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Declaration of Conformity helena

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

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

1

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

apprapriate body in the event this is required.

Product Description GMDN
Code Classification Code
5186 Routine Control N 30590

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

oo
Full Nat’ne: M.J. Stephenson Title: Managing Director
Signed: = R RN
g , j Date: e?/(&%gxr NG
] /S = "i' AN
(I [ { s ol
k - ‘@E{E-%ﬁf@”; |
| ‘ \33%2,  / Py o ;/'
Tel +_4‘h (9)191 482 8440 Helena Biosciences Euhg_\ SRy Wi S/
Fax +44 (0)191 482 8442 Queensway South, Team Valiey, f’, gr’" h’///
info@helena-biosciences.com Gateshead, Tyne and Wear‘?ﬁi;;}qg A, W=

www.helena-biosciences.com United Kingdom



Declaration of Conformity S helena

HL-7-10138 DC DOI 2013/10 (6)

In A‘pplicatibn:of the Council ire"c.ti'\'le;_ 98/79/EC on the approximation of
the llaws of the Member States ‘relating to In Vitro Diagnostic Medical
Devices & CE marking. )

Declaration of conformance to applicable sections of Annex | - Essentiél
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex |1 Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required. i A i

Product Description GMDN
Code Classification Code
5187 Routine Control A 30590

I, the undersigned declare that the devices registéred a@ainst the above GMDN
Classification Code conforms to the said Directives.

Prcraih 523N

: : 5 AP R

Full Name: ~ M.J. Stephenson \ Titl I;'@ffq;}ﬁging Dif’é@.‘lo’r:_ﬁ
|- T e T | f"“""' s % )

I ' ~ SLLL AR

\ [ E nna MMITAAN: >
| (S 5uBRG-MLDM: 7

L ! | WHELY b ) 1] g =
_Sl‘gn‘bd: ! %/M D-Cli\@n; f"bctgper 20?“ N
. I‘.‘ 3 e \-\":*‘:. _}':;

':\'. 100364 % ./

&

Tel !+44 (0)191 482 8440 Helena Biosciences Europe
Fax i+44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 08D, °

www{helena—biosciences.com United Kingdom



Declaration of Cbnf:ormity

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

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

Declaration of conformance to applicable -sections of Annex | - Es sentlal
Requirements and Annex Il (EC Declaration of Conformity) imposed by -
sections 2 to 5. The below listed products are not classified under Annex I Lists
A or B. Access to the appropnate technical files will be made available to the

appropriate body in the event this is required.

Produbt Desctiption GMDN
Code Classification Code
5183 Routine Control SA 30590

l, the LmderSIQned declare that the dewces registered against the above GMDN
Classmpanon Code conforms to the said Directives.

|
P P =
700 RASPUN SN

Full Name: M.J. Stephenson

oo sl J

Tel +44J (0)191 482 8440 . Helena Biosciences Europe
Fax +44[(0)191 482 8442 Queensway South, Team Valley. Trading Estate,
info@helgna-biosciences.com Gatgshead, Tyne ‘and Wear, NE11 08D,

www.helgna-biosciences.com United Kingdom



Biostlances Europa

Declaration of Conformity 'helEna

HL-7- 0511 DC DOl 2013/08 (3)

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

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

Product Description GMDN
Code Classificalion Code
5376 Clauss Fibrinogen 100 55997
5376H Clauss Fibrinogen 100 55997

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

SRR L T Title: Managing Director
7‘/:;!\\-‘, Un rl"-". :‘\

, a4 W\
Al %M/% sDate: 05°Aug 2015
4 N A () j’

Tel +44 (0)191 482 8440 it t
Fax +44 (0)191 482 8442 Queensway South, Team Valley Tradling Estate,
inffo@helena-biosciences.com Gateshead, Tyne and Wear, NE11 08D,
www.helena-?iosciences.com United Kingdom ‘




Blosciencas Europe

Declaration of Conformity helena

HL-7--0511 DC DOI 2013/08 (3)

In Appllcatlon of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relatlng to In Vitro Diagnostic Medlc‘al
Dev:ces & CE marking.

Declaration of conformance to applicable sections of ‘Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) lmpoaed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists

A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description ' GMDN
Code Classification Code
5376 Clauss Fibrinogen 100 - 55997

5376H Clauss Fibrinogen 100 55997

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

Full Name:  M.J. Stephenson Title: Managing Director

Signed: % M /% (ST
{ (‘

: 'i“@@hjl ijs\iag I.

