CERTIFICATE OF REGISTRATION

e l.orne Laboratories Ltd
Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berkshire RG6 4UT !
United Kingdom ‘
UL LLC® (UL) issues this certificate to the Firm named above, after assessing the Firm's quallly
sysiem and finding it in compliance with

ISO 13485:2003 / Cor 1:2009
EN 1SO 13485:2012

The manufacture of in vitro diagnostic blood grouping reagents. The purchase for
resate of in vitro diagnostic serology test kit.

Fiie Number  A1224 Effective Date  May 23, 2017
Certificate No. 11640248.PDWS Expiry Date  February 28,2019

Authorized by

V camm, | s

Michael J. Windler, P.E.
Manager of Global Regulatory Service
Distinguished Mermber of the Technical Staff |
UL Life and Health Sciences
ULLLC

This qualily system registration s included in UL's Directory of Regislered Firms and applies lo the provision of goods andlor services
as specified in the scope of registration fram the address(es) shown above. By issuance of this certificate the firm reprasents that it wii
maintain its registration in accordance with the applicable requirements. This cerfificate is nat transferable and remains the propedy of
Ul LLC.
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EC CERTIFICATE

. Lorne Laboratories Ltd
Unit 1 Cutbush Park Industrial Estate,
Danehill, Lower Earley, Berkshire RG6 4UT, UK

EC Certificate - Full Quality Assurance
System Approval Certificate

Annex IV, (excluding sections 4 and 6) of Council Directive 98!791EC on In Vitro
Diagnostic Medical Devices

Scope of Certificate: ‘
The design and manufacture of in vitro diagnostic reagents for
identification of blood groups

e Device Classification:
4 Annex ||, List Aand B

Device Descriptions:
Please refer to Attachment 1

Model:
Please refer to Attachment 1

Il File Number A12241 Cycle Start Date 23 May 2017

' L0 Certificate No.  354.170425 Effective Date 23 May 2017
Expiry Date 22 May 202@

Authorised by

B. Rodgers
Certification Manager ;

For and on Behalf of UL Interncltlonal (UK) ‘Ltd

We hereby declare that an examination of the full quality assurance system has been carried out per report 11640248
, following the requirements of the national legislation to which the under'5|gned is subject, transposmg Annex IV
(wn!:h the exemption of sectlons 4 and 6) of Council Dlrectlve 98!79!5(‘. on In| Vltro Dlagnost -Medical-Devices, We

; where they are covered by this certificate, an EC Design Exammatlon certif'cate acco ‘r'lg“g:q 98;79/EC, A nex 1V,
Section 4 is required. This certificate is issued with 1 attachment listing model numbers .{ (_’ ££¢ ‘ "

Notified Body ‘=_ U0 ) i

ke 0 843 GLuldford Sui
IVDD A4 S3 FQ 00-NB-F0051 Issue: 6.0



Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate,
Danehill, Lower Earley, Berkshire RG6 4UT, UK

Attachment 1 of 1

The products detailed below are covered under the scope of this cerﬁficaté

Device Description

Anti-A Monoclonal

Anti-B Monoclonal
Anti-A,B Monoclonal
Anti-C Monoclonal

Anti-E Monoclonal

Anti-c Monoclonal

Anti-e Monoclonal

Anti-K Monoclonal

Anti-D Clone 2 Monoclonal
Anti-D Clone 1 Monoclonal
Anti-D Duoclone Monoclonal
Anti-Jka Polyclonal
Anti-Jkb Polyclonal
Anti-Fyb Polyclonal

AHG Elite Clear

AHG Elite Green

Anti-Fya Monoclonal
Anti-C+D+E Monoclonal
Anti-Human IgG Clear
Anti-Human IgG Green
Monoclonal Rh Control
Monoclonal D Negative Control

File Number A12241
Certificate No. 354.170425

Notified Body

0843

Model Classification
600005/600010/600000 Annex Il List A
610005/610010/610000 Annex Il List A
620005/620010/620000 Annex Il List A
690005 Annex Il List A
691005 Annex Il List A
692005 Annex Il List A
693005 Annex Il List A
760005/760010 Anne>J< Il List A
710010/710000 Anne)}( Il List A
730010/730000 Annex Il List A
740010/740000 Aj\nne>1< Il List A
323002/323000 Annex I List B
324002/324000 Annex Il List B
317002/317000 Annex Il List B
415010/415100/415000 Annex Il List B
435010/435100/435000 Annex Il List B
774000/774002 Annex Il List B
700005/700010/700000 Annex Il List A
401010/401000 Annex Il List B
402010/402000 Annex |l List B
640010 Annex Il List A
650010 Annex Il List A

Cycle Start Date 23 May 2017
Effective Date 23 May 2017

Expiry Date

22 May 2022

IVDD A4 S3 FQ 00-NB-F0051 Issue: 6.0

Authorised by

y7/

: B. Rodgers
Certification Manager

For and on Behalf of UL International (UK) Ltd

Wonersh House, The G
Guildford, Surkey;
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National Health Service Blood & Transplént (NHSBT)

14 Estuary Banks
Liverpool L24 8RB UNITED KINGDOM

EC Certificate - Full Quality Assurance
System Approval Certificate

Annex IV (excluding sections 4 and 6) of Council Directive 98/79/EC on In Vitro
Diagnostic Medical Devices

Scope of Certificate: ! _
The design and manufactude of in vitro diaghostic medical devices for determiining blood groups

Device Classifications:
Annex Il List A
Annex Il List B

Device Descriptions and Maodel Type:
Please refer to Attachment¥: 1,2

We hereby declare that an examination of the full quality assurance system has been carried out following the
requirements of the national legislation to which the undersigned is subject, transposing Annex IV (with the
exemption of sections 4 and 6) of Council Directive 98/79/EC on In Vitro Diagnostic Medical Devices. We certify that
the full quality assurance system conforms with the relevant provisions of the aforementioned directive and is
subject to periodic surveillance as required by 98/79/EC, Annex IV, Section 5. For Annex II, List A devices where
they are covered by this certificate, an EC Design Examination certificate according to 98/79/EC, Annex IV, Section
4 s required. This certificate is issued with 2 attachments listing product references.

File Number A18(88 ‘Cycle Start Date  December 12, 2018
Certificate Number 308.181212 - Effective Date  December 12, 2018
Initial Issue Date Decqmber 11, 2003 : Expiry Dat<=T December 11, 2023

Authorised by

N#tiﬁed Body Paul Daysh

" \ LN el
i ()843 i Certification Manager | / “he FEifica
F Y i : O b VAR
i | or and on Behalf of UL lnternatl‘onal (UK) L.td ; . Statc.lus: her 3K
i

! IS4, L z
: & Internatignal (Ui Limitd
IVDD A4 83 FQ | ; 5 -y z
00-MB-A0043 Issue: 15.0 Wonersh House, The Guildway PortsmoLth 3’5;;
Guildford, Surre ilsd'Kingdam




[EC CERTIFICATE

National Health S¢rwce Blood & Transplant (NHSBT)

14 Estuary Banks
Liverpool L24 8RB UNITED KI]NGDOM

Attachment 1 of 2

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

Model/Type Classification G/UMDN Code
Alrr cells Alsevers {10mL 2.8% suspension) PRO12 Annex |l List A - |
A2rr cells Alsevers (10mL 2.8% suspension) PRO22 Annex {1 List A -
Brr cells Alsevers (10mL 2.8% suspension) PRO33 Annex |l List A -
OR1r cells Alsevers (10mL 2.8% suspension) PRO44 Annex Il List A -
Alrr cells in CellStab {10mL 0.8% suspension) PRO14 Annex [l List A
Alrr cells in CellMedia PRO1S Annex Il List A
Brr cells in CellStab {10mL 0.8% suspension) PRO35 Annex |l List A
Brr cells in CeliMedia PRO36 Annex Il List A <
BR1r cells in Alsevers (10mL 2.8% suspension) PR034 Annex I List A -
OR1r cells in CellStab (10mL 0.8% suspehsion) PR045 Annex |l List A -
OR1r cells in CellMedia PRO46 Annex I List A -
2 Cell antibody screen PR101 Annex Il List A
2 Cell antibody screen in CellStab PR102 Annex Il List A
2 Cell antibody screen in Celledia PR143 Annex Il List A
rr Cell antibody screen in CellStab PR106 Annex I List A
rr Cell antibody screen in CellMadia PR10GS Annéx Il List A
r'r and r"r Cell antibody screen in CellStah PR107 Annex Il List B -
r'r and r"r Cell antibody screen in CellMedia PR109 Annex Il List B -
Antibody ID panel products in Alsevers PR141/144/201/211 Annex Il List B -
Antibody ID panel products in CeliStab PR142/143 Annex |l List B 4
File Number A18088 Cycle Start Dat;e December 12, 2018
Certificate Number 308.181212 Effective Date December 12, 2018
Initial Issue Date December 11, 2003 Expiry Date December 11, 2023

Authorised by |

NOtifled BOdy Paul Daysh

| Certification Manager
For ahd on Behalf of UL International (UK) Ltd

VDD A4 53 FQ
00-MB-ADD43 lssue: 15.0 Wonersh House The Gui




EC CERTIFICATE

National Health Service Blood & Transplant (NHSBT)

14 Estuary Banks
Liverpool L24 8RB UNITED KINGDOM

Attachment 2 of 2

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

Model/Type Classification G/UMDN Cade
Antibody ID panel products in CdliMedia PR162/163 Annex || List B -
Antibody ID panel products in LISP PR146 Annex |l List B -
Antibody ID panel products papainised in Alsevers PR154 Annex |l List B -
Antibody ID panel products papdinised in CellStab PR152/153 Annex || List B -
Antibody ID panel products papainised in CellMedia PR172/173 Annex |l List B -
lgG coated cells PRO92 Annex |l List 8 4
ZZAP Kit PN161 Annex |l List B %
Weak Anti-K Control PN043 Annex |l List B -
Weak Anti-c Control PN042 Annex |l List B .
Weak Anti-Fya Control PN044 Annex |l List 8 -
Weak Anti-D Control PN046 Annex Il List B -
AB Serum PN0O61 Annex [l List B ¥
3 Cell antibody screen PR121 Annex |l List B &
3 Cell antibody screen in CellStab PR122 Annex Il List B -
3 Cell antibody screen in CellMedia PR123 Annex |l List 8
3 Cell antibody screen papainised In Alsevers PR124 Annex || List B -
|
File Number A18088 Cycle Start Date December 12, 2018
Certificate Number  308.181212 Effective Datt-;:' December 12, 2018
Initial Issue Date Decgmber 11, 2003 Expiry Date December 11, 2023

Authorised by

N Brarrlors

Notified Body Paul Daysh

Certification Manager
For and on Behalf of UL International (UK) Ltd

VDD A4 83 FQ
00-MB-A0043 Issue: 15.0 Wonersh House

Guildf #




) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratoriés Ltd declares that the following in'vitro diagnostic reagent:

. Product Name Catalogue Number _‘
/Anti-A Monoclonal 600010 |

has been classified as List A (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 S| 2002 No.618 which i
transposes the requirements of Directive 98/79/EC) and the Commission |
Decision on Common Technical Specifications 2009/108/EC. 1
and is in conformity with the national standards transfposi;ng harmonised
standards: Co

BS EN ISO 13485:2012
BS EN 13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012
BS EN ISO 15223-1:2016
BS EN ISO 18113-2:2011
BS EN ISO 23640:2015

The conformity assessment procedure performed was in accordance with
Annex IV of Directive 98/79/EC and was carried out by UL International (UK)
Ltd, Wonersh House, The Guildway, Old Portsmouth Road, Guildford, Surrey
GU3 1LR, United Kingdom, Notified Body Number 0843,

The certificates issued by UL-UK Ltd to show compliance are numbers
354.170425 and 355.130523.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 23 May 2017. '

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited | / ;I“ {0) 118921 }_“2:13}1-

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RGE4UT United Kingdom

Hegtered office g above



H LORNE

LABORATORIES

N

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in%vitro diagnostic reagent:

Product Name Catalogue Number
Anti-B Monoclonal 610010

has been classified as List A (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 S| 2002 No.618 which
transposes the requirements of Directive 98/79/EC) and the Commission
Decision on Common Technical Specifications 2009/108/EC.

and is in conformity with the national standards transposwng harmonised
standards: ; |

BS EN ISO 13485:2012 |
BS EN 13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 15223-1:2016

BS EN ISO 18113-2:2011

BS EN ISO 23640:2015

The conformity assessment procedure performed was in accordance with
Annex IV of Directive 98/79/EC and was carried out by UL International (UK)
Ltd, Wonersh House, The Guildway, Old Portsmouth Road, Guildford, Surrey
GU3 1LR, United Kingdom, Notified Body Number 0843.

The certificates issued by UL-UK Ltd to show compliance are numbers
354.170425 and 355.130523.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 23 May 2017,

f
Eddy Velthuis
Technical Director

Lorne Laborat%)ries Limited /1<%
|

|Eﬂ Unit 1 Cutbush Park Industrial Estaty Fax; +as {0} 118 98 42
: UI_ \/ Dan‘éhili) Lower Farlg il: info@iorpyd
o Berkshire RG6 4UT United Kingdolms i www.8rifelgiilé

File Ho AT2241; | \
IS0 13485:2003; 5D 9041 26108 Regustered offive s ahove. Rugiste:



) LORNE

LAB(‘)RAT(){IF

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagen*:

- Product Name Catalogue Number
Anti-Aq Lectin 116005

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 of 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 ISO 13485:2012
BS EN 13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012
BS EN ISO 15223-1:2016
BS EN ISO 18113-2:2011
BS EN ISO 23640:2015

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 respon3|b|l|ty of Lorne
Laboratories Ltd and is valid from 04 April 2017.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited ol +44 {0) 118 4971 2#5¢
f
Unit 1 Cutbush Park Industriai Estaﬁig,, M Fax: md {0) 118 996 4518

File Na A1224(; |
IS0 1345:2003; fﬁo 9051:2308



LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

|
Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product Name Catalogue Number
Anti-D Duoclone Monoclonal 740010

has been classified as List A (Directive 98/79/EC, Annex |l) and complies with
the essential requirements and provisions of Directiv? 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) and the Commission
Decision on Common Technical Specifications 2009/‘1 08/EC.

and is in conformity with the national standards transbosing harmonised
standards:

BS EN ISO 13485:2012
BS EN 13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012
BS EN I1SO 156223-1:2016
BS EN ISO 18113-2:2011
BS EN ISO 23640:2015

The conformity assessment procedure performed was in accordance with
Annex IV of Directive 98/79/EC and was carried out by UL International (UK)
Ltd, Wonersh House, The Guildway, Old Portsmouth Road, Guildford, Surrey
GU3 1LR, United Kingdom, Notified Body Number 0843.

The certificates issued by UL-UK Ltd to show compliance are numbers
354.170425 and 355.130523.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 23 May 2017.

f

ok

Fila N At2241; \ =
1S 13485:2003: S0 3001:2008 Ropistisati aifen s abigue tf.-.:& J

Eddy Velthuis
Technical Director

Unit 1 Cutbush Park Industrial Est

Danehill, Lower Ea ,{@; Emailtinfo@lorels
Berkshire RG6 4UT United Kingdlon v lornelabs, cof
| ORI T T



LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagen{t:

Product Name Catalogue N'L___Jm_ber_ |
Anti-D Clone 1 Monoclonal 730010

has been classified as List A (Directive 98/79/EC, Annex |l) 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) and the Commission
Decision on Common Technical Specifications 2009/108/EC.

and is in conformity with the national standards transposing harmonised
standards:

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 15223-1:2016 :

BS EN ISO 18113-2:2011 o
BS EN ISO 23640:2015

The conformity assessment procedure performed was in accordance with
Annex IV of Directive 98/79/EC and was carried out by UL International (UK)
Ltd, Wonersh House, The Guildway, Old Portsmouth Road, Guildford, Surrey
GU3 1LR, United Kingdom, Notified Body Number 0843.

The certificates issued by UL-UK Ltd to show compliance are numbers
354.170425 and 355.130523.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 23 May 2017,

M_,-ﬂg

Eddy Velthuis
Technical Director

Lorne Laboratories Limitg

TiTekad (0] 118202564

[Th | Unit 1 Cuibush Park Ind‘bstrial Estaitd i Fawead 054050956 4519
. UL _ y/ Danehill, Lower Earl b By -r.'.-M-_hlm_ng\;'i'_ap-..r_.:.:m
s M ] Berkshire RGE 4UT United KingdomZl 4 lo¥rg é’ﬂa-‘.cmj}l
) ' \ i p g

Fils o A12241; :
160 13485:2003, 150 $001 2008 Ramistered office 34 abave Begestaand in



)y LORNE

LABORATORIES

|
EC DECLARATION OF CONFORMITY
| o |
Lorne Laboratories Ltd declares that the following in vitro diagnostic reagen‘t:
| \
Product Name Catalogue Number
Anti-Kell Monoclonal 760010

has been classified as List A (Directive 98/79/EC, Annex Il) and complies wi‘th
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) and the Commission
Decision on Common Technical Specifications 2009/108/EC.

and is in conformity with the national standards transposing harmonised
standards:

BS EN ISO 13485:2012
BS EN 13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012
BS EN ISO 15223-1:2016
BS EN ISO 18113-2:2011
BS EN ISO 23640:2015

The conformity assessment procedure performed was in accordance with |
Annex |V of Directive 98/79/EC and was carried out by UL International (UK)
Ltd, Wonersh House, The Guildway, Old Portsmouth Road Guildford, Surrey
GU3 1LR, United Kingdom, Notified Body Number 0843

The certificates issued by UL-UK Ltd to show comphahce are numbers ‘
354.170425 and 355.130523. | i

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 23 May 2017.

_”?

Eddy Velthuis
Technical Director

Lorne Laboratories Limil_éétlf_l
Unit 1 Cutbush Park Industrial Estate Fax: +dm{q’ AN
Danehill, LowerEarley | Email: m! ul'i elabs.com

Berkshire RG6 4UT United Kindom | “wwwi lorfidlat
i ._f-JII-‘.I.I- ,_,.' oYy -

Pl No Az241; B &
13D 15485:2053; 150 9001.2008 Registered alfice oy .1'::\1 Himl



LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

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

Product Name Catalogue Number
AHG Elite (Green) 435010

has been classified as List B (Directive 98/79/EC, Anfnex [I) 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). ;

and is in conformity with the national standards transposmg harmonised
standards: !

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012 }
BS EN ISO 15223-1:2016 ‘ |
BS EN ISO 18113-2:2011 |

BS EN ISO 23640:2015

The conformity assessment procedure performed was in accordance with
Annex IV of Directive 98/79/EC and was carried out by UL International (UK)
Ltd, Wonersh House, The Guildway, Old Portsmouth Road, Guildford, Surrey
GUS 1LR, United Kingdom, Notified Body Number 0843.

The certificates issued by UL-UK Ltd to show compliance are numbers
354.170425 and 355.130523.

This declaration of conformlty is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 23 May 2017.

/ﬁ;

Eddy Velthuis
Technical Director

Fii= Ho A12241;
150 134652003 190 9094:2608 Registered offjce g abowe, Registesd i

\&, : \quw lohmlab _-.-w@.
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MONOtLONAL BLOOD GROUPING REAGENTS.

DIRECTIONS FOR USE
Anti-A, Anti-B and Anti-A,B Monoclonal;

Ce

0843

cg; LORNE

LABORATORIES

For Tuble, Bio-Rad-ID, Ortho BioVue, Microplate and Slide Techniques.

SUMMARY

11 1900, Landsteiner discovered the serum of some people would agglutinate the
red cells of others, Four common phenotypes are now recognisad: 0, A, B and AB.
Subgroups of A and B have since been identified.

JI,lFun.-.rani Grou X Heﬁuerse Group ’ B ABO Eaun‘?’sians
i 1 H B enot pe o
o+ 0 + a 0 + 0 Ty 2
0 + + + + i 0 B 10
0 0 0 3+ 4 + 1] 4] 44
+ -+ + 0 0 0 0 AB 4
PRINCIPLE

The reagepts will cause direct agglutination (clumping) of test red cells that
carry the gorresponding ABO antigen. No agglutination generally indicates
ahsence Qf the corresponding ABO antigen (see Limitations).

REAGENT!

Larne Monoclonal IgM ABO blood grouping reagents contain mouse monoclonal
antibodies diluted in a phosphate buffer containing sodium chioride, EDTA and
bovine albumin, Each reagent is supplied at optimal dilution for use with all the
recommended techniques stated below without the need for further dilution or
addition, For lot raferance number and expiry date see Vial Label,

Product Cell Line/Clone Colour Dye Used
Anti-A 9113010 Blue Patent Blue
Anti-B 9621A8 Yellow Tartrazing

Anti-AB 152072 + 97113070 Colourless Nome

STORAGE|

Reagent vials should be stored at 2 - 8°C on receipt. Prolonged storage at
temperatures outside this range may result in accelerated Ioss of reagent
reactivity. This roagent has undergone transportation stability studies at 37°C
and —25°Cias described in document BS EN IS0 23640:2015.

SAMPLE COLLECTION AND PREPARATION

Blood samples can be collected into EDTA, citrate, CPDA anticoagulants or as

a clotted sample. The samples should be tested as soon as possible following

collection. If a delay in testing should occour, store the samples at 2-8°C. Samples

displaying gross hasmolysis or microbial contamination should not be used for

testing. Blood samples showing evidence of lysis may give unreliable results. It is

Brefarabte (but not essential) to wash all blood samples with PBS or Isotonic saline
efore being testad,

PRECAUTIONS

1. The reagents are intended for in vitro diagnostic use only.

2. It areagent vial is cracked or leaking, discard the contents immediately.

4. Do nol use the reagents past the expiration date (see Vial Label).

4. Do not use the reagents If & precipitate is present.

5. Protective clothing should be worn when handling the reagents, such as
disposable gloves and a laboratory coat.

6. The reagents have been filtered through a 0.2 um capsule to reduce the

bio-burden, Once a vial has been opened the contents should remain viable
up until the expiry date as long as there is no marked turbidity, which can
indicate reagent deterioration or contamination.

7. The reagents contain < 0.1% sodium azide. Sodium azide may be toxic if
ingested and may react with lead and copper plumbing to form explosive
metal azides, On disposal flush away with large volumes of water,

8. No known tests can guarantee that products derived from human or animal
sources are free from infectious agents. Care must be taken in the use and
disposal of each vial and its contents.

DISPOSAL|OF REAGENT AND DEALING WITH SPILLAGES
For mforma‘hon on disposal of the reagent and decontamination of a spillage site
see Material Safety Data Sheets, available on request.

