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

86:  2601638PKLH/HTTB-DKKD  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 cép 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: Bo khop gbi nhan tao

2. Tén thuong mai (néu cé):

3. M4 Global Medical Device Nomenclature - GMDN (néu c6):

4. Loai thiét biy té TBYT Loai C

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

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

CHINA

6. Tén, dja chi cua chu sé hitu s6 luu hanh: CONG TY TNHH STERICA, Tang 6,

Toa nha Viét A - S6 9 phd Duy Tan, Phuong Cau Gidy, Thanh phé 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; M4 san pham; Quy cach dong goi; Tén

co s& san xuat; Pia chi co s& san xuit va Nudc san xuét): Theo phu luc dinh kem.
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Gidy chtng nhan nay duoc cip theo Quyét dinh sb 88/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

Hé théng khép gbi U2 duogc chi dinh trong diéu tri thoai hoa khop gbi dé giam hodc loai bo dau dén hodc cai thién chirc nang khop gbi 0 bénh
nhan truong thanh bi dau khop va tan tat nghiém trong do viém khop dang thap, viém xuong khop, viém khop nguyen phat va thir phat, viém
khop, hoai tr vo mach cua tu cau xuong dui hodc gia, mat cAu hinh khép sau chan thuong, déc biét khi c6 thoai hoa xuong banh che, roi loan chure
nang hoac cat bo trude do, bién dang vtra phai, di dang hodc bién dang cong veo. Hé thong nay cling cé thé duoc chi dinh trong viéc hd trg véi cac
phau thuat bi that bai trudc d6 néu khép gbi khong thé cin bang va 6n dinh tai thoi diém phau thuat.
Déi v6i cac thanh phan xwong dui ¢ xi ming, cic thanh phan xwong banh ché, mam chay va cac 16p 16t xwong chay: Thiét bi nay 1a mot bo phan
ciy ghép sir dung duy nhat va chi danh cho hé thong c6 xi mang.
Dbi voi thanh phan xuong dui khong xi mang: Thiét bi nay 1a bd phan ciy ghép sir dung mot lan va chi danh cho hé thong khong xi mang.
2. Tén, dia chi co’ sé bao hanh:

3. Théng tin chi tiét thiét bi y té:

x 2 Z Quy cach " . . . -
STT| Tén thiét biy t Chiing loai Ma san pham déng goi Tencoso | Dlachicose | o0 cin xudt
: : (Néu cod) £, san xuat san xuat
(Néu co0)
2103-1110;
2103-1115;
2103-1120;
2103-1125;
2103-1130;
U2 Total Knee System 2103-1135; United No.16, Luke '1 st TAIWAN,
X A axs Femoral Component, 2103-1140; ) Rd. Luzhu Dist.,
1 [LOoi cau dui i s ’ Orthopedic . . PROVINCE OF
Cruciate Retaining, Porous |2103-1145; Corporation Kaohsiung City, CHINA
Coated, Left 2103-1150; P 82151
2103-1155;
2103-1160;
2103-1165;
2103-1170;
o U2 Total Knee System 2103-1210; United No.16, Luke 1st | TAIWAN,
2 | Loi cau dui Femoral Component, 2103-1215; Orthopedic Rd. Luzhu Dist., | PROVINCE OF
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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

Cruciate Retaining, Porous
Coated, Right

2103-1220;
2103-1225;
2103-1230;
2103-1235;
2103-1240;
2103-1245;
2103-1250;
2103-1255;
2103-1260;
2103-1265;
2103-1270;

Corporation

Kaohsiung City,
82151

CHINA

Loi1 cau dui

U2 Total Knee System
Femoral Component,
Cruciate Retaining,
Cemented, Left

2103-1310;
2103-1315;
2103-1320;
2103-1325;
2103-1330;
2103-1335;
2103-1340;
2103-1345;
2103-1350;
2103-1355;
2103-1360;
2103-1365;
2103-1370;

