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CERTIFIED COMPANY UNI ISO 9001 & UNI CEI EN ISO 13485 

DICHIARAZIONE DI CONFORMITA’ 

 DECLARATION OF CONFORMITY 

DECLARAÇÃO  CONFORMIDADE 

Aptaca S.p.A. 

DICHIARA / DECLARES / DECLARA 

Che il dispositivo medico diagnostico in vitro di seguito descritto: 
That in vitro diagnostic medical devices described as follows: 

Que os dispositivos medicos  de diagnóstico in vitro a seguir descriminados  como: 

PROVETTE CON ANTICOAGULANTE, SEPARATORI DI SIERO 
BLOOD COLLECTIONS TUBES AND SERUM SEPARATORS 

TUBOS PARA COLHEITA DE SANGUE COM ADITIVO 

(i cui codici di dettaglio sono riportati nell’allegato 1) 
(which detailed codes are reported in Annex 1) 
(cujas referencias estão descritos no anexo 1) 

> Sono conformi ai requisiti essenziali di cui all’allegato I della direttiva 98/79/CE del 27 ottobre 1998 recepita
con il D.Lgs 332 del 08/09/2000 e s.m.i.
Are manufactured in compliance with essential requirements of Annex 1 of the 98/79/CE Directive dated 27Th October
1998 put into force by D.Lgs. 332 dated 08/09/2000.
São fabricados de acordo com os requesitos essenciais da Directiva 98/79/CE anexo I, datada de 27 Outubro 1998
posta em vigor pelo Decreto  332 datado de 08/09/2000

> I Dispositivi di cui all’Allegato 1 non rientrano nell’elenco A o B di cui all’Allegato II della Direttiva 98/79/CE.
The devices as per Annex 1 do not  do not fall under list A or B of annex II of the   Directive 98/79/EC.
Os dispositivos mencionados no anexo I não se enquadram na lista A e/ ou  B  da Directiva 98/79/CE

> La presente dichiarazione è stata redatta in conformità all’Allegato III (escluso punto 6) della Direttiva
98/79/CE.
The present Declaration was drafted in accordance with annex III (with the exception of point 6) to Directive 98/79/EC.
A presente Declaração está  redigida de acordo com o anexo III (com exceção do ponto 6) da Directiva 98/79/CE

Rilasciato / Released 

Canelli, 03.08.2021 Duilio BUONO 
Quality Assurance Manager 
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ALLEGATO 1 alla Dichiarazione di Conformità 98/79/CE 
Annex 1 to Declaration of Conformity 98/79/CE 

COD. DESCRIZIONE DESCRIPTION 

10110/16 
Provette PP Ø12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per “SEDI-
RATE”. 

PP test tubes Ø12x86 mm., with Sodium Citrate 0,4 ml, pink cap for “SEDI-
RATE” system. 

10110/PR 
Provette PP Ø12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per “SEDI-
RATE”. 

PP test tubes Ø12x86 mm., with Sodium Citrate 0,4 ml, pink cap for “SEDI-
RATE” system. 

2000 
Provette fondo piatto PP Ø12x56 mm., con K2EDTA per 2,5 ml di sangue, 
tappo verde chiaro. 

PP flat bottom test tubes Ø12x56 mm., with K2EDTA for 2,5 ml of blood, light 
green cap. 

2000/1 
Provette PP Ø12x56 mm., con K2EDTA per 1 ml di sangue, tappo verde 
chiaro, per uso pediatrico. 

PP test tubes Ø12x56 mm., with K2EDTA for 1 ml of blood, light green cap, for 
paediatric use. 

2000/1/L 
Volume pediatrico ridotto - K2  EDTA  in provette 12 x 56 fondo piatto per 1 ml 
di sangue - rack da 50 pezzi - Tappo lavanda 

K2 EDTA in test tubes 12x56 for 1 ml of blood, lavender cap 

2000/1/V 
Provette PP Ø12x56 mm., con K2EDTA per 1 ml di sangue, con tappo, per 
uso pediatrico. 

PP test tubes Ø12x56 mm., with K2EDTA for 1 ml of blood, light with cap, for 
paediatric use. 

2000/L 
K2 EDTA coloro lavanda (viola chiaro), in provette 12 x 56 fondo piatto per 2,5 
ml di sangue  

K2 EDTA in test tubes 12x56 for 2.5 ml of blood, lavender cap 

2001 
Provette fondo piatto PP Ø16x60 mm., con K2EDTA per 2,5 ml di sangue, 
tappo verde chiaro. 

PP flat bottom test tubes Ø16x60 mm., with K2EDTA for 2,5 ml of blood, light 
green cap. 

2002 
Provette fondo piatto PP Ø16x60 mm., con K2EDTA per 5 ml di sangue, tappo 
verde chiaro. 

PP flat bottom test tubes Ø16x60 mm., with K2EDTA for 5 ml of blood, light 
green cap. 

2003 
Provette PP Ø12x86 mm., con K2EDTA per 2,5 ml di sangue, tappo verde 
chiaro. 

PP test tubes Ø12x86 mm., with K2EDTA for 2,5 ml of blood, light green cap. 

2003/L 
K2 EDTA coloro lavanda (viola chiaro), in provette  12 x 86 cilindriche per 2,5 
ml di sangue 

K2 EDTA in test tubes 12x86 for 2.5 ml of blood, lavender cap 

2004 
Provette PP Ø12x86 mm., con K2EDTA per 5 ml di sangue, tappo verde 
chiaro. 

PP test tubes Ø12x86 mm., with K2EDTA for 5 ml of blood, light green cap. 

2004/L 
K2 EDTA coloro lavanda (viola chiaro), in provette  12 x 86 cilindriche per 5 ml 
di sangue 

K2 EDTA in test tubes 12x86 for 5 ml of blood, lavender cap 

2005 
Provette PP Ø13x75 mm., con K2EDTA per 2,5 ml di sangue, tappo verde 
chiaro. 

PP test tubes Ø13x75 mm., with K2EDTA for 2,5 ml of blood, light green cap. 

2005/L 
K2 EDTA coloro lavanda (viola chiaro), in provette  13 x 75 cilindriche per 2,5 
ml di sangue 

K2 EDTA in test tubes 13x75 for 2.5 ml of blood, lavender cap 

2007 
Provette PP Ø16x100 mm., con K2EDTA per 10 ml di sangue, tappo verde 
chiaro. 

PP test tubes Ø16x100 mm., with K2EDTA for 10 ml of blood, light green cap. 

2008 
Provette PP Ø13x75 mm., con K2EDTA per 4 ml di sangue, tappo verde 
chiaro. 

PP test tubes Ø13x75 mm., with K2EDTA for 4 ml of blood, light green cap. 

2008/L 
K2 EDTA coloro lavanda (viola chiaro), in provette  13 x 75 cilindriche per 4 ml 
di sangue 

K2 EDTA in test tubes 13x75 for 4 ml of blood, lavender cap 

2100 
Provette fondo piatto PP Ø12x56 mm., con K3EDTA per 2,5 ml di sangue, 
tappo verde scuro. 

PP flat bottom test tubes Ø12x56 mm., with K3EDTA for 2,5 ml of blood, dark 
green cap. 

2100/1 
Provette PP Ø12x56 mm., con K3EDTA per 1 ml di sangue, tappo verde 
scuro, per uso pediatrico. 

PP test tubes Ø12x56 mm., with K3EDTA for 1 ml of blood, dark green cap, for 
paediatric use. 

2100/1/V 
Provette PP Ø12x56 mm., con K3EDTA per 1 ml di sangue, tappo viola, per 
uso pediatrico. 

PP test tubes Ø12x56 mm., with K3EDTA for 1 ml of blood, dark violet cap, for 
paediatric use. 

2100/1/V 
Volume pediatrico ridotto - K3  EDTA  in provette 12 x 56 fondo piatto per 1 ml 
di sangue - rack da 50 pezzi - Tappo viola 

K3 EDTA in test tubes 12x56 for 1 ml of blood, violet cap 

2100/TM 
Provette fondo piatto PP Ø12x56 mm., con K3EDTA per 2,5 ml di sangue, con 
tappo 

PP flat bottom test tubes Ø12x56 mm., with K3EDTA for 2,5 ml of blood, with cap 

2100/V K3 EDTA tappo VIOLA in provette 12 x 56 fondo piatto per 2,5 ml di sangue  K3 EDTA in test tubes 12x56 for 2.5 ml of blood, violet cap 

2101 
Provette fondo piatto PP Ø16x60 mm., con K3EDTA per 2,5 ml di sangue, 
tappo verde scuro. 

PP flat bottom test tubes Ø16x60 mm., with K3EDTA for 2,5 ml of blood, dark 
green cap. 

2101/V K3 EDTA tappo VIOLA in provette 16 x 60 fondo piatto per 2,5 ml di sangue K3 EDTA in test tubes 16x60 for 2.5 ml of blood, violet cap 

2102 
Provette fondo piatto PP Ø16x60 mm., con K3EDTA per 5 ml di sangue, tappo 
verde scuro. 

PP flat bottom test tubes Ø16x60 mm., with K3EDTA for 5 ml of blood, dark 
green cap. 

2102/V K3 EDTA tappo VIOLA in provette 16 x 60 fondo piatto per 5 ml di sangue K3 EDTA in test tubes 16x60 for 5 ml of blood, violet cap 

2103 
Provette PP Ø12x86 mm., con K3EDTA per 2,5 ml di sangue, tappo verde 
scuro. 

PP test tubes Ø12x86 mm., with K3EDTA for 2,5 ml of blood, dark green cap. 

2103/V K3 EDTA tappo VIOLA in provette 12 x 86 cilindriche per 2,5 ml di sangue K3 EDTA in test tubes 12x86 for 2.5 ml of blood, violet cap 

2104 
Provette PP Ø12x86 mm., con K3EDTA per 5 ml di sangue, tappo verde 
scuro. 

PP test tubes Ø12x86 mm., with K3EDTA for 5 ml of blood, dark green cap. 

