SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

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

S6 cong bd: 260002411/PCBB-HN
Ngay cong bo: 22/07/2026

1. Tén co sd cong bd: CONG TY CO PHAN VIET - SING MEDICAL

2. bia chi: P219, Tang 2B-03, Toa HTT, 197 Tran Phu , Phuong Ha Pong,
Thanh phd Ha Nbi

3. S6 vin ban ciia co so: 200726/DCCREO Ngay: 22/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: BO dung cu phﬁu thuat cot séng

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 céch dong goi:

Muc dich sir dung: St dung trong phiu thuét cot sdng

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuén chét luong san pham 4p dung:

5. Doi véi thiét bi y té chtra chat ma tay, tién chét (néu co):
6. Thong tin vé chu so hitu thiét bi y té:

Tén chu so hiru: Globus Medical, Inc

Dia chi chu s¢ hiru: Valley Forge Business Center 2560 General Armistead
Avenue Audubon, PA, 19403, UNITED STATES

7. Thong tin vé co s& bao hanh (néu co):

Tén co sé: Cong ty cb phan Viét-Sing Medical



Dia chi: P219, tAng 2B-03, tda nha HTT, 197 Tran Pha, Phuong Ha Péng,
Thanh phd Ha Noi

Dién thoai cb dinh: (84 24)355 63 418  Dién thoai di dong:
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 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. 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 G}ay chufng nhan l}ru hanh tu do con hi¢u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

I X Quy cach o . . , . o L,
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
. . Valley Forge Business
| ﬁg}c};%‘l’ldo EE;%LVE Bone Access | de5 0275, 685.028S , Globus Center 2560 General | UNITED
£ 50mg 685.030S , 685.031S Medical, Inc. | Armistead Avenue STATES
Audubon, PA,19403
i Valley Forge Business
) Kim dan huéng K-Wire 685.003, 685.004, 685.005, Globus Center 2560 General UNITED
685.006 Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
) Valley Forge Business
Ong dan Cannula Globus Center 2560 General UNITED
3 6134.0100, 6134.0101 Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
. , Valley Forge Business
. gigﬁ PEEK cich 1 prpy Cannula 6134.0110, 6134.0111, Globus Center 2560 General | UNITED
¥ 6134.0112 Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Valley Forge Business
Dung cu taro Cannulated Tap 6134.0045, 6134.0050, Globus Center 2560 General UNITED
5 6134.0055, 6134.0065, : .
6134.0075. 6134.0085 Medical, Inc. Armistead Avenue STATES
' ’ ’ Audubon, PA,19403
Screw Measurin Valley Forge Business
6 Dung cu do vit Instrument g 6134.0130 Globus Center 2560 General UNITED
’ Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Tay bat vit Screwdriver Globus Valley Forge Business | UNITED
7 6134.0140, 6134.0145 Medical, Inc. Center 2560 General STATES




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chi coso'san | Nwge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Armistead Avenue
Audubon, PA,19403
Valley Forge Business
3 Dung cu dat vit Head Inserter 6134.1000 Globus Center 2560 General UNITED
’ Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
. ad Valley Forge Business
9 Sﬁmg cu thao dau Head Removal Tool 6134.1005 Globus Center 2560 General UNITED
' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Dune cu eift thanh Valley Forge Business
10 ddc geue Fixed Rod Holder 6134.0430, 6134.0431, Globus Center 2560 General UNITED
. 6134.0432 Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Valley Forge Business
Thudce Calipers Globus Center 2560 General UNITED
1 6134.0420, 6134.0421 Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Dune cu kidm tra Valley Forge Business
12 i' trigne. Rod Indicator 6134.0205 Globus Center 2560 General UNITED
A2 cp : Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Valley Forge Business
13 Dung cu tich mé | Fixed Dissector 635.150 Globus Center 2560 General UNITED
’ Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
. . Valley Forge Business
14 Dl_ll’lg cu co/ glﬁn gg}?pressor / Distraction 6134.0150 Globus Center 2560 General UNITED
' Medical, Inc. Armistead Avenue STATES




