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L,orne Laboratories Ltd
Unit 1 Cutbush Park Industrial Estate,

Diagnostic Medical Devices

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

Dervice Classification:
Annex ll, List A and B

Dervice Descriptions:
Please refer to Attachment 1

Model:
Pk:ase refer to Attachrnent 1

B. Rodgers
Cerrtification Manager

For and on Behalf of UL International (UK)(uK) Ltd

m ha3 beWe hereby declare that an examination of the full quality assurance system haj been carried out per repoft 11640248
, following the requirements of the national legislation to which the undersi$ned is subject, transposing Annex IV

Flle Number A12241

C:ertificate l\o. 354.170425

Cycle Start Date 23 May 2017

Effective Date 23 May 2017

Expiry Date 22 May 20Q2

Authorised by

certify that the full quality assurance system conforms with the relevant pr
andl is subject to periodic surveillance as required b,y 98/79lEC, Annex IV,andl is subject to periodic surveillance as required b,y 98/79lEC, Annex IV, Section 5.
whr:re they are covered by this certificate, an EC Dersign Examination certificbte acco
Section 4 is required. This certificate is issued with 1 attachnnent listing model

Notified Body
Wonersh House,The

Cuildford,0843 IVDD A4 S3 FO 00-NB-F0051 lssue:6 0



L.orne Laboratories Ltd
Unit 1 Cutbush Park Industrial Estate,
Dianehill, Lower Earley, Berkshire RCi6 4UT, LJK

Attachment 1 of 1

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

Device Description Model Clasgification

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

AllG Elite Clear

AllG Elite Greerr

Anti-Fya Monoclonal

Anti-C+D+E Monoclonal

Anti-Human lgG Clear

Anti-Human lgG Green

Monoclonal Rh Control

Monoclonal D Negative Control

File Number A12241

Certificate No. 354.170425

Nlotified Body

600005i60001 0/600000

610005/610010/610000

620005/62001 0/620000

690005

691 005

692005

693005

760005/76001 0

71 001 0/7 1 0000

7300'10/730000

7400101740000

3230021323000

324002t324000

317002t317000

4150101415100/41 5000

4350 1 0/435'1 00/435000

7740001774002

700005/70001 0/700000

401 010/401 000

4020101402000

6400 1 0

65001 0

Cycle Start Date 23 MaY 201V

Effective Date 23 Mav 2017

Expiry Date 22MaY 2022

Authorised bY
z,/)t// /,/ /

6./4Mh:;;--w
B. Rodgers

Certification Manager
For and on Behalf of UL Interrrational (UK) ttd

Anne{ ll List A

Anne{ ll List A

nnnel tt List R

Ann"d tt lirt n
4nne{ tt t-ist n
Anne{ tt List e
4nned tt List a

Wonersh HJuse,The
0843 IVDD A4 53 FO 00-NB-F005'l lssue:6.0

Cuildford,5u



l{ational Healt Sqrvice Blood & Transplan (NHsBr)
14 Estuary Banks

Liverpool 124 8RB Utrttlf O KTNGDOM

Siystem App
IiC Certifica - Full Quality Assurance

val Certificate
Annex lV (excluding sec
Diagnostic Medical Dev

Sr:ope of Certirficate: i

Tlre design and manufacturle of in vitro diagnostic medical devices for

Device Classifications: :

Annex ll List A
Annex ll List B

Dr:vice Descriptions and Mopel Type:
Please refer to Attachmentf: 1, 2

i

blood groups

s been carried out following the
transposing Annex lV (with the
ostic Medical Devices. We certify that
aforementioned directive and is
For Annex ll, List A devices where

g to 98/79/EC, Annex lV, Section

ber 1.2,2078

ber 12,2018
ber tt,2023

File Number
Certificate Number

Initial lssue Date

A18q88

3os. i.81212
Dec{mberr tt,2003

Cycle Start Date

Effective DatJ
Expiry Date

Nptified Body

0843
IVDD A4 53 FQ

00-MB-A0043 lssue: 15.0

'
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I AUInorlSeO Dy

i ztf.. l;

{t:V

i

i .Paul Daysh

i_ Certification Manager
lFor and on Behalf of UL Intefnational (UK) Ltd
I

i

ii Wonersh



National Heal

BRlr cells in Alsevers (10m1
oRlr cells in Cellstab (10m1
ORlr cells in CellMedia PR046
2 Cell antibodV screen PR101
2 Cell antibody screen in
2 Cell antibody screen in
rr Cell antibody screen in
rr Cell antibody screen in CellM
r'r and r"r Cell antibody screen
r'r and r"r Cell antibody screen
Antibody lD panel products in
Antibody lD panel products in

File Number
Cerrtificate Number

Initial lssue Date

Sfrvice Blood r&

D K4NGDOM

(NHSBT)Transpla
1,4 Estuary Banks
Liverpool 124 8RB UN

Attachment 1 of 2

The products detailed

Model/Type
Alrr cells Alsevers (10m12.8%
A2rr cells Alsevers lLOmL28%
Brr cells Alsevers (IOnL2.8% PRO33
ORl.r cells Alsevers (1,0mL2,8% PRO44
Alrr cells in Cellstab {10m1 susperision) PR014
Alrr cells in CellMedia PR015
Brr cells in CellStab (10m10,8%
Brr cells in CellMedia PR036

qre covered under the scope of this certifi

PRO12

PRO22

PRO35

suspe{sion) PR034
suspefsion) PR045

PR102

PR1q3

8L20-2

11, 2003

Cycle Start

Effective

Expiry

mber 12,20t8
ber 1.2,201,8

ber Lt,2023

x ll List A
ll List A

ll List A
ll List A
ll List A
ll List A
ll List A
ll List A
ll List A
ll List A

x ll List A

ll List A
ll List A

ll List A

ll List A
ll List A

ll List B

ll List B

ll List B

ll List B

6/UMDN Code

Datp

Date

Date

Authorisec

-rudl

Paul Daysh
Certification Manager

For afd on Behalf of UL Internalional (UK) Ltd

by

Wonersll



l\lational Health Service Blood & Transpla (NHsBr)
1.4 Estuary Banks

Liverpool 124 8RB Urutif o K|NGDoM

Attachment 2 of 2

The products detailed bejlow are covered under th$ scope of this

ModeUType
Antibody lD panel products in CdllMedia pR!62/L63
Antibody lD panel products in Lt$p pR146

Antibody lD panel products papdinised in Alsevers pR154

Antibody lD panel products pap{inised in cellstab pR152/153
Antibody lD panel products papainised in CellMedia pRfTZ/t73
lg6 coated cells PR092
ZZAP Kit PN161
Weak Anti-K Control pNO43

Weak Anti-c Control pN04Z

Weak Anti-Fya Control pN044

Weak Anti-D Control pN046

AB Serum PN061
:l Cell antibodv screen pR121

:J Cell antibody screen in Cellstab pR12Z

3 Cell antibody screen in cellMedia pR123

:l Cell antibody screen papainised In Alsevers pRj.24

File Number
Certificate Number

Initial lssue Date

Authorised

6*
Paul Daysh

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

by

Nptified Body

0843
IVDD A4 53 FQ

00-MB-A0043 lssuer 15.0
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DECLARATION ONF ITY

Lorne Laboratories Ltd declares that the follrcwing in vi

European Parliament an the Council g which
transposes the requirem of Directive Commission
Decision on Common Te ical Specific

reagentd agnost c

li:Xitr'ff 
nform ity with the natio na I sta nda rds tra n sposi n g ha rmon ised

. 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

Eddy Velthuis
Technical Director

Unit

Berk

Product Name
Anti-A Monoclonal

4 i0) 118 9?1
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ISO 114aa*&:r lsp W1 :rOB

EC ITY

Lorne Laboratories Ltd declares that the following in vi diagnostic

Produrct Name Catalogue Nurhber
Anti-B Monoclonal 61 00f 0

has been classified as List A (Directiv
the essential requirements and provis
European Parliament and of the Cou
transposes the requirements of Direct
Decision on Common Technical Spec

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' D\) trl\ lOL., ZJO+U:ZV lC

The conformity assessment procedur
Annex lV of Directive gSlTglEC and w
Ltd, Wonersh House, The Guildway, (

GU3 1LR, United Kingdom, Notified B

The certificates issued by UL-UK Ltd t
354.17 0425 and 355. 1 3052:i.

This declaration of conformitv is issue
Laboratories Ltd and is valid'from23

*----=--=-'->

Eddy Velthuis
Technical Director

Lolre LatoratJries Lirnitec
Unit r cutbu$h pa/h tndJstriar rsta^'.,'-]DanFitill, Lower Farl,
Bcrkshire RG6 4UT Unitcd Kin

th

Bcrkshire RG6 4UT Unilcd Kin

Q$Ilrlrirrli off;r+ nr {'^io!r. i?



ISO 15{{5.rffi1 lqo 9M1:2108

LABORAT(llL l[:S

EC DECLARATION OF C

Lorne Laboratories Ltd declares that the following in yi

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
Annex lll of Directive 98/79lEC.

ITY

diagnostic reagent:

ccordance with

onsibilitv of LorneThis declaration of conformity is issued unden the sole resp
Laboratories Ltd and is valid from 04 ,\pril2017.Laboratories Ltd and is valid from 04 ,\pril2017.

Eddy Velthuis
Technical Director

Product Name Cataloque Nu

rorww,lerri



LOR}{E

ECLARATION

Lorne Laboratories Ltd declares that the following in vitr d agnost c

has been classified as List A (Directive 9B/79/EC, An
the essential requirements and provisions of Directivp 9t
European Parliament and of the Council (also Sl 2002 N

ll) and complies with
C of the

.618 which
transposes the requirements of Directive 98/79lEC) and Commission
Decision on Common Technical Specifications 2009/1

and is in conformity with the national standards transpos g harmoniserC
standards:

. BS EN tSO 18113-2..2011

. BS EN ISO 23640'.2015

The conformity assessment procedur
Annex lV of Directive 98/79lEC and w
Ltd, Wonersh House, The Guildway,
GU3 1LR, United Kingdom, Notified B

The certificates issued by UL-UK Ltd t
354.170425 and 355 13052i\.

This declaration of conformity is issue
Laboratories Ltd and is valid from 23

Eddy Velthuis
Technical Director

@ffij
Unit I C

Berksh i

InD 134rar3m $O S1:2m

Product Name
Anti-D Duoclone Monoclonal
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LOR}iItr
LABORATORI}iS

ECLARATION OF

Lorne Laboratories Ltd declares that the follrrwino in diagnostic reagent:

has been classified as List A (Directive 9Bl7glEC, Anne
the essential requirements and provirsions of Directivb 9t
European Parliament and of the Council (also Sl 2002 N
transposes the requirements of Directive 98/79lEC) and Commissi
Decision on Common Technical Specifications 2OO9/1

harmonised

. 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 procedur
Annex lV of Directive 98/79lEC and w
Ltd, Wonersh House, The Guildway, r

GU3 1LR, United Kingdom, Notified B

The certificates issued by UL-UK Ltd t
354.17 0425 and 355. 1 30523.

This declaration of conformity is issue
Laboratories Ltd and is valid from 23

tes

on

wth

Eddy Velthuis
Technical Director

Unit 1 cutbush Park tnciustrial ertftt

Product Name
Anti-D Clone 1 Monoclonal
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EC DECLARATTON_AE CON FORMTTY

Lorne Laboratories Ltd declares that the following in vitrd diagnostic reageni:

Product Name Catalogue ,lumber
Anti-Kell Monoclonal 7000 0

. 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 per-formed was in bccordance with
Annex lV of Directive 98/79lEC and was carried ott bv UL International (UK)
Ltd, wonersh House, The Gr.rildway, old portsmouth Roeld, Guildford, surrey
GU3 1LR, United Kingdom, Notified Body Number )843.

The certificates issued by UL-UK Ltd to show compliance are numbers
354.17 0425 and 355. 1 30523.

Thts declaration of conformity is issued under the sold re$ponsibility of Lorne
Laboratories Ltd and is valid from 23 Mav 2017.

Eddy Velthuis
Technical Director

with
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EC LARATION OF CONFO

Lorne Laboratories Ltd decla following

Eddy Velthuis
Technical Director

s Ltd declares that the follclwino in diag

Product Name Cataloque Nun ber
AHG Elite (Green) 43501 0

, Ann
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MONOCLOIUAL BLOOD GROUPING REAGENTS"

DIRECTIONS FOR LJSE

Anli-A, Antii.B and Anti-A,B Monoclonal:
For Tubie, Bio-Rad-lD, 0rtho BioVue, Microplate and Slide 1-echniques,

(€
0843

P BIN C IP I]E . Glass microscoDe slides or white card tiles.
1he reagepts will cause direct aggluiination (clurnpino) of test red celjs that
carry the c.orresponding AB0 antigen. No agglutination generally indicates
absence 0f the r;orresponding AB0 antigen lsee Limitations).

REAGENT 
al

STORAGE
ould be
tside thi
:agent h oC

rscribed

t0N
, CPDA anticoagulants or as
s soon as possible following
the samples at 2-B'C. Samples
nation should not be used lor

of lysis may give unreliable results, lt is
l00d samples with PBS or lsotonic saline

PRECAUTIONS

diagnostic use only,
, discard the contents inrmediately.
iration date (see Vial Label).
te js present,
hen handling the reagents, such as
oat.

h a 0.2 pm capsule to reduce the
ed the contents should remain viabie

is no marked turbidity, which can
ination.

azide. Sodium azide may be toxic if
copper plumbing to torm explosive
wjth large voiumes ol water.

rOducts derived from hurnan or animal
ts. Care must be taken in the use and

DISPOSAL OF RFAGENT AI.ID DEALING WITH SPILLAGES
For informr]tion on d.lsporl of the reagent and decontamination of a spillage site
see Materidl Safety Data Sheets, availtble on request.

c0NTROLq AND ADVTCE
1, lt nde anD ach ust trolsd ;xpe
2, S rage rom eryu tlse aus

P c saline solution (bH 6.5-Z {t)P s:A and group 0 (neg4tjve oontrol)A and froup 0 (ne[{tive control)A l) and qroup O (neoalive contir

. Glass test tubes (10 x 75 mm or 12 x 75 mm). Mioroplatecentrifuge.. Ortho BioVue Svstem 0assettes (Neutral). Ortho BioVue SVbtem CientrifLroe'. 0rtho BioVue System. 0rtho 0.8% Red Cell I

. plale sh:kcr

3 
Pl.-qg, Tggrm-el,! 0T weak A or ts subgroups (e.g Ax) mayDruuu 5puuililuils 0t weaK A 0r u suDgr0ups (e.0 Ax) mav 0ivc rise t0 false
neg9lrvg or weak reactions when lested using sildes, miiroiitre plates or otnegarvq 0r weat
cards. l{ is advis

plates or gel

9_aj9l- 
lll! advisable to re{est.weak subgroups using tube techhique,

|l9lylqurygllel rnan.six.rn0nths shoutd have rheir AB0 btood_grouping
results conlirrned by testirrg their serum or plasma aqainst kno,;;n 0?0u"0 n
ailo U ceils tt€rlore their AB0 blood group can be coniirmed5 In the Fpconrmended Techniques o-ne vblume is appioximitetv 50gl when
usrng the vial dropper provided.