Tel +44 (0)191 482 8440 Helena Bmscreﬂ&é; Eﬁi’ifgp«nmﬂ-‘

i o I -
Fax +44 (O)§191 482 8442 Queensway South) -Sﬁm\}fﬁlm drng Estate,
info@helenatbiosciences.com Gateshead, Tyne and eEr NE 11 0SD,

[ .
www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Eunope

HL-7-0700DC DOl 2015/09 (1)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical'’
Dewc‘es & CE marking. 5

Declakatlon of conformance. to applicable sections of Annex | - Essential

Requirements and Annex- |l (EC Declaration” of -Conformity) .imposed by
‘sections 2 to 5. The below listed products are not classified under Annex Il Lists °
A or B. Access to the appropriate technlcal files will be made avallable to the
appropriate body in the event this is reqUIred ; )

Product Description GMDN _
Code Classification Code
5559SLQ APTT Si L Minus 55981

I, the unders:gned declare that the devices registered against the above GMDN
Classn‘lcatlon Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title::Managing Director
\
s
Signed:; ﬁ M/% Date: 28 Sep 2015
L et
Tel +44 (0)191 482 8440 Helena Bicsciences F&ab“"”““ PR
Fax +44 (0)191 482 8442 Queensway Sout eﬁp}ﬁﬁ‘aﬁey il’&t-itQ_g-’EStale
info@heléna—biosoienoes_.com Gateshead, Tyn ”{n Wear, NET1 OSD‘,%." A,\
www.heléna-biosciences.com United Kingdor /E?‘ gl Fia @?,
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Avantor Performance Materials Poland Spdlka
Sowinskiego 11

44-101 Gliwice

Tel. 48322392 000

Declaration

Avantor Performance Materials Poland S.A.?wh
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
Diagnostic Medical Devices Directive 98/79/EC
This declaration Is the basic for CE marking of t
The products are not part of List A and List B of
subject to self regislration. -

This declaration is valid for all the VD med|qa|
on the market by ourselves on or after the date

Gliwice, Poland

January 25, 2019

Anna Szuba
Quality Director

i
ZZopERE Lis

Akeyina

of cbnformity

o is an established manufacturer of reagents and

wilh J.T.Baker label, comply with the In Vitro
and the requirements.of ISO 13485 Standard
he In-Vitro Diagnostic Médical Devices.

Annex Il of the IVD Directive 98/79/EC but are

devices descrabed ‘above and which are placed
hereof and which-bear the CE marking - .




PERFEOHMANMTE ralTERIKLS

J.T.Baker product lis

[ for CE marked products

Prod.ng. [Product |Pack size
Reagents for diluting and lysing

3961 Diluid™ 100 Plus 20) liter
3954 Dilaid 590 20 lirer
3969 Diluid 610 20 liter
3430.9010 Diluid Abacus 10 liter
3430,9020 Diluid Abacus 20 liter
g | Diluid AC 900 20 liver
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 1T Diff 10 liter
3963 Diluid 11T Diff 20 liter
3974 Diluicl ITI Diff Seaccontainer 20 liter
3459.9020 Diluid Tirma 20 liter
3483.9020PC Diluid NR 20 liter |
3439.9020PC Diluid Mindray 20 liter
38329020 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 CyMed™ 1000 CN free 5 liter
3773.5000PC CyMet 4500 CN free 5 liter
3824 CyMet 3000 10 liter
3823.1000 CyMer 3200 CN free | liter
3825 CyMet 3500 CN free 5 liter
3830.5000PC 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 CyMct 9000 CN free 5 liter
3431.1000 | CyMet Abacus CN free 1 liter
3444.1000P12 CyMet Abacus EO 1 liver
3445, 1000PE CyMet Abacus Baso 1 liter
3477.0500P7 CyMer APR CN free 500 ml
3478.1000PE CyMet APR EO | liter
3479.1000PE CyMet APR Baso 11 1 liter.
3755 CyMet Automated 5 liter
3757 CyMet Automated 500 ml
3780 CyMet Automated CN Free 1 liter
34600500 CyMet Erma 500 ml
3841.1000PE CyMet H12 CN Free 1 liter
38421000 EO Reagent Autocounter 1 liter
3853.1000 CyMet H20 1 liter
3968 CyMet T Diff 1 liter
3964 | CyMet 111 Diff 5 liter
39721000 CyMet ITI Diff CN free 1 liter

