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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: 2022.03.07 15:02:18 EET
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
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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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nocmapwuk nabopamopuil

000 “MununMen”, 241520, Poccunckan ®epepauun, BpaHckas obnacTb,
BpaHckuMi panoH, c. CynoHeso, yn. loccenHan, 17 A

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

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

WHH 3234007127 www.minimed.ru

e-mail: info@minimed.ru
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IMacnopT

Kpacureas Azyp-303ud no Pomanosekomy (MunnMen-P)

TY 9398-003-29508133-2011

Cepus 69

JlaTa H3roToBJIeHHHA

06.2021 .

Hcnons3oBarh A0

06.2022 2.

anﬂHafiﬂa‘lCH AJ1 OKPALLHMBAHHA (]}OpMCHHhIX IJCMCHTOB KPOBH.

1. Haznauenne

2. Texunueckue TpedoBanmns

HauMeHOBAHHE MOKAZATEINA

Hopma no TY

Pe3yJibTarThl HCNBLITAHHH

1. BHewHMi BHA

1.1. Kpacurens

TeMHO-CHHAA CHponeodpasHas KHAKOCTE 03
HEPACTBOPHMBIX MPHUMECEH

coomeemcmeyem

1.2. Bydep ocdhaThrii ITpo3payunas decuseTHas JKHAKOCTh coomeemcmeyem
2. [InoTHOCTE pacTBopa

KPACHTE/Isl [PH KOMHATHOM 1,000 - 1,100 1,01
temmeparype 20£2°C, r/em’

3. Bpemst HaCTYIUICHHA OKPACKH

Maska (pH pa3BeACHHH 50 30

kpacutens 1:19), mun, He Oonee

4. Oxpacka ()OpMCHHBIX
3JICMCHTOB KPOBH

3PHTPOLMTEL — PO30BLIC C CEPBIM OTTCHKOM, OEKEBO-

PO30BBIC C CCPBIM

KOPHYHEBBIC OTTEHKOM

sapa NCHKOLUTOB — (PHOTICTOBBIC (uoncrossie
LHTOMNA3Ma THM(OLIMTOB — romyoas, cepo-romyoas; ronyoas
HTOIIA3MA  Heid HIOB — HO-PO30B -

LUTOIIA3Ma HEHTPO(HIO OnenHO-po3oBas, cepo 61 AHO-P030BAs

PO30Bast;

3ePHHCTOCTh HEHTpo(HIOB — (HONeTOBas, KpacHO-
(pronerosas;

KpacHO-(hHONeToBAs

3CPHHCTOCTh 303HHO(DHIIOB — JKCITO-0PAHIKEBAS, PO30BO-
(hpnonerosas;

FKCATO-OPAHKCBAA

3epHHCTOCTH Dazo(unoB — (uonerosas;

(uoneropas

TPOMOOLHTEL — PO30BO-(DHOICTOBEIE, PO30BO-CHHE-
(puoneToBsIc

PO30BO-()HONETOBBIC

3. TpancnopTupoBaHue H XPAHEHHE

TpancnopTHpPOBAHHE KpACHTEMA-(PHKCATOPA AOMKHO MPOBOAHTHCA BCEMH BHIAAMH KPBITOTO TPAHCMOPTA MPH
Temneparype or 0 no 25°C B COOTBETCTBHM C MpPAaBWJIAMH MNMCPCBO3KH IPY30B, NCHCTBYIOIMMH HAa JAHHOM BHIC
Tpancnopra. Kpacutens ciesyer XpaHWTh NMpu TeMmmeparype oT +5° mo +25°C B TeMHOM MeCTe, BAANHM OT KHCIOT H
meno4eii B Te4eHHe BCEr0 CPOKA TOXHOCTH.

HsroToeurens

FApaHTHPYET COOTBETCTBHC

4, FapaHTHN H3rOTOBHTEIA

Kpacutenst Asyp-so3uHa no Pomanoeckomy (MunuMen-P)

Tpebosanusm TY 9398-003-29508133-2011 npu codaroaeHHH NoTpedUTENEM YCIOBHIT TPAHCTIOPTHPOBAHHUS, XPAHEHHUA H
MPHMCHCHHMS B TCUCHHUE BCETO CPOKA TOIHOCTH.

Havaneuuk [ITO

ba6uu B.A.




REPUBLIQUE FRANCAISE
>
@ CCI PARIS ILE-DE-FRANCE

Direction Générale Adjointe - Services aux Entreprises et Développement International
Direction des réseaux et partenariats internationaux
Service CLV

Certificat de Libre Vente pour I’exportation vers les pays non membres de I'Union Européenne
Free sale certificate for exportation to the non-EC Member States

dispositifs médicaux de diagnostic in vitro relevant de la directive n°98/79/CE
in vitro diagnostic medical devices covered by Directive 98/79/EC

[PARTIE A COMPLETER PAR LE DEMANDEUR|
Section to be completed by the applicant

Catégorie(s) du(des) dispositif(s) : : Réactifs et instruments de laboratoires pour la Biologie Médicale

Device(s) category: Reagents § Instruments for Medical Biology

Nombre de page en annexe : 5
Page in annex : 5

La designation du(des) dispositif(s) apparait sur la déclaration(s) CE de conformité du fabricant ou du
mandataire

The name of the device(s) appears on the EC declaration(s) of conformity of the manufacturer or the authorized
representative

Classification du(des) dispositif(s) :

Classification of the device(s) :

[ dispositif de I’'annexe Il liste A [] dispositif de annexe Il liste B
device of list A annex I device of list B annex I/

[] autotest hors annexe I X] autre dispositif (tous les dispositifs saufdispositifs de
device for self-testing not listed in annex Il I'annexe Il et autotests)

other device (all devices except annex Il and self-testing devices
Nom et adresse du fabricant ou du mandataire :
Name and address of the manufacturer or the authorized representative:
BIOLABO SAS / Mr Jean Frangois CHARPENTIER, Les Hautes Rives 02160 MAIZY

Nom et adresse du site de production (facultatif):

Name and address of Production site (optional):

BIOLABO SAS, Les Hautes Rives 02160 MAIZY

Je soussigné Isabelle, Oget, Directrice Affaires Réglementairescertifie que les informations mentionnées ci-
dessus sont exactes et que les dispositifs médicaux de diagnostic in vitro figurant sur la(les) déclaration(s) CE
de conformité sont marqués CE sous ma responsabilité au titre de la directive n°98/79/CE et répondent aux
exigences essentielles de santé et de sécurité.

I the undersigned Isabelle, Oget, Director of Regulatory Affairs declare that the information above-mentioned is
correct and the in vitro diagnostic medical devices on the EC declaration(s) of conformity are CE marked under my
responsibility within the meaning of the European directive n°98/79/EC and fulfil the essential requirements of health and —
safety. ]

Date :30/08/2018

IPARTIE RESERVEE A LA CCIR PARIS IDF]
Section reserved for the administration \
Les dispositifs médicaux de diagnostic in vitro marqués CE en conformité avec la directive 98/79/CE peuvent etre mis sur Ie
marché en France et dans les autres Etats membres de I'Union Européenne et parties a I'accord sur 'espace économique
européen, et étre exportés vers les pays tiers. Ce certificat de libre vente est valide a concurrence du maintien, par le
fabricant des dispositifs concernés, d’'une déclaration de conformité (autre dispositifs), accompagnée le cas échéant, des
certificats nécessaires délivrés par un organisme notifié (dispositif de 'annexe Il liste A et liste B, autotests-hors annexe ).
Ce certificat de libre vente est utilisable uniquement a des fins d’exportation hors Union européenne.

CCIR Paris IDF / DGA-SEDI
Service des CLV
9, rue Coquilliére
75001 PARIS

market and in the other Member states of the izuropean Uriion and part of the European Free Trade Association;-and be
exported in the non-EC Membe:. States. This. free sale” certificate is valid until the maintenance, by the manufacturer of the
concerned devices, of an CE declaration of conformity (other devices) together with when appropriate, the certificates
delivered by a notified body (devices of list A and B, annex I, devices for self-testing not listed in annex Il). This free sale
certificate can only be used for exportation outside European Union.

