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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000756/PCBA-HN
Ngay cong bo: 28/04/2026

1. Tén co s cong bd: CONG TY TNHH STERICA

2. bia chi: Tang 6, Toa nha Viét A - S6 9 ph6 Duy Tan, Phuong Cau Giay,
Thanh phd Ha Noi

3. S6 vin ban cua co so: 02/2026/UOC Ngay: 28/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: B dung cu phau thuat thay khép hang

Tén thuong mai (néu co):

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

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich st dung: Dung cu phau thuat dugc thiét ké dé s dung cho hé théng
cay ghep nhén tao United va dugc cac bac si phau thuat chinh hinh str dung dé
hd trg viéc cdy ghép xuong nhan tao ‘hoac giai thich cho cac ky thuat phau
thuat danh riéng cho cac san pham cay ghép cu thé. Viéc st dung dung cu theo
dung yéu cau k¥ thuat 1a diéu can thiét dé dat duoc vi tri cy ghép mong muén
nhu dugc mo ta trong ky thuat phau thuat lién quan. Viéc sir dung dung cu
khong twong thich (vi du: sir dung dung cu tir hé thong khac) c6 thé dan dén
hau qua 1am sang kho luong trong ngin han va dai han. Khay va hop dung
dung cu duogc thiét ké dé tao diéu kién thuan loi cho viéc sép xép, nhan dang,
luu trir, van chuyén, v¢€ sinh, khtr trung va tai ché dung cu. Cac dung cu phau
thuat chung duoc san co dé thuan loi cho viéc céy ghép hé théng phau thuat.
Tén co sé san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan chét luong san phdm 4p dung: Tiéu chuin nha san xuét



5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu co):
6. Thong tin vé cha so hitu thiét bi y té:
Tén chu s& hiru: United Orthopedic Corporation

bia chi chu sé hitu: No. 16, Luke 1st Rd, Luzhu Dist., Kaohsiung City 82151,
TAIWAN, PROVINCE OF CHINA

7. Thong tin vé co s& bao hanh (néu co):

Tén co so: Cong ty TNHH Sterica

Dia chi: Tang 6, toa nha Viét A, s6 9 phd Duy tan, Phuong Cau Gidy, Thanh
pho Ha Noi

Dién thoai ¢b dinh: +84 2432242403 bién thoai di dong:

8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy 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 liéu ky 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 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu sé hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu huéng dan st dung cta thiét bi y té X
8 | Mau nhian thiét bi y té X

9 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET BI Y TE

N L 2 7 QUY CACH 2 P , TEN CO SO CHU SO HU'U/
77| TENTRANG THIET BL Y| 5y VI TINH CHUNCILONIE SN MA SAN PHAM PONG GOI I CURDRLN HANG, NUOC CHU SO | TEN CO SO BAO HANH PIA CHI CO SO BAO HANH
TE PHAM A HANG, NUGC SAN XUAT ¢
(NEU CO) HUU
) . . . . . Tang 6, Toa nha Viét A - S5 9 phé Duy Tén,
1 9115-8300-RA cai United fe”l‘:aral head trial 9115-8300-RA Ci”gfiisn'}hgsfgfan Ci”gfiigghgsfgfan CONG TY TNHH STERICA Phuomg Chu Gidy,
v P P Thanh phé Ha N§i, Viét Nam
U-Motion Il Acetabular . . . . Tang 6, Toa nha Viét A - S 9 phd Duy Tén,
2 1406-6056 cai Liner Trial, 20°, ID40mmM, 1406-6056 C:J”gf;ig;hngifm C;J”:fiig:;hb";’fifan CONG TY TNHH STERICA Phuong Cu Gidy,
0oD56mm > P Thanh phé Ha Noi, Viét Nam
U-Motion Il Acetabular . ) 4 . Téng 6, Toa nha Viét A - S6 9 phd Duy Tan,
3 1406-6058 cai Liner Trial, 20°, ID40mm, 1406-6058 e U”'te,dt.oﬁhg?.eg'? c U"'te,dt.ogfhgf’.eim, CONG TY TNHH STERICA Phuomg Chu Gidy,
OD58IT|IT| orporatio: a1l Loan orporatio: a1l Loan Thf{nh phé Hé NG[, v1ét Nam
U-Motion Il Acetabular . . . . Tang 6, Toa nha Viét A - S 9 phd Duy Tén,
4 1406-6060 cai Liner Trial, 20°, ID40mmM, 1406-6060 C:J”gf;ig;hngifm C;J”:fiig:;hb";’fifan CONG TY TNHH STERICA Phuong Cu Gidy,
OD60mm P P Thanh phé Ha Noi, Viét Nam
| . | . Tang 6, Toa nha Viét A - $6 9 ph Duy Tan,
5 9206-1102 cai Cup reamer handle, 9206-1102 United Orthopedic United Orthopedic CONG TY TNHH STERICA Phung Chu Gidy,

offset

Corporation/ Pai Loan

Corporation/ Pai Loan

Thanh phé Ha Noi, Viét Nam




