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:  2601646DKLH/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: Vit xuong dung trong chan thuwong 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 88/Qb-HTTB
ngay 07 thang 05 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

Vit xuwong dugc thiét ké dé ¢ dinh bén trong cac Vet gdy va tai tao xwong bao gdm xuong canh tay, xuwong chay, Xuong mac, tay va chan ¢ nguoi
16n va xwong dai ¢ thanh thiéu nién. Vit xwong gin chit cic nep vao xwong, giit cic manh xwong & vi tri twong ddi ctia chung hodc gilt cdc manh
xuong lai véi nhau (trong truong hop vit nén). Ching khac nhau tuy theo cach chung dugc dua vao xuong, chirc nang, kich thudce, loai xuong ma

chung dugc str dung va cach chiing két hop véi tude no vit (vi du: ranh, hinh chit thap, hinh vudng, hinh lyc giac).

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

a o P Quy cach n , . , .
STT| Tén thiét biy t Chiing loai Ma san pham déng goi Tencoso | Dlachicose |\ o0 cin xudt
: : (Néu cod) (Néu c6) san xuat san xuat
Survey No.212,
SS 106-106, SS 106-108, g;i;i?f/fetal
SS 106-110, SS 106-112, St N8B
2.7 mm Cortex Screw Self S8 106-114, SS 106-116, Verav,al - ’
1| Vit xuong /m SS 106-118, SS 106-120, Samay Surgical INDIA
Tapping SS 106-122, SS 106-124, g%%%%?ﬁa'kot
SS 106-126, SS 106-128, Gujarat L
S8 106-130 360024,0942911
5008
SS 107-110, SS 107-112,
SS 107-114, SS 107-116, Survey No.212,
SS 107-118, SS 107-120, Plot No.6,
SS 107-122, SS 107-124, Parmar Metal
§ S Cortex Serew Salp | S5 1077126, S8 107128, f;reet’ II\IH'SB’
2 | Vit xuong > m Cortex Serew Se SS 107-130, SS 107-132, Samay Surgical | Yo oV a " INDIA
Tapplng (PltCh 125) SS 107_134, SS 107'136, (Shapar) - '
SS 107-138, SS 107-140), 360024, Rajkot
SS 107-142, SS 107-144, Gwarat,
SS 107-146, SS 107-148, soe Ha

SS 107-150, SS 107-152,
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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)
SS 107-154, SS 107-156,
SS 107-158, SS 107-160,
SS 107-165, SS 107-170,
SS 107-175, SS 107-180
SS 108-110, SS 108-112,
SS 108-114, SS 108-116,
SS 108-118, SS 108-120,
SS 108-122, SS 108-124, ls)‘llgt"gfoio'zlz’
SS 108-126, SS 108-128, Parmar 'M’etal
SS 108-130, SS 108-132,
Street, NH-8B,
3.5 mm Cortex Screw Self SS 108-134, 85 108-136, ) Veraval -
3 | Vit xuong . . SS 108-138, SS 108-140, Samay Surgical INDIA
Tapping (Pitch 1.75) (Shapar) -
SS 108-142, SS 108-144, 360024, Rajkot
SS 108-146, SS 108-148, Gujarat’
SS 108-150, SS 108-152, ’
SS 108-154, SS 108-156, §88324’0942911
SS 108-158, SS 108-160,
SS 108-165, SS 108-170,
SS 108-175, SS 108-180
SS 108-310, SS 108-312,
SS 108-314, SS 108-316,
SS 108-318, SS 108-320, IS,E:;{)IEO'QU’
SS 108-322, SS 108-324, Parmar i\/fetal
SS 108-326, SS 108-328, Street. NHL8B
3.5 mm Cancellous Screw SS 108-330, SS 108-332, . Verav,al - ,
4 | Vit xuong . . SS 108-334, SS 108-336, Samay Surgical INDIA
Self Tapping (Pitch 1.75) (Shapar) -
SS 108-338, SS 108-340, 360024, Rajkot
SS 108-342, SS 108-344, Gujarat’
SS 108-346, SS 108-348, 360024,0942911
SS 108-350, SS 108-352, 5008 ’