CONTROLS AND ADVICE

1. ltis recommended a positive control and a negative control be tested in
parallel with gach batch of tests. Tests must be considered invalid If controls
do not show expected results,

2. Since these reagents do not contain macromolecular potentiators, it is very
unlikely that false positive reactions are caused with IgG coated cells.

3. Blood specimens of weak A or B subgroups (e.g Ax) may give rise to false
negaﬂv% or weak reactions when tested using slides, microtitre plates or gel
cards. Itis advisable to re-test weak subgroups using tube technique.

4. Individugls older than six months should have their ABO blood-grouping
results confirmed by testing their serum or plasma against known graup A,
and B cells before their ABO blood group can be confirmed.

5, Inthe Recommended Techniques one volume is approximately 50ul when
using the vial dropper provided.

@ s W NSO R LRSe IR WNSmE N SO B e

6. The use of the reagents and the interpretation of results must be carried
out by properly trained and qualified personnel in accordance with the
requirements of the country where the reagents are in use. _

7. The user must determine the suitability of the reagents for use in othe
technigues.

REAGENTS AND MATERIALS REQUIRED

Applicator sticks.

Automatic plate reader. .

Bio-Rad ID-Cards (NaCl, enzyme test and cold agglutining)
Bio-Rad ID-Centrifuge.

Bio-Rad ID-CellStab or {D-Diluent 2.

Glass microscope slides or white card tiles.

Glass test tubes ]}10 X75mmor 12 x 75 mm).

Microplate centrifuge. |

Ortho BioVue System Cassettes (Neutral),

Ortho BioVue System Gentrifuge.

Ortho 0.8% Red Cell Dijuent.

Plate shaker. - |

PBS solution (pH 6.8-7.2) or Isotonic saline solution (pH 6.5-7.5).
Positive and negative control red cells: |

Anti-A: group A28 (positive control; and group O énegative contral).

Antl-B: group A1B (positive contral) and group O negéjive control).
Anti-A.B: group A1B (positive control) and group O (negative contral).
+ Test tube centrifuge.
»  Validated "U" well micraplates,
+  Volumetric pipettes.

RECOMMENDED TECHNIQUES
. Tube Technique

Prepare a 2-3% suspension of red calls in PBS ar Isotonic saline.

Place in a labelled test tube: 1 volume of Lorne Anti-ABO reagent and 1 volume
of red cell suspension,

Mix thoroughly and incubate at room temperature for 1 minute

Gentrifuge all tubes for 10 seconds at 1000 rcf or for a suitable alternative time
and force. _
Gently resuspend red cell button and read macroseopically for agglutination
Any tubes, which show g negalive or questienable result, should be incubated
for 15 minutes at room temperature,

Following incubation, repeat steps 4 and 5.

Bio-Rad-1D Micro Typing Technigue

Prepare a 0.8% suspension of red cells in 10-CellStab or ID-Diluent 2
Remove aluminium foil from as many microtubes as needed.

Place in appropriate microtube; 50ul of red cell suspension and 2541 of
Lorne Anti-ABO reagent,

. Centrifuge ID-Card{sa in the Bio-Rad gal card centrifuge,

. Read macroscopically for agglutination

. Ortho BioVue Typing Technique

Prepare a 0.8% suspension of red cells in 0.8% Ortha Red Cell Diluent.
Remove aluminium foil from as many reaction chambers as needed,

Place in appropriate reattion chamber: 50ul of red cell suspansion and 40yl
of Lorng Anti-ABO reagent.

Centrifuge cassetia(s) in an Ortho BioVue System Gentrifuge.

. Read macroscopically for agglutination.

. Microplate Technique, using "U" wells

Prepate a 2-3% suspension of red cells in PBS or Isotonic saline.

Place in the appropriate well: 1 volume Lorne Anti-ABO reagent and 1
volume red cell suspension.

Mix tharoughly, preferably using a microplate shaker, taking care to avoid
crogs-well contamination.

Incubate at room temperature for 15 minutes (time dependant on user)

. Centrifuge the microplate for 1 minute at 140 ref or for a suitable alternative
time and force.

. Resuspend the cell bullans using carefully controlled agitation on a
microplate shaker

Read macroscopically or with a validated automatic reader,

Any weak reactions should be repeated by the tube technique.

. Slide Technigue
Prepare a 35-45% suspension of red cells in serum %r;[
Isotonic saline or use anti-coagulated whole blo ,d—‘ﬁtrp.iss\b M PRSI
Place on a labelled glass slide or card tile: 1 vaiirie Qrﬂiﬁfﬁﬂ”ﬁﬂﬁr&m_}f-\-
reagent and 1 volume of red cell suspensiony” & e
Using a clean applicator stick, mix reagenbﬁnﬁ'c ills over an area of ahout
20 % 40 mm. i 1T P y
Slowly til the slide back and forth for 30 ?fo'_r'}gs,‘ Wwith pgcasional [urftr
mixing during the 1-minute period, maintaipipa Slide at roomiengnegaiirs
Read macroscopically after 1 minute over ritflase light and do iglake
i ‘ B Nk,

—= T 0o ~J
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B.
INT
1

fibrin strands as agglutination.
Any weak reactions should be repeated by the tube technique.

ERPRETATION OF TEST RESULTS
Posltive: Agglutination of the red cells constitutes a positive test result and
within accepted limitations of test procedure, indicates the presence of the
appropriate ABO antigen on the red cells,

egalive; No agglutination of the red cells constitutes a negative result and
within the accepted limitations of the tesl procedure, indicales the absence
of the:appropriate ABO antigen on the red cells,
Discrepancies: If the results obtalned with reverse group don't correlate with
forward group, further investigation is required.

STABILITY OF THE REACTIONS
1.

2.

Read all tube and microplate tests straight after centrifugation,
Slide tests should be interpreted within one minute to ensure specificity and
lo avoid the possibility a negative result may be incorrectly interpreted as
posilive due to drying of the reatlzenl.
Caution should be exercised In the interpretation of results of tests
performed at temperatures other than those recommended.

| '

LIMITATIONS
1.

2.

N B

ABO antigens are not fully developed at birth and so weaker reactions may
therefore occur with cord or neonatal specimens.

When using Monoclonal Anti-A,B, blaod specimens of weak A or B
subgroups (e.g Ax) may give rise to false negative or weak reactions when
tested using shides, microtitre plates or gel cards. [t is advisable to re-test
weak subgraups using the tube technigue.

Lorne monoclonal Anti-A and monoclonal Anti-B are not validated to detect
Ax and A3 or Bx and B3 anﬁiens rasp and we therefore do not claim
reactivity of the monoclonal Anti-A or Anti-B reagent against these weak A
and B sub-groups.

Stored blood may give weaker reactions than fresh blood,

False positive or false negative results may also occur due to:

« Contamination of test materials

* Improper storage, cell concentration, incubation time or temperature

. lmpﬁ‘oper or excessive centrifugation

* Devigtion from the recommended technigues

» Cord samples contaminated with Wharton’s jelly

SPECIFIC PERFORMANCE CHARACTERISTICS
1.

2

N o

8.
DIS
1.
2.
BIB
1.

2.

o o A~ oW

. Guidelines

The reagents have been characterised by all the procedures mentioned in
the Recommended Techniques.

Prior to release, each lot of Lorne Monoclonal Anti-A, Anti-B and Anti-AB Is
tested by the Recommended Techniques against a panel of antigen-positive
red cells to ensure suitable reactivity,

Specificity of source monoclonal antibodies is demonstrated using a panel
ol antigen-negative cells,

The potency of the reagents has been tested against the following minimum
potency reference standards obtained from National Institute of Biological
Slandards and Controls {NIBSG&: Anti-A reference standard 03/188 And / Or
Anti-B reference standard 03/164

Lorne Anti-B does not react with “Acquired-B” red cells,

Lorne Monoclonal ABO reagents do not detect crypt antigens such as T, Tn
or Cad.

The Quality Control of the reagents was performed using red cells that had
besn washed at least twice with PBS or Isotonic saline prior to use.

The reagents comply with the recommendations contained in the latest issue
of the Guidelines for the UK Blood Transfusion Services.

CLAIMER

The usér is responsible for the performance of the reagents by any method
other than those mentioned in the Recommended Technigues.

Any dnz\‘(iations from the Recommended Techniques should be validated prior
to used,
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Vial Size Catalogue Number
Anti-A Monoclonal f0ml 600070
1000 ml _..,.booobo®.
5000 ml 600000%5*
Anti-B Monoclonal 0m 610013
1000 mi 610000*
5000 ml GT0000X57
Anti-A,B Manoclonal 10 ml 520077
1000 ml 62000C%
- 5000 ml 620000%5*

*This size is For Furjther M‘anufacturing Use (FFMU) only and is therefora not

CE marked.
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REAGEN TII DE GROUP MONOCLONAL.
lNSTRUCTIUNILE DE UTILIZARE

Anti-A, Anti-B si Anti-A, B Monoclonal:

Pentru tub‘url DiaMed-ID, Ortho BioVue, tehnici de microplaci si dlapozmve

\
REZUMA'T i
in 1900, Landsteiner a descoperit ¢ serul unor oameni ar aglutina celulele rosii ale altor oarLem Patru fenotipuri comune sunt acum

recunoscute:‘ O, A, B si AB. Subgrupurile A si B au fost identificate de atunci. : | |

Grupgde baza Grupul invers AB Caucasieni
Al A2 B O Fenomen Y
+ 0 + 0 0 + 0 A 42
0+ + + + 0 0 B 10
0 0 0 + + + 0 0 44
o+ A 0 0 0 0 AB 4
PRINCIPIU

Xeactivii vor provoca aglutinarea directi (clumpmg) a celulelor rosii test care poarta antlgenul ABO corespunzator. } Nici 0 aglutinare nu
indica absen}a antigenului ABO corespunzitor (vezi Limitari). j
' \
REACTIV | 1
Lorne Monoblonal IgM Reactivii grupulul\ ABO de sange contin anticorpi monoclonali; de gsoarece diluati intr-un tampon fosfat care
contine cloryra de sodiu, EDTA si a]bumlpa bovina. Fiecare reactiv este furnizat la o dllutle optlma pentru utilizare cu toate tehnicile
recomandatel mentionate mai jos, fara a mai fi necesara o diluare ulterioard sau plus.

\
Pentru numaﬁul de referintd al lotului si data de expirare, consultati Eticheta ﬂaconulu

Produs ) Linie celulard / cloni culoare Vopseana folositd
Anti -A 9113D10 albastru Brevet albastru
Anti -B _ 9621A8 galben Taitrazin
. __Anti - AB 152D12 +9113D10 incolor Nici unul
DEPOZITARE

Flacoanele cu reactiv trebuie pastrate la 2 - 8°C la primire. Depozitare prelungitd la temperaturile din afara acestui interval pot duce la
pierderea acceleratd a reactivului. Acest reactiv a fost supus unor studii de stabilitate la transport la 37 ° C si -25 © C conform descrierii
din documentul EN13640: 2002,

ESANTIONARE SI PREGATIRE A PROBEI

Probele de sdnge trase cu sau fard anticoagulant pot fi utilizate pentru antigen testare. Daci testarea este fntarziatd, depozitati specimencle

la 2-8 * C. EDTA si citrat esantioanele ar trebui sa fie tiparite in termen de 7 zile de la colectare, Probele colectate in ACD, CPD sau
CPDA-1 pot fi testate pdna la 35 de zile de la data retragerii. Toate probele de sange trebuie spilate cel putin de doua ori cu PBS sau cu

solutie salind izotonici inainte a fi testat. Probele de sdnge care prezinta dovezi de lizi pot da rezultate nesigure.

PRECAUTII

I. Reactivii sunt destinafi numai pentru diagnosticul in vitro.

2, Dacé un flacon de reactiv este cripat sau scurs, aruncati continutul imediat.
3. Nu utilizati reactivii dupa data expiririi (vezi Eticheta flaconului).

4. Nu utilizati reactivii daca existd un precipitat,
5

Imbriicamintea de protectie trebuie si fie purtatd atunci cdnd manipulati reactivii, de exemplu ménugf
laborator.

J

clcoperlre de
i3



| . |
6. Reactantif au fost introdusi printr-o cap‘sulé de 0,2 pm pentru a reduce bio-povard. Odatd ‘ce flaconul a fost deschis, continutul trebuie

sd ramand viabil pana la data de expirare, atita timp cét nu existd turbiditate marcat, oare poate indicd deteriorarea sau contaminarea

reactivilor. | ‘

7. Reactivii pontm <0,1% azidi de sodiu. ‘Amda de sodiu poate fi toxica dacd ingerat 51 pmle reactiona cu plumbul SI plumbul de cupru
pentru a rmrm exploziv. Inlaturati-le cu umtn'ln mari de apa.
8. Niciun te$te cunoscut nu poate garanta faptu] cé produsele derivate din om sau amma[ sursele sunt libere de agent1 infectiosi. Trebuie

|
sa se tind se@ma de utilizarea si eliminarea fiecarui flacon si a continutului acestuia, l

ELIMINAREA REACTIVULUI §1 DEZVOLTAREA SPALARILOR

Pentru infortnatii despre eliminarea reactivului si despre decontaminarea unui loc de sourgeﬁe consultati Fisele de date privind siguranta
lnaterlalelor disponibile la cerere. }

CONTROA‘LE SI RECOMANDARI |

1. Se recomdndi efectuarea unui test pozitiv si a unui control negativ in paralel cu fiecare lot de teste. Testele sunt considerate nevalide
daca controdlele nu indici rezultatele asteptate.

2. Deoarece acesti reactivi nu contin potentiatori macromoleculari, este foarte putin probabil ca reactiile false pozitive sa fie cauzate de
celulele acoperite cu IgG.

3. Esantioangle de singe ale subgrupurilor slabe A sau B (de exemplu, Ax) pot da nastere la fals reactii negative sau slabe atunci cand
sunt testate Folosmd diapozitive, plici de microtitrare sau gel carduri. Se recomandi retestarea subgrupurilor slabe folosind tehnica
tubului.

4. Persoanelé cu varsta mai mare de §ase luni trebuie sd aibd rezultatele grupirii sangvine ABO confirmate prin testarea serului sau
plasmei lor fhapotriva celulelor Al si B cunoscute inainte ca grupul sanguin ABO si poatd fi confirmat

5. In tehnicile recomandate, un volum este de aproximativ 50pl cand folosind picuratorul de flacon furnizat,

6. Utilizarea|reactivilor si interpretarea rezultatelor trebuie efectuate de catre personal bine instruit si calificat, in conformitate cu cerintele
térii Tn care reactivii sunt utilizati.

7. Utilizatorul trebuie sa determine daca reactivii sunt adecvati pentru a fi utilizati in altul tehnici.

REACTIVI $l MATERIALE NECESARE

« Aplicatori.;

« Cititor automat de placa.

* Carduri de jdentitate DiaMed (Neutru).

« DiaMed IDrCentrifuge.

+ DiaMed ID-CellStab sau ID-Diluent 2.

» Diapozitive cu microscop din sticla.

« Tuburi de testare din sticla (10 x 75 mm sau 12 x 75 mm).

» Centrifugd cu microplaci.

* Casete de sistem Ortho BioVue (Neutru).

« Ortho BioVue System Centrifuge.

+ Ortho 0,8% Diluant pentru celule rosii.

+ Agitator dejplaca.

* solutie PBS| (pH 6,8-7,2) sau solutie salini izotonici (pH 6,5-7,5).
+ Celule rosiilcu control pozitiv si negativ:

Anti-A: grup! A2B (control pozitiv) si grupa O (control negativ).
Anti-B: grupul AIB (control pozitiv) si grupa O (control negativ).
Anti-A, B: gnupul A1B (contro] pozitiv) si grupa O (control negativ).
« Centrifuga ¢u tub de testare.

+ microplaci ¢u valori "U" validate.

* Pipete volumetrice.

TEHNICI RECOMANDATE

. Tehnica tubului

. Se prepara o suspensie de 2-3% de celule rosii testate spalate in PBS sau solutie salini izotonici.
. Puneti intr-un tub de etichetare etichetat: | volum de reactiv Lorne Anti-ABO si | volum din suspensia de test pentru u
. Se amesteca bine si se incubeazi la temperatura camerei timp de | minut.

4. Se centrifugheaza toate tuburile timp de 10 secunde la 1000 rcf sau pentru o altd perioada potrivita si forta.
5. Resuspendati usor butonul de celule rosii si citii macroscopic pentru aglutinare

0. Toate tuburile, care prezintd un rezultat negatiy sau discutabil, ar trebui incubate timp de 15 minute la lcmpq
7. Dupé incubare, repetati pasii 4 si 5.

lod 1 o— 7



B. Tehnica de tipare micro-diaMed-1D

1. Se prepardi o suspensie de 0,8% de celule rosii spalate in ID-CellStab sau Diluent ID.2
2. lndepartatl folia de aluminiu din cét mai multe microtuburi, dup# cum este necesar. §
3. Amplasati fn microtubul corespunzator: 50l suspensie de test de celule rosii si 25ul/de Lorne Anti-ABO.
4, Centr]fugatl cardul (e) de identificare in centrifuga de carton DiaMed. |

5. Cititi mac;oscoplc pentru aglutinare.

C. Ortho BioVue tehnica de tastare \
1. Se prepard o suspensie de 0,8% de celule rosii testate spélate in 0,9% Ortho Red Cell Dllu‘ent

2. Indepartaql folia de aluminiu din cit mai multe camere de reactie, dup cum este necesar. }

3. Amplasati in camera de reactie adecvata: S0ul suspensie de test de eritrocite si 40 pl de lchtiv Lorne Anti-ABO.
4. Centrifuge casetele intr-o centrifugi Ortho BioVue System.

5

. Cititi macroscopic pentru aglutinare.

. Tehnica Micrap/dcilor Jfolosind sondele "U"

D

I. Se plepara o suspensie de 2-3% de celule rosii de test spalate in PBS sau izotonica solutle‘salma

2. Asezati in/godeul corespunzator: 1 volum Lorne Anti-ABO si 1 testul de volum pentru suspensia de celule rosii
3. Se amestegd bine, de preferintd folosind un agitator de mlcroplau avand griji s evitati contammare transversald,
4. Incubeazila temperatura camerei timp de 15 minute (timpul depinde de utilizator).

5. Centrifuge microplaciul timp de 1 minut la 140 rcf sau pentru o alternativd adecvati timp ‘sl forta.

6. Resuspendati butoanele celulare utilizénd agitatie controlatd atent pe a microplaci

7. Cititi macroscopic sau cu un cititor automat validat.

8. Orice reactie slaba trebuie repetatd prin tehnica tubului.

E. Tehnica diapozitivelor

| Se prepard o suspensie de eritrocite de 35-45% in ser, plasma sau PBS sau Solutie izotonica.

2, Asezafi pe o placé de sticla etichetd: | volum de reactiv Lorne Anti-ABO si volumul suspensiei de test pentru eritrocite.
3, Folosind un stick de aplicator curat, amestecati reactivul si celulele pe o suprafata de aproximativ 20 x 40 mm.

4. Inclinati usor glisorul inainte si inapoi timp de 30 de secunde, ocazional Tn continuare amestecarea n timpul perioadei de 2 minute,
mentinand glisarea la temperatura camerei,

5. Cititi I]‘ldCIOSCCI[JIC dupd 2 minute pe o lumina difuza si nu scuzafi firele de fir ca aglutmare

6. Orice reactie slaba trebuie repetata prin tehnica tubului. !

INTERPRETAREA REZULTATELOR TESTELOR ‘

1. Pozitive: Aglutinarea celulelor rosii de test constituie un rezultat pozitiv al testului si m limitele acceptate de procedura de testare
indica ptefen{cl antigenul ABO corespunzitor pe celulele rosii de testare.

2. Negativ: nici o aglutinare a celulelor rosii de test nu reprezinti un rezultat negativ si 1n limitele acceptate ale procedurii de testare
indica absenta antigenului ABO adecvat pe celulele rosii de test.

3. Diserepange: Daci rezultatele obtinute cu grupul invers nu se coreleazi cu este necesara o investigatie suplimentara,

S"[‘A BILITATEA REACTIILOR
("ili;i toateitestele cu tuburi si microplici imediat dupa centrifugare.
. Testele diapozitivelor trebuie interpretate in doud minute pentru a se asigura specificitatea si pentru a evita posibilitatea ca un rezultn
n‘,gatw s fie interpretat incorect ca pozitiv datoritd uscirii reactivului.
. Trebuie interpretat cu prudenta interpretarea rezultatelor testelor efectuate la temperaturi diferite de cele recomandate.

LIMITAREA
I. Antigenii ABO nu sunt pe deplin dezvoltati la nastere si pot avea reactii mai slabe prin urmare, apar cu cordon sau specimene
neonatale, :
2. Atunci cand utilizati monoclonale Anti-A, B, specimene de singe de slaba A sau B subgrupele (de L\Empj{l,‘r'\' ) potda naslue la
reactii false sau slabe atunci cand testate cu diapozitive, placi de microtitrare sau carduri de gel. Se recomapd?f |43‘tt.§la|<.a quhgr‘ulsun slabe
folosind tehnica tubului. f“ g‘ ; !
3. Anti-A monoclonal Lorne si monoclonal Anti-B nu sunt validate pentru a detecta Axele si antigenele AI B sl
reactivitatea reactivului monoclonal Anti-A sau Anti-B impotriva acestor slabici A si subgrupurile B. |
4 Sangele stocat poate produce reactii mai slabe decdt sangele proaspat.

. De asemenea, pot apirea rezultate fals pozitive sau false, datorita:
. Contaminai'ea materialelor de testare
* Depozitarea necorespunzitoare, concentratia celulara, timpul de incubare sau temperatura

cud Ras




s Centr 1fugére necorespunzatoare sau excesivi

* Abaterea de la tehnicile recomandate

s Probele dq‘ cord contaminate cu jeleu Wharton

CARACTERISTICI SPECIFICE DE PERFORMANTA

I Reactivii au fost caracterizati prin toate procedurile mentionate in Tehnicile rwon‘lﬂndatq
2, Inainte de eliberare, fiecare lot de Lorne Monoclonal Anti- A, Anti-B si Anti-A, B este testate prin tehnicile |ecomandate impotriva

unui grup de antigene pozitive celulele rosii pentru a asigura o reactivitate adecvata. |

3. Specificitatea anticorpilor monoclonali sursd este demonstrati utilizand un panou de celule cu antigen-negativ,

4. Eficacitatea reactivilor a fost testatd contra urmitorului minim potentiale standarde de referina obtinute de la Institutul Naticnal de

Biologie Standarde si controale (NIBSC): Standard de referintd anti-A 03/188 Si / sau Or Standardul de referina anti-B 03/164

5. Lorne Anti-B nu reactioneazi cu celulele rosii "Acquired-B".

6. Reactivii ABO monoclonali Lorne nu detecteazi antigeni cripti cum ar fi T, Tn sau Cad.

7. Controlul| calitétii reactivilor a fost efectuat utilizand celulele rosii care au avut a fost spilat cel putin de doui ori cu PBS sau cu solutic

salind izotonicd inainte de utilizare.