2

3

4

5

an.area of

Document rBference number: CEpl600 16101620 Document issue number: 1 3/08/201 B

p4gtt_):l:r-



LIMITATIONS

. lmpfoper $torage, cell concentration, incubatjon time or temperature. 
lmpfoper 0r excessive centrifugation. Devihtion lrom the recommend-ed technioues. Cor( samples contaminated with Wharton!s jelly

7 The 0uality Control of the reagents was perlormed usinq red cells that had

^ lreen wFshed at least twice with pBS or isotonic saline prior to use.u Ine re4gents comply \ i ith the recommendations contained in the latest issur;
0l the Uuidelines lor the UK Blood Transfusion Services.

DISCLAIMER
I The usor is,rcsponsible for.the performance of the reagents by any method
- otner than lhose menti0ned in the Recommended Techniques,
2. Any deviations from the Recommended Techniques shouiO Ue validated prior

to use8.

N umber

P

4

5

6

7

B British Qommittee for Standards in Haernatology, Blood Transf usion Task
F0rce. Hec0mmen0att0ns f0r evaluatj0n, validation and implementation of

RG6 4UT

0

L,ORNE Lorne Laboratories Limiled
Unit 1 Cutbush Park Industrial Estate, Danehill, Lower Eqrley,

LAI]ORATOR]ES

Document rqference number: CEpl600 16101620

Tel: +44 (0)118 921 2264 Fax +44 (0)|8 986 45tB

new techniques for blJoO qr
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\-w\S'l LORNELABORATORIES

GREAT BRITAIN

REAGENTII DE GROI
I NSTRUQTIIII.{ILE DE UTILIZA
Anti-A, Ahti-1\ qi Anti-A, B Mono,
Pentru tuburi, DiaMed-ID, Ortho E

ITEZUMAT
in 1 900, I-a4dsteinel a descoperit cd serul
recunoscutei O, A, B gi AB. Subgrupurile

-TD.

P MONOCLONAL.
{E
:lonql:
ioVue, tehnici de microplaci gi diapoziti.

unor oameni ar aglutina celulele rosii ale altor oa
A si B au fost identificate de atunci.

Grupl de ltaza
,d B A.B

Grupu
AIA

lnvers
BO

AB
Fenornen

Caucasieni
o/o

+ 0-r 00 +0 A 42
0 T'r TT 00 ]B 10
0 00 ++ +0 0 44
+ T't 00 00 AB 4

T'RINCIPIT]J
Fi.eactivii vof provoca aglutinarea direct6 (plumping) a celulelol rorpii test care poar16 antigenul ABO corespunzdtor. 111ici o aglutinare nu
indicd absenpa antigenului ABO corespun\dtor (vezi LimitAri).indicd absenpa antigenului ABO corespunldtor (vezi LimitAri).

[(EACTI\/
Lol'ne Monollonal lgM Reactivii grupului ABO de sAnge conlin t nticorpi nronoclonali de gdarece diluali intr-un tarnpon fostat,lareLolne Monoblonal lgM Reactivii grupului ABO de sAnge conlin t nticorpi monoclonali de gjarece diluali intr-un tarnpon fostat,rare
con{ine clorLird de sodiu, EDTA gi albumind bovind. Fiecare reaoti'v este furnizat la o dilulie optimd pentru utilizare cu toate tehrricile
lecomandatd merrtionate rnai jos, fbrd a rn{i fi necesard o diluare ulterioard sau plus.
F'entt'u nunrlful de referinfd al lotului gi data de expirare, consultali Eticheta flaconului,

(,
843

C

rheni. Patru fenotipuri coinune sunt i;rcLll

PrtTdus Linie celularci / cbnrt culoore Vdnsen ru folositri
Anl o 13D10 al bastru Breve al bastru
Anti -B 9 21 A8 salben Tall.razin

Anti - AII 152D1 + 9113D10 incolor N ,i r"rnrtl

pot duce la
rnr descrierii

alt spe:crrlcnclc
r, CIPD saur

r PBS saLr cLt

i,.,

$i acoperrre cie



6.Reactanlii aufostintrodugi pt'intr-ocapsul4 de0,2pmpentruareducebio-povar6.Odatdleflaconut afostdeschis,coltirrutr.rltrebuie
sd rirnAnd viabil pdn6 la data de exnirare. atAta timn c6t nu exist[ trrrhiditate ntarczth care nhate indici deterin"',."o lo,, nnrtcrrrinaree
;f:#,,1?,:1"i"bil 

pdn6 la data de expirare, atAta timp cdt nu existd turbiditate nrarcatd, oare indicd deteriorarea sau contanr inrrea

7. Reactivii pon{in <0,1 %o azidd de sodiu. zida de sodiu poate fi toxici dacd ingerat si {iona cu pluurbul gi plunbul de cLrprl

B. Niciun tegte cunoscut nu poate garanta faptul cd produsele derivate din orn sau anlma sunt libere de aeenti infeclioqi. TrebLrie
sd se !ind se+ma de utilizarea gi elirni

Pentru infolfnalii despre eliminarea reactifului gi despre decontaminarea unui loc de scurgerJe consultali Figele de daie privind siguran{a
r.naterialelorJ disponibile la cerere. I '

CONTROALE ltr RECOMANDART
L Se reconr4ndd efectuarea unui test pozitiv gi a unui control negat

nraterialelorl disponibile la cerere.

L Se reconr4ndd efectuarea unui test pozitiv gi a unui control negat
dacd controdlele nu indicd rezultatele aEteptate.
2. Deoarece acegti reactivi nu contin potenfiatori macromoleculari,
celulele acoperite cu IgG.
3. Egantioanple de sdnge ale subgrupurilor.slabe A sau B (de exe
sunt testate folosind diapozitive, pldci de microtitrare sau gel car
tubu lui.
4. Pelsoanel$ cu'ydrsta mai mare de Ease luni trebuie sd aib6 rcztrltat
plasmei lor iinpol.riva celulelor Al gi B cunoscute inainte ca grupul
5. In tehnicile recomandate, un volum este de aproximativ 50pl cdnd
6. Utilizalea reactivilor gi interpletarea rezultatelor trebuie efectuate
t[rii in cale Neactivii sunt utiliza{i.
7. UtilizatorLll trebuie sd detennine dacd reactivii sunt adecvati pentr

R.EACTIVT $I MATERIA]-E NECESARE
" Aplicatori.
. Cititor automat de placd.

" Carduri de idenl.itate DiaMed (Neutru).
. DiaMed IDi-Centrifuge.
. DiaMed IDiCellStab sau ID-Diluent 2.
. Diapozitivq cu rnicroscop din sticld.
. Tubuli de tOstar,o din sticl6 (10 x 75 mm sau 12x75 ntm).
. Centrifugd cu microplaci.
. Casete de sistem Ortho BioVue Q,,leutru).
. Oltho BioVue System Centlifuge.
. Ortho 0,8% Diluant pentru celule rosrr.
. Agitator de placd.
. soluf ie PBS (pH 6,8-1,2) sau solu{ie salind izotonicd (pH 6,5-7,5).
. Celule logii cu control pozitiv gi negativ:
Anti-A: grup A2Ei (control pozitiv) gi grupa O (control negativ).
Anti-B: grupul A JL B (control pozitiv) si grupa O (control negativ),
Anti-A, B: gtupul AIB (control pozitiv) gi grupa O (control negativ).
. Centrifirga Qu tub de testare.
. micropldci 0u valoli "U" validate.



B. Tehnicct (e tipare nicro-diaMed-ID
1. Se prepar'fi o st.:spensie de 0,8% de celule rogii spilatein ID-CellStab sau Diluent ID 2.
2. Indepdrtati folia de aluminiu din c6t mai multe microtuburi, dupd cum este necesar.
3. Amplasaff in microtubul corespunzdtor': 50pl suspensie de test de celule rcgii ;i 25pl de
4. CentrifugBfi cerrdul (e) de identificare in centrifuga de car.ton DiaMed.
5. Cititi mac;osc<tpic pentru aglutinare.

C. Ortho BiOVtte tehnica de tastare
l. Se prepar{ o suspensie de0,8%o de celule rogii testate spdlate in 0,9% Ortho
2. Indepdfta!]i folia de alurriniu din cdt rnai multe camere de reacfie, dupb cunr
3, Amplasali in camera de reaclie adecvatd: 5Opl suspensie de test de eritrocite
4. Centrifug$ casetele intr-o centrifugd Ortho BioVue System.
5. Cititi rnacroscopic pentru aglutinare.

D. Tehnica rhicra'pldcilor, folosind sondele "[J"

Lorne Anti-ABO

Red Cell Diluent.
este necesar.
gi 40 pl de reactiv Lorne Anti-ABO.

I . Se prepar{ o sltspensie de2-3%o de celule rogii de test sp6late in PBS sau izotonicA solulie salina.
>. Ageza{i in godeul corespunzdtor: I volum Lorne Anti-ABO si I testul de volum pentl'u suApensia de celule roEii

transvelsal 6,

)/.rr>eLott rrrBUUtruluurtrsPuilzaror: l volumLorneAnll-AIJU9l I lesluloe\/otumpentl'ususpens]ade
3. Se amestepd bine, de preferinld folosind un agitator cle micropldci, avdnd grijd sd evitali cdntaminare

CentrifugQ microplaciul timp de 1 rninut la 140 r'cf sau pentru o alternativii adecvatd,linrp !i fortd.

8. Orice reac[ie slabd trebuie repetat[ prin tehnica tubului.

E. Te h nica d[apo:zitivelor

2 r-nitrute.

6. Orice reaclie slabd trebuie repetatd prin tehnica tubului.

INTERPREIAR|.EA REZULTATELOR TESTELOR.
\.Pozititte;Aglutinaleacelulelorrogii detestconstituieunrezultat poziliv al testului qi inl
in pc celulele roqii de testare.
2. e test nu teprezintd.un rezultat negativ Ei in li
irr lulele rogii de test.
3" rupul invers nu se coleleazb cu este neceshrd



. Centrifug{re nrlcorespunzdtoare sau excesivd

. Abaterea de la tehnicile recomandate

. Probele dq corrJ contaminate cu jeleu Wharton

TICI
)st cal aIe.
rerare, teqtate plin tehnicile recoilandate irlprotri va
igene

3. Specificilatea anticorpilor monoclonali sursd este demonstratd r,rti

4. Eficacitatea reactivilor a fost testati contra urmbtonrlui minim po
Biologie St{ndarde gi controale (NIBSC): Standard de referin{d anti
5. Lorne Aqtti-B nu reaclioneazd cu celulele rosii "Acquired-B".
6. Reactivii ABO monoclonali Lorne nu detecleazd, antigeni cripli
'/. Controlul calitAtii reactivilor a fost efectuat utilizdnd celulele ro
salind izotorlicd inainte de utilizare.
ll. Reactivii respr:ctd recomanddrile din ultima edifie din Ghidul pen

DECLINAFEA RESPONSABILITATIIDECLINAFEA RESPONSABILITATII
l. Utilizatorirl este responsabil p ru pelformanla reactivilor prin orice metod6 altele decAt cele nrentionate in Tehnicile recornandate
2. Orice abatere rle la tehnicile re mandate trebuie validatdinainte de a Lrtiliza8.

DI MENSIUNI DISPONIBILE REACTIVI

Dimensiune flacon Nunrar C'atalos
Anti-A Modoclc,nal l0ml 6000 I 0

1000m1 600000*
Anti-B Nl[orioclonal lOml 6 10010

l000ml 6 1 0000*
Anti-AB Monoclonal 1Oml 6200 1 0

1000m1 620000x
Aceast este numai pentru utilizarea in fabricalie ulterioard (FFMU) gi, pri

TABEL SIMBOI,URI
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LORNE LABORATORIES
GREAT BRITAIN

LECTIN BLOOD GROUPING REAGENTS
DIREOTICINS FOR USE

SUMMARV RE:COMMENDED TECHNIOUES

Ar antigen ip a subgroup of A and was discovered in 1910, Anti-Ar is usually non- A. Tube Techni
reactive at 07oC, lrowever examples reactive at 379C and prodominately lgM can

. Glasstisttutres(10x75mm or12x7smm). ^ 
tn'a^ ''i"-'+. PBS sJtution foH'O.A-Z.2i or t"otoni" satihe sotutioh lnH A s-7 E\ 6'

' Glass tpst tubes (10 x 75 mm or 12x75mm). 6 Standards in Hi. PBS sdtution (pH 6.8-7.2) or tsotonic saline iolution (pH 6.5-7 5) o'

. PositivQ (group 41B) and negative (group Ar) control red celts.. Tesl tube centrifuge.

. \/nl rmdtrie ninettec

((

to7l2o18

9r u, iluwsvcr v^drnptcs teacuve ar J/iu ano preoomtnatety tgtvt can
causenvilzo.redbloodcelldestruction. AboutTS%ofgfoupApeopleareAl 1. Preparea-2-3%stJspensionofredcellsinPBSorlsotonicsaline
and 22% arp Az, similar proportions apply among AB people. 2. Place in a labe

red cell susPen
PRlNClPL,lE 3. Mix thoroughly

or fof a suitable
l'he reagenl will cause a!,glutination (clumping) of red cells, that carry the 41 4, Gently resuspen
antigen, aftqr centrifugation. No agglutination generally indicates the absence of
the 41 antigFn (see Limitatlons). INTERPFIETATIO

REAGENT 1, Positive: Agglu
within the abcep

Lorne Anti-,$r Lectin blood grouping reagent is prepared from iln extract of ofAlantigepon
Dolicltos biflorus seeds, diluted with a sodium chloride solution containing bovine 2. Negative: No a

use with all recommended within the acceo

STORAGE
STABILI]rY OF TH

Reagent vidls should be stored at 2 - 8oC on receipt. Prolonged storage at
temperatureF outside this range may result in accelerated losr; of reagent 1, Tube tests must be read immediately after cenlrifugation. [:errays may
reac^tivity. This reagent has undergone transportation stability studie{; at 37oC and cause dissociation of antigen-antibody complexes liading to frrlse negatrve,
-25"C as described in document BS EN ISO 23640:2015 or weak oositive rdactions.