349725000

CyMec 11 Diff CN free

;5

5 literZ ot e

3740.0500 CyMet KX CN Free 500/
3852.1000 CyMet Micro | figer
3852.0500 CyMet Micro

3857.1000 CyMet Micro CN frce

A857.0500 CyMet Micro CN free

Page 2 nf 3

CyMet Micro CN free

38631000 1L micros
3440.0500PE CyMet Mindray CN Free 500 ml
3441.0500PE CyMer 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 III 1 liter
3486.1000PE CyMect NR 111, CN Free 1 liter
3485.1000PE CyMet NR V 1 liter
3497.0500PE CyMcee MH CN Free 500 ml
3489.1000PE. CyMer MBA 1 liter
3487.1000PE, CyMet MD() 1 liter .
3488.0500PE CyMer MD(IT) SO0 ml
3077 , | LyzerGlobin™ 500 mi
3769 LyzerGlobin 6x 15 ml
3771 LyzerGlobin PCE 6x 15 ml
3770 LyzerGlobin IT 10 x 10 ml
3850 LyzerGlobin CN free 6x15ml
Cleaners
3766.0500 DetectnTerpe 500 ml
3763 DetectoTerpe 5 liter
3766 DetectoTerge 1 liter
3900 ProClean™ 5 liter
3768.1000 ProClean 1L micros
3867.1000P1F ProClean Extra 1L micros
3862:1000 ProClean Extra 1 liter
3862.5000 ProClean Extra 5 liter
3901 ProClean Plas 100 ml
3902.0100PE ProClean CD 100 ml
34325000 ProClean Abacus 5 liter
3944 Blanking Solution Hgb 20.liter
3947 Blanking Selution 1600/2000 20 liter
3917 Hypochlorite 0.5% dliter
3917.5000 Hypochlorite 0.5% 5 hiter
3936.1000 Hypochlotite 5% Hirer
3442,5000PF 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 liver
Reagents for 5-part WBC diff. on STKS and MaxM.
3938 RBCLysc™ : 1 liter
3938G.1000PE RBCLyse G 1 liter
3939 WBCStabilise™ 500 ml
34920090 RetiCount MH 6x15ml
3493.0500PF, RetiClear MHG 500 ml
3493.1000PE RetiClear MHG 1 liter
13494.0200PE RetiCount G 200 ml
CRm Reticount™ 30'ml
Reticount CD 15 x3.5ml