8. Reactivii irespecté recomandérile din ultima editie din Ghidul pentru serviciile britanice de transfuzie de singe.

\
\
|
icele mentionate in Tehm‘cﬂe recomandate.
|

. \
DECLINAREA RESPONSABILITATII i
- Utilizatorul este responsabil pentru performanta reactivilor prin orice metoda altele decét
Z Orice abatere de la tehnicile recomandate trebuie validata inainte de a utilizas.
i

DIM ENSIUNI DISPONIBILE REACTIVI

Dimensiune flacon Numar Catalog
Anti-A Monoclonal 10ml 600010
B | 1000ml 600000*
Anti-B Monoclonal - 10ml 610010
' 1000ml | 610000*
_Anti-AB Monoclonal 10ml 620010
1000ml 620000*

%

" ~-- Aceastd dimensiune este numai pentru utilizarea in fabricatie ulterioard (FFMU) si, prin urmare, nu este Marcajul CE.

TABEL SIMBOL.URI
éatch Yo Vit
LOT ﬂumber IVD D,i,agn’;,stic
i
atalogue
REF Reference fﬂ/ Store At
. d | o b AR
S Expiry Date > Manufacturer
— ¢ Rie'ad Pack
=X | nsert
] el

Pentru disponibilitatea altror dimen siuni, Va r:fgr:(}r‘?r{i_rmmcrﬂn

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate ‘Ll\w

Danehill |

Lower Earley, Reading,
Berkshire, RG6 4UT
United Kingddm

Tel: +44 (0) 118 921 2264
Fax: +44 (0) 118 986 4518
E-mail: info@lornelabs.com



LORNE LABORATORIES LTD.
GREAT BRITAIN

LECT]N BLOOD GROUPING REAGENTS
DIRECTIONS FOR USE

[ Anti-A4 Lectin: For Tube Technique.

SUMMARY

‘ i
A, antigen i5 a subgroup of A and was discovered in 1910, Anti-A, is usually non-

reactive at 7°C however examples reactive at 379C and predominately IgM can
cause in viYo red blood cell destruction. About 78% of group A people are A4
and 22% are A, similar proportions apply among AB people.

PMNcmuE

The reagent will cause agglutination (clumping) of red cells, that carry the A,
antigen, after centrifugation. No agglutination generally indicates the absence of
the Ay antigen (see Limitatlons).

I

REAGENT

Lorne Anti-A; Leclin blood grouping reagent is prepared from an extract of
Dolichos bidorus seeds, diluted with a sodium chloride solution containing bovine
albumin. The reagent is supplied at optimal dilution for use with all recommended
technigues stated below without the need for further dilution or addition, For |ot
referance number and expiry date see Vial Label,

STORAG&

Reagent wéls should be stored at 2 - 8°C on rece|pt Prolonged storage at
temperatures outside this range may result in accelerated loss of reagent
reacthIty Thls reagent has undergone lranspor‘canon stability studies at 37°C and
—-25°C as descnbed in document BS EN ISO 23640:2015.

SAMPLE ¢OLLECTION AND PREPARATION

Blood samp|e5 can be collected into EDTA, citrate, CPDA anticoagulants or as a
clotted sample. The samples should be tested as soon as possible following
collection. Iffa delay in testing should occur, store the samples at 2-8°C. Samples
displaying gross haemolysis or microbial contamination should not be used for
testing. Blood samples showing evidence of lysis may give unreliable results. It is
preferable (but not essential) to wash all blood samples with PBS or Isatonic
saline before being tested.

PRECAUﬂONs

The reagent is intended for in vitro diagnostic use only.

It a reaigent vial is cracked or leaking, discard the contents immediately.

Do not use the reagent past the expiration date (see Vial Label).

Da not use the reagent if a precipitate is present.

Protective clothing should be worn when handling the reagents, such as

disposable gloves and a |aboratory coal.

6. The reagent has been filtered through a 0.2 ym capsule to reduce the bio-
burden. Once a vial has been opened the contents should remain viable up
until tHe expiry date as long as there is no marked turbidity, which can
indicatp reagent deterioration or contamination,

7. The reggent contains < 0.1% sodium azide. Sodium azide may be toxic if
ingested and may react with lead and copper plumbing to form explosive
metal azides. On disposal flush away with large volumes of water,

8. No kngwn tests can guarantee that products derived from human or animal

sources are free from infectious agents, Care must be taken in the use and

d|spos§l of each vial and its contents,

e

DISPOSAIJ}. OF REAGENT AND DEALING WITH SPILLAGES
\

For information on disposal of the reagent and decontamination of a spillage site
see Material Safety Data Sheets, available on request,

CONTROLS AND ADVICE
|

1, it is réecommended a positive control (ideally group A:B cells) and a
negative control (group A, cells) be tested in parallel with each batch of
tests. Tests must be considered invalid if controls do not show expected
rasuits.

2 In the Recommended Technigues one volume is approximately 50yl

whan using the vial dropper provided.

ifie usg of the reagent and the interprelation of results must be carried out

by prdperly trained and qualified personnel in accordance with the

reqmre}nents of the country where the reagent is in use.

4. User must determine suitability of the reagent for use in other techniques.

w

|
REAGENTS AND MATERIALS REQUIRED

. Glass l‘ st tubes (10 x 75 mm or 12 x 75 mm).

. PBS solution (pH 6.8-7.2) or Isotonic saline solution (pH 6.5-7.5).
. Posmv¢ group A4B) and negative (group A;) control red cells.

a Tesl tube centrifuge.

i Volumqtnc pipettes,
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RECOMMENDED TECHNIQUES
A.  Tube Techmque

1. Prepare a 2 3% su%pensnon of red cells in PBS or Isotonlr saline.

2, Placeina Iabelloci test ube: 1 volume Lorme Anli-A, reagent and 1 volume
red cell suspension,

3. Mix thoroughly and then centrifuge all the ubes for 20 seconds al 1000 rel
or for a suitable alternative time and force.

4, Gently resqspend red cell button and read macroscapically far agglutination

IN'FERPRETAfION OF TEST RESULTS

1. Positive: Agglulination of rad cells constitutes a positive test resull and
within the accepted limitations of the test procedure, indicates the presence
of Ay antigen on the red call.

2. Negative: No agglutination of red cells constitules a negalive resull and
within the abceplaﬁ limitations of the test procedure, Indicales the absenno
of Ay antigen on the red calls,

3 Discrepancies: If the resulls obtained with reverse group don'l correlala
with forward group, further investigation is required,

STABILITY OF‘ THE REACTIONS

1, Tube tests must be read immediately after cen‘tnfugahon Delays may
cause dISSOCIatIOh‘Of antigen-antibedy complexes lFadmg to false negative,
or weak posmve reactions.

2. Caution should be exsrcised in the interpretation of resuits ol lesls

performed at temperatures other than those recommended.

LIMITATIONS |

Anti-Aq may react with Tn-polyagglutinable or Cad-positive celis

2. Cord blood 'and specimens from infants cannot be accurately tyoed using
Anti-fy Lectin since the Ay antigen Is not fully developed an red blood cells
until the age of six months.

3. Individuals older than six months should have their ABO blood-grouping

resulis confirmed t%y testing their serum or plasma against known group A,

and B cells before }heir ABO blood group can be confirmed.

Stored blood may give weaker reactions than fresh blood.

False posmve or false negative results may also occur due to:

. Contaminatidn of test materials

. Improper stor‘age, cell concentration, incubation time or temperature

. Improper or ‘xcessive centrifugation

. Deviatjon from the recommended techniques

—_
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SPECIFIC PER}FORMANCE CHARACTERISTICS

1. The reagent‘ has been characterised by all the procedures mentinned in the
Recommended Technique.

2. Prior to release, each iot of Lorne Anti-A, Lectin reagent is testad by the
Recommended Technique against & panel of antigen-positive red celis Lo
ensure suitable reactivity.

3. The Qualily, Contrql of the reagent was performed using red cells thal had
been washed twlcq with PBS or Isotonic saline prior to use.

4. The reagent complies with the recommendations conlained in the lales!

issue of the Gmdelmes for the UK Blood Transfusion Services.

DISCLAIMER 1

1. The user is responsible for the performance of the reagent by any method
other than those mentioned in the Recommended Techniques.

2. Any dewatlons from the Recommended Techniques should be validated
prior to use® '
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AVAILABLE REAGENT SIZES

Vial Size Catalogue Number
 5m | 116005
1000 mi 116000*

*This size is For Further Manufacturing Use (FFMU) only and is therefore
not CE marked, i

For the availability of other sizes, please contadt:

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley, Reading,

Berkshire, RG6 4UT

United Kingdom

Tel: +44 (0) 118 921 2264

Fax: +44 (0) 118 986 4518

E-mail: info@lornelabs.com
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REAGENTI LECTIN ai GRUPELOR SANGVINE

APLICATII. Anti-AiLectin: pentru Tehnica in Tub

INSTRUCTIUNILE DE UTILIZARE

SUMAR

Antigenul Al este un subgrup al A si a fost identificat Tn 1910. Anti-A1l este de ohicei nereactiv la 37 ° C, cu toate
acestea exemplele reactive la 37 ° Csi [gM predominant poate provoca distrugerea celulelor in vivo rosii din sénge.
Aproximativ 78% din grupa A sunt persoane Al si 22% sunt A2, se aplica in randul persoanelor AB proportii
similare.

PRINCIPI

Reagentul va cauza aglutinarea celulelor rosii testate, care poarta antigenul Al. Lipsa aglutinarii in general nu
indica lipsa antigenului A1l (a se vedea Limitarile).

REAGENTI

Reactivul grupei sanguine Lorne anti-Al Lectind se prepara dintr-un extract de seminte Dolichos biflorus, diluat in
solutia de clorurd de sodium ce contine albumina bovind. Reagentul este furnizat in dilutie optimala pentru
utilizare cu toate tehnicile recomandate, mentionate mai jos, fird necesitatea de dilutii ulterioare sau adaosuri.
Pentru identificarea numarului Lotului si a termenului de expirare a se vedea Eticheta Flaconului,

CONDITII DE PASTRARE

Flacoanele cu reagent trebuie sa fie pastrate la 2-8°C la primire. Pastrarea indelungata la o alta temperature decit
cea mentionata poate duce |a pierderea rapida a reactivitatii reagentului. Acest reagent a fost testat la conditii de
transportare +37°C si -25°C, precum este mentionat in documentul EN13640:2002.

COLECTAREA SI TRANSPORTAREA PROBELOR

Probele de singe colectate cu sau fara anticoagulant pot fi utilizate pentru tiparirea antigenului, Daca testarea se
face mai tirziu, atunci pobele se stocheaza la 2-8°C. Probele cu EDTA si citrate trebuie sa fie testate in timp de 7 zile
dupa colectare. Probele colectate ACD, CPD, CPDA-1 poate fi testat timp de pina la 35 zile din data colectarii. Toate
probele de singe trebuie sa fie spalate cel putin de doua ori cu PBS sau solutie izotonica salina inainte de testare,

! PRECAUTII
1. Reagentul este destinat doar pentru diagnosticul in vitro.
2. Daca flaconul cu reagent este stricat, ne ermetic inchis, acesta trebuie sa fie aruncat imediat,
3. Nu utilizati reagentii cu termen expirat (a se vedea be Eticheta flaconului).
4. Nu utilizati reagentul daca este present precipitatul.
5. Purtati haine de protective in timpul utilizarii reagentului, precum manusi si halat.
6. Reagentul a fost filtrate prin filter de 0,2y, pentru a inlatura pericolul biologic. Astfel, odata ce flaconul a

fost deschis, continutul poate fi utilizat pina la sfirsitul termenului de expirare, daca nu este presenta
careva turbiditate in flacon, care poate indica asupra prezentei deteriorarii sau contaminarii,
7. Reagentul contine <0,1% de acizi de sodium. Acesta poate fi toxic |a ingerare si poate r a@f[qna,w cupru Si
staniu plumbuit si forma azide de metale cu effect exploziv. La expunere, spalati abL; mmﬁ‘ﬁ‘a‘m‘% SN
8. Nicio metoda de testare cunoacuta nu poate garanta hpsa agentllor lnfect|05| in pfaﬁusiéie derwa‘ce dhg, <.\

continutului acestuia.

C
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PROCEDURI DE DISTRUGERE A REAGENTULUI SI DE PROTECTIE IN CAZUL SCURGERII

Pentru informarea referitor la procedure de distrugere si de-contaminare a locului de scurgere, a se vedea
Brosurile cu Date referitor la Siguranta Materialului (Material Safety Data Sheets).

CONTROALE SI SFATURI

1. Serecomanda utilizarea in paralel a controalelor pozitiv (ideal celulele A1B) sic el negative (celule Az) la
efectuarea testarii fiecarui set de probe. Testele trebuie considerate invalide in cazul in care conlroalele
nu afiseaza rezultatele asteptate.

2. In Tehnicile Recomandate un volum se considera de cca 50l la utilizarea flaconului cu pipeta oferit,

3. Utilizarea reagentilor si interpretarea rezultatelor trebuie saifie etectuata de personal antrenat si calificat
in corcondanta cu cerintele tarii unde acesti reagent se foIosesc \

4. Utilizatorul trebuie sa determine utilitatea reagentului in alte; teh}nici decit cele mentionate.

REAGENTI S| MATERIALE NECESARE

Tuburi de testare din sticla (10 x 75 mm or 12 x 75 mm).

Solutia PBS (pH 6.8~7.2 ) sau Solutia salina Izotonica (pH 6.5-7.5).
Control de celule rosii pozitive (grup AiB) si negative (Az).

Tub de testare centrifuga.

Pipette volumetrice.

e

TEHNICI RECOMANDATE

1. Preparati o suspenzie de cellule rosii spalate 2-3% in PBS sau solutie izotonica salina.

2. Adaugati in tubul marcat pentru testare: 1 volum de reagent Lorne Anti-A:si 1 velum de suspenzie de
cellule rosii de testare. ‘ |

3. Amestecati minutios si centrifugati toate tuburile timp de 20 secunde la 1000 rcf sau utilizati alti
parametric corespunzatori de timp si viteza de centrifugare. |

4. Resuspendati atent conglomeratul de cellule rosii si cititi aglutinatea microscopica.

INTERPRETAREA REZULTATELOR TESTULUI

1. Pozitiv: aglutinarea celulelor rosii testate constituie rezultatul pozitiv al testarii in limitele acceptate a
procedurii de testare si indica prezenta antigenului A de pe celulele rosii de testare.

2. Negative: lipsa aglutinarii celulelor rosii de testare constituie rezultatul negative si in lilitele acceptate a
procedurii de testare, indicind absenta antigenului A1 corespunzator de pe celulele rosii de testare.

3. Discrepante: in cazul in care rezultatele obtinute cu gruparea inversa nu se coreleaza cu grupul inainte,
sunt necesare investigatii suplimentare.

STABILITATEA REACTIILOR

1. Citirea imediata a rezultatelor dupa centrifugare. Latenta poate rezulta in disocierea complexului antigen-
anticorp, cauzind rezultate fals negative sau positive slabe.
2. Precautia trebuie luata in interpretarea resultatelor testului realizat la temperaturile altele decit cele

recomandate.
LIMITARILE
1. Anti-Al poate reactiona cu celule-polyagglutinable sau Tn Cdd-po]zitive.
A . - . : . e . .

2. sange din cordonul ombilical si specimene de la sugari nu pot fiintroduse corect cu ajutorul anti-Al
Lecting, deoarece antigenul Al nu este pe deplin dezvoltat pe celdlele rosii din sanngpana a var‘.ta de
sase luni. i | / ) o

3.

testarea ser sau plasma Tmpotriva celulelor cunoscute de Al si B, inainte ca gr
poata fi confirmata.

4. Single stocat poate da reactii mai slabe decit single prospat.

5. Rezultatele fals positive si fals negative pot aparea datorita:
e (Contaminarea materialului de testare. A %01
e Pastrarea incorecta, concentratia celulara, timpul de incubare sau temperatura.



¢ Centrifugarea incorecta sau excesiva.
e  Abateri de la tehnica recomandata.

CARACTERISTICILE PERFORMANTELOR SPECIFICE

Reagentii au fost caracterizati prin procedurile mentionate in Rehnici Recomandate,

2. Inaintea eliberarii, fiecare lot a reagentului Lorne Anti-A, este testat prin Tehnicile Recomandate contra
panelului de cellule rosii antigen positive pentru asigurarea reactmtatu corespunzatoare

3. Controlul Calitatii a reagentilor a fost realizat prin utilizarea ¢elulelor rosii care au fost spztllate dublu cu
PBS sau solutie salina izotonica inainte de utilizare. ‘

4. Reactivul este in conformitate cu recomandarile cuprinse Th ultimul numar al Ghidului pentru Marea
Britanie a Serviciilor de Transfuzie a Singelui.

DECLARATIE

1. Utilizatorul este responsabil pentru performanta reactivilor obtlnuta prl‘n oricare alta metoda, decét cele
mentionate in Tehnicile Recomandate.
\
\
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Fax: +44 (0) 118 986 4518

E-mail: info@lornelabs.com

TABEL SIMBOLURI

Batch in-vitro
|OT Humber Diagnostic

Catalogue
REF Reference Storcpat

2 Expiry Date (\/“‘“’J—‘ Manutacturer

—l s Read Pack
=1 Insert




MONO;CLONAL BLOOD GROUPING REAGENTS.

DIRECTIONS FOR USE
Anti-D|Clone 1 and Clone 2 Monoclonal:

¢ LORNE

For Tuble, Bio-Rad-ID, Ortho BioVue, Microplate and Slide Techniques.

|
SUMMARY
The Rh blood group system was discovered in 1940. The D antigen is the most
clinically gignificant non-ABO red bload cell antigen and has been implicated in
causing Haemolytic Transfusion Reactions and Haemolytic Disease of the Newborn,

Anti-D Phenotype Caucasians %  Afro-Americans %
+ RhD +ve 85 72
1] RhD-ve 1a 28
PRINCIPLE

The reagents will cause direct agglutination (clumping) of test red cells that
carry the P antigen. No agglutination generally indicates the absence of the D
antigen (sge Limitations).

REAGENT

Lorne Moneclonal lgM Anti-D Glone 1 and Clone 2 blood gmupfnghreagents

arg low protein reagents containing a human monaclonal lgM antibody diluted
with sadium chloride (0.9 g%), bovine albumin (3 %) and macromolacular
potentiators. When typing patient samples, each reagent will directly

agglulinate Rh D positive cells, including majority of variants (hut not DY) and

a high proportion of weak D (D) phenolypes when using the recommended
lechniques, Each reagent is supplied at optimal dilution for use on patient
samples with all recommended techniques stated below without need for further
dilution or addition. For lot referance number and expiry date see Vial Label.

Product Cell Line / Clone )
Anti-D Clone 1 RUM-1
Antl-D Clone 2 M5-201

WEAKENED EXPRESSION OF THE RhD ANTIGEN

The collective term D is widely used to describe red cells which have a weaker
expression of the D antigen than narmal, The term weak D denotes individuals

with a reduced number of complete D antigen sites per red cell. The term partial D
denotes individuals with missing D antigen epitopes. DY cefls is a partial D category
which misses most D epitopes. Both Clone 1 and Clone 2 reagents will detect

most examples of partial and weak D red cells by direct agglutination, but will not
detect DV cells.

STORAGE

Reagent vials should be stored al 2 - 8°C on receipt. Prolonged storage at
temperatures outside this range may result in accelerated loss of reagent
reactivity, This reagent has undergone {ransportation stability studies at 37°C
and —25°C jas described in document BS EN 1S0:23640:2015.

SAMPLE COLLECTION AND PREPARATION

Blood samples can be collected into EDTA, citrate, CPDA anticoagulants or as

a clotted sample. The samples should be tested as soon as possible following

collection, If & delay in testing should occur, store the samples at 2-8°C. Samples

displaying gross haemolysis or microbial contamination should not be used for

testing. Blood samples showing evidence of lysis may give unreliable results, It is
referable (but not essential) to wash all blood samples with PES or Isotonic saline
efore baing lasted.

PRECAUTIONS

1. The reagents are intended for in vitro diagnostic use only,

If a reagent vial is cracked or leaking, discard the contents immediately,

Do ot Use the reagents past the expiration date (see Vial Label).

Do not use the reagents If a precipitate is present,

Protective clothing should be worn when handiing the reagents, such as

disposable gloves and a laboratory coal,

The reagents have been filtered through a 0.2 um capsule to reduce the

bio-burden. Once a vial has been OFenad the contents should remain viable

up until the expiry date as long as there is no marked turbidity, which can
indicate reagent deterioration or contamination,

7. The reagents contain < 0.1% sodium azide. Sodium azide may be toxic if
Ingested and may react with lsad and copper plumbing to form explosive
matal azides. On disposal flush away with large volumes of water,

8. Malerials used to produce the products were tested at source and found to
be negative for HIV 1+2 and HCV antibodies and HBsAg using approved
microbiological tesls.

8. No known tests can guarantee that products derived from human or animal
sources are free from infectious agents. Care must be taken in the use and
disposal of each vial and its contents,

|
DISPOSAL pF REAGENT AND DEALING WITH SPILLAGES
For information on disposal of the reagent and decontamination of a spillage site
see Matena\li Safety Data Sheets, available on request.

CONTROLS \AND ADVICE
1. Itis recommended a positive control (ideally R r cells), a negative control

o N

(ideally rr cells) and a reagent negative control ﬂsuch as Lomne Negatlve
Gontrol, catalogue # 650010) be tested in parallel with each batch of tests
Tasts must be considered invalid if controls do not show expected resulls,

2. When typing red cells from a patiant who is diagnosed with a disease thal
causes the red cells to become coated with antibody or other proteins (such
as HON, AIHA), it is important to test the patient's red calls using Lome's
Manoclonal D Negative Control (catalogue # 650010). Tests mus! be
considered invalid if red cells are agglutinated using Lorne's Monoclanal D
Negative Control (catalogue # 650010).

3. Weak and partial D antigen variants are poorly detected by the gel card,
microfitre plate and slide technique, [t is recommended that weak and partial
D variants are tested using the tube test technique.

