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HACTOALLUA CEPTAGUKAT 0B6A3bIBAET OPTAHUIALUIO NOJJAEPHMUBATE COCTOAHME BLINONHAEMBIX PAGOT B COOTBETCTBHU ©
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HACTOALLMIA CEPTUDUKAT DEA3LIBAET OPTAHM3ALIMIO NOAJEPHUBATL COCTOAHKE BbINOIHAEMbIX PAGOT B CODTBETCTBHMM C
BBIEYKA3SAHHBIMW CTAHIAPTAMM, 4TO BYJET HAXOJUTLCA NOJL KOHTPONEM OPTAHA NO CEPTUGHKALIMKA CUCTEMBI
AOBPOBONLHON CEPTUHUKALMK "EAC AUDIT" N NOATBEPX AATHCA NPK NPOXOMAEHWK EXXET0AHOM0 MHCNEKLIWOHHOTO KOHTPONA
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CERTIFIED COMPANY UNI ISO 9001 & UNI CEI EN ISO 13485

DICHIARAZIONE DI CONFORMITA’ C€
CE DECLARATION OF CONFORMITY

DECLARACAO C€ 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 diagndstico 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 estéo descritos no anexo 1)

> Sono conformi ai requisiti essenziali di cui all’allegato | 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 27™ October
1998 put into force by D.Lgs. 332 dated 08/09/2000.
Sao fabricados de acordo com os requesitos essenciais da Directiva 98/79/CE anexo |, datada de 27 Outubro 1998
posta em vigor pelo Decreto 332 datado de 08/09/2000

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

> La presente dichiarazione é stata redatta in conformita all’Allegato Ill (escluso punto 6) della Direttiva
98/79/CE.
The present Declaration was drafted in accordance with annex IlI (with the exception of point 6) to Directive 98/79/EC.
A presente Declaracéo esta redigida de acordo com o anexo Il (com excecao do ponto 6) da Directiva 98/79/CE

Rilasciato / Released

Canelli, 03.08.2021 Duilio BUONO
Qudity Aﬁsura Manager
Pultlto [Aouo

Provette con anticoagulante e separatori di siero
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DISPOSABLE DEVICES
FOR LABORATORY OF ANALYSIS

APTACA

APTACA spA

Regione Monforte, 30 -14053 Canelli (Asti) ITALY

Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92
e-mail: info@aptaca.com

www.aptaca.com - www.vacuaptaca. it

P.IVA: 00862050960 - Cod.Fisc.: 07520900155 -R.EA. MB 1167248

ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE

Annex 1 to Declaration of Conformity 98/79/CE

Cop. DESCRIZIONE DESCRIPTION

Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per “SEDI- PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for “SEDI-

10110/16 . ”
RATE”". RATE” system.
Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per “SEDI- PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for “SEDI-

10110/PR - "
RATE”. RATE” system.

2000 Provette fondo piatto PP @12x56 mm., con K.EDTA per 2,5 ml di sangue, PP flat bottom test tubes @12x56 mm., with K2EDTA for 2,5 ml of blood, light
tappo verde chiaro. green cap.

2000/1 Provette PP @12x56 mm., con K2EDTA per 1 ml di sangue, tappo verde PP test tubes @12x56 mm., with K2EDTA for 1 ml of blood, light green cap, for
chiaro, per uso pediatrico. paediatric use.
Volume pediatrico ridotto - K2 EDTA in provette 12 x 56 fondo piatto per 1 ml .

2000/1/L 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 @12x56 mm., con K2EDTA per 1 ml di sangue, con tappo, per PP test tubes @12x56 mm., with K2EDTA for 1 ml of blood, light with cap, for
uso pediatrico. paediatric use.
K2 EDTA coloro lavanda (viola chiaro), in provette 12 x 56 fondo piatto per 2,5 K2 EDTA in test tubes 12x56 for 2.5 ml of blood, lavender cap

2000/L ml di sangue

2001 Provette fondo piatto PP @16x60 mm., con K.EDTA per 2,5 ml di sangue, PP flat bottom test tubes @16x60 mm., with K2EDTA for 2,5 ml of blood, light
tappo verde chiaro. green cap.

2002 Provette fondo piatto PP @16x60 mm., con K.EDTA per 5 ml di sangue, tappo | PP flat bottom test tubes @16x60 mm., with K.EDTA for 5 ml of blood, light
verde chiaro. green cap.

2003 Z:‘i’a"ri“e PP 3/12x86 mm., con KEDTA per 2,5 ml di sangue, tappo verde | pp ot 1o @112x86 mm., with KLEDTA for 2,5 mi of blood, ight green cap.
K2 EDTA coloro lavanda (viola chiaro), in provette 12 x 86 cilindriche per 2,5 .

2003/L ml di sangue K2 EDTA in test tubes 12x86 for 2.5 ml of blood, lavender cap

2004 Z:‘i’a"ri“e PP 2/12x86 mm., con K:EDTA per 5 ml di sangue, tappo verde PP test tubes @12x86 mm., with K.EDTA for 5 mi of blood, light green cap.
K2 EDTA coloro lavanda (viola chiaro), in provette 12 x 86 cilindriche per 5 ml .

2004/L di sangue K2 EDTA in test tubes 12x86 for 5 ml of blood, lavender cap

2005 et @13x75 mm., con K:EDTA per 2,5 ml di sangue, tappo verde | pp o 4o 31375 mm., with KEDTA for 2,5 ml of blood, light green cap.
K2 EDTA coloro lavanda (viola chiaro), in provette 13 x 75 cilindriche per 2,5 .

2005/L ml di sangue K2 EDTA in test tubes 13x75 for 2.5 ml of blood, lavender cap

2007 Er:?;vritte PP 216x100 mm., con KEDTA per 10 mi di sangue, tappo verde PP test tubes @16x100 mm., with K2EDTA for 10 ml of blood, light green cap.

2008 cPr:(i)avritte PP 13«75 mm., con K2EDTA per 4 ml di sangue, tappo verde PP tost tubes @13x75 mm., with K.EDTA for 4 mi of blood, light green cap.
K? EDTA coloro lavanda (viola chiaro), in provette 13 x 75 cilindriche per 4 ml K2 EDTA in fest tubes 13x75 for 4 mi of blood, lavender cap

2008/L di sangue

2100 Provette fondo piatto PP @12x56 mm., con KsEDTA per 2,5 ml di sangue, PP flat bottom test tubes @12x56 mm., with KsEDTA for 2,5 ml of blood, dark
tappo verde scuro. green cap.

2100/1 Provette PP @12x56 mm., con KsEDTA per 1 ml di sangue, tappo verde PP test tubes @12x56 mm., with KsEDTA for 1 ml of blood, dark green cap, for
scuro, per uso pediatrico. paediatric use.

2100/1/V Provette PP @12x56 mm., con K:EDTA per 1 ml di sangue, tappo viola, per | PP test tubes @12x56 mm., with KsEDTA for 1 ml of blood, dark violet cap, for
uso pediatrico. paediatric use.
Volume pediatrico ridotto - K3 EDTA in provette 12 x 56 fondo piatto per 1 ml . )

2100/1/V di sangue - rack da 50 pezzi - Tappo viola K3 EDTA in test tubes 12x56 for 1 ml of blood, violet cap

2100/TM Z’F‘)’F‘)’(“;’“e fondo piatto PP 12x56 mm., con KsEDTA per 2.5 ml di sangue, Con | pp gt 1ovtom test tubes @12x56 mm., with KsEDTA for 2,5 mi 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 @16x60 mm., con KsEDTA per 2,5 ml di sangue, PP flat bottom test tubes @16x60 mm., with KsEDTA for 2,5 ml of blood, dark
tappo verde scuro. green cap.

2101V 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 @16x60 mm., con KsEDTA per 5 ml di sangue, tappo | PP flat bottom test tubes @16x60 mm., with KsEDTA for 5 ml of blood, dark
verde scuro. 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 Eéﬁ\r’:tte PP 212x86 mm., con KEDTA per 2,5 mi di sangue, tappo verde PP test tubes @12x86 mm., with KsEDTA 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 Eéﬁ\r’:tte PP 212x86 mm., con K:EDTA per 5 ml di sangue, tappo verde PP test tubes @12x86 mm., with KsEDTA 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 @13x75 mm., con KsEDTA per 2,5 ml di sangue, tappo verde PP test tubes @13x75 mm., with KsEDTA for 2,5 ml of blood, dark green cap.
Scuro. Quantity for box 1,000 pieces

2105/TM Provetta PP @13x75 mm, con KsEDTA per 2,5ml di sangue, tappo viola. PP test tubes @13x75 mm, with KsEDTA 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 @13x75 mm., con K3EDTA per 2,5 ml di sangue, tappo viola PP test tubes @13x75 mm., with KsEDTA for 2,5 ml of blood, violet cap.
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DISPOSABLE DEVICES
FOR LABORATORY OF ANALYSIS

APTACA

APTACA spA
Regione Monforte, 30 -14053 Canelli (Asti) ITALY

Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92

e-mail: info@aptaca.com
www.aptaca.com - www.vacuaptaca. it

P.IVA: 00862050960 - Cod.Fisc.: 07520900155 -R.EA. MB 1167248

ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE

Annex 1 to Declaration of Conformity 98/79/CE

Cob. DESCRIZIONE DESCRIPTION

2107 z’crﬁ‘r’g“e PP 216x100 mm., con K:EDTA per 10 ml di sangue, tappo verde | pp ot 1 pas @116x100 mm., with KsEDTA for 10 m 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 Eéﬁ\rftte SRR R o 4 mi di sangue, tappo verde PP test tubes @13x75 mm., with KsEDTA for 4 ml of blood, dark green cap.

2108/5 sPcrﬁ\r/gtte R LR per 5 mi di sangue, tappo verde PP test tubes @13x75 mm., with KsEDTA for 5 ml of blood, dark green cap.

2108/TM Provette PP @13x75 mm., con K3EDTA per 4 ml di sangue PP test tubes @13x75 mm., with KsEDTA 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 @13x75 mm., con KsEDTA per 4 ml di sangue PP test tubes @13x75 mm., with KsEDTA for 4 ml of blood

2200 Provette fondo piatto PP @12x56 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @12x56 mm., with KF-Naz EDTA for 2,5 ml of blood,
sangue, tappo arancione. orange cap.

2200/G Provette fondo piatto PP @12x56 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @12x56 mm., with KF-Naz EDTA for 2,5 ml of blood,
sangue, tappo giallo. yellow cap.
KF+NA2 EDTA, tappo grigio, in provette 12 x 56 fondo piatto per 2,5 ml di KF+NA2 EDTA in test tubes 12x56 for 2.5 ml of blood

2200/G sangue - rack da 50 pezzi

2201 Provette fondo piatto PP @16x60 mm., con KF+Na2 EDTA per 2,5 ml di PP flat bottom test tubes @16x60 mm., with KF-Naz EDTA for 2,5 ml of blood,
sangue, tappo arancione. orange cap.

2201/G Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @16x60 mm., with KF-Na2 EDTA for 2,5 ml of blood,
sangue, tappo giallo. yellow cap.

2202 Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with KF-Naz EDTA for 5 ml of blood,
tappo arancione. orange cap.

2202/G Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with KF-Na2 EDTA for 5 ml of blood,
tappo giallo. yellow cap.

