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CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phic

Ho Chi Minh, ngay A5 thdng Q2 ndm 0%3

VAN BAN THONG BAO CAP NHAT
Thong tin trong ho so' cong bo ti€u chuan ap dung
cua trang thiéet bi y té thudc loai A

Cdp nhdt lan: 1

Kinh giii: S¢' Y té thanh phd H5 Chi Minh

1. S6 cong b tiéu chuan ap dung: 220002764/PCBB-BY T. Ngay: 01/8/2022
2. Thong tin cap nhat:

STT N¢i dung di cong bd Ngi dung cip nhat

Hudéng dan sir dung: Huéng dan str dung: Thay doi phién ban, thiét

| | Xem file dinh kem trong ho so déi cong bo ké theo quy dinh dang ky mai cua chdu Au
2017/746 (IVDR), khong thay doi muyc dich su
dung, chi dinh.

Xem file dinh kém trong hé so cdp nht

Mau nhin MAu nhan: Thay ddi phién ban, thiét ké theo

Xem file dinh kém trong ho so di cong bé | Quy dinh dang ky méi cia chau Au 2017/746
2 (IVDR), khong thay doi muc dich str dung, chi
dinh.

Xem file dinh kém trong ho so cdp nhit

Tai liéu k§ thuat mé ta chirc nang, thong sb| Tai liéu k§ thudt mé ta chic ning, théng sb ky
k¥ thuat ctia trang thiét bi y té do chii s& thuat cuia trang thiét bi y t& do chi so hiu
hitu trang thiét bi y té ban hanh trang thiét bi y té ban hanh: Thay dbi phién
3 | Xem file dinh kém trong hé so da céng bo | ban, thi€t k€ theo quy dinh dang ky mdi cua
chdu Au 2017/746 (IVDR), khéng thay doi
muc dich st dung, chi dinh.

Xem file dinh kém trong ho so cdp nhdt

Vin ban cong b tiéu chudn ap dung ctia | Van ban cong b tiéu chuén 4p dung cua trang
trang thiét bi y t thudc loai B thiét bi y té thudc loai B

4. | Khong yéu cau tqi thoi diém ngp ho so, vi | Xem file dinh kém trong hé so cdp nhdt

ho so diege chuyén tir nghj dinh
169/2018/ND-CP sang nghi dinh
98/2021/ND-CP




3. Tai liéu lién quan: PN
<r pem . o » B & 1k o g Zei G(/
- Tai liéu hudng dan sir dung cua trang thiét bi y t€ bang tiéng Viét; doi voi trang

- MAu nhén trang thiét bi y té.
Pyt a ~ ~ i - - ~ A A ” - A . A MlN
- Tai liéu k¥ thuat mé ta chuc nang, thdng s6 k¥ thuat cua trang thit bi y t€ do ¢
trang thict bi y t€ ban hanh

- Van ban ¢6ng bd tiéu chuén ap dung cta trang thiét bj y té thude loai B.
Co so xin cam két:

Chép hanh nghiém chinh cac quy dinh ctia phap luat Viét Nam;

Chiju trach nhiém trudc phap luat vé tinh chinh x4c cta noi dung hd so cap nhat.

Ngudoi dai dién hop phap cia co sé
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BECKMAN
COULTER

TO WHOM IT MAY CONCERN

I, Ailish Flynn, as duly authorized Regulatory Affairs Specialist at, and on behalf of, Beckman Coulter Ireland
Inc., a manufacturing site located at Lismeehan, O’Callaghan’s Mills, Co. Clare, Ireland hereby confirm that
as part of a system update to all AU products, the IFU will read as: AU/DxC AU where it was previously
“AU” where reference is made to the analyzers.

Change Description:

Insert “/DxC AU” to align with the preferred branding for Beckman Coulter AU Chemistry Analyzers. This
is a system driven update. See example redline below:

e BECKMAN
i

Justification/Rationale for Change:

Updating to “Beckman Coulter AU/DxC AU analyzers” ensures the full panel of analyzers are accounted
for. There have been no changes to the analyzers.

There has been no change to the intended use, shelf-life, manufacturing site, formulation or function of
AU products as a result of the stated changes.

Signed on behalf of Beckman Coulter Ireland Inc.,

Date: 21-Feb-2023

DocuSigned by:
U Signer Name: Ailish Flynn

Signing Reason: | am the author of this document
Signing Time: 21-Feb-2023 | 9:12:21 AM PST

- —FFF3DDY05A6744E 1914E583D89652136
Ailish Flynn

Regulatory Affairs Specialist

Beckman Coulter Ireland Inc. Mailing Address: Tel: +353 (0) 65 6831100
Lismeehan, Lismeehan, Fax: +353 (0) 65 6831122
O’Callaghan’s Mill, O’Callaghan’s Mills, Internet: www.beckmancoulter.com
Co. Clare Co. Clare, Ireland.
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