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Audubon, PA,19403
w Valley Forge Business
15 Dung cu 6n dinh Stabilizer Cuff 6134.0155 Globus Center 2560 General UNITED
' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
o Valley Forge Business
16 Tay bat oc khoa Locking Cap Driver 6134.0185 Globus Center 2560 General UNITED
' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
’ Valley Forge Business
17 Tay xoan nguoc Counter-Torque 6134.0220 Globus Center 2560 General UNITED
' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Valley Forge Business
18 Dung cu co Compressor 6134.0400 Globus Center 2560 General UNITED
' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Valley Forge Business
19 Dung cu bé mii vit | Tab Remover 6134.0160 Globus Center 2560 General UNITED
' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
. . Valley Forge Business
Dung cu dinh vi .. UNITED
20 | diu vit Head Positioner 6134.0435 Glob.us Centfer 2560 General KINGDO
Medical, Inc. Armistead Avenue M
Audubon, PA,19403
) Valley Forge Business
71 Ong gidi clru Rescue Sleeve 6134.0135 Globus Center 2560 General UNITED
' Medical, Inc. Armistead Avenue STATES

Audubon, PA,19403




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Valley Forge Business
2 Kim K-Wire Gripper 623.003 Globus Center 2560 General UNITED
' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Dung cu nén dau . Valley Forge Business
23 vit, glidggtl((i)n Fork, 61202030 Globus Center 2560 General UNITED
coren cade ' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
z Valley Forge Business
24 E);_lcng cy uon thanh Power Bender 6067.0075 Globus Center 2560 General UNITED
: ' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
L . Valley Forge Business
25 ;ﬁr};tbat kep chinh REDUCTION Clip Driver 61193111. 61193110 Globus Center 2560 General UNITED
: ' ’ ’ Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
. 7 Valley Forge Business
Tay cam thang Straight handle Globus Center 2560 General UNITED
26 6067.0010, 6067.0015 Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
T handle, Valley Forge Business
27 Tay chit T Ratcheting, 6067.0020 Globus Center 2560 General UNITED
1/4 Quick - conect ' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
. 7 Valley Forge Business
Tay cam thang Torque - Limiting T Handle Globus Center 2560 General UNITED
28 634.611, 634.604 Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
29 |HOp dung CREO MIS® Instruments I {9134 0002 Globus Valley Forge Business | UNITED




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Grahic Case Center 2560 General
p Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Valley Forge Business
30 Dung cu banh Retractor 3 Blade Frame 69%.100 Globus Center 2560 General UNITED
' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Valley Forge Business
Dung cu banh Retractor Frame Globus Center 2560 General UNITED
3 632.102, 632.100, 632.103 Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
) Valley Forge Business
3 Dung cu vén 6c 10mm Socket Driver 632.150 Globus Center 2560 General UNITED
' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Tav bt méc va Valley Forge Business
33 chgt Hook and Latch Driver 698.250 Globus Center 2560 General UNITED
’ Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Dune cu cam bidn Valley Forge Business
34 ﬁang hoc Flouro Modulator 675.403 Globus Center 2560 General UNITED
quang h¢ ' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Valley Forge Business
35 Dung cu dinh vi Incision Locator 675.404 Globus Center 2560 General UNITED
’ Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
36 Dung cu hut 8" Suction 675.513 Globus Valley Forge Business UNITED
. Medical, Inc. Center 2560 General STATES




