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:  2602099PKLH/HTTB-PKKD  Ha Ngi, ngay 02 thing 06 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: B6 nep vit cot song lung

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 ctia cha s& hitu thiét bi y té: SURGTECH, INC., 24600 Center Ridge

Road, Suite 195 Westlake, OH 44145, UNITED STATES ‘ '

6. Tén, dia chi cua chu s& hiru s6 luu hanh: CONG TY CO PHAN TRANG THIET

BI Y TE HOANG MALI, S6 1/34 ngd 221 Vinh Hung, 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 110/Qb-HTTB
ngay 02 thang 06 ndm 2026./.

Noi nhan:

- CONG TY CO PHAN TRANG THIET
BI Y TE HOANG MAL;

- B0 trudng (dé blc);

- TT. D6 Xuén Tuyén (dé b/c);

- Hai quan ctra khau;

- Luu: VT, PKKD.

Nguyén Minh Lgi
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1. Muc dich st dung

PHU LUC PINH KEM

Dung dé c¢6 dinh va 6n dinh cot song lung (T1- S2/Ilium) ¢ nhitng bénh nhén truong thanh vé mit xwong nhu mot phuong phap ho tro hop nhét
trong diéu tri cac tinh trang bat 6n hodc bién dang cap tinh va man tinh sau day: bénh thoai hoa dia dém, trugt d6t song, chan thuong, hep dng
song, cong veo cot sdng, khdi u, khép gia va/hoic phau thuat hop nhit trude d6 khong thanh cong.

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 san pham dong goi Teéncoso | Dia chicoso | g0 can xudt
(Néu co) £, san xuat san xuat
(Néu cd)
3816-0040; 3816-0060;
3816-0080; 3816-0100; 24600 Center
2 3816-0120; 3816-0140; .. . Ridge Rd, Ste UNITED
1 [Nep doc thang Hexagonal Rod 3816-0160: 3816-0180: 1 Cai/ 1 Tuai Surgtech Inc 195, Westlake, | STATES
3816-0200; 3816-0300; Ohio, 44145
3816-0400; 3816-0500
3616-0030; 3616-0040;
3616-0050; 3616-0060;
3616-0070; 3616-0080;
3616-0090; 3616-0100; Iz{‘i‘gog Efjmsire UNITED
2 | Nep doc cong Pre-contoured Rod 3616-0110; 3616-0120; 1 Céi/ 1 Tai Surgtech Inc & ;
195, Westlake, |STATES
3616-0130; 3616-0140; Ohio. 44145
3616-0150; 3616-0160; ’
3616-0170; 3616-0180;
3616-0190; 3616-0200
1304-4520; 1304-4525;
1304-4530; 1304-4535;
’ ’ 24600 Center
1304-4540; 1304-4545; -
3 | Vit da truc Polyaxial Bio 1304-4550; 1304-4555; |1 C4i/ 1 Ti  |SurgtechTne [ [a08¢ R e | TNITED
1304-5020; 1304-5025; Ohi;) 44145 ’
1304-5030; 1304-5035; ’
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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

1304-5040; 1304-5045;
1304-5050; 1304-5055;
1304-5060; 1304-5525;
1304-5530; 1304-5535;
1304-5540; 1304-5545;
1304-5550; 1304-5555;
1304-5560; 1304-6025;
1304-6030; 1304-6035;
1304-6040; 1304-6045;
1304-6050; 1304-6055;
1304-6060; 1304-6525;
1304-6530; 1304-6535;
1304-6540; 1304-6545;
1304-6550; 1304-6555;
1304-6560; 1304-6565;
1304-6570; 1304-6575;
1304-6580; 1304-6585;
1304-6590; 1304-4025;
1304-4030; 1304-4035;
1304-4040; 1304-7045;
1304-7050; 1304-7055;
1304-7060; 1304-7065;
1304-7070; 1304-7075;
1304-7080; 1304-7085;
1304-7090

Nep doc thing

Straight, Hex Ends Bio

1310-5505; 1310-5506;
1310-5507; 1310-5508;
1310-5509; 1310-5510;
1310-5512; 1310-5514;
1310-5516; 1310-5518;
1310-5520; 1310-5525;
1310-5530; 1310-5540