2203 T 12x86 mm., con KF+Na EDTA per 2,5 mi disangue, tappo | pp ot tynas 1286 mm., with KF-Naz EDTA for 2,5 ml of blood, orange cap.
KF+NA2 EDTA, tappo grigio, in provette 12 x 86 cilindriche per 2,5 ml di KF+NA2 EDTA in test tubes 12x86 for 2.5 ml of blood

2203/G sangue

2204 ;’rr;)[\:sit(t)ig’P 12x86 mm., con KF+Na EDTA per 5 mi di sangue, tappo PP test tubes @12x86 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 @13x75 mm., con KF+Naz EDTA per 2,5 ml di sangue, tappo PP test tubes @13x75 mm., with KF-Na2 EDTA for 2,5 ml of blood, orange cap.
arancione. Quantity for box 1,000 pieces
KF+NA2 EDTA, tappo grigio, in provette 13 x 75 cilindriche per 2,5 ml di KF+NA2 EDTA in test tubes 13x75 for 2.5 ml of blood

2205/G sangue - rack da 50 pezzi

2205/TG ;ri‘;‘i’g“a PP 21375 mm, con KF+NA; EDTA per 2,5mi di sangue, tappo. | pp ot 1hes g513¢75 mm, with KF+NAz EDTA for 2,5ml of blood, grey cap.

2207 ::;’;’ggi:" @16x100 mm., con KF+Naz EDTA per 10 ml di sangue, tappo. | pp ot tpes g116x100 mm., with KF-Naz EDTA for 10 mi of blood, orange cap.

2208 :rr;’r‘]’ggi:" @13x75 mm., con KF+Naz EDTA per 4 ml di sangue, tappo PP tost tubes @13x75 mm., with KF-Naz 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 @12x56 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @12x56 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.

2301 Provette fondo piatto PP @16x60 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @16x60 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.

2302 Provette fondo piatto PP @16x60 mm., con Sodio Eparina per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Sodium Heparin for 5 ml of blood,
tappo viola. violet cap.

2303 \I;’igc:;/ette PP 212x86 mm., con Sodio Eparina per 2,5 ml di sangue, tappo PP test tubes @12x86 mm., with Sodium Heparin for 2,5 ml of blood, violet cap.

2304 Provette PP @12x86 mm., con Sodio Eparina per 5 ml di sangue, tappo viola. | PP test tubes @12x86 mm., with Sodium Heparin for 5 ml of blood, violet cap.

2305 Provette fondo piatto PP @13x75 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @13x75 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.

2307 ag‘i;’e“e PP @/16x100 mm., con Sodio Eparina per 10 mi di sangue, tappo | pp o tbes 316x100 mm., with Sodium Heparin for 10 ml of blood, violet cap.

2308 Provette fondo piatto PP @13x75 mm., con Sodio Eparina per 4 ml di sangue, | PP flat bottom test tubes @13x75 mm., with Sodium Heparin for 4 ml of blood,
tappo viola. violet cap.

2400 Provette fondo piatto PP @12x56 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @12x56 mm., with Lithium Heparin for 2,5 ml of blood,
tappo blu. blue cap.

2400/1 Provette PP @12x56 mm., con Litio Eparina per 1 ml di sangue, tappo blu, per | PP test tubes @12x56 mm., with Lithium Heparin for 1 ml of blood, blue cap, for
uso pediatrico. paediatric use.

2400/TV Provette fondo piatto PP @12x56 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @12x56 mm., with Lithium Heparin for 2,5 ml of blood,
tappo verde. green cap.
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2401 Provette fondo piatto PP @16x60 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Lithium Heparin for 2,5 ml of blood,
tappo blu. blue cap.

2402 Provette fondo piatto PP @16x60 mm., con Litio Eparina per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Lithium Heparin for 5 ml of blood,
tappo blu. blue cap.

2403 Provette PP @12x86 mm., con Litio Eparina per 2,5 ml di sangue, tappo blu. | PP test tubes @12x86 mm., with Lithium Heparin for 2,5 ml of blood, blue cap.

2404 Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo blu. PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, blue cap.

2404/TV Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo verde. | PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, green cap.

2404/VERDE Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo verde. | PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, green cap.

2405 Provette PP @13x75 mm., con Litio Eparina per 2,5 ml di sangue, tappo blu. | PP test tubes @13x75 mm., with Lithium Heparin for 2,5 ml of blood, blue cap.

2405/TV Provetta PP @13x75 mm, con Litio Eparina per 2,5ml di sangue, tappo verde | PP test tubes @13x75 mm, with Lithium Heparin for 2,5ml of blood, dark green
SCuro. cap.

2407 Provette PP @16x100 mm., con Litio Eparina per 10 ml di sangue, tappo blu. | PP test tubes @16x100 mm., with Lithium Heparin for 10 ml of blood, blue cap.

2408 Provette PP @13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu. PP tes_t fubes B13x75 mim., with Lithium Heparin for 4 mi of blood, bitte-cap.

Quantity for box 1,000 pieces
» . . PP test tubes @13x75 mm., with Lithium Heparin for 4 ml of blood, green cap.

2408/VERDE Provette PP @13x75 mm., con Litio Eparina per 4 ml di sangue, tappo verde. Quantity for box 1,000 pieces

2500 Provette PP @13x75 mm, con KsEDTA, con tappo perforabile verde, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable green cap, for 3 ml of
di sangue. blood.

2500% Provette PP @13x75 mm, con KsEDTA, con tappo perforabile verde, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable green cap, for 3 ml of
di sangue. blood.
Provette con K3 EDTA per 1,5 ml di sangue, per ematologia, tappo in gomma | PP test tubes with K3 EDTA for 1.5ml of blood, with pierceable violet cap, @13 x

2500/1 : .
viola perforabile, & 13 x 75 mm 75 mm

2500/N Provette PP @13x75 mm, con KsEDTA, con tappo perforabile neutro, per 3ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable neutral cap, for 3 ml of
di sangue. blood.

2500/N* Provette PP @13x75 mm, con KsEDTA, con tappo perforabile neutro, per 3ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable neutral cap, for 3 ml of
di sangue. blood.

2500/SE Provette in PP con K3 EDTA tappo perforabile verde, senza tappo PP test tubes @13x75 mm., with KsEDTA, without cap, for 3 mi of blood.
Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 ml of

2500/SE/V A ;
sangue, senza etichetta. blood, without label

2500V Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 mi of
sangue. blood.

2500/\V* Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 mi of
sangue. blood.

2500/\V/2 Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 2 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 2 ml of
sangue. blood.

2500/V/SG Provette in PP con K3 EDTA steril tappo perf,viola ;Z Otgsf9 z;glraizs @13x75 mm., with KsEDTA, with pierceable violet cap, for 2 ml of

2501 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,4ml, tappo giallo PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,4 ml, yellow cap for
per coagulazione. 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 @12x86 mm, con Sodio Citrato 0,4ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, yellow cap for
coagulazione. 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 @16x100 mm, con Sodio Citrato 0,4ml, tappo giallo PP test tubes @16x100 mm., with Sodium Citrate 0,4 ml, yellow cap

2505 Provette PP @12x56 mm, con Sodio Citrato 0,4ml, tappo giallo. PP test tubes @12x56 mm., with Sodium Citrate 0,4 ml, yellow cap

2505/1 Provette PP @12x56 mm, con Sodio Citrato 0,1ml, tappo giallo per PP test tubes @12x56 mm., with Sodium Citrate 0,1 ml, yellow cap for
coagulazione uso pediatrico. coagulation, for paediatric use.
Volume pediatrico ridotto - SODIO CITRATO 0,1 ml tappo BLU per R )

2505/1/B COAGULAZIONE in provette 12 x 56 fondo piatto - rack da 50 pezzi Sodlum citrate 0.1 mi in test tubes 12456, biue cap

2508 Provette PP @13x75 mm, con Sodio Citrato 0,4ml, tappo giallo per PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, yellow cap for
coagulazione. 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 E;g\éitlgeziie®13)(75 mm, con Sodio Citrato 0,4ml, tappo blu per PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, blue cap for coagulation

2511 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,5ml, tappo giallo PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,5 ml, yellow cap for
per coagulazione. 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 @12x86 mm, con Sodio Citrato 0,5ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml, yellow cap for
coagulazione. 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 @12x86 mm, con Sodio Citrato 0,5ml per coagulazione. PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml for coagulation.

2513 Provette PP @16x100 mm, con Sodio Citrato 0,5ml, tappo giallo per PP test tubes @16x100 mm., with Sodium Citrate 0,5 ml, yellow cap for
coagulazione. coagulation.
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2515/BLU Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo blu PP test tubes @113x75 mm., with Sodium Citrate 0,5 ml, blue cap

2515/TB/F Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo blu PP test tubes @113x75 mm., with Sodium Citrate 0,5 ml, yellow cap

2520 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo giallo | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 mi, yellow cap
per coagulazione. 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 @12x56 mm, con Sodio Citrato 0,25ml, tappo blu per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, blue cap for
coagulazione. coagulation.

2520/TR Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml per PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml for
coagulazione. coagulation.

2591 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,25ml, tappo giallo | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,25 ml, yellow cap
per coagulazione. 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

2599 Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, yellow cap for
coagulazione. 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

2529/R Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo rosa per PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, pink cap for
coagulazione. coagulation.

2595 Provette PP @13x75 mm, con Sodio Citrato 0,25ml, tappo giallo per PP test tubes @13x75 mm., with Sodium Citrate 0,25 ml, yellow cap for
coagulazione. coagulation.

2595/2 Provetta PP @13x75 mm, con 0,20 ml di Sodio Citrato per coagulazione, PP test tubes @13x75 mm, with 0,20ml of Sodium Citrate for coagulation, yellow
tappo giallo cap.

2525/32/BLU Provette in PP tappo blu con 0,25ml di Sodio Citrato 3,2%, CP;te“ tubes B13¢75 mm, with 0,25ml of Sodium Citate for coagulation, blue

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 @12x56 mm, con Sodio Citrato 0,25ml, tappo rosa PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, pink cap for
per VES. ESR.
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,1ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,1 ml, pink cap for

2600/1 VES ESR
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo nero | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, black cap

20Uy per VES. for ESR.

2601 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,25ml, tappo rosa PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,25 ml, pink cap for
per VES. ESR.

2602 Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, pink cap for ESR.

2603 Provette PP @16x100 mm, con Sodio Citrato 0,25ml, tappo rosa PP test tubes @16x100 mm., with Sodium Citrate 0,25 ml, pink cap

2605 Provette PP @13x75 mm, con Sodio Citrato 0,25ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,25 ml, pink cap for ESR.

2610 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,4ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,4 ml, pink cap for
VES. ESR.
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,4ml, tappo giallo PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,4 ml, yellow cap for

AT per VES ESR

2611 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,4ml, tappo rosa per | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,4 ml, pink cap for
VES. ESR.

2612 Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for ESR.

2615 Provette PP @13x75 mm, con Sodio Citrato 0,4ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, pink cap for ESR.

2615/TN Provetta PP @13x75 mm, con 0,4ml di Sodio Citrato per VES, tappo nero. PP test tubes @13x75 mm, with 0,4ml of Sodium Citrate for ESR, black cap.

2620 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,5ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,5 ml, pink cap for
VES. ESR.

2621 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,5ml, tappo rosa per | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,5 ml, pink cap for
VES. ESR.

2622 Provette PP @12x86 mm, con Sodio Citrato 0,5ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml, pink cap for ESR.

2625 Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,5 ml, pink cap for ESR.

2632 Provette @12x56 mm in PP, con 0,25ml di Sodio Citrato x 1 ml di sangue E:;)t?:rt ’t:_uéJ;s 0/12x56 mm., with Sodium Citrate 0,25 mi, pierceable black rubber

2635 Provette @13x75 mm in PP, con 0,4ml di Sodio Citrato x 1,6ml di sangue f;t?;: g;ss @13x75 mm., with Sodiim Citrate 0.4 ml, pleroeabie black rubber
Provette con sodio citrato 0,4 ml per 1,6 ml di sangue, per VES, tappo nero, | PP test tubes with sodium citrate 0.4 ml, for 1.6 ml of blood, for ESR, black cap,

2642
@13 x 75 mm @13x75 mm

2661/E/TB Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm

2662/E Provette @16 x 100 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @16 x 100 mm

2662/E/TB E;c;\;gtte 916 x 100 mm. in PMMA, con gel separatore + acceleratore, tappo PMMA test tubes with separating gel + clot accelerator, @16 x 100 mm, low cap

2662/E/TBR Provette @16 x 100 mm. in PMMA, con gel separatore + acceleratore, tappo | PMMA test tubes with separating gel + clot accelerator, @16 x 100 mm, red low
basso rosso cap

Mod DC-048/11.2019/4

Provette con anticoagulante e separatori di siero

03.08.2021

Blood collecting tubes and serum separators

Pag. 5 of 7




‘
Y A

AR
APTACAS?

