Pradust Service

Product Service
EC Certificate EC Corlificats
EC Design-Examination Certificat EC Design-Examination Certificate
-l Lesign-Cxamination AR Directive B8/79/EC on In Vitro Diagnostic Medical Davices (IVIID), Annex IV (4)
Divactive 98/79/EC an In Vitro Diagnostic Medical Devices {IVDD), Annex IV (4) {List A)
{List A)
. V718056 4
No. V718 05 62212 046 No. V71805 62212 046
Model(s): BIOSCOT Anti-A
Cell Line: BIRMA-1
Product Code: TL.
Manufacturer: Millipore (UK) Led. o
: b bl Anti-A MoltorClone®
on Campus
Fleming Road Cell Line; BIRMA-1
[ fingstan i Product Code: 6502044
EH54 78N = ;
e SRS NN BIOSCOT Anti-B
- Goll Line; LB-2
m N Praduct Code: TN
1 Anti-B MolerClone®
Product: Reagents for determining the ABO blood M m % Gell Line: LB-2
group-system =0 Product Code: 6902045
| ez =
The Cerlificalion Body of TUV SUD Praduct Service GmbH declares that & design > < Mn_wﬂm.n_ww_. MM.»M_M_%;
examination has been carried out on the respeclive devices in accordance with [VOD Annex ; re O Prod 0 CTM
IV {4). The dasign of the devices canforms to the requirsments of (his Directive. See alsa Mmoo roduct Code: Tl
notes overleaf, Nu O A
| == Anti-A,B MolterClone®
, Cell Line: ES-4/ES-15
Product Code: 6002046
Report No.: 713120074 _mu.u
=
: Parameters: Model Name: Ceil Line; Product Code:
[ | -
Valid from: 2018-06-05 - Anti-A BIRMA-1 TL /6802044
Valid until: 2023-06-04 e : Anli-B LB-2 TN/ 6902045
o L Anti-A,B ES-4/ES-15 TM / 8902046
e Facility(ies): Millpore (UK} Ltd,
G Kirkton Campus, Fleming Road, Livingston, EHS4 7BN, UNITED
\ : = pe KINGDOM
{ Lot : @
Date, 2018-05-25 = &
Stefan Preify o
N B
»W” ) M ..
TOV SUD Product Service GmbH is Nofified Bady with identification no, 0123 2 = Eaa
Page 1 of 2 um N | de Page 2 of 2
$\:. =
i [ Sl
R B
s g . i g ® w2 ELE e sl )
TOV 80D Produot Sorvice GmbH . Zartifizierstello - Fidlerstrofie 65 - 80339 Miinchen - Germany Ty S TOV 50D Product Senvice GmbH - Zertiizierstelle - RidlerstraRe 05 - 50339 Minchen - Germany TV
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EC CERTIFICATE

Lorne Laboratories Ltd
Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley
Berkshire RG64UT UNITED KINGDOM

EC Design - Examination Certificate

Annex IV, section 4 of Councll Directive 98/79/EC on In Vitre Diagnostic
Medical Devices

NG
ALY

MZT esmoun

EC CERTIFICATE

Lorne Laboratories Ltd
Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley
Berkshire RG64UT UNITED KINGDOM

Attachment 1 of 1

The products detailed below are covered under the scope of this certlficate:

z
vZ

Device Description: Q Model/Type Classification G/UMDN Cade
In vitro diagnostic monoclonal antibody reagents for Identification of hlood proups TN n“”_r.m ﬂwﬂ%ﬁ. M_m%%“moss_sa wwwwm |
0) Antl-AB Monoclonal, 620010/620000 46442 i
Device Classifications: ~ Antl-D, clone 1 Monoclonal, 230010/720000 52647 |
Annex I List A 0 O Antl-D clane 2 Monaclonal, 710010/710000 52647 :
et G Anti-D Duadone Monoclonal, 740010/740000 52647
. v Antl-C Monoclonal, 690005 52546
Model Type: = AntlE Monoclonal, 691005 52562
Please refer to Attachment: 1 T N Anti-c Manaclonal, 692005 52547
%.}1 7 Antl-e Monoclonal, 693005 Annex Il List A 52563
st Anti-C+D+E Menatlonal, 700010/700000 Annex il List A 52550
i j S, Anti-K Monoclenal, 760010 Annex Il List A 52593 f
We hereby declare that a design examination has heen carried out on the device(s) listed, following the ey i
i of the national legistation to which the und igned is subject, & ing Annex IV ion 4 of e ﬂ.u, |
H £
i 13
|