4. In the Recommended Techniques one volume is approximately 50l when
using the vial dropper provided.

5. The use of the reagents and the interpretation of results must be carried
out by properly trained and qualified personnel in accordance with the
requirements of the country where the reagents are in use.

6. The user must the determine suitability of the reagents for use in other
techniques,

REAGENTS AND MATERIALS REQUIRED

Applicator sticks,

Autornalic plate reader,

Bio-Rad ID-Cards (NaCl, enzyme test and cold agglutining)
Bio-Rad |D-Centrifuge.

Bio-Rad ID-CellStab or |D-Diluent 2,

Glass microscope slides or white card tiles.
Glass test fubes (10 x 75 mm or 12 x 75 mm),
Microplate centrifuge. |

Ortho BioVue System Cassettes (Neutral).
Ortho BioVue System Centrifuge.

Ortho 0.8% Red Cell Diluent.

Plate shaker, |
PBS solution (pH 6.8-7.2) or Isotonic saline solution (pH 6.5-7.5)
Positive (ideally R r) and negative (rr) control red cells.,

Test twbe centrifuge, ;

Validated “U" well microplates.

Volumetric pipettes.

RECOMMENDED TECHNIQUES

A. Tube Technique _

1. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline:

2. Place in a labelled test ube: 1 volume of Larne Anti-D reagent and 1 volume of
red cell suspension.

3. Mix thoroughly and centrifuge all lubes for 20 seconds at 1000 ref or for 4
syitable alternative time and force.

4. Gently resuspend red cell button and read macroscopically for agglutination

5. Any bes, which show negative or questionable result (as can happen with
weak D samples), should be incubated for 15 minutes at room lemperature.

6. Following incubation, repsat steps 3 and 4.

. Bio-Rad-ID Micro Typing Technigue

Prepare a 0.8% suspension of red cells in ID-CellStab or ID-Dilugnt 2
Hemove aluminium foil from as many microlubes as needed.

Place in appropriate microtube: 50ul of red cell suspension and 254 of
Lorne Anti-D reagent.

Centrifuge ID-Card(s) in a Bio-Rad gel card centrifuge.

. Read macroscopically for agglutination.

. Ortho BioVue Typing Technigue (Neutral cards)

Prepare a 0.8% suspension of red cells in 0.8% Ortho Red Call Diluent.
Remaove aluminium foil front as many reaction chambers as nesded

Place in appropriate reaction chamber: 50yl of red cell suspension and 40yl
of Lorne Anti-D reagent.

Cenlrifuge cassette(s) In'an Ortho BioVue System Centrifuge,

Read macroscopically for agglutination,

. Micraplate Technique, using "U" wells

Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.

Place in the appropriate well: 1 volume Lorne Anti-D reagent and 1 voluime
red cell suspension. ‘

Mix thoroughly, preferably using a microplate shaker, taking care to avoid

cross-well contamination.
Incubate at room tempergture for 15 minutes (time SHEEN)
Centrifuge the micfoplate for 1 minute at 140 |'cfma¢%
time and force. - \ o, ity Y,
Resuspend the cell buttons using carefully ¢ n'h'lg‘;ﬁ‘ agitation on a™
microplate shaker | i . o
Read macroscopically or with a validated alitomtic’féaer. ™
Any weak reactions should be repeated by pjg. tbe téchnigle; ...
=

dtive
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E. Slide Technigue

1. Prepare a 35-45% suspension of red cells in serum, plasma or PBS or
Isolonic saling or use anti-coagulated whole blood (in its own plasma).

2. Place on a labelled glass slide or card tile: 1 volume of Lorne Anti-D reagent
and 1/volume of red cell suspension.

3. Using a clean applicator stick, mix reagent and cells over an area of about
20 % 40 mm,

4. Slowly tilt the slide back and forth for 30 seconds, with occasional further
mixing during the 1-minute period, maintaining slide at room temperature,

5. Read macroscopically after 1 minute over a diffuse light and do not mistake
fibrin strands as agglutination.

6. Any weak reactions should be repeated by the tube technique.

lNTERPRETATIIJN OF TEST RESULTS

1. Positive: Agglutination of the red cells constitutes a positive test result and
withinlaccepted limitations of test procedure, indicates the presence of the D
antigen on the red cells.

2. Negatlve: No agglutination of the red cells constitutes a negative result and
within|the accepted limitations of the test procedure, indicates the absence
of the|D antigen on the red cells,

3. Test results of cells that are agglutinated using the reagent negative control
shall Se excluded, as the agglutination is most probably caused by the effect
of the Imacromolecular potentiators in the reagent on sensitised cells.

|

STABILITY OF THE REACTIONS

1. Read all lube and microplate tests straight after centrifugation.

2. Slide tasts should be interpreted within one minute to ensure specificity and
to avoid the possibility a negative result may be incorrectly interpreted as
positive due to drying of the reagent.

3. Caution should be exercised in the interpretation of results of tests
performed at temperatures other than those recommended.

LIMITATIONS

1. Lorne |Anti-D is not suitable for use with enzyme treated cells, cells
suspended in LISS or for use in indirect antiglobulin (AT) techniques.

2. Stored blood may give weaker reactions than fresh blood. -

3. False positive agglutination may be seen due to the presence of
macromolecular potentiators in the reagent when testing 1gG sensitised
celis, ¢.g. AIHA, HDN.

4. False ?ositive or false negative results may also occur due to:

+ Gontamination of test materials

» Improper storage, cell concentration, incubation time or ternperature
* Improper or excessive centrifugation

+ Deviation from the recommended techniques

|

SPECIFICIPERFORMANCE CHARACTERISTICS

1. The repgents have been characterised by all the procedures mentioned in
the Recommended Techniques.

2. Prior to release, each lot of Lorne Monoclonal Anti-D Clone1 and Anti-D
Clone 2 is tested by the Recommended Techniques against a panel of
antigen-positive red cells to ensure suitable reactivity.

3. Anti-D|grouping reagents for D grouping of patients should not react with DY
cells uging the methad(s) recommended for use.

4, Speciﬂiity of source monoclonal antibodies is demonstrated using a panel
of antigen-negative cells.

5. The potency of the reagents has been tested against the following minimum
potency referance standard obtained from National Institute of Biological
Standjrds and Controls (NIBSG):

* Anti4D reference 99/836,

6. The Quality Control of the reagents was performed using red cells that had
been washed twice with PBS or Isotonic saline prior to use.

7, The reagents comply with the recommendations contained il the latest issue
of the Guidelines for the UK Blood Transfusion Services.

DISCLAIMER
1. The usgr is responsihle for the performance of the reagents by any method
other than those mentioned in the Recommended Technigues.
2. {\ny dgviati011s from the Recommended Techniques should be validated prior
0 use’.
\
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AVAILABLE REAGENT SIZES
Vial Size ~ Catalogue Number
Anti-D Clone T Monoclonal 0ml oty
1000 ml 73000C"
2000 ml 730000%5*
Anti-D Clone 2 Monoclonall 10 mi A10010
_.1o0oml ._10000*
5000 ml 710000X57

*This size is For Further Manufacturing Use (FEMU) only and is therefors nol
CE marked.
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REAGENTII DE GROUP MONOCLONAL.

INSTRUC TIUNILE DE UTILIZARE
Anti-D Glom 1 si Clone 2 Monoclonal: pentru tub, DiaMed-ID, Ortho BioVue, tehnici de microplaci si

dlapozn‘l\ve

REZUMAT
Sistemul Rh de grup sanguin a fost descoperit in 1940. Antigenul D este cel mai mult clinic semnificativ non-ABO de celule rosii de

singe si a | 5°ost implicat in provocind reactii hemolitice de transfuzie si boald hemoliticd a nou-ndscutului.

B Anti -D Fenotip Caucasieni % ] Afro -Americani %
L Rh D +ve . 85 A
0 Rh D -ve 150 . il 28

PRINCIPIU | ‘
Reactivii vor cauza aglutinarea directa (clumping) a celulelor rosii test care poarta antlgenul D. Nici o aglutinare nu indica in peneral
absenta antigenului D (vezi Limitéri).
! i
REACTIV o
Lorne morjoclonal IgM Anti-D Clone 1 si Clone 2 reactivi de grupare sanguind sunt reactivi cu proteine scazute care contin un
anticorp IéM monoclonal uman diluat cu clorurd de sodiu (0,9 g%), albumini bovini (3 g%) si potentiatori macromoleculati. La
mtroducerea esantioanelor pacientului, fiecare reactiv va aglutina direct celulele Rh pozitive, inclusiv majoritatea variantelor (dar nu
si DVI) si p proportie mare de fenotipuri D (Du) slabe atunci cand se utilizeazi tehnicile recomandate. Fiecare reactiv este furnizat la
o dilutie optim& pentru utilizarea pe esantioanele pacientului cu toate tehnicile recomandate mentionate mai jos, fira a mai fi
necesard oicontinuare diluare sau adaugare. Pentru numdrul de referinta al lotului si data de expirare, consultati Eticheta flaconului.

| . Produs Linie celulard / clond
Anti =D Clone 1 RUM-1
Anti —D Clone 2 MS-201
T

EXPUNEI‘(EA FATA A ANTIGENULUI RhD

Termenul ¢olectiv Du este utilizat pe scard largd pentru a descrie celulele rosii care au o exprimare mai slaba a antigenului 3 decdt in
mod normal. Termenul D slab indic# indivizii cu un numar redus de situsuri antigenice complete D pe celula rosie. Termenul partial
D denota 1nd|v121 cu epitop de antigen D lipsa. Celulele Dvi sunt o categorie D partiald, cale nu are cele mai multe epitopi . Ambii
reactivi ai plonel 1 si clonei 2 vor detecta cele mai multe exemple de celule rosii partiale si slabe D prin aglutinare directa, dar nu vor
detecta cellile Dvi.

DEPOZITAR]‘ ‘

Flacoanele‘cu reactiv trebuie pastrate la 2 - 8°C la primire. Depozitare prelungits la tempe[gturlle din afara acestui interval pot duce
la pierderea accelerata a reactivului reactivitate. Acest reactiv a fost supus unor studii’ de strblhtate la transport la 37 ° Csi-25°C

conform déscuf rii din documentul EN13640: 2002,

COLECTAREA SI PREGATIREA DE PROBE

Probele delsdnge trase cu sau fird anticoagulant pot fi utilizate pentru antigen tastare.:Dacd testarea este intlr malmd&]‘?ﬂ%
1S Late in

specimenele la 2-8 ° C. EDTA si citrat esantioanele ar trebui sa fie tipdrite in termen de 7 ‘lle dela Lol&ntau, Pmbeig (o)
ACD, CPD sau CPDA-1 pot fi testate pand la 35 de zile de la data de retragere. Toate| prob‘ele de sinbe trebuw npaldle\“m,
doud ori cu‘ PBS sau solutie salind izotonic inainte de a fi testate, Probele care prezmta dovezi de JI|2"1 pot da rezultate | qu:ﬂwv




|
PRECAUTII

1. Reactivii sunt destinati numai pentru diagnosticul in vitro. ‘ |

2. Dacé un flacon de reactiv este cripat sau scurs, aruncati imediat continutul.

3. Nu utilizati reactivii dupa data expiririi (vezi Eticheta flaconului).

4. Nu utilizati reactivii daca exista un precipitat.

5. La manlipularea reactivilor, cum ar fi manusi de unica folosinta si un strat de laborator,

6. Reactiviii au fost fitieriti printr-o capsuli de 0,2 pm pentru a reduce povara biologici. Odati ce un flacon a fost deschis, continutul
trebuie sdlrdména viabil pani la data de expirare, atit timp cit nu existd turbiditate marcati, ceea ce poate indica deteriorarea sau
contamindrea reactivilor.

7. Reactivii contin <0,1% azidi de sodiu. Azida de sodiu poate fi toxici dac este ingeratd si poate reactiona cu plumbul din plumb si
cupru pentru a forma azide metalice explozive. Inliturati-le cu cantitafi mari de apa.

8. Materiallele utilizate pentru producerea produselor au fost testate la sursa si s-au dovedit a fi negative pentru anticorpii HIV |
si HCV si\HBsAg utilizdnd teste microbiologice aprobate.

9. Niciun {este cunoscut nu poate garanta cd produsele derivate din surse umane sau animale nu contin agenti infectiosi. Trebuie sa se
acorde atentie utilizarii si eliminarii fiecarui flacon si a continutului acestuia

+2

ELIMINAREA REACTIVULUI SI DEZVOLTAREA SPALARILOR ‘
Pentru informatii despre eliminarea reactivului si despre decontaminarea unui loc de’ scurgere, consultati Fise tehnice de securitate
pentru materla]e disponibile la cerere. |

CONTROAL E $1 RECOMANDARI |

. Se recomandd un control pozitiv (in mod ideal celulele R1r), un control negativ (celule rr ideale) si un control negativ al
1eact|v1101 !(cum ar fi Lorne Negative Control, catalogul # 650010) s fie testate In paralel cu fiecare lot de teste. Testele trebuie
considerate nevalabile daca controalele nu prezintd rezultatele asteptate.
2. Cand tastati eritrocitele de la un pacient este important ca un reactiv s fie negativ controlul este inclus. deoarece potentiatorii

macromoleculati ai reactivului pot produce reactii false pozitive cu celule acoperite cu ng de ex. in cazurile de A|[HA sau HDN. Se
recomandi controlul negativ Lorne pentru reactivii monoclonali anti-D (Cat # 65001 O) 1
3. Variantele de antigen slabe si partiale D sunt slab detectate de cardul de gel, mlcrotltrare si tehnica de diapozitive. Se recomanda
sd fie slab si partial D sunt testate folosind tehnica de testare a tuburilor. }
4. In Tehnicile Recomandate, un volum este de aproximativ 50pl cand se utilizeaza p‘lcura‘torul de flacon furnizat.
5. Utilizarea reactivilor si interpretarea rezultatelor trebuie sé fie efectuate de personql bine instruit si calificat, in conformitate cu
cerintele tarii in care reactivii sunt utilizati.

6. Utlllzatq)rul trebuie sa determine compatibilitatea reactivilor pentru utilizarea in alte tehnici.

|
i \
REACTIVI SI MATERIALE NECESARE ! \
+ Aplicatori. 1 !
« Cititor aytomat de placi.

+ Carduri de identitate DiaMed (Neutru),

» DiaMed ID-Centrifuge.

» DiaMed ID-CellStab.

+ Diapozitive cu microscop din sticla.

* Tuburi d¢ testare din sticla (10 x 75 mm sau 12 x 75 mm),

+ Centrifugd cu micropléci.

» Casete Oftho BioVue System (Neutru).

« Ortho BioVue System Centr ifuge.

» Ortho 0,8% Diluant pentru celule rosii.

* Agitator ﬁe placd.

* solutie PBS (pH 6,8-7,2) sau solutie salina izotonicd (pH 6,5-7,5).

« celule rosii pozitive (in mod ideal R1r) si negative (rr).

. Centnfuga cu tub de testare.

« micropla¢i cu valori "U" validate.

* Pipete volumetrice.

TEHNICI|RECOMANDATE _—
A. Tehnical tubului
1. Se prepdra o suspensie de 2-3% de celule rosii de test spilate in PBS sau solutie salma l‘zotomca
2. Asezati {ntr un tub de etichetare etichetat: 1 volum de reactiv Lorne Anti-D si 1 volum A‘e suspensnc de
3. Se amestecd bine si se centrifugheaza toate tuburile timp de 20 de secunde Ia 1000 rcfsau pentru aﬁnm

adecvate. | ‘




4. Resuspendati usor butonul de celule rosii si cititi macroscopic pentru aglutinare 3 |
5. Orice tuburi care prezintd un rezultat negativ sau dubios (cum se poate Intdmpla i m cazul probelor slabe D) trebui
de 15 minlte la temperatura camerei.

6. Dupa mcuba.l e, repetati pasii 3 si 4.

ie incubate timp

B. Tehnica de tipare micro-diaMed-1D
1. Se prepard o suspensie de 0,8% de celule rosii de testare spilate in ID-CellStab,
2. fndepértati folia de aluminiu din cit mai multe microtuburi, dupd cum este necesar.
3. Amplasati in microtubul corespunzator: S0ul suspensie de test de celule rosii si 25l dejLorne Anti-D.
4. Centrifugati cardul (ID-urile) de identitate intr-o centrifugi cu card de gel Diamed:
5. Cititi macroscopic pentru aglutinare.

C. Tehnicq de tiparire Ortho BioVue (carduri neutre) ‘

1. Se prepard o suspensie de 0,8% de celule rosii testate spalate in diluant Ortho de celule osii de 0,9%.

2. Indq)ai tati folia de aluminiu din cit mai multe camere de reactie, dupi cum este necesat.

Amplasati in camera de reactie adecvati: 50 pl de suspensie de celule rosii test si 40 pl de reactiv Lorne Anti-D.
. Centrifuge caseta (e) intr-o Centrifugi Ortho BioVue System.

Citi{i macroscopic pentru aglutinare,

LPS

th B

D. Tehnica microplicilor, folosind sondele "U"
1. Se prepard o suspensie de 2-3% de celule rosii testate spilate in PBS sau solutie salini izotonica,

2. Asezati in godeul corespunzitor: 1 volum de reactiv Lorne Anti-D si 1 511::.|3r..n:>u, de test pentru celule rosii.

3. Se amesteca bine, de preferintd folosind un agitator de micropliici, avind grija sa se evite contaminare transversala,
4. Incubeazi la temperatura camerei timp de 15 minute (timpul depinde de utilizator),

5. Centrifuge microplaciul timp de 1 minut fa 140 ref sau pentru un timp si for{a alternative adecvate,

6. Resuspendati butoanele celulare utilizdnd agitatie controlati atent pe a microplaci

7. Cititi macroscopic sau cu un cititor automat validat.

8. Orice reactie slabd trebuie repetata prin tehnica tubului.

E. Tehnica diapozitivelor : }

1. Se prepdrd o suspensie de eritrocite de 35-45% in ser, plasma sau PBS sau solutie salind izotonici.

2. Asezati pe o placa de sticld etichetd: 1 volum de reactiv Lorne Anti-D si Ivolumul suspensiei de test pentru eritrocite.
3. Folosind un stick de aplicator curat, amestecati reactivul si celulele pe o suprafati de aproximativ 20 x 40 mm.
4. Inclinatil usor glisorul inainte si inapoi timp de 30 de secunde, ocazional in continuare amestecarea in timpul perioadei de 2minute,
mentindndglisarea la temperatura camerei. ! \

S. Cititi macroscoplc dupd 2 minute pe o lumind difuza si nu greseala firelor de fir ca‘aglutlnare,
6. Orice leactle slabd trebuie repetata prin tehnica tubulul

INTERPRETAREA REZULTATELOR TESTELOR \
I. Pozitive} Aglutinarea celulelor rosii de testare reprezintd un rezultat pozitiv al testulm sty In cadrul limitérilor acc‘eptate ale
procedurii de testare, indicd prezenta antigenului D pe celulele rosii de test. 1
2. Negativ: nici o aglutinare a celulelor rosii test nu reprezinti un rezultat negativ si m ) limitele acceptate ale proced}urii de testare,
mdlca absenta antigenului D pe celulele rosii test. i

3. Se vor e}(clude rezultatele testelor de celule care sunt aglutinate folosind controlul negat v al reactivului, deoarece aglutinarea esle
cel mai prababil cauzata de efectul potentatorilor macromoleculari in reactiv asupra celulelor sensibilizate.

STABILITATEA REACTIILOR |
1. Cititi todlte testele cu tuburi si microplaci imediat dupé centrifugare. 5 |
2. Testele diapozitive trebuie interpretate in doud minute pentru a se asigura spemﬁcrtatea si pentru a evita posibilitatea ca un rezultat
negatlv sd poat fi interpretat incorect ca pozitiv datoritd uscarii reactivului. ‘
3. Trebuie ?nterpretat cu prudenta interpretarea rezultatelor testelor efectuate la tempe;raturi diferite de cele recoman‘
LIMITAREA 3 1
1. Lorne Anti-D nu este adecvaté pentru utilizarea cu celule enzimatice tratate, celule suspendate in LISS sau utilizalte in tehnicile
antlglobulmlce indirecte (IAT). ‘
2. Sangele stocat poate produce reactii mai slabe decat sangele proaspit. 5 =
3. Se poateiobserva o aglutinare falsa pozitivi din cauza prezentei potentiatori macromolecu[are in reactiv cllLlr)Q/‘,ﬁﬂtﬁd seies
1gG sensibilizati celule, de ex. ATHA, HDN. : | :

4. De asemenea, pot apirea rezultate fals pozitive sau false, datorita: i |

date,

ez,



| |

| |

. Contamlkal 'ea materialelor de testare : J

» Depozitdrea necorespunzitoare, concentratia celulard, timpul de incubare sau lemp¢ratu1

» Centrifugare necorespunzitoare sau excesiva

+ Abatered de la tehnicile recomandate

CARACTERISTICI SPECIFICE DE PERFORM ANTA

1. Reactlel au fost caracterizati prin toate procedurile mentionate in Tehnicile recomandate.

2. Inainte de eliberare, fiecare lot de Lorne Monoclonal Anti-D Clonel si Anti-D Clona 2 este testatd prin tehnicile recomandate

fmpotriva unui grup de celule rosii antigen-pozitive pentru a asigura o reactivitate adecvatd,

3. Reactivfi de grupare anti-D pentru gruparea D a pacientilor nu trebuie si reactioneze cu celulele DVI utilizand metoda (melodele)

recomandat (e) pentru utilizare.

4. Specifiditatea anticorpilor monoclonali sursd este demonstrata utilizind un grup de celule antigen-negative.

5. Eficacitatea reactivilor a fost testata pe baza urmitorului standard de referinti pentru potenta minima obtinut de la Institutul

National de Standarde si Controale Biologice (NIBSC):

» Referinta anti-D 99/83( ‘ ‘

6. Controlul calittii reactivilor a fost efectuat utilizand celule rosii care au avut a fost spélat de doud ori cu PBS sau cu solutie salina

izotonica Thainte de utilizare. ‘

7. Reactivii respectd recomandarile cuprinse n ultimul numir al Ghidului pentru serv1cnle britanice de transfuzie a‘

|

DECL]NARE A RESPONSABILITATII ‘
- Utilizatorul este responsabil pentru performanta reactivilor prin orice alti metoda decat cea mentionatd in Tehnidile recomandate.

2 Orice abateu de la tehnicile recomandate trebuie validati Tnainte de utilizare9. ? ‘

sangelui.