DISPOSABLE DEVICES
FOR LABORATORY OF ANALYSIS

APTACA spA

Regione Monfora‘e, 30 -14053 CaneH' ’Asﬁ) ITALY
el: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92
e-mail: info@aptaca.com

www.aptaca.com - www.vacuaptaca. it

P.IVA: 00862050960 - Cod.Fisc.: 07520900155 -R.EA. MB 1167248

ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE

Annex 1 to Declaration of Conformity 98/79/CE

Cop. DESCRIZIONE DESCRIPTION

2662/TB Provette @16 x 100 mm. in PMMA, con gel separatore + acceleratore, tappo | PMMA test tubes with separating gel + clot accelerator, @16 x 100 mm, low cap,
basso, senza etichetta without label

2662/TM in prov.16x100 in metacr. x 10 mi di sangue Ymarrone ﬁmﬂgﬁttlzzte tlubes with separating gel + clot accelerator, @16 x 100 mm, low cap,

2663/E/TB E;Z\;zne SRR 0 separatori + accelerators, tappo PP test tubes with separating granules + clot accelerator, @13x75 mm, low cap

2664/E/TB E;Z\éztte Rl i separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @12x86 mm, low cap

2665/E Provette @13 x 75 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @13 x 75 mm

2665/E/TB E;Z\éztte TR con gel separatore + acceleratore, tappo PP test tubes with separating gel + clot accelerator, @13 x 75 mm, low cap

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

2666/E/TB Provette @16 x 100 mm, in PP, con gel separatore + acceleratore, con PP test tubes with separatine gel + clot accelerator, @16 x 100 mm., with label,
etichetta, tappo basso low cap.

2666/TB gel separ.+acc.in prov.16x100 pp x 10 m di sangue Z!; tce;[t) tubes with separatine gel + clot accelerator, @16 x 100 mm., with label,

2668/E Provette @12 x 86 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @12 x 86 mm

2668/E/TB E:;\;itte 12 x 86 mm. in PMMA, con gel separatore + acceleratore, tappo PMMA test tubes with separating gel + clot accelerator, @12 x 86 mm, low cap

2668/TB Provette @12 x 86 mm. in PMMA, con gel separatore + acceleratore, tappo PMMA test tubes with separating gel + clot accelerator, @12 x 86 mm, low cap,
basso, senza etichetta without label

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

2700 Provette @13x75 mm in PP con 0,3ml di Sodio Citrato per coagulazione, PP test tubes @13x75 mm with 0.3ml of Sodium Citrate for coagulation, with light
tappo azzurro in gomma perforabile blue cap in pierceable cap.

2700/2 Provette in PP tappo azzurro perforabile con 0,2 m di ;P test tupe; @13x75 mm with 0.2ml of Sodium Citrate for coagulation, with light

ue cap in pierceable cap.

2705 Provette in PP tappo blu con 0,35 ml di Sodio Citrato Zﬁ etecsat ptubes @13x75 mm with 0.35 ml of Sodium Citrate for coagulation, with

2710 Provette @12x56 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @12x56 mm with 0.25ml of Sodium Citrate, pink cap, two blood
freccia di riempimento per VES e coagulazione level for ESR and coagulation

2711 Provette @16x60 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @16x60 mm with 0.25ml of Sodium Citrate, pink cap, two blood
freccia di riempimento per VES e coagulazione level for ESR and coagulation

2712 Provette @12x86 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @#12x86 mm with 0.25ml of Sodium Citrate, pink cap, two blood
freccia di riempimento per VES e coagulazione level for ESR and coagulation

2715 Provette @13x75 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @13x75 mm with 0.25ml of Sodium Citrate, pink cap, two blood
freccia di riempimento per VES e coagulazione level for ESR and coagulation

3553/E Provette @16 x 100 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @16x100 mm

3554/E Provette @12 x 86 mm in PP, con acceleratore PP _test tubes with clot accelerator, @12 x 86 mm

3555/E Provette @13 x 75 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @13 x 75 mm

3556/E Provette @16 x 100 mm in PP, con acceleratore PP test tubes with clot accelerator, @16 x 100 mm

3558/E Provette @12 x 86 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @12 x 86 mm

3771/E/TB Provette @16 x 100 mm. in PP, con gel separatore, tappo rosso basso PP test tubes with separating gel, @16 x 100 mm, with low red cap

3772/E/TB Provette @13x75 mm. in PP, con gel separatore, tappo rosso basso PP test tubes with separating gel, @13x75 mm, red low cap

3773/E Provette @16 x 100 mm. in PP, con gel separatore PP test tubes with separating gel, @16 x 100 mm

3773/E/TB Provette @16 x 100 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separating gel, @16 x 100 mm, low cap

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

3774/E/TB Provette @12x86 mm. in PP, con gel separatore, tappo basso PP test tubes with separating gel, @12x86 mm, low cap

3775/E Provette @13 x 75 mm. in PP, con gel separatore PP test tubes with separating gel, @13 x 75 mm

3775/E/TB Provetta @13 x 75 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separatine gel, @13 x 75 mm, low cap

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

3778/E Provette @12 x 86 mm. in PP, con gel separatore PP test tubes with separating gel, @12 x 86 mm

3778/E/TB Provette @12 x 86 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separating gel, @12 x 86 mm, low cap

4875/E Provette @13 x 75 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/E Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/E/TB Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/ETB Provette con granuli + acc. per 5ml di sangue, in PP, PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/TRIE Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4878/E Provette @12 x 86 mm. in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @12 x 86 mm, light
azzurro blue cap

4878/TRIE Provette @12 x 86 mm. in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @12 x 86 mm, light red
rosso cap

4883/E Provette @13 x 100 mm in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 100 mm

Mod DC-048/11.2019/4

Provette con anticoagulante e separatori di siero

Blood collecting tubes and serum separators
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DISPOSABLE DEVICES
FOR LABORATORY OF ANALYSIS

APTACA spA
Regione Monforte, 30 -14053 Canelli (Asti) ITALY

Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92

e-mail: info@aptaca.com
www.aptaca.com - www.vacuaptaca. it

P.IVA: 00862050960 - Cod.Fisc.: 07520900155 -R.EA. MB 1167248

ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE

Annex 1 to Declaration of Conformity 98/79/CE

Cop. DESCRIZIONE DESCRIPTION

4883/E/TN Provette @13 x 100 mm in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @13 x 100 mm, black
nero cap

4884/E Provette @16 x 100 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @16 x 100 mm

4885 Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore PS test tubes with separating granules + clot accelerator, @16 x 100 mm

4885/E Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore PS test tubes with separating granules + clot accelerator, @16 x 100 mm

4885/R Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore, tappo PS test tubes with separating granules + clot accelerator, @16 x 100 mm, red
rosso cap

4886/E Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm

4886/TR/E Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm

4888/E Provette @12 x 86 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @12 x 86 mm

4888/EB P_rovette @12 x 86 mm. in PMMA, con granuli separatori + acceleratore, tappo PMMA test tubes with separating granules + clot accelerator, @12 x 86 mm,
bianco white cap

5975/E Provette @13 x 75 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @13 x 75 mm

5976/E Provette @13 x 75 mm. in PP, con granuli separatori PP test tubes with separating granules, @13 x 75 mm

5978/E Provette @12 x 86 mm. in PP, con granuli separatori PP test tubes with separating granules, @12 x 86 mm

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

5993/E Provette @13 x 100 mm in PP, con granuli separatori PP test tubes with separating granules, @13 x 100 mm

5995/E Provette @16 x 100 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @16 x 100 mm

5995/ER Provette @16 x 100 mm con granuli per 10ml di sangue, in PMMA, PMMA test tubes with separating granules, @16 x 100 mm

5996/E Provette @16 x 100 mm. in PP, con granuli separatori PP test tubes with separating granules, @16 x 100 mm

5998/E Provette @12 x 86 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @12 x 86 mm /

/
Provette con anticoagulante e separatori di siero
Mod DC-048/11.2019/4 Blood collecting tubes and serum separators Pag. 7 of 7
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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
orlf izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i in vitro.

_Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens!in natural orifice and in'surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the' manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect.to  body orifices (class /stenle)
Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the ceftification in force applicable.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

| /] 7 _ Dr. Ing. Roberto Cusolitg :
Data di Prima Emissione Data di Prima Emissione ITALCERT ~DatadiRinnovo Data di Scadenza,

{1f Fiist Issue Date-. First Issue Date [TALCERT Renewal Date Expiration Date
i 1998 07-23 . 2011-10-30 20/20-10—30 2023-10-29 ",

A Settore IAF14 29 = ACCREDIA ¢

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Slgnatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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8 I TALCERT

CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in the Rules for the cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |

First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it



HOLTSCH Medizinprodukte GmbH
In den Faltern 13 « D — 65232 Taunusstein
Germany

Declaration of conformity

This is to confirm that

the swab dispenser Quickpad®
containing fleece swabs, saturated with 70% isopropyl alcohol (V/V)

is

manufactured, packaged and sterilized in accordance with the rules of GMP and the
paragraph 13 of the GERMAN MEDICAL LAW.

These swabs are equal to a
Medical Device Class | (UMNDS Code15-252)
and are checked and released
conform to
the German Medical Product Law according to
the

Medical Device Directive 93/42/EEC
of the European Counsel.

Taunusstein, November 17", 2021

)ﬁ Medizinpr

M/ Yd Htrrns 2 Tauntsstein
a ﬂe zberg

(Certified Biologist)—"

U:\WINWORD\Zertifikate\conformity QP Medbryt.doc




LANDESDIREKTION
SACHSEN

BESTATIGUNG DER UBEREINSTIMMUNG EINES
HERSTELLERS MIT GMP

Teil 1

Ausgestellt nach einer Inspektion geméan

« Art. 111 (5) der Richtlinie 2001/83/EG

Die zustandige deutsche Uberwachungsbehérde
bestatigt:

Der Hersteller
HOLTSCH Medizinprodukte GmbH

Anschrift der Betriebsstatte
HOLTSCH Medizinprodukte GmbH
Leipziger StraBe 300

01139 Dresden

Deutschland

» Sonstiges:

Der Hersteller wurde im Rahmen der nationalen
Arzneimitteliiberwachung inspiziert in Verbindung mit
der Herstellungserlaubnis Nr.
DE_SN_01_MIA_2012_0045 gemaB Art. 40 der
Richtlinie 2001/83/EG umgesetzt in deutsches Recht
durch § 13 Abs. 1 Arzneimittelgesetz.

