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) N° 10462 rev. 6
Cendfication
Medicai-Sar TMED |

Le LNE certifie qug le systéme de management de la quallte développé par
LNE cen‘/f/es that the qua//ty management system deve/oped by

ELITECH CLINICAL SYSTEMS SAS
Zoneiindustrielle
61500 SEES FRANCE
pour3 les activiités
for the activities
Cdncepfiori, production, contréle et commerc_iahfsation de féactifs de chimie clinique

destinés aux laboratoires d'analyses de biologie.
Validation de la combinaison régctifs et automates.

| ! v
Design, production, control and sales of clinical chemistry reagents
mfended to be used by clinical laboratories.
Va//daz‘/on of the combination reagents and instruments,

réalisées sur le(s) site(s) de
performed on the location(s) of

ELITech Clinical Systems SAS
Zone industrielle - 61400 - SEES - FRA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

NF EN ISO 13485 : 2016

Début de validité / Effective date : July 28th, 2017 (included)

Valable jusqu'au /Exp/ry date ; JUIy 27th, 2020 (Included)
Etabli le //ssued on: July 27th, 2017
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We hereby certi

est conforme
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Ce certificat ¢
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This certificate’is
System are found
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Signed in PA
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CERTIFICAT
CERTIFICATE

. N° A 3001

18 par la présente que le Syst@me de Management de la Qualité de la socidw

BIOLABO
LES HAUTES RIVES
02160 Maizy - France

aux cxigences de la norme suivante ;|
vitly the rcquirem;enté; of the following standards

IS0 9001 : 2015

applu,auon du %‘)slumu de’ Manduuﬁa st de la (Qua]llu est le xuw(mt
Quality \Ianaguuuu‘S)sLun s I

EPT ION TABRICATION EF VENTE DE DISPOSITIFS
DIC AUX DE DIAGN()S’IIC IN VITRO. SUPPORT

TECHNiQUE ET bERVIC;E D’ASSISTANCE.

MANUFACTURING AND SALE OF IN VITRO DIAGNOSTIC MEDICAL DEVICES,
TECHNICAL SUPPORT AND %*UPPORT SERVICES.

emeurera en vigueur jusqu'a sa fin de validité @ q moins d'avis contrairg, A u)nd}tmq ﬁg}, fasmise en
ormité du Systéme du Management de la Qu‘lhu.‘ soient jugdes %Ii]‘ald]%di‘]{@h ,é;asysl&s !{tk ﬁb LIL
- que les conditions du contrat de AB Cer tllu.'rllln’,‘.-n soient observées,

\‘

valid until its expiry date unless further notice, provided thal the compliance and imple nu.nml_‘rn].{r‘nt the Qugji L" \Imn‘n" m'b)l

to be sulisfactory al J‘{:Hm\ -up audits and thal AB Cerlification contract rules are Inllll!lul 1 jlfu B Z

a -,

| ¥

1S, le 24 décembe 2018 ! %{".‘.’Iﬁ;" &
US on the 249 of Degember 2018 a1 "

\Zg b0
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Le Re
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DISPCNIBLE
SUR

vivevecofrac i e certiticat

Georges ABI RACHED
présentant d’AB Certification

- Le Représentant de ’Entreprise
|
emﬁcat]on Representdtne l
| |

The Company Representative

st la propridie d°A B Centificayon. [l devra lui &tre retournd en cas de demande. AB Certification — 19, rue de Paradis — 73010 PARIS
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We hereby certi

est conforme
15 in complianeg

Le domaine
The scope ol the

CoNC
MF

DESIGN,

Ce certificat
place el la
satisfaisantgs
This certificale

Fait & PARIS, le 24 décenbre 2018

Signed in

cofroc

demeurera en vigueur pour une période de trois

is valid for a three-year period unless further notice, provi
Quality Managgment System are found to be satisfactory at follow-up audits

125 DS 02 M1B
ind C juin 17

Organisme accrédité COFRAC N” 4-0023
Accredited bddy by COFRACN® 4-0023

tification

CERTIFICAT
CERTIFICATE

N°A 3001

18- pnll la présente que le Systeme de Managementde la Qualié des Dispositits Médicaux de la socicte
'y that the Medical Deviees Quality I\lnnugt.luulll Systen (nl'lllu compauny:

BIOLABO
LES HAUTES RIVES
02160 Maizy - France

aux exigences de la norme suivante : |
with the requirements of the following standard:

ISO 13485 : 2016

I"application du Systéme de Management de la Qualité des Dispositils Médicaux st le suivant -
Medical Devices Ouality Management System is as [ollows!

EPTION, FABRI(,ATION T VENTE DE DISPOSITIFS
iDICAUX DE DIAGNOSTﬂC IN VITRO. SUPPORT
TECHNIQUE ET'SERV_ICE D’ASSISTANCE.

MANUFACTURING AND SALE OF IN VITRO DIAGNOSTIC MEDICAL DEVICES.
TECHNICAL SUPPORT AND| SUPPORT SERVICES

ans A moins d’avis contraire, d condition que la mise en
conformité du Systeme du Management de la Qualité des Dispositifs Médicaux soient jugées
lors des audits de surveillance et que les conditions du contrat de AB Certification soient observees,

led that the compliance and Implementation of the Medical Devices
and that AB Certification contraet rules are fulfilled

Date de validiné : 23 \JLZL,LmhIL‘ 2021

PARIS an the 24" of December 2018

Expiry date: 23rd of T |//

il

A

Le

NY4-0023
PCRTEE
DISPONIBLE
SUR
wwi.cofrac.fr

Ce certific

" Georges ABIRACHED |
Reprvsentant‘ d’AB Lertlhcatl()n
AB Certification R(presentatlve

128t In pry_prié:e 3" AB Certification, Il devra i étre retournd en guy de demande, AB Certificulion - 19, rue de Paradis — 75010 PARILS
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a Abbott

Declarat

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufycturer’s Address:

SC-0

1173

ion of (Gonformity

Abbo
Diag

tt L abaratorifs
Ol.llu Divisip

\

Abbo

i
1 Park, IL 6

064 TSA

List Numbers

and Size Code GMDN Code Names and [Description of Devices Classification
of Devices :
Q9HT3-01 55865 CELL-DYN 22 Plus Calibrator Self-declared _J

Autherized European
Representative
(Name and Address)

ABBOTT |

Mux-Plm
G205 W

|
|
]
ck-Ring-2
esbaden, Gl

FIVEINAY

1

Storage site of technical
documentation
(Name and Address)

Abbott L.

43551 Grept America P
ara, CA D505

Santa C]

Streck. In

70028, 1
I.a Vista,

boratories

o

219%™ Street

|

(¥ 2]

A

arkway

Harmonized Standards

Listed in

NE 68128 U
hq, Technica

Documentation

We, the undersigned, hereby declare that the in \’lll‘t}. dingnostig
CE marKing, conform with {he applicable provisions of the 1:C
of the Council of 27 October 1998 on In Vitro Dtcl],"ii(NIIL Med

the member states.

