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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

Gliwice, Poland

January 25, 2019

)
Lgﬂb{fz@, 6}’/{@

Anna Szuba
Quality Director

Digitally signed by Ceaicovschi Tudor
Date: 2022.06.17 16:34:53 EEST
Reason: MoldSign Signature
Location: Moldova

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

Page 3 of 3
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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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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



(8) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
ASO Latex kit 031100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com

o)
7 ees Sl R Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66
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DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name

Catalogue number

RPR Carbon kit 044150A
044500A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berks, RG6 4UT
Country United Kingdom

MEANS OF CONFORMITY

LORNE

LABORATORIES

| hereby declare that the products listed above comply with the essential

requirements and provisions of Directive 98/79/EC of the European

Parliament and of the Council (also SI 2002 No.618 which transposes the

requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

f

Eddy Velthuis

Technical Director

= v
{r,.sn“ MANAGENENT

Wi
4426
File No A12241;

1SO 13485:2003; ISO 9001:2008

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RG6 4UT United Kingdom

Tel: +44 (0) 118 921 2264
Fax: +44 (0) 118 986 4518
Email: info@lornelabs.com
www.lornelabs.com

Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



(8) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
RF Latex kit 830100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com

o)
7 ees Sl R Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



(8) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
CRP Latex kit 850100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com

o)
7 ees Sl R Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66
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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

142

3 TUW TLRY wnd TV arn




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




OEOEPAJIBIIOE ATEHTCTBO

110 TEXHUYECKOMY PET'YJIMPOBAHWIO U METPOJIOI'MH

CUCTEMA JIOGPOBOJILHOW CEPTHO®UKALIMA I'OCT P

«EAC AUDIT»

PEFUCTPAIIMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTUOHKAIIMH 000 «I'OPTECT»

PEMCTPAITMOHHDBI HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0pummaecknii anpec: 109028, Pocens, . Mockea, CepedpsHuteckas nabepexras, 1. 27,

sraxk 4, moM. 1, koM. 17
Tenedon: 8 (800) 1000-730, c-mail: info@eacaudit.ru

wosi2  GEPTUPUKAT COOTBETCTBUA

Perncrpanuonnpiii Homep Ne 04EAC1.CM.03842

O01ecTBo ¢ OTPAHMYEHHOI 0TBETCTBEHHOCTEIO «AraT-Men»

(nauMEHORAHKE TTHTA)

105173, Poccust, r. Mockga, yir. Imasuas, 1. 6, k. 12

(ropuame ekt wapec M)

143906, Poccus, MockoBckas 00aacTs, . Bamanmixa, ksapraia Illutauxoso, a. 88A
{fparTHICCKMI apec TTHIL)

HUHH: 7719187311 OI'PH: 1037739078970

HACTOSAIIUI CEPTUOUKAT YIOCTOBEPSIET COOTBETCTBHE

CHCTEMBI MEIEKMEHTA KauecTBa uiemii Meauunnckux OfiecTsa ¢ orpanuyennioil 0TBETCTBEHNOCTHIO «AraT~
Megy» Tpedosaunsm FTOCT 18O 13485-2017 (ISO 13485:2016) «M3menns MeaRIHACKHE. CucreMbl MeHEIKMEHTA
KavdecTBa. CHeTeMbbie TpefoBanus JMaH ueell peryinpoBanus» MPHMEHHTEILHO K pa3paborke, NPOH3BOICTBY H
npogake MEXHIMHCKIX H3ACAHI A8 in vitro IHArHOCTHKH: PEArcHTOB M Ha(OpPOB pearcHTOB JUIA KIHHHYeCKOoi
ﬁilﬂxlil\iﬂll, a4 TAKMKC lcamlﬁparopun H KOHTPOJILHBIX MaTEPH aloB

Jara perucrpaumu: 08-09-2021

Cpox aesicreus go: 07-09-2024

Pykosoauresnb opramna
1O CePTRRHHKALNM:

B. H. IMorogun

(ITOATICE)

[peacegarelib
IKCNEPTHOI KOMHCL,

MLIT.

-
/&r}?@u (’f&ﬂ’?’&é’&? E. JI. Kypbatona
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HACTOSLLMIA CEPTUOMKAT OBA3LIBAET OPTAHM3ALLMIO NOJ AEPKUBATL COCTOSAHME BLINOJIHAEMbIX PAEOT B COOTBETCTBHM C
BBIWEYKASAHHEIMW CTAHAAPTAMM, HTO BYJIET HAXOQUTLCA NOJ KOHTPONEM OPTAHA M0 CEPTHOUKALIWA CUCTEMBI
HAOGPOBOJIGHOM CEPTHOUKALIMK "EAC AUDIT" W NOATBEPHAATLCA NPU NPOXOXMAEHWMA EXXErOAHOT 0 MHCNEKLIMOHHOT 0 KOHTPONA




DEJEPAJIEHOE ATEHTCTBO

1O TEXHUYECKOMY PETYJIMPOBAHHWIO H METPOJIOT WA

CHUCTEMA JOBPOBOJILHOW CEPTUOUKALIMM TOCT P

«EAC AUDIT»

PETHUCTPAITMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTHO®HKAILIHHM OO0 «'OPTECT»