9, rue coquilliére — 75001 Paris -_http://www.entreprises.cci-paris-idf.fr/web/international
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REF
80351
80001
87601

LP80501
LP80601
80002
99029
99059
80027
80127
80227
80327
LP80507
LP80607
92027
99523
99123
99223
LP99553
80023
80123
80223
99261
80025
80125
80225
80325
LP80505
LP80605
92025
92026
99832
99852
80403
80443
80553
97443
97553
90004
80004
80005
80106
LP80106
87656
88656
99656
87356
90206
90406
90426
86536
86516
90416
90816
82526
97217
97317

DESIGNATION FR

ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Uricase
ACIDE URIQUE Méthode Uricase
ALBUMINE Méthode BCG
ALCOOL Ethanol

ALCOOL Ethanol

ALT TGP (IFCC) Monoréactif

ALT TGP (IFCC) Monoréactif

ALT TGP (IFCC) Monoréactif

ALT TGP (IFCC) Monoréactif

ALT TGP (IFCC)

ALT TGP (IFCC)

ALT TGP Méthode Colorimétrique
AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE Méthode E-PNPG7
AMYLASE Méthode E-PNPG7
AMYLASE Méthode E-PNPG7
AMMONIAC Méthode Enzymatique
AST TGO (IFCC) Monoréactif
AST TGO (IFCC) Monoréactif
AST TGO (IFCC) Monoréactif
AST TGO (IFCC) Monoréactif
AST TGO (IFCC)

AST TGO (IFCC)

AST TGO Méthode Colorimétrique
Solution Soude 0,4 N
BICARBONATE Méthode Enzymatique
BICARBONATE Méthode Enzymatique

BILIRUBINE TOTALE Méthode Acide Sulfanilique
BILIRUBINE DIRECTE Méthode Acide Sulfanilique
BILIRUBINE TOTALE Méthode DCA
BILIRUBINE DIRECTE Méthode DCA
CALCIUM Méthode Arsenazo llI

CALCIUM Méthode CPC

CHLORURES Méthode Colorimétrique
CHOLESTEROL CHOD-PAP

CHOLESTEROL CHOD-PAP

CHOLESTEROL CHOD-PAP

CHOLESTEROL Non estérifie CHOD-PAP
CHOLESTEROL Non estérifi€ CHOD-PAP
CHOLESTEROL CHOD-PAP
CHOLESTEROL-HDL Méthode Directe
CHOLESTEROL-HDL Méthode Directe
CHOLESTEROL-HDL Méthode Directe
CHOLESTEROL-HDL (PTA) Précipitant
CHOLESTEROL-HDL (PTA) Précipitant
CHOLESTEROL-LNL. Méthade Diracte
CHOLESTEROL-L_DL "Méthoce Directe
CHOLINESTERASE Butvryltniocholine
Isoenzyme CK-MB Méthode.d’'immunoinhibition

BILIRUBINE TOTALE ET DIRECTE Méthode Acide Sulfanilique

DESIGNATION GB

URIC ACID Uricase Method

URIC ACID Uricase Method

URIC ACID Uricase Method

URIC ACID Uricase Method

URIC ACID Uricase Method

ALBUMIN BCG Method

ALCOHOL Ethanol

ALCOHOL Ethanol

ALT GPT (IFCC) Single vial

ALT GPT (IFCC) Single vial

ALT GPT (IFCC) Single vial

ALT GPT (IFCC) Single vial

ALT GPT (IFCC)

ALT GPT (IFCC)

ALT GPT Colorimetric Method

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE CNPG3

AMYLASE E-PNPG7 Method

AMYLASE E-PNPG7 Method

AMYLASE E-PNPG7 Method

AMMONIA Enzymatic Method

AST GOT (IFCC) Single vial

AST GOT (IFCC) Single vial

AST GOT (IFCC) Single vial

AST GOT (IFCC) Single vial

AST GOT (IFCC)

AST GOT (IFCC)

AST GOT Colorimetric Method

NaOH Solution 0.4 N

BICARBONATE Enzymatic Method
BICARBONATE Enzymatic Method
TOTAL AND DIRECT BILIRUBIN Sulfanilic Acid Method
TOTAL BILIRUBIN Sulfanilic Acid Method
DIRECT BILIRUBIN Sulfanilic Acid Method
TOTAL BILIRUBIN DCA Method

DIRECT BILIRUBIN DCA Method
CALCIUM Arsenazo Ill Method

CALCIUM CPC Method

CHLORIDE Colorimetric Method
CHOLESTEROL CHOD-PAP
CHOLESTEROL CHOD-PAP
CHOLESTEROL CHOD-PAP

Non Esterified CHOLESTEROL CHOD-PAP
Non Esterified CHOLESTEROL CHOD-PAP
CHOLESTEROL CHOD-PAP
HDL-CHOLESTEROL Direct Method
HDL-CHOLESTEROL Direct Method
HDL-CHOLESTEROL Direct Method
CHOLESTEROL-HDL (PTA) Precipitant
CHOLESTEROL-HDL (PTA) Precipitant
LDL-CHOLESTEROL Direct Method
LDL-CHOLESTEROL Direct Method
CHOLINESTERASE Butyrylthiocholine
CK-MB Isoenzyme Immunoinhibition Method
CK-MB Isoenzyme Immunoinhibition Method
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REF
92207
92307
80107
80008
92108
92308
97408
97089
97099
81110
81210
81310
80009
87109
87409
16GL8

LP80209
LP87809
3502200
82250
92011
92111
92511
99881
99891
87212
98212
92214
92314
82560
3300060
99105
99110
80015
80016
LP87016
97016
80019
87319
LP80519
LP80619
80221
80321
92032
92132
99032
99132
LP99532
LP99632

DESIGNATION FR

CK-NAC IFCC Monoréactif

CK-NAC IFCC Monoréactif

CREATININE Méthode cinétique

FER (SFBC) Bathophénanthroline

FER Méthode directe (Féréne)

C.T.F. Capacité Totale de Fixation du Fer
C.L.F. Capacité Latente de Fixation du Fer
G6-PDH Méthode cinétique U.V.

G6-PDH lyophilisée Méthode cinétique U.V.
GAMMA GT GPNA carboxylé

GAMMA GT GPNA carboxylé

GAMMA GT GPNA carboxylé

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

HEMOGLOBINE Méthode Colorimétrique (Cyanméthémoglobine)
HEMOGLOBINE Méthode Colorimétrique (Cyanméthémoglobine)
L.D.H. (LDH-P) Méthode SFBC modifie

L.D.H. (LDH-P) Méthode SFBC modifiée

L.D.H. (LDH-P) Méthode SFBC modifice

LIPASE Méthode cinétique

LIPASE Méthode cinétique

MAGNESIUM Calmagite

MAGNESIUM CALMAGITE Haute Stabilité - Haute Linéarité
PHOSPHATASE ALCALINE (DEA)

PHOSPHATASE ALCALINE (DEA)

PHOSPHATASE ACIDE Méthode Cinétique
PHOSPHATASE ACIDE Méthode Point Final (PNPP)
PHOSPHOLIPIDES Méthode colorimétrique enzymatique
PHOSPHOLIPIDES Méthode colorimétrique enzymatique
PHOSPHORE Inorganique Méthode U.V.