2104/V K3 EDTA tappo VIOLA in provette 12 x 86 cilindriche per 5 ml di sangue  K3 EDTA in test tubes 12x86 for 5 ml of blood, violet cap 

2105 
Provette PP Ø13x75 mm., con K3EDTA per 2,5 ml di sangue, tappo verde 
scuro. 

PP test tubes Ø13x75 mm., with K3EDTA for 2,5 ml of blood, dark green cap. 
Quantity for box 1,000 pieces 

2105/TM Provetta PP Ø13x75 mm, con K3EDTA per 2,5ml di sangue, tappo viola. PP test tubes Ø13x75 mm, with K3EDTA for 2,5ml of blood, violet cap. 

2105/V K3 EDTA tappo VIOLA in provette 13 x 75 cilindriche per 2,5 ml di sangue K3 EDTA in test tubes 13x75 for 2.5 ml of blood, violet cap 

2105/VIOLA Provette PP Ø13x75 mm., con K3EDTA per 2,5 ml di sangue, tappo viola PP test tubes Ø13x75 mm., with K3EDTA for 2,5 ml of blood, violet cap. 
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ALLEGATO 1 alla Dichiarazione di Conformità 98/79/CE 
Annex 1 to Declaration of Conformity 98/79/CE 

COD. DESCRIZIONE DESCRIPTION 

2107 
Provette PP Ø16x100 mm., con K3EDTA per 10 ml di sangue, tappo verde 
scuro. 

PP test tubes Ø16x100 mm., with K3EDTA for 10 ml of blood, dark green cap. 

2107/V K3 EDTA tappo VIOLA in provette 16 x 100 cilindriche per 10 ml di sangue K3 EDTA in test tubes 16x100 for 10 ml of blood, violet cap 

2108 
Provette PP Ø13x75 mm., con K3EDTA per 4 ml di sangue, tappo verde 
scuro. 

PP test tubes Ø13x75 mm., with K3EDTA for 4 ml of blood, dark green cap. 

2108/5 
Provette PP Ø13x75 mm., con K3EDTA per 5 ml di sangue, tappo verde 
scuro. 

PP test tubes Ø13x75 mm., with K3EDTA for 5 ml of blood, dark green cap. 

2108/TM Provette PP Ø13x75 mm., con K3EDTA per 4 ml di sangue PP test tubes Ø13x75 mm., with K3EDTA for 4 ml of blood 

2108/V K3 EDTA tappo VIOLA in provette 13 x 75 cilindriche per 4 ml di sangue K3 EDTA in test tubes 13x75 for 4 ml of blood, violet cap 

2108/VIOLA Provette PP Ø13x75 mm., con K3EDTA per 4 ml di sangue PP test tubes Ø13x75 mm., with K3EDTA for 4 ml of blood 

2200 
Provette fondo piatto PP Ø12x56 mm., con KF+Na2 EDTA per 2,5 ml di 
sangue, tappo arancione. 

PP flat bottom test tubes Ø12x56 mm., with KF-Na2 EDTA for 2,5 ml of blood, 
orange cap. 

2200/G 
Provette fondo piatto PP Ø12x56 mm., con KF+Na2 EDTA per 2,5 ml di 
sangue, tappo giallo. 

PP flat bottom test tubes Ø12x56 mm., with KF-Na2 EDTA for 2,5 ml of blood, 
yellow cap. 

2200/G 
KF+NA2 EDTA, tappo grigio, in provette 12 x 56 fondo piatto per 2,5 ml di 
sangue - rack da 50 pezzi 

KF+NA2 EDTA in test tubes 12x56 for 2.5 ml of blood 

2201 
Provette fondo piatto PP Ø16x60 mm., con KF+Na2 EDTA per 2,5 ml di 
sangue, tappo arancione. 

PP flat bottom test tubes Ø16x60 mm., with KF-Na2 EDTA for 2,5 ml of blood, 
orange cap. 

2201/G 
Provette fondo piatto PP Ø16x60 mm., con KF+Na2 EDTA per 2,5 ml di 
sangue, tappo giallo. 

PP flat bottom test tubes Ø16x60 mm., with KF-Na2 EDTA for 2,5 ml of blood, 
yellow cap. 

2202 
Provette fondo piatto PP Ø16x60 mm., con KF+Na2 EDTA per 5 ml di sangue, 
tappo arancione. 

PP flat bottom test tubes Ø16x60 mm., with KF-Na2 EDTA for 5 ml of blood, 
orange cap. 

2202/G 
Provette fondo piatto PP Ø16x60 mm., con KF+Na2 EDTA per 5 ml di sangue, 
tappo giallo. 

PP flat bottom test tubes Ø16x60 mm., with KF-Na2 EDTA for 5 ml of blood, 
yellow cap. 

2203 
Provette PP Ø12x86 mm., con KF+Na2 EDTA per 2,5 ml di sangue, tappo 
arancione. 

PP test tubes Ø12x86 mm., with KF-Na2 EDTA for 2,5 ml of blood, orange cap. 

2203/G 
KF+NA2 EDTA, tappo grigio, in provette 12 x 86 cilindriche per 2,5 ml di 
sangue 

KF+NA2 EDTA in test tubes 12x86 for 2.5 ml of blood 

2204 
Provette PP Ø12x86 mm., con KF+Na2 EDTA per 5 ml di sangue, tappo 
arancione. 

PP test tubes Ø12x86 mm., with KF-Na2 EDTA for 5 ml of blood, orange cap. 

2204/G KF+NA2 EDTA, tappo grigio, in provette 12 x 86 cilindriche per 5 ml di sangue KF+NA2 EDTA in test tubes 12x86 for 2.5 ml of blood 

2205 
Provette PP Ø13x75 mm., con KF+Na2 EDTA per 2,5 ml di sangue, tappo 
arancione. 

PP test tubes Ø13x75 mm., with KF-Na2 EDTA for 2,5 ml of blood, orange cap. 
Quantity for box 1,000 pieces 

2205/G 
KF+NA2 EDTA, tappo grigio, in provette 13 x 75 cilindriche per 2,5 ml di 
sangue - rack da 50 pezzi 

KF+NA2 EDTA in test tubes 13x75 for 2.5 ml of blood 

2205/TG 
Provetta PP Ø13x75 mm, con KF+NA2 EDTA per 2,5ml di sangue, tappo 
grigio. 

PP test tubes Ø13x75 mm, with KF+NA2 EDTA for 2,5ml of blood, grey cap. 

2207 
Provette PP Ø16x100 mm., con KF+Na2 EDTA per 10 ml di sangue, tappo 
arancione. 

PP test tubes Ø16x100 mm., with KF-Na2 EDTA for 10 ml of blood, orange cap. 

2208 
Provette PP Ø13x75 mm., con KF+Na2 EDTA per 4 ml di sangue, tappo 
arancione. 

PP test tubes Ø13x75 mm., with KF-Na2 EDTA for 4 ml of blood, orange cap. 

2208/G KF+NA2 EDTA, tappo grigio, in provette 13 x 75 cilindriche per 4 ml di sangue  KF+NA2 EDTA in test tubes 13x75 for 4 ml of blood 

2300 
Provette fondo piatto PP Ø12x56 mm., con Sodio Eparina per 2,5 ml di 
sangue, tappo viola. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Heparin for 2,5 ml of blood, 
violet cap. 

2301 
Provette fondo piatto PP Ø16x60 mm., con Sodio Eparina per 2,5 ml di 
sangue, tappo viola. 

PP flat bottom test tubes Ø16x60 mm., with Sodium Heparin for 2,5 ml of blood, 
violet cap. 

2302 
Provette fondo piatto PP Ø16x60 mm., con Sodio Eparina per 5 ml di sangue, 
tappo viola. 

PP flat bottom test tubes Ø16x60 mm., with Sodium Heparin for 5 ml of blood, 
violet cap. 

2303 
Provette PP Ø12x86 mm., con Sodio Eparina per 2,5 ml di sangue, tappo 
viola. 

PP test tubes Ø12x86 mm., with Sodium Heparin for 2,5 ml of blood, violet cap. 

2304 Provette PP Ø12x86 mm., con Sodio Eparina per 5 ml di sangue, tappo viola. PP test tubes Ø12x86 mm., with Sodium Heparin for 5 ml of blood, violet cap. 

2305 
Provette fondo piatto PP Ø13x75 mm., con Sodio Eparina per 2,5 ml di 
sangue, tappo viola. 

PP flat bottom test tubes Ø13x75 mm., with Sodium Heparin for 2,5 ml of blood, 
violet cap. 

2307 
Provette PP Ø16x100 mm., con Sodio Eparina per 10 ml di sangue, tappo 
viola. 

PP test tubes Ø16x100 mm., with Sodium Heparin for 10 ml of blood, violet cap. 

2308 
Provette fondo piatto PP Ø13x75 mm., con Sodio Eparina per 4 ml di sangue, 
tappo viola. 

PP flat bottom test tubes Ø13x75 mm., with Sodium Heparin for 4 ml of blood, 
violet cap. 

2400 
Provette fondo piatto PP Ø12x56 mm., con Litio Eparina per 2,5 ml di sangue, 
tappo blu. 

PP flat bottom test tubes Ø12x56 mm., with Lithium Heparin for 2,5 ml of blood, 
blue cap. 

2400/1 
Provette PP Ø12x56 mm., con Litio Eparina per 1 ml di sangue, tappo blu, per 
uso pediatrico. 

PP test tubes Ø12x56 mm., with Lithium Heparin for 1 ml of blood, blue cap, for 
paediatric use. 

2400/TV 
Provette fondo piatto PP Ø12x56 mm., con Litio Eparina per 2,5 ml di sangue, 
tappo verde. 

