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Avantor Performance Materials Poland Spétka Akeyjna
Sowinskiego 11

44-101 Gliwice

Tel. 48 32 2392 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 VD 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

Gliwice, Poland Digitally signed by Ceaicovschi Tudor

Date: 2022.03.21 10:52:23 EET
Reason: MoldSign Signature
Location: Moldova

January 25, 2019

/
LQNQQ 6}5’ Lo

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 10 L
= 3969 20 L
Diluid™ 610
3969-00 20 L
3430,9020 20L
Diluid™ Abacus 3430,9010 10L
3430-00 20 L
Diluid™ AC 900 3996 20L
Diluid™ APR 3476.9020PC 20L
Diluid™ Azide free 3957 20 L
3963 20L
Diluid™ |11 Diff 3963.9010 10L
3963-00 20 L
N TM 3459.9020 20L
Diluid™ Erma 3459.00 0L
ST 3439.9020PC 20 L
Diluid™ Mindray 3439.00 0L
s TM 3483.9020PC 20 L
S A 3483-00 201
Diluid™ Ruby 2987.9020PC 20L
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 SL
CyMet™ 3500 CN free 3825 SL
3970 10 L
CyMet™ 610 CN free 3970-00 10 L
3977 5L
™ 3431,1000 1L
CyMet™ Abacus CN free 3431.00 1
CyMet™ APR Baso || 3479.1000PE 1L
CyMet™ APR CN free 3417.0500PE 500 ml
CyMet™ APR EO 3478.1000PE G i
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
CyMet™ 1] Diff
P e 3968-00 500 ml
: 3511,1000 1k
™ 2
CyMet™ lI| Diff CN free 2511-00 5L
3416-00 500 ml
tTM
GYRE B 3416,0500 500 mi
CyMet™ H20 3853,1000 L
3425-00 500 ml
it 3425,0500 500 ml
CyMet™ Micro 3852,1000 i
™ M 3863.1000 1 L micros
CyMet™ Micro CN free 386300 1L mictos
CyMet™ Mindray 3441-00 500 ml
CyMet™ Mindray CN Free 3440.0500PE 500 ml
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J.T.Baker product list for CE marked products

Product Product number Pack size
CyMet™ NR Il 3484.1000PE 1l
CyMet™ NR il CN Free 9486-00 1L
3486.1000PE b £ B
CyMet™ NR V 3485.1000PE 1L
CyMet™ Ruby CN Free 2988.5000PC 5L
CyMet™ ST 1600/2000 CN free 3759.5000 sl
LeucoLyse 3475.5000PC Bl
Leucolyse Ruby 2989.5000PC 5L
Blanking Solution 1600/2000 3947 20 L
- 3763 5L
DetectoTerge 3766 1L
DetectoTerge™ BS 2970.0900PE 900 ml
3900 5
ProClean™ 3900-00 51
3768.1000 1L micros
™ 3432,5000 5L
ProClean™ Abacus 3432 1000PE T
ProClean™ CD 3902.0100PE 100 ml
3862,5000 5L
3862.9020PC 20 L
ProClean™ Extra 3862-00 SL
3867-00 1 L micros
3867.1000PE 1 L micros
ProClean™ Plus 3901 100 ml
Rinse Mindray 3442.5000PE 51
3427/3428/3429 25ml
8-Parameter Control L/N/H 3463/3464/3465 55 mi
8-Parameter Control 4xN 3747 4x2.5ml
8-Parameter Control 1xL+4xN+1xH 3751 6x2.5ml
8-Parameter Control extended L/N/H 3633/3634/3635 2.5 ml
: 3433/3434/3435 2.5 ml
S 3502/3503/3504 4.5 ml
3-Diff Control extented L/N/H 3421/3422/3423 2.5ml
CD-Diff Control L/N/H 3452/3453/3454 3.0ml
CD-Diff Control 2xL+2xN+2xH 3838 6 x3.0ml
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/IN/H 3731/3732/3733 4.5 ml
Cervix Spray Fixative 3869,1200 12 x 125 ml
3933,1000 e
3933.5000PC 5L
3933,9010 10 L
10% v/v Buffered Formaldehyde (4% wiv gggg??gggms 138 OLL
3933.9020PE 20 L
3933.9010JL 10 L
3933.9020JL 20 L
3905.2500PE 2.5L
UltraClear™ 3905.5000PE 5L
3905.9010PE 10 L
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J.T.Baker product list for CE marked products

Product Product number Pack size
; s 3800.1000PE 1L
Eosin-Y Alcoholic 3800 2500PE 251
3856,1000 1L
Giemsa 3856,2500 2.5
3856.9180ST 180 L
: 3870,1000 T
Hematoxylin er (Mayer) 3870 2500 S5
' = . 4 3873,1000 1L
Hematoxylin Modified (Harris, Gill 1) 3873.2500 S5L
- 3855,1000 ] 15
Mety-Gtixnald 3855,2500 25L
: 3554.1000PE 1L
| A
FrRsidn) 2 3554.2500PE 25L
! 3555.1000PE 1L
Papanicolaou 2B 3555,2500PE 250
; 3556,1000PE 1L
Fapahicowol b 3556.2500PE 25L
3921,0500 500 ml
UltraKitt™ 3921,0600 6 x 100 ml
3921,90258T 25
Mounting medium High 3882,0500 500 ml
Mounting medium Low 3883,0500 500 ml
3059 20L
o 3059.9010PC 10L




ATVANTOR

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 Ill.

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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ATVANTOR

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 111 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() 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 LyzerGlobin CN free 6x15ml
Cleaners

3766.0500 DetectoTerge 500 ml
3763 DetectoTerge 5 liter
3766 DetectoTerge 1 liter
3900 ProClean™ 5 liter
3768.1000 ProClean 11. 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 15x 3.5 ml

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 11T Diff 10 liter
3963 Diluid 11T Diff 20 liter
3974 Diluid 11T 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 11 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 111 Diff 5 liter
3972.1000 CyMet III Diff CN free 1 liter
3972.5000 CyMet III 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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ATVANTOR