Aufgrund der aus der letzten Inspektion vom
27. November 2015 gewonnenen Erkenntnisse wird flr
die oben genannte Betriebsstétte des Herstellers die
Ubereinstimmung mit den Anforderungen der Guten
Herstellungspraxis festgestellt, die sich aus

« den Grundséatzen und Leitlinien der Guten
Herstellungspraxis geman
- Richtlinie 2003/94/EG

ergeben. /

<
DE_SN_01_GMP_2016_0003 1 3.0% 2016

<T)

Inferschrift: Klaus Hartmann

N Lreistaat

= SACHSEN

Zertifikat-Nr./Certificate no:
DE_SN_01_GMP_2016_0003

Aktenzeichen/Reference Number:
L24-5117/90

CERTIFICATE OF GMP COMPLIANCE OF A
MANUFACTURER

Part 1

Issued following an inspection in accordance with

« Art. 111 (5) of Directive 2001/83/EC

The competent authority of GERMANY confirms the
following:

The manufacturer
HOLTSCH Medizinprodukte GmbH

Site address

HOLTSCH Medizinprodukte GmbH
Leipziger StraBe 300

01139 Dresden

Germany

* Other:

The manufacturer has been inspected under the
national inspection programme in connection with
manufacturing authorisation no.
DE_SN_01_MIA_2012_0045 in accordance with Art.
40 of Directive 2001/83/EC transposed in the following
national legislation: Sec 13 para 1 Arzneimittelgesetz
(German Drug Law).

From the knowledge gained during the inspection of
this manufacturer, the latest of which was conducted on
27 November 2015, it is considered that it complies
with the Good Manufacturing Practice requirements
referred to in

« the principles and guidelines of Good Manufacturing
Practice laid down in
- Directive 2003/94/EC

Seite 1 von 3



Dieses Zertifikat bestatigt den Status der Betriebsstatte
zum Zeitpunkt der oben genannten Inspektion. Es
sollte nicht zur Bestatigung der Ubereinstimmung
herangezogen werden, wenn seit der genannten
Inspektion mehr als drei Jahre vergangen sind. Nach
Ablauf dieser Zeit sollte mit der zustandigen Behorde
Kontakt aufgenommen werden. Das Zertifikat ist nur
bei Vorlage samtlicher Seiten inklusive der Teile 1 und
2 gultig. Die Echtheit dieses Zertifikates kann ggf.
durch die ausstellende Behorde bestatigt werden.

DE_SN_01_GMP_2016_0003

13.01.2016

Unterschrift: Klaus Hartmann

This certificate reflects the status of the manufacturing
site at the time of the inspection noted above and
should not be relied upon to reflect the compliance
status if more than three years have elapsed since the
date of that inspection, after which time the issuing
authority should be consulted. This certificate is valid
only when presented with all pages and both parts 1
and 2. The authenticity of this certificate may be
verified with the issuing authority.
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Teil 2

* Humanarzneimittel

1 HERSTELLUNGSTATIGKEITEN

- Die erlaubten Herstellungstatigkeiten umfassen vollstédndige und
teilweise Herstellung (einschlieBlich verschiedener Prozesse wie
Umfillen, Abpacken oder Kennzeichnen), Chargenfreigabe und
-zertifizierung, Lagerung und Vertrieb der genannten
Darreichungsformen sofern nicht anders angegeben;

- Die Qualitatskontrolle und/oder Freigabe und/oder Chargen-
zertifizierung ohne Herstellungsschritte soliten unter den
entsprechenden Punkten spezifiziert werden;

- Unter der relevanten Produktart und Darreichungsform sollte
auch angegeben werden, wenn der Hersteller Produkte mit
speziellen Anforderungen herstellt, z.B. radioaktive Arzneimittel
oder Arzneimittel, die Penicilline, Sulfonamide, Zytostatika,
Cephalosporine, Stoffe mit hormoneller Wirkung oder andere
potenziell gefahrliche Wirkstoffe enthalten (anwendbar fir alle
Bereiche des Teils 1 mit Ausnahme 1.5.2 und 1.6).

1.1 Sterile Produkte

1.1.3 AusschlieBlich Chargenfreigabe
1.2 Nichtsterile Produkte

1.2.1 Nichtsterile Produkte

1.2.1.17 Andere nichtsterile Produkte
Alkoholtupfer

Part 2

* Human Medicinal Products

1 MANUFACTURING OPERATIONS

- authorised manufacturing operations include total and partial
manufacturing (including various processes of dividing up,
packaging or presentation), batch release and certification, storage
and distribution of specified dosage forms unless informed to the
contrary;

- quality control testing and/or release and batch certification
activities without manufacturing operations should be
specified under the relevant items;

- if the company is engaged in manufacture of products with
special requirements e.g. radiopharmaceuticals or products
containing penicillin, sulphonamides, cytotoxics, cephalosporins,
substances with hormonal activity or other or potentially hazardous
active ingredients this should be stated under the relevant product
type and dosage form (applicable to all sections of Part 1 apart
from sections 1.5.2 and 1.6)

1.1 Sterile Products
1.1.3 Batch certification only
1.2 Non-sterile products

1.2.1 Non-sterile products

1.2.1.17 Other non-sterile medicinal
product
alcoholic pads

13. Januar 2016

Name und Unterschrift des Bearbeiters der zustandigen

Behdrde
Fl f

Klaus Hartmann

Landesdirektion Sachsen

Referat 24, Pharmazie, GMP-Inspektorat
BraustraBe 2

04107 Leipzig

Deutschland

Tel.: +49(0)351 825-2411
Fax: +49(0)351 825-9201

DE_SN_01_GMP_2016_0003 13.01.2016

Unterschrift: Klaus Hartmann

13 January 2016

Name and signature of the authorised person of the
Competent Authority

Klaus Hartmann

Landesdirektion Sachsen

Referat 24, Pharmazie, GMP-Inspektorat
BraustraBe 2

04107 Leipzig

Deutschland

Tel.: +49(0)351 825-2411
Fax: +49(0)351 825-9201
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LANDESDIREKTION SACHSEN
09108 Chemnitz

LANDESDIREKTION
SACHSEN

; Freistaat
== SACHSEN

MANUFACTURER'S AUTHORISATION

(This English translation is for reference only. It is not part of the official certificate.)

1. Authorisation number/file number

2. Name of authorisation holder

3. Address(es) of manufacturing site(s)

4. Legally registered address of authorisation
holder

5. Scope of authorisation and dosage forms
6. Legal basis of authorisation
7. Name of responsible officer of the competent

authority of the member state granting the
manufacturing authorisation

8. Signature
9. Date

10. Annexes attached

DE_SN_01_MIA_2012_0045

Page 1 ol 6

DE_SN_01_MIA_2012_0045/Nr. 6/
24-5482.11/62

HOLTSCH Medizinprodukte GmbH

HOLTSCH Medizinprodukte GmbH
Leipziger StraBe 300
01139 Dresden

In den Faltern 13
65232 Taunusstein

ANNEX 1

Sect 13 para 1 Arzneimittelgesetz (German Drug
Law)

Edith Detlefsen

L. IR

09/27/2012

Annex 1

Annex 4 (Addresses of Contract Laboratories)

Annex 5 (Name of Qualified Person)

Annex 7 (Date of inspection on which authorisation
granted, scope of last inspection)

Annex 8 (Manufactured/ imported products authorised)

09/27/12 13:03:54




SCOPE OF AUTHORISATION Annex 1
Name and address of the site:
HOLTSCH Medizinprodukte GmbH, Leipziger StraBe 300, 01139 Dresden

Human Medicinal Products

AUTHORISED OPERATIONS
Manufacturing Operations (according to part 1)

Part 1 - MANUFACTURING OPERATIONS

-

- authorised manufacturing operations include total and partial manufacturing (including various processes of dividing up.
packaging or presentation), batch release and certification, storage and distribution of specified dosage forms unless
informed to the contrary;

- quality control testing and/or release and batch certification activities without manufacturing operations should be specified
under the relevant items:

- if the company is engaged in manufacture of products with special requirements e.g. radiopharmaceuticals or products
containing penicillin, sulphonamides. cytotoxics, cephalosporins, substances with hormonal activity or other or potentially
hazardous active ingredients this should be stated under the relevant product type and dosage form (applicable to all
sections of Part 1 apart from sections 1.5.2 and 1.6)

1.1 | Sterile Products

1.1.3 Batch certification only

1.2 | Non-sterile products

1.2.1 Non-sterile products

1.2.1.17 Other non-sterile medicinal product
alcoholic pads

Any restrictions or clarifying remarks related to the scope of these Manufacturing operations

This Authorisation is according with the site plans of manufacturing rooms with list of room numbers
and classification dated 16 July,2009.

DE_SN_01_MIA_2012_0045 Page 2 of 6 09/27/12 13:03:54




Annex 4

Address(es) of Contract Laboratories Li-iL GmbH Arzneimittel Arzneib&der
Leipziger Strasse 300
01139 Dresden

- total quality control without sterility and microbiological
testing

SGS Institut Fresenius GmbH
Im Maisel 14
65232 Taunusstein

- Sterility Testing in accordance with Pharm Europ. 2.6.1
- Microbiological Testing non-steril products in accordance

with Pharm Europ. 2.6.12 Total viable aerobic count of
non-sterile intermediate

DE_SN_01_MIA_2012_0045 Page 3 of 6 09/27/12 13:03:54




Annex 5

Name(s) of Qualified Person(s) Mrs. Dr. Karin Beck-Piotraschke

Mr. Malte Hertzberg

DE_SN_01_MIA_2012_0045 Page 4 of 6 09/27/12 13:03:54




Annex 7

Date of Inspection on which 09/01/2011
authorisation was granted

Scope of last Inspection Quality Management, Personnel, Premises and Equipment,
Documentation, Contract Manufactore and Analysis,
Complaints and Product Recall, Self Inspection

DE_SN_01_MIA_2012_0045 Page 5 of 6 09/27/12 13:03:54




Annex 8

Products authorised to be manufactured/imported (in accordance with Article 41 and 42 of Directive
2001/83/EC and/or Article 45 and 46 of Directive 2001/82/EC, as amended).

Quickpad® Tupfer

DE_SN_01_MIA_2012_0045 Page 6 of 6 09/27/12 13:03:54







HOLTSCH Medizinprodukte GmbH
D 65323 Taunusstein ¢ Germany

To whom it may concern

The product line of our swab dispenser is ruled differently according to the claim which is
posted on the product. In Germany both is possible.

It depends on the claim you choose. If the claim is for disinfecting the skin before an
injection, etc, it is ruled by the AMG (German Drug Law). If we sell Quickpad just for
cleaning the skin Quickpad is ruled as a cosmetic (for example like make up remover).

We produce and sell ,Quickpad® in Germany under the regulations of the German Drug Law
(Arzneimittelgesetz AMG).

The European market and the European regulations (i.e. Guideline-for medical items-
93/42/EWG), are converted in Germany into the Medizinproduktegesetz (MPG).

There is a difference between these two regulations.

The AMG (strictly national) covers all products which have a pharmaceutical effect.

The MPG covers all products which are not drugs but support drugs or have a physical (not
a pharmaceutical) effect, like for example our tourniquet. The MPG fulfils the guideline
93/42/EWG. MPG, items have to bear the CE signet.

As mentioned before it depends on the claim you choose. If the claim is for disinfecting the
skin before an injection, etc., it is a drug and ruled by the AMG. For this reason we have the
permission to produce and to market this product under AMG ( CE-signet is not possible in
this case). The product has to be labeled strictly with the original HOLTSCH label

If your claim is for cleaning the skin, it is considered as a cosmetic item and is ruled by the
cosmetic act and has no CE signet and no special permission as per the AMG is necessary.
This is also possible in Germany.

Most of our customers do not declare Quickpad as a drug because they might run
through some kind of registration with their ministry of health. They prefer to use
Quickpad like a cosmetic and as explained above there is no possibility of a CE-signet
on the product.

Maybe the regulations in other countries are different.

If so, please let us know.

Taunsstein, ep}émberO?, 2021
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HOLTSCH MED
Quality. Safety. Trust.

Quickpad

The Quickpad alcohol swab dispenser,
being sterile and physiologically verified
as harmless, is ideal for cleaning and
disinfecting the skin.

The active agent 2 propanocl acts as an
effective, "mild on skin” disinfecting agent.
The "swab tear-off" ready to use system
allows for the single use of the swab. This
makes Quickpad not only economical but
also efficient in its use.