“UANTOR

PEAWOHMANCE MATERIALS

3684/3685/3686

Page 3 of 3

W

Hematology Controls “|ADV-Diff Controll L/N/H 3.5 ml
3721/3722/3723 |8 PMC Low/Normal /High 8 m) 3690/3691/3692  |ADV Retic 1/2/3 * _4i0iml
3724/3725/3726: - [8 PMC Low/Normal/High | 2.5 ml 3828/3829/3830 |CD-Diff Conuol . 3.0 ml
3633/3634/3635 ' |8 PMC Low/Normal/High ext 2.5 ml 3838 : |CID-Diff Control 2x L,N,H 6% 3.0ml
3701/3702/3703 |8 PMC Low/Normal/High 4,5 ml 3687/3688 CD 4K Retic 1/2 " 3.0l
972/3923/3924 8 PMC L/N/H Swelab . 4.5 ml 3892/3893/3894 |AC-Diff Control - ¥ 2.5 ml
3746 |8PMC1xL1.xN,11xH 3x2.5ml A896/3807/3898 - |K=Diff Control. " '\, E.SIml
3747 8 PMC 4 x Normal "4x25m| 3696,/36497 WBC reduced Plt Control L/H 3.0 ml
3748 B PMC 4 x Normal 4x8ml 3698/3699 WBC reduced RBC Ltmtrul 30ml
3749 8 PMC 4 x Low i 4% 2.5 ml L/H . :
3751 SPMC 1xL. 4x N, 1x H 6x2.5ml Laser controls for Coulter MaxM, G: nS and STKS |
3734373573736 |3-Diff Control L/N/H 25l | 3681/3682/3683 _[5D Control Low /N /H [ 50ml
3630/3G31/3632 _|3-Diff Control L/N/H ext | 2.5 ml |Calibration Set for Cell Analysers. R
3820/3821/3822  [3-Diff Control L/N/H 4.5 ml 3940 Cal Set 1 2x 2.5 ml
3752 3-Diff Contiol 4 x Low 4 x 2.5 ml 3720 Platelet Control Ext, vwlut G x3ml
3753 13-Diff. Control 4 x Norm 4x25ml Phosphate Buffered Saline, . ;
3754 3-Diff Control 4 x High 4% 2.5 ml 3059 1 PBS,__:JiIuItin.g fluid for : 20 liter
3782/5783/3784__|CA-Diff Control L/N/H 45 ml ' - bloedgrouping o
3G607/3608/3609  |CA-Diff Control L/N/H 2.5 ml 3059.9010PC PBS, dituting fluid for 10 Tiver
3610/3611/3612_|DIA Diff 5 Gontrol L/N/H 4.5 ml hilgodgrouping
3731/3732/3733  |XE-Diff Control L/N/H 4.5 ml ; ik
3G693/3694/3695 - [SF-Diff Control L/N/H - 4.5ml
3613/3614/3615  |BC Diff 5 Control L/N/H 4.5 ml
Number Produce. v Content . 3864.1000.. Papanicolaou 2A OG6 1 liter
‘Stains and Dyes ' 2 3864.2500 - Papanicolaou 24 0G6 2.5 liter
3554.1000PL 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 diter
3554.9200PE Papanicolaou Solution 2A 200 licer 3866.1000 Papanicolaoun 3B RA 50 1 liter
3555.1000PE Papanicolaou Solution 2B 1 liter 3866.2500 Papanicolaou 3B FA'50 T 2,5 liter
3555.2500PE Papanicolaou Solution 2B 2.5 liter 3§76.1000 “Short 1 liter
3556.1000PE Papanicolaou Solution 3B 1 liter 3878.1000 - -Wright [ liter
3556.2500PE. .| Papanicolaou Solution 3B 2.5 liter Clearing agent '
3556.9200PE - .| Papanicolaou Solution 3B 200 liter 3905.2500PE | UlwaClear | 2.5 liter
3800.1000PE Eosine-Y Alcoholic 1 liter 3905.5000PE UltraClear 5 liter
3800.2500P Eosine-Y Alcoholic 2.5liter | 3905.9010PF 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
38711000 Eosine Solution 0.2% ready to 1 liter 3921.0500 UltraKite 500 ml
use 3921.0600 UlraKire 6% 100
3871.2500 Eosine Solutlon 0:2% Lcady to 2.5 liter ml
use 4 Fixatives :
SLELTY [ Elesa 0.1 lcer 3933.1000, [0% v/ Buffered [Dier
38560500 - Giemsa 0.5 liter s Formaldchyde
3856.1000 Giemsa 1 liter 3933,5000PC 10% v/v Buffered <5 liter
3856.2500 Giemsa 2.5 liter Formaldehyde ol
3870,1000 Hematoxyline er (Mayer) Thitce 3933-901Q (PE). | 10%v/v Buffered 107)jrer
3870.2500 Hematoxyline er (Mayer) 2.5 fiter T s fgﬂ;“’j’/dfgvi‘; - SSEJ}
38731000 }'lc'nmtoxylinc (Harris, Gill II) 1 liter ! : i ' For;n]c“{ch:d‘ca“ '(]JT\LCL
3873.2500 Hematoxyline (Harris, Gill ITI) | 2.5 licer 38691200 T: Corvin Flrativg T 35
3879.1000 Leishman 1 liter ] ml
3855.0500 May Griinwald 0.5 liter _ 3880.1000 Bouin’s Fixative 1 liter
38551000 May Grimwald Tliter - _L=/56RE [ 29589010 Immuno PBS-20x 10 liter
3855.2500 May Griinwald 2.5 ][tf;;//“ “-; | poeaitnhe X ‘concentrated




‘Thisis to certlfy thah the qualit\.&r management syst )

Medica Corporatlon_ |

Main Site: 5 Oak Park Drive

Bedford, Massachusetts 01730 Umted States

W g
| LI
|

: |

has been assessed by Intertek as conforming to the requirements of:

SO 13485:2016

The qualrty maﬁagément systern is appllcable to:

|
The Design, Development, Manufacture, Service, Distribu
diagnostic medical devices, in-vitro diagnostic test kits, in

tion of in-vitro
vitro _diagnds_tlc

reagents, in-vitro diagnostic analyzers/software used in the diagnosis and

“management of canr:er immune status, disease status, a

Jtcl] mmune:

status, cardiac markers, protein metaboli ism, endocrine disord ers, blood

analytes, urlnalysas blaud gases,

0082581-01

Initial Certification Date: . .
£ 2009:04-17 .

