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:  2601468DKLH/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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PHU LUC PINH KEM

1. Muc dich sir dung:

Thiét bi duoc sir dung nham giam hodc 1am nhe dau va/hoic cai thién chirc ning khép hang ¢ bénh nhan di truong thanh vé mit xwong, trong cac
truong hop sau:

1. Bénh 1y khép hang gay dau va han ché chiic ning, bao gom: thoai héa khép, viém khép dang thap, viém khép sau chan thuong hozc hoai tir vo
mach giai doan muon.

2. Thay thé cac phiu thuat truéc d6 khong thanh coéng, nhu thay chém xwong dui, tao hinh 6 c¢di hodc cac thu thuat khac.

3. Céc van dé 1am sang trong d6 han khdp hodc cac k¥ thuat tai tao khac kho dat dugc két qua théa dang.

4. Piéu chinh bién dang chiic ning.

5. Piéu tri khong lién xuong ¢ ving ¢6 xwong dui hodc ving mau chuyén cta xuwong dui gan, ¢ lién quan dén chom xuong dui, ma khong thé xir
1y dugc bang cac ki thuat khac.

Thiét bi nay 1a bo phan cdy ghép str dung mot lan va chi danh cho k¥ thuat khong ding xi méng.

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

STT

Tén thiét bi y té

Chung loai

Ma san phim
(Neéu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

United Hip System U-
Motion II PS Cup, Cluster-
Hole

1306-3044;
1306-3046;
1306-3048;
1306-3050;
1306-3052;
1306-3054;
1306-3056;
1306-3058;
1306-3060;
1306-3062;
1306-3064;
1306-3066;
1306-3068;
1306-3070

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 cé)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

United Hip System U-
Motion II PS Cup, No-Hole

1306-3244;
1306-3246;
1306-3248;
1306-3250;
1306-3252;
1306-3254;
1306-3256;
1306-3258;
1306-3260;
1306-3262;
1306-3264;
1306-3266;
1306-3268;
1306-3270

United
Orthopedic
Corporation

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

TAIWAN,
PROVINCE OF
CHINA

Lép 16t 6 cbi

United Hip System U-
Motion II XPE Cup Liner

1406-3844;
1406-3846;
1406-3248;
1406-3250;
1406-3252;
1406-3254;
1406-3256;
1406-3258;
1406-3652;
1406-3654;
1406-3656;
1406-3658;
1406-3660;
1406-3662;
1406-3664;
1406-3666;
1406-3668;
1406-3670;
1406-5844;

United
Orthopedic
Corporation

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

TAIWAN,
PROVINCE OF
CHINA

Trang4/8




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

1406-5846;
1406-5248;
1406-5250;
1406-5252;
1406-5254;
1406-5256;
1406-5258;
1406-5260;
1406-5262;
1406-5264;
1406-5266;
1406-5268;
1406-5270;
1406-5652;
1406-5654;
1406-5656;
1406-5658;
1406-5660;
1406-5662;
1406-5664;
1406-5666;
1406-5668;
1406-5670;

Vit 6 co1

United Hip System Ti
Cancellous Screw

5206-1015;
5206-1020;
5206-1025;
5206-1030;
5206-1035;
5206-1040;
5206-1045;
5206-1050;

United
Orthopedic
Corporation

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

TAIWAN,
PROVINCE OF
CHINA
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- z Quy cach " . . . -
STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) (Néu c6) san xuat san xuat
) ) ) No.16, Luke 1st
z « . 2 % | United Hip System U- United ’ . TAIWAN,
5 chgaip chan vitday 0 | \r vion I0, Set of Serew | 120671001 Orthopedic g;)ﬁ;ﬁ“ Iéllit PROVINCE OF
Hole Covers Corporation 22151 MY | cHINA
1306-3144;
1306-3146;
1306-3148;
1306-3150;
1306-3152;
1306-3154;
. United Hip System U- 1306-3156:; United R0 LUKS 18U AN,
6 [0 céi Motion II PS+ Cup, 1306-3158; Orthopedic Kaohiama Cirv. | PROVINCE OF
Cluster-Hole 1306-3160; Corporation [ ) MY | cHiNa
1306-3162;
1306-3164;
1306-3166;
1306-3168;
1306-3170;
1306-3344;
1306-3346;
1306-3348;
1306-3350;
1306-3352;
o United Hip System U- 1306-3354; United Eg'lfdiikgilsit TAIWAN,
7 |0 cbi Motion II PS+ Cup, No- ng-gggg; Orthopedic Kaohsiung City. | PROVINCE OF
Hole 1306-33602 Corporation 22151 CHINA
1306-3362;
1306-3364;
1306-3366;
1306-3368;
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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

1306-3370;

Lép 16t 6 cbi

U2 Acetabular Components
U-Motion II E-XPE Cup
Liner

1406-7144;
1406-7146;
1406-7248;
1406-7250;
1406-7352;
1406-7354;
1406-7356;
1406-7358;
1406-7360;
1406-7362;
1406-7364;
1406-7366;
1406-7368;
1406-7370;
1406-7544;
1406-7546;
1406-7648;
1406-7650;
1406-7752;
1406-7754;
1406-7756;
1406-7758;
1406-7760;
1406-7762;
1406-7764;
1406-7766;
1406-7768;
1406-7770;

United
Orthopedic
Corporation

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

TAIWAN,
PROVINCE OF
CHINA

Lép 16t 6 cbi

United Hip System U-
Motion II XPE Cup Liner

1406-3056;
1406-3058;

United
Orthopedic

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

TAIWAN,
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

1406-3060;
1406-3062;
1406-3064;
1406-3066;
1406-3068;
1406-3070;
1406-5056;
1406-5058;
1406-5060;
1406-5062;
1406-5064;
1406-5066;
1406-5068;
1406-5070;

Corporation

Kaohsiung City,
82151

CHINA

10

Lép 16t 6 cbi

United Hip System U-
Motion II, Delta Ceramic
Liner

1406-1056;
1406-1064;
1406-1248;
1406-1652;
1406-1844

United
Orthopedic
Corporation

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

TAIWAN,
PROVINCE OF
CHINA
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