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

Sé: 2602095DKLH/HTTB-DKKD Ha Ngi, ngay 02 thang 06 nam 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: Nep xuong dung trong chan thuong chinh hinh

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, dia chi cta chii s¢ hiru thiét bi y té: Samay Surgical, Survey No.212, Plot

No.6, Parmar Metal Street, NH-8B, Veraval - (Shapar) - 360024, Rajkot Gujarat,

360024,09429115008, INDIA

6. Tén, dia chi clia cht s& hitu s6 luu hanh: CONG TY TNHH Y TE DUC DUONG,

S6 nha 27, t6 3 khu T4n Binh, X4 Xuin Mai, Thanh ph6 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 110/Qb-HTTB
ngay 02 thang 06 ndm 2026./.

Noi nhan:

- CONG TY TNHH Y TE BUC
DUONG;

- B0 trudng (dé blc);

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

- Luu: VT, bKKD.

Nguyén Minh Lgi
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1. Muc dich sir dung:

PHU LUC PINH KEM

Nep xuong dugc thiét ké dé cb dinh bén trong cac vét giy va tai tao xwong bao gdm Xuong ba vai, Mom khuyu, Xwong canh tay, Xuong quay,
xuong try, xwong chau, Xuong chay, xuong mac, Tay va chan ¢ nguoi 6n va cho xwong dai ¢ thanh thiéu nién c6 nep ting truong dugc hop nhat.
Vi du vé cac cb dinh va tai tao bén trong nay bao gom géy xuong do nén, gay xuong trong va ngoai khop, gy xuong di 1éch, cit xuwong, khong
lién xwong va 1éch khép. Hé thong nay co thé dugce str dung cho tmg dung ¢ bung, lung hoic truc giao.

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)
Survey No.212,
Plot No.6,
SS 126-004, SS 126-005, Parmar Metal
SS 126-006, SS 126-007, Street, NH-8B,
3.5 mm Small Compression | SS 126-008, SS 126-009, . Veraval -
I | Nep xuong (DCP) Plates SS 126-010, SS 126-011, Samay Surgical | g} - ar) - INDIA
SS 126-012, SS 126-013, 360024, Rajkot
SS 126-014 Gujarat,
360024,0942911
5008
SS 127-004, SS 127-005, Ifi‘g;yolio‘zlz’
SS 127-006, SS 127-007, Parmar 'M’etal
SS 127-008, SS 127-009, Street. NILSB
4.5 mm Narrow S8 127-010, 8§ 127-011, Verav’al - ’
2 | Nep xuong : . SS 127-012, SS 127-013, Samay Surgical INDIA
Compression (DCP) Plates (Shapar) -
SS 127-014, SS 127-015, 360024, Rajkot
SS 127-016, SS 127-017, Gujarat’
SS 127-018, SS 127-019, 360024.094291 1
SS 127-020 5008
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Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
SS 128-005, SS 128-006, oy Ro-212,
SS 128-007, SS 128-008, Parmar Metal
SS 128-009, SS 128-010,
Street, NH-8B,
4.5 mm Broad Compression S8 128-011, 5§ 128-012, . Veraval -
3 | Nep xuong SS 128-013, SS 128-014, Samay Surgical INDIA
(DCP) Plates (Shapar) -
SS 128-015, SS 128-016, 360024, Rajkot
SS 128-017, SS 128-018, Gujarat,
SS 128-019, SS 128-020, ’
SS 128-021, SS 128-022 360024,0942911
5008
Survey No.212,
Plot No.6,
SS 129-004, SS 129-005, Parmar Metal
SS 129-006, SS 129-007, Street, NH-8B,
3.5 mm Small Compression |SS 129-008, SS 129-009, . Veraval -
4 | Nep xuong (LC-DCP) Plates SS 129-010, SS 129-011. Samay Surgical | g1 var) - INDIA
SS 129-012, SS 129-013, 360024, Rajkot
SS 129-014 Gujarat,
360024,0942911
5008
SS 130-004, SS 130-005, S?gf;{oio‘zlz’
SS 130-006, SS 130-007, Parmar 'M’etal
SS 130-008, SS 130-009, Street. NH-8B
4.5 mm Narrow SS 130-010, SS 130-011, Verav,al i ’
5 [Nep xuong Compression (LC-DCP) SS 130-012, SS 130-013, Samay Surgical (Shapar) - INDIA
Plates SS 130-014, SS 130-015, 360024, Rajkot
SS 130-016, SS 130-017, Gujarat:
22 128:8;(8)’ S8 130-019, 360024,0942911
5008
4.5 mm Broad Compression | SS 131-005, SS 131-006, ) Survey No.212,
6| Nep xuong (LC-DCP) Plates b SS 131-007, SS 131-008, Samay Surgical | p1 No 6, INDIA

