D-Dimer 400 en
Instructions for use

INTENDED PURPOSE

The Auto Blue D-Dimer 400 kit is intended for carrying out immunoturbidimetric based haemostasis
assays.

D-dimer containing moieties are formed by plasmin degradation of factor Xllla cross-linked fibrin.
Elevated levels of D-dimer are found in clinical conditions such as deep vein thromb05|s (DVT),
pulmonary embolism (PE) and disseminated intravascular coagulation (DIC) Laboratory
measurements of fibrin degradation products, including D-dimer, have sigmflcance in the initial
assessment of these conditions.

Auto Blue D-Dimer 400 is a turbidimetric assay that utilises antibody coated latex particles. In the
presence of D-dimer, the particles aggregate and turbidity increases. The increase in scattered light is
proportional to the amount of D-dimer in the sample. The latex particles are coated with a monoclonal
antibody that reacts with fibrin D-dimer or fragment D of fibrin. The antibody has no cross reactivity with
flbrlnogen This allows for the determination of D-dimer in human plasma. Auto Blue D-Dimer 400 is an
immunoturbidimetric assay used for the quantitative determination of the fibrin degradation products that
contain D-dimer in human plasma.

WARNINGS AND PRECAUTIONS

The reagents contained in this kit are for in vitro diagnostic use only — DO NOT INGEST. Wear
appropriate personal protective equipment when handling all kit components. Refer to the product safety
declaration for the link to appropriate hazard and precautionary statements where applicable. Dispose of
components in accordance with local regulations.

Blood products have been screened and found negative (unless otherwise stated on the kit box or vial)
for the presence of:

Hepatitis B Antigen (HbsAg)

HIV 1 antibody HIV 2 antibody

HCV antibody

However they should be handled with the same precautions as a human patient sample.

COMPOSITION

Important: The reagents are lot-specific. Lots are not interchangeable.

Reproducibility

Intra-assay precision Inter-assay precision

Sample n D-dimer (ng/mL) CV (%) D-dimer (ng/mL) CV (%)
High 42 1680 2.54 1622 1.21
Low 42 387 5.31 384.55 0.84

Auto Blue D-Dimer 400 is insensitive to the following substances: haemoglobin (up to 4 g/L), bilirubin (up
to 0.1 g/L), triglycerides (up to 2.5 g/L), low molecular weight heparin (up to 100 U/mL), and
non-fractionated heparin (up to 100 U/mL).
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3. Hansson PO et al. (1994) Can laboratory testing improve screening strategies for deep vein
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4. Holvoet P et al. (1989) Binding properties of monoclonal antibodies against human fragment
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Auto Blue D-Dimer 400 fr
Fiche technique

UTILISATION

Le kit Auto Blue D-Dimer 400 est destiné a la réalisation des analyses de I'hémostase par
immunoturbidimétrie.

Les fragments contenant des D-dimeres résultent de la dégradation par la plasmine de la fibrine croisée
avec le facteur Xllla. On trouve des concentrations élevées de D-diméres dans le cadre de pathologies
cliniques du type thrombose velneuse profonde (TVP), embolie pulmonaire (EP) et coagulation
intravasculaire disséminée (CIVD) . Les mesures en laboratoire des produits de dégradation de la
fibrine, y compris les D-diméres, sont importantes pour la premiére détermination de ce type de
pathologies.

Auto Blue D-Dimer 400 est une méthode turbidimétrique utilisant des particules de latex chargées
d'anticorps. En présence de D-diméres, les particules s'agrégent et la turbidité augmente. L'augmentation
de la lumiere diffusée est proportionnelle a la quantité de D-dimeres dans un échantillon. Les particules
de latex sont tapissées d'anticorps monoclonaux qui reaglssent aux D-dimeres de la fibrine ou au
fragment D de la fibrine. L'anticorps n'a aucune réactivité croisée avec le flbrlnogene Cela permet la
détermination des D-dimeres dans le plasma humain. Auto Blue D-Dimer 400 est une méthode
immunoturbidimétrique utilisée pour la détermination quantitative des produits de dégradation de la fibrine
contenant des D-dimeéres dans du plasma humain.

AVERTISSEMENTS ET PRECAUTIONS

Les réactifs du kit sont & usage diagnostique in vitro uniquement — NE PAS INGERER. Porter un
équipement de protection individuelle approprié lors de la manipulation de tous les composants du kit.
Consulter la fiche de données de sécurité du produit pour obtenir le lien vers les phrases de risque et les
conseils de prudence le cas échéant. Eliminer les composants conformément aux églementations
locales.

Un dépistage des produits sanguins a été réalisé et a donné un résultat négatif (sauf indication contraire
sur la boite du kit ou sur le flacon) quant a la présence de :

Antigéne de I'hépatite B (AgHBs)

Anticorps anti-VIH 1

Anticorps anti-VIH 2

Anticorps anti-VHC

Cependant, ils doivent étre manipulés avec les mémes précautions que celles prises pour les
échantillons patients humains.

COMPOSITION

Important: Les réactifs sont spécifiques & chaque lot. Les lots ne sont donc pas interchangeables.

Composant  Contient Description Préparation
D-Dimer 1x 3 mL (REF 5551) Particules de latex Prét a I'emploi. Le latex peut former
Blue Latex 2x 3 mL (REF 5552) chargées d'anticorps des sédiments lorsqu'il est stocké.
4 x 3 mL (REF 5554) monoclonaux anti-D- Bien mélanger avant utilisation.
diméres.

D-Dimer 1 x 7 mL (REF 5551
Blue Buffer 2 x 7 mL (REF 5552
4 x 7 mL (REF 5554

Contenant tampon et Prét a I'emploi.
des conservateurs.

Component Content Description Preparation

D-Dimer Blue 1x3 mL (REF 5551) Latex particles Ready to use. The latex may

Latex 2 x3 mL (REF 5552) coated with sediment during storage. Mix
4 x 3 mL (REF 5554)  anti-D-dimer thoroughly before use.

monoclonal antibody.

D-Dimer

D-Dimer
Calibrator

)
)
)
1 x 7 mL (REF 5551)

)
2 x 7 mL (REF 5554)

1x 1 mL (REF 5551)
1 x 1 mL (REF 5552

Contenant tampon et
des conservateurs.

Plasma humain
lyophilisé enrichi en

Prét a I'emploi.

Reconstituer chaque flacon du
calibrateur approprié avec 1,0 mL

D-Dimer Blue 1 x7 mL (REF 5551)  Containing buffer Ready to use.
Buffer 2 x7 mL (REF 5552) and preservatives.
4 x 7 mL (REF 5554)
D-Dimer 1x7 mL (REF 5551)  Containing buffer Ready to use.
Diluent 1x7mL (REF 5552) and preservatives.
2 x 7 mL (REF 5554)
D-Dimer 1x 1 mL (REF 5551) Lyophilised human Reconstitute each vial of the
Calibrator 1x1mL (REF 5552) plasma enriched with  appropriate calibrator with 1 mL of
2 x 1 mL (REF 5554) D-dimer. D-Dimer Diluent. Swirl gently. Allow

to stand for 15 minutes for complete
dissolution and mix well before use.

Each kit contains instructions for use.
Each kit contains lot specific reference values insert.

ITEMS REQUIRED BUT NOT PROVIDED

Analyser operable at 350-600 nm.
Helena Biosciences Europe supplies the following controls available for use with this product:

REF 5509 D-Dimer Control H/L
The reagents contained in these kits are also available as separate items:

REF 32097SA
REF 32096SA

D-Dimer Calibrator
D-Dimer Diluent

STORAGE, SHELF-LIFE AND STABILITY

Unopened reagents are stable until the given expiry date when stored under conditions indicated on the
vial or kit label.

D-Dimer Blue Latex ~ Once opened, the reagent is stable for 4 weeks at *2 —*8°C or 2 weeks at *20°C.
D-Dimer Blue Buffer ~ Once opened, the reagent is stable for 4 weeks at *2 —*8°C or 2 weeks at *20°C.
D-Dimer Diluent Store at *2 —*8°C and use within 4 weeks of opening.

D-Dimer Calibrator Once reconstituted, the reagent is stable for 12 hours at *4 —*25°C.

SAMPLE COLLECTION AND PREPARATION

Plastic or siliconised glass should be used throughout. Blood (9 parts) should be collected into 3.2% or

3.8% sodlum citrate anticoagulant (1 part). Separate plasma after centrifugation at 1500 x g for 15

minutes®. Plasma should be kept at 2 —*8°C or *18 —*24°C. Testing should be completed within 24 hours

of sample collection, or plasma can be stored frozen at -20°C or -70°C for 24 months®. Thaw quickly at
*37°C prior to testing. Do not keep at *37°C for more than 5 minutes.

PROCEDURE

Preparation of Standard Curve

Use the lot-specific value for D-Dimer Calibrator to determine the exact D-dimer concentration in each
standard dilution. Users must construct a standard curve each time a new kit lot is used, after any
instrument change or service, or every 6 months, and if D-Dimer Control H/L (REF 5509) is assayed out
of range.

