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S4: 180001722/PCBA-HCM Tp Ho Chi Minh, ngay 07 thang 09 ndm 2018

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 bdé: CONG TY CO PHAN XUAT NHAP KHAU Y TE THANH PHO HO CHI
MINH

2. bia chi: 181 Nguyén Dinh Chiéu, Phuong 06, Quan 3, Thanh phd HO6 Chi Minh
3. S6 van ban dé nghi ctia co so: 780/2018/YTC/XNK Ngay: 31/08/2018

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Dung cu bao vé dau géi hd tro diéu tri

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan ap dung: 93/42/EEC

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

Tén chu so hitru: A-MI Global Co., Ltd

Dia chi chu s¢ hitu: 22, Jangnimbeonyeong-ro 104Beon-gil, Saha-gu, Busan, 49465, South Korea
6. Thong tin vé co sé bao hanh:

(1) Tén co sé: Cong ty C6 Phan Xuat Nhap Khau Y té Tp. H6 Chi Minh
Dia chi: 181 Nguyén Pinh Chiéu, P.6, Q.3, Tp.Ho Chi Minh, Phuong 06, Quan 3, Thanh pho
Ho6 Chi Minh
Dién thoai ¢ dinh: 028.39304372 bién thoai di dong:

7. Thanh phan hd so:

1 | Vin ban cong bd tiéu chuan ap dung cia trang thiét bi y té thudc loai A

Gidy chimg nhan dat tiéu chuan quan 1y chit luong

Phuy lyc chi tiét trang thiét bi y té

Ban phan loai trang thiét bi y té

Nl ] W] N

Phiéu tiép nhan ho so cong bd du diéu kién san xuat trang thiét bi y té hoic Gidy chung
nhan dat ti€éu chuan quan 1y chat luong con hi¢u lyc tai thoi diém ndp hé so cong bo doi
voi trang thiét bi y t€ nhap khau.

6 | Gidy iy quyén ciia chu s hitu trang thiét bi y té




7 | Gidy xac nhan du diéu kién bao hanh

8 | Tai liéu mo ta tom tat k§ thuat TTBYT

9 Gjéy ching nhan hop chuan hoic Bén tiéu chuan ma chii s¢ hitu trang thiét bi y té cong
bo ap dung

10 | Tai liéu huéng dan sir dung ciia trang thiét bi y té

11 | Mau nhan sé& sir dung khi luu hanh tai Viét Nam cua trang thiét bi y té

NGUOI TIEP NHAN HO SO
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Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

. .~ | TEN CO SO
< TEN CO SO > o ,
ST TEN TRANG D\?IN CHUNG LOAI | MA SAN %g;g’i‘%}' SAN XUAT/ Hlfg%i(; - TEN CO SO DIéAGC;I; g o
THIET BI Y TE TiNH SAN PHAM PHAM (NEU C O) HSAANl\?,XTJIi(;C NUGC CHU BAO HANH HANH
SO HUU
< L, A el Full Open
1 Bgf(gnbgﬁ)\]@ dau cai | Patellaknee Wrap | DR-K006 Size U
goTing (Short)
) Bf..ng bao vé dau i Kneg Sleevg With DR-K008 Size S, M, L,
g0i Side Springs XL
g [Bangbaovekhop | | KneeSleeve (Soft | o\ 10| siz05 M, L
g0i (it dan hoi) Compression)
Gradual . .
Bang bao v¢ khdp .. . Size S, M, L, Cong ty Co x
4 |abi (dan hi) cal | Compression | DR-KO21 XL A-MI Global | A-MIGlobal | PhinXudt | .01 Neuyen
KneeSleeve . . . 2 Dinh Chiéu,
. Co., Ltd, Han | Co., Ltd, Han | Nhap Khau Y
Post-Operative ROM Quéc Quéc & Tp. H Chi P.6, Q.3, Tp.
s |Nepgdikhoass | . | KneeBraceWith | o | Size U (lef) i Hb Chi Minh
(do dai tuy chinh) Dial Pin Lock Size U (right)
(Adjustable Length)
Lo gas . Knee Immobilizer Size S, M, L,
6 |Nep goi dai cai (Long) DR-K105 XL
Z. . Knee Immobilizer Size S, M, L,
7 |Nep goi cai (Regular) DR-K106 XL
IO . Knee Immobilizer Size S, M, L,
8 |Nep goi (ngan) cai (Short) DR-K106-1 XL
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