PETCUCTPALIMOHHBIN HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0punugeckuit agpec: 109028, Poceus, . Mockea, CepeGpanudcckan nabepexnas, 1. 27,

oraxk 4, noM. 1, ko, 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit,ru

PAZPEHIEHHUE
Ha NpUMMeHeHHe 3HaKa COOTBEeTCTBMS

cucremMsl JoOposossnoi ceprudpuxanuu 'OCT P

«EAC AUDIT»
Perucrpauuonnbiii Homep Ne 04EAC1.CM.03842

BEIJTAHO HA OCHOBAHHWH PEIUEHMS O BBIJAYE CEPTU®HKATA COOTBETCTBHA
CUCTEMBI MEHE/[KMEHTA KAYECTBA U3JIEJUNA MEAMUMHCKHAX

O611ecTBO C OTPAHMYEHHON OTBETCTBCHHOCTBIO «Arar-Mem»

(HAMMENODAITIE THLA)

105173, Poceus, r. Mockea, yiu. I'nasHas, 1. 6, kB. 12

(HOPHITHYECRIT aTipec THIT)

143906, Poccus, Mocxosekas obaacts, r. Banammxa, kaprai Ilurauncoso, 1. 88A

(thawrHuccKmit aipec ima)

ViHH: 7719187311 OCPH: 1037739078970
PASPEINAET

TIpHMCHATE 3HAK COOTBETCTBHs cucTeMbl moGporonbuoit ceprudmkaunn «EAC AUDIT» na nepron acicrsus ceprudurara
cooreercTBua No 04EACL.CM.03842 B mro6oit dopme, HCKIIOIAIOMIEH BOIMOMHOCTE TOIKOBAHHA €0 KAK 3HAKA COOTBETCTBHA
KaviecTha Mpogykumy. JonyckaeTca WCHIONB30BATE 3HAK COOTBETCTBMS B pexmaMHBIX Oyknerax, npocnektax, Gpomnopax,
IaKarax, G1aHkax opraHr3aHORHO-PACTIOPAIUTCABHON TOKYMECHTALMH OPraHi3allHi — ASPIKATENI cepTrduKaTa.

PyKoBOIBTC/IL Oprana > //’ .

no ceprHdmranim: B. U. Iloroaun

) #’_‘;“—‘fﬂa‘“’*‘m (nonIc)
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HACTOALMIA CEPTUPUKAT OBA3BIBAET OPTAHH3ALIMIO MOAAEPUBATD COCTOSHUE BbINOIHAEMBIX PAGOT B COOTBETCTBHU C
BBILIEYKA3AHHBIMW CTAHQAPTAMM, 4TO BYAAET HAXOAWTLCA NOA KOHTPONTEM OPTAHA NO CEPTHONKALIMM CHCTEMbB!
AOBPOBONIbHON CEPTUOUKALLIWM "EAC AUDIT" W NOATREPXAATHLCA NPH NPOX0H AEHUK EXET04HOM0 MHCNEKLMOHHOMO KOHTPONA




GOENEPAJILIOE ATEHTCTBO

I1O TEXHUHECKOMY PEI'YJIMPOBAHHWIO U METPOJIOTMHA

CUCTEMA TOBPOBOILHOU CEPTHOUKAIIMA I'OCT P

«EAC AUDIT»

PEIHCTPALIMOITHEIN ITOMEP POCC RU.32028.04EACI

OPT'AH ITO CEPTU®PHKAIIMH 000 «I'OPTECT»

PETUCTPATIMOHHLIN HOMEP POCC RU.32028

HHH 7717616798 OTPH 1087746489060

IOpuaHueckuii agpec: 109028, Poceus, ©. Mockea, Cepelpanudeckas Habepexnas, u. 27,

arak 4, noM. 1, ko, 17
Teaedou: 8 (800) 1000-730, e-mail: info@cacaudit.ru

CEPTUPUKAT COOTBETCTBUA AYAUTOPA
Perncrpanuonnsiii nomep Ne 04EAC1.CM.03842-02

HACTOSIIUN CEPTUDPUKAT YVIOCTOBEPSET, UTO

Inagyn Buranaii Buxroposuy

cooTBeTCTBYeT  TpeGoBaHMsM  cucreMmbl  JjoOpoBonpHON  ceprudukanmmu  «EAC  AUDIT»,
NpeassSBASEMBEIM K ayIUTOpaM BHYTPEHHUX MPOBEPOK CUCTEMBI MEHE/KMEHTA KauecTBa H3JIEeNui
Menunurckux Ha coorBercrsue craHmapty I'OCT ISO 13485-2017 (ISO 13485:2016) «Usnemms
MeguupHckue.  CHcTeMBl  MeHemKMeHTa  kadecTsa, CucremHele TpeGoBaHMs  Jna  Lenei
PETYTHPOBAHUA»

Jara perucrpanun: 08-09-2021

Cpox peiicreus go: 07-09-2024

PyxoBogure/n opraua ; r.//?l__x#

1o cepruduKanan:

B. U. IToroauu

T

(noanic)
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HACTOALLUA CEPTAGUKAT 0B6A3bIBAET OPTAHUIALUIO NOJJAEPHMUBATE COCTOAHME BLINONHAEMBIX PAGOT B COOTBETCTBHU ©
BBILEYKAIAHHBIMH CTAHZAPTAMM, 4TO BYAET HAXOAWTLCA NOS KOHTPOJMIEM OPTAHA N0 CEPTUOWKALIMK CHCTEMBbI
AOEPOBONBHOU CEPTHOUKALLMA "EAC AUDIT" M NOATBEPX AATLCA NMPU NPOXOX AEHWH EMETOAHOM0 MHCNEKLMORHOI O KOHTPONA