1ned1ca1 devices described above and bearing the
Directive 98/79/EC of the Eur opean Parliament and
cal Devices as they are transposed into the laws of

This declaration is made in accordance with Annex 111 of thie IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature:

Full Name:

//T/z/%m

Allved Evans

|| Signature!

| Full Mame

Thao Phan

s

B

R i oY

Position:

Director, Qualily Assurance

Position:

Date of Approval:

proval:

Associate Direcloy {Zg,.gﬂ!nnu F\&f“i-ﬁﬁ -",

Mow\?r/

/7’254-4?' 'sj 20+ 9

Date of Ap

Dale Issued: MAY 0 @ 2019 Place Issugy: Abboll Sanla Cla "1,( %,
IRIS VI Effective dDatc or \ 0
Supersedes: April 15, 2016 Lot Numbir): MAY 0 9 20

CELL-DYN 22 Plus Calibrator

May 2019

\ a‘-‘{;;r, |i{'\

Declaration of Conlormity

{IRIS VN
Page [ ol



] Abbotit

Declaration of [Conformity
Certificate [dentification: SC-09H62 \ e
Ablott Laboratb 'ies
Legal Manufacturer’s Name: Dmgnostlcs D]‘)JISIO])
Legal Manufacturer’s Address: Abb,ol_t Park, IL\ h0064 USA
List Numbers
and Size Code GNDN Code Names anyl Description of Devices Classification
of Devices |
09H62-01 58237 CELL-DYN Emerald 22 DILUENT Self-declared J

ABBOTT |
Max-Planck-Ring-2
65205 Wiesbaden, {

Authorized European
Representative
(Name and Address)

grmany

Abbott LabOJ atorics
4551 Great America
Santa Clara, CA 95?

Storage site of technical
documéntation
(Name and Address)

Avantoi| Performan
Teugseweg 20
Deventer, Overijsseﬁ

|
¢
|

Avanlor 'P'crformancl,c
ul. Sewinskiego 11!
44-101 Gliwice, Pola

b4

¢ Materials B.V.

Parkway

Netherlands 7418 AM
Materials Poland S.A.

nd

Harmonized Standards

Listed inthe Technig]

al Documentation

We, the undersigned, hereby declare that the in vilro diagnost|
CE marking, conform with the applicable provisions of the E(
of the Council of 27 Oclober 1998 on In Vitro Diagnostic M¢
the member states,

This declaration is made in accardance with Annex 111 mﬂi

¢ medical devices described above and bearing the
U Directive 98/79/EC of the European Parliament and
lical Devices as they are transposed into the laws of

he IVD Directive and is issued under the sole

responsibility of the manufacturer.
v e 7 - /

. ﬁw;’?; '/ of Il 7 - 7 \‘? ¢ h i

Signature: a2, N‘,{f’ / = Signatung: 7?'{/"6';““:{’ ?f I fe s
Full Name: Kevin Richardson Full Namje: Mirna DiPano ) ;
Position: Manager, Supplier Quality | | Position Director of Regulatory/AfTairs :\ e
Dale of Approval: - /= || Date of Approval: p = T / { P’
g pproval: . - ':ﬁi&ff ~ A/ ate o .ﬁppwva. i - [ 9 el

JUL {0 2017

Date Issued: Place lSSil

1 || Effectiv
R[S VI, April 15,2016 | Lot Nunil

Supersedes:

CELL~-DYN Emerald 22 Dilyent
July 2017

4 Date or

Abbott Santa Clara \ |

\\/

ed:

er):

Declaration of Conformity
(IRIS V2)
Page | of |




] Abbott

Declaration of

Cenrtificate ldentification: | SC-09HG60

Conformity

Ablott Laboratofi

€5

Diagnostics Division

Legal Manufacturer’s Name:

 Abott Park, ILI§0064 USA

Legal Manufacturer’s Ad(iress:

List Numbers [Tl
and Size Code GMDN Code |Names an
of Devices |

I Description of Devices

Classification

CELL- DYN Emem}l

09HG60-01 58236 1 22 Easy Cleaner Self-deciared
Authorized European ABBOTT |
Representative Max-t’l\t:}lpk‘-Ring-Qx
(Name and Address) 65205 Wiesbaden, Glermany

Abbott Laboratoriss
4551 Great Americi
Santa Clara, CA 953

Storage site of technical
documentation

(Name aund Address) ‘
\
Avantor| Pbrformanqt
Teugseweg 20
Deventer, Overijsse]

AVantorjPerform'anci(-:
ul. Sowinskiego 11
44-101 Glijwice; Poly

>arkway

b4

d

Materials B.V.
Netherlands 7418 AM

Materials Poland S.A.

Harmonized Standards Listed in the Technicy

| Documentation

We, the undersigned, hereby declare that the in vitro diagnosti
CE marking, conform with the applicable provisions of the E(]
of the Council of 27 October 1998 on In Vitro Diagnostic Mec
the member states,

C medical devices described above and bearing the
Directive 98/79/EC of the European Parliament and
ical Devices as they are transposed into the laws of

This declaration is made in accordance with Apnex 111 of the IVD Directive and is issued under the sole

respousibility of the manufacturer,
o A

a7
1 “’“‘F L L IJQ} i
Signature: Loanill Kt A | | Signature
Full Name: Kevin Richardson Full Nanig:
Position: Manager, Supplier Quality Position:
Date of Approval: ;fl - Js.;:{_c?é’/? Date o'f/}‘ pproval:
Date Issued: » Place Isshgd:
= —H02—
Eftective|(Date or
Supersedes: IRIS V1, April 15,2016 Lot Numbgr):

CELL-DYN Emerald 22 Easy Cleaner
July 2017

Mirna DiPano

=7 e
Abbott Santa Clara \\:

Director of chu]al‘q{
!

§ e

Declaration of Conlormity
(IRIS V2)
Page 1 of |



=1 Abbott

Declaration of Conformity

Certificate Identification: S¢-09H61
Abbott Laboratpries
Legal Manufacturer’s Name: Di;s:gnnsl'ics Division
Legal Manufacturer’s Addiess: Ab;b(}lt Park, 11160064 USA
List Numbers [
and Size Code GMDN Code || Nameg apd Description of Devices Classification
of Devices _
L 09H61-01 61165 CELI.A_‘-_D_YN Emergld 22 LYSE Self-declared
Authorized European ABBQ:TT
Representative Max-Planck-Ring-J
(Name and Address) 65205 Wiesbaden, Sermany
Storage site of technical Abbotl Liaboratoried
documentation 4551 C}re;al Americd Parkway
(Name and Address) Santa Clara, CA 95054

BIT Giloup Franee
Parc Euromedecine [II,
Rue della Valsiere
34 099 - Montpelligl, Cedex 5 France

Harmonized Standards Listed in the Technibal Documentation

- =
We, the undersigned, ]1erc:by§declare that the in yitro diagnosfic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
ofth@ Council of 27 October 1998 on In Vitro Diiagnostic M,cdical Deyices as they are transposed into the laws of
the member states. '

\

|
This declaration is made in accordance with Aunex Il of the IVD Directive and is issued under the sole
responsibility of the manufacturer, 1

,,,,, A Vi g

I ] @, A 7 Yy C ) W S /
Signature: Ko #¢ E/:;;,/; 3 Signaturg: / éf'/va; b Y, Y /G Lk
] G | 7 ; .
Full Name: Kevin Richardson Full Name: Mirna DiPano z
Position: Manager, Supplier Quality Position; Director of Regulq,;ﬁffir_ﬁ_? _g?:‘ﬁ'
i i F
Date of Approval: L0~ Ty w207 Date of Approval; (i Raty /‘r' A
e s
Date Issued:; Place lsgijed: Abbolt Santa CIaL\'g'E !
JoL—10-261 Effective {(Date or
Supersedes: IRIS V1, April 15, 2016 Lot Number);
CELL-DYN Emerald 22 Lyse Declaration of Conformity
July 2017 (IRIS V2)

Page 1 of |




a Abbott

Declaration of ¢

Certificate Identification:
Legal Manufacturer’s Name!