[ g ject, . 9
Council Directive 98/79/EC on In Vitro Diagnostic Medical Devices. We cerlify that the design of the devica(s) listed
conforms with the relevant provisions of Annex IV section 4 of the aferementioned directive as transposed into

national legislation. This certificate Is issued with 1 attact t listing product m.uW |
e i
| 4
el
S ”
i i
= |
File Number  A12241 CycleStart Date  May 24, 2018 , Flle Number A12241 Cycle Start Date  May 24, 2018 ,
Certificate Number  355,180611 Effective Date June 11, 2018 Certificate Number  355.180611 Effective Date June 11, 2018 |
Initial Issue Date  April 20, 2004 Expiry Date  May 23, 2023 W Initlal Issue Date  April 20, 2004 Explry Date May 23, 2023
=
" [
Autharised by Wa = Authorised by
\NPJM» RN \.uwaf
=
. Notified Body iy RNy Notified Body I _ |
e Cortification Manager Check Certificate = Certificatlon Manager Check Certificate
cmhw For and an Behall of UL Intemational (UK) Lid Status: here Mu ™o cmhw For and on Behalf of UL Intematianal (UK) Ltd Status: here _
: UL Intemational (UK) Limited i Wt i |
=3 o) UL International (UK) Limited
A s Wonersh House, The Guildway, Old Portsmoulh Road, el DA s 50 Wonersh House, The Guildway, Old Portsmouth Road, ,

Q0-MB-AQD43 Issue; 15.0
Guildford, Surrey, GUS 1LR, United Kingdom

Gulidford, Surrey, GLI3 1LR, United Kingdom -
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EC Certificate

EC Design-Exarmination Cortificate

Diractivo 9B/79/EC on In Vitro Diagnostic Medics! Devices (VD) Annosx iv 4)

(List A)
MNo. V717 11 62212 043

Manufacturer Millipore (UIK) Lid.

Kirklon Campus
Fleming Road
Livingston

EH54 7BN
UNITED KINGDOM

Product: Reagenis for determining the
following blood group: Rhesus-Systom

The Certification Body of TOV S(D Produet Service GmbH declares that a design
examination has been carried oul on the respactive devices in accordance with VDD Annex
IV{4). The design of the devices conforms to the requirements of this Directive, See also

noles overleaf,

Report Ne.: 713116594
Valid from: 2018-01-04
Valld until: 2023-01-03

Date,  2017.12-21 S\.\;\J\

Stefan Praift

TOV SOD Product Service GmbH is Notified Body with dentification na. 0123

Page 1 of 2

TOV SUD Product Service GmbH - Zartifizierstefle - RidlerstraBie 65 - 80339 Minchen + Germany

EC Ceriificate
EC Design-Examination Certificate
Directive 98/70/EC on tn v

No. V717 11 62212 043

Product Service

tro Ihagnostic Medical Devices (IVDD), Annex IV (4)

BIOSCOT Anti-¢

Gefl Line: MS.33

Product Code: TK
fdonoclonal Human Tt
Blood Grouping Reagent

BIOSCOT Angl-C

Call Ling: MS-24

Product Code: BN
Monoclonal Human Il
Blood Grouping Reagent
BIOSCOT Anti-o

Coll Line: MS-16/MS.21/MS-63
Produet Code: TU
Wonoclonal Human g
Bloed Grouping Reagent

BIOSCOT Anti-i

Coll Line: MS-80/115-258
Product Code: TA
Monoclonal Human lgid
Blood Grouping Reagant

Madel Name: Cell Line: Product Code:
Anti-c MS-a3 T
Anti-C MS-24 BN
Anti-e MS-T6/MS-21/MS-63 TY
Anti-E MS-80/MS-258 TA

Milllpore (LK) Ltd,
Kiikton Campus, Fleming Road, Livingston, EH54 78BN, UNITED
KINGDOM

sy 2D
TV $0D Product Service GmbH Zortifizierstelle - Ridlerstrafie 65 - 80333 Miinchon - Germany TV
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DECLARATION OF CONFORMITY CERTIFICATE

MANUFACTURER: MILLIPORI: (UK) LTID
FLEMING ROAD
KIRKTON CAMPUS

SECTION B: ESSENTIAL REQUIREMENTS CHECKLIST

LIVINGSTON EH354 70N © APPENDDC I LISCOF RiviidH e s davds Wileh denionstinie conforniity with ST

UNITED KINGDOM fhe Essentinl Requivements of Direciive 9B/79/EC on in vitro dingnostic medical i
devices i

PRODUCT: BIOSCOT ANTI-A

CELL LINE: BIRMA-]

IgM BLOOD GROUPING REAGENT EN 980:2008 i

PRODUCT CODE: TL Symbols for use in the Inbelling of medical devices,

Model(s) ,

ANTI-A MOLTERCLONE® BS BN IS0 13485:2012 £

CELL LINE: BIRMA-! Medieal Devices - Quality management systems - requirements for regulatory Purposes,

PRODUCT CODE: 6902044

EN 13612:2002
Performance evaluation of in vitro 4 ingnostic medical devices,

CLASSIFICATION: ANNEX 11 LIST A

CONFORMITY ASSESSMENT TE: NNEX 1
O A e R e BS EN IS0 23640:2015

Invitro diagnostic medical devices - Evaluation of Stability of in vitro dingnostic

We herewith declare that the above mentioned product meets the provisions of the Council Direetive 98/79/EC reageints !