OEOEPAIILHOE ATEHTCTBO

IO TEXHUMUECKOMY PEIYJIMPOBAHWIO W METPOJIOIMH
CHCTEMA JOLPOBOJ IbHOW CEPTUOUKALIMM TOCT P
«EAC AUDIT»

PEI'MCTPALIMOHHBIN IIOMEP POCC RU.32028.04EACI
OPI'AH I1O CEPTHOHUKALIMH OO0 «'"OPTECT»
PEFHCTPATIHOI‘IHLIH HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

FOpuanueckuit anpec: 109028, Poceus, . Mockera, Cepebpannueckas nadepexkHan, 1. 27,
oTax 4, nom. 1, kom. 17

Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

CEPTU®UKAT COOTBETCTBUSA AYAUTOPA
Perncrpauuonnsiii Homep Ne 04EAC1.CM.03842-03

HACTOSIIIIUN CEPTUOUKAT YIOCTOBEPSET, YTO

Hedyxor FOpuit Huxonaesuy

COOTBCTCTBYCT  TpeGOBaHMAM  CHCTEMbI  106poBonbHOM  ceprudukammu  «EAC  AUDIT»,
NpeaBABIAEeMEIM K ayquTOpaM BHYTPEHHHMX IIPOBEPOK CHCTEMBI MEHEIKMEHTA KauecTBa M3Je/i
MEIMOWHCKHX Ha coorsercrsue cranmapry T'OCT ISO 13485-2017 (ISO 13485:2016) «Msnenus

mepmuouiickue.  CHUCTeMBI  MEHCxKMEHTA KayectBa. Cucrtemnbie  TpeOoBaHms  JIjid
PETYIMPOBAHUS

Jara peruerpannu: 08-09-2021

Cpox peitcrsust xo: 07-09-2024

PYKOBOAMTEL 0praina - /6 .

M0 CepTHHHKALHH: ; B. . IToroaun
(noanuce)
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HACTOALLMIA CEPTUDUKAT DEA3LIBAET OPTAHM3ALIMIO NOAJEPHUBATL COCTOAHKE BbINOIHAEMbIX PAGOT B CODTBETCTBHMM C
BBIEYKA3SAHHBIMW CTAHIAPTAMM, 4TO BYJET HAXOJUTLCA NOJL KOHTPONEM OPTAHA NO CEPTUGHKALIMKA CUCTEMBI
AOBPOBONLHON CEPTUHUKALMK "EAC AUDIT" N NOATBEPX AATHCA NPK NPOXOMAEHWK EXXET0AHOM0 MHCNEKLIWOHHOTO KOHTPONA

Hemnen




CERTIFICATE OF REGISTRATION

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire RG6 4UT UNITED KINGDOM

UL LLC®(UL) issues this certificate to the Firm named above, after assessing the Firm’s quality system
and finding it in compliance with:

ISO 13485:2016
EN ISO 13485:2016

The manufacture of in vitro diagnostic blood grouping reagents. The purchase for resale of in vitro
diagnostic serology test kit.

Authorized by

it

Michael J. Windler, P.E.

4426 Manager of Global Regulatory Service

Distinguished Member of the Technical Staff
Life and Health Sciences, UL LLC

’;’II”

Check Certificate
Status: here

File Number A12241 Cycle Start May 23, 2020
Certificate Number 1458.200523 Effective Date May 23, 2020
Initial Issue Date June 26, 2018 Expiry Date May 22, 2023

This quality system registration is included in UL’s Directory of Registered Firms and applies to the provision of
goods and/or services as specified in the scope of registration from the address(es) shown above. By issuance of
this certificate the firm represents that it will maintain its registration in accordance with the applicable
requirements. This certificate is not transferable and remains the property of UL LLC.

UL LLC
333 Pfingsten Road
Northbrook, IL 60062-2096 USA

00-MB-50043 Issue 16.0 UL and the UL logo are trademarks of Underwriters Laboratories Inc. © 2018


https://database.ul.com/certs/PDWS.A12241.pdf
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has successfully completed
On
Urine Analysis

o

The technical maintenance training course
-NAGEL GMBH & CO.KG

Mars, 2006
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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
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EasyLyte EasyBloodGas EasyStat

Training Certificate

This is to certify that

(/ P
LIVDE. PLACy o ey 2/
Of 4//',-{2}’_/’ By f%",azf-': /
I 5 B ‘ e ) .j' o .
has completed training for the operation and service of the

EasyLyte, EasyBloodGas, and EasyStat analyzers.
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Signed: Randall Rollins
Technical Service Manager
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CHUCTEMA JIOBPOBOJILHOW CEPT UOUKAIIUHU
«MEX/IVYHAPOJAHBIE TEXHOJIOI'MH CTAHJIAPTHU3ALUN»
3aperucTpUpOBaNa B eJIMHOM PEECTPe CHCTEM J0BPOROIILHOI cepTHhHKAIHH
Perucrpanunonnsiit Ne POCC RU.31763.04K0D2