The lid of the Quickpad alcohol swab
dispenser container seals air-tight,
keeping the alcohol swabs moist and
sterile. As a result, the swab dispenser has
a particularly long shelf life of 24 months.

Quickpad is supplied ready for use and
with its simple operation, can be used by
specialists as well as patients for cleaning/
disinfecting the skin. An ideal product for
diabetics and other users of self-injection
syringes. Additionally, it is always possible
through the transparent container to see
the fill level and it is suitable for self-
application by the patient.

Holtsch T +49 6128917177
Medizinprodukte GmbH  F  +40 6128 44742
In clen Faltern 13 M info@holtsch-med.com

D-65232 Taunusstein W holtsch-med.com
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CERTIFICATE OF REGISTRATION

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire RG6 4UT UNITED KINGDOM

UL LLC®(UL) issues this certificate to the Firm named above, after assessing the Firm’s quality system
and finding it in compliance with:

ISO 13485:2016
EN ISO 13485:2016

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

Authorized by

it

Michael J. Windler, P.E.

4426 Manager of Global Regulatory Service

Distinguished Member of the Technical Staff
Life and Health Sciences, UL LLC

’;’II”

Check Certificate
Status: here

File Number A12241 Cycle Start May 23, 2020
Certificate Number 1458.200523 Effective Date May 23, 2020
Initial Issue Date June 26, 2018 Expiry Date May 22, 2023

This quality system registration is included in UL’s Directory of Registered Firms and applies to the provision of
goods and/or services as specified in the scope of registration from the address(es) shown above. By issuance of
this certificate the firm represents that it will maintain its registration in accordance with the applicable
requirements. This certificate is not transferable and remains the property of UL LLC.

UL LLC
333 Pfingsten Road
Northbrook, IL 60062-2096 USA

00-MB-50043 Issue 16.0 UL and the UL logo are trademarks of Underwriters Laboratories Inc. © 2018


https://database.ul.com/certs/PDWS.A12241.pdf
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GREAT BRITAIN 1434

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-lgG 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 1gG Rabbit Anti-Human 1gG Colourless None
Clear
Anti-Human IgG Rabbit Anti-Human IgG Green Patent Blue
Green and Tartrazine

STORAGE

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

SAMPLE 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

The reagents are intended for in vitro diagnostic use only.

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

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

Do not use the reagents if a precipitate is present.

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

disposable gloves and a laboratory coat.

The reagents have been filtered through a 0.2 um 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.

agrwONE
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2. The antiglobulin techniques can only be considered valid if all negative
tests react positively with 1gG 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 50ul
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).

1gG sensitised red cells i.e. Lorne Coombs Control Cells (Cat # 970010).
Inert antibody i.e. Lorne Inert AB Serum (Cat # 110010).

Low lonic Strength Solution (LISS): Containing 0.03M NaCl, 0.003M
NazHPO4: NaH2PO4 buffer pH 6.7 at 22°C + 1°C 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 37°C + 2°C.

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.

Add 2 volumes of Lorne Anti-IgG to each dry cell button.

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)

wnN

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 37°C 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.

Add 2 volumes of Lorne Anti-IgG to each dry cell button.

Mix thoroughly and centrifuge all tubes for 20 seconds at 1000 rcf or for a

suitable alternative time and force.

Gently resuspend red cell button and read macroscopically for agglutination

LISS Indirect Antiglobulin Technique (LISS IAT)

o o

Prepare a 1.5-2% suspension of washed test red cells in LISS.

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 37°C 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

NE O

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.

Page 1 of 2



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-Fy? 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-lgG 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 use®.

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 AHG (AHG)
tests: optimum conditions and quality control. Haematologia 1988; 21(1): 3-
16.

5. Guidelines for the Blood Transfusion Service in the United Kingdom, 6™
Edition 2002. The Stationary Office.

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

AVAILABLE REAGENT SIZES

Vial Size Catalogue Number Tests per vial
Lorne Anti-Human 10 ml 401010 100
IgG (Clear) 1000 ml 401000* 10,000
Lorne Anti-Human 10 ml 402010 100
IgG (Green) 1000 ml 402000* 10,000

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

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire, RG6 4UT

United Kingdom

Tel: +44 (0) 118 921 2264

Fax: +44 (0) 118 986 4518

E-mail: info@lornelabs.com

EC Advena Ltd. Tower Business Centre, 2" FIr.,
Tower Street, Swatar, BKR 4013, Malta
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ANTI-HUMAN GLOBULIN (AHG)

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

&b LORNE

\J LABORATORIES

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 - 8°C on receipt. Prolonged storage at
temperatures outside this range may result in accelerated loss of reagent
reactivity. This reagent has undergone transportation stability studies at 37°C
and —25°C as described in document BS EN IS0 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.

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

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

. Do not use the reagents if a precipitate is present.

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

. The reagents have been filtered through a 0.2 um 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
. Itis 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.

o abswN

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 50ul 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).

lgG sensitised red cells e.g. Lorne Coombs Control Cells (Cat # 970010).
Inert antibody e.g. Lorne Inert AB Serum (Cat # 110010

Low lonic Strength Solution (LISS): Containing 0.03M NaCI 0.003M
Na2HP0O4: NaH2P04 buffer pH 6.7 at 22°C + 1°C 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 37°C + 2°C.

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
resur?pend each cell button after each wash. Completely decant saline after last
wash.

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

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

. Gently resuspend red cell button and read macroscopically for agglutination

. Indirect Antiglobulin Technique (NISS IAT)

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

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

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

. 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.

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

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

Aw Mo A~ W

. Gently resuspend red cell button and read macroscopically for agglutination

5
6
7
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 37°C 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.

. A positive DAT due to complement sensitisation may not reflect in vivo
complement fixation if test cells are from a refrigerated clotted specimen.

. Inadequate washing of red cells in the indirect antiglobulin techniques may
neutralise the AHG reagent.

. Following completion of the wash phase excess residual saline may dilute
the AHG Elite, reducing its potency.

. 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:

[ I NN )
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» Contamination of test materials o
* Improper storage, cell concentration, incubation time or temperature
* Improper or excessive centrifugation

SPECIFIC PERFORMANCE CHARACTERISTICS

. 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-lgG and anti-C3d potencies have been tested against the following
minimum potency reference standard obtained from the National Institute
gg Béglé)gical Standards and Controls (NIBSC): Anti-AHG reference standard

3. Anéi-((})gg potency is demonstrated in tests employing cells coated with C3d
an .

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 de\{izations from the Recommended Techniques should be validated prior
to use'2.
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AVAILABLE REAGENT SIZES

Vial Size __Catalogue Number Test Per Vial
Lorne AHG Elite 0mi 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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MONOCLONAL BLOOD GROUPING REAGENTS.

DIRECTIONS FOR USE
Anti-D Duoclone Monoclonal:

&b LORNE

\J LABORATORIES

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

SUMMARY

The Rh blood group system was discovered in 1940. The D antigen is the most
clinically 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 %® Afro-Americans %
+ RhD +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 D"'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
9%) 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 D) and a high proportion of weak D (D¥) 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 / 19G Cell Line / Clone
IgM RUM-1
19G MS-26

WEAKENED EXPRESSION OF THE RhD ANTIGEN

The collective term DY 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. D" 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 DV cells. This
reagent will detect D and partial D cells in the IAT phase.

STORAGE

Reagent vials should be stored at 2 - 8°C on receipt. Prolonged storage at
temperatures outside this range may result in accelerated loss of reagent
reactivity. This reagent has undergone transportation stability studies at 37°C
and —-25°C as described in document BS EN 1SO 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 2-8°C. Samples
displaying gross haemolysis or microbial contamination should not be used for
testing. Blood samples showing evidence of lysis may give unreliable results. It is
preferable (but not essential) to wash all blood samples with PBS or Isotonic saline
before being tested.

PRECAUTIONS

1. The reagent is intended for in vitro diagnostic use only.

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

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

. Do not use the reagent if a precipitate is present.

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

. The reagent has been filtered through a 0.2 um capsule to reduce the bio-
burden, 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.

o abswN

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

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

. 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.

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

. 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
1gG 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 37°C + 2°C.

Glass microscope slides or white card tiles.

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

1gG 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 37°C + 2°C.
Ortho 0.8% Red Cell Diluent.

Plate shaker.

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

Test tube centrlfuge

Validated “U” well microplates.

Volumetric pipettes.

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

ECOMMENDED TECHNIQUES (NOT CATEGORY D)

. Tube Technique

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

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

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

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

temperature.
6. Following incubation, repeat steps 3 and 4.
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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: 50yl test red cell suspension and 25ul
Lorne Duoclone reagent.

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

5. Read macroscopically for agglutination.
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. Ortho BioVue Technique (Neutral cards)

. Prepare a 0.8% suspension of red cells in 0.8% Ortho Red Cell Diluent

. Remove aluminium foil from as many reaction chambers as needed.

. Place in appropriate reaction chamber: 50ul of red cell suspension and 40ul
of Lorne Duoclone reagent.

. Centrifuge cassette(s) in an Ortho BioVue System Centrifuge.

. Read macroscopically for agglutination.

. Microplate Technique, using “U” wells

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

. Place in the appropriate well: 1 volume of Lorne Duoclone reagent and 1
volume of red cell suspension.

. Mix thoroughly, preferably using a microplate shaker, taking care to avoid
cross-well contamination.

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

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

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

. Read macroscopically or with a validated automatic reader.

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

Slide Technique

. 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).

. Place on a labelled glass slide or card tile: 1 volume of Lorne Duoclone

reagent and 1 volume of red cell suspension.

. Using a clean applicator stick, mix reagent and cells over an area of about

20 x 40 mm.

. Slowly tilt the slide back and forth for 30 seconds, with occasional further

mixing during the 1 minute period, maintaining slide at room temperature.

. Read macroscopically after 1 minute over a diffuse light and do not mistake

fibrin strands as agglutination.

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

ECOMMENDED TECHNIQUES (TO DETECT CATEGORY D)
Indirect Antiglobulin Technique (IAT)

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

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

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

Wash 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.

Add 2 drops of AHG or anti-IgG to each dry cell button.

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

Resuspend each cell button and read macroscopically.

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

Bio-Rad-ID Technique (LISS/Coombs cards)
Prepare 0.8% suspension of red cells in ID-CellStab or ID-Diluent 2.
Remove aluminium foil from as many microtubes as needed.
Place in appropriate microtube: 50ul of red cell suspension and 25ul of
Lorne Duoclone.
Incubate the ID-Card(s) for 15 minutes at 37°C.
Centrifuge the ID-Card(s) in a Bio-Rad gel card centrifuge.
Read macroscopically for agglutination.

Ortho BioVue Technique (AHG/Coombs cards)

. Prepare a 0.8% suspension of red cells in 0.8% Ortho Red Cell Diluent.

. Remove aluminium foil from as many reaction chambers as needed.

. Place in appropriate reaction chamber: 50ul of red cell suspension and 40ul
of Lorne Duoclone.

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

. Centrifuge cassette(s) in an Ortho BioVue System Centrifuge.

. 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
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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.

. Stored blood may give weaker reactions than fresh blood.

. False positive agglutination may be seen when testing IgG sensitised cells.

. 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
. 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 dgviations from the Recommended Techniques should be validated prior
to use®.
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AVAILABLE REAGENT SIZES
Vial Size Catalogue Number Tests Per Vial
10 ml 740010 200
1000 mI 740000* 20,000
5000 mI 740000%X5* 100,000

*This size is For Further Manufacturing Use (FFMU) only and is therefore not
CE marked
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ISO 13485:2016

with additional regulatory requirements listed on final page of this certificate.