2. Caution should
SAMPLE 9OLLECTION AND PREPARATION performed qt te

Blood,samples carr be collected into EDTA, citrate, CpDA anticoagulants or as a LllilITATIONS
clotted samPle. The samples should be tested as soon as possible followlng
collection, lf a delay in testing should occur, store the samples at 2-B'C. Samples 1 Anti-A1 may rea

raemolysis or microbial contamination should not be used for 2. Cord blood and
ples showing evidence of lysis may give unreliable results. lt is
,t essential) to wash all blood samples with PBll or lsotonic
) tested. 3. than six months should have their ABO blood-grouping

j by testing their serum or plasma against knDwn group n r

PRECAUIIONS e iheir ABo btood group can be confirmed.
4, Stored blood may give weaker reactions than fresh blood.

rly 5. False positirle or false negative results may also occur due to:
ntents imrnediately. . Contaminatidn of test mateflats
Vial Label) . lmproper stolage, cell concentration, incubation time or teml)erature

rhe reasents, such as : sffiff:?:"ilT:=f::#il#rr"",j'lJ"nn,ouu,
sule to reduce the bio- SpEcilFlC pERFO
hould remain viable up

until the exF,iry date as long as there is no marked turbidity, which can 1 The reaoent has
indicatp reagent deterioralion or contamination. n""omirlnarJ7. The rebgent contains < 0.1% sodium azide. Sodium azide may be toxic if 2. pilor to release,
ingestqd ancl may react with lead and copper plumbing to form explosive Recommenbed

^ Ielal dzides. On disposal flush away with large volumes of water ensure suitable feL No kllOwn tests can guarantee that products derived from human or animal 3, The euality Contrcil of the reagent was performed using red cellsi that had
:?^'I^t^"f,"_t" 

1i:: IIglljg:ti"rt agents care must be taken in the use and o""n *".nub rw"J *itn pes 
"i tsotonrc saline prior to use.

olsposPl oI eacn vlal and lts contents 4. The reagent comflies with the recommendations contained in the latest
issue of the Guidelines for the UK Blood Transfusion ServicesISSUC OT INE UUIOEII

DISPOSAI.I OF IIEAGENT AND DEALING WITH SPTLLAGES
ntclat ailtttrtrDISiCLAIIVIER

'1. The user is iesponiible for the performance of the reagent by any methorl

For information on disposal of the reagent and decontamination of a spillage site urctvLArrvrEK
see Material Safely Data Sheets, available on requesl, 1. The user is

coNrRoLb AND ADVTcE , iff:,#:.il::?,Tfi'li"Ji1[,n:;::rTj:fliiHil,:ffi.," va,idared

1 lr is r$comnrended a positive cont (ideally group A1B cells) and a prlortouse-,

[:Kj+il:il::lT:'j"ffi",'l."Jn T'":?,ffif["Jfjis;3flj"#:,S BrELroGRApHy

urF ur urE rsdgy|r dilu Ule tilrerptetauon oT resutls must bg carned out
by prdnerlV trained and qualified personnel in accordance wjth the 3. nsfusion in Clinical Medici Blackwelrequirehents of the country where the reagent is in use,

4 user must determine :;uitatitity of rhe reag-enr for use in other techniques. ,r. 31"'3f!l.,"nu 3d Edirio jcienrifrc

REAGENTF AND MATERTALS REeutRED u 3"10'",,i'"'.'iii '",fij'elooo rransrusion ser

Volum!tric pipettes

Documenl reference number: CEpl116 Document issue number: Z/0//201

Lerctin: For Tube Technioue.

o! -..,: 1lli
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\w\S'l LORNE LABORATORIES LTD. C(

GREAT BRITAIN

REAGENTI LECTIN ai GRUPELOR SANGVINE

APLICATII. Anti-Ar Lectin: pentru Tehnica in Tub

TNSTRUCT|UNtLE DE UTtLTZARE

SLIMAR

Arrtigenul A1 este un subgrup al A 9i a fost identificat in 1

acestea exemplele reactive la 37 ' C 9i lgM predominanl:
Aproximativ 78% din grupa A sunt persoan e At gi 22% su

sirnilare.

1

aI tn

.1fl.

C ecit
tii de

ase
t7 zile
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oate
a re,

PFIINCIPII

PRECAUTII

1.
1

3.

4.

5.

6.

-7

8.



PROCEDURI DE DISTRUGERE A REAGENTULUI SI DE

Pentru informarea referitor la procedure de distr
Brosurile cu Date referitor la Sieuranta Materialu
Hc'nrru InTormarea releflTor la proceoure oe otslr
Brosurile cu Date referitor la Siguranta Materialu

CONTROALE SI SFATURI

t, Se recomanda utilizarea in paralel a controalelor
efectuarea testarii fiecarui set de probe. Testele t
nu afigeazi rezultatele agteptate.

2. In Tehnicile Recomandate un volum se considera
3. Utilizarea reagentilor si interpretarea rezultatelor trebuie sa tie electuata de personal anlrenat si calilicat

in corcondanta cu cerintele tarii unde acesti reagent se folosesc.
4. Utilizatorultrebuie sa determine utilitatera reagentului in altA tehhici decit cele mentionate.

RE:AGENTI SI MATERIALE NECESARE

TEHNICI RECOMANDATE

1.

2.

cellule rosii de testare,
3. Amestecati minutios si centrifugati toate tuburile timp de 20

parametric corespunzatori de timp si viteza de centrifugare.
4. Resuspendati atent conglomeratul de cellule rosii si cititi aglutinar;ea microscopica

iuspenzre 
cle

1000 rcf sau utili -+i ^l+idLt dtLl

I NTERPRETAREA REZULTATELOR TESTULUI

L. Pozitiv: aglutinarea celulelor rosii testate consti
procedurii de testare si indica prezenta antigen

2. Negative: lipsa aglutinarii celulelor rosii de test
procedurii de testare, indicind absenta antigen

3. Discrepante: in cazul in care rezultatele obfinut
sunt necesare investigalii suplimentare.

ST,qBI LITATEA REACTI I LO R

L. Citirea imediata a rezultatelor dupa centrifugar
anticorp, cauzind rezultate fals negative sau po

2. Precautia trebuie luata in interpretarea resulta
recoma ndate.

LIMITARILE

1-. Anti-A1 poate reacliona cu celule-polyagglutinable sau Tn Cqd-pozitive.
2. s6nge din cordonul ombilicalgi specimene de la sugari nu potfi iniroduse corect

LetctinS, deoarece antigenulAl nu este pe deplin dezvoll.at n1 celf lele rogiidin s de
gase luni.

3. Persoanele mai mari de gase luni ar trebui sa aiba I3. Persoanele mai mari de gase luni ar trebui sa aiba
testarea ser sau plasma impotriva celulelor cunos
poata fi confirmata.

4. Single stocat poate da reactii mai slabe decit singl
5. Rezultatele fals positive si fals negative pot aparea

gase luni.

o Contaminarea materialului de testare.
. Pastrarea incorecta, concentratia celulara, timpul de incdbar sau temperatura.



Centrifugarea incorecta :;au excesiva.

Abateri de la tehnica recomandata.

CARACTERISTICILE PERFORMANTELOR SPECIFICE

Inaintea eliberarii, fiecare lot a reagentului Lorne Anti-Areste tesfat prin Tehnicile Reconjan
oanelrrlui de cellrtle rosii antic,en nositive nentnr asigrrrarea ieactivitatii .ortrqnrnTAtnrrppanelului de cellule rosii antigen positive pentru asigurarea reactivitatii corespunzatoare.
Clontrolul Calitatii a reagentilor a fost realizat prin utilizarea leluldlor rosii care au fost rpAlrt. dublr,r cu

I

a

L.

2.

3.

4.

PBS sau solutie salina izotonica inainte de utilizare.
Reactivul estein conformitate cu recomandirile cuprinsein gltimul numir al Ghiduluipehhtru Mare,:

ecdt cele

Britanie a Serviciilor de Transfuzie a Singelui,

DECLARAI-IE

1. Utilizatorul este responsabil pentru performanla reactivilor obtinuta prin oricare alta metodS,
mentionate in Tehnicile Recomandate.

2. Orice abatere de la Tehnicile Recomandate ar trebui sd fie validate inainte de utilizare.

BIBLIOGRAFIE

1 \Nidman FK Technical Manual, 9tr, Edition American Associ
2 llace RR, Sanger R Blood Groups in Man, 6rh Edition. Blac
3 lvlollison Pl- Blood Transfusion in Clinical Medicine, Bm Editi
4 lssitt PD Applied Blood Group Serology, 3dEdition Montgo
5, Guidelines for the Blood Transfusion Service in the United
6. lSritish Conrmittee for Standards in Haematology, Blood Tra
new techniques for blood grouping, antibody screening and c

DIMENSIUNI DISPONIBILE REACTIVI

4
5n
1n

+ 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 1 Cutbush Park Industrial Estate
Danehill
Lower Earley, Reading,
Berkshire, RGO 4UT
United Kingdom
Tel: +44 (0) 118 921 2264
Fari. +44 (0) 1 1 8 986 451 8
E-mai | : i nfo@ lq4qlqb!=le[
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PRTNCTPtIE
The reagents wrll cause direct agglutinati0n (clumping) of test red cells that
carry rne p anilgen..N0 aggtulinati0n generally indicates the absence of the D
anlgen (see Ltnn[att0ns),

ber and expiry date seer Vial Label.

M0N0cL0NAL BL00D GR0UptNG REAcENTS.

. Microplatecentrituge.. 0rtho BioVue Svstem Cassettes fNeutral). 0rtlo BloVue Slstem Cenlrifuge.'. 0rtho 0.8% Red Ccll Diluent,

. lsotonic saline solution (pH 6 5-7 S). tive (rr) control red cells.

LORNE
LABORATORIES

C€
0B 43DIRECTIONS FOR USE

Anti-D Clone 1 and Clone 2 Monoclonal:
For Tulje, Bio-Rad-lD, 0rtho BioVue, Microplate and Slide Techniques.

CONTROLS AND ADUICE
1. lt is recdmmended a positive c0ntrol (ideally R,r cells), a negailve control

6. Resr,spend the cell buttons using carefully agitation on a\.-j
microplate shaker ' //!:iii,. " ',ii,1i

DrsPosAL pF REAGENT AND DEALTNG W|TH SP|LLAGES
for rnrormalion !n drsposal of the reagent and decontamination of a spillage site
see Material Safety Data Sheets, availible on request,- 

-'-

2. Plape in the appropriale lyell: 1 volunre Lorne Anti-D reagent ancj 
.1 

volun.
re0 ceil susilenst0n.

3. Mix l.horoughly prbferabl! using a microplate shaker, taking care to avoirl
cr0ss-weil c0ntamtnatt0n.

4, Incubate at room temperlrture for '1 
5 m jnutes

5, Centrifuge the micfoplate for 1 minllte at 140
time and force.

',1,i

SUMMARY
The Rh blbod group systenl was discovered in 1 940. The D antiqen is the nrost
clinically,significanl n0n-A80 red_blood cell antigen and has beei implicated in
causing Haemol!'tic Transfusion Reactions and Haemolytic Diseast; rif the Newborn

Document rfference number: CEplTi 0/730 Document issue number:



E. Slide Technique
ls in serum, nlasma or PBS or
role blood (in its own plasma).
e: 1 volume ol Lorne Anti-D reagent

eagent and cells over an area o1 about

r 30 seconds, with occasional further
aintaining slide at room temperature,

e over a diffuse light and do not mistake

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

INTERPRETATIt]N OF TEST RESULTS
1 PositiVe: Agglutination of the red cells constitutes a positive test result and

wilhin accepted 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 ar edure, sence
of the D anti

3 Test results the re ontrol
shall He exc proba e effect
of the macn ent on

STABILITY OF']IHE REACTIONS
f . ion.2, re specificity and

interpreted as

3. of tests

LIMITATIONS
1. Lorne Anti-t) is not suitable for use with enzyme treated cells, cells

suspefded in LISS or for use in indirect antiiJlobulin (lAT) ter:hniques.
2. Store( blood may give weaker reactions than fresh bioocj.
3. False positive agglutination may be seen due t0 the presenc(} 0f

nracromolecrular potentiators in the reagent when testing lgG sensitised
cells, e,g. AIHA, HDN.

4, False 0ositive or false neqalive results mav also occur due to:. Contamination ol test materials
. lmpfoper r;torage, cell concentration, rncubation time or temperature. lmploper or excessive centrifugation
. Deviation from ihe recommendid techniques

SPECIFIC PEBFORMANCE CHABACTERISTICSI There[gentr; have been characterised by all the procedures mentioned in
the ReComrnended Technictues.

2, Pri0r t0 release, each lot of Lorne Monoclonal Anti-D Clonel and Anti-D
Clore 2 is tested by the Recommended Techniques against a panel 0f
antigei -positive red cells to ensLtre suitable reactivitv.

3. Anti-D grouprng reagents for D grouping ol patients 3h0uld not react with DVI

cells uping the method(s) recommended for use.4 Specificity of source monoclonal antibodies is demonstrated using a panel
0r anTt0en-n{

5. The pQtency been iesied against the following minimunl
potenqy refe ined from National Institute of Bioiogical
Standards al
. Anti.lD refc

6. The 0lality Oontrol of the reaoents was performed usinq red cells that had
been Washed twlce with PBS br lsotonic saline orior to Jse.7 The reAgentsr comply with the recommendations contained irrthe latest issue
of the Guidelines for the UK Blood Transfusion Services.

DISCLAIMER
1 The uspr is.responsible l0r the performance oI the reagents lly any method

other tllan those menlioned in the Recommended Tech-niques.
2. Any deviations from the Recommended Techniques shouid be validated prior

10 useY.

