SO Y TE HA NOI CONG HOA XA HQI CHU NGHIiA VIET NAM
Doc 1ap - Tu do - Hanh phuc

34: 190001090/PCBA-HN Thanh phé Ha Néi, ngay 14 thang 08 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 KY THUAT HTC
2. bia chi: S6 25, Ngb 218 Puong Lac Long Quan, Phudng Budi, Quan Tay Ho, Thanh Phd Ha
Noi, Viét Nam, Phuong Buoi, Quan Tay Ho, Thanh phd Ha Noi

3. S6 van ban d& nghi cua co so: 010608/HTC/2019 Ngay: 07/08/2019
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: B6 gia d& dan kim Ultra-Pro II
Chung loai/ma san pham: B gia d& dan kim Ultra-Pro 11/644-082

Tén co s& san xuat: CIVCO Medical Solutions

Dia chi co s& san xuat: 102 First Street South Kalona, IA 52247-9589, PO BOX 933598,
ATLAN]:A GA 31193-3598, USA
Ti€u chuan ap dung: ISO 13485-2016

5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu so htru: CIVCO Medical Solutions

Dia chi chu s¢ hitu: 102 First Street South Kalona, IA 52247-9589, PO BOX 933598, ATLANTA
GA 31193-3598, USA
6. Thong tin vé€ co s& bao hanh:

(1) Tén co sé: Cong ty TNHH Thiét Bi K§ Thuat HTC

Dia chi: S6 25, ngd 218, dudng Lac Long Quan, phuong Buoi, quan Tay Hb, thanh phb Ha
Noi, Viét Nam , Phuong Budi, Quan Tay HO, Thanh phd Ha Noi

Dién thoai ¢ dinh: 0914838166 bié¢n thoai di dong:

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 chung nhan dat tiéu chuan quan 1y chat luong con hiéu luc tai thoi diém ndp ho so.
4 | Gidy iy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai lieu mo ta tom tat ky thuat TTBYT theo mau sé 1 Phu Iyc 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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