: Cajn_ _u '_ nvean
: Presuient ST Saat
Intertek Test}ng Semlces NA i.td

1829, 32nd avenue, Lachine, QC, H8T 311,
Canada
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EasyLyte, EasyBloodGas, an

MEDICA

__m._.w..mammm. Randail Rollins
Technical Service Manager




MEDICA

Medlca Corporahon

5 Oak Park Drive

Bedford, Massachusetts 01730
; Tel 781 275 4892

Fax 781 275 2731

www.medicacorp.com

Products For He%alrh Care

s . 1
Declaration of Conformity ce

Product Name: | Model/Type:

EasyLyte and acoessones per attachment RS EasyLyte Na/K',?Na/K/Cl‘, Na/K/Li, Na/K/GI/Li, Na/K/Ca/pH
el _aEasyElecttolyte and accessories per attachment . EasyElectrolyte Na/K/CI, Na/KILi...... .

EasyStat and acc‘essones per attachment pHIpCO2/pO2INaKICalHet, pHIpCO2/pO2INa/K/CIHet

EasyBIoodGas and accessories per attachment pH/pCO2/p02

Manufacturer

wl Medica Corporatlon
SOak Park Dnve Bedford Massachusetts 01?30 USA

Representatlve t

EC RE E] Emergo Eurcpe, Molenstraat 15
NL-2513 BH The Hague, The Netherlands
Tel: +31 70 345 8570
Fax +31 70‘346 7299

\PWW.{, \“\
LJ"‘*'M»-_,

Mean‘, of Conformlty | ' ; "f\

Med|ca Corporatlon declares that the products listed are In canformity with the Annatt Ifl essentlal re;b\‘tgmehts and provrslons of
counml Directive: 98/79/EC : ; Wi T‘, s &)
—‘Q.‘R b -' }
. Wrd ‘og

t .
Place ‘and Date: Bedford, MassachuSetts, USA, March 1, 2012

Signature:

Wder flutrt

Name: Photios Makris

Title:  Director of Regulatory Affairs




EasyBloodGas and EasyStat Accessories

Catalog No. Acceéssory EDMA Code
6201 Ea’é.y]Stat/EasyBloodGas pH Electrode 11703104
6202 EasyStat/FasyBloodGas pCO2 Electrode 11703104
6203 EasyStat/EasyBloodGas pO2 Electrode 11703104
6204 EasyStat/EasyBloodGas/EasyElectrolyte R%ference Electrode 11040401
6101 EasyBIoodGas Reagent Module | 11703110
6301 EasyBloodGas Troubleshootmg Kit } b 21041001
6303 EasyQC Level 1 Blood Gas and Electrolyte @uality Control 11703150
6304 EasyQC Lével 2 Blood Gas and Electrolyte Quality Control 11703150
6305 EasyQC Level 3 Blood Gas and Electrolyte ?uallty Control 11703150
2118 Dally Cleaning Solution Kit 11010127
6402 Red Test Dye Solution 11703190
6503 EasyBloodGas Capillary Tube Kit 21041001
6603 EasyéloodG'as Demonstration Kit 21041001
6306 EasyBIoodGas Sampler 21041001
6504 ‘fﬁgs{;/BIoodGas/Easy;Eiettrolyte Pump T S N P 21041001
6505 EasyStat/EasyBloodGas/EasyEIectrolyte Fr'ntef Paper (5 rolls) 21041001
6506 EasyBloodGas Sensor Module 21041001
6507 EasyStat/EasyBloodGas Valve Module 21041001
6508 Compression Plate 21041001
6518 Serial Cable, 25-pin }, 21041001
6537 Serial Cable, 9-pin 21041001
6520 Barcode Reader Kit 21041001
7101 EasyStat Reagent Module: 11703110
7205 EasyStat/EasyElectrolyte Na Electrode 11 04 01 07
7206 EasyStat/EasyElectrolyte K Electrode 1104 0106
7207 EasyStat Ca Electrode 1104 0102
7208 EasyStat Cl Electrode 1104 0103
7301 EasyStat Troubleshooting Kit 21041001
7309 Bi-Level Hematocrit Quality Control 13 01 70 03
7603 EasyStat Demonstratlon Kit - - ! - 21041001
7303 EasyStat/EasyBIoodGas Caplllary Tube Kit 21041001
7306 EasyStat Sampler 21041001
7304 EasyStat Pump Tube
7506 EasySQtat Sensor Module