PERFORMAMNCE MATERIALS

Hematology Controls 3684/3685/3686 |ADV-Diff Control L./N/H 3.5ml
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 LN,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 I./N/H Swelab 4.5 ml 3892/3893/3894 | AC-Diff Control 2.5 ml
3746 SPMC1xL1xN,1xH 3 x 2.5 ml 3896/3897/3898 | K-Diff Control 2.5 ml
3747 8 PMC 4 x Normal 4x25ml 3696/3697 WBC reduced Plt Control I./H 3.0 ml
3748 8 PMC 4 x Normal 4 x 8 ml 3698/3699 WBC reduced RBC Control 3.0ml
3749 8 PMC 4 x Low 4x25ml L/H
3751 8PMC1x1,4xN,1xH 6x2.5ml 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 | 50ml
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 2x2.5ml
3752 3-Diff Control 4 x Low 4x25ml 3720 Platelet Control Ext. value 5x 3 ml
3753 3-Diff Control 4 x Norm 4x2.5ml 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 ./N/H 4.5 ml bloodgrouping
3607/3608/3609  |CA-Diff Control L/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 L./N/H 4.5 ml
3693/3694/3695  [SE-Diff Control I./N/H 4.5 ml
3613/3614/3615 |BC Diff 5 Control L./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
usc 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 T 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 39339010 (PE) 100/0 V/V Buffered 10 liter
3870.2500 Hematoxyline er (Mayer) 2.5 liter Formaldehyde (PE)
- — - 3933.9020 (PE) 10% v/v Buffered 20 liter
3873.1000 Hematoxyline (Harris, Gill II) 1 liter Formaldehyde (PE)
3873.2500 Hematoxyline (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 Griinwald 2.5 liter concentrated
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CERTIFICATE [If§

This is to certify that

VWR®&Z’

Part of Avantor

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

with the organizational units/sites as listed in the annex
has implemented and maintains a Quality Management System.

Scope:

Sales and supply of branded and private label chemicals, consumables, laboratory equipment,
furniture, and medical devices from global leading developers and manufacturers of those
products to customers in biopharma, healthcare, advanced technology and applied materials,
education and government; manufacture of private label products, primarily laboratory and
production chemicals including custom manufacturing solutions used in biopharmaceutical and
industrial applications and production processes; provide value-added service offerings such as
client outsourced activities: including sourcing and procurement, logistics, chemical and
equipment tracking, lab and production services, scientific services and sample management;
technical services in-house and at customer sites including installation, maintenance,
qualification, calibration and repair of laboratory equipment

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

ISO 9001 : 2015

Certificate registration no. 530840 QM15

Valid from 2021-08-04

Valid until 2024-06-28

Date of certification 2021-08-04 « DAleiiche
Akkreditierungsstelle
D-ZM-16074-01-00

DQS GmbH

Markus Bleher
Managing Director

Accredited Body: DQS GmbH, August-Schanz-StraRe 21, 60433 Frankfurt am Main, Germany 1/9



e

Annex to certificate

Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

530842

VWR International GmbH
Graumanngasse 7

1150 Wien

Austria

530843

VWR International GmbH
Zimbagasse 5

1210 Wien

Austria

530841

VWR International bv
Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

531223

VWR International GmbH
Rue de Rive 18

1260 Nyon

Switzerland

531224

VWR International GmbH
Grabenstrale 1

8952 Schlieren
Switzerland

531221

VWR International GmbH
LerzenstraRe 16/ 18
8953 Dietikon
Switzerland

Scope

Sales and supply; Lab and Production
Services

Distribution; Technical Services

Sales and supply;
Distribution;

Manufacture;

Lab and Production Services;
Technical services

Sales and supply

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.
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Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464
3001 Leuven

Belgium

Location Scope

530844

VWR International s.r.o. Sales and supply;
Praska 442 Distribution;

281 67 Stribrna Skalice Kitting Services;
Czech Republic Technical services
530847

VWR International s.r.o. Sales and supply

Pivovarska 30
75661 Roznov prod Radhostém
Czech Republic

530868

VWR International GmbH Sales and supply
GroRenhainer StraBe 99

01127 Dresden

Germany

530869

VWR International GmbH Sales and supply
WohlerstraRe 42

30163 Hannover

Germany

530867

VWR International GmbH Sales and supply;
HilpertstraBe 20A Lab and Production Services;
64295 Darmstadt Technical services

Germany

539946

VWR International GmbH Distribution

Heinrich-Blanc-Strafle 40
76646 Bruchsal
Germany

This annex (edition: 2021-08-04) is only valid in connection
with the above-mentioned certificate. 3/9
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Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location Scope

530865

VWR International GmbH Sales and supply;
John-Deere-StraBe 5 Distribution
76646 Bruchsal

Germany

530866

VWR International GmbH Distribution
VichystraBe 2

76646 Bruchsal

Germany

530870

VWR International GmbH Sales and supply
Fraunhoferstr.11

85737 Ismaning

Germany

530871

VWR International GmbH Sales and supply
James-Franck-Ring 9

89081 Ulm

Germany

530859

VWR International A/S Sales and supply;
Tobaksvejen 21 Distribution;

2860 Soborg Lab and Production Services;
Denmark Technical services

531213

VWR International Eurolab, S.L. Sales and supply;

C/ De la Technologia, 5-17A7 - Llinars Park Distribution;

08450 Llinars Del Vallés Barcelona Lab and Production Services;
Spain Technical services

This annex (edition: 2021-08-04) is only valid in connection
with the above-mentioned certificate. 4/9



Annex to certificate
Registration No. 530840 QM15

e

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464
3001 Leuven

Belgium

Location Scope

530860

VWR International Oy Sales and supply;

Valimotie 9 Distribution;

00380 Helsinki Lab and Production Services;
Finland Technical services

530863

VWR International S.A.S. Sales and supply

Europarc

26 Avenue Leonard de Vinci
33608 Pessac Cedex
France

530861

VWR International S.A.S Distribution; Manufacture
Chemin de la Croix Saint-Marc

Z.l. de Vaugereeau

45250 Briare-le-Canal

France

530862

VWR International S.A.S Sales and supply;

Immeuble Estréo, Lab and Production Services;
1-3 Rue d'Aurion Technical services

93110 Rosny-sous-Bois

France

531226

VWR International Ltd Sales and supply
VWR House

Warren Court

Feldspar Close

Enderby

LE19 4SD

Leicester

United Kingdom

This annex (edition: 2021-08-04) is only valid in connection
with the above-mentioned certificate.
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Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv
Researchpark Haasrode 2020

Geldenaaksebaan 464
3001 Leuven
Belgium

Location

531228

LAB3 Service

1 Dragon Court
Crofts End Road
St George
Bristol

BS5 7XX

United Kingdom

531225

VWR International Ltd.
Customer Service Centre
Hunter Boulevard

Magna Park

Lutterworth, Leicestershire
LE17 4 XN

United Kingdom

531227

VWR International Ltd.
14 Media Village
Liscombe Park
Soulbury

Leighton Buzzard

LU7 0GA

United Kingdom

540366
VWR International

Medical Equipment Supplies and

Management

The Solutions Buckshaw Village, Chorley

Chorley
PR7 7EL
United Kingdom

Scope

Lab and Production Services;
Technical services

Sales and supply;
Distribution;

Manufacture;

Lab and Production Services;
Technical services

Sales and supply

Sales and supply;
Distribution;
Technical Services

This annex (edition: 2021-08-04) is only valid in connection
with the above-mentioned certificate. 6/9
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Annex to certificate

Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

531229

Basan - the cleanroom division of VWR
Units 2 & 3 Newton Court

Basingstoke

RG24 8GF

United Kingdom

546015

Hichrom Ltd

1-3 The Markham Centre, Station Road,
Theale,

Reading, Berkshire

RG7 4AB

United Kingdom

531198

VWR International Kft.
Simon Laszlo utca 4
4034 Debrecen
Hungary

531199

VWR International Ltd

Orion Business Campus
Northwest Business Park
Ballycoolin, Blanchardstown
Dublin 15

Ireland

531200

VWR International (Northern Ireland) Ltd
19 Clarendon Street

Derry BT4 87EP

Ireland

Scope

Sales and supply;
Distribution;
Manufacture

Manufacture of UHPLC and HPLC columns
with lot traceability. Procurement and
distributor for UHPLC and HPLC columns
and associated solvents, packing materials
and accessories with lot traceability

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.
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Annex to certificate

Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020

Geldenaaksebaan 464
3001 Leuven
Belgium

Location

531201

VWR International s.r.l.

Via San Giusto 85
20153 Milano
Italy

531203

VWR International B.V.

Orlyplein 85
1043 AP Amsterdam
Netherlands

531205

VWR International AS
Brynsalleen 4

0667 Oslo

Norway

531206

VWR International AS
Kokstadtflaten 35
5152 Banes (Bergen)
Norway

531207

VWR International AS
Leirfossvegen 27
7038 Trondheim
Norway

531211

VWR International Sp.
Limbowa 5

80-175 Gdansk
Poland

Z.

0.0.

Scope

Sales and supply;

Lab and Production Services;
Technical Services;
Manufacture

Sales and supply;
Lab and Production Services;
Technical services

Sales and supply;
Lab and Production Services;
Technical services

Sales and supply

Sales and supply

Sales and supply;
Lab and Production Services;
Technical services

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.
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Annex to certificate

Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

531212

VWR International Sp. z. o.0.
Aleja Niepodlegtosci 606/610
81-879 Sopot

Poland

531208

VWR International

Material De Laboratorio, LDA
Centro Empresarial de Alfragide
Rua da Industria, n° 6

2610-088 Alfragide

Portugal

531217

VWR International AB
Fagerstagatan 18A
163 94 Stockholm
Sweden

531220

VWR International AB
Skiffervagen 12

224 78 Lund

Sweden

531218

VWR International AB
Varbergsgatan 2

412 65 Goteborg
Sweden

531219

VWR International AB

Nordiskt Centrallager

Gjuterigatan 3 (Bofors Industriomrade)
691 50 Karlskoga

Sweden

Scope

Distribution

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply;
Lab and Production Services;
Technical services

Sales and supply

Sales and supply

Distribution

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.

9/9
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c € Declaration of Conformity

Manufacturer: Rayto Life and Analytical science Co., Ltd.

ADDR: Rayto Industrial Building, Shuangming Blvd South, East Hi-Tech Park,
Guangming New District, 518107 Shenzhen, P.R.China

European representative: Shanghai International Holding Corp. GmbH (Europe)

ADDR: Eiffestrasse 80, 20537, Hamburg, Germany

Product: RD-7/RD-M/ RD-A/RD-H/ RD-N/ RD-S/ RD-C/ RD-T/ RD-U/
RD-P/RD-B Diluent, RL-7/RL-M/RL-A/RL-H/RL-N/ RL-S/ RL-C/ RL-T/
RL-U/RL-P/RL-B Lyse, RC-1/ RC-2/RC-A/ RC-B/RC-C/RC-H/RC-M/RC-N/
RC-P/RC-S/RC-T/RC-U Cleanser, REC Concentrated Cleanser, C3 Hematology
Calibrator, Q3 Hematology Control.

Classification (IVDD Annex II): Other

Conformity assessment Route: Annex III applied

We herewith declare that the above mentioned products meet the provisions of the
Council Directive 98/79/EC for in vitro diagnostic medical device. All supporting
documentation is retained under the premises of the manufacturer.

Complies with: IVD 98/79/EC

Standards applied: See Attachment.

Issue Date: 2019, 9. 12

Manufacturer

Signature "%g/h W\%/ Expired Date: 2022. 9,
Product Manager

Rayto Life and Analytical Sciences Co., Ltd.

[
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Attachment: list of standards applied.

No. | Product Name Model Standard applied
RD-7, RD-M,
RD-A, RD-H,
. RD-N, RD-S,
1 | Diluent RD-C. RD-T.
RD-U, RD-P,
RD-B
RL-7, RL-M,
RL-A, RL-H,
2 | Lyse RL-N,  RL-S,

RL-C, RL-T, | EN 13612: 2002
RL-U,  RL-P, | EN ISO 23640: 2015
RL-B EN ISO15223-1: 2016

RC-1, RC-2, | EN1SO 14971: 2012

Eg'é’ Eg'g’ EN ISO 9001: 2015
3 | Cleanser o " | ENISO 13485: 2016

RC-M, RC-N, A _
RC-P.  RC-S, ISO 18113-1: 2011

RC-T.  RC.U | ENISO 18113-2: 2011

4 | Concentrated Cleanser REC

5 | Hematology Calibrator C3

6 | Hematology Control Q3
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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
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S " DE SANIDAD, CONSUMO mmcdwamen\os y
2

Y BIENESTAR SOCIAL productos sanitarios

CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo 1V, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2003 12 0392 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de /In favour of:

Fabricante/Manufacturer:

Nombre/Name: DIA. Pro Diagnostic Bioprobes S.r.l.
Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccién/Address: Idem

Para el producto/For the product:

Categoria/Category: Productos Sanitarios para Diagnéstico “In Vitre” / In Vitro Diagnostic Medical Devices
Grupo genérico/Generic group: Diagndstico de enfermedades infecciosas / Diagnostic of infectious diseases
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate.

Elaborado en/In the facilities:

Dia. Pro Diagnostic Bioprobes S.r.l.
Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).

Este certificado debe ir acompariado por el certificado CE de Sistema de Garantia de Calidad Total N°
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance System
Certificate N° 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacion de la documentacion técnica del disefio contenida en el
expediente N° 2003 05 0240, y garantiza que el disefio de los productos descritos cumple los requisitos de
la Directiva/ This certificate is issued on the assessment of the design documentation contained in dossier
N° 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the
Directive.

Madriq, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS

ageﬂcia es ~
' ' ' . Panola
' med.CameMos de
Productog y

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: BB6ES8DZ586
Fecha de la firma: 19/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 1 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89



CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo 1V, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex 1V, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de ltima prorroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2003 12 0392 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de/In favour of:

Fabricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccion/Address: ldem

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de control
para el diagndstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
materials for diagnostic of human infectious diseases.