PP flat bottom test tubes Ø12x56 mm., with Lithium Heparin for 2,5 ml of blood, 
green cap. 
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ALLEGATO 1 alla Dichiarazione di Conformità 98/79/CE 
Annex 1 to Declaration of Conformity 98/79/CE 

COD. DESCRIZIONE DESCRIPTION 

2401 
Provette fondo piatto PP Ø16x60 mm., con Litio Eparina per 2,5 ml di sangue, 
tappo blu. 

PP flat bottom test tubes Ø16x60 mm., with Lithium Heparin for 2,5 ml of blood, 
blue cap. 

2402 
Provette fondo piatto PP Ø16x60 mm., con Litio Eparina per 5 ml di sangue, 
tappo blu. 

PP flat bottom test tubes Ø16x60 mm., with Lithium Heparin for 5 ml of blood, 
blue cap. 

2403 Provette PP Ø12x86 mm., con Litio Eparina per 2,5 ml di sangue, tappo blu. PP test tubes Ø12x86 mm., with Lithium Heparin for 2,5 ml of blood, blue cap. 

2404 Provette PP Ø12x86 mm., con Litio Eparina per 5 ml di sangue, tappo blu. PP test tubes Ø12x86 mm., with Lithium Heparin for 5 ml of blood, blue cap. 

2404/TV Provette PP Ø12x86 mm., con Litio Eparina per 5 ml di sangue, tappo verde. PP test tubes Ø12x86 mm., with Lithium Heparin for 5 ml of blood, green cap. 

2404/VERDE Provette PP Ø12x86 mm., con Litio Eparina per 5 ml di sangue, tappo verde. PP test tubes Ø12x86 mm., with Lithium Heparin for 5 ml of blood, green cap. 

2405 Provette PP Ø13x75 mm., con Litio Eparina per 2,5 ml di sangue, tappo blu. PP test tubes Ø13x75 mm., with Lithium Heparin for 2,5 ml of blood, blue cap. 

2405/TV 
Provetta PP Ø13x75 mm, con Litio Eparina per 2,5ml di sangue, tappo verde 
scuro. 

PP test tubes Ø13x75 mm, with Lithium Heparin for 2,5ml of blood, dark green 
cap. 

2407 Provette PP Ø16x100 mm., con Litio Eparina per 10 ml di sangue, tappo blu. PP test tubes Ø16x100 mm., with Lithium Heparin for 10 ml of blood, blue cap. 

2408 Provette PP Ø13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu. 
PP test tubes Ø13x75 mm., with Lithium Heparin for 4 ml of blood, blue cap. 
Quantity for box 1,000 pieces 

2408/VERDE Provette PP Ø13x75 mm., con Litio Eparina per 4 ml di sangue, tappo verde. 
PP test tubes Ø13x75 mm., with Lithium Heparin for 4 ml of blood, green cap. 
Quantity for box 1,000 pieces 

2500 
Provette PP Ø13x75 mm, con K3EDTA, con tappo perforabile verde, per 3 ml 
di sangue. 

PP test tubes Ø13x75 mm., with K3EDTA, with pierceable green cap, for 3 ml of 
blood. 

2500* 
Provette PP Ø13x75 mm, con K3EDTA, con tappo perforabile verde, per 3 ml 
di sangue. 

PP test tubes Ø13x75 mm., with K3EDTA, with pierceable green cap, for 3 ml of 
blood. 

2500/1 
Provette con K3 EDTA per 1,5 ml di sangue, per ematologia, tappo in gomma 

viola perforabile,  13 x 75 mm  
PP test tubes with K3 EDTA for 1.5ml of blood, with pierceable violet cap, Ø13 x 
75 mm 

2500/N 
Provette PP Ø13x75 mm, con K3EDTA, con tappo perforabile neutro, per 3 ml 
di sangue. 

PP test tubes Ø13x75 mm., with K3EDTA, with pierceable neutral cap, for 3 ml of 
blood. 

2500/N* 
Provette PP Ø13x75 mm, con K3EDTA, con tappo perforabile neutro, per 3 ml 
di sangue. 

PP test tubes Ø13x75 mm., with K3EDTA, with pierceable neutral cap, for 3 ml of 
blood. 

2500/SE Provette in PP con K3 EDTA tappo perforabile verde, senza tappo PP test tubes Ø13x75 mm., with K3EDTA, without cap, for 3 ml of blood. 

2500/SE/V 
Provette PP Ø13x75 mm, con K3EDTA, con tappo perforabile viola, per 3 ml di 
sangue, senza etichetta. 

PP test tubes Ø13x75 mm., with K3EDTA, with pierceable violet cap, for 3 ml of 
blood, without label 

2500/V 
Provette PP Ø13x75 mm, con K3EDTA, con tappo perforabile viola, per 3 ml di 
sangue. 

PP test tubes Ø13x75 mm., with K3EDTA, with pierceable violet cap, for 3 ml of 
blood. 

2500/V* 
Provette PP Ø13x75 mm, con K3EDTA, con tappo perforabile viola, per 3 ml di 
sangue. 

PP test tubes Ø13x75 mm., with K3EDTA, with pierceable violet cap, for 3 ml of 
blood. 

2500/V/2 
Provette PP Ø13x75 mm, con K3EDTA, con tappo perforabile viola, per 2 ml di 
sangue. 

PP test tubes Ø13x75 mm., with K3EDTA, with pierceable violet cap, for 2 ml of 
blood. 

2500/V/SG Provette in PP con K3 EDTA sterili,tappo perf,viola 
PP test tubes Ø13x75 mm., with K3EDTA, with pierceable violet cap, for 2 ml of 
blood, sterile 

2501 
Provette fondo piatto PP Ø16x60 mm, con Sodio Citrato 0,4ml, tappo giallo 
per coagulazione. 

PP flat bottom test tubes Ø16x60 mm., with Sodium Citrate 0,4 ml, yellow cap for 
coagulation. 

2501/B Sodio Citrato 0,4ml, tappo BLU, in provette 16 x 60 fondo piatto Sodium citrate 0.4 ml in test tubes 16x60, blue cap 

2502 
Provette PP Ø12x86 mm, con Sodio Citrato 0,4ml, tappo giallo per 
coagulazione. 

PP  test tubes Ø12x86 mm., with Sodium Citrate 0,4 ml, yellow cap for 
coagulation 

2502/B Sodio Citrato 0,4ml, tappo BLU, in provette 12 x 86 cilindriche Sodium citrate 0.4 ml in test tubes 12x86, blue cap 

2503 Provette in PP Ø16x100 mm, con Sodio Citrato 0,4ml, tappo giallo PP test tubes Ø16x100 mm., with Sodium Citrate 0,4 ml, yellow cap 

2505 Provette PP Ø12x56 mm, con Sodio Citrato 0,4ml, tappo giallo. PP test tubes Ø12x56 mm., with Sodium Citrate 0,4 ml, yellow cap 

2505/1 
Provette PP Ø12x56 mm, con Sodio Citrato 0,1ml, tappo giallo per 
coagulazione uso pediatrico. 

PP test tubes Ø12x56 mm., with Sodium Citrate 0,1 ml, yellow cap for 
coagulation, for paediatric use. 

2505/1/B 
Volume pediatrico ridotto - SODIO CITRATO  0,1 ml tappo BLU per 
COAGULAZIONE in provette 12 x 56 fondo piatto - rack da 50 pezzi 

Sodium citrate 0.1 ml in test tubes 12x56, blue cap 

2508 
Provette PP Ø13x75 mm, con Sodio Citrato 0,4ml, tappo giallo per 
coagulazione. 

PP  test tubes Ø13x75 mm., with Sodium Citrate 0,4 ml, yellow cap for 
coagulation 

2508/B Sodio Citrato 0,4ml, tappo BLU, in provette 13 x 75 cilindriche Sodium citrate 0.4 ml in test tubes 13x75, blue cap 

2508/BLU 
Provette PP Ø13x75 mm, con Sodio Citrato 0,4ml, tappo blu per 
coagulazione. 

PP  test tubes Ø13x75 mm., with Sodium Citrate 0,4 ml, blue cap for coagulation 

2511 
Provette fondo piatto PP Ø16x60 mm, con Sodio Citrato 0,5ml, tappo giallo 
per coagulazione. 

PP flat bottom test tubes Ø16x60 mm., with Sodium Citrate 0,5 ml, yellow cap for 
coagulation. 

2511/B Sodio Citrato 0,5 ml, tappo BLU, in provette 16 x 60 fondo piatto Sodium citrate 0.5 ml in test tubes 16x60, blue cap 

2512 
Provette PP Ø12x86 mm, con Sodio Citrato 0,5ml, tappo giallo per 
coagulazione. 

PP test tubes Ø12x86 mm., with Sodium Citrate 0,5 ml, yellow cap for 
coagulation. 

2512/B Sodio Citrato 0,5 ml, tappo BLU, in provette 12 x 86 cilindriche Sodium citrate 0.5 ml in test tubes 12x86, blue cap 

2512/TB Provette PP Ø12x86 mm, con Sodio Citrato 0,5ml per coagulazione. PP test tubes Ø12x86 mm., with Sodium Citrate 0,5 ml for coagulation. 

2513 
Provette PP Ø16x100 mm, con Sodio Citrato 0,5ml, tappo giallo per 
coagulazione. 

PP test tubes Ø16x100 mm., with Sodium Citrate 0,5 ml, yellow cap for 
coagulation. 
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2515/BLU Provette PP Ø13x75 mm, con Sodio Citrato 0,5ml, tappo blu PP test tubes Ø113x75 mm., with Sodium Citrate 0,5 ml, blue cap 

2515/TB/F Provette PP Ø13x75 mm, con Sodio Citrato 0,5ml, tappo blu PP test tubes Ø113x75 mm., with Sodium Citrate 0,5 ml, yellow cap 

2520 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,25ml, tappo giallo 
per coagulazione. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Citrate 0,25 ml, yellow cap 
for coagulation. 