Legal Manufacturer®s Addraess:

(lonformity

SC-091472

Abboll [,ahoratorick
Diagnistics Divisidn

64 USA

Abbotf Park, IL 60

List Numbers _

and Size Code GMDN Code Names and Description of Devices Classification
of Devices | LUl
09172-01 53866 CELL-DYN 22[Plus Control, Full Pack Self-declaresd
09H72-02 55%66 CELL-DYN 22| Plus Control, Half Pack Self-declared

Authorized European
Representative
(Name and Address)

ABBOTT|
Max-Plangk-Ring-2

65205 Wigsbaden, Gerpnany

s e

Storage site of technical
documentation
(Name and Address)

Abbott Laboratories |

4551 Greal America Py
Santa C le CA ‘)5()54

rkway

Streek, Tng,
7002 S. 1091 Street

La Vista, NI 68128 U§A

Harmonized Standards

Listed i the Technieal [Documentation

We. the undersigned, hereby declare that the in vitrp dm;jnoshc‘
CE marking, conform with the applicable provisions of the EC I
of the Council of 27 October 1998 on In Vitro Diagnostic Medid

the member states,

This declaration is made in accordance with Annex T of thy

responsibility of the manufacturer,

medical devices desoribed above
irective 98/79/1C of the lduropean Parliament and
al Devices as they are transposed into the laws of

and bearing the

1IVD Directive and is issucd under the sole

Eignature; / /’% / A%W\_,‘ Signature:
! N | | ; | = . %: ST
Full Name: Alfred Evans [full Namel Thao Phan / QN DERE '/, \
7 T Ty g
Position: Director, Quality Assurance | Position: Associate Dir u\lt}l/f\b\ﬁ‘{lﬂl[(!ﬂ’ AfTaits

Date of Approval:

A/(cw 7, 2077

| Dale of Apjproval:

ﬂ’éw q /JQ{/W

rg

Dale Issued:

MAY 00 2019

| Place Issued: Abbolt § anLu Ll

IRIS Vv 1

Supersedes:

IifTective (Thate or
Lot Numbai):

CELL-DYN 22
May 2019

lus Control

Declaration of Conlormiy
(IRIN V2)
Page | ol |



Th|s is to certlfy that the quaﬂty r

Medlca Corpc

Main Site: 5 Qak Park Drive

Bedford; Mass:achu,setts; 01730 Unij’éc:'

has been assessed by Intertek as conforming to the req

anagement syster

ration

ISO 13485:20:

The quality rhanagément sy

The Design, Development, Manufactur

reagents, in-vitro diagnostic analyzers}
management of cancer, immune statu
status, cardiac markers, protein’ met:ab
analytes, unnalym_s, blood gases.

States i _
iirements o

6 |

em is applicable to:

ture, Service, Distribution of in-
diagnostic medical devices, in-vitro diag

ostic test kits, in-

software used in the diagr
, disease status, autoimn ]’f
lism, endocrine disorders, bl

pr4d

Certificate Number:
0082581-01

Initial Certification Date:

2009-04-17

f Ce‘rtificate Issue Date:
2015-01-01 !

Certificate Expiry Date:
2021-04-16

OCSM
. Accrédilé CCN

N




MEDICA

Medica Corporation

5 Oak Park Drive

Bedford, Massachuselts 01730
Tel 781 275 4892

Fax 781 276 2731
www.medigacorp.com

Produats For.Heflth Cars *

Declaration of Conformity

Product Na,r:_n'e;:

EasyLyte and acqessories per attachment
... EasyElectrolyte and accessories.per .attachmeﬁf |
EasyStat and accpssories per attachment |

EasyBloodGas and accessories per attachment

Manufacturer

Ml Medica Corporation
. bi0ak Park Drive, Bedford,

Represeﬁiative

Brergo Eurgpe, Molenstraat 15

e Netherlands

NL-2513 BH The Hague, Tt
Tel: +31 70 345 8570
Fax; +3170:346 7299

Means of Confprmity

MedicéCorporéﬁOn declares that the
council Directive; 98/7T9/EC |

|
Place and Date: Bedford, Massachusetts, USA, March 1, 2012

Signature:

Obter '

Name: Photios Makeis

Title:  Dirsctor of Regulatory Affairs

Massachusetts, 01730, US/-}|

3

Model/Type:

EasyLyte Na/K, Na/K/Cl, Na/K/Li, Na/K/Cl/Li, Na/K/CalpH

EasyElectrolyte Na/KICl, NalK/Li-

1

products listed are|in conformity

pH/pCO2/pO2/NaiKiCalHet, pHIpCO2/pO2/NalK/CliHct
pHIpCO2/p02 |

o e s
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il

Declaration of Conforr

i

HL-7- 0163 DC DOI 2014/05 (8)

nity

helena

| Bigscignces Europe

In Application of the Council Directive 98/79/EC on the approximation of

the laws of the Member States relating
Devices & CE marking.

Declaration of conformance to applicable
Requirements and| Annex Il (EC Decla
sections 2 to 5. The below listed products a
A or B. Access to the appropriate technica
)

appropriate body in the event this ig|required.

Product Description
Code

5265 Thromboplastin LI
5265H Thromboplastin LI
5267 Thromboplastin LI
5269

Th‘ro’;mboplastin LI

I, the undersigned declare that the devices
Classification Code conforms to the said Directiy

Full Name:  M.J. Stephenson

e sl

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

) to In Vitro Diagnostic Medical

sections of Annex '| - Essential

GMDN
Classification
55983

55983

55983

55983

il

B

Mapagifig

]
X

elena Biosciences Europe

nited Kingdom

ration of Conformity) imposed by
‘e not classified under Annex Il Lists
| files will be made available to the

Code

registéred against the above GMDN
es.

or

Jueensway South, Team Valley Trading Estate,
iateshead, Tyne and Wear, NE11 0SD,



i il
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Declarauon of Conforrnity

]
|i
i
I
il
|

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

In Application of the Council Directive 9
the Taws of the Member States relating
Devices & CE marking.

Declaration of conformance to applicable
Requirements and Annex Il (EC Decla
sections 2 to 5. The below listed products a
A or B. Access to the appropriate technice

approprigte body. in the event this is required.

Product

Description
Code
5376 Clauss Fibrinogen 100
5376H Clauss Fibrinogen 100

l, thé&undersigned declare that the| devices
Cl'assificatipn Code conforms-to the sgid Directiv

Full Name:  M.J. Stephenson

Tel 144 (0)191 482 8440
Fax +44 (0)191 482 8442
info@helena-biosciences.com
www.helena-biosciences.com

[ G (B0 oo

helena

Bigstiences Eurupu

8/79/EC on the approximation of
) to In Vltro Dlagnostlc‘ Medical

sections of Annex | - Essential
ation :of Conformity) imposed by
e not iclassified under Annex Il Lists
| files) will be made available to the

GMDN )
Classification Code

55997
55997

r'egistered against the above GMDN
5S, =

elena Biosciences Europe
ueensway South, Team Valley Trading Estate
ateshead, Tyne and Wear, NE11 08D,

nited Kingdom




Declaration of Cc}hforrnity

il

HL-7- 0135 DC DOI-2013/10 (B}

In ‘Application of the Council Directive d
the laws of the Member States relating
Deviges & CE marking. '

‘Declaration of conformance to applicable
Requiréments and ‘Annex lll (EC Declar
sections 2 to.5. The below listed groducts ar
A-or'B. Access to the appropriate technica

apprapriate body in the event this J§ required.