Automated Method

Refer to the appropriate instrument operator manual for detailed instructions or contact Helena
Biosciences Europe for instrument specific application guides.

INTERPRETATION OF RESULTS

The test should be used in conjunction with clinical observations and results of other laboratory tests.
Elevated levels are found in patients with confirmed DVT, PE, DIC and trauma'™®. D-dimer levels rise
during pregnancy and high levels are associated with compllcatlons The results may be reported either
in D-dimer units or in fibrinogen equivalent units (FEU); 1 ng/mL of D-dimer is equivalent to approximately
2 ng/mL of FEU, however, a more accurate conversmn factor, originating from the Fibrinogen/D-dimer
weight ratio of 340 kDa/195 kDa, would be 1. 748,

LIMITATIONS

Presence of rheumatoid arthritis factor may result in false-positive results (influence not quantified).
Results from patients with heterophilic antibody should be interpreted with caution since this test kit
contains mouse antibodies and interference may occur resulting in falsely elevated or decreased values.
Turbid or opalescent plasma may cause erratic results and should be interpreted with caution.

QUALITY CONTROL

Each laboratory should establish a quality control program. Normal and abnormal control plasmas should
be tested prior to each batch of patient samples, to ensure satisfactory instrument and operator
performance. If controls do not perform as expected, patient results should be considered invalid. It is
recommended that the D-dimer low control and D-dimer high control are assayed at regular intervals in
order to ensure consistent assay results. If the D-Dimer Control H/L result deviates from the D-dimer
concentration given in the lot-specific Instruction for Use, a new standard curve should be constructed.

REFERENCE VALUES

The concentration of D-dimer in any given specimen may differ from the concentration determined using
D-dimer assays from different manufacturers. Reference values can vary between laboratories depending
on the techniques and systems in use. For this reason each laboratory should establish its own reference
ranges.

PERFORMANCE CHARACTERISTICS

The following performance characteristics have been determined by Helena Biosciences Europe or their
representatives using a photo-optical coagulation instrument. The user should establish product
performance characteristics for the specific instrumentation used.

(
(
(
(
Diluent 1x 7 mL (REF 5552
(
(
(
(

)
2x 1 mL (REF 5554) D-diméres. D-Dimer Diluent. Agiter doucement.

Attendre 15 minutes jusqu’a
dissolution totale et bien mélanger
avant d'utiliser.

Chaque kit contient une fiche technique.
Chaque kit contient valeurs de référence spécifiques du lot.

MATERIEL NECESSAIRE NON FOURNI

Analyseur de fonctionner & 350-600 nm.
Helena Biosciences Europe distribue les contréles suivants a utiliser avec ce produit:

REF 5509 D-Dimer Control H/L
Les réactifs du kit sont aussi disponibles séparément:

REF 32097SA
REF 32096SA

D-Dimer Calibrator
D-Dimer Diluent
CONSERVATION, DUREE DE VIE UTILE ET STABILITE

Les flacons de réactif non ouverts sont stables jusqu'a la date de péremption indiquée s’ils sont
conservés dans les conditions indiquées sur I'étiquette du kit ou du flacon.

D-Dimer Blue Une fois ouvert, le réactif est stable 4 semaines entre *2 —*8°C ou 2 semaines &
Latex *20°C

D-Dimer Blue Une fois ouvert, le réactif est stable 4 semaines entre *2 —*8°C ou 2 semaines a
Buffer *20°

D-Dimer Diluent A conserver entre "2 —*8°C et & utiliser dans les 4 semaines aprés ouverture.

D-Dimer Calibrator ~ Une fois reconstitué, le réactif est stable 12 heures entre *4 —*25°C.

PRELEVEMENT ET PREPARATION DES ECHANTILLONS

Utiliser tout au long du prélevement du plastique ou du verre siliconé. Mélanger 9 volumes de sang et 1
volume de cnrate de sodium a 3,2% ou 3,8%. Séparer le plasma aprés centrifugation & 1500 x g pendant
15 minutes®. Conserver le plasma entre *2 —*8°C ou *18 —*24°C. L'analyse doit étre terminée dans les 24
heures suivant le_prélévement de I'échantillon; sinon, il est possible de congeler le plasma a -20°C ou
-70°C & 24 mois”. Décongeler rapidement a "37°C avant de réaliser I'analyse. Ne pas laisser & *37°C
plus de 5 minutes.

PROCEDURE
Préparation de la courbe de calibration

Reportez-vous a la valeur spécifique de lot pour I'étalon D-dimére pour déterminer la concentration
exacte des D-diméres dans chaque solution normale. Il est recommandé d'établir une nouvelle courbe
chaque fois qu'un nouveau lot est utilisé ou tous les 6 mois, et si un plasma témoin (REF 5509) est dosé
hors norme.

Méthodes Automatisées

Consulter le manuel d'utilisation de l'instrument approprié pour obtenir des instructions détaillées ou
contacter Helena Biosciences Europe pour obtenir des notes d'application spécifiques a l'instrument.

INTERPRETATION DES RESULTATS

L'analyse doit étre réalisée conjointement aux observations cliniques et aux résultats d'autres analyses
de laboratoire. Des nlveaux élevés sont relevés pour des patients avec diagnostic confirmé de TVP, EP,
CIVD et traumatisme'™. Les concentrations de D-diméres augmentent lors de la grossesse et des
concentrations particulie 1t élevées sont rel en cas de complications’. Les résultats peuvent
étre indiqués en unités de D-diméres ou en unités de fibrinogéne équivalentes (FEU) ; 1 ng/mL de
D-diméres équivaut a environ 2 ng/mL de FEU, cependant, le rapport de poids Flbnnogene/D -dimere, soit
340 kDa/195 kDa, permet d'obtenir un facteur de conversion plus exact de 1,74°.

LIMITES

La présence d'un facteur de polyarthrite rhumatoide peut entrainer de faux positifs (influence non
quantifiée). Les résultats des patients ayant des anticorps hétérophiles doivent étre interprétés avec
précaution étant donné que le kit d'analyse contient des anticorps de souris et qu'il peut se produire des
interférences entrainant des valeurs faussement élevées ou faussement faibles. Un plasma trouble ou
opalescent peut entrainer des résultats irréguliers a interpréter avec précaution.

CONTROLE QUALITE

Chaque laboratoire doit établir un programme de contréle qualité. Les plasmas de contréle, normaux et
anormaux, doivent étre testés avant chaque lot d’échantillons patients afin de s’assurer que l'instrument
et I'opérateur offrent des performances satisfaisantes. Si les controles ne donnent pas les résultats
prévus, les résultats du patient doivent étre considérés comme non valables. Il est recommandé de doser
les D-diméres basse concentration et les D-diméres haute concentration du plasma témoin a intervalles
réguliers afin de s'assurer de la cohérence des résultats. Si les résultats obtenus pour le plasma témoin
différent de la concentration de D-dimeéres indiquée dans les instructions d'utilisation du lot, il est impératif
de réaliser une nouvelle courbe de calibration.

VALEURS DE REFERENCE

La concentration de D-diméres dans un échantillon peut différer de celle déterminée au moyen de
systémes de détection de D-dimeres fournis par différents fabricants. Les valeurs de référence peuvent
varier d’un laboratoire a I'autre suivant les techniques et les systémes utilisés. C’est pour cette raison qu'il
appartient & chaque laboratoire de déterminer ses propres plages de référence.

CARACTERISTIQUES DE PERFORMANCES

Helena Biosciences Europe ou ses mandataires ont déterminé les caractéristiques de performance
suivantes en utilisant un instrument de coagulation photo-optique. L'utilisateur doit établir des
spécifications de performance de produit pour chaque appareil utilisé.

Reproductibilité

Précision intra-série Précision inter-séries

Echantillon n D-diméres (ng/mL) CV (%) D-diméres (ng/mL) CV (%)
Haut 42 1680 2,54 1622 1,21
Faible 42 387 5,31 384,55 0,84

Auto Blue D-Dimer 400 n'est pas affecté par les substances suivantes : hémoglobine (jusqu'a 4 g/L),
bilirubine (jusqu'a 0,1 g/L), triglycérides (jusqu'a 2,5 g/L), héparine de bas poids moléculaire (jusqu'a
100 U/mL) et héparine non fractionnée (jusqu'a 100 U/mL).
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Auto Blue D-Dimer 400
Anleitung d e

VERWENDUNGSZWECK

Das Auto Blue D-Dimer 400-Kit ist fir immunturbidimetrische Gerinnungstests vorgesehen.

Beim Plasmin-Abbau von Fibrin, das durch den Faktor Xllla quervernetzt ist, entstehen D-dimer
enthaltende Spaltprodukte Erhdhte Konzentrationen von D-dimer werden bei klinischen Zustanden wie
tiefer Venent:prombose (TVT), Pulmonalembolie (PE) und disseminierter intravasaler Koagulation (DIC)
beobachtet'™. Labormessungen von Fibrinspaltprodukten, einschlieBlich des D-dimers, spielen eine
wichtige Rolle bei der Ersterkennung dieser Krankheitszusténde.