Tor in vitro dingnostic medical devices. All supporting documentation is retained under the premises of the

manufacturer,
o : e : , BN 13641:2002 »
NOTIFIED BODY: quﬁwm%ﬁﬂﬁﬁwwmmw SERVICE GmbH | Elimination or recuction of risl of infection refated to in vitro dingnostic reagents, ; _
80339 MUNICH |
GERMANY ENISO 14971:2012

IDNO: 0123

Medical Devices - Application of risl Management to medical devices (SO 14971 12007, ko
Correoted revision 2007-10-01) : £

(EC) CERTIFICATE(S): V7 1805 62212 046

START OF CE MARKING: 07/07/03, TLD0303 i ENTSO 18113122011
Al i In vitro dingnostic medical devices - Information supplied by the manufacturer (labelling)
PLACE OF ISSUE: LIVINGSTON, UK. | = Part 1: Terms, definitions and general requirements (EN 180 18113-1:201 1) {
SIGNATURE & DATE OF ISSUE: ..\x.u\\%\ﬂ\%? He nucl_% ENISO 18113-2:2011 { ,
Colette McGregor Date In vitro diagnostic medieal devices - Information supplied by the manufacturer (fabelling) N

Hend of Quality ~Part 2: Tn vitro diaguostic reagents for professional use (EN IS0 18] [3-2:20] n

2009/886/5C 7
Common Technical Specifications (CTS) for in vitro dingnostic medical devices, |

Merck KGaA

Millipore (UK) Ltd

Fleming Road, Kirkton Campus

Livingston, EH54 78BN

Tel No: +44 (0) 1506 404000

Fax Nor + 44 1506 404001

W tiet sl m

Millipore Is a division of Mercic KGaA Rev 05, 28 May 2018 Page 1 af |

Rev 10, 01 June 2007 Poge | of'1 i
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DECLARATION OF CONFORMITY CERTIFICATE . 2

MANUFACTUR

MILLIPORE (UK) LTD
FLEMING ROAD
KIRKTON CAMPUS

PRODUCT:

CLASSIFICATION:

CONFORMITY ASSESSMENT ROUTE:

We herewith declare that the above mentioned

for i vitro dingnostic medical devices, All supporting documentat

manufacturer,

NOTIFIED BODY:

(EC) CERTIFICATE(S):
START OF CE MARKING:

PLACL OF I1SSUKE:

SIGNATURE & DATE OF ISSUE:

Merck KGaA
Millipore (UK) Ltd
Fleming Road, Kirkton Campus
Livingston, EH54 7BN

Tel No: +44 (0) 1506 404000

Fax No: + 44 1506 404001

wrciarous, cnm

Millipote Is a division of Merck KGaA

LIVINGSTON El547BN
UNITED KINGDOM

BIOSCOT ANTI-B

CELL LINE: LB-2

IgM BLOOD GROUPING REAGENT
PRODUCT CODE: TN

Madel(s)

ANTL-B MOLTERCLONE®
CELL LINE: L.B-2
PRODUCT CODE: 6902045

ANNEX II LIST A

ANNEX IV

ans of the Council Directive 98/79/RC

product meets the pro
It is retained under the premises of the

TUV $UD PRODUCT SERVICE GmbH
RIDLERSTRASSE 65

10-80339 MUNICH

GERMANY

IDNO: 0123

V7180562212 046
07/07/63, TNID0302
LIVINGSTON, UK.

Lyl M 123 o
Coletie MeGregor Date .M.a
Hend of Quality =
=

Rev 05, 28 May 2018, Page | of |

APPENDIX 1 - List of H.,.__.__E:mwg standayds which demonatyate conformity with
the Essentinl Requivements of Diveetive 98/79/EC on in vifre dingnostic medical
devices

EN 980:2008
Symbols for use in the labelling of medical devices,

BSEN IS0 13485:2012
Medical Devices - Quality management systems « reg

itements for regulatory purposes,

EN 13612:2002
Performance evaluation of in yvitro diagnostic medical deviees,

BS EN IS0 2364012015
In vitro diagnostic medicn! devices - Evaluation of Stability of in vitro diagnostic
reagents,

EN 13641:2002
Elimination or reduction of risk of infection related fa in vitro diagnostic reagents,

ENISO 14971:2012
Medieal Devices - Application of risl Management to medical devices {10 14971:2007,
1 2007-10-01)

ENTSO 18113-1;2011
In vitro dingnostic medieal devices - Information supplied by the manufacturer (labelling)
- Part 1 Terms, definitions and gencral requirements (BN 1SO 18113-1:2011)

ENISO 18113.-2:2011
Tn vitro dingnostic medicnl dovices - Information supplied by the manufacturer (Iabelling)
- Part 2; Tn vitro dingnostic rengents for professional use (EN 180 18113-2:201 1)

2009/886/EC
Common Technicnl Specifications (CT8) for in vitro dingnostic medionl deviees.