United
Orthopedic
Corporation

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

TAIWAN,
PROVINCE OF
CHINA

Lo61 cau dui

U2 Total Knee System
Femoral Component,
Cruciate Retaining,
Cemented, Right

2103-1410;
2103-1415;
2103-1420;
2103-1425;
2103-1430;
2103-1435;

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

2103-1440;
2103-1445;
2103-1450;
2103-1455;
2103-1460;
2103-1465;
2103-1470;

Lo6i cau dui

U2 Total Knee System
Femoral Component,
Posterior Stabilized, Left

2103-3110;
2103-3115;
2103-3120;
2103-3125;
2103-3130;
2103-3135;
2103-3140;
2103-3145;
2103-3150;
2103-3155;
2103-3160;
2103-3165;
2103-3170;

United
Orthopedic
Corporation

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

TAIWAN,
PROVINCE OF
CHINA

Loi cau dui

U2 Total Knee System
Femoral Component,
Posterior Stabilized, Right

2103-3210;
2103-3215;
2103-3220;
2103-3225;
2103-3230;
2103-3235;
2103-3240;
2103-3245;
2103-3250;
2103-3255;

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

2103-3260;
2103-3265;
2103-3270;

Mam chay

U2 Total Knee System
Tibial Baseplate, Cemented

2203-3010;
2203-3020;
2203-3030;
2203-3040;
2203-3050;
2203-3060;

United
Orthopedic
Corporation

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

TAIWAN,
PROVINCE OF
CHINA

Lop dém mam
chay

U2 Total Knee System
Tibial Insert, Cruciate
Retaining

2303-1211;
2303-1212;
2303-1213;
2303-1214;
2303-1215;
2303-1221;
2303-1222;
2303-1223;
2303-1224;
2303-1225;
2303-1231;
2303-1232;
2303-1233;
2303-1234;
2303-1235;
2303-1241;
2303-1242;
2303-1243;
2303-1244;
2303-1245;
2303-1251;

United
Orthopedic
Corporation

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

TATWAN,
PROVINCE OF
CHINA
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STT

Tén thiét biy té

Ching 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

2303-1252;
2303-1253;
2303-1254;
2303-1255;
2303-1261;
2303-1262;
2303-1263;
2303-1264;
2303-1265;
2303-1271;
2303-1272;
2303-1273;
2303-1274;
2303-1275;

Lop dém mam
chay

U2 Total Knee System XPE
Tibial Insert, Cruciate
Retaining

2303-1611;
2303-1612;
2303-1613;
2303-1614;
2303-1615;
2303-1616;
2303-1617;
2303-1618;
2303-1619;
2303-1620;
2303-1621;
2303-1622;
2303-1623;
2303-1624;
2303-1625;
2303-1626;
2303-1627,
2303-1628;

United
Orthopedic
Corporation

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

TAIWAN,
PROVINCE OF
CHINA

Trang 7/ 19




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

2303-1629;
2303-1630;
2303-1631;
2303-1632;
2303-1633;
2303-1634;
2303-1635;
2303-1636;
2303-1637;
2303-1638;
2303-1639;
2303-1640;
2303-1641;
2303-1642;
2303-1643;
2303-1644;
2303-1645;
2303-1646;
2303-1647;
2303-1648;
2303-1649;
2303-1650;
2303-1651;
2303-1652;
2303-1653;
2303-1654;
2303-1655;
2303-1656;
2303-1657;
2303-1658;
2303-1659;
2303-1660;
2303-1661;
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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

2303-1662;
2303-1663;
2303-1664;
2303-1665;
2303-1666;
2303-1667;
2303-1668;
2303-1669;
2303-1671;
2303-1672;
2303-1673;
2303-1674;
2303-1675;

