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34: 200000706/PCBA-HN Thanh phé Ha Néi, ngay 21 thang 04 nim 2020

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 bd: CONG TY CO PHAN THIEN TRUONG

2. bia chi: Can h¢ 501, Nha 2, 67B Luong Th¢ Vinh, phudong Trung Van, quan Nam Tur Liém,
thanh pho Ha No61, Viét Nam, Phuong Trung Van, Quan Nam Tu Liém, Thanh pho Ha Noi

3. S6 van ban d& nghi cua co so: 1403/CBA-TTC/2020-04 Ngay: 13/04/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: May chup ddy mat khong nho gidn

Chung loai/mé san pham: RetinaStation

Tén co so san xuat: Crystalvue Medical Corporation.,.

Pia chi co so san xuat: No. 116, Ln. 956. Zhongshan Rd., Taoyuan Dist., Taoyuan City 33072,
Taiwan.
Tiéu chuan ap dung: ISO 13485, FSC, DOC

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

Tén chu sé hitu: Crystalvue Medical Corporation.,.

Dia chi chu s¢ hitu: No. 116, Ln. 956. Zhongshan Rd., Taoyuan Dist., Taoyuan City 33072,

Taiwan. ‘

6. Thong tin vé€ co s& bao hanh:

(1) Tén co s6: Cong ty C6 phan Thién Truong
Dia chi: Phong 501 - 505, tda nha Song Pa Nhan Chinh, 162A Nguyén Tuan, phuong Nhan
Chinh, quan Thanh Xuan, TP. Ha Noi , Phuong Nhan Chinh, Quén Thanh Xuan, Thanh phd
Ha Noi
Pién thoai ¢ dinh: 0435572630 bién thoai di dong: 0915473155

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 1y 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 mé ta tom tit ky thuat TTBYT theo mau s6 1 Phu luc 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

Nguyén Minh Hai
Chanh Van phong
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