Rey 10,01 June 2017 Page | of 1
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ARATION OF CONFORMITY CERTIFICATE

SECTION B: BSSENTIAL REQUIREMENTS CHECKLIST

MANUFACTURER: MILLIPORE (UK) LTD
FLEMING ROAD e Y R R Tr s ey e e x
KIRKTON CAMPUS T APPENDI T Y LHF S aviion ed standavds which demonstrato conformity with
fhe Essenfial Requirements of Diveefive JU/IEC on in vitre dingnostic medical

LIVINGSTON EH54 78BN

UNITED KINGDOM devices .
PRODUCT: ANTI-D MONOCLONAL HUMAN EN 980:2008 _,
“mﬂuwmmmuﬂ%wmmm_zo PR Symbols for use in the Tabelling of medical devices, i _
.
CLASSIFICATION: ANNEX [ LIST A BS BN 180 13485:2012 i _
Medical Devives - Quality management systems - requirements for reguiatory purposes, :
CONFORMITY ASSESSMENT ROUTE: ANNEX IV j Fo {

; ; ish ol EN 13612:2002 i
We herewith declare that the above mentioned product meets the provisions of the Council Directive Performance evaluation of in vitr dingnostic medical deyices, i
98/79/EC for n vitro diagnostic medical devices, All suppor ng documentation is retained under the : 4

premises of the manufacturer. i o

97 vz

~3 BS EN SO 23640:2015 !
L o = @) In vilro diagnostic medical devices - Bvaluation of Stability of in vite diagnostic b
NOTIFIED BODY: TOV SUD PRODUCT SERVICE Gmbl e rengonts. -
RIDLERSTRASSE 65 - O %
D-80339 MUNICH ,....b e
GERMANY i O EN 13641:2002 _
IDNO: 0123 ) 53 Elimination or recuction of risk of infection related fo in vitro diagnostic rengents, :
oo i
(EC) CERTIFICATE(S): V7 180562212 048 i . O ,
BN SO 14971:2012 [
START OF CE MARKING: 07/07/03, GGCO301 Medical Devices « Application of risk Management to medical devices (IS0 14971:2007, i
i ! Correeted revision 2007-10-01) ‘ i
PLACE OF JSSUR: LIVINGSTON, UK, i
) | EN IS0 18113-1:201} L
SIGNATURE & DATE OF ISSUE: r\.‘\\«% \&\&Q 13w Jotd In vitro dingnastic medieal devices - Information supplied by the manufacturer (labelling)
Colette MeGregor Date | - Part 1: Terms, definitions and gencral requirements (BN 180 18113-1:201 1) I
Head of Quality | = !
2 ENTSO 18113-2:2011 :
e m Tn vito diagnostic medical devices - Information supplied by the manufactorer (labelling)
w - Part 2: In vitro diagnostic reagents for professional use (EN 1S0 18113-2:201 1)
g |
,m / 2009/886/EC -
Merck KGaA o M.. Common Technical Specifications (CTS) for it vitro dingnostic medical devicos, !
Millipare (UK) Itd ...Jn:.. <y ;
Livigston, Eriss g " S\E
vingston, =\ |
Tel No: +44 (0) 1505 404600 ] et A R |
Fax No: -+ 44 1506 404001 e !

£z

Wk

[EILeRe

Milllpore is a division of Merck KGaA Rev04,28 May 2018 Page 1 of | !
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DECLARATION OF CONFORMITY CERTIFICATE

MANUFACTURER:

PRODUCT:

CLASSIFICATION:

CONFORMITY ASSESSMENT ROUTE:

We herewith declare that the above men
SB/TIEC for in vigre diagnostic medical

premises of the manufacturer.

NOTIFIED BODY:

(EC) CERTIFICATE(S):

START OF CE MARKING:
PLACE OF ISSUR:

SIGNATURE & DATE OF ISSUR:

]
Merck KGaA
Millipore {UK) Ltd
Fleming Road, Kirkton Campus
Livingston, EN54 78BN
Tel No: +44 (0) 1506 404000
Fax No: + 44 1506 404001
i LU GOr
Millipore Is a division of Merck KGaA

tioned product meets the provisions of the Co
devices, All supporting documentation is retained under the

MILLIPORE (UK) LTD
FLEMING ROAD
KIRKTON CAMPUS
LIVINGSTON EH54 78N
UNITED KINGDOM

BIOSCOT ANTI-D
CELL LINE: TH-28/MS-26

MONOCLONAL IgG/TgM

BLENDED BLOOD GROUPING REAGENT
PRODUCT CODE: BM

Model(s)
ANTIE-D (RH-1) MOLTERCLONE®
CELL LINE: TH-28/MS-26
PRODUCT CODE; 6902047
ANNEX Il LIST A

ANNEX IV

il Directive

TUV SUD PRODUCT SERVICE GmbH
RIDLERSTRASSE 65

D-80339 MUNICH

GERMANY

IDNO: 0123

V7171262212 045

07/07/03, BMEO304
LIVINGSTON, UK.