BIBLIOG RAPHY

e of lused cells secreting antibody o1

6 495-497.
Man 6th Edition, 0xford, Blackwell

gy, 3rd Edition, Montgomery Scientilic,

nical lvledicine, Bth Edition, 0xford,
T,,Chapter 7.
antigen. Medical. Laboratory Science

6, Thomppon KM, Hughes-Jones NC. Production cs of
monoclonal anti-Rh, Bailliere's Clinical Haemat I

7. Jones J, Scott ML, Voak D. Monoclonal anti-D h D
sUuctufe: criteria for selection of monoclonal a r routine
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C(

REAI

INSTR
Anti-D
diapozi

REZUM
Sistemul
sdnge gi i

LORNE LABORATORIES LTD.
GREAT BRITAIN 08{ l

AGEr\Trr DE GROUP MONOCLONAL.

|RUCT'IUNILE DB UTILIZARE
D Qlone 1 ;i Clone 2 Monoclonal: pentru tub, DiaMed-ID, Ortho Bio
tzitlve.

JMAT
nul $h de, grup sanguin a fost descoperit in 1940. Antigenul D este cel mai mult clin
gi a fost limplicat in provocdnd reacfii hemolitice de transfuzie gi boald hernoliticd a

Vue, tehnici de nticr

c semnificativ nou-A
rou-ndscutului.

I S't

de celLrle

Anti -D Fenottin Caucasieni %o Afro -A ani ol'

Rh D-rve 85 72
0 Rh D -ve l5 28

PRINCIPIIJ
Reactivii v,or cauza aglutinarea directa (clumping) a celulelor rogii test care poarld antigenf l

absenla antigenului D (vezi Limiteri).

REACTIV
Lorne morioclonal IgM Anti-D Clone 1 Ei Clone 2 reactivi
anticolp IlM rlonoclonal uman diluat cu clorurd de sodiu
i ntroducer0a esantioanel or paciet.rtului, fi ecare reacti v va agLuti na
gi DVI) gi p plopo(ie mare de fenotipuri D (Du) slabe atunci c6nd
o dilu{ie optimii pentru utilizarea pe esantioanele pacientului cu to
necesard o continuale diluare sau ad6ugare. Pentru nuurdrul de le

r,r-t^ -- Ll,rt
Anti J Clone

.k'^-Anli -D Clone 2 | MS-201

EXPT-]NERBA FATA A ANTIGENULUI RhD
'ferrrenul 0olectiv Du este utilizat pe scar6 largd pentru a descrie c
mod nolm{1. Tr:rmenul D slab indicd indivizii cu un numdr.redus
D denotb iridivizi cu epitop de antigen D lipsd. Celulele Dvr sunt o
reactivi ai ploneri 1 si clonei 2 vor detecta cele mai multe exemple
detecta celhle Dvr.

'ferrrenul 0olectiv Du este utilizat pe scar6 largd pentru a descrie c

detecta celhle Dvr

DEPOZI'rlARE
Flacoanele cu rr:activ trebuie pdstlate la2 - 8'C la plimire. Depozitare prelungit6 latemperpturile din afara acestui ihterval pot duce

DEPOZI'IIARE
Flacoanele cu rr:
la pierdere@ accelerat6 a reactivului reactivitate. Acest reactiv a fost supus unor studii de st[bilitate la transport la 37 " C si -25 " C
conforrn dgscrierii din docunrentul ENI 3640:2002.

COLECTAREA $r PREGATTRnI DE PROBE
Pfobele de sdnge trase cu sau fbrd arrticoagulant pot fi utilizate pentru antig,en tastare, Dacd testarea
specimenele la'2-8 " C. EDTA gi citrat eqantioanele ar trebui sd fie tipdrite in tertnen de 7 )ile de la
ACD, CPD sau CPDA-I pot fi testate pdnd la 35 de zile de la data de retla5;ere. 1'oate problle de s e
doud ori cu PBSi sau solu{ie salind izotonicd inainte de a fi testate, Probele ,tare prezinti dofezi de e

'ogii de

DNicoagutraet L rd cd r ,tc re'r

Produs Linie
Anti -D Clone I RUM-1
Anti -D Clone 2 MS-201



PRECAI]TII
1. ReactiVii sunt destina{i nurnai pentru diagnosticul in vitro.
2. Dac6, un flaoon de reactiv este crdpat sau scurs, aruncafi irnediat
3. Nu utilfza{i reactivii dupd data expirdrii (vezi Eticheta flaconulu
4. Nu utilizafi reactivii dacd existd un precipitat.
5, La manipularea reactivilor, cutlt ar fi mbnuEi de unici folosin!.d
6. Reactivii au fost fitierili printr-o capsuld de 0,2 pnr pentru a rerd

tlebuie sd rdrnlin6 viabil pdni la data de expirare, atAt timp cAt nu
contaminarea leactivilor
7. Reactivii confin <0,1o% azidd de sodiu. Azida de sodiu poate fi t
cupru penfru a forma azide metalice explozive. inldtr.rra{i-le cu cancupru penfru a forma azide metalice explozive. Inldtr.rra{i-le cu can
8. Materiallele utilizate pentru producerea produselor au fost testat
gi HCV gi HBsAg utilizAnd teste microbiologice aprobate.
9. Niciun teste cunoscut nu poate garanta cd produsele derivate di
acorde atelrtie utilizdrii gi elimindrii fiecdrui flacon gi a confinutul

ELTMTNAREA REACTIVULUT Sr DEZVOL']|AREA SpAt,A
Pentru infbrmalii despre eliminarea reactivului gi despre decontaminarea unui loc de scur$ele, consultali Fige tehnice de seculitale
pentlu rnaferiale, disponibile la cerere,

coNTRoALro $r RECOMANDARI
I . Se lecolnandd un control pozitiv (in mod ideal celulele Rlr'), un contlol negativ (cglule ir ideale) gi un control nggativ al
reactivilor'(curn ar fi Lorne Negative Control, catalogul # 650010) sd fie tr:state in paralel lLr fiecare lot de teste. Tdstele tlebuie
consideratp nevalabile dacd controalele nu prezintd rezultatele tEteptate.
2. Cdnd ta$tafi eritrocitele de la un pacient este imporlant ca un leactiv sd fie negativ contiolul este inclus. cleoalecd potentiatcli i

m le acoperite cu IgG, de ex, in cazurile ae n[Un saLr IIDN. Se

re (Cat # 65001 0).
3. de gel, microtitrarf gi tehnica de diapozitiv!. Se lecorlancld
SA

4. I cdnd se utilizeazdpi"uralorul de flacon furnizat.
5. Utilizalea reactivilor gi interpretarea rezultatelor trebuie sd fie efectuate de person{l bini instluit si calificat, in cfnfornritatr: cu
cerinlele {[rii in care reactivii sunt utilizali.
6. UtilizatQrul 1r'ebuie sd determine compatibilitatea reactivilor pentru utilizarea in alle tehhici.

REACTIYI 51 MATERIALE NECESARE
. Aplicatoti.
. Cititor alitomat de placd.
. Carduri de identitate DiaMed (Neutru),
. DiaMed ID-C:entrifuge.
. DiaMed ID-CellStab.
. Diapozitive cu microscop din sticld.
. Tuburi dd testare din sticlb (10 x 75 mm sau 12x7li mm).
. Centrifu$6 cu micropl6ci,
. Casete Oilho BioVue System (Neutru).
. Ortho BiOVue Systern Centrifuge.
. Ortho 0,8% D'iluant pentlu celule rogii.
. Agitator pe plac6,
. solulie PtsS (pH 6,8-7,2) sau solulie salind izotonicd (pH 6,5-7,5)
. celule rogii pc,zitive (in mod ideal R1r) gi negative (rr).
. Centlifu$a cu tub de testare.
. micropl60i cu valori "U" validate.
. Pipete volume:trice.

TEHNICT RECOMANDATE
A. Tehnica tubwlui
l. Se prepdrd o suspeusie de2-3%o de celule roqii de test spdlate in PBS sau solulie salini il,otonica
2. Alezali intr-un tub de etichetale etichetat: I voluur de reactiv I-olne Anti-D 9i I vofum de suspen
3. Se amesiecd bine gi se centrifugheaz6.toatetubulile timp de 20 de secunde la 1000 rcf sdu pentr.u
adecvate.



4. Resuspenda!:i ugor butonul de celule rogii Ei citili macloscopic pentru aglLrtinare
5. Orice tqbuli care prezinld, unrezultat negativ sau clubios (cum se poate intdmpla in cazul probelor slabe D) tlebuie incubate tirrp
de l5 minfrte la temperatula camerei.
6. Dupd i4cubale, repetafi paEii 3 ;i 4.

B. Tehnicq de ipare micro-diaMed-lD
1. Se prephrd o suspensie de 0,8o/o de celLrle roEii de testare spilate in ID-CellStab.
2. lndepdrt,ali folia de aluminiu din cdt mai multe mir;rotubul'i, dupd cum este necesar.
3. Amplasa(i irr microtubul corespunzbtor: 50pl suspensie de test de celule roqii qi 25jrl de Lorne Anti-D.
A 

^^--.--:C-'-^.: 
^^-.1 .l /In ----:t-\ J- :J, ^lL . . L y J -l- - -l ^:, 

----l4. Centrifugali cardul (lD-urile) de identitate intr'-o centrifugd cu card de gel Diamed:
5, Cititi mhcroscopic pentru aslutinare.5, Citili mhcroscopic pentru aglutinare.

C. TehnicQ de tiparire Ortho BioVue (carduri neutre)L. t enntcq de ltpartre urtho lJtoyue (cordurt neLt.tre)
l. Se prepard o suspensie de 0,8% de celule rogii testate spdlate in diluant Ortho de cglule {^ogii de 0,9o/o.
')l

5. Centrifqge microplaciul tirnp de I minut la 140
6. Resuspendafi butoanele celulare utilizAnd agital
7. Cititi macl'oscopic sau cu un cititor automat val
8, Orice reaclie slabA ttebuie repetatd plin tehnica

E J'e h n i c a, diapt ozi tive I o r
1. Se prepdt'd o suspensie de eritlocite de35-45o/o in ser, plasmd sau PBS sau solutie salind izotonicd.
2. AEezali pe o placb de s;ticld etichetd: 1 volum de reactiv Lorne Anti-D qi test pentfu eritrocite.
3. Folosind un stick de aplicator curat, amesteca{i reactivul gi celulele pe o v 20 x 40 mn.
4. Inclina{i ugol glisorul ilnainte gi inapoi timp de 30 cle secunde, ocazional ea in timpLrl periladei de 2rninLrte,
rnenlinAnd glisarea la temperatura camerei.
5. Citili rn4croscopic dup[ 2 minute pe o lumind difuz[ gi nu greseala fir'elol de fir ca aglulirrare.
6, Orice reactie slabA trebuie repetatd prin tehnica tubuiui.

INTERPRETAREA RT]ZULTATELOR TESTELOR1l\ r |1t(rKt!lAl(tlA Kl,zu|-IA r ELLrI( r$s tI'LUR
l. Pozitivel Aglutinarea celulelor roqii de testare reprezintd un rezultatpozitiv al testului qif in cach'ul limitdrilor acceptate ale
trocedurii de testare. indicd orezenta antiseurrlrri l) ne celulel losii de festprocedurii de testare, indicd prezenfa antigenului D pe celulel_ r.oqii de test.
2. Negativ: nici o aglutinare a celulelor rogii test nu ieprezintd un rezLrltat negativ gi in limiiele acceptate ale procedi.rrii de testare.
indicd absQnla antigenului D pe celulele roEii test.lnolca aDsenla zlntlgenulut D pe celutele rosll test.
3. Se vor efclude rezultatele testelor de celule care sunt aglutinate folosind controlul pegatfv al rea ;tivului, deoarec! aglutinart:a esrc
cel nrat prdbabil cauzatd de ef'ectul poten{atorilor maoromoleculari in reactiv asupra cplulelor sensibilizate.

STABILITATEA REACTIILORsIAtsrLIl'ATEA REACTIILOR
l. Cititi todte testele cu tuburi si micropldci imediat dupd ce rtrifugare.
2. Testele diapozitivet."o"ii';;,..0r;#;; H;';';;i;;"#r, .? 

^r'ru'a 
specificitat"o ii p.nt,', a evita posibitititea ca L' rezurraj

negativsdpoatii fi interpretatincorect capozitiv datoritdu c6rii reactivului.negativsdpoatii fi interpretatincorect capozitiv datoritdu c6rii reactivului.
3. Trebuie lnterpretat cu pluden(d intelpretalea lezuitatelor testelol efectuate la tempepatuli diferite de cele r".o'.t.ro,idut.

LIMITAREA
l. Lorne Anti-Dr nu este adecvatd pentru utilizarea cu celule enzirnatice tralate, celule suspJ
antiglobulihice i ndirecte (lAT).
2. SAngele btocaLt poate produce reac(ii mai slabe dec6t sAngele proaspit.

LIMITAREA
l. Lorne Anti-Dr nu este adecvatd pentru utilizarea cu celule enzirnatice tralate, celule suspJndate in LISS sau utilizzlte in tehrrir:ile

3. Se poate obsorva o aglutinare falsi pozitivd din cauza prezen{ei potenfiatori macromoleculare in r.eactiv
IgC sensibilizatd celule, de ex. AIHA, HDN.
4. De asempnea, pot apdrea rezultate fals pozitive sau false, datoritA:

D. Tehnicq micropldcilor",.folosind sondel.e "U"
1. Se prepar'6 o suspensie de2-3o/. de celule roqii testate s

2. Agezali in godeul corespunzdtor: 1 volum de reactiv Lo
3. Se ameStecd bine, de preferinld folosind un agitator de
4.Incubeazl,la temperatura camerei tirnp de 15 minute (ti



. Contarniiralea materialelol de testare

' Depozit{rea ttecorespunzdtoare, concentra{ia celular6, tirnpul de incubare sau ternpgraturla
. Centlifir$are necorespunzbtoare sau excesiv[
. Abatereel de la tehnicile recornandate

CARAC'IIERISTICI SPECIFICE
l. Reactivii au fost caracterizali prin
2. Inainte de eliberare, fiecale lot de
irnpotriva lnui grup de celule roqii antigen-pozitive pentru a asig
3, Reactivii de grupare anti-D pentru gruparea D a pacienfilor nu
recornandritd (e) pentlLr uti lizare.
4, Specificlitatea anticorpilor monoclonali sursd este demonstratd
5. Eficacitatea neactivilor a fost testatd pebaza urmdtorului standa
Na{iona[ db Standarde gi Controale Biologice (NIBSC):

6. Controlr:rl callitAfli reactivilor a fost efectuat utiliz6nd celule rogii care au avut a fos{ spdl[t de doud ori cu P'BS saf cu solurlie salind
izotonicd ihainte de utilizare,izotonicd ihainl.e de utilizare,
7, Reactivii respectd recomanddrile cuprinse in ultimul numir al Ghidului pentru senqiciilf britanice de transfuzie a sdngelui

nft/-r rNADfra DDsDr\Nra^ r rrimrrDECLINARE,{ RESPONSA- LXTATII
I Utilizatgrul esteresponsabil p ruperformanfareactivilorprin orice alti metoda (ecAt bea urentionatd in'Tehnidile recorrandate
2, Orice abatefe de la tehn ici le r mandate trebu ie validatd inainte de util izareg.

