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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: 260000626/PCBA-HCM
Ngay cong bo: 24/04/2026

1. Tén co 86 cong bd: CONG TY TRACH NHIEM HUU HAN THUONG
MAIKY THUAT AN PHA

2. bia chi: 25 Buong s6 4, Khu d6 thi méi Him Lam, Phuong Tan Hung,
Thanh phd H6 Chi Minh

3. S6 vin ban cua co so: 20260404/AP-SYT Ngay: 20/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: B dung cu dung trong phau thuat cot séng cb

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: Dung trong phau thuét cot sdng c.

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 13485:2016, CE

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: NGMedical GmbH

Dia chi chu sé hiru: Trierer Stral3e 65, 66620 Nonnweiler, GERMANY
7. Thong tin vé co s& bao hanh (néu co):

Tén co so: Cong ty TNHH Thuong Mai K§ Thuat An Pha

Dia chi: 25 Puong sb 4, Khu d6 thi méi Him Lam, Phuong Tan Hung, Thanh



ph6 H6 Chi Minh

Pién thoai ¢b dinh: 02822538035 Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat di véi thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ 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 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.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |

bi y t€ cong bo ap dung
7 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.

10 | Tai liéu khéac (néu c6) X




BANG KE CHI TIET TRANG THIET BI Y TE

QUY CACH gg )c(g&sg U T
ST TEN TRANG [ DON VI| CHUNG LOAI SAN RSN || Bee e - CHU SOHU'U/| TENCO SO |PIA CHI CO SO
THIETBIY TE | TINH PHAM A e x| HANG,NUOC | BAO HANH BAO HANH
(NEU CO) NUO'C_ SAN CHU S6 HU'U
XUAT
. R . ) NGMedical NGMedical Cong ty TNHH | 25 Pudng s 4,
1 |Can dat dia dém Cai  |Cervical Inserter Handle MCI001 GmbH, GmbH, Thuong Mai K§ | Khu dé thi méi
) Ong ngoai ¢6 dinh Cii Cervical Inserter Stop MCI002 Germany Germany Thuat An Pha | Him Lam, Phuong
can dit dia dém Tube Tan Hung, Tp. H6
50 dA -C Dij ; Chi Minh, Viét
3 D}mg cu kéo day dia Cai MOVE-C Distraction MCI003 N
dém Rod am
Vong dan ndi cay . Cervical Inserter
4 dat dia dém Cii Counter Nut MCI008
Ong diéu chinh cay . Cervical Inserter
> dat dia dém Cai Adjustment Sleeve MCI009
6 Dau’ xac dmAh kich Cai MOVE-C Trial 4 x 16 MCI416
thudc dia dém mm
7 Dau’ Xac d;nAh kich Céi MOVE-C Trial 5x 16 MCI516
thudc dia dém mm
p Dau’ xac dmAh kich Cai MOVE-C Trial 6 x 16 MCI616
thudc dia dém mm
9 Dau’ Xac d;nAh kich Céi MOVE-C Trial 7x 16 MCI716
thudc dia dém mm
10 Dau’ xac dmAh kich Cai MOVE-C Trial 8 x 16 MCI8I6
thudc dia dém mm
1 Dau’ Xac d;nAh kich Céi MOVE-C Trial 4 x 18 MCI418
thudc dia dém mm
12 Dau’ xac dmAh kich Cai MOVE-C Trial 5 x 18 MCIS18
thudc dia dém mm
13 Dau’ Xac d;nAh kich Céi MOVE-C Trial 6 x 18 MCI618
thudc dia dém mm
14 Dau’ xac dmAh kich Cai MOVE-C Trial 7 x 18 MCI718
thudc dia dém mm
15 Dau’ Xac d;nAh kich Céi MOVE-C Trial 8 x 18 MCIS18
thudc dia dém mm
16 |Cay di dat dia dém Cai MOVE-C Impactor MCIO016
17 |Kep dinh vi dia dem| cai | MOVE-C Reposition MCI018