Cutlle A%, @ %
Colette McGrefor Date
Head of Quality

Rev 05, 09 Tanuary 2018, Page Lof |

JUOLT DUAZIIDY

SECTION B: USSENTIAL RE UIREMENTS CHECKLIST

APPENDIX 1 - List of harmonised standards which demonstente confy "ty with
the Essentinl Requivements of Directlve 98/79/EC on in yitrp diagnostic medienl
devices

EN 980:2008
Symbols for use in the labelling of medical devices,

BS ENISO 13485:2012
Medical Devices - Quality management systems - requirements for regulatory purposes,

EN 13612:2002
Performance evaluation of in vitro diagnostic medical devices,

BSEN I1SO 2364012015
In vitro dingnostic medical devices ~ Bvaluation of Stability of in vitre dingnostic

rengents,

EN 13641:2002
Elimination or reduction of risk of infection related to in vine dingnostic reagents,

EN1S0 {4971:2012
Medical Devices - Application of risk Management to medical devices (IS0 14971:2007,

Corrected revision 2007-10-01)

ENISO 1811312011
In vitro dingnostic medlical devices ~ Tnformation supplied by the manuficturer (labelling)

- Part 1: Terms, definitions and general requirements (EN 180 18113-1:201 N

ENISO 18113-2:2011
Tn vitro dingnostic medical dovices - Inf;
= Part 2: Tn vitro dingnostic reagents for pr

natlon supplied by the manufuoturer (labelling)
ofessional use (EN 1SO 18113-2:20) 1§]

2009/886/EC
Commeon Technicnl Spesifieations (CT8) for iy vitra dingnostic medical devices,

Rev 10, 01 hine 2017 Page 1 of' 1
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DECLARATION OF CONFORMITY CERTIFICATE,

MANUFACTURER: MILLIPORE (UK} LTD
FLEMING ROAD
KIRKTON CAMPUS
LIVINGSTON, EH54 78N

UNTTED KINGDOM
ANTL-C" MONOCLONAL HUMAN
IeM BLOOD GROUPING REAGENT
ERODUCT CODE TX

ANNEX I1I Self Certify

PRODUCT:

CLASSIFICATION;

CONFORMITY ASSESSMENT ROUTE: ANNEX IIf

We herewith declare that the above mentioned lsl
d I Hai the above 1 Pproduct meets the Provisions of the Couneil
Directive 98/70/5C for vitro dingrinstic mediea] devides, All supporting %Eamzmﬂﬁ.__ Is

retained under the premises of the manufacturer,

START OF CR MARKING: 07407103, TX10301
PLACE, DATE OF 185U; LIVINGSTON, UK, 26 JULY 2011
SIGNATURE; m w o rae wi\ene, _y
: Anne Lombard
Head of Quality i

Millipore (UK L, Fleming Road, Kirkton Can |

) 3 pus, Livingston EH34 75N
Telephione No. 444 (0) 1 506 404000 - Py No, +4d (0) _ucm 404001
xnm_&aaa in Englnd No, 4130249 — VAT Reglstration No, G 769 7393 59
Regislered Offige: Milton Gate, &0 Chiswsi} Sireet, London EC1y 4AG

Rev o1 Pago 1 of 1
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APPENDIX 1 - List of harmonised standards which demonstrate conformity with
the Essential Requivements of Dircetive 9BI79/EC on in vifro dingnostic medical

devices

EN 980:2008
Symbols for use in the labelling of medical devices,

BS ENISO 134852012

Medical Devices - Quality management systems - requirements for regulatory purposes.

EN 13612:2002
Performance evaluation of in vitro diagnostic medical devices,

BS EN IS0 23640:2015
In vitro diagnostic medical devices - Evaluation of Stability of in vitro diagnostic

reagents,

EN 13641:2002
Elimination or reduction of risk of infection related fo in vitro diagnostic reagents,

ENTSO 149712012
Medical Devices - Application of risk M:
Corrected revision 2007-10-01)

anagement to medical devices (ISO 14971:2007,

ENISC 18113-1:2011
In vitro diagnostic medical devices - Information supplied by the manufacturer (labelling)

- Part 1: Tepms, definitions and general requirements (EN 150 18]13-1:201 1

EN1SO 18113-2:2011
In vitro diagnostic medical devices - Information supplied by the manufacturer (labelling)

= Part 2: In vitro diagnostic reagents for professional use (EN 1SO 18113-2:20] 1)

2009/886/EC
Common Technical Specifications (CT8) for jin vitro diagnostic medical devices,

Rev 10,01 June 2017 Page { of 1
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DECLARATION OF CONFORMITY CERTIFICATE

MANUFACTURER:

PRODUCT;

CLASSIFICATION:

CONFORMITY ASSESSMENT ROUTE:

MILLIPORE (UK) LTD
FLEMING ROAD
KIRKTON CAMPUS
LIVINGSTON EH54 7BN
UNITED KINGDOM

ANTIl-e MONOCLONAL HUMAN
IgM BLOOD GROUPING REAGENT
PRODUCT CODE TU

ANNEX H LIST A

ANNEX IV

We herewith declare H__M.: the mvoé mentioned product meets the provisions of the Couneil Directive
98/TUEC for in vitre dingnostic medical devices, All supporting documentation is retained under the

premises of the manufacturer,

NOTIFIED BODY:

