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:  2601489PKLH/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 ly 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. Ma Global Medical Device Nomenclature - GMDN (néu ¢6):

4. Loai thiét biy té TBYT Loai C

5. Tén, dia chi ctia chi s hitu thiét bj y té&: Smith & Nephew, Inc., 1450 Brooks

Road, Memphis, Tennessee, 3%1 16, UNITEP STA‘TES

6. Tén, dia chi ctia chu s& hitu s6 lvu hanh: VAN PHONG PAI DIEN SMITH &

NEPHEW ASIA PACIFIC PTE. LIMITED TAI THANH PHO HO CHI MINH,

Phong 02, tang 18, s6 180-192 dudng Nguyén Cong Trir, Phuong Bén Thanh,

Thanh phd HO Chi Minh.

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; Dia chi co so 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:

- VAN PHONG DPAI DIEN SMITH &
NEPHEW ASIA PACIFIC PTE.
LIMITED TAI THANH PHO HO CHi
MINH;

- B0 truong (dé b/c);

- TT. B Xuén Tuyén (dé b/c); =
- Hai quan cira khau; Nguyén Minh Lgi
- Luu: VT, DPKKD.
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PHU LUC PINH KEM

1. Muc dich sir dung:
B6 khép gdi nhan tao LEGION duoc str dung dé phiu thuat thay khop gdi toan phan ¢ nhitng bénh nhan c6 b xwong trudng thanh cé hodc khong
c6 x1 mang xuong.

Chi dinh st dung: ,
. Viém khop dang thap.
. Viém khdp sau chan thuong, viém xuong khop hoac viém khop thoai hoa.

. He thong khép gbi duoc giit 6n dinh phia sau va ¢ dinh ciing dugc chi dinh dé diéu tri thay khép gbi mot phan hoic thay khép gbi toan
phan that bai.

chinh stra, trong do cac day chang cheo trudce va sau khong con hoat dong va cac day chdng bén van con nguyen ven.
. B0 khép g6i nhén tao ¢b dinh duoc thl?t ké dé sur dung cho nhimg bénh nhan trong phau thuét ban dau va phau thuat chinh sira, trong d6
day chang chéo sau va mot hodc cé hai day chang bén (trc 1a day chang bén trong va/hoac day chang bén) khong con hoat dong.

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

Bo khép gbi nhan tao duge gitt 6n dinh phia sau duogc thiét ké dé sir dung cho nhirng bénh nhan trong phau thuat ban dau va phau thuat

. . X Quy cach " . ) ) .
STT| Tén thiét biy té Chiing loai Ma san pham d(n)nlg g6i Teéncoso | Dia chicoso | g0 can xudt
(Néu co) (Néu c6) san xuat san xuat
71453171
71453172
71453173 1450 Brooks
1 |Dém mam chay LEGION PS HIGH FLEX |71453174 Smith & Road, Memphis, | UNITED
¥ XLPE INSERT 71453175 Nephew, Inc. | Tennessee STATES
71453176 38116
71453177
71453178
71453171 PMT 797,
LEGION PS HIGH FLEX 71453172 IS\Imiﬁl & Persiaran Cassia
A A 5 14531 ephew latan
2 |Pémmamchdy | vppp NQERT ;1423 132 Opl;ration Sdn. %Zman > MALAYSIA
71453175 Bhd Perindustrian
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Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) ((ilgglgl f((’)))l san xut san xult Nudc san xuat

Batu Kawan,

;}jgg };g Bandar Cassia,
Penang, Pulau

71453178 Pinang 14110

71453181

71453182

71453183 1450 Brooks

3 | Dém mam cha LEGION CR HIGH FLEX |71453184 Smith & Road, Memphis, | UNITED
i y XLPE INSERT 71453185 Nephew, Inc. Tennessee STATES

71453186 38116

71453187

71453188

71453181 PMT 797,

71453182 Persiaran Cassia

) Selatan 8,
71453183 Smith & Taman
A A \ LEGION CR HIGH FLEX |71453184 Nephew . :
4 | DBém mam chay XLPE INSERT 71453185 Operation Sdn. Perindustrian MALAYSIA

Batu Kawan,

71453186 Bhd .

71453187 Bandar Cassia,

71453138 Penang, Pulau

Pinang 14110
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