Per. Ne VCS-IST.0S3.RU.0001.02.15
Opran no ceprupuramnn 000 «Ilapagurmar
Anpec: 191014, r. Canxr-IletepGypr, Backos nep., 1. 13-15, imt. A, nom. 42 H
ter: 8 (812) 425-34-39 iso.sds@mail.ru

CEPTUOUKAT COOTBETCTBUS
Per. Ne VCS-IST.SS.RU.0215.04.20

HACTOSILIUN CEPTU®UKAT YJIOCTOBEPSIET, UTO
CUCTEMA MEHE/[KMEHTA KAYECTBA
MEJIULUMHCKUX U3JIEJIUI
COOTBETCTBYET TPEBOBAHUSIM

I'OCT ISO 13485-2017 (ISO 13485:2016)
CEPTUDUKAT BbIJIAH

000 «Meauriaon»
Ajpec: 127276 Mocksa, boranudeckas yi, jiom 35
WMHH 7719191607 OI'PH 1027700153766

Jara Beigaun: 28.04.2020 Cpoxk neiicreus xo: 28.04.2023

PykoBomuTens oprana:
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MaﬂﬁHOBCKH,ﬁ I E ' AHagﬁucB AP

HACTOSILNA CEPTUGHUKAT OBSI3BIBAET OPT'AHU3AIIHIO TIOJIEPKUBATE COCTOSHUE BLITTOJIHAEMBIX PABOT B
COOTBETCTBHH C BBIIUEYKA3AHHBIM CTAHIAPTOM, UTO BYJIET HAXOJIUTHCS MO KOHTPOJIEM OPT'AHA T10
CEPTHOHKALIMHA CHCTEMBI JIOBPOBOJILHOMN CEPTUGHKAIIMN « MTC» 1 TMNOATBEPKIATBLCS ITPH
[MPOXOXKJIEHHU HHCTIEKLIMOHHOTO KOHTPOJI A
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CHCTEMA JIOBPOBOJIbLHOM CEPTUOUKALIMU
«MEX/IYHAPO/IHBIE TEXHOJIOI'MU CTAHJIAPTU3ALIAH»

3aperucTpupoBata B €AMHOM PEECTPE CUCTEM J106POBOJILHOI CepTHHHKALHY
Perucrpanmonnsiii Ne POCC RU.31763.04K0D2

Per. Ne VCS-IST.0OS3.RU.0001.02.15
Oprau no ceprudpuranun OO0 «Ilapagurmar
Appec: 191014, r. Cankr-IerepOypr, Backos nep., x. 13-15, nur. A, nom. 42 H
Ten: 8 (812) 425-34-39 iso.sds@mail.ru

CEPTU®UKAT COOTBETCTBHUSI IIEPCOHAJIA
Per. Ne VCS-IST.SS.RU.1139.04.20
Hacrosmuit cepruduxar yﬂocrésepﬂeT, 9TO
Buxropos Hukouaii Anexcanjiposuy
Coorsercrayer Tpeboanusm CJ/IC «MTC» npepapiseMbIM K
BHYTPEHHHUM AY/IUTOPAM
10 HaIPaBIICHHIO
I'OCT ISO 13485-2017 (ISO 13485:2016)

Hacrosiumit ceprudukar npeioctapisier 1(paBo Ha NPOBEJIEHUE BHYTPEHHHX IPOBEPOK
CHUCTEMBI MEHE/DKMEHTA Ka4ecTBa [IPOAYKIIHH MEIHITHHCKOIO Ha3HAYeHUS

Jara spiaaun: 28.04.2020 % Cpox aeiicreus jpo: 28.04.2023

PyKOBOAUTEIL Oprana: | Dxenepr:
o ; - ’4
ManunoBckuii .17, AHnadues A.P.

Cepmucpuxam ev10an na ocHo8aHUU PewteHUs KOMUCCUU 8 CUCMeMe dobposonbHou cepmupurayuu
«Meorcoynapoousie Texnonoeuu Cmanoapmusayuu» om 27.04.2020
3apezucmpupoean 6 Peecmpe ayoumopos enympennux npoGepoK cucmemvl 006PO6ONLHOU
cepmucpukayuu «Mexcdynapoonsie Texrnonoeuu Cmandapmuzayuuy IIpomokon Ne 04 om 28.04.2020



CHCTEMA J106POBOJILHOH CEPTUOUKALIAHA
«MEXJAYHAPO/IHBIE TEXHOJIOI'MU CTAHJIAPTU3 AL

3aperucTpHpoBaHa B €/IHOM PEECTPE CHCTEM 100POBOILHOI cepTUhUKAITUHU
Perucrpannonnsiit Ne POCC RU.31763.04K0D2

Per. Ne VCS-IST.0S3.RU.0001.02.15
Opran no ceprupuxannun OO0 «Ilapagurma»
Anpec: 191014, r. Cankr-Ilerep6ypr, backos nep., 1. 13-15, mut. A, nom. 42 H
Tein: 8 (812) 425-34-39 jso.sds@mail.ru

CEPTH®UKAT COOTBETCTBUS IIEPCOHAJIA

Per. Ne VCS-IST.SS.RU.1140.04.20

Hacrosmmit ceprudukar ygocrosepser, 4to

EpbiieB Poman Muxaiiiosuy
Coorsercryer tpeboBanusam CIC «MTC» npetbaBaseMbiM K
BHYTPEHHUM AY]IUTOPAM
110 HAaNPaBJICHHIO
FOCT ISO 13485-2017 (ISO 13485:2016)

Hacrosmmii ceprudukar npeiocTaBiseT npaBo Ha IPOBE/ICHHE BHYTPEHHHUX IIPOBEPOK
CHCTEMBbI MEHE/DKMEHTA Ka4eCcTBa NPOAYKIIHH MEIUIMHCKOI0 Ha3HAYCHUS

Jlara Beixaun: 28.04.2020 A \ . Cpox aeiieTsus 110: 28.04.2023

PyxkoBoauTesnb oprana: | IKenepr:
: A B | | ‘ i '/I S .‘ =
Masunosckuit 3.1, Anaduen A.P.