(EC) CERTIFICATR(S):
START OF CE MARKING:
PLACE OF ISSUE;

SIGNATURE & DATE OF ISSUE:

L |
Merck KGaA
Millipare (UK) Lt
Flerning Road, Kirkton Campus
Livingston, EHS4 78N
Tel No: -+44 (0) 1506 404000
Fax No: + 44 1506 404001
WHRLIBRICKArDND, Com
Millipore s & division of Merck KGaA

TOV SUD PRODUCT SERVICE Grabi
RIDLERSTRASSE 65

D-80339 MUNICH

GERMANY

IDNO: 0123

V7171162212 043
47/07/03, TUF0307

LIVINGSTON, UK.
Lottt frye 09 Ton 2068
Colette McGregor Date
Head of Quality
Rev 04, 09 January 2018, Page 1 of 1

8191267

JloF budz, 10y

—_

ARRE K

SECTION B: ESSENTIAL REQUIREMENTS CHECKLIST

APPENDIX 1 - List of harmonised standards which demonstrate conformity with
the Essential Requirements of Directive 98/79/EC on in vifro diagnostic medical

devices

EN 980:2008
Symbols for use in the labelling of medical devices,

BS EN IS0 13485:2012
Medical Devices - Quality management systems - requirements for regulatory purposes.

EN 13612:2002
Performance evaluation of in vitro diagnostic medical devices,

BS EN IS0 23640:2015
In vitro diagnostic medical devices - Evaluation of Stability of in vitro diagnostic

reagents,

EN 1364 1:2002
Elimination or reduction of risk of infection related to in vitro diagnostic reagents,

EN IS0 14971:2012
Medical Devices - Application of risk Mana,
Corrected revision 2007-10-01)

gement to medical devices (ISO 14971:2007,

ENISO 18113-1:2011
In vitro dingnostic medical devices - Information supplied by the manufacturer (labelling)

= Part 1: Terms, definitions and general requirements (EN ISO 18113-1:2011)

ENISO 18113-2:2011
In vitro diagnostic medical devices - Information supplied by the manufacturer (labelling)

- Part 2: In vitro diagnostic reagents for professional use (EN ISO 18113-2:201 1)

2009/886/EC
Common Technical Specifications (CTS) for in vitro diagnostic medical devices,

Rev 10, 01 June 2017 Page 1 of |
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Merck KGaA

DECLARATION OF CONFORMITY CERTIFICATI

MANUFACTURER: MILLIPORE (UK) LTD
FLEMING ROAD
KIRKTON CAMPUS
LIVINGSTON EH54 7BN
UNITED KINGDOM

PRODUCT: ANTI-E MONOCLONAL HUMAN

1gM BLOOD GROUPING REAGENT
PRODUCT CODE TA

CLASSIFICATION: ANNEX I LIST A

CONFORMITY ASSESSMENT ROUTE: ANNEX 1V

We herewith .n.qmn_,_a that the above mentioned product meets the provisions of the Council Directive
wm\qm_‘mo for in virro diagnostic medical devices, All supporting documentation is retained under the
premises of the manufacturer,

NOTIFIED BODY: TOV SUD PRODUCT SERVICE GmbH
RIDLERSTRASSE 65
D-80339 MUNICH
GERMANY
IDNO: 0123
(EC) CERTIFICATE(S): V71711 62212 043
START OF CE MARKING: 07/07/03, TADO301
PLACE OF ISSUE: LIVINGSTON, UK.
SIGNATURE & DATE OF ISSUE: by Mg 0950 B8
Colette McGregor Date
Head of Quality

Millipore (UK) Ltd

Fleming Read, Kirkton Campus
Livingston, EH54 7BN

Tel No: +44 (0) 1506 404000
Fax No: + 44 1506 404001
W, merckaroi, com

M

ore s 2 divislon of Merck KGaA Rev 04, 09 January 2018, Page1of1
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monsirate conformity with
in vitro diagnostic medical

APPENDIX 1 - List of harmonised standards which de;
the Lssenfial Requirements of Directive 98/79/EC on

deviees

EN 980:2008
Symbols for use in the labelling of medical devices.

BS EN ISO 13485:2012
Medical Devices - Quality management systems - requirements for regulatory purposes.

EN 13612:2002
Performance evaluation of in vitro diagnostic medical devices.

BS EN IS0 23640:2015
In vitro diagnostic medical devices - Evaluation of Stability of in vitro diagnostic

reagents.

EN 13641:2002
Elimination or reduction of risk of infection related to in vitro diagnostic reagents.