PROTEINES TOTALES Méthode Biuret

PROTEINES TOTALES Méthode Biuret

PROTEINES U.S. Méthode Rouge de Pyrogallol
TRIGLYCERIDES Méthode GPO

TRIGLYCERIDES Méthode GPO

TRIGLYCERIDES Méthode GPO

TRIGLYCERIDES Méthode GPO

UREE Méthode colorimétrique

UREE Méthode colorimétrique

UREE U.V. Méthode Cinétique

UREE U.V. Méthode Cinétique

UREE U.V. Méthode Cinétique Haute Linéarité

UREE U.V. Méthode Cinétique Haute Linéarité

UREE U.V. Méthode Cinétique Haute Linéarité

UREE U.V. Méthode Cinétique Haute Linéarité

DESIGNATION GB

CK-NAC IFCC Single Vial

CK-NAC IFCC Single Vial

CREATININE Kinetic method

IRON (SFBC) Bathophenanthrolin

IRON Direct Method (Ferene)

T.1.B.C. Total Iron Binding Capacity

U.1.B.C Unsaturated Iron Binding Capacity
G6-PDH U.V. Kinetic Method

Lyophilised G6-PDH U.V. Kinetic Method
GAMMA GT carboxy GPNA

GAMMA GT carboxy GPNA

GAMMA GT carboxy GPNA

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

GLUCOSE GOD-PAP

HAEMOGLOBIN Colorimetric Method (Cyanmethemoglobin)
HAEMOGLOBIN Colorimetric Method (Cyanmethemoglobin)
L.D.H. (LDH-P) SFBC Modified Method

L.D.H. (LDH-P) SFBC Modified Method

L.D.H. (LDH-P) SFBC Modified Method

LIPASE Kinetic Method

LIPASE Kinetic Method

MAGNESIUM Calmagite

MAGNESIUM CALMAGITE High Stability — High Linearity
ALKALINE PHOSPHATASE (DEA)

ALKALINE PHOSPHATASE (DEA)

ACID PHOSPHATASE Kinetic Method

ACID PHOSPHATASE End Point Method (PNPP)
PHOSPHOLIPIDS Colorimetric enzymatic Method
PHOSPHOLIPIDS Colorimetric enzymatic Method
Inorganic PHOSPHORUS U.V. Method

TOTAL PROTEIN Biuret Method

TOTAL PROTEIN Biuret Method

U.S. PROTEIN Pyrogallol Red Method
TRIGLYCERIDES GPO Method
TRIGLYCERIDES GPO Method
TRIGLYCERIDES GPO Method
TRIGLYCERIDES GPO Method

UREA Colorimetric Method

UREA Colorimetric Method

UREA U.V. Kinetic Method

UREA U.V. Kinetic Method

UREA U.V. High Linearity Kinetic Method

UREA U.V. High Linearity Kinetic Method

UREA U.V. High Linearity Kinetic Method

UREA U.V. High Linearity Kinetic Method

92315
92330

KIT CALCULS URINAIRES Méthode qualitative chimique

KIT CALCULS URINAIRES Méthode qualitative chimique

STONE ANALYSIS SET Chemical qualitative method
STONE ANALYSIS SET Chemical qualitative method
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REF

DESIGNATION FR

DESIGNATION GB

95010
95011
95015
95020
95403
95406
95806
95506
95516
95526
95801
95013
95023
95089
95289
95012
95315

BIOLABO EXATROL-N Taux 1

BIOLABO EXATROL-P Taux 2

BIOLABO MULTICALIBRATOR Calibrateur Multiparamétrique
BIOLABO EEQ Evaluation externe de la qualité

BIOLABO CONTROLE PEDIATRIQUE

CALIBRATEUR CHOLESTEROL-HDL

CALIBRATEUR CHOLESTEROL-LDL

CALIBRATEUR HDL LDL CK-MB

Sérum de contréle HDL LDL CK-MB Lipides Taux 1

Sérum de contréle HDL LDL CK-MB Lipides Taux 2

Calibrant LIPASE

Contrdle Normal AMMONIAC ALCOOL BICARBONATE
Contrdle Pathologique AMMONIAC ALCOOL BICARBONATE
G6-PDH Controle normal (hémolysat humain lyophilisé)
G6-PDH Contréle Déficient (hémolysat humain lyophilisé)
Contréle urinaire Taux 1 et Taux 2

KIT CALCULS URINAIRES Controles Positifs et Négatifs

BIOLABO EXATROL-N Level 1

BIOLABO EXATROL-P Level 2

BIOLABO MULTICALIBRATOR Multiparametric calibrator
BIOLABO EQA External Quality Assessment

BIOLABO PAEDIATRIC CONTROL

HDL-CHOLESTEROL CALIBRATOR

LDL-CHOLESTEROL CALIBRATOR

HDL LDL CK-MB CALIBRATOR

Control serum HDL LDL CK-MB Lipids Level 1

Control serum HDL LDL CK-MB Lipids Level 2

LIPASE Calibrator

Normal Control AMMONIA ALCOHOL BICARBONATE
Pathological Control AMMONIA ALCOHOL BICARBONATE
G6-PDH Normal control (Lyophilised human hemolysed blood)
G6-PDH Deficient control (Lyophilised human hemolysed blood)
Urinary Control Level 1 and Level 2

STONE ANALYSIS SET Positive and Negative Controls

13880
13885
13881
13702
13704
13712
13883
13560
13570
13660
13670
13565

13450
13451
13980

13965
13970
13961
13962
13963
13210
13211
13212
13302
13305
13307

BIO-TP Taux de Prothrombine (TP)
BIO-TP Taux de Prothrombine (TP)
BIO-TP Taux de Prothrombine (TP)
BIO-TP LI (Low ISI) Taux de Prothrombine (TP)
BIO-TP LI (Low ISI) Taux de Prothrombine (TP)
BIO-TP LI (Low ISI) Taux de Prothrombine (TP)
TAMPON OWREN KOLLER

BIO-CK TCA Kaolin

BIO-CK TCA Kaolin

BIO-SIL TCA Silice

BIO-SIL TCA Silice

CHLORURE DE CALCIUM 0,025M

BIO-FIBRI Dosage Chronométrique du Fibrinogéne
BIO-FIBRI Dosage Chronométrique du Fibrinogéne
BIO-TT Temps de Thrombine

TP-CALSET Set de Plasmas de Référence

BIO-CAL Plasma de référence
PLASMA CONTROLE Taux 1
PLASMA CONTROLE Taux 2
PLASMA CONTROLE Taux 3
D-DIMER Test Immunoturbidimétrique
D-DIMER Control 1

D-DIMER Control 2

FACTOR Il Plasma Déficient
FACTOR V Plasma Déficient
FACTOR VII Plasma Déficient

BIO-TP Prothrombin Time (PT)

BIO-TP Prothrombin Time (PT)

BIO-TP Prothrombin Time (PT)

BIO-TP LI (Low ISI) Prothrombin Time (PT)
BIO-TP LI (Low ISI) Prothrombin Time (PT)
BIO-TP LI (Low ISI) Prothrombin Time (PT)
OWREN KOLLER BUFFER

BIO-CK APTT Kaolin

BIO-CK APTT Kaolin

BIO-SIL APTT Silica

BIO-SIL APTT Silica

CALCIUM CHLORIDE 0.025M

BIO-FIBRI Chronometric determination of Fibrinogen
BIO-FIBRI Chronometric determination of Fibrinogen

BIO-TT Thrombin Time

TP-CALSET Standard Set
BIO-CAL Reference Plasma
CONTROL PLASMA Level 1
CONTROL PLASMA Level 2
CONTROL PLASMA Level 3

D-DIMER Turbidimetric Immunoassay
D-DIMER Control 1

D-DIMER Control 2

FACTOR Il Deficient plasma
FACTOR V Deficient plasma
FACTOR VIl Deficient plasma
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REF DESIGNATION FR DESIGNATION GB
13308 FACTOR VIl Plasma Déficient FACTOR VI Deficient plasma
13309 FACTOR IX Plasma Déficient FACTOR IX Deficient plasma
13310 FACTOR X Plasma Déficient FACTOR X Deficient plasma
13311 FACTOR XI Plasma Déficient FACTOR XI Deficient plasma
13312 FACTOR XII Plasma Déficient FACTOR Xl Deficient plasma
13971 COATROL 1 Taux 1 COATROL 1 Level 1
13972 COATROL 2 Taux 2 COATROL 2 Level 2

