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S6: 210000334/PCBA-HCM Tp Ho6 Chi Minh, ngay 17 thang 05 nam 2021

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: VAN PHONG DAI DIEN HCP HEALTHCARE ASIA PTE. LTD. TAI
THANH PHO HO CHI MINH ,
2. bia chi: Lau 10, S6 201-203, Buong Cach Mang Thang Tam, Phuong 04, Quan 3, Thanh pho

H6 Chi Minh

3. S6 van ban d& nghi ctia co so: 6/2021/HCP-VNQR Ngay: 15/04/2021
4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y té: Biang gac tiét trung

Chung loai/mé san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bia chi co s san xuét: Theo phu luc

Tiéu chuan chat lugng san pham ap dung: Ti€u chuan nha san xuat, CE Marked Medical Devices;
ISO 13485:2016

5. Thong tin vé chu sé hitu trang thiét biy té :

Tén chu so hiru: Laboratoire Sylamed

Dia chi chu s¢ hitu: 3 Square de Maubeuge - 75009 Paris 09

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& sir dung khi lwu hanh tai Viét Nam cia trang thiét bi y té

11

Gidy chtng nhan luu hanh tu do con hiéu luc tai thoi diém ndp ho so ddi vai trang thiét
bi y té nhap khau hodc Phiéu ti€p nhan ho so cong bo du diéu kién san xuat trang thiét
biy t€ do1 vé1 TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky béi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S&' Y té, Thanh
ph6 H6 Chi Minh

Ngay ky: 17-05-2021
17:04:35 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

A i . | PON VI [ CHUNG LOAI | QUY CACHDPONG | TEN CO SO SAN XUAT/ HANG, NUOC SAN TEN CO SO CHU SO HU'U/ HANG, NUOC
STT| TENTRANGTHIET BIVTE TINH SAN PHAM GOI (NEU CO) XUAT CHU SO HUU
1 |Bang gac tiét tring Hop Urgosterile H%irig(?; |I$]ng Zhende Medical Co., Ltd. — Trung Qubc Laboratoire Sylamed - Phap
2 |Bang gac tiét trung Hop Urgosterile Hci)g;?xrgé?g Zhende Medical Co., Ltd. — Trung Qudc Laboratoire Sylamed - Phap
L e . . Hop 50 miéng . £ . ,
3 |Bang gac tiét tring Hop Urgosterile 10cmx10cm Zhende Medical Co., Ltd. — Trung Quoc Laboratoire Sylamed - Phap
X . . . Hop 50 miéng . £ . ]
4 |Bang gac tiét trung Hop Urgosterile 15cmx10em Zhende Medical Co., Ltd. — Trung Quéc Laboratoire Sylamed - Phap
L N . . Hop 20 miéng . 2 . ,
5 |Béang gac tiét tring Hop Urgosterile 20cmx10em Zhende Medical Co., Ltd. — Trung Quoc Laboratoire Sylamed - Phap
. s A . Hop 20 miéng . A . ]
6 |Bang gac tiét trung Hop Urgosterile 25emx10cm Zhende Medical Co., Ltd. — Trung Qudc Laboratoire Sylamed - Phap
7 |Bang gac tiét tring Hop Urgosterile H3%pcr2n?<£?)|s:19 Zhende Medical Co., Ltd. — Trung Qubc Laboratoire Sylamed - Phap
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