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S4:200001338/PCBA-HCM Tp H6 Chi Minh, ngay 11 thang 08 ndm 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 TRANG THIET BI - DUNG CU Y KHOA TAN MAI
THANH

2. Pia chi: 766/3 Su Van Hanh , Phuong 12, Quan 10, Thanh phdé HO Chi Minh
3. S6 vin ban dé nghi cua co sé: 120-2020/TMT-CBA Ngay: 07/08/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Ghé vé sinh cho nguoi tan tat

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 4p dung: EN ISO 13485:2016; ISO 9001:2015

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

Tén chu s& hitu: Foshan Dongfang Medical Equipment Manufactory, Ltd.

Dia chi chu s¢ hitu: No.5 Xingfu RD., Zone A, Shishan Industrial Park, Nanhai District, Foshan
City, P.R. China

6. Thong tin vé co s¢ bao hanh:

(1) Tén co sé: Cong ty TNHH Trang Thiét Bi - Dung cu Y Khoa Tan Mai Thanh
bia chi: 766/3 Su Van Hanh , Phuong 12, Quan 10, Thanh phé H6 Chi Minh
bién thoai c6 dinh: (028) 38622926 Dién thoai di dong: 0909123344

7. Thanh phan hd so:

1 | Phy lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Gidy chiing nhan dat tiéu chuan quéan 1y chat lugng con hiéu lyc tai thoi diém ndp ho so.

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 TTBYT theo mau s6 1 Phy lyc 8

N SN | B

Giay chtng nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét b y té cong
bo 4p dung




Két qua danh gia cac thong so hoa, 1y, vi sinh va céac thong s6 khac do co so du diéu

’ kién theo quy dinh ctia phap ludt vé danh gia su phu hop cap doi véi trang thict bi y té
san xuat trong nudc

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

10 | MAu nhan sé& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té

11 | Gidy chimg nhan luyu hanh ty do con hiéu lyc tai thdi diém nop ho so d6i véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan hd so cong bd du diéu kién san xuat trang thiét
biy té doi voi TTBYT sdn xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky bdi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S& Y té, Thanh
pho Ho Chi Minh

Ngay ky: 11-08-2020
18:05:09 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

, QUY CACH| TEN CO SO SAN TEN CO SO CHU SO . , , s
STT | TEN TRANG THIET BI Y TE DTO% HV ! C;&%NPGHE%I D(')l:\IG G’(')I XUAT/ }{ANG: NUOC| HUU/ }}Al\{G, IEI,U’(')C ;Elj) (}:&;g D!];‘ACOHII{SI’; v
(NEU CO) SAN XUAT CHU SO HU'U
1 |Ghé vé sinh cho ngudi tan tat Cai FS893 Foshan Dongfang Foshan Dongfang Medical [ Cong ty TNHH [ 766/3 Su Van
2 |Ghé vé sinh cho nguoi tan tat Cai | FS8997 Medical Equipment | Equipment Manufactory | Trang thiét b - | Hanh, Phuong 12,
3 |Gh& vé sinh cho ngudi tan tat Cai | FS893L Manufactory (Ltd.), (Ltd.), Trung Quoc | Dyng cy Y khoa| Quéan 10, Tp Ho
4 |Ghé vé sinh cho nguoi tan tat Cai | FS8133 Trung Quoc Tan Mai Thanh | Chi Minh
5 |Ghé vé sinh cho nguoi tan tat Cai FS8962
6 |Ghé vé sinh cho nguoi tan tat Cai FS899
7 |Ghé vé sinh cho nguoi tan tat Cai FS899U
8 |Ghé vé sinh cho ngudi tan tat Cai FS8941
9 |Ghé vé sinh cho ngudi tan tat Cai FS696
10 [Ghé vé sinh cho nguoi tan tat Cai FS894
11 [Ghé vé sinh cho nguoi tan tat Cai FS897
12 [Ghé vé sinh cho nguoi tan tat Cai FS897A
13 [Ghé vé sinh cho ngudi tan tat Cai FS898
14 [Ghé vé sinh cho ngudi tan tat Cai FS7992L
15 [Ghé vé sinh cho ngudi tan tat Cai FS894L
16 [Ghé vé sinh cho ngudi tan tat Cai FS813(S)
17 |Ghé vé sinh cho nguoi tan tat Cai FS813
18 |Ghé vé sinh cho ngudi tan tat Cai FS8921
19 |Ghé vé sinh cho ngudi tan tat Cai FS892
20 [Ghé vé sinh cho ngudi tan tat Cai FS8951L
21 [Ghé vé sinh cho ngudi tan tat Cai FS811
22 |Ghé vé sinh cho ngudi tan tat Cai FS8101
23 [Ghé vé sinh cho ngudi tan tat Cai FS895L
24 [Ghé vé sinh cho ngudi tan tat Cai FS813L
25 [Ghé vé sinh cho ngudi tan tat Cai FS8832U
26 [Ghé vé sinh cho ngudi tan tat Cai FS8992L
27 |Ghé vé sinh cho ngudi tan tat Cai | FS8992
28 [Ghé vé sinh cho ngudi tan tat Cai | FS8995L
29 [Ghé vé sinh cho ngudi tan tat Cai | FS890
30 |Ghé vé sinh cho nguoi tan tat Cai FS697S-1
31 |Ghé vé sinh cho nguoi tan tit Cai FS697S
32 [Ghé vé sinh cho ngudi tan tat Cai | FS695S
33 |Ghé vé sinh cho nguoi tan tat Cai | FS699L
34 |Ghé vé sinh cho nguoi tan tat Cai | FS6992L




35 |Ghé vé sinh cho ngudi tan tat Cai FS691S
36 |Ghé vé sinh cho ngudi tan tat Cai FS694S
37 |Ghé vé sinh cho ngudi tan tat Cai FS691
38 |Ghé vé sinh cho ngudi tan tat Cai FS692
39 |Ghé vé sinh cho nguoi tan tat Cai FS693
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