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S6: 180001548/PCBA-HCM Tp H6 Chi Minh, ngay 06 thang 08 nim 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 bé: CONG TY TNHH TM BACH QUANG

2. bia chi: 33/66 Puong s 1, Phuong Binh Thuén, Quan 7, Thanh phé H6 Chi Minh

3. S6 van ban dé nghi cua co so: 016/2018-TCADA/BQ Ngay: 02/08/2018

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Ho dung cu kep thuy tinh thé Cartridge ( gdm cac Model: PSCST,
EMERALDC, 1CAR”1:30, 1VIPR30, IMTEC30, céc c0, cac loai)

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 4p dung: TIEU CHUAN AP DUNG CUA TRANG THIET BI Y TE THUQC LOAI A
5. Thong tin vé chu s hitu trang thiét bi y té :

Tén chu sé hitu: Johnson & Johnson Surgical Vision, Inc. /AMO

Dia chi chu s¢ hitu: 1700 East Saint Andrew Place, Santa Ana, CA 92705 (714) 247-8200, U.S.A
(AMO) ‘
6. Thong tin vé€ co s& bao hanh:

(1) Tén co so: Cong ty TNHH TM Béch Quang

Dia chi: 33/66, Duﬁ)’ng SH 1, Phuong Binh Thuan, Quan 7, TP.HCM, Phuong Binh Thuan,
Quan 7, Thanh pho H6 Chi Minh

Dién thoai c6 dinh: 0854045147 Dién thoai di dong: 0913904356
7. Thanh phan hd so:

1 | Van ban cong b tiéu chudn ap dung cua trang thiét bi y té thudc loai A

Gidy chimg nhan dat tiéu chuan quan 1y chat 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 bo du dicu kién san xuat trang thiét bi y té hodc Gidy chimng
nhan dat ti€éu chuan quan 1y chat luong con hi¢u luc tai thot di€ém ndp ho so cong bo doi
voi trang thiét bi y t€ nhap khau.

6 | Gidy uy quyén cua chu sé hitu trang thiét b 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

- - o TEN CO SO CHU
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HUU
, The UNFOLDER Emerald AMO Puerto Rico |Johnson & Johnson| . ~ 33/66, Puong s6 1,
1 Ho dung cy kep thiy Cai/hop |Series cartridge Implantation Thing carton | Manufacturing, INC, | Surgical Vision, CONG TY TNHH TM Phuong Binh Thuén, Quén

tinh thé Cartridge

System (EmeraldC)

USA

Inc. / AMO. USA

BACH QUANG

7, Tp.HCM

Ho dung cu kep thuy

The UNFOLDER one Series

AMO Puerto Rico

Johnson & Johnson

CONG TY TNHH T™M

33/66, Puong sb 1,

2 1. 2 . Cai/hop |cartridge Implantation System | Thung carton | Manufacturing, INC, | Surgical Vision, < Phuong Binh Thuan, Quén
tinh thé Cartridge (ICART30) USA Inc. / AMO, UsA | BACH QUANG 7, Tp.HCM
, The UNFOLDER one Series AMO Puerto Rico |Johnson & Johnson| - A 33/66, Buong 61,
3 Ho dung cu kep thity Cai/hop |Ultra cartridge Implantation Thing carton | Manufacturing, INC, | Surgical Vision, CONG TY TNHH TM Phuong Binh Thuén, Quan

tinh thé Cartridge

System (1VIPR30)

USA

Inc. / AMO. USA

BACH QUANG

7, Tp.HCM

The UNFOLDER Platium 1

AMO Puerto Rico

Johnson & Johnson

33/66, Puong sb 1,

4 Eﬁhiiggccitﬁf) tehuy Cai/hop [Series cartridge Implantation | Thing carton | Manufacturing, INC, | Surgical Vision, CO:;IECTJ JJJ\I :,\';' GTM Phuong Binh Thuan, Quéin
g System (LMTEC30) USA Inc. / AMO. USA 7, Tp.HCM
, The UNFOLDER silver Series AMO Puerto Rico |Johnson & Johnson| - A 33/66, Buong $6 1,
5 Ho dung cu kep thuy Cai/hop |cartridge Implantation System | Thung carton | Manufacturing, INC, | Surgical Vision, CONG TY TNHH TM Phuong Binh Thuéan, Quan

tinh thé Cartridge

(PSCST)

USA

Inc. / AMO. USA

BACH QUANG

7, Tp.HCM
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