SO Y TE TP HO CHI MINH CONG HOA XA HQI CHU NGHIA VIET NAM
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S4:200001947/PCBA-HCM Tp H6 Chi Minh, ngay 02 thang 11 ndm 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 bé: CONG TY TNHH TRANG THIET BI Y TE VIET LONG

2. bia chi: S6 11 day 11 cian, Khu TTBP, Nguyén Kiém, Phuong 3, Quian Go Vap, TP.HCM,
Phuong 03, Quan Go Vap, Thanh phé Hé Chi Minh

3. S6 vin ban dé nghi cua co sé: 08/2020-VL Ngay: 28/10/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Cone giéy Paperpoint

Chung loai/ma san phdm: Vat liéu tiéu hao/ #410215PP #410220PP #410225PP #410230PP
#410235PP #410240PP #410245PP #410250PP  #410255PP #410260PP #410270PP
#410280PP  #410290PP #4102100PP

#4102110PP  #4102120PP #4102130PP #4102140PP  #41021540PP #41024580PP
#410290410PP

#4121XXFPP #4121XFPP #4121MDPP  #4121COPP #4121XCPP #4121 ASPP
#4121XXFPP #4121XFGP #4121FIGP ~ #4121MDPP #4121COPP #4121XCPP
#410415PP #410420PP #410425PP #410430PP #410435PP #410440PP

#410445PP #41041540PP

#410615PP #410620PP #410625PP #410630PP #410635PP #410640PP #410645PP

#41061540PP
#4232PP

Tén co so san xuat: Cong ty Spident Co.Ltd
Pia chi co so san xuat: 203&312, Koreo Industrial Complex, Gojan-Dong, Namdong-Gu Incheon
405-821, Republic of Korea

Tiéu chuan chét luong san pham ap dung: ISO 13485
5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu s hitu: Cong ty Spident Co.Ltd

Dia chi chu s¢ hitu: 203&312, Koreo Industrial Complex, Gojan-Dong, Namdong-Gu Incheon
405-821, Republic of Korea

6. Thong tin vé co sé bao hanh:

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 Giéy chirng nhan dat ti€éu chuan quan ly chat luong con hiéu lyc tai thoi diém ndp ho so.

4 | Gidy uy quyén cua chi sé hitu trang thiét b 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
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