2520/B Sodio Citrato 0,25ml, tappo BLU, in provette 12 x 56 fondo piatto Sodium citrate 0.25 ml in test tubes 12x56, blue cap 

2520/TB 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,25ml, tappo blu per 
coagulazione. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Citrate 0,25 ml, blue cap for 
coagulation. 

2520/TR 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,25ml per 
coagulazione. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Citrate 0,25 ml for 
coagulation. 

2521 
Provette fondo piatto PP Ø16x60 mm, con Sodio Citrato 0,25ml, tappo giallo 
per coagulazione. 

PP flat bottom test tubes Ø16x60 mm., with Sodium Citrate 0,25 ml, yellow cap 
for coagulation. 

2521/B Sodio Citrato 0,25ml, tappo BLU, in provette 16 x 60 fondo piatto Sodium citrate 0.25 ml in test tubes 16x60, blue cap 

2522 
Provette PP Ø12x86 mm, con Sodio Citrato 0,25ml, tappo giallo per 
coagulazione. 

PP test tubes Ø12x86 mm., with Sodium Citrate 0,25 ml, yellow cap for 
coagulation. 

2522/B Sodio Citrato 0,25ml, tappo BLU, in provette 12 x 86 cilindriche Sodium citrate 0.25 ml in test tubes 12x86, blue cap 

2522/R 
Provette PP Ø12x86 mm, con Sodio Citrato 0,25ml, tappo rosa per 
coagulazione. 

PP test tubes Ø12x86 mm., with Sodium Citrate 0,25 ml, pink cap for 
coagulation. 

2525 
Provette PP Ø13x75 mm, con Sodio Citrato 0,25ml, tappo giallo per 
coagulazione. 

PP test tubes Ø13x75 mm., with Sodium Citrate 0,25 ml, yellow cap for 
coagulation. 

2525/2 
Provetta PP Ø13x75 mm, con 0,20 ml di Sodio Citrato per coagulazione, 
tappo giallo 

PP test tubes Ø13x75 mm, with 0,20ml of Sodium Citrate for coagulation, yellow 
cap. 

2525/32/BLU Provette in PP tappo blu con 0,25ml di Sodio Citrato 3,2%, 
PP test tubes Ø13x75 mm, with 0,25ml of Sodium Citrate for coagulation, blue 
cap. 

2525/B Sodio Citrato 0,25ml, tappo BLU, in provette 13 x 75 cilindriche Sodium citrate 0.25 ml in test tubes 13x75, blue cap 

2600 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,25ml, tappo rosa 
per VES. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Citrate 0,25 ml, pink cap for 
ESR. 

2600/1 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,1ml, tappo rosa per 
VES. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Citrate 0,1 ml, pink cap for 
ESR. 

2600/TN 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,25ml, tappo nero 
per VES. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Citrate 0,25 ml, black cap 
for ESR. 

2601 
Provette fondo piatto PP Ø16x60 mm, con Sodio Citrato 0,25ml, tappo rosa 
per VES. 

PP flat bottom test tubes Ø16x60 mm., with Sodium Citrate 0,25 ml, pink cap for 
ESR. 

2602 Provette PP Ø12x86 mm, con Sodio Citrato 0,25ml, tappo rosa per VES. PP test tubes Ø12x86 mm., with Sodium Citrate 0,25 ml, pink cap for ESR. 

2603 Provette PP Ø16x100 mm, con Sodio Citrato 0,25ml, tappo rosa PP test tubes Ø16x100 mm., with Sodium Citrate 0,25 ml, pink cap 

2605 Provette PP Ø13x75 mm, con Sodio Citrato 0,25ml, tappo rosa per VES. PP test tubes Ø13x75 mm., with Sodium Citrate 0,25 ml, pink cap for ESR. 

2610 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,4ml, tappo rosa per 
VES. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Citrate 0,4 ml, pink cap for 
ESR. 

2610/G 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,4ml, tappo giallo 
per VES. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Citrate 0,4 ml, yellow cap for 
ESR. 

2611 
Provette fondo piatto PP Ø16x60 mm, con Sodio Citrato 0,4ml, tappo rosa per 
VES. 

PP flat bottom test tubes Ø16x60 mm., with Sodium Citrate 0,4 ml, pink cap for 
ESR. 

2612 Provette PP Ø12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per VES. PP test tubes Ø12x86 mm., with Sodium Citrate 0,4 ml, pink cap for ESR. 

2615 Provette PP Ø13x75 mm, con Sodio Citrato 0,4ml, tappo rosa per VES. PP test tubes Ø13x75 mm., with Sodium Citrate 0,4 ml, pink cap for ESR. 

2615/TN Provetta PP Ø13x75 mm, con 0,4ml di Sodio Citrato per VES, tappo nero. PP test tubes Ø13x75 mm, with 0,4ml of Sodium Citrate for ESR, black cap. 

2620 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,5ml, tappo rosa per 
VES. 

PP flat bottom  test tubes Ø12x56 mm., with Sodium Citrate 0,5 ml, pink cap for 
ESR. 

2621 
Provette fondo piatto PP Ø16x60 mm, con Sodio Citrato 0,5ml, tappo rosa per 
VES. 

PP flat bottom  test tubes Ø16x60 mm., with Sodium Citrate 0,5 ml, pink cap for 
ESR. 

2622 Provette PP Ø12x86 mm, con Sodio Citrato 0,5ml, tappo rosa per VES. PP test tubes Ø12x86 mm., with Sodium Citrate 0,5 ml, pink cap for ESR. 

2625 Provette PP Ø13x75 mm, con Sodio Citrato 0,5ml, tappo rosa per VES. PP test tubes Ø13x75 mm., with Sodium Citrate 0,5 ml, pink cap for ESR. 

2632 Provette Ø12x56 mm in PP, con 0,25ml di Sodio Citrato x 1 ml di sangue 
PP test tubes Ø12x56 mm., with Sodium Citrate 0,25 ml, pierceable black rubber 
cap for ESR. 

2635 Provette Ø13x75 mm in PP, con 0,4ml di Sodio Citrato x 1,6ml di sangue 
PP test tubes Ø13x75 mm., with Sodium Citrate 0,4 ml, pierceable black rubber 
cap for ESR. 

2642 
Provette con sodio citrato 0,4 ml per 1,6 ml di sangue, per VES, tappo nero, 
Ø13 x 75 mm   

PP test tubes with sodium citrate 0.4 ml, for 1.6 ml of blood, for ESR, black cap, 
Ø13x75 mm 

2661/E/TB Provette Ø16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, Ø16 x 100 mm 

2662/E Provette Ø16 x 100 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, Ø16 x 100 mm 

2662/E/TB 
Provette Ø16 x 100 mm. in PMMA, con gel separatore + acceleratore, tappo 
basso 

PMMA test tubes with separating gel + clot accelerator, Ø16 x 100 mm, low cap 

2662/E/TBR 
Provette Ø16 x 100 mm. in PMMA, con gel separatore + acceleratore, tappo 
basso rosso 

PMMA test tubes with separating gel + clot accelerator, Ø16 x 100 mm, red low 
cap 
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2662/TB 
Provette Ø16 x 100 mm. in PMMA, con gel separatore + acceleratore, tappo 
basso, senza etichetta 

PMMA test tubes with separating gel + clot accelerator, Ø16 x 100 mm, low cap, 
without label 

2662/TM in prov.16x100 in metacr. x 10  ml di sangue t/marrone 
PMMA test tubes with separating gel + clot accelerator, Ø16 x 100 mm, low cap, 
without label 

2663/E/TB 
Provette Ø13x75 mm. in PP, con granuli separatori + acceleratore, tappo 
basso 

PP test tubes with separating granules + clot accelerator, Ø13x75 mm, low cap 

2664/E/TB 
Provette Ø12x86 mm. in PP, con granuli separatori + acceleratore, tappo 
basso 

PP test tubes with separating granules + clot accelerator, Ø12x86 mm, low cap 

2665/E Provette Ø13 x 75 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, Ø13 x 75 mm 

2665/E/TB 
Provette Ø13 x 75 mm. in PMMA, con gel separatore + acceleratore, tappo 
basso 

PP test tubes with separating gel + clot accelerator, Ø13 x 75 mm, low cap 

2665/TB gel separ.+acc. in prov.13x75 pmma per 5 ml sangue PMMA test tubes with separating gel + clot accelerator, Ø13 x 75 mm, low cap 

2666/E/TB 
Provette Ø16 x 100 mm, in PP, con gel separatore + acceleratore, con 
etichetta, tappo basso 

PP test tubes with separatine gel + clot accelerator, Ø16 x 100 mm., with label, 
low cap. 

2666/TB gel separ.+acc.in prov.16x100 pp x 10 ml di sangue 
PP test tubes with separatine gel + clot accelerator, Ø16 x 100 mm., with label, 
low cap. 

2668/E Provette Ø12 x 86 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, Ø12 x 86 mm 

2668/E/TB 
Provette Ø12 x 86 mm. in PMMA, con gel separatore + acceleratore, tappo 
basso 

PMMA test tubes with separating gel + clot accelerator, Ø12 x 86 mm, low cap 

2668/TB 
Provette Ø12 x 86 mm. in PMMA, con gel separatore + acceleratore, tappo 
basso, senza etichetta 

PMMA test tubes with separating gel + clot accelerator, Ø12 x 86 mm, low cap, 
without label 

2678/E/TB Provette con gel+acceleratore per 5ml di sangue, in PP, #N/D 

2700 
Provette Ø13x75 mm in PP con 0,3ml di Sodio Citrato per coagulazione, 
tappo azzurro in gomma perforabile 

PP test tubes Ø13x75 mm with 0.3ml of Sodium Citrate for coagulation, with light 
blue cap in pierceable cap. 

2700/2 Provette in PP tappo azzurro perforabile con 0,2 ml di 
PP test tubes Ø13x75 mm with 0.2ml of Sodium Citrate for coagulation, with light 
blue cap in pierceable cap. 