Cepmughuram évi0an Ha OCHOBAHUU PEUIeHUs KOMUCCUU 8 CUCTEME 006p08o.IbHOU cepmughukayuu
«Meawcdynapoonwie Texnonoeuu Cmandapmusayuu» om 27.04.2020
3apezucmpuposan ¢ Peecmpe ayoumopoe e1ympennux npoeepox cucmemvi 006poconbHOU
cepmugpurayuu «Mexcoynapoonsie Texnonozuu Cmandapmusayuuy» lIpomokonNe 04 om 28.04.2020



CUCTEMA JIOBPOBOJIbHOH CEPTHUOUKAIINH
«MEKJYHAPO/IHBIE TEXHOJIOI'MA CTAHJAAPTH3ALIUHN»
3aperucrpupoBana B CJIMHOM PEECTPE CUCTEM JI0OPOBOIBHOI cepTHhUKALIMH
Perucrpannonnsiit Ne POCC RU.31763.04K052

Per. Ne VCS-IST.0S3.RU.0001.02.15
Opran no ceprupurkamnn OO0 «Ilapaanrmar»
Anpec: 191014, r. Caukr-IlerepOypr, Backos nep., 1. 13-15, nut. A, nom. 42 H
reir: 8 (812) 425-34-39 iso.sds@mail.ru

CEPTUD®HUKAT COOTBETCTBUS ITEPCOHAJIA

Per. Ne VCS-IST.SS.RU.1141.04.20

Hacrosmmit ceprudukar yJ1ocroBepser, 410
IOmenko Kpucruna BajepneBna

CootsercrByet TpedoBanuim CJIC «MTC» npeapasiseMbIM K
BHYTPEHHUM AYJIUTOPAM
10 HAIIPaBJICHHUIO
I'OCT ISO 13485-2017 (ISO 13485:2016)

Hacrosiiuil cepTuduKar npe10CcTaBseT PaBo Ha IPOBEJICHHE BHYTPEHHHX IIPOBEPOK
CHCTEMBI MEHEKMCHTA Ka4eCTBa NPOJYKIHH METHIHHCKOrO Ha3HAYEHHS

Hara peiaaun: 28.04.2020 | "\ Cpoxk neiicrBust 10: 28.04.2023

PykoBoauTeIL oprana: 4 04 'E)Kcnep;l;:}

4
A
A A7

Anaduer A.P.

MaJlHHOBCKHMiA AT.

Cepmuchuxam 6v10an na 0OCHOGAHUU PEUIEHUA KOMUCCUL 6 CUCmeme D0OPOBOLHOL cepmugdurkayuu
«Medicoynapoonsie Texnonoeuu Cmanoapmusayuu» om 27.04.2020
3apezucmpuposan ¢ Peecmpe ayoumopos 61ympeniux npoeepox cucmems Q0OposonbLHOU
cepmugpurayuu «Medxncoynapoonsie Texnonozuu Cmanoapmuzayuuy» Ipomoron Ne 04 om 28.04.2020



CUCTEMA JIOBPOBOJILHOM CEPTU®HUKAIIUU
«MEX/IYHAPO/IHBIE TEXHOJIOI'MUA CTAHJIAPTU3ALIUU»

3aperucTpupoBaHa B €IMHOM PEecTpe CUCTeM J00POROILHOIM cepTHhHUKAIN
Perucrpanmonnsiit Ne POCC RU.31763.042K0D2

Per. Ne VCS-IST.OS3.RU.0001.02.15
Opran o ceprupuxannun Q00 «llapaaurmay
Anpec: 191014, r. Cankr-IlerepOypr, Backos nep., 1. 13-15, aur. A, nom. 42 H
Tex: 8 (812) 425-34-39 iso.sds@mail.ru

PA3ZPEILNEHHUE
Per. Ne VCS-IST.SS.RU.0215.04.20
HA IITPUMEHEHMUWE 3HAKA_‘CO0TBETCTBHH
CUCTEMBI JOBPOBOJILHOHU CEPTUOPHUKAIIUH
«EBPABUNCKHNH COI03 CEPTUOUKAIITUN»
PA3SPEIIEHUWE BLIJAHO
000 «Meaukiaon»
Anpec: 127276 Mocksa, botanuveckas yii, oM 35