7302 Probe Wipers




EasyElectrolyte Af:cessones

Catalog No. Accessory EDMA Code
4102 EasyElectronte Reagent Module Na/K/Cl 110301
4103 EasyElectronte Reagent Module Na/K/Li 110301
7205 EasyStat/EasyElectrolyte Na Electrode 11040107
7206 EasyStat/EasyElectrolyte K Electrode 11040106
4203 EasyEIectrolyte Cl Electrode 11040103
4204 EasyElectrolyte Li Eléctrode 11040104
6204 ! Easy§tat/EasyBIoodGas/EasyEIectrolyte Reference Electrode 11040401
4207 | EasyElectronte Spacer Electrode 11040190
4301 EasyEIectronte Troubleshootmg Kit 21041001
2118 ‘ Dally‘CIeamng Solution Kit 11010127
4402 Red Test Dye Solution i 11703190
4403, EasyElectrolyte Urine Diluent 110404 30
2814 : EasydC Bi-Level Quality Control Kit 11500204
2815° EasyQC Tri-Level Quality Control Kit 11500204
4405 EasyElectrolyte Demonstration Kit, NafK/Ci ' 21041001
4406 EasyE‘Iertro,ly_te Demonstration Kit, Na/K/Li 21041001
4404 EasyElectrolyte Capillary Tube Kit 21041001
4306 EasyElectrolyte Sampler 21041001
6504 EasyBIoodGas/EasyEléctrolyte Pump Tube 21041001
6505 EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper (5rolls) 21041001
4506 EasyElectrolyte Sensor Module 21041001
4507 EasyElectrolyte Valve Module 21041001
4508 Compression Plate 21041001
7302 Probe Wipers 21041001
4522 EasyElectrolyte Daily Cleaner Sample Cups 21041001
4539 EasyEchtrolyte Sensor Module, Li 2104 ILQDJ,
6518 Serial Cable, 25-pin 21047
6537 Serial Cable 9-pin

6520 Barcode Reader Kit




Easylyte Accesso‘ri es
Catalog No. Accessory

2070
2101
2102
2113
2106
2150
2151
2152
2103
2258
2120
2121
2122
2123
2028
2109
2112

2115
2114

2026

2814
2815
2843
2118,
2598
2108

2107
2257 .

2104

2100

2492

2308
2111
2577

2323 !
2541 |

‘EDMA Code
,EasyLyte EasySampIer 21041001
i EasyLyte K+ Electrode 11040106
Easylyte Na+ Electrode 11040107
Easy!.yte Cl- Electrode 11040103
Easylyte Li+ Electrode 11040104
Easyi.yte Ca++ Electrode 11040102
EasyLyte pH Electrode - - 11703102
Easylyte’ Dlsposable Reference Electroc e 1104 04 01
Easylyte Refrence Electrode 110404 01
EasyLyte Membrane Assembly 121041001
EasyLyte Na/K 800mL Solutions Pack 110301
Easylyte Na/K/Cl 800mL Solutions Pack 110301
EasyLyte Na/K/Li 800mL Solutions Pack 1103 01
Easyliyte Na/K/Ca/pH 800mLl Solutions Pack 110301
. Easylyte Na/K/Cl/Li 800mL Solutions Pack o oesor
Easylyte Na/K 400mL Solutions Pack 110301
E’a’syﬂyte Na/K/Cl 400mL Solutions Pack 110301
‘ EasyLyte Na/K/Li 400mL Solutions Pack 110301
| EasyLyte Na/K/Ca/pH 400mL Solutions Pack 110301
' Easylyte Na/K/Cl/Li 400mL Solutions Pack 110301
' EasyQC Bi-Level Quality Control Kit 115002 04
EasyQC Tri-Level Quality Control Kit 11500204
EasyLytP Quality Control Sample Cups (60) 21041001
Daily CIPamng Solution Kit . 11010127
EasyLyte Daily Cleaner Cup . 21041001
Easylyte Solutions Valve 21041001
EasyLyte Sample Probe 21041001
EasyLyte Sample Detector 21041001
EasyLyte Tubing Kit 21041001
EasyLyte Calcium Tubing Kit 21041001
EasyLyte internal Filling Solutlon (125mL 110404 80
EasyLyte Wash Solution (50mL) 11040450
EasyLyte Urine Diluent (500mL) 110404 90
Easylyte Standard Solution, Urine (50mL 11040490
EasyLyfte Probe Wipers (6) 210410 01 e |
Easylyte Printer Paper (3 rolls) 21 04 100 e :