9905TH S. Typhi H (d.H) S. Typhi H (d.H)
9905TO S. Typhi O (9,12-0) S. Typhi O (9,12-0)
9905AH S. Paratyphi AH (a-H) S. Paratyphi AH (a-H)
9905A0 S. Paratyphi AO (1,2,12-0O) S. Paratyphi AO (1,2,12-0)
9905BH S. Paratyphi BH (b-H) S. Paratyphi BH (b-H)
9905BO S. Paratyphi BO (1,4,5-0O) S. Paratyphi BO (1,4,5-0)
9905CH S. Paratyphi CH (c-H) S. Paratyphi CH (c-H)
9905CO S. Paratyphi CO (6,7-O) S. Paratyphi CO (6,7-O)
9905BA Brucella abortus Brucella Abortus
9905PK Proteus OXK Proteus OXK
9905P19 Proteus OX19 Proteus OX19
9905P2 Proteus OX2 Proteus OX2
9905BM Brucella Melitensis Brucella Melitensis
9905RB Rose Bengal (B. Abortus) Rose Bengal (B. Abortus)
9901PC Contréle Positif Polyvalent Positive Polyvalent Control
9901NC Controle Négatif Polyvalent Negative Polyvalent Control
99054 ANTIGENES FEBRILES Pour Tests de Widal Félix STAINED FEBRILE ANTIGENS For Widal Felix Tests
99056 ANTIGENES FEBRILES Pour Tests de Widal Félix STAINED FEBRILE ANTIGENS For Widal Felix Tests
99058 ANTIGENES FEBRILES Pour Tests de Widal Félix STAINED FEBRILE ANTIGENS For Widal Felix Tests
081050 ASLO-LATEX ASLO-LATEX
097100 CRP-LATEX CRP-LATEX
098100 FR-LATEX FR-LATEX
3800100 RPR-CHARBON RPR-CHARBON
3800150 RPR-CHARBON RPR-CHARBON
4500100 TPHA TPHA
4500200 TPHA TPHA
085100 HCG-LATEX HCG-LATEX
RFO50E Facteurs Rhumatoides (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay
RF520E Facteurs Rhumatoides (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay
RF CALSET51 |BIOLABO FR Kit de Calibration BIOLABO RF Standard Set
RF CALSH1 BIOLABO FR Calibrant Super Haut BIOLABO RF Standard Super High
RF CONT1 BIOLABO FR Controle BIOLABO RF Control
RF CONT5 BIOLABO FR Controle BIOLABO RF Control
CRPO50E CRP Test Immunoturbidimétrique CRP Turbidimetric Immunoassay
CRP620E CRP Test Immunoturbidimétrique CRP Turbidimetric Immunoassay
CRP CALSET51 |BIOLABO CRP Kit de Calibration BIOLABO CRP Standard Set
CRP CALSH1 |BIOLABO CRP Calibrant Super Haut BIOLABO CRP Standard Super High
CRP CONTL1 [BIOLABO CRP Controle Bas BIOLABO CRP Control Low
CRP CONTL5 [BIOLABO CRP Controle Bas BIOLABO CRP Control Low
CRP CONTH1 |BIOLABO CRP Contréle Haut BIOLABO CRP Control High
CRP CONTH5 |BIOLABO CRP Contrdle Haut BIOLABO CRP Control High
ASLOO050E ASLO Test Immunoturbidimetrique ASLO Turbidimetric Immunoassay
ASLO620E ASLO Test Immunoturbidimetrique ASLO Turbidimetric Immunoassay
ASLO CALH1 |BIOLABO ASLO Calibrant Haut BIOLABO ASLO Standard High
ASLO CALSH1 |BIOLABO ASLO Calibrant Super Haut BIOLABO ASLO Standard Super High
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ASLO CALSET41 |BIOLABO ASLO Kit de Calibration BIOLABO ASLO Standard Set
ASLO CONT1 |BIOLABO ASLO Contréle BIOLABO ASLO Control
ASLO CONT5 |BIOLABO ASLO Controle BIOLABO ASLO Control
APOA1620E |APOLIPOPROTEINE A1 Test Immunoturbidimétrique APOLIPOPROTEINE A1 Turbidimetric Immunoassay
APOB620E  |APOLIPOPROTEINE B Test Immunoturbidimétrique APOLIPOPROTEINE B Turbidimetric Imnmunoassay
APOA1050E |APOLIPOPROTEINE A1 Test Immunoturbidimétrique APOLIPOPROTEINE A1 Turbidimetric Immunoassay
APOBO050E APOLIPOPROTEINE B Test Immunoturbidimétrique APOLIPOPROTEINE B Turbidimetric Inmunoassay
A1B CALH1 BIOLABO A1B Calibrant Haut BIOLABO A1B Standard High
A1B CONT1 |BIOLABO A1B Controle BIOLABO A1B Control
23010 MICROALBUMINE Test Immunoturbidimétrique MICROALBUMIN Turbidimetric Immunoassay
23011 MICROALBUMINE Test Immunoturbidimétrique MICROALBUMIN Turbidimetric Immunoassay
23012 MICROALBUMINE Calibrant Super Haut MICROALBUMIN Standard Super High
23013 MICROALBUMINE Kit de calibration MICROALBUMIN Standard Set
23014 MICROALBUMINE Controle MICROALBUMIN Control
22050 HbA1c ENZYM HbA1c ENZYM
22052 HbA1c ENZYM Kit de calibration HbA1c ENZYM Standard Set
22010 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Immunoassay
22011 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Inmunoassay
22012 HbA1c Kit de calibration HbA1c Standard Set
22013 HbA1c Kit de contrble HbA1c Control Set
KENZA MAX KENZA MAX BioChemisTry PHOTOMETRE KENZA MAX BioChemisTry PHOTOMETER
KENZA 120TX |KENZA 120TX - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 120TX - AUTOMATIC BIOCHEMISTRY ANALYSER
KENZA 240TX |KENZA 240TX - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 240TX - AUTOMATIC BIOCHEMISTRY ANALYSER
KENZA 240ISE - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 240ISE - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 240ISE |avec module ISE with ISE Module
KENZA 450TX |KENZA 450TX KENZA 450TX
KENZA 450ISE |KENZA 450ISE KENZA 450ISE
BIOSOLEA 2 |[BIO SOLEA 2 - COAGULOMETRE 2 CANAUX BIO SOLEA 2 - COAGULOMETER 2 CHANNELS
BIOSOLEA 4 |BIO SOLEA 4 - COAGULOMETRE 4 CANAUX BIO SOLEA 4 - COAGULOMETER 4 CHANNELS
SOLEA 100 |SOLEA 100 - ANALYSEUR AUTOMATIQUE D'HEMOSTASE SOLEA 100 - FULL AUTOMATED COAGULATION ANALYSER
SCUP120|Serum Cup K120TX Serum Cup K120TX
COO0080|SERUM CUPS SERUM CUPS
CO04015|Extra Cleaning Extra Cleaning
C04020|Ipo Cleaning Ipo Cleaning
COO0058|SERUM CUPS K450 SERUM CUPS K450
K450CS|Cleaning Solution K450 Cleaning Solution K450
RP240ISE|Pack Réactifs - ISE Reagent Pack - ISE
G2058/A|Cleaning Solution - ISE Cleaning Solution - ISE
5202|Electrode K - ISE Electrode K - ISE
5205|Electrode Li - ISE Electrode Li - ISE

5207 |Electrode Cl - ISE Electrode Cl - ISE
5201|Electrode Na - ISE Electrode Na - ISE

5204 |Electrode de référence Reference Electrode
S100CS|CLEANING SOLUTION SOLEA 100 CLEANING SOLUTION SOLEA 100
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AHAJIMTUYECKUI ITACIIOPT

Ha6op KOHTPOIBHEIX PACTBOPOB GEIKOB MOYH
«BM-kouTpoan-CCK»

Kox OKII 93 9816
Pezucmpayuonnoe yoocmoeepenue Ne @CP 2010/08997
TY 9398-269-52208224-2010

Kat Ne 04.01.01
Homep cepun IIB 7 - 16
Cpox rogaocts fo: 05.2017 r.
HABHAYEHHWE

Hab6op «BM-koutpons-CCK» npennasHadeH L1 KOHTPOJLI NPaBUIBHOCTH H
BOCIIPOH3BOIMMOCTH PE3YIIBTATOB ONPEENCH s KOHIICHTPAIH GE/IKOB B MOYe II0 UX PECaKLHH C
CYNb(oCcaTIMIOBOH KUCIOTOH.

