DiaSorin Italia S.p.A. véi c¢b dong duy nhét
Via Crescentino, snc

13040 Saluggia (VC) Italia

Tel. +39 0161 487477/765, +39 0161 797551
Fax +39 0161 487670

DiaSorin

Ngay 01/07/2022

TUYEN BO CUA NHA SAN XUAT
Kinh gtri: Co quan hitu quan

Ngay 16/12/2021, Hoi dong quan tri cua cong ty DiaSorin S.p.A. di phe duyét dé an sép xép lai co
c4u doanh nghiép. Viéc té chuc lai bao gém thay dbi tén ctia nha san xut tir DiaSorin S. p.A. thanh
DiaSorin Italia S.p.A.Viéc t§ chuc lai da duoc hoan thanh va c6 hiéu lyc tir ngay 01/7/2022.

Diéu nay co nghia la khéng c6 dia diém san xuét méi, quy trinh san xuét, hé thng chét luong hodc
hoat dong thuorng mai nao dugc glO’l thiéu. Chi 13 thay d6i tén chi s& hiru cdc hoat djng didu
hanh (bao gdm ca dja diém san xuit). Hé qua chinh tir quan diém phép ly 1a thay d6i mot phan
tén clia nha san xuét cac san phdm IVD, cu thé la:

Nhu n6 da timg (Truéce khi thay doi) Nhu bay gio (Sau khi thay d6i)
DiaSorin S.p.A. DiaSorin Italia S.p.A.
(via Crescentino, snc 13040 Saluggia, VC, | (via Crescentino, snc 13040 Saluggia, VC,
Italia) Italia)

Thay dbi nay khong c6 bét ky tac dong nao ddi véi cdc san phim IVD do DiaSorin san Xuit, sé
khéng thay dbi. Cu thé, thay d6i KHONG é&nh huéng dén:

- tén san phim va m4 san phim / s§ danh muyc
- thanh phén thir nghiém, nguyén liéu thd va cac nha cung cip lién quan

- nha mdy san xuat va dia chi, quy trinh san xuat va thiét bi

- kiém soét chét luong va dic diém k¥ thuat san phim
- sw tuan thii ctia hé thong chét luong ddi véi cac yéu cu va tiéu chun quy dinh hién hanh

Viéc thay dbi tén s& dugc phan 4nh trong nhin cua tit ca cac san phim bj anh huong nhan goéi va
huéng dan sir dung (IFU). IFU s& duoc sita ddi dé tham chiéu tén ctia nha san xuét méi.

(da ky)
Andrea Armando
Duoc uy quyén ky, Bo phan Tuan tha Quy dinh (Regulatory Affairs)
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Toi, ngudi ky tén dudi ddy, Luat sy FRANCESCA BALLATORE, cong chirg vién tai thanh phd
Torino, dang ky hanh nghé tai Torino va Pinerolo,

CHUNG NHAN
Tién si ARMANDO Andrea, sinh ngay 16/09/1982 tai Torino (Italia), cu tru tai Saluggia (Vercelli
— Italia), Via Crescentino snc, véi tur cach la Nguoi dai dién Dic biét theo phap luat cua Cong ty
“DiaSorin Italia S.p.A.”, c¢§ déng duy nhét, c6 van phong ding ky tai Saluggia (Vercelli — Italia),
Via Crescentino snc, d4 ding ky kinh doanh tai Monte Rosa Laghi Alto Piemonte (Italia) sé ding
ky 02749260028 va s6 R.E.A VC-305496, danh tinh va quyén han cia ngudi nay toi biét, da ky,
truée su chimg kién cia 61, vao tai lidu dinh kém & déy, dugc viét bing tiéng Anh, tiéng Anh 1a
thir tiéng toi biét.
Torino, ngay 25/11/2022, Corso Matteotti 55.
(d3 ky tén va déng déu)

VIEN CONG TO NHA NUGC TAI TORINO
S6 Prot. 903 Reg. Leg.
Chung thuc chir ky cia BALLATORE FRANCESCA,
CONG CHUNG VIEN TAI TORINO
Torino, ngay 01/12/2022
Vién trudong

Cesare PARODI
(d3 ky va déng déu)

PAI SU QUAN
Cong hoa XHCN Viét Nam tai Cong hoa Italia
CHUNG NHAN
Ban dich chinh xéc, phit hop v6i ndi dung vin ban tiéng Anh va tiéng Italia dinh kém.
Roma, ngay 06 thang 12 nam 2021
TL.DAI SU
Bi thu thtr nhét




