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84: 190001509/PCBA-HCM Tp H6 Chi Minh, ngay 17 thang 12 nim 2019

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bé: CONG TY TNHH THIET BI Y TE DMED
2. bia chi: S6 178, Puong SO 1, Khu dan Cu Trung Son, Binh Chanh, Tp. HCM, X4i Binh Hung,
Huyén Binh Chanh, Thanh phé H6 Chi Minh

3. S6 van ban dé nghi cua co so: 03/DMED/GGM-2019 Ngay: 10/12/2019
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Phoi gia (Test lung)

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chudn 4p dung: ISO 13485: 2003

5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu sé hiru: GREAT GROUP MEDICAL CO, LTD

Dja chi chu s¢ hitu: S6 168, Puong Xingong 2nd, Tianzhong Towship, Changhua County 520,
Taiwan R.0.C
6. Thong tin vé co s& bao hanh:

(1) Tén co sé: Cong ty TNHH Thiét Bi Y Té DMED

Dia chi: SO 178, PUONG s6 1, Khu Dan Cu Trung Son,, Xa Binh Hung, Huyén Binh
Chanh, Thanh pho H6 Chi Minh

Dién thoai c6 dinh: 093882290 bién thoai di dong: 0903 346127

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 Giay chuing nhan dat tiéu chuan quan 1y chat luong con hiéu luc 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 | Gidy chung nhan hop chuan hodc Ban ti€u chuan ma chu so hitu trang thiét bi y t€ cong
bo ap dung

8 | Tailidu hudng din sir dung cua trang thiét bj y té

9 | Mau nhan s& str dung khi luu hanh tai Viét Nam cua trang thiét bi y té

10 | Gidy ching nhan luu hanh tu do con hi€u luc tai thoi diém ndp hd so doi voi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan ho so cong bd du diéu kién san xuét trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO

\ f//u ube

Pham Thi Thanh Huyén




CONG TY TNHH CONG NGHE

ADJ VIET NAM

S6: 20190631 -ADJVINA/
170000008/PCBPL-BYT

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

Ha Néi, ngay 25 thang 07 nam 2019

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Can cir Nghj dinh s6 36/2016/NP-CP ngay 15 thang 5 nam 2016 ciia Chinh phii nuée Céng hoa
xd héi chi nghia Viét Nam vé Quan Iy trang thiét bi y té;
Can cik Nghi dinh 169/2018/NP-CP ngay 31 thang 12 nam 2018 cia Chinh phu siea doi, bo sung
mot s6 diéu ciia Nghi dinh s6 36/2016/ND-CP ngay 15 thang 5 ndm 2016 cia Chinh phii vé Quan
Iy trang thiét bj y té;
Can cik Phiéu tiép nhdn ho so cong bo du diéu kién phan logi s6 170000008/PCBPL-BYT do B6 Y
té cap ngay 27/02/2017;
Theo yéu cdu cia CONG TY TNHH THIET BI Y TE DMED, c6 dia chi tai S6
178, Buong so 1, KDC Trung Son, Xa Binh Hung, Huyén Binh Chanh, Thanh pho H6 Chi
Minh, Viét Nam, chiing t61 phan loai trang thiét bi y t€¢ nhu sau:

TT |Tén trang| Chiing loai/ |Hang, nwéc|Hang, nwée| Mue dich sir | Céin cir dé |Mirc dd rii
thiét bi y |mi san phdm| sin xuéit |chi sé hiru|dung theo chi| phanloai | ro duwge
té dinh ciia cha | mic d§ rii | phén loai
0 hiru 0
1. | Phdi gia | Theo phu luc |Great Group|Great Group| Dung dé test | Quy tic 4, A
dinh kém Medical Medical |mdy hodc hi¢u | Muyc A, Phan
Co., Ltd, | Co., Ltd, |chuan may. M6| II, phy lyc I
bai Loan | DPai Loan | phong hoat
dong cta phdi | Thong tu
khi thé may. |39/2016/TT-
BYT

Nguwoi thue hién phan loai

Trang thiét bi y té khong 1a trang thiét bi y

té chan doan in vitro

Noi nhin:
-Bo Y té;

- S& Y té cdc tinh,

thanh phd;

- Hai quan ctra khiu;

- Luu: VT.

CONG TY TNHH CONG NGHE




PHU LUC PINH KEM

Dinh kém theo Ban két qua phan logi trang thiét bi y té sé: 20190631 -ADJVINA/ 170000008/PCBPL-BYT

TT

Tén trang thiét biy

Chiing loai/ ma san phim

Hang, nwde san

Hang, nuwdéc chu sé

tt xu:‘lt hitu
e VA-8001 Great Group Medical |  Great Group
VA-8002 Co., Ltd, Dai Loan Medic‘a_l Co., Ltd,
Pai Loan

VA-8003
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