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THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001217/PCBB-HCM
Ngay cong bo: 29/04/2026

1. Tén co s& cong bé: CONG TY TNHH TMDV XNK THUAN THIEN 1688
2. bia chi: 90 dudng 77, Phuong Tan Hung, Thanh phd HO6 Chi Minh, Viét
Nam, Phuong Tan Hung, Thanh phd H6 Chi Minh

3. S6 vin ban cua co so: 02/2026 Ngay: 22/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: KIM PHUN XAM

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: 0601RL; 0603RL; 0605RL; 0801RL; 0803RL; 0805RL; 0807RL;
0809RL; 0811RL; 1001RL; 1003RL; 1005RL; 1007RL; 1008RL; 1009RL;
1011RL; 1014RL; 1018RL; 1201RL; 1203RL; 1204RL; 1205RL; 1207RL;
1208RL; 1209RL; 1211RL; 1214RL; 1218RL; 1401RL; 1403RL; 1405RL;
1407RL; 1409RL; 1003RLMT; 1005RLMT; 1007RLMT; 1009RLMT;
1203RLMT; 1205RLMT; 1207RLMT; 1209RLMT; 1203RLT; 1205RLT;
1207RLT; 1209RLT; T1203RLT; T1205RLT; T1207RLT; T1209RLT;
1011HRL; 1206HRL; 1208HRL; 1210HRL; 1203RS-1; 1205RS-1; 1207RS-
1; 1209RS-1; 1211RS-1; 1214RS-1; 1218RS-1; 1203RS-2; 1205RS-2;
1207RS-2; 1209RS-2; 1211RS-2; 1214RS-2; 0803RS; 0805RS; 0807RS:;
1003RS; 1005RS; 1007RS; 1009RS; 1011RS; 1014RS; 1007M1-1; 1009M 1-
1; 1011M1-1; 1013M1-1; 1015M1-1; 1017M1-1; 1019M1-1; 1021M1-1;
1023M1-1; 1025M1-1; 1027M1-1; 1205M1-1; 1207M1-1; 1209M1-1;
1211M1-1; 1213M1-1; 1215M1-1; 1217M1-1; 1219M1-1; 1221M1-1;
1223M1-1; 1205M1-2; 1207M1-2; 1209M1-2; 1211M1-2; 1213M1-2;
1215M1-2; 0809M1; 0813M1; 0815M1; 0823M1; 1205M1; T1205M1;
T1207M1; T1209M1; T1211M1; T1213M1; T1215M1; 1007M1C-1;
1009M1C-1; 1011M1C-1; 1013M1C-1; 1015M1C-1; 1017M1C-1; 1019M1C-
1; 1021M1C-1; 1023M1C-1; 1025M1C-1; 1027M1C-1; 1205M1C-1;
1207M1C-1; 1209M1C-1; 1211M1C-1; 1213M1C-1; 1215M1C-1; 1217MI1C-



I; 1219M1C-1; 1221M1C-1; 1223M1C-1; 1205M1C-2; 1207M1C-2;
1209M1C-2; 1211M1C-2; 1213M1C-2; 1215M1C-2; 0809MI1C; 081 IM1C;
0813M1C; 0815M1C; 0817M1C; 0823M1C; 1007M1C; 1009M1C;
1015M1C; T1205M1C; T1207M1C; T1209M1C; T1211MI1C; T1213M1C;
TI1215MI1C; 1207F; 1209F; 3RSX4F; 3RSX6F; 1003SF; 1005SF

M3 san pham (néu co):

Quy cach dong goi:

Muc dich sir dung: San pham dung dé dua sic t6 vao 16p da nham phuc vu cac
thu thuat xam chuyén nghiép

Tén co so san xuat: Yiwu EZ Technology Co., Ltd

Dia chi co s& san xuét: 15th Floor Building B6 Headquarter Economy Park
Yiwu City Zhejiang Province China 322099, CHINA

Tiéu chuan chét luong san pham ap dung: 1SO13485

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):
6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu sé hiru: Yiwu EZ Technology Co., Ltd

bia chi chu s hitu: 15th Floor Building B6 Headquarter Economy Park Yiwu
City Zhejiang Province China 322099, CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bo du diéu kién san xuat di véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k§ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liu k¥ thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy chimg nhan hgp chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 Giéy chuing nhan luu hanh ty do con hi€u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.




