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:  2601528DKLH/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 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 vit va miéng ghép dia dém cot séng cd

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 cua chu s& hitu thiét bi y té: Surgtech, Inc., 24600 Center Ridge

Road, Suite 195 Westlake, OH 44145, UNIATED STATES )

6. Tén, dia chi ctia chu s¢ hitu s6 lvu hanh: CONG TY CO PHAN CONG NGHE

KY THUAT VA THIET BI Y TE HAI AU, Tang 1 s6 nha 295 Puong Hoang Mai,

Phuong Twong Mai, Thanh phd Ha Nbi.

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 85/Qb-HTTB
ngay 07 thang 05 ndm 2026./.

Noi nhan:

- CONG TY CO PHAN CONG NGHE
KY THUAT VA THIET BI Y TE HAI
AU;

- B0 truong (dé blc);

- TT. Pb Xuan Tuyén (dé b/c);

- Hai quan cira khau; =
- Luu: VT, BKKD. Nguyeén Minh Lgi
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1. Muc dich sir dung:

PHU LUC PINH KEM

Hé théng nay dugc chi dinh st dung cho co dinh vit lién than dot song duong trudce tir C2 dén T1, nham 6n dinh tam thoi cot séng phia trude trong
qua trinh hinh thanh han xuong cot séng cd. Phiu thuét vién can hiéu rd cac chi dinh va chong ch1 dinh cua hé thong dung cu ¢t song trudce khi sur
dung. Hé théng duoc ap dung cho cac bénh nhan mic bénh Iy thoai hoa dia dém (DDD) — dugc xac dinh la dau c6 ¢6 nguén goc tur dia dém kem
theo bang ching thodi hoa trén bénh sir va chan doan hinh anh — chan thuong (bao gdm giy xuong), u cot song, bién dang cot séng (gu, udn hodc

veo), khop gia va/hodc han xuong trude do that bai.

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

x 2 2 Quy cach A . . . x
STT| Tén thiét biy té Chiing loai Ma sin pham dong goi Téncose | Diachicose | g o0 an xuit
(Néu co) £, san xuat san xuat
(Néu cd)
1304-4010; 1304-4012; 24600 Center
) i 1304-4014; 1304-4016; Ridge Road, UNITED
1 [ Vitcotsong cod Self Tapping Screw 1304-4018; 1304-4512; 1 Cai/l Tai SurgTech Inc | Suite 195 STATES
1304-4514; 1304-4516; Westlake, OH
1304-4518; 44145
1314-4010; 1314-4012; 24600 Center
) ) 1314-4014; 1314-4016; Ridge Road, UNITED
2 | Vit cot song co Self Tapping Screw 2 1314-4018; 1314-4512; 1 Céi/l T SurgTech Inc | Suite 195 STATES
1314-4514; 1314-4516; Westlake, OH
1314-4518; 44145
1304-0422; 1304-0424; f{‘i‘ggg gg;‘éer
3 |Nepcb 1 ting CSLP 1 Level Plate 4 Holes ggj'gjggf ggj'gjggf 1 C4i/l Tui SurgTech Inc | Suite 195 g?ﬁ%g
DO DOy Westlake, OH
1304-0434; 1304-0436; 44145
1304-0638; 1304-0640; 24600 Center
: s 1304-0642; 1304-0644; Ridge Road
4 |Nep cé 2 tng CSLP 2 Level Plate 6 Holes | |30, 000e 304 0eas, 1 Cai/l T SurgTechInc [ 1.2 02 [SJ}\E%I;
1304-0650; 1304-0652; Westlake, OH
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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)
1304-0654; 44145
24600 Center
o 1304-0856; 1304-0860; Ridge Road, UNITED
5 | Nep co 3 tang CSLP 3 Level Plate 8 Holes | 1304-0864; 1304-0868; 1 Cai/l Tai SurgTech Inc | Suite 195 STATES
1304-0872; 1304-0876; Westlake, OH
44145
24600 Center
. X . Ridge Road
Miéng ghép dia . . 1315-1305; 1315-1306; . . . ’ UNITED
6 dém o6t séng cb Cervical Fusion 1315-1307; 1315-1308: 1 Cai/l Tai SurgTech Inc | Suite 195 STATES

Westlake, OH
44145
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