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S6: 190000025/PCBA-DN Tinh Pong Nai, ngdy 07 thang 05 nam 2019

PHIEU TIEP NHAN

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

1. Tén co so cong bd: CONG TY TNHH AMETHYST VIETNAM

2. bia chi: KCN An Phudc,Xa An Phudce,Huyén Long Thanh, Tinh Pong Nai,Vietnam, Xa An
Phudc, Huyén Long Thanh, Tinh Pong Nai

3. S6 van ban d& nghi cua co so: AME-101/TCAD Ngay: 26/04/2019
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: GOI SINH THUONG

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 chuédn ap dung: ISO 13485

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

Tén chu s hitu: CONG TY TNHH AMETHYST VIETNAM

Dia chi chu s¢ hitu: Khu céng nghiép An Phudce, X4 An Phudc, Huyén Long Thanh, Tinh Dong
Nai
6. Thong tin vé co s¢ bao hanh:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhén dat ti€u chuan quan ly chat lugng con hiu lyc tai thoi diém ndp ho so.

4 | Gidy tiy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liéu mo ta tom tat ki thuat TTBYT

7 | Gidy chung nhan hop chuan hodc Ban ti€u chuan ma chu s¢ hitu trang thiét bi y t€ cong
bo ap dung

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

9 | Mau nhan s& str dung khi luu hanh tai Viét Nam cua trang thiét bi y té
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Giay chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so doi1 vai trang thiét
bi y t€ nhap khau hodc Phiéu tiép nhan ho so cong bo du di€u kién san xuat trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO

Phan Huy Anh Vi




BANG KE CHI TIET TRANG THIET Bl Y TE

CHUNG o TEN CO SO SAN TEN CO i .. | PIA CHI CO
STT |TEN TRANG THIET BI Y TE Dml LOAI SAN L:,AHZ;N XUAT/ HANG, s&%?émg’ gg f&;g SO BAO
PHAM NUGC SAN XUAT Bty HANH

1 |GOI SINH THUONG B0/ Set AME-101

2 [Khan Céi AME-001

3 |Ao choang Cai AME-003

4 |Khan trai da nang Cai AME-004

5 |Khan trai ban Cai AME-005

6 [Bao chan Cai AME-006 Khu cong nghi¢p

7  |Kep rén so sinh Cai AME-008 CONG TY TNHH | CONGTY TNHH | CONGTY | AnPhuéc, Xa

8 |Khéu trang Cai AME-009 AMETHYST AMETHYST TNHH An Phudc,

9 |Gacyté Cai AME-010 VIETNAM, Viét VIETNAM, Viét AMETHYST Huyén Long

10 |Tap déyté Cai AME-012 Nam Nam VIETNAM Thanh, Tinh

11 |Bao trum diu y té Cai AME-013 Dong Nai

12 [Tam 16t thim hat Céi AME-015

13 |Quan Cai AME-016

1 Quf?m kém tam 16t tham hit sau i AME-017

sinh
15 |Tai Cai AME-018
16 |Bang vé sinh sau sinh Cai AME-019
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