DIM ENSI\UNI DISPONIBILE REACTIVI

Dimensiune flacon Numar Catalog
_Anti-D Clone 1 Monoclonal 10ml 730010
] ~ 1000ml 730000*
Anti- D Clone 2 Monoclonal 10ml 710010
1000m| 710000* ‘

% |

--- Accastd dimensiune este numai pentru utilizarea in fabricatie ulterioard (FFMU)isi, ptin urmare, nu ¢
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Pentru dispdnibilitatea altror dimensiuni, Va rugam sa contactati:
Lorne Laboratories Limited

Unit I Cutbush Park Industrial Estate

Danehill |

Lower Earley, Reading,

Berkshire, RG6 4UT

United Kingdom

Tel: +44 (0)\118 921 2264

Fax: +44 (0) 118 986 4518

E-mail: in[o(ﬁﬁ_)lo rnelabs.com




MONOCLONAL BLOOD GROUPING REAGENTS.

DIRECTIONS FOR USE
Anti-D Duoclone Monoclonal:

3
.
< LABORATORIES 0843

#? LORNE

For Tubke, Bio-Rad/DiaMed-ID, Ortho BioVue, Microplate and Slide Techniques..

SUMMARY

The Rh blgod group system was discovered in 1940, The D antigen is the most
clinically significant non-ABO red blood cell antigen and has been implicated in
causing Haemolytic Transfusion Reactions and Haemolytic Disease of the Newborn.

Anti-D Phenotype _ Caucasians %  Afro-Americans %
+ RhD +ve g8h 72
0 - Rh D -ve 15 28
PRINCIPLE

The reagent will cause direct agglutination (clumping) of test red cells that carry
the D antiiqen and indirect agglutination of red cells that are Catsgory DY in the
antiglobulin phase of testing. No agglutination generally indicates the absence of
the D antigen (see Limitations).

REAGENT
Lorne Monaclonal Anti-D Duoclone blood grouping reagent is a low protein,
blended reagent containing a human monoclonal IgM and IgG anti-D, diluted
in a phosphate buffer containing sodium chloride (0.9 g%g, bovine albumin
{3 g%) and macromolecular potentiators, When typing patient samples, this
reagent will directly agglutinate Rh D positive cells, including majority of variants
(but not DY) and a high proportion of weak D (D¥) phenotypes when using the
recommended techniques. The reagent is supplied at optimal dilution for Use on
patient samples with all recommended techniques stated below without need
L?rllltrtgelr dilution or addition. For lot reference number and expiry date see

ial l.abel,

lgM / IdG Cell Line / Clone
g RUM-"
laG | MS-26

WEAKENED EXPRESSION OF THE RhD ANTIGEN

The collective term D is widely used to describe red cells which have a weaker
expression of the D antigen than normal, The term weak D denotes individuals

with a reduced number of complete D antigen sites per red cell. The term partial

D denotes individuals with missing D antigen epitopes. DV is a partial D category
which misses most D epitopes, Duoclone reagent will detect most examples of
partial and weak D red cells by direct agglutination, but will not detect D cells. This
reagent will detect D¥ and partial D cells in the IAT phase.

STORAGE|

Reagent vials should be stored at 2 - 8°C on receipt. Prolonged storage at
lemperatures outside this range may result in accelerated loss of reagent
reactivity. This reagent has undergone transportation stability studies at 37°C
and —25°C as described in document BS EN IS0 23640:2015.

SAMPLE GOLLECTION AND PREPARATION

Blood samples can be collected into EDTA, citrate, CPDA anticoagulant or as

a clotted sample. The samples should be tested as soon as posstble following

collection. |If a delay in testing should occur, store the samples at 2-8°C. Samples

displaying gross haemolysis or microbial contamination should not be used for

Eesjinq{. Ittisdadvisable to wash all blood samples with PBS or Isotonic saline before
eing tested.

PRECAUTIONS

1. The reagent i1s intended for in vitro diagnoslic use only.

If @ reagent vial is cracked or leaking, discard the contents immediately,

Da not use the reagent past the expiration date (see Vial Label).

Do not use the reagent if a precipitate is present.

Protective clothing should be warn when handling the reagents, such as

disposable gloves and a laboratory coat,

The reagent has been filtered through a 0.2 um capsule to reduce the

bio-burden. Once a vial has been opened the contents should remain viable

up until the expiry date as long as there is no marked turbidity, which can
indicate reagent deterioration or contamination.

7. The reagent contains <0,1% sodium azide. Sodium azide may be toxic if
ingested and may react with lead and copper plumbing to form explosive
metal azides. On disposal flush away with large volumes of water.

8. Materials used to produce the reagent were tested at source and found to
be negative for HIV 142 and HCV antibodies and HBsAg using approved
micrabiological tests.

9. No known tests can guarantee that products derived from human or animal
sources are free from infectious agents. Care must be taken in the use and
disposal of each vial and its contents.

DISPOSAL; OF REAGENT AND DEALING WITH SPILLAGES
For information an disposal of the reagent and decontamination of a spillage site
see Material Safety Data Sheets, available on request.

CONTROLS AND ADVICE
1. Itis recommended that a positive control (ideally R1r cells) and a negative
control|(ideally rr cells) be tested in parallel with each batch of tests. Tests

Lo e S A

must be considered invalid if controls do not show expected resulis.

2. When typing red cells from a patient who is diagnosed with a disease thal
causes the red cells to become coated with antibody or other proteing (such
as HON, AIHA), it Is important to test the patient's red cells using Larne's
reagent negative control (Monoclonal I Negativie Control, catalogue
# 650010). Tests must be considerad inva?id if red cells are agglutinated
using Lorne's Monaclonal D Negative Control {catalogue # Gh0010)

3. Test samples for category DY determination by the Indirpct Antiginbulin,
Coombs Bio-Rad/DiaMed-10 and Coambs Ortho BioVue Techniques only

4. Weak and variant D antigens are poorly defected by gel card, microtitre plate
and slide techniques. It Is recommended that weak and partial variants are
tested using the tube test technique.

5. The antiglobulin tube technique can only be considered valid if all negative
tests react positively with 1gG sensitised red cells,

6. Inthe Recommended Techniques one volume is approximately 50 when
using the vial dropper provided.

7. The use of the reagent and the interpretation of rasults must be carried out by
pruﬁerly trained and qualified personnel in accordance with the requirements
of the cauntry where the reagents are in use,

8. The user must determine suitability of reagents for use in other techniques.

REAGENTS AND MATERIALS REQUIRED
= Anti-human globulin e,g. Lorne AHG Elite &Cat # 435010) or Anti-Human
1gG e.g. Lorne Anti-Human lgG (Cat # 402010),

Applicator sticks.

Automatic plate reader.

Coomis cell washer,

Bio-Rad/DiaMed 10-Cards (LIS5/Coombs) and (Neutral)

Bio-Rad/DiaMed |D-Centrifuge.

Bio-Rad/DiaMed 1D-CellStab or 1D-Diluent 2.

Bio-Rad/DiaMad ID-Incubatar equilibrated to 37°C + 2°C

Glass microscope slides.

Glass test ubes (10 x 75 mm or 12 x 75 mm)

lgG sensitised red cells|e.q. Lorne Coambs Control Cells (Cal # 9700101
icroplate centrifuge.

Ortho BioVue System Casseltes (AHG/Conmbs) and (Neutral)

Ortho BioVue System Centrifuge,

Ortho BioVue System Heat Block equilibrated to 37°C = 2°C.

Ortho 0.8% Red Gell Diluent,

Plale shaker.

PBS solution (pH 6.8-7.2) or Isotonic saline solution (pH 6.5-7.5)

Positive (ideally R,r) and negative (rr) control red cells.

Test tube centrifuge.

Validated "U" well microplates.

Volumetric pipettes.

Water bath or dry heat incubator equilibrated to 37°C = 2°C,

RECOMMENDED TECHNIQUES (NOT CATEGORY DY)

A. Tube Technique

1. Prepare a 2-3% suspension of washed red cells in PBS or Isotonic saling

2. Place in a labelled test tube: 1 volume of Lorne Duoclone reagent and 1 volume
of test red cell suspension.

3. Mix thoroughly and centrifuge all tubes for 20 seconds at 1000 ref or for a
suitable alternative time and force.

4. Gently resuspend red cell button and read macroscopically for agglutination
5. Any fubes, which show a negative or questionable resull (which can happen
with D" or weak D samples), should be incubated for 15 minutes at room

lemperature. i |

6. Following incubation, repgat steps 3 and 4.

B. Bio-Rad/Diaied-ID Micro Typing Technique (Neutral cards)

. Prepare a 0.8% suspension of washed red cells in ID-CellStab or
ID-Diluent 2.

2. Remove aluminium foll from as many microtubes as needed.

3. Place in appropriate microlube: 50yl test red cell suspension and 25yl
L.orne Duoclone reagent,

4. Centrifuge the ID-Card(s) in a Bio-Rad/Diamed gel card centrifuge,

5. Read macroscopically for agglutination

C. Qrtho BioVue Typing Technique (Neutral cards)

1, Brlepare a 0.8% suspension of washed red cells in 0.8% Ortho Red Gall

iluent

2. Remove aluminium foil from as many reaction chambers a5 necded.

3. Place in appropriate reaction chamber: 50u! of red cell suspension and 40yl
of Lorne Duoclone reageént, T T O

4. Centrifuge cassette(s) in an Ortho BioVue SystepGentfiflige.

5. Read macroscopically fﬁgr agglutination. [@f‘ R

D. Microplate Technique, using "U" wells /< 7 #

1. Prepare a 2-3% suspension of washed red/68lst PRS or Isatonic sdlire.

2.

Place in the appropriate well; 1 volume of llo n}TDllnﬁlqng}s@gﬂ and, 1.
volume of test red cell suspension, g{ ) o A
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3. Mix thoroughly, preferably using a microplate shaker, taking care to avoid
cross{well contamination.

Incubate at room temperature for 15 minutes (time dependant on user).
Centnfuge the microplate for 1 minute at 140 rcf or for a suitable alternative
time and force.

Resuspend the cell buttons using carefully controlled agitation on a
microplate shaker

Read macroscopically or with a validated automatic reader.

Any weak reactions should be repeated by the tube technigue.

Slide Technique
Prepare a 35-45% suspension of test red cells in serum, plasma or PBS or
Isotonic saline.
Place pn a labelied glass slide: 1 volume of Lorne Duoclone reagent and 1
volumeg of red cell suspension.
Using & clean applicator stick, mix reagent and cells over an area of about
20 x 40 mm.
Slowly tilt the slide back and forth for 30 seconds, with occasional further
mixing during the 1 minute period, maintaining slide at room temperature.
Read macroscopically after 1 minute over a diffuse light and do not mistake
fibrin $trands as agglutination.
Any wgak reactions should be repeated by the tube technigue.

RECOMMENDED TECHNIQUES (TO DETECT CATEGORY DY)

A. Indirect Antiglobulin Technique (IAT

Prepare a 2-3% suspension of washed red cells in PBS or Isotonic saline.
Place in a labelled test tube: 1 volume of Lorne Duoclone and 1 volume of
red cell suspension.

Mix thoroughly and incubate at 37°C for 15 minutes.

Wash test red cells 4 times with PBS or Isotonic saline, taking care to decant
saline between washes and resuspend each cell button after each wash.
Completely decant saline after last wash.

Add 2 drops of anti-human globulin or anti-IgG to each dry cell button.
Mix thoroughly and centiifuge all tubes for 20 seconds at 1000 rcf for a
suitable alternative time and force.

Resuspend each cell button and read macroscopically.

Confirm validity of all negative reactions with lgG sensitised red cells.

- Bio-Rad/DiaMed-ID Micro Typing Technique (LISS/Coombs cards)
Prepare 0.8% suspension of washed red cells in ID-GCellStab or ID-Diluent 2.
Remove aluminium foil from as many microtubes as needed,

Place in appropriate microtube: 50ul of red cell suspension and 25ul of
Lorne Duoclone.
Incubate the ID-Card(s) for 15 minutes at 37°C.

Centriflige the ID-Card(s) in a Bio-Rad/Diamed gel card centrifuge.
Read macroscopically for agglutination.

— colHl e o=
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. Ortho BjoVue Typing Technique (AHG/Coombs cards)

[P)rlepare a 0.8% suspension of washed test red cells in 0.8% Ortho Red Celt
iluent

Remove aluminium foil from as many reaction chambers as needed.

Place ih appropriate reaction chamber; 50ul of red cell suspension and 40ul

of Lorne Duaclone.

Incubate the cassette(s) for 15 minutes at 37°C.

Centriflige cassette(s) in an Ortho BioVue System Gentrifuge.

Read macroscoplcally for agglutination.

INTERPRETATION OF TEST RESULTS

1. Posmvg Agglutination of the red cells constitutes a positive test result and
within accepted limitations of test procedure, indicates the presence of the D
antigen on the test red cells.

2. Negative: No agglutination of the red cells constitutes a negative result and
within the accepted limitations of the test procedure, indicates the absence
of the D antigen on the test red cells.

3. Test results of cells that are agglutinated using the reagent negative control
shall be excluded, as the agglutination is most probably caused by the effect
of the macromolecular potentiators in the reagent on sensitised cells.

STABILITQ OF THE REACTIONS

1. Read all tube and microplate tests straight after centrifugation.

2. Complete washing steps without interruption and centrifuge and read tests
immediately after addition of anti-human globulin because delays may result
in dissaciation of antigen-antibody complexes, leading to false negative or
weak positive reactions,

3. Slide tests should be interpreted within 1 minute to ensure specificity and
to avoid the possibility a negative result may be incorrectly interpreted as
positive due to drying of the reagent,

4. Caution should be exarcised in the interpretation of results of tests
performed at temperatures other than those recommended,

LIMITATIONS

1. Lomne Anti-D is not suitable for use with enzyme treated cells or cells
suspended in LISS.

2. The use of solutions for making red cell suspensions other than those
described in the "Recommended Techniques” sections in the document

e ook
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must be validated prior to use. Some solutions may give rise 1o false
positive or false negative reactions.
Stored blood may give weaker reactions than fresh blood.
False positive agcflluunalmn may be seen when lesting IgG sensitised cells.
False positive or false negative results may also accur ciue to:
+ (ontamination of test materials
« Improper storage, cell concentration, incubation t’m{: or temperature
« |mproper or excessive centrifugation
« Devialion from the recommended lechnigues

SPECIFIC PERFORMANCE CHARACTERISTICS )

1. The reagent has been characterised by all the procedures mentioned in the
Recommended Techniques.

2. Prior to release, each lof of Lorne Monoclonal Anti-D Dueclong is tested by
the Recommended Techniques against a panel of antigen-positive red cells
to ensure suitable reactivity.

3. Specificity of source monoclonal antibodies is demonstrated using a panel
of antigen-neqgative cells.

4, The potency of the reagent has been tested against the following minimum
potency reference standard obtained from National Institute of Biological
Standards and Controls (NIBSC): Anti-D reference 99/836.

5. The Quality Control of the reagent was performed using red cells that had
been washed twice with PBS or Isotonic saline prior to'use

6. The reagent complies with the recommendations contained in the latest
issue of the Guidelines far the UK Blood Transfusion Sarvices

IR

DISCLAIMER

1. The user is responsible for the performance of the reagent by any mathod
other than those mentioned in the Recommended Techniques.

2. Any daeviations from the Recommended Techniques should be validated prior
to Use®,
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. GREAT BRITAIN
REACTIVI MONOCLONALI SANGVIVI #referinta a documehtului 0843
INSTRUCTII DE UTILIZARE 1 | R B
| Anti-D Duoclon: pentru Tehnici in Tub, Bio-Rad/ DiaMed-ID, Ortho BioV.ue, Microplaci si Slide-uri
SUMAR
Sistemul de sange Rh a fost descoperit in 1940. Antigenul D este cel mai mult
clinic semnificativ antigen non-ABO de celule rosii si a fost implicat in
cauzele reactilor hemolitice de transfuzie §i boald hemoliticd a nou-ndscutului.

Anti-D Fenotip Populatia Caucaziana % Populatia Afro-Americana %
Sl il Rh D+ve 85 72 T

0 ‘ Rh D-ve |15 28 o
PRINCIPIU

Reactivul va provoca aglutinarea directd (clumping) la testarea celulelor rosii care poarta

antigenul D si aglutinarea indirectd a celulelor rosii care sunt de Categoria Dvi in

faza antiglobulini de testare. Lipsa aglutinarii in general nu indica lipsa antigenului D/(a se vedea Limitarile).

REAGENTI

Reactivul grupei sanguine Lorne Monoclonal Anti-D duoclon este un reactiv scazut de proteine continand un amestec de reactivi
IgM monoclonal uman si IgG anti D, diluat intr-un tampon fosfat care contine cloruri de sodiu (0,9 g%), albumina bovina (3 ¢%)
si potentiatori macromoleculari. La introducerea esantioanclor pacientului,

reactivul va aglutina direct celule Rh D pozitive, incluzind majoritatea variantelor

(dar nu Dvi ) si o proportie mare de fenotipuri D slab (Du) atunci cand se utilizéaza tehnici recomandate. Reagentul este furnizat
in dilutie optimala pentru utilizare cu toate tehnicile recomandate, mentionate mai jos, fdrd necesitatea de dilutii ulterioare sau
adaosuril. Pentru identificarea numarului Lotului si a termenului de expirare a se vedea Eticheta Flaconului.

IgM/IgG Cell/Clone
IgM RUM-1
| 1gG MS-26

EXPRESII FATA DE ANTIGENUL RhD
Termenul comun Du este folosit pe scard largd pentru a descrie celulele rosii care au o valoare mai slabi a
expresief antigenului D decdt in mod normal. Termenul "slab D" denot indivizi cu un numar redus de situsuri antigenice D
complete pe celula rosie. Termenul partial D denoti indivizi cu epitop de antigen D lipsa. DV1 este o categorie partiald Deare
rateazd cele mai multe epitopi D. Reactivul Duoclone va detecta cele mai multe exemple de
celulele tosii partiald si slaba D prin aglutinare directd, dar nu vor detecta celulele DVI]. Acest
reactivul va detecta celulele DVI si D partiale in faza IAT.

CONDITII DE PASTRARE
Flacoanéle cu reagent trebuie sa fie pastrate la 2-8°C la primire. Pastrarea indelungata la o alta temperature decil cea mentionata
poate duge la pierderea rapida a reactivitatii reagentului. Acest reagent a fost testat la conditii de transportare +37°C si -25"C.

precum gste mentionat in documentul BS EN ISO 23640:2015.

COLECTAREA SI TRANSPORTAREA PROBELOR
Probele de singe colectate in EDTA,citrate, CPDA anticoagulant sau ca o proba coagulata. Probele trebuie testate cat mai curdnd
posibil dilpa colectie. Daca testarea se face mai tirziu, atunci pobele se stocheaza la 2-8"C. Probele
care indica hemoliza brutd sau contaminare microbiana nu ar trebui si fie utilizate pentru testare. Toate probele de singe trebuic sa
fie spalate cel putin de doua ori cu PBS sau solutie izotonica salina inainte de testare.

PRECAUTII
Reagentul este destinat doar pentru diagnosticul in vitro.

Daca flaconul cu reagent este stricat, ne ermetic inchis, acesta trebuie sa fie aruncat imediat,

Nu utilizati reagentii cu termen expirat (a se vedea pe Eticheta flaconului).
Nu utilizati reagentul daca este present precipitatul.

Purtati haine de protective in timpul utilizarii reagentului, precum manusi si halat.

Reagentul a fost filtrate prin filter de 0,2y, pentru a inlatura pericolul biologic. Astfel, odata ce flaconul a fost deschis, continutul
poate fi utilizat pina la sfirsitul termenului de expirare, daca nu este presenta careva turbiditate in flacon, care poate indica asupra
prezentei deteriorarii sau contaminarii.

Reagentul contine <0,1% de azida de sodium. Acesta poate fi toxic la ingerare si poate reactiona cu cupru si staniu plumbuit si
forma azide de metale cu effect exploziv. La expunere, spalati abundent cu apa.

Materialgle utilizate pentru producerea reagentilor au fost testate pentru a fi negative la anticorpii HIV 142, HCV si HBsAg prin
metodlcl‘mlcroblologlce aprobate.

Nici 0 metoda de testare cunoscuta nu poate garanta lipsa agentilor infectiosi in produsele derivate din material de origine umana
sau biologica. Atentie se ia utilizare si distrugerea fiecarui flacon si a continutului acestuia.

PROCEDURI DE DISTRUGERE A REAGENTULUI SI DE PROTECTIE IN CAZUL SCURGERI] |
Pentru informarea referitor la procedure de distrugere si de-contaminare a loculuilde séurgere a se vedea Brosurile” &ﬂ Fj*i
referitor la Siguranta Materialului (Material Safety Data Sheets). 7o e
CONTROALE SI SFATURI o '+ ¥
-Se recomanda utilizarea in paralel a controalelor positive (ideal R1r cells) si cele negatlve(ldea rr cells) Ia,c fers
fiecarui sgt de probe. Testele trebuie considerate invalide in cazul in care controale]e nu afiseaza rezu]tate]c{ agsteptate.




-Cénd tasta'u celulele rosii de la un pacient diagnosticat cu o boala determin ca celulele rosii sé fie acoperite cu anticorpi sau alte
proteme (cum ar fi ca HDN, AIHA), este important s4 testati celulele rosii ale pacientului utilizind Lorne's reactiv negativ de
control ‘(Monoclon'al D Negative Control, catalog # 650010). Testele trebuie considerate nevalabile dacd celulele rosii sunt
agglutirate utilizdnd controlul negativ al lui Lorne D (catalogul nr. 650010).

-Esantidanele de testare sunt numai pentru tehnicile pentru determinarea categoriei DVI de catre Antiglobulina Indirectz,Coombs
Bio-Rad / DiaMed-ID si Coombs Ortho BioVue.

-Antigenele slabe si variantd D slab detectate cu ajutorul cardului de gel, placi de microtitrare si tehnici de slide. Se recomanda ca
variantele slabe si partiale sa fie testat folosind tehnica de testare a tubului.

-Tehnich in tub antiglobulinici poate fi consideratd valida numai daci toate testele negative reactioneazi pozitiv cu celulele rosii
sensibile la IgG.

-In tehnicile recomandate, un volum este de aproximativ 50p] cnd folosind picuratorul de flacon furnizat.

-Utilizarea reagentilor si interpretarea rezultatelor trebuie sa fie efectuata de personal antrenat si calificat in corcondanta cu
cerintel¢ tarii unde acesti reagent se folosesc.

-Utilizatorul trebuie sa determine utilitatea reagentului in alte tehnici decit cele mentionate.

REAGENTI SI MATERIALE NECESARE

-Ce]ulele anti-umane, de ex. Lorne AHG Elite (Cat # 435010) sau Anti-Human [gG de ex. Lorne 1gG anti-uman (Cat # 402010).
-Stick-uri.

