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Doc 1ap - Tu do - Hanh phuc

S4: 200000114/PCBA-HN Thanh phé Ha Néi, ngay 16 thang 01 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 HTP VIET NAM

2. bia chi: G24,lang Quéc té Thing Long, Phuong Dich Vong, Quan Cau Gidy, Thanh phd Ha
Noi

3. S6 van ban dé nghi cta co sé: 18 Ngay: 06/01/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Givong bénh nhan diéu khién bang tay quay

Chung loai/ma san phdm: MDK-T5611K, MDK-T5618K, MDK-T3618K, MDK-T3618L, MDK-
T3611K, MDK-T3611L, MDK-T2611K, MDK-T2611L, MDK-T2618K, MDK-T2618L, MDK-

T1611L, MDK-T1611K, MDK-T1610Z.
Tén co s& san xuat: Zhangjiagang Medycon Machinery Co., Ltd

Dia chi co so san xuat: Dongqu Dadao economic Developing Area ZhangJiaGang city, Jiangsu
Province, China

Tiéu chuan ap dung: ISO 13485

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

Tén chu s& hitu: Zhangjiagang Medycon Machinery Co., Ltd

Dia chi chu s¢ hitu: Dongqu Dadao economic Developing Area ZhangliaGang city, Jiangsu

Province, China
6. Thong tin vé co s bao hanh:

(1) Tén co sé: Cong ty C6 phan HTP Viét Nam
Dia chi: G24, lang Quéc té Thang Long, Phuong Dich Vong, Quéan Cau Giéy, Thanh ph6 Ha
Noi
Dién thoai ¢ dinh: 0084 4 2246 274 Pién thoai di dong: 0919358160

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 luc 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 md ta tom tat k¥ thuat TTBYT theo mau s6 1 Phu luc 8

7 Gjéy chirng nhan hop chuan hoac Ban ti€éu chuan ma chu sé hitu trang thiét bi y t€ cong
bo 4p dung

8 | Tai liu 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

10 Giay chung nhan luu hanh ty do con hiéu luc tai thoi diém ndp ho so doi voi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan ho so cong bd di diéu kién san xuat trang thiét
biy té do1 voi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong
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