HAEMONETICS’

March, 2024

Introduction of PVC-free (DEHP-free) bag material for ACP®215 red cell wash and
deglycerolization solutions manufactured by our supplier S.A.L.F. S.p.A.

Affected product codes:

SOL.FIS.2000M; Glucose 0.2% Sodium Chloride 0.9%; 2000ml
SOL.IPERT.100M1 and SOL.IPERT.100M2; Sodium Chloride 12%; 100 ml

Dear valued customer,

The purpose of this customer letter is to inform you of the introduction of PVC-free (DEHP-free) bag film
used for Glucose 0,2% Sodium Chloride 0,9% (SOL.FIS.2000M), and Sodium Chloride 12%
(SOL.IPERT.100M1 and SOL.IPERT.100M2) solutions manufactured by S.A.L.F S.p.A Laboratorio
Farmacologico (“SALF”).

In anticipation to compliance with the REACH regulations issued by the European Chemicals Agency
(ECHA), our supplier has implemented a change of the bag film used in production of the above-
mentioned solution bags, from the current PVC film material to a PVC-free (DEHP-free) bag film.

The new bag film material is polypropylene (PP) which complies with the current European
Pharmacopoeia. PP solution bag film is widely used in the industry and shows excellent compatibility for
storing many different types of solutions. The material of the solution bag overwrap today is already
DEHP-free and is not going to change.

With the introduction of the new PP bag film material, the product codes for those solutions will change:

Product description Current Product Code | New product code
PVC-free
Glucose 0.2% Sodium Chloride 0.9%; 2000m| | SOL.FIS.2000M TMIN0220GOO
Sodium Chloride 12%; 100ml SOL.IPERT.100M1 TSCN1201GOO-1
SOL.IPERT.100M2 TSCN1201G0OO0-2

As shown in the examples provided on the last page of this letter, the label artwork will change slightly to
remove the DEHP symbol and to indicate the use of PVC free bag material.

There is no change to the form, fit or function of those solutions. The shelf life as well as the product
packaging configuration (units per box) will remain unchanged.
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Implementation timing

Timing of the introduction of those solutions in the new PVC-free bag material will depend on the
available inventory levels of the current product, as well as on regulatory approvals for this product

update in different countries.

Product description

Product code

Estimated availability

Expected first

100ml

TSCN1201G0OO0-2

PVC-free on Haemonetics shipment to
inventory customers
Glucose 0.2% Sodium With next shipment after
Chloride 0.9%; 2000ml TMIND220GO0 Q1 2024 regulatory approval
i i 04" -
Sodium Chloride 12%; TSCN1201GOO-1 01 2025 01 2025

For further questions or information, please contact your local account manager.

With kind regards,

s

Helmut Hanske

W

Director, Global Marketing, Apheresis

Haemonetics Corporation

hhanske@haemonetics.com

. __________________________________________________________________________________________________________________________________________|
Haemonetics Corporation | 125 Summer Street | Boston, MA 02110

CL104065-IE(AB)


mailto:hhanske@haemonetics.com

HAEMONETICS’

Example: Label changes for Glucose 0.2% Sodium Chloride 0.9%; 2000m|
(TMINO220G0O0)

New carton label

S.A.L.F. S.p.A. LABORATORIO FARMACOLOGICO

Glucose 0.2% Sodium Chloride 0.9% (C€
5(PVCfree bagslof 2000 ml 0477

Distributed by Haemonetics®
n Y T—
S.A.L.F. S.p.A. Laboratorio Farmacologico j . W
“ Via Marconi, 2 - 24069 Cenate Sotto (BG) Italy Q Y 0

NO-6921EFA2rl

A9C005

UDI-DI 08052742103084
A9C005

e 2022-10 G 2024-10

New bag label
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Glucose 0.2% Sodium Chloride 0.9%
STERILE PYROGEN-FREE SOLUTION - NOT INJECTABLE

2000 ml C E

0477

Formula
Glucosum monohydricum 2.2 g - Natrii chloridum 9 g - Aqua ad iniectabilia g.s. ad 1000 mi

EN - Solution intended to be used for the deglycerolization and washing of red blood cells only
DO NOT USE FOR INTRAVENOUS PERFUSION

FR - Solution destinée 3 étre utilisée uniquement pour la déglycérolisation et le lavage des globules rouges
NE PAS UTILISER POUR LA PERFUSION INTRAVEINEUSE

NL - De oplossing is doeld voor de en het wassen van rode bloedcellen
NIET GEBRUIKEN VOOR INTRAVENEUZE PERFUSIE

ES - Solucién indicada Gnicamente para la desglicerolizacion y el lavado de glébulos rojos
NO UTILIZAR PARA PERFUSION INTRAVENOSA

IT - Soluzione destinata a essere utilizzata solo per la deglicerolizzazione e il lavaggio dei globuli rossi
NON UTILIZZARE PER LA PERFUSIONE ENDOVENOSA

DE - Die Losung ist nur fur die Deglycerolisierung und Waschung von Erythrozyten bestimmt
NICHT INTRAVENOS INJIZIEREN

SV - Losningen ar endast avsedd for deglycerolisering och tvattning av erytrocyter
FAR EJ ANVANDAS FOR INTRAVENOS PERFUSION

RU - Pacrsop TONLKO ANA ¥ OTMBIBKH OT FMLepHHa
HE NPUMEHSTH [INA BHYTPUBEHHOIO BNIMBAHUS

CS - Roztok je urden k poutiti whradné pfi deglycerolizaci a proplachovani éervenych kivinek
NEPOUZIVAT K INTRAVENOZNI PERFUZI

PL - Roztwor przeznaczony wylacznie do deglicerolizacji i plukania krwinek czerwonych
NIE STOSOWAC DO PERFUZJI DOZYLNE)

NO - Lesningen er kun beregnet for fierning av glyserol fra og vasking av rede blodceller
SKAL IKKE BRUKES TIL INTRAVEN@S PERFUSION

SL- Raztopina je namenjena samo za uporabo pri deglicerolizaciji in izpiranju rdecih krvnih celic
NE UPORABLIAJTE ZA INTRAVENSKO PERFUZIJO

TR - Cozelti yalnizca kirmizi kan hicrelerinin gliserolden anndinimast ve yikanmasi amaglidir
INTRAVENOZ PERFUZYON ICIN KULLANMAYIN
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