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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: 260001890/PCBB-HN
Ngay cong bod: 12/06/2026

1. Tén co sd cong bé: CONG TY TNHH THIET BI Y TE TRAN MINH
2. Pia chi: S6 511/2 Kim M4, Phuong Giang V5, Thanh phd Ha Noi

3. S6 vin ban cua co so: 1206.26/TM-CBTCB Ngay: 12/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Dung cu khdp hang nhan tao

Tén thuong mai (néu co):

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

Chung loai: Theo phu luc

Ma san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich st dung: St dung trong cac ca phau thudt thay khop hang nhan tao
do chan thuong, bénh 1y, thodi hoa

Tén co so san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

5. Doi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s& hiru: Atesos medical AG

Dia chi chu sé hiru: Schachenallee 29, 5000 Aarau, SWITZERLAND
7. Thong tin vé co s& bao hanh (néu co):

Tén co sé: CONG TY TNHH THIET BI Y TE TRAN MINH

Dia chi: S6 511/2 Kim M3, Phuong Giang V5, Thanh phd Ha Noi



Dién thoai ¢b dinh: 0941790777  Pién thoai di dong:
8. S6 cong bo du diéu kién san xuat doi 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 so hitu thiét bi y té X
4 Giéy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k thuat thiét bi y té bang tiéng Viét, kém theo |

tai liéu k¥ thudt mo ta chirc ning, thong s6 ki thuat cua thiét bj y té
do chu s¢ hiru thiét bi y t€ ban hanh.

Gidy chimg nhan hop chuan X

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
doi vaoi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co) X




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

. - Z Quy cach " . . . N (o
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o Dia chi cg so'san Nu’O'CAsan
(Néu co) (Néu c6) san xuat xuat xuat
Trial Heads @ 28 mm
various sizes:; Trial Head O
36-S; Trial Head @ 36-M;
Trial Head © 36-L; Trial
Head @ 36-XL; Opening
Punch; Penetration broach;
Trial Heads @ 32 mm
various sizes:; Trial Head O
32-8; Trial Head @ 32-M; 1 800211; 800212; 800213;
Trial Head O 32-L; Trial 800214: 800189: 800152:
Head 0 32-XL; Guided | 800206; 800207; 800208;
Stem Impactor; Unas Trial 800209: 800266: 800262
Neck high 1-5; Trial Heads f f .
Dung cu khop @ 36 mm various sizes:: 800203f 800204f 800157, Atesos Medical | Schachenallee 29, 5000 [ SWITZER
1 . N ; >+ 800187; 800267; 800171
hang nhan t@O Trial Head 028 S; Trial (H/H) - 800188: 800174 AG Aarau LAND

28-L; Trial Head © 28-XL; | g00253; 800254; 800255;
Impact handle; Rasp handle 800256: 800257: 800258:
double offset 37/26-10° left; 800259’ 8002605 800261’

Extractor Instrument Unas 800268; 800269
short stem; Head
repositioning device (I1I/1I);
Ras handle double offset
37/26-10° right; Ruler;
Unas Trial Neck low >= 6;
Unas Trial Neck high >= 6;
Unas Rasp Size 2; Unas
Rasp Size 3; Unas Rasp




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co sé san
xuat

Nudce san
xuat

Size 4; Unas Rasp Size 5;
Unas Rasp Size 6; Unas
Rasp Size 7; Unas Rasp
Size 8; Unas Rasp Size 9;
Unas Rasp Size 10; Unas
Rasp Size 11; Tray; Lid




