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Doc 1ap - Tu do - Hanh phuc

S4: 200001460/PCBA-HN Thanh phé Ha Néi, ngay 20 thang 08 nim 2020

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 bé: CONG TY TNHH THIET BI Y TE OLYMPUS VIET NAM
2. bia chi: Phong 305/507, V Tower, 649 Kim M3, Phuong Ngoc Khanh, Quan Ba Dinh, Thanh
ph6 Ha Noi

3. S6 vin ban dé nghi cua co sé: 02-2020/0VN-CBA Ngay: 17/08/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Ho 6ng thong (cannula) dudng mat ding mot lan

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 13485-2016

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

Tén chu sé hitu: Olympus Medical Systems Corp.

Dia chi chu s¢ hitu: 2951 Ishikawa-machi, Hachioji-shi, Tokyo, 192-8507, Japan
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 ly chat luong con hiéu 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

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

- - . . . ; <xr | TEN CO SO SAN XUAT/ HANG, NUOC | TEN CO SO CHU SO HUU/ HANG, NUOC
STT | TEN TRANG THIET BI Y TE PON VI TINH CHUNG LOAI SAN PHAM SAN XUAT CHU SG HUU

| |One thong (cannula) dudng mat Chibe/cai PR-V214Q Aomori Olympus Co., Ltd, Nhat ban Olympus Medical Systems Corp., Nhat ban

dung mot lan

Ong thong (cannula) dudong mat A . A 1oa . At ha
2 N A 1A Chiéc/cai PR-V216Q Aomori Olympus Co., Ltd, Nhat ban Olympus Medical Systems Corp., Nhat ban

dung mot lan

Ong thong (cannula) dudng mét N . o . J
3 N A A Chiéc/cai PR-V223Q Aomori Olympus Co., Ltd, Nhat ban Olympus Medical Systems Corp., Nhét ban

dung mot lan

Ong thong (cannula) dudong mat A . A 1oa . At ha
4 N A 1A Chiéc/cai PR-V414Q Aomori Olympus Co., Ltd, Nhat ban Olympus Medical Systems Corp., Nhat ban

dung mot lan

Ong thong (cannula) dudng mét A . etz . J
5 N A A Chiéc/cai PR-V416Q Aomori Olympus Co., Ltd, Nhat ban Olympus Medical Systems Corp., Nhat ban

dung mot lan

Ong thong (cannula) dudong mat A . A 1oa . At b
6 N A 1A Chiéc/cai PR-V418Q Aomori Olympus Co., Ltd, Nhat ban Olympus Medical Systems Corp., Nhat ban

dung mot lan

Ong thong (cannula) dudng mét A . etz . J
7 N A 1A Chiéc/cai PR-V420Q Aomori Olympus Co., Ltd, Nhat ban Olympus Medical Systems Corp., Nhét ban

dung mot lan

Ong thong (cannula) dudong mat A . A 1oa . At T
8 N A 1A Chiéc/cai PR-V434Q Aomori Olympus Co., Ltd, Nhat ban Olympus Medical Systems Corp., Nhat ban

dung mot lan

Ong thong (cannula) dudng mét A . o . A 1oz
9 N A A Chiéc/cai PR-V435Q Aomori Olympus Co., Ltd, Nhat ban Olympus Medical Systems Corp., Nhét ban

dung mot lan

Ong thong (cannula) dudng mat A . A 1oa . At ha
10 dung mot lan Chiéc/cai PR-V427Q Aomori Olympus Co., Ltd, Nhat ban Olympus Medical Systems Corp., Nhat ban
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