2705 Provette in PP tappo blu con 0,35 ml di Sodio Citrato 
PP test tubes Ø13x75 mm with 0.35 ml of Sodium Citrate for coagulation, with 
blue cap 

2710 
Provette Ø12x56 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia 
freccia di riempimento per VES e coagulazione 

PP test tubes Ø12x56 mm with 0.25ml of Sodium Citrate, pink cap, two blood 
level for ESR and coagulation 

2711 
Provette Ø16x60 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia 
freccia di riempimento per VES e coagulazione 

PP test tubes Ø16x60 mm with 0.25ml of Sodium Citrate, pink cap, two blood 
level for ESR and coagulation 

2712 
Provette Ø12x86 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia 
freccia di riempimento per VES e coagulazione 

PP test tubes Ø12x86 mm with 0.25ml of Sodium Citrate, pink cap, two blood 
level for ESR and coagulation 

2715 
Provette Ø13x75 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia 
freccia di riempimento per VES e coagulazione 

PP test tubes Ø13x75 mm with 0.25ml of Sodium Citrate, pink cap, two blood 
level for ESR and coagulation 

3553/E Provette Ø16 x 100 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, Ø16x100 mm 

3554/E Provette Ø12 x 86 mm in PP, con acceleratore PP  test tubes with clot accelerator, Ø12 x 86 mm 

3555/E Provette Ø13 x 75 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, Ø13 x 75 mm 

3556/E Provette Ø16 x 100 mm in PP, con acceleratore PP test tubes with clot accelerator, Ø16 x 100 mm 

3558/E Provette Ø12 x 86 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, Ø12 x 86 mm 

3771/E/TB Provette Ø16 x 100 mm. in PP, con gel separatore, tappo rosso basso PP test tubes with separating gel, Ø16 x 100 mm, with low red cap  

3772/E/TB Provette Ø13x75 mm. in PP, con gel separatore, tappo rosso basso PP test tubes with separating gel, Ø13x75 mm, red low cap  

3773/E Provette Ø16 x 100 mm. in PP, con gel separatore PP test tubes with separating gel, Ø16 x 100 mm  

3773/E/TB Provette Ø16 x 100 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separating gel, Ø16 x 100 mm, low cap 

3773/TB gel separatore in prov. 16x100 pmma per 10 ml di sangue PMMA test tubes with separating gel, Ø16 x 100 mm, low cap 

3774/E/TB Provette Ø12x86 mm. in PP, con gel separatore, tappo basso PP test tubes with separating gel, Ø12x86 mm, low cap 

3775/E Provette Ø13 x 75 mm. in PP, con gel separatore PP test tubes with separating gel, Ø13 x 75 mm 

3775/E/TB Provetta Ø13 x 75 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separatine gel, Ø13 x 75 mm, low cap 

3776/E/TB Provetta Ø16 x 100 mm. in PP, con gel separatore, tappo basso marrone PP test tubes with separatine gel Ø 16 x 100 mm, brown low cap. 

3776/TB gel separatore in prov. 16x100 pp+etichetta x 10 ml di sangue PP test tubes with separatine gel Ø 16 x 100 mm, low cap. 

3778/E Provette Ø12 x 86 mm. in PP, con gel separatore PP test tubes with separating gel, Ø12 x 86 mm 

3778/E/TB Provette Ø12 x 86 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separating gel, Ø12 x 86 mm, low cap 

4875/E Provette Ø13 x 75 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, Ø13 x 75 mm 

4876/E Provette Ø13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, Ø13 x 75 mm 

4876/E/TB Provette Ø13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, Ø13 x 75 mm 

4876/ETB Provette con granuli + acc. per 5ml di sangue, in PP, PP test tubes with separating granules + clot accelerator, Ø13 x 75 mm 

4876/TR/E Provette Ø13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, Ø13 x 75 mm 

4878/E 
Provette Ø12 x 86 mm. in PP, con granuli separatori + acceleratore, tappo 
azzurro 

PP test tubes with separating granules + clot accelerator, Ø12 x 86 mm, light 
blue cap 

4878/TR/E 
Provette Ø12 x 86 mm. in PP, con granuli separatori + acceleratore, tappo 
rosso 

PP test tubes with separating granules + clot accelerator, Ø12 x 86 mm, light red 
cap 

4883/E Provette Ø13 x 100 mm in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, Ø13 x 100 mm 
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4883/E/TN 
Provette Ø13 x 100 mm in PP, con granuli separatori + acceleratore, tappo 
nero 

PP test tubes with separating granules + clot accelerator, Ø13 x 100 mm, black 
cap 

4884/E Provette Ø16 x 100 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, Ø16 x 100 mm 

4885 Provette Ø16 x 100 mm. in PS, con granuli separatori + acceleratore PS test tubes with separating granules + clot accelerator, Ø16 x 100 mm 

4885/E Provette Ø16 x 100 mm. in PS, con granuli separatori + acceleratore PS test tubes with separating granules + clot accelerator, Ø16 x 100 mm 

4885/R 
Provette Ø16 x 100 mm. in PS, con granuli separatori + acceleratore, tappo 
rosso 

PS test tubes with separating granules + clot accelerator, Ø16 x 100 mm, red 
cap 

4886/E Provette Ø16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, Ø16 x 100 mm 

4886/TR/E Provette Ø16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, Ø16 x 100 mm 

4888/E Provette Ø12 x 86 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, Ø12 x 86 mm 

4888/EB 
Provette Ø12 x 86 mm. in PMMA, con granuli separatori + acceleratore, tappo 
bianco 

PMMA test tubes with separating granules + clot accelerator, Ø12 x 86 mm, 
white cap 

5975/E Provette Ø13 x 75 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, Ø13 x 75 mm 

5976/E Provette Ø13 x 75 mm. in PP, con granuli separatori PP test tubes with separating granules, Ø13 x 75 mm 

5978/E Provette Ø12 x 86 mm. in PP, con granuli separatori PP test tubes with separating granules, Ø12 x 86 mm 

5990 Granuli separatori in PS confezione da 1 Kg Separating granules in PS 

5993/E Provette Ø13 x 100 mm in PP, con granuli separatori PP test tubes with separating granules, Ø13 x 100 mm 

5995/E Provette Ø16 x 100 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, Ø16 x 100 mm 

5995/ER Provette Ø16 x 100 mm con granuli per 10ml di sangue, in PMMA, PMMA test tubes with separating granules, Ø16 x 100 mm 

5996/E Provette Ø16 x 100 mm. in PP, con granuli separatori PP test tubes with separating granules, Ø16 x 100 mm 

5998/E Provette Ø12 x 86 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, Ø12 x 86 mm 
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MONOSPECIFIC ANTI-HUMAN GLOBULIN REAGENT (RABBIT) 
DIRECTIONS FOR USE 

Anti-Human IgG (Clear or Green): For Antiglobulin Techniques. 
 

SUMMARY 
 

In 1945, Coombs, Mourant and Race described the use of anti-human globulin 
serum for detecting red cell-bound non-agglutinating antibodies. 
 

 

INTENDED PURPOSE 
 

These reagents are monospecific blood grouping reagents intended to be used 
to qualitatively detect the presence or absence of sensitising IgG antibodies (all 4 
subclasses) on human red cells when tested in accordance with the 
recommended techniques stated in this IFU. 
 
 

PRINCIPLE 
 

The reagents contain antibodies against human IgG antibodies on human red 
cells and will cause direct agglutination (clumping) of red cells that are sensitised 
with human IgG antibodies. No agglutination generally indicates the absence of 
sensitising human IgG antibodies on human red cells (See Limitations). 
 

REAGENTS 
 

Lorne Monospecific Anti-Human IgG Clear and Anti-Human IgG Green reagents 
contain anti-IgG derived from rabbits. All non-specific activity is removed by 
adsorption. The reagents do not contain or consist of CMR substances, or 
endocrine disrupting substances or that could result in sensitisation or an allergic 
reaction by the user. The reagents are supplied at optimal dilution, for use with all 
the recommended techniques stated below without the need for further dilution or 
addition. For lot reference number and expiry date see Vial Label. 
 

Reagent Cell Line/Clone Colour  Dye Used 

Anti-Human IgG 
Clear 

Rabbit Anti-Human IgG 
 

Colourless None 

Anti-Human IgG 
Green 

Rabbit Anti-Human IgG Green Patent Blue 
and Tartrazine 

 

STORAGE 
 

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

SAMPLE COLLECTION AND PREPARATION 
 

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

PRECAUTIONS 
 

1. The reagents are intended for in vitro diagnostic use only. 
2. If a reagent vial is cracked or leaking, discard the contents immediately. 
3. Do not use the reagents past the expiration date (see Vial Label).  
4. Do not use the reagents if a precipitate is present.  
5. Protective clothing should be worn when handling the reagents, such as 

disposable gloves and a laboratory coat.  
6. The reagents have been filtered through a 0.2 µm capsule to reduce the 

bio-burden, but is not supplied sterile. Once a vial has been opened the 
contents should remain viable up until the expiry date as long as there is no 
marked turbidity, which can indicate reagent deterioration or contamination. 

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

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

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

 

DISPOSAL OF REAGENT AND DEALING WITH SPILLAGES 
 

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

CONTROLS AND ADVICE 
 

1. It is recommended a positive control (weak Anti-D <0.1 IU/ml) and a 
negative control (an inert serum) be tested in parallel with each batch of 
tests. Tests must be considered invalid if controls do not show expected 
results. 

2. The antiglobulin techniques can only be considered valid if all negative 
tests react positively with IgG sensitised red cells. 

3. Before use, let the reagent warm up to room temperature. As soon as the 
reagent has been used, put the reagent back in storage at 2-8oC. 

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

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

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

 

REAGENTS AND MATERIALS REQUIRED BUT NOT SUPPLIED 
 

• Coombs cell washer. 

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

• IgG sensitised red cells i.e. Lorne Coombs Control Cells (Cat # 970010). 

