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Doc 1ap - Tu do - Hanh phuc

38: 200002186/PCBA-HN Thanh phd Ha Néi, ngay 16 thang 12 nim 2020

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 bdé: CONG TY TNHH I-BIOMED VIET NAM

2. Pia chi: S6 1 ngd 319 Vinh Hung, Phudng Thanh Tri, Quan Hoang Mai, Thanh phd Ha Noi
3. S6 vian ban dé nghi ctia co sé: 17 Ngay: 04/12/2020

4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y té: Ban mo

Chung loai/ma san phém: Thiét bi don 1¢/ C200; C200/S; C200K; C200E; C200/B; C200/SB;
C200E/B;

C200/NB; C200K/S; C200K/B; C200K/SB;

C600K; C600K/S; C600K/SD; C600K/SND; C600E/S;

C600E/SND;

Emax200 series; Emax280 series; Emax300 series

SmartP2000Classic;SmartP2000Plus; SmartP2000Advantage;

SmartP2000Elegance;

Artemis; Ares8000
P1050; P1080;

Tén co s san xuat: Mediland Enterprise Corporation

Dia chi co sé san xuat: No. 75, No. 75-2, No. 77-1, Wenhwa 1st Rd., Lohshan Village, Kueishan
Dist., Taoyuan City, Taiwan, R.O.C

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016
5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu s¢ hitu: Mediland Enterprise Corporation

Dia chi chu s¢ hitu: RM. B, 6F., No. 185, Sec. 2, ZhongShan N. Rd., ZhongShan Dist., Taipei,
Taiwan, R.O.C

6. Thong tin vé co sé bao hanh:

(1) Tén co so: Cong ty TNHH I-BIOMED Viét Nam
Dia chi: S6 1 ngd 319 Vinh Hung, Phuong Thanh Tri, Quan Hoang Mai, Thanh pho Ha Noéi
Dién thoai co dinh: 0903461396 bi¢n thoai di dong:

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 Giéy chtirng nhén dat tiéu chuan quan ly chat luong con hi€u 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 liu mo ta tom tat ky thuat TTBYT theo mau sé 1 Phu Iyc 8

7 | Giay chirng nhan hop chuan hoic Ban tiéu chuan ma chu so hitu trang thiét bi y té cong
bo ap dung

g | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co sé du diéu
kién theo quy dinh cta phap luat vé danh gia su phii hop cap ddi véi trang thiét bi y té
san xuat trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | MAu nhan sé& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té

11 | Gidy chimg nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so ddi véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan hd so cong bd du diéu kién san xuat trang thiét
biy té do1i voi TTBYT sdn xuat trong nude

NGUOI TIEP NHAN HO SO

o

Nguyén Minh Hai
Chanh Van phong
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