Product

Description
Code
5183 Routine Control SA

I, the undersigned declare that the devices
Classification Code conforms to the said Directiv

Full Name:  M.J. Stephenson

oot U L [Shan

Tel +44 (0)191 482 8440

8/79/EC on the approximation of
j to:In Vitro Diagnostic Medical:
sections of Anrex | - Essential .
ation :of Conformity) imposed by

e not classified under Annex Il Lists
| files will be made available to the

GMDN
Classification Code

30590

egistered against the above GMDN
S,

Title: Managing Birector

H
Fax +44 (0)191 482 8442 Qlieensway South, Teami\/alle)_/_T_rra\ding Estate,

info@helena-biosciences.com Gpateshead; Tyne and Wear, NE11 08D,
U

www.helena-biosciences ,com

filted Kingdom

_heléna

Bloscighces Europn

Fae_



Declaration of Co nformity

HL-7- 0187 DC DOI 2013/10 (6)

In Application of the Council. Directive 9

8/79/EC on the approximation of

the laws of the Member States relating to In- Vitro Diagnostic Medical

Devices & CE marking.

Declaration of confofmance 1o apphcable
Requirements and Annex I (EC Declar
sections 2 to 5. The below listed products a

A or B. Access 1o the appropriate techmrI
apprgpriate body in the eventithisi is required.

Product Description
Code
5186 ‘Routine Control N

[, the undersigned declare ‘that the| devices
Classification Code conforms to the said Direct

Full Name:  M.J. Stephenson

o gl S

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

sectlons of Annex | - Essential
ation | of Conformlty) |mposevd by
e not Clasmﬂed under Annex Il Lists
| files;will be made available to the

GMDN
Classification.Code,

30590

registered against the above GMDN
es.

Title: Managing Director

Helena Biosciences Eur@p;a oy 7
Dueensway South, Team ‘a'aﬁeg ‘I’radngstale
Gateshead, Tyne and Wear, NE11 0SD,

nited Kingdom




HL-7-0138 DC DOI 2013/10 (6)

a

.In Application of the Council Directive
the laws of the Member States relatin

Devices & CE marking.

Declaratlon ‘of conformance to apphcable
Reqwrements and Annex llI (EC Decla
‘gections 2 to 5. The below listed products a
A or B. Access to the appropriate technica
appropriate body in the event this|is require

Product Description
Code
5187 Routine Control A |

I; the undersigned declare .that 1hb:devices
Classification Code conforms to the sajd Direct

Full Name:  M.J. Stephenson
swet: 154/ /% |
: = | S|
|
Tel +44 (0)191 482 8440

Fax +44 (0)191 482 8442
info@helena-biosciences.com
www.helena-biosciences.com

- - T

a.

helena

Bipscignces Europe

8/79/EC on the approximation of

¢ to In Vitro Diagnostic :Medical

sectlons of Annex | - Essermal
ation-.of Conformity) - imposed by
e hot classmed under Annex Il Lists”
| files :will be made available to the

GMDN
Classification Code

30590

registered against the above GMDN
es. S

ielena Biosciences Europe

hueensway South, Team Valley Trading Estate,
sateshead, Tyne and Wear, NE11 08D, ©
nited Kingdom
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Lorne Laboratories Ltd
Unit 1 Cutbush Park Industrlal Estate

Danehill . ..~ .. R RIS
Lower Earley S ;:-’1 %, o

' Berkshlre RG6 4UT UNITED KINGDOM

UL LI.'C“@'(:L'JL) isSUe"s thisfé‘r’tifiéate to the Fi'r-rm named above, after assessing the Firm’s quality sygtem

and finding it in compllance wnth

1S0;13485: 2016
EN ISO 13485:2016

The manufacture of in vitro diagnostic blod[d grouping

diagnostic serology test kit.:

Man

ichael J.

Authorized by
/ sl =

?r of Global Regulatory Service

[

re'agents. The purchase for resale of in vitro

et

/"“a./ —

Check Certificate

indler, P.E. ]
Status: here

DlstlngLu ?]ed Membér of the Technical Staff
-y

File Number A12241
Certificate :Ir458.1.80626
Initial Issue June 26, 2018

This quality system registratian is included in UL’s Directory of Re

services as specified in the scope of registration fro
represents that it will maintaip its registration in ac
and remains the property of UL LLC.

00-MB-50043 Issue 15.0

m the address
cordance with

1y

_ Life and Health Sciences
ulLic

Cycle Start Date June 26, 2018
Effective Date June 26, 2018
Expiry Datg, ,,May 22,2020

gistered Firms and applies to}HgPrqﬁsmsﬁg&ods and/or
es) shown above, By issuaj this certlflcate the firm

the applicable requireme 3“hsferable

333 Pfingsten Road
Northbrook, IL 60062-2096
USA

and the UL logo are trademarks of Underwriters Laboratories Inc. © 2011.




B
g

File Na A1228%
IS0 13485:2003; 150 €00 1:2008

EC DECLARATION Q

LORNE

LABORATORIES

F CONFORMITY

Lorne Laboratories Ltd declares that the fal

lowing in vitro diagnostic reagent:

Product nanhé

Catalogue number

| ASO Latex kit

031100A

has been classified as non List A, non List
and complies with the essential requireme
98/79/EC of the European Parliament and
No.618 which transposes the requirements

and is in conformity with the national stand
standards:

BS EN 980:2008
BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN 1SO 14971:2012

BS EN ISO 18113, parts 1&2

B (Directive 98/79/EC, Annex Il)
nts and provisions of Directive
of the Council (also S| 2002

of Directive 98/79/EC).

ards transposing harmonised

The conformity assessment procedure performed was in accordance with

Annex Il of Directive 98/79/EC.

This declaration of conformity is issued unger the sole responsibility of Lorne

Laboratories Ltd|and is valid from 13 April

f

Eddy Velthuis
Technical Director

T
Ehix
Eili>

B

Un

sefkshire RG6 4UT United Kingdom

2016.

)
44 (0] 318 9212264
(e ;;@}_;ﬂ@i'sﬁ 4518
Ermasinfoi@lornelabs.com

www.lornelabs.com

Lorne Laboratories Limifé@
t1 Cutbush Park Industrial Estate®
Danehill, tower Earley

Repisierad officy as above, Registered in Englard Ho. 04540757, VAT Mo, SBG 1655 66



File No ai22a1;

163 11485.2003; 15O 2001:2008

é‘ ] 9
7 ERED S
4426

 LORNE

LA BORATORIES

EC DECLARATION OF CONFORMITY

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

Product name Ca

talogue number

CRP Latex Kit

850100A

has been classified as non List A, non List|B (Directive 98/79/EC, Annex II)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and pf the Council (also S 2002

No.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 149712012 | |
BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with

Annex Il of Dlrectlve 98/79/EC.

This declaration 6f conformity is igsued under the sole responsibility of Lorne

Laboratories Ltd and is valid from 13 April 2

ﬁ

Eddy Velthuis
Technical Director

Unit

Ber

016.