-Cititor de placa automat,

-Spaléto‘r cu celule Coombs

-Carduri de identificare Bio-Rad / DiaMed (LISS / Coombs) si (Neutru).

-Centrlfpgé ID Bio-Rad / DiaMed.

-ID-CellStab sau ID-diluant Bio- Rad / DiaMed

-IncubaAorul ID-uri Bio-Rad / DiaMed echilibrat la 37°C + 2°C.

-Sliduri din sticla pentru microscop.

-Tuburi ‘de testare din sticla (10 x 75 mm or 12 x 75 mm).

-Celule J‘osn sensibile la IgG, de ex. Celulele de control Lorne Coombs (Cat # 970010)

-Centrifuga microplaca.

-Casete Ortho BioVue System (AHG / Coombs) si (Neutru).

-Ortho BloVue System Centrifuge.

-Blocul de cildurd al sistemului Ortho BioVue echilibrat la 37°C + 2°C.

-DlluentF pentru cellule rosii Ortho 8%.

-Shaker,

-Solutia PBS (pH 6.8-7.2 ) sau Solutia salina Izotonica (pH 6.5-7.5).

-Control de cellule rosii pozitiv (ideal R,r) si negative (rr)

-Tub de testare centrifuga.

-Godeuri “U” validate.

-Pipette volumetrice

-Baia de apd sau incubatorul de caldura uscata echilibrati la37°C+2° C.

TEHNICI RECOMANDATE
A.TEHNICA IN TUB

I. Preparati o suspenzie de cellule rosii spalate 2-3% in PBS sau solutie izotonica salina.

2. Adaugati in tubul marcat pentru testare; | volum de reagent Lorne Duoclone si | volum de suspenzie de cellule rosii de
testare,

3.Amestecati minutios si centrifugati toate tuburile timp de 20 secunde la 1000 ref sau utilizati alti par mmtr]c corespunzatori de
timp si viteza de centrifugare.

4. Resuspendati atent conglomeratul de cellule rosii si cititi aglutinarea microscopica.

5. Orice tub care prezinta rezultat negative saudicsutail (care se poate intimpla cu Du sau D slab) trebuie incubat la temperature
camerei limp de |5 minute,

6. Dupi incubare, repetati pasii 3 si 4,

B.TEHNICA de MICROTIPARE Bio-Rad/DiaMed-1D(Carduri neutrale)
|.Prepararea suspenziei de 0,8% a celulelor rosii spalate in ID-CellStab sau ID-Diluent 2.

2.Inlaturati folia de aluminiu de pe microtuburi cit e necesar.
3.Plasati in tuburile corespunzatoare: 50ul de solutie suspenzie cellule rosii de testare si 25u1 de reagent duoclonLorne,
4.Centrifugati ID-Card(s) in Centrifuga de gel card Bio-Rad/ Diamed.
5.Cititi rezultatul aglutinarii macroscopic.

C.TEHNICA DE TIPARE Ortho Bio Vue(Carduri neutrale) | 1
1. Prepararea suspenziei de 0,8% a celulelor rosii spalate in 0,8% Ortho Red Cell Dlluent
2.Inlaturati folia de aluminiu de pe cit mai multe camera de reactive, dupa cum este‘ necesar, / :
3.Plasati in camera de reactive corespunzatoare: SOul de solutie suspenzie cellule rosii si 40 pl d@ t,at’cnl Lorne, Duod]

4.Centrifugati casetele timp de 5 minute in centrifuga Ortho BioVue System. Q ‘ .

5.Cititi rezultatul aglutinarii macroscopic. ‘
D.TEHNICA Microplaca, utilizind godeuri “U” ; |
L.Preparati o suspenzie de cellule rosii spalate 2-3% in PBS sau solutie izotonica salina. ) TS St
2.Adaugati in godeurile corespunzatoare: 1 volum de reagent Lorne Duoclonsi | volum de qusperm\d{zx T:]:fu:fe‘ N y[’l testare
3. Ag?tatl minutios, de preferintd folosind un agitator pentru micropldci, avand grijd sa se evite contamin VeI ata.




4.Incubati pentru 15 minute la temperature camerei (in functie de utilizator)., ‘
5. C¢ntr[fugat1 microplaca timp de 1 minut la 140 RCF corespunzator.
6.Resuspendati butoanele de celula utilizind cu atentia agitarea controlata pe|un agltatm de microplaci.
7.Cititi macroscopic sau la un cititor automat validat. |
8.Orice reactii slabe trebuie repetate prin Tehnica in tub. :
E.TEHNICA SLIDE !
1. Preparatl o0 suspenzie de celule rosii de 35-45% in ser, plasma sau PBS sau solutie izotonica salina.
2, Adaugatl in tubul marcat pentru testare: 1 volum de reagent Lorne Duoclonal si | volum de suspenzie de cellule rosii de
testare. ‘
3 Cu ajutorul unui aplicator curat, amestecati reactivul si celulele pe o supmi"l(ﬁ de aproximativ 20 x 40 mm,
4.Inclinati tncet slide-ul nainte §i fnapoi timp de 30 de secunde, cu amestecare ocazionala timp de Iminyt, mentinand slide-ul
la temperatura camerei. ‘ i
5.Cititi macroscopic dupa 1 mmuta la o lumina difuza si s& nu gresiti tilamgnte]<z de fibrina ca si aglutm%lrea.
6.0Orice reactii slabe trebuie repetate prin Tehnica in tub. :

\
% |
TEHNICI RECOMANDATE (PENTRU DETECTAREA CATEGORIEI Dv1) }
A. Tehulca antiglobulunicé indir cctJ(IAI sau IAT) ; ‘

l. Prepafatl o suspenzie de cellule rosii spalate 2-3% in PBS sau solutie 1zotomca salina.
2. Adaugatl in tubul marcat pentru testare: 1 volum de reagent Lorne Duoclone si ] volum de suspenzie de cellule rosii de testare,
3.Amestecati minutios si incubati la 37°C |5 minute.

4. Se spald celulele rosii de testare de 4 ori cu PBS sau cu solutie salind izotonica, avind griji sa se decanteze

solutie s?]iné intre spalari si resuspendati fiecare conglomerat celular dupi fiecare spilare.

Completati solutia salind dupa ultima spalare.

S. Adéugati 2 picéturi de globulini anti-umana sau anti-IgG la fiecare conglomerat de celule uscate.

6. Amestecatl minutios si centrifugati toate tuburile timp de 20 secunde la 1000 ref sau utilizati alti parametric corespunzatori de
timp si viteza de centrifugare.

7. Resuspendati atent conglomeratul de cellule rosii si cititi aglutinarea microscopica.

8. Confirmati validitatea tuturor reactiilor negative cu celule rosii sensibile la IgG.

B Tehnica micro-tipdririi Bio-Rad / DiaMed-ID (carduri LISS / Coombs)
. Se prepard o suspensie de 0,8% de celule rosii spilate in 1D-CellStab sau 1D- Dllllt:!]‘l 2
2. Indepartati folia de aluminiu din cit mai multe microtuburi, dupd cum este necesar.
3 Amplasati in microtubul corespunzitor: 50yl suspensie de celule rosii si 25ul de
Lorne Duoclone. :
4. Im‘nhhh cardurile ID hmr} de 1S minute la37°C.
5. Centqfugatl cardurile ID intr-o centrifuga gel card Bio-Rad / Diamed.
6. Cititi rezultatul aglutinarii macroscopic.

C.Tehnica de tipare Ortho BioVue (carduri AHG / Coombs)

1. Se preparé o suspensie de 0,8% de celule rosii testate spilate in 0,9% Ortho Red Cell

Diluent.

2. Indepartati folia de aluminiu din cat mai multe camere de reactie, dupd cum este necesar,

3. Amplasati In camera de reactie corespunzitoare: 50l suspensie de celule rosiilsi 40ul

din Lorn!e Duoclone.

4. Incubati caseta (casetele) timp de 15 minute la 37 ° C.

5. Centrifugati caseta (e) intr-o Centrifugi Ortho BioVue System.

6. Cititi rezultatul aglutinarii macroscopic.

INTERPRETAREA REZULTATELOR TESTULUI

1 Pozm\/ aglutinarea celulelor rosii testate constituie rezultatul pozitiv al testarii ;n limitele acceptate a pIOCGdUI ii de testare si

indica pr czem'} antigenului D de pe celulele rosii de testare. ‘

2. Nega’uT/e lipsa aglutinarii celuletor rosii de testare constituie rezultatul negatlve si 1q lilmitele acceptate a procedurii de testare.

indicind absenta antigenului D corespunzator de pe celulele rosii de testare.

3. Rezultatele testului de celule care sunt aglutinate folosind controlul negativ supt excluse deoarece

aglutinarea este cel mai probabil cauzatd de efect a potentatorilor macromoleculati din reactiv pe celule sensibilizate.

STABILITATEA REACTIILOR

l. Cltnea‘lmedlata a rezultatelor dupa centrifugare.

2.Etape ¢omplete de spilare fara intrerupere si teste de centrifugare si citire 1med1at dupa adaugarea globutei: an\ umane, deoarece

pot rezulfa Intérzieri in disocierea complecsilor antigen-anticorp, conducind la reactii fals negatwﬁﬁn ! X 7 1i‘m slabe.
A -_\i‘ ' A Y

3. Testele Slide trebuie interpretate in 1 minutd pentru a asigura specificitatea si pentrL‘l a CVlld-

pmte fi mlupl etat in mud eronat ca hmd pozmv dalnntd mcam Ie'u:twulun

LJFVIITAR]LE
1. Lorne JAnti-D nu este potrivit pentru utilizare cu celule sau celule tratate cu enzime
suspendat in LISS.

2, UtlllzaLrea solutiilor pentru prepararea suspensiilor de celule rosii, altele decét cele
descrise } m sectiunile "Tehnici recomandate" din document

trebuie sar fie validatd fnainte de utilizare. Unele solutii pot da nastere la reactii falis



pozqu sau fals negative.
3.Singld stocat poate da reactii mai slabe decit single proaspat.
4. Aglutinarea falsd pozitivd poate fi observata la testarea celulelor sensibile la IgG.
5.Rezultatele fals positive si fals negative pot aparea datorita: ‘
-Contaminarea materialului de testare.
-Pastrarea incorecta, concentratia celulara, timpul de incubare sau temperatura.
-Centrifugarea incorecta sau excesiva.
-Abateri de la tehnica recomandata.
CARACTERISTICILE PERFORMANTELOR SPECIFICE |
1. Reagéntu au fost caracterizati prin procedurile mentionate in Tehnici Recomandate‘ {
2 Inaintea eliberarii, fiecare lot a reagentului Lorne Monoclonal Anti-D Duoclone este testat prin Tehnicile Recomandate contra
panelului de cellule rosii antigen positive pentru asigurarea reactivitatii corespunzatoal €. ‘
3.Specificitatea sursei a anticorpilor monoclonali este demonstratd cu ajutorul unui panou de celule antigen negatlve
4 Eficaclitatea reactivului a fost testatd contra urmitorului minim potential de reférinta obtinut de la Institutul Natlonal de Biologic
Standarde si controale (NIBSC): Referinta anti-D 99/836.
5.Controlul calitatii reactivului a fost efectuat utilizand celule rogii care au fost spalate de doud ori cu PBS sau cu solutie salina
izotonica inainte de utilizare.
6.Reactivul este in conformitate cu recomandarile cuprinse in ultimul numar al Ghidului pentru Marea Britanie a Serviciilor de
I'ransfuzie a Singelui,
DECLARATIE
. Utilizatorul este responsabil pentru performanta reactivilor obtinuta prin oricare alta metoda, decit cele mentionate in Tehnicile
Recoma 1date.
2. Orice|abatere de la Tehnicile Recomandate ar trebui sé fie validate Inainte de utlllzale
BIBLIOGRAFIE
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DIMENSIUNI DISPONIBILE REACTIVI

Dtmcnslune flacon Numar Catalog
10ml 740010

1000ml 740000%*

5000 ml 740000X5a*

* Acest format este doar pentru utilizare in producer si astfel nu este cu marcajul CE.
Pentru disponibilitatea altror dimensiuni, Va rugam sa contactati:
Lorne Laboratories Limited

Unit I Cutbush Park Industrial Estate

Danehill

Lower Earley, Reading,

Berkshire, RG6 4UT

United Kingdom

Tel: +44 (0) 118 921 2264

Fax: +44 (0) 118 986 4518

E-mail: info@lornelabs.com

TABEL SIMBOLURI

| Batch in-\itre
| Humber IVD Diagnostic

REF Catalogue

Reference
5 ¢ || expiny pat
- upiry Date

[ ]
Read Pack

Insert




LORNE LABORATORIES LTD.

Ce€

GREAT BRITAIN | 0843

MONOCLONAL ELOOD GROUPING REAGENTS
DIRECTIONS FOR USE

Anti-K Monoclonal: For Tube, Bio-Rad-ID, Ortho BioVue, Microplate and Slide [Techniques.

SUMMARY

The K antigen was reported in 1946. The antigen is fully developed at birth and
can be strongly immunogenic. Anti-K has been implicated in Haemolytic
Transfusion Reaclions and Haemolytic Disease of the Newborn.

Anti-K Anti-k | Phenotype | Caucasians % Afro-Americans %
+ 0 K+k- 0.2 ~ Rare |
+ [ Kkt 8.8 0
0 + Kek+ 91.0 880
0 0 K, Exceedingly Rare

PRINCIPLE

Reagent will cause direct agglutination (clumping) of cells that carry K antigen,
Mo agglutination generally indicates absence of K antigen {see Limitations).

REAGENT

Lorne Manoclonal Anti-K blood grouping reagent is a low protein reagent
centaining the monoclonal g antibody, Clone MS-66, diluted in a phosphate
buffer containing sodium chloride (0.9 g%), bovine albumin (6 g%) and
macromolecular potenlialors, The reagent is supplied at optimal dilution for use
with all recommended technigues stated below without need for further dilution or
addition. For lot reference number and expiry dale see Vial Label,

STORAGE

Reagent vials should be stored at 2 - B°C on receipt. Prolonged storage at
lemperatures oulside this range may result In accelerated loss of reagent
reactivity, This reagent has undergone transportation stability studies at 37°C and
~25°C as deserbed in document BS EN IS0 23640:2015.

SAMPLE {‘JOLLECTION AND PREPARATION

Blood samples can be collected into EDTA, cilrate, CPDA anticoagulants or as a
clotted sample. The samples should be tested as soon as possible following
collection, If & delay in testing should occur, store the samples al 2-8°C. Samples
displaying gross haemolysis or microbial contamination should not be used for
lesling. Blood samples showing evidence of |ysis may give unreliable results. Itis
praferable (but not essential) to wash all blood samples with PBS or Isotonic
saline before being lested.

PRECAUTIONS

The reagent is intended for in vitro diagnostic use only,

If a reagent vial is cracked or leaking, discard the contents immediately,

Do notjuse the reagent past the expiration date (see Vial Label).

Do notiuse the reagent if a precipitate is present. i

Protactive clothing should be warn when handling the reagents, such as

disposable gloves and a laboratory coal.

6. The reagent has been filtered through a 0.2 um capsule to reduce the bio-
burden], Once a vial has been opened the contents should remain viable up

until thE expity date as long as there is no marked turbidity, which can

S

indicate reagent deterioration or contamination.

7 The reagent contains < 0.1% sodium azide. Sodium azide may be toxic if
ingested and may react with lead and copper plumbing to form explosive
metal azides. On disposal flush away with large volumes of waler.

8. Materidls used to produce the reagent were tested at source and found to
be negative for HIV 1+2 and HCV antibodies and HBsAg using approved
microbjological tests.

9, No kno;wn lests can guarantee that products derived from human or animal
sourcep are free from infectious agents. Care must be taken in the use and
disposal of each vial and its contents,

DISPOSAH OF REAGENT AND DEALING WITH SPILLAGES

For informa(iBn on disposal of the reagent and decontamination of a spillage site
see Material‘Safety Data Sheets, available on request.

\
CONTROLF AND ADVICE

1. Itis recammended a positive control (ideally heterozygous) and a negative
control be lested in parallel with each batch of tests. Tests must be
considered invalid if controls do not show expected results,

2, When typing red cells from-a patient it is important that a reagent negative
control (Mono Rh Control, Lorne catalogue number 640010) is included
since the macromolecular polentialors in the reagenl may cause false
pasitive reactions with |gG coated cells,

3. Weak K anligens may be poorly detected by the gel card, microtitre plate
and slide technique. It is recommended lhat weak K antigens are tested
using the tube lest technique.

4. Inthe Recommended Techniques one volume is approximately 50yl
when using the vial dropper provided.

5. The use of the reagents and the interpretation of results must be carried
oul by properly trained and qualified personnel in accordance with the
requirements of the country where the reagents are in use.

Documen;t reference number: CEP|760

Document issue number: 10/07/2018

B,  The user must determine suitability of reagent for use in other lechniques,

REAGENTS AND MATERIALS REQUIRED

Applicator sticks.

Automatic plate reader.

PBS solution (pH 6.8-7.2) or |solonic saline solubion (pH 6 57 51
Big-Rad ID-Cards (NaGl. Enzyme tasts and Cold Agglutinins
Bio-Had ID-Centrifuge.

Bio-Rad ID-CellStab or ID-Diluent 2.

Glass microscape slides.

Card tiles. : ‘

Glass test tubes (10 x 75 mm or 12 x 75 mm)}.

Microplate centrifuge.

Oriho BioVue Syslem Cassellas (Neulral).

Ortha BioVue System Centrifuge.

Ortho 0.8% Red Cell Diluent

Plate shaker.

Positive (Ideally Kk) and negative (ki) control red cells.

Test tube centrifuge,

Validated "U" well microplates.

Volumetric pipettes.

RECOMMENDED TECHNIQUES
A. Tube Technique

.

Prepare a 2-3% suspension of red cells in PBS or Isotanic saline.

2, Placein a |abelled test tube: 1 volume of Lore reagent and 1 valume of
red cell suspension

3 Mix thoroughly and centiifuge all tubes for 20 seconds al 1000 ref ar for a

sultable alternative time and forea,

4. Genlly resuspend red cell bulton and read macroscopcally far agglubination
5. Anytubes, which show a negalive or questionable resull, should be
incubated for 15 minutas at room temperature.
6. Following incubatian, repeal sleps 3 and 4
| . . -
B. Bio-Rad ID Micro Typing Technique (Neutral cards)
I
1. Prepare a 0,8% suspension of red cells in ID-CellStab ar 1D-Diluent 2
2, Remove atuminium foll from as many microlubes on & NaCl, Enzyme lesls
and Cold Agglutinins ID-Card{s) as needed.
3. Place in app}ropriatc microlube: 50pl of red cell suspension and 25yl of
Lorne reagent.
4. Centrifuge ID-Card(s} in a Bia-Rad ID centrifuge.
5. Read macroscopically for agglutination,
|
C. Ortho BioVue Typing Technique
|
1. Prepare a 0.8% su%pension of red cells in 0.8% Ortho Red Cell Diluent,
2 Remove alur;ninium‘ foil from as many reaction chambers on Neutral
cassette(s) as needed. :
3.  Placein app‘ropriate reaction chamber: 50pl of red cell suspension and 404l
of Lorne reagent. ‘
4. Centrifuge gasselte(s) in-an Ortho BioVue System Centrifuge
5. Read macroscnpinélly for aaglutination, '
D. Microplate Technique, using "U" wells
1 Prepare a 2-3% suspansion of red calls in PBS or [satonie saling,
2 Place in the approgriate well: 1 volume Lorne reagent and 1 velume recd

cell suspensian,
3. Mix thoroughly, preferably using a microplale shaker, taking care 19 avaid
cross-well contaminatian.

4. Incubate at rnom le;mperature for 15 minutes (ime dependanl on user)

5. Centrifuge the microplale for 1 minute al 140 rcf or for a suilable allernative
time and force. ‘ ;

6, Resuspend the cellibuttons using carefully controlled agitation on a
microplate shaker 1 ]

7. Read macroscopic@lly or with a validated automatic reader.

8.  Anyweak re‘pctions‘ should be repeated by the tube technique.

! 1
E. Slide Technique
1, Prepare a 35-45% suspension of red cells in serum, plasma or PBS or

Isolenic saline. Il this is nol possible, whole anli-caagulated blaod may also
be used as the sample.

2. Place on a |dbelled glass slide or card ile: 1 volume-aftumadgagent and 1
volume of red cell suspension. AnEA LU N

3. Using a clean applicator stick, mix reagen :
20 x 40 mm.

4. Slowly tilt the slide back and forth for
temperature.

5. Read macroscopically after 1 minute
fibrin strands as agglutination.

J oE < N
H{.mhulé,.rn_qmlammg slide &t rotim
Y 3

%e'{a' diffuse fight and do nal istake




6. Any weak reactions should be repeated by the tube techniqua.

INTERPRETATION OF TEST RESULTS

1. Positive: Agglutination of the red cells constilutes a positive lest result and
withinLaccepted limitations of test procedure, indicates the presence of the
K antigen on the red cells.

2. Negative: No agglutination of the red cells constilules a negative result and
within the accepted limitations of the test procedure, indicates the absence
of the K antigen on the red cells,

3. Teslresults of cells thal are agglutinated using the reagenl negalive conlrol
shall be excluded, as the agglulination is most probably caused by the
effect of the macromolecular polentiators in the reagent on sensitised celis,

STABILITY OF THE REACTIONS

1. Read all tube and microplate tests straighl after centrifugation.

2. Slide tests should be interpreted within one minute to ensure specificity and
to avoid the possibliity a negative resull may be incorrectly interpreted as
posilive due to drying of the reagent,

3 Caution should be exercised in the interpretation of results of lests
performed al temperatures other than those recommended,

LIMITATIONS
1. Stored blood may give weaker reactions than fresh blood
2. False positive or false negative results may also occur due to:
. Contamination of test materials
. l‘mproper storage, cell concentration, incubation time or temperature
. I‘mproper or excessive centrifugation
. Deviation from the recommended techniques

SPECIFIC|PERFORMANCE CHARACTERISTICS

1. Thereagent has been characterised by all the procedures mentioned in the
Recommended Techniques.

2. Prior to release, each lot of Lorne Monoclonal Anti-K is tested by the
Recorhmended Techniques against a panel of antigen-positive red cells
to ensure suilable reactivity.

3. Specificity of source monoclonal antibodies is demonstrated using a panel
of antigen-negative cells.

4. The Quality Control of the reagent was performed using red cells that had
been washed twice with PBS or Isotonic saline prior to use.