Clasificacion/Classification: Lista A, Anexo Il / List A, Annex Il

Reactivos y productos reactivos para la determinacion, confirmacion y cuantificacion en muestras
humanas de marcadores de infeccion por Hepatitis C, mediante técnicas de Inmunoabsorcion
enzimatica (ELISA)/ Reagents and reactive products for the determination, confirmation and quantification
in human specimens of markers of Hepatitis C infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: 1\VD 0203]

HCV Ab ELISA cualitativo / ELISA qualitative

- CVAB.CE (192 tests)

- CVAB.CE.96 (96 tests)

- CVAB.CE.480 (480 tests)

- CVAB.CE.960 (960 tests)

- CVAB.CE.DB (192 tests - for Dia.Blood application)

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracion de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conformity.

Madriq, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

. Panolg
.' ' ' medlcan-,emos de
Productos y

Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: BB6ES8DZ586
Fecha de la firma: 19/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89
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LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
THE AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

otorga el certificado niimero
grants the certificate no.

2013 11 0039 EN

segun la norma
in accordance with the standard

UNE-EN ISO 13485: 2018
(EN 1SO 13485: 2016 & ISO 13485: 2016)

Productos Sanitarios: Sistemas de Gestion de Calidad — Requisitos para fines reglamentarios
Medical devices — Quality management systems - Requirements for regulatory purposes

a la empresa
to the company

Dia.Pro Diagnostic Bioprobes S.r.l.
Sede social y de fabricacién/ Headquarters and manufacturing facility
Via G. Carducci, 27-20099-Sesto San Giovanni-Milano-Italy

Para las siguientes actividades / For the following activities:

Diseiio, desarrollo y produccién de reactivos y productos reactivos, calibradores y materiales de control para
inmunoquimica, microbiologia, inmunologia infecciosa y técnicas de biologia molecular.

Disefio, desarrollo, produccién y servicio técnico de instrumentos y software para diagnéstico in vitro.

Design, development and manufacturing of reagents, reagent products, calibrators and control materials for
immunochemistry, microbiology, infectious immunology and molecular biology techniques.

Design and development, management of production and technical servicing of instruments and software for “in vitro”
diagnostic.

Modificaciones de alcance/ Scope modifications:: Ver Anexo | / see Annex |

Fecha de validez/ Date of validity: Desde/ From: 25-02-2021 Hasta/To: 18-11-2023
Certificacion inicial/ /nitial certification date: 27-11-2013

Renovaciones / Renewal of certification dates: 8-03-2019; 25-02-2021

Madrid, 23 de febrero de 2021
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

géncija e
¢ Spanola
. Medicga €ntos v
r
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 23/02/2021
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CSV: 4TEYRF78EE

CORREO ELECTRONICO Péagina 1 de 2

on0318@aemps.es
CERTIFICACION 13485

C/ CAMPEZO, 1 - EDIFICIO 8

28022 MADRID

Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89
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ANEXO I / ANNEX |

CERTIFICADO UNE-EN ISO 13485: 2018/ UNE-EN ISO 13485: 2018 CERTIFICATE

Modificaciones del alcance / Scope modifications:

Fecha/Date

Descripcion de la modificacién/ Modification description

18-12-2018

Cambio en la descripcion del tipo de técnica en el ambito tecnoldgico
(inmunologia infecciosa y técnicas de biologia molecular).
Cambio del nivel de detalle en la descripcion del ambito tecnoldgico

Change in the description of the method of analysis in the technological scope
(infectious immunology and molecular biology techniques).
Change in the level of detail of the technological scope description.

8-03-2019

Ampliacion del &mbito tecnoldgico para incluir:

Inmunoquimica y microbiologia

Instrumentos y software para diagndstico “in vitro”.
Modificacion del alcance para incluir la actividad de asistencia técnica para
Instrumentos y software para diagnéstico “in vitro”.

Extension of technological scope:

Immunochemistry and Microbiology

Instruments and software for “in vitro” diagnostic
Modification of the scope to include the activity of technical servicing of
instruments and software for “in vitro” diagnostic

Madrid, 23 de febrero de 2021

DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencija e

. Sparnol
’ rr:edlcamentosade
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: 4ATEYRF78EE

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es |” ”Ill “ || I|| | m | ‘Illlm || ‘ || | ‘ || I||

Fecha de la firma: 23/02/2021

CORREO ELECTRONICO

on0318@aemps.es

Pégina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

CERTIFICACION 13485 Fax: (+34) 91.822.52.89




L o ¥ MINISTERIO agencia espafiola d
S " DE SANIDAD, CONSUMO mmcdwamen\os y
2

Y BIENESTAR SOCIAL productos sanitarios

CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo 1V, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 04/12/2008
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2008 12 0588 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de /In favour of:

Fabricante/Manufacturer:

Nombre/Name: DIA. Pro Diagnostic Bioprobes S.r.l.
Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccién/Address: Idem

Para el producto/For the product:

Categoria/Category: Productos Sanitarios para Diagnéstico “In Vitre” / In Vitro Diagnostic Medical Devices
Grupo genérico/Generic group: Diagndstico de enfermedades infecciosas / Diagnostic of infectious diseases
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate.

Elaborado en/In the facilities:

Dia. Pro Diagnostic Bioprobes S.r.l.
Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).

Este certificado debe ir acompariado por el certificado CE de Sistema de Garantia de Calidad Total N°
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance System
Certificate N° 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacion de la documentacion técnica del disefio contenida en el
expediente N° 2003 05 0240, y garantiza que el disefio de los productos descritos cumple los requisitos de
la Directiva/ This certificate is issued on the assessment of the design documentation contained in dossier
N° 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the
Directive.

Madriq, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS

ageﬂcia es ~
' ' ' . Panola
' med.CameMos de
Productog y

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: P6LLDBAA94
Fecha de la firma: 19/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 1 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89



CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo 1V, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex 1V, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 04/12/2008
Fecha de ltima prorroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2008 12 0588 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de/In favour of:

Fabricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccion/Address: ldem

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de control
para el diagndstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
materials for diagnostic of human infectious diseases.

Clasificacion/Classification: Lista A, Anexo Il / List A, Annex Il

Reactivos y productos reactivos para la determinacion, confirmacion y cuantificacion en muestras
humanas de marcadores de infeccion por Hepatitis B, mediante técnicas de Inmunoabsorcion
enzimatica (ELISA)/ Reagents and reactive products for the determination, confirmation and quantification
in human specimens of markers of Hepatitis B infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: 1\VD 0203]

HBs Ag one Version ULTRA ELISA cualitativo / ELISA qualitative

- SAGIULTRA.CE (192 tests)

- SAGLULTRA.CE.96 (96 tests)

- SAGIULTRA.CE.480 (480 tests)

- SAGIULTRA.CE.960 (960 tests)

- SAGLULTRA.CE.DB (192 tests - for Dia.Blood application)

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracion de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conformity.

