Doc 1ap - Tu do - Hanh phuc

S4: 200000860/PCBA-HCM Tp H6 Chi Minh, ngay 02 thang 06 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 TNHH KY THUAT Y TE HAI DUONG

2. bia chi: 188/2 T6 Ngoc Van, Phuong Linh Déng, Quan Tha Puc, Tp Hd Chi Minh, Phuong
Linh Péng, Quan Thu Puc, Thanh phé HO6 Chi Minh

3. S6 van ban dé nghi cta co so: 01HDM/2020/A Ngay: 25/05/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Miéng cAm mau miii Sida-cel cac ¢& ( PVA NASAL DRESSINGS with or
without airtube, gauze, string)

Chung loai/ma san pham: 18101,18102,18103,18104,18105,18106,18107,18108, 18109, 18100,
18111, 18112, 18113, 18114, 18115, 18116, 18117, 18118, 18119,
18120,18121,18122,18123,18124,18125,18126,18127,18128,18129,18130,18131,18132,18133,18
134,18135,18136,18137,18138,18139,18140,18141

Tén co s& san xuit: SIDAPHARM P.C

Dia chi co s& san xuit: 21 Stageiriti & 2 EM. Fili Str, 54352 Thessaloniki, Greece
Tiéu chuan 4p dung: ISO, CE

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

Tén chu s¢ hiru: SIDAPHARM PC

Dia chi chu s¢ hitu: 21 Stageiriti & 2 EM. Fili Str, 54352 Thessaloniki, Greece

6. Thong tin vé co sé bao hanh:

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 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 | Gidy ching nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét b y té cong
bo 4p dung

g | Két qua danh gia cac thong s6 hoa, ly, vi sinh va cac thong s6 khac do co s¢ du diéu
kién theo quy dinh cua phép luat vé danh gid su phu hop cap doi véi trang thiét bi y té
san xuat trong nudc




9 | Tai liéu hudng din st dung cua trang thiét bi y té
10 | MAu nhén sé& sir dung khi lvu hanh tai Viét Nam cia trang thiét bi y té
11 | Gidy chimmg nhan luu hanh ty do con hiéu lyc tai thoi diém nop ho so doi véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan ho so cong bd du diéu kién san xuét trang thiét
biy t€ do1 véi TTBYT san xuat trong nudce
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