SS 108-354, SS 108-356,
SS 108-358, SS 108-360
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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)
SS 109-110, SS 109-112,
SS 109-114, SS 109-116,
SS 109-118, SS 109-120,
SS 109-122, SS 109-124,
SS 109-126, SS 109-128, Survey No.212,
SS 109-130, SS 109-132, Plot No.6,
SS 109-134, SS 109-136, Parmar Metal
SS 109-138, SS 109-140, Street, NH-8B,
, 4.5 mm Cortex Screw Self |[SS 109-142, SS 109-144, . Veraval -
> | Vitxwong Tapping (Pitch 1.75) SS 109-146, SS 109-148, Samay Surgical | (papar) - INDIA
SS 109-150, SS 109-152, 360024, Rajkot
SS 109-154, SS 109-156, Gujarat,
SS 109-158, SS 109-160, 360024,0942911
SS 109-162, SS 109-164, 5008
SS 109-166, SS 109-168,
SS 109-170, SS 109-172,
SS 109-174, SS 109-176,
SS 109-178, SS 109-180
Survey No.212,
SS 110-025, SS 110-030, Plot No.6,
SS 110-035, SS 110-040, Parmar Metal
SS 110-045, SS 110-050, Street, NH-8B,
6 | Vit xuong 4.5 mm Malleolar Screw gg Hg:ggg: gg Hg:ggg: Samay Surgical zgehr:g:rl)-— INDIA
SS 110-075, SS 110-080, 360024, Rajkot
SS 110-085, SS 110-090, Gujarat,
SS 110-095, SS 110-100 360024,0942911
5008
SS 111-010, SS 111-012, Survey No.212,
SS111-014,SS 111-016, Plot No.6,
7 | Vit xuong <0 mm Cancellous Screw SS 111-018, SS 111-020, Samay Surgical | parmar Metal | INDIA

Short Threaded

SS 111-022, SS 111-024,

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)
SS 111-026, SS 111-028, Veraval
SS 111-030, SS 111-035, (S‘;rz;:r)'
SS 111-040, SS 111-045, "
SS 111-050, SS 111-055, éfl(;gfa‘t’ Rajkot
SS 111-060, SS 111-065, ’
SS 111-070, SS 111-075, 288224’094291 !
SS 111-080
SS 112-010, SS 112-012,
SS 112-014, SS 112-016, Ifi‘r:;y 1\610‘212’
SS 112-018, SS 112-020, P AR
SS 112-022, SS 112-024, ey o
Street, NH-8B,
4.0 mm Cancellous Screw SS 112-026, SS 112-028, Veraval -
8 | Vit xuong ' “ SS 112-030, SS 112-035, Samay Surgical N INDIA
Fully Threaded (Shapar) -
SS 112-040, SS 112-045, 360004 Raikot
SS 112-050, SS 112-055, Gujarat, aJko
SS 112-060, SS 112-065, ’
SS 112-070, SS 112-075, 288224’09429“
SS 112-080
SS 113-020, SS 113-025,
SS 113-030, SS 113-035, ls)frtvlz-‘/ N6°'212’
SS 113-040, SS 113-045, Pa(;mafivfetal
SS 113-050, SS 113-055,
Street, NH-8B,
6.5 mm Cancellous Screw S5 113-060, 55 113-065, Veraval -
9 [ Vit xuong ) SS 113-070, SS 113-075, Samay Surgical INDIA
16.0 mm Threaded (Shapar) -
SS 113-080, SS 113-085, 360004, Raikor
SS 113-090, SS 113-095, Gujarat, J
SS 113-100, SS 113-105, ’
SS 113-110, SS 113-115, §88(8)24’09429“
SS 113-120
6.5 mim Cancellous Serew | SS 114-035. S8 114-040, Survey No.212,
10 | Vit xuong ' ceTouS SCIEW 1SS 114-045, SS 114-050, Samay Surgical | Plot No.6, INDIA