COCTAB HAGOPA

Ha6op ((BM-KOH'I])OJIB-CCK» COTEPXKUT § (HIIAKOHOB KOHTPONBHEIX PACTBOPOB GEIKOB
MOYH:

- 4 pnaxona yposess Nel 1o 10 M

- 4 dnaxona yposeHb Ne2 10 10 M

TexHuIeCKHE XAPAKTEPHCTHKH Haﬁopa.
- K03 pHIIAEHT BapHalMH PE3YIBTATOB H3MEPESHUA KOHHEHTPAITHY

GenkoB, %o, He Oonee : 10 COOTBETCTBYET
- mexdnaxoHHas Bapuanus, %, He 607ee 10 COOTBETCTBYET
- KOIyCTHMBIH pa3bpoc pe3yIbTaTos ONPEeeIeH A KORIIEHTPaliH

OenKOB B pasHBIX Habopax ofHoOM cepun, %, He Gojee 10 CooTBeTCTBYET
- CpOK XpaHeHus Habopa, Mec 9
- TeMIIepaTypa XpaHCHUS, {6 2-8

- TIOCIe BCKPHITHA (hrIakoHa pacTBOP MOKHO XpaHHUTS, IHEH, HE 6onmee 14
3HadeHue KOHIEHTpanai 6ENKOB 1 KOHTpOJIBHBIE Ipefensl (X+2S) yKa3aHsl B HaCTIOPTE K
Habopy.

TexHr9ecKOr'o KOHTPOJL]

HavanpHuk ormena | i (’ /|
'- ‘{/ Kpacuononsckas E.B.

« 11 » MO 2016r



EC Certificate TUVRheinland

Production Quality Assurance

MDD Annex V

Registration No.; DD 2063008-1

Manufacturer: Boen Healthcare Co., Ltd.
Unit 602, International Center, No. 535, Shenxu Road,
Suzhou,
215021 Jiangsu
P.R. China
Medical Brushes, Disposable Vaginal Speculums, Disposable
Gynecological Sets,
Disposable Dressing Kits, Disposable Colostomy Bags, Disposable
Umbilical Cord Clamps, Disposable Urine Drainage Bags, Sterile Wooden
Tongue Depressors, Non Woven Surgical Drapes, Non Woven Surgical
Gowns, X-ray Detectable Gauze Swabs (Sponges), Gauze Balls and Lap
Sponges in Sterilization Packing, Gauze Swabs (Sponges), Gauze Balls
Gauze Bandages and Non Woven Wound Care Products, Medical Elastic
Bandages, First Aid Kits and Its Related Products, Disposable Nasal
Speculums, Disposable Ear Checkers, Disposable Oral Cavity Kits and
Implements, Sterile Urine Meters:
Aspects of manufacture concerned with conformity of products with
metrological requirements: Sphygmomanometers, Mercury-free Clinical
Thermometers
Replaces Approval, Registration No.: DD 60142274 0001

Report No.: 15092074 009

Effective date: 2020-11-18

Expiry date: 2024-05-26 -—

Issue date: 2020-11-18 \ &

TUV Rhei?lmd LGA Prodia
TillystraBe 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
Page 2 of 2




EC Certificate TUVRheinland

Production Quality Assurance

MDD Annex V
Registration No.: DD 2063008-1
Manufacturer: Boen Healthcare Co., Ltd.
Unit 602, International Center, No. 535, Shenxu Road,
Suzhou,
215021 Jiangsu
P.R. China
Products: Nasal Oxygen Cannulae, Suction Catheters, Stomach Tubes, Feeding

Tubes, Suction Connecting Tubes with Yankauer, Sterile Latex Surgical
Gloves, Disposable Surgical Blades & Scalpels With Plastic Handle, Sterile
Blood Lancets, Disposable Syringes, Disposable Infusion Sets, Disposable
Transfusion Sets, Intravenous Needles for Single Use, Sterile Hypodermic
Needles for Single Use, Disposable Tracheal Tubes (Standard &
Reinforced), Disposable Oxygen Masks, Non-Rebreathing Masks, Aerosol
Masks, Closed Suction Catheters, Tracheostomy Tubes, Laryngeal Mask
Devices, Disposable Air Cushion Face Masks, Disposable Breathing
Circuits, Oropharyngeal Airways, Venturi Masks, Self-destruction Safety
Syringes, Blood Collecting Needles, Foley Catheters, Disposable
Acupuncture Needles, Three-way Stopcocks (with Extension Tube),
Nelaton Catheters, Insulin Needles for Single Use, Wound Drainage
System with and without Trocars, Needle Free Connectors, Digital
Thermometers, Humidifier Jar (Bubble Humidifier Jar), Enteral Feeding
Sets (Bag);

Aspects of manufacture concerned with securing and maintaining sterile
conditions: Sterile Hemostasis Adhesive Dressing Series (Sterile Wound
Plaster, Liquid Transfusion Plaster and Adhesive Dressing), Disposable

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC 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 V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class Ill devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Report No.: 16092074 009
Effective date: 2020-11-18
Expiry date: 2024-05-26 _—
Issue date: 2020-11-18 ‘ &r UV
. ; "\ ~\Jason Pan’,
TUV Rheinland LGA Produgls Gmpk"
TillystraRe 2 - 90431 Niirberg ~Geérmany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
Page 1 of 2




EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / BOEN HEALTHCARE CO.,LTD
Name and address of the manufacturer: / Unit 602, International Center, No.535, Shenxu Road,
Nom et adresse du fabricant: / Suzhou, 215021, Jiangsu, China

Nome e indirizzo del fabbricante:

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: / Microscope Slide
the medical device: /
le dispositif médical: /
il dispositivo medico:

der Klasse: / Common/Others IVD

of class: / (Devices of NOT Annex Il and NOT self-test)
de la classe: /

di classe:

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang Il sein / (IVDD, Article9(1)) not be part of list A & B of annex II
(IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de I'annexe Il / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B
dell'allegato I

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehérigen ,,Endpriifprotokoll®. /

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device. /

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au «rapport de 'inspection finale» du produit. /

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano.
Questa dichiarazione & valida in congiunzione con il “rapporto di ispezione finale” del prodotto.

Konformitatsbewertungsverfahren: / Anhang lll (voraussichtlicher Punkt 6) der IVDD 98/79 /
Conformity assessment procedure: / EG Annex lll (expect point 6) of IVDD 98/79/EC
Procédure d’évaluation de la conformité: / Annexe lll (sauf le point 6) de I'lVDD 98/79 / CE
Procedura di valutazione della conformita: Allegato lll (aspettarsi il punto 6) dell'lVDD 98/79 / CE

Registrier-Nr.: /
Registration No.: /
N°d’enregistrement: /
Numero di registrazione:

Benannte Stelle: /
Notified Body: /
Organisme notifié: /
Organismo notificato:
CE

Suzhou, 201.05.26

Ort, Datum / Place, date /
Lieu, date / Luogo, data




= EMERGOEUROPE

J Quality Assurance & Regulé\'to'ry Affairs

(€ Registration Certificate

This is to certify that, in accordance with the In Vitro Diagnostic Medical Device
Directive 98/79/EC, Emergo Europe agrees to perform all duties and
responsibilities as the Authorized Representative for

ERMA Inc.
2-31-6 Yushima, Bunkyo-ku
Tokyo, 113-0034
Japan

as stipulated and demanded by the aforementioned Directive. The Dutch
Competent Authorities have received the In Vitro Diagnostic Medical Device
Registrations on the following dates:

21 September 2007
See attached product listing

Emergo Europe Registration Number: NL/CA01/601529

The Manufacturer has provided Emergo Europe with the appropriate
Declaration(s) of Conformity confirming that the In Vitro Diagnostic Medical
Devices fulfill the applicable requirements of Directive 98/79/EC.

25 September 2007

o

Rene van de Zande
President & CEO
Emergo Europe

Emergo Europe: Molenstraat 15, 2513 BH, The Hague, The Netherlands 5
Telephone: +31.70.345.8570 > Fax: +31.70.346.7299 > Online: EmergoEurope.com S 0et0



=# EMERGO EUROPE

Quality Assurance & Regulatary Affairs

W

Annex A to the Emergo Europe CE Registration Certificate

dated 25 September 2007

IVD Medical Device EDMS Code

Class Per IVDD Registration Date
97/79/EC

PCE-210 23 01 10 01 Other (Self-Certify) | 21 September 2007

PCE-210N 230110 01 Other (Self-Certify) | 21 September 2007




TOKYO:

Since 1908

(@=e) ERMA INC.