• Inert antibody i.e. Lorne Inert AB Serum (Cat # 110010). 

• Low Ionic Strength Solution (LISS): Containing 0.03M NaCl, 0.003M 
Na2HPO4: NaH2PO4 buffer pH 6.7 at 22ºC ± 1ºC and 0.24M glycine. 

• PBS solution (pH 6.8–7.2) or Isotonic saline solution (pH 6.5–7.5). 

• Volumetric pipettes. 

• Water bath or dry heat incubator equilibrated to 37ºC ± 2ºC. 

• Weak anti-D i.e. Lorne Precise Weak Anti-D (Cat # 209005). 
 

RECOMMENDED TECHNIQUES 
 

A. Direct Antiglobulin Technique (DAT) 
 

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

2. Add 2 volumes of Lorne Anti-IgG to each dry cell button. 
3. Mix thoroughly and centrifuge all tubes for 20 seconds at 1000 rcf or for a 

suitable alternative time and force. 
4. Gently resuspend red cell button and read macroscopically for agglutination 
 

B.     Indirect Antiglobulin Technique (NISS IAT) 
 

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

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

3. Mix thoroughly and incubate at 37ºC for 15 minutes. 
4. Wash test red cells 4 times with PBS or Isotonic saline, taking care to 

decant saline between washes and resuspend each red cell button after 
each wash. Completely decant saline after last wash. 

5. Add 2 volumes of Lorne Anti-IgG to each dry cell button.  
6. Mix thoroughly and centrifuge all tubes for 20 seconds at 1000 rcf or for a 

suitable alternative time and force. 
7. Gently resuspend red cell button and read macroscopically for agglutination 
 

C. LISS Indirect Antiglobulin Technique (LISS IAT) 
 

1. Prepare a 1.5-2% suspension of washed test red cells in LISS. 
2. Place in a labelled test tube: 2 volumes of test serum and 2 volumes of test 

red cell suspension. 
3. Mix thoroughly and incubate at 37ºC for 15 minutes. 
4. Follow steps 4 to 7 of NISS IAT above.  
 

INTERPRETATION OF TEST RESULTS 
 

1. Positive: Agglutination of test red cells constitutes a positive test result and 
within the accepted limitations of the test procedure, indicates the presence 
of IgG on the test red cells.   

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

 

STABILITY OF THE REACTIONS 
 

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

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

 

LIMITATIONS 
 

1. Red cells that have a positive DAT due to a coating of IgG cannot be typed 
by the Indirect Antiglobulin Techniques. 

2. Inadequate washing of red cells in the indirect antiglobulin technique may 
result in neutralisation of the anti-human globulin reagent.  
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3. A positive DAT due to complement sensitisation may not reflect in vivo 
complement fixation if test cells are from a refrigerated clotted sample. 

4. A negative direct antiglobulin test result does not necessarily preclude 
clinical diagnosis of ABO Haemolytic Disease of the Newborn or Auto 
Immune Haemolytic Anaemia. It also does not necessarily rule out HDN, 
especially if ABO incompatibility is suspected. 

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

• Contamination of test materials  

• Improper storage, cell concentration, incubation time or temperature  

• Improper or excessive centrifugation  

• Deviation from the recommended techniques 
 

SPECIFIC PERFORMANCE CHARACTERISTICS 
 

1. Prior to release, each lot of these reagents were tested using the 
recommended test methods listed in this IFU against red cells coated with 
Anti-D, Anti-K and Anti-Fya to check suitable reactivity. The tests complied 
with the test requirements as stated in the current version/issue of the 
“Guidelines for the Blood Transfusion Services in the United Kingdom”. 

2. The anti-IgG potency has been tested against the following minimum 
potency reference standard obtained from National Institute of Biological 
Standards and Controls (NIBSC):  

• Anti-AHG reference standard 96/666  
3. The reactivity of any Anti-IgM, Anti-IgA or Anti-light chain components that 

might be present has not been established. 
4. The Quality Control of the reagents was performed using red cells with  

phenotypes that were verified by a UK blood transfusion centre and had 
been washed with PBS or Isotonic saline prior to use. 

 

DISCLAIMER 
 

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

2. Any deviations from the Recommended Techniques should be validated 
prior to use6. 
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AVAILABLE REAGENT SIZES 
 

 Vial Size Catalogue Number Tests per vial 

Lorne Anti-Human 
IgG (Clear) 

10 ml 401010 100 

1000 ml 401000* 10,000 

Lorne Anti-Human 
IgG (Green) 

10 ml 402010 100 

1000 ml 402000* 10,000 

 
*This size is For Further Manufacturing Use (FFMU) only and is therefore 
not CE marked. 
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SUMMARY
In 1945, Coombs, Mourant and Race described the use of anti-human globulin 
serum for detecting red cell-bound non-agglutinating antibodies. In 1957, Dacie et al 
showed that the antibodies present in antiglobulin sera were directed against certain 
components of complement. Anti-human globulin reagents detect non-agglutinating 
antibody molecules as well as molecules of complement attached to red cells 
following in vivo or in vitro antigen-antibody reactions.

INTENDED PURPOSE
These reagents are polyspecific blood grouping reagents intended to be used 
to qualitatively detect the presence or absence of sensitising IgG antibodies (all 
4 subclasses) and compliment factors C3d and C3b on human red cells when 
tested in accordance with the recommended techniques stated in this IFU.

PRINCIPLE
The reagents contain antibodies against human IgG antibodies and C3 
complement factors (C3d and C3b) on human red cells and will cause direct 
agglutination (clumping) of red cells that are sensitised with human IgG 
antibodies and/or C3 complement factors (C3d and C3b). No agglutination 
generally indicates the absence of sensitising human IgG antibodies and C3 
complement factors (C3d and C3b) on human red cells (See Limitations).

REAGENT
Lorne AHG Elite Clear and AHG Elite Green reagents contain anti-IgG derived 
from rabbits with non-specific activity removed by adsorption and mouse 
monoclonal IgM anti-C3d, Clone BRIC-8. The antibodies are diluted in a buffered 
solution containing bovine albumin. The reagents do not contain or consist 
of CMR substances, or endocrine disrupting substances or that could result 
in sensitisation or an allergic reaction by the user. Each reagent is supplied at 
optimal dilution, for use with all the recommended techniques stated below 
without need for further dilution or addition. For lot reference number and expiry 
date see Vial Label.

 Reagent Cell Line/Clone Colour  Dye Used 
 AHG Elite Clear Rabbit Anti-Human IgG Colourless None 
  BRIC-8 (Anti-C3d)
 AHG Elite Green Rabbit Anti-Human IgG Green Patent Blue  
  BRIC-8 (Anti-C3d)  and Tartrazine

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

SAMPLE COLLECTION AND PREPARATION
Samples should be drawn aseptically into EDTA to prevent in vitro complement 
binding and tested as soon as possible. If EDTA is unavailable, samples drawn into 
ACD, CPD or CPDA-1 are preferable to clotted ones. If only clotted samples are 
available, do not refrigerate them before testing. 

PRECAUTIONS
1. The reagents are intended for in vitro diagnostic use only.
2.  If a reagent vial is cracked or leaking, discard the contents immediately.
3.  Do not use the reagents past the expiration date (see Vial Label).
4.  Do not use the reagents if a precipitate is present.
5.  Protective clothing should be worn when handling the reagents, such as 

disposable gloves and a laboratory coat.
6.  The reagents have been filtered through a 0.2 μm capsule to reduce the 

bio-burden, but are not supplied sterile. Once a vial has been opened the 
contents should remain viable up until the expiry date as long as there is no 
marked turbidity, which can indicate reagent deterioration or contamination.

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

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

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

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

CONTROLS AND ADVICE
1. It is recommended a positive control (weak Anti-D <0.1 IU/ml) and a negative 

control (an inert serum) be tested in parallel with each batch of tests. Tests 
must be considered invalid if controls do not show expected results.

2.  The antiglobulin techniques can only be considered valid if all negative tests 
react positively with IgG sensitised red cells.

3. Before use, let the reagent warm up to room temperature. As soon as the 
reagent has been used, put the reagent back in storage at 2-8°C.

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

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

REAGENTS AND MATERIALS REQUIRED
• Coombs cell washer. 
• Glass test tubes (10 x 75 mm or 12 x 75 mm). 
• IgG sensitised red cells e.g. Lorne Coombs Control Cells (Cat # 970010). 
• Inert antibody e.g. Lorne Inert AB Serum (Cat # 110010). 
• Low Ionic Strength Solution (LISS): Containing 0.03M NaCl, 0.003M 

Na2HPO4: NaH2PO4 buffer pH 6.7 at 22ºC ± 1ºC and 0.24M glycine. 
• PBS solution (pH 6.8–7.2) or Isotonic saline solution (pH 6.5–7.5). 
• Volumetric pipettes. 
• Water bath or dry heat incubator equilibrated to 37ºC ± 2ºC. 
• Weak anti-D e.g. Lorne Precise Weak Anti-D (Cat # 209005).

RECOMMENDED TECHNIQUES
A. Direct Antiglobulin Technique (DAT) 
1. Wash 1 volume of red cells (2–3% suspension in PBS or Isotonic saline) 4 times 

with PBS or Isotonic saline, taking care to decant saline between washes and 
resuspend each cell button after each wash. Completely decant saline after last 
wash.

2.  Add 2 volumes of Lorne AHG Elite to each dry cell button.
3.  Mix thoroughly and centrifuge all tubes for 20 seconds at 1000 rcf or for a 

suitable alternative time and force.
4.  Gently resuspend red cell button and read macroscopically for agglutination

B. Indirect Antiglobulin Technique (NISS IAT)
1. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.
2.  Place in a labelled test tube: 2 volumes of test serum and 1 volume of red 

cell suspension.
3.  Mix thoroughly and incubate at 37ºC for 15 minutes.
4.  Wash red cells 4 times with PBS or Isotonic saline, taking care to decant 

saline between washes and resuspend each red cell button after each wash. 
Completely decant saline after last wash.