The design and manufacture of in vitro diagnostic reagents for the detection of the blood groups.
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Manager of Global Regulatory Service
Distinguished Member of the Technical Staff
UL Life and Health Sciences
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Cepmucpuxam ev10an na ocHo8aHUU PewteHUs KOMUCCUU 8 CUCMeMe dobposonbHou cepmupurayuu
«Meorcoynapoousie Texnonoeuu Cmanoapmusayuu» om 27.04.2020
3apezucmpupoean 6 Peecmpe ayoumopos enympennux npoGepoK cucmemvl 006PO6ONLHOU
cepmucpukayuu «Mexcdynapoonsie Texrnonoeuu Cmandapmuzayuuy IIpomokon Ne 04 om 28.04.2020



CHCTEMA J106POBOJILHOH CEPTUOUKALIAHA
«MEXJAYHAPO/IHBIE TEXHOJIOI'MU CTAHJIAPTU3 AL

3aperucTpHpoBaHa B €/IHOM PEECTPE CHCTEM 100POBOILHOI cepTUhUKAITUHU
Perucrpannonnsiit Ne POCC RU.31763.04K0D2

Per. Ne VCS-IST.0S3.RU.0001.02.15
Opran no ceprupuxannun OO0 «Ilapagurma»
Anpec: 191014, r. Cankr-Ilerep6ypr, backos nep., 1. 13-15, mut. A, nom. 42 H
Tein: 8 (812) 425-34-39 jso.sds@mail.ru

CEPTH®UKAT COOTBETCTBUS IIEPCOHAJIA

Per. Ne VCS-IST.SS.RU.1140.04.20

Hacrosmmit ceprudukar ygocrosepser, 4to

EpbiieB Poman Muxaiiiosuy
Coorsercryer tpeboBanusam CIC «MTC» npetbaBaseMbiM K
BHYTPEHHUM AY]IUTOPAM
110 HAaNPaBJICHHIO
FOCT ISO 13485-2017 (ISO 13485:2016)

Hacrosmmii ceprudukar npeiocTaBiseT npaBo Ha IPOBE/ICHHE BHYTPEHHHUX IIPOBEPOK
CHCTEMBbI MEHE/DKMEHTA Ka4eCcTBa NPOAYKIIHH MEIUIMHCKOI0 Ha3HAYCHUS

Jlara Beixaun: 28.04.2020 A \ . Cpox aeiieTsus 110: 28.04.2023

PyxkoBoauTesnb oprana: | IKenepr:
: A B | | ‘ i '/I S .‘ =
Masunosckuit 3.1, Anaduen A.P.

Cepmughuram évi0an Ha OCHOBAHUU PEUIeHUs KOMUCCUU 8 CUCTEME 006p08o.IbHOU cepmughukayuu
«Meawcdynapoonwie Texnonoeuu Cmandapmusayuu» om 27.04.2020
3apezucmpuposan ¢ Peecmpe ayoumopoe e1ympennux npoeepox cucmemvi 006poconbHOU
cepmugpurayuu «Mexcoynapoonsie Texnonozuu Cmandapmusayuuy» lIpomokonNe 04 om 28.04.2020



CUCTEMA JIOBPOBOJIbHOH CEPTHUOUKAIINH
«MEKJYHAPO/IHBIE TEXHOJIOI'MA CTAHJAAPTH3ALIUHN»
3aperucrpupoBana B CJIMHOM PEECTPE CUCTEM JI0OPOBOIBHOI cepTHhUKALIMH
Perucrpannonnsiit Ne POCC RU.31763.04K052

Per. Ne VCS-IST.0S3.RU.0001.02.15
Opran no ceprupurkamnn OO0 «Ilapaanrmar»
Anpec: 191014, r. Caukr-IlerepOypr, Backos nep., 1. 13-15, nut. A, nom. 42 H
reir: 8 (812) 425-34-39 iso.sds@mail.ru

CEPTUD®HUKAT COOTBETCTBUS ITEPCOHAJIA

Per. Ne VCS-IST.SS.RU.1141.04.20

Hacrosmmit ceprudukar yJ1ocroBepser, 410
IOmenko Kpucruna BajepneBna

CootsercrByet TpedoBanuim CJIC «MTC» npeapasiseMbIM K
BHYTPEHHUM AYJIUTOPAM
10 HAIIPaBJICHHUIO
I'OCT ISO 13485-2017 (ISO 13485:2016)

Hacrosiiuil cepTuduKar npe10CcTaBseT PaBo Ha IPOBEJICHHE BHYTPEHHHX IIPOBEPOK
CHCTEMBI MEHEKMCHTA Ka4eCTBa NPOJYKIHH METHIHHCKOrO Ha3HAYEHHS

Hara peiaaun: 28.04.2020 | "\ Cpoxk neiicrBust 10: 28.04.2023

PykoBoauTeIL oprana: 4 04 'E)Kcnep;l;:}

4
A
A A7

Anaduer A.P.

MaJlHHOBCKHMiA AT.

Cepmuchuxam 6v10an na 0OCHOGAHUU PEUIEHUA KOMUCCUL 6 CUCmeme D0OPOBOLHOL cepmugdurkayuu
«Medicoynapoonsie Texnonoeuu Cmanoapmusayuu» om 27.04.2020
3apezucmpuposan ¢ Peecmpe ayoumopos 61ympeniux npoeepox cucmems Q0OposonbLHOU
cepmugpurayuu «Medxncoynapoonsie Texnonozuu Cmanoapmuzayuuy» Ipomoron Ne 04 om 28.04.2020



CUCTEMA JIOBPOBOJILHOM CEPTU®HUKAIIUU
«MEX/IYHAPO/IHBIE TEXHOJIOI'MUA CTAHJIAPTU3ALIUU»

3aperucTpupoBaHa B €IMHOM PEecTpe CUCTeM J00POROILHOIM cepTHhHUKAIN
Perucrpanmonnsiit Ne POCC RU.31763.042K0D2

Per. Ne VCS-IST.OS3.RU.0001.02.15
Opran o ceprupuxannun Q00 «llapaaurmay
Anpec: 191014, r. Cankr-IlerepOypr, Backos nep., 1. 13-15, aur. A, nom. 42 H
Tex: 8 (812) 425-34-39 iso.sds@mail.ru

PA3ZPEILNEHHUE
Per. Ne VCS-IST.SS.RU.0215.04.20
HA IITPUMEHEHMUWE 3HAKA_‘CO0TBETCTBHH
CUCTEMBI JOBPOBOJILHOHU CEPTUOPHUKAIIUH
«EBPABUNCKHNH COI03 CEPTUOUKAIITUN»
PA3SPEIIEHUWE BLIJAHO
000 «Meaukiaon»
Anpec: 127276 Mocksa, botanuveckas yii, oM 35

HMHH 7719191607 OI'PH 1027700153766

HA OCHOBAHHWHU CEPTUDHUKATA
Per. Ne VCS-IST.SS.RU.0215.04.20

Jdara Boigaun: 28.04.2020 . : "' Cpok aeiicteus go0: 28.04.2023

YeaoBus npuMeHeHns 3HAKA COOTBETCTBHS:
CDHPMEHHBIQ OJaHKH NPCANPHATHA, TOTOBOPLI, PEKIAMHBIC H Nne"aTHbIC H3dHHA

PykoBoauTe/ih oprana I EA Manunosckuii .1




* . ’, w. SYSTEM OF
- INTERNATIONAL
: . CERTIFICATION

CERTIFICATE

of Quality Management System

SIC.MS.094.1S013485.1332 dated 11.03.2020 till 10.03.2023

The Certification Center “International Agency Certification” hereby
certifies that the Quality Management System of

«Mediclone»
Limited Liability Company

35, Botanicheskaya, Moscow, Russian Federation, 127276

Concerning:

production of medical devices, namely: Reagents and sets of
reagents for the determination of human blood groups of ABO

Rhesus and Kell systems, as well as antigens and antibodies of the
Rhesus system

EN ISO 13485:2016

“Medical devices. Quality management systems.
Requirements for regulatory purposes”

Date of Certification: 11.03.2020
Date of Expiry: 10.03.2023

subject to annual approval
2021r. - till 11.02.2021
2022r. - till 11.02.2022

SIC.MS.094.1S013485.1332

International Certification Agency, 109444, Russian Federation, Moscow, 10 Samarkandsky blvd., Bldg. 1, Apt. 62,
Tel./fax: +8 (903) 223-25-69, Notification letter SIC.02.094,

S.1.C. Global Inc., 346 WIGSTON DR, Suite 4, NORTH BAY, ONTARIO, P1A 1X3, CANADA http://sic-global.com



/ . SYSTEM OF
== W -l INTERNATIONAL
CERTIFICATION

CEPTVIOVIKAT

Ha CUCTEMY MEHEeOAXMEHTa Ka4yeCTBa
SIC.MS.094.1S013485.1332 ot 11.03.2020 go 10.03.2023

OpraH ceptudmkaumm “MexxayHapogHoe AreHtcTBo Ceptudunkaumm”
HaCTOSILLUM CePTUMDUKATOM MOATBEPXHAAET, UTO CUCTEMA MEHEM)KMEHTA

Ka4eCTBa

<MeaAuUkKNoH»

O6LecTBo C OrpaHU4YEeHHOW OTBETCTBEHHOCTbIO

127276 Poccuickan Pepepauma, Mocksa, yn. botaHuueckas, aom 35

NMpuMeHnTENbHO K

NpPOun3BOACTBY U34E/UN MEeAULMHCKOro Ha3HavyeHus, a
MMeHHO: «PeareHTOB 1 HabopoB peareHToB A/
onpeaesieHMA rpynn Kposu YyesnoseKa cuctem ABO Pesyc u
Kenn, a TakKe aHTUreHoB U aHTUTEN cucTembl Pesycy

COOTBETCTBYeT TpeboBaHMAM MexaAyHapoAHOro craHaapra

EN ISO 13485:2016

“Uspenna meguumHckme. Cuctembl MeHeAKMEHTa KayecTBa.

CucremHblie TpeboBaHua gna ueneu perynmpoBaHusa”
[aTta ceptuduKkauum: 11.03.2020r.
[JeiictButeneH go: 10.03.2023 r.

npu yCAOBUU €XKETOAHOTO MOATEEPXKACHHUS
2021r. - po 11.02.2021
2022r. - po 11.02.2022

T.P. Morpe6bHasn

PykoBogutenb opraHa

SIC.MS.094.1S013485.1332

OC «MexpyHapogHoe AreHTcTBo CepTudukaumum», ceuaetenscTso Hotudukaumm:

SIC.CB.643.094 ot 21.03.2019 r., 109444, Poccuiickan Peaepaums, r. Mocksa, 6-p CamapkaHackuii, 4.10,
Kopnyc 1, KB. 62, Tesi./®akc: +7(903) 223-25-69, BbiaaHHbii S.1.C. Global Inc., 346 WIGSTON DR, Suite 4, NORTH BAY, ONTARIO, P1A 1X3, CANADA

http://sic.com.ua

ISO 13485|



000 "MeankaoH”

MEﬂH K”OH 127276 Mockea, BotaHuseckas ya. 35, i +7495231-2272  +7499 502-1214

MACNOPT-CEPTUDUKAT MMPOUIBOAUTEAS

Ha «Habop peareHTOB AAs ONpeAeAeHU] Py KPOBK YeAOBeKa cucTtem
ABO, Peayc u Kell» no TY-9398-101-51203590-2009
Ionuknon antu — A — MoHOKNoOHATLHEIE(IgM) aHTHTENa K aHTHTEHY A;
Ionuknon anti — B — MOHOKOHanLHBIe aHTUTENA (IgM) K aHTUreRy B;
Ionwknor autn — AB — MoHOKIOHanbHbIe aHTHTeNa (IgM) k anTurenam A u B

Pervcipaumontoe yaoctoseperme Ne ®CP 2009/06043 or 05 Hosbps 2009r.