Madriq, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

ageﬂcia es ~
. Panola
'l l I med'camentos e
Productog y

sanitaﬂ.os

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: P6LLDBAA94
Fecha de la firma: 19/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89
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Declaration of Conformity helena

Biosciences Europe

HL-7- 0512 DC DOI 2013/08 (4)

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
5556 Clauss Fibrinogen 50 55997
5556H Clauss Fibrinogen 50 55997

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: % CM /% Date: 05 Aug 2013

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

www.helena-biosciences.com United Kingdom



bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

By Royal Charter

This is to certify that: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

Holds Certificate Number: MD 69326

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, molecular
biology products, immunochemistry products and medical laboratory equipment and
consumables.

(o C_ el C

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2002-10-25 Effective Date: 2021-04-14
Latest Revision Date: 2021-04-13 Expiry Date: 2024-04-13
@ Page: 1 of 2
UKAS . o
..making excellence a habit:

003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk

Certificate No: MD 69326

Location

Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park

Colima Avenue

Sunderland

SR5 3XB

United Kingdom

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Original Registration Date: 2002-10-25

Latest Revision Date: 2021-04-13

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Effective Date: 2021-04-14
Expiry Date: 2024-04-13

Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
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ITACIIOPT Ne 1515
AHTUIreH KapaAMONUNUHOBLIN ANs peakuun MuKponpeunnutTauum
Cudounuc-ArKn-PmMmn
Komnnekr Ne2 (2000 onp.)
TY 9398-016-70423725-2010
PY Ne ¢CP 2011/09957 oT 25.07.2018 KatanoxHbin Ne 03.07.3
Homep cepun___ 33/21 [aTa Bbinycka 2021.09.02
Cpok rogHocTtu 2023.03.02
Yernosusi XpaHeHus: XpaHumb 8 CyXOM, 3auUlieHHOM Om MpAMbIX CO/THEYHbIX
nyyeli mecme, ripu memnepamype om 2 6o 8 °C.

N NMokasaTenb XapakTepucTiika 1 HOpMbl | Pe3yIbTaTh

/1 AHaJIN30B

1. BHeluHun Bug,

1.1. | Basecb ArKJ1 B 10%pacTteope | CycneHsus mosnoyHo-6enoro | Coomeemcmeyem
XONnuUH-Xropuaa, uBeTa, npu OoTCTanBaHuu
cofiepallas kapauonunuHa | pasgensioujascs Ha
(0,33 r/n), neunTuHa (2,7 r/n), | onanecumpyoLLyo BecuBeTHYI0
xonectepwHa (9 r/n), XWOKOCTb W MAOTHbIA  OCafoK
OATA(ctabunusaTop) B Genoro ugeTa

KOHEYHOW KOHLUEHTpaLunu
0,0125 monb/n 1 TMMepocan
(KOHCEpPBaHT) B KOHEYHOW
KoHueHTpauum 0,1%

10 mn (7 dn.)
2 Cneunduyeckas akTusHocTb | [pu uccrieposaHuny nnasmbl,
MHAKTUBUPOBAHHOMN CbIBOPOTKU
kpoeu u CMXX oT 6onbHbIX
cudunucom gomkHa HabnaaTbea
nonoXXuTtenbHas peakumsa-ocanok
B BUE XNONLEB Pa3HON
BEMUYUHbI, @ NpU UccneaoBaHun
nnasMbl, UHAKTUBUPOBaAHHOM
cbIBOpOTKM Kposu n CMK
340POBbLIX MUY oTpuLlaTenbHas
peakuusi B BUAe onanecueHumu.

TpaHcropmupytom npu memnepamype om 2 0o 8 °oC. [Monyckaemcs

mpaHcropmupogaHue npu memnepamype om 9 do 25 oC He bonee 10 cym. SamopaxusaHue
He donyckaemcs.

Bakarouenne: Habop «Cugpunuc-AzK/I-PMl1» coomeemcmsyem mpebosaHusM
TY 9398-016-70423725-2010. -

Coomeemcmeyem




Declaration of Conformity helena

Biosciences Europe

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

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

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

Product Description GMDN
Code Classification Code
5267L Thromboplastin L 55983

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

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

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

www.helena-biosciences.com United Kingdom



ELITech Clinical Systems e
Zone industrielle ;
61500 Sées - France

Tel: +33 (0)2 338121 00 Fax : +33 (0)2 22 28 77 51
www.elitechgroup.com

EMPOWI:R!NG VD

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité
que les réactifs référencés dans la liste ci-jointe (2 pages), sont conformes aux exigences essentielles des annexes I et III de
la Directive Européenne 98/79/CE relative aux dlSpOSltIfS médicaux de diagnostic /n vitro et au code de la santé publique.

Ces dlSpOSItIfS 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 |a classe des autotests.

Cette déclaration est basée sur le contenu de chaque dossier technlque et s'appuie sur la certification de notre systeme
qualité selon la norme NF EN ISO 13485 : 2016 (Certification valable jusqu'au 27 juillet 2023).

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 (2 pages) , conform to the essential requirements of appendices I and III of European
Directive 98/79/EC, relating to in vitro diagnostic medical devices and to the public health code.

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

This declaration is based on the contents of each technical file and is supported by the certification of our quality
system according to the standard NF EN ISO 13485 : 2016 (Certification valid until July 27" , 2023),

DECLARACION CE DE CONFORMIDAD

Nosotros, ElfTech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra unica
responsabilidad que los reactivos referenciados en la lista adjunta (2 pdginas), son conformes con los requisitos esenciales de
los anexos I y III 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 "otro dispositivo®, va que no pertenecen a fa lista A ni 3 Ia lista B de/
anexo I, tampoco a la clase de autodiagndstico.

Esta declaracion se basa en el contenido de cada expediente técnico y estd respaldado por la certificacion de nuestro
sistema de calidad segtin la norma NF EN ISO 13485 : 2016 (Certificacion vélida hasta el 27 de Julio 2023).

