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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000579/PCBA-HN
Ngay cong bo: 06/04/2026

1. Tén co s¢ cong bd: CONG TY TNHH THIET Bl Y TE HUONG SON

2. bia chi: DV04-LK237, Khu dat dich vu Bao bat, Hang B¢, Phuong Kién
Hung, Thanh phé Ha Noi

3. S6 vin ban cua co so: 043/HS-HN/2026 Ngay: 04/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: dung cu phiu thuat chin thuong chinh hinh

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich st dung: Dung trong qua trinh tham kham, phau thuét chan thuong
chinh hinh

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016
5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):
6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu s& hiru: Splint Meditec Private Limited

bia chi chu sé hitru: Plot No.1/2,2&3, Survey No. 605, JD IN Industrial Area-
1, Racki-makhavad Road, Ravki, Rajkot, Gujarat-360004, INDIA

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: CONG TY TNHH THIET BI Y TE HUONG SON



Dia chi: DV04-LK237, Khu dit dich vu Pao Pat, Hang Bé, Phuong Kién
Hung, Thanh ph6 Ha No1

Dién thoai cb dinh: 02462978333 Dién thoai di dong: 0976486368
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi sd hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu sé hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu huéng dan sir dung cta thiét bi y té X
8 | Mau nhian thiét bi y té X

9 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.

10 | Tai liéu khac (néu co) X




PHU LUC: ’ ’
BANG KE CHI TIET TRANG THIET BI Y TE
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Tén co sé chua

2\ THIET BlYTé"I Pon hi . Tén co sé san o 1 ~ " o bz
ft. \HUGRQO r,(pngfm' thiy té vi Méfﬁn“g%'r?i'clode xuét / Hang, Sﬁl?(;‘;:uclhrl‘,lasng’ Ten ;‘;:g bA0 | pia chi co i bio hanh
N\ A tinh Nuwéc san xuat hitu
Mt Khean xuone dudne kinh . Splint Meditec | Splint Meditec | Congty TNHH | DV04-LK237, Khu dat
L | g oo ca g.‘;';‘:ﬁctssr"&:;fomm Private Limited, | Private Limited,| Thict Bi Y Té |dich vu Do dét, Hang Be,
' An do An do Huong Son P. Kién Hung, Ha Noi
Miii khoan xuone dudne kinh _ o Splint Meditec | Splint Meditec | Congty TNHH | DV04-LK237, Khu dat
2 |y om o eoms O e g.‘;'g‘:ﬁ;gﬁ&:&fomm Private Limited, | Private Limited, | Thiét B Y T& |dich vu Pao dit, Hang Be,
' An do An do Huong Son P. Kién Hung, Ha Noi
- Ny . Splint Meditec | Splint Meditec | Céngty TNHH | DV04-LK237, Khu dét
Miii khoan xuong duong kinh : . .
3 Ly oo O ey g.‘;';‘:ﬁ;gg&:ﬁoomm Private Limited, | Private Limited,| Thiét Bi Y Té |dich vu Pao dat, Hang B,
' An do An do Huong Son P. Kién Hung, Ha Noi
Miii khoan xuone dudne kinh o Splint Meditec | Splint Meditec Céng ty TNHH | DV04-LK237, Khu dat
4 1y mmx 200mmE G| g or et G | Private Limited, | Private Limited, | Thict Bi Y Té - |dich vu Do dét, Hang B2
' An do An do Huong Son P. Kién Hung, Ha Noi
Miii khoan xuone dudne kinh o Splint Meditec | Splint Meditec | Congty TNHH | DV04-LK237, Khu dat
R R g.‘;';‘:ﬁ;ﬁ?&:ﬁoomm Private Limited, | Private Limited, | Thiét B Y T& |dich vu Pao dit, Hang Be,
' An do An do Huong Son P. Kién Hung, Ha Noi
Tubc no vit dudng kinh vit Screw Driver With Silicon Splint Meditec | Splint Meditec Céng ty TNHH | DV04-LK237, Khu dat
6 2 4/2.7mm Cai [Handle For @ 2.4/2.7mm Private Limited, | Private Limited, | Thiet Bi Y T¢ |dich vu bao dat, Hang Be,
T Screw An do An dd Huong Son P. Kieén Hung, Ha Noi
Tube no vit dusng kinh vit Screw Driver With Silicon | gplint Meditec | Splint Meditec | Congty TNHH | DV04-LK237, Khu dat
7 3.5/4.0mm Cai |Handle For @ 3.5/4.0mm Private Limited, | Private Limited, | ThictBiY T¢ |dich vu Dao dat, Hang Be,
R Screw An do An do Huong Son P. Kién Hung, Ha Noi
Tubc no vit 1.5N.m dudng Torque 1.5N.m Screw Driver | SPIint Meditec | Splint Meditec | Congty TNHH | DV04-LK237, Khu dat
8 |, . Céi o Private Limited, | Private Limited,| ThiétBiY Té |dich vu Dao dét, Hang Be,
kinh 3.5/4.0mm For @ 3.5/4.0mm Screw An do An do Hiwong Son P Kién Fung, Ha Noi
Splint Meditec | Splint Meditec Céng ty TNHH | DV04-LK237, Khu dat
9 |Thudce do vit 80mm Céi |Depth Gauge 80mm Private Limited, | Private Limited,| Thiet BiY T¢ |dich vu Dao dat, Hang Be,
An do An do Huong Son P. Kién Hung, Ha Noi
Din khoan LCP dudng kinh LCP Drill Sleeve For @ Splint Meditec | Splint Meditec Céng ty TNHH | DV04-LK237, Khu dat
10 2 412, 7mm Cai 2 412, 7MiM Screw Private Limited, | Private Limited, | Thiet Bi Y T¢ |dich vu bao dat, Hang Be,
B B An do An do Huong Son P. Kién Hung, Ha Noi
Dén khoan dudng kinh Double Drill Sleeve @ Splint Meditec | Splint Meditec | Congty TNHH | DV04-LK237, Khu dat
11 3.5/2.5mm Cai 3.5/2. 5mm Private Limited, | Private Limited, | ThictBiY T¢ |dich vu Dao dat, Hang Be,
e e An do An do Huong Son P. Kién Hung, Ha Noi