HMHH 7719191607 OI'PH 1027700153766

HA OCHOBAHHWHU CEPTUDHUKATA
Per. Ne VCS-IST.SS.RU.0215.04.20

Jdara Boigaun: 28.04.2020 . : "' Cpok aeiicteus go0: 28.04.2023

YeaoBus npuMeHeHns 3HAKA COOTBETCTBHS:
CDHPMEHHBIQ OJaHKH NPCANPHATHA, TOTOBOPLI, PEKIAMHBIC H Nne"aTHbIC H3dHHA

PykoBoauTe/ih oprana I EA Manunosckuii .1




* . ’, w. SYSTEM OF
- INTERNATIONAL
: . CERTIFICATION

CERTIFICATE

of Quality Management System

SIC.MS.094.1S013485.1332 dated 11.03.2020 till 10.03.2023

The Certification Center “International Agency Certification” hereby
certifies that the Quality Management System of

«Mediclone»
Limited Liability Company

35, Botanicheskaya, Moscow, Russian Federation, 127276

Concerning:

production of medical devices, namely: Reagents and sets of
reagents for the determination of human blood groups of ABO

Rhesus and Kell systems, as well as antigens and antibodies of the
Rhesus system

EN ISO 13485:2016

“Medical devices. Quality management systems.
Requirements for regulatory purposes”

Date of Certification: 11.03.2020
Date of Expiry: 10.03.2023

subject to annual approval
2021r. - till 11.02.2021
2022r. - till 11.02.2022

SIC.MS.094.1S013485.1332

International Certification Agency, 109444, Russian Federation, Moscow, 10 Samarkandsky blvd., Bldg. 1, Apt. 62,
Tel./fax: +8 (903) 223-25-69, Notification letter SIC.02.094,

S.1.C. Global Inc., 346 WIGSTON DR, Suite 4, NORTH BAY, ONTARIO, P1A 1X3, CANADA http://sic-global.com



/ . SYSTEM OF
== W -l INTERNATIONAL
CERTIFICATION

CEPTVIOVIKAT

Ha CUCTEMY MEHEeOAXMEHTa Ka4yeCTBa
SIC.MS.094.1S013485.1332 ot 11.03.2020 go 10.03.2023

OpraH ceptudmkaumm “MexxayHapogHoe AreHtcTBo Ceptudunkaumm”
HaCTOSILLUM CePTUMDUKATOM MOATBEPXHAAET, UTO CUCTEMA MEHEM)KMEHTA

Ka4eCTBa

<MeaAuUkKNoH»

O6LecTBo C OrpaHU4YEeHHOW OTBETCTBEHHOCTbIO

127276 Poccuickan Pepepauma, Mocksa, yn. botaHuueckas, aom 35

NMpuMeHnTENbHO K

NpPOun3BOACTBY U34E/UN MEeAULMHCKOro Ha3HavyeHus, a
MMeHHO: «PeareHTOB 1 HabopoB peareHToB A/
onpeaesieHMA rpynn Kposu YyesnoseKa cuctem ABO Pesyc u
Kenn, a TakKe aHTUreHoB U aHTUTEN cucTembl Pesycy

COOTBETCTBYeT TpeboBaHMAM MexaAyHapoAHOro craHaapra

EN ISO 13485:2016

“Uspenna meguumHckme. Cuctembl MeHeAKMEHTa KayecTBa.

CucremHblie TpeboBaHua gna ueneu perynmpoBaHusa”
[aTta ceptuduKkauum: 11.03.2020r.
[JeiictButeneH go: 10.03.2023 r.

npu yCAOBUU €XKETOAHOTO MOATEEPXKACHHUS
2021r. - po 11.02.2021
2022r. - po 11.02.2022

T.P. Morpe6bHasn

PykoBogutenb opraHa

SIC.MS.094.1S013485.1332

OC «MexpyHapogHoe AreHTcTBo CepTudukaumum», ceuaetenscTso Hotudukaumm:

SIC.CB.643.094 ot 21.03.2019 r., 109444, Poccuiickan Peaepaums, r. Mocksa, 6-p CamapkaHackuii, 4.10,
Kopnyc 1, KB. 62, Tesi./®akc: +7(903) 223-25-69, BbiaaHHbii S.1.C. Global Inc., 346 WIGSTON DR, Suite 4, NORTH BAY, ONTARIO, P1A 1X3, CANADA

http://sic.com.ua

ISO 13485|



MACHEREY-NAGEL

EC Deciaration of Conformity

EC Declaration of Conformity for In-vitro Diagnostic

Products

The procedure for EC declaration of conformity was established on the basis of a full quality assurance system
according to EN (SO 9001:2008 and EN IS0 13485:2012+AC:2012 according to the IVD directive 88/79/EC

q3

Annex |V, except chapters 4 and 6.

Name of manufacturer
Address:

conifirm that the following test strips for professicnal use

Name of product

Medi-Test Glucoss PN
Medi-Test Glucaose
Medi-Test Glucose 3
Medi-Test Giucose/Katon
Medi-Test Protein 2
Medi-Test Keton
Medi-Test Nitrit
Medi-Test Combi 2
Medi-Test Urki
‘Medi-Test Combi 3
Medi-Test Combi 3A
Medi-Test Combi 5
Medi-Test Combi 5N
Med|-Test Combi 58
Medi-Test Combi 6
Madi-Test Combi BA
Medi-Test Combi 7
Madi-Test Combi 7L
Medi-Test Combl 8L
Medi-Test Comhbi &
Medi-Test Combi 10
Medi-Test Combi 10L
Medi-Test Combi 10 SGL
Medi-Test URYXXON Stick 10
Medi-Test Combi 11
Medi-Test Mikroalbumin