Auto Blue D-Dimer 400 ist ein turbidimetrischer Assay, bei dem mit Antikorpern beschichtete Latexpartikel
eingesetzt werden. Bei Vorhandensein von D-dimer aggregieren die Partikel, und die Trilbung erhéht
sich. Diese Zunahme an Streulicht ist der in der Probe enthaltenen Menge an D-dimer proportional. Die
Latexpartikel sind mit einem monoklonalen Antikdrper beschichtet, der mit Fibrin D-dimer oder dem
Fragment D von Fibrin reagiert. Der Antikorper weist keine Kreuzreaktivitat mit Fibrinogen auf*. Dadurch
wird die Bestimmung von D-dimer in Humanplasma ermdglicht. Auto Blue D-Dimer 400 ist ein
immunturbidimetrischer Assay fir die quantitative Bestimmung der D-dimer enthaltenden
Fibrinspaltprodukte in Humanplasma.

WARNHINWEISE UND VORSICHTSMASSNAHMEN

Die in diesem Kit enthaltenen Reagenzien sind ausschlieBlich fiir die Verwendung von in-vitro-Diagnosen
vorgesehen. NICHT VERSCHLUCKEN. Tragen Sie beim Umgang mit sdmtlichen Komponenten des Kits
geeignete Schutzausriistung. Beachten Sie gegebenenfalls die Verweise auf entsprechende Gefahren-
und Vorbeugeerkldrungen in der Produktsicherheitserkldrung. Entsorgen Sie die Komponenten geméaB
den értlichen Vorschriften.

Die Blutprodukte wurden untersucht und sind fur folgende Gene ohne Befund (soweit nicht anderweitig
auf der Verpackung oder den Ampullen angegeben):

Hepatitis-B-Antikorper (HbsAg)

HIV-Antikérper 1

HIV-Antikérper 2

HCV-Antikérper

Sie sind jedoch mit den gleichen Vorkehrungen zu behandeln wie Proben von menschlichen Patienten.

ZUSAMMENSETZUNG

Wichtig: Die Reagenzien sind chargenspezifisch. Bestandteile verschiedener Chargen konnen nicht
ausgetauscht werden.

Komponente Inhalt Beschreibung Vorbereitung
D-Dimer Blue 1 x3 mL (REF 5551) Latexpartikel, beschichtet Gebrauchsfertig. Das Latex
Latex 2 x 3 mL (REF 5552) mit monoklonalem Anti-D-  kann sich wahrend der
4 x 3 mL (REF 5554)  dimer-Antikérper. Lagerung absetzen. Vor dem
Gebrauch griindlich mischen.

D-Dimer Blue 1 x 7 mL (REF 5551)  Enthalt Puffer und Gebrauchsfertig.
Buffer 2x7 mL (REF 5552) Konservierungsstoffe.
4 x 7 mL (REF 5554)
D-Dimer 1 x7 mL (REF 5551)  Enthalt Puffer und Gebrauchsfertig.
Diluent 1x7 mL (REF 5552) Konservierungsstoffe.
2 x 7 mL (REF 5554)
D-Dimer 1x 1 mL (REF 5551)  Lyophilisiertes Jedes Flaschchen kalibrator
Calibrator 1x 1 mL (REF 5552) Humanplasma, mit 1,0 mL D-Dimer Diluent.
2x1mL (REF 5554) angereichert mit D-dimer. Leicht schwenken. Zum

vollstandigen Auflésen 15
Minuten stehen lassen und vor
Gebrauch gut mischen.

Jedes Kit enthélt eine Gebrauchsanweisung.
Jedes Kit enthélt chargenspezifischen Referenzwerten.

ERFORDERLICHE, ABER NICHT MITGELIEFERTE ARTIKEL

Analyser betreibbar bei 350-600 nm gemessen.
In Verbindung mit diesem Produkt bietet Helena Biosciences Europe die folgenden Kontrollen an:

REF 5509 D-Dimer Control H/L
Die Reagenzien dieses Kits sind auch einzeln erhaltlich:

REF 32097SA
REF 32096SA

D-Dimer Calibrator
D-Dimer Diluent
LAGERUNG, HALTBARKEIT UND STABILITAT

Ungeodffnete Reagenzien sind unter den auf Verpackung oder Flaschchen angegebenen
Lagerbedingungen bis zum aufgedruckten Verfallsdatum stabil.

D-Dimer Blue Geoffnet ist das Reagenz bei einer Temperatur von *2 —=*8°C 4 Wochen oder bei
Latex *20°C 2 Wochen stabil.

D-Dimer Blue Geoffnet ist das Reagenz bei einer Temperatur von *2 —=*8°C 4 Wochen oder bei
Buffer *20°C 2 Wochen stabil.

D-Dimer Diluent Bei "2 —*8°C lagern und innerhalb von 4 Wochen nach dem Offnen verwenden.
D-Dimer Rekonstituiert ist das Reagenz bei einer Temperatur von *4 —*25°C 12 Stunden
Calibrator stabil.

PROBENENTNAHME UND VORBEREITUNG

Nur Plastik oder Silikonglas verwenden. Blut (9 Teile) sollte in 3,2% oder 3,8% Natriumcitrat als
Anllkoagulan§ (1 Teil) entnommen werden. 15 Minuten bei 1500 g zentrifugieren und Plasma
abpipettieren®. Plasma bei *2 —*8°C oder *18 —"24°C lagern. Plasma sollte innerhalb von 24 Stunden
verarbeitet oder tief gefroren bei -20°C oder -70°C fiir 24 Monat gelagert werden”. Vor dem Testen
schnell bei *37°C auftauen. Nicht langer als 5 Minuten bei *37°C belassen.

VORGEHENSWEISE

Vorbereitung der Kalibratorkurve

Verwenden Sie zur Bestimmung der exakten D-dimer-Konzentration jeder Standardverdiinnung den
chargenspezifischen Wert fir den D-dimer-Kalibrator. Jedes Mal, wenn eine neue Charge verwendet
wird, alle 6 Monate, oder wenn die Testergebnisse der Plasmakontrolle (REF 5509) nicht im
zugelassenen Bereich liegen, muss eine Standardkurve aufgestellt werden.

Automatisierte Methoden

Siehe die Bedienungsanleitung des entsprechenden Geréts fiir genaue Anweisungen oder wenden Sie
sich an Helena Biosciences Europe fir spezielle anwendungstechnische Hinweise.

INTERPRETATION DER ERGEBNISSE

Der Test muss in Zusammenhang mit klinischen Beobachtungen und den Ergebnissen anderer
Labortests betrachtet w Hen Erh6hte Werte wurden bei Patienten mit erwiesener TVT, PE, DIC und
Verletzungen festgestellt Die D-dimer-Konzentration steigt wahrend der Schwangerschaf‘t an, und
hohe Werte sind mit Kompllkatlonen assoziiert’. Die Ergebnisse kénnen entweder in D-Dimer- Einheiten
oder in Fibrinogen&quivalenten (FEU; fibrinogen equivalent units) angegeben werden; 1 ng/mL D-Dimer
entspricht ungefahr 2 ng/mL FEU. Allerdings wére 1,74 ein praziserer Umre, ghnungsfaktor der sich aus
dem Gewichtsverhéltnis von Fibrinogen/D-Dimer von 340 kDa/195 kDa ergibt®.

EINSCHRANKUNGEN

Bei vorhandenem Rheumafaktor kénnen falsch-positive Ergebnisse auftreten (Einfluss nicht quantifiziert).
Ergebnisse von Patienten mit heterophilem Antikérper sind mit Vorsicht zu interpretieren, da dieses
Test-Kit Maus-Antikérper enthélt und es daher zu Beeintréchtigungen kommen kann, die zu falsch hohen
oder niedrigen Werten flihren kénnen. Trilbes oder opaleszentes Plasma kann zu fehlerhaften
Ergebnissen flihren und sollte mit Vorsicht ausgewertet werden.

QUALITATSKONTROLLE

Jedes Labor muss fiir eine eigene Qualitatskontrolle sorgen. Vor jeder Testreihe mit Patientenproben
mussen normale und pathologische Kontrollplasmen getestet werden, um eine zufrieden stellende
Gerateleistung und Bedienung zu gewdhrleisten. Liegen die Kontrollen auBerhalb des Normbereichs,
sind die Patientenergebnisse nicht zu verwenden. Es wird empfohlen, die niedrige und hohe D-dimer-
Plasma-Kontrolle in regelmaBigen Abstdnden zu testen, um konsistente Testergebnisse zu
gewdhrleisten. Wenn das Ergebnis des Kontrollplasmas von der D-dimer-Konzentration abweicht, die in
der chargenspezifischen Bedienungsanleitung angegeben ist, muss eine neue Standardkurve aufgestellt
werden.