1




Dén khoan dudng kinh LCP Drill Sleeve For @ Splint Meditec | Splint Meditec | Céngty TNHH | DV04-LK237, Khu dét

12 Cai Private Limited, | Private Limited,| ThiétBiY Té |dich vu Dao dét, Hang Be,
3.5mm 3.5mm Screw An do An do Huong Son P. Kién Hung, Ha Noi
Miii khoan rdng dudng kinh Cannulated Drill Bit @ Splint Meditec | Splint Meditec | Congty TNHH | DV04-LK237, Khu dat

13 3.2mm Cai 3.29mm Private Limited, | Private Limited,| Thiet BiY Té |dich vu Dao dat, Hang Be,
' ' An do An do Huong Son P. Kién Hung, Ha Noi
Miii khoan réng dudng kinh Cannulated Bone Tap For @ Splint Meditec | Splint Meditec Céng ty TNHH | DV04-LK237, Khu dat

14 4.0mm Cai 4.0mm Screw Private Limited, | Private Limited,| ThictBiY Te |dich vu bao dat, Hang B,
' ' An dd An dd Huong Son P. Kien Hung, Ha Noi
Tudc no vit ranh xodn dudng Cannulated Screw Driver For | SPIint Meditec | Splint Meditec | Cong ty TNHH | DV04-LK237, Khu dat

15, . Cai Private Limited, | Private Limited,| Thiét BiY Té |dich vu Pao dat, Hang Be,
Kinh 4.0mm @ 4.0mm Screw An dd An dd Huong Son P. Kién Hung, Ha Noi
Hop dung dung cu Container for 2.7/3.5/4.0mm | Splint Meditec | Splint Meditec | Cong ty TNHH | DV04-LK237, Khu dat

16|, 2.~ FE Cai o Private Limited, | Private Limited,| ThiétBiY Té |dich vu Pao dét, Hang Be,
2.7/3.5/4.0mm Small Fragments Implant An do An do Hrong Son P. Kién Hung, Ha Noi




