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THONG TIN

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

S6 cong bd: 240000578/PCBA-HCM
Ngay cong bo: 11/04/2024

1. Tén co sé cong bd: CONG TY TNHH 1LIFE

2. bia chi: Tang 10, 21 Nguyén Trung Ngan, Phuong Bén Nghé, Quéan 1,
Thanh phd H6 Chi Minh

3. S6 vin ban cua co so: 001CBA/2024/1LIFE Ngay: 08/04/2024

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Tui so ctru

Tén thuong mai (néu co):

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

Chung loai: Family first aid kit; Car first aid kit; Office first aid kit; Factory
first aid kit; Outdoor first aid kit; Sport first aid kit; Travel first aid kit; Kids
first aid kit; Epidemic prevention first aid kit; General tape 0, 1, 2, 3; Family
tape 1, 2, 3; Car tape 1, 2, 3, 4, 5, 6; Outdoor tape 1, 2, 3; Factory tape 1, 2, 3;
Office tape 1, 2, 3; Sport tape 1, 2, 3; Ship type 1, 2, 3

M3 san pham (néu co):

Quy cach dong goi:

Muc dich st dung: Tai so ctru chira cac vat dung dé dung trong so cap clru cac
vét thuong nho nhu dut tay, dit chan dang nho, dé sat khuan va xir 1y vét
thuong xdy ra trong qua trinh sinh hoat hang ngay

Tén co so san xuat: REX+CARE Manufacturing Co., Ltd
Dia chi co s& san xuét: No.7 Lanjiang Road, Yuecheng District, Shaoxing,
Zhejiang, 312000, CHINA

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét
5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s& htru: RFEX+CARE Manufacturing Co., Ltd



bia chi chu s hitu: No.7 Lanjiang Road, Yuecheng District, Shaoxing,
Zhejiang, 312000, CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi s¢ hitu thiét bi y té X
4 Giéy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k thuat thiét bi y té bang tiéng Viét, kém theo |

tai liéu k¥ thudt mo ta chirc ning, thong s6 ki thuat cua thiét bj y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hgp chuan hoic ban tiéu chuan ma cha so hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu huéng dan st dung cta thiét bi y té X
8 | MAu nhan thiét bi y té X

9 Giéy chirng nhan luu hanh ty do con hi¢u luc tai thoi diém ndp ho so X
doi vaoi thiét bi y té nhap khau.