Haumenosanue: Llonuwior AHTH-A Bo ¢akonax 1o 10 MII ¢ kpacHBIMH

KPBIIIKaMH
Cepusi: 221511 Eaununa: 100 M
Hsrotoenen: 07.11.2022 KoaunyecTeo eaunun 50
Tonen no: 07.11.2024 O6bem cepun: 10000 M.

IMacnopr: A221511 o1 07.11.2022

HanmenosaHve Peayastarhi
nokasareas Hopma no TV VCTHTAQHUA
1. BHewHua Bua
1.1 UoAvKAOH aHTH-A Mpo3paYHad XMAKOCTE KDACHOTO LIBETA, Coareercreyer
1.2 LioAvikaoH aHTU-B MPO3POYHA XMAKOCTL CUHEro LIBETA,
1.3 LloavkacH aHTn-AB Mpo3payHos BecURETHAR MAV CAETKA OKPAWEHHAR KUAKOCTb.
2. Ceponornyeckrie
CBONCTBQ
2.1 CrieundprurHoCTs LloAMKAOH QHIU-A HE AOAKEH AQBATL AFTAITUHALMM C Coorsercrayer
spurpountamu rpynn Bl v O(l)
Lloankaon aHtu-B He aAoAkeH AQBATE QIfATUHOLIM C Coorsercrayer
apuTpountTamu rpyan All) n O[l)
2.2 FeMafrAITMHPYIOLLOS LloAnkaoH QHTM-AB HE AOAXEH AQBATL QIfATMHALMK C Coorsercrsyer
crocobHoct sputpounTamy rpynne Off)
AITAIOTUHOUWS HO MACCKOCTH 3puTpoumnTos Al u B ¢ Coomercrayer
COOTBETCTBYIOLLMMM LIOAMKAOHAOMM AOAXHG MORBUTLCS HE
nosaHee 10 cex. nocae CMEeLBaHNS o
2.3 Tvp TP LIDAVIKAOHG OHTW-A B pEaKUMM QrTAIOTUHALMM HG MACCKOCTU Coormercrayer
¢ apvpoumtamn pyms Al 1:32 - 1:64 1:32-1:64
Turp Lioavkaora Qe & pecikiian ATAGTIHALIMM Ha nrockocT | Cootaercrayer
c sputpoLmMtamtipyans Bl 1:64 B! 1:64
Tuip Lk)mmqﬁ"ci GHTA-AB B DECKUMM QITAISTH Coorserciayer
1:32-1:64

wtpourTami ipynn Al 1:32 - 14
Lioankaon coorsetcTeyet TpeosaHmsv Ty -

Saseayiowas
OTK OO0 «MeanKkAoH»



000 "MeankaoH”

MEHH K”OH 127276 Mocksa, Boranudeckas ya. 35, b +7495 2312272 47499 502-1214

MACNOPT-CEPTUDUKAT MPOUIBOAUTEAS

Ha «HaBop peareHToB A% ONPEASASHNA IPYNN KPOBM YEAOBEKA CHCTEM
ABO, Pe3yc u Kell» no TY-9398-101-512035590-2009
HonuknoH antu — A — MoHOKNoHaTEHBIE(IgM) aHTHTeNa K aHTHIEHY A;
onuknoH antu — B — MoHokNoHanbHeIe anThTena (IgM) k anTureny B;
Honuknor aute — AB — MoHoKnoHansHEe aHTuTena (IgM) k anTrenam A u B

Perncipauontoe yaoctosepere Ne CP 2009/06043 ot 05 Hosbps 2009r.

HanmenoBanme: Llonuxion Auti-B Bo dnakoHax 10 10 Myl ¢ CHHUMH KpBIIIKaMu

Cepna: 221410 Eaunnua: 100 M
Harorosnen: 10.10.2022 Koanuecteo equuun 50
Tonen go: 10.10.2024 O6nem cepan: 10000 M.

Hacnopt: B221410 or 10.10.2022

Havmerosahue PeayastaTsl
nokosares Hopma no TV WCNTaHWIA
1. BHewWwHWA sua,
1.1 LoavkaoH aHTH-A Mpo3paYHOR KMAKOCTL KPACHOTO LBETA. Coorsercrayer
1.2 Uoanaon avu-B MPpO3paYHas XNAKOCTE CUHErO LBETA.
1.3 LloamkaoH aHtv-AB Npo3pauHos BECUBETHAN AW CAEIKA OKPALIEHHOH XUAKOCTS.
2. Ceponormyeckue
cBOCTBA
2.1 CneumdpmryHocTs HoamkaoH aHV-A HEe AOAKEH AQBQTL AITATUHALMK C Cooreercrayer
aputpoumtami rpynn Billy n O(t}
LoavkaoH aHI-B He aomkeH AQBGTE QIFAIDTMHALIM C Coorsercrsyet
aputpoumnrami rpynn A{l) n O(l)
2.2 leMarrAioMHYpYoLLas LoAVKAOH OHTM-AB HE AOAXEH AGBATL QITAITMHALWYM C Coormetcmyer
cnocobHocs aspwpouvtamy rpynne Ofl}
AITAIGTMHOLIMS HA MACCKOCTV 3putpountos Al nB ¢ Coorerciayer
COOTEETCTBYIOLLIMMU LIOAVKACHOMU AOAXKHO MOSBUTLCA HE
nosaxee 10 cex. HOcAe CMeLmMaaHus
2.3 Tvip Turp UoankaoHa OHIu=A-8® peﬂxuubi QTAOTVHAUMM HO MAOCKOCTM Coorsercrayer
c spmpoumoma-rﬁyrm Al 132 - 1i6d 1:32-1:64
Twip Liomxmno OHTH-‘B B peor:lmm TITACTHHOUMM HQ NAOCKOCTH Coorgercrsyer
c wgﬂmw roynne BYIll) 1:64 " 1:64
Tvip Llomm‘ﬁa aHTK-AB 8 peCKLMK QIFAIGTMHEOUWK HG Coomerciayer
NACCKOGTH C gDMrpotusramu geiin Alll) L 32 1 64 v B(IM) 1:64 1:32-1:64
LloankaoH cooteetcteyet Tpebosaism TV 015 1_203590-2009
WA \ I8
A .y
3aseayowas Qe
OTK OO0 «MeaUKAOH» K.B. IOweHko



000 "MeankaoH”

MEHHKIIOH 127276 Mockeq, Boraruseckan ya 35, id  +7495231-2272  +7499502-1214

NACNOPT-CEPTUDUKAT MPOU3BOAUTEAS

Ha «<Habop peareHToB AT OnpeAeAeHns rpynn KPOBK YOAOBEKQ CncTem
ABO, Peayc u Kell» no TY-9398-101-51203590-2009
IMonukaor aHTH — A — MOHOKIIOHANBLHEIE(IgM) aHTHTENa K aHTHTEeHY A;
Ionxknon anTH — B — MOHOK/IOHanbHEle aHTUTENa (IgM) K aHTHTEHY B;
HonwknoH aute — AB — MoHOK/IOHanbHEIe anTuTena (IgM) k anTureHam A u B

PerncrpaumonHoe yaoctosepermne Ne @CP 2009/06043 or 05 Hogbps 2009r,

HaumenoBanue: Llommoion AHTH-AB

Cepusi: 023411 Eavuuna: 100 mn
HMsrorosied: 21.11.2022 KoanuectBo exuuun 19
Tonen no: 21.11.2024 O6nem cepun: 10000 M.

Hacoopr: AB023411 o1 21.11.2022

Havmernorarme PeayastaTyl
nokasarens Hopma no TV Mcnrnonwh
1. BHewHwA sua
1.1 UoakaoH aHTk-A Npo3payHas KUAKOCTL KPACHOMD LBETA, Coorsercmyer
1.2 LoakaoH avm-B Mpo3pa4Had XUAKOCTL CUHEFO LBETA,
1.3 LloavkaoH aHin-AB Mpo3payHas GECLURETHOR MAY CAETKA OKDALIEHHOS XMAKOCTb.
2. Ceponorpueckne
cBOWCTBQ
2.1 CrielmduiHoOCTb LloArkAOH GHIM-A He AOAXEH AQBATE ATAIRTUHALVW C Coomercreyer
spurpoumrramu rpynn Blill) u Ofl)
LIOAVKAOH aHTA-B He A0AXEH AQBATE QIFAIOTMHOUW C Coomercsyer
apurpowtamu rpynn A{ll) n Of)
2.2 MemafracvHMpYIOWas LloAvkACH QHTM-AB HE AOAXEH AGBATL QITAITUHALIMY C Coorsetcreyer
crnocoBHocTs spuTpourtamu rpynns Off}
AITAIOTMHOLMS HQ NAOCKOCTV apuTpountos Al B c Cooreercisyer
coomercmylou.mmm uOI\MKAOHGMVI AOMAKHT NOABUTLCH HE
nosanee 10 cex. nocae CMeLumMBaHna
2.3 Twrp TuTp LIOAMKAOHQ OHTM-A B PEAKUMK QITAICTUHQUMM HQ MAOCKOCTH Coormercmyer
¢ apuTpoLmtoMm RyNe Al 1:32 - 1:64 1:32-1:64
Turp uommougﬁﬁwlf. B HECKIMM IFAIBTHHOLMI HQ NAOCKOCTI Cooraetcieyer
¢ spuTpoumMTEin YRk BtlLba 1:64
Tvtp Lonmkaona arm-AB B peckLWir QITAIOTYHALA Ha Coorercrayer
NACCKOCTAL ApiTpoimTanmn rpynr AJIRL:S2 4 1:64 v B(Il) 1:64 1:32-1:64

LloankaoH cooTeetcteyeT TpEGOBng TV 939 _-515@3:590—2009

3aseayolas
QOTK OO0 «MeaUkACH»

K.B. IOweHko




000 "Meankaon”
MEJWKIIOH

127276 Mocksa, Botaruieckas ya. 35, \p  +7495 231-2272  +7499 502-1214

NACNOPT-CEPTUS®PUKAT MNPOUIBOAUTEAS
Ha «Habop peareHToB AAS onpeAeASHUA FPYNN KPOBM YeAOBEKa
cuctem ABO, Peayc u Kell» no TY-9398-101-51203590-2009

( LOAMKAOH Antu-D Cynep )
PerMcpaumoHHoe yaocTosepetme Ne hCP 2009/06043 ot 05 Hos0p7 2009 r.

Haunmenosanue: Ifommuion Auti-D Cymnep Bo dnakosax mo 10 M ¢ 3e€HBIME

KpbIIIKaMH
Cepusi: 228711 Ennunna: 100 mn
Msrotopien: 07.11.2022 KoanuecTso equunn 30
Tonen go: 07.11.2024 O6Bem cepun: 10000 M.

IMacnopr: [Jc228711 ot 07.11.2022

HaumeHoBaHWe Peayabtarm
nokaaareAs Hopwa no Tv MCTIBITaHUIA
1. Bretumit sia, Mpospaukan GecubetHas MAU CASTKA OKPALLEHHAR
MUAKOCTS Coorsercreyer
2. Ceponoriueckue
cBOMCTBA
2.1 CreupmduyHocTs Lloavkaom AHm-D Cynep He AOAKOH AITADTUHUPOEATL Coorsercrayer

D) apumpoumtsl.

2.2 TemarraoTMHAPYIOILAS | YeTkas PeaKLMA arrAICTUHALIAM AGAKHA HacTynam B | CootReTCTBYET

CMNocobHOCTL TeueHue 50 cek. NocAe CMELIVBAHWS peareHTa ¢ D(+) 30cek.

apUTpoLMTaMI.