2.31-6 Yushima, Bunkyo-ku, Tokyo 113-0034;Japan
Phone:81-3-3818-6281 Fax:81-3-3813-7301
E-mail address:trade@erma.co.jp

Declaration of Conformity

,,,,,,, Mo
Full Automatic Blood Cell Counter PCE-210N 01-210-0
Full Automatic Blood Cell Counter PCE-210 01-210-2
PARTICLE COUNTER PCE-210N 01-210-3
PARTICLE COUNTER PCE-210 01-210-4
HEMATOLOGY ANALYZER PCE-210N 01-210-5
HEMATOLOGY ANALYZER PCE-210 01-210-6
Fully Automatic Blood Cell Counter PCE-210 01-210-7

MANUFACTURE

b o

Yutaka Namiki

Technical Manager, International Div.

Emergo Europe

Molenstraat 15
2513 BH, The Hague
The Netherlands

ephor i
+31-70-345-8570 Phone
+31-70-346-7229 Fax

service@emergogroup.com

Al

Council Directive

TR

B ;Statnﬂéﬁsdﬁéﬁa plied A

Optional

ERMA INC. declares that the above mentioned products meet the provision of the Council Directive 98/79/EC

for In Vitro Diagnostic Medical Devices.

COMPANY REPRESENTATIVE: Hiroshi Shimosaka
TITLE: President
DATE: 08/24/2007

SIGNATURE: Oﬁ 5%%&#@———- ‘




CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico,
soggetta all’attivita di
direzione e coordinamento di
Kiwa Italia Holding Srl

Via Cadriano, 23

40057 Granarolo dell'Emilia
(BO)

Tel +39.051.459.3.111

Fax +39.051.763.382
E-mail: info@kiwacermet.it
www kiwa.it

C=RM=T

kiwa

2021-10-14

10164 - M Valid From

Reg. Number

2012-10-15 2021-10-14

First issue date Last change date

Valid until 2024-10-14

Quality Management System Certificate

ISO 13485:2016

We certify that the Quality Management System of the Organization:

GIMA S.p.A.

Is in compliance with the standard UNI CElI EN ISO 13485:2016 for the following products/services:

Management of design and production, packaging and service of:

General non-active, non-implantable medical devices (except: injection, infusion, transfusion and dialysis;
disinfecting, cleaning, rinsing; IVF, ART; ingestion), Devices for wound care, Non-active dental devices and
accessories (except dental implants), General active medical devices (except: extra-corporal circulation,
infusion and haemopheresis; stimulation or inhibition, rehabilitation devices and active prostheses; IVF, ART,;
software; medical gas supply systems and parts thereof), Monitoring devices, Devices for imaging and
thermo therapy (except: ionizing radiation, lithotripsy), In Vitro Diagnostic Medical Devices (VD).

Trade and service of: General non-active, non-implantable medical devices (except: IVF, ART; ingestion),
Devices for wound care, Non-active dental devices and accessories (except dental implants), General active
medical devices (except IVF, ART), Devices for imaging (except ionizing radiation), Monitoring devices,
Devices for radiation therapy and thermo therapy (except: ionizing radiation, lithotripsy), In Vitro Diagnostic
Medical Devices(IVD)

Chief Qperatiflg Officer
Giampigr Belgredi

The maintaining of certification is subject to annual surveillance and dependent upon the observance of
Kiwa Cermet Italia contractual requirements.

This certificate is composed of 1 page.

GIMA S.p.A.

Registered Headquarters

- Via Grossi, 2 20121 Milano ltalia

Certified Sites

- Via Marconi, 1 20060 Gessate (M) - Italia

ACCREDIA X

L'ENTE ITALIANO DI ACCREDITAMENTO

SGQ N° 007A



LANCETS 28G for 23915, 23919 - sterile

Code: 23916

Category: Lancets

Unit of sale: box of 100 pcs. ‘;“‘-‘\“ -,._'.
Minimum order: 1

Type: Medical device

Class: ITA

NSIS: 2213662

CND: V010402

EANI13: 8023279239164

Description: Lancets are fine needles that can be used with device codes 23915, 23919 and most of

lancet devices in the market to draw a blood sample for glucose testing.

Multilanguage box: GB, FR, IT, DE, ES, PT, GR, PL, Arabic.

Gima S.p.A. Via Marconi, 1 - 20060 Gessate (MI) Tel. +39 02 953854209 - Fax.+39 02 35380056



LANDESDIREKTION
SACHSEN

BESTATIGUNG DER UBEREINSTIMMUNG EINES
HERSTELLERS MIT GMP

Teil 1

Ausgestellt nach einer Inspektion geméan

« Art. 111 (5) der Richtlinie 2001/83/EG

Die zustandige deutsche Uberwachungsbehérde
bestatigt:

Der Hersteller
HOLTSCH Medizinprodukte GmbH

Anschrift der Betriebsstatte
HOLTSCH Medizinprodukte GmbH
Leipziger StraBe 300

01139 Dresden

Deutschland

» Sonstiges:

Der Hersteller wurde im Rahmen der nationalen
Arzneimitteliiberwachung inspiziert in Verbindung mit
der Herstellungserlaubnis Nr.
DE_SN_01_MIA_2012_0045 gemaB Art. 40 der
Richtlinie 2001/83/EG umgesetzt in deutsches Recht
durch § 13 Abs. 1 Arzneimittelgesetz.

Aufgrund der aus der letzten Inspektion vom
27. November 2015 gewonnenen Erkenntnisse wird flr
die oben genannte Betriebsstétte des Herstellers die
Ubereinstimmung mit den Anforderungen der Guten
Herstellungspraxis festgestellt, die sich aus

« den Grundséatzen und Leitlinien der Guten
Herstellungspraxis geman
- Richtlinie 2003/94/EG

ergeben. /

<
DE_SN_01_GMP_2016_0003 1 3.0% 2016

<T)

Inferschrift: Klaus Hartmann

N Lreistaat

= SACHSEN

Zertifikat-Nr./Certificate no:
DE_SN_01_GMP_2016_0003

Aktenzeichen/Reference Number:
L24-5117/90

CERTIFICATE OF GMP COMPLIANCE OF A
MANUFACTURER

Part 1

Issued following an inspection in accordance with

« Art. 111 (5) of Directive 2001/83/EC

The competent authority of GERMANY confirms the
following:

The manufacturer
HOLTSCH Medizinprodukte GmbH

Site address

HOLTSCH Medizinprodukte GmbH
Leipziger StraBe 300

01139 Dresden

Germany

* Other:

The manufacturer has been inspected under the
national inspection programme in connection with
manufacturing authorisation no.
DE_SN_01_MIA_2012_0045 in accordance with Art.
40 of Directive 2001/83/EC transposed in the following
national legislation: Sec 13 para 1 Arzneimittelgesetz
(German Drug Law).

From the knowledge gained during the inspection of
this manufacturer, the latest of which was conducted on
27 November 2015, it is considered that it complies
with the Good Manufacturing Practice requirements
referred to in

« the principles and guidelines of Good Manufacturing
Practice laid down in
- Directive 2003/94/EC

Seite 1 von 3



Dieses Zertifikat bestatigt den Status der Betriebsstatte
zum Zeitpunkt der oben genannten Inspektion. Es
sollte nicht zur Bestatigung der Ubereinstimmung
herangezogen werden, wenn seit der genannten
Inspektion mehr als drei Jahre vergangen sind. Nach
Ablauf dieser Zeit sollte mit der zustandigen Behorde
Kontakt aufgenommen werden. Das Zertifikat ist nur
bei Vorlage samtlicher Seiten inklusive der Teile 1 und
2 gultig. Die Echtheit dieses Zertifikates kann ggf.
durch die ausstellende Behorde bestatigt werden.

DE_SN_01_GMP_2016_0003

13.01.2016

Unterschrift: Klaus Hartmann

This certificate reflects the status of the manufacturing
site at the time of the inspection noted above and
should not be relied upon to reflect the compliance
status if more than three years have elapsed since the
date of that inspection, after which time the issuing
authority should be consulted. This certificate is valid
only when presented with all pages and both parts 1
and 2. The authenticity of this certificate may be
verified with the issuing authority.