5. The reagent complies with the recommendations contained in the latest
issue of the Guidelines for the UK Blood Transfusion Services.

DISCLAIMER

1. The user is responsible for the performance of the reagent by any method
other than those mentioned in the Recommended Techniques.

2 Any deviations from the Recommended Techniques should be validaled
prior to use”,

BIBLIOGRAPHY

1 Khaler G, Milstein C. Continuous culture of fused cells secreting antibody of
predefined specificity. Nature 1975, 256, 495-497,
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4. Mollison PL. Blood Transfusion in Clinical Medicine, 8" Edition, Oxford,
Blackwall Scientific Publications, 1987, Chapter 7.

5z Guidelines for the Blood Transfusion Service in the United Kingdom,
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6. British Committee for Standards in Haematology, Blood Transfusion Task
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AVAILABLE REAGENT SIZES

Vial Size Catalogue Number
10 ml 760010
1000 ml 760000"

*This size |s For Further Manufacturing Use (FFMU) only and is therefore
not CE marked.
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Decument reference number: CEPI760

TABLE OF SYMBOL.S

Batch i :] .‘r_)i-bdrm )
[_L 0_1_- Humber VD D'T‘g"‘DSt'“
‘ = 2
REF (.atal}ogue Store At

Reference ‘

*Expiriy Date Mafnufacturer
2 | |
—| Reaq Pack \
— | Insert ‘

Page 2 of 2




‘ I
& LORNE LABORATORIES LTD. c €

GREAT BRITAIN

REACTIVI MONOCLONALI SANGVIVI #referinta a documentului CEPI760

INSTRUCTH DE UTILIZARE
| Anti-K Monoclonal: pentru Tehn|c| in Tub, DiaMed-ID, Ortho BioVue, Microplaci si Slide-uri

SUMAR |

Antigenul K a fost identificat th 1946. Antigenul este complet dezvolta}t la r?astere si poate fi puternic imunogenic.
Anti-K a fost implicat in Reactiile Hemolitice de Transfuzie si la bolile ﬁ\emo‘litice a nou-nascutilor,

Anti-K Anti-k Fenotip Populatia Caucaziana % | Populatia Afro-Americana %
+ 0 K+k- 0.2 - ) Rara N
+ + K+k+ 8.8 2.0
0 + K-k+ 91.0 98.0
0 0 Ko Foarte rara o
PRINCIPII

Reagentul va cauza aglutinarea celulelor, care poarta antigenul K. Llpsa aglutmarn in general nu indica lipsa
antigenului K (a se vedea Limitarile). ‘ |
REAGENTI
Reactivul grupei sanguine Lorne Monoclonal Anti-K este un reactiv scazut de proteine conginand anticorpul
monoclonal {gM, Clone MS-56, diluat intr-un tampon fosfat care contine clorura de sodiu (0,9 g%), albumina
bovind (6 g%) si potentiatori macromoleculari. Reagentul este furnizat in dilutie optimala pentru utilizare cu toate
tehnicile recomandate, mentionate mai jos, fard necesitatea de dilutii ulterioare sau adaosuri. Pentru identificarea
numarului Lotului si a termenului de expirare a se vedea Eticheta Flaconului.
CONDITII DE PASTRARE
Flacoanele cu reagent trebuie sa fie pastrate la 2-8°C la primire. Pastrarea indelungata |a o alta temperature decit
cea mentionata poate duce la pierderea rapida a reactivitatii reagentului. Acest reagent a fost testat la conditii de
transportare +37°C si -25°C, precum este mentionat in documentul EN13640:2002.
COLECTAREA SI TRANSPORTAREA PROBELOR
Probele de singe colectate cu sau fara anticoagulant pot fi utilizate pentru tiparirea antigenului, Daca testarea se
face mai tirziu, atunci pobele se stocheaza la 2-8°C. Probele cu EDTA si citrate trebuie sa fie testate in timp de 7 zile
dupa colectare. Probele colectate ACD, CPD, CPDA-1 poate fi testat timp de pina la 35 zile din data colectarii, Toate
probele de singe trebuie sa fie spalate cel putin de doua ori cu PBS sau solutie izotonica salina inainte de testare,
PRECAUTII

1. Reagentul este destinat doar pentru diagnosticul in vitro.
Daca flaconul cu reagent este stricat, ne ermetic inchis, acesta trebuie sa fie aruncat imediat.
Nu utilizati reagentii cu termen expirat (a se vedea pe Eticheta flaconului).
Nu utilizati reagentul daca este present precipitatul.
Purtati haine de protective in timpul utilizarii reagentului, precum manusi si halat,
Reagentul a fost filtrate prin filter de 0,21, pentru a inlatura pericolul biologic. Astfel, odata ce flaconul a
fost deschis, continutul poate fi utilizat pina la sfirsitul termenului de expirare, daca nu este presenta
careva turbiditate in flacon, care poate indica asupra prezentei deteriorarii sau contaminarii,

7. Reagentul contine <0,1% de azida de sodium. Acesta poate fi toxic la ingerare si poate reactiona cu cupru
si staniu plumbuit si forma azide de metale cu effect exploziv. La expunere, spalati abundent cu apa.

8. Materialele utilizate pentru producerea reagentilor au fost testate pentru a fi negative la anticorpii HIV
1+2, HCV si HBsAg prin metodici microbiologice aprobate.

9. Nici o metoda de testare cunoscuta nu poate garanta lipsa agentilor infectiosi in produsele derivate din
material de origine umana sau biologica. Atentie se ia utilizare si distrugerea fiecarui flacon sia
continutului acestuia. .

PROCEDURI DE DISTRUGERE A REAGENTULUI SI DE PROTECTIE IN CAiUL SCURGERH:'..‘ AT
Pentru informarea referitor la procedure de distrugere si de- contamlnare a Iocuiu* de scurgere X

o vk wnN

Brosurile cu Date referitor la Siguranta Materialului (Material Safety Data Sheet&:
CONTROALE Si SFATURI f -




6.

Se recomanda utilizarea in paralel a controalelor positive (idjeal celulele heterozigote) si cele negative la
efectuarea testarii fiecarui set de probe. Testele trebuie conéideréte invalide in cazul in care controalele
nu afiseaza rezultatele asteptate. : \

La tastarea celule rosii de la un pacient, este important ca un confrol negativ a reactivului (Mono Rh
control, Lorne numér de catalog 640010) sa fie inclus, deoanece pptentlaton macromoleculare in reactiv
poate provoca reactii fals pozitive cu celule 1gG acoperite. | |

Antigenul-K slab poate fi greu detectat prin utilizarea tehnicei de card de gel, placa de microtitrare. Se
recomanda ca antigene slabe K sa fie testate prin folosirea tehnicii de testare in tub.

In Tehnicile Recomandate un volum se considera de cca 50pl la utilizarea flaconului cu pipeta oferit.
Utilizarea reagentilor si interpretarea rezultatelor trebuie sa fie efectuata de personal antrenat si califical
in corcondanta cu cerintele tarii unde acesti reagent se folosesc.

Utilizatorul trebuie sa determine utilitatea reagentului in alte tehmu decit cele mentionate.

REAGENTI SI MATERIALE NECESARE

1.
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TEHNICI
A.
1.
2.
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Stick-uri.

Cititor de placa automat.

Solutia PBS (pH 6.8—7.2 ) sau Solutia salina Izotonica {pH 6.5-7.5).
ID-Carduri DiaMed (Neutre).

ID-Centrifuga DiaMed.

Dia-Med ID-CellStab.

Sliduri din sticla pentru microscop.

Tuburi de testare din sticla (10 x 75 mm or 12 x 75 mm).
Centrifuga microplaca.

. Casete BioVue System {Neutre)

. Centrifuga BioVue System.

. Diluents pentru cellule rosii Ortho 8%.

. Shaker.

. Control de cellule rosii pozitiv (ideal Kk} si negative (kk}
. Tub de testare centrifuga.

. Godeuri “U” validate.

Pipette volumetrice.

RECOMANDATE

TEHNICA IN TUB

Preparati o suspenzie de cellule rosii spalate 2-3% in PBS sau solutie izotonica salina,

Adaugati in tubul marcat pentru testare: 1 volum de reagent Lorne Anti-Aisi 1 volum de suspenzie de
cellule rosii de testare.

Amestecati minutios si centrifugati toate tuburile timp de 20 secunde |a 1000 rcf sau utilizati alti
parametric corespunzatori de timp si viteza de centrifugare.

Resuspendati atent conglomeratul de cellule rosii si cititi aglutinarea microscopica.

Orice tub care prezinta rezultat negativ trebuie incubat la temperature camerei timp de 15 minute.
Dupa incubare, repetati pasii 3 si 4. |

TEHNICA de MICROTIPARE DiaMed-ID

Prepararea suspenziei de 0,8% a celulelor rosii spalate in |D-CellStab.

Inlaturati folia de aluminiu de pe tuburi.

Plasati in tuburile corespunzatoare: 50ul de solutie suspenzie cellule rosii de testare si 25ul de reagent
Lorne.

Centrifugati ID-Card(s) in Centrifuga Diamed ID.

Cititi rezultatul aglutinarii macroscopic.

TEHNICA DE TIPARE Ortho Bio Vue

Prepararea suspenziei de 0,8% a celulelor rosii spalate in 0,8% Ortho Red Cell Diluent.

Inlaturati falia de aluminiu de pe cit mai multe camera de reactive, dupa cum este necesar,

Plasati in camera de reactive corespunzatoare: 50pl de solutie suspen:le ceilule rosii si 40:pl de reagent

Lorne. X
Centrifugati casetele timp de 5 minute in centrifuga Ortho B|0Vu ; System

Cititi rezultatul aglutinarii macroscopic.

TEHNICA Mlcroplaca utilizind godeurl “yr




2. Adaugatiin godeurile corespunzatoare; 1 volum de reagent Lornesi 1 volum de suspenzie de cellule rosii

de testare.
3. Agitati minutios, de preferinté folosind un agitator pentru microplaci, avand grija sd se evite contaminarea

fncrucisata.

4. Incubati pentru 15 minute la temperature camerei (in functie de ytilizator).

5. Centrifugati microplaca timp de 1 minut la 140 RCF corespunzator,

6. Resuspendati butoanele de celula utilizind cu atentia agitarea controlata pe un agitator de microplaci.

7. Cititi macroscopic sau la un cititor automat validat.

8. Orice reactii slabe trebuie repetate prin Tehnica in tub.

E. TEHNICA SLIDE

1. Preparati o suspenzie de cellule rosii de 35-45% in ser, plasma sau PBS sau solutie izotonica salina.

2. Adaugatiin tubul marcat pentru testare: 1 volum de reagent Lorne si 1 volum de suspenzie de cellule rosii
de testare.

3. Cuajutorul unui aplicator curat, amestecati reactivul si celulele pe o suprafata de aproximativ 20 x 40
mm.

4. Inclinati incet slide-ul Thainte si Tnapoi timp de 30 de secunde, cu amestecare ocazionala timp de 2 minute,
mentindnd slide-ul la temperatura camerel.

5. Cititi macroscopic dupa 2 minute, la o lumina difuza sis a nu gresiti filamentele de fibrina ca si aglutinarea.

6. Orice reactii slabe trebuie repetate prin Tehnica in tub.

INTERPRETAREA REZULTATELOR TESTULUI

1. Pozitiv: aglutinarea celulelor rosii testate constituie rezultatul pozitiv al testarii in limitele acceptate a
procedurii de testare si indica prezenta antigenului K de pe celulele rosii de testare.

2. Negative: lipsa aglutinarii celulelor rosii de testare constituie rezultatul negative siin lilmitele acceptate a
procedurii de testare, indicind absenta antigenului K corespunzator de pe celulele rosii de testare.

3. Rezultatele testelor de celule care sunt aglutinate folosind controlul negativ reactiv se exclud, deoarece
aglutinarea este cel mai probabil cauzata de efectul potentiatori macromoleculare in reactiv pe celulele
sensibilizate,

STABILITATEA REACTIILOR

1. Citirea imediata a rezultatelor dupa centrifugare.

2. Testele Slide trebuie interpretate in doud minute pentru a asigura specificitatea si pentru a evita
posibilitatea unui rezultat negativ poate fi interpretat in mod eronat ca fiind pozitiv datoritd uscarii

reactivului.
3. Precautia trebuie luata in interpretarea resultatelor testului realizat la temperaturile altele decit cele
recomandate.
LIMITARILE

1. Single stocat poate da reactii mai slabe decit single proaspat.
2. Rezultatele fals positive si fals negative pot aparea datorita:
o Contaminarea materialului de testare.
® Pastrarea incorecta, concentratia celulara, timpul de incubare sau temperatura,
»  Centrifugarea incorecta sau excesiva.
»  Abateri de la tehnica recomandata.
CARACTERISTICILE PERFORMANTELOR SPECIFICE
1. Reagentii au fost caracterizati prin procedurile mentionate in Tehnici Recomandate.
2. Inaintea eliberarii, fiecare lot a reagentului Lorne Anti-K este testat prin Tehnicile Recomandate contra
panelului de cellule rosii antigen positive pentru asigurarea reactivitatii corespunzatoare.
3. Specificitatea sursel a anticorpilor monoclonali este demonstratd cu ajutorul unui panou de celule antigen
negative.
4. Controlul Calitatii a reagentilor a fost realizat prin utilizarea celulelor rosii care au fost spalate dublu cu
PBS sau solutie salina izotonica inainte de utilizare.
5. Reactivul este Tn conformitate cu recomandarile cuprinse in ultimul numar al Ghidului pentru Marea
Britanie a Serviciilor de Transfuzie a Singelul.
DECLARATIE
1. Utilizatorul este responsabil pentru performanta reactivilor obtinuta prin oricare alta metodd, decat cele
mentionate in Tehnicile Recomandate.
2. Orice abatere de la Tehnicile Recomandate ar trebui sa fie validate inain .@E‘h \l
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DIMENSIUNI DISPONIBILEIREACTIVI

Dimensiune flacon Numar Catalog
10ml 760010
| 1000ml 760000*

* Acest format este doar pentru; utilizare in producer si astfel nu este cu marcajul CE.

Pentru disponibilitatea altror dimensiuni, Va rugam sa contactati:
Lorne Lahoratories Limited

Unit 1 Cutbush Park Industrial Estate

Danehill

Lower Earley, Reading,

Berkshire, RGG6 4UT

United Kingdom

Tel: +44 (0) 118 921 2264

Fax: +44 (0) 118 986 4518

E-mail: inffo@lornelabs.com
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BLENDED ANTI-HUMAN GLOBULIN (RABBIT)
POLYSPECIFIC ANTI-IgG AND ANTI-C3d

DIRECTIONS FOR USE
AHG Elite (Clear or Green): For Antiglobulin Techniques.

LORNE
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SUMMARY

In 1945, Coombs, Mourant and Race described the use of anti-human globulin
serum for detecting red cell-bound non-agglutinating antibodies. In 1957, Dacie et al
showed that the antibodies present in antiglobulin sera were directed against certain
components of complement. Anti-human globulin reagents detect non-agglutinating
antibody molecules as well as molecules of complement attached to red cells
following in vivo or in vitro antigen-antibody reactions.

PRINCIPLE

When used by the recommended techniques, the reagents will react with
|mmunoglobullns and/or complement attached to the red cell surface, resulting
in a%giutmallon (clumping) of adjacent sensitised cells. Cells not sensitised will
not be agglutinated (See Limitations).

REAGENT
Lorne AHG EliteiClear and AHG Elite Green reagents contain anti-lgG derived
from rabhits with non-specific activity removed by absorption and mouse
monoclonal IgM anti-C3d, Clone BRIC-8. The antibodies are diluted in a buffered
solution cuntamﬁg bovine albumin. Each reagent is supplied at optimal dilution,
for use with all the recommended techniques stated helow without need for
fLurghFr dilution ¢r addition. For lot reference number and expiry date see Vial

ahe

Regaent Golour Dye Used
AHG Elite Clear _ Colourless None
ARG Elite Green — Green Patent Blue and Tartrazine

STORAGE

Reagent vials sHould be stored at 2 - 8°C on receipt. Prolonged storage at
temperatures outside this range may result in accelerated loss of reagent
reactivity. This reagent has undergone transportation stability studies at 37°C
and -25°C as described in document EN13640:2002.

SAMPLE COLLEGTION AND PREPARATION

Samples should be drawn aseptically into EDTA to prevent in vitrg complement
binding and tested as soon as possible. If EDTA is unavailable, samples drawn
into ACD, PD of CPDA-1 are preferable to clotted ones. If only clotted samples
are available, do not refrigerate them hefore testing. Al blood samples should be
washed at least twice with PBS or Isotonic saline before being tested.

PRECAUTIONS

The reagents are intended for in vitro diagnostic use only.

If a reagent vial is cracked or leaking, discard the contents immediately.

Do not use the reagents past the axpiration date (see Vial Label).

Do not use the reagents if a precipitate is prasent.

Protective clothing should be worn when handling the reagents, such as

disposable gloves and a laboratory coal.

The reagents have been filtered through a 0.2 um capsule to reduce the

bio-burden. Once a vial has been opened the contents should remain viable

up until the expiry date as long as there is no marked turbidity, which can
indicate reagent deterioration or contamination,

7. The reagenis contain < 0.1% sodium azide, Sodium azide may be toxic if
ingestad and may react with lead and copper plumbing to form explosive
metal azides: On disposal flush away with large volumes of water,

8. Materials used to pruducethefrroducts were tested at source and found to
be negative for HIV 142 and HCV antibodies and HBsAg using approved
microbiological tests,

9. No known tests can guarantee that products derived from human or animal
sources are free from infectious agents. Care must be taken in the use and
disposal of each vial and its contents.

DISPOSAL OF REAGENT AND DEALING WITH SPILLAGES
For information on disposal of the reagents and decontamination of a spillage
site see Materiall Safety Data Sheets, available on request.

CONTROLS AND ADVICE

i, Itis recommended a positive control (weak Anti-D 0.1 IU/ml) and a negative
control (an inert serum) be test in parallel with each batch of tests. Tests must
be considerad invalid if controls do not show expected results.

2. The antiglobulin technigues can orly be considered valid if all negative tests
react positively with 1gG sensitised red cells.

3. Inthe Recommended Technigues one volume is approximately 50ul when
using the vial dropper provided.

4, Use of the reagents and the interpretation of results must be cartied out by
properly trained and qualified personnel in accordance with requirements of
the couriry where the reagents are in use. User must determine the suitability
of the reagents for use in other techniques.

o oimwro—

REAGENTS AND MATERIALS REQUIRED

Coombs cell washer.

Glass test tubes (10 x 75 mm or 12 x 75 mm).

lgG sensitised red cells e.0. Lorne Coombs Control Cells (Cat # 970010)
Inert antibody e.q. Lorqe Inert AB Serum (Cat # 1100h0)

Low lanic Strength Solution (LISS)z Containing 0.03M NaCl, 0.003M :
Na2HPO4: NaH2P0O4 blffer pH 6.7 at 22°C + 1°C and 0.24M glycing |
PBS solution (pH 6.8-7.2) or Isatonic saline solution (pH 6.5-7 5},
Volumetric pipeties.

Water bath or dry heat incubator equilibrated to 37°C + 2°C

Weak anti-D e.g. Lorne Pracise Weak Anti-D (Cat # 209005)

EEBGM MENDED TECHNIQUES

1.

—@m &

et

= o

STABILITY OF THE REAGTIONS

. Indireci Anfiglobulin Technique (NISS IAT)

. Mix thoroughly and incubate at 37°C for 15 minutes.
. Follow steps 4 to 7 of NISS IAT above.

I1NTERPRETATION OF TEST RESULTS

Direct Anliglobulin Technique (DAT)

Wash 1 volume of tesl red celis (2-3% suspension in PBS or Isolonic saling) 4
times with PBS or Isotonic saling, taking care to decant saline between washes
and resuspend each cell button after each wash, Completely decanl saline after
last wash,

Add 2 volumes of Lorne AHG Elite to each dry cell button,

Iix thoroughly and centrifuge all tubes for 20 seconds at 1000 rcf or for a
suitable alternative time and force.

Gently resuspend red cell button and read macroscopically for agglutination

Pr?pam a 2-3% suspension of washed test red cells in PBS or Isotonic
saline.

Place in a labelled test tube: 2 volumes of test serum and 1 volume of test
red cell suspension.

Mix thoroughly and incubate at 37°C for 15 minutes.

Wash test red cells 4 times with PBS or Isotonic saline, taking care to decant
saline between washes|and resuspend each red cell button after each wash
Completely decant saline after last wash,

Add 2 volumes of Lorng AHG Elile Lo each dry cell bufton.

Mix thoroughly and centrifuge all tubes for 20 seconds at 1000 ref or for o
suilable alternative lime and force

Genlly resuspend red cell button and read macroscomcally far agghimation:

C. LISS Indirect Antiglobulin Technique (LISS IAT)
1
2.
3
4

Prepare a 1.5-2% suspension of washed test red cells in LISS
Place in a labelled tesl tube: 2 volumes of test serum and 2 \mlln 165 0l les!
red cell suspension. | !

Positive: Agglutmatlon of test red cells constitutes a posmve test result and
within the accepted limitations of the test procedure, indicates the prasence
of 1gG and/or complement (C3) on the test rad cells,

Negative: No agglutination of the test red cells constitutes a negative result
and within the accepted limitations of the test procedurg, indicates the |
absence of IgG and/or complement (C3) on the test red cells.

. Washing steps should be completed without interruption and tests
centrifuged and read immediately after addition of the reagent, Delays may
result in dissociation of antigen-antibody complexes, causing lalse nagalive
or weak positive resulls.

Caution should be exergised in the interpretation of results of tests
parformed at temperatures other than those recommended.

I{IMITATI[]NS

Red cells that have a positive DAT due to a coating of 196G cannol be yped
by the Indirect Antiglobulin Techniques.
A positive DAT due to complement sensitisation may nol rellect in vivo
complement fixation if test cells are from a refrigerated glntied specimen
Inadequate washing of red cells in the indirect antiglobolin techniques may
neutralise the anti-human globulin raagent,
Following completion of the wash phase excess residual saline may dilule
the anti-human globulin, reducing its potency.
A negative direct antiglobulin test result does nat necessarily preclids
clinical diagnosis of ABO Haemolytic Disease of the Newborn or Auto
Immune Haemolytic Anaemia. It also does not necessarily rule out HON,
especially it ABO incompatibility is suspected.
False positive or false negative results may also occlr due to:
« Contamination of test/materials

= Improper storage, cell concentration, incubation tlnmr—i&mp_m alure

* |mproper or excessive centrifugation A 1.\ AcCU IR, P

L
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?PEGIFIC PEHFORMANCE CHARACTERISTICS TABLE OF SYMBOLjS

The reagents have been characterised by the procedures mentioned in the

Recammended Techniques.

