BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC HA TANG VA THIET BI Y TE Poc 1ap - Tu do - Hanh phiic

S6:  2601469PKLH/HTTB-PKKD  Ha Ngi, ngay 07 thang 05 nim 2026

GIAY CHUNG NHAN PANG KY LUU HANH
THIET BI Y TE THUQC LOAI C, D

Cin ctr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phu vé
quan 1y thiét bi y té;

Can ctr Nghi dinh s 07/2023/ND-CP ngay 03 thang 3 ndm 2023 ctia Chinh phu sira
d6i, bo sung mot s6 dicu ciia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phi1 vé quan 1y thiét bi y té;

Can ctr Nghi dinh s6 96/2023/NP-CP ngay 30 thang 12 nam 2023 cua Chinh phu
quy dinh chi tiét mot sé diéu cua Luat Kham bénh, chita bénh;

Can c Thong tu s6 44/2025/TT-BYT ngay 22 thang 11 nam 2025 caa Bo trudng
Bo Y té quy dinh viéc phan ca‘ip thuc hién mot sé nhiém vu, giai quyét mét sb thu tuc
hanh chinh trong linh vuc thiét bi y té thudc tham quyén ciia Bd Y té va quy dinh vé
mau vin ban, bao cao thuc hién quan 1y thiét bi y té.

Cuc Ha tang va Thiét bi y té - Bo Y té cap chung nhan ding ky luu hanh cho thiét bi
y té (moi 100%) nhu sau:

1. Tén thiét bi y té: B 6 cbi, 10p 16t 6 cdi va vit 6 cdi dung trong phau thuat khép

hang ,

2. Tén thuong mai (néu co):

3. Mi Global Medical Device Nomenclature - GMDN (néu ¢6):

4. Loai thiét biy té TBYT Loai C

5. Tén, dia chi ctia cht s& hitu thiét bi y té: United Orthopedic Corporation, No.16,

Luke 1st Rd. Luzhu Dist., Kaohsiung City, 82151, TAIWAN, PROVINCE OF

CHINA

6. Tén, dia chi ctia cht s& hitu s6 lvu hanh: CONG TY TNHH STERICA, Té‘mg 6,

Toa nha Viét A - S6 9 phd Duy Tan, Phuong Cau Gidy, Thanh phd Ha Noi.

7. Muc dich st dung; Tén, dia chi co s& bao hanh: Theo phu luc dinh kem.

8. Thong tin chi tiét thiét bi y té (Chung loai; Ma san pham; Quy cach dong goi; Tén

co s& san xuét; Dia chi co s¢ san xuit va Nude san Xuét): Theo phu luc dinh kem.
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Gidy chtng nhan nay duoc cip theo Quyét dinh sb 85/Qb-HTTB
ngay 07 thang 05 ndm 2026./.

Noi nhan:

- CONG TY TNHH STERICA;
- Bo trudng (dé blc);

- TT. D6 Xuén Tuyén (dé b/c);
Hai quan cira khau;

- Luu: VT, bKKD.

Nguyén Minh Lgi
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1. Muc dich sir dung:

PHU LUC PINH KEM

Thiét bi duoc str dung nham giam hodc 1am nhe dau va/hoidc cai thién chirc ning khép hang & bénh nhan da trudng thanh vé mit xuwong, voi cac

tinh trang sau:

1. Thoi hoa khép.

2. Gy cb xuong dui.

3. Nguy co trat khop.

4. Hoai tr xwong chdm xuong dui.

5. Thu thugt thay thé trong truong hop céac phuong phap hoac thiét bi diéu tri khac da that bai, va khi tai tao xuong cho phep.
O cbi ludng cuc di dong loai nén xwong va 6 cdi ludng cuc di dong cd chdt cb dinh 13 bd phan cdy ghép sir dung mdt 1an va chi danh cho k¥ thuat

khong dung xi mang.

O cdi ludng cuc di dong loai c6 xi mang 1a bo phan cay ghép str dung mot 1an va chi danh cho ky thuat dung xi mang.

2. Tén, dia chi co’ sé bao hanh:
3. Théng tin chi tiét thiét bi y té:

STT| Tén thiét biy té Chiing loai

Ma san pham

(Néu c6)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

United DM Acetabular

I | Lop 16t 6 coi System XPE Mobile liner

1207-1442;
1207-1444;
1207-1446;
1207-1448;
1207-1450;
1207-1452;
1207-1454;
1207-1456;
1207-1458;
1207-1460;
1207-1462;
1207-1464;
1207-1646;
1207-1648;
1207-1650;

United
Orthopedic
Corporation

No.16, Luke 1st

Rd. Luzhu Dist.,

Kaohsiung City,
82151

TATWAN,
PROVINCE OF
CHINA

Trang 3/5




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 s&
san xuat

Nuwdce san xuat

1207-1652;
1207-1654;
1207-1656;
1207-1658;
1207-1660;
1207-1662;
1207-1664

O cbi di dong
khong xi mang

United DM Acetabular
System Dual Mobility Cup,
Press-fit, PS+

1307-1242;
1307-1244;
1307-1246;
1307-1248;
1307-1250;
1307-1252;
1307-1254;
1307-1256;
1307-1258;
1307-1260;
1307-1262;
1307-1264;
1307-1266;
1307-1268

United
Orthopedic
Corporation

No.16, Luke 1st
Rd. Luzhu Dist.,
Kaohsiung City,
82151

TATWAN,
PROVINCE OF
CHINA

O cdi di dong
khong xi mang

United DM Acetabular
System Dual Mobility Cup,
Peg-fixed, PS+

1307-5242;
1307-5244;
1307-5246;
1307-5248;
1307-5250;
1307-5252;
1307-5254;
1307-5256;
1307-5258;

United
Orthopedic
Corporation

No.16, Luke 1st
Rd. Luzhu Dist.,
Kaohsiung City,
82151

TAIWAN,
PROVINCE OF
CHINA
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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 s&
san xuat

Nuwdce san xuat

1307-5260;
1307-5262;
1307-5264;
1307-5266;
1307-5268

Vit 6 co1

United DM Acetabular
System Cobalt-chrome
cortical screw

5107-1025;
5107-1030;
5107-1035;
5107-1040;
5107-1045;
5107-1050;
5107-1055;
5107-1060;
5107-1065

United
Orthopedic
Corporation

No.16, Luke 1st
Rd. Luzhu Dist.,
Kaohsiung City,
82151

TAIWAN,
PROVINCE OF
CHINA
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