REFERENZWERTE

Die D-dimer-Konzentration einer bestimmten Probe kann von den Konzentrationen abweichen, die mit
D-dimer-Tests anderer Hersteller bestimmt wurden. Referenzwerte konnen je nach Technik und
verwendetem System von Labor zu Labor unterschiedlich sein. Aus diesem Grund sollte jedes Labor
seine eigenen Referenzwertbereiche erstellen.

LEISTUNGSMERKMALE

Die folgenden Leistungseigenschaften wurden von Helena Biosciences Europe oder in ihrem Auftrag mit
einem fotooptischen Gerinnungsgerét ermittelt. Der Anwender sollte fiir die speziell zum Einsatz
kommende Ausrlistung eigene Produktleistungsdaten erstellen.

Reproduzierbarkeit

Intra-assay-Prézision Inter-assay-Prézision

Probe n D-dimer (ng/mL) CV (%) D-dimer (ng/mL) CV (%)
Hoch 42 1680 2,54 1622 1,21
Niedrig 42 387 5,31 384,55 0,84

Auto Blue D-Dimer 400 ist unempfindlich gegeniber folgenden Substanzen: Hdmoglobin (bis zu 4 g/L),
Bilirubin (bis zu 0,1 g/L), Triglyceride (bis zu 2,5 g/L), niedermolekulares Heparin (bis zu 100 U/mL) und
nicht fraktioniertes Heparin (bis zu 100 U/mL).

LITERATURVERZEICHNIS

1. Declerck P et al. (1987) Fibrinolytic response and fibrin fragment D-dimer levels in patients with
deep vein thrombosis, Thrombosis and Haemostasis, 58:1024-1029
2. Lindahl T et al. (1998) Clinical evaluation of a diagnostic strategy for deep venous thrombosis with
exclusion by low plasma levels of fibrin degradation product D-dimer, Scand. J. Clin. Lab. Invest,
: 16

3. Hansson PO et al. (1994) Can laboratory testing improve screening strategies for deep vein
thrombosis at an emergency unit? J. Intern. Med, 235:143-151



4. Holvoet P et al. (1989) Binding properties of monoclonal antibodies against human fragment
D-dimer of cross-linked fibrin to human plasma clots in an in vivo model in rabbits, Thrombosis and
Haemostasis, 61:307-313

5. Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of Blood
Specimens for Testing Plasma-Based Coagulatlon Assays and Molecular Haemostasis Assays:
Approved Guideline, 5th edn. CLSI: H2

6. Clinical and Laboratory Standards Insmute (2011) Quantitative D-dimer for the Exclusion of Venous
Thromboembolic Disease; Approved Guideline, CLSI: H59-A

7. Ballegeer V et al. (1987) Fibrinolytic response to venous occlusion and fibrin fragment D-dimer
levels in normal and complicated pregnancy, Thrombosis and Haemostasis, 58:1030-1032

8. Edlund B, Nilsson TK (2006) A proposed stoichiometrical calibration procedure to achieve
transferability of D-dimer measurements and to characterize the performance of different methods,
Clin Biochem, 39(2):137-142

Auto Blue D-Dimer 400 I-t
Istruzioni per I'uso

SCOPO PREVISTO

Il kit Auto Blue D-Dimer 400 & concepito per l'esecuzione di dosaggi di emostasi mediante test
immunoturbidimetrico.

Le frazioni contenenti il D-dimero si formano in seguito alla degradazione, da parte della plasmina, della
fibrina stabilizzata dal fattore Xllla. Livelli elevati di D-dimero sono stati riscontrati in condizioni cliniche
quali la trombosi ygnosa profonda (DVT), I'embolia polmonare (PE) e la coagulazione intravascolare
disseminata DIC La quantificazione in laboratorio dei prodotti di degradazione della fibrina, compreso
il D-dimero, & qulndl rilevante nella valutazione iniziale di queste condizioni.

Auto Blue D-Dimer 400 & un test turbidimetrico che utilizza particelle di lattice ricoperte di anticorpo. In
presenza di D-dimero, le particelle si aggregano e la torbidita aumenta. L'aumento d'intensita della luce
diffusa & proporzionale alla quantita di D-dimero presente nel campione. Le particelle di lattice sono
ricoperte con un anticorpo monoclonale che reagisce con il D-dimAero della fibrina o frammento D della
fibrina. L'anticorpo non presenta cross-reattivita con il fibrinogeno™. Cio consente la determinazione del
D-dimero nel plasma umano. Auto Blue D-Dimer 400 & un test immunoturbidimetrico utilizzato per la
determinazione quantitativa dei prodotti di degradazione della fibrina che contengono il D-dimero nel
plasma umano.

AVVERTENZE E PRECAUZIONI

| reagenti contenuti in questo kit sono destinati esclusivamente alla diagnostica in vitro - NON INGERIRE.
Indossare un’adeguata attrezzatura protettiva personale durante la manipolazione di tutti i componenti
del kit. Per conoscere i relativi simboli precauzionali e di pericolo, laddove pertinente, fare riferimento alla
dichiarazione di sicurezza del prodotto. Smaltire i componenti conformemente alle normative locali
vigenti.

| prodotti ematici sono stati sottoposti a screening e trovati negativi (salvo diversa indicazione sulla
confezione del kit o sulla fiala) per la presenza di:

Antigene dell’epatite B (HbsAg)

Anticorpo HIV 1

Anticorpo HIV 2

Anticorpo HCV

Questi prodotti devono tuttavia essere manipolati con le stesse misure precauzionali adottate per un
campione paziente umano.

COMPOSIZIONE
Importante: | reagenti sono specifici di ogni lotto. | lotti non sono intercambiabili.

Componente  Contiene Descrizione Preparazione
D-Dimer Blue 1x3 mL (REF 5551) Particelle di lattice ~ Pronto per l'uso. Il lattice pud

Latex 2 x 3 mL (REF 5552) ricoperte con sedimentare durante la conservazione.
4 x 3 mL (REF 5554) anticorpo Miscelare accuratamente prima
monoclonale. dell'uso.
D-Dimer Blue 1 x7mL (REF 5551) Contiene tampone  Pronto per l'uso.
Buffer 2 x 7 mL (REF 5552) e conservanti.
4 x 7 mL (REF 5554)
D-Dimer 1x 7 mL (REF 5551)  Contiene tampone  Pronto per l'uso.
Diluent 1x 7 mL (REF 5552) e conservanti.
2 x 7 mL (REF 5554)
D-Dimer 1x1mL (REF 5551) Plasma umano Ricostituire ogni flacone di calibratore
Calibrator 1x 1 mL (REF 5552) liofilizzato appropriato con 1,0 mL di D-Dimer
2x 1 mL (REF 5554) arricchito di Diluent. Agitare delicatamente.
D-dimero. Attendere 15 minuti per consentire al

prodotto di sciogliersi completamente e
miscelare bene prima dell’'uso.

Ogni kit contiene un Istruzioni per I'uso.
Ogni kit contiene un inserto recante i valori di riferimento specifici per il lotto.

MATERIALI NECESSARI, MA NON IN DOTAZIONE

Analyser funzionante a 350-600 nm.
Helena Biosciences Europe mette a disposizione i seguenti controlli utilizzabili con questo prodotto:

REF 5509 D-Dimer Control H/L
Ireagenti contenuti in questo kit sono disponibili anche come materiale separato:

REF 32097SA
REF 32096SA

D-Dimer Calibrator
D-Dimer Diluent

CONSERVAZIONE, VITA UTILE E STABILITA

| reagenti non aperti sono stabili fino alla data di scadenza indicata se conservati nelle condizioni riportate
sul flacone o sull’etichetta del kit.

D-Dimer Blue Dgpo la apertura, il reagente & stabile per 4 settimane a *2 —*8°C o per 2 settimane
a'20°C.

Latex

D-Dimer Blue Dopo la apertura, il reagente & stabile per 4 settimane a *2 —*8°C o per 2 settimane

Buffer a*20°C.

D-Dimer Diluent Conservare a una temperatura compresa tra *2 —*8°C ed utilizzare entro 4
settimane dall'apertura.

D-Dimer Dopo la ricostituzione, il reagente & stabile per 12 ore a *4 —*25°C.

Calibrator

RACCOLTA E PREPARAZIONE DEI CAMPIONI

Nel corso dell'intera procedura & necessario utilizzare plastica o vetro siliconizzato. Il sangue (9 parti)
deve essere raccolto in sodio citrato al 3,2% o al 3,8%_come anticoagulante (1 parte). Separare il plasma
|n seguito a centrifugazione a 1500 x g per 15 minuti®. Il plasma deve essere conservato a *2 —*8°C o

*18 —24°C. | test devono essere completati entro 24 ore dalla raccolta gel campioni; in alternativa, il
plasma puo essere conservato congelato a -20°C o a -70°C per 24 mese”. Decongelare rapidamente a
*37°C prima di eseguire i test. Non conservare a *37°C per oltre 5 minuti.