Seite 2 von 3



Teil 2

* Humanarzneimittel

1 HERSTELLUNGSTATIGKEITEN

- Die erlaubten Herstellungstatigkeiten umfassen vollstédndige und
teilweise Herstellung (einschlieBlich verschiedener Prozesse wie
Umfillen, Abpacken oder Kennzeichnen), Chargenfreigabe und
-zertifizierung, Lagerung und Vertrieb der genannten
Darreichungsformen sofern nicht anders angegeben;

- Die Qualitatskontrolle und/oder Freigabe und/oder Chargen-
zertifizierung ohne Herstellungsschritte soliten unter den
entsprechenden Punkten spezifiziert werden;

- Unter der relevanten Produktart und Darreichungsform sollte
auch angegeben werden, wenn der Hersteller Produkte mit
speziellen Anforderungen herstellt, z.B. radioaktive Arzneimittel
oder Arzneimittel, die Penicilline, Sulfonamide, Zytostatika,
Cephalosporine, Stoffe mit hormoneller Wirkung oder andere
potenziell gefahrliche Wirkstoffe enthalten (anwendbar fir alle
Bereiche des Teils 1 mit Ausnahme 1.5.2 und 1.6).

1.1 Sterile Produkte

1.1.3 AusschlieBlich Chargenfreigabe
1.2 Nichtsterile Produkte

1.2.1 Nichtsterile Produkte

1.2.1.17 Andere nichtsterile Produkte
Alkoholtupfer

Part 2

* Human Medicinal Products

1 MANUFACTURING OPERATIONS

- authorised manufacturing operations include total and partial
manufacturing (including various processes of dividing up,
packaging or presentation), batch release and certification, storage
and distribution of specified dosage forms unless informed to the
contrary;

- quality control testing and/or release and batch certification
activities without manufacturing operations should be
specified under the relevant items;

- if the company is engaged in manufacture of products with
special requirements e.g. radiopharmaceuticals or products
containing penicillin, sulphonamides, cytotoxics, cephalosporins,
substances with hormonal activity or other or potentially hazardous
active ingredients this should be stated under the relevant product
type and dosage form (applicable to all sections of Part 1 apart
from sections 1.5.2 and 1.6)

1.1 Sterile Products
1.1.3 Batch certification only
1.2 Non-sterile products

1.2.1 Non-sterile products

1.2.1.17 Other non-sterile medicinal
product
alcoholic pads

13. Januar 2016

Name und Unterschrift des Bearbeiters der zustandigen

Behdrde
Fl f

Klaus Hartmann

Landesdirektion Sachsen

Referat 24, Pharmazie, GMP-Inspektorat
BraustraBe 2

04107 Leipzig

Deutschland

Tel.: +49(0)351 825-2411
Fax: +49(0)351 825-9201

DE_SN_01_GMP_2016_0003 13.01.2016

Unterschrift: Klaus Hartmann

13 January 2016

Name and signature of the authorised person of the
Competent Authority

Klaus Hartmann

Landesdirektion Sachsen

Referat 24, Pharmazie, GMP-Inspektorat
BraustraBe 2

04107 Leipzig

Deutschland

Tel.: +49(0)351 825-2411
Fax: +49(0)351 825-9201
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HOLTSCH Medizinprodukte GmbH
In den Faltern 13 « D — 65232 Taunusstein
Germany

Declaration of conformity

This is to confirm that

the swab dispenser Quickpad®
containing fleece swabs, saturated with 70% isopropyl alcohol (V/V)

is

manufactured, packaged and sterilized in accordance with the rules of GMP and the
paragraph 13 of the GERMAN MEDICAL LAW.

These swabs are equal to a
Medical Device Class | (UMNDS Code15-252)
and are checked and released
conform to
the German Medical Product Law according to
the

Medical Device Directive 93/42/EEC
of the European Counsel.

Taunusstein, November 17", 2021

)ﬁ Medizinpr

M/ Yd Htrrns 2 Tauntsstein
a ﬂe zberg

(Certified Biologist)—"

U:\WINWORD\Zertifikate\conformity QP Medbryt.doc




CISQ is a mamber of

el )
L] Il * I
E Ly :N et
L
*t**

THE INTRASATIOMAL CRATIF AT nETeoR <
e ignel=carlification_com

I} Pat, Hra aacial
ke

ICIM

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

MEUS S.r.l.

Unita Operative / Operative Units
Via Leonardo Da Vinci, 24B-26-28 - Zona Industriale Tognana - 35028 Piove di Sacco (PD) - ltalia
Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici. Progettazione e
produzione di terreni di coltura per microbiologia.
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi.
Via dell'industria 2-16 - 35020 Arzergrande (PD) — Italia
Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico.

4265/5/A

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi
biologici. Progettazione e produzione di terreni di coltura per microbiologia.
Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico.
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi.

Design and production of diagnostic kits for blood and biological liquids analysis.
Design and production of culture media for microbiology. Design and production of
sterile needles and devices for collection of haematological samples. Design and
production of moulds for plastic labware.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.

Per informazioni puntuali e aggiomate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n°® telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
18/01/2007 18/01/2022 17/01/2025

of o

T f\/f'
R _{“].1' Can
.‘f

| 3
b Vincenzo Delacqua

Rappresentante Direzione / Management Representative

ICIM S.p.A. FEDERAZIONE

Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (MI)
www.icim.it am
ACCREDIA :\ :
LENTE ITALIANO DI ACCREDITAMENTO - WWARLCISC.COIm

C150 & la Federazione Italizne di Organismi o
SGQ N° 004 A Certificazions del sistem| dl gestione azderdslz,
CI5Q i the Jalan Federation of mansgement
systam Certification Bodves

0860CM_03_IT
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ICIM

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

ROLL S.r.l.

UNITA OPERATIVA / OPERATIVE UNIT

4265/5/B

Via Leonardo Da Vinci, 24A - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi
biologici. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and production of Holders for vacuum sampling.
Design and production of diagnostic kits for blood and biological liquids
analysis. Injection moulding of thermoplastic materials for medical devices.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
18/01/2007 18/01/2022 17/01/2025

.'.';‘(j \R L](f" 3

1
\\

Vincenzo Delacqua
Rappresentante Direzione / Management Representative

ICIM S.p.A.

Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (MI)
www.icim.it

FEDERAZIONE

ACCREDIA ¥
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C150 & la Federazione Italizne di Organismi o
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ICIM

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

VACUTEST KIMA S.r.l.

Sede / Head office
Via dell'Industria, 12 - 35020 Arzergrande (PD) — Italia
Uffici direzionali e amministrativi
Unita Operative / Operative Units
Via dell'Industria, 12 - 35020 Arzergrande (PD) — Italia
Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine.
Produzione di provette per microprelievi di sangue. Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni
di coltura per microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto predeterminato e aghi sterili.
Via Leonardo Da Vinci, 22 — 35028 Piove di Sacco (PD)
Uffici commerciali e magazzino.

4265/5/D

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo
ematico, liquidi biologici e urine. Produzione di provette per microprelievi di sangue.
Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per
microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto
predeterminato e aghi sterili.

Design and production of test tubes with predetermined vacuum for collection of
haematological samples, biological liquids and urine samples. Production of test tubes
for micro-collection of haematological samples. Trading of the products of the Group:
diagnostic kits, culture media for microbiology, plastic disposable labware, test tubes
with predetermined vacuum and sterile needles.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.

Per informazioni puntuali e aggiorate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n°® telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
18/01/2007 18/01/2022 17/01/2025
= ['. WL 17
/s \ & \_/f,a.f f > _ FEDERAZIOME

|
| A%}
b Vincenzo Delacqua

Rappresentante Direzione / Management Representative C,m

ICIM S.p.A.

ACC RE D IA & Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (MI)
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data 05/10/2021

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE Dispositivi Medico-Diagnostici In Vitro e s.m.i.
according to Annex III of the Directive 98/79/EC In Vitro Diaanostic Medical Devices as amended.

fabbricante VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

Identificazione dei prodotti PROVETTE SOTTOVUOTO 13X75 MM PET K3EDTA ASP. 2 ML

TAPPO VIOLA
proauct identification VACUUM TUBE 13X75 MM W. K3 EDTA FOR 2 ML LAVENDER
CAP
numero di numero di scadenza
catalogo 13005 lotto XZ2351 expiry 28/02/2023
part number batch number date

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product identification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i. Dispositivi Medico-Diagnostici In Vitro.