ENISO 14971:2012
Medical Devices - Application of risk Mana;
Corrected revision 2007-10-01)

gement to medical devices (ISO 14971:2007,

mZHmOE:w._Maz
In vitro diagnostic medical devices - Information supplied by the manufacturer (labelling)

- Part 1: Terms, definitions and general requirements (EN 180 18113-1:2011)

EN ISO 18113-2:2011
In vitro diagnostic medical devices - Information supplied by the manufacturer (labelling)

= Part 2: In vitro diagnostic reagents for professional use (EN TS0 18113-2:2011)

2009/886/EC
Comimon Technical Specifications (CTS) for in vitre diagnostic medical devices.

Rev 10, 01 June 2017 Page 1 of 1
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DECLARATION OF CONFORMITY CERTIFICATE

MANUFACTURER;:

PRODUCT:

CLASSIFICATION:

CONFORMITY ASSESSMENT ROUTE:

MILLIPORE {UK) LTD
FLEMING ROAD
KIRKTON CAMPUS
LIVINGSTON EH54 78N
UNITED KINGDOM

ANTI-C MONOCLONAL HUMAN
1gM BLOOD GROUPING REAGENT
PRODUCT CODE BN

ANNEX II LIST A

ANNEX 1V

We herewith declare that the above mentioned product meets the isi il Directi
here d g : | provisions of the Council Directive 98/7%EC
for in viro diagnostic medical devices. All supparting dacumentation is retained under the premises of the

manufacturer,

NOTIFIED BODY:

(EC) CERTIFICATE(S):
START OF CE MARKING:
PLACE OF ISSUE:

SIGNATURE & DATE OF ISSUE:

Merck KGaA

Millipore (UK) Ltd

Fleming Road, Kirkton Campus
Livingston, EH54 78N

Tel No: +44 (0) 1506 404000

Fax No: -+ 44 1506 404001

v, merckoroun, com

Millipore Is a division of Merck KGaA

TOV $UD PRODUCT SERVICE Gmbl
RIDLERSTRASSE 65

D-80339 MUNICH

GERMANY

IDNO: 0)23

V7171162212 043
07/07/03, BNAG30]

LIVINGSTON, UK,
olflls M Gy 0 p08
Colette McGregor Date
Head of Quality
Rev 04, 09 January 2018, Page 1 of 1

JUOLT bz, 030

ONQ097 vz

oS

APPENDIX 1 - List of harmonised standards which demonstrate conformity with
the Essential Requirements of Directive 98/79/EC on in vitro diagnostic medical

devices

EN 980:2008
Symbols for use in the labelling of medical devices.

BS EN ISO 13485:2012
Medical Devices - Quality management systems - requirements for regulatory purposes.

EN 13612:2002
Performance evaluation ofin vitro diagnostic medical devices.

BS EN 1S0 23640:2015
In vitro diagnostic medical devices - Bvaluation of Stability of in vitro diagnostic

reagents.

EN 13641:2002
Elimination or reduction of risk of infection related to in vitro dingnostic reagents.

EN ISO 14971:2012
Medical Devices - Application of risk Management to me

Corrected revision 2007-10-01)

dical devices (1SO 14971:2007,

LN ISO 18113-1:201]
In vitro diagnostic medical devices - Information su

- Part 12 Terms, definitions and general requirement

pplied by the manufacturer (labelling)
s (EN 1SO 18113-1:2011)

ENISO 18113-2:2011
In vitro diagnostic medical devices - Information su pplied by the manufacturer (labelling)

- Part 2: In vitro diagnostic reagents for professional use (EN ISO 18113-2:2011)

2009/886/EC
Common Technical Specifications (CTS) for in vitro diagnostic medical devices.

Rev 10, 07 June 2017 Page 1 of |
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DECLARATION OF CONFORMITY CERTIFICATE

MANUFACTURER; MILLIPORE (UK)LTD
FLEMING ROAD
KIRKTON CAMPUS
LIVINGSTON EHs4 78N
UNITED KINGDOM
PRODUCT: ANTI-c MONOCLONAL i UMAN
[gM BLOOD GROUPING REAGENT
PRODUCT CODE TK.

CLASSIFICATION: ANNEX I LIST A

CONFORMITY ASSESSMENT ROUTE: ANNEX |V

We herewith declare that the above menti
! a ¢ tioned product meets the provisions of the il Directi
9TIEC for in viro diagnostic medical devices, All supporting documentation is _.MM”HM_:WMMM ﬂ__,m

premises of the manufacturer,

NOTIFIED BODY; TOV SUD PRODUCT SERVICE GmbH
RIDLERSTRASSE 65
D-80339 MUNICH
GERMANY
IDNO: 0123

(EC) CERTIFICATE(S): V717 11 62212 043

START OF Ci; MARKING: 07/07/03, TKDO301

PLACE OF ISSUE: LIVINGSTON, UK

SIGNATURE & DATE OF ISSUE:

Colette McGregdy
Head of Quality

|
Merck KGa
Millipore (UK) Ltd
Fieming Road, Kirkton Campus
Livingston, EH54 78N
Tel No: +44 (0) 1505 404000
Fax No: + 44 1505 404001
YENWLINEICEArop com
Millipore is a division of Merck KGaA

Rev 04, 09 January 2018,

Q9 8m 2008

Date

Page | of 1

gy

MRRCU K

SECTION B: ESSENTIAL REQUIREMENTS CHECKLIST

APPENDIX 1 - List of harmonised standards which demonstrate conformity with
the Essential Requirements of Directive 98/79/EC on in vitro diagnostic medieal

devices

EN 980:2008
Symbols for use in the labelling of medical devices.