Sées, le 12 Mai 2021

ELITech Clinical Systems SAS

Valérie LAMBERT, Zone Industrielle

Responsable des Affaires Réglementaires 61500 SEES - France .
Regulatory Affairs Manager Tél, :+33(0)2 33 81 21 00 - Fax : +33(0)2 33 28 77 51
Responsable de los Asuntos Reglementarios SIRET 313 365 228 00036

( t:lﬁux)’t\u f\

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

DCCE - ECSSAS- V10 - Mai / May / Mayo 2021



TRIGLYCERIDES MONO SL NEW

TGML-0427/0425/0515/0700/0517/0707/0457

TRIGLYCERIDES SL

TGML-0250/0455

IREACTIFS - REAGENTS - REACTIVOS |REFERENCES - REFERENCES - REFERENCIAS Code GMDN
Metabolites divers / Miscellaneous metabolites
ALBUMIN ALBU-0600/0700/0250/MB30 53597
ALBUMIN ENVOY ALBU-0850
BILIRUBIN DIRECT 4+1 BIDI-0600/0250 53233
BILIRUBIN TOTAL 4+1 BITO-0600/0250 53229
BILIRUBIN TOTAL & DIRECT 4+1 BITD-0600 53229/53233
CREATININE ENVOY CRSL-0850 53250
CREATININE JAFFE CRCO-0600/0700 53251
CREATININE PAP CRSL-M480 53250
CREATININE PAP SL CRSL-0630/0250
DIRECT BILIRUBIN BIDI-M430 53233
DIRECT BILIRUBIN ENVOY BIDV-0850 53233
GLUCOSE ENVOY GPSL-0850
GLUCOSE HK GHSL-M450
GLUCOSE HK SL GHSL-0600/0250 53301
GLUCOSE PAP GPSL-M630
GLUCOSE PAP SL GPSL-0507/0500/0707/0700/0250/0455/0497
LACTATE LACT-0100 53342
MICROPROTEIN PLUS PRTU-0600/0250 53481
PHOSPHORUS PHOS-0600/0230/M430 50123
PHOSPHORUS ENVOY PHOS-0850
TOTAL BILIRUBIN BITO-M430 53229
TOTAL BILIRUBIN ENVOY BITV-0850 53229
TOTAL PROTEIN PROB-M830
TOTAL PROTEIN ENVOY PROB-0850 53985
TOTAL PROTEIN PLUS PROB-0600/0700/0250
UREA URSL-MB30
UREA ENVOY URSL-0850 53587
UREA UV SL URSL-0427/0420/0500/0507/0250/0455
URIC ACID AUML-M830
URIC ACID ENVOY AUVD-0850 53583
URIC ACID MONO SL AUML-0487/0427/0420/0500/0507/0707/0250
URIC ACID SL AUSL-0250
URINE PROTEIN PRTU-M230 53481
Enzymes / Enzymes
ALP (DEA) SL PASL-0400/0420/0230
ALP ENVOY PIVD-0850 52928
ALP IFCC ALPI-0230
ALT ENVOY ALSL-0850
ALT/GPT ALSL-M430 52023
ALT/GPT 4+1 SL ALSL-0410/0430/0510/0250/0455
AMYLASE AMSL-M430
AMYLASE ENVOY AMSL-0850 52940
AMYLASE SL AMSL-0390/0400/0230
AST/GOT ASSL-M490
AST ENVOY ASVD-0850 52954
AST/GOT 4+1 SL ASSL-0410/0430/0510/0250/0455
CHOLINESTERASE CHES-0053 52971
CK ENVOY CKSL-0850 53003
CK-MB ENVOY CMSL-0850 52994
CK-MB SL / CKMB CMSL-0410/0430/0230
CK NAC CKSL-M230 53003
CK NAC SL CKSL-0410/0430/0230
GAMMA-GT GISL-M230
GAMMA-GT PLUS SL GISL-0400/0420/0250 53027
GGT ENVOY GISL-0850
LDH ENVOY LLSL-0850
LDH IFCC LLSL-M230 53072
LDH-L SL LLSL-0400/0420/0230
LIPASE LPSL-0250
LIPASE ENVOY LPSL-0850 53108
LIPASE SL LPSL-0230
Electrolytes / Oligo-élements / Electrolytes / Trace-elements
CALCIUM ARSENAZO CALA-0500/0250/M430 45789
CALCIUM ENVOY CALA-0850
CHLORIDE CHLO-0600/0250 60037
IRON ENVOY FEFE-0850 54758
IRON FERENE FEFE-0230/0600/M230
MAGNESIUM ENVOY MAGX-0B50
MAGNESIUM XB MGXB-0250/0600/M430 46795
MAGNESIUM XYLIDYL MAGX-0230/0600
Lipides / Lipids
CHOLESTEROL CHSL-M630 53350
CHOLESTEROL ENVOY CHSL-0850
CHOLESTEROL HDL SL 2G HDLL-0230/0380/0390 53391
CHOLESTEROL LOL SL 2G LDLL-0230/0380/0380 53395
CHOLESTEROL SL CHSL-0507/0500/0700/0707/0250/0455/0497 53359
HDL CHOLESTEROL CHDL-0250/0600/M330 53391
HOL CHOLESTEROL ENVOY HDLL-0850
LDL CHOLESTEROL CLDL-0250/M330 53305
LOL CHOLESTEROL ENVOY LDLL-0850
TRIGLYCERIDES TGML-M530
TRIGLYCERIDES ENVOY TGML-0850 53460

DCCE-ECSSAS-vi0
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REACTIFS - REAGENTS - REACTIVOS

[REFERENCES - REFERENCES - REFERENCIAS

Code GMDN

Contrdles-Calibrants-Standards / Controls-Calibrators-Standards

CHOLESTEROL HDL 2G CALIBRATOR HDLL-0011/0041 44696
CHOLESTEROL LOL 2G CALIBRATOR LOLL-0011/0041 4172
CHOLESTEROL Slandard 200 mg/dL CHOL-0055 4469
CK-MB CONTROL CKMB-0800 4469
ELICAL 2 CALI-0550 4786/
ELITROL | CONT-0060 47869
ELITROL Il CONT-0160
GLUCOSE Standard 100 mg/dL GLUP-0055 41818
HDL LDL CALIBRATOR HLCA-0041 47868
ISE CONTROL | ISCT-0046 47860
ISE CONTROL Il ISCT-0047
MICROPROTEIN PLUS Standard 100 mg/dL PRTU-0022 53482
TRIGLYCERIDES Slandard 200 mg/dL TRIG-0055 44702
UREA Standard 50 mg/dL URUV-0055 358!
URIC ACID Slandard 6 mg/dL ACUR-0055 44704