Tutta la documentazione tecnica richiesta dall’Allegato III della succitata Direttiva, e comprovante il rispetto dei
Requisiti Essenziali di cui all’Allegato I della Direttiva, sono conservati a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive
98/79/EC as amended on In Vitro Diagnostic Medical Devices.

All the supporting documents, as required by Annex III of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex 1, are retained under the premises of the Manufacturer

luogo e data

place and date Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita
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data 05/10/2021

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE Dispositivi Medico-Diagnostici In Vitro e s.m.i.
according to Annex III of the Directive 98/79/EC In Vitro Diaanostic Medical Devices as amended.

fabbricante VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

Identificazione dei prodotti PROVETTA SOTTOVUOTO 13X75 MM PET EPARINA LITIO
ASP. 2 ML TAPPO VERDE

product identification VACUUM TUBE 13X75MM W.LITHIUM HEPARIN FOR 2 ML

GREEN CAP
numero di numero di scadenza
catalogo 12005 lotto 22031 expiry 31/01/2023
part number batch number date

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product identification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i. Dispositivi Medico-Diagnostici In Vitro.

Tutta la documentazione tecnica richiesta dall’Allegato III della succitata Direttiva, e comprovante il rispetto dei
Requisiti Essenziali di cui all’Allegato I della Direttiva, sono conservati a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive
98/79/EC as amended on In Vitro Diagnostic Medical Devices.

All the supporting documents, as required by Annex III of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex 1, are retained under the premises of the Manufacturer

luogo e data

place and date Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita
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data 05/10/2021

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE Dispositivi Medico-Diagnostici In Vitro e s.m.i.
according to Annex III of the Directive 98/79/EC In Vitro Diaanostic Medical Devices as amended.

fabbricante VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

Identificazione dei prodotti PROVETTA SOTTOVUOTO 13X75 MM PET EPARINA LITIO
ASP. 2 ML TAPPO VERDE

product identification VACUUM TUBE 13X75MM W.LITHIUM HEPARIN FOR 2 ML

GREEN CAP
numero di numero di scadenza
catalogo 12020 lotto KZ2071 expiry 31/01/2023
part number batch number date

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product identification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i. Dispositivi Medico-Diagnostici In Vitro.

Tutta la documentazione tecnica richiesta dall’Allegato III della succitata Direttiva, e comprovante il rispetto dei
Requisiti Essenziali di cui all’Allegato I della Direttiva, sono conservati a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive
98/79/EC as amended on In Vitro Diagnostic Medical Devices.

All the supporting documents, as required by Annex III of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex 1, are retained under the premises of the Manufacturer

luogo e data

place and date Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita
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data 05/10/2021

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE Dispositivi Medico-Diagnostici In Vitro e s.m.i.
according to Annex III of the Directive 98/79/EC In Vitro Diaanostic Medical Devices as amended.

fabbricante VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12

dd .
aomess 35020 Arzerarande (PD) - Italia

telefono fax posta

phone +39-049-9720624 ox +39-049-9720182 elettronica info@vacutestkima.it

e-mail

Identificazione dei prodotti SIEROSEP IN SEKURPLAST 12X86 MM 5 ML ETICHETTATE
CON ACCELERATORE

product identification STERILE VACUUM TUBE W. CLOT ACTIVATOR VOL. 4 ML
13X75 MM RED CAP

numero di numero di scadenza
catalogo 11010 lotto G2351 expiry 28/02/2023
part number batch number date

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product identification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i. Dispositivi Medico-Diagnostici In Vitro.

Tutta la documentazione tecnica richiesta dall’Allegato III della succitata Direttiva, e comprovante il rispetto dei
Requisiti Essenziali di cui all’Allegato I della Direttiva, sono conservati a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive
98/79/EC as amended on In Vitro Diagnostic Medical Devices.

All the supporting documents, as required by Annex III of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex 1, are retained under the premises of the Manufacturer

luogo e data

place and date Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita
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data 05/10/2021

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE Dispositivi Medico-Diagnostici In Vitro e s.m.i.
according to Annex III of the Directive 98/79/EC In Vitro Diaanostic Medical Devices as amended.

fabbricante VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

Identificazione dei prodotti MICROPROVETTE TIPO EPPENDORF IN POLIPROPILENE 1,5
ML CONICHE CON TAPPO

product identification v, a clyyM TUBES 4 ML NO ADDITIVE WHITE CAP

numero di numero di scadenza
catalogo 149415 lotto KG2501 expiry 31/03/2023
part number batch number date

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product identification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended.

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i. Dispositivi Medico-Diagnostici In Vitro.

Tutta la documentazione tecnica richiesta dall’Allegato III della succitata Direttiva, e comprovante il rispetto dei
Requisiti Essenziali di cui all’Allegato I della Direttiva, sono conservati a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive
98/79/EC as amended on In Vitro Diagnostic Medical Devices.

All the supporting documents, as required by Annex III of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex 1, are retained under the premises of the Manufacturer

luogo e data

place and date Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita
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data 05/10/2021

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE Dispositivi Medico-Diagnostici In Vitro e s.m.i.
according to Annex III of the Directive 98/79/EC In Vitro Diaanostic Medical Devices as amended.

fabbricante VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

Identificazione dei prodotti MICROPROVETTE TIPO EPPENDORF IN POLIPROPILENE 1,5
ML CONICHE CON TAPPO

product identification v, a clyyM TUBES 4 ML NO ADDITIVE WHITE CAP

numero di numero di scadenza
catalogo 149415 lotto KZ2561 expiry 31/03/2023
part number batch number date

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product identification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended.

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i. Dispositivi Medico-Diagnostici In Vitro.

Tutta la documentazione tecnica richiesta dall’Allegato III della succitata Direttiva, e comprovante il rispetto dei
Requisiti Essenziali di cui all’Allegato I della Direttiva, sono conservati a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive
98/79/EC as amended on In Vitro Diagnostic Medical Devices.

All the supporting documents, as required by Annex III of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex 1, are retained under the premises of the Manufacturer

luogo e data

place and date Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita
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dlapakt=

data 05/10/2021

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE Dispositivi Medico-Diagnostici In Vitro e s.m.i.
according to Annex III of the Directive 98/79/EC In Vitro Diaanostic Medical Devices as amended.

fabbricante VACUTEST KIMA S.r.1 -
manufacturer articoli per laboratori analisi - disposable labware
indirizzo Via dell'Industria, 12
dd .
aomess 35020 Arzerarande (PD) - Italia
telefono fax posta
phone +39-049-9720624 fax +39-049-9720182 elettronica info@vacutestkima.it
e-mail

Identificazione dei prodotti MICROPROVETTE TIPO EPPENDORF IN POLIPROPILENE 1,5
ML CONICHE CON TAPPO

product identification VACUUM TUBE 13X75MM 3,5ML WITH GEL + CLOT

ACTIVATOR
numero di numero di scadenza
catalogo 10010 lotto G2641 expiry 31/03/2023
part number batch number date

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product identification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i. Dispositivi Medico-Diagnostici In Vitro.

Tutta la documentazione tecnica richiesta dall’Allegato III della succitata Direttiva, e comprovante il rispetto dei
Requisiti Essenziali di cui all’Allegato I della Direttiva, sono conservati a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive
98/79/EC as amended on In Vitro Diagnostic Medical Devices.

All the supporting documents, as required by Annex III of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex 1, are retained under the premises of the Manufacturer

luogo e data

place and date Arzergrande, 05/10/2021

firma VACUTEST KIMA S.R.L.
signature Assicurazione Oualita




(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



C83 LORNE

LABORATORIES

DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name Catalogue number
TPHA Microtitre plate kit 043100A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley
Berks, RG6 4UT
Country United Kingdom

MEANS OF CONFORMITY

| 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

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

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518

= s “ Danehill, Lower Earley | Email: info@lornelabs.com
© «\Q‘ UKAS
{r,.sn“ MANAGENENT

Berkshire RG6 4UT United Kingdom www.lornelabs.com

Wi
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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