Priga21 2264
Fax +44 (O) 1189864518
Email: info@lornelabs.com
www.lornelabs,com

Lorne Laboratories Limited

1 Cutbuish Park Industrial Estate
. Danehill, Lower Earley

shire RG6 4UT United Kingdom

Registerad office a5 above, Regislated in England Wo, 04540797, VAT No. R0 3655 68




EC DECLARATION O

LORNE

LABORATORIES

F CONFORMITY

Lorne Laboratories Ltd declares fhgat the fo

llowing in vitro diagnostic reagent:

| Product name C

atalogue number

RF Latex kit

830100A

has been classified as non List A, non List
and complies with the essential requireme

B (Directive 98/79/EC, Annex ) -
nts and provisions of Directive

98/79/EC of the European Parliament and

of the Council (also S| 2002

No.618 which transposes the req_uirements’r of Directive 98/79/EC).
|

and is in conformity with the natignal stand
standards:

BS EN 980:2008
BS EN ISO 113485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 182

iaards transposing harmonised

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

Un

Be

1SC 13485:2003; ISC $001:2008

Lorne Laboratories Limite
[t 1 Cutbush Park Industrial Estate
' Danehill, Lower Earley
tkshire RG6 4UT United Kingdom

www.lornelabs,com

Registered office as abave, Registered in England No, 04546707, VAT No, 800 3655 66
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@ NSAI

~ Quality System Apj
In: Vitro Diagnostic Medical 1

The National Standards Authority ¢
Notified Body, (identification number 0050), for
(In Vitro Diagnostics Medical Devices)

APPROVES THE QUALITY

Monobin

sroval Certificate
Devices Directive 98/79/FE.C

fIreland as a duly designated
the purposes of the European Communities
Regulations (S.1. No. 304 of 2001)

SYSTEM APPLIED BY

1d Inc.

100 North Poi
Lake Fo

CA 926

| USA

nte Drive
rest

30

For t?té Product Family

Total and Free Prostate Specmc Antigen (PSA and Free PSA) IVD, kit,
chemiluminescent i 1mmunoaspay (CLIA) and enzyme immunoassay
(ELIS|A) and control

GMDN Code: 5

54664, 54669

On the basis of examination under the requrkemems of Annex IV, Section 3 of Directive 98/79/EC,
The use of the NSAI Notified Body identification number 0050 in conjunction with CE Marking of
Conformance for this product is hereby authorized.

Registration Number}
Original Registration|
Last Amended on:

Remains valid until;

Signed:
Approved by:
Geraldine Larkin
Chief Executive Officer, NSAL

This certificate remains valid on condition that the Approyed Quality
Details of the current product range and operational locations included

National Standards Authority of Ireland, 1 ;bw:ft Squ
|

Cert-120: ECQS (IVD)

vithin the scope of'this appm}e?g{ﬂ.dn b

304.1006

28 October 2011
10 July 2018

27 October 2022

s
A5

1l
Aoy <)

Approved by:
Susan Murphy
European Medical Device Operatij

ﬁ‘b}:ni_,u "
ystem is maintained in an tch{m:ca‘ngl LlT't‘uu

are, Northwood, Santry, Dflbf_lr 9udr G
S nPUB ==

NL A4 (6)



7Jogafeg
(1) SN-dSW-ZI0Z:¢8¥ET

Jabeuely suoneladg
:Aq patiap

V/S8SY 6TAW "ON a4

©vsSn
0£926.¥D 153404 e
2ALQ 31ul0d YHON £0T

7Jo| 3%y
(0°T) SN-dSW-ZLOZ:$8bE T

008E £08 T ESE+ L PuBIBIL ‘6 LNANG ‘Aliues ._un.ufimz..mﬁ.m_m_lm.‘ﬂ_rﬁg 'PURIE] JO AU SE0UES |eutjiEy

s omm,w/mm 10 3120 Andx3

7107 ‘6200 318G 9AI3Y3
.um Less) uoneIlila]
LUNN uoellsibay

INASQ |EIIpDY cm.mnEau.
Audinp uesng
i Ag paapaddy

__.:qu.t.D FARNIAXg 2D
oy UpiET auip R
\ :Ag panouddy

) . (98Sb'6TAW "ON 3p4) xauuy
343 HO pI3s]) 34 UOHRINILIDD 23S-INW SIY] JSPUN PAISA0D SS}IS |RUOIPPY

wswdinby pue s1onpoid jusbesy pajejey pue
__m>mmwmo:_..EEn 2DIA3Q jEDIpa 213soubeig o1IA
-uJ. JO UoINC _pue ainjsejnuep ‘ubisaq syl

"JUT PUIGOUO) - c.mhmwn_ ‘Banejnue|
SBSF6TAW "ON 3]y
= S T e G .
——— |®m®mm YI-asaded-axeq =
ALNG U0 YHON 00T . aunpejnuep
“JUJ puIqouoy ‘ubisaq ‘s1epenbpeapy
uoenedoT ll | Auanoy

i 2 e utwﬁn:.-vw pue
muu:vo‘.n_ ucummoz pa3lejoy pue; ~m\fm.u.m.‘ue::e_.En soARQ jesipon
u.umocmm_n_ OJ}IA-UT O uoIINQLIISIQ PUR dINJoRINUEK fubisag syl

:uocnensibsy jo sdoosg

S8SP'6TAN aquunp 23BIHILID) 0] XdDuuy

- t.—(wﬂx sQ:.L ur(fmgoﬁc
0 3d06ds 813 Jo adsad Ul u._mnmmwm 2A00E 843 Jo ﬂcmEmt:v@_
8Y3 yum Ajdwod 03 pswsap pue passesse usaq sey

vsSn'

omomm v) umv‘.ou_ o9)e7

DALIQ 23ulod YMION 00T

DU DUICOUOI

384} SauaD ncm_w: Jo >uco;u.:< spaepuels um:oamz CItES

ZTO0C:S8YET OSI N3 'S'1 0}
Empm\»m Juawabeue 3_6:0 Jo
. uonesnsibay Jo 21ed1ie)