PROCEDURA

Preparazione della curva standard

Per determinare I'esatta concentrazione di D-dimero in ogni diluizione calibratore, utilizzare il valore
specifico di ogni lotto di D-dimero standard. E necessario creare una curva standard ogni volta che si
utilizza un nuovo lotto di kit oppure ogni 6 mesi, nonché quando i valori del plasma di controllo (REF
5509) non sono compresi nell'intervallo.

Metodo Automatico

Fare riferimento al manuale utente dello strumento appropriato per istruzioni dettagliate oppure contattare
Helena Biosciences Europe per le note applicative specifiche dello strumento.

INTERPRETAZIONE DEI RISULTATI

Il test deve essere utilizzato in abbinamento alle osservazioni cliniche ed ai risultati di altp test di
laboratorio. Livelli elevati vengono riscontrati in pazienti con DVT confermata, PE, DIC e traum,a I livelli
di D-dimero aumentano durante la gravidanza e livelli elevati sono associati a compllcazmn | risultati
possono essere espressi in unita di D-dimero oppure in unita di fibrinogeno-equivalenti (FEU); 1 ng/mL di
D-dimero equivale a circa 2 ng/mL di FEU, anche se un fattore di converglone piu accurato, ottenuto dal
rapporto di peso Fibrinogeno/D-dimero di 340 kDa/195 kDa, sarebbe 1,74°.

LIMITAZIONI

La presenza del fattore dell'artrite reumatoide pud dare luogo a falsi risultati positivi (influenza non
quantificata). | risultati di pazienti con anticorpo eterofilo devono essere interpretati con cautela in quanto
questo kit per test contiene anticorpi di topo e puo verificarsi un'interferenza con conseguenti valori ridotti
o falsamente elevati. Campioni di plasma torbido o opalescente possono generare risultati erratici e
pertanto vanno interpretati con cautela.

CONTROLLO QUALITA

Ogni laboratorio deve definire un programma di controllo qualita. | plasmi di controllo normali e anormali
devono essere testati prima di ogni lotto di campioni di pazienti, per garantire un livello prestazionale
soddisfacente sia per quanto riguarda lo strumento che per l'operatore. Qualora i controlli non
funzionassero come previsto, i risultati relativi ai pazienti dovranno essere considerati non validi. Per
garantire la correttezza e la coerenza dei risultati dei test, si raccomanda di testare ad intervalli regolari i
plasma di controllo inferiore e superiore del D-dimero. Se la concentrazione di D-dimero presente nel
plasma di controllo testato differisce da quella riportata nelle istruzioni per l'uso specifiche del lotto, &
necessario creare una nuova curva standard.

VALORI DI RIFERIMENTO

La concentrazione di D-dimero di ogni singolo campione puo variare quando si utilizzano kit per il test di
diversi produttori. Per la sicurezza del paziente, € necessario che il sistema sia monitorato continuamente
da un operatore qualificato. Per tale motivo ciascun laboratorio dovra elaborare i propri range di
riferimento.

CARATTERISTICHE PRESTAZIONALI

Le seguenti caratteristiche prestazionali sono state determinate da Helena Biosciences Europe o dai
propri rappresentanti con l'utilizzo di uno strumento di coagulazione foto-ottico. Le prestazioni del
prodotto per lo strumento specifico vengono stabilite dall'utente.

Riproducibilita

Precisione intra-dosaggio Precisione tra i dosaggi

Campione n D-dimero (ng/mL) CV (%) D-dimero (ng/mL) CV (%)
Superiore 42 1680 2,54 1622 1,21
Scarso 42 387 5,31 384,55 0,84

Il D-Dimero 400 Auto Blue & insensibile alle seguenti sostanze: emoglobina (fino a 4 g/L), bilirubina (fino
a 0,1 g/L), trigliceridi (fino a 2,5 g/L), eparina a basso peso molecolare (fino a 100 U/mL) ed eparina non
frazionata (fino a 100 U/mL)
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Auto Blue D-Dimer 400 es
Instrucciones de uso

USO PREVISTO

El uso previsto del kit Auto Blue D-Dimer 400 es realizar ensayos de hemostasia basados en la
inmunoturbidimetria.

Los fragmentos que contienen dimero D se forman por la accién de la plasmina al degradar la fibrina
estabilizada por el factor Xllla. Niveles elevados de dimero D se observan en patologias clinicas tales
como la trombosis venosa profunda (DVT), el embolismo pulmonar (PE) y la coagulacion intravascular
diseminada (DIC) ™. Los andlisis de laboratorio de los productos de degradacion de la fibrina, incluido el
dimero D, resultan significativos para la valoracion inicial de estas patologias.

Auto Blue D-Dimer 400 es un ensayo turbidimétrico que utiliza particulas de latex tapizadas con
anticuerpos. En la presencia del dimero D las particulas se agregan y aumenta la turbidez. El aumento
de luz dispersa es proporcional a la cantidad de dimero D presente en la muestra. Las particulas de latex
estan tapizadas con un anticuerpo monoclonal que reacciona con el dimero D o el fragmento D de la
fibrina. El anticuerpo no presenta reactividad cruzada con el fibringeno™. Esto permite determinar el
dimero D en el plasma humano. Auto Blue D-Dimer 400 es un ensayo inmunoturbidimétrico para la
determinacion cuantitativa de los productos de degradacién de la fibrina que contienen dimero D en
plasma humano.

ADVERTENCIAS Y PRECAUCIONES

Los reactivos que contiene este kit son sélo para uso de diagndstico in vitro: NO INGERIR. Lleve el
equipo de proteccion personal adecuado cuando utilice todos los componentes del kit. Consulte la
declaracion de seguridad del producto para saber mas sobre las indicaciones adecuadas de advertencia
y riesgo. Desechar los componentes de conformidad con las normativas locales.

La sangre se ha sometido a pruebas que han resultado negativas (a menos que se indique lo contrario
en la caja del kit o en el vial) de la presencia de:

Antigeno de la hepatitis B (HbsAg)

Anticuerpos del VIH 1

Anticuerpos del VIH 2

Anticuerpos del VHC

Sin embargo, deben manipularse con las mismas precauciones que una muestra de un paciente.

COMPOSICION
Importante: Los reactivos son especificos de lote y los lotes no son intercambiables.

Componente  Contiene Descripcion Preparacion
D-Dimer Blue 1 x3mL (REF 5551) Particulas de latex Listo para usar. El latex puede

Latex 2x 3 mL (REF 5552) tapizadas con sedimentarse durante la
4 x 3 mL (REF 5554) anticuerpo conservacion. Mezclar bien antes de
monoclonal SU USO.
antidimero D.
D-Dimer Blue 1 x7 mL (REF 5551) Contiene tampon y Listo para usar.
Buffer 2x7 mL (REF 5552) conservantes.
4 x 7 mL (REF 5554)
D-Dimer 1x7 mL (REF 5551)  Contiene tampon y Listo para usar.
Diluent 1x7mL (REF 5552) conservantes.
2 x 7 mL (REF 5554)
D-Dimer 1x 1 mL (REF 5551)  Plasma humano Reconstituya cada vial del calibrador
Calibrator 1x 1 mL (REF 5552) liofilizado adecuado con 1,0 mL de D-Dimer
2 x 1 mL (REF 5554) enriquecido con Diluent. Agite suavemente. Deje que
dimero D. repose durante 10 minutos para que

la disolucién sea completa y mezcle
bien antes de su uso.

Cada kit contiene instrucciones de uso.
Cada kit contiene valores de referencia especificos insertados del lote.
ARTiICULOS NECESARIOS NO SUMINISTRADOS

Analizador operable a 350-600 nm.
Helena Biosciences Europe suministra los siguientes controles disponibles para usar con este producto:

REF 5509 D-Dimer Control H/L

Los reactivos contenidos en este kit estan también disponibles como articulos separados:
REF 32097SA D-Dimer Calibrator

REF 32096SA D-Dimer Diluent

ALMACENAMIENTO, CADUCIDAD Y ESTABILIDAD

Los reactivos no abiertos son estables hasta la fecha de caducidad indicada cuando se conservan en las
condiciones indicadas en el vial o en la etiqueta del kit.

D-Dimer Blue Una vez apenura el reactivo es estable durante 4 semanas a *2 -*8°C 0 2

Latex semanas a *20°C.

D-Dimer Blue Una vez apertura, el reactivo es estable durante 4 semanas a *2 -*8°C 0 2

Buffer semanas a *20°C.

D-Dimer Diluent Conservar a una temperatura entre *2 —*8°C y una vez abierto utilizar antes de 4
semanas.

D-Dimer Calibrator ~ Una vez reconstituido, el reactivo es estable durante 12 horas a *4 —*25°C.