5.  Add 2 volumes of Lorne AHG Elite to each dry cell button.
6.  Mix thoroughly and centrifuge all tubes for 20 seconds at 1000 rcf or for a 

suitable alternative time and force.
7.  Gently resuspend red cell button and read macroscopically for agglutination

C.  LISS Indirect Antiglobulin Technique (LISS IAT)
1. Prepare a 1.5-2% suspension of red cells in LISS.
2.  Place in a labelled test tube: 2 volumes of test serum and 2 volumes of red 

cell suspension.
3.  Mix thoroughly and incubate at 37ºC for 15 minutes.
4.  Follow steps 4 to 7 of NISS IAT above.

INTERPRETATION OF TEST RESULTS
1.  Positive: Agglutination of test red cells constitutes a positive test result and 

within the accepted limitations of the test procedure, indicates the presence 
of IgG and/or complement (C3d/C3b) on the red cells.

2.  Negative: No agglutination of the test red cells constitutes a negative result 
and within the accepted limitations of the test procedure, indicates the 
absence of IgG and complement (C3d/C3b) on the red cells.

STABILITY OF THE REACTIONS
1.  Washing steps should be completed without interruption and tests 

centrifuged and read immediately after addition of the reagent. Delays may 
result in dissociation of antigen-antibody complexes, causing false negative 
or weak positive results.

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

LIMITATIONS
1.  Red cells that have a positive DAT due to a coating of IgG cannot be typed 

by the Indirect Antiglobulin Techniques.
2.  A positive DAT due to complement sensitisation may not reflect in vivo 

complement fixation if test cells are from a refrigerated clotted specimen.
3.  Inadequate washing of red cells in the indirect antiglobulin techniques may 

neutralise the AHG reagent.
4.  Following completion of the wash phase excess residual saline may dilute 

the AHG Elite, reducing its potency.
5.  A negative direct antiglobulin test result does not necessarily preclude 

clinical diagnosis of ABO Haemolytic Disease of the Newborn or Auto 
Immune Haemolytic Anaemia. It also does not necessarily rule out HDN, 
especially if ABO incompatibility is suspected.

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

ANTI-HUMAN GLOBULIN (AHG) 

DIRECTIONS FOR USE
AHG Elite (Clear or Green): For Antiglobulin Techniques.
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 • Contamination of test materials 
 • Improper storage, cell concentration, incubation time or temperature 
 • Improper or excessive centrifugation

SPECIFIC PERFORMANCE CHARACTERISTICS
1.  Prior to release, each lot of the reagents were tested using the 

recommended test methods listed in this IFU against red cells coated with 
Anti-D, Anti-K and Anti-FyA to check suitable reactivity. The tests complied 
with the test requirements as stated in the current version/issue of the 
‘Guidelines for the Blood Transfusion Services in the United Kingdom’.

2.  The anti-IgG and anti-C3d potencies have been tested against the following 
minimum potency reference standard obtained from the National Institute 
of Biological Standards and Controls (NIBSC): Anti-AHG reference standard 
96/666

3.  Anti-C3d potency is demonstrated in tests employing cells coated with C3d 
and C3b.

4.  The presence of contaminating heterospecific agglutinins or antibodies to 
C4d has been excluded in tests employing red cells of all ABO groups and 
cells coated with C4d.

5.  The reactivity of any Anti-IgM, Anti-IgA or Anti-light chain components that 
might be present has not been established.

6.  The Quality Control of the reagents was performed using red cells with 
phenotypes that were verified by a UK blood transfusion centre and had 
been washed with PBS or Isotonic saline prior to use.

DISCLAIMER
1.  The user is responsible for the performance of the reagents by any method 

other than those mentioned in the Recommended Techniques.
2. Any deviations from the Recommended Techniques should be validated prior 

to use12.

BIBLIOGRAPHY
1. Voak D, Downie DM, Moore BPL, and Engelfreit CP. Anti-Human Globulin 

reagent specification. The European and ISBT/ICSH View. Biotest Bulletin 1; 
7-22 (1986).

2.  The Department of Health and Social Security. Health Services Management 
Antiglobulin Test. False negative results, HN (Hazard) (83) 625 Nov 1983.

3.  Bruce M, Watt AH, Hare W, Blue A, Mitchell R. A serious source of error in 
antiglobulin testing. Transfusion 1986; 26: 177-181.

4. Voak D, Downie DM, Moore BPL, Ford DS, Engelfreit CP, Case J. Replicate 
tests for the detection and correction of errors in anti-human globulin (AHG) 
tests: optimum conditions and quality control. Haematologia 1988; 21(1): 
3-16.

5. Guidelines for the Blood Transfusion Service in the United Kingdom. 6th 
Edition 2002. The Stationery Office.

6. British Committee for Standards in Haematology, Blood Transfusion Task 
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new techniques for blood grouping, antibody screening and cross matching. 
Transfusion Medicine, 1995, 5, 145-150.

AVAILABLE REAGENT SIZES

 Vial Size Catalogue Number Test Per Vial
Lorne AHG Elite 10 ml 415010 100
(Clear) 1000 ml 415000* 10,000
Lorne AHG Elite 10 ml 435010 100
(Clear) 1000 ml 435000* 10,000

*These sizes are For Further Manufacturing Use (FFMU) only and are therefore 
not CE marked.
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SUMMARY
The Rh blood group system was discovered in 1940. The D antigen is the most 
clinically significant non-ABO red blood cell antigen and has been implicated in 
causing Haemolytic Transfusion R eactions and Haemolytic Disease of the Newborn.

 Anti-D Phenotype Caucasians %3 Afro-Americans %3

 + Rh D +ve 83 92
 0 Rh D -ve 17 8

INTENDED PURPOSE
The Anti-D reagents are blood grouping reagents intended to be used to 
qualitatively determine the presence or absence of the Rh D antigen on the red 
cells of blood donors or patients requiring a blood transfusion when tested in 
accordance with the recommended techniques stated in this IFU. 

PRINCIPLE
The reagents contain antibodies against the D antigen on human red cells and 
will cause direct agglutination (clumping) of human red cells that carry the D 
antigen and indirect agglutination of human red cells that are Category DVI in the 
antiglobulin phase of testing. No agglutination (no clumping) generally indicates 
the absence of the D antigen on human red cells (see Limitations).

REAGENT
Lorne Monoclonal Anti-D Duoclone blood grouping reagent is a low protein, 
blended reagent containing a human monoclonal IgM and IgG anti-D, diluted in 
a phosphate buffer containing sodium chloride (0.9 g%), bovine albumin (2.0 
g%) and macromolecular potentiators (1.5 g%). When typing patient samples, 
this reagent will directly agglutinate Rh D positive cells, including majority of 
variants (but not DVI) and a high proportion of weak D (Du) phenotypes when 
using the recommended techniques. The reagents do not contain or consist 
of CMR substances, or endocrine disrupting substances or that could result 
in sensitisation or an allergic reaction by the user. The reagent is supplied at 
optimal dilution for use on patient samples with all recommended techniques 
stated below without need for further dilution or addition. For lot reference 
number and expiry date see Vial Label.

 IgM / IgG Cell Line / Clone
 IgM RUM-1
 IgG MS-26

WEAKENED EXPRESSION OF THE RhD ANTIGEN
The collective term Du is widely used to describe red cells which have a weaker 
expression of the D antigen than normal. The term weak D denotes individuals 
with a reduced number of complete D antigen sites per red cell. The term partial 
D denotes individuals with missing D antigen epitopes. DVI is a partial D category 
which misses most D epitopes. Duoclone reagent will detect most examples of 
partial and weak D red cells by direct agglutination, but will not detect DVI cells. This 
reagent will detect DVI and partial D cells in the IAT phase.

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

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

PRECAUTIONS
1. The reagent is intended for in vitro diagnostic use only.
2.  If a reagent vial is cracked or leaking, discard the contents immediately.
3.  Do not use the reagent past the expiration date (see Vial Label).
4.  Do not use the reagent if a precipitate is present.
5.  Protective clothing should be worn when handling the reagents, such as 

disposable gloves and a laboratory coat.
6.  The reagent has been filtered through a 0.2 μm capsule to reduce the bio-

burden, but is not supplied sterile. Once a vial has been opened the contents 
should remain viable up until the expiry date as long as there is no marked 
turbidity, which can indicate reagent deterioration or contamination.

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

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

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

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

CONTROLS AND ADVICE
1. It is recommended that a positive control (ideally R1r cells) and a negative 

control (ideally rr cells) be tested in parallel with each batch of tests. Tests 
must be considered invalid if controls do not show expected results.

2.  When typing red cells from a patient who is diagnosed with a disease that 
causes the red cells to become coated with antibody or other proteins (such 
as HDN, AIHA), it is important to test the patient’s red cells using Lorne’s 
reagent negative control (Monoclonal D Negative Control, catalogue  
# 650010). Tests must be considered invalid if red cells are agglutinated 
using Lorne’s Monoclonal D Negative Control (catalogue # 650010).

3.  Test samples for category DVI determination by the Indirect Antiglobulin Test, 
Coombs Bio-Rad-ID and Coombs Ortho BioVue Techniques only.

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

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

6. Before use, let the reagent warm up to room temperature. As soon as the 
reagent has been used, put the reagent back in storage at 2-8°C.