v

% V..mr Bkl
92°60-110Z moT | 0020105acL 00€-S.vL | 00EGTrL suossiselpueldsolpAyad - vaHA & e 7 % \
o Yo 5 P wl
90+ N " A yns (anpejuesaidal pazyoyne jo sameubis pue Lpgogrifd _‘\nn‘EE.ﬁ\R anssi jo 3jep 9 998d)
62-90-010¢ mo1 | 0ozolosazL 00E-S2LS | 00ESZNS | sunimiscupueidaoiphusd - Swani / PRz AMIE ..,. g w@w\mb . ) 355514
LL-LL-5002 »oy | o00v0z0s0zk 00£-5.9¢ | 00E5T9E losiua AG NieupedI) JUBlNSUOD Hod fia) EDIOY ™ =
T i T plosais =, 73
62-90-0L0Z Mo 06'06'L0'S0 2 00€-G258 | 00€-SZS8 (LSVYA) 09woD €3N ‘O0Y 'dav
$2-80-9002 Mo 00'05'L0'S0TL 0085268 | 006268 | () o/ oqwios Tuds ‘90U 11 HS 4 s : o
i UIGOROPBUCT SUOLIOYD I f T L
T Mo1 | 00's0'20'50°2L 0og-szee vewny pidex — 5oy pidext (raumoeinuew o sumeubs pue vogouny ‘suied) ) HApLAAAA) anss) jo ejep g aoe)
I . N uidonopeusy 2 . ¢
LL-L1-5002 Mol | 00°60'20'502L 008°G/8 | 008528 R duj PUIGOUOY ‘10303110 VO ‘elojeys Auo |
LL=L1-5002 Mo 00'80'10°S0'2L C0E-5£09 | Q085209 anbag upoelold ~ Tud 22-60-11L0ZVYSN ‘152104 e
Li-1L-6002 Mo 00°80'L0'S0ZL 008-GL. | 00EGTL unde|oid ~ Tud . &\ #G&W\(
117115002 mo7 00'V0'L0'SDZL 00e-5.t | 00e-GZ¥ uidosyiod — HS 4
LL-11-5002 MOl | 00'S0'I6'S0'ZL 00E-S/8 | Q05T donn - 1 {ii X8Uuy ‘saloaiig gAl :Bupuew 39 Joy sinpaosold uswsssesse ANuLIouo)
I|euad 8 Aiuay . . .
- - I o (932 ‘9jeon2 30 ‘Apog paysoN ‘9inpasosd Ayuuojuoo) UOIRULIOLUI [BUOIKPPY Am
LL-11:5002 Mo 00'+0'£0°01'2h y 00E-GZ}H | 00E-STH ssepxoIsdoiy LY — Od LUy
11-11-5002 Moy 00'¥0'E0°0L 2L 00E-520} | 005201 | UsBruy uinqalBosky Ly — B1-nuy - -
- -0 L- ~OJ)A- A
_ ; _ TS ST T e 12-01-8661 anoanq ausoubelg-omA-U| DA6L/86 1LEE
92-60-1102 #o7 | 000620202k 0065288 ssepluolg anssl |0 ajeq / uonipy ETNIR 'ON luawinaog
T8 o el | auoraysebold
10-20-8002 #oy L0'10'50°2) goesess HO 21 JEIEU0BN — dHOZL N “Yum AILLIOIUGS Ur ST aA0qe poquosep (S)inpoidadl (v
LL-11-5002 Mo 00ZL L0 POTL 00€-529Z | 00£629¢ auo. EU0BN — ¥ IN . -
B oy GO0 L0k D0E-SLVE | DOESCPE uIdoajoIAY ] |BIBUOAN — HSIN
: 5 L = (xipusdde sas) syuswinnsu;|
S2132Ua9) ¥ DIoJAYL tereloaN i
g ; f
(1SvA) oqwoD uidonoify ] 1o5uod
62-90-0102 | - Mo 00°LD +O'PO'TH 00£-520Z | 00£-520L 3 3uxoAy L 331 ‘BUIL0IAYICPIL L v
. S S B . 2213 —HSL3 pLI'ell : 1 E pom— :
S¢9070L0Z | _ | w0y iopuonownel - - | | omessZR | oocsade _ fsgshaunnify) 41 ——— LTECES e —— — — e e = g
62-90-0+0C Mo 00101070 ZL | O0e-gllg | 0noezie i 'spnpold Aesseouniw|
] Usvyn
Li-LL-5002 Mo Q0'LO LO'PO'TE 00€-5.08 | 00£-5208 oguo) uidanoAy ) g suxoiky L (o2 waquinu yojeq/epow Jo adfy ‘sweu) TSHONpolg (S
‘BUILCIAYIOPILL ~ HSL 8 YL ‘€L
L4-HL-5008 Moy 00'80 L0'P0ZL 00€-6.22 | 00ESZZT uInqolBoIAy | — 61
L1-11-5002 Mo 00'60'L0+0ZL 00€-G/5E | 00€-625¢ uingolo) Buipuig-suxCIAY L — OB L om,p (9z'9¢5°915 - 9(0) Le+ 18 IN .,m_v ! ! 0
LLrLL-500T Mol | 0090710 ¥OZL i 008-5.5 | 0085ZS S¥E1N BUILOIAUIOPIL — NEL 97 986 G1G OD) FE+ BL SONYMIHIIN 3HL 'NevYiN 8Q1G6E el iwwwww_%@ow_wn%www_ﬂownw
62-50-0102 Mo 00'LL'10v0Th 00€-5209 | 00ES209 udanoify] pidey - Hs ) pidey . g \ g
= ‘SANYTYIHLIAN 3H] ‘NYVYIN 9A1S6E ‘S L NYYINY00QST 1SSaIppyY
L12k1-5002 : o] 00 LLALOPOZh | oo oo |- 00EGLE- |- ODESZE- - uidonoIAy; ~ HS:L L e e
L1-14-5002 Moy 0020'1L0¥0ZL 00€-522L | 00€SZel suxaihy) sa14— )y ‘A9 Nyiduned3y SANBIUSSAIdal poZIIOyIne Ueadoing (z
Li-11-5002 o7 00°20°L0'%0'T} 008-5/Z | 00E%62T suixaiky) - |,
LL-kL-5002 w01 | oototobozl 00£-GL€L | DOESZEL sujuosAylopis| 9914 ~ €1
Li-1L-5002 #07 | 0050 10'40'Z) 00€S.L | 00Es5ZL | BuluoIAylopINL — €1