Protéines spécifiques / Specific proteins
ANTI-STREPTOLYSIN O ASLO-0250 59055
CRP IP ICRP-0400/M230 53705
CRP IP CALIBRATOR SET ICRP-0043 41838
CRP IP CONTROL | ICRP-0046 41830
CRP [P CONTROL Il ICRP-0047
CRP WR CRPW-0230 53705
CRP WR CALIBRATOR SET CRPW-0043 41838
CRP WR CONTROL CRPW-0045 41839
CRP WR ENVOY CRPW-0850 53705
FERRITIN IFRT-0230 53718
FERRITIN CALIBRATOR IFRT-0042 41927
HAPTOGLOBIN IP IHAP-0400 53737
HbA1c HBAC-0240 59090
HbA1c CALIBRATOR SET HBAC-0043 53315
HbA1c CONTROL L + H HBAC-0049 44435
IgA IP 1IGA-0400 53760
19G IP [GG-0400 53787
IgM IP [uem-0400 53795
PALBUMIN IP |ImMAL-0400 53475
PALBUMIN IP CALIBRATOR SET |IMAL-0043 53477
PALBUMIN IP CONTROL | |IMAL-0046 53478
BALBUMIN |P CONTROL Il |IMAL-0047
OROSOMUCOID IP |loro-0400 53606
PREALBUMIN IP |iPAL-0400 53957
PROTEIN IP CALIBRATOR SET |iPRO-0043 53593
RF CALIBRATOR |IRFA-0042 42230
RHEUMATOID FACTOR IRFA-0230 55111
RHEUMATOLOGY CONTROL | IRCT-0048 47869
RHEUMATOLOGY CONTROL Il IRCT-0047
TRANSFERRIN IP' ITRF-0400 59041

Vitamines/Vitamins
VITAMIN D VITD-0250 54476
VITAMIN D CALIBRATOR SET VITD-0043 54474
VITAMIN D CONTROL SET VITD-0049 54475
ISE Solutions pour électrodes selectives d'ions /

ISE Solutions for ion-selective electrodes
ISE BASELINE SOLUTION ENVOY ISBA-0850 50238
ISE CALIBRATORS ISCA-0250 52867
ISE CALIBRATOR ENVOY ISCV-0850
ISE CLEANER/CONDITIONER ISCC-0280 59058
ISE DILUENT 1S01-0250 58237
ISE DILUENT ENVOY ISDV-0850
ISE REFERENCE SOLUTION ISRS-0800 59238
ISE REFERENCE SOLUTION ENVOY ISRS-0850

Solutions de lavage pour les équipements ELITech Clinical Systems /
Cleaning solutions for ELITech Clinical Systems Equipments

ACID SOLUTICN for ELITech Clinical Systems Analyzers SLHC-5900 59058
SYSTEM CLEANING SOLUTION far ELITech Clinical Systems Analyzers SLNA-5900 59058
SYSTEM SOLUTION SLSY-5805 58236
SYSTEM SOLUTION for ELITech Clinical Systems Analyzers SLSY-5900
WASH SOLUTION A SOLA-M163 59058
WASH SOLUTION B WASH SOLUTION B 59058

Tests d'agglutination / Agglutination tests
CRP LATEX |LxcR-0112 53707

o
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Current issue date: 22 June 2021 Original approval(s):
Expiry date: 21 June 2024 ISO 13485 - 9 June 2019
Certificate identity number: 10361225

Lloyd's
Reqister

Certificate of Approval

This is to certify that the Management System of:

ELITechGroup B.V.

Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands

has been approved by Lloyd's Register to the following standards:
ISO 13485:2016

Approval number(s): ISO 13485 — 00020722

This certificate is valid only in association with the certificate schedule bearing the same number on which the locations applicable
to this approval are listed.

The scope of this approval is applicable to:

Design, development and manufacturing of clinical chemistry analyzers, contract manufacturing of erythrocyte sedimentation rate
analyzers and warehousing of erythrocyte sedimentation rate tubes for the in vitro diagnostic investigation of samples of human
origin.

Paul Graaf

Chief Operating Officer, Management Systems, MSIS %
Issued by: Lloyd's Register Nederland B.V. MyNAlgEﬁggr
for and on behalf of: Lloyd's Register Quality Assurance Limited Sv:;;:s

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents
are, individually and collectively, referred to in this clause as 'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss,
damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person has signed a contract with the relevant Lloyd's
Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.
Issued by: Lloyd's Register Nederland B.V., K.P. van der Mandelelaan 41a, 3062 MB Rotterdam, The Netherlands for and on behalf of: Lloyd's Register Quality Assurance
Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom

Page 1 of 2



Lloyd's

Reg | Ster Certificate identity number: 10361225
Certificate Schedule
Location Activities
ELITechGroup B.V. 1ISO 13485:2016

Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands ~ Design, development and manufacturing of clinical
chemistry analyzers, contract manufacturing of

erythrocyte sedimentation rate analyzers and
warehousing of erythrocyte sedimentation rate tubes for
the in vitro diagnostic investigation of samples of human

origin.
ELITechGroup B.V. 1ISO 13485:2016
Kanaaldijk 90, 6956 AX Spankeren, The Netherlands Design, development and manufacturing of clinical

chemistry analyzers, contract manufacturing of
erythrocyte sedimentation rate analyzers and
warehousing of erythrocyte sedimentation rate tubes for
the in vitro diagnostic investigation of samples of human
origin.

o

v

KAS

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents
are, individually and collectively, referred to in this clause as 'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss,
damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person has signed a contract with the relevant Lloyd's
Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.
Issued by: Lloyd's Register Nederland B.V., K.P. van der Mandelelaan 41a, 3062 MB Rotterdam, The Netherlands for and on behalf of: Lloyd's Register Quality Assurance
Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom

Page 2 of 2



- ®
EC Certificate TUVRheinland
Directive 98/79/EC Annex IV, excluding Sections 4 and 6
Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60119814 0001

Report No.: 21265422 001

Manufacturer: Macherey-Nagel GmbH & Co. KG
Neumann-Neander-Str. 6-8
52355 Diiren
Deutschland

Products: Products for self-testing
(see attachment for products and sites included)

Replaces Certificate, Registration No.: HL 60076687 0001

Expiry Date: 2022-05-28

The Notified Body hereby declares that the requirements of Annex IV, excluding section 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex

IV, section 5 of the aforementioned directive. For placing on the market of List A devices covered by
this certificate an EC design-examination certificate according to Annex IV, section 4 and-a.

LG
verification of manufactured products according to section 6 is required. (,_'.‘-"'f.ﬁ——*f._\g'g"\
f'.‘ QF/«-/ \\O'oﬁ\\
s D 4 % \
Notified Body/=> ; \ o\
Effective Date: 2017-05-29 L\ 2|
‘ /£

Date: 2017-05-29

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC
concerning in vitro diagnostic medical devices with the identification number 0197.




TUV Rheinland poc.

LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: HL 60119814 0001

Report No.: 21265422 001

Manufacturer: Macherey-Nagel GmbH & Co. KG

Neumann-Neander-Str. 6-8
52355 Diiren
Deutschland

Products for self-testing:

- 8ingle and multi-parameter disposable test strips
for urine analysis

- indicator test strips and papers for measurement
of pH in urine

Additional site for warehousing and logistics:

Bahnstr. 120
52355 Duren, Germany

Date: 2017-05-29

. ®
TUVRheinland

1/1, Rev. 0




Certificate

, ®
TUVRheinland

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

Scope:

SX 1038121-1

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

52355 Duren

Germany

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

(see attachment for sites included)

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

management system is subject to yearly surveillance.