EasyLyte Accessorles, contmued
Catalog No. Accéssory j :
4 :’-v-‘;EasyLyte EasySampler Sample Cups 500ulL {500)
"_f‘EasyLyte Sample: Cups 2. OmL (500)
: _';fAntl -Evaporation Caps (SOO)
:fEasyLyte Capillary Tubes ~ .~
fEasyLyte Capillary Adaptor Kit

2595
2586
'10745

2293

2590
2292
2578
2572
2571
2105
2095
2076
2074
7118
2544

Easylyte C Series Printer Paper {5{0“51

Easylyte Capillary Adaptor Cleaning Kit
EasyLyte Red Dye Test Solution (SGmL)
Easy[.yte Troubleshootlng Kit

EasyLyte Troubleshootmg Kit (Na/K/Ca/pH and Na/K/Cl/Li)
_EasyLyte Quarterly Operating Kit

EasylLyte Maintenace Kit

EasyLyte Sample Tray

Easylyte Sample Cup Retainer Ring
Daily} Rinse/Cleaning Solution Kit

EDMA Code
21041001
21041001
21041001
121041001
21041001
110404 90
110404 90
21041001
121041001
21041001
121041001
21041001
21,%:13%}1*“&

,,(.:um
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© CEPTUOUKAT o CERTIFICADO & CERTIFICAT

=

ZERTIFIKAT & CERTIFICATE & &%

Italia

CERTIFICATO

Nr 50 100 11497 Rev. 02

i attesta che / This is o certify that
|

[¢2]

' IL SISTEMA QUALITA DI
THE QUALITY 8YSTEM OF

LIOFILCHEM S.rl. 5

| |SEDE LEGALE E/OPERATIVA:

REGISTERED OFFICE AND OPERATIONAL SITE:

VIA SC OZIA SNC - ZONA INDUSTRIALE
I 6{02& ROSETO DEGLI ABRUZZI (TE)

| SEDE OPERATIVA:

OPERATIONAL SITE:

CONTRADA P*A E VOMANO 2 ~TRAVERSA DI VIA GRECIA

1-6402 ROSETO DEGLI ABRUZZI (TE) |

| E CONFORME Al REQUISITI DELLA NORMA
HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS OF

- UNIEN I1SO 9001:2015

QUESTO CERTIFICATO E VALIDO PER IL SEGUENTE CAMPO DI APPLICAZIONE
THIS|CERITIFICATE IS VALID FOR THE FOLLOWING SCOPE

Progettazione e sviluppo, produzione é commercializzazione di dispositivi
medico diagnostici in-vitro: terrent di éoltura per battenologla, sistemi di

identificazione e antibiogramma, kit per Fa determinaznone dl plasmaprotelne
{IAF 12;|29) =

Design and development,|production and sale of in- wtro diagnostic medical
devices: culture media for bacteno!ogy, identification and susceptibility
testing systems, kits |for plasma protein determination (IAF 12, 29)

Per lOrganismo di Certificazione Validita IValiidity
ACCRE DI A \ - Forthe Centification Body
LUNTE TALIANG DIACCRITITAMINTG . | i TUV lta]ia s rl Dal / From‘ 201 7.1 0-24
SN [N DJDE §31 NDSSG ISP N OSTE Al/To: 2020-10-23
G4  MOOIED YK N ODIL  LAB N’ 027¢
SCR N ODOF SGE N-O13M PRD N GRIB | |
EMAS 1 0130 PRE N D77
;d:!t:::::g\r;&cmdmiﬁiuluo N;,oﬂ@éi.:m\emo C G )—‘ Data emxssrone 7} Prmtfng Dafe
Bignatory of BA IAF and ILAC Mulua) i . Andrea COSCEE : E
R“"“T‘"“"”’*“"’"“ / Direttore Divisions Mans?amani Sarvice 20171024

PRIMA CERTIFICAZIONE | FIRST C'ERnrchnon' 2012-09-25

LA vlmonA DEL PRESENTE CERTIFICATO E SUBCRDINATA A" 59&\#&&&:&; PERIODICA A 12 MESIE AL RIESAME COMPLETO DEL SISTEMA DI
,l GESTIONE AZIENDALE CON PERIODICITA TRIENNALE®
“THE VALIDITY OF THE PRESENT CERTIFIGATE DEPENDS O THE ANNUAL SURVEILLANCE EVERY 72 MONTHS AND ON THE COMPLETE REVIEW OF
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CERTIFICATE No.
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I‘Hl IN‘mN»\hDML l:tnl'lﬂnﬂm N[MD‘\K
W gnet- canlﬂcatlan com

J'QNwl. the association of the warfd % figst class
certification bodies, 15 the fargest provider of management
Spstam Certification in the world,
Qe |3 compasid of mare than 30 bodles and counts
ovar 150 subsidiaries all vver the globe.