pue

ploify|
SuppeF3s ==

O HED IR .u.m_ﬂq,hﬁlﬂmﬁhﬁﬁ.._ Spoa SNOS- RS- 7| BT —

LRURASU] AT Yo

S$3LVLS A3LINN "0£92Z6 VO ‘LSTHOL IV ‘Sulod YUON 00} SS31pPY

OuU] pUlqoUO (juswedsp ‘suieny) ISIMOEINGEW (|
92-60-1L0¢ 31

Xipusddy

ALINHOANOD 40 NOILVYV133d

¥ 30 g :abey

¥ Jo | :sbeyd
SOA g 000 60-LL0T

Ajruuojuos jo uonesead

"Juf purgauayy m.u
SOA g D0 60-1102

AIULIOJUOD) JO LOEIe] S B:%S— @




e s e b Ny =
92-60-110Z mo 00020202t 00g-529L°7 z\g uiwepn
62-90-0102 Mo 00'90 102021 I {obErgy 96 | 00E-Sco8 | J01da0ay 3janios uwa)sURI) - WILS
L1-11-500¢ Mo 00720710202t 008-6£62-| 0059252 3 uyngolBounwun - 36
62-90-0L0Z Mo 00'€0 10'20ZL 00855452 0085284 awlod
}-kL-500Z | mol  |oozatozozL | | il/00c-si8z | BRsezez | uhuizd
1 e i erwauy g ABI9|Y
L M | N \ JjOpELUD)
L1-11-500Z 01 0006 10°€0ZL | | OO UBWNK B188 5914 — SOU)
Mo R ; [ UoIEIBU9D) XN
62-90-0L0Z i 00°LE10°'80°CL 005495~ ,w,emmmmv UBUY OIGAIGWBsUAED - YID
Wty
i1-1l-5002 MoT 00'IE L0 €0 2L ‘omnmmwmhf 00e-5281 uabyuy 2oligwaouie) — w30
d LL-11-5002 Mo 00'€0°LO'€0 TL = .oﬁ.\ﬂmﬁmn D0E-5Z6E usgpuy
L3 i sayse ), ooy — Jemyos -k i o
62-90-0L02 Mo oLz ZOONI | §EE0eE PEESHAD ¢ SIS 5 133UBD JnEALOUEd - 66} VO
Ehaa 62-50-0L02 mo1 | 00'2010°€02L 00E-S/95 | 00£6Z95 uaBliuy J9oURD 152218 €61 VO
92601102 wa LWOOLEDE | 60ONI g WSIT3 xepE-oay — Auevyos 11-11-5002 Mo 00'90'L0'E0 T 00£-SL0€ | 0DE-GZ0E uabuy j22UED UBLEAO §ZL VO
i = i L L-11-5002 o7 | 00'1006€0T) 00£-526L | DOE-526L uisloidoia-eud)y ~ d4v
s=pEEy
o—.mo&.oom Mo WaoLEniE SOONI Y IS WSS B'E Xp[E — Slemyos : z SIIIB J35UBRD
ot i AR i L1-3i-5002 Mo 00°€0v0LO'SE 00e-549l | 00E-529L uoikd ‘HAWY - v6)
aa SEpES MB A0USISALIUN|IWaYD -1 1= Mo “»0LD ¢ - - uog| HMUY — NG|
S0t 02 ] E P AT S iy } 11-11-5002 7 | ooe0v0losh 00€-545L | DOE-GZS uolAd "HMUY — WO
. ! + SUSSIIIE PAEIPIP + HBMDIRY }1-14-5002 Mo 00°€0%0°L0°Sh 00S-GZ¥L | 00ESZVL HolAd H/IY — 98]
I3PEIY IB|d FOUIISIUMINPWSYY) i S$35E951Q SNONYA4UL
LO-€0-£00C MO "01°20° \ XBWNT — JIBMYOS
A oorzoiz | voONI e SOy SR LL-L1-500Z %01 | 00S0°L0ELZh 00£-6/Z¢ | 0086ZZE UlQoIBoAW
- Japeay s ! > B R P e i B s6e5iiE | taEsTie MR ANRE
62-50-0L02 "o 100LZ0l2 | L0ONI ¢ asindu) = asenyos : TR A -0 Ainibsuas UBIH ~ d¥O-SH
+-SaH0SSaR PRIESINSR.+-2IEMpIRLED) 11-11-5002 Mo 00'L0"10'90TL 000-CI8 | 00E-SZ8 uxoBig - o
. Jepeay dujg 32UdDSALWNILBYDY T 3 Mo 0070100 L Aneon Py f
¥2-80-900Z Mo 10'04'20'12 SacN esmdwls—alesugd | tr-ti-secz 000°10°CLTH 0OE-5.8€ | DOTSTHE =
+ S21I0SS30IE PBIRAIPAP + IeMpIRY D} S
: | Lbebbsooe. | f we | ogzouoErEl | AL | poe-cuez | oopsTeE | 5 : o L
= = — = == T e T = — Bk s BunpRIy =AY
CEIEDTIOE Lecal orZoTE | N el -5 I o SJONJEN JBIPIED
H SEUNIIRITE PHEN . B 2 e
. PRIEIDAD 4 LAY D) LE-11-6002 Mol | 00'€010'90Tk | 00g-s28L | 0oeszeL | (LSWA) oquod apndad-0 g uinsu|
JspeDy dutg =
¥2-80-9002 Mo 10'0L20°L2Z LOONI 2DUIISAUILINJIWAYD XBWNT — JIeMmyos L1-11-G002 Mo 00°l0°'10'90 2L | 00E-6442 | 00E62LT apndad-o
i e T i s, o 62-90-0402 Mo | 00'80°L0'90°TH D0£-5285 pidey uinsu
1055200:d yl10. LL-11-6002 Mol | 00€0°10°90ZH 008-5.92 | 00£5ZYT sul
62-90-0102 "o 10°0L'20'1Z S00NI : 7 HEARUY WSMA Xadoiny - ammpos - :
+ SBUOSS2008 PRROIPAR + BUBMPIRY O Cig S s i s3j9gelg
S)UISUINNSU| SNOSUE||29SIY 92-60-110Z | | w1 Jooeicosozs | | oos-czeL | ove-szas BUOULOH ploJAUEIEd - Hd
. ol 005-961 anyeban Fbes00z | [ mon Joozovsoe | | oveszel | ooesess 3UDLIIOH YIS UBWNH - HOU
010 Mo
premLae Al gy AdH 8 3MSOd — [03U00) HB] Uolkd H : : WsIjoqEIay FU0T B JIMOID
62:90010¢ hon | oolerlliosel ooe oL 213711 — [oAuoD uingelBoikyL ["sz60-ti0z #o7 | 0D0LEIS0TE 0066142 | Q0E-GTLL | ot ULEIAKOIRAH-SZ — S0 ULLEA
IoLjsT "ulei0ld BlR4 ydly ‘Junang I abuey w3
.y o b uidojopeuDs) JlwoboyD uewny 81-01L-010C Mo 00°20'10°50Ck 00€-5.66 | 00€5266 Y
62-90-0102 Mo 00'9L L0705 2h 00€-OW elag 2a14 'wdoNOPEUCS) DiLCLIOYD | suaisisaboidfxaiphi2L - gHOLL
UBWINH - 227 111 — [04U00 jeWaleiy | 62-s0-0L02 MOT | 00'20710°50TH | 00€-5/25 | 00£-5225 ausa)sa601dAX0IPAH-LL - dHOZLL
uidonopeuas 2UCUOYD UBWNH 62-90-01L02 Mo 0o 0oL10's0CH 00€-SL€8 00E62ES 2U0IBIS0S3] 2314
GZ-80-DLOE Moy 00'91°1005'Ch 00e-24 + "JoIpelIs ‘auoua}sabold — |anen -LL- 0L°10°G0; : - U0J3IS0)S3,
S S ATRE S e L0"L4-2002 Mol | 000+10°50ZL 00£-G/.E | 00E5CIE SU0J3) w L
- een o SOI 62-90-0102 MOl | 00901050CL 00€-G/8Y | 00EGZ8Y 3U013)5550)d
62-90-010Z Mo 00'9L'L00S 2L LoL-Liv InGOIBOLAY 1 Uy - danebaN 62-90-0L0Z 01 | 0072020502k 00€-GL0S | ODE-GZOS pajebnfuooun ‘jolys — €30
50d — 0dL-uY 3 BL-uy | 6z-s0-010z mo1 |oo€otog0zL : 008-c26% | 00e-czaw 10IENs3 — 73
i S$]0M}U0Y SNOIUBIIISIN VB A o UG
Eupieur=c R | spooswgz et jasies i
o 3Epsiy g EENLE) SSEDHSY puy gy
v 0 v :obey . igouD : v Jo ¢ :obed ; - Gaug
S ANULIOIUOD) jO LOR.IBjOB0T HUl e ; W m-u N —_— Ayuuopuo) 1o uojele;osg auy -uﬁﬂﬂ. N m_b
SOA dIW 30 60-LLCC S : SOA diN D0d 60-LL02 .