MACHEREY-NAGEL GmbH & Go. KG

MACHEREY-NAGEL GmbH & Co, KG
Neumann-Neander-Strasse 6-8

D - 52355 Dueren

Germany

Reference numbers

93017; 930865
83001; 93024

93003; 93026

93020; 93025

93004; 93027

93005; 93028

93006; 53029

93015; 93037

93012

93050

93007; 93030

93009; 53032

93035; 93036

93055

93018; 93078

93013; 93034

93010; 93022

93031

83021

93011; 93023

3056

93058; 93079

93067; 93077

93068; 930872
93060; 930871
930874

WWWLmA=Ne!eom

DE/ International; CH:
Tol:  +49 24 21 969-0 Tel:  +471B23895500
Fax. +4€ 24 21 869-169 Fax. +41B62388 5506

E-mali: info@mn-net.com E-mall: sales-ch@mn-net.com

MACHEAEY-NAGEL GmbH & Co. KG - Nasmann NeandeeStr &-8.- 52866 Diran - Germarny

us:

Tel:  +1 484 621 09B4
Fax: +1 484 821 1272
E-mal: sales-us@mn-net.com

FA:
Tel: +33 388662268
Fax; +3338B56(1 7688

E-mait: sales-frié&mn-net.com u2



Typa: | - r1na Multi-constituent Tast Strips
; EDMS 11-70-02-02-00

Registration number: = DE/CA21/MACHEREY/2002/06/VD/0001

Notified body: | - ' TUV Rheinland LGA Products GmbH
Tiltystr, 2, 90‘431 Mirnbarg

aramanutactured in compliance with thE Eumpaan Dlractwa QBJ'?QIEC Tha maﬁufacturer s exr:.lu'sﬁ.raly =
sibllity for the declarstion of confarmity. - 3

jD[IIren 22 09.2017

ppa, Dr. Mar}:us Mausel (GAM, Manager Reg.
Affalrs)

-
. s - W MR sam
] MACHEREY-NAGEL GmbH & Coy 166+ Neumann:NepherSir 58 « 52355'-up_|-an_- Garfany ;
e | DB/ Intarnetlonal H: ) FE : s g
R ) e esm 2091 0880, Taly 1 B2 38866 00 “Tal: - mmﬁgzzw TElL 1 484521 DRE4
Faxi 448 #3421 0RO 100 Fgw: 24182 888605 Fad +B398B.67 TE RS Fax ol dBABE| 1BFE

E-mals Infoinei- nat.cam E-mall pras-shilimaneticdm — E-mal sales Tlma-nateom - E-mak sies-us@mn-nat.com 2



(\M : .z".
Fillration + Rapd Tests « Wik Analyas - Chromalograghy - Elnu.nll:.lgl:
Filtrafan - Behnedtedls - Wassamnalylik - Ghoenatographis - Boanaliik

EC Declaration of Conformity

The procedure for EC declaration was established according to the IVD directive 88/79/EC on the basis of
a full quality assurance systern accarding to EN 150 9001:2008 and EN 150 13485:2012+AC. 2012,

C€

Mame of manufacturer MACHEREY-NAGEL GmbH & Ca. KG

Address: MACHEREY-NAGEL GmbH & Co, KG
MNeumann-Neander-Strassa 6-8
D - 52355 Dueren

Germany
confirm that the following product far professional use
Name of product Medi-Test Control
Reference number, REF 930 38
Type: Other. calibrators and standards (CC)
EDMS 11-50-03-80-0C
Registration number: CE/CAZIMACHEREY/2002/11/IVD/Q007

is manufactured in compliance with the Edropsan Dirautiva-QBJTEfEC.

Dueren, 12.02.2014

( (Bl (s

A Markus Meusel (QA Manager)

MACHEREY-MAGEL OmbH & Co. KG + Haumann-Neandar-Str. B8 - 52355 DOmn - Gormany - Tel! 443 24 24 8500+ Fak: 445 B4 31 868100 - E-iadt: Infa@nn-nsteam « wewmsnnkoom
Arrlsganchl [iirmn, HAS 1184 Ust i+ DEATEITIS y

anthH sisgelmgen telm Amisgenoh) tiinen, HAB 520 Herkon  Deulschs Dpok AG, Dotes  [BILZ AR5 700 61] BOE0786  {19AN CSEEIALTCOG I0AIRITON] (EWAFT Cade DEUTORORIGS]
Horabeiich habands Geéslichalisnm Foslbm Kite 1B AR 104 B0} 2736 [T :BM CEQEATIICLS0002IVHIGNT) [BWIST Lece PRNKIEFF)
WACHEREY-HAGEL CankH, Diswy Coarmnimveiias Dlisn (3LZ 380 400 82} 4370300 O CESIREARAE J0AFTCAN000) EVWIFT dCode CORADEFF 53X

Gaschifahihmen C Wagner G kuzva TEAR (ELI 290 507 W0 AZN00000. (AN DESEINEH011000TICUBIR] AW LCody SDUEDEITAKE)



MACHEREY-NAGEL

o

Sar

ZC DECLARATI

auearding te Anne® (i of the VD Direeiive BBITHEC

EG Ronformitdtseriifrung

gemas Anbang il der B/E Rivhilinia 4377526

Wa hereby declare that the In vitro disgnostic medical de-
vice (VD)