Forceps




18 |Blia dong dia dém Cai Slide Hammer 200g MCIO19
19 |Blia dong dia dém Cai Hammer 110g 1011
20 |Dau néi dia dém cai | Cervical Cage Adapter 1021
16 mm
21 |Pau néi dia dém cai | Cervical Cage Adapter 1022
18 mm
Dung cu dat dia . Cervical Inserter
22 dém c6 ren Cai Threaded Rod 1023
23 Nap %al dung cu dat Cai Cervical Inserter 1024
dia dém Impactor Cap
24 dDéurEg cu gai dia Cai | Cervical Packing Block 1040
Pau xac dinh kich , Cervical Trial 4 x 16
25 | thuoe dia dém cai mm 4° 1059
2% Dau’ xac dmAh kich Cai Cervical Trial 5/6 x 16 1060
thudc dia dém mm 4°
Pau xac dinh kich .. | Cervical Trial 7/8 x 16
27 | thuoe dia dém cai mm 4° 1061
)3 Dau’ xac dmAh kich Cai Cervical Trial 9/10x 16 1062
thudc dia dém mm 4°
Pau xac dinh kich , Cervical Trial 4 x 18
2 | thuoe dia dém cai mm 8° 1063
30 Dau’ xac dmAh kich Cai Cervical Trial 5/6 x 18 1064
thudc dia dém mm 8°
31 Dau’ xac dmAh kich Cai Cervical Trial 7/8 x 18 1065
thudc dia dém mm 8°
1 Dau’ xac dmAh kich Cai Cervical Trial 9/10 x 18 1066
thudc dia dém mm 8°
Pau xac dinh kich , Cervical Trial 4 x 16
33 | thuse dia dém cai mm 8° 1067
34 Dau’ xac dmAh kich Cai Cervical Trial 5/6 x 16 1068
thudc dia dém mm 8°
35 Dau’ xac dmAh kich Cai Cervical Trial 7/8 x 16 1069
thudc dia dém mm 8°
36 Dau’ xac dmAh kich Cai Cervical Trial 9/10x 16 1070
thudc dia dém mm 8°
Pau xac dinh kich , Cervical Trial 4 x 18
37 | thuse dia dém cai mm 4° 1071
13 Dau’ xac dmAh kich Cai Cervical Trial 5/6 x 18 1072
thudc dia dém mm 4°




Pau xac dinh kich

Cervical Trial 7/8 x 18

39 th}Ié’C dia dém céi mm 4° 1073
40 Eil; :z;c; :ggrlnki(:h Cai Cerv1ca1r;l:r11ai(?/ 10x 18 1074
41 E?Il; ;(2:410T :ggllnkwh Céi Cerv1cre:lln"£r113104 x 16 1075
47 22;1; :z;c; :ggrlnkwh Cai Cerv1carln”lr;flig O5/6 x 16 1076
43 Eil; :ZCT :ggllnkich Cai Cerv1callll1r;lrlillzc?/8 x 16 1077
44 22;1; :z;c; :ggrlnkwh Cai Cerv1ca1rr"1fr;1allz9o/ 10x 16 1078
45 E?Il; ;(2:410T :ggllnkwh Céi Cerv1cre:lln"£r113104 x 18 1079
46 22;1; :z;c; :ggrlnkwh Cai Cerv1carln”lr;flig O5/6 x 18 1080
47 E?Il; :ZCT :ggllnklch Cai Cerv1callll1r;lrlillzc?/8 x 18 1081
48 22;1; :z;c; :ggrlnkwh Cai Cerv1ca1rr"1fr;1allz9o/ 10x 18 1082
)l I e
Yl I v
o e I v B
N Rl I e
) e R B R
Nl I e
) e R o B
Yl Il e I
el I el
53 Déu x4c dinh kich cai | Cervical Trial 5/6 x 14 1092

thudc dia dém

mm 12° short




Pau xac dinh kich

Cervical Trial 7/8 x 14

>9 thudc dia ¢ém Cai mm 12° short 1093
Pau xac dinh kich .. |Cervical Trial 9/10 x 14

60 thudc dia dém Cii mm 12° short 1094
Pau xéc dinh kich .. Cervical Trial 4 x 16

61 thudc dia dém Cai mm 4° short 1095
Pau xac dinh kich .. | Cervical Trial 5/6 x 16

62 thudc dia dém Cii mm 4° short 1096
DPAu xéc dinh kich . Cervical Trial 7/8 x 16