10

Lop dém mam
chay

U2 Total Knee System
Tibial Insert, Posterior
Stabilized

2303-3011;
2303-3012;
2303-3013;
2303-3014;
2303-3015;
2303-3021;
2303-3022;
2303-3023;
2303-3024;
2303-3025;
2303-3031;
2303-3032;
2303-3033;
2303-3034;
2303-3035;
2303-3041;
2303-3042;
2303-3043;
2303-3044;

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

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

2303-3045;
2303-3051;
2303-3052;
2303-3053;
2303-3054;
2303-3055;
2303-3061;
2303-3062;
2303-3063;
2303-3064;
2303-3065;
2303-3071;
2303-3072;
2303-3073;
2303-3074;
2303-3075;

11

Lop dém mam
chay

U2 Total Knee System XPE
Tibial Insert, Posterior
Stabilized

2303-3610;
2303-3611;
2303-3612;
2303-3613;
2303-3614;
2303-3615;
2303-3616;
2303-3617;
2303-3618;
2303-3619;
2303-3620;
2303-3621;
2303-3622;
2303-3623;
2303-3624;
2303-3625;

United
Orthopedic
Corporation

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

TATWAN,
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

2303-3626;
2303-3627,
2303-3628;
2303-3629;
2303-3630;
2303-3631;
2303-3632;
2303-3633;
2303-3634;
2303-3635;
2303-3636;
2303-3637,
2303-3638;
2303-3639;
2303-3640;
2303-3641;
2303-3642;
2303-3643;
2303-3644;
2303-3645;
2303-3646;
2303-3647,
2303-3648;
2303-3649;
2303-3650;
2303-3651;
2303-3652;
2303-3653;
2303-3654;
2303-3655;
2303-3656;
2303-3657,
2303-3658;
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STT

Tén thiét biy té

Ching 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

2303-3659;
2303-3660;
2303-3661;
2303-3662;
2303-3663;
2303-3664;
2303-3665;
2303-3666;
2303-3667,
2303-3668;
2303-3669;
2303-3671;
2303-3672;
2303-3673;
2303-3674;
2303-3675;

12

L1 cau dui

U2 Total Knee System,
Femoral Component,
Cruciate Retaining, PF+,
Left

2103-1510;
2103-1515;
2103-1520;
2103-1525;
2103-1530;
2103-1535;
2103-1540;
2103-1545;
2103-1550;
2103-1555;
2103-1560;
2103-1565;
2103-1570;

United
Orthopedic
Corporation

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

TAIWAN,
PROVINCE OF
CHINA

13

L1 cau dui

U2 Total Knee System,

2103-1610;

United

No.16, Luke 1st

TAIWAN,
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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

Femoral Component,
Cruciate Retaining, PF+,
Right

2103-1615;
2103-1620;
2103-1625;
2103-1630;
2103-1635;
2103-1640;
2103-1645;
2103-1650;
2103-1655;
2103-1660;
2103-1665;
2103-1670;

Orthopedic
Corporation

Rd. Luzhu Dist.,
Kaohsiung City,
82151

PROVINCE OF
CHINA

14

Loi cau dui

U2 Total Knee System,
Femoral Component,
Posterior Stabilized, PF+,
Left

2103-3510;
2103-3515;
2103-3520;
2103-3525;
2103-3530;
2103-3535;
2103-3540;
2103-3545;
2103-3550;
2103-3555;
2103-3560;
2103-3565;
2103-3570;

United
Orthopedic
Corporation

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

TAIWAN,
PROVINCE OF
CHINA

15

Loi1 cau dui

U2 Total Knee System,
Femoral Component,
Posterior Stabilized, PF+,
Right

2103-3610;
2103-3615;
2103-3620;
2103-3625;
2103-3630;

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

2103-3635;
2103-3640;
2103-3645;
2103-3650;
2103-3655;
2103-3660;
2103-3665;
2103-3670;

