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THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

S6 cong bd: 220000025/PCBB-BD
Ngay cong bo: 26/05/2022

1. Tén co s¢ cong bd: CONG TY TNHH ASENAC
2. Pia chi: 11 A, PHAN DINH GIOT, KP PONG B, PHUONG DONG HOA,

THANH PHO DI AN, BINH DUONG, Phuong Di An, Thi x3 Di An, Tinh
Binh Duong

3. S6 vin ban cua co so: 20052022-001 Ngay: 20/05/2022

4. Trang thiét bi y té thuoc loai B

Tén trang thiét bi y té&: Kim chay than

Tén thuong mai: A.V. Fistula Needle

Mi Global Medical Device Nomenclature — GMDN (néu c6):
Chung loai: Theo phu luc

M3 san pham (néu c6): Theo phu luc

Quy céch dong goi:

Muc dich st dung: Dung cho qua trinh chay than nhan tao

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Theo phu luc

5. D6i v6i trang thiét bi y té chtra chat ma tay, tién chét (néu c6):
6. Thong tin vé chu so hitu trang thiét bi y té:

Tén chu s¢ hiru: Poly Medicure Limited

Dia chi chu s¢ hitu: 232-B, 3RD FLOOR, OKHLA INDUST RIAL
ESTATE,PHASE III, NEW DEL HI- 110020, INDIA

7. Thong tin vé co s& bao hanh (néu co):

8. S6 cong bo du diéu kién san xuat doi v6i trang thiét bi y té san xuat trong
nude: [SO 13485: 2016



. Thanh phén hd so:

1

Vin ban cong bo tiéu chuan 4p dung ddi véi trang thiét bi y té thudc
loai B

Gidy chung nhan dat tiéu chuan quan 1y chat lugng ISO 13485

Gidy uy quyén cta chu so hiru trang thiét bi y té

Giay xac nhan du diéu kién bao hanh

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

Ban tiéu chuan ma chu s hitu trang thiét bi y té cong b ap dung

N N | B W]

Gidy chtng nhan luu hanh tu do dbi voi trang thiét bi y té nhap khau




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

QUY CACH

STT TEN TRANG THIET BI Y TE CHUNG LOAI MA SA;N P,HAM PONG GOI TEN CO SO SAN XUAT PIA CHI CO SO SAN XUAT NyoC
) : (Néu co) £ : SAN XUAT
(Néu cd)
90030-90032; 90230-
90239; 90248, 90249;
91123, 91124, 91039; Plot no. 104-105 & 115-116,
1 | Kim chay than Theo phu luc 91030-91032, 91120- Poly Medicure Limited Sector-59, HSIIDC Industrial INDIA

91122,91125-91127,
91035-91037; 92020-
92022; 91033, 91034,
91038

Area, Ballabgarh-121004
Faridabad (Haryana), INDIA