4265/4/C

&I CERTIFICA CHE IL SISTEMA DI GESTIDNE

FIER LA QUALITA DI

WE HEREBY CERTIFY THAT THE QUALITY MANA GEMENT SYSTEM OPERATED BY

KIMA S.R.L
UNITA OPERATIVE / OPERATIVE

Via Leonardo Da Vinci, 22 - Zona Industriale Togr
Italia

€ CONFORME ALLA NORMA /1S IN: COMPLIANGE Wi

unTs

1ana - 35028 Piove di Sacco (PD)

TH THE STANDARD

UNI CEI EN 1SO 13485:2016

Sistema di Geslione per la Qualita / Quallly Management System

PER LE SEGUENTI ATTIVITA / FOR THE FO;LLO

EA: 29

Commercializzazione di prodotti del (‘;3rup

terreni di coltura per microbiologia, articoli in plas
provette con vuoto predetermirrato

Trading of the produots of the Group: diagnostic kits,
plastic d/sposab/e Iabware lest tubes with predetermi

Riferirsi alla documentazlone del Bistama di Gestione per la Qualits aziendale per r‘applh
!Refer lo ihe documentalion of the Quality Management System for delails of apprn:a

Per Informazioni puntuali e aggiomale circa evenluali variazioni infervenule nallo a!am it
si prega dicontallare il n° telefonico +39 02 725341 o indirfzzo

For {mle/y and updaled infarmalion ahoul any changes in tha cerfilicalion 5

please conlact he number +39 02 725341 ar amail addreg

:ENG ACTIVITIES

po: kit diagnostici,
stica per laboratorio analisi,
e aghi sterlll,

culture media for microbiology,
ned vacuum and sterile needles.

anilita del requisitl dalla norma dl rfesimento.
tioi to reference slandard requirmants.

i cartificazione df oul al presanta certificaln,
g-thail info@icim.il,

fus refamed lo in s cerificals,

5 info@iim. il

Data emissione Emissione corrente Dala di scadenza
First issute Current fssue Expiring dlate
18/01/2007 18/01/2019 17/01/2022

tp@ﬂ.

IciM S.p. A
Piazza Don Enrico Mapelll/75 - 20099 5
www.icln.il (

SGG NE 04 A

Membro tegll Accordi dl Mutus Riconoscimento BA, [AF e ILAC
Signatory of EA, TAF and ILAC Mulual Recoynition Agreements

WWW.CIST.com -

CISQ ¢ la Faderazlone Itallana di Organisml di
Certificazione del sistem! di gestione azlendale,
CISQ Is the Jtalian Federation of management

system. Certification Bodles,
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Commerc:alizzaz one di dlSp
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in natural orific eland in strgical field,. DeS/gn and m
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ITALCERT

D N 5055GQ03

ATE N® 50556003

tifica che il

5 to certify that

lone per E Quahta

anagemant Systen

0 in atto da

femented by

IT 20900 MONZA (MB)
e Operativa "dif- S

erative Unit- |

0 - IT 14053 CANELLI (AT)

me alla norma
e with the s.'c:}:mwd

2015 (ISO 9001- 20‘]5)

uenti Processi
Ifos vmg kmrf:»‘ of Pracesse:.

m|55|one‘ n cémmerclo di tampom sterm‘_

in or|f|21 naturall ein amblto hirurgico.

ivi medlco dlégnostla per. Iabo oh di analisi,
psitivi medici e diagnostici in'vitro.

e di articoli da laboratorio

market of sterile| z‘ampom‘ for sampfmg of brofogmf specimers
gnuractuiing of gia gnostic. medical devices for laboratories
stic devices in: wtr() Md//(ez‘mg of. /dbomtory a/z‘/c/es ’

i :.tablllle dai Ragulamanli per la cenlﬂca‘;{one in vigore dppllcablh .
Wl in the fules for e fqr!;ﬁg&nnﬂ inforce ‘apphic, vb.@
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