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:  2601639PKLH/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 hang 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 chu so hiru thiét bi y té: LINCOTEK BOLOGNA S.R.L., Via

Buozzi 13/15- 40057 Cadriano di Granarolo Emilia (BO), ITALY

6. Tén, dia chi ciia chu s& hitu s6 luu hanh: CONG TY TNHH Y TE BRIAN IR, S6

nha 2, ngd 107/60/21, dudong Linh Nam, t6 19, Phudng Vinh Hung, 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; 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 Y TE BRIAN IR;
- 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

B6 khép hang nhén tao duoc dung trong phau thuat thay 6 cbi khép hang khong xi mang,
nham giam hodc lam diu con dau va/hoac cai thién churc nang khép hang ¢ bénh nhan da
truong thanh vé mat xuong.

2. Tén, dia chi co sé bao hanh:

3. Thong tin chi tiét thiét bi y té:

Quy cach

STT| Tén thiét biy té Chiing loai Ma san plrlam dong goi T?n co b o D!afhl C‘Z i Nude san xuét
(Néu co) (Néu c6) san xuat san xuat
B0O76.1688.000.00;
B0O76.1689.000.00;
B076.1690.000.00;
B076.1691.000.00;
B076.1692.000.00;
B0O76.1693.000.00; Via Buozzi
. B076.1694.000.00; LINCOTEK 13/15- 40057
1 | Chém khép hang ggf;ﬁ‘fﬁggad (Tén 1 8076.1695.000.00: BOLOGNA | Cadriano di ITALY
' B0O76.1696.000.00; S.R.L. Granarolo
B076.1697.000.00; Emilia (BO)
B076.1698.000.00;
B076.1699.000.00;
B076.1700.000.00;
B0O76.1701.000.00;
B076.1702.000.00
B076.1737.000.00;
e PE Lipped Liner (Tén trén DO76.1739.000.00: LINCOTEK 13/15- 40057
2 | Lot o coi nhiin: Liner) B076.1740.000.00; BOLOGNA Cadriano di ITALY
' B0O76.1741.000.00; S.R.L. Granarolo
B0O76.1742.000.00; Emilia (BO)

B0O76.1743.000.00;
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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

B0O76.1744.000.00;
B0O76.1745.000.00;
B0O76.1746.000.00;
B0O76.1747.000.00;
B0O76.1748.000.00;
B0O76.1749.000.00;
B0O76.1750.000.00;
B0O76.1751.000.00;
B0O76.1752.000.00;
B0O76.1753.000.00;
B0O76.1754.000.00

L6t 6 coi

Lipped X-Linked
UHMWPE Liner (Tén trén
nhan: Liner)

B0O76.1755.000.00;
B0O76.1756.000.00;
B0O76.1757.000.00;
B0O76.1758.000.00;
B0O76.1759.000.00;
B0O76.1760.000.00;
B0O76.1761.000.00;
B0O76.1762.000.00;
B0O76.1763.000.00;
BO76.1764.000.00;
B0O76.1765.000.00;
B0O76.1766.000.00;
B0O76.1767.000.00;
BO76.1768.000.00;
B0O76.1769.000.00;
BO76.1770.000.00;
B0O76.1771.000.00;
BO76.1772.000.00

LINCOTEK
BOLOGNA
S.R.L.

Via Buozzi
13/15- 40057
Cadriano di
Granarolo
Emilia (BO)

ITALY

L6t 6 coi

UHMWPE Liner (Tén trén
nhan: Liner)

B0O76.1791.000.00;
B0O76.1792.000.00;
B0O76.1793.000.00;

LINCOTEK
BOLOGNA
S.R.L.

Via Buozzi
13/15- 40057
Cadriano di

ITALY

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

B0O76.1794.000.00;
B0O76.1795.000.00;
B0O76.1796.000.00;
B0O76.1797.000.00;
B0O76.1798.000.00;
B0O76.1799.000.00;
B0O76.1800.000.00;
B0O76.1801.000.00;
B0O76.1802.000.00;
B0O76.1803.000.00;
B0O76.1804.000.00;
B0O76.1805.000.00;
B0O76.1806.000.00;
B0O76.1807.000.00;
BO76.1808.000.00

Granarolo
Emilia (BO)

L6t 6 coi

X-Linked UHMWPE Liner
(Tén trén nhan: Liner)

B0O76.1809.000.00;
B0O76.1810.000.00;
BO76.1811.000.00;
B0O76.1812.000.00;
BO76.1813.000.00;
B0O76.1814.000.00;
BO76.1815.000.00;
B0O76.1816.000.00;
BO76.1817.000.00;
B0O76.1818.000.00;
B0O76.1819.000.00;
B0O76.1820.000.00;
B0O76.1821.000.00;
B0O76.1822.000.00;
B0O76.1823.000.00;
B0O76.1824.000.00;
B0O76.1825.000.00;
B0O76.1826.000.00

LINCOTEK
BOLOGNA
S.R.L.