Trang 4/ 12




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
SS 131-009, SS 131-010, g?fnfrl\l;f{etgg
SS 131-011, SS 131-012, v ee’l o
SS 131-013, SS 131-014, (Sf:V:r)'_
SS 131-015, SS 131-016, 3600%4 Raikot
SS 131-017, SS 131-018, Gujarat’ J
SS 131-019, SS 131-020, ’
SS 131-021, SS 131-022 360024,0942911
5008
Survey No.212,
Plot No.6,
SS 132-002, SS 132-003, Parmar Metal
SS 132-004, SS 132-005, Street, NH-8B,
2.7 mm Dynamic SS 132-006, SS 132-007, . Veraval -
7| Nep xuong Compression Plates SS 132-008, SS 132-009, Samay Surgical | o} var) - INDIA
SS 132-010, SS 132-011, 360024, Rajkot
SS 132-012 Gujarat,
360024,0942911
5008
Survey No.212,
SS 133-002, SS 133-003, lzilifrlljfﬁetal
SS 133-004, SS 133-005,
Street, NH-8B,
3.5 mm One Third Tubular 55 133-006, 5§ 133-007, Veraval -
8 | Nep xuong . SS 133-008, SS 133-009, Samay Surgical INDIA
Plates (Shapar) -
SS 133-010, SS 133-011, 360024. Raikot
SS 133-012, SS 133-013, Gujarat’ J
SS 133-014, SS 133-015 360024.094291 1
5008
SS 135-002, SS 135-003, Survey No.212,
9 | Nep xuong 3.5 mm Small T Plates, SS 135-004, SS 135-005, Samay Surgical | 11O NO6: INDIA

Right Angled

SS 135-006, SS 135-007,
SS 135-008, SS 135-009,

Parmar Metal
Street, NH-8B,
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Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
Veraval -
(Shapar) -
SS 135-010, SS 135-011, 360024, Rajkot
SS 135-012 Gujarat,
360024,0942911
5008
Survey No.212,
Plot No.6,
SS 136-002, SS 136-003, Parmar Metal
SS 136-004, SS 136-005, Street, NH-8B,
3.5 mm Small T Plates, SS 136-006, SS 136-007, . Veraval -
10°] Nep xuong Oblique Angled SS 136-008, SS 136-009, Samay Surgical | g}/ ar) - INDIA
SS 136-010, SS 136-011, 360024, Rajkot
SS 136-012 Gujarat,
360024,0942911
5008
Survey No.212,
SS 137-004, SS 137-005, Plot No.6,
SS 137-006, SS 137-007, Parmar Metal
SS 137-008, SS 137-009, Street, NH-8B,
3.5 mm Reconstruction SS 137-010, SS 137-011, . Veraval -
11| Nep xuong Plates, Straight Round Hole | SS 137-012, SS 137-014, Samay Surgical | g1 var) - INDIA
SS 137-016, SS 137-018, 360024, Rajkot
SS 137-020, SS 137-022, Gujarat,
SS 137-024, SS 137-025 360024,0942911
5008
SS 137-104, SS 137-105, Survey No.212,
SS 137-106, SS 137-107, Plot No.6,
12 | Nep xuong 3.5 mm Reconstruction SS 137-108, SS 137-109, Samay Surgical Parmar Metal INDIA