Report No.:
Effective date:
Expiry date:

Issue date:

{( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

3309079-90
2020-05-29

2023-05-28

2020-05-28 S .

/. Dipl.-Ing. S. Hoffmann
TY einland LGA Products GmbH
TillystraRe 2 - 90431 Nurnberg - Germany
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Certificate

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

No. Facility

SX 1038121-1

: ®
TUVRheinland

MACHEREY-NAGEL GmbH & Co. KG

Neumann-Neander-Str. 6-8
52355 Duren
Germany

/02 MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11

52355 Duren
Germany

103 MACHEREY-NAGEL GmbH & Co. KG

Bahnstr. 120
52355 Duren
Germany

Report No..
Effective date:
Expiry date:

Issue date:

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

3309079-90
2020-05-29
2023-05-28
2020-05-28

Scope

Design and development, manufacture,
quality control, distribution and customer
service

Warehousing and logistics

W Dipl.-Ing. S. Hoffmann
heinland LGA Products GmbH
TillystraBe 2 - 90431 Nurnberg - Germany

2/2




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

www.tuv.com

Certificate

Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

1ISO 9001:2015
01 100 1810008

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

52355 Duren

Germany

including the locations according to annex

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

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

The certificate is valid from 2020-05-29 until 2023-05-28.

2020-05-25 /&(%/b

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdéln

A TUVRheinland®

Akkrediti tell . .
0-ZM-16031-01.00 Precisely Right.

(( DAKKS

Deutsche



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

Annex to certificate

Standard

Certificate Registr. No.

No.

/01

/02

/03

/04

/05

Location

MACHEREY-NAGEL GmbH & Co.

Neumann-Neander-Str. 6-8
52355 Diren
Germany

MACHEREY-NAGEL GmbH & Co.

Valencienner Str. 11
52355 Diren
Germany

MACHEREY-NAGEL GmbH & Co.

Papiermihle 50
52349 Diren
Germany

MACHEREY-NAGEL GmbH & Co.

Bahnstr. 120
52355 Diren
Germany

MACHEREY-NAGEL GmbH & Co.

Monschauer Str. 64
52355 Diren
Germany

2020-05-25

www.tuv.com

KG

KG

KG

KG

KG

1SO 9001:2015
01 100 1810008

Scope

Design, development and production
of products for chromatography

and bioanalysis

Design, development, production

and distribution of products for filtration,
rapid tests, water analysis.

Service and administration

Waste disposal
Storage

Production

YA

TOV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdln

Page 1 of 1

A TUVRheinland®

Precisely Right.



000 “MunuMen”, 241520, Poccuickan ®Pepepaumns, BpsaHckaa obnacTs,
BpaHckmi panoH, c. CynoHeso, yn. lLoccennan, 17 A

Ten. (4832) 92-97-97, 92-24-52, -53, -55, -56, -57, -58, -60, -61, -62

® MuorokaHanbHbIi Homep - 8-800-100-48-32
®Dakc (4832) 92-24-54, 92-24-59, 92-24-61

nocmaswuk nabopamopuid WHH 3234007127 www.minimed.ru e-mail: info@minimed.ru

Perucrpaunonnoe ynoctoseperue Ne @CP 2009/05559 ot 04.12.2015 r.
IMacnopT

Haoop pearenToB «Macj10 HMMepPCHOHHOE)
mo TY 9398-011-29508133-2009

Cepnsn 1094 Jara u3roroBiieHus 10.09.2021] e.

1. Hazuauenue
Hcnonb3yercst B Ka4ecTBe MMMEPCHOHHOMH KHIKOCTH I71A CBETOBOH M (DAYOpPECLEHTHOH MHKPOCKONHH, o0iaaaet
HHU3KHM YPOBHEM ABTO(TYOPCCLCHLIHH.

2. Texunueckne TpedoBanus

Xa])a KTEePHCTHKA | Pcay.rl bTAThI

HanmenoBanne nokasarens
Hopmano TY AHAJIM3A

[Ipo3zpaunas GecuBeTHAs KUAKOCTD

OpraHonenTHYecKHe NoKaszaTenu coomeemcmeyem
€O €1a0BIM KECATOBATHIM OTTCHKOM

Bsi3kocTs KMHEMaTHueckas npu temneparype 20°C, mv?/c ot 220 1267

TlokazaTens npenomaeHHs npu Temneparype 20°C ot 1,5150 mo 1,5180 1,5154

440 uu-98,8

aq 0
Koa(munent nponyckanns macna, % He menee 70 540 1m-100.0

MMMepcHOHHOE MAcro JIerko YAasaseTcs C MOBEPXHOCTH Mpenapara, ()POHTATBHON JMH3bI M ONPABbl OOBEKTHBA;
HHEPTHO K OKPALLUCHHBIM H HCOKPAIICHHBIM MPEnaparam.

Ynaxoeka — (prmakoH-kaneabHULAa BMecTHMOCTERO 10,0 Mn ofecneuHBacT aKKypaTHOC H IKOHOMMHHOC HAHCCCHUC
MAcIa Ha Npenapar.

Cpoxk rognocTs — 1,5 roja ¢ 2aTsl H3TOTOBICHHSL.

3. TpancnopTHPOBAHKE H XPAHCHHE
TpaHCDU]}THpOBaHHC J0JKHO TIPOBOOWATECA BCCMH BHIAMH KPBITOTO TPAHCIIOPTA B COOTBCTCTBHH C MPABHIIAMH
NEPEBO3KH IPY30B, ACHCTBYIOIIHMH HA JAHHOM BHIC TPAHCMOPTA., XPAHCHUE - B YNAKOBKC MPCANPHATHA-H3TOTOBHTENA B
MPOXJTATHOM MECTE¢ TMPH OTHOCHTEIBHOH BIAXKHOCTH BO3AYyXa He Gonmee 80% B MecTax, 3AIMIICHHBIX OT BO3ACHCTBMS
NpAMBIX COJTHCYUHEBIX J!y‘!eﬁ, aTMOC[IJepHBiX 0CAAKOB H ArpCCCHBHBIX CPCO B TCHUCHHC BCCTO CPOKA TOAHOCTH,

4. TapanTun M3roTOBATEN
H3roToBuTeaL rapaHTHPYCT COOTBCTCTBHE KAaucCTBA Habopa pearcHToB «Macmo ummepcnorHoe» Tpebosanuam TY
9398-011-29508133-2009 npu cobnroneHMH NOTpeduTENeM YCIOBHI TPAHCMOPTHPOBAHHS, XPAHCHHA W NPHMCHEHHS B
TEUCHHE BCET0 CPOKA MOJIHOCTH.

Hauvansnuk IITO Baouu B.A.
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