32.0 mm Threaded

SS 114-055, SS 114-060,

Parmar Metal
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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 114-065, SS 114-070, oreet, N8,
SS 114-075, SS 114-080, (Shapar) -
SS 114-085, SS 114-090, 360024, Rajkot
SS 114-095, SS 114-100, Gujarat’
SS 114-105, SS 114-110, ’
SS 114-115, SS 114-120 360024,0942911
5008
SS 115-020, SS 115-025,
SS 115-030, SS 115-035, Ifi‘g;yolio‘zlz’
SS 115-040, SS 115-045, Parmar 'M,etal
SS 115-050, SS 115-055,
Street, NH-8B,
6.5 mm Cancellous Screw 55 115-060, S8 115-065, .| Veraval -
11 | Vit xuong SS 115-070, SS 115-075, Samay Surgical INDIA
Fully Threaded (Shapar) -
SS 115-080, SS 115-085, 360024, Rajkot
SS 115-090, SS 115-095, Gujarat’
SS 115-100, SS 115-105, ’
SS 115-110, SS 115-115, 288324’0942911
SS 115-120
SS 116-010, SS 116-012,
SS 116-014, SS 116-016, oy Ro-212,
SS 116-018, SS 116-020, Parmar 'M’etal
SS 116-022, SS 116-024, Street. NLL-SB
4.0 mm Cannulated SS 116-026, SS 116-028, VeraV’al i ’
12 | Vit xuong Cancellous Screw Short SS 116-030, SS 116-035, Samay Surgical (Shapar) - INDIA
Threaded SS 116-040, SS 116-045, 36001324 Rajkot
SS 116-050, SS 116-055, Gujarat,
SS 116-060, SS 116-065, ’
SS 116-070, SS 116-075, sog Ha
SS 116-080
4.0 mm Cannulated SS 117-010, SS 117-012, Survey No.212,
13 | Vit xuong Cancellous Screw Fully SS 117-014, SS 117-016, Samay Surgical | Plot No.6, INDIA

Threaded

SS 117-018, SS 117-020,

Parmar Metal
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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) (Néu c6) san xuat san xuat
SS 117-022, SS 117-024,
SS 117-026, SS 117-028. f}reet’ II\IH'gB’
SS 117-030, SS 117-035, (sehr:;:r)_
SS 117-040, SS 117-045, "
SS 117-050, SS 117-055, 2}61325;‘;’ Rajkot
SS 117-060, SS 117-065, ’
SS 117-070, SS 117-075, 288324’09429”
SS 117-080
SS 118-020, SS 118-025,
SS 118-030, SS 118-035. lsa?rtvf\]y 1\610'212’
SS 118-040, SS 118-045, b 0 O‘M’ l
SS 118-050, SS 118-055, Si‘“ner; SaB
6.5 mm Cannulated SS 118-060, SS 118-065, Vree A
14 | Vit xwong Cancellous Screw 16.0 mm | SS 118-070, SS 118-075, Samay Surgical (Sfava )' INDIA
Threaded SS 118-080, SS 118-085, 3 603(‘)132&1{ Raikot
SS 118-090, SS 118-095, Gujam’ Ko
SS 118-100, SS 118-105, ’
SS 118-110, SS 118-115, 288324,0942911
SS 118-120
SS 119-035, SS 119-040, ls)‘llrtvl? N6°'212’
SS 119-045, SS 119-050, P 0 O'M’ ol
SS 119-055, SS 119-060, Si‘mlerHe ;‘B
6.5 mm Cannulated SS 119-065, SS 119-070, Vree L
15 | Vit xuong Cancellous Screw 32.0 mm | SS 119-075, SS 119-080, Samay Surgical Sehrava - INDIA
Threaded SS 119-085, SS 119-090, g 60%1’2101'{ .
SS 119-095, SS 119-100, Gujarat’ Ko
SS 119-105, SS 119-110, ’
SS 119-115, SS 119-120 360024,0942911
5008
6.5 mm Cannulated SS 120-020, SS 120-025, Survey No.212,
16 | Vit xuong Cancellous Screw Fully SS 120-030, SS 120-035, Samay Surgical | Plot No.6, INDIA