2. Prior 1o reledse, each lot of Lorne AHG Elite Clear and AHG Elite Green

is tested by the Recommended Technigues against red cells coated with Batch In-vitro
Anti-D; Anti-K and Anti-Fya to check suitable reactivity. LOT Number IVD Diagnostic
3, The anti-lgGland anti-C3d potencies have been tested against the following ‘ _
minimum patency reference standard obtained from National Institute of
Bioié}ginal St‘andards and Controls (NIBSC): Anti-AHG reference standard R EF Catalogue
96/666 |
4. Anti-C3d potency is demonstrated in tests employing cells coated with C3. Befer-‘ence Store At
5. The presenc of contaminating heterospecific agglutinins or antibodies to : -
C4d has been excluded in tests employing red cells of all ABO groups and
Be watedtywnfh ry Anght, AniIgh or Anight ch ts that Expiry
6. The reactivity of any Anti-Ig nti-IgA or Anti-light chain components tha nufacturer
might be présent has not been established. Date MARTActire
7. The Quality Control of the reagents was performed using red cells that had
been washed with PBS or [sotonic saline prior to use. !
8. The reagents comply with the recommendations contained in the latest issue — 0 Read Pack
of the Guidelines for the UK Blood Transfusion Services, =l Insert
DISCLAIMER

1. The user is responsible for the performance of the reagents by any method
other than those mentioned in the Recommended Techniques.

2. Any deviations from the Recommended Technigues should be validated prior
to use'?.
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AVAILABLE REAGENT SIZES

— ) Vial Size Catalogue Number
Lorne AHG Elfte {Clear) J0ml 415010
e LT 1000 mi 415000~
Lorne AHG Elite (Green) 0m 435010

| — 10007 mi 435000*

*This size Is For Further Manufacturing Use (FFMU) only and is therefore not
CE marked.
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LORNE LABORATORIES LTD. c €

: GREAT BRITAIN 0843
REAGENT GLOBULINA ANTI-UMANA POLISPECIFICA (iepure) ANTI-IgG si ANTI-C3d

# referintd a documentului CEPI415/435
|

APLICATIILE. AHG Elite (Clear sau Green): pentru tehnica antiglobulinicd

SUMAR: In 1945 Coomnbs, Mourant §1 Rage au descris utitizarea serului globulinie anti-uman pentru detectarea anticorpilor
neaghutinani legate de celule. In 1957, Dacic au aritat ¢i anticorpii prezengt tn sernl antiglobulinic au fost indreptate
impotriva anumitor componente ale complementului. Reactivii globulinici anti-umani delecteazit moleeulele anticorpilor
non- ag]utmare precum si molecule de cor#nplement atagate la celule rogii urménd reactiile antigen-anticorp in vivo sau in
V1tr0

[’RINCIPII: Fiind utilizati de tehnica recomandatd, reactivul va interactiona cu imunoglobulinele gi/sau complementul
atagdt de suprafafa celulelor rogii cauzand aglutinarea (agregarea) celulelor adiacente sensibilizate. Celulele nesensibilizate
nu vor fi aglutinate. (a se vedea Limitirile).

REAGENTIIL: Reactivii LORNE AHG Elite Clear si AHG Elite Green confin anti-IgG derivate din iepure cu activitatea
non-specifica inldturatd prin absorbtie i IgM anti-C3d monoclonal, Clona BRIC-8. Anticorpii sunt diluati in solutie bufer
care con;me alburind bovind. Reactivii sunt in dilutie optimald pentru utilizare in toate tchuicile recomandate, mentionate
mal jos, fird necesitates de dilutii ulterioare sau adaosuri. Pentru identificarca numarului Lotului si a termenulul de expirare
a se vedea Eticheta Flaconului.

Reactiv Culoarea Colorantul utilizat

AHG Elite Clear Fard de culoare

Albastru si tartrazina
patentatd
(,ONDITII DE PASTRARE: Flacoanele cu reactivi trebuie i fie piistrate la 2 - 8°C la primire. Pastrarea indelungati la o
altd tempeiatma decdt cea mentionatd poate duce la pierderea rapida a reactivitiitii reactivului. Acest reactiv a fost testat la

conditu de transportare +37°C §i-25°C, precum este mentionat in documentul EN13640:20072.

AHG Elite Green Verde

COLECTAREA $I PREPARAREA PROBELOR: Probele de singe sunt colectate aseptic in EDTA si sunt testate cit de
curdnd posibil. Dacd EDTA nu este disponibil, probele se colecteazd in ACI), CPD, CPDA-1 si sunt mai preferabile decat
sangele coagulat. Dacdl doar probele coagulate sunt colectate, nu le inghetati inaintea testirii. Toate probele de sange
trebuje si fi ¢ spdlate cel putin de 2 ori cu PBS sau solutie izotonicd salina fhainte de testare.

PRECAUTIL:

I. Reactivii sunt destinafi doar penliu diagnosticul in vitro.

2. Dacii flaconul cu reactiv este stricat, nu este sigilat ermetic, acesta trebuie sd fie distrus imediat in corespundere cu
legislatia in vigoare.

3. Nu utilizafi reactivii cu termenul expirat (a se vedea pe Bticheta Flaconului),

4. Nu utilizafi reactivii daci este prezent precipitatul.,

5. Purtafi haine de protectie fn timpul utilizirii reactivilor, precum méanugi si halat,

0. Reactivii au fost filtrati prin filtre de 0,2 4, pentru a inlitura pericolul biologic. Astfel, odati ce flaconul a fost deschis,
confinutul poate fi utilizat pand la sfarsitul termenului de expirare, dac nu este prezentd careva turbiditate in flacon, care
poateundlca asupra prezentei deteriorarii sau contamindrii.

7. Reactivul contine <0, 1% de axid de sodlu Acesta poate ﬁ tox1c lai mgerale §1 poate reactiona cu cupru si staniu plumbuit si

8. Md[i:"iid}fé,]tﬁ uiflizate pmtm toducerea ILclLl]\'llDl’ au [osl thmtu pentru a fi m,gdtwl la anticorpif, } “V 142 HC

prin nn:!ﬂq g microbiologi
9. Nici o} 1&’2}(]1; g tostiire u,\mwatgnh nu poate garanta lipsa agenfilor infecfiosi in produsele nlrkr
origine uiimnaiad siologic a4 "ig,ie se ia lajulilizarea §i distrugerea fiecarui flacon si a contm _7 ui




PROdED URI DE DISTRUGERE A REAGENTULUI §1 DE PROTECTIE IN CAZUL SCURGERII: ‘
Pentru informarea referitor la proceduri de distrugere si decontaminare a locului de scu}%gere, a se vedea Brogurile cu Date
referitor la Stguranta Materialului (Material Safety Data Sheets) |

|
CONTROALE SI SFATURI: }

l. Se rq&:omand%i utilizarea in paralel a controalelor pozitiv (anti D slab 0,1 TU/ml) si cel negativ (un ser inert) la efectuarca
testirii Gecdrul set de probe. Testul trebuie considerat nevalid daci controalele nu au prezentat rezultatele asteptate.

2. Tehnica antiglebulinica poate i consideratd validd daci toate probele negativil reactioncazd pozitiv cu celulele rosii
sensibilizate cu 1gG,

3. La tehniea In tub, un volum se considerd de cea 50 ! fa utilizarea flaconului cu pipetd oferit,

4. Utilizarea reactivelor ¢ interpretarea rezultatelor trebuie sa fie efectuatd de personal antrenat si calificat in concordanti cu
cerinfele firli unde acesti reactivi se folosese. Utilizatorul trebuie si determine utilitatea reactivului in alte tehnici decat cele
mentionate,

REAGENTI SIMATERIALE NECESARI:

« Spalitor de celule Coombs

* Tuburi de testare din sticld (10 x 75 mm or 12 x 75 mm).

* Celule rogii sensibilizate cu IgG, de ex., Lome Coombs Control Cells (Cat # 970010)
+ Anticorpi ineri, de ex., Lorne Inert AB Serum (Cat #110010)

* Solufia LISS, ce confine 0,03M NaCl, soluie tampon 0,003M Na2HPO4:NaH2PO4 pH 6,7 la 220C+10C si 0,24M glicina.
* Solutia PBS (pH 6,8-7,2) san solutia salind izotonicd (pH 6,5-7,5)

« Pipetelvolumetrice, |

* Baia de api sau incubator cu Incilzire uscatd echilibrat la 37°C £ 2°C,

» Solujie anti-D slabj, de ex., Lorne Precise Weak Anti-D (Cat # 209005).

TEHUNICILE RECOMANDATE:

A. Tehnica Antiglobulinici Directd (DAT) !
L. Spilali celulele rogii pentru testare de 4 ori cu PBS sau solutia izotonici salini, decanténd solutia salind de ﬁeéare
dalit intrie spﬂiﬁri $i resuspendand ffecare conglomerat de celule dupd fiecare spilare. Decantati solutia saling dup'ri ultima
spilare.,

2. Adiugati 2 volume de Lorne AHG Elite [a ficcare conglomerat de celule uscat. |

3. Amestecaff riguros ¢i centrifugati foate tuburile pentrn 20 sec la 1000 ref sau sau; utilizafi alfi parametri corespu}mzﬁtori
de timp §i viteza de centrifugare.

4. Resuspendati atent conglomeratul de celule rogii si cititi aglutinarea macroscopis,

\
B. Tehnica Antiglobulinicii Indirectii (NI1SS IAT)
1. Prepatati o suspensie de celule rogii spélate 2-3% fn PBS sau solutie izotonica salind | |
2. Addugali T tubul marcat pentru testare: 2 volume de ser de testare ¢i 1 volum desuspensie de celule rosit de testare.
3 Ames{eoa;l minufios §i incubati Ja 37°C pentru 13 min, ‘ ! ‘
4. Spilati celylele rogii de testare de 4 ori cum PBS sau solutie izotonicd saling, atent decantéind lichidul dupi fiecare
spalare gi resuspenddnd aglomeratul de celule fa fiecare spilare. Decantafi complet solutia salind la ultima spalare.
5. Adiugali 2 volume de Lorne AHG Elite la ficcare conglomerat de celule rogii uscat,
6. Amestecali minufios si centriluga(i toate tuburile timp de 20 sec la 1000 RCF sau utiliza{i alfi parametri corespunzitori
de timp i vitgza de centrifugare.
7. Resuspenditi atent conglomeratul de celule rosii si citifi aglutinarea macroscopic.

C. Tehnica antiglobulinici indirecti LISS (LISS IAT):

1. Preparafi suspensia de |,5-2% a celulelor rq!sii spalate in LISS.

2. Plasafi in tuburile de testare marcate: 2 volume de ser de testare §1 2 volume de suspensie de celule rosii de testare.
3. Amestecati minutios si incubati la 37°C pentru 15 min, ‘ : |

4. Urmai etapele 4 - 7 din metodica NISS TAT de mai sus.

INTERPREFTARIA R-lij:éitjm_ATELon TESTULUI:
L. Pozitiv/aglyéinarea cch_jlgtg,i;fé},gii testate constituie rezultatul pozitiv al testdrii in limitele accept
testare gi i{%ﬂ;i;éﬁ prg?;@l){,{iifgﬂ'&{i mu complementului (C3) pe celulele rogii de testare,
2. Negatly: lipsa aglutinhrii op g?;hl rogii de testare constituie rezultatul negativ si in limitele acdep

b e

§i indicd ) iS58y complementului (C3) pe celulele rosii de testare. l
o |I I
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STABILITAT EA REACTHLOR: ‘!

1. Btapele de spilare trebuie si fi ¢ completate fard intreruperea la centrifugare §i citirea imediatd dupad adaugalea reactivului,
Latentd poate rezulta in disocierea camplexu?m antigen-anticorp, cauzind rezullate fals negative sau pozitive slqbe

2. Trcbine lnate misuri de precautie la mterpretarea rezultatelor testului realizat la temperaturile altele decét cel@ recomandare,

LIMITARILE
1. Celulele rosii care au DAT (Tehnica Anllglolmlmua Directd) pozitiv datoritd, mve]ml 1gG nu poate fi tlplzat prin tehnica
antiglobulinied indirectil.

2. Rezultatul pozitiv DAT (Tehnica Antlglobulinicn Directdl) datoritd sensibilitatii complemeutare nu poate reﬂecta fixarea
complementarii in vitro, daci celulele testate provin dintr-o proba coagulatd inghetatd.

3. Spalarea incorectd a celulelor rogii in tehnica antiglobulinicd indirecti poate rezulta 1 m neutrahzawa reagentulm globulinic
anti-uman, \

4. Dupa terminarea spaldrii, faza salind reziduald in exces poate dilua globulina anti-umand, reducand chcacxtatqa S8

5. Rezultatul negativ al testului antiglobulinic direct nu neapirat contravine diagnosticul clinic al Bolii Hemolitice a
Nou-Niscutilor sau Anemia Hemolitici Autolmmuni ABO, Totodata, aceasta nu neapdrat exclude BHNN, n spucm daci este
suspectatd mcompatlbllltatea ABO. L ‘ |
5. Rezultatel‘(, fals pozitive i fals negative pot apiirea datoriti: | |
» contarnindrii materialului de testare ‘ ‘
* piistriltii incorecte, concentratiei celulare, tnfnpulul de incubare sau temperaturii de mcub’\re |
« centrifugdrii incorecte sau excesive. | |
» abateri de la tehnica de lucru recomandati. f

CARACT[« RISTICILE PERFORMAN [‘ELOR SPECIFICE:

1. Reaqwu au fost L‘alactcnrntl prin procedurile mentionate in Tehnici Recomandate.

2. naintea eliberdrii, fiecare lot a reactivalui Lorne AHG Blite Clear si AHG Elite Green este testat prin Tehmmle
Recomandate contra celulelor rogii acoperite cu Anti-D, Anti-K si Anti-Fya pentru asigurarea reactivitafii corespunzatoare.
3. Acth‘ltatea anti-IgG i anti-C3d a fost testatil contra standardului de referingd al activitatii minimale obtinut de la Institutul
Nafional a Controalelor si Standardelor Biologice (National Institute of Biological Standards and Controls, NIBSC)
standardul de referingd Anti-AHG #96/666

4. Reactivitaica Anti-C3d este demonstrat in testele care utilizeazd celule acoperite cu C3.

5. Prezenta de contaminare cu aglutinine heterospecifici sau anticorpi la C4d a fost exclus In testele care utilizeazi celule rogii
din toate grupurile ABO si celule acoperite cy C4d.

6. Reactivitatea oricirui anti-lgM, anti-lgA sau componente anti-light in lant care ar putea fi prezente nu a fost stabilita.

7. Controlul calitatii a reactivilor a fost realizat prin utilizarea celulelor rosii care au fost spilate dublu cu PBS sair solutie
salind izotonicd Tnainte de utilizare

8. Reactivii corespund cu recomandirile mclusc in ultima editie a Ghidului pentru Serviciile de Transfuzie a Singelui

din Marea Britanie.

DECLINARE A RESPONSABILITATII (DISCLAIMER);
| Utilizatorul este responsabil de performanta reactivilor fiind utilizate prin alte metode decat cele mentionate in Tehnicile
Recomandate.
2. Orice deviere de la Tehnicile Recomandate trebuie si fie validatd inainte de utilizare'?,
|
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AMBALAJUL OFERIT:

Denumire Volumul ﬂaca%lului Numiirul de catalog
[Oml 415010
Lorne AMG Elite (Clear) T006 i AT5000%
| 10 ml 435010
Lome ;AHG Elite (Green) 1000 ol 135000%

*Acest fformat este doar pentru utilizare in producere si astfel nu
este cu marcajul CE.

TABELUL DE SIMBOLURI:
Mkl peodeme | Lorne Laboratories Limited
LD T || Unit 1 Cutbush Park Industrial Estate
- || Danehill
RE F LD e Lower Earley, Reading,
Berkshire, RG6 4UT
Data de expirire United Kingdom
‘} ] SR Tel: +44 (0) 118 9212264 |
] Fax: +44 (0) 118 986 4518 !
= L E-mail: info@lomelabs.com ‘
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for in vitro diagnostic use only : |
Product Code: PR092
Reagents, NHSBT Liverpool,

NHS

Blood and Transplant

Reagent red cells \
for ;use in the control of the anti-human globulln technique }
\

- IVD 3 14 Estuary Banks, Liverpool L24 8RB

Intended use
These \reagent red blood cells are intended to be used for
the control of negative anti-human globulin (AHG) tests
ahd can also be used to menitor the washing efficiency of
cell washing centrifuges.
Principles of the examination method
Plasma/serum samples are incubated with reagent red
cé”s to determine the presence of agglutinins by direct
aqd/or indirect methods
Components
These cells are supplied as a 4.0£0.2% suspension to be
used directly from the vial.
These ireagent red cells, prepared from non-remunerated
blpod donors, are leucodepleted, washed and suspended
in. a preservative solution - Modified Alsevers
sdlution,which has been specially formulated to preserve
red cell integrity and antigenicity, containing trisodium
citrate |8g/L, D-glucose 20/0g/L, citric acid monohydrate
0.5g/L, sodium chloride 4.2g/L, inosine 0.938g/L, ATP
0.4g/L, chleramphenicol 0.34g/L and neomycin sulphate
0.1g/L,
Reagent Preparation
Mix before use
SI;orage and shelf life after first opening
St‘ re gt 2°- 8°C

notifreeze
Di notuse beyond the notified expiry date
Warnings and precautions
For professional use only
THe regommended conditions of storage and use must be
rididly applled
DqS notl use if red cells appear obviously discoloured or
haemolysed.
The donations used in this product have been tested at
source and found negative for the mandatory
microbiological tests required by the Guidelines for UK
BTS at the time of donation. No known test methods can
offer assurances that products derived from human blood
will not transmit infectious diseases. Appropriate care
shipuld be taken in the use and disposal of this product.
Chloramphenicol is classed as a carcinogen, neomycin
sulphate as an irritant.
Control of negative antiglobulin tests
Examination procedure
It is important to ensure that the anti-human globulin test
worked correctly as a negative result could incorrectly be
assigned where in fact the test mechanism failed

1, Add 1 drop of IgG coated cells to each negative antiglobulin ! |

test
Céntrifuge at 1000rpm for 1 minute or for an
equivalent speed and time

|
2]
1
3.1 Read tests macroscopically
‘ i
|
|

- Tel 0151 268 7157

Interpretation of results

The lgG coated cellg should give a macroscopic reaclion
with  negative' antiglobulin tests, when| used as
recommended |
A macroscopic reaction (grade 2-3) indicales the anli
human globulin has not been neutralised

All tests with 1gG coated cells giving a negative of
equivocal result must be considered invalid and the AHG
test repeated,

Monitoring efficiency of cell-washing centrifuges

Examination procedure

It is important to ensure that the anti human globulin test

is working correctly as a negative result could incorrectly

be assigned where in fact the washing procedure has

failed

1 Use one tube for each place in the cenfrifuge head
and add to each 1 volume of the lgG coated cells
plus 2 volumes of AB serum

2 Run the centrifuge through its normal cycle of 3 or 4
washes

3 Add 2 wolumes of AHG reagent (or as
recommended in the package insert) mix and
centrifuge as per machine instructions

4 Read and record results |

Interpretation of results |

All tubes should show equal strength 2+ reactlons or

greater. Failure to do so indicates that the dentnfuge is

hot washing corectlv\and should be taken out of service

until the problem is corrected.

Performance characteristics

In both procedures an unequivocal 2-3 grade viewed

macroscopically should be regarded as proof that test

mechanism was working or that the centrifuge washing

cycle was adequate for AHG test to work effectively.

Limitations of the examination procedure

If tests set up to control the batch of tests fail to give

required results then all tests must be repeated.

Literature references

These reagents comply with: 7

The requirements of Directive H8

diagnostic medical devices i

Guidelines for the Blood Tr']rmﬂ.flﬂr

(current version)

Adthor(s): Michelle Weston/Dawn Wilcox
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INSTRUCTII DE UTILIZARE - IgG Celule Acoperite

Reactivi de Celule Rosii destinat pentru diagnosticul in vitrp a c;ontrolului tehnicii globuline anti- |
uman,

Cod Produs: PR092

Reagents, NHSBT Liverpool,

14 Estuary Bank, Liverpool L24 8RB

Tel 01512687157

PRINCIPII DE UTILIZARE

|

|

|

|

| . .
Acesti reagenti sunt destinati pentru controlul tetelor negative a globuline|or anti-human (AHG), precum si pentru
monitorizarea eficientei spalarii celulelor centrifugate.

PRINCIPIILE METODEI DE EXAMINARE 1

Probele de plasma/ser sunt incubate cu reagent ai celulelor rosii pentru a determina prezenta aglutininelor prin

rmetode directe si/sau indirecte.

i
i
|
\
\
|
COMPONENTE |

i
Aceste celule sunt livrate sub formd de suspensie 4,0 £ 0,2%, pentru aj fi utilizat direct din flacon. |
|

Aceste celule rosii de reactie, preparate de la donatori neremunerate de sdnge, sunt Ieucodeplete? spdlate si
suspendate intr-o solutie de conservant — solutie Modified Alsevers, care au fost special formulate pentru a pastra
integritatea celulelor rosii si antigenitatii, continand citrat trisodic 8g / L, D- glucoz4 20/ 0g / L, aC|d citric
monchidrat 0,5 g /|, clorura de sodiu 4,2 g /1, 0.938g Inozind / L, ATP 0,4 g /|, 0,34g cloramfemcol\/ I'si 0,1 g sulfat
de neomicind / I.

PREPARAREA REAGENTILOR |
Amestecati minutios inainte de utilizare. ;
CONDITII DE PASTRARE S| TERMENUL DE VALABILITATE DUPA PRIMA DESCHIDERE ;
Flacoanele cu reagent trebuie sa fie pastrate la 2-8°C. ;
A nu se congela. ‘
A nu se utiliza dupa data de expirare indicate pe ambalaj.

AVERTIZARI S| MASURI DE PRECAUTIE

Doar pentru uz professional.

Conditiile de pastrare si utilizare trebuie urmate cu strictete,

A nuse utiliza Tn cazul Tn care celulele rosii prezinta modificari de culoare sau hemolizate.
£

Donatiile utilizate in acest produs au fost testate la sursa si au fost gisite negative pentru tesie eom|§@b|olog1c

obligatorii cerute de liniile directoare pentru Marea Britanie BTS la momentul dondrii. Nu ex ] metnd@d‘e tesérql