DIMENSIUNI DISPONIBILE REACTIVI

Dimensiune llacon Numar Catalop
Anti-D Cl0ne ll Monoclonal lOml 7300 1 0

1000m1 730000*
Anti- D Clone 2 Monoclonal 10ml 710010

l000ml 7 1 0000*
--- Aceasltd dirnensiune este numai pentru utilizalea in fabricalie ulterioard (FFMU) si,
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MONOCLONAL BLOOD GROUPING REAGENTS

DIRECTIONS FOR USE

Anti-D Duoclone Monoclonal:

For Tube, Bio-Rad/DiaMed-lD, 0rtho

SUMMARY
The Rh blQod gnlup system was discovered in 1940, The D antigen isthe most
clinically Significant non-AB0 red blood ct ll antigen and has been implicated in
causing Hhemolytic Translusion Reactions and Haemolytic Disease ol lhe Newbonr

PRrNCrPr.lE
The reagelrt will cause direct agglutination (clumping) of test red cells that carry
the D anligen and indirect aoglutination ol rbd ceils t-h'at are Category DVr in the 

'
antiglobulln phase of testingj. No agglutination generally indicates'th6 absence oj
the D anti$en (see Limitations),

REAGENT

lqM / lqG _ Cell Line / Clone
IqM RUM- ]--Iqn rc

WEAKENED EXPRESSION OF THE RhD ANTIGEN'Ihe 
colleclive term Du is widelv used to describe red cells which have a weaker

expresslon of ther D antigen than normal. The term weak D denotes individuals
umber ol u r

luals with is ,
lst D epit ct
D red cel I n This
I DVr and

STORAGE
ould be stored at 2 - BoC on receiot. t
tside this range may result in acceler
;agent has undergone transportation 7oC
rscribed in document BS EN lS0 236

SAMPLE GOLLECTION AND PREPARATION
Blood samples can be collecte , CPDA anticoagulanl or as
a clotted sample The samples s soon as possible following
collection. ll a de,lay in testing the samples at 2-80C. Samples
displaying gross haemolysis 0 nation should not be used for
testing. lt i$ advisable to wash all blood samples with PBS or lsotonic saline before
being tested,

PRECAUTIONS

7. e toxic if
xpl0srve

B riounc 
to

pproved

9. No kno[.vn tests can guarantee that products derived from human or animal
sourceF are lree from infectious agents. Care must be taken in the use and
disposal of each vial and its conrenrs.

DISPOSAL ()F REAGENT AND DEALING WITH SPILLAGES
For iniormdtiontn drspos_al of the reagent and decontamination of a spillage site
see Material Saferty Dala Sheets, availeble on request.

CONTBOLS AND ADVICE.1, 
lt is recommonded that a positive control (ideally Rlr cells) and a negative
control (ideally rr cells) be tested in parallel with-each batch of tests."Tests

BioVue, Microplate and Slide Techniques.

LORNE
LABOI{ATORIES

o iijiri'iiliiiil;,:n:.,n 
:l.,u ]en;s 

ano a

(:(
0843

3. Plact: in appr0priate reaciion chambei:50p1 of red cell s|lspension anrJ 40pl
of Lorne Duoclone reagqnt, \

4. Cenlrifuqe cassetle(s) id an 0rtho BioVue S t.1,,"
5. Read macroscopica'lly fdr agglutination. ,,'1,

z Pla0e In tne apprqpnate well: 1 v0lume 0f
volume ol test red cell suspension,

Document issue number: 1310412017Document leference number: CEPl740



4
5

6

7
8

3. Mix thproughly, prelerably using a microplate shaker, taking care to avoid

. L;ontaminatron 01 test matenals

cross.twell contamination.
Incubdte at r00m temperature for 1 5 minutes (time dependant 0n use|.
Centriluge the microplate for'l minute at 140 rcf or for a suitable alternative
time and force,
Resuspend the cell butlons using carefully controlled agitation on a

microdlate shaker
Bead inacroscopically or with a validated automatic reader.
Any wpak reactions should be repeated by the tube technique.

3
4

5
6

7
8

2

3

4

5
6

E. Slide T0chnique
l. Prepale a 3ti-45% suspension of test red cells in serum, plasma or PBS or

lsotonlc saline.
2 Place 0n a labelled glass slide: 1 volume of Lorne Duoclone reagent and 1

volume of red cell susoension.
3. Using a clean applicator stick, mix reagent and cells over an area of about

20 x 40 mm.
4. Slowl14 tilt the slide back and forth for 30 sec0nds, with occasional further

mixing during the 1 minute period, maintaining slide at room temperature.
5. Read macroscopically after 1 minute over a difluse light and do not mistake

fibrin $trands as aggiutination.
6, Any wpak reactions should be repeated by the tube technique.

RE DETECT CATEGORY DVI)A. IAT}1. ash'ed red cells in PBS or lsotonic saline.
2. lume of Lorne Duoclone and 1 volume ol

red cell susrrension,
Mix thdroughly and incubate at 37oC for 1 5 minutes.
Wash fest red cells 4 times with PBS or lsotonic saline, taking care to decant
saline between washes and resuspend each cell button after each wash,
Complptely decant saline after last wash.
Add 2 drops of anti-human globulin or anti-lgG to each dry cell button.
Mix thflroughly and centlifuge all tubes for 20 seconds at 1 000 rcf for a

suitable alternalive time and f orce.
Resuspend each cell button and read macroscopically.
Conlirfi validity of all negative reactions with lgG sensitised red cells.

B. cro Typing Technique (LISS/Coombs cards)
f , ion of washed red cells in lD-CellStab or lD-Diluent 2.2. I from as manv microtubes as needed,3. icrotube: 50,r.rl-ol red cell suspension and 25,u1 of

4, Incubate the lD-Card(s) for 1 5 minutes al 370C.
5. Centriflge the lD-Card(s) in a Bio-Rad/Diamed gel card centrifuge.
6. Read rhacroscopically for agglutination,

C. Orlho BioVue Typing Technique (AHG/Coombs cards)l. PreparE a 0,il% suspension of washed test red cells in 0.8% Ortho Red Cell
Diluent,
RemoVe alurninium foil from as manv reaction chambers as needed
Place ifr appropriate reaction chamber:50p1 of red cell suspension and 40pl
of Lorfle Duoclone,
lncubate the cassette(s) for 1 5 minutes at 370C,
Centrifi;ge cassette(s) in an Ofiho BioVue System Centrifuge,
Read rnacroscopically for agglutination,

INTERPREIIATION OF TEST BESULTS
1 Positivp: Agglutination of the red cells constitutes a positive test result and

within hccepted limitations 0f test procedure, indicates the presence ol the I)
antigerl 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 lD anti(]en 0n the test red cells.

3, Test retults of cells that are agglutinated using the reagent negative c0ntr0l
shall be excluded, as the agglutination is most probably caused by the eflect
of the lnacromolecular potentiators in the reagent 0n sensltised cells.

STABILITY OF THE REACTIONSl. and r centrifuqation.2. .shin nd centriilqe and read testsafter lin because delavs mav result
rn of leading to false iregative or
I rea3. ute to ensure soecificitv and

be incorrectly interpreted as

4. ion of results of tests
ec0mmen0e0

LIMITATIONS
L Lorne Anti-D is not suitable for use with enzvme 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

Lorne Laboralories Limiled

5. for SJandards in Haematology, Bloo( Transfusion'lask
datiohs Ior evaluation, validalion and imDlementation 0f
r bloqd grouping, anlibody screening and cross maichinq
ine, '1995, 5, 145-1 50.

AVAILABLE REAGENT SIZES

Vial Size

74 000 0.
74 0 000x5 *

*This size is For Further
CE marked.
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linic semnillcati igen non-ABO decllnlc semnrllcatlv antlgen non-ABO cle

caszele ieactilor hemolitice de transfuzie
celule rosll sl a tost rmphcat rn
si boald hemoliticd a nou-ndscutului.

Anti-D Fenol.in Popu latia Caucaziana %o Ponulatia Afro-A.merican a o%

+ Rh D+ve 6) 12
0 Rh D-ve II )R

PRINCIPIUPRINCIP-IU 
_

ReactivUl va provoca aglutinarea directd (clumping) la testarea c
antigendl D qi aglutinarea indirectd a celulelor roqii care sunt de
faza antiglobulind de testare. Lipsa aglutinarii in general nu indic
REAGENTX
Reactivul grupei sanguine Lorne Monoclonal Anti-D duoclon es

IgM monoclonal uman gi IgG anti D, diluat intr-un tampon fos
gi potentiatori macrorroleculari. La introducelea eqantioanelor p
leactivul va aglutina direct celule Rh D pozitive, incluzind major
(dar nu IDvi ) qi o propor{ie mare de fenotipuri D slab (Du) atunci cdnd se utilizeazd
in dilulio optimala pentru utilizare cu toate tehnicile recomandate, mentionate mdi jo
adaosuri. Pentru identificarea numarului Lotului si a termenului de exoirare a se ved(

,hn ici
rafa r
Etich

IeM/IAG Cell/Clone
IeM RUM-1
IsC MS-26

EXPRESIX FATA DE ANTIGENUL RhD
Terrnendl comun Du este folosit pe scard largd pentru a descrie
expresiei antigenului D decdt in mod nonnal. Tennenul "slab D'
cornplete pe celula loEie. Termenul partial D denotd indivizi cu
rateaz6,cele rnai rnulte epitopi D. Reactivul Duoclone va detecta
celulele fogii par'fiald qi stabd D prin aglutinare directd, dar nu v
reactiwf va detecta celulele DVI gi D parfiale in fazaIAT.
CONDI1TII DE PASTRARE
Flacoarrdle cu reagent trebuie sa fie pastrate la2-80C la prirnire.
poate duge la pierderea rapida a reactivitatii reagentului. Acest r
precum Sste lnentionat in doctLmentul BS EN ISO 23640:2015.
COLECTAREA SI TRANSPORTAREA PR.OBELOR
Probele fle singe colectate in EDTA,citrate,CPDA anticoagulant
posibil dfpd colectie. Daca testarea se face mai tirziu, atunci p
care indibd hemolizd brutd sau contaminale rnicrobiand nu ar t
fie spalafe cel putin de doua ori cu PBS sau solutie izotonica sali
PRECAU'I'II
Reagentrlrl este destinat doal pentru diagnosticul in vitro.
Daca flaConul cu reagent este stricat, ne ermetic inchis, acesta tre
Nu utilizati reagentii cu termen expirat (a se vedea pe Eticheta
Nu utilizgti reagentul daca este present precipitatul.
Purlati hAine de protective in tirnpul utilizarii reagentului, precu
ReagentuI a fost filtrate prin filter de 0,21t, pentru a iniatura peri
-^-+^ {: ,'+:l:-^+ .^:..^ l^ ^c--^:..-l .^,---- -----r : rpoate fi gtilizat pina la sfirsitul termenului de expirare, daca nu
prezentei deteriorarii sau contaminarii.
Reagentul contine <0,lYo de azida de sodium. Acesta poate fi to
forma azlde de metale cu effect exploziv. La expunere, spalati a
Matelialgle utilizate Srentru producerea reagentilor au fost testat
metodici microbiologice aprobate.
Nici o mptoda de testare cunoscuta nu poate gatanla lipsa agenti
sau biologica. Atentie se ia utilizare si distrugerea fiecarui flaco
PROC4DURI DE DXSTRUGERE A REAGENTULUI SI DE PROTECTIE IN CAZUL SCURGERII 

--Pentru inlformarea refbritor la procedure de distrugere si de-contaminafe a locului de s{urgere, a se vedea B
referitor ia Siguranta Materialului (Material Safeti pata Sheets).
CONTROALE SI SFATUR.Ir\vnlD or Dt,n t uAl
-Se recomanda utilizarea in paralel a controalelor positive (ideal R1r cells) si cele negftive(ideal rr cells)

fiecarui set de probe. T'estele trebuie considerate invaiide incazul in care controalble nl afiqeazd rezultare

LORNE I-ABORATORIES L'fD.
CREAT BRITAIN

REACTIVT MONOCLONALI SANGVIVI
INSTRTI'CTII DE TJTIL]ZARE

SUMAR
Sisternul de sdnge Rh a fost descoperit in 1940. Antigenul

elule rosii si a fi
D este cel mai mult
,st implicat in

ri recomandate. ReqSentul este lurnizat
necesitatea de dilu{ii ulterioale sau

heta Flaconului.