URYXXON® 500
REF 30 080

GMON Code: CTRY3 Insfrumentanalyser VDg
EDMA IVD Classicatian: 21 05 Uing Analysar

s classified g6 all othar VD according to Annex 1| of the
Eurppean diractive BEFSEC on/in vitre dlagnestic madical
devices (VDL

and complies with the essential requirements
(Annex 1) of the 1VD Directive 98/79/EC,

in addifion, it meets the requirements according to the fol-
lowing directive

Europsan directive 201 1/65/EU on the restriction.of the use
of garalin hazardous sub-stances |n glactical and electranic
equipment (RoHS 2)

applied harmenized standards

BIN EN 150 9001:2008
DIN EN 180 13485:2012 + AC:2012
DIN EN IS0 14971:2012 DIN EN 13812:2002

DIN EN 680:2008

DIN EN 81040-1:2010

DIN EN I15C 18113-1:2010
DIN EN [8C 18113-3:2010

DIN EN 81018-2-101:2003-08

i OF CONFORMITY

Higrmil erklgren wir, dass das In-vitro-Diagnostikum
(V)

LRYXXON® 500
REF 230 DED

GMON Coda: CTE43 Instrumantelsnalysatoren, IVD
EDMA VD Mlassilizierung: 21 05 Urin Analysegerd!

pemdl Anhang Il der Eurcpslschen Richllinle B879/EG
Gibar Jn-ﬁmniagnuﬁﬂm als sonatlges IVD kassifizlert st

und die Grundlegendsan Anforderungen
(Anhang 1) der IVD Richtlinie 88/79/EG erfalit

Dariiberhinaus edulit s die Anfordegrungen
gemal der folgenden Richtlinie

Europdischa Hichtiinie 2011/86/EU zur Beschréinkung der

Vernwendung bestimmter gefahriicher Stoffe in Elekiro- und
Elektronikgeraten (ReHS 2)

angewandte Harmonisierte Normen

DN EN 180 15223-1:2073
DIN ENN 62366:2008
DIN EN 62304:2006

DIN EN 61326-1:2013

Didiren, 12 Baptembe?um- QL‘
page . £ ;z,'»(l,_f | @

'"5' quali"ty-man“a'ﬁ-amant represeniative (gulhorized repfasentative)

www.mn-nel.com

'@{' DB/ Intamationsl: CiH:
PRI Fe: +df 34 27 06D Tel: a44 627988 6600
Fax  +df 24 27 063508 Fax: 4} B238A5505

E-mads Info@mn-ret.com E-madl: salas-ch@mn-nat.eom

WACHERES-MAGEL GmbH & Co. K3 « Neurrann: Meande-Sir §-8 « 52358 Duren « Germany

FA: Us:
Tel: +dJ3388 GH2IER Tel;  +1 484 B21 0D34
Fa  +3338B5|TE08 Fax: +1 4848211272

C-mall; syea-Trdma-neteom  E-mail: sales-us@mn-net.com 1M



MACHEREY-NAGEL

BC DECLARATION OF CONE
arannilig to Annes ot the V5 Direslive gt
=G Konformitdtserkldrung

gamal Auhang 12 dey VT Richflinie 98/79EG

We hereby derlare that the in vitro diagnestic medical de-
vice {IVD})

URYXXON® Retax
REF $30 88

GMPN Code; ©T943 Instrument/analyser IVDs
EDMA IVD Classificafion: 21 08 Urine Analyser

is ciassified as alf other JVD according to Annex |l of the
European direstive 98/79/EC on in vitro diagnostic medical
davices {IVDL)

and complies with the essential requirements
{Annex 1} of the IVD Diractive 88/79/EC,

In addition, it meets the requirements according to the fol-
lgwing directive

European directive 2011/65/EU on the restriction of the use
of cenlain hazardous sub-stances in elactrical and electionic
aquipment (RoHS 2)

applied harmonizéd standards

CIN EN 180 8001.2008
CIN EN 130 13485:2012 + AC:2012
CIN EN ISO 14871:2012 DIN EN 13612:2002

DIN EN 880:2008

CIN EN 61010-1:2010

CIN EN 150 18113-1:2010
DIN EN IS0 18113-3:2010

DIN EN £1010-2-101:2003-09

ORMITY
ORMITY

Higrmit erkldren wir, dass des in-vitro-Disgnosikum {IVD)

URYHON Ratax
REF 930 88

GMDN Code: CT943 InstrumentetAnalysatoren, IVD
ECMA IVD Klassifizierung: 21 05 Urin Analysegerst

gem4l Anhang |l der Europtischen Richilinie 98/7%/EG
tiber In-vifro-Diagnostika als sonstiges VD klassifiziert ist

und die Grundlegenden Anforderungen
{Anhang 1) der IVD Richilinie $8/79/EG erfulfl

Darlberhinaus erfiiit es die Anforderungen
gemaln der folgenden Richtlinie

Européische Richtlinle 2011/65/EU zur Beschrénkung der

Verwenduag bestimmter gefahrilcher Sioffe in Eleklro- und
Elektronikgeraten (RoHS 2)

angewandte Harmonisierte Normen

DIN EN 180 15223-1,2013
DIN EN 62366:2008
DIN EN 82304:2006

DIN EN 81328-1:2013

Coran, 12 Seplambear 2018
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