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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: 260001279/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: 01/Nopa Ngay: 03/07/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Dung cu diéu chinh kinh trong phﬁu thuat nhan 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 st dung: Cac dung cu kep va gitr la cac dung cu pha~1u thuat c6 thé tai
st dung, dugc sir dung dé gitt, nam hodc kep trong qua trinh phau thuat tai
phau truong. Cac dung cu nay khong két ndi voi thiét bi y té chi dong. Ngoai
ra, cac dung cu nay con dugc sir dung dé gifr cac vat li¢u hd tro nhu kim, soi
chi, gac, mo6 hodc cac vat li€u tuong tu.

Thiét ké cta cac dung cu kep va gitt duoc diéu chinh dé phu hop véi dic diém
giai phau va loai can thiép phau thuat. Pham vi san phém bao phtl tat ca cac
chuyén nganh phau thuat, trong do viéc tiép can co thé dugc thyc hién thong
qua vét mo phau thuat, vét thuong hodc cac 16 tw nhién cua co thé. Khong c6
han ché vé gidi tinh hoac do tudi ctia bénh nhan.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

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

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



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

Tén chu s& hiru: 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 v6i thiét bi y té san xudt trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bé tiéu chuan 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 uy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y t€ bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu hudéng dan st dung cia thiét bi y té X
8 | Mau nhan thiét bi y té X

9 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i v6i thiét bi y té nhap khau.




BANG KE CHI TIET THIET BI Y TE

STT | TEN THIET BI CHUNG LOAI MA SAN PHAM | TEN CO SO SAN | TEN CO SO CHU
Y TE XUAT/ HANG, | SO HUU/ HANG,
NUGC SAN XUAT| NUGC CHU SO
HUU
1 Dung cu diéu |GREEN STRABISMUS HOOK 13,0 CM KP 001/13 NOPA Instruments | NOPA Instruments
chinh kinh trong Medizintechnik Medizintechnik
> phau thuat nhan JAMESON MUSCLE HOOK 12.0 CM KP 002/12 GmbH, Wellat.ten 7- |GmbH, WellaFten 7-9,
khoa 9, 78532 Tuttlingen, [ 78532 Tuttlingen,
buc buc
3 JAMESOM MUSCLE HOOK 13,0 CM KP 002/13
4 GASS RETINAL DETACHMENT HOOK 14,0 CM KP 010/14
5 GRAEFE STRABISMUS HOOK #1 13,0 CM KP 015/01
6 GRAEFE STRABISMUS HOOK #2 14,0 CM KP 015/02
7 GRAEFE STRABISMUS HOOK #3 15,0 CM KP 015/03
8 STEVENS TENOTOMY HOOK 12,0 CM KP 018/12
9 BURCH FIXATION FORK 13,0 CM KP 020/13
10 HELVESTON TEASER HOOK KP 024/10
11 HELVESTON TEASER HOOK KP 024/11
12 HELVESTON STRABISMUS HOOK KP 024/13
13 HELVESTON STRABISMUS HOOK KP 024/14
14 HELVESTON STRABISMUS HOOK KP 024/15
15 DU PLESSIS MUSCLE HOOK 13CM KP 024/20
16 BONN IRIS HOOK 13,5CM VERY DELICATE, KP 025/14