DiaSorin Italia S.p.A. con socio unico

Via Crescentino, snc

13040 Saluggia (VC) ltaly

tel. +39 0161 487477/765, +39 0161 797551
fax +39 0161 487670

DiaSorin

July 1, 2022

Manufacturer Statement

To Whom It May Concern:

On December 16, 2021, the Board of Directors of DiaSorin S.p.A. has approved a corporate structure reorganization
project. The reorganization consists of a change in the name of the manufacturer from DiaSorin S.p.A. to DiaSorin ltalia
S.p.A. The reorganization was completed with effective date as of July 1, 2022.

This means that no new manufacturing site, manufacturing procedures, quality system, or commercial operations are
introduced: it is just a change in the name of the owner of the operating activities (including the manufacturing
site). The main consequence from a regulatory standpoint is a partial change in the name of the manufacturer of the

IVD products, in particular:

As it was (before the change) As is (after the change)

DiaSorin S.p.A. DiaSorin Italia S.p.A.

(via Crescentino snc, 13040, Saluggia, VC, ltaly) , (via Crescentino snc, 13040, Saluggia, VC, Italy)

The change does not have any impact on the IVD products manufactured by DiaSorin, which will remain
unchanged. Specifically, the change does NOT affect:

o product name and product code / catalogue number

o assay composition, raw materials and related suppliers

o manufacturing plant and address, manufacturing processes and equipment
o quality control and product specification

o quality system compliance to applicable regulatory requirements and standards

The name change will be reflected in the labeling of all the affected products: package labels and Instructions for Use

(IFU) will be revised to reference the new manufacturer's name.

(e

A"
Andrea Armando

Authorized Signatory, Regulatory Affairs

Capitale Sociale 1.000.000 Euro i.v. - R.E.A. VC 305496
Codice Fiscale Partita IVA 02749260028
Sede Legale in Saluggia - Via Crescentino, snc, CAP 13040
Societa sottoposta all’attivita di direzione e coordinamento di DiaSorin S.p.A.

diasoringroup.com diasorin.com
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I, Lawyer FRANCESCA BALLATORE, Notary Public of the City of
Turin, duly admitted on Notarial List of the Associate
Districts of Turin and Pinerolo and sworn, practicing in the
said City,
DO HEREBY CERTIFY AND ATTEST

THAT the here before annexed document, written in English
language, English 1language that I know, is signed in my
presence by Dr. ARMANDO Andrea, born in Turin (Italy) on
September 16h 1982, domiciled in Saluggia (Vercelli - Italy),
Via Crescentino snc, as Special Attorney of the Company:
"DIASORIN ITALIA S.P.A." sole proprietorship, with registered
Office in Saluggia (Vercelli - Italy), Via Crescentino snc,
Italian Companies Register of Monte Rosa Laghi Alto Piemonte
(Ttaly) number 02749260028 and R.;.A. number VC-305496, whose
identity and powers I'm sure.

IN TESTIMONY WHEREOF I have hereunto set my hand and affixed
my Seal of Office in the City of Turin (Italy), in Corso
Matteotti 55 (fifty-five), this twenty-fifth day of November

in the year Two thousand and twenty-two.




Io sottoscritto Avv. Francesca BALLATORE, Notaio in Torino,
iscritto presso il Collegio Notarile dei Distretti Riuniti di
Torino e Pinerolo,

CERTIFICO
che il Dott. ARMANDO Andrea, nato a Torino il 16 settembre
1982, domiciliato per la carica presso la sede sociale, quale
Procuratore speciale della societa:
"DIASORIN ITALIA S.P.A." Unipersonale, con sede in Saluggia
(VC), via Crescentino snc, iscritta presso il Registro delle
Imprese di Monte Rosa Laghi Alto Piemonte con codice fiscale
numero 02749260028 ed iscritta presso la C.C.I.A.A. di Monte
Rosa Laghi Alto Piemonte al numero VC-305496 del R.E.A.,
della cui identita ?personale, qualifica e poteri io Notaio
sono certo, ha apposto, in mia presenza, la propria firma sul
documento che precede, scritto in lingua inglese, lingua da me
Notaio conosciuta.

Torino, venticingue novembre duemilaventidue, Corso Matteotti

55 (cinguantacinque)
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