CONG HOA XA HOQI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phuc
Thanh phé Hé Chi Minh, ngay 23 thdng 06 niam 2022

VAN BAN THONG BAO CAP NHAT
Théng tin trong ho 50’ cong bf) tiéu chuan ap dung
cua trang thiét bi y té thugc loai A
Cdp nhdt lan: 1
Kinh gti: S& Y té TP H6 Chi Minh

1. Sb cong bd: 200000863/PCBA-HCM Ngay: 03/06/2020
2. Thong tin cap nhat:

STT Noi dung di cong bd NOi dung cap nhat
1 Dia chi chu s& hiru: 511 Benedict Dia chi chu s& hiru: 511 Benedict
Avenue, Tarrytown, NY 10591, USA Avenue, Tarrytown, NY 10591, My
2 Pia chi co s& san xuat: 333 Coney Street, Pia chi co s& san xuat: 333 Coney Street,
East Walpole, MA 02032, USA East Walpole, MA 02032, M§

3. Tai li¢u lién quan:

- Vin ban cong bd tiéu chuan ap dung ddi vai trang thiét bi y té thudc loai A

+ 1. Cong bo tieu chuan ap dung TTBYT loai A-s.pdf:
https://dmec.moh.gov.vn/documents/10182/31842904/upload 00019516 1655963182601.pdf
?version=1.0&fileld=31857877

- Gidy chung nhén dat tiéu chuan quan 1y chat luong ISO 13485.

+ 2. ISO 13485 SHD USA Tarrytown_31Dec2024-signed.pdf:
https://dmec.moh.gov.vn/documents/10182/31842904/upload 00019524 1655963195327 .pdf
?version=1.0&fileld=31857893

- Gidy Uiy quyén ctia chi1 s¢ hitu trang thiét bi y té

+ 3. GUQ _SHD USA Tarrytown ADVIA Centaur, Atellica 31Dec2023.pdf:
https://dmec.moh.gov.vn/documents/10182/31842904/upload 00019528 1655963205708.pdf
?version=1.0&fileld=31857901

+ 3. Uy quyén ky.pdf:
https://dmec.moh.gov.vn/documents/10182/31842904/upload 00019532 1655963214317.pdf
?version=1.0&fileld=31857909

- Gidy x4c nhan du diéu kién bao hanh
+ 4. Confirmation letter no warranty AIM, CEN.pdf:



https://dmec.moh.gov.vn/documents/10182/31842904/upload 00019540 1655963224649.pdf
?version=1.0&fileld=31857925

- Tai liéu mé ta tom tat k¥ thuat trang thiét bi y té bang tiéng Viét

+ 5. MS 4 ADVIA Centaur PW3-s.pdf:
https://dmec.moh.gov.vn/documents/10182/31842904/upload 00019548 1655963239546.pdf
?version=1.0&fileld=31857941

- Ban tiéu chuan ma chu sé hitu trang thiét bi y té cong bd ap dung.

+ 7. List of applied standards_ AIM, CEN fluids, MDIL.pdf:
https://dmec.moh.gov.vn/documents/10182/31842904/upload 00019556 1655963255058.pdf
?version=1.0&fileld=31857957

- Gidy chimg nhén luu hanh ty do ddi véi trang thiét bi y té nhap khau.

+ 10. CFG_ADVIA Centaur Sys, Csm_23Jun2023 (10561-6-2021).pdf:
https://dmec.moh.gov.vn/documents/10182/31842904/upload 00019560 1655963274454 .pdf
?version=1.0&fileld=31857965

- Tai liéu k¥ thuat mo ta chirc ning, thong sé k¥ thuét cta trang thiét bi y té do chi s¢ hitu
trang thiét bi y té ban hanh.

+ 11, 12. HDSD EN_10629904AC _ToxoG_CEN_XP XPT OUS EN-s.pdf:
https: //dmec moh.gov.vn/documents/10182/31842904/upload 00019572 1655963320203.pdf
?version=1.0&fileld=31857989

- Tai lidu huéng dan sir dung cua trang thiét bi y té bang tiéng Viét; d6i véi trang thiét bi y té
nhap khau kém theo ban gdc bang tiéng Anh do chu s hitu trang thiét bi y té ban hanh.

+ 11, 12. HDSD EN 10629904AC ToxoG CEN XP XPT OUS EN-s.pdf:
https://dmec.moh. gov.vn/documents/10182/31842904/upload 00019580 1655963330188.pdf
?version=1.0&fileld=31858005

+ 12. HDSD VI _10629904AC ToxoG_CEN_XP XPT OUS_VI-s.pdf:
https://dmec.moh.gov.vn/documents/10182/31842904/upload 00019584 1655963340353.pdf
?version=1.0&fileld=31858013

- MAu nhén trang thiét bi y té.

+ 13. Labels ADVIA Centaur PW3-s.pdf:
https://dmec.moh.gov.vn/documents/10182/31842904/upload 00019592 1655963351439.pdf
?version=1.0&fileld=31858029

Co sé xin cam két:
Chap hanh nghiém chinh céc quy dinh cta phap luat Viét Nam;
Chiu trach nhi¢m trudc phap luat vé tinh chinh x4c ctia ndi dung hd so cap nhat.



Nguoi dai dién hgp phap cia co sé

KT Thng Giam Dc
N A

At 2\

Digitally signed by PHAM THI
THU HA

Date: 2022.06.23 12:50:02
+07'00'

/
7

LS
<Phatm THi Thu Ha

Truong phong qudn Iy Chdt lwong,
Tudn thu va Doi ngoai



		2022-06-23T12:50:02+0700
	PHẠM THỊ THU HÀ