7.  In the Recommended Techniques one volume is approximately 50μl when 
using the vial dropper provided.

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

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

REAGENTS AND MATERIALS REQUIRED
• Anti-human globulin e.g. Lorne AHG Elite (Cat # 435010) or Anti-Human 

IgG e.g. Lorne Anti-Human IgG (Cat # 402010). 
• Applicator sticks. 
• Automatic plate reader. 
• Coombs cell washer. 
• Bio-Rad ID-Cards (LISS/Coombs) and (NaCl, enzyme test and cold 

agglutinins). 
• Bio-Rad ID-Centrifuge. 
• Bio-Rad ID-CellStab or ID-Diluent 2. 
• Bio-Rad ID-Incubator equilibrated to 37ºC ± 2ºC. 
• Glass microscope slides or white card tiles. 
• Glass test tubes (10 x 75 mm or 12 x 75 mm). 
• IgG sensitised red cells e.g. Lorne Coombs Control Cells (Cat # 970010). 
• Microplate centrifuge. 
• Ortho BioVue System Cassettes (AHG/Coombs) and (Neutral). 
• Ortho BioVue System Centrifuge. 
• Ortho BioVue System Heat Block equilibrated to 37ºC ± 2ºC. 
• Ortho 0.8% Red Cell Diluent. 
• Plate shaker. 
• PBS solution (pH 6.8–7.2) or Isotonic saline solution (pH 6.5–7.5). 
• Positive (ideally R1r) and negative (rr) control red cells. 
• Test tube centrifuge. 
• Validated “U” well microplates. 
• Volumetric pipettes. 
• Water bath or dry heat incubator equilibrated to 37ºC ± 2ºC.

RECOMMENDED TECHNIQUES (NOT CATEGORY DVI)
A. Tube Technique 
1. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.
2.  Place in a labelled test tube: 1 volume of Lorne Duoclone reagent and 1 volume 

of red cell suspension.
3.  Mix thoroughly and centrifuge all tubes for 20 seconds at 1000 rcf or for a 

suitable alternative time and force.
4.  Gently resuspend red cell button and read macroscopically for agglutination
5.  Any tubes, which show a negative or questionable result (which can happen 

with Du or weak D samples), should be incubated for 15 minutes at room 
temperature.

6.  Following incubation, repeat steps 3 and 4.

B. Bio-Rad-ID Technique (NaCl, enzyme test and cold agglutinins cards)
1. Prepare a 0.8% suspension of red cells in ID-CellStab or  

ID-Diluent 2.
2.  Remove aluminium foil from as many microtubes as needed.
3.  Place in appropriate microtube: 50μl test red cell suspension and 25μl 

Lorne Duoclone reagent.
4.  Centrifuge the ID-Card(s) in a Bio-Rad gel card centrifuge.
5.  Read macroscopically for agglutination.

MONOCLONAL BLOOD GROUPING REAGENTS. 

DIRECTIONS FOR USE
Anti-D Duoclone Monoclonal: 
For Tube, Bio-Rad-ID, Ortho BioVue, Microplate and Slide Techniques.
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C.  Ortho BioVue Technique (Neutral cards)
1. Prepare a 0.8% suspension of red cells in 0.8% Ortho Red Cell Diluent
2.  Remove aluminium foil from as many reaction chambers as needed.
3.  Place in appropriate reaction chamber: 50μl of red cell suspension and 40μl 

of Lorne Duoclone reagent.
4.  Centrifuge cassette(s) in an Ortho BioVue System Centrifuge.
5.  Read macroscopically for agglutination.

D. Microplate Technique, using “U” wells
1. Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.
2.  Place in the appropriate well: 1 volume of Lorne Duoclone reagent and 1 

volume of red cell suspension.
3.  Mix thoroughly, preferably using a microplate shaker, taking care to avoid 

cross-well contamination.
4.  Incubate at room temperature for 15 minutes (time dependant on user).
5.  Centrifuge the microplate for 1 minute at 140 rcf or for a suitable alternative 

time and force.
6.  Resuspend the cell buttons using carefully controlled agitation on a 

microplate shaker
7.  Read macroscopically or with a validated automatic reader.
8.  Any weak reactions should be repeated by the tube technique.

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

Isotonic saline or use anti-coagulated whole blood (in it’s own plasma).
2.  Place on a labelled glass slide or card tile: 1 volume of Lorne Duoclone 

reagent and 1 volume of red cell suspension.
3.  Using a clean applicator stick, mix reagent and cells over an area of about 

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

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

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

RECOMMENDED TECHNIQUES (TO DETECT CATEGORY DVI)
A. Indirect Antiglobulin Technique (IAT)
1.  Prepare a 2-3% suspension of red cells in PBS or Isotonic saline.
2.  Place in a labelled test tube: 1 volume of Lorne Duoclone and 1 volume of 

red cell suspension.
3.  Mix thoroughly and incubate at 37ºC for 15 minutes.
4.  Wash red cells at least once with PBS or Isotonic saline, taking care to 

decant saline between washes and resuspend each cell button after each 
wash. Completely decant saline after last wash.

5.  Add 2 drops of AHG or anti-IgG to each dry cell button.
6.  Mix thoroughly and centrifuge all tubes for 20 seconds at 1000 rcf for a 

suitable alternative time and force.
7.  Resuspend each cell button and read macroscopically.
8.  Confirm validity of all negative reactions with IgG sensitised red cells.

B. Bio-Rad-ID Technique (LISS/Coombs cards)
1.  Prepare 0.8% suspension of red cells in ID-CellStab or ID-Diluent 2.
2.  Remove aluminium foil from as many microtubes as needed.
3.  Place in appropriate microtube: 50μl of red cell suspension and 25μl of 

Lorne Duoclone.
4.  Incubate the ID-Card(s) for 15 minutes at 37ºC.
5.  Centrifuge the ID-Card(s) in a Bio-Rad gel card centrifuge.
6.  Read macroscopically for agglutination.

C. Ortho BioVue Technique (AHG/Coombs cards)
1.  Prepare a 0.8% suspension of red cells in 0.8% Ortho Red Cell Diluent.
2.  Remove aluminium foil from as many reaction chambers as needed.
3.  Place in appropriate reaction chamber: 50μl of red cell suspension and 40μl 

of Lorne Duoclone.
4.  Incubate the cassette(s) for 15 minutes at 37ºC.
5.  Centrifuge cassette(s) in an Ortho BioVue System Centrifuge.
6.  Read macroscopically for agglutination.

INTERPRETATION OF TEST RESULTS
1.  Positive: Agglutination of the red cells constitutes a positive test result and 

within accepted limitations of test procedure, indicates the presence of the D 
antigen on the test red cells.

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

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

STABILITY OF THE REACTIONS
1.  Read all tube and microplate tests immediately after centrifugation.
2.  Complete washing steps without interruption and centrifuge and read tests 

immediately after addition of anti-human globulin because delays may result 
in dissociation of antigen-antibody complexes, leading to false negative or 

weak positive reactions.
3.  Slide tests should be interpreted after a maximum of 1 minute to ensure 

specificity and to avoid the possibility a negative result may be incorrectly 
interpreted as positive due to drying of the reagent.

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

LIMITATIONS
1.  Lorne Anti-D is not suitable for use with enzyme treated cells 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 
must be validated prior to use. Some solutions may give rise to false 
positive or false negative reactions.

3. Stored blood may give weaker reactions than fresh blood.
4.  False positive agglutination may be seen when testing IgG sensitised cells.
5.  False positive or false negative results may also occur due to: 
 • Contamination of test materials 
 • Improper storage, cell concentration, incubation time or temperature 
 • Improper or excessive centrifugation 
 • Deviation from the recommended techniques

SPECIFIC PERFORMANCE CHARACTERISTICS
1.  Prior to release, each lot of Lorne Anti-D Duoclone monoclonal reagent was 

tested using the recommended test methods listed in this IFU. The tests 
complied with the test requirements as stated in the current version/issue 
of the ‘Guidelines for the Blood Transfusion Services in the United Kingdom’ 
and the ‘Common Technical Specifications’. 

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

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

4.  The Quality Control of the reagent was performed using red cells with 
phenotypes that were verified by a UK blood transfusion centre and had 
been washed with PBS or Isotonic saline prior to use.

DISCLAIMER
1.  The user is responsible for the performance of the reagent by any method 

other than those mentioned in the Recommended Techniques.
2.  Any deviations from the Recommended Techniques should be validated prior 

to use5.
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AVAILABLE REAGENT SIZES

 Vial Size Catalogue Number Tests Per Vial
 10 ml 740010 200
 1000 ml 740000* 20,000
 5000 ml 740000X5* 100,000

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

Advena Ltd, Tower Business Centre, 2nd Floor, Tower Street, 
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Номер регистрационного досье № РД-27958/39246 от 03.07.2019

Класс потенциального риска применения медицинского изделия 1

0043820

Код Общероссийского классификатора продукции по видам экономической 
деятельности 32.50.50.190

На медицинское изделие
Индикаторы химические одноразовые воздушной стерилизации МедИС-В 
в исполнениях: МедИС-В-180/60, МедИС-В-180/60-1
по ТУ 9398-032-11764404-2004

от 27 августа 2019 года № ФСР

1 № 6347 
на территории Российской Федера

приказом Росздравнадзора от 27 августа 2019 год. 
допущено к обращению

Заместитель руководителя Федеральной службы 
по надзору в сфере здравоохранения

Настоящее регистрационное удостоверение выдано
Общество с ограниченной ответственностью "Научно-производственная фирма 
"Винар" (ООО "НПФ "ВИНАР"),
Россия, 105094, Москва, ул. Госпитальный вал, д. 5, стр. 7А, помещ. VHI

Производитель
Общество с ограниченной ответственностью "Научно-производственная фирма 
"Винар” (ООО "НПФ "ВИНАР"),
Россия, 105094, Москва, ул. Госпитальный вал, д. 5, стр. 7А, помещ. VHI

Место производства медицинского изделия
ООО "НПФ "ВИНАР", Россия, 141009, Московская область, г. Мытищи, 
ул. Колонцова, д. 17/2

..««д'
Д.Ю. Павлюков

V
ФЕДЕРААЬНАЯ СЛУЖБА ПО НАДЗОРУ В СФЕРЕ ЗДРАВООХРАНЕНИЯ

(РОСЗДРАВНАДЗОР)
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