68 £S5 228 16 (pe+) xeq 8LEQ OQVIIHILON CISINVOXO

165522915 (7E+) Z2E 161208 (vE+) 191
QINQYIN 22082
20100 - 1 D730 1D zep g euibed
SdW3V 2] 8P gapn el ap 10 Bu3 Bp EjJEQoIduwss apang
BLOZILL/AL By & ap elss.
PEVYEOTIEL dopezeacy e sG] A S2s ap eioyeds spusby wod suswe
Ze|( Sewe snssr o\ "0p4
motmw.ca
: 25
£ so 0150 g
Uaygy
35 a;0 iP3uy
OUedss p,,
ualfe
SORIVLINYS SOLONA0Hd A SCLNINWYSIGIIN 3G VIONVYdS3 VIONIOV vi 3G VE0LITIId

)

10T 8p 8Iquisinou ep 6L ‘plPEN
“Mnuaofuos o uonm.moap st vt dpnpn i
A

243 Aq popmjout spanpod asays fo symwspnay [p $49800 2o1f1423 Sty ] | “PEPIULIOJED AP UDIIEIEIIP
ns U3 AuesLiqe) (2 10d sepipour sojonposd $03s3 Ip SedreW S| Sepo Biedwe PRI ST

(uoneondde poorg eIy 10§ - 51531 761) A VILINIOVS -
(5153} 096) 096 IO VILINIOVS -

(51531 03%) 08P D VALINIOVS -

(51521 96) 964D VILINIDOVS -

(8131 7261) IO VILINIOVS -

aauononh FSFT3 [ OARIIEND VSITH VAL UOISIIA U0 By SgH

- [£020 AT :0ANVN]
(VSITH) Avssp puaqiosounum payuy-siud-us Aq wuopoafur  sunpdap fo siaymu fo suawioads upumy ui
uoIpstfitupnk pun & UOLTIULILJUOD_UOIDUULIDIAP. 211 40f $1onpo4d-2a1 1000 4-pun-$)uaSDay /(¥ STIH)-EIHBWIZUD

62725229 L6 (bg+) xed 8H£0 OQVIINLON OWSINYIHO
16 65 228 L6 (¥E+) 728 LOL 205
alNavIN 2208z

801013103 - 1 '0Z3dWYD /D Zap | euibey

s2 sdwaefDPLIguo

FLoa

rEYYSOTIG JopemEDT g saEapnEdso yedsg sty

zeiq sewe.sng:
i * ._z__nw,. Tk

SOLBues gur
e SOanmo.g
TUa by, 0
ap Plourdgs m._n...%mmm%
3 g

)

SOYLINYS SOLONAOYHd A SOULNINYDIGIN 58 VAGNYAST YIONIOV v1 30 VEOLOTHIa
S1L0Z 8p 2IqwaInoU SP BT 'plpen

PALIIDUCT
ayy fo swpwanbat ayi pfinf sponpo.d paqriosap aiyg fo u31sap 2y joyy sp2jUDIONS PUL "OFZ0 CO 00T N
4DISSOP UI PAUIDIUOD UOIDIUAUNDOP USISIP 2Y] JO JUDUISSISSD 2Uf) UO PONSSI S1 2JDO1PS Siy [ [eALIISIN(T ]
ap sosinbox sof a(dwna 503153p so3npoad sof op ouasIp [o anb eznURIES A Opz0 SO CO0T (N Ausipadxa
[9 U3 BPIUSJUOD OUDSSIP [SP EJIUDR) UQIOBIUSILNDIOD Bl 9P UQIDEN{BAD B] O] BIOUINDIISUOD S3 OPEDY IO 3isy

. LD §8E0 21 £00T oN 21021f13470)
wasAS 2ounnssy uyon) | D5 21 Ag paundiwoson aq jsnut 2ol sy J10D $8€0 71 C00T

oN [BIOL PepPI[ED 5P BURIRD Op BUILISIS 3p HO OPEOYIILD |3 Jod opruedwiode 11 9Gap OPEOIIILILD 15T

uolalosqeounwiu] Sp SedUdY) djueipow ‘g sunedsy Jod uYIYUI P $IIOPEIIEW P SRUEBWRY
SENSANUW U UODIEIINUENY £ ugnEULREeS ‘ugIsERIeIslap ¥ vied soandwea sopnpesd { soandway
11 X2UUy Y ISTT [ Y1 0X9UY Y €ISV SUONDOLfISST]D/UQIRBINISELD)

_SISDISIP SHOLORful upwy J0 SiisouBolp 10f s i

1013802 9P SI[eLIOlEW A SIIOPEIQIED ‘S0AIEI soponpoad £ $0ALBY 2dA1 201457  oonpoad ap odip

0 WIDP] SSJPPFUQINIK] WP AUN/ I (WoN
‘2ANpIuaseIdal [} POTIIDIINY ] 6] 93UE OPEZII0INE JuEjuasatday

{(A1E3]) OUBIIY ~ 1BUEAOL) UES 03SIG ~GHO0T- LT TPINPIE) "D BIA ISSPPYUORIANG
g saqordorg onsouSenq 01 ey Ao RIquIoN

SRITIR MDY IUEYAE |

oo amoan[ g ap 10A8) ¥

81¢0 CTOT/IY/BT 2L/msel QIO 11/61 Wesppsag
o1 gNj,U NO Anpaoa fo 23 Eapies ap By

{4 8850 TI 800T
ou DI, 1 OPEINJLLII)

€10/ LL/LT 2iop voisuzixa Jsr7 fe301101d ewyn 9p ByPI{
800T/T/¥0 -210p it EINUL eY2D] — NOJSNILXT/VDOUUAQUL
DH/64/86 2ANIIN(] b UONDIIS A XDUUY YIM 2OUDPIOIIY 1]
HLVOIAILIIAD NOILYNINVYXI-NDISTA DF
HD/6L/86 n>_uvu.__.m_. B 3p ‘p 0)uNd *AY 0XoUY [ U0 OPIINIE IP
ONISIA 30 9D NAW VXA 3d OAVIIILLIID

[04it0 pun $10304q1 (D> “Sinpo.d misSeal pun stua3oay | SesopIdul SPEPIULIaND op cousouSEIp [» wied

“(AIE31) OUBHY — [UUEAOLD) UBS 0353G -6600T- LT TIONPIED D) BIA
T°§ saqoadoig ansouBeiq aid FiQ

ST ayr iR opLoqed

DJOIUNHB)) SIy] O SAXAUMY Ul Pailizadi/OPEININ D) 9153 I SOXIUY U3 sopedyadsy tadig odi]
Dasip snonaful Jo ausouBoi | SESHII3F SIPEPIULIALLD AP 00uSouBEIE. sdns arauan 0aued odnin |
& i SOUSTICT QAL UL JOIBA, W], 0 5

g-eied SOLENUES sopnpod g Crasapngim LOSA3ED)

sanposd sy so40anpoad 5 Bieg

URP] SSRIPPEFIUOIDAN  WIP] JFUDNPIGUON

SBAIDIUASRI02] (1 PAZHOYINEAI B] 9JUE OPEZLIOINE jUEIuIsait0y

(A1) QUBHIY — IUURAGLD) UG 01595 -6600T- LT TIONPIE] *D) HIA SS2pPE ORI
TS 2qosdorg JSoUSeg 01, VI PO RGN

IBIMITU] Uy |3} UEILIGE

fo moanfuf) ap 10AE} ¥

81€0 CTOZ/T1/SI CL/mseH 107/ 11/6] WoLljapsag
o8 gNiU NO Gmpima fo g Eapijea Ip vy

a7 8850 1 8067
OU WO ], 1 OPEIGILIID)

CI0T/TT/LT “2imp uoisuzixa jsery fedora0ad eunyn ap eyoa g
800Z/ZU/P0 “2i0p 1] BRIV eYI2 — NOISNTLXTVIOUdQUd
DH/OL/86 24ii23i( P 1OTIO5S /[ XoUHY IffiM 2IUDPI0IID UT
ALVYOITILYID NOILYNIWVXA-NDISAA DT
AD/6L/86 BADIIN( ¥] P ‘p 03uNnd * A] OX2UY [3 UOI OPIINIE IP
ONASIA AA A2 NAWVXE 3d OAVIIAILYIAD

L TYI0S WYISINIIE & o
OWNSNOD TvaINws 3a
ORBLSINGY




		2020-01-24T09:34:05+0200
	AVIZAT