Anti-D Duoclon: pentru Tehnici in Tub. Eio-Rad/ DiaMed-ID. Ortho BioVue. Microplaci si Slide-uri
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-Cdnd tastali ce t diagnosticat cu o
proteine (cum a impor-tant sA testat
control (Monoc catalog # 650010
aggluti4ate utili ui Lorne D (catalo
-EgantiQanele de testare sunt numai pentru tehnicile pentru deter
Bio-Ra$ i DiaMed-ID Ei Coombs Orlho BioVue.
-Antigefele slabe gi variantd D slab detectate cu ajutorul cardulu
variantQle slabe qi par{iale sd fie testat folosind tehnica de tesitare
-Tehnicfr in tub antiglobulinicd poate fi consideratd validd numa
sensibile la IsG.
-in tehnicile iecomandate, un volum este de aproximativ 50pl c
-Utilizalea reagentilot si interpretarea rezultatelor trebuie sa fie
cerintelE tarii unde acesti reagent se folosesc.cerintelE tarii unde acesti reagent se folosesc.
-Utilizatorul trebuie sa determine utilitatea reagentului in alte te
REAGENTI SI M,A.TERIALE NECESARE
-Celulelp anti-umane, de ex. Lorne AHG Elite (Cat # 435010) s

-Stick-ufi.
-Cititol de placa automat.
-Spaldtdr cu celule Coombs
-Carduri de identificale Bio-Rad / DiaMed (LISS / Coombs) ;i (Neutru).
-Centriflrgd ID Bio-Ibd / DiaMed. ,

-lD-CellStab sau ID-diluant Bio-Rad / DiaMed
-lncubatolul lD-uli Ilio-Rad / DiaMed echiliblat la 37oC + 2"C.
-Siiduri din sticla pentru microscop.
-Tuburi de testare din sticla (10 x 75 mm or 12 x 75 mrn).
-Celule foqii sensibile la IgG, de ex. Celulele de control L
--.'----'..-...--Celule foqii sensibile la IgG, de ex. Celulele de controlLorne Coombs (Cat # 92001q)

-Centriftrsa m icronlaca.
-^^^+^ n+L^ D:^\/--^ O-,^1^--- f Arr^ | A t \ : /ar-Casete pftho BioVrie System (AHG / Coornbs) gi (Neutru).

-Ortho BioVue System Centrifuge.
-Blocul fle cdldurd al sistemului Ortho BioVue echilibrat \a37'C+2"C.
-Diluentis pentru cellule rosii Ortho 8%.
-Shaker.

) sau Soiutia salina Izotonica (pH (t.5-7.5).
ozitiv (ideal R,r) si negative (rr)

-Pipette ivolumetrice
-Baia de apa sau incubatorul de cdldurd uscatd echilibratdlal\7 " C+2" C,

cellule rosiii de

rlc coreltpLtnzaton de

cubat la ternperatL fe

C.TEHNICA DE TIPARE Ortho Bio Vue(Carduri neutrale)
l.Prepararea suspenziei de 0,8%o a celulelor los ho Red cell Diluent,

pe cit mai dupa cum estd necesar,
orespunza enzie cellule rosii si 40 tLl
minute in Systern.
oscopic. 

]

D.TEI{NICA Microplaca, utilizind godeuri,,U"
l.Pre{arati o rurprn"i. de cellule rosilspalat
2.Ad4ugati in godeurile colespunzatoare: I v
3.Agftati minutios, de preferin{d foiosind un



4.Ingubati pentlu l5 minute la temperature carnerei (in functie de utilizator).
5.CEntrifugati nricroplaca tirnp d9 I minut la 140 RCF corespunzator.
6.RQsuspendati butoanele de celula utilizind cu atentia agitarea controlata pe un alitator de rnicroplaci.
l.Cilrtri macroscopic sau la un cititor automat validat.
8,Qrice reac{ii slabe tlebuie repetate prin Tehnica in tub"

l.Preparati o suspenzie de celule rosii de 35-45% in ser, p
2.Adaugati in tubul marcat pentru testare: 1 volurn de rea

testaIe.

3.Qu ajutorul unui aplicator curat, amestecati reactivul Ei c

ainte qi inapoi timp de 30 de secunde, cu amestecare opazionala tinrp de lnrinLit, rnen{inAnd slide-ul
la ter

1 minut6, la o lumina difuza;;i sd nu gresiti filamentelA de fibrina ca si aglutinhrea.
e repetate prin Tehnica in tub.

AREA CATEGORIEI Dvi)

1 . Prepalati o suspenzie de cellule rosii spalate 2-3%o inPBS sau solutie izotonica saliha.
2. Adangai in tubul marcat pentru tebtare: 1 volum de reagent Lorne Duoclone si 1 vph

E.TEHNICA SLIDE

;i 1 vplum de suspenzie de cellule rosii ,le testafe

4. Se sp0l6 celulele roEii de testare de 4 ori cu PBS sau cu solufi
solu{ie splind intre spdldri qi resuspendali fiecare conglomerat
Comple{a}i solufia salind dupd ultirna spdlare.
5. Addu$ati 2 picdturi de globulind anti-umand sau anti-IgG la
6.Arnestpcati minutios si centrifugati toate tuburile timp de 20 s

3. Amplfsati in rnicrotubul corespunzdtor: 50pl suspensie de celule rogii qi 251t"1 Qe
Lolne Diroclone,
rl IncrrhAti cardrrrile Tf) timn de 1{ minrrrp lq'2,'7 o (-

5. Centrifugali cardurile ID intr-o centrifugd gel card Bio-Rad i Diamed.

o suspensie de 0,8Y" de celule ro;ii testate sp[late in 0,9% Orlho

2. Inde
3. Ampl{sa1i in camera de reacfie corespunzf,toare: 50p1 suspensie de celule roEii gi 4Qpl
din Lomb Duoclone.
4.1 caseta (casetele) timp de 15 minute la3l " C.
5 i caseta (e) intr-o Centrifug[ Ortho BioVue System.
6. Citifi {ezultatul aglutindrii macroscopic.
INTERRRETAREA REZULTATELOR. TESTULUI
l.PozitiV: aglutinarea celulelor rosii testate constituie re^)ltatsl pozitiv al testarii in li

antigenului D de pe celulele rosii de testare.
2.Negatife: lipsa aglutinarii celulelol rosii de testare constituie rezultatul negativ+ si irj lilrritele acceptate a prbcedurii de, resrare.
indicind [bsenta antigenului D corespunzator de pe celulele rosii de testare.
3. Rezullatele testului de celule care sunt aglutinate folosind controlul negativ sulrt exbluse, deoarece

itele acceptate a proceturii de testare si

aglutinarpa este cel mai probabil catrzat| de efect a potenfatorilor macromoleculari di
STABII,ITATEA REACTIILOR
LCitirea irnediata a rezultatelor dupa centrifugare.
2.Etape gomplete de spdlare fbrd intrerupere;i teste de centrifugare Ei citire imedlat dupa adaugare i-urrape, deoa;ece
pot rezulfa intdlzieri in disocierea complecqilor antigen-anticorp, conducdnd la reaclii fals negat
3. Te'tefe Slide trebuie interpretate in I minutd pentru a asigura specificitatea qi pentr{ a evi

LrlYlr r AKtrJ[
l. Lorne [.nti-D nu este potrivit pentru utilizare cu celule sau celule tratare cu enztme
suspendaf in LISS. \\'z-"'.\%'- .'/... i'.',
2, Utihzalea solu{iilor pentru prepararea suspensiilor de celule roqii, altele decAt cble
descrise in sectiunile "Tehnici recomandate', din document

C.Tehn
l. Se

tlebuie sq fie validatd inainte de utilizare. Unele solufii pot da naEtere la reac{ii fals

at negatrv



pozitive sau fals negative,
3,SinglQ stocrat poate da reactii mai slabe decit single proaspat.
4. Aglutinarea lalsd pozitivd poate fi observatd la testalea celulelol sensibile la lgG.
5.Rezul(atelo fals positive si fals negative pot aparea datorita:
-Contaminarea materialului de testare.
-PastlarNa incorecta, concentratia celulara, timpul de incubare sau temperatut'a.
-Centrifpgarr:a incorecta sau exceslva
-Abateli de la tehnica recomandata.
CARACTE]RISTICILE PERFORMANTELOR SPECTFICE
l.Reag$ntii au fost caracterizati prin plocedurile mentionate in Tehlici Recomandatef
2.InainNea eliberarii, fiecare lot a reagentului Lorne Monoclonal Anti-D Duoclone estg testat prin'fehnicile Reconrandale contfa
panelul{i de cellule rosii antiger positive pentru asigurarea reactivitatii corespunzatoat'e.

3.Specificitatea sursei a anticorpilol nronoclonali eite demonstratd cu ajutorul unui pAnou de celule antigen npgative
4,Eftcacitatea reactivului a fost testatd contla ulrndtorului minirn potential de referinfd obtinut de la Institutul National de: Biologic
Standar$e qi controale (NIBSC): Referin{a antt-D 991836.
5.Contr$lul c:alit6(ii reactivului a fost efectuat utilizdnd celule roqii care au fost spdlati de doud ori cu PllS saq cu solulie salini

2. Orice abatere de la Tehnicile Recomandate ar trebui sd fie validate inainte de utilizate
BIBLIOGRAFIE
I Is\itt PD Airplied lllood Gfoup Sefology. Edilia a J-a. Montgonrcry Scienrific.
Miail)i, 1985. capitohrl l0
-r \'loll:son Pl- Trar):ifuria (lc sAnge iil rnedicina ciinici. edilia a Vlll-a, Oxtbrd
Blackrvell Scipntificl'ublicatioDs, 1987, capitolul 7

I Jones J, Sc{tt ML, Voak D Specilicitatea anti-D nronoclonal qi Rh D
structuri: critQrii pcnlru sgleciafea reactivilor anti-D monoclonali pcntru rufini
tiparirea pacidnlilorqi a donatorilor. Transtirsion Medicine 1995, 5, l7l-184
4 OfieDtari p{ntnr seLriciul de transfuzie a s6ngelui in Regatul UDit
H l\4 S O Edilia cureLrti

0) | t8 92t 2264
0)1t898645r8

5 ConritetulqritanicpetrtRrstandardeirhematologie,sarcinadehansfuzieasingelui
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Monoclonal: For Tube, Bio-Rad-lD, Ortho BioVue, Microplate and Slide if echniques,
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LONAL BLOOD GROUPING REAGENTS
IONS FOR USE

Ihe K
can be

SUMM

wasi reported in 1 946, The antigen is fully developed at birth and
immunogenic. Anti-K has been implicated in Haemolytic

Transfusion and Haemolytic Disease of the Newborn,

0 I 0 | K" I ExceedinglyRare I . classmicroscopeblides.

PRtNctPLF : 8il:Jl3,lbes (10 x 75 mm or

w protein reagent ' Plate sha

diluted in a PiosPhate ' Positive (

min (6 g%) and ' Test tube

t optimal dilution for use ' Validated
need for further dilution or ' Volumetri
Vial Label 

RECoMMEN

A. Tube Te
rolonged storage at
ted loss of reaoent 1, PrePare

6 The refgent has been filtered through a 0 2 pm capsule to reduce the bio- 1. Prepare a O.B% su$pension of red cells in 0,8% ortho Red cell Di uenl
burden, Once a vial has been opened the contents should renjain viable up 2. Remove aluininium ioil from as manv reaction chanibers on Neutrill

B. Materi{ls userd to produce the reagent were tested at source and found to
be negFtive for HIV 1+2 and HCV antibodies and HBsAg using approved
microblological tests.

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

DISPOSA! OF I?EAGENT AND DEALTNG W|TH SPTLLAGES

4. Gently res

l,=.,3: 
u" u 5. Any tubeswlng incubated'_::1?1"" 6, Forowins

sed Tof

unreliable results lt i. B. Bio-Rad lD Mi
th PBS or lsotonic

'1 Prepare a 018%
2 Retnove alulnini

and Cold Agjgluti
3. Place in appropri

ts immediaretv. L^ot1",I""sglt^

I f_"U"fj. 
- -' 4. CentriFuge lD-ca-' 5. Read macro cop

e reagents, such as C. Ortho Bioyue

until thb expity date aS long as there iS no marked turbidity, which can eassetiefsl as neederl

- Lorcatf 
reagentdeteriorati-on or contaminatior'r. 3 il;l;),;C.priit"5"r"e""tion chamber: sopt of red ieil suspen{rion and 40trl/ | he rebgent,:ontains < 0.1% sodium azide. Sodium azide may be toxic if of I orne reaoenl.

ing:s,tgd 
lnd may react with lead and copper plumbing to form explosive 4. centrifuge clssettdlsl in an ortho BioVue System centrifuge

nretal dzides. On disposal flush away with large volumes of water. S. Read macrolcooicAilv tor aflotutinafion

DISPOSA! OF I?EAGENT AND DEALTNG W|TH SPTLLAGES

For inJormaribr on disposar of rhe reasent and decontamination of a spi,ase s*e 1. Sjxlil,?3', il fi;[:'jl:i.it:J; 
j,Hi'fi [t?;:ii;:ii:i,ix'j,';;j,:, 

",see Material Safety Data Sheets, available on request. time and force.
6 Resuspend ihe cell buttons usrng carefully controlleb agilat on on a

mtcroprate snaKer
coNTRoLS AND ADVI.E 

ysous) an.r a ncoerivc 7. Read macroscopically or with a validated artomat,c reader.

t".t. ,rius"t 
"b"'""-'' '" 8. Any weak reactions siould be repeated by rhe tube technroue.

vnor rs\ 2nj a neoative 7. Read macroscopicQlly or with a validated ai.rtomatic reader.

Tests must be 8. Any weak reiactions should be repeated by the tube technique,

liuJtl"g"nt nusutiu" E' slide Technicluf
40010) is included i prepare a 3$_4S red
may cause False lsotonic salirje. I ore, also

be used as lhe s
ard, microtitre plate Z. place on a r;h^il l.to I
ntigens are tesled volume of r

a tt-ih^ ^ ^t^^

ntigens are tested ' ;.ffi;;;
3, Using a clea

approximately 50pl 20 x 40 mm.
4.

must be carried
ance with the 5.

e In use. fibrin strand
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.TABLE 
OF SYMBO[S

1. Positive: Allglutination of the red cells constitutes a posilive test result afd
within accefrted limitatlons of test procedure, indicates the presence of the
K antiben on tlre red cells,

LTMTTATT9NS

1. Storeq blooc may give weaker reactions than fresh blood
2, False positive or lalse negative results may also occur due to:

. Contarnination of test materials

. Improper storage, ceil concentration, incubation time or Lemperature

. lmproper or excessive centrifugation

. Deviation from thr

SPECIFIC PERIFORMAN

I Th6 .d.^6^t h.c h6an , dures mentioned in theit"5v 
'! 

iiqe vvvi'| \

Reco{rmended Techn
Prior lo release, each lot of Lorne Monoclonal

3

4

5

6

2

3.

4.

5.

DISC

1

2

is responsible for the performance of the reagent by any method

RecorfmenrJed Techniques against a panel of
Anti-K is tested by the

antigen-positive red cells

of anl
The (

been
The t

LSSUC

su table reactivity.
o1 source monoclonal antibodies is demonstrated using a panel

.negatiVe cells.
Control of the reagent was performed using red cells that had

twice with PBS or lsotonic saline orior to use.
complies with the recommendations contained in the latest

the Guidelines for the UK Blood Transfusion Services

n those mentioned in the Recommended Techniques
ations from the Recommended Technioues should be validated

USC'

1 985, Chapter 1 0

Ihe
olner

pnor

Miami
Mollis

APH'T

G, lvlilstein C Continuous culture of fused cells secreting antibody of
slrecificity Nature 1975, 256, 495-497 .