2.3 Tuip Tutp LioavkaoHa Apmu-D Cynep B peakimm Cootsetcmayer
arrpOTUHCLIMA-HA NagekocTt ¢ B(+) sputpoLmtamm 1:32
1:32 P TN
Turp LomkacHa Antie-D Cynep B.pediuimm npamoi CoomstcTeyer
QrrNOTUHAAM ¢ D(+) spuTpoLmiaiMy w MUKponAare 1:256
He waez"'l-:_2'_56" b o /'}_ B i |

=g |

LloamkaoH cooteeTcTayet TpESOBé#!‘éﬁM 3 A0 "'-5-1"_2,!1'_};5590-2009
&/

3aseayiowan OTK 000 «MeauiaoH AREX K.B. IOweHko




000 "Meankaon”
MEONK/IOH

127276 Mockea, Botanmdeckas ya. 35, \p  +7495 231-2272  +7499 502-1214

NMACNOPT-CEPTUDUKAT NPOK3BOAUTEAS
Ha «Habop pearenToB AAS ONpeAeAeHHS TPYNN KPOBYU YEAOBEKQ
cuctem ABO, Peayc u Kell» no TY-9398-101-51203590-2009
( HOAUKAOH Autu-Kell Cynep )

PernctpaumorHoe yaoctoepenne Ne $CP 2009/06043 ot 05 Hosbps 2009 r.

Hanmenosanne: Iomaoion Autu-Kell Cynep

Cepus: 120810 Epusauna: 100 mn
HMszrorosiren: 24.10.2022 KounyecTBo equumi 15
T'omen no: 24.10.2024 O6nem cepun: 10000 M.

Macnopt: K120810 ot 24.10.2022

HaumeHoBaHue PeayasTarsl
noKasareas Hopwma no T ucrbTaHuni
1. BHewwinui Bua MpospayHas BecLBeTHAs MAM CASTKA OKPALLGHHAS CoorBercteyet
XUAKOCTE
2. Ceponoryeckue
CBOMCTBA
2.1 CneuncbriHOCTL Loakaor Antn-Kell cynep He aonxeH CoorteetcrByer
QITAIOTUHUPOBATL SPUTPOLMTEI K(-)
2.2 femamAITMHMPYIOLLQS | YeTKas peakumMs OITAOTUHALMM HO NACCKOCTH AOAKHA CootBetctByeT
cnocobHocTs HacTynars 8 Te4eHne 50 cek. Nocae CMELIMBAHUS
2.3 Turp Tutp LloauknoHa Avmv-Kell Cynep B peakummi npamoit CooreercrByer
CITAIOTHHOLMY B 'Eﬁaquﬂnma He Hike 1:16 1:16

UoAnkroH cooTBeTCTBYET Tpeﬁonéﬁﬁ%ﬁ v- 9395:;‘1':@_1_—5'1_203590-2009

3aseaytolias
OTK OO0 «MeankroH»

K.B. IQwenko




000 "Meankaon”
MEJNKNOH

127276 Mockea, botaHnueckas ya. 35, \d  +7495 231-2272  +7499 502-1214

NACNOPT-CEPTUSPUKAT NPOU3BOAUTEAQ
Ha «Habop peareHToB AAS onpeAeAeHUs FPYNn KPOBU YSAOBeKa
cuctem ABO, Peayc u Kell» no TY-9398-101-51203590-2009

( LOAUKAOHB! AHtr-A | n Antu-Aca )
PervictpauvonHoe yaoctoBeperme Ne $CP 2009/06043 ot 05 Hosbps 2009 r.

Haumenopanue: Ilommouion AuTH-Al

Cepusi: 329611 Epusuna: 100 mn
Wsrorosien: 07.11.2022 Konnuecrso exunnn 0,7
T'ogen no: 07.11.2024 °* O6Bem cepun: 10000 M.

Hacmopt: A1-329611 ot 07.11.2022

HavmenoBaHue Pezyastatl
Ho, [o}
NOKA3ATeAs pma o TV UCTIBITQHU
1. BHewHui4 BuA
1.1 LHoAMKACH aHTU-Al MpospayHas BscLBeTHOR MAM CASTKA OKPALLEHHAOS Coomercmeyer
HMAKOCTL

1.2 LloAMKAOCH QHTH-ACA Mpo3pauHAR XUAKOCTb MOAVHOBOTO LBETQ
2. Cepoaormyeckue
CBOWCTBA

2.1 CneundbmuHoCTb LloakaoH aHTA-AL He AOAKeH AQBATL QfAOTUHALMK ¢ | CooTBeTCTBYST
asputpoumrami rpynn A2(H), B(Il), A2B(IV) u O(l)
LloAMKAOH aHTH-ACA He AOANEH ACBQTL CHTAIOTMHALMU
¢ aputpotmtamu rpyrn B(Ill) u O(l)

2.2 TeMaTAOTUHUPYIOWAR | AMTATUHALMS HQ NACCKOCTH 3puTpoumTos rpynisl Afll) | CooTeetctayer

cnocoBHocTb € COOTBETCTBYIOLMMM LloAnKaoHaMY AOMKHO
nosiBUTLCH He No3aHee 10 cek. nocAe CMeLLMBAHWS
2.3 Tutp Tutp LoankaoHa Al g npsamoil peakum arrasovHaun | CooteeTctByer

-HQ MAOCKOCTM C SPUTROLIATAMA-AL — 1:64
Tvp LiomKknoHa Ac & TIPSO peakiy arrAoTMHaLM | CooTaeTcTeye
Ha RAOCKOCT ¢ SpUTPOLMTAMM Al'— 1:64,
L/ A2(ll)—1:32
3. Aobasku DATA, BCA, astig, A
|5 e | } P
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3aseaytoas OTK OO0 «MeanKAOH» K.B. IOweHko



CUCTEMA CEPTU®URAIIUU TOCT P
®EAEPATLHOE ATEHTCTBO 110 TEXHHYECKOMY PETY.IMPOBAHMIO U METPOJIOTIN

saame CEPTUOUKAT COOTBETCTBUS

No POCC RU.MIM02.H18087

Q, P 22
Prugpuran’ Cpox peiicTBus ¢ 18.09.2019r. 0 1809.2000r

Ne 0405479

OPT'AH I10O CEPTUOUKALINU Ne RA.RU.11MMO2
MEJUIUHCKUX U3ETUI AHO «BHUUUMT)
129301, r. Mocksa, yn. Kacarkuna, . 3 Ten. (495) 683-97-92, daxc (499) 187-89-54
e-mail: im02@bk.ru

MMPOAYKLIA Wuukarops! xumudeckue OZTHOPA30BBIE BO3TYIIHOM
crepuwinsanuu MenlIC-B B uenonHenusx: MenliC-B-160/1 50,
MenlIC-B-160/150-1 , MenIC-B-1 80/60, MenIC-B-1 80/60-1
o TY 9398-032-1 1764404-2004
Cepuiinblii BeiyCK. )

Kop OK

034-2014 (KTIEC 2008)
32.50.50.190

COOTBETCTBYET TPEBOBAHUSIM HOPMATUBHbBIX AOKYMEHTOB

rop TH B3A7
['OCT ISO 11140-1-2011 (xmacc 4), 3822 00 000 0
I'OCT P 50444-92 (p.p. 3, 5) .

M3TOTOBUTEAb O6miectso ¢ OTPaHUYCHHOM OTBETCTBEHHOCTLIO «Hay4mo-npoussoncteennas

bupma «BUHAP» (OO0 «HITDd «BUHAP»), Poccus, 105094, r. Mocksa, I OCHIIUTANBHBIN Ba, 1. 5,
ctp. 7A, mom. VIII MHH 5023001024
Mecto npousBoncraa - 141009, Mockosckas 0011, r. Mbrtumm, yi. Kononmosa, 1. 17/2

CEPTU®UKAT BBIAAH OO01mecTBO ¢ orpanuyennol OTBETCTBEHHOCTHIO «Hayuno-nponssoncrsenmas
¢upma « BUHAP» (OO0 «HIID «BIIHAP»)

Poccnst, 105094, r, Mocksa, Fociuransasiii BaJL, 1. 5, ctp. 7A, mom. VIII

Ten./hakc (495) 988-76-67

HA OCHOBAHUU akToB Ne 19-1550 A, Ne 19-1551 A IIPOTOKOJIOB TEXHUYECKHUX HUCIIBITAHHI
Ne 19-1550, Ne 19-1551 ot 05.06.2019r- I MU AHO «BHUUHMT (Ne RA RU.211M04).

Perucrpanuonnsie yRocrosepenus: Ne ®CP 2009/04944 or 27.08.2019 r; No @CP 2009/05017 ot
27.08.2019 r. DenepanbHOl Cy)GbI O Hazx3opy B chepe 31paBooxpaneHus (POC3I[PABHAII3OP)

hHASd NTHOOPMALIVIA Cxema cepruduxanmu — 3¢

M. HC
BOAUTEAD Oprala ______; _E.M. Homsmcxas

nonnc"b T wHaumanel, Gamanas
7 ; B.B. Pycoga

‘;i;lvll.‘llﬂaﬂbl, damunmsa

CepTudukar He IpUMeHSETCS IIPH 00s13aTeABHOM cepTudUKAIAU

AO «OTUWOH», Mockea, 2018, «B»  nuueHana Ne 05-05-09/008 DHC PD, Ten. (495) 726 4742, www.opcion.ru



A\V4
PEAEPAABHASA CNYXXBA MO HAA3OPY B CHEPE 3[IPABOOXPAHEH/SA
(POC3PABHA/3OP)

oT 27 aBrycta 2019 roga Ne ®CP  4)9/05017

Ha megnumHCcKoe nsgenuve

VHAMKaTopbl XMMUYECKUE 04HOPa30Bble BO3AYLLHON cTepunusaumnm MegC-B
B ncrnonHeHmnax: Meg1C-B-180/60, MegC-B-180/60-1

no TY 9398-032-11764404-2004

HacTosLee perncrpaunoHHoe y0CTOBEPEHME BblaHO

O6LWEeCTBO C OrpaHNYeHHOM OTBETCTBEHHOCTbLIO "*Hay4HO-npon3sBoacTBeHHasA (rupma
"BuHap" (OO0 "HIMdD "BNHAP"),

Poccus, 105094, Mocksa, yn. FocnuTanbHbIn Ban, 4. 5, cTp. 7A, nomewy,. VHI

MpownssoauTens

O6L1ecTBO C OrpaHUYeHHOM OTBETCTBEHHOCTbLIO "*Hay4HOo-npon3soacTBeHHasa upma
"BuHap” (OO0 "HM® "BNHAP"),

Poccus, 105094, MockBa, yn. FocnuTasnbHbI Ban, 4. 5, cTp. 7A, nomely,. VHI

MecTo npon3soacTsa MEAULIMHCKOIO U3aenns
OO0 "HIMN® "BNHAP™", Poccua, 141009, MockoBcKasa 061acTb, . MbITULN,
yn. KonoHuosa, 4. 17/2

Howmep perucrtpaumoHHoro gocse Ne P[1-27958/39246 ot 03.07.2019
Knacc noTeHUManbHOro pucka npuMeHeHusa MeguLMHCKOro nsgenmsa 1

Kopg O6Lepoccriickoro knaccumkaropa npoayKuum no BugaM sKOHOMUYECKOM
JearensHoctn 32.50.50.190

npuvkasom Poc3gpaBHaasopa ot 27 asrycta 2019 roa.1 Ne 6347
[OMyLLEHO K 06paLLeHNIo Ha TeppuTopun Poccuiickon ®eaepa

3amecTuTesib pyKoBoauUTeNns ®deaepasibHOM CriyXobl i
rno Haa3opy B cepe 3apaBoOXpaHeHNs [.1O. MNasntokos

0043820
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