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Armistead Avenue
Audubon, PA,19403
Dune cu eiit én Valley Forge Business
37 ndn ECUE & Initial Dilator Holder 675.800 Globus Center 2560 General UNITED
& ' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
One théne cach Valley Forge Business
1 nhi% t & Insulated Cannula 698.205, 698.210, 698.215, Globus Center 2560 General | UNITED
¥ 698.220 Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
‘ Valley Forge Business
39 Tay cam Frame Handle 698.230 Globus Center 2560 General UNITED
' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
. Valley Forge Business
40 Dung cu dém (Sj}(ljlm Tool, 698.240 Globus Center 2560 General UNITED
' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
) Valley Forge Business
41 Dung cu chot neo | Docking Pin Tool 698.260 Globus Center 2560 General UNITED
' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Dune cu cin chinh Valley Forge Business
47 dié d%%n{ Disc Shim Tool 698.330 Globus Center 2560 General UNITED
: ' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
8 e hAL A Valley Forge Business
43 ((1)1?1% 16t chot ¢6 Docking Pin Sleeve 698.350 Globus Center 2560 General UNITED
) ' Medical, Inc. Armistead Avenue STATES




Ma san pham

Quy cach

Tén co sé

Dia chi co sé san

Nudce san

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut <uht <uht
(Néu cd)
Audubon, PA,19403
698.410, 698.412, 698.414,
698.416, 698.418, 698.420,
698.422, 698.424, 698.426,
Blade 698.428, 698.430, 698.432, Valley Forge Business
44 Ludi dao Pos ter,ior 698.434, 698.436, 698.450, Globus Center 2560 General UNITED
698.452, 698.454, 698.456, Medical, Inc. Armistead Avenue STATES
698.458, 698.460, 698.462, Audubon, PA,19403
698.464, 698.466, 698.468,
698.470, 698.472, 698.474,
698.476
698.510, 698.512, 698.514, Valley Forge Business
Ludi dao Blade, 698.516, 698.518, 698.520), Globus Center 2560 General | UNITED
45 CcC 698.522, 698.524, 698.526, : .
Medical, Inc. Armistead Avenue STATES
698.528, 698.530, 698.532, Audubon. PA.19403
698.534, 698.536 uaubon, £4,
Bipolar Forceps, Valley Forge Business
46 Dung cu kep 10" Bayo, 632.678S Globus Center 2560 General UNITED
1.0mm Tip ' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
B6 dune cu chiéu Valley Forge Business
47 | san .Vég 48y din MARS™3V Disposable Kit 698.600S Globus Center 2560 General UNITED
& Y ' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Dune cu cin chinh Valley Forge Business
48 | chid E e Lengthening Shim 698.300S Globus Center 2560 General UNITED
' Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Dung cy can chinh | Wwidening Shim Globus Valley Forge Business [ UNITED
49 | chiéu rong 698.3058 Medical, Inc. | Center 2560 General STATES




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Armistead Avenue
Audubon, PA,19403
) Valley Forge Business
Chot dinh vi Docking Pin Globus Center 2560 General UNITED
>0 6983108, 698.3155 Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Dune cu cin chinh Valley Forge Business
51 dié d%%n{ Disc Shim 698.3208, 698.325S, Globus Center 2560 General UNITED
: 698.326S Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Valley Forge Business
59 Kep Table Clamp 632.500 Globus Center 2560 General UNITED
’ Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Valley Forge Business
53 Tay do dung cu Articulating Arm Assembly 632.750 Globus Center 2560 General UNITED
’ Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
) Valley Forge Business
5, |Hop dung I\R/[e/;\rlzcst(irﬁphlc Case, 932,002 Globus Center 2560 General | UNITED
’ Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
) N Valley Forge Business
55 Ong dan PEEK Cannula 240621001E1 Globus Center 2560 General UNITED
Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
Valley Forge Business
56 Kim MIS Compressor 6041.4313, 6041.4314, Globus Center 2560 General UNITED
6041.4317 Medical, Inc. Armistead Avenue STATES




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chi coso'san | Nwge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Audubon, PA,19403
x . Valley Forge Business
57 E&J:f oy dan g;glzrrg?;[eid;rsr;caﬂer Pin, Globus Center 2560 General UNITED
& Medical, Inc. Armistead Avenue STATES
Audubon, PA,19403
x . Valley Forge Business
I dan Sﬁ;&‘?};?f%d; puarter Pin, Globus Center 2560 General | UNITED
g ' Medical, Inc. Armistead Avenue STATES

Audubon, PA,19403