RECOGIDA Y PREPARACION DE LAS MUESTRAS

Debe usarse siempre plastico o vidrio siliconizado. Debe recogerse sangre (9 partes) en el
anticoagulante citrato sodico al 3,2% o al 3,8% (1 parte). Separar el plasma después de la centrifugacion
a 1500 x g durante 15 minutos®. El plasma debe conservarse a *2 —*8°C o *18 —*24°C. Las pruebas
deberian terminarse en 24 horas desde la rgcoglda de las muestras o el plasma puede conservarse
congelado a -20°C o -70°C durante 24 mes®. Descongelar rapidamente a *37°C antes de realizar la
prueba. No conservar a *37°C durante mas de 5 minutos.

PROCEDIMIENTO
Preparacion de la curva patrén

Para determinar la concentracion exacta de dimero D en cada dilucion calibrador debera utilizarse el
valor especifico de lote para el patrén dimero D. El usuario deberéa construirse una curva patrén cada vez
que utilice un nuevo lote de kit o cada 6 meses, y si el plasma de control (REF 5509) se determina fuera
de rango.

Método Automatizado

Consulte el manual del usuario del instrumento adecuado para instrucciones detalladas o péngase en
contacto con Helena Biosciences Europe para notas de aplicacion especificas del instrumento.

INTERPRETACION DE LOS RESULTADOS

El ensayo debe utilizarse conjuntamente con las observaciones clinicas y con los resultados de otros
ensayos de laboratgrio.Los niveles elevados se observan en pacientes con confirmacion de DVT, PE,
DIC o traumatismo' . Normalmente los niveles de dimero D aumentan durante el embarazo, aunque los
niveles elevados estan asociados a complicaciones’. Los resultados pueden expresarse en unidades de
dimero D o en unidades de fibrindgeno equivalente (FEU); 1 ng/mL de dimero D es equivalente a
aproximadamente 2 ng/mL de FEU; no obstante, un factor de conversmn mas preciso, derivado de una
relacion de peso del flbnnogeno/dlmero D de 340 kDa/195 kDa, seria 1,74,

LIMITACIONES

La presencia del factor de artritis reumatoide puede dar lugar a resultados falsos positivos (influencia no
cuantificada). Los resultados de pacientes con anticuerpos heterofilos deben interpretarse con cuidado
porque este kit de pruebas contiene anticuerpos de ratéon y puede producirse interferencia dando lugar a
valores falsamente elevados o disminuidos. El plasma turbio u opalescente puede provocar resultados
erraticos y debe interpretarse con precaucion.

CONTROL DE CALIDAD

Cada laboratorio debe establecer un programa de control de calidad. Los controles normales y
anormales deben estudiarse antes de cada lote de muestras del paciente, para asegurar un
funcionamiento adecuado del instrumento y el operador. Si los controles no se realizan como se
esperaba, los resultados del paciente deben considerarse invalidos. Para garantizar unos resultados
coherentes se recomienda determinar los plasmas de control bajo en dimero D y control alto en dimero D
a intervalos regulares. Si el resultado del plasma de control se desvia de la concentracién de dimero D
indicada en las Instrucciones de uso especificas del lote, debera construirse una nueva curva patron.

VALORES DE REFERENCIA

La concentracion determinada de dimero D de una muestra puede diferir cuando se utilizan ensayos de
dimero D de diferentes fabricantes. Los valores de referencia pueden variar entre los laboratorios
dependiendo de las técnicas y sistemas usados. Por esta razon, cada laboratorio debe establecer sus
propios intervalos de referencia.

CARACTERISTICAS FUNCIONALES

Las siguientes caracteristicas de rendimiento han sido determinadas por Helena Biosciences Europe o
sus representantes usando un instrumento de coagulacion foto-6ptico. El usuario debera determinar las
caracteristicas de rendimiento del producto para cada instrumento utilizado.

Reproductibilidad

Precision intra-ensayo Precision inter-ensayo

Muestra n Dimero D (ng/mL) CV (%) Dimero D (ng/mL) CV (%)
Elevado 42 1680 2,54 1622 1,21
Escaso 42 387 5,31 384,55 0,84

Auto Blue D-Dimer 400 es insensible a las siguientes sustancias: hemoglobina (hasta 4 g/L), bilirrubina
(hasta 0,1 g/L), triglicéridos (hasta 2,5 g/L), heparina de bajo peso molecular (hasta 100 U/mL) y
heparina no fraccionada (hasta 100 U/mL).
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Tect-cuctema "ABto CuHui O-pumep 400"
WHCTPYKUUA

ru

HA3HAYEHUE

Komnnekt "ABTo CwHuit [O-gumep 400" np
VMMYHOTYP6UAMMETPUYECKOIN OCHOBE.

1{€H ONA BbINO. aHannm3oB remocrasa Ha

YacTuupl, copepxawme [-aumepsl, o6pasyloTcA nyTem pacnaga nnasmuHa hubpuHa, nepekpecTHoO
ceAsaHHoro daktopom Xllla. MoBbllweHHbIe YypoBHM copepxaHunA [-AMMepoB BCTPEYHalOTCA B Takux

KNMHUYECKUX COCTOAHWAX, Kak TPoM603 rny6okux BeH (TIB), nerosHan ambonuAa (/13) n cuHopom
ANCCEMUHNPOBAHHOW  BHYTPUCOCYAWUCTOW  Koarynauvm (C,I]BK) =, JlabopaTopHble  M3MepeHuA
npoayKkToB pacnaga hubpuHa, B ToM yucne [-AMMepoB, MMeIoT 3HaueHne Npy HavanbHOM OLeHKe aTUX
COCTOAHMIA.

Tect-cuctema "ABTo CuHwin [-gumep 400" — 3TO TYpOUAMMETPUYECKWMIA aHaNn3, KOTOpbI 3afencTeyeT
YacTULbl naTekca, MOKpbITble aHTUTenamu. B npucytcTeun [-AvMepa 4acTWLbl COBAMHAIOTCA, W
YCUNNBAETCA MYTHOCTb. [1OBbIlEHNE CBETOPACCEAHWA MPONOPUMOHANbHO KonnyecTsy [-auvepa B
npoGe. YacTuLbl N1aTeKca NoKPbITbl MOHOKJIOHANBHBIMU @HTUTENaM1, KOTOPbIe BCTYNAOT B PeakLmio ¢
[O-nvvepom ubpuHa unu cparMeHTom [ chmbpuHa. OTn aHTUTena He 06napaloT nepekpecTHon
PEaKTUBHOCTBIO C (hUBPUHOreHoM". JTO MO3BONAET BbIABUTL [I-AVMMEp B Nna3Me KPOBU YeroBeka.
Tect-cuctema "AsTo Cunnii [I-agumep 400" — 3TO UMMyHOHE(ENOMETPUYECKUIA aHaNN3, NCMONb3YEMbIN
[NA KONNYECTBEHHOTO ONpeaeneHnA NPoAyKTOB pacnana ubpuHa, copepxaluvx [J-ouMep, B nnasve
KpOBY YerioBeka.

NPEAYNPEXAEHUA U MEPbI NPEAOCTOPOXXHOCTU

Copepyalmeca B AaHHOM Habope peareHTbl NpeAHa3HayeHbl TONMbKO ANA in vitro anarHocTuku— HE
NMPUHMMATb BHYTPb! T[pu pa6oTe €O BCeMM KOMMOHeHTamu Habopa MCMonbL30BaTh
COOTBETCTBYIOLUME CPEACTBA MHAMBWAYANBHOM 3alumMTbI. B cnyqae Heo6X0AMMOCTY CM. CBUAETENLCTBO
0 (esonacHoCTM W3OeNWA ANA O3HAKOMIEHUA C COOTBETCTBYIOWMMW OMMUCAHWAMW  OMAacHOro
BO3[ENCTBUA U CBEAEHWAMM O Mepax NPeaoCTOPOXHOCTU.  YaneHue KOMMOHEHTOB B OTXOAb!
NPOM3BOANTE B COOTBETCTBUM C MECTHBIMU NPaBUiamMu.

Mpenapatbl KPOBU GbiNM NOABEPTHYTHI CKPUHWHTY W MOKa3anu OTpULATESbHBIA pesynbTaT (ecnn Ha
Kopobke, B KOTOPYIO yNakoBaH KOMMIEKT WX Ha NpoBupke He yKasaHo UHOe) Ha:

AnTureH K renatuty B (HbsAg)

AnTuTena k BU4 1

AnTtuTena k BUY 2

AxTUTENa K BUpYcy renatuta C (HCV)

TeMm He MeHee C HUMU cnieflyeT obpallaThCA, cobmiofan Te e Mepbl MPELAOCTOPOXHOCTH, YTO U Npn
obpalleHuy ¢ o6pasLioM, NONyYeHHbIM OT YeroBeka.

COCTAB

Ba)kHblit: PeareHTbl cneumdmyeckne oA Kaxaon naptuv. Maptum He B3aMMo3amMeHAeMbl.