STT | TEN THIET BI CHUNG LOAI MA SAN PHAM | TEN CO SO SAN | TEN CO SO CHU
Y TE XUAT/ HANG, | SO HUU/ HANG,
NUOC SAN XUAT| NUOC CHU SO
HUU
17 BONN IRIS HOOK 12CM KP 025/20
18 KNOLLE IRIS HOOK 11,0 CM BLUNT KP 026/11
19 JAFFE-KNOLLE IRIS HOOK 12,0 CM BLUNT KP 027/12
20 JAFFE LENS MANIPULATING HOOK 12CM KP 028/10
21 CLAYMAN-JAFFE LENS MANIPULATING HOOK KP 028/11
22 TYRELL IRIS HOOK 12,0 CM BLUNT KP 029/01
23 TYRELL IRIS HOOK 12,0 CM POINTED KP 029/02
24 HIRSCHMANN IRIS HOOK 12,5 CM 45° KP 030/13
25 BECHERT LENS NUCLEUS ROTATOR 12,0 CM KP 040/01
26 JAFFE-BECHERT LENS NUCLEUS ROTATOR 12,0C KP 040/02
27 CLAYMAN LENS NUCLEUS ROTATOR 12,5 CM KP 040/03
28 OSHER LENS MANIPULATOR 12,0 CM STRAIGHT KP 050/12
29 DRYSDALE LENS MANIPULATOR 12,0 CM KP 051/12
30 BUNNKATU NUCLEUS DIVIDING AND SEPARATING |KP 057/12
31 ROSEN PHACO SPLITTER 12,0 CM, 60° KP 065/60
32 ROSEN PHACO SPLITTER 12,0 CM, 90° KP 065/90
33 NAGAHARA PHACO SPLITTER 12,0 CM, 60° KP 067/60
34 NAGAHARA PHACO SPLITTER 12,0 CM, 90° KP 067/90
35 SINSKEY LENS MANIPULATOR 12,0 CM KP 070/20
36 SINSKEY LENS MANIPULATOR 12,0 CM KP 070/25
37 SINSKEY LENS MANIPULATOR 12,0 CM KP 071/20
38 SINSKEY LENS MANIPULATOR 12,0 CM KP 071/25
39 LEWICKY LENS MANIPULATOR 12,0 CM KP 075/15
40 LESTER LENS MANIPULATOR 12,0 CM STRAIGHT KP 077/01
41 LESTER LENS MANIPULATOR 12,0 CM KP 077/02
42 LESTER LENS MANIPULATOR 12,0 CM KP 077/03
43 JAFFE-MALTZMANN LENS MANIPULATOR 12,0 CM  |KP 081/12
44 RENTSCH RETRACTOR AND IOL MANIPULATOR, KP 085/12
45 ESCAF NUCLEUS MANIPULATOR 12CM KP 086/10
46 AKAHOSHI NUCLEUS SUSTAINER 12CM KP 086/20
47 ESCAF NUCLEUS SUSTAINER 12CM KP 086/30




STT | TEN THIET BI CHUNG LOAI MA SAN PHAM | TEN CO SO SAN | TEN CO SO CHU
Y TE XUAT/ HANG, | SO HUU/ HANG,
NUOC SAN XUAT| NUOC CHU SO
HUU
48 LIEBERMAN NUCLEUS MANIPULATOR 12CM KP 086/40
49 LIEBERMAN NUCLEUS MANIPULATOR 12CM KP 086/41
50 PISACANO NUCLEUS ROTATOR 12CM KP 086/54
51 PISACANO NUCLEUS ROTATOR 12CM KP 086/55
52 DRYSDALE NUCLEUS MANIPULATOR 12CM KP 086/60
53 DRYSDALE NUCLEUS MANIPULATOR 12CM KP 086/61
54 ANIS NUCLEUS MANIPULATOR 12CM KP 086/70
55 ANIS NUCLEUS MANIPULATOR 12CM KP 086/71
56 LESTER IOL MANIPULATOR 12CM KP 086/80
57 LESTER IOL MANIPULATOR 12CM KP 086/81
58 LESTER IOL MANIPULATOR 12CM KP 086/90
59 LESTER IOL MANIPULATOR 12CM KP 086/91
60 KUGLEN IRIS HOOK AND LENS MANIPULATOR KP 087/21
61 KUGLEN IRIS HOOK AND LENS MANIPULATOR KP 087/22
62 KUGLEN IRIS HOOK AND LENS MANIPULATOR KP 087/24
63 FENZL LENS MANIPULATING HOOK 12CM KP 087/40
64 FENZL LENS MANIPULATING HOOK 12CM KP 087/41
65 MALTZMAN-FENZL LENS MANIPULATING HOOK  |KP 087/43
66 DEITZ ICL MANIPULATOR 12CM KP 087/60