Sanger R. Ellood Groups in lVan 6h Edition. Oxford, Blackwell
Publishers 1975, chapter 2

lssitt Applied Blood Group Serology, 3'd Edition, lvlontgomery Scientiflc,

Ra ce

PL. Blood Transfusion in Clinical lVedicine, 8'" Edition, Oxford,
Scientific Publications, 1987, Chapter 7.

for the Blc,od Transfusion Service in the United Kinodom
Current Edition

for Standards in Haematology, Blood Transfusion Task
Recornmendations for evaluation, validation and imolemeritation oF

new for blood grouping, antibody screening and cross
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@ LORNE LABORATORIES LTD.
GREAT BRITAIN

((

REACTIVI MONOCLONALI SANGVIVI

INSTRUCTII DE UTILIZARE

rinta a documentului CEP1760

lMicro i si Slide-uri
SLJMAR

Antigenul K a fost identificatin L946. Antigenul este cornplet dezvoltqt la lastere si poate fi puternic imunogenic.

Anti-K a fost implicatin Reacliile Hemolitice de Transfuzie si la bolile ferntlitice a nou-nSscutilor.

Anti-K Anti-k Fenotip Populatia Cauqaziat aYo Pooulatia A

T 0 K+k- 02 Rara

+ K+k+ 88 20
+ K-k+ 91.0 980
n Ko Foarte rara

fro-Americana %

PRINCIPII

Reagentul va cauza aglutinarea celulelor, care poarta antigenul K. Lipga a;a aglutinarii in general nu indica lipsa

antigenului K (a se vedea Limitarile).
REAGENTI

Reactivul grupei sanguine Lorne Monoclonal Anti-K este
monoclonal lgM, Clone MS-56, diluat intr-un tampon fos
bovini (6 gn Si potentiatori macromoleculari. Reagentul
tehnicile recomandate, mentionate maijos, fird necesita
numarului Lotuluisi a termenului de expirare a se vedea
CONDITII DE PASTRARE

Flacoanele cu reagent trebuie sa fie pastrate la 2-80C la p

cea mentionata poate duce la pierderea rapida a reactivi
transportare +370 C si -250 C, precum este mentionat in d
COLECTAREA SI TRANSPORTAREA PROBELOR

Prrcbele de singe colectate cu sau fara anticoagulant pot
face maitirziu, atunci pobele se stocheaza la 2-80C. Prob
dupa colectare. Probele colectate ACD, CPD, CPDA-1 poa

probele de singe trebuie sa fie spalate cel putin der doua
PRECAUTI I

t. Reagentul este destinat doar pentru diagnosticu

PROCEDURI DE DISTRUGERE A REAGENTULUI SI DE PROTECTIE IN CAZUL

Pentru informarea referitor la procedure de distrugere si de-contamirjare
Brosurile cu Date referitor la Siguranta Materialului (Material Safety Data

rul a

a

:u pru

1tv

din

z,

3.
A

5.

6.

7.

8.

9.

r'rt
ls
tY ;r-

Anti-K Monoclonal: pentru Tehnici in Tub. DiaMed-lD

CONTROALE SI SFATURI



Se recomanda utilizarea in paralel a controalelor positive (idbalcglulele heterozigote) si cele negative la

efectuarea testarii fiecarui set de probe. Testeie trebuie conilOerfte invalide in cazul in care controalele
nu afigeazd rezultatele atteptate. 

I

La tastarea celule rogii de la un pacient, este important ca ur| confrol negativ a reactivului (Mono Rl^

control, Lorne numir de catalog 640010) sa fie inclus, deoargce pptenliatori macromoleculare in reactiv
poate provoca reaclii fals pozitive cu celule lgGi acoperite.

in corcondanta cu cerintele tarii unde acesti reagent se folosesc.
6, LJtilizatorul trebuie sa determine utilitatea reagentului in alte tehrlici

REAGENTI SI MATERIALE NECESARE

t. Stick-uri.
2. Cititor de placa automat.
3. Solutia PBS (pH 6.8-7.2 ) sau Solutia salina lzotonica (pFl

4. lD-Carduri DiaMed (Neutre).
5. lD-CentrifugaDiaMed.
6. Dia-MedlD-CellStab.
7. Sliduri din sticla pentru microscop.
8. Tuburi de testare din sticla (1,0 x75 mm or t2x75 mm).
9. Centrifuga microplaca.
10. Casete BioVue System (Neutre)
L1. Centrifuga BioVue System.
12. Diluents pentru cellule rosii Ortho 8%.

13. Slraker.

l-4. Control de cellule rosii pozitiv (ideal Kk) si negativer (kk)

L5. Tub de testare centrifuga.
16. Godeuri "U" validate.
17, Pipettevolumetrice.

TEHNICI RECOMANDATE

2

A. TEI.INICA IN TUB
L. Preparati o suspenzie de cellule rosii spalate 2-3

2. Adaugati in tubul marcat pentru testare: 1 volu
cellule rosii de testare.

3. Amestecati minutios si centrifugati toate tuburil
parametric corespunzatori de timp si viteza de c

4. Resuspendati atent conglomeratul de cellule ros

5. Orice tub care prezinta rezultat negativ trebuie i

6. DupS incubare, repetali pa;ii 3 9i 4.

B. TEHNICA de MICROTIPARE DiaMed-ID
1-. Prepararea suspenziei de 0,8% a celulelor rosii s

2. Inlaturati folia de aluminiu de pe tuburi.
3. Plasati in tuburile corespunzatoare: 50;rl de solu

LO rn e.

4. Centrifugati lD-Card(s) in Centrifuga Diamed lD.

5. Cititi rezultatul aglutinarii macroscopic.

Plasati in camera de reactive corespunzatoare: 50r-rl de solutie s

LOrn e.

4. Centrifugati casetele timp de 5 minute in centrifuga Ortho
5. Cititi rezultatul aglutinarii macroscoptc.

D. TEHNICA Microplaca, utilizind godeuri "U"
t. Preparati o suspenzie de cellule rosii spalate 2-3% in PBS

c.
1.
1

3.

3. Antigenul-K slab poate fi greu detectat prin utiliza
recomandb ca antigene slabe K sa fie testate prin

4. In Tehnicile Recomandate un volum se considera
5. Utilizarea reagentilor si interpretarea rezultatelor

le rosii si 40 pl de reagent
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I

I

4. Mollison PL. Blood Transfuision in Clinical Medicine, 8th Edition
5. Guidelines for the Blood Trbnsfusion Service in the United King
6. British Committee for Stdndards in Haematology, Blood Transf
implementation of new techni(ues for blood grouping, antibody s
1 50.

DIMENSIUNI DISPONIBILE iREACTIVI

* Acest format este doar pentrq utilizare in producer si astfel nu este

Pentru disponibilitatea altror dlmensiuni, Va rugam sa contactati:
Lorne Laboratories Limited
Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley, Reading,
Berkshire, RGO 4UT
United Kingdom
Tel: +44 (0) 118 921 2264
Fax: +44 (0) 1 1 8 986 451 I
E-mailr info@lornelabs.com

TABEL SITVIBOLURI

Batch
llumber

l,r. t'ltrQ
0iagnostit:

REF Ctlrlogue
RaferenDe I' $tore Ata

E Expiry Olte r{
Raad Fdck
Ineert



ANTI.HUMAN GL0BULTN (RABBTT)

lFlC ANTI-lgG AND ANTI-C3d

DIREC ONIS FOR USE

AHG te (lllear or Green): For Antiglobulin Techniques.

In 1945,
serum for

LORNE (:€
0843

REAGENTS AND. Coombs cell

LABORATORIES

REOU IRED

the
of

sn 0we0

VVO

antibody
f ollowing

Elite Clear and AHG Elite Green reagents contain anti-lgG derived
; wit[ non-sper:ific activity removed by absorption and mouse
l(M anti-C3d, Clone BRIC-8, The antibodies are dlluted in a buffered
tainlng bovine albumin, Each reagent is supplied at optimal dilution,
all the recomrnended techniques stated below without need for

in vitro arrtigen-antibody reactions.

(See Limitations)

0r addition For lot relerence number and exorrv date see Vial

Glass testtubes (1 0 x /5 mm or 12 x 75 mm).
lgG sensitised red cellq e,g. Lorne Coombs Control CeJls (0at # 970010)

red r:ell suspensionred r:ell suspensipn
3. l\4ix thoroughly and incubate at 370C for I5 rninules.
4. Follow steps 4 to 7 of NISS IAT above

Mourant and Bace described the use of anti-human olobulin

; red cell-bound non-agglutinating antibodies, In 1 95?, Dacie et al
tibodies present in antiglobulin sera were directed against certain
nplement. Anti-human globulin reagents detect non-agglutinaling
; as well as molecules ol complement attached to red cells

. tgh senstuse0 re0 ceilq e,g. L0rne u00m0s u0nlror uejrs (uat 7F u/r. Inert antibody e,g. Lorne Inert AB Serum (Cat # 1 1 00|l 0). Low lonic Slrenflth Sollrtion (LISS): Conlaining 0,03M NaCl, 0.003lt/
Na2HP04: NaH2P04 bUler pH 6.7 aI22oC:t 1nC and 0.24IV itlyr:lr
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by tlte recomnrended techniques, the rea0enls will react with
)ulins and/or complement attached to the red cell surface, rosulting
ion (clumpin0) of adiacent sensitised cells. Cells not sensitised will

and

SAMPLE AIiO PREPARATION
S anrples
binding ar

into ACD,

be drawn aseptically lnto EDTA to prevent in vitrq complement

Reagent
temper
reactl

are
washed al

The are intended Jor in vitro diagnostic use only

are free from infectious agents. Care must be taken in the use and
o1 each vial and its contents.

OF REAGENT A,ND OEALING WITH SPILLAGES
For inform
site see M

invaild if controls do not show expected results,
techniques can only be considered valid if all negative lesrs

one volume is approximately 50pl when

siiould be stored at 2 - 8oC on receipt. Prolonged storage a1

outside this range may result in accelerated loss of reagent
his n:aqent has underqone transDortation stabilitv studies at 37"C
as d0scribed in docunient EN1 3640:2002.

testtid as soon as possib|r1. ll EDTA is unavallable, samples drawn
PD ol CPDA-1 are preferable to clotted ones, ll only clotted samples

do not refrigerate them belore lesting, All blood samples should be
st l,wlce with PBS or lsolonic saline beiore beino tested.

1

2

3
4
5

6

r on disposal of the reagenls and dec0ntamination ol a spillage
ial Safety Data Sheets, alailable on requesr,

i AND ADVICE
otnrn|:nded a positiv control (weak Antj-D 0 1 lU/ml) and a neqative
(an iriert serum) be st in parallel with each batch of tests. Tesis must

2

3

4 e re,lgerrts and the interpretation oJ results musl be carried out by
trained and qualified personnel in accordance with requirements bf

)re the r0agents are in use. User must determine the suitability
[or use in other technioues.

tNTERPRETAT|0N 0F TESI RESULTS
1. Posilive: Agglutlqation of test red cells constitutes a positive test result and

within the accepted limiJations of the test procedure, inglicates ther pr,:senct
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TAELE OF SYMBOLSSPECtFtC PERFORMANCH CHARACTERISTICS
1 The have been characterised by the procedures mentioned in the

2. Prior
nen<led Techniques,
releiise, each lot of Lorne AHG Elite Clear and AHG Elite Green

isl
Anti

3 The
mtntm

is demonstraled in tests employing cells coated with C3
The
c4d
c ells

I bl/ the Recommended Technioues aqalnst red cells coated with
Anii-K and Anti-Fya to check suitable ieactivity.
i-lgG and anti-C3d potencies have been tested against the following
m pcitency reference standard obtained from National Institute of
;al Sthndards and Controls (NIBSC): Anti-AHG reference standard

encp of contaminating heterospecific agglutinins 0r antib0dies t0
been excluded in tests employing red cells of all AB0 groups and
ted with C4d.

The of any Anti-lgM, Anti-lgA or Anti-light chain components that

"'nt has not been estabilshed.
6

7

B

might
The
been
The
of the

6. The

rntrol of the reagenls was perlormed using red cells that had
with PBS or lsotonic salinti prior to use. -with PBS or lsotonic saline prior to use.
complv with the recommendations contained in the latest issue

is rlsponsible for the perforrnance of th€ reagents by any rnethod
t thbse mentioned in the Reconrmended Techniques.

for the |.JK Blood Transfusion Services

from the Recommended Technloues should be validated nri0r

Mouranl AE, Race RF. A new test for the detection of weak
Bh antibodies. Brit J Exp Pathol. 1 945; 26:255.

s foi the Blood Transfusion Service in the United Kinodorn
Cuf rent Edition.

ment rtlactivity low ionic methods as published by FDA,
Methods ior Anti-Hunan Globulin Evaluation (revision

lable low ionic strength salt
I 3-20.
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nce pl the anti-complement c0mponents oi anti-globulin antisera.
ion '1982: 22:269,st0n l9E2:22:2fig,
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ANTl"C3d
# refeqiu!5 a docurnentului (--EPI4l5/435

APLICIAIIIILE. I rhnica anticlotn.rlinicd
St,ji.lAIt:l.rrl94:5Coortt[:s.lVLtrttratlt;iRaceatttlesct:isuti'lizarea

neaqltrtiltanli lega'te tle cclrrle, irr 1i)57, lfacic au urijtarr:il an ictrrpiiplezcnf i in sclpl anliglobulinir; arr i'ost incjreptaler
irnp0triva
non-aglutinare, precum qi molccule de co$plement ataqate la celule roEii rumAnd reac{iile antigen-anticorp in vivo sarr irr
vrtrO.

PRINCIPII: Fiind utilizafi de tehnica reoonrandatS, reactivul va interacliona cu imunoglobulinele qi/sau complementul
atagat de suprafafa celulel:r rogii cauz4nd aglutinarea (agregarea) cehrlelor adiacente sensibilizate, Cehrlele nesensibi]izate
nu vpr 1-r aglutinate, (a se vedea Limitlrile).