Threaded

SS 120-040, SS 120-045,

Parmar Metal
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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) (Néu c6) san xuat san xuat
SS 120-050, SS 120-055,
SS 120-060, S 120-065, oreet, NH-8B,
S8 120-070, SS 120-075, (Shavar) ]
SS 120-080, SS 120-085, 3 600132 . Raikot
SS 120-090, SS 120-095, Gujarat, J
SS 120-100, SS 120-105, ’
SS 120-110, SS 120-115, 288224’09429”
SS 120-120
SS 121-020, SS 121-025,
SS 121-030, SS 121-035, Efgf;{f\go'zu’
SS 121-040, SS 121-045, Parmar Metal
SS 121-050, SS 121-055, Stroot. NILSB
7.0 mm Cannulated SS 121-060, SS 121-065, Vefaev’al e
17 | Vit xuong Cancellous Screw 16.0 mm | SS 121-070, SS 121-075, Samay Surgical (Shapar) - INDIA
Threaded SS 121-080, SS 121-085, 3 6001; 4 Raikot
SS 121-090, SS 121-095, Gujarat. J
SS 121-100, SS 121-105, ’
SS 121-110, SS 121-115, 28832499429”
SS 121-120
SS 122-035, SS 122-040, E}‘;’f;"’o N6°'212’
SS 122-045, SS 122-050, P Motal
SS 122-055, SS 122-060, Stroot NHLSB
7.0 mm Cannulated SS 122-065, SS 122-070, Vormel -
18 | Vit xuong Cancellous Screw 32.0 mm | SS 122-075, SS 122-080, Samay Surgical (Shapar) - INDIA
Threaded SS 122-085, SS 122-090, 3 6001’2 3 Rakot
SS 122-095, SS 122-100, Gujarat, J
SS 122-105, SS 122-110, ’
SS 122-115, SS 122-120 360024,0942911
5008
7.0 mm Cannulated SS 123-020, SS 123-025, Survey No.212,
19 | Vit xuong Cancellous Screw Fully SS 123-030, SS 123-035, Samay Surgical | Plot No.6, INDIA

Threaded

SS 123-040, SS 123-045,

Parmar Metal
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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 123-050, SS 123-055,
SS 123-060. SS 123-065. E}rfaet’all\IH'gB’
SS 123-070, SS 123-075, (SZ N )'
SS 123-080, SS 123-085, 3 60%1322;{ Raikot
SS 123-090, SS 123-095, Gujarat, aJko
SS 123-100, SS 123-105, ’
SS 123-110, SS 123-115, 288324’09429”
SS 123-120
Survey No.212,
Plot No.6,
SS 863-004, SS 863-005, Parmar Metal
Street, NH-8B,
1.5 mm Cortex Screw Self SS 863-006, S5 863-007, Veraval -
20 | Vit xuong T SS 863-008, SS 863-009, Samay Surgical INDIA
Tapping (Shapar) -
SS 863-010, SS 863-011, 360024, Raikot
SS 863-012 0o, RAJKO
Gujarat,
360024,0942911
5008
Survey No.212,
Plot No.6,
SS 864-004, SS 864-005, Parmar Metal
SS 864-006, SS 864-007, Street, NH-8B,
, 2.0 mm Cortex Screw Self | SS 864-008, SS 864-009, . Veraval -
21 | Vit xuong Tapping SS 864-010, SS 864-011, Samay Surgical | gy oar) - INDIA
SS 864-012, SS 864-013, 360024, Rajkot
SS 864-014 Guyjarat,
360024,0942911
5008
SS 865-004, SS 865-005, Survey No.212,
22 | Vit xuong 2.5 mm Cortex Screw Self |SS 865-006, SS 865-007, Samay Surgical Plot No.6, INDIA

Tapping

SS 865-008, SS 865-009,
SS 865-010, SS 865-011,

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 865-012, SS 865-013, 360024, Rajkot
SS 865-014 Gujarat,
360024,0942911
5008
Survey No.212,
SS 155-050, SS 155-055, Plot No.6,
SS 155-060, SS 155-065, Parmar Metal
SS 155-070, SS 155-075, Street, NH-8B,
23 | Vit xuong DHS Lag Screw 22 }22:828: 22 }22:822: Samay Surgical éehr:;:rl)-_ INDIA
SS 155-100, SS 155-105, 360024, Rajkot
SS 155-110, SS 155-115, Gujarat,
SS 155-120 360024,0942911
5008
Survey No.212,
Plot No.6,
Parmar Metal
Street, NH-8B,
. . . Veraval -
24 | Vit xuong DHS Compression Screw SS 156-036 Samay Surgical (Shapar) - INDIA
360024, Rajkot
Gujarat,
360024,0942911
5008
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