Via Buozzi
13/15- 40057
Cadriano di
Granarolo
Emilia (BO)

ITALY
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Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chiing loai (Néu ¢6) déng goi san xult <An xult Nude san xuét
(Néu cd)
B076.1850.000.00; Via Buozzi
. Acetabular Screw (Tén trén B076.1851.000.00; LINCOTEK 13/ 15- 400'57
6 | Vitocoi nhan: Screw) B0O76.1852.000.00; BOLOGNA Cadriano di ITALY
’ B0O76.1853.000.00; S.R.L. Granarolo
B076.1854.000.00 Emilia (BO)
B076.2770.000.00;
B076.2771.000.00;
B076.2772.000.00;
B076.2773.000.00;
B076.2774.000.00;
B076.2775.000.00;
B076.2776.000.00;
B076.2777.000.00;
B076.2778.000.00;
B076.2779.000.00;
B076.2780.000.00;
B076.2781.000.00; Via Buozzi
y zore 7z omco
7 O coi Cup-G ’ BOLOGNA Cadriano di ITALY
B076.2852.000.00; SRL. Granarolo
B076.2853.000.00; Emilia (BO)

B0O76.2854.000.00;
B0O76.2855.000.00;
B076.2856.000.00;
B0O76.2857.000.00;
B076.2858.000.00;
B0O76.2859.000.00;
B076.2860.000.00;
B0O76.2861.000.00;
B076.2862.000.00;
B0O76.2863.000.00;
B0O76.2864.000.00;
B0O76.2865.000.00
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. . X Quy cach " . ) ) .
STT| Tén thiét bi y té Chiing loai Ma san pham dézg goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)

B076.2825.000.00;
B076.2826.000.00;
B076.2827.000.00;
B076.2828.000.00;
B0O76.2829.000.00; Via Buozzi
B076.2830.000.00; LINCOTEK | 13/15- 40057

8 |0 cbi Cup-R B0O76.2831.000.00; BOLOGNA Cadriano di ITALY
B0O76.2832.000.00; S.R.L. Granarolo
B076.2833.000.00; Emilia (BO)
B076.2834.000.00;
B076.2835.000.00;
B076.2836.000.00;
B076.2837.000.00
B076.2907.000.00;
B076.2908.000.00;
B076.2909.000.00;
B076.2910.000.00;
B076.2911.000.00; Via Buozzi
B076.2912.000.00; LINCOTEK | 13/15- 40057

9 |0 cbi Cup-R B076.2913.000.00; BOLOGNA Cadriano di ITALY
B0O76.2914.000.00; S.R.L. Granarolo
B076.2915.000.00; Emilia (BO)
B076.2916.000.00;
B076.2917.000.00;
B076.2918.000.00;
B076.2919.000.00
B076.2938.000.00; _ _
D702 0000 LINCOTEK }/31?1}5311?1(2)?)157

A e 2 B076.2940.000.00; -

10 ?glieng dem trong O | - cer BO76.2941.000.00- BOLOGNA | Cadriano di ITALY
B076.2942.000.00; S.R.L. Granarolo
B076.2943.000.00; Emilia (BO)
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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

B076.2944.000.00;
B0O76.2945.000.00;
B076.2946.000.00;
B0O76.2947.000.00;
B076.2948.000.00;
B0O76.2949.000.00;
B076.2950.000.00;
B0O76.2951.000.00;
B076.2952.000.00;
B0O76.2953.000.00;
B076.2954.000.00;
B0O76.2955.000.00

11

Miéng dém ngoai
0 co1

R-MOD wedge (Tén trén
nhan: R-MOD)

B0O76.2972.000.00;
B0O76.2973.000.00;
B0O76.2974.000.00;
B0O76.2975.000.00;
B0O76.2976.000.00;
B0O76.2977.000.00;
B0O76.2978.000.00;
B076.2979.000.00

LINCOTEK
BOLOGNA
S.R.L.

Via Buozzi
13/15- 40057
Cadriano di
Granarolo
Emilia (BO)

ITALY
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