K T C Onucanune Mpurotoenexune
[-nvmep 1 x 3 mn (Kat. Ne 5551)  Yactuupl natekca, [OTOBbI K MCMONB30BaHMIO.
CUHUIA 2 x 3 mn (Kat. Ne 5552)  nokpbiTble Bo BpemA XpaHeHWA naTekc
NaTeKCHbIN 4 x 3 mn (Kat. Ne 5554)  MOHOK/IOHa/bHbIMM MOXeT aasaTb ocafok. MNepen
peareHT aHTUTENnamun aHTu-- MCNONb30BaHNEM TILATENBHO
Aumepa. nepemeluanTe.
O-avvep 1x7 mn (Kat. Ne 5551)  CopepxuT Bychep n [0TOBbI K UCMONb30BAHUIO.
CUHWUIA 2 x7 mn (Kat. Ne 5552)  KOHCEpPBaHTbI.
6ycbep 4 X 7 mn (Kart. Ne 5554)
O-avvep x 7 mn (Kat. Ne 5551)  CopepxuT 6ychep n [OTOBBI K UCMONL30BAHUIO.
AVNIOEHT 1 x 7 mn (KaT. Ne 5552)  KOHCepBaHTbI.
2 x 7 mn (Kart. Ne 5554)
O-avvep 1 x 1 mn (Kat. Ne 5551)  JnocdhmnmamposaHHaa Passeaunte COOTBETCTBYIOLLYIO
Kanuépatop 1 mn (KaT. Ne 5552)  nnasma Kpoeu KanmbpaTtop nnasmy
2 x mn (Kat. Ne 5554)  uyenoseka, nobasneHnem Bo hnakoH
oboraleHHana 1,0 mn [I-avmep AWMIOEHT.
[-numepom. OCTOpOXHO NepemeLlaiiTe n

OCTaBbTe NPV KOMHATHO
Temnepatype B Te4eHne
10 munyT. MNMepen
MCnonb3oBaHeM hnakoH ¢
pa3BefeHHOIN Nna3moit
nepesopauvBaiiTe (6e3
BCTPAXUBAHUA).

B Ka10M HaGope COAEPXXUTCA NHCTPYKLIMA MO NPUMEHEHUIO.

B kaxaom Habope cofep>MTCA BKNaAbILL C 3TanoHHbIMA , onpeaen
npoaykTa.

ANA napTumn

HEOBXOAUMbIE KOMMOHEHTbI, HE BKJIIOYEHHBIE B KOMMJIEKT MOCTABKU

AnanusaTop paboTaiowmin npy 350-600 HM.
Komnanna Helena Biosciences Europe nocTtaBnAeT cneayowme WMeOWMECA KOHTponu AanA
NPUMEHEHVA C AaHHbIM NMPOAKTOM:

Kar. Ne 5509 KOHTponb KavecTBa BbICOKWI U HU3KWIA ANA TECT-CUCTEM

"[-avvep”
Copepxalumeca B JaHHOM Habope peareHTbl JOCTYMHbI TakXKe Kak OTAeMNbHbIE NPOAYKTbI:
Kat. Ne 32097SA
Kart. Ne 32096SA

TecToBbIiA peareHT "[1-aumep kanuépatop"
TecToBbIn peareHT "[-avmep AnoeHT"

XPAHEHUE, CPOK rOJHOCTU U YCTOMYUBOCTb

HeBCKpbITble peareHTbl COXPaHAIT CTabW/IbHOCTL A0 MCTEYEHUA YKa3aHHOro Cpoka roaHoCTX npu
COGMII0AEHUN YCIIOBUI XPaHEHNA, yKasaHHbIX Ha 9TUKETKe amnysibl Uiu Habopa.

[-avmvep cuHuit Mocne BOCCTaHOB/JGHMA peareHT cTabwneH B TeveHne 4 Hedenb npu
NaTeKCHbIN peareHT Temnepatype *2 —*8°C unm 2 Hepenb npu Temnepatype *20°C.
[-nvmep cuHwii 6ycep Mocne BOCCTaHOB/IEHNA peareHT cTabwneH B TeveHne 4 Hepenb npu
Temnepatype *2 —*8°C unu 2 Hepenb npu Temnepatype *20°C.
XpaHuTb npu Temnepatype *2 —*8°C 1 ucnonb3oBaTk [0 UCTEYEHNA
yKa3aHHOro Cpoka rogHoCTU.

Mocne BOCCTaHOB/IEHVA peareHT cTabuneH B TedeHne 12 yacos npu
Temnepatype "4 —"25°C.

[-nvvep auntoeHT

[-nvumep kanubpatop

OTBEOP N NOArOTOBKA OBPA3LIOB

[nA paboTbl CriefyeT UCMonb3oBaTe TOMbKO MNACTUKOBbLIE WM CUMMKOHMPOBAHHBLIE CTEKNAHHbIE
npo6upkun. KpoBb 3abupaetcA B NPOGUPKY C LMTPATHbIM aHTUKOArynAaHToM (3,2% wnu 3,8% uutpa
HaTpuA) B COOTHOWeHWn 9 + 1. Tocne ueHTpucyrupoBaHuA nNpu 1500 g, B TeyeHne 15 MUHYT
(ucnonb3oBaHMe [ApPYrvX MapameTpoB AO/MKHO MPOBEPATLCA nabopaTopuent), MoMyyeHHylo nnasmy
Heono,u,mmo OTAENUTL OT POPMEHHBIX SNEMEHTOB KpoBW. MNasmy criefyeT XpaHuTb Npu Temnepartype

—*8°C unn *18 —"24°C. TecTupoBaHue [OMKHO BbITb MPOBEAEHO B Te4eHne 24 4acos nocne 3abopa
06pa3LLOB nMBO  MNIasMy MOXHO OAHOKDATHO 3aMOPO3UTL U XPaHWTL Mpyu Temnepatype -20°C umm
-70°C B TeHeHme 24 wmecaues’. [epen npoBep.eHmeM nccnefoBaHuA nnasmy crnegyet 6bicTpo
paamopoauTh npu *37°C. He aepxatb nnaamy npu ‘37°C 6onee 5 MUHYT.

NPOLEAYPA

I'Ipuro‘roaneuvle CTaHAApPTHbIX pacTBoOpoOB

[inA onpefeneHna TOYHON KOHUeHTpauun [-Avumepa B CTaHAApPTHbIX pacTBopax WMcnonbayite AnA
kanubpaTopa [-avmepa 3HauyeHue, OnpefeneHHoe ANA AaHHOW napTuv. onb3oBaTenu OOMKHbI
CTPOWUTL KanMOGPOBOYHYIO KPUBYIO KaXkAbld pas, Korga UCMonb3yeTcA HoBaA NapTuA Habopa, mocre
KaXk[O/ 3amMeHbl WMHCTPYMEHTA WM OGCNYXWMBaHWA WNWM Kaxable 6 MecAueB, a Takxe, €ciu
pesynbTaThl aHanu3a BbICOKOro/HM3KOro kKoHTpona [-aumepa (Kat. Ne 5509) BbixoAAT 3a pamku
[Iana3oHa yCTaHOBJIEHHbIX 3HAYEHUA.

ABTOMaTM3UpOBaHHbIN MeToa

3a noApo6HBIMM MHCTPYKLUMAMK 06pallaiTech K COOTBETCTBYIOLIEMY PYKOBOACTBY MO SKCMyaTaumm
VHCTpyMeHTa NMb0 CBAXMTECb C KoMmnaHueit Helena Biosciences Europe, 4TO6bl NONy4nThH
PYKOBOACTBA MO 3KCMyaTaunn KOHKPETHOTO UHCTPYMEHTa.

WHTEPMNPETALWA PE3YJIbTATOB

AHann3 [OMKeH WCMoNb30BaThCA B COYETAHWUW C KNMHUYECKUMM HABNIOAEHWAMM W pesynbTatamu
Apyryx nabopaTtopHbIX aHanu3os. MoBbILEHHbIE YPOBHW COAEPXaHUA HAGMIONAIOTCA Y NALMEHTO!

NMOATBEPXXAEHHbIMU TpomBo3oMm rnyGokux BeH (TTB), nerouHoit ambonueit, COBK u TpaBmoii
YpoBHu coaepxaHnA  [-anmepos NOBbIYAIOTCA BO BpemA 6epemeHHocm BbICOKME YPOBHU
coAep>KaHWA COMyTCTBYIOT OCMOXHEHUAM'. PesynbTaTthl wccnefoBaHnAa D-avumepa MOryT GbiTbh
npeacTtasneHbl B Hr/mMn D —auvepa unm B MKr akBuBaneHta cubpuHoreHa (FEU). 1 Wr/mn mn D
—Aumepa 3KBMBaNeHTeH npumepHo 2 mkr/mn FEU. [Ina 6onee To4yHOro nepesoga eAvHWL, U3MepeHusa

pekomeHayeTcA vcnonb3oBaTb  KOAUUMEHT 1,74, pacCcuUTbIBAEMbIA MO  COOTHOLLEHMIO
MoneKynApHoro Beca pubpuHoreHa n D-aumepa (340 kDa/195 kDa)s.
OrPAHUYEHMA

anCyTCTBl’Ie cpaKTopa peBMaTtougHoOro apTputa MOXEeT MpUBECTU K NIOXHOMOMOXUTENbHbIM
pesynbTatam (BNMAHME He BbIPAXEHO KONIMYECTBEHHO). PesynbTaTbl aHanMsoB MauVeHToB C
I'eTequJVI}'IbeIMVI aHTuTenamu cnefyet UHTepnpeTupoBaTb C OCTOPOXHOCTBLIO, MOCKOMbKY B A@HHOM
Habope CoAepXKaTCA MbILMHbIE aHTUTENA, U MOXET NPON3OATU UHTEP(EPEHLINA, YTO MOXET NPUBECTU
K OWMB04HO nol WA NMOHM! 3Ha4YeHnAM. PeSyﬂbTaTbl, nony4yeHHble NpyU nposeaeHun
nccnefoBaHnii B MyTHOW WM onanecuupylowein nnasme, MOryT ObiTb OWMWGOYHBI U [OMKHbI
WHTEeprnpeTnpoBaTbCA C OCTOPOXXHOCTHLIO B KIIMHWYeCcKon npakTuke.

