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PHIEU TIEP NHAN

Ho so cong bd tiéu chuin ap dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bd: CONG TY TNHH THIET BI KHOA HQOC VIET KHOA
2. bia chi: 15 Buong C18, Phuong 12, Quan Tan Binh, Tp.HCM, Phuong 12, Quan Tan Binh,
Thanh phd H6 Chi Minh

3. S6 vin ban dé nghi cta co s¢: 08/2020/VK-DK TBYT Ngay: 31/08/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: Khuon chira miu - Dao cét tiéu ban

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485

5. Thong tin vé chu s hitu trang thiét bi y té :

Tén chu s¢ hiru: Sakura Finetek Japan Co., Ltd

Dia chi chu s¢ hitu: 75-5 Imojiya, Chikuma-City, Nagano, Japan 387-0015

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chirng nhan dat ti€éu chuan quan 1y chat luong con hi¢u lyc tai thoi diém ndp ho so.

4 | Gidy uy quyén cua chi sé hitu trang thiét b y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu lyc 8

7 | Giay chiing nhan hop chuan hoic Ban tiéu chuan ma cha so hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co sé du diéu
kién theo quy dinh cta phap luat vé danh gia su phit hop cap ddi vai trang thiét bj y té
san xut trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | Mau nhén sé& st dung khi lvu hanh tai Viét Nam cua trang thiét bi y té
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Giéy chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém nop ho so doi véi trang thiét
bi y té nhap khau hodc Phiéu ti€p nhén ho so cong bo du diéu kién san xuat trang thiét
biy té do1 voi TTBYT san xuat trong nude

NGUOI TIEP NHAN HO SO

Ky béi: Pham Thi Thanh
Huyén
Email:
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Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

2 5 QUY CACH o : P N o
TEN TRANG THIET BI . . X . "'| TEN CO SO SAN XUAT/ HANG, | TEN CO SO CHU SO HU'U/ HANG, P . e
T v TE PVT | CHUNG LOAI SAN PHAM I:I(\?ENI? CG(;))I NUGC SAN XUAT NUGC CHU SG HOU TEN CO SO BAO HANH | DIA CHi CO SO BAO HANH
Sakura Finetek Japan Co., Ltd /
1 | Khuon chita méu bénh pham | . 4170; 4120; 4154F; 4157F; o Nhat Ban; Sakura Finetek Japan Co., Ltd Cong ty TNHH 15 Pudmg C18, Phudng 12,
(cassette) °P 4086 P Sakura Finetek Europe BV / Nhat Ban Thiét Bi Khoa Hoc Viét Khoa |  Quan Tan Binh, TP.HCM,
Ha Lan

. oa . |S-35; A-35; A-22; R Feather Safety Razor Co., Ltd Sakura Finetek Japan Co., Ltd Cong ty TNHH 15 Puong C18, Phuong 12,
2 Ludi dao cat tiéu ban Hop Hop Nhat Ban Nhat Ban Thiét Bi Khoa Hoc Viét Khoa |  Quan Tan Binh, TP.HCM,
.. A R 2 . |N0.130; No.260; N Feather Safety Razor Co., Ltd Sakura Finetek Japan Co., Ltd Cong ty TNHH 15 Puong C18, Phuong 12,
8 | Ludidaocatloc bénh pham | HOp |\ 1 30p¢. No.260RC Hop Nhat Ban Nhat Ban Thiét Bi Khoa Hoc Viét Khoa |  Quan Tan Binh, TP.HCM,
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