63 thudc dia dém Cai mm 4° short 1097
Pau xac dinh kich .. |Cervical Trial 9/10 x 16

64 thudc dia dém Cii mm 4° short 1098
Pau xéc dinh kich .. Cervical Trial 4 x 16

65 thudc dia d¢ém Cai mm 8° short 1099
Pau xac dinh kich .. | Cervical Trial 5/6 x 16

66 thudc dia dém Cii mm 8° short 1100
DPAu xéc dinh kich . Cervical Trial 7/8 x 16

67 thudc dia dém Cai mm 8° short fot
Pau xac dinh kich .. |Cervical Trial 9/10 x 16

68 thudc dia dém Cii mm 8° short 1102
Pau xéc dinh kich .. Cervical Trial 4 x 16

69 thudc dia dém Cai mm 12° short 103
Pau xac dinh kich .. | Cervical Trial 5/6 x 16

70 thudc dia dém Cii mm 12° short 1104
DPAu xéc dinh kich . Cervical Trial 7/8 x 16

7 thudc dia dém Cai mm 12° short 1105
Pau xac dinh kich .. |Cervical Trial 9/10 x 16

2 thudc dia dém Cii mm 12° short 1106

73 |Pau ndi dia dém Cai Cervical Cage Adapter 1137

74 DA’ung C:u nong cot Cai Intradiscal Spreader 1138
song co

75 Dau’ Xac dmAh kich Céi Cervical Trial 4 x 16 1416
thudc dia dém mm 4°
Pau xac dinh kich . Cervical Trial 5 x 16

76 |thuoc dia dem Cai mm 4° 1516

77 Dau’ Xac d;nAh kich Céi Cervical Trial 6 x 16 1616
thudc dia dém mm 4°
Pau xac dinh kich . Cervical Trial 7 x 16

78 | thuoc dia dem Cai mm 4° 1716




Pau xac dinh kich

Cervical Trial 8 x 16

7 thudc dia ¢ém Cai mm 4° 1816
Pau xac dinh kich . Cervical Trial 9 x 16

80 | ihwse dia dem cai mm 4° 016

’1 Dau’ Xac d;nAh kich Céi Cervical Trial 10 x 16 11016
thudc dia dém mm 4°
Pau xac dinh kich . Cervical Trial 4 x 18

82 |ihuoc dia dém cai mm 4° 1418

23 Dau’ Xac d;nAh kich Céi Cervical Trial 5 x 18 1518
thudc dia dém mm 4°
Pau xac dinh kich . Cervical Trial 6 x 18

8% lihuoc dia dem cai mm 4° 1618

25 Dau’ Xac d;nAh kich Céi Cervical Trial 7x 18 1718
thudc dia d¢ém mm 4°
Pau xac dinh kich . Cervical Trial 8 x 18

86 |ihuoc dia dem cai mm 4° 1818

’7 Dau’ Xxac d;nAh kich Céi Cervical Trial 9 x 18 1918
thudc dia dém mm 4°
Pau xac dinh kich .. | Cervical Trial 10 x 18

88 |ihuoc dia dem cai mm 4° 11018

89 Nép hop dung cu Cai Container Lid CONO1

90 |Dém chéng va dap Cai Container Silicone Mat CONO3
Khay chtrta dung cu

91 [xac dinh kich thudc Cai Rack Cervical Trials CONOS
dia dém

9 Nap khay hop dung Cai Lid Rack Cervical CON09
cu Trials

93 |Than hop dungeu |  Céi Contame:n}f;ms H: 88 CON10

£ . i Tag MOVE-
94 |Dem chéngvadap | cai | Container Cag ov CONI11
. . Container Tray H: 70
95 |Khay hop dung cu Cai mm MOVE-C CON13
. MOVE-C/BEE T
96 |Khay hop dungeu |  Cai OVE-C/ ey CON17
Instruments
97 Ic\if‘p khay hop dung | (. Tray Lid 1/1 CONI8
ap khay ho . .
og |Nap khayhopdung | ., Tray Lid 1/1 CON26

cu




Khay dung dau xac

99 |dinh kich thudc dia Cai Tray cervical trials CON30
dém
100 |Pém loc 4m PTFE Cai Container PTFE Filter ER800.020