REAGENT'II: Roactivii LORNE AHG Elite Clear gi AHG Elite Green conlin anti-IgG derivate dirn iepr.rre cn activitatrra
non-specificd inldhrrat[ prin absor:b1ie Ei Iglr{ anti-C3d rnonoclonal, Clona I]RIC"8. Anticorpii sunt dilua}i in solulie bufe,r-
care corLlirte albtrrnind bovind. Rea.ctivii surnt in dilulie optirnald pentnr utilizlare in toate tchrricile recomandate, menfi<lnale
mai jos, fdrd necesitatea de dilulii ulterioar:e sau adaosuri. I'enhu idenl.ificarr:a numdrului l,otului pi a tennenului de expiraro
a se vedea Eticheta Flaconului.

altd tpmperaturd rleclt cea rnenlionatd poate duce la pielderea rapidd a reactivitailii reactivului. Ace:st rcac
condlfii de transportare +37oC Ei-2.5"C, prccum este menlionat in documenlul ENll]640:2002,

indelungat[ Ja o

tiv a fost testrlt la

COLFTCT'AREA '$I PREPARAREA PROBDLOR: Probele de sAnge sunt r::olectate aseptic in EDTA gi sunt testate c|t cle

curAn;d posibil. Dacd EDTA nu est.e disponibil, probele se colect€azd in ACD, CPD, CPDA-1 qi sunt rrai preferabile decdt
slingeile coagulat, Dac[ doar probele coagrrlate sunt colectate, nu le inglie]a]l ina.intea testdrii. 'l'oate plobele de sdrrgc
trebuie s[ fi e spdlat.o cel ptrqin dc 1t" oli cu PI3S saLt solLrIie izoronic?i salirrii 'inairrtc de t(\stilt'e.

PRECr\Uf,tt:
L 1\eaotil'ii sunt desrinlf i <toar pentr.u cliagrrosticr_rl in vitro.
2.Dacq flaconul cu reactiv este stricat, nu e,lte sigilat errnetic, aoesta h'ebuie sd fie distrus imediat iti r.rorespuLrdere cu

legisltrlia in vigoare.

3. Nu qtilizali leactivii cu termenul expilat (a se vedea pe Eticheta Flaconului),
4, Nu utilizafi reactivii dacd este prezent plceipitatul,
5, Purlali haine de pLoteclie ih tirnpul utilizArii reactivilor, precurn niSnr,rgi gi fralat..
6. Reactivii au fost liltrali prin filtre de 0,2 yt,pentru a inldturn pericolul biologic. Astfel, odatii ce flacouul a fost deschis.

conftnuh-tl poate fi utilizat pAnd la sl-Arqitul telurenului de expirare, dac6 nn estc prezelid careva turbiditate in flaco', czLre
poate indica asupra pl.ezentei deterior-dr.ii saLr contaminarii.

7, Rea(tivul cotrline <0, 1%r cle anid <1e sodiu, Acestapoate fi toxic la ingerare Ei poate reacliona ou cupru rli staniu plumbuir qi
fonnzt azidq il9. rrierblii;ir,:a.ig,"..r1{.cxploziv, La expuner.e, spilafi abundenf cu apd

1 i'2,'-HCV- gi .Hllstr g
Prinn jmict:,J ii'!.

9' Nici dic.31;d3 u pgate garanta l\rsa agenfilor infecfiogi in produsele clirlmbttrial cl
origine u ulan ritiidu, tiiola g ic ir.r{ft se ia Ia utilizarea gi distrugerea tiecdrui t'lacon qi a conlini.r lui acesiiii'a,,ri'1,



Pt{ocEDtlLu Dlx D PROTECTnT iN CAZUI, SCURGEr.trrr
liientnt infr-rritnate.l r' e inare a locului dp scufgere, a se vedca Broquriie cu Date
refcrr:ifll la liiguranl ia

CONTROITLE gI III'ATUI{: 
I

l. Se rgcornnndii utilizslea in parnlel a controalplor: pozitiv
testdlii ficcI]rui sct de plobc, Testul trebuie consioernr rreva
2. TeJrqica altiglobuliuicir poate fi cousidcurti vslidii dacfi
sr,rtsibilizatei cu lgG,
I ili'r tub, un volurn so 50 pl ta
4 ,reactivelor qi inter.pr r trebuie
c Ii uldo aceqti r:ear;tiyi z;atoJ:ul t
II

ITE AG lil NTI $I h,r/rT ilIUAL E N DC.USA RE I

. Solufi4r 1'I3iS (pll 6,8-7,2) sau solulit saliuii izotonicri (pll 6,5-7,5)

. Pipete vol utrnstlice,

" Baia i{e apil sau incubator or incir]zire uscrth echiljbmt la 3?oC s 2oC.
. Solulia anti,-D slaba, dc ex., Loruc Fr.ecise Wuuk Anti-D (Clat # 2090015).

TI!'IfNICtL,[i RIICOj!IAI.{D:{TBI
A,'I'ehri icl,[ntislobulini cri l)i recrA, 'I'ehriicl ,[ntiglobulinicfi Direct5 (DAT)."., =,..i--.- J trhlrt;ruustrrrrL4 u[1clrq tvtr v
t. Spdlali uellrlele roliij []0nrfu testare dt:4 ori cu pBS snu solufia izotonicd salind, decanfdnd solutia salini de fieoare
lald intie spilldli ;i rcr$uslren(l^nd llccare coufJlourerlt tle celulr; dupd fiecare spdlare. Debantali solu{ia salind dup! ul
I 11,1 | 11 f,1

dald intie sp;llAri ;i rc,sust*tt,1^rra llccare couglourerlt tle celulr; dupd fiecare .pai.rt. O"[^nioli.Jugo .ufina

2. r\dflugri1i 1i yolurnc, de Lorne AHG lllitc Ia fiecole soncloltterat de celule uscat.
3 ' Atltcslteuali rigttros ryi contrii'ugr,Lf i loate tuburi lc lroflt'n 2 sec la 1000 rcf sau sau utiliza{i alfi par.ametd corespilnzitori
dc timir ui vit[zd de celtrifugarc.
4. Resuqpend,af i aFent c.o:tglomelotul dc celulc. r:opii qi citigi aglutinarea rracroscopir;.

B. Tehuic* Anti.globutinicri fnr]{recfi {'NISS lrt})
I' Prqrpafa{i o] suspensie clc celule ro6ii slriilufe 2 -31'oitr PBS sau solulie ilzotonicd serlinl
z Adaugali irir rdbur ,,,,*";,.;1ffi;Hil, ;ff;l;: i":Jil#:;;:i';';"#'iliiJH:rt"sie de cerure rosii de tesrare
.l Anrestecotl urinuiius si incr-rboti la i?u(l nentnr I5 niirrI AnrestecoJl urinufius qi incubaii la 3T"Ct pe{rru 15 min
4. salinii, lichidul dupd fie{are
$l) }i cornp la ultima spdlare.t-'. tle rogii
6' )0 RC.F' parametri corespunzdtori
cre filnJ) $l vlttlza de ccntlllugnre
7' Resuspeuilnli ltcnr oortglotnctatul de cclulq,ro$ii qi citi{i aglutinarea macroscopic:

spi*rln rt'.

volume de sqspenpie de celule rogii de testirre.

ii::;



STABILITA-TEA IT i

1. Etapble dp spdlnre letale fdrd inheruperca I gar:qa reactivului.
Laten!{ poate rpzultit sxufui antigen-anticrrrp, e sl4be.
2. Trcbuie lpate mdsuri de precaufie la interpietarea l'ezultatelor t celi recomandare,

ti) pozitiv datolitE invelirii IgG nu pc,ate fi tipizltprin telmica

datoritd sensibilitdlii colrytlemeittare nu poate reflecta fi>iaroa
bd coagulatd tnghefatl

3. Spdlarea incorectii a oelulelor rogii in tehnipa antiglobulinicd indirectd poate rezulta iir neutralizarea reagenhrl]ri globulinic
anti-unian.
4. Dupd terrlrinarea sp6lSrii, faza. sali diluo globulinl ar educdnrl elicacitaria sa
5, Rezdltatul negativ al testului antig cor3tlavine diagn o al tsolii l.lenroliriee o

Nou-Ndscufilor sau Anemia Henrolit odat[, aceasl:a nu clude I3HNN. in sfecial da(]d ,3ste

suspect[td inconpatibilitatea ABO. i

5. Rezultate]e fals pozitive qi fals negative polt aplrea datoritd:
. contamindiii ruaterialului de testare

'p concentraliei celulale, tilnpului de incubare sau tenrperaturii de incubare.
cte sau excesive. 

I

. a r de lucnr recomandatd. I

CARr\CTE EI-0R SIiECIF'I(IE:
l. Rsaclivii ufile nrerrliounte iu Tehnici Recornandate.
2' hrtrinlea e i [.or-ne n'l]e Elite Clear qi AHG Irlite Green este testat prin Tehnicile
RecomandatE cotrtra celulel -D, Anti-K qi Anti-Fya pentru asigurarea reactivitilii colesppnzdtoare.
3. Actirlitaten arlLi-lgi[:i $i an 'a sfandardului de rr:felinfd al aotivithtii minirnale ob]inut de la Institutul
NlliorlaLl a Cbntloalclor r1i S ntirrnal lnstitute of Biological Standards arrd Controls, NIBSC):
standardul de reficr:inq i Arrti-All(i l+g 6,t 666

zd celulc acopc:rite cu C3.
icorpi la C4d a fost exclys in testele care ulilizeazd celule r.osri

i-light in Ianl o'arc ar putea fi plezente nr"t a fost stabiUta,
lulelor roqii care au fost spdlate dublu cu PBS sau solufie

8. React[vii aorespttnd cu recomanddrile inchjse in ultima ecli]ie a Glridului pentru Seliciile de'Iransfuzie a Sdngelui

tilizate prin alte mgtode decdt cele menlionate in Tehnicile

ati inainte de utilizarer2.

BIBLIGGI{A}'IEr
l. Coornbs RltA, Mo,uralrt AE, Rnco ]lR" A ncw tcst for (he

atl:ol. 1945; 26.:255,
lml irr tr:st, "['Lnn.sfirsion I 9791 t 9: 6 S ii-(r94.
tz LD. Clinical signili cance ol'tlre auti-ccl'nprlcniesnr

i-Jka sera reacting by thu nntiglobulirr technique. Vox. Slng,



Denurnirre Volumul flacoirului Numiirul de cafalog

L,erne r\lIG Hlite ({Jleag
l0 ml 41 501 0

1000 ml 415000*

Lorne AHG Elite (Gleen
l0 ml 435010

1000 ml . 435000+

*Acest florrflat este doar pentru utilizare lrrjproducere gi astfel nu
este cu 5narcajul CID.

TABEILUL DE SIMI}OLUR,I:
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TeI:+44 (0) 118 9212264
Fax: +44 (0) 1 1 8 986 45 1 8

E-mail : info@lomelabs.corn
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Intended use
Tllrese reagent red blood cells are intended to be used for
thp cohtrol of negative anti-human globulin (AHG) testrs with negative antiglobulin tests, when used ari
and can also be used to monitor the washing efficiency of recommended
c(ll washing centrifuges.
Pfinciples of the examination method
Plasmf/serum samples are incubated with reagent red
cQlls to determine the presence of agglutinins by direct
ar)d/or indirect methods
COmppnents
Tftese cells are supplied as a 4.0x0.2"k suspension to be
used dlrectly from the vial.
Tilese reagent red cells, prepared from non-remunerated
blpod donors, are leucodepleted, washed and suspended
in a preservative solution - Modified Alsevers
sQlution,which has been soecially formulated to preserve
red cell integrity and antigenicity, containing trisodiunt
cilrate 8g/L, D-glucose 2OlOglL, citric acid monohydrate
0.pg/1, sodium chloride 4.2glL, inosine 0.9389/L, ATP

red cell integrity and antigenicity, containing trisodiunt
cilrate 8g/L, D-glucose 2OlOglL, citric acid monohydrate
0.pg/1, sodium chloride 4.2glL, inosine 0.9389/L, ATP
0.49/1, chloranrphenicol 0.349/L and neomycin sulphate
0. I s/1.
R0agent Preparation
Mlx before use
Storage and shelf life after first openingSlorage and shelf life after first opening
Stpre at 2o- goQt 4 Read and record results
Dq not freeze Interpretation of results
Dd not use beyond the notified expiry date All tubes should shbw equal strength 2+ rbactions or
Wbrnings and precautions greater. Failure to do so indicates that the ientrifuger is;

Fdr prqfessional use only not washinq coiectlv and should be taken out of servicer
Tfie regommended conditions of storage and use must be
ri$idly applied.
D{ not use if led cells appear obviously discoloured or

orrpuru uE (d^Eil rr UrE uss a|u utspusiit ut tIts pt'ouuct. Inese reagenls complv wltn:
Cflloramphenicrrl is classed as a carcrnogen, neomycrn The requlrements 6i Directive )'

Ggntrol of negative antiglobulin tests Guidr:lines for
(current versiorl

man globulin tes1.

uld incorrectly be
m failed
each negative antiglobulin

2. Centrifuge at 1000rpm for 1 minute or for an
equivalent speed and time

3. Read testsi macroscopically

Edur | | rEgdUvE dt tLtgluuuIt I

tept .:', !'.

Aqtho4(s): Michelle Weston/Dawn Wilcox Page 1 o1'1
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INSTRUCTII DE UTILIZARE - lgG Gelule Acoperite

Reactivi de Celule Rosii destinat pentru diagnosticul in vitrg a dontroluluitehnicii g uline anti-
uman,
Cod Produs: PR092
Reagents, NHSBT Liverpool,
14 Estuary Bank, Liverpool L24 8RB
Tel 01512687157

A rlu se utiliza dupa data de expirare indicate pe ambalaj.

AVERTIZAFIISI MASURI DE PRECAUTIE

Dopr pentru uz professional.

Conditiile de pastrare si utilizare trebuie urmate cu strictete.

gative a globglinelor anti-human (AHG), qrecum si pentru

lor rosii pentru a determina prezenta agli.rtinine or lcrin

2%, pentru a fi irect din flacon.

codepletef , spalate ;;i

formulate pentru a 6rdstra
0g / L, acid citric
amfenicol / | ;i 0,1, g sulfat

A nu se utiliza in cazulin care celulele ro5ii prezinta modificari de

Donatiile utilizate in acest produs au fost testate la sursi gi au fos
obligatorii r:erute de liniile directoare pentru Marea Britanie BTS I