Plates, Straight D.C Hole

SS 137-110, SS 137-111,
SS 137-112, SS 137-114,
SS 137-116, SS 137-118,

Street, NH-8B,
Veraval -
(Shapar) -
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Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
360024, Rajkot
SS 137-120, SS 137-122, Gujarat,
SS 137-124, SS 137-125 360024,0942911
5008
Survey No.212,
SS 137-204, SS 137-205, Plot No.6,
SS 137-206, SS 137-207, Parmar Metal
SS 137-208, SS 137-209, Street, NH-8B,
3.5 mm Reconstruction SS 137-210, SS 137-211, . Veraval -
13 | Nep xuong Plates, Curved SS 137-212, SS 137-214, Samay Surgical | g}/ ar) - INDIA
SS 137-216, SS 137-218, 360024, Rajkot
SS 137-220, SS 137-222, Gujarat,
SS 137-224, SS 137-225 360024,0942911
5008
Survey No.212,
Plot No.6,
SS 139-002, SS 139-003, Parmar Metal
SS 139-004, SS 139-005, Street, NH-8B,
3.5 mm ‘Y’ Reconstruction |SS 139-006, SS 139-007, . Veraval -
14 | Nep xuong Plates SS 139-008, SS 139-009, Samay Surgical | g/ ar) - INDIA
SS 139-010, SS 139-011, 360024, Rajkot
SS 139-012 Gujarat,
360024,0942911
5008
Survey No.212,
SS 140-002, SS 140-003, Plot No.6,
SS 140-004, SS 140-005, Parmar Metal
s SS 140-006, SS 140-007, ) Street, NH-8B,
15 [Nep xuong 4.5 mm ‘T’ Plates SS 140-008, SS 140-009. Samay Surgical Veraval - INDIA
SS 140-010, SS 140-011, (Shapar) -

SS 140-012

360024, Rajkot
Gujarat,
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Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
360024,0942911
5008
Survey No.212,
Plot No.6,
SS 141-002, SS 141-003, Parmar Metal
SS 141-004, SS 141-005, Street, NH-8B,
16 |Nep xuong 4.5 mm T-Buttress Plates Sg }j}:ggg: 22 }j}:ggg: Samay Surgical ?gi:;;rl)__ INDIA
SS 141-010, SS 141-011, 360024, Rajkot
SS 141-012 Guyjarat,
360024,0942911
5008
Survey No.212,
Plot No.6,
SS 142-002, SS 142-003, Parmar Metal
SS 142-004, SS 142-005, Street, NH-8B,
4.5 mm L-Buttress Plates SS 142-006, SS 142-007, . Veraval -
17" Nep xuong for Right Leg SS 142-008, SS 142-009, Samay Surgical | qj - ar) - INDIA
SS 142-010, SS 142-011, 360024, Rajkot
SS 142-012 Gujarat,
360024,0942911
5008
Survey No.212,
Plot No.6,
SS 143-002, SS 143-003, Parmar Metal
SS 143-004, SS 143-005, Street, NH-8B,
4.5 mm L-Buttress Plates SS 143-006, SS 143-007, . Veraval -
18 | Nep xuong for Left Leg SS 143-008, SS 143-009, Samay Surgical | gy var) - INDIA
SS 143-010, SS 143-011, 360024, Rajkot
SS 143-012 Gujarat,
360024,0942911
5008
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Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
Survey No.212,
SS 147-002, SS 147-003, Plot No.6,
SS 147-004, SS 147-005, Parmar Metal
5 mn Latera Tibia | ¢ 47700 S8 147.009, Voalo
. -008, -009, . eraval -
19 | Nep xuong Es;tress Plates for Right SS 147-010. SS 147-011. Samay Surgical (Shapar) - | INDIA
SS 147-012, SS 147-013, 360024, Rajkot
SS 147-014, SS 147-015, Guyjarat,
SS 147-016 360024,0942911
5008
Survey No.212,
SS 148-002, SS 148-003, Plot No.6,
SS 148-004, SS 148-005, Parmar Metal
SS 148-006, SS 148-007, Street, NH-8B,
4.5 mm Lateral Tibia SS 148-008, SS 148-009, . Veraval -
20 | Nep xuong Buttress Plates for Left Leg | SS 148-010, SS 148-011, Samay Surgical | g1 var) - INDIA
SS 148-012, SS 148-013, 360024, Rajkot
SS 148-014, SS 148-015, Guyjarat,
SS 148-016 360024,0942911
5008
SS 152-003, SS 152-004,
SS 152-005, SS 152-006, Survey No.212,
SS 152-007, SS 152-008, Plot No.6,
SS 152-009, SS 152-010, Parmar Metal
S8 152-016,58 152-103. Stret, NH-8B,
21 [Nep xuong %Iifrga}iilgf}lla;%ﬁil; Hole SS 152-104, SS 152-105, Samay Surgical zgehr:;/:rl) i INDIA
SS 152-106, SS 152-107, 360024, Rajkot
SS 152-108, SS 152-109, Gujarat,
SS 152-114, SS 152-116, 5008