1 Cai/ 1 Ti

Surgtech Inc

24600 Center
Ridge Rd, Ste
195, Westlake,
Ohio, 44145

UNITED
STATES
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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)
1311-5503; 1311-5504;
1311-5505; 1311-5506;
1311-5507; 1311-5508;
1311-5509; 1311-5510;
1311-5511; 1311-5512; 24600 Center
9 1311-5513; 1311-5514; Ridge Rd, Ste UNITED
5 | Nep doc thang Straight, Bevel Ends Bio 1311-5515; 1311-5516; 1 Cai/ 1 Tui Surgtech Inc ’
195, Westlake, |STATES
1311-5517; 1311-5518; Ohio. 44145
1311-5519; 1311-5520; ’
1311-5525; 1311-5530;
1311-5535; 1311-5540;
1311-5545; 1311-5550;
1311-5560
1312-5503; 1312-5504;
1312-5505; 1312-5506;
1312-5507; 1312-5508; 24600 Center
1312-5509; 1312-5510; Ridge Rd, Ste UNITED
6 |[Nep doc cong Curved, Bevel Ends Bio 1312-5511; 1312-5512; 1 Cai/ 1 Tui Surgtech Inc ’
195, Westlake, |STATES
1312-5513; 1312-5514; Ohiv. 44145
1312-5515; 1312-5516; ’
1312-5517; 1312-5518 ;
1312-5519; 1312-5520
24600 Center
£ . 1320-5550; 1320-5560; . . Ridge Rd, Ste UNITED
7 | Nep noi ngang Cross-Connector Bio 1320-5570 1 Cai/ 1 Tui Surgtech Inc 19 SigWes flake, |STATES
Ohio, 44145
7214-4520; 7214-4525;
7214-4530; 7214-4535; 24600 Center
, n . . 7214-4540; 7214-4545; - . Ridge Rd, Ste UNITED
8 | Vitda truc ren déi | Polyaxial Dual Bio 7214-4550; 7214-4555. 1 Cai/ 1 Tui Surgtech Inc 19 S%Wes tlake, |STATES
7214-5020, 7214-5025, Ohio, 44145
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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

7214-5030; 7214-5035;
7214-5040; 7214-5045;
7214-5050; 7214-5055;
7214-5060; 7214-5525;
7214-5530; 7214-5535;
7214-5540; 7214-5545;
7214-5550; 7214-5555;
7214-5560; 7214-6025;
7214-6030; 7214-6035;
7214-6040; 7214-6045;
7214-6050; 7214-6055;
7214-6060; 7214-6525;
7214-6530; 7214-6535;
7214-6540; 7214-6545;
7214-6550; 7214-6555;
7214-6560; 7214-6565;
7214-6570; 7214-6575;
7214-6580; 7214-6585;
7214-6590; 7214-4025;
7214-4030; 7214-4035;
7214-4040; 7214-7045;
7214-7050; 7214-7055;
7214-7060; 7214-7065;
7214-7070; 7214-7075;
7214-7080; 7214-7085;
7214-7090

Vit da truc

Polyaxial Nextgen

5304-4520; 5304-4525;
5304-4530; 5304-4535;
5304-4540; 5304-4545;
5304-4550; 5304-4555;
5304-5020; 5304-5025;
5304-5530; 5304-5035;
5304-5040; 5304-5045;

1 Céi/ 1 Tai

Surgtech Inc

24600 Center
Ridge Rd, Ste
195, Westlake,
Ohio, 44145

UNITED
STATES
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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

5304-5050; 5304-5055;
5304-5060; 5304-5525;
5304-5530; 5304-5535;
5304-5540; 5304-5545;
5304-5550; 5304-5555;
5304-5560; 5304-6025;
5304-6530; 5304-6035;
5304-6040; 5304-6045;
5304-6050; 5304-6055;
5304-6060; 5304-6525;
5304-6530; 5304-6535;
5304-6540; 5304-6545;
5304-6550; 5304-6555;
5304-6560; 5304-6565;
5304-6570; 5304-6575;
5304-6580; 5304-6585;
5304-6590; 5304-4025;
5304-4530; 5304-4035;
5304-4040; 5304-7045;
5304-7050; 5304-7055;
5304-7060; 5304-7065;
5304-7070; 5304-7075;
5304-7080; 5304-7085;
5304-7090

Trang7/7



		CỤC CHỨNG THỰC SỐ VÀ BẢO MẬT THÔNG TIN - ĐT: 0243.7738668; Fax: 0243.7738668; Email: ca@bcy.gov.vn
	2026-06-02T14:45:19+0700
	 - THÀNH PHỐ HÀ NỘI
	NGUYỄN MINH LỢI đã ký lên văn bản này!


		CỤC CHỨNG THỰC SỐ VÀ BẢO MẬT THÔNG TIN - ĐT: 0243.7738668; Fax: 0243.7738668; Email: ca@bcy.gov.vn
	2026-06-02T17:03:44+0700
	Hà Nội
	CỤC HẠ TẦNG VÀ THIẾT BỊ Y TẾ<trangthietbicongtrinhyte@moh.gov.vn> đã ký lên văn bản này!




