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THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001230/PCBB-HN
Ngay cong bo: 21/04/2026

1. Tén co s& cong bé: CONG TY TNHH VAT TU TRANG THIET B] Y TE
HA ANH

2. Pia chi: S6 nha 20 ngd 4 Hitu Trung, X4 Pai Thanh, Thanh phé Ha Noi
3. S6 vin ban cua co so: 1604/HA/PCBB/2026 Ngay: 21/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té& Mili khoan va ludi cua cat mai xuwong cac loai

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 str dung: Str dung trong phau thuat

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485

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¢ hitru: Omega Surgical Instruments, Inc.

bia chi chu sé hiru: 1072 S. Elms Rd., Suite E, Flint, MI, 48532, Hoa Ky,
UNITED STATES

7. Thong tin vé co s& bao hanh (néu co):
8. SO cong bo du diéu kién san xuat di véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:



Vin ban cong bd tiéu chudn ap dung cta thiét bi y té thudc loai B.

Gidy chimg nhan dat tiéu chuan quan 1y chit luong ISO 13485

Gidy iy quyén cta chu so hiru thiét bi y té

Giay xac nhan du diéu kién bao hanh

DNl | W N

Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo
tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

Giay ching nhén hop chuén hodc ban tiéu chuén ma chu s6 hiru thiét
bi y té cong bd ap dung

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




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE
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DX6-262, DX6-267, DX6-
270, O0OS-805, O0S-809,
00S-818, 00S-820, O0S-
825, 00S-831, O0S-844,
008S-845, 00S-848, O0S-
851, O0S-858, OOS-882,
00S-883, 0O0S-885, O0S-
918, 00S-14258, AGC-
695R, AGC-920, SS-002,
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DXS-203, DXS-206, DXS-
210, ZHS-051, ZHS-054K,
ZHS-056, ZHS-1009, ZHS-
101, ZHS-1101, ZHS-137,
ZHS-145, ZHS-150, ZHS-
154, ZHS-201, ZHS-205,
ZHS-272, ZHS-305, ZHS-
377, ZHS-530, ZHS-551,
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572, ZHS-574, ZHS-578,
ZHS-595, ZHS-777R, DS-
87100, DS-87104, DS-
87206, AGC-29, AGE-236,
AGE-241, AGE-246, AGC-
281, AGC-285, AGC-552,
AGC-553, AGC-777R,
AGC-2803

Miii khoan xoan
chinh hinh cac loai

Orthopedic Twist Drills

OSD-811, OSD-815, OSD-
8510, OSD-819, OSD-825,
0SD-25170, OSD-826,
0SD-8288, OSD-831,
0OSD-835, OSD-844, OZD-
621, OSD-820, OZD-622,
0ZD-623, 0SD-824, OZD-
624, 0ZD-625, 0ZD-626,
0ZD-627, 0ZD-628, OZD-
629

Omega
Surgical
Instruments,
Inc.

1074 S. Elms
Rd., Suite E,
Flint, MI,
48532, Hoa Ky

UNITED
STATES

Ludi cua tinh tién
cac loai dung trong
phau thuat chinh
hinh

Total Joint Reciprocating
Blades

ORS-250, ORS-275, ORS-
300, ORS-325, ZH-258,
ZH-259, ZH-260, ZH-261,
ZH-273, SY-905, SY-975,
ZH-90119

Omega
Surgical
Instruments,
Inc.

1075 S. Elms
Rd., Suite E,
Flint, MI,
48532, Hoa Ky

UNITED
STATES




