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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: 260001277/PCBA-HN
Ngay cong bo: 03/07/2026

1. Tén co s& cong bé: CONG TY TNHH Y TE HUNG VI

2. Dia chi: SO nha 5, Ngo 135/62/4, Pho Cau coc, Phuong Tay Mo, Thanh pho
Ha Noi

3. S6 vin ban cua co so: 06/Nopa Ngay: 03/07/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Dao kim cuong dung trong phau thuat nhin khoa

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 str dung: Cac dung cu cat 1a cac dung cu phau thuat tai sir dung,
duoc dung dé cat hodc rach trong qua trinh phau thuét tai phau trudng. Cac
dung cu nay khong két ndi véi thiét bi y té chu dong.

Dung cu cat dugc thiét ké dé tach cac vat liéu khac nhau bang cac canh séc.
Céc vat liéu c6 thé bao gdm mé, da, soi chi, chi khau phau thuét hodc vt liéu
bing b, thach cao va xuong. Cac thiét bi y té nay c6 su khac nhau vé hinh
dang va kich thudc dé pht hop v6i muc dich sir dung. Thiét ké cua cac dung
cu cat dugc diéu chinh phu hop voi dac diém giai phau va loai can thiép phau
thuat. Pham vi san pham bao phu tat ca cac chuyén nganh phau thuat, trong do6
viée tiép can c6 thé duoc thuc hién thong qua vét mo phau thuat, vét thuong
hodc cac 16 ty nhién cta co thé. Khong c6 han ché vé giéi tinh hoic d6 tudi
cua bénh nhan.

Tén co so san xuat: Theo phu luc
bia chi co s¢ san xuat: Theo phu luc



Tiéu chuan chét luong san pham 4p dung: Tiéu chudn nha san xuét

5. Doi véi thiét bi y té chta chat ma tay, tién chét (néu c6):

6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s¢ htru: NOPA Instruments Medizintechnik GmbH

bia chi chu sé hiru: Weilatten 7-9, 78532 Tuttlingen, GERMANY

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

8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xut trong nudc:
9. Thanh phan hd so:

1 | Vin ban cong bd tiéu chuan ap dung cia thiét bi y té thudc loai A. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu moé 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 b y té
do chu s hitu thiét bi y té 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 cta thiét bi y té X
8 | MAu nhin thiét bj y té X

9 | Gidy chirng nhén luu hanh ty do con hiéu lyc tai thoi diém nop ho so |«
d6i vi thiét bi y té nhap khau.




BANG KE CHI TIET THIET BI Y TE

STT | TEN THIET BI CHUNG LOAI MA SAN PHAM | TEN COSO SAN | TEN CO SO CHU SO
Y TE XUAT/ HANG, HU'U/ HANG, NUOC
NUOC SAN XUAT CHU SO HU'U
1 Dao kim cuong |DIAMOND KNIFE ANG 12.3CM KP 377/01 NOPA Instruments NOPA Instruments
dung trong phau Medizintechnik Medizintechnik GmbH,
2 thuat nhan khoa DIAMOND KNIFE $TR 11.4CM KP 377/02 GmbH, Weilatten 7- |  Weilatten 7-9, 78532
3 DIAMOND KNIFE ANG 12.3CM KP 377/03 9, 78532 Tuttlingen, Tuttlingen, Duc
Prrc
4 DIAMOND KNIFE STR 11.4CM KP 377/04
5 DIAMOND KNIFE ANG 12.3CM KP 377/05
6 DIAMOND KNIFE STR 11.4CM KP 377/06
7 DIAMOND KNIFE ANG 12.3CM KP 377/07
8 DIAMOND KNIFE STR 11.4CM KP 377/08
9 DIAMOND KNIFE ANG 12.3CM KP 377/09
10 DIAMOND KNIFE STR 11.4CM KP 377/10
11 DIAMOND KNIFE ANG 12.3CM KP 377/11
12 DIAMOND KNIFE STR 11.4CM KP 377/12
13 DIAMOND KNIFE ANG 12.3CM KP 377/13
14 DIAMOND KNIFE STR 11.4CM KP 377/14
15 DIAMOND KNIFE ANG 12.3CM KP 377/15
16 DIAMOND KNIFE STR 11.4CM KP 377/16
17 DIAMOND KNIFE ANG 12.3CM KP 377/17
18 DIAMOND KNIFE STR 11.4CM KP 377/18




STT | TEN THIET BI CHUNG LOAI MA SAN PHAM | TEN COSO SAN | TEN CO SO CHU SO
Y TE XUAT/ HANG, HU'U/ HANG, NUOC
NUOC SAN XUAT CHU SO HUU
19 DIAMOND KNIFE ANG 12.3CM KP 377/19
20 DIAMOND KNIFE STR 11.4CM KP 377/20
21 DIAMOND KNIFE ANG 12.3CM KP 377/21
22 DIAMOND KNIFE STR 11.4CM KP 377/22
23 DIAMOND KNIFE ANG 12.3CM KP 377/23
24 DIAMOND KNIFE STR 11.4CM KP 377/24
25 DIAMOND KNIFE ANG 12.3CM KP 377/25
26 DIAMOND KNIFE STR 11.4CM KP 377/26
27 DIAMOND KNIFE ANG 12.3CM KP 377/27
28 DIAMOND KNIFE STR 11.4CM KP 377/28
29 DIAMOND KNIFE ANG 12.3CM
KP 377/40
30 DIAMOND KNIFE ANG 12.3CM
KP 377/41
31 DIAMOND KNIFE ANG 12.3CM
KP 377/42
32 DIAMOND KNIFE ANG 12.3CM KP 377/43
33 DIAMOND KNIFE ANG 12.3CM KP 377/44
34 DIAMOND KNIFE ANG 12.3CM KP 377/45
35 DIAMOND KNIFE ANG 12.3CM KP 377/47
36 DIAMOND KNIFE ANG 12.3CM
KP 377/48
37 DIAMOND KNIFE ANG 12.3CM KP 377/49
38 DIAMOND KNIFE ANG 12.3CM KP 377/50