BS ENTISO 13485:2012
Medical Devices - Quality management systems - requirements for regulatory purposes,

EN 13612:2002
Performance evaluation of in vitro diagnostic medical devices,

BS EN ISO 23640:2015
In vitro dingnostic medical devices - Evaluation of Stability of in vitro diagnostic

reagents.

EN 13641:2002
Elimination or reduction of risk of infection related to in vitro diagnostic reagents.

EN ISO 14971:2012
Medical Devices - Application of risk Management to medical devices (180 14971:2007,

Corrected revision 2007-10-01)

ENTSO 18113-1:2011
In vitro diagnostic medical devices - Information supplied by the manufhcturer (labelling)

- Part 1: Terms, definitions and general requivements (EN ISO 18113-1:201 )]

ENISO 18113-2:2011
In vitro diagnostic medical devices - Information supplied by the manufacturer (Jabelling)

- Part 2: In vitro diagnostic reagents for professional use (BN IS0 181 13-2:2011)

2009/886/EC
Common Technical Specifications (CTS) for in virro diagnostic medical devices.

Rev 10, 01 June 2017 Page 1 af 1
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DECLARATION OF CONFORMITY CERTIFICATE

ANUT, ks Ml ! RE (UK L = T T N RS I o ey e e B A e e o i
M ACTURER P rww_ﬂua Ehu >muu D TTUAPPENDIN 17U LIS 6 Tatmaiised stndards witeh dom 'ate conformity with

KIRKTON CAMPUS fhe Esseufial Requirements of Divective 98/79/EC on in piiro dinpgnostic medieal i

LIVINGSTON EH354 7BN devices »

UNITED KINGDOM |

; 1 | EN 980:2008 |

ERRIEI: mﬂ.ﬂnﬂuﬂwﬂﬂw%hbm “ﬂ_m‘»\ﬂ%ﬂﬂq PRODUCT i Symbols for use in the Iabelling of medical devices, I

CODE TR | m

! BS EN IS0 13485:2012 ,

ShaiCA O, AR LISEA ! Medieal Deviees - Quality management syslems ~ requirements for regulatory purposes, 1Y

EN. 13612:2002

CONFORMITY ASSESSMENT ROUTE:  ANNEX 1V
Performance evaluation of in vitio diagnostic medical devices.

We herewith declare that the above mentioned product meets the provisions of the Council Directive !
D8/T9/EC for in vio dingnostic medical devices, All supporting documentation is retained under the | m...“w

premises of the manufacturer, 1= ‘ BS EN ISO 23640:2015 i
b { In vilro diagnostic medical devices - Evaluation of Stability of in vitro diagnostic £
PeID reagents, i
NOTIFIED BODY: TUV SUD PRODUCT SERVICE GmbH i T |
RIDLERSTRASSE 65 L B P
D-80339 MUNICH P e EN 13641:2002 Lo
GERMANY ; \\.m Elimination or reduction of risl of infection related fo in vitro diagnostic rengents, -
IDNO: 0123 : !
. O i
(EC) CERTIFICATE(S): V7180562212 047 ENISO 14971:2012 i
Mediea] Devices - Application of risk Mauagement to medical devices (IS0 14971:2007, i
START OF CE MARKING: 07/07/03, TREO302 Corrected revision 2007-10-01) e d
PLACE OF ISSUE: LIVINGSTON, UK. . Lo
: BN IS0 [8113-1:2011 h

val deviees « Information supplied by the manufacturer (labelling)

In vitro dingnosti

SIGNATURE & DATE OF ISSUL: K%\»\x\&\&b K (% m ~Part 11 Terms, definitions and gencral tequirements (EN 18O 18113-1:2011) b
Colette MeGregor Date = i
Hend of Qualit H
LAY mum = EN TS0 1811322011
' 3 Tn vitro diagnostic medienl devices - Information sy lied by the manufactyrer (Inbelling)
,m = Part Z: Tn vitro dingnostic reagents for pprofessional uge (BN 18O 18113.-2:20] 1) i
S NE |
Ty = 2009/886/1C W
Merck K OmM 3 il Common Technical Specifications (CT8) for in vitro dingnostic medieal devices, i
=1 i
Millipere (UK) Ltd 8 & .
Fleming Road, Kirkton Campus i o,
Livingston, EH54 78BN m Rev 10, 01 June 2017 Poge l ol | !
A kLt

Tel No: -+44 (0} 1506 404000
Fax No: + 44 1506 404001 Eo
s !

L
Millipore is a division of Merck KGaA Rev 04, 28 May 2018, Page | of | i
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