SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260001028/PCBA-HCM
Ngay cong bo: 16/06/2026

1. Tén co s& cong bo: VAN PHONQ bAI DIEN BECTON DICKINSON
ASIA LIMITED TAI THANH PHO HO CHI MINH ,

2. Dia chi: Phong 1106-07, tang 11, Toa nha Mé Linh Point, s6 2, duong Ngo
Puc Ké, Phuong Sai Gon, Thanh phé H6 Chi Minh

3. S6 vin ban ciia co s0: 2605-1/BD-SM Ngay: 09/06/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Ong nhua Iy mau chan khong chira chat chéng dong citrate
Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céach dong géi: 1000 chiéc/10 hop/thing

Muc dich sur dung: Ong nhya lay mau chan khong chtra chat chong dong
citrate (Ong ldy mau BD Vacutainer® Citrate (natri citrat dém 0,109 M)) 1a
éng vo trung, dung mot lan, duoc st dung dé thu thap, chira dung, van chuyén
va ly tim mau mau tinh mach nham thu dugc huyét twong phuc vu xét nghiém
chan doan in vitro. San pham dugc str dung trong cac co so ¢b nhan vién y té
thue hién 1ay mau tinh mach. Ong 14y mau BD Vacutainer® Citrate duogc sir
dung cho céac xét nghiém dong mau trong phong xét nghiém lam sang.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Theo tiéu chuan ciia Nha san xuat
5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

6. Thong tin vé cha so hitu thiét bi y té:



Tén chu s& hiru: Becton, Dickinson and Company
bia chi chu sé hitu: 1 Becton Drive, Franklin Lakes, New Jersey 07417,
UNITED STATES

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bd du diéu kién san xuat di v6i thiét bi y té san xudt trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y t€ bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu hudéng dan st dung cia thiét bi y té X
8 | Mau nhan thiét bi y té X

9 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i v6i thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET Bl Y TE

TEN TRANG THIET BI . CHUNG LOAI | QUYCACH | pp 056 saN xUATy | TEN CO SO CHU SO HUU/ P PIA CHI CO SO BAO
STT Y TE DPON VI TINH SAN PHAM MA SAN PHAM DO]:IG GQI HANG, NUGC SAN XUAT HANG, NU’(.)C CHU SO TEN CO SO BAO HANH HANH
(NEU CO) HUU
Ong nhya léy rr}éu chﬁn ) B]?xlf)f‘e\r/:(?lstggilzin
1 khong chira chat chong Chiéc Citrate (NC) Blood 363080 ) ) . ) .
dong citrate Collection Tubes 1000 chiéc/10 Becton, Dickinson and Becton, Dickinson and Thiét bi sir d}mg mdt lan, Thiét bi s d}mg mot lan,
hop/ thung Company (BD), My Company, My khong c6 ché d bao hanh khong c6 che d§ bao hanh
| e
2 khong chira chat chong Chiéc Citrate (NC) Blood 363083 ) ) . ) .
dong citrate Collection Tubes 1000 chiéc/10 Becton, Dickinson and Becton, Dickinson and Thiét bi sir d}mg mdt lan, Thiét bi s d}mg mot lan,
hop/ thung Company (BD), My Company, My khong c6 ché dg bao hanh khong c6 che d§ bao hanh
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