STT | TEN THIET BI CHUNG LOAI MA SAN PHAM | TEN COSO SAN | TEN CO SO CHU SO
Y TE XUAT/ HANG, HU'U/ HANG, NUOC
NUOC SAN XUAT CHU SO HU'U
39 DIAMOND KNIFE ANG 12.3CM KP 377/51
40 DIAMOND KNIFE ANG 12.3CM KP 377/52
41 DIAMOND KNIFE ANG 12.3CM KP 377/53
42 DIAMOND KNIFE ANG 12.3CM KP 377/54
43 DIAMOND KNIFE ANG 12.3CM KP 377/55
44 DIAMOND KNIFE ANG 12.3CM KP 377/56
45 DIAMOND KNIFE ANG 12.3CM KP 377/57
46 DIAMOND KNIFE ANG 12.3CM KP 377/58
47 DIAMOND KNIFE ANG 12.3CM KP 377/59
48 DIAMOND KNIFE ANG 12.3CM KP 377/60
49 DIAMOND KNIFE ANG 12.3CM KP 377/61
50 DIAMOND KNIFE ANG 12.3CM KP 377/62
51 DIAMOND KNIFE ANG 12.3CM KP 377/63
52 DIAMOND KNIFE ANG 12.3CM KP 377/64
53 DIAMOND KNIFE ANG 12.3CM KP 377/65
54 DIAMOND KNIFE ANG 12.3CM KP 377/66
55 DIAMOND KNIFE ANG 12.3CM KP 377/67
56 DIAMOND KNIFE ANG 12.3CM KP 377/68
57 DIAMOND KNIFE ANG 12.3CM KP 377/69
58 DIAMOND KNIFE ANG 12.3CM KP 377/70




STT | TEN THIET BI CHUNG LOAI MA SAN PHAM | TEN COSO SAN | TEN CO SO CHU SO
Y TE XUAT/ HANG, HU'U/ HANG, NUOC
NUOC SAN XUAT CHU SO HU'U
59 DIAMOND KNIFE ANG 12.3CM KP 377/71
60 DIAMOND KNIFE ANG 12.3CM KP 377/78
61 DIAMOND KNIFE ANG 12.3CM KP 377/79
62 DIAMOND KNIFE ANG 12.3CM KP 377/80
63 DIAMOND KNIFE ANG 12.3CM KP 377/81
64 DIAMOND KNIFE ANG 12.3CM KP 377/82
65 DIAMOND KNIFE ANG 12.3CM KP 377/83
66 DIAMOND KNIFE ANG 12.3CM KP 377/84
67 DIAMOND KNIFE ANG 12.3CM KP 377/85
68 DIAMOND KNIFE ANG 12.3CM KP 377/86
69 DIAMOND KNIFE ANG 12.3CM KP 377/87
70 DIAMOND KNIFE ANG 12.3CM KP 377/88
71 DIAMOND KNIFE ANG 12.3CM KP 377/89
7 DIAMOND KNIFE ANG 12.3CM KP 377/90
73 DIAMOND KNIFE ANG 12.3CM KP 377/91
74 DIAMOND KNIFE ANG 12.3CM KP 377/92
75 ZALDIVAR UNIVERSAL KNIFE (DIAMOND KN.) KP 378/10
76 STEP KNIFE (DIAMOND KNIFE) 0.15 - 4.00 KP 378/12
77 DIAMOND KNIFE 15CM KP 378/20
78 DIAMOND KNIFE 15CM KP 378/21




STT

TEN THIET BI
Y TE

CHUNG LOAI

MA SAN PHAM

TEN CO SO SAN
XUAT/ HANG2
NUOC SAN XUAT

TEN CO SO CHU SO
HUU/ HANG, NUOC
CHU SO HUU

79

80

81

82

83

84

85

86

87

88

89

90

DIAMOND KNIFE 13.1CM KP 378/30
NICHAMIN DIAMOND KNIFE 13.1CM KP 378/40
UNIVERSAL STEP KNIFE 10.9CM KP 378/50
UNIVERSAL STEP KNIFE 10.9CM KP 378/51
UNIVERSAL STEP KNIFE 10.9CM KP 378/60
UNIVERSAL STEP KNIFE 10.9CM KP 378/61
DIAMOND KNIFE WITH MICROMETER 11.6CM KP 378/70
DIAMOND KNIFE WITH MICROMETER 11.6CM KP 378/72
DIAMOND KNIFE WITH MICROMETER 11.6CM KP 378/73
THORNTON DIAMOND KNIFE WITH MICROMETER  |KP 378/75
DIAMOND KNIFE WITH MICROMETER(NOPA-TRAK) |KP 378/77
DIAMOND KNIFE WITH MICROMETER 11.6CM KP 378/79




