CERTIFICATE OF REGISTRATION

Lorne Laborataries Ltd
Unit 1 Cutbush Park Industrial Estate
Danehill

: Lower Earley
Bé_iikshir_e RG6 4UT UNITED KINGDOM
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UL LLC®(UL) Issues this cértificate to the Firm narned above, after assessing the Firm’s quality system -
and finding it in compliance with: P

ISO 13485:2016
EN 1SO.13485:2016

i The manufacture of in vitro diagnostit blood|grauping reagents. The purchase for resale of in vifro
: : diagnostic serology test kit. ‘

Authorized by

AL l I e : Check Certifigate
i UxAS ey J. Windler, P.E. -
syghuet i ichael J. Windler p———

‘wcs Manager o ; lobal Regulatory Service,

£ Digtinguished Member of the Technical Staff
_ UL Life.and Health Sciences
: ULLLC
|
File Number A12241 Cycle Start Date  June 26“_‘2'018
Certificate  1458.180626) Effective Date June 26[ 2018
Initial issue June 26, 2018 ;VExp_iry Date Ma_y —22_,1 2020

This quality system registration is included inl Ul’s Diracto*ylof'Régistéfed Firms and applies to the provision of goods and/or
services as specified in the scppe of registratjon fromthe address(es) shown above. By issuance of this certifica m
represents that it will maintain its registratiop in accoydarjce { }ﬁgf;’ﬁiﬁsre(a ble
and remains the property of UL LLC, e € ¢

00-MB-S0043 Issue 15.0 UL and the UL logo are trademarks of Underwriters Laboratories Inc. © 2011,
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LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagentiz_
Product name Catalogue number
ASQO Latex kit 031100A

has been classified as non List A, noh 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 of the Council (also S| 2002
No.618 which transposes the requirements of Directive 98/79/EC).

stan_dards transposing harmonised

and is in conformity with the|nationa
standards:

BS EN 980:2008
BS EN ISO 13485:20(12
BS EN 13612:2002
BS EN 13640:2002
BS EN 13641:2002
BS EN ISO 14971:20(12
BS EN ISO 18113, pgrts 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 || / TT L +44d I}j;l %EQ?@
Unit 1 Cutbush Park Industrial Estate . Fﬁﬁi’ 5'{1 5986 45, 5 il
Danehill, Lower Earley | Er{‘iatl mfo@‘rornei.aﬁﬁ ct:%'m
Berkshire RG6 4UT United Kingdom  {* Townde

Fike No A12231; o
16 13485.2003; 180 900112008 Repistercd affice as above. Registered in Englant Nﬁ.ﬂljﬂ'{}q?‘m\‘ﬂ "ra zﬁ)b‘! 5% 65




LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

the following in vitro diagnostic reagen'ﬂ:

—

Lorne Laboratories Ltd declares tha

Product nam Catalogue number
CRP Latex kif 850100A

W

has been classified as non List A, non List B (Dlrectlve 98/79/EC, Annex II)
and complies 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).

standards transposing harmonised

and is in conformity with the |nationa
standards:

BS EN 980:2008
BS EN ISO 13485:20(12
BS EN 13612:2002
BS EN 13640:2002
BS EN 13641:2002
BS EN ISO 14971:20012
BS EN ISO 18113, pgrts 182

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

L

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid|from I3 April 2016.

f

Eddy Velthuis
Technical Director
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LORNE

LABORATORIES|

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in_vitr'o diagnostic reagent:
Product name Catalogue number
RF Latex kit 830100A

has been classified as non Llist A, hon 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
No.618 which transposes the requirements of Directive 98/79/EC).

standards transposing harmonised

and is in conformity with the [nationa
standards:

BS EN 980:2008
BS EN ISO 13485:20(12
BS EN 13612:2002
BS EN 13640:2002
BS EN 13641:2002
BS EN ISO 14971:20012
BS EN ISO 18113, parts 182

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.

ﬁ

Eddy Velthuis
Technical Director

Lorne Laboratories Limited T(ﬁﬂrﬂgﬁ (0) 1B Q@ 'ﬁ k! .J'-

&%) Unit 1 Cutbush Park Industrial Estate F%{x—’wq t% g%; 1&18 gl. =il
; U]_ la/ Danehill, Lower Earley En mrw 1m riglabs.cgr
L7 '::‘ Berkshire RG6 4UT United Kingdom www,!ew}, bs coms 7a
File No A12201; 1 . \ p
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Declaration of Conformity | hel%ﬂ%

i x4
pea

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

In Application of the Council Diregtive 98/379/EC on the approximation of
the laws of the Member S$tates rTIating to In Vitro Diagnostic Medical
Devices & CE marking. ‘f -

| : .

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

‘ ¢

Product Description GMDN
Code Classification Cade
5267L Thromboplastip L 55983

|
|, 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
, y
Signed: /& Date: 06 Aug 2015
/
Tel +44 (0)191 482 8440 Helena Biosciences Europe i
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Ei\a'térte; s
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 O%Q &

www.helena-biosciences.com United Kingdom
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- CERTIFICAT
o e o CERTIFICATE OF REGISTRATION
~ N°10462rev.6

Cortification
Medical-sanid A

Le LNE certifie que le systéme de managemént de la qualité développé par
LNE certifies that the quality management system developed by

ELITECH |CLINICAL SY?TEMS SAS
Zone|lndustrielle

61500 SEES FRANCE
|
pour|les activités

for the activities

Conception, production, contréle et commercialisation de réactifs de chimie clinique
destinés aux laboratoires d'analyses de biologie.
Validation de la combinaison réactifs et automates.

o
=

Design, production, control and sales of clinical chemistry reagents
intended to be used by clinical laboratories.
Validation of the combination reagents and instruments,

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

ELITech Clinical Systems SAS
Zone industrie]le 1 61500 - 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 /Expiry date :  July 27th, 2020 (included)
Etablile //ssued on : July 27th, 2017 |

cofrec

LNE N® 1046255 I
Ce cerificat est délivré selon les régles de certification G-MED  / This cetificate is issued according lo;fgg’.

es ofG MED ¢ rﬂcat[on

c DF BAMAGEMENT N
g’ Accrbditabon n*4-0038 . 5. gV 2% 1“:
O Llsle des siss ncmuérn | E .'

: B\ s

ot purhn dipanih Renouvelle Ie‘certificat 10462-5 | 2% Q} ]
b I. U z ”“ 3 g v \<

www.colmefr

Laboratoire national de métrologile et o’ ssats + Etablissement public & ca:éfct&ée mclust"ne] et‘caamluercml

LNE/G-MED = Organisme notifié par 'autorité cqmpéte te f[cmc;aise en matiére de dispositifs. n;,

: : _ " ux.mﬁ‘ﬁ)%?\
1, rue Gaston Boissier - 75724 Paris Cedex 15 « Tél. : 40 43 3700 ¢« Fax : 01 40 43 37 37 « ’f?“-‘wwwgmed fr
r«n O
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