SS 152-203, SS 152-204,
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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

SS 152-205, SS 152-206,
SS 152-207, SS 152-208,
SS 152-209, SS 152-210,
SS 152-212, SS 152-214,
SS 152-216, SS 152-303,
SS 152-304, SS 152-305,
SS 152-306, SS 152-307,
SS 152-308, SS 152-309,
SS 152-310, SS 152-312,
SS 152-314, SS 152-316,
SS 152-403, SS 152-404,
SS 152-405, SS 152-406,
SS 152-407, SS 152-408,
SS 152-409, SS 152-410,
SS 152-412, SS 152-414,
SS 152-416, SS 152-503,
SS 152-504, SS 152-505,
SS 152-506, SS 152-507,
SS 152-508, SS 152-509,
SS 152-510, SS 152-512,
SS 152-514, SS 152-516

22

Nep xuong

DHS Barrel Plate DCP Hole
(Barrel Length 25mm)

SS 166-003, SS 166-004,
SS 166-005, SS 166-006,
SS 166-007, SS 166-008,
SS 166-009, SS 166-010,
SS 166-012, SS 166-014,
SS 166-016, SS 166-103,
SS 166-104, SS 166-105,
SS 166-106, SS 166-107,
SS 166-108, SS 166-109,
SS 166-110, SS 166-112,
SS 166-114, SS 166-116,
SS 166-203, SS 166-204,

Samay Surgical

Survey No.212,
Plot No.6,
Parmar Metal
Street, NH-8B,
Veraval -
(Shapar) -
360024, Rajkot
Guyjarat,
360024,0942911
5008

INDIA
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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

SS 166-205, SS 166-206,
SS 166-207, SS 166-208,
SS 166-209, SS 166-210,
SS 166-212, SS 166-214,
SS 166-216, SS 166-303,
SS 166-304, SS 166-305,
SS 166-306, SS 166-307,
SS 166-308, SS 166-309,
SS 166-310, SS 166-312,
SS 166-314, SS 166-316,
SS 166-403, SS 166-404,
SS 166-405, SS 166-406,
SS 166-407, SS 166-408,
SS 166-409, SS 166-410,
SS 166-412, SS 166-414,
SS 166-416, SS 166-503,
SS 166-504, SS 166-505,
SS 166-506, SS 166-507,
SS 166-508, SS 166-509,
SS 166-510, SS 166-512,
SS 166-514, SS 166-516

23

Nep xuong

Distal Femur Plate Left Leg

SS 233-003, SS 233-004,
SS 233-005, SS 233-006,
SS 233-007, SS 233-008,
SS 233-009, SS 233-010,
SS 233-011, SS 233-012,
SS 233-013, SS 233-014,
SS 233-015, SS 233-016

Samay Surgical

Survey No.212,
Plot No.6,
Parmar Metal
Street, NH-8B,
Veraval -
(Shapar) -
360024, Rajkot
Gujarat,
360024,0942911
5008

INDIA

24

Nep xuong

Distal Femur Plate Right

SS 233-103, SS 233-104,

Samay Surgical

Survey No.212,

INDIA
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Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
Plot No.6,

Leg

SS 233-105, SS 233-106,
SS 233-107, SS 233-108,
SS 233-109, SS 233-110,
SS 233-111, SS 233-112,
SS 233-113, SS 233-114,
SS 233-115, SS 233-116

Parmar Metal
Street, NH-8B,
Veraval -
(Shapar) -
360024, Rajkot
Gujarat,
360024,0942911
5008
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