16

Lop dém mam
chay

U2 Total Knee System
Tibial Insert, Cruciate
Retaining

2303-1200;
2303-1201;
2303-1202;
2303-1203;
2303-1204;
2303-1205;
2303-1206;
2303-1207;
2303-1208;
2303-1209;
2303-1210;
2303-1216;
2303-1217;
2303-1218;
2303-1219;
2303-1220;
2303-1226;
2303-1227;
2303-1228;
2303-1229;
2303-1230;
2303-1236;
2303-1237,
2303-1238;

United
Orthopedic
Corporation

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

TATWAN,
PROVINCE OF
CHINA
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STT

Tén thiét biy té

Ching 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

2303-1239;
2303-1240;
2303-1246;
2303-1247;
2303-1248;
2303-1249;
2303-1250;
2303-1256;
2303-1257,
2303-1258;
2303-1259;
2303-1260;
2303-1266;
2303-1267;
2303-1268;
2303-1269;
2303-1270;
2303-1276;
2303-1277,
2303-1278;
2303-1279;

17

Lop dém mam
chay

U2 Total Knee System XPE
Tibial Insert,
Ultracongruent

2303-1400;
2303-1406;
2303-1407;
2303-1408;
2303-1409;
2303-1410;
2303-1416;
2303-1417;
2303-1418;
2303-1419;
2303-1420;

United
Orthopedic
Corporation

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

TATWAN,
PROVINCE OF
CHINA

Trang 15/ 19




STT

Tén thiét biy té

Ching 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

2303-1426;
2303-1427,
2303-1428;
2303-1429;
2303-1430;
2303-1436;
2303-1437;
2303-1438;
2303-1439;
2303-1440;
2303-1446;
2303-1447,
2303-1448;
2303-1449;
2303-1450;
2303-1456;
2303-1457;
2303-1458;
2303-1459;
2303-1460;
2303-1466;
2303-1467,
2303-1468;
2303-1469;
2303-1470;
2303-1476;
2303-1477;
2303-1478;
2303-1479;

18

Lép dém mam
chay

U2 Total Knee System XPE
Tibial Insert, Cruciate
Retaining

2303-1600;
2303-1601;
2303-1602;

United
Orthopedic
Corporation

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

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

2303-1603;
2303-1604;
2303-1605;
2303-1606;
2303-1607;
2303-1608;
2303-1609;
2303-1610;
2303-1670;
2303-1676;
2303-1677,
2303-1678;
2303-1679;

82151

19

Lop dém mam
chay

U2 Total Knee System
Tibial Insert, Posterior
Stabilized

2303-3001;
2303-3002;
2303-3003;
2303-3004;
2303-3006;
2303-3007;
2303-3008;
2303-3010;
2303-3016;
2303-3017;
2303-3018;
2303-3019;
2303-3020;
2303-3026;
2303-3027;
2303-3028;
2303-3029;
2303-3030;
2303-3036;

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

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

2303-3037;
2303-3038;
2303-3039;
2303-3040;
2303-3046;
2303-3047;
2303-3048;
2303-3049;
2303-3050;
2303-3056;
2303-3057;
2303-3058;
2303-3059;
2303-3060;
2303-3066;
2303-3067;
2303-3068;
2303-3069;
2303-3070;
2303-3076;
2303-3077,
2303-3078;
2303-3079;

20

Lop dém mam
chay

U2 Total Knee System XPE
Tibial Insert, Posterior
Stabilized

2303-3601;
2303-3602;
2303-3603;
2303-3604;
2303-3606;
2303-3607;
2303-3608;
2303-3670;
2303-3676;

United
Orthopedic
Corporation

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

TAIWAN,
PROVINCE OF
CHINA
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2303-3677,
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2303-3679;
Lém dém mam U2 Total Knee System XPE | 2303-3600; United Eg'lfl’li‘;kgilsit TAIWAN,
21 cl?z‘f) ; Tibial Insert, Posterior 2303-3609; Orthopedic Ka;)hsiun Cit ” | PROVINCE OF
y Stabilized Corporation 82151 &MY | cHINA
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