KOHTPOJIb KAHECTBA

B kaxpgoi nabopatopuu [omkHa 6biTb yCTaHOBNEHa Nporpamma KOHTponA KadvecTsa. MNepep, kaxaon
napTvMeii npo6 nauveHTOB CreflyeT MpoaHann3upoBaTh HOPMAsbHYIO KOHTPOMbHYIO Nnasmy U
KOHTPO/b-NATONOrM0, YTOGbI 06ECTIeUNTb YAOBNETBOPUTENbHYIO PaBOTy MHCTPYMEHTa U ornepartopa.
Ecnu KOHTPONM AEVCTBYIOT He Tak, Kak OXWAANock, pesynbTaThl aHaNN30B NPO6 NaUMEHTOB cneayeT
cuuTaTb HeBepHbIMW. PeKoMmeHayeTcA 4epe3 paBHble MPOMEXYTKU BPEMEHU NPOBOAWTL aHanus
HWU3KOrO U BbICOKOTO KOHTponA [I-Avmepa, 4ToObl 06ECNeunTb [OCTOBEPHbIE Pe3yrbTaThbl aHanuaa.
Ecnu peaynbTaTbl BbICOKOTO/HU3KOro KOHTpOnA [l-AMMepa OTM4aloTCA OT KOHUEeHTpauuv [-auvepa,
YKa3aHHOW B WHCTPYKUMM MO MNPUMEHEHUIO [N1A [aHHOW NnapTun, cneayeT MoCTPOUTL HOBYIO
KanMGpOBOYHYIO MPAMYO.

HOPMAJIbHBIE MOKASATENN

KOHLLeHTpaLLVIF! ,u—ﬂI/lMepa B nto6om OGpaﬁLLe MOXEeT OTNn4YaTbCA OT KOHUeHTpauuu, onpeneneHHoﬁ c
vcnonb3oBaHneMm aHanusa [-auMepa OT pasHbiX Npou3BoAuTENel. JTaNlOHHble 3HAYEeHUA MOryT
pasnnyaTbCA B PasnnUyHbIX ﬂaﬁopaTOpMﬂX B 32BMCMMOCTU OT MUCNOJSIb3yeMbIX METOAUK N CUCTEeM. B
CBA3M C 3TVUM KaxkaaA nabopaTopuA [OJSKHA YCTaHOBUTbL CBOV COOGCTBEHHbIN Anana3oH HOPMasbHbIX
3Ha4YeHun.

JKCMITYATALUMOHHbLIE XAPAKTEPUCTUKU

Cnepytowme paboune xapakTepucTuku 6binn onpeaeneHbl komnaHueii "XeneHa Baiiocaiiencec Espon”
wnn ee npeacrtaBuTenAMM C UCNONb3oBaHUEM d)OTDOI'ITI/NQCKOI’O KoarynomeTpa. Monb3oBatens
AO/HKEH yCTaHOBUTb paGOHI/Ie XapakTepucTuku npoaykra, CI'IeLlI/ICbI/l‘-leIe AnA  NCNonb3yembix
13MepUTENbHbIX NPUBOPOB.

MSYHeHMe noBTOpAEMOCTH

BHyTpuaHanuTuyeckan BHyTpuaHanuTuueckasa
CXOANUMOCTb CX0AUMOCTb
O6pasey 4Yucno A-anmepa (ng/mL) CV (%) A-ammepa (ng/mL) CV (%)
obpa3syos
BbICOKUIA 42 1680 2,54 1622 1,21
HU3KWIA 42 387 5,31 384,55 0,84

Tect-cuctema "ABto Cunuii [-avmep 400". Ha pesynbTaTbl UCCNEAOBAaHVA He BAUAET Hannuve B
npo6e cneayloWnX WHTEPAEpUPYIOLLNX BELECTB, €CNN  UX KOHLEHTPaUMA He npeBbiliaeT
onpefeneHHbIX NPeaesos: CBO6OAHbIN reMornobuH (o 4 r/n), 6unvupy6uH (oo 0,1 r/n), TpUrNMLEPUAOB
(mo 2,5 r/n)), HN3KOMOJIEKYNAPHbLIA renapuH (Ao 100 E[/Mn) u HedpakuUMOHMPOBaHHbLIA renapuH (Ao
100 ME/mn).
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Declaration of Conformity

HL-7-0260DC DOI 2015/08 (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
5509 D-Dimer Control H/L 47347

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: 07 Aug 2015

7
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


mailto:info@helena-biosciences.com
http://www.helena-biosciences.com

Declaration of Conformity

HL-7-0674DC 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
5552 Auto Blue D-Dimer 400 47346

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: 11 Aug 2015

7
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
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Instrument Tra

ELITechGroup

VITAL

Vital Scientific BV hereby declares that the participant has
attended a four days seminar for service engineers and the
participant is now a certified engineer for the declared
instruments.

Participant: Mr. A. Legun
Company: Global Biomarketing Group-Moldova SRL
Moldova
Instrument: Vitalab: XL Series
E Series
Junior Series
Dry ISE
Micro Series
ProXS

Date of training: April 20th — April 23rd, 2010

System jgpgort Mapager: System Support Engineer:

. Fobs
Fr :

/7 Jan Oostendorp




Intertek

Total Quality. Assured.

CERTIFICATE

Certificate Number:

This is to certify that the management system of:
0089217-01

M Ed ica co rpo ratio n Initial Certification Date:

2019-04-19

Date of Certification Decision:

(FIN F002402)
2022-03-24

Main Site: 5 Oak Park Drive, Bedford, Massachusetts, 01730, United States Certification Effective Date:

Additional Site: 3 Oak Park Drive, Bedford, Massachusetts, 01730, United States 2022-04-18

Certification Expiry Date:

has been registered by Intertek, an MDSAP recognized auditing organization,
2025-04-18

as conforming to the requirements of:

ISO 13485:2016

Brazil: Federal Law n. 6360/76; RDC ANVISA n. 16/2013; RDC ANVISA n. 23/2012; e DICAL DEVICE SINGLE ALDIT PROGRAM
RDC ANVISA n. 67/2009; RDC ANVISA n. 56/2001

3485;,
\‘,o A 20 16'

Pripcan®
Canada: Medical Devices Regulations — Part 1- SOR 98/282 FiC ™

United States: 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 (Subparts A to D) lntertek

Japan: MHLW Ministerial Ordinance 169, Article 4 to Article 68; PMD Act

The management system is applicable to:

Design, Development, Manufacture, Service, Installation and Distribution of
in-vitro diagnostic medical devices, in-vitro diagnostic test kits, in-vitro
diagnostic reagents, in-vitro diagnostic analyzers/software used in diagnosis

Calin Moldovean
President, Business Assurance

and management of cancer, immune status, disease status, autoimmune Intertek Testing Services NA, Inc.
status, cardiac markers, protein metabolism, endocrine disorders, blood 900 Chelmsford Street
analytes, urinalysis, blood gases. Lowell, MA, USA 01851

45 ]
915‘:'

1*"..r.|

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This

certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at
certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon m
request. Validity of this certificate may be verified at http://www.intertek.com/business-assurance/certificate-validation,

CT-MDSAP-2016-NA-EN-LT-P-3.JUN.21


http://www.intertek.com/business-assurance/certificate-validation/
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This is to certify
 Mr. Alexei Legun
Has su;cesgﬁz[@ completed
The technical ﬁé@iﬁimaﬁce training course
On |
Fully ﬂutomatic Blood Cell Counter
PCE-210 |
Particle(Blood Cell)Counter
PCE-170/POE-170N
FHe émog&y bin meter

- HB-20N

S arch 24, 2005
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3
L)
/

Prestdent

LY

0
&y ansad

o GBI e
bR e R | S




		2023-07-28T05:50:13-0700
	Digitally verifiable PDF exported from www.docusign.com


		2023-12-15T10:17:36+0200
	Moldova
	MoldSign Signature




